POCCUVICKAS OEIEPALINA

OEIEPAJIbLHHIM 3AKOH

00 oOpalleHUM JIeKapCTBEHHBEIX CPEeICTB

[Ipmuar T'ocynmapcTBeHHOM JJyMOoM 24 maprTa
2010 roma

Onobper CoeeTroM denmepaumumn 31 mapra
2010 roma

(B pen. denmepasbHOTO BakoHa oT 27 wuwonsg 2010 r. N
192-03 -
CobpaHmMe sBakoHOmaTesibCTBa Poccuyckoy demepaumym, 2010, N
31, coT.

4161; denmepasibHOT'O 3akoHa oT 11 oxTabps 2010 r. N 271-03 -
CobpaHue

3aKoHOIaTeJbCcTBa Poccumckom demepaumm, <2010, N 42,
cr. 5293;

demepanbHOTO 3akoHa oT 29 Hogbps 2010 . N 313-03 -
CobpaHue

3aKoHOIaTeJbCcTBa Poccumckom denmepaumm, 2010, N 49,
cr. 6409;

demepanbHOTO 3akoHa OT 6 g»mexabps 2011 . N 409-903 -
CobpaHue

3aKOoHOJaTeJbLCTBa Poccumckom benepauun, 2011, N 50,
cT. 7351;

denepanbHOTO 3akoHa oT 25 wmioHa 2012 ©. N 93-903 -
CobpaHue

3akoHOIaTesibCTBa Poccumckon denmepaumu, <2012, N 26,
cr. 3446;

demepaslbHOT'O 3akoHa OT 25 mekabpsa 2012 . N 262-03 -
CobpaHue

3aKOoHOIaTeJNbCTBa Poccumckom denmepaunn, 2012, N 53,
cr. 7587;



denepanpHOTO 3akoHa oT 2 wmoong 2013
CobpaHue

3akKoOHOmaTesbCTBa PoccuMickon demepauuu,
cr. 3477;

benmepanbHOTO 3akoHa OT 25 Hoabpsa 2013
CobpaHue

3akKoHOIaTeNIbCTBa Poccumickon Odenmepauuu,
cT. 0165;

demepallbHOT'O 3akoHa oT 12 wMaprta 2014
CobpaHue

3aKoHOIaTenbCcTBa Poccumckom denepauun,
cr. 1098;

denepalIbHOT'O 3akoHa OT 22 okTabpsa 2014
CobpaHue

3aKoOHOIATEeNILCTBa Poccumickon Odenepaumun,
cT. 5797;

denepallbHOT'O 3akoHa OT 22 mekabpsa 2014
CobpaHue

3akKoHOIATEeNLCTBa Poccumickon Odenmepaumu,
CcT. 7540;

denmepaslibHOTO 3akoHa oT 8 wMapta <2015
CobpaHue

3aKoOHOIATENILCTBa Poccumickon denmepaumuun,
cT. 1404;

demepanbHOTO 3akoHa oT 29 wmwoHa 2015
CobpaHue

3aKoOHOIATEeNILCTBa Poccumickon Odenmepaumuun,
cT. 3951;

denmepanbHOTO 3akoHa oT 13 wmwoma 2015
CobpaHue

3aKoOHOIATENILCTBa Poccumickon Odenmepaumuu,
CcT. 4359;

denmepanbHOTO 3akoHa oT 13 wmwoma 2015
CobpaHue

3aKoHOIaTeJbLCTBa Poccumickor denmepauuu,
cT. 4367;

denmepanbHOTO 3akoHa oT 13 wmwooma 2015
CobpaHue
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3aKoHOIaTeJbCTBa Poccumckom denmepaunu, 2015, N
cT. 4388;

29,

demepasibHOTO 3akoHa oT 14 mexkabps 2015 . N 374-03

CobpaHue

3akoHOomaTenbCcTBa Poccumckom demepaumm, 2015, N
cr. 7245;

51,

denmepalIbHOTO 3akoHa OT 29 mexkabps 2015 . N 389-03

CobpaHue

3aKOHOIATEeJILCTBAa Poccumckon denmepauunu, 2016,
cr. 9;

N

denmepanpHOTO 3akoHa oT 2 wumioHa 2016 1©. N 163-03

CobpaHue

3aKoHOIaTeJsbCcTBa Poccumckom denepaumn, 2016, N
cT. 3287;

23,

denmepanpHOTO 3akoHa oT 3 wmwoaa 2016 . N 261-03

CobpaHue

3aKoHOIaTeJqbCcTBa Poccumckom denepaumn, 2016, N
cT. 4194,

27,

denmepasibHOTO 3akoHa oT 3 wmona 2016 . N 305-93

CobpaHue

3aKoHOIaTeJsbCcTBa Poccumckom denepaumn, 2016, N
cr. 4238;

27,

denmepasibHOTO 3akoHa oT 3 wmiona 2016 . N 350-93

CobpaHue

3akoHOImaTeslbCTBa Poccumickon Odenepaumnm, 2016, N
cr. 4283;

27,

denmepasibHOTO 3akoHa oT 29 wmwona 2017 1. N 242-03

CobpaHue

3akoHOImaTesbCTBa Poccumckon Odenmepaumnm, 2017, N
cr. 4791;

31,

denmepasibHOTO 3akoHa oT 29 wwona 2017 . N 278-03

CobpaHue

3akoHOIaTeNbCTBa Poccumickon Odenepauum, 2017, N
cr. 4827;

31,

denmepalIbHOTO 3akoHa OT 28 mekabps 2017 . N 425-03

CobpaHue

3aKOHOIATeJIbCTBa POCCHUMCKOM benepauun, 2018,
cr. 9;

1,



benmepasibHOTO 3akKoHa OT 4 uoOHA
CobpaHue

2018 . N 140-93

3aKoHOIaTeJbCTBa Poccumckom denepaumu, 2018, N

cT. 3407;

benmepaslbHOT'O 3akoOHa OT 28 HOa0psA
CobpaHue

24,

2018 r©. N 449-93

3aKOHOIATEeJIbCTBa POCCHUMCKOM denepauun, 2018, N

cr. 7521;

denmepalibHOT'O 3akoHa OT 27 mekabpsa 2018 r. N 511-903)

T'smaBa 1. ODmme IIOJIOXEeHMS

Crarpsa 1. llpemMeT peryaMpOBaHMS HACTOAWLETO

dernepasIbHOTO
3akKoHa
1. HacrToammm denmepanbHEIM
OTHOIEHUS,

BO3HMKaAKIME B CBA3M C oOfOpaulleHueM - paspaboTkou,
OOKJIMHMYE CKUMU

MCCJIeIOBaHMAMY, KJIMHUYE CKVMU MCCJIenOBaHUAMH,
BKCIEePTU30M,

TOCYyIapCTBEHHOM permMcTpalMer, CcO CTaHmapTHMs3alumreml u
KOHTPOJIEM

KayecTBa, IPOM3BOLCTBOM, M3TOTOBJIEHUEM, XPaHEHUEM,
IEpPeBO3KOM,

BBO3OM B Poccumckyin denmepaunuio, BHBO30OM M3 POCCHUMCKOU
denepaunn,

pexJaMon, OTIIYCKOM, peanmusanuuen, nepenaven,
IpUMeHEeHUeM,

YHUUTOXEHVEM JIEKAPCTBEHHEIX CPEeICTB
3aKoHa oOT 6

49,

3aKOH peryampyeT

(B pen. demepasibHOTO

C

nexabpa 2011 1. N 409-03 - CobpaHMe 3akOHOHATEJNbLCTBA

Poccumckom
denepauum, 2011, N 50, cr. 7351).

2. Hacrogammn denepalibHBIM
IpUOpUTET

3aKOH

yCcTaHaBJIMBaET



TOCYyIapCTBEHHOTO pPerynmMpoBaHmnsa Bes30mnacHoOCTH,
KadyecTBa "

500eKTUMBHOCTHM JIEKAPCTBEHHEIX CPEeNCTB IIpM UX OOpalleHUMU
(B pen.
denepanpHOTO 3BakoHa oT 25 wmioHa 2012 ©. N 93-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaummu, 2012, N 26, cT.
3446) .

Crarpsa 2. Cdepa npmMmeHeHMs HactTodAmero demepalibHOT'O
3aKOHa

HacTosammmn @enepaanbHZ 3adKOH IIprMeHAeTCA K
OTHOIIEHMAM,

BOBHUKAKIMM HpM OOpalleHMM JIeKAPCTBEHHHIX CPEenNCcTB Ha
TEPPUTOPUN

Poccumckom denmepauun.

Crarpa 3. 3aKOHOIATEJNBCTBO OO OOpalleHMM JIeKapCTBEHHBIX

CpeICcTB

1. BaxkoHOZDATEeNbCTBO OO OOpalleHUM JIEKAPCTBEHHEIX CPEICTB
COCTOUT

1n3 HacroAumero demepasibHOIO 3BakKoOHa, IOpyrux ¢enmepasibHEX
3aKOHOB U

VMHBIX HOPMATMBHBIX TIPAaBOBEBEIX aKTOB Poccumckon @eﬂepaH,MM.

1-1. 3BaxkoHomaTesbCTBO OO oOOpameHMy JIeKapCTBEHHBIX
CPenCTB B

OTHOUEHUM OPUINUECKUX JIHUL U VMHIMBUIYaJIbHBIX
npennpmrHuMaTesien,

oCylleCTBJIISIMX OesaTeJIbHOCTD Ha TEPPUTOPUN
MEXIYHAPOIOHOTO

MeIMIIVMHCKOI'O KJjlacrepa, IIprMeHAeTCHA C yyeToM
ocobeHHOCTEMN,

YCTaHOBJIEHHHX ®ermepalibHbBIM 3akoHOM "O MexXOyHapOIHOM

MeIMIMHCKOM



KJIaCcTepe M BHEeCEeHUUM U3MeHeHUN B OoTIOeJIbHEIE
3aKOHOIOaTeJIbHEIE AKTEI

Poccumckon Odegepaumn" (uvacTtes 1-1 BBermeHa denmepalibHBIM
3aKOHOM OT 29

miona 2015 r©. N 160-93 - CobOpaHmMe 3BaKOHONATEJbCTBA
Poccumckon

benepauunm, 2015, N 27, cr. 3951).

2. HercTBue HacTodmero derepalibHOTO 3aKoHAa
pacrnpocTpaHseTcsa Ha

obpaleHre HapKOTUUECKMX JIeKapCTBEHHEIX CPELCTB u
[ICUXOTPOIIHEIX
JleKapCTBEHHBIX cpencTs C yyeToM ocobeHHOCTEN,
YCTaHOBJIEHHHIX

3aKOHONATEJIECTBOM Poccuyickor demepaumm O HAPKOTUUECKUX
cpencrTeax,

[ICUXOTPOIHEIX BelecTBax M 00 MX NpeKypcopax.

3. IemcTBUe HacTosmero dermepalibHOTO BaKoHAa
pacnpocTpaHsgeTcsa Ha

obpameHre pamrodapMalleBTUMUECKUX JIEKAPCTBEHHEIX CPEenCcTB
ydyeToMm

ocobeHHOCTEeM, YCTAHOBJIEHHEX 2aKOHOIATEeJIbLCTBOM POCCUMCKOM
denmepauum

B obJjlacTtm obecrnedeHud pa,D;MaH,MOHHOIZ 6e30nacHOCTH.

4. Ecnm MEXIYyHAaPOOHEIM OIOT'OBOPOM Poccumckon
denmepaunm

YCTAaHOBJIEHBI MHBIE IIpaBMJIa, ueM Te, KOTOPHEE TIIpelyCMOTPEHEBL
HaCTOoAlMM

demepalibHEIM 3aKOHOM, I[IPUMEHHIITCS NPaBuMila MeXIYyHapOOHOTO
IOTOBOPA .

5. B Poccumnickonm demepaumm B COOTBETCTBUM C
MeXIyHapOOHEIMM

moropopamm Poccurickom Qdemepauum u () Ha OCHOBE
NIpUMHLINMIIA

B3adaVMHOCTM HpMBHaIOTCH peByﬂbTaTbI KIJIMMHNYUEeCKIMX
MCCJIeDOBaHUM

JIEKAPCTBEHHEIX IIpellapaTOoB OJIA MeIIMIVMHCKOI'O IIprMMeHeHMA,
IIpOBEeOEeHHBIX



3a npejgejiaMu TeppuTopum Poccurckom denmepaluu.

Crarbsa 4. OCHOBHEE I[IOHATHUS, MCIOJb3YEeMbe B HACTOLIEM

dermepalsZIbHOM SBaKOHEe

g uenen HacToAwWero denepasIbHOTO 3aKOHAa
VCIIOJb3YKTCH

cllenymouye OCHOBHBEIE ITIOHATUMA:

1) sexapcTBeHHBIE CpencTBa - BelleCcTBa WM UX
KOMOVHaLUM,
BCTyIamimme B KOHTAKT C OpTraHM3MOM UeJioBeka WIu
XMBOTHOTO,
IPpOHMKAaKIMEe B OPI'aHBE, TKaHM OpraHuM3Ma JYeJIOBeKa WJur
XMBOTHOTO,

IIPVIMEeHdeMEBIE IOJIA HpO@MHaKTMKM, IMAaT'THOCTUKM (Ba VMCKIIIOUEHMEM
BelecCTB

i X KOM@MHaHMﬁ, He KOHTAKTHPYKIMX C OPTI'aHVM3MOM
gyeJioBeKa IZNENZ

XMBOTHOTO), JieueHus 3sabojyieBaHusa, peabunurauum, IJis
COXpPaHeHus,

NpenoTBpalleHMsa WMJIM [NPEPbBBaHMA OEPEeMEHHOCTM UM IIOJIyYeHHEEe U3
KpOBHU,

nJjia3Mel KPOBM, M3 OPIaHOB, TKaHEM opTraHM3Ma udeJjioBeKa WU
XMBOTHOTO,

pacTeHu, MMHEPAaJIOB MeTOIaMU CHMHTEe3a 1Rz C
IpYMEHEHUEM

OMOJIOTHMUE CKIUX TexXHOJOTUM. K JIeKapCTBEHHBIM CpelcTBaM
OTHOCATCHA

@apMaHeBTquCKMe Cy@CTaHHMM M JIeKapCTBEeHHBIE IIpellapaThly

2) GbapmaueBTHMUYecKasa CyOCTaHLUMA — JIEKAPCTBEHHOE
CpencTBO B BUIE

OOHOTO MJIM HECKOJbKMX objlajmanumx GapMakKoJOIMUYeCKOM
AKTVMBHOCTBIO

ﬂeﬁCTByDMMX BelleCTB BHe 3aBUCUMOCTU oT IIpmMpoOel
IIPOMCXOXIOEHNA,

KOTOpOe IIpelHasHadeHO IJId IIpomM3BOIOCTBAa, M3TOTOBRJIEHMA
JIEKapCTBEHHEIX



npenapaToes u onpemensgerT ux S0QeKTMBHOCTDb (B pern.
denmepalsiIbHOT'O

3akoHa OT 22 mekabpsa 2014 r. N 429-03 - CobOpaHue
3aKOHOIATeJIbCTBA

Poccumckom denepaumm, 2014, N 52, cr. 7540);

3) BcrnomMoTraTeJIbHBEIE BRBellecTBa - BelleCcTBa
HEeOPTaHUYEeCKOT'O WM

OPTaHMNUECKOT'O IMIPOMCXOXIEHMS, MCIOJb3yeMEe B IIPOoLEecce
NpOM3BOLACTBA,

M3TOTOBJIEHMSA JIEKAPCTBEHHEIX [IpelapaToB OJd NPUIOAHUS UM
HeO0OXOIOMMBIX

OMBUKO-XMMMUECKUX CBOWMCTB;

4) JIEKapPpCTBEHHEE InpeliapaTel - JIEeKApPCTBEHHEIE
cpelCTBa B BUMIE

JIEKapPCTBEHHEX GopM, IIpMMeHSeMbele IJid OPpOobMIIaKTUKMA,
OMaTHOCTUKM,

JeueHusa 3aboJjieBaHud, peabunmMraumum, OJId COXPaHeHUd,
npenoTBpaleHmns

WJim TIpEepPpEBaHMA 6epeMeHHOCTM,‘

5) JnexkapcTeBeHHasa ©GopMa — COCTOSHME JIEKAPCTBEHHOTO
npenapara,

COOTBETCTByIEee crnocobamM ero BBEeOEHUS U IIPVMMEHEHNA U
obecrneumupBaKlee

OOCTUMXEHME HeOoOXOoOuMOoT o JjieuebOHOTro sddexkTa;

5-1) no3mpoBKa - CcoIepXaHMe OINHOTO MJIM HECKOJIbKUX
OeMCTBYRIIMUX
BEUIeCTB B KOJMUECTBEHHOM BHPAaXeHUM Ha eIOUHMUIY IOO3H, WU
enIMHULLY
obvemMa, WM €IMHUIY MacChl B COOTBETCTBUM C JI€KAPCTBEHHOM
bopmom
6o IJIs HEKOTOPBIX BUIIOB JIEKAPCTBEHHBIX bopmMm

KOJIMYeCTBO

BEICBODOOXIOAeMOTO M3 JIEKAPCTBEHHOM (GQOPMBEI JEeMCTBYIETO
BelecTrRa 3a

enuHuIly BpeMeHU (nyHkT 5-1 BBemeH dernepalibHBEIM 3aKOHOM OT 22
nexabp4ga



2014 . N 429-03 - CobpaHuMe 3aKoHOIATeJIbCTBa PocCcuMCKOMU
denmepaunu,

2014, N 52, ct. 7540);

6) TrepedveHb XMIHEHHO HeOOXOIMMHEIX ¥  BaXHEeMIMX
JIeKapCTBEHHBIX

npenapaTosB - eXeromgHO YyTBepxXIaeMely [IpaBUTEIbCTBOM
Poccumckon

denepalum IepeudveHb JIeKapCTBEHHBIX IIpernapaToB g
MEeIMUIMHCKOTO

IpUMEeHeHM d, obecneurpanlx NPMOPUTETHBEE HNOTPeOHOCTHU
30PaBOOXPaHEeHMs

B nmejiax HpO@MHaKTMKM n JiedeHnA 3a6OHeBaHMﬁ, B TOM
yncriie

npeobjlajamilMx B CTPYKType 3abojleraeMOCTM B POCCHUMCKOM
denepaunm;

6-1) opdaHHEE JIeKapCTBEHHEE npenapaTel -
JIeKapCTBEHHEE
npenapaTel, OpelHasHAYeHHbBE MCKJIUMTEJIBHO ojid
OMAaTHOCTUKU 1ZnpeZi
[IaTOTE€HETUYECKOT'O JledeHuda  (JledeHud, HallpabBJIEHHOT'O Ha
MeXaHU3M
paseuTuda 3aboJiepaHMda) penkux (opbaHHBIX) 3aboJieBaHUM

(nyHxkT 6-1

BBeneH OdemepalsibHEIM 3akKOHOM OT 22 pmekabps 2014 . N
429-03 -

CobpaHMe 3akoHOIaTeJibCTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) ;

6-2) OmoJOoIMUYeCKMe JIeKapCTBEHHEE IpenapaTe -
JleKapCTBEHHHE

IipeliapaTel, HeﬁCTBmeee BelleCTBO KOTOPERIX IIPOMI3IBeOEHO VI
BBEIOCJIEHO U3

OMOJIOTMUECKOT O MCTOYHUMKAa 1z JIA ornipenejyieHnA CBOMCTB 12
KaduecTBa

KOTOPBEIX HeoOxonmmMa KOMOMHALMA OMOJOTMUECKUX U OU3BUKO-—
XYIMMYE CKUX

METOIOB. K OMOJIOT MY CKMM JIEKapPCTBEHHEIM IIpelaparam
OTHOCHATCH



MMMYyHOOMOJIOTUUYECKIUE JleKapCTBEHHLEE rnpenaparTH,
JIEKAPCTBEHHEIE

IIperapaTHl, IIOJIYYEeHHEIE "3 KpoBM, [IJIa3MBEl KPOBM YeJIOBEeKa "
KMBOTHEBEIX

(3a MCKJIIOUEHMEM LeJIbHOM KPOBM), OMOTEXHOJIOTMUECKME
JIeKapCTBEHHEE

npernapaTe, TeHOTepaleBTUUeCKre JIeKapCTBEHHEE IperapaTh
(nyHKT 6-2

BBeneH OdenepaJibHEIM 3akKOHOM OT 22 g»nekabps 2014 1©. N
429-03 -

CobpaHre 3BakoHOmaTesnbCcTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) ;

7) MMMyHOOMOJIOTMUECKME JIEKAapPCTBEHHBE IIpelnapaTel —
JIeKapCTBEHHEE

InpelriapaTer, IIpedHa3Ha4YeHHBIe IOJIA @OpMMpOBaHMH
AKTMBHOI'O Wi

IIaCCMBHOI'O MMMYHMTETA bpiziele) IVMAT'HOCTUMKIU HaJindnMAa
VIMMYHMTETAa 1Z88%1

IMATHOCTUKNU crieuudmuueckKoro IpruoOBPEeTEHHOT O
M3MEeHEeHUd

MMMYHOJIOTUYECKOT'O oTBEeTa Ha aJJIeprusnpyolme
BelecTBa. K

MMMYHO@MOHOPMQ@CKMM JIEKapPCTBEHHEIM IIperapaTaM OTHOCHATCHA
BaKIVHEI,

aHATOKCUHEl, TOKCMHBI, CHBOPOTKM, UMMYyHOTJIOOYJIMHE U aJiJIepPT'€HH
(B perm.

denmepasIbHOTO 3akKoOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom demepaumm, 2014, N 52, crT.
7540) ;

7-1) OMOTEexXHOJIOTMUEeCKUE JIEKapCTBEHHBIE
npenapaTH -
HeKapCTBeHHHe npenapaTH, HpOMBBOﬂCTBO KOTOpHX
ocyumecTBJIgeTcsa C

VCTIOJIb30BaHMEM OMOTEXHOJIOTMUECKMX MNPOLEeCCOB M MEeTOIOB (B
TOM UMCJIe



IHK-pexOMOMHAHTHOM TEXHOJIOTUM, TEXHOJIOTUM KOHTPOJIUPYEMOM
SKCIpeccun

TEeHOB, KOIMPYKRIMX OMOJIOTUUECKM aKTUBHEE OeJIKu B
npoKapruoTax u

3yKapmMoTax, BKJKUYaA M3MEHEHHBE KJIETKM MJIEKONMTAKRIMX) ,
TMOPUIOOMHOT O

MeTonda u MeTonma MOHOKJIOHAJIb HEIX aHTUTEeN (nysxr 7-1
BBeIEeH
demepalibHEIM 3aKOHOM OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue
3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

7-2) TeHOoTepaleBTUUECKUE JleKkapCTBEeHHbEe
rnpernapaTh -
JIEKapCTBEHHEE IIpenapartThH, bapmaueBTHUUYECKAS cybcTanumsa
KOTOPHIX

ABJIAeTCHA peKOM6MHaHTHOT7I HyKJ’[eMHOBOTZ KIMCJIOTOM WU BKJIIOHaeT

B cebs

PexKoOMOVHAHTHYI HYKJIEMHOBYIO KUCJIOTY, 1O 3B OJISIIYI0
OCYIECTBIIAThH

peryaupoBaHue, penapaumuio, 3aMeHy, nobasJieHME NI
yIoaJjieHue

TeHeTUUYeCKOM IOCJIeToBaTEeJIbHOCTU (nyHkT 7-2 BBeIeH
denmepalib HEIM

3aKOHOM OT 22 pmekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOOATEeNIbCTBA

Poccumickon Odenepauum, 2014, N 52, cr. 7540);

8) HapkoTUUeCKMe JleKapCTBEHHHE cpencrTnBa -
JleKapCTBEHHHE

npenapatTe ¥ QapMalleBTHUUeCkMe CcyOCTaHLMM, COoIepXalue
HapKOTUUECKME

cpencrTea u BKJIIOUEHHEIE B [lepeueHsb HAaPKOTUUECKUX
CpeIncTs,
IICUMXOTPOITHBIX BeleCTB 1z nx IIpeEKypCcopoB, ImogJjieXxXaummx

KOHTPOJIO B

Poccumckon denmepalnr, B COOTBETCTBMM C 3aKOHOIATEJIbECTBOM
Poccumckon



benmepauunr, MeXOyYHApPOOHBEIMM IOOT'OBOpaMm Poccumckom denmepaumu,
B TOM

uycie EIVMHOM KOHBEHUMEN O HAPKOTUUECKMUX cperncTBax 1961
roma;

9) HNCUMXOTPOIIHEE JIeKapCTBEHHEE cpencrTea -
JIeKaPCTBEHHEIE

npenapaTe ¥ bapMaleBTHUUYECKMe CcyOCTaHLUMM, CcoIepXxalye
MICUXOTPOIHEE

BelleCcTBa u BKJIOUYEHHEE B [lepeueHb HAapPKOTUUECKUX
cpencrTs,

IICUXOTPOIHEIX BENEeCTB M UX IPEeKypPCOPOB, [IOIJeXallnx
KOHTPOJIO B

Poccumckon denmepalulM, B COOTBETCTBUM C 3BaKOHOIATEJIbLCTBOM
Poccumckon

denmepaunyr, MeXOYHAPOIOHBIMM IOOTOBOpPaMM POCCHUMCKOU
demepaumm, B TOM

uycyie KoHBeHLMEV O NCUXOTPONHHX BemecTBax 1971 rozna;

10) pamnmodapmalieBTUUECKUE JIeKapCTBEHHBIE
cpencTBa -
JIeKapCTBEHHEE cpencrsa, KOTOPHE comepxar B
TOTOBOM OJid

MCIIOJIBE30BaHMA @opMe OIOVIH PaAIVIOHYKJINI I HEeCKOJIBKO
PaIMOHYKIIVIIOOB

(PaIMOaKTUBHEIX M30TOINOB) ;

11) pedbepeHTHEN JIEKapCTBEHHBIM npenapart -
JIEeKapCTBEHHEIN

npenapatT, KOTOPHM BIIEPBHE 3apelMCTPUPOBaH B POCCHUMCKOM
denmepauunu,

KauecTBoO, 50PEKTUBHOCTD u 6e30IacHOCTE KOTOPOTO
IOOKAa3aHEl Ha

OCHOBAHMM pe3zyiibTaTOoOB TJOKJIIMHMYE CKIUMX UccJenoBaHum
JIEKaPCTBEHHBIX

CpencTB u KJIMHUUECKMX MCCJIeNOBaHUM JIeKapCTBEHHEBIX
npenapaTos,
IIPOBEIEHHBX B COOTBETCTBUM C TpebOOBaHMAMU yacTem 6 m 7/
crarem 18

HacTodqmero ®emepasibHOTO BaKOHA B OTHOIEHUM JIEKAPCTBEHHBIX
cpencTs



OJi19 MEeOMLMHCKOTO INPpMMEeHeHusda JmMbO B COOTBETCTBUM C
TpeOOoBaHMAMUA

craTeu 12 Hacrodmero denepalJibHOT'O 3aKOHAa B OTHOWEHUU
JIEKAPCTBEHHBIX

CPEenCTB HOJiId BETEPMHAPHOTO MNPMMEHEHMS, ¥ KOTOPHIM
MCIIOJIb3YyeTCd IOJid

OLIEeHKM OMOBKBMBAJIEHTHOCTU jZnn%i TepaHeBTquCKOIZ
SKBMBAJIEHTHOCTWN,

KauecTBa, 20beKTMBHOCTM M 0Oe30MI0aCHOCTU

BOCIPOUBBEIEHHOTO I
010aHaJIOTOBOTO (bmonomoOHOTO) JIEKAPCTBEHHOTO IpelnapaTa
(g pen.

denmepallbHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCcTBa Poccumckom denmepaumm, <2014, N 52,
cr. 7540;

denepaslbHOTO 3akoHa oT 13 wmwona 2015 . N 241-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccuyckou demepaumm, 2015, N 29, cr.
4367) ;

12) BOCHpPOM3BENEHHHM JIEKAPCTBEHHEM IpernapaT -
JIEeKapCTBEHHEIN

npenapatT, KOTOPHM uMeeT TaKOM xe KaueCTBEHHBM
cocTasp u

KOJIMUECTBEHHEY COCTAaB INEMCTBYKIMX BeUeCTB B TAaKOM Xe
JIEKapCTBEHHOM

bopwme, uTo " pebepeHTHEM JIEKaPCTBEHHE
npenapart, "

OMOBKBMBAJIEHTHOCTL MWJIM TepaleBTUUeCcKas BSKBUBAJIEHTHOCTD
KOTOPOT'O

pebepeHTHOMY JIEKAPCTBEHHOMY IMpenapaTy NOIOTBEPXIeHA
COOTBETCTBYLIVMA

nccrenoBaHuaMm (B pen. demepalibHOT'O 3akKoHa OT 22 nexabpsa
2014 . N
429-03 - CobpaHHMe 3akKOHOmaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, com. 7540);



12-1) TepaneBTMUeCKasd 5SBKBMBAJEHTHOCTbL — IOCTMXEHUE
KJIMHUUE CKU

CONIOCTAaBMMOT'O TepaleBTUUEeCKOTO 3bbexTa Npu NPpUMEHEeHUU
JIEKapPCTBEHHBIX

IIpelriapaToB IJIA MEeEIMIMHCKOTI'O IIPMMEHEHMA IIJIA OIOHOW M TOM
Xe T'PYIIIE

OOJIbHEIX IO OHOHMM M TEeM Xe I[OKasz3aHMAM K [IPMMEHEHMIO
(nysxr 12-1

BBeneH OdemepalJibHEIM 3akKoOHOM OT 22 pmekabpsa 2014 . N
429-03 -

CobpaHMe 3akKoHOmaTeJbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) ;

12-2) 6mM0oaHaJOT'OBEIM (BbronogoOHBIN) JIEKAPCTBEHHEN
npenapartT
(broaHasior) - OMOJIOTMYECKMM JIEKAPCTBEHHBM I[Ipelnapar,
CXOXUMN jnfe)

IapaMeTrpaM kaudecTsa, 2bdexTMBHOCTM M 0Oe30IaCHOCTM C
pebepeHTHEM

OMOJIOTMUECKMM JIEKAPCTBEHHEIM IIpernaparToM B TakKOM Xe
JIEKAPCTBEHHOU

bopme M mMMeUMM MIOEHTUMUHBM CIOCOO BBEeIOEeHUd (nyuxkT 12-2
BRBEeIeH

denmepalsibHEIM 3akKOHOM OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, cT.
7540) ;

12-3) B3BamMMO3aMeHSEeMbM JIEKAPCTBEHHBIM IpenapaTr -
JIEKAPCTBEHHBIN

npenapartT C IOKa3aHHOM TepaleBTUUYEeCKOM
SKBUBAJIEHTHOCTBIO  MJIU

OMOBKBMBAJIEHTHOCTHIO B OTHOIIEHUN pedepeHTHOTO
JIEKAPCTBEHHOTO
npenapara, VIMEeMN SKBMBAJIEHTHEE eMy KadeCTBEHHBM

cocTae n

KOJIMUECTREHHEIM COCTAaB IOEeMCTBYIMX BelleCcTB, cocTaB
BCIIOMOT'aTEeJIbHBIX



BeUleCTB, JEeKAapCTBEeHHYyD GbopMy M crnoco® BBeneHMd (OyHKT 12-3
BBeIeH

denmepalibHEIM 3akKOHOM OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

13) JexkapCTBEHHOE PAaCTUTEJIbHOE CHPbEe — CBEXMEe WUIMU
BHICYIUIEHHEIE

pracTeHnuAda JInbo mux JYacTm, MCIIOJIb3YyEeMBIE IIJIA TIIPOM3BOIOCTBA
JIEeKapCTBEHHEBIX

CPEeICTB OpPTaHM3aALUUSIMU — [IPOUIBOOUTEJIAMU JIEKAPCTBEHHBIX
CPenCTB WM

M3TTOTOBJIEHNMA JIEKAPCTBEHHEIX InpernapaToB allTe4YHBIMNM
OopIr'aHM3alUMAaMIM,
BeTEPMHAPHEBEIMUA allTe4YHEIMM OpraHM3aumMAaMI,

VMHIVBMIOY aJIb HBEIMM

IpennprHrMaTeJIaMY, VIMEVMM/ JIMLLEH3UIO Ha
bapMalLeBTUUECKYIO

TeAaTeJIbHOCTE

14) rnexapCTBEHHBMU pPacTUTEJIbHBIM npenapart -
JIEKAPCTBEHHEBU
npenapatT, [OIPOUBBEIEHHEBIN NI M3TOTOBJIEHHEIN "3
OOHOTO BMIA

JIEKAPCTBEHHOTI'O pPacTmMTEJIBHOTI'O CEIPB A I HEeECKOJIBKMX
BIMIOB TaKOI'O

CEIPb A 171 peanms3yeMel B pacdacoBaHHOM BUIE BO
BTOPMUYHOM

(moTpebuTesIbCKOM) YIaKOBKE;

15) romMeomnaTMUeCcKMuM JI€eKAapCTBEHHBIM OpernapaT -
JIEKAPCTBEHHEBIN

npenapatT, NOPOMBBEINEHHBY WM MI3TOTOBJIEHHBM U3
bapmMmalLeBTUUECKON

cybcTaHumMm WJIIN bapmMalleBTUUECKMX CyOCTaHLUUM B
COOTBETCTBUU C

TpeOoBaHMAMM OOIUX bapMakKOnIemHEIX craTen K
ToOMeOolaTudeCKUM

JIeKapCTBEHHBEIM npenapatTam ZNNZE B COOTBETCTBUM C
TpeOOBaHUAMU



bapmaxkoneu cTpaHb NPOM3BOAUTEJNIS TakoI'O JIEKAPCTBEHHOTIO
npenapara (B

pen. demepaliIbHOTO 3akKoHa OT 22 nekabpsa 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

16) MexIyHapOIHOE HEeNaTEeHTOBAHHOE HaMMEeHOBAaHUE
JIEKapPCTBEHHOTO

cpeIncTBa — HaMMEHOBAHME HOEeMCTBYyIEI'O BelecTBa
bapMaleBTUUECKOM

cyOCTaHLIMM, PEKOMEHIOBAaHHOEe BCceMMPHOM oOpraHM3aluen
30PaBOOXPAaHEHNA

(B pen. denmepalibHOTO 3akoHa OT 22 nekabps 2014 1©. N
429-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) ;

17) Toprosoe HaVMeHOBaHMue JIEKAPCTBEHHOTO
cpencrTBa -
HaVMEeHOBaHMe JIEKaPCTBEHHOTO cpexncrsa, [IPMCBOEHHOE
ero
pa3paboTuMKoOM, mepxareseM 1ZRpeZi BJlaneJlbleM

pPermMcrTpallvMOHHOT' O

YIOOCTOBEPEHMA JIEKAPCTBEHHOI'O IpenapaTra (B pen.
deepasIbHOT'O 3aKOHa

or 22 pmexabps 2014 . N 429-93 - CobOpaHue
3aKOHOOATEeNIbCTBA

Poccumickon denepauum, 2014, N 52, cr. 7540);

17-1) rpynnMpoBOYHOE HaAMMEHOBAHME JIEKAPCTBEHHOTO
npenapara -
HaVMMeHOBAaHME JIEKAapPCTBEHHOTO IIpenapaTa, He MMeonleIo
MEXIOYHAPOIHOTO

HellaTeHTOBaHHOI'O HalMMeHOBAHMHA, I KOMOVHaUMM
JIEKapCTBEHHEBIX

IIpeliapaTok, MCIIOJIbB3IyeMOe B LeJIiAdX oOBeIMHEeHUS MX B Tpyrity
100 eIVMHBIM

HalVMMeHOBaHMEM MCXOIA ns3 OIVMHAaKOBOI'O cocTaBa ﬂeﬁCTBYDMMX
BelleCTB



(nyukT 17-1 BBemeH demepalibHEIM 3aKOHOM OT 22 nekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N
52, cm. 7540);

18) obwasa dapMmakonemHasa CcTaTbsa - OOKYMEHT,
YTBEPXIOEHHEI
YIIOJIHOMOYEHHEIM benepanbHBEIM OpPTaHOM UCIIOJIHUTEJILHOM

BJIaCTIU u

comepXxaumuy IIepedeHb lokasaTeJley KadecTBa U (MJIM) MeTOHOB
KOHTPOJIA

KauecTBa KOHKPETHOM JIeKapCTBEHHOM bopmer,
JIEKapPCTBEHHOTO

PaCcTUTEJIEHOTO CHIPb S, omnMcaHmsa OMOJIOTMUECKUX,
OMOXVMMUECKUX,

MMKpO@MOHOPquCKMX, @MBMKO—XMMMHGCKMX, @MBMH@CKMX,
XVIMMYE CKMX n

OIPpYyTMX MEeTOIOB aHajiM3a JIEKapCTBEHHOI'O CpencTbBa, a Takxe
TpebOBaHUA

K MCIOJIb3YEeMBEIM B LeJidxX TI[IPpOoBeIeHMd IOaHHOTO aHaJjM3a
peaxkTuBamM,

TVTPOBAHHBIM pPacTBOPaAM, VMHIOVIKaTOopaM (B pen. ®enepaanoro
3daKOHa OT

22 pmexabpsa 2014 r. N 429-03 - CoOpaHmMe 3aKOHOIATEJIbCTBA
Poccumckon

denmepaumunm, 2014, N 52, cr. 7540);

19) dapmakonemnHas cCTaTbsa - IOOKYMEHT,
YTBEPXIEHHBIM
YIIOJIHOMOUYEHHBIM (QelepaJsibHbIM OpTaHOM VICIIOJIHUTEJIEHOM
BJIACTU u
comepxaluiy IepeueHb IIoKasaTejle KaudecTBa WU MEeTOIOOB
KOHTPOJIS
KauecTBa JIeKapCTBEHHOTO cpencTrBa (B pen. demepallbHOTO
3aKoOHa OT 22
nexabpsa 2014 r. N 429-903 - CobBpaHue 3aKOHOIATEJLCTBA
Poccumckon

denmepauum, 2014, N 52, cr. 7540);



19-1) craHmapTHEEe O0O0OpaszLbl — BelleCTBa, [NOCPEOCTBOM
CpaBHEHUA C

KOTOPEIMM OCYWEeCTBJIA€eTCHA KOHTPOJIbE KadveCTBa MCCJIJIedyeMbIX
JIEeKapCTBEHHEBIX

cpernCTB C TIIOMOIBIO @MBMKO—XMMMHGCKMX U OMOJIOTMYUECKUX METOIOOB
B LeJIdX

MIOOTBEPXIEHMI COOTBETCTBUA JIEKAPCTBEHHBIX CpelcTB
TpeOOBaHUAM

HOPMaTUMBHOM OOKyMeHTaluu, YCTaHOBJIEHHBIM npu
OCylleCTBJIEHUNU

TOCYOApPCTBEHHOM perucTpauur, ¥ KOTOPHE NPUMEHHAITCSI OJId
KaJIMOPOBKU

CTaHOaPTHBIX oBpasz1oB IPOUBBOIUTEIIA JIeKapCTBEHHBIX
cpencrs,

MCIOJIb3YEMBIX IJIS KOHTPOJIA KaudecTBa M MHEIX LeJeM IIpu
obpalmeHnun

JIeKapCTBEHHBEX cpelcTB (nyHkT 19-1 BBenmeH denepalibHBIM
3aKOHOM OT 22

nexabpsa 2014 1. N 429-93 - CoOpaHMe 3aKOHOIATEJLCTBA
Poccumckon

denepauunm, 2014, N 52, cr. 7540);

19-2) dapMakoNeVHElN CTaHOAaPTHHEM obpas3ell — CTaHOAaPTHHIM
obpaselr,

[IPOM3BEOEHHEM B COOTBETCTBUM C (QapMaKOIIEMHOM CTaTbeun
(myuxT 19-2

BBemeH OdermepalibHBEIM 3aKOHOM OT 22 gnekxabps 2014 r©. N
429-03 -
CobpaHmMe sBakoHOmaTesJIbCTBa Poccurckoy demepaumym, 2014, N
52, cmT.
7540) ;

20) HopMaTMBHAS HOOKyMeHTalMusa — IOKYMEHT, CoIepxXalui
[IepedYeHb

omnpenesigseMbIX I[10 pes3yJibTaTaM COOTBETCTBYIMX DKCIEPTHU3
rokasarTejien

KauecTBa JIEKAPCTBEHHOT'O cpencTrea IJIA MeIMIIVMHCKOI'O
IIPMMEHEHN A,

MeTOOOB KOHTPOJIA €I'O KadeCTBa U’ yCTaHOBHeHHHﬁ ero
IIpomspoOoOMnUTEIJIEM,



21) HOPMaTUBHBIM OOKYMEHT — IOKYMEHT, coIepXxalluni
[IepedeHb

omnpenesyigseMblX 10 pes’yJibTaTaM COOTBETCTBYIMX DKCIEPTU3
rokasarTeJjien

KavyecTBa U (mmmn) METONOB KOHTPOJIA KadecTsa
JIeKapCTBEeHHOM (QOPMEL,

ONnMCaHm4a OMOJIOTUUYECKUX, OMOXMMMUECKUX,
MUKPOOMOJIOTUUECKUX,

@MBMKOXMMMH@CKMX, @MBMH@CKMX, XVMMYECKMX UM OPpYyIrMX MeTOIOB
aHalin3a

JIEKQPCTBEHHEIX CPEeICTB OJiS BETEPMHAPHOI'O IIPUMMEHEHUd,
TpeboBaHMAa K

VICIIOJIb 3y EMbBIM B neyigax IpoBedeHMd IaHHOTO aHaJlu3a
peakTuBam,
TUTPOBAHHEIM pacTeopam, VHIOIVKaTOpPaM u
YCTaHOBJIEHHEIM ero
IPOMBBOIUTETIEM;

21-1) obumr TexXHUUECKUM TOKYMEHT - KOMIIJIEKT

IJOKYMEHTOB 1z

MaTepmnalsioB, COCTOAMUN nus HEeECKOJIBKMX pasneiioBs -
JOKYMEHTaLM

aIMVMHUCTPATUBHOTO XapakTepa, XYMUUECKOM,
bapmMmalLeBTUUECKON n

OMOJIOTMUECKOM NOKyMeHTaluuMr, GapMaKoJOTMYeCKOl,
TOKCUKOJIOTMUECKOM

OOKYyMEeHTaluu, KJIMHUUECKOM OOKYMEHTal UM u
npencTaBJigeMbl

ONHOBPEMEHHO C 3aAaBJIEHMEM o TOCYyIapCTBEHHOM
perucTpaumun

JIEKapCTBEHHOT'O IIpelapaTa OJd MeIOUIMHCKOI'O IIPUMEHEHUS B
dopmaTe,

YCTAHOBJIEHHOM YIIOJIHOMOUEHHEM (QeldepalibHEIM OPTaHOM
MICIIOJIHUTEeJILHOM

BiacTu (nyHKT 21-1 BBenmeH denepalibHEIM 3aKOHOM OT 22 mnekabpsa
2014 .

N 429-03 - CobOpaHHMe 3akoHOImATeJIbCTBa Poccuumckom Odemepaumnu,
2014, N

52, com. 7540);



22) KadecTBO JIEKaQPCTBEHHOTO cpencrBa -
COOTBETCTBUE

JIEKAPCTBEHHOTO CcpelcTBa TpeboBaHUAM (apMaKOIEeVHOM
crTarby JiMOO B

cJlydae ee OTCYyTCTBUA HOpMaTMBHOﬁ JOKYMEHT Al IZNENZN
HOPMATMBHOTI'O

JOKYMEHTAa,

23) ©es30macCHOCTb JIEKapCTBEHHOIT'O CpelcTBa -
XapakKTepuUcTuKa

JIEKAPCTBEHHOTI'O cpencrTrea, OCHOBaHHAa4Aa Ha CPaBHUTEJIBHOM
aHaJimse e1o

50PeKTUMBHOCTM M PMCKa [IPUUYMHEHMSA Bpela 3OO0POBbK;

24) »00exTUBHOCTL JIEKAPCTBEHHOTO IpernapaTa -
XapaKTepucTrKa

CTEeNeHM IOJIOXMTEJIbHOT'O BJMSHMA JIEKAPCTBEHHOT'O IpernapaTa Ha
TeyeHue,

IPOOOJIKMUTEJIBHOCTE 3aboJIeBaHMA MM eI'0 IpeloTBpalleHue,
peabunauTaumo,

Ha COXpaHeHMre, IIpelOoTBpalieHlre WMJIM IIpepEBaHME 6epeMeHHOCTM;

25) cepusa JIEKAPCTBEHHOTO CpencTBa — KOJMUUECTBO
JIEKAPCTBEHHOTO

cpencrTrea, IIpor3BeleHHOEe B pe3yJjibTaTe OIOHOTI'O
TEXHOJIOT'MMUECKOI'O LMKJIIa

ero TIpouspoIMTEIIEM,

26) PermMcTpalMOHHOE YIOOCTOBEPEHME JIEKapPCTBEHHOTO
npenaparta -

IJOKYMEHT, HOﬂTBerHaDMMﬁ @aKT rocynapCTBeHHoﬁ
permcrpalrmn

JIEKaApPCTBEHHOT'O IIpeliapaTay

26-1) @mepxaTesb WM BJameJiell PerMCTPalMOHHOIO
YIOOCTOBEPEHUS

JIEKAPCTBEHHOTO Ipelnaparta - pas3paboTuMkK JIeKapCTBEHHOTO
cpencrea,

NPOM3BOONTEJIL JIEKAPCTBEHHEIX CPEeICTB WM MHOE
OPUONYECKOE  JIMLO,

obJjlazmauee IpaBOM BJlaZeHUS PEeTIMCTPALMOHHEM YyOOCTOBEPEHUEM,
KOTOpHIE



HECYT OTBETCTBEHHOCTbL 3a KauecTBO, 50PEeKTUBHOCTL U
0es30MIacHOCTh

JIEKapCTBEHHOTO mnpernapaTta (NIyHKT 26-1 BBenmeH denepalibHBIM
3aKOHOM OT

22 pmexabpsa 2014 r. N 429-03 - CobOpaHmMe 3aKOHOIATEJIbCTBA
Poccurickon

benepauunm, 2014, N 52, cr. 7540);

27) PpPermMcTpalMOHHEM HOMEep — KOIOBOe OOO3HaueHUe,
[IPMCBOEHHOE

JIEKAPCTBEHHOMY IMpenapaTty OpM €TI0 I'OCyIapCTBEHHOMU
perucTpauumu;

28) obpaleHue JIeKapCTBEHHBIX CpencTB -
pazpaboTka,

IOKJIMHMUECKME MCCJIeIOBaHUd, KIMHUUECKME MCCIJIeNOBaHUS,
sKCIepTur3a,

TOCyIapCTBEeHHAs perucTpalmrsa, CTaHOapTU3alMsa UM KOHTPOJIb
KauyecTBa,

IPOU3BOIACTBO, MITOTOBJIEHME, XPaHeHMue, IepeBO3Ka, BBO3 B
Poccumckyio

depmepanumo, BEIBO3 n3 Poccumckon Odemepaumm, pekxjaMma,
OTIIYyCK,

peanmusauug, nepenadva, IpPYMeHeHMe, YHUUTOXEHME JIeKAapPCTBEHHBIX
cpencTs

(B pen. demepalIbHOTO 3akoHa OT 6 nexabps 2011 . N
409-03 -

CobpaHMe 3akKoHOIaTeJibCcTBa Poccumckom denmepaumm, 2011, N
50, cm.

7351);

29) cyOmekTH OOpalleHMsa JIEKAPCTBEHHHIX CpPencTB -
dbmsuUeckKue

auia, B 2 TOM UYMCJIe MHIOVMBMIOyaJIbHBEE NPEeOIpMHMMATENIV, U
opuondYecKue

Jiiia, ocyumecTBJIdKIMEe IJedTeJIbHOCTDb Inpn O@paﬂleHMM
JIEKapCTBEHHEBIX

CpencTB;

30) paspaboTuuk JIEKAPCTBEHHOTO cpencTBa -
opraHm3alus,



obJlamanuas npaBaMu Ha pe3yJibTaTh IOKJIMHUUE CKUX
MCCJIeIOBaHUM

JIEKAPCTBEHHOTO CPEenOCTBa, KIMHUUECKUX MUCCIJIeOOBAHUM
JIEKAPCTBEHHOTO

npenapara " (Mr) Ha TEeXHOJIOTMI [IPOM3BOINCTBA
JIEKaPCTBEHHOTO

cpencrBa (B pen. demepallbHOTO B3akoHa OT 22 nekabpsa 2014 1.
N 429-03

- CobpaHmMe 3akoHOmaTeJsibCcTBa Poccumckom denepauum, 2014, N
52, cm.

7540) ;

31) HOpoM3BOLACTBO JIEKQpPCTBEHHEIX CpencTB -
OesaTeJIbHOCTb 110

IIPOM3BOIOCTBY JIEKAPCTBEHHEIX CpeaCTB OpIraHM3alMAMM -—
IIpOM3BOIOIMNTEIIAMNM

JIEKAPCTBEHHEX CpeldCTB Ha OIoHOM CrTagmm, HEeCKOJIBbKMX WMIIM BCeX
CTaolnmAax

TEXHOJIOTMUECKOTO Ipollecca, a Takxe [0 XPaHeHUuon U
peanmsaumum

IIPOM3BEIOECHHEIX JIEKAPCTBEHHBIX CpencCTB;,

31-1) NpoM3BOINCTBEHHAsA IJioWlagka — TEepPUTOPUaJIbHO
000COOJIEHHEIN

KOMILJIEKC I[IPOM3BOOUTEJIA JIEKAPCTBEHHBIX CPEenCcTB,
IpenoHAa3HAYEeHHBI IIJI9

BEIIOJIHEHMS BCETO I[pollecca MNPOMBBOICTBAa JIeKAPCTBEHHBIX
CPencCTB WM

ero omnpenejieHHo¥ craimuu (nyHKT 31-1 BBeneH denepalibHBIM
3aKOHOM OT

22 pmexabpsa 2014 r. N 429-03 - CoOpaHmMe 3aKOHOIATEJIBCTBA
Poccumckon

denepaumunm, 2014, N 52, cr. 7540);

32) HOpomM3BOOUTETb JIEKAPCTBEHHBIX CpencTsB -
opraHm3aluusd,

oCyleCTBJIAKIAaA IIPOM3BOIOCTBO JIEKAPCTBEHHBIX CpedICTB B
cooTrTBeTCTBMM C

TpeboBaHMAMM HacToAmero denepalilbHOT'O 3aKOHAa;



33) bapmMaunuerBTHUECKAd OeATeJIbHOCTb — OeaTeJIbHOCTh,
BKJIOUAIAA B

ceba ONTOBYK TOPTOBJIKO JIEKAPCTBEHHHEMM CpPenCcTBaMM, UX
XpaHeHue,

[IEPEBOBKY ¥ (MJIM) POBHUUHYI TOPTOBJI JIEKAPCTBEHHEMU
npenapaTamm, ux

OTIYyCK, XpPaHeHMue, I[epPeBO3KYy, MUITOTOBJIEHMVE JIEKAPCTBEHHHX
pernapaTos;

34) opraHu3auMsa OITOBOM TOPTOBJM JIeKapCTBEHHEMU
cpencTBaMm -

opraHmM3aum4g, ocyumecCTRBJIAKIaA OIITOBYIO TOPI'OBJIO
JIEKapPp CTBEHHBEIMUA

cpencTBaMyu, WMX XpaHeHMe, TIepeBO3KY B COOTBETCTBUMU C
TpeOOBaAHUAMU

HacrodAmero demepalibHOI'O 3aKOHAa;

35) amnrTeuHas opraHmM3anmsa - opraHmsauug,
CTPYKTYPHOE

nompas3nesyieHre MeIMIUMHCKOM OpITaHM3alMy, OCYUeCTBIISLIME
PO3HUUHYIO

TOPTOBJID JIEKAPCTBEHHBMM npenaparaMu, XpaHeHune,
[IepeBO3KY,

M3TOTOBJIEHNVE UM OTIIYCK JIEKAPCTBEHHEIX IIpeliapaTOoB IJIA
MeIIVMIIVMHCKOI'O

IPVMMEHEHVI B COOTBETCTBUM C TpebOOBAaHMAMY HACTOAMETO
denmepasIbHOTO

3akoHa (B pen. denmepalibHOTO 3akKoHa oT 25 Hoabps 2013 r.
317-03 -

CobpaHme 3BakoHOomaTesbCcTBa Poccumckom denmepaumm, 2013,
48, cmT.

6165) ;

36) BeTepuHapHAasd anTeyHasd opraHu3alumsa -
opraHm3alus,

CTPYKTYPHOE IOIpa3lesieHVe BEeTEePMHAPHOM OpIraHM3aluM,
OCylIe C TBIISLIME

POBHUUHYIO TOPT'OBJIO JleKapCTBEHHEMU npenapaTamy,
XpaHeHUe,

M3TOTOBJIEHME U OTIYCK JIEKAPCTBEHHEX [IPEenapaToB IJisd
BETEPUHAPHOTO



[IPMMEHEHMA B COOTBETCTBMM C TpeOOBaHMAMM HACTOAWEIO
denmepalsiIbHOT'O

3aKOHay

37) danbcudUUMPOBAHHOE JIEKAPCTBEHHOE CPEnCTBO -
JIeKapCTBEHHOE

cCpencTso, CONpPOBOXIaeMoe JIOXHOM MHOopMalLMery O e€I'0 COCTaBe
n  (mnam)

NPOMU3BOOAUTEJIE;

38) HenmobpoKaueCTBEHHOEe JIeKapCTBEHHOE CPelCTBO -
JIeKapCTBEHHOE

CpencTBO, He COOTBeTCTByKlee TpeboraHMAM QapMakKOIeMHOM
crarbM JunOO

B Cllydyae e€ee OTCYyTCTBUA TpebOOoBaHMAM HOPMaTUBHOM
OOKYMEHTAalUUM WU

HOPMaATMBHOI'O OOKYMEHTA;

39) xoHTpabakTHOE JIeKapCTBEHHOE CpencTBO -
JleKapCTBEHHOE
cCpencTBO, HaxoIsmeecs B obopoTe C HapyleHVeM
TPaXmIaHCKOTO

3aKOHOOaTEeJIBECTRBAa,

40) DOKJIMHMYUECKOE MCCJIeODOBaHMe JIEKapCTBEHHOTO
cpencTBa -

OuosiorndecKue, MUKPOOMOJIOTUYECKHUE,
MMMYHOJIOTMUYEeCKHUE,

TOKCUKOJIOTUUECKME, bapMakoJOoTHUUECKHUE, bmsmueckue,
XVIMMUE CKIMe u

opyrue MUCCcJenoBaHuUsa JIEKapCTBEHHOT'O CpelncTBa IIyTeM
IpUMEeHEeHMS

HayUHEBIX METOIOB OLIEHOK B ejax [IOJIyUeHMs
OOKaszaTeJbCTR

fes30nacHOCTM, KadvecTBa U 20QPeKTMBHOCTMU JIEKAPCTBEHHOTIO
cpencrsa;

41) KIMHMUYECKOEe MCCJIedOBaHue JIEKAPCTBEHHOTO
npernapatTa -
n3yueHme IMAaTHOCTUUECKUX, JIeueOHHIX,

NIPOOUIIaKTUUECKUX,



bapMakoIOTMUEeCKMX CBOMCTE JIEKAPCTBEHHOT'O IperapaTa B
npoiecce €ro

IPUMEHEHUS y UeJioBekKa, XMBOTHOTO, B TOM UYMCJIE IIPOLIEeCCOB
BCACEIBaHUA,

pacripenejieHndad, VM3MEHEeHNMA n BEIBEIEHMA, IIyreM IIPMMEHEHNMA
Hay4dHBIX

METOIOB OILEHOK B lIeJidxX I[OJIydeHMsS IOOKa3aTeJIbCTB
OeszomnacHoOCTH,

KauecTBa " 2300eKTUMBHOCTM JIEKAPCTBEHHOT'O Ipenapara,
OAaHHBIX O

HeXeJlaTeJIbHEIX PeaKLUMAX OpraHM3Ma dYeJjioBeKa, XMBOTHOTO Ha
[IPYMEHEHME

JIEKAPCTBEHHOTO MpenapaTa M 00 sddekTe eTro B3aMMOOEMCTBUA C
OPpYTVMU

JIEKAPCTBEHHBIMM IpenapaTaMu M (MaM) OMIIEBEIMM HOPOOYKTaMM,
KOpMaMu;

42) MHOTOLEHTPOBOE KJIMHUUECKOE MCCJIeIOBaHUe
JIEKAPCTBEHHOTO

IIpelriapaTa IJIA MEeIMIVMHCKOI'O IIPMMEHEHNMA — KIJIMHMYEeCKOe
mccijiegoBaHMe

JIEKAPCTBEHHOTO IpelapaTa ojsg MeOMUMHCKOTO [IPYMEeHeHUd,
NPOBOINMOE

pa3paboTuMKOM JIEKAPCTBEHHOTO IpernapaTa B OBYX M Dojee
ME OMLMHCKMX

OpPTIaHM3alMAaX I10 S IOVHOMY IIPOTOKOJTY KIIMMHNYEeCKOI'O
ncciyiegoBaHMA

JIEKaAPCTBEHHOT'O IIpeliapaTay

43) MexIyHapOIOHOE MHOTOLIEHTPOBOE KJIMHUUYECKOe
MCCIlegOBaHue

JIEKapPCTBEHHOTI'O IIpeliapaTa OJIAd MeIMIMHCKOI'O IIPMMEHEeHVA -—
KIJIMHMYEeCKOeE

nccJyiegoOpaHMe JIEKApPpCTBEHHOI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIpMMEHEHNUHA,

[IpOBOOMMOE pazpaboTuMkOM JIEKAPCTBEHHOTO IIpenapaTta B
Pas3JIMUHEIX

CTpaHax o eIMHOMY NPOTOKOJY KJIMHUYECKOT'O
MCCJIe0OBaHMA

JIEKAPCTBEHHOTO IpernaparTa;



44) nmocTperucTpalMOHHOEe KJIMHMUECKOEe
MCCcJlenoBaHMe

JIEKapCTBEHHOTI'O IIperapaTa OJid MeIMIMHCKOI'O IIPMMEHEHMA -—
KIIMHMYEeCKOEe

MccJiegoOBaHMe JIEKApCTBEHHOTI'O IIpellapaTa IOJId MeIMIMHCKOI'O
IIPMMEHEHNMHA,

[IPOBOIMMOE [POM3BOIMUTEJIEM JIEKAPCTBEHHOI'O Ipelnapara,
TPaxIaHCKUM

000POT KOTOPOTO OCYUECTRBJIAETCSH MOCJe TOCYyIapCTBEHHOM
perucTpaluum, B

LeJax IOIIOJIHUTEJILHOTO cbopa IaHHBIX o) ero
0e30IIaCHOCTM U

20beKTUMBHOCTH, pacumpeHmns roxKkasaHum K IpUMEeHEeHUIO
IIaHHOTO

JIEKAPCTBEHHOT'O IpenapaTa, a TakKXe BHSABJIEHMI HEeXeJlaTeJIbHBIX
peaxumun

IalMeHTOB Ha ero IelCTBUue;

45) wmccrnenoraHye OMOBKBUBAJIEHTHOCTM JIEKAPCTBEHHOTO
npenapara -
BUMI KJIMHUUYECKOI'O MCCJeIOBaHMA JIEKAPCTBEHHOI'O Ipernapara,
[IpOBEeIEeHUE

KOTOpPOTO oCcylmecCcTBJIA€eTCHA IJIA olipeleljieHA CKOpoOoCcTM
BCaCBIBaHNMA u

BHIBEIIEHU A OOHOTO MM  HECKOJIbKMX OoO0Jaamlmx
bapMakoJIOTUUYECKOU

AKTMBHOCTLIO ﬂeﬁCTBYDMMX BemecTs, KOJIMYecCcTBa
JIEKapPCTBEHHOTI'O

npenaparTa, OOCTUTAKIETO CUCTEMHOTO KPOBOTOKAa, U PEe3YJIbTaTH
KOTOPOTO

IIO3BOJIAKT coeJiaThb BEIBO I O OMOBKBUBAJIEHTHOCTU
BOCIIPOM3BEOEHHOT'O

JIEKaPCTBEHHOT'O IpelnapaTa B OIpeleJIeHHBIX JIEKapPCTBEHHOM
bopme wm

IO3MPOBKE, COOTBETCTBYIIMX bopwme u OO3UPOBKE
pedbepeHTHOTO
JIEKapCTBEHHOTO mpenapata (B pern. &demepaslbHOTO 3akoOHa OT 22

mexabp4da



2014 . N 429-03 - CobpaHuMe 3aKoHOIATeJIbCTBa PocCcuMCKOMU
denmepaunu,

2014, N 52, ct. 7540);

46) wmccyenoBaHME TepaleBTUUEeCKOM 3KBUBAJIEHTHOCTU
JIeKapCTBEHHBIX

npenapaTosB - BUI KIMHMUECKOTO MCCJIeOOBaHUA
JIeKapCTBEHHBIX

npenapaTos, NpoBEeOEeHMe KOTOPOTO OCYIEeCTBJISEeTCS nJjis
BLIABJIEHU S

OIMHAKOBEIX CBOMCTB JIEKapPCTBEHHEBIX npenapaTosB
onpenesieHHOM

JleKkapCTBEeHHOV  (GOPMEH, a Takxe HaJluuuda OIMHAaKOBEIX
rokasarTeJjien

©e30nacHOCTM U 30OeKTMBHOCTM JIEKAPCTBEHHBIX IIpelnapaTosB,
ONVMHAaKOBBIX

KJIMHUYUECKMX 3500eKTOB NpM MX [IPUMEHEHUN;

477) ODPOTOKOJI KJIMHUYUECKOT O MCccJlegoBaHMA
JIEKAPCTBEHHOTO
npenapara - IOOKYMEHT, B KOTOPOM onpeneyndarnTCd ueu,

bopmel

OpI'aHM3alIUNM n MeTOIOOJIOI' A InpoBeOeHmMA KIIMMHNMYEeCKOI'O
muccijiegoBaHMAa,

CTAaTUCTUUECKME MEeTOIE O00paboTKM pesyJibTaTOB TakKOoI'O
MICCJIEIOBAHMA U

MepEl IO ofecrnedeHu® O0e30laCcCHOCTU QU3MUYEeCKUX JIML,
YUaCTBYRIMX B

KIIMHVMYECKOM MCCJIEeOOBAHMM JIEKAPCTBEHHOTI'O IIpellapaTay,

48) Opomopa McCcemoBaTesyid - CBOIOHOE M3JIOXEHUE
pPe3yJIbTaTOB

OJOKJIMHMYECKOI'O MCCJIeOOBaHMA JIEeKAPCTBEHHOT'O CpellCTBa U
KIIMMHNYEeCKOI'O

MCcCcJIegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIPMMEHEHNMA,;

49) MHQOPMALIMOHHBEIM JIMCTOK IalMeHTa - IOKYMEHT, B
KOTOPOM

comepxaTcd B IOCTYNHOV dopMe cCcBeIeHUd, Kacawolmecsd
IPOBOOMMOTO



KJIMHMYECKOT'O MCCJIeOOBAaHMS JIEKAPCTBEHHOT'O Ipernapara, U B
[IMCBLMEHHOM

bopmMe OOOPOBOJIBHOE COIJlacue IalMeHTa Ha YydacTue B
KJIVMHUUYECKOM

MCccCcJjiegOBaHUM JIEKAPCTBEHHOTI'O IipeliapaTa I1ocrie
O3HaAKOMJIEHNMA C

OCODOEHHOCT MU KIIMMHNYEeCKOTI'O nccijliegoBaHmM4A, MMe MM
SHaA4YeHNe IJIA

BEIPAXEHNMA TaKOI'O COoIvJlacumd,

50) nobouHOe neMCcTBMEe - peaKumusda opl'aHm3Ma, BOS3HMKIASA B
CBA3M C

IIPVMIMEHEHMEM JIEKApPCTBEHHOTI'O InpelriapaTa B Jo03ax,
PEKOMEHIIYEMEIX B

MHCTPYKLMM I10 ero IIPMMEHEHMIO, IJIA HpO@MHaKTMKM,
IVMaI'HOCTUKIYM,

JeuyeHus 3aboJieBaHMS WM OJIS peaduiImMTaumm;

50-1) HexeJlaTeJlbHasg peaklusa - HelpelHaMepeHHas
HebOJaronpmuarHad

peaxKur4a OpIraHmM3Ma, KOTOpad MOXeT OBITH CBA3aHa C
IIPMMEHEHNMEM

JexapcTBeHHOTO Tnpenapara (nyHkT 50-1 BBenmeH denepalibHBM
3aKOHOM OT

22 pmexabpsa 2014 . N 429-03 - CoOpaHmMe 3aKOHOIATEJIbCTBA
Poccumckon

denepauunm, 2014, N 52, cr. 7540);

51) cepbe3Hasa HexeJaTeJlbHAad peakKuusa - HexeJaTeJlbHad
peakumsa
opraHm3Ma, CBS3aHHas C TIPYMMEHEeHMUEM JIEKAPCTBEHHOTO
npenapartTa,

npueenumas K CMepTHM, BPOXIEHHBIM aHOMaJIMAM WJIM IIOPOKaM
paseuTuda JIndo

npencraBidplas coboy yrpo3y XKU3HU, Tpebyoilad
TOCOUTANMBALUUY  WJIU

npmuBenumasd K CTOMKOM yTpaTe TPpyIOOCIOCOOHOCTU U (MJIM)
VMHBAJIMMOHOCTIM ;

52) HenpenBuIeHHAas HexeJlaTeJibHadg peakumusa -
HexeJlaTeJsibHad



peakuys opraHusMa, KOTOopas CBsA3aHa C I[IPUMEeHeHMEM
JIEKAPCTBEHHOT'O

InperapaTa B Jo3ax, PEKOMEHIOYEMBIX B IIPOTOKOJIE ero
KIIMHNYEeCKOTI'O

MCCJIeIOBaHUA, Bpoumnpe nccjenoBaTesis, 17N c
IpYMeHEeHVEeM

JIEKAapPCTBEHHOTO IperapaTa B O03axX, PEeKOMEHOyeMbIX B
MHCTPYKLUUM IO €T0

NIPVMMEHEHUIO OJIS NPOOUIIaKTUKM, IMAaTHOCTUKY, JleueHud
3aboJyIeBaHMAa WU

MeIULIMHCKOM pea6MHMTaLU/H/I IIaumMeHTa, n CyHWHOCTB, TAXECTDb
minm mMcxon

KOTOPOM He COOTBETCTBYEeT MHOOPMALUUM O JIEKAPCTBEHHOM
npenapare,

comepxaumeMcsa B OPOTOKOJIe €eI'0 KIMHMYECKOI'O MCCJemOBaHMA,
Bpouope

MccJjenoBaTesasas WM B MHCTPYKUUM II0 IpUMeHEeHUIO
JIEKAPCTBEHHOTO

npenapata (B pen. demepalibHOT'O 3akoHa OT 22 nekabpsa
2014 . N

429-03 - CobOpaHue BakoHOoIaTesNbCTBa Poccuuckom denmepauun,
2014, N
52, coT. 7540);

52-1) dbapmaxkoHaO30p - BUIO OedTeJIbHOCTHU o
MOHUTOPUHTY

50bexTUBHOCTM M 0Oe30MNaCHOCTM JIEKAPCTBEHHEIX IpernapaTos,
HalpaBJIEHHEIN

Ha BHIABJIEHUE, OLIEHKY ¥ TpenoTBpalleHMre HeXeJlaTeJlbHEBIX
I[IOCJIEOCTBUMN

IPpMMEHEHMS JIEKapCTBEHHEIX [pelapaToB (OyHKT 52-1 BBeneH
denmepalib HEIM

3aKOHOM OT 22 gpmekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOIATeJIbCTBa

Poccumckom denmepaumm, 2014, N 52, cr. 7540);

52-2) niuaH ynpaBJIeHMS PUCKaAMM — [NOOpOoOHOEe OIMCaHMe
MEPONPUATUN
no ¢apMakKoOHaI30py, HalpaBJIEHHEIX Ha BEIABJICHNE,

OLIEHKY u



IIpenoTepalleHMe WMIJIVM MMHVMM3AUVII PUMCKOB, CBA3aHHEIX C
JIEKAPCTBEHHBEIMUA

npernaparTaMim, BKJOUaS OLEHKY 300eKTMBHOCTM IaHHBIX
MEPONIPUATUN (IIYHKT

52-2 BBepmeH demepalibHEIM 3aKOHOM OT 22 nexkabpsa 2014 r. N
429-93 -

CobpaHMe 3akKoHOoIaTeJNbCTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) ;

53) peuenT Ha JIEKAapPpCTBEHHB IpenapaT - MeOULVHCKUM
OOKYMEHT

YCTAaHOBJIEHHOM GOPMEI, COIepXalMl Hal3HaueHMe JIeKapCTBEHHOTO
npemnapara

oJig MeIMUMHCKOTO TIPMMEHEHMS, BBIOAHHBIM MeOULMHCKUM
PabOTHMKOM B

neJjiax OTIIYyCKa JIEKApPCTBEHHOTI'O InpelriapaTa JZNNZ1 eIro
M3TTOTOBJIEHNMA u

OTITYyCKa Ha OyMaxxHOM HOCcuTesie 1Z88%1 C coIJlacma IIalMeHTa
i e1o

3aKOHHOTO npencrTaBUTesId B bopwme BJIEKTPOHHOTO
IOOKYyMEeHTa,
IIOONMCAaHHOT O c VCIIOJIb 30BaAHUEM YCUJIEHHOM

KBaIUOMUMPOBAHHON

BJIEKTPOHHOM [IOONIMCHU MeOVLVHCKOT'O paboTHMKE, hpsZiele
OOKYMEHT

YCTaHOBJIEHHOM (QOPMBI, COIepXallMii Ha3HaUeHMEe JIeKAPCTBEHHOTO
npenapara

IOJI9 BETEPUHAPHOTO NPMMEHEHMS, BbBIAHHBIM BeTEePMHAPHBIM
PaboOTHUMKOM B

nejiax OTIITYyCKa JIEKapPCTBEHHOTI'O IIpeliapaTa 1Z8N%1 eTro
M3TOTORJIEHUMA U

OTIyCcka Ha OyMaxXHOM HocuTeJie (B pen. demepallIbHOT'O 3aKOHa OT
29 wuwnonga

2017 . N 242-03 - CobpaHMe 3akoHOIATeNbCTBa POCCHUMCKOM
denepaunn,

2017, N 31, cr. 4791);

54) TpeboBaHUE MeIMLMHCKOM opraHmM3aluny,
BETEPMHAPHOM



opraHmM3auuM - OOKYMEHT YCTaHOBJIEHHOM (QOPMH, KOTOPEIN
BHIIMCAH

MEeOVLUMHCKUM WJIM BETEPUHAPHBEIM PaOOTHMKOM, MMEKIMM Ha 3TO
npaeo, wu

COOEPXUT B MNMUCbMEHHOM OGopmMe yKa3aHue allTedHOU
opraHmsauum o6

OTIYyCKe JIEKapCTBEHHOTO IpenapaTa  WIM O €eTro
M3TOTORJIEHUM U 00

OTIIyCKe @OJid obecrieueHmda JJeuyedbHOT O npolecca B
MeOMLIMHCKOM

OopraHM3aluy, BETEPMHAPHOM OpITaHM3alLUN;

55) kowmIJiexcHasd OlleHKa JIeKapCTBEHHOTO IIpernapaTta -
OolleHKa
3apermMCcTPMPOBAHHOTO JIEKAPCTBEHHOT'O Ipenapara, BKJIIOUANA I
B cebs

aHaau3 wmHOOPpMaALUMM O CPaBHUTEJIBHOM KJIMHMUECKOUN
2500eKTUBHOCTU U

6e30IacHOCTH JIEKApPCTBEHHOTI'O InperapaTa, OLIEHKRY
SKOHOMMYUECKMX

IIOCJIEOCTBUY €T0 IIPUMEHEHUHd, U3YyUYEeHMEe  IOOIIOJIHMTEJIbHBIX
I[IOCJIEOCTBUMN

[IPMMEHEHMd JIEKapCTBEHHOT'O IIpenapaTa B LeJax [IPMHATUA
peumeHmy o

BO3MOXHOCTNM BKJIIIOUEHNMA JIEKAPCTBEHHOTI'O IIpelriapaTa B IIepedeHb
KMSHEHHO

HeODOXOIOMMBIX n BaXHEeMIMxX JIEKAPCTBEHHEIX IIpeliapaTos,
HOPMa TV BHEIE

IIpaBOBEIE AKTEL n VHEIE JOKYMEHTEI, olipeneiidnummne IIopA00K
OKa3aHMA

MeIOULIMHCKOM ImoMomr, VI VCKJIIIOUEeHIMA €I'0O M3 YKa3aHHBEIX
IlepedHd, aKTOB

M IOOKYMEHTOB (nynkT 55 BBegneH denepalibHBEIM 3aKOHOM OT 22
nexabp4ga

2014 . N 429-03 - CobpaHMe 3akoHOHATENbCTBa POCCHUMCKOM
denepaunn,

2014, N 52, cT. 7540);

56) cucTeMa MOHUTOPMHI'A IOBWXEHUS JIeKapCTBEHHEBIX
npenapaToB OJis



MeIMIVMHCKOI'O IIPMMEHEHNM A - @enepaanaH
rocymapCTBEHHAaA

MH@OpMaHMOHHaH crucreMa MOHMTOPMHTI'AG IBIVXEeHMA
JIEeKapCTBEHHEBIX

IIpeliapaTok IOJIA MEIMIIMHCKOI'O IIPVMIMEHEHNMA oT
IIpOoM3BOOMTEIIA 0

KOHEe4YWHOT' O HOTp@@MTeHH C VCIIOJIB30OBAaHMEM B OTHOIEHUM
JIEeKapCTBEHHEBIX

npernapaToB OJS MEeIMLUMHCKOT'O IPUMMEHEHMS CPelCTB
UISHTUOUKALMM (IIYHKT

56 BBenmen demepalsibHEIM 3akKoHOM OT 28 gmekxabps 2017 . N
425-03 -

CobpaHMe BakoHOmaTeslbCTBa Poccumckom Odemepaumm, 2018, N 1,
cT. 9).

T'mara 2. llonHOMOUMSA benepalibHBIX OPI'aHOB MCIIOJIHUTEJIBHOM

BJIACTM, OPIT'AHOB MCIOJIHUTEJILHOM BJIACTU
CYyDBEKTOR

Poccumckonm denmepauum npm oOpalleHUM
JIEKAPCTBEHHBIX

CpencTs

Crarbsa 5. IojHOMOuUMSa GernepalsibHEX OPI'aHOB
MCIIOJIHUTEJIb HOM

BJIaCTUM IIpA o@pameHMM JIEKAPCTBEHHEIX CpelCTB

K nomHoMoumaM OQenepalsibHEIX OPITaHOB MCIOJIHUTEJIbHOMU
BJIACTU IIpU

o@pameHMM JIEKAPCTBEHHEIX CpelCTB OTHOCATCHA!:

1) npoBenmenme B Poccurickom demepauun eIMHOMU
TOCYOapCTBEHHOU

IIONIMTUKM B OOJjilacTM ODeclleueHMsd JIeKapCTBEHHBIMM IIpelapaTaMu
TpaxnaH B

Poccumckom denmepauum (B pen. demepallIbHOTO 3akoHa OT 22
nexabps 2014

. N 429-03 - CobOpaHHMe 3aKOHOINATeJIbCTBa POCCHUMCKOM
denepauum, 2014,



N 52, cr. 7540);

2) yTBepxOeHMe ob0mmx GapMaKOIEeMHBEIX craren,
bapMaKOeMHBIX

craTemn, uM3JaHuMe TOoCyIapCTBeHHOM OQapMakoneu, Cco3JaHue
BeIeHue

peecTpa OGapMaKOINEeMHBIX CTaHIapTHHIX OOpas3uoB (B pen.
denmepalJiIbHOT'O

3akoHa OT 22 gpekxabpsa 2014 r. N 429-03 - CobpaHue
3aKOHOIATeJILCTBA

Poccumckom denepaumm, 2014, N 52, cr. 7540);

3) ocymecTBJIeHME T'OCYyIOapCTBEHHOIT'O KOHTPOJA (Han3opa)
B Cohepe

obpalleHrs JIeKapCTBEHHEIX cpelcTB (B pen. dernepalibHOTO
3aKoHa oT 25

mioona 2012 ©. N 93-3 - CobpaHue 3BaKOHOIATEJILCTRBA
Poccumckon

denepauunm, 2012, N 26, cr. 3446);

4) nuueH3UupOoBaHUE NPOM3BOLACTEA JIeKapCTBEHHBIX
cpencTB 17

@apMaueBTquCKOﬁ JedTeJIbHOCTM B COOTBETCTBUMA C
S3aKOHOIOAaTEJIECTBOM

Poccumckonm denmepauumn;

5) opraHm3alMsa SKCIEPTU3E JIEKapPCTBEHHBEIX CpPencTs,
S3TUUECKOM

OKCIIEPTM3EL BO3SMOXHOCTU IIpoBedeHNMA KIIMMHNYECKOTI'O
nccijiegoBaHM4A

JIEKAPCTBEHHOT'O IIipellapaTa LOJIA MeIIVMIIVMHCKOI'O IIpMMEHEHN A,
SKCIIEPTM3BL

JOKYMEHTOB, IIpenCTaBJIEHHBEIX IOJIA OolnipeneJjyiIieHnA
BO3MOXHOCTM

paccMaTprMBaThb HeKapCTBeHHMﬁ IIpeliapaT IJIA MeIIMIIVIHCKOI'O
IIPMMEHEHNMA

IpMY T'OCYyINAPCTBEHHOM perucTpaluM B KadvecTbe OpdaHHOTO
JIEKAPCTBEHHOTO

npenapatrta (B pen. JdemepasibHOTO 3akoHa OT 22 »exabpsa
2014 . N



429-03 - CobpaHMe 3akKoHOoIaTeJbCTBa Poccumckom denmepauun,
2014, N

52, cr. 7540);

5-1) opraHmszauua NOPOBeJeHMUSI KOMIIJIEKCHOM OLIeHKU
JIEKAPCTBEHHOTO

npenapara B Heydax IIPUHATUS PelleHMM O BO3MOXHOCTU
BKJIIOUEHMSA

JIEKAPCTBEHHOT'O [penapaTa B nepedeHb KMUBHEHHO
HeoOXOOMMBIX "

BaXHEMUIMX JIEKAPCTBEHHBIX [IpenapaToB, HOPMATMBHBE [IPaBOBEH
aKTEL U

VIHEBEIE IJOKYMEHTEI, oripenejidrmre IIOPAIOK OKa3aHMA
MEeIOUMIMHCKOM I[TOMOIIN

WUV MCKJINUEHMS €TI0 M3 yKAa3aHHBEIX IIepedHd, AaKTOB U
OOKYMEHTOB (IIYHKT

5-1 BBemeH OdenepalibHEIM 3akKOHOM OT 22 nekabpsa 2014 .
429-03 -

CobpaHMe BakoHOImaTesIbCTBa Poccumckom denmepaumu, 2014, N
52, cmT.

7540) ;

6) BbIOAUa paspeleHur Ha I[IPOBelleHMe KIIMHUUECKUX
MCCJIeIOBaHUM

JIEKQPCTBEHHEIX IIpelapaTobB, BelleHMe peecTpa BBIINAHHBIX
paspeleHnut  Ha

NpOBEeNeHre KIMHUUECKUX MCCIIEOOBAHUM JIEKAPCTBEHHBIX
npenapaTosn;

7) TocymapCTBEeHHas perucrpaumnsa JIeKapCTBEHHBIX
rpenapaTos,

BeIceHMEe TI'OCYyOapCTBEHHOI'O peecCcTpa JIEKAPCTBEHHEIX CpelCTB;

8) opraHmzauusa U (MJIM) TPOBEIOeHME MHCIEKTUMPOBAHUS
CYyDBEKTOR

obpalleHsa JIEKAPCTBEHHBIX CPEINCTB Ha COOTBETCTBME IIpaBUIIaM
HagJjexauem

J1abopaTOpPHOM MNPakKTMKM, [IIpaBuUJlaM HaOjexalleM KJIVMHUUECKOM
NPaKTUKIU,

IIpaBriiaM Hanﬂexameﬁ IIPaKTUKM XPaHeHnA 12 IIepeBO3KNM
JIEKapPpCTBEHHBIX

e

N



npenapaTor, IOpaBujaM Hajexalley OUCTPUMOLITOPCKOM MNPaKTUKM,
npaeuiaM

Hanjiexamewr arnTedHOM NpakTuku (B pen. OdedepalilbHOTO 3aKOHAa
or 22

nexabpsa 2014 1. N 429-93 - CoOpaHMe 3aKOHOIATEJLCTBA
Poccurickon

benepauunm, 2014, N 52, cr. 7540);

8-1) opraHmzaumMsa u (MIM) NOPOBEIOEeHME MHCIEKTUMPOBAHUS
CYyDBEKTOR

obpalleHMsa JIEKAPCTBEHHBIX CPEOCTB HAa COOTBETCTBHME TpeOOBaHUAM
npaBUII

HagJexaluem NIPOM3BOACTBEHHOM NIPaKTUKU, BEIIIAUYA
3aKJIOUEeHUN 0

COOTBETCTBUM INPOU3BOOUTEJIA JIEKAPCTBEHHBIX CPENCTB
TpeOOBaHMAM [IPaABUII

HaIJiexamey MNPOM3BOICTBEHHOM NPakTuUKM (NyHKT 8-1 BBemeH
denepalib HEIM

3aKOHOM OT 22 gnekabpsa 2014 r. N 429-03 - CobpaHue
3aKOoHOIATeJILCTBA

Poccumckom denmepaumm, 2014, N 52, cT. 7540);

8-2) yCcTaHOBJIeEHME TIOpsalKa BeIeHUs U BelIeHue
TOCYDAapCTBEHHOTO

peecTpa BakJIOUeHUM O COOTBETCTBUM [IPOUSBOIUTEIS
JIEKAPCTBEHHBIX

cpencTB TpeOOBaHMAM [IPABUII HaOJjexallel [OIPOM3BOINCTBEHHOMU
IPaKTUKU

(nyHkT 8-2 BBeneH OdepmepasibHEIM 3aKOHOM OT 22 »exabpsa
2014 . N

429-93 - CobpaHHMe 3akKOoHOIaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, coT. 7540);

9) TocymapcTBeHHAad pPerucTpalusa YCTAaHOBJIEHHEIX
NPOU3BOOAUTEJIIMU

JIEKaPCTBEHHBIX InpeliapaToB InpenejibHBIX OTITY CKHBEIX IIeH Ha
XKMSBHEeHHO

HeOoOXOOVMbBIe 171 BaXxHeMume JIEKapCTBEHHBIE npenapaTe U
BeIeHue



TOCYyIapCTBEHHOT'O peecTpa IpeleJibHBIX OTIIYCKHBIX LIeH
NIpoM3BOOUTEJIEY Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIIOUEHHEE B [IepedeHb XU3HEHHO
HeoOXOOMMBIX

M BaXHeMIMX JIEKAPCTBEHHBIX [IPelnapaToB;

9-1) corysacorpaHue IIPOEKTORB PeEUEeHUM OpPI'aHOB
VCIIOJIHUTEJIbHOM

BJIaCTU CyOBeKTOB Poccurckoyn denmepauum o0 yCTaHOBJIEHUMU
u (117111)

M3MEHEeHUN npenesbHEX pasMepoB OITOBHIX Han®aBOK U
npenesbHEX

pPasMepoB POBHMUHEIX HambaBOK K baxTUueckyM OTITY CKHEIM
11eHau,

YCTaHOBJIEHHEIM IPOM3BOOUTEIIAMU JIeKapCTBEHHBIX
npenapaTos, Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIOUEHHEE B IIepedeHb XM3HEHHO
HeoOXOOMMBIX

M BaXHeMUMX JIEKaPCTBEHHEIX IIpenapaToB (nOyHkKT 9-1 BBeneH
denepalib HEIM

3akoHoM oT 13 wmiong 2015 . N 241-903 - CobpaHue
3aKOHOIATeJIbCTRBa

Poccumickon denepauum, 2015, N 29, cr. 4367);

10) ycTaHOBJIEHUE nopsanka BBO3a JIeKapCTBEHHBIX
CpencTB B

Poccumckyio denmepaluio M BEHBO3a JIEKAPCTBEHHBEIX CPEeINCTB U3
Poccumckon

denepaunn (B pexmn. OdenmepalibHOTO 3akKoHa OT 22 nekabps
2014 r. N

429-93 - CobpaHue 3zBakoHOomaTesnbCcTBa Poccuuckom denmepauun,
2014, N

52, coT. 7540);

10-1) BmImaua, YCTAHOBJIEHME NOPAOKa BbBIAYUM M QOPMEL
IOIOKYMEHTa,

KOTOPHY MNOATBEPXIaeT, YTO MPOM3BOIACTBO JIEKAPCTBEHHOTO
npenapara

OCYWECTBJIEHO B COOTBETCTBUM C TpeDOBaHUAMM [IPaABUI
HagJexaluem



IPOM3BOLACTBEHHOV MNPaKTUKM, U NOOJIEXUT IPenCcTaBJIEHMIO I10
TpeOOBaAHMD

YIIOJIHOMOUEHHOT'O OpTraHa CTPpaHh, B KOTOPYK BBOBUTCH
JIeKapCTBEHHBIN

npenapat (nyHKT 10-1 BBemeH demepalibHEIM 3aKOHOM OT 22
nexabpa 2014

. N 429-03 - CobpaHue 3aKOHOIATeJIbCTBa POCCUMCKOMN
®enepauum, 2014,

N 52, cT. 7540);

10-2) BEHIDaua, YyCTAHOBJIEHME TOpAlKa BHOAYUM U QOPMEL
OOKYyMEHTa,

comepxamero CBeOeHUd o cTamuax TEXHOJIOTUUECKOTO
npolecca

IIpomM3BOIOCTBA JIEKAPCTBEHHOTI'O cperncCcTBa IOJIAd MeOVMIMHCKOI'O
IIpPMMEHEHNUHA,

OCyWEeCTBJIIEMEIX Ha TeppuTopum EBpasumcKoIo
SKOHOMMUECKOTO Coo3a

(nyuxrT 10-2 BBenmen OdenepalibHEIM 3aKOHOM OT 22 nekabpsa
2014 . N

429-93 - CobpaHmMe 3zBakoHOomaTesnbCcTBa Poccumckom denmepauun,
2014, N

52, cr. 7540; B pemn. OdenmepalIbHOTO 3akoHa OT 13 wuwJnsa
2015 . N

241-03 - CobpaHmMe sBakoHOmaTeJIbCTBa Poccuyckou denmepauum,
2015, N

29, cr. 4367);

11) cozmaHMe COBETOB IO BOIpocCcamM, CBARAHHBEIM C
obpalleHreM

JIEKAPCTBEHHBIX CPEOCTB;
12) arTecTauusa u cepTubMKauMg CIELMAJINMCTOB;

13) (IIyuxT 13 yTpaTwmil CUJIy Ha OCHOBaHUM demepalibHOT'O
3aK0oHa OT

2 wmona 2013 . N 185-03 - CobBpaHMe 3BakoHOIATEJIbLCTBA
Poccumckon

®enepauum, 2013, N 27, cr. 3477)

14) ocymecTrBIeHMe OdapmMakoHanzopa (B pen. demepalibHOTO
3aKOoHa



or 22 gpexabpa 2014 1. N 429-93 - CobpaHue
3aKOHOIDATEeJIbCTBAa

Poccumckom denmepaumm, 2014, N 52, cT. 7540);
15) yuacTue B MeXIyHApOIHOM COTPYIHMUUECTBE;

16) nomyuyeHmMe IO 3anpocaM YIIOJIHOMOUEHHOTO
benmepasiIbHOTO OpTraHa

MCIIOJIHUTEJIbHOM BJIACTM OT OPITAaHOB MCIOJIHUTEJIBHOM BJIACTHU
CyOBEKTORB

Poccumckom denmepauur, a TaKxe OT CyYOBEeKTOB oOpalleHUd
JIEKAPCTBEHHBIX

CpeIcTB mJid MEeIUIMHCKOTO [PUMEeHEeHMUS rHbopMaLmM o
BOIIPOCAaM

YCTAQHOBJIEHMS UM IPVMMEHEHMA leH Ha JIEKAapCTBEHHBIE IMperapaTH U
HagbaBoOK

K HUM;

17) npuMmeHeHMe MEep OTBETCTBEHHOCTU 3a
HapyleH e

3aKOHOIOATEeNbCTBa Poccuyckoy demepalnu;

18) yTBepxIeHMe NOpaBUJl Hajexalen J1abopaToOpPHOM
NPaKTUKY,
npaBuJl Hajexaleun KJIMHUYE CKOU IPaKTUKH, npaBuJl
HaJexalem

HpOMBBOHCTBeHHOﬁ IIPakKTUKM, IIpaBUII HaJjexallem IIPaKTUKM
XPaHeHMrMAa "

[IepeBO3KU JIeKapPCTBEHHEBIX npenapaTos, npaBUII
HazgJexauem

ﬂMCTpM@bDTOpCKOﬁ IIPakKTMUKM, TIpaBUII HaJjexallem arnTeuyHom
IIPakKTMKM,

NpaBUJl HaOjexallel NIPpaKTUKM dapMakKOHan3o0pa JeKapCTBEHHBIX
npernapaTos

OJId MeIMIIVMHCKOI'O IIPVMMEHEHUMA (HYHKT 18 BBeIIEcH ®enepaanMM
3daKOHOM OT

22 pmexabpsa 2014 . N 429-03 - CobOpaHmMe 3aKOHOIATEJIbCTRBA
Poccumckon

®enepauum, 2014, N 52, cr. 7540);

19) ycraHOBJeHMe Hopsanka OGopMMPOBaHMS
PErMCTPaLMOHHOTO IOOChE



Ha JIEKApCTBEHHEM IpenapaT ¥ TpeboBaHUM K IOKYMEHTaM B €TI0
cocrTaBe

(nyuxT 19 BBenmeH JdenepalibHEIM 3aKOHOM OT 22 mekabpsa 2014 .
N 429-03

- CobpaHme 3BakoHOZmaTeNbCcTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540) ;

20) yTBepxOeHMe TIMNPaBMUII PaLMOHAJBHOTO BHIOOPA
HaVIMEeHOBaHUM

JIEKaQPCTBEHHEIX IpelapaToB IOJ4 MEeOMULUMHCKOI'O I[IPMMEHEHUH
(nyuxT 20

BBeneH OdenepaJibHEIM 3akKOHOM OT 22 gnekabps 2014 1©. N
429-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) ;

21) yTBepxXIOeHMe [IepeuHS HaMMeHOBaHUM JIeKapCTBEHHEBIX
bopM (IIyHKT

21 BBenmeH OdenmepasibHBEIM 3aKOHOM OT 22 mekabpa 2014 . N
429-03 -

CobpaHMe 3akKoHOIATeJNbCTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) ;

22) GbopMMpPOBaHME peecTpa TUIOBEX MHCTPYKLMM IO
MeOULIMHCKOMY

IPYMEHEHMIO B3aMMO3aMeHSIEeMbIX JIEKAPCTBEHHHX I[IpernapaToB
(nyHxT 22

BBeneH denmepaJlibHEIM 3aKOHOM OT 22 pmekabpsa 2014 . N
429-03 -

CobpaHMe 3akoHOmaTeJibCcTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) ;

23) yTBepxOeHMe TpebOBaHMUM K MHCTPYKLUU 1o
MeOUUIMHCKOMY

[IPMMEHEHMIO JIEKaPCTBEHHEIX [IpernapaToB UM K MHCTPYKUMM I10
BeTEPUHAPHOMY



IPMMEHEHMIO JIEKAPCTBEHHEIX [IpenapaToBR (OyHKT 23 BBeOeH
denmepalib HEIM

3aKOHOM OT 22 gnekabpsa 2014 r. N 429-03 - CobOpaHue
3aKOHOIATeJIbCTBA

Poccumckom denmepaumm, 2014, N 52, cr. 7540);

24) pocymefOHOe 3BaKpHTHE CaMTOB, CoIepXalMx
MHOOPMAa LM O

PO3HUYHOM nponmaxe OVCTaHLUMOHHEM criocobowmM,
[IpenJjioXeHre o

nprotpeTeHUn OVICTaHLUMOHHEIM criocodowm, OOoCTaBKe

OV CTAaHLUMOHHEM

crnocoboM ¥ (unm) nepenade QU3MUECKOMY JIMLIY IOUCTAHLMOHHBM
criocoboM

JIEKAPCTBEHHEIX IIPEenapaToB, HAPKOTUUECKMUX JI€KapCTBEHHEBIX
npenapaToB u

[ICUXOTPOIHEX JIEKAPCTBEHHEIX [IpernapaToB, 3a MUCKJUeHUEM
cJiydJyaes,

YCTaHOBJIEHHEIX [IpaBUTEJILCTBOM Poccumckom denmepauum (MIYyHKT
24 BBemeH

denmepasibHBEIM 3aKOHOM OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom d®emepaumm, 2014, N 52, crT.
7540) ;

25) BbIDaua paspeumeHun Ha BBOI B TpPaxXmaHCKUM
obopoT
VMMMYyHOOMOJIOTUYECKUX JIEKAaPCTBEHHEX IpernapaToB (ODyHKT 25
BBeJIleH

denmepasibHEIM 3akoHOM OT 28 Hoabpsa 2018 1. N 449-93 -
CobpaHue

3akoHOIaTesibCTBa Poccumckon demepaumu, 2018, N 49,
cr. 7521,

BcTynaeT B cuyy ¢ 30 Hosg6psa 2019 roma).

Craresa 5-1. Ilepenmadya OCyWECTBJIEHMS [IOJIHOMOUUM
benepaibHBEIX



OPT'aHOB MCIIOJIHUTEJIbHOM BJIACTU IIPpU
obpaleHnn

JIEKAPCTBEHHBIX CPenCTB OpraHaMm
MCIIOJIHUTEeJILHOM

BJIaCTK CyOBeKTOB Poccumckom denmepauunm

[TlonHomMoumsa GQenepaJsibHEIX OPITaHOB MCIIOJIHUTEJIBHOM
BJIACTU npu

obpaueHnn JIEKaPCTBEHHEBIX CcpencTs, npenyCcMOTpeHHbE
HaCTOSIMM

demepalibHEIM 3aKOHOM, MOTYT IIepelaBaTbCd OJiS OCYUEeCTBJIEHUS
opTraHau

VCIIOJIHUTEJILHOM BJIACTU CyDBEKTOB Poccumckom
denmepanunm

I[IOCTaHOBJIeHMAMM [lpaBUTEIbECTBA Poccumckon depmepauum B
nop4anke,

yCcTaHOBJIeHHOM OdenepalibHEIM BakKOHOM OT 6 okTabps 1999 roma N
184-03

"OO ofmMxX NPMHLMIIAX OpITaHM3aluMM 3aKOHOLATEeJIbHBIX
(mpencraBUTEJIbHBIX)

17 MCIIOJIHUTEJIb HEIX OPT'aHOB TOCYyINapCTBEHHOM BJIACTU
CYyDBEKTOR

Poccumckom denmepauum" (crarba 5-1 BeeneHa denepasibHBIM
3aKOHOM OT 13

mioig 2015 ©. N 233-03 - CobOpaHmMe 3aKOHOINATEJILCTBA
Poccumckon

®enmepaumum, 2015, N 29, cr. 4359).

CraTbsa 6. IIOJIHOMOUMS OPIAaHOB MCIIOJIHUTEJIbHOM BJIACTU
cybwekTa

Poccurickom demepaumy Npu oOOpalleHUM
JIeKapCTBEHHEIX

CpencTs

K nosHoMOuUMAM OpPT'aHOB MCIOJHUTEJILHOM BJIACTU
cybmekTa



Poccumckom demepauum npm obOpalleHUM JIEKAPCTBEHHBIX CPELOCTB
OTHOCSATCHA:

1) paszpaboTka M peaamMsalMsa PETMOHAJIBHEIX [IPOT'paMM
obecrieueHuda

HaceJlIeHrd JIeKapCTBEHHEIMIM IIpellapaTaMi,

2) YCTaHOBJIEHME IIpeleJibHBEIX pPa3MepoB OIITOBEIX
HaobaBoOK "

NpenesyibHEIX Pa3MepOoB PO3HUUHEIX HaIOABOK K GaKTUUECKUM
OTITYy CKHBEIM

lIeHaM, YCTaAHOBJIEHHEM [IPOM3BOIUTEIIAMM JIEKAPCTBEHHEBIX
npenaparTos, Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIOUEHHBEE B IIepedeHb XM3HEHHO
HeoOXOOMMBIX

Y BaXHeMIMX JIEKAPCTBEHHEX IIpeliapaTOoB;,

3) OCyleCTBJIEHME PEeTMOHAJIbHOT'O I'OCYyIapCTBEHHOTO
KOHTPOJIS 3a

IPYMEHEHMEM LIeH Ha JIeKapCTBEHHBIE IIpellapaTe, BKJIOUEHHBE B
[IepeuyeHb

XMBHEHHO HeOOXOOVMBIX 178 BaXHEeMINX JIEKAPCTBEHHBIX
npenaparTos,

opraHu3auMaMu OIITOBOM TOPT'OBJIN, Al TeUYHBEIMU
opraHu3aumaMmu,

VMHIOVBUOYaJlb HEIMI NpennpMHYMaTEeJIAMA, VIME VMM
JIMLEH3UIO Ha

bapMaleBTHMUECKYID HOedTeJIbHOCThL (B pen. demepalibHOTO
3akoHa oT 25

miongs 2012 . N 93-03 - CobpaHue 3BaKOHOIATEJILCTBA
Poccumckon

denepauun, 2012, N 26, cr. 3446);

4) HOpuHATHE peleHUsa OO0 MCIOJb30BAHUM Ha TEeppUTOPUM
cybwekTa

Poccumckom denmepaluyr Hapaly C pelelTaMyM Ha JIeKapCTBEHHBIE
rnpenapatTH,

OQOPMIIEHHEIMM Ha OyMaxXHOM HOCHUTEJIe, PpPeLenToB Ha
JIeKapCTBEHHEE

npenapaTe, COOPMMPOBAHHEIX B QOpMe BJIEKTPOHHBEIX IOOKYMEHTOB
(nyuxT 4



BBemeH OdenmepasibHBEIM 3akKoHOM OT 29 wumiona 2017 r. N 242-03 -
CobpaHue

3aKOoHOIaTeJbCcTBa Poccumckom denmepaumu, 2017, N 31, cT.
4791) .

T'maBa 3. TocymapcTBeHHasa Gapmakones

Crarpsa 7. PazpaboTka M M3IaHME I'OCYyHapCTBEHHOU
bapmaxkorneu,

pasMelnleHre IOaHHBEIX O HeM

1. Ilon rocymapcTBeHHOM GapMakoneey I[OHMMAaeTCsa CBOI
(0]0)11175 ¢

bapMakoneyHex cTaTey M (QapMaKOIIeMHEIX CTaTel.

2. Pazpaborka obOmmMx GapMaKOIeMHBX CcTaTeyu u
bapMakOoIIeMHbIX

craren, B TOM uyciie (QapMakoIleMHBIXx CcTaTeM Ha
bapMakOoIIemHEe

CTaHOapTHHE oOpa3lbl, W BKJIUEHME MX B TOCYIapCTBEHHYI
bapmakornemn

OCYWEeCTBJIANTCS B NOPAOKe, YCTAHOBJIEHHOM YIOJIHOMOUYEHHEM
benepalib HEIM

OPT'aHOM MCIIOJIHUTEJIbHOW BJlacTu (B pexn. demepaljibHOTO BaKOHA
or 22

nexabpsa 2014 1. N 429-903 - CoOpaHMe 3aKOHOIATEJLCTBA
Poccumckon

denepauum, 2014, N 52, cr. 7540).

3. Pazpaborka bapmMmakonenHoM CTaTbu Ha
pebepeHTHEN

JIEKAQPCTBEHHEM IpenapaT M BKJIKOUYEHME €e B I'OCYHapCTBEHHYIO
bapmMakonen

B TedeHNe CpPpOKa ,JZ[GIZCTBMFI SallThL VICKRJIIIOUMTEJIbHOT'O
npasea,

YOOCTOBEPEHHOTO I[IATEHTOM Ha pPedepeHTHHEN JIeKapCTBEHHBIM
npenapar,

OCYWEeCTBJIANTCA C CcoIJlacuda ero paspaboTduuka (B pen.
denepasIbHOTO



3aKOHa OT 22 mekxabps 2014 . N 429-93 - CobpaHue
3aKOHOIDATEeJIbCTBAa

Poccumckom denmepaumm, 2014, N 52, cT. 7540).

4. TocymapCTBeHHAd bapmakonesa n3naeTcs
YIIOJIHOMOUE HHEIM
bemepaslbHEIM OPTAaHOM MCIOJIHUTEJILHOM BJIACTU 3a cueT
cpemncTs

bemepalZIbHOT'O OIXeTa M IIOLNJIEXUT IIepeM3OaHMAM He pexe deM
ONOVH pas B

ITATHb JjeT, B nepron MeXITy KOTOPBIMIN nm3gampTCcHd
IIPMIIOXEHM A K

TOCyIapCTBEHHOM bapMakornee, comepxamme obmye dapMakolelHbe
cCTaTbU U

(mnr1m) bapMakoOneMHele CTaThbM, YTBEPXIEHHEE rnocJje
U3OaHUSg U

repernsnaHusa I'OCyINapCTBEHHOU (QapMakKoIllen.

5. YIOOJIHOMOUEHHEM OGenepalibHEM OpIT'aH MCIOJHUTEJIbEHOM
BJIACTU

pasMellaeT OaHHEE O TOCYHAapCTBEHHOM QapMakoliee u
[IPUJIOXKEHMAX K Heu

Ha cpoeM obuLuMasibHOM caurte B ceTm "lVHTepHeT" B
YCTAHOBJIEHHOM UM

nopsanke.

I'mapa 4. T'oCyHmapCTBEHHHBM KOHTPOJIb IIpM OOpalleHUM

JIEKAPCTBEHHEIX CpPelCTB

CraTbga 8. JIMIIEeH3UMPOBAHME MNPOMBBOICTBA JIEKAPCTBEHHBIX
cpencTs

n @apMaHeBTquCKOﬁ JedTeJIbHOCTU

1. JlnueH3UpOBaHKE MIPOU3BOIACTRBA JIeKapCTBEHHBIX
CpencTB u

bapmaneBTUUECKOV OeATEeJIbHOCTM OCYIEeCTBJISeTCS B
COOTBETCTBUMA c

3aKOHOIaTeNbCTBOM Poccumckonm denmepauum.



2. Ob6sa3aTeJibHBM YCJIOBUEM IpeloCTaBJIEHNUSA
TN EH3UN Ha

IIpomM3BOIOCTBO JIEKAPCTBEHHEIX CpeldCTB 4ABJIA€TCA IIPUMIIOXEHNME K
3a4ABJISHUIO

couckaTesda JIMLEeH3UM IepeduHd JIeKapCTBEeHHEX OGopM U
(m111) BMIOOB

bapMaueBTHMUECKMX CyOCTaHLMM, KOTOPHEE [IPOU3BOIUTEID
JIEKAPCTBEHHBIX

CpeICTB HaMepeH MNPOM3BOIUTH.

3. B ciydae HeOoOXOOVMOCTU pacumrpeHmnsa
[IPOU3BOLACTRA

JIEKAPCTBEHHBEIX CPEeIICTB 3a CUeT HOBHX JIeKapPCTBEHHEX GopM
Y BUIOOB

bapmMaueBTHMUECKMX CyOCTaHUMM OPOMUI3BOAOUTEJIbL JIEKAaPCTBEHHBIX
CpencTs

IOOJIXEH IIOJIYYNMTDb HOBYIO JIMLIEH3WIO Ha IIpomM3BOOCTBO
JIEKAPCTBEHHEX

CpeIcTB.

Crarbsa 9. T'OCyIapCTBEHHHM KOHTPOJL (Ham30p) B cbhepe

obpalleHuss JIEKAPCTBEHHHIX CPENnCTB

1. TocynmapCTBEHHBM KOHTPOJIb (Han3o0p) B cbepe
obpalleHnd

JIEKAPCTBEHHEIX CpelCTB BKJIIIOWaAeT B cebsda:

1) JIMUEeH3MOHHBEIM KOHTPOJIL B Ccdepe TNpOoM3BOICTBA
JIEKAPCTBEHHBIX

cpencTB M B cbhepe OdapMalleBTMUECKOM OeaTeJIbHOCTU;

2) GeznepaJsibHBIM TI'OCYIDapCTBEHHE HaI30p B chbepe
obpalleHnd

JIEKAPCTBEHHEIX CpelICTB,

3) BHOOPOUHBIM KOHTPOJIb KadeCTBa JIEKAPCTBEHHEIX CPEelCTB
(myHxT 3

BBermeH OdernepalibHBEIM 3akKOHOM OT 22 z»nekabpsa 2014 1©. N
429-93 -

CobpaHmMe 3akoHoIaTeJsbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.



7540) .

2. JIMUEeH3MOHHBM KOHTPOJIb B Ccbepe NpPOMB3BOIACTBA
JIEKAPCTBEHHBIX

cperncTB M B cbepe OdapMaleBTUUECKOM IedATeJIbHOCTU
OCYyWECTBJIAETCSH

YIIOJIHOMOUYEHHEIMM (QelepalibHEIM OpPI'aHOM VCIOJIHUTEJIbHOM
BJIACTHU "

opraHaMmm VCIOJIHUTEJIBHOM BJIACTU CYOBEKTOB Poccumckon
denepaunm

COIJIACHO WMX KOMIIETEHLMM B INOpAOKe, YCTAHOBJIEHHOM
denmepalib HEIM

3aKOHOM OT 26 znekxabpsa 2008 roma N 294-03 "O zaummTe HIpas
OPUIIMYE CKUX

JINLL u VHOMBUOYaJIbHBIX npennpuHmuMaTesien npu
OCylleCTBJIEHUU

TOCYyIapCTBEHHOT'O KOHTPOJA (Hans3opa) M MYyHMULMUIAJIBHOIO
KoHTpOJNAa", C

ydaeToM ocoBeHHOCTEN opTraHm3alumn u poOBEeneHns
NPOBEPOK,

YCTaHOBJIEHHEIX denepasibHEIM 3akoHoM oT 4 wmasa 2011 roma
N 99-93

"O JNIMUEeH3VPOBAHUNM OTIEJIbHBIX BUIOB IOedaTeJiIbHOCTM".

3. denmepalibHBM TOCYyOapCTBEHHBU Hazm30op B cbepe
obpameHnd

JIEKQPCTBEHHEIX CPEeICTB OCYUECTBJIA€TCHA YIOJHOMOUYEHHBIMU
benmepalib HEIMI

OopTr'aHaMM VCIIOJIHUTEJIbHOM BJIaCTU (nanee — OPTI'aHBL
I'OCyHapCTBEHHOTO

Hamsopa) COIJIaCHO UX KOMIIE TeHLIUM B rnopanke,
YCTAaHOBJIEHHOM

[IlpaBuTenscTBOM Poccumckon denepaumm.

4. denepalibHBU TOCyIapCTBEHHBIM Hans3o0p B Ccbhepe
obpaueHmusa

JIEKAPCTBEHHEIX CpelCTB BKJIIIOYWaAEeT B ceb4a:

1) opraHmzauMo M NIPOBeIOeHMe I[IPOBEPOK COOJIOeHMS
cyObekTaMm



ofOpalleHMsAa JIEKAPCTBEHHBIX CPEeNCTB YCTAHOBJIEHHBIX HACTOAWMM
denmepalib HEIM

3aKOHOM " IIPMHATEIMU B COOTBETCTBUU C HVIM VIHBEIMI
HOPMaTVMBHBEIMMU

NIPpaBOBEIMM aKTaMm Poccumckonm denmepaumm TpeboBaHUNM K
OOKJIMHMYE CKMM

MCCIJIeIOBaHMAM JIEKapPCTBEHHEIX cpencTs, KIIMHMY e CKIVIM
MCCJIeIOBaHMAM

JIEKaPCTBEHHEIX IIPernapaToB, XPaHeHMI, I[IepeBO3Ke, BBO3Y B
Poccumckyio

bemepaumio, OTNYCKY, peanlM3aluuyM JIEKAPCTBEHHBIX CPEenCTB,
[IPYMEHEHUIO

JIEKAPCTBEHHEX InpernapaTosB, YHUYTOXEHNMIO JIEKAPCTBEHHEIX
cpelcTs, a

Takxe COOJIIIEHUA YIIOJIHOMOYEHHEBEIMI OopraHaMM UCIOJIHUTEJIBEHOM
BJIaCTIU

cybwrekTOoBR Poccumickom demepallM MeETOOMKM YCTAHOBJIEHUS
npenesyibHBIX

PasMepoOBR OIITOBHIX HAIOABOK M IMpPeleJIbHEX Pa3MEePOB POS3HUUHBIX
HamobaBoOK

K @aKTquCKMM OTITY CKHEIM lIleHaM, YCTAaHOBJIEHHEIM
IIPpOoM3BOIOINTEIIAMNM

JIEKAPCTBEHHEIX IIperiapaTOoB, Ha JIeKapCTBEHHEBIE IIpeliapaTsl,
BKJIIOUEHHEIE B

nepedveHb XMBHEHHO HEOOXOIMMEIX M BaXHEMIMX JIeKapCTBEHHBIX
npenapaTos

(manee - obOga3aTejsibHBEIE TPeOOBaHUA) ;

2) OpTraHM3alLuo n IpoBeneHMe [IPOBEPOK
COOTBETCTBUA
JIeKapCTBEHHBIX CpencrTs, HaxoOAaWMxCs B TPaxIaHCKOM
obopore,

YCTAaHOBJIEHHEIM Tpe6OBaHMHM K X KadyeCTBY;,

2-1) npoBenmeHue KOHTPOJIb HEIX BaAKYIIOK B eyax
IPOBEPKU
COOJIIOEeHNA cyOBbeKkTamMm obpalleHnA JIeKapCTBEHHEBIX
CpencrTs,

OCYIEeCTBJISOIVMM POSHUUHYI TOPTOBJI JIeKapCTBEHHBMU
npenapaTtamMm IOJid



MEeOVUMHCKOT'O I[PMMEHEHMS, [NPaBMJI OTINyCKa JIeKapCTBEHHBIX
npenapaTon

oJida MeIMLIMHCKOTI'O IPUYMEHEHUS u (m1mn) 3arnpeTra
IpOIaxun
baneCUOMLIMPOBAHHEIX JIEKaPCTBEHHEX CpencTs,

HenoOpoOKauyeCTBEHHBIX

JIEKAPCTBEHHBIX CPEeICTB M KOHTPA®aKTHBEIX JIEKAPCTBEHHBIX CPEINCTB
(MyHKT

2-1 BBenmeH denepalibHEIM 3aKoOHOM OT 27 nexkabps 2018 . N 511-
®3) ;

3) opraHmMzauuMio ¥ IOpoBeneHue OdapMakoHaI30pa;

4) npuMeHeHMe B [OpPAIKe, YCTAaHOBJIEHHOM
3aKOHOIATEeJIbCTBOM

Poccumckon Odemepaumyu, Mep OO NOPECEUEHMK BHABJIEHHEBIX
HapyleHUN

oba3aTesIbHEX TpeboBaHUM U (113111) YCTPaHeHM IO I[OCJIenCTBUM
TaKMxX

HapymeHMﬁ, B TOM UWMCJIe ITIPMHATHE pPpeleHMAd O HaAaXOXIEHNU
JIEKAPCTBEHHEX

cpencTB B OOpalleHMM, BHIOAUYY [NPenNnMcaHmm o060 yCTpaHeHUU
BBIABJIEHHEIX

HapymeHMﬁ obsa3aTesibHBIX Tpe6OBaHMﬁ n IIpuBJjiedeHN e K
OTBEeTCTBEHHOCTNM

JIVil, COBEpPpIUMBIIMX TaKMEe HapPpYUWEeHMA.

(JacTte 4 B pen. OdemepasibHOTO 3akoHa OT 22 nekabp4d
2014 . N

429-03 - CobpaHMe 3aKOHOIATeJIbCTBa Poccumckon denmepaluni,
2014, N

52, ct. 7540)

5. denmepaJsibHEM TI'OCYIOapCTBEHHEN HAaL30p B chbepe
obpalleHnd

JIEKAPCTBEHHEIX CPEeIOCTB OCYIEeCTBJISeTCa B IHOpdIKe,
YCTAaHOBJIEHHOM

demepalibHEIM 3aKOHOM OT 26 zmekxabpsa 2008 roma N 294-03 "O
3aMmMTEe IpaB

OPUONYECKUX JIML M MHIMBUIYAJIbHBIX IPEeONPUHMMATEJIEM IIpU
oCylleCTBJIEHUN



TOCYIapCTBEHHOT'O KOHTPOJA (Hamszopa) ¥ MYyHUIMIAJIbBHOTO
KoHTpOJNAa", C

ydaeToM ocobeHHOCTEM, YCTAaHOBJIEHHEX HacTodmen
crarTbLen.

[lpenpapuTesibHOE COIJIaCOBaHMUE C opraHaMmm NIPOKYpPaTyPH
CPOKOB

IPOBEeNEeHMA BHEIJIAHOBOM MNPOBEPKM CYyOBEKTOB OOpameHmd
JIEKapCTBEHHBIX

cpencTrs, a TaKXxe InpenBapmuTeJibHOE yYBeIOMJICHNME
nprMInyYeCKMx Jii,

MHOVBYIOYAJIbHEIX [PeInpUHMMAaTeJIey O Haudajle NPOBENEeHMS BTOU
IPOBEPKU

He Tpe6yeTcg. OpPaHH IIPOKYyPaTyYPEL M3BelanTCAd O
IIpoBeOCeHMIM

BHEIIJIAHOBOM IPOBEPKM CYOBEKTOB OOpalleHMsa JIeKapCTBEHHEX
CpencTs

IIocpeaCTBOM HallpaBJIEHNMA COOTBETCTBYKIMX IOTOKYMEHTOB B
TEedyeHe TpeXx

pabouux IOHeM C MOMEHTa OKOHUAHMA [IPOBEeINeHUS yKa3aHHOM
BHEIJIAHOBOU

npoeepku (B pen. demepalibHOT'O 3akoHa OT 22 mekabps 2014 1.
N 429-03

- CobpaHue 3akoHomaTesbCcTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540) .

6. IOJXHOCTHBEIE JiMlla OpraHa TOCYIAapCTBEHHOTO Ham3opa B
nopsanke,
YCTaHOBJIEHHOM BaKOHONATEJIbCTBOM Poccuyickoy demepalny, MUMEOT
npaBo:

1) IIOJIydaThb Ha OCHOBaAaHUMM MOTVIBMPOBAHHEBIX IIMCBMEHHBIX
3alipoCcoB OT

CyOBEeKTOR OOpalleHMS JIEKAPCTBEHHEIX CPEeICTRB, OPT'aHOB
MICIIOJIHUTEeJILHOM

BJIACTHU CyOBEKTOB Poccumckon denmepauum " OPT'aHOB
MECTHOT'O

caMoynpaBJIeHUA HOOKYMEHTE U MHOOPMALMKO II0 BOIIpOCaM
obpaueHmsa

JIEKAapPCTBEHHEIX CpelICTB,



2) OecCHpensaTCTBEHHO IO NPeObSBJIEHUM CIYyXeOHOT'O
YOOCTOBEPEHMUS U

KONMM TIIpMKas3a (pacHopsaxeHrd) oOopraHa I'OCYyIOapCTBEHHOTIO
Hazn3opa o

Ha3HAUEHUM I[IPOBEPKM IOCelaTh MCIOJb3yeMbEEe OPpUIANYECKUMU
amLaMm,

VHIVBUOYAJILHBEIMY TNPEeANPUHUMATEJIAMM, ABJIARIMMUCS CyOBeKTaMMU
obpaleHusa

JIEKapCTBEHHEIX cpencrTrs, npm OCyleCTBIJIEHUN croeun
ITJeAdTeJIbHOCTU

TEePPUTOPUM, 3IaHMUA, IOMEUIeHMSA U COOPYXeHusS B LeJidax
NpoBeOeHMS

MEPONPUATUM IO KOHTPOJIO;

3) HOpOBOOUTH oToop obpasLoB JIeKapCTBEHHEBIX
Ccpencrs,

npenHa3HauYeHHBIX OJId peaiu3aluM U peajiM3yeMhx CcyObekKTaMMu
obpaueHus

JIEKAPCTBEHHBEX cpelncrTs, IOJiA IIPOBEPKM nx KauecTBa,
InpoBeOdeHMA

MCCJIeOOBaHMM, MCIBITAHUY B COOTBETCTBMM C HOpaBujlaMM OoTOOpa
0obpasLoB,

YCTAaHOBJIEHHEIMMA YIIOJIHOMOYEHHBIM @enepaanMM OpTraHOM
VCIIOJIHUTEJIbHOM

BJIaCTI,;

3-1) HPOBOIMTL KOHTPOJIBHEIE BaKyIKM JI€KapPCTBEHHHX
npenapaTos

OJI19 MeIMUIMHCKOT'O [PMMEHEHMS B LeJidxX [NPOBEepKM COOJIIIeHMS
cybBeKTaMM

oBpameHnsa JIEKAPCTBEHHHX CPENCTB, OCYUECTBJISOIMMY PO3HUUHYI
TOPTOBJIO

JIeKapCTBEHHEIMM [pellapaTaMy IJg MeOMUMHCKOIO IIPMMEHEeHUHd,
npaBUII

OTIITYyCKa JIeKapCTBEHHBEIX InperapaToB IOJIA MeIMIVMHCKOI'O
IIPMMEHEHMA n

(mm) sBanpera npondaxu GanbCUOMUIMPOBAHHEIX JIEKAPCTBEHHBIX
CpencTs,
HenoOpoKadeCTBEHHBIX JIEKapCTBEHHEIX CpencTs "

KOHTpabaKTHBIX



JIEKAPCTBEHHBIX CPelCTB (nyuxT 3-1 BBenmeH OdenepaJsibHBM
3aKOHOM OT 27

nexadbpa 2018 r. N 511-03);

4) BHIIDABATH cybwpeKkTaMm obpaueHusa JIEKapPCTBEHHBIX
CpelcCcTB

NpennmMcaHMsa O INPpeKpalleHMM HapylleHUM O0s3aTeJibHBIX
TpeboBaHUM 00

YCTpaHeHUM BHISABJIEHHBIX HaApPYyUWEeHUM o00s3aTesibHBIX TpebOOoBaHUM;

5) HallpapeJIATb B YIIOJIHOMOYEHHBIE OPI'aHBl MaTepMallbl,
CBA3aHHBEIE C

HapyleHUaIMU oBa3aTeNIbHEIX Tpe®OBaHMY, OJIS pPeleHUsd
BOINPOCOB O

BOB@Y?K,Z[QHMM YIT'OJIOBHBEIX Ie&JI IIO TIPM3HaKaM HpeCTYHJ'[eHI/H\/JI.

7. BbrIOOPOUHLIN KOHTPOJIb KauecTBa JIeKapCTBEHHBIX
cpencTB

OCyWEeCTBJISeTCH YIOJIHOMOUEHHEIM (GenepasjibHEIM OPI'aHOM
MICIIOJIHUTEJILHOM

BJIaCTM B YCTaHOBJIEHHOM UMM IIOpAIKEe M BKJIIOUaAeT B cebsa:

1) obpaboTky cBeleHMUlM, B O0Od3aTeJIbHOM MNOpPAIKe
IpenoCcTaBIIIEMbBIX

cyObekTaMm ofOpalleHrsa JIEKAaPpCTBEHHBIX CpeIncTB, O Cepuiax,
napTmsax

JIEKAPCTBEHHBIX CPeICTB, [IOCTYyIallMx B TpaxInaHCKUM
obopoT B

Poccumckom denmepauun;

2) oTbop 0Opa3lOoB JIEKAPCTBEHHHEIX CPENCTB y CYOBEKTOB
obpameHnd

JIEKapPCTBEHHBIX CcCpecCTB B nmejiax InpoBedeHMA VICIIEITaHUM
Ha nx

cooTBEeTCTBUE Tp@@OBaHMHM HOpMaTMBHOﬁ JOKYMEHT AN I
HOPMaTVMBHEBEIX

JOKYMEHTOB,

3) TOpUMHATHE IO pPel3yyibTaTaM I[IPOBEIEeHHHBIX MUCIBTaHUM
peumeHusa o

najbHeMmeM TpaxIaHCKOM 000poTe COOTBETCTBYIETO
JIEKAPCTBEHHOTO

cpencTea;



4) TPUHATHE YIIOJHOMOUEHHEIM belepalibHEIM OPI'aHOM
VICIIOJIHUTEeJILHOM

BJIACTM peleHMsa O IepeBOoIe JIeKapCTBEHHOI'O CpencTBa Ha
IO CEePUMHBIN

BEIOOPOUHEIM KOHTPOJIb KauecTBa JIEKAPCTBEHHHX CPEeINCTB B
caydyae

[IOBTOPHOTO BEIIBJIEHUS HECOOTBETCTBUSA KauecTBa
JIEKAPCTBEHHOTO

cCpeIcTBa YCTAHOBJIEHHHIM TpeboBaHMAM U (IIPU HEOOXOOMMOCTM) O
IpoBEpPKe

cyObekTa obpaueHnsa JIEKAPCTBEHHEIX CpPeICcTB. Pacxonw,
CBS3aHHEIE C

InIpoBeOdeHMEM HOC@pMﬁHOPO BM@OPOHHOPO KOHTPOJIA KadueCTBa
JIEKAPCTBEHHEX

CPEenCTB, OIJIaUMBAKTCSA NIPOM3BOOUTEJIEM JIEKAPCTBEHHOTO
cpencTBa JubO

JepxaTejieM 1Z88%1 BJlaeJibleM pPerMmcTpallMOHHOTI'O
YOOCTOBEPEHNMA

JIEKapCTBEHHOI'O IIpellapaTa.

(JacTe 7 BeBenmeHa demepalibHEIM 3aKOHOM OT 22 nekabpd
2014 . N

429-03 - CobpaHuMe 3BaKOHOIATeJIbCTBa Poccumckon denmepaluni,
2014, N
52, ct. 7540)

(Crarteaa 9 B penm. OdenepallIbHOTO 3akoOHa OT 25 MIOHA
2012 . N
93-93 - CobpaHmMe 3akoHOIaTeJbCcTBa Poccuyckom demepaunu,
2012, N 26,
cT. 34406)

T'mara 5. PazpaboTka, IOOKJIMHMUECKME MCCIJIeNOBaAHUA
JIEKAPCTBEHHEIX CPEeICTB, a TaKXe KJIMHUUECKUE
MCCJIeOBaHMA JIEKaPCTBEHHEIX IIpenapaToB IJisd

BEeTEPMHAPHOT'O IIPVMMEHEHNMA

Crarbsa 10. PaspaboTka JIEKAPCTBEHHEIX CPeICTB



1. PaspaboTka JIeKapCTBEHHBIX CPeICTB BKJUAeT B
cebd IIOMCK

HOBHIX GapMakKOJIOTMUECKM AaKTMBHEIX BeUleCTB, Iocjenypuee
M3ydeHre UX

JIeKapCTBEHHEBIX CBOMCTB, OOKJIMHMYECKME MCCJIeNOBaHUA,
paszpaboTKy

TEXHOJIOTUM TIPOMIBONCTBa (QapMalleBTUUYECKUX CcyOCTaHUUM,
pas3paboTKy

COCTABOB U TEXHOJIOTMM MIPOM3BOINCTBA JIeKaPCTBEHHHX
npenapaTos.

2. OuHaHCOBOe oObecrneueHMre pazpaboTkM JIeKapCTBEHHEIX
CpencTs

OCYLIEeCTBJISETCSH 3a CYeT:
1) cpencrts denmepasibHOT'O OoIXeTa;
2) cpencTB pa3zpabOoTUuMKOB JIEKAPCTBEHHHX CPEICTB;

3) CpeICTB HPOMBBOIMUTEJIEV JIEKAPCTBEHHHX CPEINCTB IIPHU
BEIIIOJIHEHUM

HAYUYHO-MCCJIeNOBATEJIbCKMX paboT IO OOTOBOPY Mexny
Pas3zpaboTumMKOM

JIEKAPCTBEHHBIX CPEICTB U IIPOM3BOIOUTEJIEM JIEKAPCTBEHHBIX
CpencTB;

4) WMHBIX He 3allpelleHHEIX BaKOHONATeJIbCTBOM POCCHUMCKOM
denmepauum

VMCTOYHNMKOB.

3. IparBa paszpaboTumka JIEKAPCTBEHHOTO CpenCcTBa
OXPAaHgnTCH

T'PaXIOaHCKVMM 3aKOHOIOATEJIECTBOM.

Crarbsa 11. HOKJIMHMYUECKOE MCCJIeIOBAaHME JIEKAPCTBEHHOTO

cpernCTBa IOJIA MeOVMIMHCKOI'O IIPpVMMEHEHNMA

1. JOKJIMHUUECKOEe MCCJIeIOBaHME JIEKAPCTBEHHOTO
cpencrea IOJsd

MENUIMHCKOTO IPUMEHEeHMUS MNPOBOIOUTCS IIyTEM IPUMMEHEeHMS HayUHBIX
MEeTOIOB



OILIEHOK B mejiax IIOJIY4UYeHMd IO0Ka3aTeJIbCTB 6QBOHaCHOCTM,
KadecTBa

50PeKTUBHOCTHM JIEKAPCTBEHHOT'O CpencTBa.

2. IHOKJIMHUUYECKOE MCCJIeIOBAHME JIEKAPCTBEHHOTO
cpencrea IOJisd

MEOMLMHCKOTO INPMMEHEHMS MIPOBOAUTCS B COOTBETCTBUM C
npaBuiaMm

HaIjiexalen J1a00paTOPHOM HNPAKTUKM, YTBEPXIESHHEMU
YIIOJIHOMOYEHHEIM

benepasibHEIM OPT'aHOM MCIIOJIHUTEJIBHOM BJlacTM (B pen.
denmepalJiIbHOT'O

3akoHa OT 22 pekxabpsa 2014 r. N 429-03 - CobpaHue
3aKOoHOIATeJILCTBA

Poccumckom denepauum, 2014, N 52, cr. 7540).

3. Ina opraHus3auuy ¥ OPOBEeIeHMSa IJOKJIMHUUECKOTO
VCCJIeOOBaHUAa

JIEKAPCTBEHHOT'O CPpeacTBa IOJg MEeIUIMHCKOTO [IPUMEHEeHUS
pazpaboTumnKu

JIEKAaPCTBEHHEIX cpenacTnB MOTYyT IIPMBJIEKATDH HAay4HO—
mccijiegoBaTeJlb CKMEe

opraHmMzaluy, obpas’oBaTeJIbHEE OpTraHM3alUu BEICIIETO
obpasoBaHusg,

VMeKmue HeOoOXOOMMy MaTePUAaJIbHO~TEXHMUECKYIO
Basy u

KBaJIMOUUMPOBaHHBIX CrieumasjiiCcTOB B COOTBETCTBYyWIIEMN
obrlacTu

nuccrenoBaHusa (B pen. demepalibHOT'O 3akoHa oT 2 wuionsa 2013 1.
N 185-93

- CobpaHmue 3akoHoOmaTesbCcTBa Poccumckom denmepaumm, 2013, N
27, cT.

3477) .

4. JNOKJIMHMYECKOE MCCJIeOOBaHMe JIEKapCTBEHHOTIO
cpencraa nJis
MeIVMIVMHCKOI'O IIPMMEHEHNM A IIpoBOOMTCHA TIO0 YTBEPXOEHHOMY
paszpaboTumMKOM

JIEKapPCTBEHHOT'O cpencTBa I1JIany C BeIeHNeEM IIPOTOKOJIa
STOI'O



MCCJIeOOBaHMsa UM COCTAaBJIEHMEM OTUEeTa, B KOTOPOM COIEepXaTCs
pe3yJbTaTH

3TOTO MCCJeOOBaHUA 171 3aKJIYEHNKE o BOBMOXHOCTHU
[IPOBEIEHUHA

KIJIIMHMYECKOI'O MCCJIeOOBaAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IOJiA
MEIMIIMHCKOI'O

IIPMMEHEHNMA .

5. IlpoBemeHue IPOBEPOK cobJIeHnsa npaBmIl
HagJexauem

J1abopaTOPHOM NPaKTUKM M IPABOBBIX HOPM MCIIOJIB30BAHMSA
XVMBOTHEIX IIPU

IIpoBedeHMM OOKJIMMHMYECKUMX UCCJIeooBaHUM JIEKAPCTBEHHBEX
cpelcCTmB IOJiA

MEOMLMHCKOTO MNPMMEHEHMS OCYUECTBJIA€TCHA YIHNOJIHOMOUEHHBM
benmepalib HEIM

OPT'aHOM MCIOJIHMTEJIbHOM BJacTu (B pen. dermepallbHOTO
3aKoHa OT 22

nexabps 2014 . N 429-03 - CobOpaHmMe 3aKOHOINATEJLCTBA
Poccumckon

denepauunm, 2014, N 52, cr. 7540).

6. PesyrnbeTaTE JOKIIMHMYECKOI'O rncciyiegoBaHMA
JIEKapPCTBEHHOTI'O

cpencTBa OJIS MEeIOMUMHCKOTO IPMMEHEeHMS MOI'yT OBITb
npencTaBJIEHH B

YHOJTHOMOH@HHBIIZ @enepaanbHZ opTraH UCIIOJIHUTEJILHOM
BJIaCTU B
YCTAHOBJIEHHOM IIopAaIlKe B nejiax rocynapCTBeHHoﬁ
permcrpalumn

JIEKAPCTBEHHOI'O IIpeliapaTa.

Craresa 12. HOKJIMHMUECKOE MCCJIeIOBaHME JIEKAPCTBEHHOTO

cpencTBa M KIMHMUECKOE MCCIIeIOBaHMUE
JIEKapCTBEHHOTO

npenapaTta InJs BETEPUHAPHOI'O IIPUMEHEHUS

1. JOoKJIMHMUECKOEe MCCJIefOBaHMe JIeKapCTBEHHOTO
cpencrTea IJid



BETEPMHAPHOTO [IPpMMEHEHU S IPOBOOUTCHA NyTeM IIpPYMEHeHUd
HayU4HEBIX

METOIOB OILEHOK B lIeJidxX I[OJIydeHMsS IOOKa3aTeJIbCTB
OeszonacHoOCTH,

KauecTBa U 20PeKTUMBHOCTM JIEKAPCTBEHHOI'O CpencTBa, B
TOM UMCJIE

ornpeneJyieHnMAa CpOKa €I'O BEBEIEHNMA U3 OopraHmM3Ma KMBOTHOTI'O,
B nmeJjiax

obecrieueHusa 0Oe30MIaCHOCTM NPOOYKLUUM XMBOTHOTIO
[IPOUCXOXIOEHUA I10CJIE

[IPUMMEHEHMUI COOTBETCTBYKUEIO JIEKAPCTBEHHOT'O IpelaparTa.

2 . JOKJIMHMUECKOe MCCcJieIoBaHMe JIEKAPCTBEHHOTO
cperncTtBa u

KJIMHMYEeCKOe MCCJIeNOBaHMe JIEKAapPCTBEHHOT'O IIpenapaTa IJis
BETEPUHAPHOTO

IIPpriMeHEeHM A, rmccijiegoBaHMe OMOBKBMBAJIEHTHOCTU
YKaAa3aHHOTI'O

JIEKaApPCTBEHHOI'O IIpellapaTa IIpOoBOIATCHA B COOTBETCTBUU C
InpaBMjIaMM,

YTBEPXOEHHEIMM  YIIOJIHOMOUEHHEM (QeldepalibHEIM OpPIT'aHOM
MCIIOJIHUTEJILHOM

BJIaCTM.

3. JOoKJIMHUYUECKOE MccJenoBaHme JIEKAPCTBEHHOTO
cpencrtea u

KJIMHMYECKOEe MCCJIeHOBaHME JIEKapPCTBEHHOT'O IpernapaTa njsa
BETEPMHAPHOTO

IIPMMEHEHNMA TIPOBOOATCA IO YTBEPXIOIECHHOMY paBpa6OTqMKOM
JIEKapPCTBEHHOTI'O

cpencTBa IJIaHy C BeJIeHUEM IIPOTOKOJIOB STUX
MCCJIeIOBAHUM "
CcoCTaBJIEHMEM OTUeTOB, B KOTOPEIX COIEepXaTCd

pPes3yJabTaTEl BTUX
MICCJIEIOBAHUM .

4. Ina opraHMs3auuu U [OpOBeleHUd INOKJIMHMYUECKOT'O
MCCJIeNOBaHMA

JIEKaPCTBEHHOT'O CPEeACTBa M KIMHUUECKOTO MCCJIEeNOBaHMS
JIEKapCTBEHHOTO



npernapatTa nOJjsg BeTEepMHAPHOI'O NPMMEeHeHMS paspaboTumk
JIEKAPCTBEHHOTO

cpencTBa MOXET IPUBJIEKATH opraHmM3alunu, UMennme
HeOOXOIOUMYIO

MaTepMaJIbHO-TEXHUUECKYID 0al3y " KBaJIUOMLUMPOBAHHBIX
CIIeuMaJMCTOB B

COOTBETCTBYIIEN 00JIaCTM MCCJIeIOBAaHMA.

5. KamMHUUYeCKue MCCJIeIOBAHUS JIeKapCTBEHHBIX
npenapaToB  IOJid

BETEPMHAPHOT'O IIPMMEHEHNMA TIPOBOOATCA B BETEPMHAPHEBIX
OpTraHM3alumMAax M B

Oopr'aHM3zalumMax, OCyHmeCTBRJIAIMX Ppal3BeleHle, BEIpalliBaHME U
comepXxaHune

XKMBOTHEIX, B LeJIdX:

1) ycTraHOBNIEHUA [IEPEeHOCUMOCTU JleKapCTBEHHHX
npernapaTos

SIOOPOBEIMM XIVMBOTHBIMI ;

2) nombopa ONTUMAJIbHBEIX IO3UPOBOK JIEKAPCTBEHHHIX
npenapaTos u

KypCa JiedeHMs Ha KOHKPETHOM TIpylle XMBOTHBIX c
onpeneJjeHHBIM

3aboJIeRaHUEM;

3) ycTaHOBJIeHUS 06e30MacHOCTM U 3QOeKTUMBHOCTU
JIEKAPCTBEHHOTO

npenapartTa, npenHal3HauYeHHOTO IJiA JIeUEeHUS OlpenesiIeHHBIX
3aboJsIeBaHUM

XMBOTHBIX, WNIIN 50PeKTUBHOCTHU JIEKAPCTBEHHOTO
npenapartTa s

HpO@MHaKTMKM 3ab0JIeBaHUM SOOPOBEIX XMBOTHBIX,

4) m3ydeHUS BO3MOXHOCTEM pacCllMpeHMda I[IOKa3aHuUM K
[IPpUIMEHEHUI

BapeI'MCTPMPOBaHHOT'O JIEKAPCTBEHHOT'O InpeliapaTa n
BBEIABJIEHUMA pPaHee

HEeM3BECTHEIX [NOOOUHEIX IEeVMCTBUM.

6. KimHmueckoe MCCJIeNOBAaHME JIEKAPCTBEHHOTO
npenaparTa IOjs



BETEPUHAPHOTO NPUMEHEeHM S OCYIEeCTBIIIEeTCH 3a cuer
cpemncTs

paspaGOTqMKa JIEKAPCTBEHHOT'O CpencCTBa.

7. OTueTH O pesysibTaTax JOKJIMHNYEeCKOTI'O
nccijienoOBaHMA

JIEKAPCTBEHHOTI'O CpelCTBa VM KIIMHMYECKOI'O MCCJIeOOBaAHMA
JIEKAPCTBEHHOTI'O

npenapaTa IJid BETEPMHAPHOTO NPMMEHEeHMS COCTaBJISITCH
pra3paboTumMKOM

JIEKAPCTBEHHOTO cpencTBa c yd4eToM 3aKJIOUEHUN
opraHmu3auuil,

IPUMHUMABIIMX YdaCTMe B OPTaHM3alMM UM IPOBEIEHUU DTUX
MCCJIeIOBaHUM .

8. KoHTpoJb 3a IpoBeneHMreM OOKJIMHUYE CKMX
MCCJIeIOBAHUM

JIEKAPCTBEHHEX cpeldCTB n KIIMMHNYE CKIUX UCCJieooBaHUM
JIEKAPCTBEHHEX

InpernapaToB IOJIA BeEeTEPMHAPHOTI'O IIPpMMEeHEHMA
oCylmecCTBJIAEeTCHA

YIIOJIHOMOYEHHEBEIM @eﬂepaﬂbHHM OpraHOM UCIIOJIHUTEJIBHOM BJIACTU.

T'mara 6. OcyumecTBJIEHME TI'OCYOapCTBEHHOM peIrucTpaluu

JIEKAPCTBEHHEIX [IPENnapaToB

Craresa 13. T'ocymapcTBeHHas perucTpalumrsa JieKapCTBEeHHEIX

npenapaTos
1. B Poccumckon denmepaumnm OONIyCKanTCcHd

IPOM3BOIOCTRBO,

M3TOTOBJIEHME, XpPaHEeHue, I[epeBO3Ka, BBO3 B POCCHUIMCKY

denepaunmo,

BEIBO3 us Poccumckon demepaumm, pekjama, OTIYCK,

peanmzaumug,

Iiepeliadva, IIprMMeHeHe, YHUUTOXEeHNME JIeKapCTBEHHBIX
npenapaTos, eCiu

OHM BaperMCTPUPOBAHEL COOTBETCTBYUMM YIOJIHOMOYEHHBIM
benepalibHEIM



OPT'aHOM MCIIOJIHUTEJIbHOM BJacTu (B pen. demepaliIbHOTO 3akKoOHAa
or 13

miona 2015 ©. N 241-03 - CobOpaHMe 3aKOHOIATEJILCTBA
Poccumckon

denepauun, 2015, N 29, cr. 4367).
2. TocymapCTBEHHOM pPEerucTpaluM IIOIOJIeXAaT :

1) BCce JnexapCTBEeHHHE NpeNapaTsl, BIEPBHE IOoIJexXalle
BBOIOY B

obpameHre B Poccumckom denmepauunn;

2) JexapCTBEHHHE IpellapaTe, 3apeTlUCTPUPOBaHHBIE
paHee, HO

IIpOoM3BEIIEHHEBIE B IpPpyITnux JIEKapPCTBEHHEBIX @opMax B
COOTBETCTBUU C

IepeyHeM HaMMEHOBAHWM JIeKapCTBEHHHX GbOopM, B HOBOM
IO3UPOBKE IIPU

IOoKa3aTeJIbCTBE €€ KJIMHUUECKOM 3HAUMMOCTU U 5OPeKTUBHOCTHU;

3) HOBHIE KOMOMHALMM 3aperUCTPUPOBAHHBIX pPaHee
JIEKAPCTBEHHBIX

npenapaTos.

3. T'ocymapCcTBeHHAd perucTpaumus JleKapCTBEHHBIX
npenapaTos

OCYIHIECTRBJISETCA I[10 pPes3ysjibTaTaM S2KCIEPTUS3Ll JIEKAPCTBEHHBIX
cpencrte, a

TOCyHOapCTBEHHAs perucTpauus OopdaHHBIX JIEKaPCTBEHHHX
npenapaTon

OCyHmecCTBJIAEeTCHA IO pe3yJjibTaTaM OSOKCIIEPTUM3EI HJOKYMEHTOB,
IIpenCTaBJIEHHBEIX

IJis onpelesyieHrs BO3MOXHOCTM PacCCMaTPMBATL JIeKapCTBEHHBI
npemnapar

OJi9 MeOUUMHCKOTO TIPUMMEHEHMS OPM OCYIEeCTBJIEHUU
TOCYOapCTBEHHOU

perucTpauuu B kadecTBe OphaHHOT'O JIEKAapPCTBEHHOIO
npenapara, M IO

pe3syjibTaTaM SKCIIEPTHM3El JIEKAPCTBEHHBIX CPeICTB.

4. TocynmapCTBeHHAs perucTpaums JIEKAPCTBEHHOTO
npemnapara



OCYIUECTBJISETCS COOTBETCTBYOUMM YIIOJIHOMOUEHHEIM (QenepaJsibHBEM
OpTraHOM

VCIIOJIHUTEJILHOM BJIACTM B  CpPOK, He TIIpeBHIaIMM CcTa
mecTuIeCcaTn

paboumx IOHEeW CO IOHA [IPUHATUA COOTBETCTBYIIIETO
3adaBJIEHUS o}

TOCYOAapCTBEHHOM pPeTrMcTpalumu JIEKapCTBEHHOTO Ipernapara. B
yKas3aHHBMN

CPOK BKJIOUAeTCsa BpeMfd, HeoOxomMMoe IJjigd I[IOBTOPHOTO
IPOBEIEHUHA

SKCIEPTU3El JIEKAPCTBEHHOTO CpenCTBa B COOTBETCTBUM CO
crarvem 25

HacTodmero demepalsibHOTO 3akoHa. CpPOoK TOCYIapCTBEHHOM
perucTpauun

JIEKAPCTBEHHOT'O npenapara NCUMCIISeTCs co IHST
NPUHATUS

COOTBETCTBYKIMM YIIOJIHOMOYEHHBIM @enepaanMM OpI'aHOM
VCIIOJIHUTEJIbHOM

BJIACTM COOTBETCTBYRUEIO 3adABJIEHMA O TI'OCYHAaPCTBEHHOM
perucTpaumum

JIeKapCTBEHHOTO IperapaTa C NPUJIOXeHMeM HeOOXOIMMBIX
IOOKYMEHTOB IIO

IeHb BEIAUU PeETUCTPALMOHHOTO YyIOOCTOBEPEHMS
JIEKAPCTBEHHOTO
npenaparta. BpewMmsa, HeobOxomouMmoe IJisg HalpaBJIeHUS
YIIOJIHOMOYEHHEIM

benmepaslbHEIM OPTaHOM MCIIOJIHUTEJIBHOM BJIACTM 3anpoca o
npencTaBJIeHUN

HeOOXOOMMEIX MaTepMrasiOB UM NPeNCTaBJIeHMS 3asaBUTeJIeM OTBeTa Ha
ITaHHBIM

3anpoc B COOTBETCTBMM CO cTaTbammu 16, 19 wu 23
HaCTOAWeTO

@eﬂepaﬂbHOPO 3aKOHa, He YUMTEIBAEeTCHA npn VMCUlNCJIEeHUM
Ccpoka

TOCYyIapCTBEHHOM perucTpaluy JIeKapCTBEHHOT'O IpelnaparTa.
5. T'oCcynapCTBEHHOM perucTpaluM He IMIOoOJIeXaT:

1) sexapcTBeHHBE npenapaTH, M3TOTOBJIEHHEIE
AN TeYHBIMA



OpTraHM3alumnMAMI, BeTepPMHAPHBEIMU allTe4YHBIMM
OpTraHM3alumMAMI,

MHIOVIBVIY aJlb HBIMIM npealinpmMHMMaTesIaMm, KOTOpPEIE MeKnT
JIMITE H3MIO Ha

bapMaleBTUUECKYID HOedTeJIbHOCThL, IO pelenTam Ha
JIeKapCTBEHHEE

npenapaTel ¥ TpeboBaHMAM MEIMLUMHCKUMX OpIaHu3alum,
BeTEepPMHAPHBIX

opTraHmM3almui;

2) JeKapCTBEHHBE [pelnapaThl, NpMoOpeTeHHBEe OU3UYeCKUMU
ML aMmn

3a npejgejsiamm Poccurickom denepaumu U IOpedHa3HAUEeHHBE  IJI4
JIMYHOT O

MCIIOJIE30OBAHMA,

3) JIeKapCTBEHHHE IpernapaTe, BBO3MMEE B POCCUNMCKYIO
denmepauno

OJid OKa3aHMsS MEeIMLMHCKOM IIOMOIIM I10 XM3HEHHBM I[1O0Kas3aHUMAM
KOHKPETHOI'O

IIallMeHTa Ha OCHOBaHUM pazspelneHmnA, BEIDAHHOTI'O
YIIOJIHOMOYEHHEBEIM

benepasibHEIM OPT'AHOM MCIOJIHUMTEJIbLHOM BJIACTU;

4) JexapCTBEHHBIE CPEeInCTBa, BBO3MMBE B POCCUMCKYIO
demepauumo Ha

OCHOBAHUM BEIIIAHHOTO YIIOJITHOMOUE HHBIM benepasibHBIM
opTraHoM

VCIIOJIHUTEJILHOM BJIAaCTU pazspelleHrd M IpelHa3SHaYeHHBIe IJIA
IIpoBedeHMA

KJIMHUYE CKUX UCCcJlIenoBaHUM JIEKAPCTBEHHEBIX npenapaTos u
(117111)

IIpoBedeHMA SKCIIEePTV3EL JIEKapPCTBEHHBIX CpeCTB IJIA
OCyleCTBJIEHMA

TOCYNAPCTBEHHOM pPeTrucTpalMuM JIeKapCTBEHHEX [IPernapaToB;
5) bapmaueBTHMUeCKMEe CYOCTaHLUMU;

6) pammobapMalleBTUUECKHUE JIeKapCTBEHHBIE
npenapaTtl,

M3TOTOBJIEHHEIE HENOCPEeICTBEHHO B MEOMIUMHCKMX OpPIaHM3alMagX B
nopsanke,



YCTAaHOBJIEHHOM YIIOJIHOMOUEHHEIM GelnepaJsibHEM OpIT'aHOM
VICIIOJIHUTEeJILHOM

BJIACTU;
7) JlexkapCTBEHHBIE IIpelapaThl, NPOM3BOIOMMEIE IJiS SKCIOPTA.
6. He pmonyckaeTcsa rocyIapCTBEHHas permMcTrpalud:

1) JlexkapCTBEHHBIX IIpPenapaToRB, OTJINYARIKXCHA OPYT oT
opyra

KayeCTBEHHEIM COCTABOM IEMCTBYKUMX BelUeCTB, 10 OIOMHAKOBEM
TOPI'OBEIM

HaVIMEeHOBaAHMEM,
2) OIOHOTI'O JIEKApPCTBEHHOTI'O InperiapaTa,
InpeaCcTaBJIEHHOTI'O Ha

TOCYIAPCTBEHHY PEeIrMCTPALMi0 B OTHOMEHUM OOHOTO M TOTO Xe
nepxaTesis

I BJlanoeJiblla pPerMmcTpallMOHHOTI'O YIOOCTOBEPEHNMA
JIEKAapCTBEHHOTI'O

npenapaTa B BuUIe »OBYX U 0o0Jiee JIeKapCTBEHHBIX
rpenapaTos non

Pa3JIMYHBEIMM TOPI'OBEIMM HAVMMEHOBaAHMAMU (B pemo. @enepaanOPo
3daKOHa OT

4 yioHa 2018 . N 140-&3 - CobpaHme 3BaKOHOIATEJILCTRBA
Poccumckon

denepauunm, 2018, N 24, cr. 3407).

7. Ilo zanpocy (B BJIEKTPOHHOM GopMe MM Ha OyMaXHOM
HOCUTeJIE)

cyOBeKTa obpalleHnHd JIeKapCTBEHHEBIX CpencTs
COOTBETCTRYII MM

YIIOJIHOMOYEHHEIM benepanbHEIM OpT'aHOM MCIIOJIHUTEJIL HOM
BJIACTH,

OCylle CTBJIAIMM TOCYHOAapPCTBEHHYK pernucTpanmuio
JIEKAPCTBEHHBIX

npenapaToB, B YCTAHOBJIEHHOM MM TIOPAIOKe OCYIEeCTBIISeTCH
HayydHoOe

KOHCYJIBTMPOBaHME II1O0 BOIIPOCaM, CBA3aHHBEIM C IIpOBeIIEHMEM
JOKJIMHMYE CKUX

MCCJIeOOBaHMM, KIMHMUECKMX MCCJIeOOBaHMM JieKapCTBEHHEX
rnpenapaTos,



SKCIIEPTMBE KauecTBa JIeKapCTBEHHBIX CpencTs,
20PEeKTUBHOCTU u

6es30mnacHOCTH, C OCyleCTBJIEHUEM TOCYIapCTBEHHOM
perucTpanuumn

JIEKAPCTBEHHEIX npenapaTos. KoHCcynbeTUPOBAHME
OCyIIeCTBJISETCSH c

npuBJiedeHMeM (OQerdepaJibHEIX TOCYIapPCTBEHHBIX  OIIXeTHBIX
YyUpexieHun,

IIOIBeJOMCTBEHHBIX IOaHHOMY @enepaanOMy oprany UCIIOJIHUTEJILHOM
BJIaCTIM

n He Y4YacCTBYRIMX B OpraHM3aumm IIpoBedeHMA SKCIIEPTVS3EL
KadecTBa

JIEKAPCTBEHHBIX CPeICTB B lLeJgxX OCYHEeCTBJIEHUS UX
TOCYyOapCTBEHHOMU

perucTpauum B COOTBETCTBUM CO CcTaTbel 16 HacTOAwWeIo
denmepasIbHOTO

3aKOHa, B BV OE oTBeTa B IMCBMEHHOM @opMe
YIIOJIHOMOUYEHHOTI'O

bemepasZIbHOTO OpIT'aHa MCIOJIHUTEJIBHOM BJIACTM Ha 3anpoc.
Pazmep

B3¥MaeMOM C 3asaBUTEeJId I[JIaThl ONpelesyisgeTcs B
COOTBETCTRBUU c

3aKOHOIATEeJIbCTBOM Poccumckon denepauunm 00
opraHu3alumm

IpenocTaBJIeHMsa TOCYyIapCTBEHHEIX M MYyHMUIMIIAJBHEIX YCJIYTI.
npopmauma o6

OCYUIECTBJIEHUM HAYUYHOTO KOHCYJIbTMPOBAHMA, B TOM UMCIIE
cTaTbm’,

O@BOPM, CIIPaBOUYHEBIE MaTepMralJlbl U MHaAa MH@OpMaHMﬂ o]}
OCyleCTBJIEHUNN

HAYy4YHOTO KOHCYJIbTMPOBAHMSA, pasMellaeTcsd Ha odMLIMAaJIbEHOM
camre

YIIOJIHOMOUEHHOTO GemepaliIbHOTO opTraHa MCIOJIHUTEJIbHOM BJIACTU
B ceTur

"NHTepHeT" C COoOJIIeHEeEM OT'PaHNYEeHUN,
YCTaHOBJIEHHEBIX

3aKOHOIATEJIbCTBOM O IIEePCOHAJIbHEIX JAaHHEIX, KOMMEPUYEeCKOM
u (113111)



TOCYyIapCTBEHHOM TaMHe.

8. T'ocynapCTBEeHHad perucrTpaumnsa JIeKapCTBEHHEIX
npenaparTos,

KOTOPHE MNpenHa3HAUEHB IJIg [NPUMEHEHUS B YCJIOBUSAX  BOEHHEBIX
oemcTBUM,

UpesBBEUAMHBIX CUTyaluuM, NOPOOUIIAKTUKM U JIeUEeHUd
3aboJsIeBaHuUM "

mopaxeHul, MIOJTYyUEeHHBIX B pPel3yJibTaTe BO3OEMCTBUA
HeOJIaronpuaTHEIX

XVIMMUYECKUX, OMOJIOTMUECKMX, paIMalMOHHBEIX (GaKTOpPOB, U
paspaboTaHsl IO

3adaHun GenmepalJibHEIX OPTaHOB MCIOJHUTEJbHOM BJIACTH,
YIIOJIHOMOUEHHEIX B

objylacTy OOOPOHEL CTPAaHH M 0Oe30IaCHOCTM IOCynapCTBa,
OCyWEeCTBJIAETCH B

nopdankKe, YCTaHOBJIEHHOM IlpaBuTenbCcTBOM Poccumckom demepalumm.

(Craresa 13 B pem. O®enepallbHOT'O 3akKoHa OT 22 nekabps
2014 . N
429-93 - CobpaHHMe 3aKOHOHaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, ct. 7540)

Crarbsa 14. I[pMHUMIOBE 3KCIEPTU3B JIEKAPCTBEHHEIX CPEINCTB

1. DOkchnepTysa JIeKAaPCTBEHHHX CPEeICTB OCHOBHBAETCS Ha
NPUHLIMIIAX

3aKOHHOCTM, COOJIIOOEHMS INpak M CBOOOI YeJjioBeKa U
TpaxIiaHMHa, I[IpaB

OPUIONYECKOTO auiia, HEe3aBUCUMOCTHU BKCIIepTa,
ODBEKTUBHOCTHU,

BCeCTOPOHHOCTM M IIOJIHOTEI MCCJ’I@,HOB&HMIZ, IIPOBOOVIMEIX C
MCIIOJIBb30BAHMEM

COBPEMEHHBIX ,HOCTI/DKGHI/HZ HayKM 12! TeXHNUKM,
OTBeTCTBEHHOCTU

bemepalZIbHOTO TOCYINAaPCTBEHHOTO OIXETHOTO YyUPEeXIeHMS IO
IPOBEOEHUIO



SKCIEePTMU3E JIEKAaPCTBEHHEIX CPEOCTE M DKCIEPTOB 3a
IpoBeIeHue u

Ka4deCTBO OJOKCIIEPTUMS3EHI.

2. JOKCcHepTMsa JeKapCTBEHHBIX npenapaTos s
MENUUIMHCKOT'O

[IPMMEHEeHMa BKJIOUaeT B cebga:

1) oskcnepTu3ly HOOKYMEHTOB, IpelCcTaBJIEHHBIX oJs
onpenesieHund

BOBMOXHOCTM pPaCCMaTpMBAThL JIEKAPCTBEHHBYM OpenapaT s
MENUUIMHCKOT'O

IPUMEHEHUd IIPM OCYWECTBJIEHUM IOCYyIapCTBEHHOM peruMcTpalumu B
KadecTBe

opbaHHOTO JIEKAPCTBEHHOTO MpelnapaTa;

2) DKCIEePpTU3y IpenJIoXeHHBIX METOIOB KOHTPOJIS
KauecTBa
JIEKAPCTBEHHOT'O CpencTBa u KayecTRBa npencTaBJIEHHBIX
0bpaslOoB

JIEKapPCTBEHHOTO CpencTBa C MCIOJIb30BaAHMEM D3TUX METOIOB
(najiee -

SKCIIepTM3a KadecCTkBa JIEKapCTBEHHOTI'O Cp@HCTBa);

3) DBKCHEePTM3y OTHOUWEHMS OXMIAEMOM IIOJIb3E K
BO3MOXHOMY PUCKY

IIPMMEHEHNMA JIEKAPCTBEHHOTI'O IIperiapaTa.

3. OkcHnepTMsa JI€eKapCTBEHHHX IpenapaTos nJis
BETEPUHAPHOTO

NpYMEeHeHrs BKJoUaeT B cebd BKCIepTusy KauecTBa
JIEKAPCTBEHHOTO

cCpellCTBa VM 3JSKCIIePpTM3y OTHOIEeHMA OXMIOAEeMOM II0JIb3E K
BO3MOXHOMY PUCKY

IIPMMEHEHNMA JIEKApPpCTBEHHOTI'O IIpellapaTa.

(Crarea 14 B penm. OdenmepallbHOTO 3akoHa OT 22 nexabpsa
2014 r. N

429-03 - CobBpaHMe 3BaKOHOIaTeJIbCTBa Poccuickon denmepaluni,
2014, N

52, ct. 7540)



Craresa 15. demepalibHOE TOCYyHapCTBEHHOe ONnIXEeTHOEe
yupexneHue

[0 MNPOBEIEeHMUI 3KCIEPTUS3E JIEKAPCTBEHHEIX
CcpencTs

JKcHnepTM3a JIeKapCTBEHHEIX CpencTsB NPOBOOUTCH
benepalib HEIM

rocynapCTBEHHBIM OI0IXe THEIM YUypeXxageHMeM
CoOOTBEeTCTBYyHIEI'O

YIIOJIHOMOYEHHOT'O benmepanbHOTO opraHa VCIIOJIHUTEJIbHOM
BJIACTH,

CO3IJaHHBIM 1IJid OOeCledeHUS MCIOJIHEHMS IIOJIHOMOUMM BTOTO
benmepalZiIbHOTO

OpraHa IO BHIAUe pal3pelleHMM Ha [NPOBeIeHMEe KIIMHUYECKUX
MCCJIeIOBAHUM

JIEKAPCTBEHHEX IIpelrlapaTOB U (MHM) I10 PocyﬂapCTBeHHOﬁ
permcrpaumnm
JIEKAPCTBEHHEX IIpeliapaTOoB (nanee — DJOKCIIepTHOEe yqpexneHme).

Crarpsa 16. OpraHmu3aumMsa NPOBEeIeHUS SKCIEPTU3EL
JIEKAPCTBEHHBIX

CpencTs

(HamMeHOBaHMe B pen. demepalibHOTO BakKoHa OT 22 nekabps
2014 .

N 429-03 - CobOpaHHMe 3akKOoHOIATeJIbCTBa Poccuumckom Odemepaumnu,
2014, N

52, ct. 7540)

1. DxcnepTusza JIEKAPCTBEHHHIX CPeICTB IPOBOIOUTCSH
KOMMCCHEN

SKCIIEPTOB BSKCIEPTHOTO YUPEXIEeHMS, Ha3HAUEeHHOM eTo
PYKOBOIMUTEJIEM, Ha

OCHOBaAHMNM 3allaHVA Ha IIpoBelleHVe DSKCIIEPTUM3H JIEKapCTBEHHOI'O
cpencrea,

BEIJAHHOTIT'O YIIOJIHOMOYEHHBIM @enepaanMM OpraHoOM UCIOJIHUTEJIbEHOM
BJIaCTI.



PyKoBOIMUTEJIb SKCIIEPTHOTO yUupexneHMs obecrneumBaEeT
Hanjexalee

[IpOBEeIEeHUE SKCIEPTUIL JIEKAPCTBEHHHIX CPEICTB B
COOTBETCTBUM C

3alaHueM, BBIIAHHEIM YIIOJIHOMOYEHHEIM benepanbHBIM
OpTraHOM

VCIIOJIHUTEJIbHOM BJIaCTHI, M OopraHm3syeT INIoOAI'OTOBKY CBOIHOI'O
SaKJIIOUEeHNMA

5TOM KOMMCCUM. B cocTar 5BTOM KOMMUCCUM IO PEeUIeHUI
PYKOBOOMTEI S

BKCIEPTHOTO YUYPEXIOeHMsS MOTyT OHTb BKJIOUEHH B KayeCTBe
BKCIIEPTOB

Jiniia, He pa6OTawmme B IJaHHOM SKCIIEPTHOM ydypexoeHumr,
e CJIn nx

ClielaJibHEIE SHAHNMA HeOOXOOMMEI IOJIA IIpOBeIEeHMA OSKCIIEPTUM3EL
n Taxmue

SKCIIEPTEH OTCYTCTBYKT B IOAaHHOM OSOKCIIEPTHOM YUPEeXIEHVN.

2. OKCIHEepTOM IO IPOBEIEeHMI0 DSKCIEPTU3H JIeKapPCTBEHHBIX
CpencTs
ABJISETCH aTTECTOBAHHEN pPaObOTHUK BSKCIEPTHOT'O YyUpPeXIeHUd,
KOTOPBIM

uMeeT BLRICIHIEE MeIMLIMHCKOE, bapmaueBTHUECKOE,
OMoJIOTMUEeCKOe,

BETEPUMHAPHOE WM XVMMUECKOe oOpa30BaHMe U [OPOBOAUT
BKCIEPTURY

JIEKAPCTBEHHBIX CpencTB B IOpPSAOKEe MCIOJIHEHUS CBOUX
IOJIXHOC THEIX
004a3aHHOCTEN (Iajlee — BKCIEpPT) .

3. llpy OpOBEeINEeHUM DKCIEPTHU3E JIEKAPCTBEHHBIX CPENCTB
SKCIIEPT He

MOXEeT HaXOIUTbCS B KaKOM-JIUOO BaBUCUMOCTM OT Jiriia,
Ha3HadMBIIeT'O 9TV

BKCIIEPTU3Y, paspaboTumka JIEKAPCTBEHHOTO cpencrTBa MM
TPy TUX
SAaVMHTEPEeCOBAHHEIX B pe3yJibTaTaX O3SKCIIEPTM3Bl JINMI .

4. Tlpm [IpOBEeIeHUN 5KCIIEPTUS3E JIEKAPCTBEHHBIX
CpencTB He



IonyckaeTcsa ucrtpeboBaTh Yy 3BagBuTend JmMOO0  MHEIX  JIMIL
MaTepuralitl,

HeoOxXoOuMmele IJid TI[POBEIEeHUSA DBKCIEPTU3HL. B cnyuae
HeIJoOCTaTOUHOCTU

NpencTaBJIEeHHEIX B3KCIEePTy MaTeprasioB IJid JauM 3BaKJIUeHUsS
BKCIIEPT

cCTaBuUT BOIIPOC @) npeaoCcraBJIEHUNA eMy HeO0OXOIOMMEBIX
MaTeprasiIOB IIepen

PYKOBOOMTEJIEM D3KCIEPTHOTO yupexieHus, KOTOPBIM
obpauaeTcd C
COOTBETCTBYIMM 3aIpoCcoM B YIIOJIHOMOUYEHHBIM

benepalsibHBEIL OpPT'aH

VCIIOJIHUTEJIbHOM BJIaCTIl, BBEIOABUMIM 3alaHue Ha InpoBeOneHme
SKCIIEPTUMI3EL

JIEKapPCTBEHHOT'O CpencTea. YKas3aHHBM QelepalibHBIM Opr'aH
VICIIOJIHUTEJIbHOM

BJIaCTVM B TedeHMe IIATU paGqux oHeMr cO IOHA IIOCTYIIJIEHNMA
3alipoca

PYKOBOIMUTEJIA SKCIEPTHOTO YUPEeXIeHMS HaNpaBJIgeT 3agBUTEJIO
3amnpoc o

NIpencTaBJIEHUM HEOOXOIOMMEIX MaTepualiob. IaHHEM 3anpoc
MOXeT OBITH

rnepenaH yIIOJHOMOUEHHOMY MPEeNCTABUTEJI 3adBUTEJIS JIMUHO 101
pPacnmcky,

HalnpaBJIEH IO IOUTe 3akKa3HBIM [IMCbMOM WM [IepelaH B
BJIEKTPOHHOM dopMme

[0 TEeJIEKOMMYHMKALIMOHHEIM KaHaJjlaM CBA3M. B criayuae HallpaBJIEHMA
IJAaHHOTI'O

3alripoca IIo0 rnouTe 3aKa3HEBEIM IIMCBMOM OH cymTaeTcd
ITOJIYYEHHBIM I10

MCTEeUeHUM WecCTr JHEM C HDaTeH HalpaBJIeHMsa 3akasHOoT'O NMCbMa
(B penm.

demepasibHOTO 3akoHa oT 25 Hogbps 2013 . N 317-93 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2013, N 48, cT.
6165) .

4-1. BadgBuTelib ob4a3aH nIpencTaBuUTh OoTBET Ha
3anpoc



YIIOJITHOMOUEHHOTO GemepasibHOTO OpTraHa MCIOJHUTEJBHOM BJIACTHU
B CpPOK,

He IIpeBhlauMM OeBAHOCTa paboumMx IOHEM CcO IOHA €TI0
[IOJIy4YEeHNHA .

YIOJIHOMOUYEHHEM (QenepasibHBM OpIT'aH MCIOJIHMTEJIBHOM BJIaCcTH,
BHIIA BN

3allaHMe Ha IIpoBeleHMe OSKCIIEPTHM3EL JIEKAPCTBEHHOI'O CpelCTBa, B
TeueHue

naTm  paboumMx IOHEM CO IOHA MNOCTYIIJIEHMS OT 3adBUTENId OTBeTa
Ha IaHHBIM

3anpoC HalpaBJIAET TakKOo¥ OTBET B BOKCIEPTHOE YyUupexlneHue. B
ciydae

HellpeaCTaBJIEHMA 10 MCTedYeHNN OJeEBAHOCTA paGqux oHeMr
3adBUTEJIEM

oTBeTa Ha & HHBIM 3anpoc YIIOJIHOMOYEHHBIN benepalbHEM
opraH

MCIOJIHMTEJIbHOM BJIACTM, BBOABUMIM 3alaHMe Ha IpOoBeIeHUe
BKCIEPTU3EL

JIEKAPCTBEHHOT'O CPenCcTBa, B TeUYeHMe NaTy pabouux OHEeU
HanpaBJigdeT B

SKCIIEpTHOE ydpexaoeHmne yBeIoOoOMJIEHNE O HellpeaCTaBJIEHUM
3adBUTEJIEM

OoTBETa Ha 3alpoc yKasaHHOTO OopTraHa. BpemMa co 1OHA
HanpaBJIEHUSI

3anpoca SKCIEPTHOTO YyUpexXIeHMS B YIIOJIHOMOYEHHBIM
benepanbHEM OpPTaH

VCIIOJIHUTEJIbHOM BJIaCTI pate) IOHA IIOJIYUYEHNMA OKCIIEPTHEIM
YUpeXxageHMeEM

OoTBeTa Ha 3allpoC MM yBeIOMJIEHMA O HellpeICTaBJIEHUMM OTBeTa
Ha 3alripoc

He yYUUTEIBAeTCHd IIPU VCUYUCJIIEHUN Ccpoka IpOBEeneHMA
5KCIEPTM3EL
JIeKapCTBEeHHOTO cpencrea (yacTte 4-1 BBenmeHa denepalibHBM

3daKOHOM OT

25 Hoabpsa 2013 r. N 317-93 - CobOpaHue 3aKOHOIATEJILCTBA
Poccumckon

denepauum, 2013, N 48, cr. 6165).



4-2. Ecaum B coCTaBe pPeruMcTpaluMOHHOI'O HOOCbe Ha
JIEKAPCTBEHHBIM

npenapaT IOJjsg MEeOVUMHCKOTO I[PMMEHEHUSI COIEPXUTCSI
npenyCcMoTpeHHasd

crarber 18, wuyacrteo 1-1 crarem 30 m cTarTben 34
HacToamero

demepasIbHOT'O 3akKoOHA KOMNMA PelleHMd YIIOJHOMOUEHHOTO
benmepalZiIbHOTO

opraHa UCIIOJIHUTEJILHOM BJIaCTIU O npoepeeHUM
MHCIIEKTMUPOBaAHNMA

IPOU3BOOMNUTEIII JIeKapCTBEHHBIX CpencrTs, BKCIEPTYy IO
odopMIIEHIM A

PeE3IYIIBETATOB SKCIIEPTUI3El JIEKAPCTBEHHOI'O cpedcTiBa
InpeagoCTaBIIdeTCA B

IIopAIKe " Ha YCIIOBUAX, KOTOPERIE IIpenyCMOTPEHEL JacTAaMM

4 nu 4-3

HacToslen craTbpmM, KOIIMA 3aKJIIOUeHMA O COOTBETCTBUU
IIPOoOM3BOOAMTEIIA

JIEeKapPCTBEHHBIX CpeIncTB TpeOOBaHMUAM npaBUIl
HazgJexauem

[IPOM3BOLACTBEHHOM MNPAaKTUKM, BBIOAHHOTO YIIOJHOMOUYEHHBIM
benepalib HEIM

OpI'aHOM MCIIOJIHUTEJIbHOM BJacTu (yacTte 4-2 BBeIeHa
denmepalib HEIM
3akoHOM oT 4 wmioHga 2018 . N 140-93 - CobOpaHue

33aKOHOIJATEJILCTRA
Poccumickon Odenepaumum, 2018, N 24, cr. 3407).

4-3. BagBuresb 00O43aH NPEeOCTABUTHL B YIIOJHOMOYEHHBIM
benmepalib HEIM

opTraH UCIIOJIHUTEJILHOM BJIaCTM KOIIMIO SaAKJIIOUEHNMA O
COOTBETCTBUN

IPOU3BOOMUTEJIA JIEKAPCTBEHHHX CPENCTB TpeOOoBaHMUAM IMPABUJII
HagJjexauem

[IPOM3BOACTBEHHOM INPAaKTUKM B CPOK, He IIpeBHUIAnIMM CTa
BOCBMUIECATHU

paboumx @OHeM CcO IH4G I[OoJIydeHmus 3anpoca o ee
IpenoCTaBJIEHUN .



YIIOJIHOMOUEHHHM belepalibHBM OpI'aH MCIOJIHUTEJIbHOM  BJIACTH,
BHIIA BN

3allaHMe Ha IpoBeleHMe OSKCIIEPTHM3EL JIEKAPCTBEHHOI'O CpelCTBa, B
TeueHMe

AT paGOQMX IOHeM CcO IOHS IIOCTYIIJIEHNVA OT 3a4BUTEIJIA KOIIMU
SaKJIIOUEHNMA

O COOTBETCTBUM TMPOUBBOAMUTEIIA JI€EKAPCTBEHHEIX CPEOCTB
TpeOOBaHUAM

NpaBMJl HaJjexalleyl I[IPOM3BOAOCTBEHHOM IPaKTUKM, HallpaBJIdeT
ee B

SKCIEPTHOEe YyupexIaeHue. B ciydae HeNpenCTaBJIEeHUA
3aaBUTEJIEM B

YKaBaHHMﬁ CpPOK KOIIMM SaAKJIIOUEeHNMA O COOTBETCTBUMA
IIPOM3BOOAMTEIIA

JIEeKapCTBEHHBIX CpeIncTB TpeOOBaHMUAM npaBMIl
HazgJexauem

MIPOU3BOIACTBEHHOM NIPaKTUKNA YIIOJIHOMOUEHHEIN benepalibHBEM
opraH

MCIIOJIHMTEJILHOM BJIACTM, BHOABIMM 3amaHue Ha [IPOBeIeHUue
BKCIEPTUSEL

JIEKapCTBEHHOI'O CpelCTkBa, B TeUeHNMe II14TUu pa6quX oHeMr
HallpaBjideT B

OKCIIEPpTHOE YUypexageHure YyBeIoOMIJIEHNE O HelnpeaCTabBJIEHUN
3a4AdBUTEJIEM

KONMM 3aKJIOUeHMI O COOTBETCTBUM IIPOM3BOOMTEJIA JIEeKAPCTBEHHEIX
CpencTs

TpeOOBaHMAM [IPaBUJI HaOjexalleM [NPOM3BOINCTBEHHOM NPAKTUKU.
Bpema co

IOHS HalpaBJIEHMS 3anpoca BKCIEPTHOTO YyUYpexIeHMS B
YIIOJIHOMOUEHHEIN

benepanbHBEM OpPTaH MCIOJHUTEJIbHOM BJIACTM OO OHA IIOJIyUYEeHMS
BKCIIEPTHBEIM

yqpemneHmeM KOOI SaAKJIIOUEeHMA O cooTBREeTCTBUM
HpOMBBOﬂMTeﬂH

JIeKapCTBEHHBIX CpencTB TpeOOBaAHUAM npaBmII
HazgJexauem

HpOMBBOﬂCTBeHHOﬁ IIPaKTUKM M ypengoMJIeHMAa O ee
HellpeCTaBJIEHNMNM He



YUUTEBAETCH npm MCUYNCIIEHUU Cpoka NPOBENEeHNS
BKCIEPTUSEL

JIeKapCTBEHHOTO cpencTiBa (dyacTe 4-3 BBenmeHa dernepalibHBM
3aKoOHOM OT 4

miona 2018 r©. N 140-63 - CobOpaHmMe 3BaKOHOINATEJILCTBA
Poccurickon

benepauunm, 2018, N 24, cr. 3407).

5. JkcHonepr Opu OIpPOBEeOEHUU [IOPYYEHHOM eMy
PYKOBOOUTEJIEM

SKCIEPTHOTO YyUpPEeXIeHMS DKCIEPTU3H JIEKAaPCTBEHHOT'O CpelcTBa
ob4a3aH:

1) mpoBecTM NOJIHOE MCCJIeJOBaHME MNPelCTaBJIEHHBIX MYy
OOBEKTOR,

MaTeprajos, naThb 0BOCHOBAHHOE 17 OBDBEKTUBHOE
3aKJIOYEHMEe IO

IIOCTaBJIEHHBEIM IIepeld HMM BOIIPOCAaM jZnngs MOTUBUMPOBAHHOE
SaKJIDUEeHNME O

HEBO3MOXHOCTM I[IPOBEeIOeHUS UM BSKCIEPTUSH JIEKAPCTBEHHOTO
cpencTea,

€CJIM NOCTAaBJIEHHEIE BOIPOCH BHXOOAT 3a NOpPeneJlbl ClelMaJlbHBIX
3HaHUM

3KCIIepTa, OOBEKTHI MCCJIeIOBRaHUM 12 MaTepraJiel
HENPUIT'OOHEL WJIU

HeIOCTaTOUHH OJIS MNPOBEeIeHMSa MCCJIEeOOBaHUM U Oauu
3aKJIoUeHd Jmbo

COBpeMeHHMﬁ YPOBEHDB PazsBUTUA HayKM He I1O3BOJIAET
OTBETUTDBb Ha

IIOCTaBJIEeHHBIE BOIIPOCEL,

2) He pasrJjlallaTbh CBeIeHUud, KOTOpHE CTajM €My M3BECTHH
B CBA3U

C NpOBeIeHMEM BKCIEePTU3H JIEKAPCTBEHHOI'O CpelcTBa, a TakKxe
cBeneHus,

cocTamJigolMe TOCYOAPCTBEHHYI, KOMMEPUECKYH WM MWHYI
OXpPaHsaeMyo

3aKOHOM TamHy;

3) obecneumTb COXPaAHHOCTBL MNPelCTaBJIEHHBIX OOBEKTOB
MCCJIeIOBaHUMN



M MaTepHuaJioB.
6. OKCHepT He BIpaBe:

1) OpoBOOMTE BKCIEPTUIY JIEKAPCTBEHHOI'O CpencTBa IO
oBbpaleHMIO

HENOCPEOCTBEHHO K HeMy OpTaHM3auuy uiIn QUIUUECKUX JINULL;

2) caMoOCTOATeJIbHO COOMpaTh MaTepuaJbl IJiSd NPOBEeIeHUS
BKCIEPTU3E

JIEKAPCTBEHHOT'O CpenacCTBa,

3) HNPOBOOMTH DBKCIEPTU3Y JIEKAPCTBEHHOT'O CpencTBa B
KadecTBe

HeT'OCyIapCTBEHHOI'O 3KCIIepTa.

7. B ciydae HeOOXOOMMOCTM 3SKCIIepT BIpaBe
XOODaTaMCTBOBATE Iepen

PYKOBOIMUTEJIEM BKCIEPTHOTO YUYPEeXIeHMsS O [NPUBJIEUEeHUU K
IPOBENEHNIO

SKCIIEPTUI3HE JIEKAPCTBEHHOT'O CpeaCTBa IOpYyI'rMX OSOKCIIEPTOB.

8. Kaxmelm »sKCIepT, BXOOALMM B COCTaB KOMUCCUU
5KCIIEPTOB,

KOTOPOM [MOPYyUEeHO IMPOBEeIeHMEe BSKCIEPTU3H JIEKAPCTBEHHOTO
cpencTea,

He3aBUCHMO 1z CaMOCTOATEJIBEHO InmpoBOONMT mnccJijiegoBaHmM4a,
OLleHMBaeT

pe3yJbTaTh, I[IOJIyYeHHBE MM JIMUHO U IOPYyIMMM SKCIepTaMu, U
bopmynmpyeT

BEIBOJIEI OTHOCUTEJILHO [TOCTaBJIEHHEIX BOIIPOCOB B
npenejiax CBOUX

CIIelMaJIbHEIX SHAHWMM.

9. Pe3ynbTaTh DBKCIEPTU3B JIEKAPCTBEHHOTO CpelcTBa
odopMITATCA

3aKJIDUEHMEM KOMUCCHUM DKCIEPTOB. B 3BakJIOUEeHUM KOMUCCUMU
SKCIIEPTOB

YKasbBBATCS [IepeUeHb VCCJIeIOoBaHUM, oOBeM INPOBEOEeHHBIX
KaXIbIM

SKCIEPTOM MCCJEeOOBaHUM, YCTAHOBJIEHHBEIE KaXIbIM M3  HUX
baKTH u

CIOeJIaHHEIEe B pesyjibTaTe UCCJIeO0OBaHUM BEIBOJIEI . SKCHepT,
MHeHIe



KOTOPOTO He CcoBINazmaeT C pPelleHMeM KOMUCCHUM BKCIEepPTOB,
BIIpaBe

BEIPABUTEL CBOE€ MHEHMe B TIIMCbMEHHOU QopmMe, KOTOpoe
npuobuaercsa K

SAKJIIOUEHNVI KOMMCCUNM OJSKCIIEPTOB.

10. OxcnepTe, BXOIAIME B COCTabB KOMUCCHUMU,
npenynpexnarnTcsa o0

OTBETCTBEHHOCTM B COOTBETCTBMM C SBaKOHOIATEJIECTBOM
Poccumckonm

denepauum 3a Jauy SBakJIoyeHMud, comepxaumero
HeODOOCHOBAHHBIE UM

(l)aJ'[bCM(l)MLLMpOBaHHbIe BEIBOIEI, O YeM OHNM IIakKT IIOAOIIMCKY .

11. OnpepejsieHue ypOBHA NPOOeCCHMOHAJIbHOM MNOATOTOBKU
SKCIIEPTOB U

aTTecTalmMsa MxX Ha [NpaBO NPOBEIEeHMI BKCIEePTU3LE JIEKAPCTBEHHHX
CpencTs

OCYUWECTBJISITCS BKCIEPTHO-KBANIUOUKALMOHHEIMM  KOMUCCUAMU B
nopsanke,

YCTAHOBJIEHHOM COOTBETCTBYIMM YIIOJHOMOUEHHEIM O(emepatibHBM
opTaHoOM

VCTIIOJIHUTEJILHOM BJIACTH. YPpOBEHDb npodecCcrMoHaJIbLHOM
MIOATOTOBKMU

SKCIIEPTOB I[OIJIEXUT [IE€PEeCMOTPY YKABAHHBEIMU KOMUCCUSMU HE
pexe uem

OIVMH pa3 B II4Tb JIeT.

12. TllpaBuja OpOBeIeHUS OKCIEPTU3LE JIeKAaPCTBEHHBIX
CpelncTB u

OCODEHHOCTN BKCHIEPTM3H OTIEJIBHEX BUIOB JI€eKAPCTBEHHHX
npenapaTon

(pe@epeHTHbe JIEKAPCTBEHHEIX InpeliapaTos,
BOCIIPOM3BEe € HHBIX

JIEKAPCTBEHHEIX IMPEenapaToB, OUOJIOTUUECKUX JIEKAaPCTBEHHBIX
npenapaTos,

O1MOaHAaJIOTOBEIX (OMONONOOHEIX) JIEKAPCTBEHHEIX IIpelapaToB
(bmnoaHaJIOTOBR) ,

IoOMeOoIlaTrMUYe CKIUMX JIEKapPCTBEHHBIX IipeliapaTos,
JIEKapPpCTBEHHBIX



PacCTUTEJILHEIX IIpelapaToB, KOMOMHAaLUM JIeKapCTBEHHBIX
npenapatTos) ,

@OPMM 3aKJIIOUEHUM KOMMCCUU OKCIIEpPTOB YyCTaHaBJIMBAKTCHA
COOTBEeTCTBYIVM

YIIOJIHOMOUEHHEIM (GelepalibHbEIM OPT'aHOM MCIIOJIHMTEJIbBHOM  BJIACTU
(g pen.

demepalIbHOTO 3akKoHa OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaummu, 2014, N 52, cT.
7540) .

Crarea 17. llomadya ¥ pacCMOTpeHMEe 3adaBJIeHUS O
TOCYyOapCTBEHHOMU

permcrpaumnmM JIEKapCTBEHHOI'O IIpellapaTa OJIA

BETEPMHAPHOI'O TIIPMMEHEHNMA

1. IOns TocymapCTBEHHOM pPeIrucTpaluuy JIEKAPCTBEHHOT'O
npemnapara

IJIA BeTepPpMHaAPHOTI'O IIPVIMEHEHNMA paspa6OTqMK TakKOI'O
JIEKapCTBEHHOTI'O

npenapaTa WiIM YIOJHOMOUYEHHOEe MM IPpyIToe KpUIMYecKOoe  JIMILO
(majiee B

HacTodmeyw CcTaTbe — 3asgBUTEJDb) npencrTaBygeT B
YIIOJIHOMOUEHHEIN

benmepalib HEIM opTraH VCTIOJIHUTEJIE HOM BJIQCTH,
ocylle C TBJIISOMNM

TOCYyIapCTBEHHY permucTpaumio JIeKapCTBEHHEIX
npenapaTos oJisd

BETEPMHAPHOT'O IIPUMMEHEHMsa, B DJIEKTPOHHOM (QopMe WM Ha
BOyMaxHOM

HOCHTEJIe BasdBJIEHMEe O TOCYIapCTBEHHOMW peIrucTpalmum
JIEKAaPCTBEHHOTO

npenapaTa OJs BeTepMHAPHOTO TNPMMEHEeHMHa, a TakKxe B
nopsanke,

YCTAHOBJIEHHOM COOTBETCTBYIVM YIIOJIHOMOYE HHEIM @eﬂepaﬂbHHM
OpTaHOM



MCIIOJIHUTEJIbHOM BJIACTM, B BJIEKTPOHHOM QopMe MM Ha OyMaXHOM
HOCHUTEeJIe

HeOOXOOVMEIE IOKYMEHTH, M3 KOTOPHX GopMupyeTCs
perucTpauMoHHOe IOChe

Ha HeKapCTBeHHMﬁ nperiapaT IJjid BETEPMHaAPHOI'O IIPMMEHEHNMA.

2. B BagBJeHUM O TOCYHapCTBEHHOM perucTpaluumu
JIEKAPCTBEHHOTO

IIpelriapaTa OJiId BETEPMHAPHOI'O IIPMMEHEHNMA YKaAa3BIBAKTCA:

1) HamMeHOBaHME u ampec 3ag9BUTETA,
paszpaboTumKa u

IIPOM3BOINTEIIA JIEKAPCTBEHHOTI'O IIpellapaTa IOJIA BETEPMHAPHOIO
IIPMMEHEHNMA

M ampec MecTa OCYUWEeCTBJIEHMS NPOM3BOICTBA JIEKAPCTBEHHOTO
npemnapara

IOJIA BEeTEpPMHAPHOT'O IIPMMEHEHNMA (B cilydae HaJIM4dM4
HEeECKOJIBKMX

YYaCTHMKOB IIpoLeccCa IIpomM3BOOCTRBA HeoOXOoOMMO YKazsaThb
KaXIooI'o n3

HUX) ;

2) HauMMEHOBAaHME JIEKAPCTBEHHOTO IIpernapaTra ojsg
BETEPUHAPHOTO

IIPMMEHEHM A (MexnyHaponHoe HellaTeHTOBaHHOE, WJIN
I'pylninmMpoBOYHOE, 1Z8N%1

XVMIMYeCKoOoe ¥ TOopIroBoOe HaMMeHOBaHMH);

3) mnepedyeHb OEVCTBYIMX M BCIOMOTATEJIbHEIX BElEeCTB,
BXOOAMNMX B

COCTaB JIEKAPCTBEHHOTI'O IIpellapaTa JiA BeTEepPMHAPHOIT'O
IIPpMMEHEHN A, C

YKa3aHrMeM KOoJIMYeCTBa KaXIgoI'O M3 HUMX;,

4) mnexapcTeBeHHas oGopwMma, OOBUPOBKA, CIIOCOOH
BBEeIOEeHUSA u
NIpUMeHEeHUH, CPOK T'OOHOCTU JIEKAPCTBEHHOTO npenapatTa

o1
BEeTEPMHAPHOIT'O IIPVMMEHEHNMA,;
5) dapmMmakoTepanerpTMUeCcKad TpyIlna;

6) HeOOXOOVMMOCTBH IIPMMEHEHUS YCKOPEHHOM MNpOolLenypPH
SKCIEPTM3EL



JIeKapCTBEHHEIX CpencTs B esysax TOCyIapCTBEHHOMU
perucTpaumum

JIEKAPCTBEHHOT'O IIpeliapaTay

7) KOIMM IOOKYMEHTOR, NoOTBEPXIAIMX  YILJIATY
TOCYyOapCTBEHHOU

TIOIJIVIHEI 2

a) 3a npoBeIeHMEe DKCIEPTUS3E KauecTBa JIEKAPCTBEHHOTO
cperncTBa u

OKCIIEPTM3bEl OTHOIEHNMA OXMIOAEeMOM IIOJIb3El K BO3MOXHOMY PUCKY
IIPMMEHEHMA

JIEKAPCTBEHHOTO IIpenapaTa »Jsg BEeTEepPMHAPHOI'O [IPMMEHEHMS
npu ero

TOCYIapCTBEHHOM permMcTpalnu;

©) Ba BHIOAUY PEeTUMCTPALMOHHOTO YIOCTOBEpPEeHUS
JIEKAPCTBEHHOTO

npenapara;

8) Hanmume corJjacusga, OIpenycMOTPEHHOTO dYacThio 7/
HacrToduemn

craTbpmM, eCJinm C MOMEHTa permcrpaumnm pe@epeHTHoro
JIEKapCTBEHHOTI'O

IIpelriapaTa IJIA BETEPMHAPHOI'O IIPMMEHEHMA IIPOIJIO MEeHee dYeM
mecThb JieT

(B pen. OdemepanbHOTO 3akoHa oT 13 mionag 2015 r. N 241-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom demepaumm, 2015, N 29, cr.
4367) .

3. PermcTpalMOHHOE HOCbe B lLeJsax SKCIePTU3EH
JIEKAPCTBEHHOTO

npenapaTta OJg BEeTEPMHAPHOT'O NpMMeHeHMs dopMupyeTcsa U3
CJIe Oy MK

JOKYMEHTOB :

1) KOIIMA JIMMIIEeH3UM Ha IIpoM3BOOCTBO JIEKAPCTBEHHEIX
cpencTs,
BEIIAHHOV MPOM3BOOUTEJIO PETUCTPUPYEMOTO JIEKAPCTBEHHOTO
npenaparTa IJjs

BEeTEPUMHAPHOT'O IIPMMEHEHMUs, IJIg POCCUMCKUX [IPOM3BOOMUTEJIEN
(B pen.



denepanpHOTO 3akoHa oT 4 wmoHa 2018 . N 140-93 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaummu, 2018, N 24, cT.
3407) ;

2) KommM4a JIMLEeH3MM Ha [OIPOMBBOINCTBO JieKapCTBEHHBIX
CpencTs,
BEIDAHHOM TIPOMIBOOMUTEJIIO OQapMalleBTUMUECKOM CyOCTaHLuM,
BXOIALEM B

COCTaB PEermMcTPUPYEMOTO JIEKAPCTBEHHOTO IpelrapaTa Ijsg
BETEPMHAPHOTO

IPpUMEHEeHMd, IOJS POCCUMCKHUX NOpoM3BOoOMTesIeM (B pen.
denmepasIbHOTO
3akoHa oT 4 wmioHa 2018 1. N 140-03 - CobpaHue

3aKOHOIATEeJILCTBRA
Poccumckom denmepaumm, 2018, N 24, cr. 3407);

2—1) KOIIM4d IOOKYyMEeHTa, BEIOAHHOTIT'O YIIOJIHOMOUYEHHEIM
OpI'aHOM CTpPaHEL

NIPOMBBOOUTENS IJIS KaXIOM MNPOM3BOACTBEHHOM IIJIOWAIKU
PETUCTPUPYEMOTO

JIEKAPCTBEHHOT'O npenapara s BETEPUHAPHOTO
IpYMEeHEeHU u

IONTBREPXOAlIEeI'0 COOTBETCTBME [IPOMBBONUTENS JIEKAPCTBEHHOTO
npenapatTa

TpeOOBaHMAM NPAaBMJI HaJjexaley OPOM3BOICTBEHHOUN
NPaKTUKM, U e€TO0

IepeBOll Ha PYCCKMUM SL3BK, 3aBEPEeHHBEe B YyCTAaHOBJIEHHOM
nopdanke, a

TakKXe KOMNMA 3BaKJKNUEeHMSI O COOTBETCTBUM NPOUIBOOUTEIS
JIEKAPCTBEHHBIX

cpencTB TpeOOBaHMAM NPABUII HaOjiexallell [IPOM3BOINCTBEHHOU
NIPaKTUKK,

BEIDAHHOTI'O YIIOJIHOMOYEHHBEIM @enepaanbIM OpIrraHOM
VCIIOJIHUTEJIBHOM BJIACTU

OJI9 KaXIOM MNPOMB3BOINCTBEHHOM IJIOWAIKM PEeIMCTPUPYEMOIO
JIEKAPCTBEHHOTO

npenapatTta IJjigd BETEPMHAPHOTO INpPMMeHeHud, JMbO KOIuL
peumeHusa O



NPOBEIEeHNY MHCIEKTUPOBAHUSA MNPOMUBBOIUTENS JIEKAPCTBEHHBIX
CcpeIncTB,

IIPMHATOI'O YIIOJIHOMOYEHHEBEIM @eﬂepaﬂbHHM OopIraHOM
VCIIOJIHUTEJIBHOM BJIACTU

OJI9 KaXIOM MNPOMB3BOINCTBEHHOM IJIOWAIKM PEeIMCTPUPYEMOIO
JIEKaQPCTBEHHOTO

npenapatTa nJis BETEPUHAPHOT O NIpUMEeHEeHMS . YKa3aHHBE
IOKYMEHTHI

NPenCcTaBJSInTCAa B CJlydae, eCJiM NPOM3BOICTBO JIEKAPCTBEHHOTO
npemnapaTa

ocylmecTBJIgeTCcsa 3a npenejsaMm Poccumckon demepaumm (IyHKT 2-
1 BBeneH

denepasibHEIM 3akoHoM oT 4 wumonsa 2018 . N 140-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckou demepaumm, 2018, N 24, cT.
3407) ;

2-2) KONMUS HOOKYMEHTa, BHBIAHHOTO YIOJIHOMOUEHHBEM OPI'aHOM
CTPaHH

IPOU3BOOUTEIIA bapMalLeBTUUECKOM cyOCcTaHLUmUMU u
IonTeepXnaniero

COOTBETCTBME MNPOUBBOIMUTENA dapMaleBTUUECKOM CcyOCTaHLUUM,
BXOIALIEM B

COCTaB peIrmcrTpMmpyemMoro JIEKAPCTBEHHOI'O IIpellapaTa IJ14
BETEPMHAPHOT'O

IIpMMEeHEHN A, TPGGOBaHMHM IIpaBUII HaJjexallem
HpOMBBOﬂCTBeHHOﬁ

NPakKTUKM, UM eT0 IepeBOI Ha PYCCKUM S3bBK, BaBEPEeHHHE B
YCTAaHOBJIEHHOM

nopanke, B Clydae, €CJM NPOM3BOINCTBO (QapMaleBTUUeCKOU
cybcTaHuMm

oCcylleCcTBJISEeTCHS 3a npenejamm Poccumckom demepaumm (IyHKT 2-
2 BBeIeH

denmepanbHeIM 3akoHoM oT 4 wumioHa 2018 . N 140-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denmepaumm, 2018, N 24, cT.
3407) ;

3) IpPoOeKT HOPMATMBHOTO IOKYMEHTAa Ha JIeKapCTBEHHBIM
npenapatT ojsd



BETEPMHAPHOI'O IIPMMEHEHNA,;

4) IOOKYyMEHT, comepXxaumumn CIIeOynIyo
MHOOPMAa LM O
bapMalleBTUMUECKOM CyOCTaHUMM WU bapmMaleBTUUECKUX
cybCcTaHLUMUAaX,

BXOOAWMX B COCTaB JIEKAPCTBEHHOTO IIpelapaTa ojsg
BETEPUHAPHOTO

IIPMMEHEHNMA ¢

a) HaVMMeHOBaHMe OGapMaleBTUUECKOM CyOCTaHLMUM, ee
CTPYKTYPa,
obume CBOMCTBA;

0) HauMMEeHOBAHME U alpec MNPOMU3BOIUTEJIS;

B) TEXHOJIOTMA NPOMBBOACTBA C ONMCAHMEM CTaOuu
IPOM3BOACTRBA U

METOIOB KOHTPOJIS Ha BCeX CTalIudax IPOUM3BOACTBA;
) mMHbOOpMalMSa O MNPUMECHIX;
o) crneumdmralmsa Ha QapMalleBTUUYECKYD CyDOCTaHIMIO;
€) OIMCaHMe MeTOIMK KOHTPOJIS KadyecTBa;

X) pPe3yJibTaTH aHalu3a cepuyr dbapMaleBTUUEeCKOM
cybcTaHuuM;

3) IlepedeHb CTaHIOAPTHBIX o6pa3u03 i BemecTB,
VICIIOJIB3YyEMBIX IIPU

OCyHmeCTBJIEHVNM KOHTPOJIA KadeCTBay,

V) ONMCaHME XapPaKTEePUCTUK UM CBOMCTB YINaKOBOUHBIX
MaTepMaJyioB U

YKYIIOPOUHBEIX CPENCTB;
K) IaHHBEE O CTabMJILHOCTU;
JI) CPOK TOIOHOCTM, YCJIOBUSA XPAaHEHUH;

5) oTuerT o) pesyJbTaTrax IOKJIMHUUECKOT O
VCCJIeOOBaHMUda

JIEKaAPCTBEHHOI'O CpencCTka IOJId BETEPVMHAPHOI'O IIPVMMEHEHVA,

©) oTuerT o pe3yJibTaTax KJIMHUUYECKOT'O
VCCJeoOBaHMda

JIEKAPCTBEHHOI'O IIpeliapaTa OJId BEeTEPMHAPHOI'O IIPMMEHEHNMA N
KaXxagoro



B IOa XVMBOTHBIX, YKA3adHHBIX B MHCTPYKLUVNM IO BeTEPMHAPHOMY
IIPMMEHEHMIO,;

7) npoexT VMHCTPY KLU 10 BETEPMHAPHOMY
[IPUMEHEHUI

JIEKAPCTBEHHOT'O IpelaparTa, COoIepXallel clelnyille CBeIeHNUd :

a) HaMMEeHOBAaHME JIEKAPCTBEHHOT'O IIpenapaTa nIJisd
BETEPUHAPHOTO

NpUMEeHeH s (MeXOyHapOoIHOE HellaTeHTOBAaHHOe, WU
TPYHNIMPOBOUHOE, WK

XVMMMYeCKOe UM TOpIroBoe HaMMeHOBaHMH);

©) JlekapCTBeHHada bopwma C yKasaHreM
HAaVMEHOBaHUN "

KOJIMYEeCTBEHHOI'O COCTaBa ﬂeﬁCTBVDMMX BeleCTB M KadeCTBEHHOI'O
cocTaba

BCIIOMOTI'aTE€JIbHEIX BeUeCTB/,

B) OINMCaHMEe BHEWHeIO Buia JIEKAPCTBEHHOTO
npemnaparTa nJis

BETEPMHAPHOI'O IIPMMEHEHNMA,;

T) dbapMakoTepamneBTMUECKas TPYyINa JEeKAapCTBEHHOTO
npenapara O

BETEPUHAPHOT O IpMMEeHEeHMS NI yKal3aHue
"ToMeonnaTmuue cKmU

JIeKapCTBEHHBM Ipenapar";

) dapMakoOMHaAMMUKA u bapMakoOKMHE TUKA (3a
VCKJIIOUEeHMEeM
bapMakoOKMHE TUKM TOMEeOIlaTUUe CKMUX JIEKAPCTBEHHBIX
npenapaTosB "
PacTUTeNbHBIX JIeKapCTBEHHHBIX npernapaTos) WA
onmMcaHue

VMMMYyHOOMOJIOTUYECKMX CBOMCTB JIEKAPCTBEHHOT'O MpelrnaparTa;
€) IOoKazaHMda OJig IPUMEHEeHUd;
X) TNPOTMBOIOKARAHUA IJid [IPUMEHEHMUS;
3) MEepB NPeIOCTOPOXHOCTM INPU NPUMEHEHUN;

1) YyKaszsaHue BO3MOXHOCTM M OCODOEHHOCTEM MNPUMEHEHUd Yy
DepeMeHHBIX

XVMBOTHEIX, Y XMBOTHEIX B IIepron JilaKTaluum, Yy IIOTOMCTBA
XKVMBOTHEBIX ;



K) pexmuM IO3MPOBaHMUA, CIOCODO BBemeHUS U
[IPMMEHEHUS, npu

HeO0OXOOMMOCTHU BpeMsd npueMa JIEKAPCTBEHHOT'O
npemnaparTa s

BETEPMHAPHOI'O IIPMMEHEHMA, IIPOOOJIXMTEIJIbBHOCTE JISUEeHMA,

JI) BOB3MOXHEIE [OOOUHBIE IOEMCTBUSA, HeXeJlaTeJlbHEE
peakumMmu IIpu

IIPMMEHEHNNM JIEKAPCTBEHHOI'O IIpelriapaTa IJId BeTePVMHAaPHOI'O
IIPMMEHEHNMA,;

M) CMMIITOMEl I[I€PEeHO3UPOBKM, MEpPH [0 OKa3aHMI
[TOMOIIM npu

nepenosrpoOBKe;

H) B3aMMOIEMCTBME C OPYI'MMM JIEKAPCTBEHHBMM IpernapaTaMu
u (unm)

KOpMaMM,;

0) GOopMBI BEHIIyCKa JIEKAPCTBEHHOI'O IIpenapaTa IJid
BETEPUHAPHOT'O

IIPMMEHEHNMA,;

1) ykKasaHue (npm HeobXOoIOMMOCT) ocobeHHOCTEN
oericTBUA

JIEKAPCTBEHHOT'O IpernapaTa OJjs BETEePMHAPHOTO I[PVMEHEHUS IIpU
IEPBOM

npmueMe WM NPpM eT'0 OTMEHE;

p) omnmcaHue (Ipu HeOoOXOOMMOCTM) HOENCTBUM
BETEPMHAPHOTO Bpada

(BeTepuHapHOToO OQesipamepa), MHOT'O CclIelMajaucTa B o0JjlacTu
BeTEepMHAPUY,

BJIaOeJiblla XMBOTHOTI'O IIPpM IIPOIIyCKe IIpreMa oOnHOM jZnngs
HEeCKOJIbKMX O3

JIEKAPCTBEHHOT'O IIpellapaTa OJId BeEeTEePMHAPHOI'O IIPpUMMEHEHMA,

c) CPOK T'OOHOCTN "n YKaszsaHume Ha 3ariperT
IIPMMEHEHMA

JIEKAPCTBEHHOT'O IIpeliapaTa OJIA BEeTEePMHAPHOI'O IIPpMMEHEHMA I10
ncreyeHmm

CpokKa TOINHOCTH;

T) YCJOBMSA XPaHEHUS;



y) YKasaHMe Ha HeOOXOIOMMOCTb XPaHeHMS JIeKapCTBEHHOIO
npenapara

IOJIS BETEPMHAPHOTO MNPMMEHEHMAI B MeCTax, HeIOCTYINHHBX IJig
meremn;

b)) ykazaHue (npm HeOoOXOOMMOCTH) CIielMaJib HEX
Mep

IIpegOoCTOPOXHOCTHU Inpn YVHUUTOXESHUN HelCIIOJIb30BaAHHBIX
JIEeKapCTBEHHEBIX

IpenapaToB IJiSd BETEPMHAPHOTO NIPMMEHEHMUS;

X) CPOKIM BO3MOXHOTI'O VCIIOJIBE3OBAHMA IIpoOoyKUMM
KMBOTHOTI'O

NPOUCXOXIEHNS [I0CJIe BBEIEHUS XMBOTHOMY JIEKAPCTBEHHOTO
npenaparTa Iojsd

BETEPMHAPHOI'O TIIPMMEHEHMA,

1I) YCJIOBUA OTIIYCKA;

4) HaAMMEHOBAHUS n ajgpeca IIPOVMBBOOCTBEHHEIX
IIJIoHMa oK
IIPOoOM3BOOAMTEIIA JIEKaApPCTBEHHOTI'O InpelriapaTa IOJIA
BeEeTEPMHaAPHOTI'O

IIPVIMEHEHNMA ;

1) HaMMEeHOBAaHMe, anpec OopraHM3aluM, YIOJHOMOUEHHOU
nepxareseM

NNz BlilaeJibleM pPermMcrTpalMOHHOT O YOOCTOBEPEHMA
JIEKapPCTBEHHOTI'O

IIpeliapaTa Ha IIPpMHATHE HpeTeHBMﬁ oT HOTp@@MTeHH;

8) NPOEeKTH MAaKeTOB IIEPBMUHOM YHIAKOBKM ¥ BTOPUUHOU
YIIaKOBKU

JIEKAPCTBEHHOTI'O IIpeliapaTa OJId BEeTEPMHAPHOI'O IIPVMMEHEHMA,

9) crnenyomye CBEIEeHUS o JIEKAPCTBEHHOM
npernapare J1s1

BETEPUHAPHOTO IPUMEHEHUS:

a) onucaHwue u cocTas JIEKAPCTBEHHOTO
npemnaparTa nJist

BEeTEPMHAPHOIT'O IIPVMMEHEHNMA,;
0) onmucaHme OQapMalleBTUUECKOM pa3paboTKy;

B) OIIMCaHMue InIpoumecca IMIIpom3BOOCTBa M €I'O KOHTPOJIA/,



I') ONMCaHMe KOHTPOJIS KPUTUUECKUX cTanum
[IPOM3BOLACTBA n

[IPOMEXYTOUHOM NPONYyKLWM;

II) HaVvMeHOBaHMSI M ajpeca paspaboTuuvka, JepXxaTesd WiIu
BJIazeJiblia

PETUCTPALMOHHOTO YIOCTOBEPEHUI JIEKAPCTBEHHOTO
npemnapara,

MNPOMBBOIACTBEHHBIX I[IJIOMANOK [POM3BOANTENS JIEKAPCTBEHHOTO
npemnapaTa

IOJI9 BETEPMHAPHOTO NpuMeHeHUA (B pen. demepalibHOT'O 3akKoOHa OT
13 wmoonga

2015 . N 241-93 - CobpaHHMe 3aKOHOINATeJIbCTBa POCCUMCKOM
denepaunmn,

2015, N 29, cr. 4367);
e) bapmaueBTMUEeCKasa COBMECTUMOCTD;
X) MUKPOOMOJIOTUUECKME XAPAKTEPUCTUKU;

3) MaTepuaJibHBIM OajlaHC OJda [IPOM3BOLNCTRBA cepun
TOTOBOTO

NponoykKTa;

M) ONMCaHMe XapPaKTEePUCTUK ¥ CBOMCTB YIIaKOBOUHBIX
MaTeprajioB U

YKYIIOPOUHEIX CpencCTB,

K) IHOOKYMEHTAaJIbHOEe IMNOATBepXIeHMe (BajMmalMusda) IIPpOLEeCCOB
u (113111)

nxX OLEeHKay

J1) TpebOoBaHMA K KadeCTBY BCIIOMOT'ATEJIbHBIX BEIIECTB
(cepTudbukaT,

crneuuduUKalMsa Ha BCIOMOT'aTeJibHBIE BellecTBa UM UMX OOOCHOBaHUE) ;

M) dHaJIMTM4dYeCKHMe MeTOIMKI, VMCIIOJIbE 3y EeEMEBIE Inpnm
OCyleCTBJIEHUNN

KOHTPOJIA KadueCTBa BCIIOMOTI'dTE&JIbHBEIX BelleCTB/,

H) IOOKYMEHTAaJIbHOE TIOATBEPXIEHMUE (Rammmanmsa)
aHaAJIMTUUE CKUX
MeTOInK, VICIIOJIb By EeMBIX HpM OCyleCTBJIEHUNN KOHTpOHH
KauecTRa

BCIIOMOTI'aTeJIbHBIX BelleCTB/,



0) wmHbOpMaLMA o6 MCIIOJIb30BAHUU BCIIOMOT'aTeJIbHBIX
BEUIECTB

JeJIOBEeUWEeCKOTI'O M XMBOTHOI'O IIPOMCXOXIEHMA,

n) wmHbopMmalusa 00 MCIOJIB30BAHUM HOBBIX BCIIOMOT'ATEJIbHBIX
BEleCTB;

p) TpeboBaHMUA K KadeCcTBYy JIEKAPCTBEHHOTO
npenapara oJida

BETEPUMHAPHOTO NPUMeHeHUud (cepTudmkaT, cCcraeurmdmukalmd Ha
JIeKapCTBEHHBIN

npernapaT M ux OOOCHOBAHME) ;

C) aHaAJIUTUUECKME MEeTOOMKM, MCIOJIb3yeMble IIpu
OCylleCTBJIEHUU

KOHTPOJIS KadecTBa JIEKapCTBEHHOI'O Ipelaparta s
BETEPUHAPHOTO

IIPVIMEHEHNMA ;

T) IOOKYMEHTAJIbHOE IMOAOTBEPXIEHME (Banmmmalms)
aHAJIUTMUECKUX
MeTOoOIUK, MCIIOJIb 3y EeMBIX npu ocylueCcTBJIEHUNU KOHTPOJISA
KauecTBa

JIEKApPCTBEHHOI'O IIpellapaTa OJIA BEeTEePMHAPHOI'O IIPVMMEHEHVA,

y) IOKYMEHT, MOITBEepXIanlMi KadeCTBO JIEKAPCTBEHHOTO
npemnapara

Tpex MPOMEBIJIEHHEX CepUM (MNPOTOKOJI aHajMza UK CcepTudmxKaT
aHaamza) ,

onHa cepud KOTOPOTO IOOJDXKHA COBNAmaTh c cepuen
obpasua

JIEKAPCTBEHHOTO IpelapaTra, [NOOaHHOI'O Ha pPerucTpalMio;
b) xapakTepmuCTUKa IpPUMECEN;

X) IepedeHb CTaHIOAaPTHEIX oBbpasLoBs,
MCIIOJIb 3y €MBIX npu

OCYWECTBJIEHMY KOHTPOJIS KadyeCTBa JIEKAPCTBEHHOTO
npenaparTa IJis

BEeTEPMHAPHOT'O IIPVMMEHEHNMA,;

1) IaHHEE O CTa®uUILHOCTHU JIEKAPCTBEHHOTO
npenapara IS

BEeTEPMHAPHOI'O IIPMMEHEHNMA,;



10) xomnmsa OOKYyMeHTa, coIepXalWero MHOOPpMaLMIo O HaJIMuuM
mnm  ob

orcyTCcTBUM (GaKTOB perucTpaumumu JIEKAPCTBEHHOTO
npenapartTa oJisd

BETEPUHAPHOTO IMPYMMEHEeHMd 3a HpelejylamMu Poccurickon demepallun;

11) corjacme B NOMCBMEHHOM GopmMe, NOpPedyCMOTPEHHOe
yacTbeio 7

HacToAuWeM CcTaTby, B ciydae perucTpaumnumn
BOCIHPOMBBEOEHHOTO
JIEKAPCTBEHHOTO IpenapaTta (B pen. demepallbHOT'O 3aKOHaA OT
13 wuwomna
2015 . N 241-93 - CobpaHHMe 3aKOHOINATeJIbCTBa POCCUMCKOM
denmepauny,
2015, N 29, cr. 4367);

12) xomnmsa @OOKyMeHTa Ha PYCCKOM A3BIKE,
3aBEPEHHOTO B

YCTAHOBJIEHHOM IIOpPAOKE M IIoOATBepXIaKmleI'O IMIPaBOMOYHOCTDB
3aABJIEHMA O

TOCYIapCTBEHHON perucTpaumumn JIEKAPCTBEHHOTO
npenaparTa J1s1

BETEPMHAPHOT'O IPUMEeHeHUsa (OOBEPEeHHOCTH) .

4. Tlpn [IpOBEOEeHUN YCKOPEHHOM IpOoLenyPhl
SKCIEePTU3H

JIEKAPCTBEHHOI'O IIpeliapaTa OJId BETEPMHAPHOI'O IIPMMEHEHNVA B
nmeijax ero

TOCYyIapCTBEHHOM perucTpaumun MOXeT IpencraBJigATbCH
nHdopmMaLmg,

IOJTydeHHAad NpM NPOBEINEeHUM KJIMHUUECKMX MCCJIeOOBAHUN
JIEKAPCTBEHHOT'O

npenapaTta ¥ oOnyoOJMKOBAHHASA B CIeUMaJM3UPOBAHHBIX [IedaTHHIX
U3TAHUAX,

a TaKXxe JOKYMEHTEI, comepxaumye pre3syJibTaTel
nccijiegoBaHM4A

OMOBKBUMBAJIEHTHOCTU JIEKaApPCTBEHHOT'O IIpeliapaTa IJIA
BeTEepPMHAPHOT'O

IIPMMEHEHNMA .



5. Ha »KCHepTMsy PasJIMUHEX JIeKapPCTBEHHEX (QOPM OIHOIO U
TOT'O Xe

JIEKapCTBEHHOI'O IIpelriapaTa IOJIA BeTepMHAPHOI'O IIPMMEHEHMA
3a4BUTEIIb

IpencTaBJigeT OTHEJIbHBEIE 3adBJIEHUS M PEeTrMCTPalMOHHEIE IOOCbe Ha
KaXIyIio

JIEKAPCTBEHHYID (QopMmy. [IpM YyCJIOBUMM OIJHOBPEMEHHOM NOoImadu Ha
BDKCIEPTUIY

OOHOM JIEKAPCTBEHHOM (QOPMEl C Pa3JIMUHBIMKM  IJO3MPOBKON,
KOHIleHTpaluuen,

OOBEMOM 3aABUTEJNIbE [NPEeNCTAaBJIgeT ONHO 3adaBJIeHME U
perMcTpaluroOHHOe

IOChbe C MNPUJIOXEHMEM MAaKeTOB YIIaKOBOK Ha KaxIyln IO3UPOBKY,
KaXxIyio

KOHLEHTPAUMKL, KaXIbEM OOBEeM M KaxIoe KOJIMYeCTBO O3 B
YIIaKOBKeE.

6. 3agBuTesqb BIPaBe MNPencTaBUTL 10 COOCTBEHHOM
VMHULIMATUBE

BMECTe C BasBJIEHMEM O TOCYHOapCTBEHHOM peTrucTpalumumn
JIEKAPCTBEHHOT'O

npernapaTa IJisd BEeTEPUMHAPHOTO IPUMEHEeHUS IJOKYMEHTH,
nonTBepXIalre

yIJjlaTy T'OCYyIapCTBEHHOM IMOWJIMHEL M yKasaHHBE B I[OyHKTe 7/
yactu 2

HacTodweM cCcTaTbM. B cilydae UMX HeNpeICcTaBJIeHUSA
COOTRBETCTRYIIOUUN

YIIOJTHOMOUYEHHEM GenmepaJibHEM OPTaH MCIOJIHUTEJIBHOM  BJIACTHU
IpoBEPHAET

bakT yIJiaTe 3agBUTEJIEM TOCyIapCTBEHHOM TTOUIJIMHEL
IOCpenCcTBOM

VCIIOJIB30BaHMA MHOoOpMaumm 00 yrjare TOCYIODapCTBEHHOM
TIONUJIVHEL,

comepxauemncsa B T'ocymapcTBeHHOMU MHOOPMAaLMOHHOM
cucTemMe o)

TOCYOapCTBEHHBIX u MYHUIMIIAJIbHBIX njarexax, Ha
OCHOBAaHUU

IpenCcTaBJIEHHBIX 3asgBUTEJIEM KONMM HOOKYMEHTOB, IOITBEPXIA0INX
yIjaTy



TOCYOAapCTBEHHOM MIOMJIMHEI.

7. He JOITyCKaeTC4d VCIIOJIB3OBAHME B KOMMEPUYECKMX
nmejax

nHbopMaUMM O pPes’yJjibTaTaxX IOKJIMHUUECKUX UCCIJIeIOBaAHUM
JIeKapCTBEHHBIX

CPeICTB U KIMHMYUECKUX MCCJIENOBAHUM JI€KapPCTBEHHEBIX
npenapaToB IJid

BETEPUHAPHOT O NIpUMEeHEeHUS, npencTaBJIEHHOM
3agaBUTEJIEM nJis

TOCYyIapCTBEHHOM perucTpalumumM JeKapCTBEHHBIX [IpernapaTos,
bes ero

COIviaCrmMAa B TedeHMe IecCcTr JIieT C IOIaTEI POCYHapCTBeHHOﬁ
permcrpaumnm

pedepeHTHOTO JIEKAPCTBEHHOTO IpernapaTta B PoccuMckoM
denmepaunn.

(Crarebsa 17 B pen. denepalilbHOT'O 3aKoHa OT 22 nekabpsa
2014 r. N
429-03 - CobOpaHue BakoHOoIaTesNbCTBa Poccuuckon denmepauun,
2014, N

52, cr. 7540)

Crarpsa 18. Ilomaya M pacCMOTPEHME 3asaBJIEHUS O
TOCYIapCTBEHHOM perucTpaluy JIEKAaPCTBEHHOTO
npemnapara IJjisg MEeOUIMHCKOTO MNPVMEHEHUS

(HamMmeHOBaHMe B pen. demepalIbHOTO 3aKOHaA OT 22 nexabpsda
2014 .

N 429-03 - CobpaHHMe 3BakoHOIATeJIbCTBa Poccuyuckoy demepalumnu,
2014, N

52, cT. 7540)

1. IOnsg ToCcymapCTBEHHOM peTrucTpaluum JIeKapCTBEHHOTO
npemnapara

OJIA MeIMIVMHCKOI'O IIPVMIMEeEHEHNMA wprnomnuecroe JINIIO,
ODencTByolee B

COBCTBEHHHEIX MHTEpecax WM YIOJHOMOUEHHOE TIPeICTaBJIaTh
MHTEepEeCH



IPYyTOTO OPUIOMYECKOTO JIMila M BasaBJIdllee JIeKapCTBEHHHM
npenapaT Ha

TOCYOApPCTBEHHY PermMcTpaluion (IJajiee B HACTOAIEM CcTaTbe -
3a8gBUTEIB) ,

npencTaBJjgeT B YIHIOJHOMOUEHHHM OQenmepalibHEM OpITaH
VICIIOJIHUTEeJILHOM

BJIaCTHU, OoCylle CTBJISINM I'oOCynmapCTBEHHYIO permcrpalumno
JIEeKapCTBEHHEBIX

npernapaToB OJg MEeOUMULUMHCKOI'O IIPUMMEHEHUS, B BJIEKTPOHHOM
dopMe m Ha

OyMaxHOM HOCHUTEJe 3asaBJIEHME o TOCYyOAapCTBEHHOM
perucTpaumum

JIEKAPCTBEHHOTI'O TIIpellapaTa OJId MeIVMIIVMHCKOI'O InIprmMeHeHnd, a
TaKXe B

rnopsAanke, YCTAaHOBJIEHHOM YIIOJTHOMOUYEHHBIM benepasibHBIM
opTaHoOM

VCIIOJIHUTEJIbHOM BJIaCTl, B SHeKTpOHHOﬁ @opMe 1 Ha 6yMaXHOM
HOCcHUTeEerse

HeOOXOOMMEIE IOKYMEHTH, M3 KOTOPHX GopMMpyeTCs
perncTpalMoOHHOe IOChE

Ha JIeKapCTBEHHBM IMOpenapaT OJg MeIUIMHCKOTO I[IPUMEeHEeHUd
(B pen.

denmepasIbHOTO 3akKoOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, crT.
7540) .

2. B 3agBJeHMM O TOCYIapCTBEHHOM perucTpaluu
JIEKAPCTBEHHOTO

IIperiapaTa OJId MeIMILIMHCKOI'O IIPMMEHEHNVA YKa3bkIBalTCH:

1) HalMeHOBaHIe, ajpec 3aABUTEIIA n
IIpoM3BOOMTEIIA

JIEKaPCTBEHHOTO IIpenapaTa OJga MeOMUMHCKOTO NPUMMEeHEeHUd,
cBermeHmda 00

X perMcTpauuM B KadeCcTBe HaJIoToIJlaTesibllMKa B CTpaHe
perucTpaumumn

(o POCCUMCKUX OpUOu4YeCKMUX JINLL -
UOEHTUOUKALUMOHHEIN HOMEP



HaJioronjnarensmmka (MHH), 0JIA MHOCTPAHHBEIX DPUIOUNYECKUX JIUI[ —
cCTpaHa

perucrpauuy, HaMMEHOBAaHME perucTpupyllero opraHa,
pPerMcTpaUuOHHEIM

HOMEp, KOI HAaJIOTOoIJlaTelsbliMKa B CTpaHe perucTpaluumu
(MHKOPIIOPALMN)

I ero aHaJor) u ampec MecTa OCYyHEeCTBJIEHNUS
IPOM3BOICTBA

JIEKAPCTBEHHOTO Mpenapara (B cjydae HaJduumsa HEeCKOJIbKUX
YUYACTHUKOB

npolecca eIro TI[IPpOMBBOICTBaA HEeOOXOIMMO yKasaTb KaXIoI'o
yyaCcTHMKA B

COOTBETCTBMM C OCYIECTBJISEeMOM CcTaIuer IIPOMU3BOIACTBA)
(B pen.

denmepasibHOTO 3akKoOHa oOT 28 gnmexabps 2017 . N 425-93 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckonm denepaumm, 2018, N 1, ct. 9);

2) HauMMeHOBaHMEe JIEKAPCTBEHHOT'O IpenapaTa s
MEOUULIMHCKOTO

NpUMEHeHM s (MeXOyHapOIHOE HellaTEeHTOBAaHHOEe, WIIU
TPYHNIMPOBOUHOE, WK

XVIMIMYeCKoOoe ¥ TOopIroBoOe HaMMeHOBaHMH);

3) mnepedyeHb OEVCTBYIMX M BCIOMOT'AaTEJIbHEIX BENEeCTB,
BXOOAIMX B

COCTaB JIEKAPCTBEHHOTI'O InpeliapaTa IOJIA MeIIMIIVIHCKOI'O
IIPpMMEHEHU A, C

YKa3aHrMeM KOJIMYeCTBa KaXIgoI'O M3 HUMX;,

4) mnexapcTeBeHHas oGopwMma, OOBUPOBKA, CIIOCOOH
BBEeIOEeHUSA u

IIpMMeHEeHNA, CPOK T'OOHOCTM JIEKAPCTBEHHOI'O IIpellapaTa OJiA
MeIIVMIIVMHCKOI'O

IIPMMEHEHNMA

5) bapMakoTepalneBTHUECKAS Trpylna,
KO

aHaTOMO—TepaHeBTquCKO—XMMquCKOﬁ KHaCCM®MKaHMM,
PEKOMEHIOOBAHHOM



BceMMpHOM opTraHmM3aluMey 3OpaBOOXPaHeHMd, 3asaBJigdeMbe
IoKasz3aHuda 1OJsa

IIPMMEHEHNMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIPMMEHEHNMA,;

6) OoTCyTCTBUE HeOoOXOOMMOCTHA npenoCcTaBJIeHNS
oTryueTa o
pesynbTaTrax KJIIMHUYECKOT'O MCccyienoBaHug,
MCCJIefOBaHMA

OMOBKBMBAJIEHTHOCTY JIEKAPCTBEHHOTO Ipelapara,
paspemeHHoTo s

MENMUMHCKOT'O NpMMeHeHusa B Poccuyckom demepaumm 0Oojee
oBanuaTtm JeT,

C yKa3aHMEeM HOPMATMBHEIX [IPABOBEX aKTOB, IIOATBEPXIAKUMX
OaHHBIM CPOK

IIPMMEHEHNMA,;

7) HeoOXOIMMOCTHL OQOPMIIEHUS paspeleHrs Ha BBO3 B
Poccumckyio

denpepanuio KOHKPETHOM napTum 3apPeTUCTPUPOBAHHBIX
(m17111)

He3aperrMCcTpMpOBaHHBIX JIEKAaPCTBEHHEBIX cpencTs,
IIpedHa3Ha4YEHHBIX IJIA

NIPpOBEOEHMSI BKCIEPTUS3E JIEKAPCTBEHHBIX CPEOCTB B LeJax
TOCyIapCTBEHHOM

perucTpaumumn;

8) HeoOXOIOMMOCTb NpoBeOeHUA SKCIIEPTUSH
IOKYMEHTOB,

npencTaBJIeHHBIX s onpenejyieHUS BOBMOXHOCTHU
paccMaTpuUBaThH

JIEKAPCTBEHHBIM npenapart s MEeOUUIMHCKOT'O
[IPMMEeHEHU npu

OCYWECTBJIEHUM TOCYHOapCTBEHHOM perucTpaluumu B KadecTBe
opbaHHOTO

JIEKAaPCTBEHHOTO MpernaparTa;

9) HeoOXOHOMMOCTHL IIPMMEHEHMS YCKOPEHHOM I[IpOoLelyphl
SKCIIEPTUSEE

JIEKAPCTBEHHBIX CpencTs B enax TOCYyOapCTBEHHOM
perucTpaumumn



JIEKAPCTBEHHOTO MpernaparTa;

10) xomommM HOOKYMEHTOR, I[NOAOTBEpXIalUMX YIJaTy
TOCYyOAapCTBEHHOM

TTOMJIVMHEI 2

a) Ba NpoBeIeHUe BKCIEPTU3H JOKYMEHTOB,
NperncTaBJIEHHBIX  IJId

onpenejyieHrs BO3MOXHOCTM pacCCMaTpMBAaTL JI€KAPCTBEHHBM
npenapat nojug

MEeIUILMHCKOTO NIPVMEHEHMA npu OCylleCTBJIEHUNU
TOCYyOapCTBEHHOU

perucTpaluy B KauecTBe OphaHHOTO JIEKAPCTBEHHOTO IpelaparTa;

©) 3a NpOBEeIEeHMEe DHKCIEPTU3E KaueCTBa JIEKAPCTBEHHOIO
CpencTBa U

SKCIIEPTM3El OTHOMEHNMA OXMIOAaeMOM II0JIb3El K BO3SMOXHOMY PUCKY
IIPVIMEHEHNMA

JIEKAPCTBEHHOTO IpellapaTa, paspelleHHOTO IJiS MEeIMIMHCKOTO
NPUMEeHEHM S

B Poccwurickon demepauum Oojee mOBaAuaTH JIeT, IIPU
OCyleCTBJIEHUU

TOCYDAPCTBEHHOM perucTpaluM JIeKapCTBEHHOT'O IpelapatTa;

B) Ba IpOBEeIEeHMEe 5SKCIEePTU3H KaueCTBa JIEKAPCTBEHHOTO
cpencrTtea u

OKCIIEePTM3bl OTHOIEHMA OXMIOAaeMOM I10JIb3El K BO3MOXHOMY PUCKY
IIPMMEHEHM A

JIEKAPCTBEHHOTO IpelnapaTa mJig MeIMUMHCKOTO I[IPYMEeHEeHUd
npm ero

TOCYyIapCTBEHHOM permMcTpalnu;

') 3a OpOBelIeHMEe BSKCIEePTM3H KaueCTBa JIEKAaPCTBEHHOTO
cpencrTea u

OKCIIEPTM3bEl OTHOIEHNMA OXMIOAEeMOM IIOJIb3E K BO3MOXHOMY PUCKY
IIPMMEHEHNM A

JIEKAPCTBEHHOT'O IIpelilapaTa OJId MeIIMUIMHCKOI'O IIPVMIMEHEHVA, B
OTHOIIEHMNM

KOTOpPOTIO IIPOBEOEHEL MeXIOYyHapOIHEIE MHOT'OLLIEHTPOBEIE
KIIMHMYEeCKIME

MCCJlefOBaHMa, 4YacCThb M3 KOTOPBIX NpOoBeleHa B PoCccuMCKOM
denmepaunmy,



IpM OCYUECTBJIEHUN TOCYyLapCTBEHHOM perucTpaumumu
JIEKAPCTBEHHOTO

npenapara;

11) HammMuMe corJlacuUsda MNPOUBBOOUTEJIA JIEKAPCTBEHHOTO
npenapara,

IPOM3BOACTBO KOTOPOTO OCYIEeCTBJISEeTCS 3a npenesamm
Poccumckon

denepauun, Ha npoBeneHme VHCIIEKTUPOBAHUS
IPOU3BOONUTEIIS Ha

COOTBETCTBHUE TpeOOBaHUAM npaBMJl HaJjexaluem

[IPOM3BOLCTBEHHOM
NPaKTUKK;

12) Hamuuume corJjacus, INIPeayCMOTPEeHHOT'O uYacThbio 18
HacToslen

cCTaThbM;

13) ykaszsaHMe BMIa JIEKAPCTBEHHOTIO IpenaparTa,
IpencTaBJIEHHOTO Ha

perucrpaurio (pebepeHTHHM JIEKAPCTBEHHBM Ipenapar,
BOCIPOUBBEISHHBIM

JIEKAPCTBEHHEM OpenaparT, OMOJOTUYECKUN JIEKAPCTBEHHBN
npenapar,
OMOaHAJIOTOBEIM  (OMONOHOOOHEI) JIEKAPCTBEHHBM Ipernapart

(buoaunajyor) ,

TOMEOINAaTUUECKMM JIEKAPCTBEHHBIM I[IpenapaT, JeKapCTBEHHBIM
PaCTUTEJbHEIM

npenapart) .

(JacTte 2 B pen. OdemepalibHOTO 3akoHa OT 22 nekabps
2014 r. N
429-93 - CobpaHmMe 3akoHOomaTesnbCcTBa Poccurckom denmepauun,
2014, N
52, cr. 7540)

3. PermcrTpaumMoOHHOE JOChe Ha JieKapCTBEHHBIN
npemnapart s

MEeOVUMHCKOTO IMPMMEHEHUS MpelocTaByigeTcs B bopme obmero
TEXHUUECKOTO

IoKkyMeHTa (B pexn. denepallbHOTO 3akoHa OT 22 »exabpsa
2014 . N



429-03 - CobpaHMe 3akKoHOoIaTeJbCTBa Poccumckom denmepauun,
2014, N

52, cr. 7540).

4. Paspmesl DOKYMEHTAalUUM aIMMHMCTPATMBHOTO XapaKTepa
BKJIOUAET B

cebga:

1) BasgBJeHMe O TOCYIapCTBEHHOM perucTpauumn
JIEKAPCTBEHHOTO

npenapatTta IJjdg MeOULIMVHCKOI'O IPMMEHEHMHI B DBJIEKTPOHHOU
dopmMe m Ha

OyMaxXHOM HOCHUTeJIE;

2) KOIUI IOOKYMEeHTa Ha PYCCKOM A3BIKE,
3aBEPEHHOTO B

YCTAHOBJIEHHOM IIOPAOKE n InmogTrepepXxiamnmero IIPaBOMOUYHOCTD
3aABUTEIIA

rnomaeaTh BasBJIEHME O TOCYHOAapCTBEHHOM peTrucTpalumumn
JIEKAPCTBEHHOT'O

IIpelriapaTa OJid MeIVMUIMHCKOI'O IIPVMMEHEHVA (,HOBepeHHOCTI:),‘

3) KOmMi JIMLIEH3UM Ha [IPOUMBBOICTBO JIeKAPCTBEHHBIX
CpeICcTB WIu

KOMMID 3aKJIOUeHUS O COOTBETCTBUM NPOUIBOAUTEJIS JIEKAPCTBEHHBIX
CcpencTs

TPGGOBaHMHM IIpaBUII HaJiexalem HpOMBBO,D;C'I‘BeHHOTZ IIPakKTMUKM,
BBEIITAaHHBIX

YIIOJIHOMOYEHHBEIM @enepaanbIM OpIr'aHOM VCIIOJIHUTEJIbHOM
BJIaCTI B

OTHOIIEHMNM HpOMBBO,D;CTBeHHOTZ IJICHa Ky pelrmMcrprmpyeMoIro
JIEKapPCTBEHHOTI'O

npenaparTa, B Cjydae, €CJM IPOM3BOICTBO JIEKAPCTBEHHOTO
npenaparTa

ocyumectTnusgeTrca B Poccumckom denmepauum (B pen.
demepalZIbHOT'O 3akKOHa

or 4 wmioHa 2018 . N 140-03 - CobpaHmMe 3akKOHOIDATEJIbCTBA
Poccumckon

®enepauun, 2018, N 24, cr. 3407);

4) KONMIO BEIHAHHOM YIIOJIHOMOYWEHHBIM OPIT'aHOM CTPaHH
[IPOM3BOOUTEIA



JIMLIEH3UM Ha I[POM3BOICTBO JIEKAPCTBEHHOTO IIperapaTa M ee
rnepeBon Ha

PYCCKUM S3HIK, 3aBEepPeHHbBe B YyCTaHOBJIEHHOM IOopsanKe, a
TaKXe KOIIMI

3aKJIOUEHNS O COOTBETCTBUM I[POMBBOIUTENS JI€eKAPCTBEHHHX
cpemncTs

TpeOOBaHMAM [NPaBUJI Hanjexalley NPOM3BONCTBEHHOM NPAaKTUKM,
BBIIAHHOT'O

YIIOJIHOMOYEHHBIM @enepaanblM OpraHoM UCIIOJIHUTEJILHOM
BJIaCTIM B

OTHOIEHUY MNPOM3BOACTBEHHOM IJIOWAIKM PEeTUCTPUPYEMOTO
JIEKAPCTBEHHOT'O

npemnapara, WIM KOIUID PeleHUS YIOJHOMOUEHHOTO
benepanpHOTO OpraHa

VCIIOJIHUTEJIBHOM BJIACTU O IIpOoBEeIECHUMM MHCIIEKTUMPOBAHNMA
IIpoM3BOOMTEIIA

JIEKAapPCTBEHHEX CpencCcTB, B ClIydae, eCJIM IMIpomM3BOIOCTBO
JIEKaApPCTBEHHOTI'O

npenapaTa oOCylleCTBJgeTCcd 3a npenejamm Poccumckom demepauum
(g pen.

denepanbHOTO 3akoHa oT 4 woHsa 2018 . N 140-903 -
CobpaHue

3aKOHOIaTeJbCTBa Poccumckou denmepaumm, 2018, N 24, cT.
3407) ;

5) IIPOEKT VMHCTPYKUIMM I10 MeIMIMHCKOMY IIPVMIMEHEHVIO
JIEKapPCTBEHHOTI'O

IIpeliapaTa, conepmameﬁ cilengymmre CBeIeHMA:

a) HamMMeHOBaHMe JIEKAPCTBEHHOTO npenapara
(MexOoyHapoIOHOe

HENMaTeHTOBAHHOEe, WM TPYNNIMPOBOUHOE, WM XUMUUECKOE U
TOPIOBOE

HaMMEeHOBAaHMA) ;
©) JexapCTBEeHHAad bopmMma C yKaszaHueM
HaMMeHOBAaHUMN u

KOJIMYeCTBEeHHOI'O COCTaBa ﬂeﬁCTByDMMX BelecCTB M KadeCTBEeHHOI'O
cocTaba

BCIIOMOTI'aTeJIbHEIX BelleCTB (HpM HEeOOXOOMMOCTHM KOJIMUECTBEHHOTO
cocTaBa



BCIIOMOTATeJILHEIX BEIeCTB) ;

B) ONMCaHMe BHEWHEeI'O BuIa JIEKAPCTBEHHOT'O
npenapara IS

MeIMUVHCKOI'O TIIPVMMEHEHMA,

') QUBUKO-XUMUUECKUE CBOMCTBAa (myis
panmrodpapMalleBTUUE CKUX

JIEKaPCTBEHHEIX IIPEelapaToB) ;

) dapMakoTepalleBTMUEeCKad I'pylla, KOI JIEKAaPCTBEHHOIO
npenapara

OJIS MEOMLIMHCKOTO IIPMMEHEHMs [0 aHaTOMO-TepaleBTUUYeCKO—
XVYIMUUE CKOM

KJlaccupmralmm, PEKOMEHIOBAHHOM BceMupHOM
opraHmMsaumuen

30PaBOOXPAaHEHUa, WU yKaszaHue "ToMeonaTuueCcKmUm
JIeKapPCTBEHHBIN

npenapat";

e) ObapmMakoIOMHaMMKA " bapMakKOKMHE THMKA (3a
VCKJIIOUEHMEM

bapMaKOKMHE TUKIM ToOMeOonaTUdYeCKUX JIEKAPCTBEHHBIX
npenapaTos 17

PaCTUTEJIbHEIX JIEKAPCTBEHHEIX IIPelapaToB) ;
X) TOKa3aHMA OJIS [NPVMMEHEHUS;
3) NPOTMBOIOKA3aHMSA IJIS IPMMEHEHUS;
1) MEPH NPEOOCTOPOXHOCTM NPU NPMMEHEHUU;

K) ykKal3aHue BO3MOXHOCTU u ocobeHHOCTEN
IpUMEeHEeHMS

JIEKAPCTBEHHOT'O IpernapaTa IJjg MEeOMLUMHCKOTO IIPMMEHEHUH
DepeMeHHBMU

XEHIMHAMM, XeHIMHaM¥ B I[Iepuon TPyIHOT'O BCKapMJIMBAHUS,
OeTbMH,

B3POCIJIEIMM, VIMEKIVMY XPOHMYUEeCKMEe 3aboJIeraHmUs;

JI) PexuMm OO3UMPOBaHMUSA, CIOCOOBl BBeIOeHUS U
NpUYMeHeHrs, IIpu

HeO@XOﬂMMOCTM BpeMA InprmeMa JIEKAPCTBEHHOT'O
npemnapara nJist

MeIMUIVHCKOI'O IIPMMEHEeHMA, IIPOOOJIXMTEJIBHOCTE JIEUEeHMA, B TOM
drcjie Y



IeTey OO M IIOCJIe OIOHOTO IoIa;

M) BOSBMOXHEE HeXeJlaTeJIbHEIe peaxrunm Ipm
IIPMMEHEHUN

JIEKAPCTBEHHOT'O IIpeliapaTa OJId MeIMUIMHCKOI'O IIPVMMEHEHVIA,

H) CHMMITOMEL [€PeIO3MPOBKM, MEPE IO OKa3aHU
[IOMOIIM npu

nepenosrpoBKe ;

0) B3aMMOIEMCTBME C IOPYI'MMM JIEKAPCTBEHHBIMM IpelapaTaMu
n  (mnam)

MIUIEBEIMY [IPOOYKTAaMMU;
n) GQOPMH BHITyCKa JIeKaAapPCTBEHHOT'O MperapartTa;

P) yKaszsaHue (npm HeoOXOIOMMOCTH) ocobeHHOCTEN
IencTBUda

JIEKAPCTBEHHOTO INpenapaTa Ojad MeIMUMHCKOT'O IIPUMEeHeHUS I[IpU
[IepPBOM

InprmeMe wmJjinm I11pm €ro OTMeHe;,

C) omnmcaHue (OpM HeOOXOOVMMOCTM) HOEeMCTBUM Bpada
(benpmmepa) wu

(m17mn) nauMeHTa OpM [OPOoNycKe IIpueMa OIOHOWM UIu
HEeCKOJILKMX 03

JIEKAPCTBEHHOT'O IIpellapaTa OJIAd MeIIMIMHCKOI'O IIPVMIMEHEHVIA,

T) BO3BMOXHOE BJIIMSHUE JIEKAPCTBEHHOI'O IIpeliapaTa OJId
MEeIMIMHCKOI'O

IPUMEHEHVS Ha CIOCOBHOCTHL YyIPABJISATH TPAHCIOPTHBMM
cpencreamu,

MeXaHM3MaMIM ;

y) CPOK TOIOHOCTWU 17 yKasaHue Ha 3anper
IpYMEeHEeHU

JIEKapPCTBEHHOT'O IIpellapaTa OJIAd MeIIMIVMHCKOI'O IIPVIMEHEHNMA I10
ncreyeHmm

Cpoka T'OOHOCTMU;
b) ycrnoBMS XpaHEeHUS;

X) YyKazaHMe Ha HeOOXOIMMOCTB XPaHEeHUsS JIEKAPCTBEHHOIO
npenaparta

OJ19 MEeOMLUMHCKOTO MNPMMEHEHMI B MeCTax, HEeOOCTYIHHEX IJId
meremn;



1) ykazaHue (npm HeoOXOOMMOCTH) CIIeliMaJlbHBIX
Mep

IIpegoOCTOPOXHOCTHU Inpn YVHUUTOXESHUN HelCIIOJIb30BaHHBIX
JIEeKapCTBEHHEBIX

npenapaToBR OJS MEOMIMHCKOTO NPUMEeHEeHUI;
4) YCJIOBUS OTIIyCKa;

1) HAaMMEHOBAHUA n ajgpeca IIPOVMBBOOCTBEHHBIX
IIJIOHMa oK

IIpOM3BOIOINTEJIA JIEKAPCTBEHHOTI'O IIpellapaTa;,

) HauMMeHOBaHMe, aIpec opTraHM3aluM, YIOJHOMOUEHHOMU
mepxaTeseM

MM BJIAIEJIbLEM pPermMcTpPauoOHHOTO YIOOCTOBEPEHUS
JIEKAPCTBEHHOT'O

npenapaTa IoJjd MeOUUIMHCKOI'O IIPMMEHEeHMS Ha I[IpUMHATHE
IPpEeTEeH3UM OT

norpeburens;

6) MHCTPYKLMIO o Me OVLVHCKOMY IpMMe He HIIO M
KPaTKyIo

XapakKTEepUCTUKY JIEKAPCTBEHHOTO IpernapaTa, YTBEpPXIeHHEE B
CcTpaHe

IIPOM3BOONTEIIA

7) HNPOEKTE MAaKeTOB I[I€PBUUHOM YIAKOBKM ¥ BTOPUUHOU
YIIaKOBKU

JIEKAPCTBEHHOT'O IIpellapaTa OJIAd MeIIMIMHCKOI'O IIPVMIMEHEHVIA,

8) MNPOeKT HOPMATMBHOM HOOKYMEHTALUM MM HOPMATUBHOIO
IOOKYMEHTa

Ha JIEKAPCTBEHHBIM NpernapaT Jid MeIMLUMHCKOTO MPUMMEHEeHMUI JMbOo
yKaszaHue

cooTBeTCTBylILEeY QapMaKOIEeMHOM CTaTbM;

9) HmOKYMEHT, comepXaumuy MHbOOpMalLMi O HaJIMuuMy UIu o0
OTCYTCTBUU

baxTOR permcTpauumM JEKAPCTBEHHOTO IpenapaTa 0I5
MeIMLMHCKOTO

IpUMEeHEeHMa 3a NOpepejiaMu Poccunckom demepaumu;

10) xonmM HOOKYMEHTOB, 3aBEPEHHHBIX B YCTAHOBJIEHHOM
nopsanke u



noaTBepxianmux  QaxT perucTpaumumu JIeKaPCTBEHHOTO
npenapara B

MHOCTPAHHEIX TOCYyIapCTBax B KadyecCTBe opbaHHOTO
JIEKAPCTBEHHOTO
npenapara;

11) nnaH ynpabBJIeHMS PUCKaMM IOJ8 OUOJOTUYECKUX
JIEKAPCTBEHHBIX

IIpelriapaTok IOJIA MEOVMIIMHCKOI'O IIPMMEHEHMA,;

12) mokyMeHT O cucTeMe (QapMakKoHam30pa IepXxaTessa WIn
BJIazeJiblia

PETUMCTPaUMOHHOTI'O YIOOCTOBEPEHMA JIEKAPCTBEHHOI'O IIpeliapaTay

13) ODoOkKyMeHT, NOAOTBEPXIalMM KadeCTBO JIEKAaPCTBEHHOTO
npenapatTa

Tpex MIPOMBIIJIEHHEIX CepUM (IMIPOTOKOJ aHaliM3a WM cepTudmraT
aHanamza) ,

onHa cepud KOTOPOTO IOOJDXKHA COBNamaTh c cepuen
obpasua
JIEKAPCTBEHHOTO npenapartTa nJIst MEeIMLMHCKOT O

IIPMMEHEHMHA,
InpeaCTaBJIEHHOI'O Ha IT'OCYyIapCTBEHHYI permMcTpallio.

(JacTte 4 B pen. denmepasibHOTO 3akoOHa OT 22 mekabpsa
2014 . N

429-03 - CobOpaHMe BaKOHOIATeJIbCTBa Poccuimckom denmepaluni,
2014, N
52, cT. 7540)

5. Paspen XVIMUUECKOM, bapmMaleBTUUECKOM u
OMoJIOTUYEeCKOM

OOKYMEHTAaLMM BKJIOUaeT B ce®da OOKYMEHTEH, CcoIepxalme
MHOOPMALIMIO O

bapMalLeBTUUECKOM cybcTaHLuumu u JIEKapPCTBEHHOM
npenapatTe oJisa

MeIMIIVMHCKOI'O IIPMMEHEHNU A, InpoLuecce ero IIpomM3BOIOCTBA nu
MeTOIax

KOHTPOJIA KadueCTBa, B TOM UdMCIIe:

1) xomnmio IOKYyMeHTa, comepxauero CIIeOyRIIYIO
MHOOPMAa LM O



bapmaueBTHUECKOV CyOCTaHUMM WM bapMalLeBTUUECKIMX
cybcTaHUuMuax,

BXOOAIMX B COCTAaB JIEKAPCTBEHHOI'O IpelaparTa:

a) HaVMMeHOBaHMe OGapMaleBTUUEeCKOM CyOCTaHLMUM, ee
CTPYKTYPa,
obume CBOMCTRA;

©) HaVMMeHOBaHME U aIpecC MNPOUI3BOIUTEJIHS;

B) TEXHOJIOTMA NPOM3BOLCTBA C OIMCAHMEM CTaIuMn
IpOMU3BOACTRBA U

MeETOIOOB KOHTPOJIA Ha BCeX CTalMAaX IIpOoM3BOIOCTBAy
I') omnmMcaHue paBpa6OTKM Inponecca IIpoOmM3BOOCTBAa,

II) ONMCaHMe KOHTPOJS KPUTUUECKUX cTamum
IPOM3BOLACTBA n

IPOMEXYTOUHOM NPONYyKLWN;

€) IOKyMeHTaJibHOe TMOITBepXIeHMe (BajJluIalMsda) IIPOolLleCCOB
u (117111)

X OLIeHKa;
X) CBOMCTBA UM CTPYKTypa IOEeVCTBYWIMX BENECTB;

3) XapakKTepucTuka MIpUuMecemn;

u) chneumpmrKaums Ha bapMalLeBTUUECKYI CyOCTaHLMIO
u ee
OoDOCHOBAHUE;

K) aHaJIUTUUYECKMEe MEeTOIMKM, MCIOJNb3yeMee IIPU
OCylleCTBJIEHUU

KOHTPOJIA KauecTkBa QapMalleBTUUECKOV CyOCTaHLMN;

JI) IOOKYMEHTaJIbHOEe I[OATBEepPXIeHME (Rammmanmsa)
AHAJIUTUUE CKUX
MeTOIUK, MCIIOJIb 3y EeMBIX npu oCyleCcTBJIEHUNU KOHTPOJIA
KauecTRa

bapMalLeBTUUECKOM CyOCTaHUMM;

M) pPe3yJbTaTH aHaJiu3a cepuy dapMaleBTUUeCKOMN
cybcTaHuuM;

H) I[epedeHb CTAaHIOAPTHEX O0pas3L OB WM BeElECTB,
MCIIOJIb3YEMBIX IIPU

OCyHmeCTBJIEHM KOHTPOJIA KadecCTBay,



0) OINMCaHMe XaPaKTEPUCTUK UM CBOMCTB YIaKOBOUHEIX
MaTepMraJyioB U

YKYIOPOUHEIX CPENCTB;
1) OaHHBE O CTabMJIbHOCTM (QapMaleBTMUECKOM CyOCTaHLMN;
P) CPOK T'OOHOCTH;

2) IOOKYMEHT, coIepXalmy cJenywoumme CBeIeHus O
JIeKapCTBEHHOM

IIpeliapaTe OJIAd MeOVMUIMHCKOI'O IIPVMMEHEHMA :

a) omnmMcaHye M COCTaB JIEKAPCTBEHHOT'O IperapaTa IJid
MeOVLUVHCKOTO

IIPVIMEHEHWMA ;

©) onmcaHme dQapMaleBTUUECKOM paspaboTkm (0OOCHOBAHMUE
BEIOOPA

cocTara, IMIEPBUMYUHOM YIAKOBKM M MHOTO) ;

B) TeXHOJIOTVA TIIpOoM3BOIOCTBA C OIIMCaHMEM cTanmm
IIpom3sBOOCTBa n

MeTOOOB KOHTPOJIA Ha BCeX CTaIlMAX TIporM3BOICTBA;,

T') ONnMCaHMKe KOHTPOJIS KPUTUMUECKUX CTaIulM Ipolecca
NIPOU3BOLACTRA

M [NPOMEXYTOUHOM NPOOYyKLWM;

II) HauMMeHOBaHMe ¥ aIpec MecTa OCYyLeCTBIJIEHNUS
NPOM3BOACTBA

JIEKAPCTBEHHOT'O IpernapaTa OJsg MeIOMIMHCKOTO IpMMeHeHusS (B
crydae

HaJIMdMsag HECKOJIbKMX YYAaCTHMKOB IIpollecca [NIpOoM3BOIOCTBA
HeobxXoIOmMMO

yKasaThb KaxXIoTI'O0 M3 HUX) ;
e) bapmMauerTHMUeCcKasa COBMECTUMMOCTE;
X) MUKPOOMOJIOTMYECKME XaAPaKTEePUCTUKU;

3) MaTepmaanMﬁ BajylaHC IOJIA IIpoM3BOOCTBA cepnnm
I"OTOBOTI'O

NpoOyKTa;

V) ONMCaHMe XapPaKTepUCTUK UM CBOMCTB YIIaKOBOUHEIX
MaTepMaJyioB U

YKYIIOPOUHEIX CpenacCTB,



K) IOOKYMEeHTaJIbHOEe [IOOTBEPXIEHN E (Banmmmalmsa)
[IPOLIECCOB

IpOM3BOACTRBA M (MJIM) MX OLIEHKAa;

J1) TpeOOBaHMSA K KAUeCTBY BCIOMOT'ATEJIbHEIX BEUEeCTB
(ceprTudukar,

crneundrkKaLMsa Ha BCIOMOTATEJIbHEE BelecTBa UM MX ODOCHOBAaHUE) ;

M) aHaJIMTUUECKMEe MeTOIOMKM, MCIOJIb3yeMble IIpU
oCylleCcTBJIEHUNU

KOHTPOJIA KadueCTBa BCIIOMOI'dTE&JIbBHEIX BeUeCTB/,

H) IOKYMEeHTaJIbHOEe T[OATBEPXIeHNE (BanmmImalms)
AHAJIMTHMUE CKUX
MeTOIUK, MCIIOJIb 3y EeMEBIX npu ocylmeCcTBJIEHUNU KOHTPOJIA
KauecTBa

BCIIOMOTI'aTEJIbHEIX BeleCTB;,

O) MH@OpMaHMH ob VCIIOJIE 30BaAHUN BCIIOMOTI'aTeJIbHEIX
BelecCTB

JeJIOBEeUWEeCKOI'O M XMBOTHOI'O IIPOMCXOXIESHMA,

n) mHOopMauuda OO0 MCIOJNB30BAHUM HOBBIX BCIIOMOT'aTEeJIbHEIX
BEUeCTB;

p) TpeboBaHMA K KauecTBY JIEKAPCTBEHHOTO
npemnapara s

MEeOVLIVMHCKOT'O IpUMeHeHMuda (cepTudmkarT, crneumdmrkalumsa Ha
JIEKAPCTBEHHBIN

npenapat M ux OOOCHOBAHME) ;

C) aHaAJIUTUUECKMEe MEeTOOMKM, MCIOJIb3yeMble IIpu
OCylleCTBJIEHUU

KOHTPOJIA KadecTBa JIEKaAPCTBEHHOTI'O rnperiapaTa IOJIA
MEeIMIVMHCKOI'O

IIPMMEHEHNMA ;

T) IOOKYMEHTAaJIbHOE MNOANTBEPXIEHME (Rammmanmsa)
aHaAJIMTUUE CKUX
MeTOInK, VICIIOJIb By EeMBIX HpM OCyleCTBJIEHUNUN KOHTpOHH
KauecTRa

JIEKAPCTBEHHOT'O IIpellapaTa OJIAd MeIIMUIMHCKOI'O IIPVMIMEHEHVIA,

Yy) pe3yJbTaThl aHaJIM30B CepUM JIEKaPCTBEHHOTO
npenapara nomnsa

MeIMIVHCKOI'O IIPVMMEHEHMA,



b) xXapakTepuCTUKa IpUMECEN;

X) TIepedeHb CTaHIOapPTHBIX ofbpasuos,
MCIIOJIb 3y EMBIX npu

OCYIECTBJIEHUM KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO
npemnapara nJist

MeIMIVHCKOI'O IIPVMMEHEHMA,

1) IOaHHBIE O CTa®UMIILHOCTHU JIEKapPCTBEHHOTO
npenapara I0Jis

MeIMUIVHCKOTI'O TIIPVMMEHEHMA .

(UacTe 5 B pen. denepalibHOT'O 3aKOoHa OT 22 nekabpsa
2014 o. N

429-93 - CobpaHmMe 3aKOHOHaTeJIbCTBa Poccumckom denmepaunun,
2014, N

52, ct. 7540)

6. Pazmen GdapMakKoJOTUUECKOM, TOKCUKOJIOTUMUECKOM
OOKYMEHTaluu

BKJIIOUAEeT B Ccebd OTUeTEl O pel3yJibTaTaxX IOOKJIIMHUMYUECKMX
MCCJIeIOBAHUM

JIEKApPCTBEHHOI'O CcpenCTkBa IJIA MeIMIMHCKOI'O IIpMMEHeHMAd, B TOM
yncriie:

1) oTueT 0 dQapMakOoIMHaAMUUECKMUX MCCIIEIOBAHUAX;
2) oTueT O GapMaKOKMHETUUECKMUX MCCIJIeIOBAHUAX;
3) oTUueT O TOKCUKOJOIMUECKMUX MCCJIEOOBAHUAX.

(UacTe 6 BBeleHa demepalibHEIM 3akKoOHOM OT 11 okTabp4A
2010 . N

271-93 - CobpaHmMe sBakoHOmaTeJIbCTBa Poccuyckou denmepauun,
2010, N

42, cTt. 5293; B pen. demepalIbHOT'O 3akoHa OT 22 nexabpsda
2014 . N

429-93 - CobpaHmMe zBakoHomaTenbCcTBa Poccunckom denmepauun,
2014, N

52, ct. 7540)

7. Paspmes KIMHMUECKOV JOKYMEeHTalMM BKJoUaeT B cebd
OTUEeTH O

pesynbTarax KIMHUUECKUX UCCIJIeOOBAHUM JIEKAPCTBEHHOTO
npenaparTa Ijs

MeIMUIVHCKOI'O IIPMMEHEHMA, B TOM 4YMCIIE:



1) oTueTH fe]e) MCCJIeOOBaHMAX
OMOOOCTYIIHOCTU u

BMOBKBUBAJIEHTHOCTHA, MCCJIEOBAHUAX, yCTaHaBJIMBAOIIMX
KOPPEeJIaumo

Pes3yJIbLTaTOB, IMOJIYYEeHHBEIX B YCJIOBMAX in vitro m in vivo;
2) OoTueThH O (AaPMaAKOKMHETUUECKUX MCCIIENOBAHUAX;

3) oTueTH O GapMaKOIMHAMMUECKUX MCCIJIeIOBaAHUAX;

4) oTyeTEl O KJIMHUUYE CKUX MCCJIeOOBaHUaX
200EeKTUBHOCTU u
6e30ImacHOCTH;

5) oTueT O NOCTPETMUCTPALMOHHOM OIBTE IIPUMeHeHUS (mIpu
HaJIM4umm) .

(JacTe 7 BBemeHa denmepasibHBEIM 3aKOHOM OT 22 mekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOoHOIaTeJIbCTBa Poccumckoum denmepauuu,
2014, N

52, cr. 7540)

8. TpeboraHMsa kK o0OBemMy MHOOpMaLMM, NIPEOOCTABJIAEMON B
cocTaBe

pPerMmcTpalulMOHHOTI'O IJOoChe, IJIA OTIOeJIbHBEIX BIIOOB
JIEKAPCTBEHHBEX

IIperapaToB IOJIA MEeIMIIMHCKOI'O IIPMMEHEHNMA
YCTAHABJIMBAKTCHA

YIIOJIHOMOUEHHEM GelepasibHEIM OPT'aHOM MCIIOJIHUTEJIEHOM BJIACTU
(uactns 8

BBeneHa denmepasibHEIM 3aKOHOM OT 22 g»nekabps 2014 r. N
429-03 -

CobpaHMe 3akKoHOIaTeJibCcTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) .

9. B OTHOmWEHMUM JI€EKapPCTBEHHEIX [IpPelnapaTos,
pPa3peleHHBX s

MEOMLMHCKOTO HNpMMeHeHusa B Poccumckom denmepauum oJee
OBamlaTM JieT

(3a MCKJIIOUEeHMEM BMOJIOTMUE CKIUX JIEKAPCTBEHHBIX
npernapaTos) ,



IONyCKaeTCH BKJIOUEHME B cocTas pazmena
bapMakoJIOTNUYECKOM,

TOKCUKOJIOTMUECKOM JOKYMEHTalUVMM ¥V pasnejia KJIMHUUECKOM
JOKYMEeHTaluunmM

BMECTO OTUeTa paszpaboTuMkKa O pel3ylibTaTax COOCTBEHHBIX
OOKJIMHMYECKUX

VUCCJIeIOBAaHUM JIEKAPCTBEHHBIX CPEICTB U KJIMHUUYECKUX
MCCJIeIOBaHUM

JIEKapPCTBEHHEIX IIpelriapaTOoB OJid MeIMUIMHCKOI'O IIPVMMEHEHNMA o630pa
Hay4YHEIX

paboT O pesyJabTaTax IOOKJIMHUUECKUX MCCJieIOBaHUM
JIeKapPCTBEHHBIX

CPeICTB U KJIVMHMUUECKUX MCCJIeIOBaHUM IAaHHBEIX JIEKAPCTBEHHBIX
npenapaTos,

B TOM UYMCJIE€ BKJIOUYAA OIBT MX NOCTPEIUCTPALUMOHHOTO MNPUMEHEHUS
(uacrTb

9 BBemeHa OdenepaJibHEIM 3aKOHOM OT 22 mekabpsa 2014 . N
429-03 -
CobpaHmMe sBakoHOmaTesJbCTBa Poccuyckoy demepaumym, 2014, N
52, cmT.
7540) .

10. Ilpwu TOCYyOapCTBEHHOM perucTpauumn

BOCIIPOM3BEe € HHBIX

JIEeKAPCTBEHHBEIX TMPEeNapaToB IJId MEOMIMHCKOTO IIPYMEHEeHUI
IOonyckaeTcsd

BKJIIOUEHME B cocTas pPazneiia @apMaKOHOPquCKOﬁ,
TOKCUKOJIOTMUECKOM

JOKYMEHT AN n pazsnejia KIMHUUYECKOU JOKYMEHTalI MM BMECTO
oTueTa

paspaboTurka O pe3yJibTaTaxX COOCTBEHHEIX IOOKJIMHUUECKMX
MCCJIeIOBaHUM

JIEKQPCTBEHHEIX CpPEenCTB ob30pa HayU4HBIX paboT @)
pesynbTaTax

IDOKJIMHMYUECKMX MCCJIeNOBaHUMY pPe@epeHTHOTO JIEKAaPCTBEHHOTO
npenaparta u

npencTaBJIeHME BMECTO KJIMHUUECKMX MCCJIeIOBaHMM B  TIOJIHOM
obwremMme,



YCTAHOBJIEHHOM prasnejioM KJIMHUYECKOM JOKYMeHTaluuM,
oTueTa O

pesyabTarax MCCJIeIOBAHUM OMOSKBUBAJIEHTHOCTH
BOCIHPOMBBEIEHHOTO

JIEKaPCTBEHHOI'O IpenapaTa IJa MeOULMVHCKOI'O IIPMMEHEHNHI.
TpebyeTcHd

npencTaBJiIeHMe OTUeTa O pel3yJjibTaTax MCCJIeIoBaHUM
OMOBKBUBAJIEHTHOCTU

BOCIIPOM3BEOESHHOI'O JIEKapCTBEHHOTI'O nmperiapaTa IJ14
MeIMIIVMHCKOI'O

[IPUMEHEHMUd, €eCJM PpPeIUCTPUPYITCS BOCIPOU3BEIEHHEE
JIEKAPCTBEHHEIE

InpelriapaTel OJId MeIIVMLIVHCKOI'O IIPVMMEHEHMA, KOTOPEIE

1) npemHasHauyeHH oJid IapeHTepPaJIbHOTO
(MoOOKOXHOTO,

BHYTPUVMMEINIEYHOI'O, BHYTPMBEHHOIO, BHYTPUIJIa3HOIT'O,
BHYTPUIIOJIOCTHOTI'O,

BHYTPUCYCTABHOT'O, BHYTPMKOPOHAPHOTO) BBEIOEHUS U
npencTaBiygioT coboun

BOIHBIE PACTBOPH;

2) mnpencTaBsgiT CcoOOM PACTBOPH IJISd IIEPOPaJIbHOTO
IPUMEHEHNS ;

3) npomu3BemeHHl B dopwme [IOPOUKOB U
JIMOPUINBATOB oJjisa

IPUTOTORJIEHMA PACTBOPOB;
4) gmBgTCa Tal3aMlu;

5) 4BJIATCSH YWHEMM MM TJIA3HEIMM JI€KaPCTBEHHBMU
npenapaTamy,

IIPOVM3BBEIEHHBIMIM B @opMe BOIOHBIX PACTBOPOB/

6) IIpedHa3Ha4YeHbB IIJIA MECTHOTI'O IIPVMIMEHEHNMA 1z
IIPMI'OTOBJIEHEL B

bopmMe BOIOHEIX pacTBOPOB;

7) npemcTaBJagiloT CcoOOM  BOIOHEIE PACTBOPB IJid
MCIIOJIb30BAHMUSA B

He

bopmMe MHTANIAUMM C IIOMOWBI HebOyJjay3epa WM B 2 KadecTke

Ha3aJIbHEIX

CripeeB, IIPMMEHAEMBIX C IIOMOIBI CXOIHBEIX yCTpOﬁCTB.



(JacTte 10 BBemeHa denmepalibHEIM 3aKOHOM OT 22 mekabpsd
2014 . N

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N
52, cr. 7540)

11. IOna ciayyaer, yKasaHHHX B IOyHkTax 1 - 3, 5 -

yacty 10

HacTodlWeM CTaTbM, BOCIPOMBBEIEHHEM JIEKAPCTBEHHBM
npenapart 01
MEOULMVHCKOI'O IIPMMEHEHMA HOOJIKEeH COoIepXaTb TaKMue Xe
BCIIOMOT'@TeJIbHEIE

BelleCTBa B TakKMX Xe KOJIMUecTBax, Kak U pebepeHTHHMN
JIeKapPCTBEHHBIN

npemnapar. Ecnu COCTaBH BCIIOMOT'ATEJIbHEIX  BEIEeCTB
pasauyanTcH,

3aAdBUTEJIb IOOJIXEH IpelCTaBMTb IOO0Ka3aTeJIbCTBa TOI'O, gTOo
VMCIIOJIbE 3y EeEMEIE

B IJaHHBIX KOHLIEHTpPalMAX BCIIOMOTI'aTeJIbHEIE BemecTBa He
BJIIMIAT Ha

OesornacHoCTbL M (MJIn) 50OEeKTUMBHOCTE JIEKAPCTBEHHOTO
npenapatTta Oojisa

MEeIOULMHCKOTIO IPpUMEeHEHMU . B cnyuae, ecnu BagBUTElb
HEe MOXeT

NIpencTaBUTh TaKMe IOoKasz3aTeJlbCTBa U () He uMeeT
JocTyla K

COOTBETCTRBYIOIMM IaHHBIM, OH IOJIXEeH IIPOBECTU
COOTBETCTRBYIIOIME

VCCJIegoBaHusa IJida IookKkasaTesbCTBa OTCYTCTBUA BIIMAHUA
PasHBIX

BCIIOMOT @TeJIbHBIX BElleCTB I BCIIOMOT'@TeJIbHBIX
YCTPOMCTB Ha

Oes0ornacHoCTbL M (MJIn) 50PEKTUMBHOCTE JIEKAPCTBEHHOTO

npenaparTa IOjs

MeIVMIVMHCKOI'O IIPMMEHEHMA B Inop4a1nxKe, YCTAHOBJIEHHOM
YIIOJIHOMOY € HHBIM

benmepalJZIbHEIM OPT'aHOM VCTIOJIHUTEJIE HOM BJIACTU (uacTte 11
BBEIEHa



denepasibHEIM 3aKOHOM OT 22 nekabpa 2014 . N 429-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denepaummu, 2014, N 52, cr.
7540) .

12. Tlpwm TOCYyIapCTBEHHOM perucTpaumun KOMOMHAaUUM
paHee
3apPETUCTPUPOBAHHEIX JIeKapCTBEHHEBIX npenapaTos s
MEeOUUIMHCKOT'O
IPYMEeHEHU OOoNnyCcKaeTCcsd BKJIIOUEHME B cocTas
paznena
bapMakoJIOTNUYECKOM, TOKCUKOJIOTMUECKOM OOKyMEeHTaluum 178
pasnerna

KJIMHUUECKOM OJOKYMEHTalVi BMeECTO OTUeTa paspa6OTQMKa O
pe3yjibTaTax

COOCTBEHHBEIX OOKJIMHUUYECKMX MCCJIeNOBAHUM JIEKAPCTBEHHBIX
cpencTB 0030pa

HAy4HBIX paboT O pe3ylibTaTaxX IOOKJIMHUUECKUX MCCJIeOOBaHUM
pebepeHTHEX

JIEKAPCTBEHHEIX IIPernapaTos, BXOOAUMX B COCTaB
KOMOMHALIM

JIEKAPCTBEHHBIX TPEernapaToB, M 00 OTCYTCTBUM MX B3aUMOIEMCTBUL
B OIHOM

JexkapcTBeHHOM GopmMme (yacTe 12 BBeneHa demepalibHBIM
3aKOHOM OT 22

nexabpsa 2014 r. N 429-903 - CobpaHMe 3akKOHOIATEJbCTBA
Poccumckon

denmepauun, 2014, N 52, cr. 7540).

13. Ha »kxcHepTMsy pPaszJIMUHBIX JIEKAPCTBEHHBEX GQOPM OHOHOTO
M TOTO

XKe JIEKapPCTBEHHOTI'O IIpellapaTa OJId MeIIMIVHCKOIO IIPVMIMEHEHM A
3aABUTEIIb

npencTaBgeT OTHeJIbHEEe BagaBJIEHUS UM PeTrUMCTPAalMOHHEE IOChe Ha
KaxIyio

JleKapCTBeHHYID QopMy. I[IpM yCJOBMM OIODHOBPEMEHHOM INOoIadM Ha
BKCIEPTU3Y

OOHOM JIEKAPCTBEHHOM QOPMBI C pPa3JIMUHEIMM IO3MPOBKON,
KOHLIeHTpaumeu,



OBDBEMOM 3BaSBUTEJIL NPEANCTaBJISEeT OINHO 3asaBJIEHME U
PETUCTPALMOHHOE

IOoChbe C T[PUJIOXEHMEM MaKeTOB YIakKOBOK Ha KaxIyln IO3UPOBKY,
KaxIyio

KOHLEHTpalUuMi, KaxXOelM o0beM M KaxIgoe KOJMUEeCTBO D03 B
yIIakoBKeE

(uacte 13 BBemeHa denepalibHEIM 3aKOHOM OT 22 nekabpsa
2014 . N

429-03 - CobpaHue BakoHOoIaTenbCTBa Poccuuckom Odenmepauun,
2014, N

52, cr. 7540).

14. Ilpy roCcymapCTBEHHOM permcrpauum oOopdbaHHOTO
JIEKAPCTBEHHOTO

npernapaTta 3asaBUTEIb npencrTaBygeT nHboOpPMaLMIO,
HeoOxoomMmyl  IOJIS

bopmMupoBaHMS pasznena KJIVMHUUYE CKOM OOKYyMeHTAaL MM, B
obweMe,

YCTAHOBJIEHHOM YIIOJIHOMOYEHHEIM @enepaanbIM OpI'aHOM
VCIIOJIHUTEJIbHOM

Biactu (uacTtp 14 BBeneHa denmepalsibHBEIM 3aKOHOM OT 22 mexkabpsa
2014 1.

N 429-03 - CobpaHue BakoHOIaTeNlbCTBa Poccumckom demepauny,
2014, N

52, cr. 7540).

15. IIpm perucTpauum OMOJIOTUUECKOTO JIEKAPCTBEHHOTO
npenapara,

ITOJIYYEHHOTI'O nus3 KpOoBIV, I1JIa 3MEBL KpOoBU yeJioBeKa, B
cocTabe

PermMcTPalMOHHOTO IOOChE Ha JIEKAPCTBEHHHM OpenapaTr mIJid
MEeIMUVHCKOTO

IIPMMEHEHMA ITOJIKHEL OBITH InpenCTaBJIEHBl OOIIOJIHMTEJIBHO

1) B pasznene OOKYMEHTAalL UM AIOIMVHVCTPATUBHOT'O
XapakTepa
OOKYMEHT, comepXaWmy mHPopMalumio O CcyOBeKTax obpalleHusa
IOHOPCKOM

KpPOBM U (MJIM) €€ KOMIIOHEHTOB, O TOM, I'Je Ovlla OCylleCTBJIEHA
JOoHAUMUS



(kpoBM M (ManM) njasMe  KpPOBU) , a Takxe OaHHBEe 00
VHOEKLMOHHBIX

3ab00JIeBaHKAX, IlepelalMxXCsa IapeHTepallbHBEM IIyTeM,
nHbopMaL I o}

cyOpekTax obpalleHMsa IOOHOPCKOM KpOBM M (uam) ee
KOMIIOHEHTOB, B

OTHOIIEHUM KOTOPHIX OCYIECTBJISETCHd KOHTPOJIbE IJOHOPCKOM KPOBU
u (117111)

ee KOMIIOHEHTOR;

2) B pasznesyie XMMMUUECKOM, GdGapMalLeBTUUECKOM U
OMOJIOTMYECKOM

JOKYMEHTALIUN ©

a) KpUTEepUM U CIOCOOEl oTbopa, TPaHCIOPTUPOBAHUA U
XPaHeHUs

IOOHOPCKOVM KPOBU U (MUJIM) €& KOMIIOHEHTOB;

©) pes3yJIbTAaTH MCCIJIEOOBAHUM OTOOPaHHBIX IOHOPCKOM KPOBU
u (m17111)

IIJIa3MBEI KPOBUM U IIYJIOB Ha Hajinmdre BOB@yHMTeHeﬁ MH@eKHMﬁ,
BKJIIOYA A

MHOopMaLMK OO MCIOJIB30BAHHBIX METOOMKAaX MCCJIEONOBAHUM U B
ciydae

ncciyiegoBaHMA ITYyJiOB I1JIa 3MEBI KpoBM pe3yIJibTaThI
IJOKYMEHTAaJIBHOI'O

IIOOATBEPXIOEeHNVA (BaHMHaHMM) VCIIOJIBE30OBAaHHEIX MeETOIOUK,

B) TeXHMUECKME XaAPaKTEPUCTUKM YINaKOBKM IJd oTbopa
IOOHOPCKOM

KPOBM M (MJM) IJIa3Mel KPOBM, BKJOYUad MHOopMaumio 0O
JMCIIOJIb 30BaHHBIX

pacTBOpaxXx aHTUKOAT'YJIAHTOB.

(JacTte 15 BBemeHa demepalibHEIM 3aKOHOM OT 22 nekabpsda
2014 . N

429-03 - CobpaHuMe 3aKOHOIATeJIbCTBa Poccumckon denmepauuni,
2014, N

52, ct. 7540)

16. KiIvHMYECKME MCCJeIOBaHMUSA JIEKAPCTBEHHOTO
npenapara IS



MeIMUMHCKOTO IIPMMEHEeHUd B LeJigX eIo TIOoCyIapCTBEHHOMU
perucTpaumum

nporonaTca B PoccumckolM demepaluy B HOPSAOKe, YCTAaHOBJIEHHOM
CTaThbSaMU

38 - 44 nacrosawmero demepasibHOTO 3akoHa. OTueT O
[IPOBEIEHHBIX

MCCJIeOOBaHMAX BKJIIKUaAeTCHd B COCTAaB pa3nela KJIMHUUECKOM
JOKYMeHTalnM

PerMCcTPalMOHHOTO HOOChbe Ha JIEKAPCTBEHHBINM IpernapaT IJid
MEeIULVHCKOTO

[IPMMEHEHNS . s JIEKAPCTBEHHBIX penapaTos s
MEeOUUMHCKOT'O

IPUMMEHEHMS, B OTHOUEHUM KOTOPHX B Pe3yJibTaTe 3KCIepPTU3H
IOOKYMEHTOB,

npencTaBJIe HHBIX nJist ompenesieHuns BOBMOXHOCTHU
paccMaTpMBaTh

HeKapCTBeHHbITZ InpelrapatT IOJiA MeIVMIVMHCKOI'O IIPVIMEHEHNMA B
KauecTBe

opbaHHOTO JIEKAPCTBEHHOT'O Mpelapara, TakKasd BOBMOXHOCTH
nprsHaHa U B

OTHOIWEHMNM KOTOPHBIX IIpOoBeOeHbE KIIMHUMYEeCKNMEeE MCCJIedIOBaHM4A,
BEIITOJIHEHHEIE

3a npenejsiaMm Poccurickom demepaumm B COOTBETCTBUM C
npaBuIIaMmu

Hanjexamey Jj1abopaTOpPHOM HPakKTUKM M NPpaBUIIaMM HaOjexallel
KJIMHMYECKOM

NIPaKTUKU, IOONIyCKaeTCd BKJIKUEeHMEe B COCTap pas3jeia
KJIVMIHMUE CKOM

OOKYMEHTalUMM BMECTO OTuUeTa O pesyJjibTaTax KJIMHUUECKUX
MCCJIeIOBaHUM

JIEKAPCTBEHHOTI'O IIpeliapaTa OJid MeIMUIMHCKOI'O IIPVMMEHEHNMA,
IIPOBEOEHHEIX B

Poccumckon dbenepauun, oTueTa o pe3yJbTaTax
KIJIIMHNYEe CKMX

MCCJIenOBaHMM, BBIIOJIHEHHBIX 3a NpenejiaMy POCCUMCKOM
denepauum (4acThb

16 pBBezmeHa OJdezmepaJsibHBEIM 3akKOHOM OT 22 nekxkabpsa 2014 r. N
429-93 -



CobpaHmMe sBakoHOmaTesibCcTBa Poccuyuckou demepaumym, 2014, N
52, cT.

7540) .

17. 3agpuTesib BIpakBe TIPenCTaBUTb IO COOCTBEHHOU
VHULIMATUBE

BMECTe C BasBJIEHMEM O TOCYHAapCTBEHHOM peTrucTpalun
JIEKAPCTBEHHOT'O

npenapaTa IJjsg MeIMLMHCKOT'O IPUMEHEHUS IJOKYMEHTH,
nonTBepXIanime

yIJjlaTy TOCYyIapCTBEHHOM IMOWJIMHEL M yKaz3aHHele B OyHkTe 10
vyacTtmu 2

HacTodmey CcTaTbM. B cjaydyae WMX HeNpeICcTaBJIeHUA
COOTRBETCTRYIIOUUN

YIIOJIHOMOUYEHHEM GenmepaJibHEM OpPTaH MCIOJHUTEJBHOW BJIACTU
IpoBEepPHAEeT

baxT ymojgaTe TOCyIapCTBEHHOM TIOUJIMHEL 3adgBUTEJIEM
[IOCpPenCcTBOM

MCIIOJIb30BaAHUA nHbOOpPMaLIUM 06 yIJjlaTe TI'OCyOapCTBEHHOU
[IOUJIMHEL,

comepXxalemncsd B T'ocynapcTBeHHOM MHOOPMALVOHHOM
cucrTeMe o)

TOCyIapCTBEHHBIX " MYHMLMIIAJIbHBIX njarTexax, Ha
OCHOBaAHUMU

NpenCcTaBJIEHHHX 3asSBUTEJIEM KONUM INOKYMEHTOB, I[OOTBEPXIAMIMX
yIJjaTy

TOCYyIapCTBEHHOM MNOUWMHEL (YacTb 17 BBemeHa dernepalibHBIM
3aKOHOM OT 22

nexabps 2014 . N 429-03 - CobOpaHmMe 3BaKOHONATEJbCTBA
Poccumckon

denepauunm, 2014, N 52, cr. 7540).

18. He gmonyckaercsa MCIIOJIb30BaHKE B KOMMEPUYEeCKUX
neax

MH(DOpMaLU/IM O pe3ylibTaTaX IOOKJIMHUMYECKMX UCCJIeO0OBaHUM
JIEKapCTBEHHEBIX

cpelCTB I KIIMHNYEe CKUMX MCC.J'Ie,I[OBaHI/HZ JIEKapPCTBEHHBIX
npenapaToB OJisd

MeIMIMHCKOI'O IIpMMEHEHNHA, Hpe,HCTaBJ'IeHHOIZ 3a4dBUTEeIJIEM
IOJIA



TOoCyoapCTBEHHOM perucTpauuM JIeKapCTBEHHOT'O IIpernapara,
bes ero

corJlacusa B TeueHMe WeCTu JIeT C HOaTh IT'OCyIHapCTBEHHOM
perucTpaumum

pedepeHTHOTO JIEKAPCTBEHHOT'O IIpenapaTa B Poccumckomn
denmepauum (4acTb

18 BBemeHa denmepalsibHEIM 3aKOHOM OT 22 mekabpsa 2014 1. N
429-03 -

CobpaHMe 3akKoHOIaTeJNbCTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) .

19. ﬂeraTeHb BNz BllaeJiel] perrMmcrpallMOHHOTI'O
YOOCTOBEPEHNUA

JIEKApPCTBEHHOT'O Ipelapara Ha OMOTEXHOJIOTUYE CKUN I
opbaHHEM

JIEKapPCTBEHHEM IpenapaTr o6s3aH NpeloCTaBJISTh Ha BO3ME3IHOM
OCHOBE

o6pa3uu pe@epeHTHoro JIEKApPCTBEHHOTI'O InpelriapaTa
3aABUTEJIAM IOJIA

[IPpOBEOEeHMA KIMHMUUYECKUX MCclenopaHum. CToOMMOCTBb obpasua
pebepeHTHOTO

JIEKAPCTBEHHOTO npenapara, BKJIIOUEHHOTO B epeyeHhb
KMBHEHHO

HeO0OXOOMMEIX " BaxXHEMIx JIeKapPCTBEHHBEIX I[IPernapaTtoB, He
IOOJIKHA

IPEeBHIATH 3aPETUCTPUPOBAHHYIO npenenbHyo OTIIYCKHYIO
LIeHy Ha

pebepeHTHEM JIEKaQPCTBEHHE IpernapaT WM LeHYy Ha
JIEKAPCTBEHHBIN

npenapaT B CTpaHe npousBomuTesnsa (dacte 19 BBeneHa
denmepalib HEIM

3aKOHOM OT 22 gpmekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOIATeJIbCTBa

Poccumckom denmepaumm, 2014, N 52, crT. 7540).

20. 3BaspBjieHME O TOCYINAapCTBEHHOM perucTpalumn
BOCIIPOMBBEOEHHOTO

JIEKAPCTBEHHOTO NpenapaTa OJd MeOUUMHCKOTO I[IPUMEeHEHMUS
MOXeT OBTH



[IONAHO B YIOJIHOMOUEHHHM GenepalibHBEM OpIT'aH MCIOJIHUTEJIbHOM
BJIACTH,

OCylIe CTBJI SO TOCYyHOapCTBEHHYI perrcTpanmn
JIeKapCTBEHHBIX

npenapaTtos, IO MCTEUEeHMM dYeTeHpex JieT C OaTH
TOCYyOapCTBEHHOM

perucTpauumM pedepeHTHOTO JIeKapCTBEHHOTO IperapaTra B
Poccumckonm

OPenepauum (vacTtb 20 BBemeHa delnepalibHBEIM 3aKOHOM OT 22
nexabps 2014

. N 429-03 - CobOpaHmue 3aKOHOINATeJIbCTBa POCCHMCKOM
denepauum, 2014,

N 52, cr. 7540).

21. 3BasgBiyieHMe O TOCYOapCTBEHHOM perucTpaluumu
O10aHaJIoTOBOT'O

(brnonnomoBbHOTO) JIeKapCTBEHHOTO IpenapaTa (buoaHajora)
MOXeT OBIThb

NomgaHo B YIOJIHOMOUEHHEIM OGemepalibHEIM OpPIraH MCIOJHUTEJIbHOM
BJIACTH,

OCylIe CTBJI SO TOCYyHOapCTBEHHYO perucTpanmn
JIeKapPCTBEHHEIX
npenapaTos, o UCTEeUeHUN Tpex JeT C IOaTH

TOCYyoapCTBEHHOM

perucTpauum pedepeHTHOT O JIEKapCTBEHHOTO IIpernapaTra B
Poccumckonm

demepauuu (dacTb 21 BBenmeHa dermepaJlibHBEIM 3aKOHOM OT 22
nexabpsa 2014

. N 429-03 - CobOpaHmMe 3aKOHOINATeJIbCTBa POCCHUMCKOM
Senepauum, 2014,

N 52, cr. 7540).

22. ,HeraTeJ'Ib BNz BllaeJiel] peTrmMCcTPpalOHHOT'O
YOOCTOBEPEHNMA

JIEKAPCTBEHHOTO IpernapaTa NPpencTaBJISeT B YIOJHOMOUEHHBIM
benmepalib HEIM

OpT'aH MCIOJHUTEJIbBHOM BJIACTM, OCYWECTBISOIMY QYHKLMM I10
KOHTPOJIO U

HaO30py B chepe 3IpaBOOXpPaHeHus, oTueT rno
pesyJsbTaram



bapmMakoHaI30pa OAOMH pas3 B WIECTh MeCHdlleB B TeueHMe IBYX
JeTr IocJje

TOCYOApPCTBEHHOM pPeTrmMcTpalumu JIEKapCTBEHHOTO IperapaTra B
Poccumckon

denepauun, eXerogHO B TeuUeHMe IOCJenyllMX Tpex JeT U B
IaJibHeMeM

OIVH pas’ B NAThb JieT (YacTh 22 BBermeHa demepalJibHEIM 3aKOHOM
or 22

nekabpsa 2014 1. N 429-03 - CobpaHmMe 3aKOHOIATEJILCTBA
Poccumckon

benepauunm, 2014, N 52, cr. 7540).

Crarpsa 19. HpMHHTMe peleHrMd O BbBIIaYEe OJOKCIIEPTHOMY
YYpEeXxIeHMIO

3amaHMsa Ha [NpOBeIeHMe BSKCIePTU3H
JIEKAPCTBEHHOT'O

cpencTea

1. B TeueHue pmecsaTu paboumx OHEM CO IOHS NPUHATUSA
3a8aBJIeHUS O

TOCYyHOapCTBEHHOMU perucTpaumumn JIEKAPCTBEHHOT'O
npemnapara

COOTBeTCTBYDMMﬁ yHOHHOMOquHMﬁ @enepaanMﬁ opTraH
VCIIOJIHUTEJIbHOM

BJIaCTM IIpoBOIOIMUT IIPOBEPKY IIOJIHOTEI, JOCTOBEPHOCTU n
IIPaBMIIBHOCTU

O@OpMHeHMH IIpeICTaBJIEHHEIX IJOKYMEHTOB pPermMcrTpallvMMOHHOT' O
IJOCbhbe Ha

HeKapCTBeHHHﬁ IIperapaT M IIPMHMMaeT pelueHre O BeEIIAa4Ye
3alaHMnAg Ha

IIpoBeOeHNMeE

1) SKCIIEPTHV3EL IJOKYMEHTOB, npeaCTaBJIEHHBIX OJIA
onpenesyieHus

BOBMOXHOCTM pPaCCMaTpMBAaThL JIEKAPCTBEHHBYM OpenapaT s
MENUIMHCKOT'O

IPMMEHEHMUA IIPM OCYIECTBJIEHMM I'OCyIapCTBEHHOM perucTpaluu B
KadecTse



opbaHHOTO JIEKAPCTBEHHOTO MpernapaTa;

2) DKCHEepPTHU3H JI€KapCTBEHHOIT'O CpeIcTBa B UYacTu
SKCIIEePTU3E

KauecTBa JIEKAPCTBEHHOTO CpenCTBa UM BKCIEPTU3H OTHOUEHUS
OXMIIaeMOM

[MOJIb3Bl K BO3MOXHOMY PMUCKY I[IPMMEHEHMUS JIEKAPCTBEHHOT'O
npenaparTa IoJs

MeIMUIVHCKOTI'O TIIPVMMEHEHMA,

3) BKCHepTMshl JIEKAaPpCTBEHHOTO CpenacTBa B  UYacCTH
BKCIEPTU3E

KauecTka JIEKAPCTBEHHOTO CPEenCcTBa UM BKCIEPTM3H OTHOUWEHUSI
OXMIIaeMOM

MMOJIb3E K BO3MOXHOMY PMUCKY MIPMMEeHEeHMUS JIEKAPCTBEHHOTO
npenapara O

MeIMUMHCKOTO IIPMMEHEeHUd B IIOpsAlKe YCKOPEHHOM MIPOoLelypPh
SKCIEePTU3H

JIEKAPCTBEHHBEX CpelCTB B COOTBETCTBUU cO cTaTbeun 26
HacToAameIro

@enepaanoro 3aKOHay

4) DKCIOEepPTUS3E JIEKAPCTBEHHOT'O cpencrTsaa B
OTHOIEHUN

JIEKAPCTBEHHOTI'O IIpeliapaTa OJId BETEPMHAPHOI'O IIPVMMEHEHMA .

2. YHOOJIHOMOYEHHEM (enepalsibHEM Opr'aH MCIOJHUTEJIbHOMN
BJIaCTHU

yBEeIOMJIAEeT B BJIEKTPOHHOM (QopMe MM Ha OyMaXHOM HOCUTEJe
3aABUTENA U

SKCIEPTHOE ydUpexIeHMe O IIPUMHATOM pelleHMM O Bblade
3aIaHuM Ha

IpOBEOEHME BKCIEePTU3, NPEeOyCMOTPEHHHIX YaCTbI 1 HACTOAIEN
cTareM, U

B CJlydyae HeOOXOOMMOCTM O BHIAuUe pal3pelleHMs Ha BBO3 B
Poccumckyio

demepaumio KOHKPETHOM HNapTUM, cepur 3BaperucCTPUPOBAaHHBIX
u (m1g111)

HEe3aperMCTPUPOBAHHBIX JIEKAPCTBEHHEIX CPEenOCTB WM o6
oTKase B



NPOBENEHUM NPENYCMOTPEHHBIX DBKCIEPTU3 C yKa3aHMeM [IPUUKH
TaxKoIo

OTKazsa.
3. B cilydae BBEIABJIEHUA OTCYyTCTBUA IZNENZ1
HeIJOCTOBEPHOCTHU

nHbopMaumy, comepxXaleycsa B I[IpenOCTaBJIEHHBIX 3asaBUTEJIEM
IOOKyMEeHTax,

YIIOJIHOMOUEHHEM (QenepalibHbBM OpIT'aH MCIIOJIHUTEJIBHOM BJIACTU
HalnpasJgeT

3a8aBUTEJNIO 3a0poc 060 yTOUHeHMM >ToM uHbOopMauum  (majee -
3anpoc

YIIOJIJHOMOUEHHOTO (QelepalsIbHOTO OopraHa MCIOJIHMTEJIbHOM BJIACTH) ,
KOTOPBIM

MOXeT OBTb InepelaH YIIOJIHOMOYEHHOMY IIpenCcTaBmUTEJIo
3a4ABUTEJIA JIMYHO

[IOO PAacIMCKy, HalpaBJIeH II0 IIoUTe 3aKa3HBEM [IMCBMOM  WMJIU
rneperaH B

BIIEKTPOHHOM (QopMe [0 TeJIEKOMMYHMKAIMOHHEIM KaHajlaM CBI3M. B
cyaydae

HarnpaBJIeHUS 3anpoca YIIOJITHOMOUYEHHOT O benepanbpHOTO
opraHa

VCIIOJIHUTEJIbHOM BJIaCTU I10 rnouTe 3aKa3HEBEIM IIMCBMOM OH
cymTaeTcd

IIOJIYYEHHBIM 110 MCTEUEeHNMM HIeCTN OHEM C IJaTEI HallpaBJIEHNA
3aKa3HOTI'O

IIrMcCbpMa .

4. BadgaBuUTElb oba3aH npencraBuUThb oTBET Ha
3amnpoc

YIOJIHOMOUEHHOTO (enepasibHOTO OpraHa MCIOJHUTEJILHOM BJIACTU
B CPOK,

He IpeBhIIAKIMY OeBAHOCTa paboumx IOHEeM CO IOHSA ero
nonyuenmua. Cpok,

YKAas3aHHHEM B YacTM 1 HacToOdlleM CcTaTbu, IIPMOCTaHaBJIMBAETCH
CO IHHA

HaNpaBJIeHMS 3asgBUTEJIO 3alpoca YINOJHOMOUEHHOTO GenepajibHOTO
opTaHa

VCIIOJIHUTEJIBHOM BJIACTM OO IOHS IIOJIYUYEeHNAd MM COOTBEeETCTBYKRIEI'O
orBeTa.



5. OcHOBaHMEM s oTkasza B opraHmM3alLum
SKCIEepTUs,

IIpenyCMOTPEHHEIX YaCTBIO 1 HacTosamem craTbu, ABJIAEeTCHA
InIpencTraBJIeHNE

HeOOXOOMMEIX IJIA NPOBEOEHMS MNPelyCMOTPEHHBEIX BKCIepTU3
IOOKYMEHTOB B

HEIIOJIHOM OOBeMe WMJIM HelNpelcTaBJIeHMEe 3adaBUTEJIEM B
YCTAHOBJIEHHEI CPOK

OTBEeTa Ha 3alpoc YIOJHOMOUEHHOTO (erdepalZibHOTO opIraHa
MCIIOJIHUTEeJILHOM

BJIACTHU, a TaKxe npencTaBJjieHue IOKYMEHTOB, He
comepxammx

McyepIlielBanmero IIepedHA HeOOXOIOMMEIX CBEeIEeHUM.

(Crarpa 19 B pen. denmepalibHOT'O 3aKoOHa OT 22 mekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOoHOIaTeJIbCTBa Poccumckon denmepauuu,
2014, N

52, cT. 7540)

Crarepsa 20. SKCHepTMBa JOKYMEHTOB, IIpelCTaBJIEHHBEIX IIJIA
oripenejieHrMAd BO3SMOXHOCTHM paCCMaTpMBATBb
ﬂeKapCTBeHHHﬁ IIpelriapaT™ OJjid MeIMUIVMHCKOI'O

[IPUMEHEHMSS NPU OCyUEeCTBJIEHUN
TOCyIapCTBEHHOM

perucrpauuy B KadecTBe OpPOaHHOTO

JIEKAPCTBEHHOTO
npenapara
1. DxcmepTM3a OOKYMEHTOB, [IPEeICTaBJIEeHHBIX s
ompeneyieHnsa

BOBMOXHOCTM pPaCCMaTpMBAaThL JIEKAPCTBEHHBYM OpenapaT s
MENUIMHCKOT'O

[IPUMEHEHUA IIPM OCYIECTBJIEHMM I'OCyIapCTBEHHOM perMcTpaluu B
KadecTse

opbaHHOTO JIEKAPCTBEHHOTO MpernapaTa, COCTaBJIEHME KOMUCCHUEN
BKCIIEPTOB



SaKJIIOUEeHNMA O BO3MOXHOCTIU VI HeEBO3MOXHOCTU

paccMaTpMBaTh
JIEKapPCTBEHHEIN rnpenapat nJis MEeOVLVHCKOT'O
[IPpUMEeHEeHMS rnpu

OCyILEeCTBJICHUN TOCYyDapCTBEHHOM perucTpauum B KadecTse
opdaHHOTO

JIEKapCTBEHHOTI'O InperapaTa u HallpaBJIEcHME IJaHHOTI'O

3aKJIIOUEHUH B
YIIOJIHOMOUYE HHBINA benepalibHEM opraH VCIIOJIHUTEJIbHOM
BJIACTU

OCYIEeCTBJISITCS B CPOK,
coO @OH4A

IIOJIy4dYeHMA SKCII€EPTHEIM
YIIOJIHOMOUYEHHOTI'O

He IpeBbIaUMM TpMALATK paboumMx OHEU

YydYpexieHreM 3alaHNA

bemepalZIbHOT'O OpTaHa MCIOJIHUTEJIBHOM BJIACTM UM B DBJIEKTPOHHOU

bopme mnm

Ha GYMaXHMX HOCUTEJIAX HeOOXOIOMMBIX IJOKYMEHTOB, YKaAa3aHHEIX B

IIYHKTax

1, 2, 5, 6, 10 wactmy 4 wm B wuyvactm 7 cTraTtbm 18

HacTodAmeIro

demepasIbHOT'O 3aKOHa.

2. JOKYMEHTHI, comepXxammecHd B permMcTpalVOHHOM

IJOCbhbe Ha

JIEKapPCTBEHHE IIpernaparT

HOoCUTEJIAX B

OKCIIepTHOe ydypexaoeHlre
SKCIIEPTM3EL OJiA

1z IIoCcTylnpme Ha 6yMaXHHX

IJIA OCyleCTBJIEHMA nx

ornpeneJyiIieHMA BO3MOXHOCTNM pacCCMaATpPpVBaTb HeKapCTBeHHMﬁ

npenapaT IOjs

MeIIVMIIVMHCKOI'O IIPVMMEHEHM A B KauecTBe Op®aHHOPO

JIEKapPCTBEHHOTI'O

npemnapara, OOIJIeXaT BO3BPATY B  YIIOJHOMOUEHHEM

benepalsibHBEIL OpPT'aH

VCIIOJIHUTEJILHOM BJIACTU OOHOBPEMEHHO C SaAKJIIOUYEeHVMAMN

COOTBETCTBYINMX
DKCIEePTU3.

(Crarpa 20 B pen.
2014 . N

denmepalIbHOT'O 3akoOHa OT 22 mekabpsa



429-03 - CobpaHMe 3akKoHOoIaTeJbCTBa Poccumckom denmepauun,
2014, N

52, cr. 7540)

Craresa 21. PemeHMe O BO3MOXHOCTM pacCMaTpPMBATh
JIEKaPCTBEHHEM IpenapaT IpU OCYleCTBJIEHUN
TOCYIAapCTBEHHOM PerMcTpaluM B KauecTBe

OopbaHHOTO JIEKAPCTBEHHOTO IpenapaTa

1. B cpok, He NpeBHUAKIMM NOATK paboumMx IOHEM CO HOHA
[IOJIyYEeHU S

3aKJIOUeHsa, YKa3aHHOTO B uYacTu 1 craTteum 20 HacToOAWero
denepasiIbHOT'O

3aKOHAa, YIOJHOMOUYEHHEM (QenepalibHEN OpT'aH MCIIOJIHUTEJIBHOM
BJIACTU
oCylleCcTBJIgeT OLleHKY [IOJIYy4JEeHHOT'O 3BaKJINUYeHUd IOJI9

oripenejieHmrmMdad €10

COOTBETCTBMUSA 3alaHMIO Ha I[POBEeIeHMEe COOTBETCTBYWIEN
BKCIEPTUSREL U

yBeIooMJIdeT 3adBUTEIJIA B SHeKTpOHHOﬁ @opMe MJIM Ha 6yMaXHOM
HOoCcHUuTEesie O

pesyJibTaTax MNPOBEIEeHHOM SKCIEPTU3E C NPUIIOXKEeHVEM KOIUN
BKCIEPTHOTO

SaAKJIIOUEHNMA (C COXpaHeHeM KOH@MH@HHMaHbHOCTM MH@OpMaHMM O
cocTabe

BSKCIIEPTHOM KOMMCCUM) " e BO3MOXHOCTU MIIN
HEBO3MOXHOCTU

paccMaTprMBaThb HeKapCTBeHHMﬁ IipeliapaT IJIA MeIMIIVIHCKOI'O
IIPVMMEHEHM A

IpM OCYIECTBJIEHUM T'OCYINAPCTBEHHOM PerucTpaluM B KadecTBe
opbdaHHOTO

JIEKaApPCTBEHHOI'O IIpeliapaTa.

2. llpy BBIHECEHMUM KOMMUCCHMEMN BKCIEPTOB 3aKJIOUEHUS O
BO3MOXHOCTHU

paccMaTprMBaThb HeKapCTBeHHHﬁ IiperapaT IOJIA MeIMIMHCKOI'O
IIPpMMEHEHNMA



IpY OCYWECTBJIEHUM I'OCYyIapCTBEHHOM perMcTpaluuM B KadecTBe
opdaHHOTO

JIEKAPCTBEHHOT'O npernapaTa YIIOJITHOMOUEHHBIN benmepalibHEM
opraH

MCIIOJIHMTEJIbHOM BJIACTM B CPOK, He IMpeBHUanlMM OITM padboumx
OHeM CoO

IOHA IIOJIYy4YeHNnA IJAaHHOTI'O 3aKJIYeHMd, IIPpMHVYIMaeT pelueHre @)
BeEIIa4de

3alaHusag Ha [IPOBEIEeHMe BSKCIEePTU3E KaueCTBa JIEKAPCTBEHHOIT'O
cpencrea u

OKCIIEPTM3bEl OTHOIEHMA oXMIaeMoM IIOJIb3B K BO3MOXHOMY PUCKY
IIPMMEHEHNMA

JIEeKapCTBEHHOT'O IpernapaTa OJg MeIUIIMHCKOTO IIPUMMEHEHUS B
rnopsanke

YCKOPEHHOM poLenypPH SKCIIEePTUSH JIEKapPCTBEHHOTO
cpexncTBa B

COOTBETCTBUM CO CTaATheM 26 HACTOSIETO @enepaanoro 3adKOHa.

3. B Cllydae TIPMHATUA peneHnA O HEeEBO3MOXHOCTU
paccCMaTpMBaAThb

JIEKAPCTBEHHBIM npenapart s MEeOUUIMHCKOT'O
[IpMMEeHEHU npu

rocynapCTBeHHoﬁ permcrpalumn B KauecTBe Op@&HHOPO
JIEKapPpCTBEHHOTI'O

npenapaTa YIOJHOMOYEHHEY (QenepalibHBEM OpTraH MCIOJHUTEJIbHOM
BJIACTU

npekpamaeT Ipolenypy TOCYIapCTBEHHOW peIrucTpalmumu
JIEKAPCTBEHHOTO

npernapaTa. 3adBuUTeJIb BIpaBe O0OpaTUTHECHA B pPeIrMCTPUPYLUA
opraH cC

3adBJIEHMEM O POCYHapCTBeHHOﬁ permcrTpalrM YyKa3aHHOI'O
JIEKapPCTBEHHOTI'O

npenapaTta B COOTBETCTBMM CO cCcTaTbeM 18 HacTodmero
denepasIbHOTO

3aKOHa .

(Craresa 21 B penm. <denepallbHOT'O 3akoHa OT 22 nexabpsda
2014 . N
429-03 - CobpaHHMe 3aKOHOHaTeJIbCTBa Poccumckonm denmepauun,

2014, N



52, ct. 7540)

CraTrba 22. (YTpaTmia cuiy Ha ocHoBaHumM denmepalibHOT'O
3aKoHa OT

22 pmexabpsa 2014 . N 429-03 - CobOpaHmMe 3akKOHOIATEJIbCTRBA
Poccumckon

®enepauum, 2014, N 52, cr. 7540)

CraTpsa 23. JOKCIHepTM3a KadeCTBa JIEKAPCTBEHHOT'O CpencTBa

SKCIIepTM3a OTHOIEeHWMA OXMIOAaeMOM II0JIb3El K
BO3MOXHOMY PHUMCKY IIPMMEHEHNMA JIEKAPCTBEHHOI'O

InpelriapaTa IOIJid MeIMIVMHCKOI'O IIPVMMEHEHNMA

1. JKxchnepTusa KauvecTBa JIEKAPCTBEHHOTO CpPeIcTBa U
SKCIepTr3a

OTHOIIEHMA OXUIOaeMom IT1OJIb 3BL K BO3SMOXHOMY PUCKY
IIPVIMEHEHNMA

JIEKAPCTBEHHOTI'O IIpellapaTa OJid MeIIMUIMHCKOI'O IIPMMEHEHNA,
COCTaBJIECHHUE

KOMUCCHUSAMM DBKCIEPTOB 3aKJIOUEeHUN 1o pesyJbTaTaMm
IPpOBEOEHHBIX

BDKCIEPTU3 U HanpaBJIeHUE DTUX 3aKJIoUEeHUN B
YIIOJIHOMOUEHHEIM

benmepanbHEM OpPTraH MCIOJHUTEJBHOM BJIACTU OCYIECTBJIISIOTCS B
Cpok, He

NpEeBHIARIMY CTa Oecartu paboumMx OHeM CO JHA [OJIyJdeHUd
BKCIIEPTHEIM

yupexIeHMeM COOTBETCTBYKRUETO 3alaHMsa YIOJHOMOUYEHHOIT'O
bemepalIbHOT'O

OopraHa MCIOJHUTEJIBLHOM BJIACTU UM HEOOXOIMMEIX ITOKYMEHTOB B
BIIEKTPOHHOM

bopme MM Ha OyMaXHBHIX HOCUTEJISX.

2. B mTeueHmMe @meBSHOCTa JHEM CO OHSA IoJIydeHmus
peueHmsa
YIIOJIHOMOUEHHOTO (QelepalibHOTO OopIraHa VCTIOJIHUTEJIE HOM

BJIaCTIM O



IPOBENEHUM DKCIEePTU3, NPEeOyCMOTPEHHEX YacTbi 1 HacTodueM
craTbu,

3agBUTENIbE NPEICTaBJIgeT B BKCIEPTHOE YupexIeHue NOJid
[IPOBEIEHUHA

BKCIEPTMU3El KAaUEeCTBa JIEKAPCTBEHHOTO CpencTBa oOO0pa3L
JIEKAPCTBEHHOT'O

npenapatra oJisa MeIULIMHCKOTI'O NIpVYMEHEHUH,
NIPOMBBEIEHHOTO B

COOTBETCTBUU c TpebOoBaHMAMU OTIBITHO — TP OMBIIIJIEHHOT'O u
(117111)

IIPOMBIIIJIEHHOT'O PpPEeIJIlaMEHTOB, YTBEPXIEHHEIX PYKOBOIMTEJIEM
IIpoOM3BOONTEIIA

JIEKAPCTBEHHBIX CPelICTB, a TaKXe B COOTBETCTBYKIMX CJIydasax
obpa31sl

bapmMaLeBTUYECKOM CyOCTaHLUMM, TecT-lTaMMa MUKPOOPI'aHU3MOB,
KYJIb TYPBL

KJIETOK, obpa3lpl BeEUleCcTB, IIPYIMEH AEMBIX nJga KOHTPOJIA
KauecTBa

JIEKAPCTBEHHOT'O CpencTBa IIyTeM CpaBHEeHuA C HMMU
MCCIIenyeMOT O

JIEKAPCTBEHHOT'O cpencTra, B KOoJIMyecTBax,
HeO0OXOIOMMBIX oJisg

BOCIIpOM3BEeOEHNMA MeTOIOOB KOHTPOJIA KadeCTBa.

3. Ipu MOJIyYeHUN oBpasloB JIEKAPCTBEHHOTO
npemnapara u

@apMaHeBTquCKOﬁ Cy@CTaHHMM SOKCIIEPpTHOE YyUpeXIeHVe BbIOaceT
3aABUTEJIIO

IOOKYMEHT, [OANTBEPXOAIMM [OJIydeHMe yKa3aHHBIX Oo0pasloB, U B
CpOK, He

[IpeBBIIAKNIINMY Tpex paboumux IOHeM, yYyBEeIOMJISAEeT B 3SJIEKTPOHHOM
bopme wm

Ha OyMaXHOM HocuTejile 00 5BTOM YIIOJHOMOUEHHEBM
benepalsibHBEIL OpPT'aH

VICIIOJIHUTEJIBLHOM BJIACTM.

4, YkasaHHEEe B UYacTgx 2 U 3 HacTodleMy CcTaTbu
CPOK IJda

NpencTaBJIeHUs 3asgBUTejIeM 00pas3LoB JIEKAPCTBEHHOTO
npenaparTa u



bapmMmalLeBTHUUECKON cybcTaHLuIuU u CPOK YBEOOMJIEHU S
BKCIIEPTHBEIM

yupexneHmueM 00 3TOM Ha ByMaxxHOM HOCHTEeJIe
YIIOJIHOMOUEHHOT' O

benmepanbHOTO OpraHa MCIOJHUTEJILHOM BJIACTM He  BKJIOUATCS
B CpPOK

NIPOBENEHUSI BKCIEepPTU3, NPEeOyCMOTPEHHHX YaCTb 1 HACTOSAIEN
CTaThbu.

5. JOKyMEHTH, IIOCTYIIMBIIME B BKCIIEPTHOE
yupexieHume oJis

[IPOBEIEeHUA BKCIEePpTU3, NPelyCMOTPEHHBIX YacThid 1 HacTodwen
crTaTeu,

InmogjiexaT BO3BPATY B yHOHHOMOquHHﬁ @enepaanMﬁ OopI'aH
VCIIOJIHUTEJIbHOM

BJIACTM OIHOBPEMEHHO C BaKJUeHMAMM, I[IOJIYUEHHBIMM II0
pesyibTaTaM

COOTBETCTBYIMX DSKCIIEPpTUSI.

(Crarbsa 23 B pen. denepalilbHOT'O 3aKoHa OT 22 nekabpsa
2014 . N
429-93 - CobpaHmMe 3akKOHOHaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, cT. 7540)

CraTbsa 24. DOKCHepTHU3a KadecTBa JIEKAapPCTBEHHOT'O CpencTBa

OKCIIEpTM3a OTHOIEeHNMA OXMIOAEeMOM IIOJIb3E K
BO3MOXHOMY PUCKY IIPMMEHEHMA JIEKAPCTBEHHOTI'O

npenapaTa OJs BETEPUMHAPHOI'O IIPUMEHEHUS

1. 2KcrnepTusa KauvecTBa JIEKAPCTBEHHOTO CpeIcTBa U
SKCIIepTr3a

OTHOIIEHMA oxmnaeMoﬁ I1OJIb 3Bl K BO3MOXHOMY PUCKY
IIPMMEHEHMA

JIEKaAPCTBEHHOI'O IIpeliapaTa OJId BeTEePMHAPHOI'O IIPMMEHEHNMA,
CcoOCTaBJIEHHUE

KOMUCCUMSAMMY DKCIEPTOB 3aKJIOUEeHMM N0 pel’ylibTaTaM yKas3aHHBX
BKCIEPTUS



M HalpaBJIeHME TaKUX BaAKJIOUEHUM B YIIOJIHOMOUYEHHEN
benepanbHBM OpPIaH

MICIIOJIHMTEJIBHOM  BJIACTM OCYWECTBJIAKTCA B CPOK, He
[IpEeBBIIaIU CTa

JecAaTur paGOQMX IOHeM CcO IOHS TIIOJIYyUEHNMA OSKCIIEPTHBEIM YUYPpeXIeHMEM
3alaHMA

YIIOJIHOMOUEHHOT O benmepalZiIbHOTO opTraHa MCIIOJIHUTEeJILHOM
BJIACTU C

IOOKYMEHTAaMM, YKa3aHHBIMM B YacTM 3 CcTaTbM 17 HaACTOSAWETO
denepasIbHOTO

3akoHa (B pen. demepasibHOTO 3akKoHA OT 22 okTabpsa 2014 r. N
313-903 -
CobpaHMe BakoHOmaTesJlbCTBa Poccumckom demepaumu, 2014, N
43, cmT.

5797; demepanbHOTO 3akoHa oT 13 wmiong 2015 . N 241-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckonm denmepaumnu, 2015, N 29, cT.
4367) .

2. B TeueHue nATHazuaTtu paboumMx OHEV CO OHA [NOJIydYeHMS
peueHmns

YIIOJIHOMOUYEHHOTI'O @enepaanoro OopI'aHa VCIIOJIHUTEJIbHOM
BJIaCTU O

IIpOBEeIEeHNM YKAa3aHHBIX B YaAaCTU 1 HacTodmeM cTaThbU OKCIIEpPTU3
3a4ABUTEIIb

IIpencTaBJIideT B OKCIIepTHOe yYydypexaoeHlre IJIA InpoBedeHMA
SKCIIEPTM3BL

KaueCTBa JIEKAPCTBEHHOTO CpPenCTBa OOpaslil JIEKAPCTBEHHOTO
npenaparTa

IJIA BeTEepPMHAPHOT'O IIPpMMEHEHN A, IIPOoVM3BEeIeHHOT' O B
COOTBETCTBUN C

TpeOOBaHUAMA TEXHOJIOTUYE CKMX pPerJlaMeHTOB,
YTBEPXIEHHBIX

pyroBOoIOMTEIJIEM IIPOMI3BOAOMTEIIA JIEKAPCTBEHHEBEIX CpelCTB, a TaKXe
obpaszen

bapMalLeBTHUUECKOM cybcTaHuum B KOJIM4YeCcTBax,

HeOOXOOMMBIX  IIJIS

BOCIIpOM3BEOEHMA MeTOIOOB KOHTPOJIA KadeCTBa.



3. Ipwm [IOJIyUYEeHUN oBpasLoB JIeKaPCTBEHHOTO
npenapara 178

bapMalLeBTUUYECKOM CYyOCTaHLUMM 3BKCIEPTHOE ydYpexXIeHMKe BHIOaeT
3a4aBUTEJIO

OOKYMEHT, [NOOTBEpXOallMM [NOJIydeHMe yKa3aHHBIX o0pasloB, U B
CpPOK, He

[IpEeBHIIAKIMY Tpex paboumx OHeM, YBeIOMJISdeT B I[IMUCbMEHHOMU
bopme 06

5TOM YIOJIHOMOUEHHBM (QelepaJsibHBIM OpIT'aH MCIOJIHUTEJIbEHOM
BJIACTU.

4. Cpok 1Jjia HnpencTaBJIeHMS 3asaBUTeJIeM 00paslLoB
JIEKAPCTBEHHOTO

npenapartTa 178 bapmMalLeBTHUECKOM cybCcTaHUMM U CPOK
YyBEIOOMJIEHUSA

SKCIEPTHEIM ydpexlIeHreM OO0 3»TOM B NMCBMEHHOM ¢Qopme
YIIOJIHOMOYEHHOT O

bermepalZIbHOT'O OpTaHa MCIOJHUTEJIBHOM BJIACTM, YKa3aHHBE B
yacrax 2 u 3

HacTodlWeM CcTaTbyM, He BKJIKOYAITCS B CPOK IpoBEeOeHMA
YKa3aHHEIX B

yacTu 1 HacTOAmEeM CTATbUM BKCIEPTUS3.

5. JOoKyMEeHTH, I[IOCTYIIMBIIME B BKCIIEPTHOE
yupexineHue oJjis

IIpOBEeIEeHNMA YKAa3aHHBIX B YaAaCTU 1 vHacTodmeM cTaThbU SKCIIepTns,
nmonoijiexatT

BO3BPATY B yHOHHOMOquHMﬁ @enepaanMﬁ opTraH UCIIOJIHUTEJILHOM
BJIaCTU

OIHOBPEMEHHO C BaKJIOUEHMAMU [10 pPes3yJibTaTaM yKa3aHHBIX
DKCIEePTU3.

Craresa 25. [IOBTOpPHOE NpPOBEIEHME 3KCIEPTU3EH
JIEKapCTBEHHEIX CPENCTB

(HamMmeHOBaHMe B pen. demepalIbHOT'O 3aKOHaA OT 22 nexabpsd
2014 r.

N 429-03 - CobpaHue BakoHOIaTeNLCTBa Poccumckomn demepauny,
2014, N

52, ct. 7540)



1. B cry4dasax HeOgoCTaTOUYHOM OOOCHOBAHHOCTU WU
HETIOJIHO TH

3aKJIIOUEHUS KOMMUCCUM BKCIEPTOB, HaJMUMS B HEM MIPOTUBOPEUUBHIX
IOAHHBIX,

banbcubdmkaumy BEIBOOOB SKCIEPTM3Bl JIEKAPCTBEHHOT'O CPEenCTBa,
COKPEITHUA

OT YIOJIHOMOYUEHHOTO ({emepaljibHOTO OpIT'aHa VCTIOJIHUTEJIE HOM
BJIACTU

OCHOBaHUM IJIA OTBOIOA DJSKCIIepTa BCJiengCTBlMe €TI0
SAVMHTEPEeCOBaAHHOCTIM B

pe3yJibTaTax COOTBETCTBYKUIEM BKCIEPTU3H, HAaJMuMa HOaHHBEIX O
P SMOM

JIMOO KOCBEHHOM BMeEllaTeJIbCTBE B NPOLECC COOTBETCTBYHUEN
BKCIIEPTU3EL

Jini, He ydacTByIMX B ee InporeaeHM!, HO OKa3aBIMX
BIIMMAHVIE Ha

npouecc ¥ pPe3yJbTaTeH €e I[IPpOBeIeHMs, YIIOJIHOMOUEHHEM
bernepalibHBEIM

OPT'aHOM MCIOJIHMTEJIBHOM BJIACTM Ha3HAYaeTCHd IIOBTOPHAHA
SKCIepTMU3a

JIEKAPCTBEHHOT'O CpencTBa M (MIM) 2THUUecKkas DSKCIepTusa
(B pen.

denmepalibHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, cT.
7540) .

2. IlloBTOpPHAasA DKCIEPTM3a JIEKAPCTBEHHOTO CPEeICTBa
NPOBOOMTCSA C

yuyeToM PEeE3yJIBTaTOB paHee IPOBEOEHHOM BKCIIEPTU3E B
CPOK,

YCTAHOBJIEHHHM YIIOJIHOMOUEHHEIM (QeldepalibHEIM OPIT'aHOM
MICIIOJIHUTEeJILHOM

BJIACTM M He [NpeBHUAIMM TpUILuaTy paboumMx OHEM CO IOHHA
[IOJIyYEeHU A

SKCIIEPTHEIM YyUPEXIEeHVEM 3alaHusd Ha [NPOBENEeHMre I[IOBTOPHOM
BKCIEPTUSEL



JIEKapCTBEHHOTO cpencrBa (B pen. demepaliIbHOT'O 3aKoHa OT 22
nekabp4a

2014 . N 429-03 - CobpaHHMe 3aKOHOIOATEeJIbCTBa POCCUMCKOM
denepaunn,

2014, N 52, cT. 7540).

3. OmHaHCOBOe of0ecrieyeHMe BHIIOJIHEHMS 3amaHusa Ha
nNpoBeneHue

IIOBTOPHOM DKCIEPTU3E JIEKAPCTBEHHOTO CpencTBa He
ocymecTBJIdeTcda (B

pen. demepalsiIbHOTO 3akKoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJNbCTBa Poccumckon denepaumu, 2014, N 52, cT.
7540) .

CraTrbsa 26. YCKOpPeHHasd Npoleldypa SKCIEPTU3E
JIeKapCTBEHHBIX

CpencTs

1. YckopeHHasa npouenypa 3SKCIEPTU3b JIEeKapCTBEHHBIX
CpelncTB B

LeJIsax TOCYyOapCTBEHHOM perucTpaumumn JIeKapCTBEHHBIX
npenapaTon

IIprmMeHAeTCAd B OTHOIEeHNVN Op@&HHHX JIEKAPCTBEHHEIX IIpeliapaTos,
IIEePBBIX

Tpex JIEKAPCTBEHHEBIX npenapaTos, PETUCTPUPYEMBIX B
Poccumckonm

demepaluyys B KadeCTBE BOCIPOM3BEIEHHHX JIeKapCTBEHHBIX
npenaparTos,

OUepenHOCTh KOTOPHIX ONpeleyiseTCcd B COOTBETCTBUM C HOMEPOM
M ODaTom

BXOIOAMNMX 3aaBJIEHUN O rocynapCTBeHHoﬁ perncrpalunm
JIEKapPCTBEHHBIX

InperapaToB B paMKax OIOHOI'O MEXIOYHapPOIOHOI'O
HellaTeHTOBaAaHHOTI'O

HaVMEeHOBaHUHA JIEKAPCTBEHHOTO npenapara 1ZRVZi
TPYyHIMPOBOYHOTO



HaMMEHOBAHMS JIEKAPCTBEHHOT'O IIpernapaTa, U JIeKapCTBEHHHX
npenapaTos,

IIpedHa3Ha4YEeHHBIX MCKJIIIOUMTEJIEHO IOJIA IIPMMEHEHMA
HeCOBepPIIeHHOJIE THMMM

rpaxnaHamMu (B pen. demepalibHOTO 3akoHa OT 22 mexkabpsa
2014 . N

429-03 - CobpaHue BakoHOoIaTesnbCcTBa Poccuuckom Odenmepauun,
2014, N

52, cr. 7540; QdenepanbHOTO 3akoHa oT 13 wuwonsg 2015 r. N
241-03 -

CobpaHmMe sBakoHOmaTesbCcTBa Poccuyckom demepaumm, 2015, N
29, cT.

4367) .

2. YckopeHHas npolenypa DSKCIEPTU3B JIeKapCTBEHHBIX
cpencTB B

HeyJax TOCYyIOAapCTBEHHOM peTrucTpaluuy JIeKapCTBEeHHBIX
npenapaTos HEe

IIprMeHAeTC4d B OTHOIEHNMNM

1) ©OmoaHaJIOTOBBIX (OMOnOnOOHEIX) JIeKapCTBEHHEBIX
npenapaTos
(bmnoaHaJsiorosB) ;

2) pedepeHTHHEX JIeKapCTBEHHHIX IpenapaTos (3a
MCKJIIOUEeHMEM

Op@&HHHX JIEKAPCTBEHHEIX npenapaTOB);

3) BOCHPOM3BEINEHHHIX JIEKAPCTBEHHHBIX [NIpenapaToB (3a
VCKJIIOUEHMEM

[IEPBEIX TpPeX pPerucCTpUpyeMex B Poccunickom demepauuu B
KauecTse

BOCIIPOM3BEOEHHEIX JIEKAPCTBEHHEIX InpelrnapaToB 1z
JIEKapCTBEHHEBIX

IIpeliapaTos, IIpeIHa3Ha4YEeHHBIX VMCKJIIIOUMTEJIBHO IJIA
IIPMMEHEHNMA

HeCOBepPlIIeHHOJIE THMMNM PanﬂaHaMM);

4) HOBHIX KOMOMHALMM SBaPeTUMCTPUPOBAHHEIX pPaHee
JIEKAPCTBEHHBIX

pernapaTos;



5) JIeKapCTBEHHHBIX IIpelapaToBR, 3aperuCTPUPOBAaHHEIX
paHee, HO

IIPOM3BEOEHHEIX B IpPpyIrmux JIEKapCTBEHHEBIX @opMax B
COOTBETCTBUU C

[IepedYHeM HAaMMEHOBaHUM JIEKaPCTBEHHEX GOPM M B HOBOM
OO3UPOBKE .

(UacTe 2 B pen. denepalibHOT'O 3aKoHaA OT 22 nekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N
52, cr. 7540)

3. YckopeHHas Imnpolenypa BKCIepTU3E JleKapCTBEHHBIX
CpenCcTB

IPOBOOMUTCS IO PEUEeHMI0 COOTBETCTBYKUEIO YIOJIHOMOUEHHOTO
bemepasZIbHOTO

OpI'aHa VCIIOJIHUTEJIbHOM BJIaCTU Ha OCHOBaAHMN 3aAdBJIEHUA
3aABUTEIJIA B

CpPOK, He npeBMmammMﬁ BOCBMIMIOECATN pa6quX OHeMn. HpM 5TOM
SKCIIepTrnU3a

OOKYMEHTOB, COIEpXallMxXCd B PEeIrMCTPalLUMOHHOM IOChbe Ha
JIEKAPCTBEHHEBU

npenapatT, OPOBOOUTCHA B CPOK, He IIPEeBHIAKIUM OeCATU
pabouux nOHewu,

OKCIIeEpTM3a KadecCTkBa JIEKapCTBEHHOI'O CpencCTkBa M SKCIIepTHr3a
OTHOIEHMA

oXumaeMom ITOJIb 3bL K BO3MOXHOMY PUCKY IIPVMIMEeEHEHNMA
JIEKapPCTBEHHOTI'O

npenapaTa IOPOBOOATCA B CPOK, He IIPEeBHIIAKIMM MeCTUIECATU
paboumx

nHe (B pen. denmepalsibHOT'O 3akoHa OT 22 mekabps 2014 . N
429-03 -

CobpaHmMe 3akoHoIaTeJNbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) .

3-1. B oOTHOWEHUM OP@aHHEIX JIEKAaPCTBEHHEIX IIpelapaToB
MOTYT OBITH

IIpenCTaBJIEHB Pe3YyJibTaTEL JOKJIMHMYE CKUMX UCCJIeO0OBaHUM
JIEKapCTBEHHEIX



CPenCcTB M KJIMHUUYECKUX MCCIJIeIOBAHUM JI€KAaPCTBEHHBIX
npenapaToB noJjs

MENUUMHCKOT'O IIPMMEHEHMS,  BBIIIOJIHEHHEBIX 3a npenejsaMu
Poccumckon

benmepauum B COOTBETCTBUU C »OpaBWJaMM HaajexalleMn
JnabopaTopHOM

NPakTUKY ¥ TPaBUIIAMM HaOJexalel KIVMHUYECKOM MNPakKTUKU
(uacte 3-1

BBeneHa JdenmepasibHEIM 3akKOHOM OT 22 gnekabps 2014 r. N
429-03 -

CobpaHMe 3akKoHOmaTesbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) .

4. YckopeHHasa Impolenypa BKCIEePTU3E JIeKapCTBEHHBIX
CcpencTs

NpOBOOMTCA B IHOpAIKe, YCTaHOBJIEHHOM cTaTbamMmu 17 - 20,
23 n 24

HacTodamero demepalibHOT'O 3aKOHA, M He O3HadaeT CHMXEeHUS
TpeboBaHUM K

0es30MacHOCTHM, KaueCcTBY M 20QPEeKTMBHOCTM JIeKApPCTBEHHBIX
npenapaTos.

Craresa 27. PemeHyre O T'OCYHAapCTBEHHOM perucTpaluu

JIEKAaPCTBEHHOT'O IIpellapaTa

1. B cpok, He OpeBHIIAKIMNM OeCATM paboumMx IHEeM CO IHA
IOJIydeHUd

3aKJIIOUEeHUN KOMMCCHM SOKCIIEPTOB 10 pe3yJibTaTaM 3SKCIIePTUMI3EI
KauecTBa

JIEKAPCTBEHHOT'O CperacCTkBa M SKCIIEPTVM3B OTHOIEHMA OXMIOaeMou
I1OJIb 3EI K

BO3MOXHOMY PUCKY IIPMMEHEHNV A JIEKaAPCTBEHHOT'O
npenapara,

COOTBETCTBYIMY YIIOJHOMOUYEHHEY (QenepalibHE OpI'aH
VCIIOJIHUTEJIbHOM

BJjactu (B pen. denmepalibHOTO 3akoHa OT 22 mnekabps 2014 r. N
429-03 -



CobpaHmMe sBakoHoOmaTesibCcTBa Poccunuckom demepaumm, 2014, N
52, cT.

7540) :

1) pasmMewmaeT Ha CcBOeM OOQuMUMAJIBHOM CcalTe B CeTU
"NunTepHeT"

COOTBETCTBYyIME 3BaKJIOUEeHUI KOMMUCCUM BKCIEPTOB U
OCyUIEeCTBJIIeT UX

OLIEHKY IJIS ONpeleJyieHVsS COOTBEeTCTBMSA 3adaHMuiO Ha
npoBeIeHre BSTUX

skcneptms (B pen. denmepasibHOTO 3BaKOHa OT 22 mexabpsa
2014 . N

429-03 - CobOpaHue BakoHOoIaTesNbCTBa Poccuuckom denmepauun,
2014, N
52, coT. 7540);

2) IpMHMMAaET pemeHue o) TOCYIDapCTBEHHOM
perucTpaumum
JIEKAPCTBEHHOTO npenapara VZnpeZi 06 oTkKaze B

TOCyIapCTBEHHOM
perucrpaunu JIeKapCTBEHHOIT'O IpelnapatTa;

3) BHOCHUT NOpPM NPUHATUM PeEUEeHMS O T'OCYHAapPCTBEHHOM
perucTpaumun

JIEKaAPCTBEHHOT'O IIpellapaTa HOaHHBIe O 3apelMMCTPVMPOBAHHOM
JIEKapCTBEHHOM

npenapare, B TOM uUumMcyie O QapMalleBTUUECKOM CyOCTaHLUMU,
BXOIAUEN B

cocTas JIEKaQPCTBEHHOTO npenapara, B TOCyIapCTBEHHBIM
peecTp

JIEKAPCTBEHHBIX CpencTB u BEIIQET 3a9BUTEJIO
PeETrUCTPalMOHHOE

YOOCTOBeEpPEeHME JIeKaPCTBEHHOI'O IIpellapaTa, @opMa KOTOPOTO
YTBepXIaeTCHA

YIIOJIHOMOYEHHEIM benepanbHBM OpTaHOM VCIIOJIHUTEJIL HOM
BJIACTH,
COIJIaCOBaHHEIE HOpMaTMBHYIO IJOKYMEHTAlIMIO, HOpMaTMBHbIT;I

IOOKYMEHT,

VMHCTPYKILMIO I10 IIPpMIMEHEHMIO JIEKAPCTBEHHOT'O InpeliapaTa
MaKeTEI



[IEPBUUHOM YIAKOBKM ¥ BTOPUUHOM (IOTpeOUTEJIECKOM)
YIIaKOBKMU c

YKaszsaHeM Ha HUX HOMEpa pPermMmcTpallMOHHOI'O
YOOCTOBEPEHNMA

JIEKAPCTBEHHOT'O IpernapaTa ¥ IaTh eI'0 T'OCYyINapCTBEHHOMU
perucTpauum UIn

B CJllydyae I[NPpMHATUSA pelleHus 00 OoTKase B I'OCYyIapCTBEHHOM
perucTpaumum

JIEKAPCTBEHHOTO MpelapaTa yBeJIOMJISeT B NMCbMEHHOM QopMe
3agaBUTEeNna 00

S5TOM C YKazsaHIlteM IIPpUYVH TaKOI'O OTKasza. 3a BEIOAYY
pPeTrmMCcCTPpalurMOHHOTO

YOOCTOBEPEHNMA JIEKAPCTBEHHOTI'O InpelriapaTa B3VMaeTCHA
I'oCynoapCTBEHHAA

[IOUJIMHA B COOTBETCTBMM C BaKOHOIATEJIBCTBOM POCCUMCKOM
demepauum O

Hajiorax u cbopax (B pen. demepallbHOT'O BakoOHa OT 22 nekabpsd
2014 r.
N 429-93 - CobpaHme sBakoHOZaTelnbCTBa Poccumckonm demepaumiy,
2014, N
52, cr. 7540).

2. OcHOBaHMeM IJid OTKasza B TOCYyIapCTBEHHOMU
permucTpauun
JIEKapPCTBEHHOTO npenapaTa OJjasd MeIOULMHCKOTO IPMMEeHEeHUS
ABJISeTCH

3aKJIOUEeHMEe COOTBETCTBYWIETO YIOJHOMOYEHHOTO (GelepaslbHOTO
opTraHa

MCIIOJIHUTEJIbHOM RBJIACTM O  TOM, UyTO KauecTBO M (MJum)
2500EeKTUMBHOCTE

permcrpmpyemMoro JIEKapPCTBEHHOTI'O InpeliapaTa IJIA
MeIIVMIIVMHCKOI'O
IIPMMEHEHMA He IIOOTBEPXICHEL T1OJIyYEeHHBIMM IJAaHHBIMIM I

4YTO PUCK

NIPUUYMHEHMS Bpella 3IOOPOBLI0 UeJIOBEKa BCJIEINCTBME IIpMeMa
JIEKapCTBEHHOTO

npenapaTa Ojadg MeIVIMHCKOTO IMPMMEHEHMS MIPEeBHIIAEeT
200eKTUMBHOCTEL €TI0



npuMeHeHusa (B pen. demepasibHOTO 3akoHa oT 4 umioHa 2018 r. N
140-93 -

CobpaHMe sBakoHOmaTesJIbCTBa Poccunckom demepaumyu, 2018, N
24, cT.
3407) .

3. IloBTOpPHOE HNpencTaBJIEHME B COOTBETCTBYIIMN
YIIOJIHOMOUE HHEIM

benepanbHBIY OpPTraH MCIOJHUTEJIbBHOM BJIACTU JIEKAPCTBEHHOTO
npenapatTa, B

OTHOUEHMM KOTOPOI'O NOJIydeH OTKa3 B TOCYHAPCTBEHHOM
perucTpauuu U

KOTOPEIM BIIOCJENCTBUM I[IOOBEPI'CS M3MEHEeHMK B UYaCTU €TI0
cocTama,

paccMaTpMBaeTCsa Kak [NpPeACcTaBJIeHMEe HOBOT'O JIEKAPCTBEHHOTO
npenaparTa

Ha eTro I'OCYyOapCTBEHHYIO permcrTpalunio He3aBMCVMO OT
COXpaHeHMd €TI0

IEPBUUHOTO HaVMMeHOBaHUsa (B pen. denmepallbHOTO 3aKoHa OT 22
nexkabpsa

2014 . N 429-03 - CobpaHmMe 3aKOHOHOATEJIbCTBa POCCUMCKOM
denepaunm,

2014, N 52, cT. 7540).

4. Tlpy HOpenoCTaBJIEHMM BaSBUTEJIEM B COCTaBe
PeTrMCTPAaLMOHHOTO

IJOCbe Ha HeKapCTBeHHbHZ InpeliapaT OJI4d BeTePMHaApPHOTI'O
IIPVMMEHEHM A KOIINM

peleHAd YIIOJIHOMOUYEeHHOTI'O (benepaﬂbHor'o OopTraHa VCIIOJIHUTEJIbHOM
BJIaCTM O

NPOBENEHUM MHCIEKTUPOBAHUS NPOM3BOOUTEJIS JIeKAaPCTBEHHLBX
CPeICTB CpPOK

IPUHATUS pemeHrs O TOCYIapCTBEHHOM pPerucTpalumn
JIEKAPCTBEHHOT'O

IIpelriapaTa OJid BETEPMHAPHOI'O IIPUMMEHEHNMA IIpmoCTaHapJIMBaeTCHd
CcO IOHA

IOJTydeHUs 3BaKJIoUeHMM, YKa3aHHBX B YacTM 1 HacTodAlen
cTaTbM, OO IHA

IIPMHATMA YIIOJIHOMOYEHHBIM @enepaanbIM OpIraHOM UCIOJIHUTEJIbHOM
BJIaCTIM



peleHA O BHIDAUe MM 00 OTKase B BHIOAUE 3BAKJIUEeHMS O
COOTBETCTBUU

IPOU3BOOUTENISA JIEKAPCTBEHHHX CPEenCTB TpeOoBaHUAM IMPAaBUJII
HagJexaluem

HpOMBBOHCTBeHHOﬁ IIPaxKTMKM, HO He BoJjiee geM Ha CTO
BOCeEMBIOECHAT

paboumx nHeM (yacTb 4 BBejdeHa OdemepalibHEIM 3aKOHOM OT 4 MIOHA
2018 .

N 140-03 - CobpaHHMe 3BakoHOIATEeJIbCTBa Poccumckom Odemepalumnu,
2018, N
24, cr. 3407).

5. OcHoOBaHMeM mIJjIg OTKaz3a B TOCyIapCTBEHHOM
perucTpaumumn

JIEKAPCTBEHHOTI'O IIpelriapaTa IJIA BEeTEPMHAPHOT'O IIPMMEHEHNV A
ABJIAETCHA

3aKJIDUEeHMEe YIIOJIHOMOUEHHOTO GenepalibHOTO opraHa
VICIIOJIHUTEJIbHOM
BJIACTM O TOM, UYUTO KauecTBO M (mau) 2PPeKTUBHOCTL

PETUCTPUPYEMOTO

JIEKAPCTBEHHOT'O npenaparTa s BETEPUHAPHOTO
IpYMEeHEeHU HEe

[NOOTBEPXIEHEl INOJIyUEHHBIMM HOAHHBIMM MJIM UYTO PUCK
IPMUMHEHMS Bpela

3OOPOBBI XMBOTHOT'O BCJIENCTBME IpMEeMa JIEKaPCTBEHHOTO
npenaparTa Iojs

BETEPMHAPHOIT'O IIPVMMEHEHNMA IIPeBhIIaceT SQQGKTMBHOCTB ero
IIPpMMEeHEHN A,

OTKAas3 YIOJHOMOUEHHOTO (enepasIbHOTO OpTraHa MCIOJIHUTEJbHOM
BJIACTH B

BbBIOa4de SaAKJIIOUEeHNMA O COOTBETCTBUMA IIpoM3BOOMTEIIA
JIEKapPCTBEHHBIX

cpencTB TpebOOBaHMAM TMPaBUII HamOjiexalel NPOM3BOICTBEHHOM
NPaKTUKM IOJI9

KaXIOOo¥ IIPOM3BOACTBEHHOM IIJIOWAIKM PETIUCTPUPYEMOTO
JIEKAPCTBEHHOTO

npenaparTa IJig BETEePMHAPHOTO NPYMMEeHEeHUS B Cjydae, eCcJu
MPOM3BOLCTBO



JIEKAPCTBEHHOT'O npenapara IS BETEPUHAPHOTO
IPUMEHEHN S

ocylecTBJgeTCca 3a nOpenejsaMu Poccumckom denmepaumm, MM
OTCyTCTBUE

TaKOT'O 3akJjiouyeHMsa (dacTb 5 BBeleHa demepalibHEIM 3aKOHOM OT
4  yoHSA

2018 . N 140-903 - CobpaHue 3aKOHOIATeJIbCTBa POoCCUMCKOMU
denepaunmn,

2018, N 24, cT. 3407).

Crarba 27-1. Illopanok onpelesieHMsa B3aMMO3aMeHSIeMOCTU
JIEKapPCTBEHHEIX I[IpernapaToBR IJid MeIOUIMHCKOI'O

IIPMMEHEHNMA

1. BzamMozaMeHsIeMOCThb JIEKAPCTBEHHEIX rnperiapaToB
IJIA

MEeIMLVHCKOTO TIPUMEeHEeHMS OoIpernesysgeTrcs B IHOpdalKe,
YCTAHOBJIEHHOM

[lpaBuTeabcTBOM Poccurickom denmepauuu, Ha OCHOBAHUU
CJIenyIomMX
IapaMeTpoB:

1) BKBMBAJIEHTHOCTDb (myisa O1M0aHaJIOTOBEIX
(BMonomoOHBIX)
JIeKapCTBEHHEBIX npenapaTos (broaHasoTOB) -
COIIOCTAaBUMOCTE )
KaueCTBEeHHEIX U KOJIMUE CTBEHHBIX XapPaKTEPUCTUK

bapMaleBTUUE CKUX

cybcTaHuMi  (MCHOJIb30OBAHME pPas’JIMUHEIX COJiel, 2QupoB,
KOMIIJIEKCOB,

M30MEePOB, KPUCTAJIJIMYECKMX @OpM M IOpyI'MX IIPOM3BOIHEIX OIOHOI'O
n TOT'O

xe neﬁCTBymmePo BemecTBa He ABJIdeTCHA
IIpelldTCcTBMEM IOJIA

B3ayMMO3aMEHSIEMOCTM JIEKAPCTBEHHEIX IIPernapaToB, e€CJau IIpu
IPpOBEOEHUU

MCCJIENOBAHMSA OO KBMBAJIEHTHOCTHU JIEKAPCTBEHHOTO
npenapaTta uiu B



cJlydae HEeBOBMOXHOCTM IPOBEIEeHMUS BTOI'O MCCJIeNOBaHMUSA IIPHU
IpOBEOEHUU

MCCJIefOBaHMA TepaleBTUUECKOM SKBUBAJIEHTHOCTU
JIEKapPCTBEHHOTO

npernapara OOKasaHO OTCYTCTBUE KJIVMH/YE CKIA 3HAUYMMEIX
pa3anumnm

bapMakOKMHETUKM U (MUJM) Oe30MacHOCTU UM 20QPeKTUMBHOCTHU
JIEKapPCTBEHHOTO

npernapaTta IJjsg MeIULMHCKOTO IMPUMEHEeHUS) ;

2) DKBMBAJIEHTHOCTBL JI€KAPCTBEHHOM (QOPMEI (rmonm
SKBUBAJIEH THBEIMMU

JIEKAPCTBEHHBIMM (GOopMaMM TOHMMAKTCS pPasl3Hble JIeKapCTBEHHEE
bOpPMEL,

VMenIye ONMHAKOBEIE CIOCOO BBEeIEHUS UM CIHOCOO IPUMMEeHEHUd,
obJlagamoume

COIIOCTaBVMBEIMI @apMaKOKMHeTquCKMMM
XapaKTeprnMCTMKaMIM nu

@apMaKOHOPquCKMM OelCTBUEM n obecneuupapimue TaKXe
IOJOCTUMXEHNME

HeOOXOOVMMOT'O KIMHMUECKOTO sdbexTa. Paznmumsa JIeKapCTBEHHEX
bopm He

SABJISITCSA [PENsATCTBUEM IJIS UX B3ayMO3aMeHSIeMOCTH,
ecnu npu

NPOBEIEeHVY MCCIIeNOBaHmus OMOBKBUBAJIEHTHOCTM JIEKAPCTBEHHOTO
npenaparTa

I B Cliyuae HeEBO3MOXHOCTM InpoBedeHNMA STOI'O
ncciyiegoBaHMA Inpnm

IIpOoBEeIEeHUN mnccJiegoBaHMAa TepaHeBTquCKOﬁ
OSKBMBAJIEHTHOCTU

JIEKAPCTBEHHOT'O IIpellapaTa OOKa3aHO OTCyTCTBHUE KIIMMHMYECKIU
SHaAYVIMBIX

pazaruum  GapMakKOKMHETUKM U (117111) 6e30IacHOCTH U
200EeKTUBHOCTU

JIEKapPCTBEHHOT'O IIpernapaTa IJa MeIUUMHCKOTO IPUMEHEHUH) ;

3) BKBMBAJIEHTHOCTL MJIM COIIOCTAaBMMOCTL CoOCTama
BCIIOMOT'aTeJIbHEIX

BelleCTB JIEKapCTBEHHOTI'O IIpelriapaTa IJi1d MeIVMIIVIHCKOI'O
IIPpMMEHEHNMA



(pasnquH cocTarea BCIIOMOTI'aTeJIbHBIX BelleCTB
JIEKAPCTBEHHOTI'O

IIperapaTa OJid MeIMIMHCKOI'O IIPMMEHEHNMA He ABJIAITCHA
IIpendarcremeM IOJIA

UX B3ayMO3aMEeHSIEeMOCTH, ecnu npu IpOBENEeHUN
MCCJIeNOBAHUS
OMOBKBUBAJIEHTHOCTHY JIEKAPCTBEHHOTO npenapara s
MEeIMUVHCKOTO

IIPMMEHEHNMA WMJIM B CJlydae HEBO3MOXHOCTUM IIPpOBEeIeHMA 3TOI'O
nccijienoOBaHMA

npu [IpOBEeIeHUN MCCIlenoBaHUA TepaleBTUYEeCKOM
SKBUBAJIEHTHOCTU

JIEKapCTBEHHOTI'O InpelriapaTa IOJiA MeIVMIIVMHCKOI'O IIPVMIMEHEHNMA
IJOKaAa3aHO

OTCYTCTBME KJIMHMUECKM SBHAUMMEIX pPa3dMuuml GapMakKOKMHETUKU
u (m1111)

0e30IacHOCTH u 20bEeKTUMBHOCTU JIEKapPCTBEHHOTO
npenapatTa oJid

MeIMUIVHCKOI'O IIPVMMEHEHMA. HpM STOM pazjindyd CcoCTaBa
BCIIOMOTI'aTeJIbHBEIX

BEUEeCTB He IOJIKHHE [PUBOOUTHL K PUCKY BO3HUKHOBEHUS
Cepbe3HBIX

HeXeJlaTeJlbHBIX peaKuMﬁ Y OTIHOEeJIbHEIX T'pyIIn IIallMeHTOB 1ZnnZi
IIOBHEIIEHM A

YJaCTOTEI MX BOBHMKHOBGHMH);
4) UOEHTUUYHOCTL crnocoba BBeIeHUS U IIPMMEHEHNMA

5) OTCyTCTBUE KIIMMHMYEe CKIU SHaAYVIMBEIX pasnmqmﬁ Inpnm
IIpoBedeHUN

nccijiegoBaHM4A OMOBKBUMBAJIEHTHOCTU JIEKaAPCTBEHHOTI'O IIpelriapaTa
ninm B

cJlydyae HEeBO3MOXHOCTM IIPOBEeOeHMS DHBTOI0 MCCJIeIOBaHUA
OTCYyTCTBUE

KJIIMHMUE CKU SHAUMMBIX pasanumum rnokasarTesen
Oe30I1acHOCTH u

50PeKTUMBHOCTM JIEKAPCTBEHHOTO IIpelapaTa IpM NPpOBeIeHUMU
MCCIIegOBaHMA

TEepaneBTMUECKOM S2KBUMBAJIEHTHOCTM. IaHHEM HapaMeTp He
IPpMMEHIEeTCS B



OTHOUIEHUY BOCIIPOM3BEIEHHHX JIEKAPCTBEHHHX I[IpernapaTos,
YKal3aHHEIX B

yactu 10 crarem 18 HacTosmero denepallIbHOTO 3akKoHa. B
OTHOIMEHUN

O1MOaHAJIOTOBEIX (OMONONOOHEIX) JIEKAPCTBEHHEIX IPEelapaToB
(broaHaJIoToB)

IOaHHEIE 00 OTCYTCTBUM KJIMHMUECKM SHAUMMBIX Pa3JIUUUN
tesonacHoOCTH,

200eKTUBHOCTU U VMMYHOT'€HHOCTU JIEKAPCTBEHHOTO
npernapara o

pesyibTaTaM MNPOBEeNeHMS KIMHUUECKMUX MCCJIeOOBAaHUM
NPenoCTaBJISATCS B

InopdikKke, YCTAHOBJIEHHOM HacTodUEeM YacThio;

6) cooTBeTCTBUE IPOM3BOONTEIS JIEKAPCTBEHHOTO
cpencTea

TpeOOoBaHMAM HaJlexalley MNPOM3BONCTBEHHOV MNPAaKTUKI.

2. CpaBHeHUEe napaMeTpoB PETUCTPUPYEMEIX
JIEKAPCTBEHHBIX

npenapaToB OJS MEeIOMIMHCKOTO IPMMEHEHMS OCYIEeCTBJISeTCS
KOMMCCHUEN

SKCIIEPTOB 3SKCIIEPTHOI'O YUPEeXIEeHMA IIPN IIpoBeOdCeHMI
SKCIIEPTM3EL TaKMX

JIEKAPCTBEHHBEIX [IpelapaToB B Ipolecce MX I'OCyIapCTBEHHOM
perucTpaumumn.

BreiB OB SOKCIIEPTOB O B3alMMO3aMeHAEeMOCTU I
HeB3alVMMO3aMeHAeMOCTIM

JIEKAPCTBEHHEIX IIpellapaTOoB OJIA MeIIMIMHCKOI'O IIPVMIMEHEHVIA,
CIOeJIaHHEIE B

pesynbTaTe BSTOTO CpaBHeHud, OoQopMISiTCS B BUIe
IPUITOXEHU S K

BAKJIOUEHMI0 DSKCIEPTOB rno bopwme, YTBEPXIEHHOM
YIIOJIHOMOUEHHEIM

benepaslbHEIM OPTAHOM MCIOJIHUTEJILHOM BJIACTU.

3. IoJjoxeHus HacTodumen CTaTbU He
PacnpoCTPaHsanTCsa Ha

pebepeHTHEE JIEKAaPCTBEHHBIE IIpelapaThl, JIeKapCTBEHHEE
pacTuTesbHEEe



rnpernapaTe, I'OMeOollaTMUeCKMe JIeKapCTBEHHbBE IIpenapaTH U
JIEKAPCTBEHHEIE

npenapaTe, KOTOPBE pas3pelleHs OJig MEeOUUIMHCKOT'O
IPUMEHEHY B

Poccumckom demepauum Oojiee mORafuaTyM JEeT M B OTHOUEHUU

KOTOPBIX

HEBO3MOXHO IIpOBeIdeHME MCCIJIEeOOBaAHMA UX OMOBKBMBAJIEHTHOCTH .

(Crarpa 27-1 BBenmeHa demepalibHEIM 3aKOHOM OT 22 nexabpsda

2014 1.
N 429-93 - CobpaHue 3BakoHOoIaTenbCcTBa Poccurckom demepauniy,
2014, N

52, ct. 7540)

Crarbsa 28. PerucTpalMOHHOE yIOCTOBEPEHUE
JIEKapPCTBEHHOTO

npemnapara

1. PermcTpalMOHHOE YIOCTOBEPEHME JIEKAPCTBEHHOT'O
npenapara C

yKaszaHMeM JIeKApPCTBEHHBEX (GOPM U IOO3UMPOBOK BHIAETCH
BeccpouyHoO, 3a

MCKJIIOUeHUEM PeTUCTPAlMOHHOTO YIOOCTOBEPEHUS
JIEKAPCTBEHHOTO

IIpeliapaTa, BbEIDaBaeMOI'O coO CPOKOM OeCcTBUA IISThb JjeT,
BII€EPBEIE

peructpmupyemele B Poccumckoy denmepalunm JIeKapCTBEHHBE
npenapaThl.

2. I[lo wmucTedyeHMM yKasz3aHHOTO B dYacTu 1 HacToAWen
CTaTbM CpPOKa

BEIIaeTCsa OeCCpoOYHOe PEeTrUCTPAalMOHHOE YyOOCTOBEPEHUE
JIEKAPCTBEHHOTO

IIpeliapaTa npn YCIJIOBUM IIOOTBEPXIOEHVA eTro
TOCyIapCTBEHHOM

perucTpaumun.

Ha

3. B ciayyae BHEeCEeHMS B COOTBETCTBUM CO CTATbLAMMU

30 m 31



HacTodamero denepalsibHOTO 3akKoHA M3MEeHeHUN B
comepxaummecs B

PeTMCTPAlMOHHOM IOChEe Ha BapeTrMCTPUMPOBAHHEI JIeKAPCTBEHHBIM
npenapar

IOOKYMEHTE, 3aTpal¥BalllMX CBeIeHMs, OTPaXeHHBE B
PerucTpanuMOHHOM

YOOCTOBEPEHUN JIEKAPCTBEHHOT'O IIpenapaTa, YIOJHOMOUEHHEM
benepalibHEM

OpTraH UCIOJIHUTEJIbHOM BJIACTU BEIIIAET HOBOE
perucTpanmMoHHOe

YOOCTOBEpPEHME JIEKAPCTBEHHOI'O IIpeliapaTa, comepxalee
BHEeCEeHHEIE B HeTI'O

MB3MeHeHusa (4J4acTe 3 BBeleHa demepalibHEIM 3aKOHOM OT 22
nexabpsa 2014

. N 429-03 - CobOpaHmMe 3aKOHOINATEeJIbCTBa POCCHUMCKOM
denepauunm, 2014,

N 52, cr. 7540).

4. B ciyudae yTpPaThH U [TOBPEXIEeHUS
PETUCTPALMOHHOTO

YIOOCTOBEPEHMA JIEKAPCTBEHHOTO IIpernapaTa IO 3adaBJIEHMID B
[IMCbMEHHOM

bopme mepxaTena waIM  BJanesbla PETUCTPALMOHHOTO
YIOCTOBEPEHUS

JIEKAPCTBEHHOTO npenaparTa NI YIIOJIHOMOUYEHHOT O VMM
IpyTOoTO

OPMIM4YeCKOIro JiMiia O BBIOAYE oyonmukaTa permMCcTpalMOHHOT'O
YAOCTOBEPEHNMA

JIEKAPCTBEHHOT'O npernapara YIIOJITHOMOUYEHHEBIN benmepalsibHEM
opTraH

MCIOJIHUTEJIbHOM BJIACTM B CPOK, He IpEeBHUAnIUM OeCaTr paboumx
IOHEeM CO

IOHA IIOCTYIIJIEHUA 3a4BJIEHUNA, BEIIOAaET ﬂy@HMKaT
pPermcrTrpalulMOHHOTI'O

YIOOCTOBEPEHUA JIEKaPCTBEHHOTO npenapara. 3a BHIDAUy
oyoOukaTa

PETUCTPAUVMOHHOTI'O YyIOOCTOBEPEHIMA JIEKapCTBEHHOTI'O IIpelriapaTa
B3VMaeTCHAa



rocynmapCTBEeHHaA ITOIWJIMHA B COoOTBETCTBUMA C
S3aKOHOIOAaTEJIECTBOM

Poccumckon denepauunm o) HaJjiorax u cbopax (dactep 4
BBeIleHa

benmepasibHBEIM 3aKOHOM OT 22 mekabpsa 2014 . N 429-93 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaummu, 2014, N 52, cT.
7540) .

Crarbsa 29. lonTBepXIeHME T'OCYHAPCTBEHHOM perucTpaluu

JIEKapCTBEHHOI'O IIpeliapaTa

1. TonTBepxIeHMe TOCYINAapCTBEHHOM peIrucTpaluum
JIEKAPCTBEHHOTO

InpeliapaTa OoCyleCTBJIAeTCA IIPpU BbEIOAa4Ye 6€CCquHOPO
pPerMmcTpalulMOHHOTI'O

YOOCTOBEPEHNMA JIEKAPCTBEHHOI'O IIpeliapaTa B CJlydae, YKa3aHHOM
B JacTum

2 crarbu 28 HacTosmero demepalIbHOTO 3akoHa, B CPOK, He
IpeBBIA I

mecTmmecdar paboumMx  OHEeM co IHSA [MOJIYUEeHUS
COOTBETCTBYIIIMM

YIIOJIHOMOYEHHBIM @enepaanMM OpraHOM UCIIOJIHUTEJILHOM BJIACTU
3aABJIEHMA

o IOOTBEPXISHUM TOCyIapCTBEHHOMU permucTpauumu
JIEKAPCTBEHHOTO
npenapara. He OCylleCTBJIAEeTCSH MNOOTBEPXIEHU/E

TOCyIapCTBEHHOM

permcrpaurit B OTHOUWEHUMM JIEKAPCTBEHHOI'O IIpeliapaTa, He
HaXoImMBHIeroCc4a

B oOpaumeHunM B Poccumckom denmepaluum B TedeHHMe Tpex u 0OoJee
jger, a

TaKXxe B OTHOIEHNNM JIEKAPCTBEHHOTI'O cpencrea,
IIPpOM3BEIEHHOTI'O C

HapylueHyeM TpeboBaHMA, YCTaHOBJIEHHOTO UYaCThIO 3-7
cTaTbU 71

HacToAameIro @enepaﬂbHoro 3adKOHa.



2. 3BagaBjieHre O I[IOOTBEPXIEHUU TOCyIapCTBEHHOM
perucTpaumum

JIEKAPCTBEHHOTO npenapatTa npencTaBJideTCHd B
COOTRBETCTRYIIOUUN

YIIOJIHOMOYEHHEM (QenepalsibHEM OPpI'aH MCIOJHUTEJIBHOM BJIACTM HEe
paHee ueM

3a CTO BOCEMBbIECHAT oHem o ncreueHmd Cpoka
mericTBmA

PeTUCTPALMOHHOTO YIOCTOBEPEeHMs JIEKAaPCTBEHHOTO Ipernapara.

3. lonTeepxneHre TOCYODAPCTBEHHOM peIrucTpalumu
JIEKAPCTBEHHOTO

InpelriapaTa oCcylmecCTBJIAETCHA I10 pe3yiibTaTaM SKCIIEPTUM3EL
OTHOIIEHMA

OXMOaeMOV IOJIb3BI K BO3MOXHOMY PUCKY [IPMMEeHEeHUS
JIEKAPCTBEHHOT'O

npenapaTa Ha OCHOBAHMM pPes’yJIbTAaTOB MOHUTOPMHIA
2500eKTUBHOCTU U

6e30IacHOCTH JIEKAPCTBEHHOTI'O IIpellapaTa, IIpOoBOOVMOI'O
JepxaTejieM I

BJIAIEeJIblLEM PETUCTPALMOHHOTO YIOOCTOBEPEHMS JIEKAPCTBEHHOTO
npenaparTa

bpiZiele) YIIOJIHOMOYEHHBIM VMM KPpUMOVMYdeCKMM JIMIIOM, 4a TaKXe
COOTBETCTBYIIIMM

YIIOJIHOMOYEHHBEIM @enepaanbIM OpIr'aHOM VCIIOJIHUTEJIbHOM
BJIaCTIM B

COOTBETCTBMM C TpebOoBaHMAMM CTaTbM 64 HacTOAWeToO
denmepasiIbHOT'O

3adKOHa.

4. K 3agBJeHMIO O I[OOTBEPXIEHMUM T OCYyINapCTBEHHOM
perucTpaumum

JIEKapCTBEHHOI'O IpellapaTa IJjis MeOMUMHCKOI'O NPMMEHEHUS
npuiaranTcsa:

1) nDoxyMeHTHI, coIepXalMe pPesyJibTaThl MOHUTOPMHI'A
200EeKTUBHOCTU

n 0e30IacHOCTH JIEKAPCTBEHHOT'O IipeliapaTa IJIA
MeIMIIVMHCKOI'O

IIpMMEHEHNMA, IIPOBEIEeHHOI'O IIepXaTeJieM WMJIM BJlaleJibLieM
pPermcrTrpalMOHHOT'O



YOOCTOBEPEHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIVHCKOI'O
IIPMMEHEHNMA

OO YIIOJIHOMOYEHHEIM MM DPpUAMYECKMM JIMIIOM, IO GopMe,
YTBEPXIEHHOMN

YIIOJIHOMOYEHHBIM @enepaanblM OpraHoOM UCIIOJIHUTEJILHOM BJIACTU;

2) KONMA JIMLEH3UMM Ha IPOM3BOIACTBO JIEKAPCTBEHHEBIX
CpencTB WM

KONMS 3BaKJIOUEeHUS O COOTBETCTBUM IPOM3BOIOUTEJIS JIEKAPCTBEHHBIX
CpencTs

TpeOOBaHMAM [IPaBMJI HaOJexalel NPOM3BOINCTBEHHOM NIPaKTUKH,
BBIOAHHBIX

YIIOJIHOMOYEHHBIM (_be,ﬂepaﬂbeIM OpI'aHOM VCIIOJIHUTEJIbHOM
BJIaCTU B

OTHOIEHVM NPOM3BOIACTBEHHOM I[IJIOWAOKM JIEKAPCTBEHHOTO
npenaparta oiuda
MEOIMIIMHCKOTO IPMMEHEHUd, TOoCymapCTBEeHHAas perucTpaumnusa
KOTOPOI'O
[IOOTBEPXIOaeTCsa B CllydYae, eCJM IIPOM3BOINCTBO JIEKAPCTBEHHOIO
npernapara
OJI9 MeOMUMHCKOT'O NPMMEHEHMSI OCYIEeCTBJISeTCd B POCCUMCKOU
denepaunm;

3) KONMsa BBEIOAHHOM YIIOJJHOMOUEHHBIM OPIT'aHOM CTPaHH
IPOMB3BOOUTEIIA

JIMLIEH3MIM Ha IIPpOM3BOIOCTBO JIEKAPCTBEHHOI'O IIpellapaTa OJid
MEeIMINVMHCKOI'O

IIPMMEHEHNA VM ee& IIepeBOo Ha pYCCKT/HZ A3BIK, 3aBEpPEeHHBIE B
YCTAHOBJIEHHOM

Inmop4aKe, a TakKXxe KOIIMA SaKIJIIOUEHNMA O COOTBETCTBUU
IIpoM3BOOIMTEIIA

JIEKAPCTBEHHBIX CpencTB TpebOoBaHUAM npaBu
HagJexaluem

IPOM3BOACTBEHHOM NPAKTMKM, BEIAHHOT'O YIIOJIHOMOUYEHHEM
benepalibHEIM

OpTraHOM VCIIOJIHUTEJIBHOM BJIACTM B OTHOIIEHUM HpOMSBO,HCTBeHHOIU/I
IJioma oK

JIEKAPCTBEHHOTO npenapara s MEIULIVHCKOTO
IpYMEeHeHNUH,



TOCyIapCTBEHHAsa perucTpaluusa KOTOpoI'o IIOOTBepXIaeTCHd,
MY KONUA

peuneHda YIIOJIHOMOYEHHOI'O @enepaﬂbHoro opraHa VCIIOJIHUTEJIbHOM
BJIaCTM O

NPOBENEHUNM MHCIEKTUPOBAHUA MPOM3BOOUTENIS JIeKapCTBEHHBIX
CpeICcTB B

Cilydae, eCJIM IIpOoM3BOIOCTBO JIEKAPCTBEHHOI'O IIpeliapaTa oIJId
MeIMIIVMHCKOI'O

[IPUMEHEHMSa OCyUWeCTBJIAeTCd 3a IpelnejlaMu POCCUMCKOU
denmepaunn.

(JacTte 4 B pen. demepanbHOTO 3akoHa oT 4 moHsa 2018 1.
N 140-93

- CobpaHmMe 3akoHOImaTeJNlbCcTBa Poccumckom denepauum, 2018, N
24, cmT.

3407)

4-1. B OTHOmEHUM OUOJIOTUUECKUX JIeKAPCTBEHHBIX
npenapaToB IJid

MeIVMIIVMHCKOI'O IIPMMEeHEHMA 3aABUTEITIb OOIIOJIHMTEJIBHO
InpeacTaBJideT

pPe3yJbTaTH MEPONPUATUM, NPEeOYyCMOTPEHHEX I1JIAHOM yIpPaBJIEHUS
puckaMu,

YTBEePXIeHHBIM YIIOJIHOMOYE HHEIM @enepaanbIM OpT'aHOM
VCIIOJIHUTEJIbHOM

BJIACTU TIPY OCYUWECTBJIEHUM TI'OCYHAPCTBEHHOM peTrucCTpPaluun
JIEKAPCTBEHHOTO

npenaparTa oiug MEeIOULVHCKOT'O [IPVIMEHEHU A (uacTsb 4-1
BBeIleHa

denepasibHEIM 3akoHoM oT 4 wmiooHa 2018 . N 140-903 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom dPenmepaumm, 2018, N 24, cT.
3407) .

4-2. K 3a4BJIEHMI O I[NOOTBEPXIEHMUM T OCYyINapPCTBEHHOM
perucTpaumun

JIEKapCTBEHHOT'O IpellapaTa IJig BETEePUMHAPHOTO IIPMMEHEeHUI
npuiaralnTCcsd

IOOKYMEHTHI, COIepXale pPe3yJIbTaTel MOHUTOPUHTA
200EeKTUBHOCTU u



0e30IaCHOCTHM JIEKAPCTBEHHOTO IIpernapaTa Ojig BEeTEPMHAPHOTO
IPUMEHEHNS,

IIpoBOOVMMOTI'O DepxaTesieM jZnnZi BilageJiblieM
pPermcrpalulMOHHOTI'O

YOOCTOBEPEHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId BeTepPVMHapHOI'O
IIPMMEHEHNMA

OO YIIOJIHOMOYEHHEIM MM DPUAMYECKMM JIMIIOM, IO OGopMe,
YTBEPXIEHHOMN

YIIOJIHOMOUEHHBIM (QelepaJlibHbIM oOpTaHOM VICIIOJIHUTEJILHOM
BJIACTH, u

OOKYMEHTEI, YyKasaHHBEEe B IIyHKTax 1, 2 — 2-2, TIOHOINYHKTAax
"a", "6",

"k", "n" nyHkra 4 yvactum 3 cTaTbM 17 HACTOAWETO

@enepaanoro 3adKOHa

(uacTte 4-2 BBeneHa demepalsibHBEIM 3akoHOM OT 4 mioHa 2018 r. N
140-03 -

CobpaHMe 3akKoHOIaTeJNbCTBa Poccumckom denmepaumm, 2018, N
24, cT.
3407) .

4-3. C 3a4BJIeHMEM O NOAOTBEPXIEHUM I'OCYyINapCTBEHHOM
perucTpaumun

JIEKAPCTBEHHOTO IpenapaTa 3adBUTeJb [IPEeOCTaBJISeT KOIIUI
IOOKYMEHTa,

InmogTBepXiaKnmero YyIlijaaTy POCYﬂapCTBeHHOﬁ TTOIJIMHBL 3a
IIoaoTBEpPXIOIEeHME

TOCYIapCTBEHHOM perucTpaluM JIeKapCTBEHHOTO IIpenapara,
JIMB6o  MOXeT

NIpPenCTaBUTh YKABAHHBM HOOKYMEHT IO COOCTBEHHOM MHMIIMATUBE. B
ciydae

HeNpenCTaBJIEHMsa YKa3aHHOT'O HOOKYMEeHTa YyIOJIHOMOUYEHHEN
benepanbHBEIM

OPTaH MCIOJIHUTEJIbHOM BJIACTU NpoBepdeT QaKT  yIJaTH
TOCYOapCTBEHHOU

IIOIIJIMHEI 3aAdBUTeJIeEM IIOCPeIOCTBOM VICIIOJIB3OBaAHNMA MHd_)OpMaLU/IM o0
yrjare

TOCYyIapCTBEHHOM TIOLJIVHEL, comepxalencssa B
TocymapCTBEHHOU



MHOOPMALMOHHOM CHCTEeMe O TOCYIOAaPCTBEHHHIX UM MYHULMUIIAJbHBIX
aTexax,

Ha OCHOBAaHUMU npencTaBJIEeHHOM 3a9BUTEJIEM KON
IOOKYyMEeHTa,

NonTRepXIanlero yIJaTy I'OCYOapCTBEHHOM MNOWJIMHHE (4acTb 4-3
BBEeIeHa

denepasibHEIM 3akoHoM oT 4 wumioHs 2018 . N 140-903 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denepaumm, 2018, N 24, cT.
3407) .

5. B TeueHue necartu paboumx OHEV CO OHA NPUHATUSL
3a8aBJIEHUS O

MONTBEPXISHUM TOCYIAPCTBEHHOM pPerucTpaluy JIEKapCTBEHHOTO
npemnapara

M OOKYMEHTOR, COIepXallMx pPe3yJIbTaTe MOHUTOPMUHIA
200EeKTUBHOCTU U

0e30IacHOCTH JIEKAPCTBEHHOTI'O IIpellapaTa, IIpOoBOOVMOI'O
JepxaTejieM Wi

BJlaIeJIbleM PETMCTPALUMOHHOTO YyIOOCTOBEPEHMS JIEKAPCTBEHHOTO
npenaparTa

oo YIIOJIHOMOUYEHHEIM VMU pUIMYeCKUM JIN1IOM,
YIIOJIHOMOUEHHEIN

benepasibHEIM OpPI'aH MCIOJIHUTEJIbHOVM BJIACTU:

1) nDpoBOOMT MNPOBEPKY TIOJIHOTEL CBeIleHUN,
comepxXxalmnxCca B

IIpeOCTaBJIEHHBEIX 3aAdBUTeJIeM IOOKYyMeHTaX;,

2) NpMHMMAET pelleHMe O NPOBeIeHUM MM OO0 OoTKase B
IpOBENEHUN

OKCIIEPTM3bEl OTHOIEHNMA OXMIOAEeMOM IIOJIb3E K BO3SMOXHOMY PUCKY
IIPMMEHEHNM A

JIEKapPCTBEHHOTI'O IIpeliapaTa Ha OCHOBAHUM Pe3yjibTaToOB
MOHMTOPMHTI'AQ

50bekTUMBHOCTM M OE30MNaCHOCTM JIEKAPCTBEHHOI'O IIpernapara,
IIPOBOOMMOTI'O

JepxaTeJieM VI BJlaoeJiblieM pPermMcrpalMOHHOT O
YOOCTOBEPEHNMA

JIEKAPCTBEHHOT'O IpernapaTa JIubOO YINOJHOMOUEHHBIM MMMU
OPUONYECKUM JIMLIOM,



a TakKXxe @eﬂepaanHM OpTraHOM VCIIOJIHUTEJIBHOM BJIACTU B
COOTBETCTBUU C

TpeboBaHUAMM CcTaTbM 64 HacTosmero demepalIbHOT'O 3akKOHA;

3) yBemoMJgeT B BJIEKTPOHHOM dopMe UIu NMCbMEHHOM
bopwme
3a9BUTENIA M BKCIEPTHOE YyUpexXIeHMe O MNPMHATOM peleHur Jmbo B
crydae

NIPUHATUS pemeHus o6 oTkase B IIPOBEIOEHUM DBKCIEPTUIL
yKasbeBaeT

IIPMYNMHEL TakKOI'O OTKa3a.

6. B ciydyae BHABJIEHMHA HEIOCTOBEPHOCTM U (MUIJIM)
HeJOCTaTOUHOCTM

nHbopMauMM, coImepXxalemcs B NPelCTaBJIEHHBIX 3asgBUTEJIEM
IOOKYMEeHTAax,

YIIOJIHOMOUYEHHEM (QenepalibHbBM OpT'aH MCIIOJIHUTEJIBHOM  BJIACTU
HanpasJgeT

3a49BUTEJII0 3anpoc 00 YyTOUYHEHUU YKasaHHOM MHOOPMALIN .
Zamnpoc

YIIOJIHOMOUEHHOTO (QenepasIbHOTO OpTraHa MCIOJHUTEJbLHOM
BJIACTM MOXET

OHITHL TepenaH YIOJHOMOUYEHHOMY TIPEeICTAaBUTETIO 3asaBUTEJIS
JIMYHO IIOIn

PacnmMcKy, HaIpaBJIeH [0 I[IoUTe BaKa3HBIM [OIMCHBMOM  UJIK
rnepemaH B

BJIEKTPOHHOM GopMe 10 TeJIEeKOMMYHMKALMOHHEIM KaHajlaM CBa3M. B
caydae

HanpapBJIeHUS 3amnpoca YIIOJIHOMOUEHHOT' O benepanbHOTO
opraHa

VCIIOJIHUTEJIbHOM BJIaCTI 10 nouTe 3aKa3HBEIM IIMCbMOM OH
cumTaeTcHd

ITIOJIYYEHHBIM IIO MCTEUYEeHINM IIeCTU OoHeMr C IOaTEI HallpaBJIEHMA
3dKa3HOI'O

IIMcbMa.

7. BagaBuUTElb oba3aH NpencraBuUThb OTBET Ha
3amnpoc

YIIOJIHOMOUEHHOTO GemepaliIbHOTO opTraHa MCIOJIHUTEJIBHOM BJIACTU
B CPOK,



He IMpeBHUAlLMY OeBAHOCTA paboumMx IOHEeM CO IOHS e€To
nonyueHmuda. Cpoxk,

yYKAasaHHBM B uYacTmM 5 HacTodueM CcTaTbH, IPMOCTaHaBJIMBAETCH
CO I@IHA

HaNpaBJIeHVS 3agBUTEJIO 3alpoca YINOJHOMOUEHHOTO GenepajibHOTO
opTraHa

VCIIOJIHUTEJIBHOM BJIACTM OO IOHS IIOJIYYeHMAa VMM COOTBeTCTBYHIEI'O
orTBeTa ™"

He YUMTBIBAETCS IIPUM MCUMCIJIEHUM CPpOKa MNOOTBEPXIEeHUA
TOCYyOapCTBEHHOU

perucTpauuy JIeKAaPCTBEHHOT'O IIpernaparTa.

8. OcHOBaHMEM IJid OTKa3a B I[POBEIOEHUM DBKCIEPTU3L
OTHOUIEHUS

OXMOaeMOV IOJIb3BI K BO3MOXHOMY PUCKY [IPMMEeHEeHUS
JIEKAPCTBEHHOT'O

npernapara SgBJISEeTCS NpelCTaBJIeHMe IOKYMEHTOB, COIepXalmx
pPes3yJibTaTH

MOHUTOPUHTA 320OeKTUMBHOCTU M Oe30MNaCHOCTM JIEKAapPCTBEHHOTO
npenapara,
u (m1111) B OTHOUIEHUN OMOJIOTMUECKIUX JIEKapPCTBEHHBIX
npernapaTos

Pe3yjibTaTOoB OCyHeCTBJIEHNMA MepOHpMﬂTMﬁ B COOTBETCTBUU C
IIJIaHOM

YIPaBJEHUS PUCKAMM, YTBEPXIEHHBM YIIOJIHOMOUEHHEM (elepasibHbM
opTraHoM

VCIIOJIHUTEJILHOM BJIaCTU IIpM OCyleCTBIJIEHUN rocynapCTBeHHoﬁ
permcrpalunmn

JIEKAPCTBEHHOTO IpelapaTa, B HEINOJIHOM oOO0BeMe, OTCYTCTBUE
vHOoOpMaL UM,

nonTeepxnammey GaxkT YIJATHE I'OCYOapCTBEHHOM IMIOMWJIMHEL 3a
IONTBEPXIEHNKE

TOCyIapCTBEHHOM perucTpaumnumn JIEKAPCTBEHHOTO npenapara,
Jmbo

HenpencTaBJIeHMEe 3adBUTEJIEM B yYyCTAHOBJIEHHBM CPOK OTBEeTa Ha
yKa3aHHBIM

B YacTM 6 HaACTOAINEY CTaTbM 3alpocC YIOJHOMOUYEHHOTO
bemepasIbHOTO



opraHa MCIOJIHMTEJIbHOM BJIacTM, a TakXe OTCYyTCTBUE B
yKa3aHHBIX

JOKYMEHTax MH@OpMaHMM, KOTOpad IOOJIXHa OBITE B HUX OTpPpaxeHa.

9. DOkcnepTuUsa OTHOUEHUS OXUIAEMOM IIOJIb3H K
BO3MOXHOMY PUCKY

[IPYMEHEHUH JIEKAPCTBEHHOTO npenapara B Henax
IOOTBEPXISHUA

TOCYIapCTBEHHOM perucTpaummM JIeKapCTBEHHOTO Ipenapara
MIPOBOOUTCS

KOMMCCHEN BKCIEPTOB DJBKCIEPTHOTO ydYpeXIeHMs B CPpOK, He
[IpeBblIIa I

Copoka paboumx IOHEU.

10. B criy4dae HEeOOCTaTOYHOCTHU IpencTaBJIEHHBIX
BKCIEPTY

MaTepMraJIOB OJId Oa4dl 3aKJIDUEeHMA OJOKCIIepT o@pamaeTCH K
PYKOBOIOMTEIIIO

SKCIIEPTHOTI'O YyUpeXIeHNMA O IIpeldOCTaBJIEHUM €My HeODXOIOMMBIX
MaTepnrnaJiOB.

PyKOBOIMTEJIE BKCIEPTHOTO yUpexnmeHus obpamaeTcs C
COOTBETCTBYOIVM

3anpoCcoM B YIIOJIHOMOUEHHBM (QelepaJsibHBIM OpIT'aH MCIOJHUTEJIbEHOM
BJIACTH,

BEIDABIIMM 3alaHMEe Ha [OIPOBEeIeHMe BKCIEePTU3E OTHOUEHMA
OXMIIaeMOM

MNOJIb3H K BO3MOXHOMY PMUCKY MNPMMEHEHMS JIeKapCTBEHHOTO
npenapaTa Ha

OCHOBAHMU IOKYMEHTA, comepxaumero pe3yJbTaTH
MOHUTOPUHTIA

50bexkTUMBHOCTM M OE30IaCHOCTM JIEKAPCTBEHHOI'O IIpenapara. B
TeueHMe

nary pabouymMx OHEM CO IOHSA IIOCTYIJIEHMSA 3amnpoca
PyYROBOIOIMTEIIA

SKCIEPTHOT'O YyUYPEeXIeHUS yKa3aHHEM OQenepasibHEN OpIT'aH
VCIIOJIHUTEJIbHOM

BJIACTM HalpPaBJAeT 3adBUTEJIO 3alpoCc O [IpelCTaBJIEHUU
HeoOXOOMMBIX

MaTepMaJioB, KOTOPHEIM MOXET OBITb nepenaH
YIIOJIHOMOUYEHHOMY



IIpenCcTaBUTeJIio 3aABUTEJIA JIMYHO I1ono pacIrimMcky, HallpaBJIEH
10 nmouTe

3aKas3HBEM NYCBbMOM I nepenaaH B DIIEKTPOHHOM
bopwme o

TEJIEKOMMYHMKALMOHHEIM KaHajlaM CBA3M. B cliyyae HalpaBJIeHUS
3amnpoca

YIIOJTHOMOUEHHOTO (QelepalJIbHOTO OpTraHa MCIOJIHUTEJIbHOM BJIACTU
10 roure

33aKa3HBEIM [IMCBMOM OH CUMTAETCS IIOJIYUYEHHHEM 10 MCTeUEeHUM MeCTU
OHeM C

OaThl HaAllpaBJIEHMA 3aKa3HOIT'O IIMCbMa.

11. BasgaBuTesb ob6sa3aH npencTaBUThb OTBET Ha
3amnpoc

YIIOJIHOMOUEHHOTO GenepasIbHOT'O OpTraHa MCIOJHUTEJILHOW BJIACTU
B CpPOK,

HEe MPEeBHIAnIMI MeCTUOeCaTr paboumx IHEeMV CO OHS [I0JIyUYeHUId
YKaz3aHHOTO

3anpoca. YIOJHOMOUEHHHM (QelepalibHBIM OpIraH MCIIOJHUTEJIEHOM
BJIACTH,

BEIDAQBIMM 3alaHMe Ha [OPOBEeIeHMe BKCIEePTUM3E OTHOUWEHUS
OXMIIaeMOM

MMOJIb3H K BO3MOXHOMY PMUCKY MNPUMMEHEHMS JIeKapPCTBEHHOTO
npenapaTa Ha

OCHOBaHUM IJOKYMEHTAa, comepXxamero Pe3syJjibTaTheL
MOHMTOPMHTI'a

obbexTMBHOCTM M O€30IaCHOCTM JIEKAPCTBEHHOI'O I[Ipenapara, B
TeueHMe

naTu paboumx IOHEM CO IOHS MNOCTYIIJIEHUMS OT 3aaBUTEJId OTBeTa Ha
3anpoc

YIIOJIHOMOUYEHHOT O benmepanbHOTO opraHa VCIIOJIHUTEJIL HOM
BJIACTU
HamnpapJgeT 3TOT OTBET B SKCIIEPTHOE yupeximeHue . B
ciayyae

HellpeCTaBJIEHMA 10 MCTEeUeHUM HNeCTUOeCATU pa6quX ﬂHeﬁ
3adBUTEIJIEM

OTBEeTa Ha YKas3aHHBM 3anpoc YIIOJHOMOUYEHHEN benmepalib HEM
opraH



MCIIOJIHUTEJILHOM BJIACTM, BBOABWMM 3amaHKe Ha [IPOBeIeHUe
BKCIEPTUSEL

OTHOUIEeHMA OXMIOaeMom I1OJIb 3EI K BO3MOXHOMY PUCKY
IIPMMEHEHMA

JIEKAPCTBEHHOTI'O IIpelriapaTa Ha OCHOBaHUM IJOKYyMEHTAa,
comepxameIro

pPe3yabTaTe MOHUTOPUMHITA 20PEeKTUBHOCTU UM Oe30MINaCHOCTU
JIEKAPCTBEHHOTO

npernapara, B TeuyeHUe NATM paboumx IHEV HalnpaBJisgeT B
SKCIIEPTHOE

YypexageHlne yYyBeIoOMJIEHNE O HellpeOCTaBJIEHUNM 3a4dBUTEIJIEM
orBeTa Ha

3anpoc yKaszaHHOT'O opraHa. BpemMsa CcoO 1OHA HamnpaBJIeHUS
3amnpoca

SKCIEPTHOT'O yuypexneHusa B YIIOJITHOMOUYEHHEBIN benmepalib HEM
opraH

VCIIOJIHUTEJIbHOM BJIaCTU page; IOHA IIOJIYyUYEeHINA SOKCIIEPTHBEM
YYpexieHreM

OTBEeTa Ha 3alpoC MM YyBEIOMJIEHMS O HeNpelnCcTaBJIeHUM OTBeTa
Ha 3amnpoc

He YUUMTEIBaAEeTCHA IIPUM VMCUMCIIEHNVM CPpOKa IIpOBeIeHMA OSOKCIIEPTHM3EI
OTHOIIEHMA

OXMIOaeMOV IIOJIb3BI K BO3MOXHOMY PUCKY [IPUMMEeHEeHUS
JIEKAPCTBEHHOTO

npenapara Ha OCHOBAHUM IOKYMEHTAa, comepxamero
pPes3yJibTaTH

MOHUTOPMHI'Aa 20QPEeKTUMBHOCTM UM Oe30NaCHOCTM JIEKAPCTBEHHOTO
npenapartTa.

12. B Cpok, He TIpeBHUAIMUN »OecaTy paboumux OHEN
co oHSg

MOJIYyYEeHMS SBaKJIOUeHMS KOMUCCUM BKCIEPTOB 10 Pe3yJibTaTaMm
BKCIEPTUSE

OTHOIIEeHUMA oxmnaeMoﬁ I1OJIb 3Bl K BO3MOXHOMY pMCKy
HpMMeHeHMH

JIEKAPCTBEHHOTO npenaparTa, COOTBETCTBYIIINUN
YIIOJIHOMOUEHHEIN

benmepalJibHEM OPTaH MCIOJIHUTEJIBHOM BJIACTH :



1) ocymecTBJgeT OLEHKY BTOI'0 3aKJIoUeHMsS IIJid
omnpenejyieHMsa eTro

COOTBETCTBMA 3adadHMIO Ha IIpOBeIeHUEe YKaBaHHOﬁ SKCIIEPTUS3EL,

2) IpPUHMMAET pelneHue o) NOOTBEPXIEHUN
TOCYyOapCTBEHHOU

perucTpauMy JIEKAPCTBEHHOT'O MpenapaTta uiam o oTkase B
IONTBEPXIEHUM

TOCYIapCTBEHHOM PeruMcTpaluMM JIEKAaPCTBEHHOT'O Ipernapara;

3) BHOCUT IPM NPUHATUM PeleHUs O MNOINTBepXIeHUMU
TOCYyOapCTBEHHOU

perucrpauuny JIEKapCTBEHHOI'O IIpenapaTa CBeOeHUA B
TOCyIapCTBEHHBIM

peecTp JIeKapCTBEHHEIX CpPenCTB U BBIZAET 3a9BUTEJIO
BeccpouHoe

permcrpallMOHHOE YIOOCTOBEPEeHMe JIEKaApPpCTBEHHOI'O IIpeliapaTa.

13. OcHoOBaHMeM n1Jjia OTKa3a B [NOATBEPXIEHUU
TOCYyOapCTBEHHOU

permcrpaumr JIEeKapCTBEHHOI'O InpelriapaTa ABJIAEeTCHA
SaKJIDUEeHNME

COOTBETCTBYKRIETO YIOJHOMOUEHHOTO GemepasIbHOT'O OopTaHa
MCIIOJIHUTEJILHOM

BJIaCTU O TOM, gTo prCK IIPUMUYVIHEHVA Bpeoa 3IOO0OPOBBIO
yeJioBeKa WMIIM

XMBOTHOT'O BCJIEOCTBME IIpMeMa JIEKapCTBEHHOT'O Ipenaparta
IpeBbBIIaAET

500eKTUBHOCTE €ro HnpuMeHeHusa (B pern. denepallbHOT'O 3aKOHA
orT 4 wuioHSA

2018 . N 140-93 - CobpaHHMe 3aKOHOOATEJIbCTBa POCCUMCKOM
denepaunmn,

2018, N 24, ct. 3407).

14. B nepuon IpOoBeleHUd poLenyp:l
NOOTBEPXIECHUS

TOCYIAapCTBEHHOM perMcTpaluM JIEKapCTBEHHOTO IpelapaTa ero
obpalueHue

B Poccurickom demepaluun He INPUOCTAHABIMBAETCH.

15. IonyckaetTcd obpalleHue JIEKapCTBEHHBIX
npenapaTos s



MeIMUIVHCKOI'O IIPVMMEHEeHMA OO MCTedeHMA CpPpOKa IT'OOHOCTV,
IIPOM3BEIOEHHBIX

B TedeHNre CTa BOCBbMMIOECATNM KaJIEHIAaPHBIX OHeMr I1ocre IJaTheI
IIPMHATUA

YIIOJIHOMOUEHHEIM (elepalibHEIM OPT'aHOM MCIIOJIHUTEJIbLHOW BJIACTU
pemeHms O

NOOTBEPXISHUNM TOCYIapCTBEHHOM perucTpaluuy, B
COOTBETCTRBUU c

VHQoOpMal ey, CcoIepXalle¥iCd B HOOKYMEHTax PerMCTPRalMOHHOTO
oocbe Ha

JIEKAPCTBEHHBM IpenapaT OO OaTH NPMHATKA TakKoI'O pPelleHUd.

(Crarbsa 29 B pen. denepallbHOT'O 3aKoHa OT 22 nekabpsa
2014 . N
429-93 - CobpaHue 3BakoHOomaTenbCcTBa Poccunckom denmepauun,
2014, N

52, cr. 7540)

Crarbsa 30. BHeceHUe UBMEHEHUM B IOKYMEHTEH,
comepxamuecs B

permcrTpallMOHHOM IOOCBE Ha BapePMCTpMpOBaHHMﬁ
HeKapCTBeHHMﬁ InpelriapaT OJIAd MeOIMIMHCKOI'O

IIPMMEHEHNMA

1. B mejiax BHeCEeHIA U3MEeHeHUN B IOOKYMEHTEI,
comepxalmmecd B

PerMCTPalMOHHOM IOCBLE Ha BaPeTMCTPUPOBAHHEI JIEKAPCTBEHHBINM
npenapar

s MEMUIIMHCKOTO NpUMEeHEeHN, ImepxaTesb I
BJIamesien

PETUCTPALMOHHOTO YIOCTOBEPEHMUS JIEKAPCTBEHHOTO
npenaparTa I

YIIOJIHOMOUEHHOE MM IOPpyIToe KpuIMdecKoe JIMLIO (Imajee B
HacTodluey cTaTrbe

- 3asgBUTEJIb) npencTaBideT B YIOJIHOMOUEHHEM (QeldepaJlibHBMI
opTraH

VICIIOJIHUTEJIBHOM BJIACTM SagBJIEHME O BHECEeHMM TaKmMX
M3MEHEeHMM II10



bopwme, YCTaHOBJIEHHOM YIIOJIHOMOYEHHEIM bernepanbHBEIM
OpTraHOM

MCIIOJIHUTEJIbHOM  BJIACTHM, U NpuUilaraeMble K HEeMy M3MEeHEeHUS B
yKasaHHEBe

OJOKYMEHTEI, a TaKXe IOOKYMEHTEI, I[IO0OOTBEePXIalVe HeOoOXOOMMOCTb
BHEeCEHNMA

TaKUX M3MeHeHUM (B pen. denepalibHOT'O 3akoHa OT 22 nekabpsa
2014 . N

429-03 - CobpaHue BakoHOoIaTenbCTBa Poccuuckom Odenmepauun,
2014, N

52, cr. 7540; OdemepanbHOTO 3akoHa oT 4 moHa 2018 . N
140-93 -

CobpaHMe BakoHOImaTeslbCTBa Poccumckom denmepaumyu, 2018, N
24, cT.

3407) .

1-1. TIpu HeOoOXOOMMOCTM BHECEHMUS B IOOKYMEHTH,
comepxamuecs B

PeTrMCTPAallMOHHOM IOOCbEe Ha B3apeTrUMCTPUPOBAHHBI JIEKAPCTBEHHBIM
npenapar

IOJIsT MEOMUIMHCKOT'O IMPMMEHEeHMS, WM3MEeHEeHUM, YKa3aHHBIX B IIYyHKTE
3 uacTu

2 HacToslen CTaTblM n TPGGYIOLU,MX InpoBedeHMA SKCIIEPTVMS3EL
KauecTBa

JIeKapCTBEHHBIX CpencTB, BagBUTENb OOINOJIHUTEJILHO
npencraBsgeT B

YIIOJIHOMOUEHHB delmepasibHB OpTraH MCIOJHUTEJIbHOM BJIACTU
KOTINIO

JIMIIEH3MIM Ha IIPpOM3BOIOCTBO JIEKAPCTBEHHEIX CpelaCTB WMJIM KOIIMIO
SaKJIIOUEHNMA

O COOTBETCTBUM NPOUBBOOUTEJIS JIEKAPCTBEHHBIX CPEeICTB
TpeboBaHMAM

IpaBuUIl Hanjexalemn [IPOM3BOLCTBEHHOM IPaKTUKH,
BBIIJAHHEIX

YIIOJIHOMOY € HHBIM @eﬂepaﬂbeIM OpTraHOM VCIIOJIHUTEJILHOM
BJIACTU B

OTHOIIEHUM WM3B3MEeHEeHHOM M (MJM) »OOINOJIHEHHOM MNPOM3BOICTBEHHOM
nJiomanki



JIEKAPCTBEHHOT'O npenapara, B ciaydae, ecym
MNPOM3BOLCTBO

JIEKAPCTBEHHOTO IpernapaTa OCyleCcTBJIdeTCa B PoCCuUMCKOM
depmepauny,

MO0 KONMIO BHIIAHHOM  YIIOJIHOMOYEHHEIM OPI'aHOM CTPaHE
IPOM3BOONTEJIA

JMLEeH3UM Ha [NPOM3BOICTBO JIEKAPCTBEHHOTO IIpernapara U ee
nepeBon Ha

PYCCKUM S3HIK, 3aBEePeHHbBe B YyCTAaHOBJIEHHOM Iopsanke, a
TaKXe KOIIUI

3aKJIOUEHNS O COOTBETCTBUM I[IPOMBBOIUTENI JIEKAPCTBEHHHX
CpencTs

TpeBOoBaHMAM MNPABUJI HaLjexallel NPOM3BOINCTBEHHOM NPaKTUKM,
BEIIAHHOT'O

YIIOJIHOMOYEHHEBEIM @enepaﬂbeIM OpraHOM UCIOJHUTEJIBHOM
BJIaCTIU B

OTHOIEHUM MUI3MEHEHHOM ¥ (MJIM) IOMNOJIHEHHOM MNPOM3BOICTBEHHOMU
[IJIoua Ik

JIEKAPCTBEHHOT'O npemnapara, NI KOO peleHus
YIIOJITHOMOYEHHOT'O

benepanbpHOTO opraHa MCIIOJIHUTEJILHOM BJIACTU o)
MPOBENEeHUN

MHCIIEKTUPOBAHUSA TPOM3BOOUTEJIS JIEKAPCTBEHHLIX CPEINCTB B
ciayyae, eciu

IIPOM3BOIOCTBO JIEKAPCTBEHHOIT'O IIpellapaTa OCYyHeCTBIJIAeTCHA 3a
IIpenejliaMm

Poccumckon demepaumm (uacte 1-1 BBenmeHa demepalibHBEM
3aKOHOM OT 4

miong 2018 r©. N 140-03 - CobOpaHmMe 3aKOHOINATEJILCTBA
Poccumckon

denmepaumum, 2018, N 24, cr. 3407).

1-2. Ilpu HeoBXOIMMOCTM BHECEHUS B JOKYMEHTH,
comepxamyecs B

PerMCcTPalMOHHOM IOChbe Ha 3apeTrUCTPUPOBAaHHBIM JIeKapCTBEHHEMN
npemnapart

OJI9 MEOMUMHCKOTO NPMMEHEeHMHd, M3MEeHEeHMM, YKAa3aHHBEIX B [YHKTE
4 yacTH



2 HacTodAWe¥ CTaTbM U TpebyllMx [IPOBeIeHMS DSKCIEPTU3EH
KayuecTBa

JIEKAPCTBEHHBEIX CPEeOCTB, 3adBUTEJb OOMNOJIHUTEJILHO
nperncrTaBjigeT B

YIIOJIHOMOYEHHBM (GenepasibHBEI OpPIraH MCIOJHUTEJIbLHON BJIaCTHU
KOTIIMIO

JIMIIEH3MIM Ha IIPpOM3BOIOCTBO JIEKAPCTBEHHEIX CpedCTB WMJIM KOIIMIO
SaKJIIOUEeHNMA

O COOTBETCTBUM TMPOUBBOAMUTEIIA JI€EKAPCTBEHHEIX CPEOCTB
TpeOOBaHUAM

paBUJl HaJjexaumem [IPOM3BOLCTBEHHOM IPaKTUKH,
BBLOAHHBIX

YIIOJIHOMOUEHHEM delepalibHbIM OpIraHoOM MCIIOJIHUTEJIb HOM
BJIACTU B

OTHOUEHUM [NPOM3BOINCTBEHHOM IIJIOWMAOKM JIEKAPCTBEHHOTO
npemnaparTa, B

Cllydae, e€eCJiM TIpOoM3BOIOCTBO JIEKAPCTBEHHOI'O IIpellapaTa
OCyleCTBJIAETCA B

Poccumckon denmepaumny, JaAMOO KOMNMK BEIOAHHOM  YIIOJIHOMOUEHHEIM
OpraHOM

CTPAaHBL IIPOoOM3BOOAMTEIIA JINMLIEH3UN Ha IIpomM3BOOCTBO
JIEKapPCTBEHHOTI'O

npernaparTa M ee [IepeBOI Ha PYCCKMM S3bBK, SaBEepeHHHE B
YCTAaHOBJIEHHOM

InmopAaxKe, a TakKxe KOIINIO SaKJIIOUEeHNMA O COOTBETCTBUN
IIpoM3BOOMTEIIA

JIeKapCTBEHHBIX CpelncTB TpebOOBaHUAM npaBUII
HazgJexauem

[IPOM3BOACTBEHHOM INPAaKTMKM, BEIOAHHOT'O YIIOJIHOMOYEHHEM
benepalib HEIM

OPT'aHOM MCIHIOJIHUTEJIbHOM BJIACTM B OTHOWEHMUM NPOMU3BOLCTBEHHOM
[JIoma Ky

JIeKapCTBEHHOT'O IpelnapaTta, WIu KOTIMIO peueHmns
YIIOJIHOMOYEHHOT'O

benmepanbpHOTO opraHa MCIIOJIHVTEJIL HOM BJIACTU o)
NpoOBEeNeHUU

MHCIIEKTUPOBAHUA TPOMI3BOOUTENS JIEKAPCTBEHHOTO CpeIcTBa B
ciayudae,



eCcJM TPOM3BOINCTBO JIEKAPCTBEHHOTO IpernaparTa
OCYIEeCTBJISETCH 3a

npenenamm Poccumickom denmepauumn (uacte 1-2 BBeIeHa
denepalib HEIM
3axkoHOM OT 4 wmioHa 2018 . N 140-03 - CobpaHue

3aKOHOIATEeJILCTRA
Poccumckom denmepaumm, 2018, N 24, cr. 3407).

1-3. IpuHATHE pelleHUS O BHECEHUM WUIMEeHeHUM ujam 00
oTKaze BO

BHECEHUU MBMEeHEeHUM B JOKYMEHTEI, coepxammecHd B
pPeETMCTPalUVOHHOM

IJOCbe Ha BapePMCTpMpOBaHHMﬁ HeKapCTBeHHMﬁ InperapaT™ OJI4
MeIVMIVMHCKOI'O

IIPMMEHEHNMA, B CJIydae HeOoOXOOMMOCTH IIpoBeOeHNMA SOKCIIEPTNMS3EL
KadecTBa

JIEKAPCTBEHHBIX CPEeICTB M (MJIM) DBKCHEPTUI3BE OTHOINEHUS
OXMIIaeMOM I10JIb3E

K BOBMOXHOMY PUCKY T[IPUMEHEHUI JIEKAPCTBEHHOTO
npenapatTa ojid

MEIULMHCKOTO TIPUMEHEHMS OCYWEeCTBJISeTCd B CPOK, He
1P e BHIA DIV

neepgHocTa paboumx IOHEeM, a B OCTaJIbHHEIX CJIydyasax B
CpOK, He

[IPEeBHIIANIVI TPUIOLATY paboumMx IOHEeM CO IOHA [IPUHATUL
YIIOJIHOMOYEHHEBIM

@enepaanMM OpTraHOM VCIIOJIHUTEJIbHOM BJIaCTU 3aABJIEHMA O
BHeCEeHIN

TakKMxX M3MeHeHUM (dJacTb 1-3 BBerdeHa OdemepalibHEIM 3aKOHOM OT
4  uoHS

2018 . N 140-93 - CobpaHHMe 3aKOHOIOATeJIbCTBa POCCUMCKOM
denmepauunu,
2018, N 24, cr. 3407).

2. JKcCIepTMsa JI€EKapCTBEHHEX CPeICcTB B yacTu
SKCIIEePTU3H
KayecTBa JIEKAPCTBEHHOI'O CpencTBa ¥ (MiaM) BKCIEPTU3B
OTHOIIeHMHA

OXMOaeMOM IIOJIb3Bl K BO3MOXHOMY PUCKY I[IPUMMEeHEeHUS
JIEKAPCTBEHHOTO



IipeliapaTa OJIA MeIOVMIIMMHCKOI'O IIPMMEHEHMA TIPpOBOOVMTCA B Cllydade
BHEeCEHNMA

VU3MEHEHUN B JOKYMEHTEL, comepxammecHd B permcrTrpalulMOHHOM
JOCbhbe Ha

3apPEeETUCTPUPOBAHHEIM JIEKAPCTBEHHLBM NpenapaT, B OTHOUEHUN:

1) cBemeHMlM, YyKa3aHHBIX B MHCTPYKLUMM 10 MEeIMLIMHCKOMY
[IpYMeHEHUIO

JIEKAPCTBEHHOT'O IIpeliapaTa:

a) JiexkapCTBeHHad bopmMma o} yKasaHueM
HaMeHOBaHUMN n

KOJIMYECTBEHHOI'O COCTaBa H@ﬁCTByDMMX BemecCTB M KadeCTBEHHOI'O
cocCTaBa

BCIIOMOTI'aTeE€JIbLHEIX BeleCTB (HpM HeOOXOOMMOCTHM KOJMUECTBEHHOT'O
cocTaba

BCIIOMOTI'aTeJIb HBEIX BemeCTB);

©) bapMakoIMHaAMMKA u bapMakKOKMHETHKA (3a
UCKJIIOUEeHMEM
bapMakOKMHE TUKU ToOMeOoIaTruue CKMUx JIEKAPCTBEHHBIX
npenapaTos u

PaCTUTEJIbHEIX JIEKAPCTBEHHEIX IIPelapaToB) ;
B) IOKaz3aHUAa OJig [IPUMEHEeHUS;
I') NPOTMBOIIOKAk3aHMA IJid [NPUMEHEHMUS;
) MePbl NPelNOCTOPOXHOCTM IIPU IIPMMEHEHUN;

e) YKa3aH1e BO3SMOXHOCTIU n oCcoBeHHOCTEN
IIPVIMEHEHIM A

JIEKAPCTBEHHOT'O MNpernapaTa IOJjg MEeOMLUMHCKOTO IIPMMEHEHUH
OepeMeHHBMU

XEHIMHAMM, XeHIMHaM¥ B I[Iepuon TPYyIHOT'O BCKapMIMBAHUS,
OeTbMH,

B3POCIJIEIMM, VIMEKIVMY XPOHMUEeCKMe 3aboJIeRaHmA;

X) PEeXVM OO3MPOBaHMA, CIOCOOB BBeIeHUS U
[IPYMEHEHVa, IIpU

HeO@XOﬂMMOCTM BpeMA InprneMa JIEKAPCTBEHHOT'O
npemnapara,

IIPOOOJIXMTEJIBHOCTDb JIeYeHn4d, B TOM yrclJie Y oeTen pite) n
Iiocre

OIOHOI'O Tonary



3) BO3MOXHEIE NOOOUHEIE IEMCTBUSA U HexXeJlaTeJlbHble
peakumMu IIpu

IIPMMEHEHNNM JIEKAPCTBEHHOTI'O IIpeliapaTa,

M) CHMIITOMBl IIepeloO3MPOBKM, MEPB IO OKa3aHMD
[IOMOIIM npu

nepenosrpoBKe;

K) B3aMMOIEMCTBME C IOPYI'MMM JIEKAPCTBEHHBIMM IpelapaTaMu
n  (mnam)

NMIEeBEMM NPOLOYKTaMU;
JI) GOpPMEl BHIIyCKa JIEKAPCTBEHHOTO NpelnaparTa;

M) yKasaHue (npm HeobXOoIMMOCT) ocobeHHOCTEN
IercTBUA

JIEKAPCTBEHHOT'O IpernapaTa IIPpM [IEePBOM IIPUEME MM IIPU €TI0
OTMeHe;

H) CBeIeHMs O BOBMOXHOM BJIIMIHUM JIEKAPCTBEHHOTO
npenapara O

MEeIMIVMHCKOI'O IIPMMEHEHNMA Ha CIIOCOOHOCTHB YIIPaBJIATH
TPaHCIIOPTHEIMM

cperncCcTrBamMmM, MeXaHM3MaMIl,

o) CPOK T'OIOHOCTWU n YKaszaHnue Ha 3alipeT
IIPMMEHEHMA

JIEKAPCTBEHHOTO MNpenapaTa [0 MCTEeYeHUM CpOoKa I'OOHOCTH;
1) yCJIOBUSA XPAaHEHUH;
P) YCJOBMS OTIyCKaj;

2) cocTaba JIEKapPCTBEHHOTI'O InpeliapaTa IJIA
MeIMIIMHCKOI'O

IIPMMEHEHNMA ;

3) uM3MeHeHUsS MecTa IPOM3BOICTBA JIEKAPCTBEHHOTO
npenaparTa IOjs

MEIMUIVHCKOI'O IIPVMMEHEHMA,

4) mBMeHeHMsd IIoKa3aTeJleM KadeCTBa JIEKapCTBEHHOTO
npenapatra nojuda

MeIMIVMHCKOI'O IIPMMEHEHMA n (MHM) MeTOIOOB KOHTPOJIA
KaduecTBa

JIEKAPCTBEHHOT'O IIpellapaTa OJIAd MeIIMUIMHCKOI'O IIPVMIMEHEHVIA,



5) mMBMeHeHMsa CcpoKa I'OOHOCTM JIEKapCTBEHHOTO
npenapara o4

MeIMUVHCKOTI'O TIIPVMMEHEHMA,

©) CBeIeHMM O HeOOXOOMMOCTM BHEeCeHMUd MHBIX
M3MEeHeHUM B

MHCTPYKLMIO IO MEeOMLMHCKOMY I[IPMMEHEHMIO JIEKAPCTBEHHOTO
npenapara, a

TaKXe B MHBIE OKYMEHTH, COIepXalyecd B PerMCTPalMOHHOM
Inocke Ha

3apeTrUCTPUPOBAHHBIM JIEKAPCTBEHHEN OpenapaT. [Ipy  3TOM
pemeHre O

IPOBENEHUM BKCIEPTU3B KadecTBa JIEKAaPCTBEHHBIX CpPeICcTB
(m17111)

OKCIIEPTM3bEl OTHOIEHNMA OXMIOAEeMOM IMIOJIb3E K BO3MOXHOMY PUCKY
IIPMMEHEHNMA

JIEKApPCTBEHHOI'O IIpellapaTa OJIA MeIMIIVMHCKOI'O IIpMMEHEHWMA
IIPVMHVIMaeTCA B

COOTBETCTBMM C YTBEPXIEHHOM YIIOJHOMOUEHHEIM O(GenepalibHBM
opTraHoOM

VCIIOJIHUTEJIBHOM  BJIACTU KJIaccubpmrKalumen V3MEeHEHUN,
BHOCMMEBIX B

IOOKYMEHTEI, comepXxaumyrecsd B PETUCTPALMOHHOM
Iocbe Ha

3apPEeTrMCTPMPOBAHHEN JIEKAPCTBEHHE IIpenapart.

(JacTte 2 B pen. dermepallbHOTO 3aKOHa OT 22 nmekabpsa
2014 . N
429-03 - CobOpaHMe BaKOHOIATeJILCTBa Poccumckom denepaluni,
2014, N

52, crt. 7540)

3. C BagBjiIeHMEM O BHECEHUM WUBMEHEeHUM B IJOKYMEHTE,
comepxaumecs

B PETUCTPALIMOHHOM oocbe Ha BaperucTpUPOBAaHHBIM
JIEKAPCTBEHHBIN

IipeliapaT OJi4a Me IV VMHCKOI'O IIPprMMeHeHNMA, Hapanoy C
IOKYyMeHTaMI,

YKA3aHHEBEIMM B YaCTU 1 HaCTOHmeﬁ CTaTbl, 3aAdBUTEIIb
IIpencTraBJideT KOIIMNM



OOKYMEHTOB, I[NOATBEPXIAKNIMX YIIJIaTy IT'OCYyIapCTBEHHOM
[TOULTMHEI 3a

BHeCeHle B JOKYMEHTEI, comepxaummecd B permcrpalMOHHOM
IJOCbe Ha

3apeTrnUCTPUPOBAaHHBIMN JIEKapPCTBEHHBIN npenapar oJid
MEeOUUMHCKOT'O

IPpYMEeHEHUHd, MBMEeHEeHU, TPebyoIMx NpOBeIeHUH
SKCIIEePTU3H

JIEKAPCTBEHHBEIX CPEeICTB B UYACTK DSKCIEPTU3E KauecTBa
JIEKAPCTBEHHOTO

cpencrBa M (MUJIM) DSKCIEPTU3L OTHOWEHMS OXMIAEMOM IIOJIb3E K
BOSMOXHOMY

PUCKY IPUMEHEeHUS JIEKapPCTBEHHOTO npernapatTa nJis
MEeIVLMHCKOTO

IpMMEeHEeHMS, TOCYyIapCTBEHHOM IIOUJIMHBEI 3a BHECEeHMue B
IOOKYMEHTH,

comepxamuecs B permMcTpauMoOHHOM OoChe Ha

3apernCTPMPOBaHHEN

JIEKAPCTBEHHEM MpernapaT OJg MeOMULUMVMHCKOIT'O NPMMEeHEeHNd,
U3MEHEHUM, He

TpeOynlxX NOPOBEIEeHMSa DSKCIEPTU3HE JIEKapCTBEHHOTO
cpexncrsa, Jmoo

BIpPaBe MNPenCTaBUTb IO COOCTBEHHOMW MHMUIUMATUBE yKa3aHHEE
IOKYMEHTE. B

cayyae UX HeNnpencTaBJIeHUI YIIOJTHOMOUE HHEBIN benepanbHLM
opraH

VCIIOJIHMTEJIbHOM  BJIACTU NpobBepsaeT QaKT yIJIaTH
TOCYyIAapCTBEHHBIX I[IOWJIMH

3a4aBUTEJIEM IIOCPEenCTBOM VCIIOJIE30BAHUL nHbOOPMaLIM 006
yrjare

TOCYOapCTBEHHBIX TIOIJIMH,, comepXxaumencsd B
TocymapCTBEeHHOU

MHOOPMALMOHHOM CUCTEME O TOCYIAapCTBEHHBIX M MYyHMIMIIAJIbHBIX
njiarexax,

Ha OCHOBaHUU npencTaBJIEHHBIX 3a9BUTEJIEM KON
IOOKYMEHTOB,

IONTBEPXOAIMX YIJaTy I'OCyIOapCTBEHHOM IOUJIMHEL (B pen.
denmepasibHOTO



3aKoOHa OT 22 pexkabpsa 2014 . N 429-903 - CobpaHue
3aKOHOIDATEeJIbCTBAa

Poccumckom denmepaumm, 2014, N 52, cr. 7540).

4. B TeueHMe JOecATM paboumx IHEeV CO IOHA MNOCTYIJIEeHUA
YKasaHHOTO

B dYacTm 1 HaCTOAlleM CTaTbM 3agBJIEHMS WM HeOOXOIMMEIX
IOOKYMEHTOB

YIIOJIHOMOYEHHEM (QenepalibHEM OPpI'aH MCIOJIHUTEJIBHOM BJIACTM:

1) nposomut [IPOBEPKY [IOJIHOTEL M IOOCTOBEPHOCTU
CBeIeHul,

comepXalmMxXxcd B IMNpeldCTaBJIECHHEIX 3adBUTEJIEeM MaTepuaJlaX;,

2) IpMHMMAaET peleHue O TIpPOBeIeHMM YyKa3aHHEIX B
yacTtm 2

HacToOdlle CTAaTbM COOTBETCTBYHIMX DKCIEPTUS3 JIEKAPCTBEHHOTO
cpencTBa

uiu o6 oTkKal3e B MuX IIpoBeOeHUN,;

3) yBemoMJsgeT B BJEKTPOHHOM MM NOMUCBMEHHOM QopMme
3aAaBUTENA O

IIPVMMHATOM pPelleHUM I B Cliydae IIPVMHATUMA pelumeHmA ob
OTKase B

IIpOoBEeIEeHUN COOTBeTCTBmeeﬁ SOKCIIEPTNMS3EL C YKasaHMeM
IIPpUYVIH TaKOI'O

oTkaza (B pen. demepalyibHOT'O 3akoHa OT 22 mekabpsa 2014 r. N
429-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) .

4-1. B crniydyae BHABJIEHUS HEIOCTOBEPHOCTM CBeIeHUN,
comepXalumxcs
B IPEeOCTaBJIEHHEIX 3afgBUTEJIEM MaTepuasax, YIOJHOMOUEHHEBIN
benepalbHBM

opTraH VCIIOJIHUTEJILHOM BJIaCTM HallpaBjideT 3a4BUTEJIIO
3anpoc 06

YTOUHEHUM YKA3aHHBIX CBeIeHMM. JaHHBIM 3anopocC MOXeT OBTh
nepenaH
YIIOJIHOMOUYEHHOMY HpeﬂCTaBMTeﬂD 3ad9BUTEIJIA JIMTUHO 1oL

pacnmcky,



HalpaBJIeH II0 INOouUTe 3akKa3HBM IIMCbMOM WM IIepelaH B
BJIEKTPOHHOM bopMe

o TeJIEKOMMYHMKAILIMOHHEIM KaHaljJlaM CB43M. B ciayuae HallpaBJIECHMA
JAaHHOTI'O

3arpoca I10 nouTe 3aKa3HBIM IIMCbMOM OH CumTaeTCHd
IIOJIYYEHHBIM 10

MCTEUEeHUM WEeCTM OHEM C JaThl HalpaBJIEHMS 3akKa3HOT'O NMUCbMAa
(uacre 4-1

BBeneHa demepalibHEIM 3aKOHOM OT 25 Hosabps 2013 r©. N
317-03 -

CobpaHMe 3BakoHOmaTelnbCcTBa Poccumckom demepaumm, 2013, N
48, cmT.

6165) .

4-2. BasgBuresib obda3aH IpencTraBuUThb OTBET Ha
3amnpoc

YIIOJIJHOMOUEHHOTO (demepasyibHOTO oOpraHa MCIOJHUTEJIBHOM BJIACTU
B CPOK,

He npeBMmammMﬁ IJeEBAHOCTAa pa@quX oHeMr coO IOHA IIOJIYUYEeHNA
OJaHHOTI'O

3amnpoca. Cpoxk, YKa3aHHBEM B J4acTu 4 HacTodmen
cTaTeM,
IproCTaHaBJIMBAETCH co OHA HalpaBJIEHUI 3a9BUTEJIO
3amnpoca

YIIOJIHOMOUEHHOTO GenepasIbHOT'O OpTraHa MCIOJHUTEJILHOW BJIACTU
oo IOHSA

TIOJIydYeHMA M oTBEeTa Ha OaHHBIN 3aripoc n He
YUNMTEIBAETCA npn

MCUMCJIEHUM CPOKa IMNPUHATUS PeUleHMSI O BHECEHUM MIMEeHEeHUM B
IOOKYMEHTH,

comepxammecs B PermMCTPalOHHOM Iocbe Ha
3aperuCcTPUPOBaHHBIMN

JIEKaQPCTBEHHEM HOpernapaT IJsg MeOUMLUMHCKOTO IIPUMMEHEHUS
(uacre 4-2

BBermeHa OdemepasibHEIM 3akoHOM oOT 25 Hogbpsa 2013 1. N
317-03 -
CobpaHmMe sBakoHOmaTesJIbCTBa Poccurckom demepaumm, 2013, N
48, cmT.

6165) .



5. OcHOBaHMEM OJid OTKaza B IPOBEIEeHUM YKA3aHHHBIX B
yacTtm 2

HacrTodgmen CTaThbM DBKCIEPTU3 ABJISETCS OIpencTaBJIeHue
IOOKYMEHTOB,

[IEePEeUMCIJIEHHBEX B 4YacTAX 1 M 3 HaACTOMAIWEeM CTaThbH, B HEIIOJIHOM
obweme,

HemnpencTaBJIeHMEe 3adBUTEJIEM B YCTaHOBJIEHHBIM CPOK OTBeTa Ha
yKas3aHHBMN

B yacTtu 4-1 HacTOAmEeM CTaTbM 3alpoC YIOJHOMOUEHHOTO
benmepalZiIbHOTO

OopTraHa VICIIOJIHUTEJILHOM BJIaCTHI, a TakKXxXe OTCyTCTBME B
IIpenCTaBJIEHHEIX

IJOKYyMEeHTAaxX JIOCTaTOUHBIX CBeIeHUM, MIOOTBEPXIAalIMX
HeoOXOoIOMMOCTh

BHECEHUSA M3BMEeHEeHMM, WM OTCYTCTBMEe MHOOpMaL UM,
nonreepxnamnmey QaxT

YIIJIaTE TOCYIAPCTBEHHBIX IIOUJIMH, YKa3aHHBIX B YacTU 3
HacTosle CcTaThbU

(B pen. demepallbHOTO 3akoHa oT 25 Hogbpsa 2013 r. N
317-903 -

CobpaHMe BakoHOmaTesIbCTBa Poccumckom denmepaumyu, 2013, N
48, cmT.

6165; denmepasibHOTO 3akKOHa OT 22 zmekabpsa 2014 r. N 429-903 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom d®enmepaumm, 2014, N 52, cT.
7540) .

6. YKaszsaHHHE B YacCTy 2 HACTOSNEM CTaTbV BKCIEPTU3E
NPOBOOSATCS

B IopsAke, YCTAHOBJIEHHOM CTaTbel 23 HacTosdmero demepalibHOTO
3aKOHaA .

7. B CpOK, He MpeBHIIAIMI OeCcaTy paboumMx IOHEeM CO IOHM
IOJIydeHud

3aKJIOUEHUM KOMMCCHUM BKCIEPTORBR IO pel3yJibTaTaM YKa3aHHBIX B
vactu 2

HaCTOsAen cTaTbu DKCHEPTU3, YIIOJHOMOUYEHHEIN
benepalsibHBEIL OpPT'aH

MCIIOJIHUTEJIbHOM BJIacTU (B pen. demepalibHOT'O 3akoHa OT 22
nexabp4ga



2014 . N 429-903 - CobpaHuMe 3aKoHOIATeJIbCTBa PocCcuMCKOMU
denmepaunu,

2014, N 52, cr. 7540):

1) nDpuHMMaeT pemeHue O BHECEHUM UI3MEHEeHUM B
IOKYMEHTHI,
comepxauyecsHd B PeETrMCTPALMOHHOM oochbe Ha

3apeTrUCTPUPOBAaHHEIM

ﬂeKapCTBeHHMﬁ IIperapaT oj4d MeIMIVMHCKOI'O IIPMMEHEHMA, uan o6
oTKaszse

BO BHECEHUM TaKMUX MUIBMEHEeHUN;

2) BHOCUT B TI'OCYHAPCTBEHHHM pPeecTp JEeKAapPCTBEHHBIX
cpencTB Ha

OCHOBaHUMNM pelleHMAd O BHEeCEeHNMN U3MEHEHUN B IJOKYMEHTEHL,
comepXxaummec4d B

PerMCTPaLMOHHOM IOCBLE Ha BaPeTrMCTPUMPOBAHHEI JIEKAPCTBEHHBIM
npenapar

IJIS MEeOMLMHCKOTO IIPMMEHEHMS, HeOoOXOIUMbIE MV3MEeHEeHUS U
BO3BpallaeT MUx

3aABUTEJIIO,

3) BHIDAET S3agBUTEJIO HOBOE perncTpanmMoHHOe
yIOOCTOBEPEHUE

JIEKAPCTBEHHOTO IMpernapaTa B cjydyae M3MeHeHUd CBeIeHUN,
comepxaumxcs

B HeM (nyHKT 3 BBezeH dermepalibHEIM 3aKOHOM OT 22 nexabpsda
2014 . N

429-03 - CobOpaHMe BaKOHOIATeJIbCTBa Poccuimckom denmepaluni,
2014, N

52, cr. 7540).

8. OcHOBaHMEM IJId OTKasa BO BHECEHUM M3MEeHEeHUM B
IOOKYMEHTH,

comepxaumecsa B PeErmMCcTPalMOHHOM nocbe Ha
3aperUCTPUPOBAaHHBIMN

HeKapCTBeHHHﬁ IiperapaT IOJIA MeIMIVMHCKOI'O IIpMMEHEHNHA,
ABJIAEeTCHA
SaKJIIDUEeHN e YIIOJIHOMOUYEHHOTI'O @enepaﬂbHoro OopTraHa

MCIIOJIHUTEeJILHOM



BJIACTM O BOBMOXHOCTM CHIMXeHMS 0e30IacHOCTM, KaudecTBa,
20PEeKTUBHOCTU

JIEKAPCTBEHHOT'O CpenacCTkBa B CJlJIydae BHEeCEHMA TaKUX V3MEeHEeHUN .

9. JomnyckaeTcs obpaleHue JIeKapCTBEHHKBIX
npenapaTos i

MeIMUVIHCKOTI'O IIPVMMEHEHMA OO MCTedeHMA CPpOKa IT'OOHOCTIV,
IIPOM3BEOEHHBIX

B TedeHle CTa BOCBMUIECSTM IOHEM II0CJIe OaTH IIPUMHATUA
YIIOJIHOMOYEHHBIM

@enepaanHM OpraHOM VICIIOJIHUTEJILHOM BJIaCTIU pelneHnA O
BHEeCEeHMIN

M3MEHEeHMM B IOOKYMEHTE, CoOIepXalmecs B PeruMCTPalMOHHOM
oocbe, B

COOTBETCTBUNU C nHOopMaLmen, comepXxalemncsd B
IOOKYMEHTAax

pPerMmcTpalMOHHOTI'O JOCbhbe Ha HeKapCTBeHHHﬁ InpeliapaT™ OO IaTEI
IIPVMHATUA

TakoTO pemeHusa (B pen. demepalibHOTO 3akoHa OT 22 nekabps
2014 . N

429-93 - CobpaHmMe 3akKOHOHaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, cr. 7540).

Craresa 31. BHeceHMe MBMEHEHMM B IOKYMEHTH,
comepXxamyecsd

B PerMCTPalLMOHHOM IOOCbhbe Ha
3aperuCcTPUPOBaHHBIMN

HeKapCTBeHHMﬁ IIpeliapaT OJI4d BeTePVMHapHOTI'O

IIPMMEHEHM A

1. B uejasgx BHeCEeHMS M3BMEeHeHUM B IOOKYMEHTH,
comepxaumyecsa B

PeTrMCTPalMOHHOM IOChbEe Ha 3apeTrUCTPUPOBAaHHBIM JIeKapCTBEHHEMN
npemnapart

IOJIA BeTepPpMHAPHOT'O IIpMMEHEHUHA, JepxaTellb Wi
Blilagesiel],



PerMCcTPaloOHHOTO YIOOCTOBEPEHUSA JIeKaPCTBEHHOTO
npenapara 1ZN)Z1

YIIOJIHOMOUEHHOE UM JpyTroe npuAMYecKoe JIMIO (Iajiee B
HacTodluey cTraTrbe

-  BagBUTEJIb) npencTaBjigeT B YIOJIHOMOUEHHHM delepaJibHbIM
opraH

MCIIOJIHUTEJILHOM BJIACTM SagBJIEHMEe O BHECeHMM TaKmuX
MBMEHEeHUM II10

bopwme, YCTAaHOBJIEHHOMU YIIOJIHOMOUEHHEBIM benepalib HBIM
OpTraHOM

MCIOJIHMTEJIbHOM BJIACTHM, M OpujlaraeMble K HEMy M3MEHEHUS B
yKasaHHEBEe

IJOKYMEHTEI, 4a TaKXe IOKYMEHTEHI, IIOOTBEepPXIakllre HeOoOXOoOMMOCTb
BHeCEeHIA

TAKMX M3MEHEeHUM. I[Ipry HeoOXOIOMMOCTM BHECEHMS M3MEeHEHUM B
IOOKYMEHTHI,
comepxaumyecsa B pPerMcTpaurOHHOM oocbe Ha

3apernCTPMPOBaHHEN

JIeKapPCTBEHHBM [pernapaTr IJigd BeTepPMHAPHOTO I[IPMMEHEeHMT, B
caydaax

M3MEeHEeHNd u (mm) IOOIIOJIHEHUA MIPOU3BOACTBEHHOM
[1JIOLA OKM

JIEKaAPCTBEHHOTI'O cpencrTrea, a TaKXxe U3MEHEHMA ToKalaTeJien
KadecTBa

JIEKapCTBEHHOT'O IIpenapaTa IJd BeTepMHapPHOI'O IIpPUMEeHeHUS
u (113111)

METOIOB KOHTPOJIS KauecTBa JIEKAPCTBEHHOTO
npemnaparTa nJis

BEeTEPMHAPHOT'O IIPVMMEHEHMA 3aABUTEITIb IJOIIOJIHMTEJIBbHO
IIpencraBJideT B

YIIOJITHOMOUEHHEM (QenepalsibHBEIM OpTaH MCIOJIHUTEJIBHOM BJIACTU
cllenymoimue

JOKYMEHTEL :

1) KOIIMA JIMMIIEeH3UM Ha IIpoM3BOOCTBO JIEKAPCTBEHHEIX
cpencrs,

BEIIAHHOV MNPOM3BOOUTEJIO JIEKAPCTBEHHOTO IpernapaTa ojsg
BETEPUHAPHOTO

NPUMEHEeHVs, IJIS POCCUMCKUX NPOM3BOIOUTEJIEN;



2) KommMda JIMLUEH3UM Ha [IPOM3BOACTBO JIEKAPCTBEHHHX
CpeIncTs,

BEIDAHHOM TPOMIBOOMUTEJIIO OQapMalleBTUMUECKOM CyOCTaHLuM,
BXOIOALEM B

COCTaB JIEKAPCTBEHHOTO IIpernapaTa Ojisg BEeTEPMHAPHOTO
NPUMEHEeHNs,  IJId

POCCUMCKUX NPOU3BOOUTEJIEN;

3) xomnmsa IOOKYMeHTa, BBEIOAHHOTO YIIOJIHOMOUEHHEIM OpPIT'aHOM
CTPaHH

IIpomM3spOoIMTEIIA IOJIA KaxIon HpOMBBOHCTBeHHOﬁ TIJI0Ia KM
JIEKAPCTBEHHOTI'O

npenapartTa nJisd BETEPUHAPHOT O IpUMEeHEeHUS u
IOOTBEPXIAKNIETO

COOTBETCTBME TINPOM3BOOUTEJIA JIEKAaPCTBEHHOTO IIpenapara
TpeOOoBaHMAM

IIpaBUII HaJjexalemn HpOMBBOﬂCTBeHHOﬁ IIPakKTMUKM, n ero
ItepeBon Ha

pyCCKMﬁ A3EBIK, 3aBepeHHble B YCTAHOBJIEHHOM IIop4d1Ke, a
TaKXe KOIIMA

3aKJIOUEHVSI O COOTBETCTBUM I[IPOMIBOOUTENIS JIeKaPCTBEHHBIX
CpencTs

TpeboBaHMAM MPABUII HaIJexallel MPOVM3BOACTBEHHOM MNPAaKTUKM,
BEIIAHHOT'O

YIIOJTHOMOUEHHEIM GenepaJibHEIM OPTaHOM MCIOJHUTEJBHOW BJIACTHU
IOJIS KaXIOM

NPOU3BOIACTBEHHOM [JIoma IKU JIEKapPCTBEHHOTO npenapara
s

BETEPUMHAPHOT'O IIpMMeHeHud, Jubo KOnusa pemeHnsa o
[IpOBENEeHUN

VMHCIIEKTMPOBAHNMA IIpomM3spOoINTETIA JIEKapPCTBEHHBIX cpencTsn,
IIPMHATOTI'O

YIIOJTHOMOUEHHBEIM GenepaJibHEIM OPTaHOM MCIOJHUTEJBHOV BJIACTHU
IJIS KaXI oM

MIPOM3BOLCTBEHHOM rJioma Ky JIEKapCTBEHHOTO npenapara
s
BETEPUMHAPHOTO I[PMMEHEeHMS. YKa3aHHBEE JOKYMEHTEH

NpencTaBJIgioTCSa B



ciaydae, ecnu IPOMBBOICTEBO JIEKAPCTBEHHOT'O
npenapara OIS

BETEPMHAPHOTO MNPMMEHEHMd OCYHeCTBJIdeTCcd 3a OpejaejiaMu
Poccumckon

denepaunm;

4) KomMsa HOOKYMEeHTa, BBEINAHHOTO YIOJHOMOYEHHEIM OpPI'aHOM
CTPaHH

NIPOM3BOOUTEIA bapMaleBTUUECKOM cyOCcTaHumMm nu
[IOOTBEPXIOAKIEIO

COOTBETCTBME NPOU3BOOMUTENA bapMaleBTUUECKOM CyOCTaHLUM,
BXOIALEM B

cocTasre JIEKAapCTBEHHOTI'O InpelriapaTa IOJiA BeEeTEPMHAPHOTI'O
IIPpriMeHeHM A,

TpeOOBaHMAM [IPaBUJI HaJiexallell I[IPOM3BOLCTBEHHOM I[PakKTUKM,
n ero

IiepeBOd Ha pYCCKMIZ A3EBIK, SaBEePEeHHEIe B YCTAHOBJIEHHOM
IIop4d1Ke, B

cryuae, eciqu MIPOM3BOACTRBO bapMaleBTUUECKOM
cybcTaHuMmM

OCylleCTBJIAETCA 3a NpenejyiaMu Poccumckon demepauun.

(Jacte 1 B pen. demepanibHOTO 3akoHa oT 4 wumoHsa 2018 1.
N 140-03

- CobpaHue 3akoHOmaTeJbCcTBa Poccumckom denmepaumm, 2018, N
24, cT.
3407)

1-1. B ciiyuae mM3MeHEeHUS U (m1111) IOOIIOJIHEeHUS

HpOMBBO,I[CTBeHHOIZ

JIoWAanKy JIEKAPCTBEHHOTO CpencTBa IOKYMEHTH, YKas3aHHBE B
yact 1

HacToduem CcTraThbu, IpencTaBJIgAlTCAa 3asaBUTEJIEM B OTHOUEHUM
M3MEeHIeMOM

u (1) OOTIOJIHAEMOM TMPOMBBOACTBEHHOM IJIOWAIKMU
JIEKAPCTBEHHOTO
Cpe,JZ[CTBa. Pemenre o0 BHeCceHUU MBMeHeHMIZ B IOOKYMEHTEI,

comepxaumecs B

PeTrMCTPalMOHHOM IOCbE Ha 3aperMCTPMPOBAaHHEM JieKapCTBEHHEIN
npenapart



IJiS BEeTEPMHAPHOTO I[PMMeHeHMd, UM o6 oTKaze B 17924
BHECEHUU

IPUHVMAaEeTCs B caydae HeOoOXOOVMOCTHU NpOBEeNeHns
BKCIEPTU3E

JIEKAPCTBEHHOT'O CpelICcTBa B CPOK, He NpeBHUAalMM IOeBAHOCTA
paboumx

IOHEeV, a B OCTaJIbHHEIX CJIydasdx B CPOK, He IpeBHIAIUN TPUOLATU
paboumx

oHen co OHS IPUHATHUS YIIOJIHOMOUE HHEIM benepasibHEM
opTaHoM

VICIIOJIHUTEJILHOM BJIACTM SBadBJIEHMS O BHECEeHMM TaKUX
M3MeHeHuM (JuacThb

1-1 BBenmeHa demepalibHEIM 3akoHOM oT 4 wmioHa 2018 1. N
140-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2018, N
24, cT.

3407) .

2. B crnyuae BHeceHMS U3MEHEHMUM B IOKYMEHTEH,
comepxamuecs B

PerMCTPALMOHHOM IOCLE Ha BaPeTrMCTPUMPOBAHHEI JIeKAPCTBEHHBIN
npenapar

IJIA BeTEepPMHAPHOT'O IIPpMMEeHEHN A, B OTHOIEHNN CB@,H@HMIZ,
YKA3aHHEIX B

HO,HHyHKTaX HeH’ ">K", "K", HHH’ HHH "C", "X" HYHKTa 7
yacTtu 3

cTaTbu 17 wHacTosmero denmepalIbHOTO 3akKOHAa, WM3MEHEHUH
u (117111)

IOTOJIHEHUSA MMPOM3BOICTBEHHOM IIJIOMANKM JIEKAPCTBEHHOTO
cpencrea, a

Takxe B CJlydae M3MEeHeHHud I[oKasaTeJleM KadecTBa
JIEKapCTBEHHOTO

npenapaTta OJg BEeTEPMHAPHOI'O NpMMeHeHuda ¥ (MiaM) MeTOHOB
KOHTPOJIS

KauecTBa JIEKAPCTBEHHOTO I[pellapaTa Jjig BeTEepMHapHOTO
IPUMEHEHW

NPOBOOMTCS SKCIEpTM3a JIEKAPCTBEHHOTO CpencTBa IJisd
BETEPUHAPHOTO



IpUMeHeHusa. B cJiydyae HeOOXOIMMOCTM BHECEHMS  MHBIX
MBMEeHEeHUM B

IOOKYMEHTEHL, comepxauyecs B PETUCTPALMOHHOM
nocbe Ha
3apeTrnUCTPUPOBAaHHBIMN JIEKapPCTBEHHBIN npenapar oJid
BETEPUHAPHOTO

IPMMEHEeHNs, DBKCIepTu3a JIEKAaPCTBEHHOTO CpelcTBa OoJjidg
BETEPUHAPHOTO

NpUMeHeHud He nporommurca (B pen. demepanbHOT'O 3akoHa OT 22
oOKTAOPA

2014 . N 313-93 - CobpaHmMe 3aKOHOIOATEeJIbCTBa POCCUMCKOM
denepaunmn,

2014, N 43, cr. 5797; demepallbHOT'O 3aKoHa OT 22 nekabpsa
2014 . N

429-93 - CobpaHue 3BakoHomaTenbCcTBa Poccunckom denmepauun,
2014, N

52, cT. 7540).

3. C 3asBJieHMEM O BHECEHUM WUBMEeHEeHUM B IOKYMEHTH,
comepXxauyecsd
B PETUCTPALMOHHOM oocbe Ha 3apermCcTpUPOBAaHHBIM
JIEKAPCTBEHHEBU

npenapaT nOJsg BeTEePMHAPHOT'O I[PMMEHEHMs, Hapgady C
OOKYMEeHTaMU,

yKasaHHBEIMM B YacCTM 1 HACTOLMEM CTaTbMu, MNIPEeOCTaBJISATCH
IOOKYMEHTH,

IIoaTBepXIaKnire YILJIaTy rocynapCTBeHHoﬁ TTOIJIMHEIL 3a
BHeCeHIe B

IOIOKYMEHTEHI, comepXxaumyecsd B pPerMCTPaLMOHHOM
oocbe Ha

3apeTrmCTPMPOBAaHHEMN JIEKapPCTBEHHEBIN npenapart ojida
BETEPUHAPHOTO

[IPVMMEHEHMHA, V3MEHEHU, Tpelynlnx IpOBENEeHMA
SKCIEPTM3EL

JIEKAPCTBEHHOTO cpencrTea 14 BETEPUHAPHOTO
IIPpMMEHEHNU A, VIJin

M3MEHEHUI, He Tpebynuux NIPpOBEeIeHUd 5KCIEPTU3EL

JIEKAPCTBEHHOTO



cpencTBa IJid BETEPMHAPHOTO IPpMMeHeHMs (B pen.
demepalZIbHOT'O 3aKOHa

or 22 oxkTabps 2014 . N 313-03 - CobOpaHue
3aKOHOIATeJIbCTBA

Poccumckom denmepaumm, 2014, N 43, cr. 5797).

4. B CPOK, He I[peBHUalkLMM »OecdaTu paboudmx »OHeN
CO IOHSA

IIOCTYIIJIeHMS YKasaHHOTO B uYacTu 1 HacTodgley CcTaTbuU
3a4dBJIeHUI U

HeOOXOIOUMBIX IOKYMEHTORB, YIIOJIHOMOYE HHEIN benepanbHBM
opraH

VICIIOJIHUTEJILHOM BJIACTM :

1) mpoBoOuT IPOBEPKY IIOJIHOTEI Y IOOCTOBEPHOCTHU
cCBeIneHul,

comepXalllMXC4d B TIpedCTaBJIEHHBEX 3a4dBUTEJIEM ITOKYMEHTaX;,

2) OpMHMMAaEeT pelleHue O I[IPOBEeIeHUM 5SKCIEPTU3EH
JIEKAPCTBEHHOTO

cpencTBa OJIS BeTepPMHAPHOTO IPUMMEeHeHus uiau o0 oTKase
B ee
NIPOBENEHUN;

3) yBemoMJisgeT B NMCBMEHHOM GopMe 3asaBUTEJII O IIPMHATOM
peleHmun

NNz B Cliyuae IIPMHATHMA peleHA ob oTkKase B IIpoBedeHUN
SKCIIEPTM3EL

JIEKAPCTBEHHOTO CPEeICTBa IOJid BETEPMHAPHOTO IIPMMEHEHUS C
yYKa3aHneM

IIPpMYVMH TaKOI'O OTKa3a.

4-1. B cayuyae BHISABJIEHU S HeIJOCTOBEPHOCTHU u
(m1711)
HeIJoCcTaTOUHOCTM CBeIeHUM, comepXalMxCc4ad B MPenCcTaBJIEHHBIX
3ag9BUTEJIEM

IOKyMEeHTax, VYIOJHOMOUEHHEM OQenepasibHBIM OpIraH
VCIIOJIHMTEJIbBHOM BJIACTU

HaNpaBJISEeT 3aSBUTEJI0 3alpoc 00 YyTOUHEHUM yKa3aHHBIX
CBeIeHulM. 3amnpoc

MOXeT OBITH repellad YIIOJIHOMOUYEHHOMY InpencTaBmUTEeJIio
3aABUTEIJIA IIOI



pacnmMckKy, HalpaBJIEH [0 [OYTe 3BakKa3HBEIM [IMCHBMOM MK
rnepenaH B

BIJIIEKTPOHHOM (QopMe MO TeJIeKOMMYHMKAIIMOHHEIM KaHaljlaM CBSI3U.
B cayuae

HallpaBJIEHMA 3aripoca o]} YTOUYHEHNVN YKa3aHHBEIX CBeIeHUM
10 nouTe

3aKa3HBEIM [IMCBMOM OH CUMTAEeTCd IIOJIYUEHHBIM II0 MCTeUeHUU
mecTy IHEeM C

IaTe HaNpakBJIeHMA 3akKal3HOoTo nuckMa (dactek 4-1 BBeJeHa
denepalib HEIM

3akoHoM oT 4 wmooHa 2018 . N 140-&3 - CobpaHue
3aKOHOIDATEeJIbCTRBA

Poccumckom denmepauum, 2018, N 24, cr. 3407).

4-2. BasgBuresib oba3aH IpencTraBuUThb OTBET Ha
3amnpoc

YIIOJIHOMOUEHHOTO GemepasyibHOTO opraHa MCIOJHUTEJIBHOM BJIACTU
B CpPOK,

He npeBMmammMﬁ IJeEBAHOCTAa paGOqMX oHeMr coO IOHA IIOJIYUYEeHUA
OJaHHOTI'O

3anpoca. Cpoku, yKasaHHEE B JyacTu 1-1 HacTodumen
cTaTrbu,
IPUOCTaHaBJIMBAITCHI CO IHS HalpaBJIeHUS 3asaABUTEIIO
3anpoca

YIIOJIHOMOUEHHOTO (enepasIbHOTO OpTraHa MCIOJHUTEJIbBHOW BJIACTU
oo IOHSA

TIOJIydYeHMA oTBEeTa Ha JIaHHBIM 3allpOC M He YUMTBEBAKTCHA IIPU
MCUNCIJIEHUN

CpoKa IMNPUHATUS pPeleHusa O BHECEHUN V3MEeHEHUMN B
IOOKYMEHTH,
comepxaumecs B PeETUCTPALMOHHOM Oochbe Ha

3aperuCcTPUPOBaHHBIMN

JIEKaQPCTBEHHEM IMpenapaT nOJS BeTEePMHAPHOTO IIPUMMEHEHUS
(uacre 4-2

BBeneHa OdenepasibHbEIM 3akoHOM OT 4 mioHa 2018 . N 140-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2018, N 24, cT.
3407) .



5. OcHOBaHMEM s oTkKasa B IpOBENEHUNU
SKCIEePTU3H

JIEKapCTBEHHOTI'O cpencrea IOJIA BeTEepPMHAPHOIT'O IIPpMMEHEHNM A
ABJIAEeTCHA

npencrTaBJieHVMe OOKYMEHTOBR, YKasaHHHX B dYacTdax 1 um 3
HacTodmen

cTaTbLu, B HEeIIOJIHOM obbemMe mMIM OTCYTCTBMUE B
npencTaBJIEHHBIX

IJOKYMEHTAaX IIOCTaTOUHBIX cBeneHum, MOATBEPXOA0IMX
HeobXOoIOMMOCTD

BHECEHUS M3MEeHeHUM, JIuOO HeNpeICTaBJIEHME 3asaBUTEJIEM B
YCTAaHOBJIEHHEMN

CpPOK OTBeTa Ha YKaz3aHHeM B dYacTu 4-1 HacTodgumen
CTaTbM 3ampoc

YIIOJIHOMOUEHHOTO (denepaljibHOTO OpTraHa MCIOJIHUTEJIBHOM BJIACTU
(g pen.

denepanbHOTO 3akoHa oT 4 wumonsa 2018 . N 140-903 -
CobpaHue

3aKOoHOIaTeJIbCTBa Poccumckom demepaumm, 2018, N 24, cT.
3407) .

6. SKCHepTMBa JIEKaApPpCTBEHHOTI'O cpeldcTiBa IJIA
BeTepPMHAPHOIT'O

IPpUMMEHEeHVS B LEeJISX BHECEHUS MBMEeHEeHUM B IOKYMEHTH,
comepxammecs B

PETUCTPALMOHHOM IOChEe Ha 3apeTrMCTPUPOBAHHHIM JIeKAaPCTBEHHBIN
npemnapar

oJisg BETEPMHAPHOTO IpMMEeHEeHMS, OCYylleCTBJISETCSH B
nopsanke,

YCTaHOBJIEHHOM CTaTber 24 HacrTosmero demepalibHOT'O 3aKOHA.

6-1. B Cpok, He IpeBbIlalmMM OSTKM paboumMx IOHEeM CO IOHS
[IOJIy4YeHNA

3aKJIOUEHUSI KOMMUCCUM SKCIEPTOB IO pPel3yJibTaTaM yKas3aHHOM B
vyactu 2

HacToOAleM CTaTbM BKCIEPTU3H, YIIOJIHOMOUYEHHEIN
benepanbHEM OpPITaH

VCIIOJIHUTEJILHOM BJIACTH

1) nDpuHMMaeT peleHMe O BHECEHUM WM3MEeHEHUM B
IOOKYMEHTEI,



comepxaumecs B pPerucTPalMoOHHOM nochbe Ha
3apeTrnUCTPUPOBAaHHEM

JIEKAPCTBEHHBM IpelnapaT IOJiS BEeTEPUHAPHOI'O IIPUMEeHEeHMUS, UM 00
oTKase

BO BHECEHUM TaKMUX MUI3MEHEeHUN;

2) BHOCUT B TI'OCYHAPCTBEHHHM pPEeecTp JEeKAapPCTBEHHBIX
cpencTs Ha

OCHOBAHUM PeElleHMSI O BHECEHUM MIMEHEeHMUM B IOKYMEHTH,
comepxammuecs B

PETUCTPALMOHHOM IOOCbE Ha 3apPeTrMCTPUPOBAaHHEBI JIEKAaPCTBEHHBIM
npenapart

IIJId BETEPVMHAPHOI'O IIPpMMEHEHNMHA, HeOoOXOOMMEIE VMIBMEHEHNMA n
BO3BpalaeT

ST IOOKYMEHTEI 3aABUTEJIO.

(JacTe 6-1 BBenmeHa denmepalibHEIM 3aKOHOM OT 22 OKTAOPSA
2014 . N

313-03 - CobpaHMe 3aKoHOIATeJIbCTBa Poccumckom denepauum,
2014, N

43, cT. 5797)

6-2. B cyiydyae BHeCEeHWUS MBMEeHeHUM B IOKYMEHTEH,
comepxamuecs B

PETUCTPALMOHHOM JOChE Ha 3apelUCTPUPOBAHHBIM JI€EKAPCTBEHHBIM
npenapartT

IOJIS BETEPMHAPHOTO MNPMMEHEHMd, B YacTM, KacCaoleMcCsa M3MeHEeHMd
u (unm)

IOONIOJIHEHMSA MNPOMBBOINCTBEHHOM IIJIOWAIKM JIEKAPCTBEHHOI'O
npenapatTa, Ipu

npencTaBJIeHUM 3asgBUTeJIEeM B COOTBETCTBUM C IIYHKTOM 3
vactm 1

HacToOdley CTaTbU KONUM PEelleHVS YIIOJHOMOUEHHOTO
benmepanpHOTO OpraHa

VCIIOJIHUTEJIBHOM BJIACTU O InpoBeeHUN MHCIIEKTUPOBAHMA
IIpomM3sBOIOIMNUTEIIA

JIEKAPCTBEHHBIX CPENCTB CPOK, YKasaHHEM B YacTM 6-1 HacToAumeM
craTrbH,

IPMOCTAHABJIMBAETCSA CO IOHA [OJIyUeHMS 3aKJIoUeHMS KOMMUCCUM
SKCIEPTOB



0O IOHS TPUHATUA YIOJHOMOUEHHEIM belepalibHBIM OPIT'aHOM
VICIIOJIHUTEeJILHOM

BJIaCTM peleHMAa O BeEIIAa4de I ob OoTKaszse B BeEIIa4de
SaKJIIIOUEeHNA @)

COOTBETCTBUM INPOMU3BOOUTEJIA JIEKAPCTBEHHBIX CPENOCTB
TpeOOBaHMAM [IPaBUII

HaIJjexaley NPOM3BOINCTBEHHOM INPAKTUKM, HO He 0Oojiee UeM
Ha CTO

BOCceMbIecaT paboumx nHeM (dJacThb 6-2 BBeneHa denepalibHBIM
33aKOHOM OT

4 miona 2018 . N 140-93 - CobOpaHmMe BaKOHOINATEJIbLCTBA
Poccumckon

Penepauum, 2018, N 24, cr. 3407).

7. OcCHOBaHMEM IOJIg OTKa3a BO BHECEHMM WM3MEeHEeHUM B
IOOKYMEHTHI,

comepxauyecs B PeErMCTPalUOHHOM nocebe Ha
3aperMCTPMPOBaHHEN

JIEKAPCTBEHHBI I[IpernapaT OJS BeTEePMHAPHOTO MIPMMEHeHUd, B
caydasax, He

Tpebynlnx IPOBEOeHUS BKCIePTU3H JIEKAPCTBEHHOTO CpPencTBa,
ABJISETCH

npencTaBJieHVe INOKYMEHTOB, yKas3aHHBIX B uyacTtdax 1 wum 3
HacrToduem

craTbuM, B HEeIIOJIHOM obweme I OTCyTCTBIE B
IIpenCTaBJIEHHBEIX

IOKyMEeHTax CBeIeHMM, KOTOPEE IOOJIKHEl OBITb B  HUX
OTpaxeHsl, Jubo

HenpenCcTaBJIeHME 3adBUTEJIEM B YCTAaHOBJIEHHBEM CPOK OTBEeTa Ha
yKa3aHHBMN

B yacTu 4-1 HacTodweM CcTaTbM 3alIpOC YIOJHOMOUYEHHOI'O
bemepalIbHOT'O

OpraHa MCIOJIHUTEJIbLHOM BJacTM (B pen. denepaliIbHOTO 3akoHAa
oT 4 uoHA
2018 . N 140-03 - CobpaHMe 3akoHOHDATEeNbCTBa POCCHUMCKOM
denepaunn,

2018, N 24, cT. 3407).

7-1. OcHOBaHMEM IJId OTKasa BO BHECEHUM M3MEHEeHUM B
IJOKYMEHTHI,



comepxaumecs B perucTpalMOHHOM nochbe Ha
3apeTrnUCTPUPOBAaHHEM

JIEKAPCTBEHHBM IpernapaT OJiS BEeTEepMHAPHOTO IIPMMEeHEeHUd, B
caydasax,

TpebyK X NPOBEOEHMS BKCIEePTU3H JIEKAPCTBEHHOI'O CpeICcTBa,
ABJIAETCH

3aKJINUEeHMe YIIOJHOMOUEHHOTO (QelepasibHOTO opraHa
MCIIOJIHUTEeJILHOM

BJIACTM O BO3MOXHOCTM CHMXeHMsS 0e30IacCHOCTM, KauecTBa,
20beKTUBHOCTU

JIEKaQpPCTBEHHOT'O IpelapaTa BCJeICTBME BHECEHMS M3MEHEHUM B
yKasaHHEBEe

IOKYMEHTE, OTKAas YIOJHOMOUEHHOTO (elepalJIbHOTO opTraHa
UCIIOJIHUTEJIE HOM

BJIACTU B BHIDAUE 3aKJIOUEeHUS o COOTBETCTBUU
IPOM3BOONUTEIA

JIEKAPCTBEHHBIX CpelCTB TpeboBaHMAM npaBUIl
HagJexaluem

IPOMB3BOIOCTBEHHOM MNPAKTUKM B CJlydae M3MEHEHUd U (mm)
IOIIOJIHEHU S

IPOMBBOICTBEHHOM [IJIoma Ky JIEKAPCTBEHHOTO
npenapara, ecym

NPOM3BOACTBO JIEKAPCTBEHHOTO IIpernapaTa Ojisg BEeTEPUMHAPHOTO
IpYMEeHEeHU

oCylecTBJSeTCsS 3a npenejaMmu Poccuiickoy denmepauum, UMK
OTCYyTCTBME

STOTO 3BakKJKyeHUda (dacTbe /-1 BBenmeHa dermepalibHEIM 3aKOHOM OT
4  uyoHSA

2018 . N 140-93 - CobpaHMe 3akoHOHATEeNbCTBa POCCHUMCKOM
denmepaunmy,
2018, N 24, cr. 3407).

8. IonyckaeTcs obpaleHMe JleKapCTBEHHBIX
npenapaTos IJ1s

BEeTEPMHAPHOT'O IIPpMMEHEHMA IO VMCTedWeHNMAd CpoKa T'OOHOCTI,
IIPOM3BEOEHHBIX

B TEeuUeHMe CTa BOCBMUIECSATM IHEM IIOCJIe IOaTH TIPMHATUA
YIIOJIHOMOYEHHBIM



benmepasbHEIM OPIaHOM MCIIOJIHUTEJIbHOM BJIACTM PpeELeHusa O
BHECEHUU

VU3MEHEHUN B JOKYMEHTEL, comepxammecHd B permcrTrpalulMOHHOM
JOCbhbe Ha

JIEKAPCTBEHHBIM IIpelnapaT, B COOTBETCTBMM C MHOOpMaLMelN,
comepXxauemncsd

B IOKYMEHTAaX PEerMCTPALMOHHOI'O IOOChE Ha JeKAapCTBEHHHM
npenapar mo

OaTel [OPUMHATMA Takoro peumeHusa (B pen. demepalibHOTO
3aKoOHa OT 22

nexabpsa 2014 . N 429-83 - CobOpaHmMe 3BaKOHONATEJIbLCTBA
Poccumckon

denepauum, 2014, N 52, cr. 7540).

Crarbsa 32. OTMeHa TI'OCyIapCTBEHHOM peTrucCTpaluu

JIEKAPCTBEHHOTI'O TIIpellapaTa

PemeHne o006 OTMEHE TOCYIHAPCTBEHHOM pPEeTUCTPaLUM
JIEKAPCTBEHHOT'O

InpelriapaTa M MCKIIIOUEeHMM JIEeKapCTBEHHOI'O IIpellapaTa "3
IOCyIoapCTBEHHOTI'O

peecTpa JIeKapCTBEHHEIX cpencTs IPUHMMAaeTCH
YIIOJIHOMOYEHHEIM

benmepasbHEIM OPI'aHOM MCIOJIHMTEJIBHOM BJIACTM B CJydae:

1) npencrTaBjeHMS COOTBETCTBYKIMM YIIOJIHOMOUEHHEBM
benmepalib HEIM

OPT'aHOM MCIIOJIHMTEJIbHOM BJIACTM 3aKJIOUEeHMS O PUCKE UIIKU
06 yrpose

S3IOO0OPOBLIO, XKM3BHU yeJioBeKa 1Z8N%1 XKMBOTHOTI'O Inpm
IIPVMIMEHEHUNM
JIEKapCTBEHHOTI'O Inpeliapara, IIpeBRIAKIMX ero

50PEeKTUBHOCTEL, IIO

pesyJbTaTaMm OCYIEeCTRBJISEMOTO M MOHUTOPUHTA
0e30IIacHOCTH

JIEKAaPCTBEHHOTO MpernaparTa;

2) nomaum mepxaTesiem I BJIaZeJIbleM
PerrMCTPalMOHHOTO



YOOCTOBEPEHMA JIEKAPCTBEHHOI'O IMpenapaTa WM YIOJHOMOYEHHEM
VM IOPyI'VIM

OPUIONUYECKYM JIMLIOM 3asaBJIeHMs OO0 OTMeHe T OCyIapCTBEHHOMU
perucTpaumum

JIEKapPCTBEHHOT'O mNpenapaTta (B pen. demepalibHOT'O 3aKoHa OT 22
nekabp4ga

2014 . N 429-03 - CobpaHHMe 3aKOHOIOATEeJIbCTBa POCCUMCKOM
denepaunmn,

2014, N 52, ct. 7540);

3) HenoOTBepXIeHMS ITOCYyINapCTBEHHOM perucTpalmumn
JIEKAPCTBEHHOTO

InpelriapaTa I10 MCTedYeHNN CpOKa OeMCTBUSA
pPerMmcTpalulMOHHOTI'O

YOOCTOBEPEHNMA, BBEIIAHHOI'O Ha II4ATb JIET;

4) HemnpencTaBJIEHMS 3BadBUTEJIEM nHOoOpMaL UM, KOoTOpad
MOXET

[IOBJIeUL 3a CcoboM HeoOXOIMMOCTL BHECEeHMA M3MEeHeHUM B
IJOKYMEHTEHI,

comepxamyecsa B PETrMCTPaLMOHHOM oocee Ha
3apermMCcCTPMPOBaHHEN

JIeKapCTBEHHBEY IpernapaT, B TeueHue TpuauaTtm paboumx
OHeM CO IOHHA

HaCTYIIJIEHNMA OJOTUX U3MEeHEeHUN;

5) ocyumecTBJIeHMA T'OCYHapCTBEHHOM perucTpaluumn
JIEKaPCTBEHHOTO

IIpeliapaTa oo TOPTOBBIM HaAVMMEHOBAHMEM 3apPeIl'MCTPUMPOBAHHOTI'O
PaHee TII0L

OTVMM TOPI'OBEIM HAVMMEHOBAHMEM JIEKAPCTBEHHOI'O IIpeliapaTa,
oTJiMuaKmerocd

KadeCTBEeHHBM COCTaBOM OeMCTBYIMX BewecTB (B pen.
denmepasiIbHOT'O

3akoHa OT 22 mekabpsa 2014 r. N 429-03 - CobpaHue
3aKOHOIaTeJIbCTBa

Poccumckom denmepaumm, 2014, N 52, cr. 7540);

6) ocylmecTBJIEHMA TOCYIOapCTBEHHOM pPermMcTpaluuM ONHOTO U
TOTO Xe



JIEKAPCTBEHHOT'O IpelnapaTa B OTHOWEHMM OINHOITO UM TOT'O Xe
mepxaressa WUIu

BJlamejiblla PeTrUCTPaUMOHHOTO YOOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara B

BUIEe IOByX UM 0OoOJiee JIEKAPCTBEHHBIX [IPEeNapaTOoB [ION Pas3JIMUHBIMM
TOPT' OBEIMU

HauMeHOBaHuAMM (B pen. denmepalibHOTO 3aKoOHa OT 4 MIOHA
2018 . N

140-93 - CobpaHHMe 3akKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2018, N

24, cr. 3407);

7) BEIHECEHMUSA CyIOOM pPelleHMd O HapylleHMM [IpaB
npapoobJsiagaTesid

OOBEKTOB MHTEJIJIEKTYAJIbHOM COOCTBEHHOCTM NIPpM OOpalleHUMU
JIeKapCTBEHHEBIX

CpPencTs;
8) oTcyTcTBUS JIEKAPCTBEHHOTO npenapatra B
obpaleHun B

Poccumckom demepaumm B TedeHMe Tpex U OoJjiee JieT ([IYyHKT
8 BBeIeH

demepalibHBEIM 3aKOHOM OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

9) HEBEIIIOJIHEHIM A gepxaTeJieM BNz BilaeJibleM
pPermMcrTpalVvMOHHOT O

YAOCTOBEPEeHMA JIEKAPCTBEHHOT'O ITpeliapaTa bpiziele)
YIIOJIHOMOYEHHBIM VIMI

OIPYyTVM OPUIMYECKMM JIMIIOM MEPOIPUMATUM 10 ODeClleUeHMU
0e30nacHOCTHU

JIEKAPCTBEHHBIX IIpelapaToB, YCTAHOBJIEHHBIX YIIOJIHOMOYEHHEIM
benepalib HEIM

OPT'aHOM MCIIOJIHUTEJILHOM BJIACTM B COOTBETCTBUM C UYaCTaAMU 3 U
4 cTaTbm;

64 HacrTodmero JdemepalIbHOTO 3aKoHa, B paMkax
OCyIEeCTBJIEHUSA
bapmakoHan3opa (nyHKT 9 BBeneH denepalibHBEIM 3aKOHOM OT 22

mexabp4ga



2014 . N 429-903 - CobpaHuMe 3aKoHOIATeJIbCTBa PocCcuMCKOMU
denmepaunu,

2014, N 52, ct. 7540);

10) orkaza mepxaresd NI BJIazeJiblia
PETUCTPALMOHHOTO

YIOOCTOBEPEHMS JIEKAPCTBEHHOTO mpenaparTa Jmobo
YIIOJITHOMOUEHHOT'O VMM

IPYyIoro wpmMiamndyeCKOI'o JiMila OT BHECEeHUHA U3MEeHEeHUN B
MHCTPYKLMIO I10

IIPMIMEHEHMIO JIEKAPCTBEHHOTI'O IipelriapaTa, KacapnnmxcHd
HOBEIX

MOOTBEPXIEHHBX HOAHHEIX O TOM, UTO PUCK IPUUMHEHUS Bpema
3I0POBLIO

yeJioBeKa WMJM XMBOTHOTO BCJIENCTBME IpMeMa JIeKapCTBEHHOTO
npenaparTa

npepsaeT 30QeKTUBHOCTL ero HnpuMeHeHusa (nyHkT 10 BBeneH
denepalib HEIM

3aKOHOM OT 22 gnekabpsa 2014 r. N 429-03 - CobpaHue
3aKOoHOIATeJILCTBA

Poccumckom demepaumm, 2014, N 52, cr. 7540).

Craresa 33. I'oCyDapCTBEHHEI PEeCTpP JIeKapCTBEHHEX
CpencCTB

1. TocynmapCTBEHHEN peecTp JIEKAPCTBEHHEIX CPENCTB
COOEPXUT
IepedeHb JIeKapCTBEHHBIX npenapaTos, [Ipolle OrxX
TOCYyIapCTBEHHY
permcTpaumo, nepedeHs (QapMaleBTUUECKMX CyOCTaHLUM,

BXOOAIMX B
COCTaB JIEKAPCTBEHHEIX IIpenapaToB, M CJAeOy Iyl MHOOPMAaLMO :
1) B OTHOUWEHMUM JIEKAPCTBEHHBEIX NPEeNapaToB:

a) HaMMeHOBaHMe JIEKQPCTBEHHOTO npenapatTa
(MexnyHapoOoHoOe

HENaTeHTOBAHHOE, WM TPYIIMPOBOUYHOE, WM XUMUUECKOEe U
TOPTOBOE



HaMMeHOBaHMAa) (B pen. demepalibHOT'O 3aKOHaA OT 22 nekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N

52, cm. 7540);

0) JlexkapCcTBeHHasa ¢opMa C yKas3aHMEM OO3UPOBKMU
JIEKaPCTBEHHOT'O

npernapaTa M ero KOJMYeCTBa B NOTPeOUTEJIECKOM yIaKOBKE;

B) HaMMeHOBAaHUE JepxaTeJid jZnnZi BJlazgeJiblia
pPermcrpalulMOHHOTI'O

YOOCTOBEPEHMSA JIEKAPCTBEHHOT'O IIpernapaTa M CBeOeHUus O
perucTpaumum

JepxaTelid I BJlanoeJiblla perrMmcrpallMOHHOTI'O
YOOCTOBEPEHNMA

JIEKAPCTBEHHOTI'O IIpelriapaTa IOJIA MEeIMIMHCKOI'O IIPMMEHEHNMA B
KaduecTBe

HaJIOTOIJIaTeJIbIIMKa B CTpaHe perucTpauum (Ojasg POCCUMCKUX
OPUONYECKUX

JIVILL, - UOEeHTUQMKALIMOHHBIM HOMEP HajJIoToIljlaTesiblKa
(IHH) , @mnsa

MHOCTPAHHBIX OPUIMYECKUX JIMI — CTpaHa permcTpaumnu,
HaMeHOBaHMe

perucTpupymmero opraHa, PeETMCTPaLUMOHHBIN HOMEDP,
Koo

HaJIOTOIJIaTeJIbIIMKa B CTpaHe perucTpaumum (MHKOpPIIOPALUN)
UM ero

aHaJyor) (B pem. demepallbHOTO 3akoHa oOT 28 mexabps 2017 r.
N 425-073

- CobpaHue 3akoHomaTesbCcTBa Poccumckom denmepaumm, 2018, N
1, cm.

9);

T') HaMMEHOBaHME U alpec NPOU3BOAUTEJIS JIEKAPCTBEHHOTO
npenapara
M CBEeIOeHUs O PerucTpaluM NPOMBBOOMTEJIS JIEKAPCTBEHHOTO
npenapaTa IJid

MeIVMILIIVMMHCKOI'O IIPMMEHEHMA B KayuecTBe HaAJIOT'OIlJIaTeJIblIIMIKa B
cTpaHe



perucTpauuu (Ojad POCCUMCKUMX OPUIOMYECKUX JIUL —
MOeHTUOMKALMOHHBIM

HOMep HajJjioromjarTesnsimmka (MHH), nag MHOCTPaHHBIX
OPUOMYECKUX  JIUL —

CTpaHa perucTpauuu, HaVMeHOBaHME pPermMcTpUpyoe IO
oprasa,

PeTMCTPalMOHHE HOMEpP, KOJI HaJIOTOoIJlaTeJibliMKa B CTpaHe
perucTpaumun

(MHKOpPHOPaLmMmM) unu ero aHajyior) (B pexn. demepasibHOTO
3aKoHa oT 28

nexabpsa 2017 . N 425-93 - CobOpaHmMe 3BaKOHONATEJbLCTBA
Poccumckon

denepaumnn, 2018, N 1, cT. 9);

) dapMakoTepalleBTMUEeCKad I'pPyIlla, KOI JIEKAPCTBEHHOI'O
npenapara

10 aHaTOMO-TepaleBTUUYECKO—XUMMUECKOM KJacCUubmukalmm,
PEKOMEHIIOBAHHOM

BceMupHOV opraHMszalMelr 3paBooxXpaHeHua (B pen.
denepasIbHOTO 3akKOHAa

or 22 gmexabpsa 2014 1. N 429-903 - CobpaHue
3aKOHOIATeJIbCTBa

Poccumickon Odenepauum, 2014, N 52, cr. 7540);

e) ToKaszsaHMUa ¥ NPOTUMBOINOKABAHMSA K [IPUMMEeHEHUIO
JIEKAPCTBEHHOTO

npenapara;
X) TIODOUHEIE HOEeMCTBUA JIEKAPCTBEHHOTO HpenapatTa;
3) CPOK TOIHOCTM JIEKAPCTBEHHOI'O IIpernapara;
V) YCJOBMSA XPaHEeHMd JIEKAaPCTBEHHOTO NpenaparTa;
K) YCJIOBMSA OTIYyCKa JIEKAPCTBEHHOTO IIpenapara;

JI) HOMep (apMakoIeMVHOM CTaTbM WMJM B Cllydae ee
OTCYTCTBUS HOMEP

HOpMaTMBHOIZ JOKYMEHTalUNM bpiziele) HOPMATMBHOI'O IOOKYMEHTaAa;,

M) IaTa T'OCYIHapCTBEHHOM perucTpaluM JIeKapCTBEHHOTIO
npenaparta u

ero PEeETUCTPALMOHHBIN HOMEDP, nara 3aMeHEI
PETUCTPALMOHHOTO



YyIOOCTOBEPEHUS JIEKAPCTBEHHOTO npenapatTa Ha
BeccpouHoe

permcrpalMOHHOE YIOOCTOBEPEeHMEe JIEKApPCTBEHHOI'O IIperlriapaTa,
IJaTa I[1oIoadln

3as8aBJI€HMSA o) [IOOTBEPXISHUM TOCYyOAapCTBEHHOM
perucTpaumum

JIEKAapCTBEHHOTO Ipenapara, IaTa OTMEeHH TOCYyOapCTBEHHOM
perucTpaumun

JIEKAPCTBEHHOTO mNpenapata (B pen. demepallbHOT'O 3aKoHa OT 22
nexkabpsa

2014 . N 429-03 - CobpaHmMe 3aKOHOINATEeJIbCTBa POCCUMCKOM
demepaunu,

2014, N 52, cT. 7540);

H) KaueCcTBEeHHHM COCTaB UM KOJIMUECTBEHHBIM COCTAaB
OeMCTBYRIIMUX

BELEeCTB Vi KadyeCTBEHHEBIM cocTasp BCIIOMOT' @ TeJIbHBIX
BEILEeCTB

JIEKaAPCTBEHHOT'O IpelapaTra (mnoonyHkT "H" BBerdeH denmepalibHBIM
3aKOHOM

or 22 gmexabpsa 2014 1. N 429-903 - CobpaHue

3aKOHOIATEeJIbLCTRA
Poccumickon Odenepauum, 2014, N 52, cr. 7540);

0) wmHOOpMaL VA 000 BCeX pPaspeleHHBIX BMIAX
BTOPUUHOMN

(moTpebuTresbCKOM) YNakoBKM (nonnyHKT "o" BeenmeH denepalibHEBEM
3aKOHOM

or 22 pmexabps 2014 . N 429-93 - CobOpaHue
3aKOHOOATEeNIbCTBA

Poccumckom denmepaumm, 2014, N 52, cr. 7540);

H) OaTa TIPMHATVA peleHA O BO3SMOXHOCTIU
paccMaTprMBaThb

JIEKAPCTBEHHBM IpelnapaT NpM I'OCYOapCTBEHHOM perucTpaluuu B
KauecTBe

opdaHHOTO JIeKapCTBEHHOT'O NNpenapaTra (noanyHKT "n" BBeneH
dernepalibHEIM

3aKOHOM OT 22 pmekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOOATENbCTBA



Poccumckom denmepaumm, 2014, N 52, cr. 7540);

p) Haamudue JIEKAPCTBEHHOT'O npenaparTa B IIepeuHe
XVNBHEHHO

HEeOOXOIOMMEIX M BaXHEWIMX JIEKAaPCTBEHHEX TIIPernapaToB
(moonyHxkT "p"

BBeneH demepalsIbHEIM 3akKOHOM OT 22 pmekadbps 2014 . N
429-93 -

CobpaHuMe sBakoHOmaTesibCTBa Poccumckom Odenmepaumum, 2014, N
52, cmT.

7540) ;

C) Haluuye B JIeKapCTBEHHOM I[IpellapaTe HapKOTUUECKUX
cpencrs,

IICUXOTPOIIHEIX BeNeCTB U WUX [IPeKypCopoB, IoIJjiexalmx
KOHTPOJIO B

Poccumckon denmepaumy, B COOTBETCTBMM C BaKOHOIATEJIbECTBOM
Poccumckon

denmepauunr, MeXIOyHAPOIOHEIMM OOT'OBOpaMM POCCHUMCKOM
denmepaumunr, B TOM

yycyie EIMHOM KOHBEHLMEM O HAapKOTMUEeCKMX cpezncTtBax 1961
roma u

KoHBeHIIMEV O ICUXOTPOIHHEX BemecTBax 1971 roma (NDOONYyHKT
"c" BReneH

denmepasibHBEIM 3aKOHOM OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, cT.
7540) ;

T) mHbOOpMaLMsS O TOM, SABJSETCS JIM HOAHHBEIM JI€eKapPCTBEHHHM
npemnapar

"w w

pedepeHTHEIM JIeKapCTBEHHBM npenapaToM (MOOmMyHKT
BBEIEH

demepasibHEIM 3aKOHOM OT 22 z»mekabps 2014 . N 429-93 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 52, cT.
7540) ;

y) CBemeHmus O IIoJade 2BagBJIeHMS O BHECEeHUUt
M3MEeHeHUM B

OOKYMEHTEH, CcoImepxamuecsa B PeTrMCTPAaLUMOHHOM IOChbe Ha
JIEKAPCTBEHHBIN



npenapat (nomnyHkT "y"

nekabp4a

BBeneH OdemepalsibHEIM 3aKOHOM OT 22

2014 . N 429-03 - CobpaHHMe 3aKOHOIOATEeJIbCTBa POCCUMCKOM
denepaunn,

2014, N 52, ct. 7540);

d) cremeHusa O B3aMMO3BaMEHAEMOCTM JIEKapPCTBEHHOI'O
npenapatTa

(moomnyHkT "@" BBemeH demepalibHBEIM 3aKOHOM OT 22 nekabpsa
2014 o. N

429-93 - CobpaHmMe 3akKOHOmaTeJibCTBa Poccumckom denmepaunn,
2014, N

52, cr. 7540);

X) CPOK BBeIleHMS JIEKapCTBEHHOT'O IpelapaTa B
TPaxIaHCKUM O000OpOoT

(moOnmyHKT
2014 . N

x" BBenmeH demepalibHEIM 3aKOHOM OT 22 nekabpd

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckoum denmepauuu,
2014, N

52, coT. 7540);
2) B OTHOWmEHUM dapMaleBTUUECKUX CyOCTAHLIMIN:

a) HaMMeHOBaHMe OGapMaleBTUUECKOM CyOCTaHUMUU
(MexOyHapoIOHOe

HENMaTeHTOBAHHOEe, WM TPYNNIMPOBOUHOE, WM XUMUUECKOE U
TOPTOBOE

HauMeHOBaHMusdA) (B pen. demepalsibHOTO 3akKOHA OT 22 nmekabpsa
2014 . N
429-03 - CobOpaHMe BaKOHOIATeJIbCTBa Poccuimckom denmepaluni,
2014, N
52, coT. 7540);

©) HaMMeHOBaHME " ampec IPOM3BOOUTEIA

bapMalLeBTUUECKOM
cybcTaHuumM;
B) CPOK T'OOHOCTM GapMalleBTUUECKOM CyOCTaHLMUM;
I') YCJIOBMA XpaHeHMda dapMaleBTMUECKOM CyOCTaHLUM;

) HOMep QapMaKOIIEMHOM CTAaTbM MJM B Cllydae ee
OTCYTCTBMUS HOMEP

HOpMaTMBHOTZ JOKYMEHTalUMNM bpiZie]e) HOPMATMBHOI'O IOOKYMEHTaAa,



e) Haamuue OGapMalleBTUUECKOM CyOCTaHLUMM B IIepedHe
HapKOTUUECKIUX

CPEeICTB, IICHMXOTPOIIHEX BEIECTB U MX IPEKYPCOPOB, IOIJIeXAalMx
KOHTPOJIIO

B Poccurickon denmepauun, B COOTBETCTBUNU C
3aKOHOLATEJIbCTBOM

Poccumckom denmepauun, MeXIOYyHAapOOdHEIMU oDoroBopaMm
Poccumckon

denmepauumu, B TOM UMCJIe EOMHOM KOHBEHLMEN O HAPKOTUUECKUX
cpencTBax

1961 roma m KoHBeHLUMENM O INCUXOTPOINHEX BemecTeax 1971 rozna
(moOnmyHKT

"e" BBenmeH JdemepalibHEIM 3aKOHOM OT 22 mekabps 2014 . N
429-03 -

CobpaHmMe sBakoHOmaTesibCTBa Poccuuckom demepaumm, 2014, N
52, cmT.

7540) .

2. dapmalneBTHueckas cyOcTaHUMsda, IPOM3BemeHHas IJid
peanmusauuu,

MOXeT OBITh BKJIOUEHa B T'OCYHAPCTBEHHBIM peecTp JIeKapCTBEHHEBIX
CpencTs

Ha OCHOBAHUMM 3a4ABJIEHNA pa3pa6OTqMKa 1Z8N%1
IIpoM3BOOMTEIIA

JIEKAPCTBEHHOTO CpencTBa JubO YHIOJHOMOUEHHOTO MMM
OPUONYECKOTO JIMLa

opM yCJOBUM IIPOBEIEeHUS B OTHOWEHUN TaKoOM
bapmMmalLeBTUUECKON

cybcTaHuum SKCIEPTU3E KauecTea OQapMalLeBTUUYECKOM
cybcTaHuUM B

nopsanke, YCTaHOBJIEHHOM cTaThbel 34 HacTosmero demepalibHOTO
3aKoHa. B

OTHOUEHUN bapMaleBTUUECKUX cybcTaHumm,
IPOM3BEIEHHBIX oJis

peanusanuy, B TOCYHapCTBEHHOM peecTpe JIeKapCTBEHHEBIX
CpencTsB

COIOepXruTcd clienyrlad MH@OpMaHMH:

1) HamMeHOBaHMEe (QapMaleBTMUECKOM CcyOCcTaHUUM
(MexOyHapoIOHOe



HENaTEeHTOBAHHOE, WM TPYIIMPOBOUHOE, WM XUMUUECKOe U
TOPTOBOE

HauMMeHOBaHMUA) ;

2) HauMMeHOBaHUEe, ampec IPOU3BOOMUTEIII
bapMaleBTUUECKOM

cybcTaHuum, a TaKxXxe B OTHOUIEHUM JIeKapCTBEHHEIX
CpencTB IJid

MEOULIMHCKOTO TIPMMEHEeHUs CBeIeHUus O perucTpaumumu
MIPOU3BOAUTEIIS

bapMmaueBTHMUEeCKOV CyOCTaHUIMM B KadyeCTBE HaJIOT'OIJIaTeJslblMKa
B CTpaHe

perucTpauuy (IS POCCUMCKUX OPUOAMUECKUX  JIUL -
UIeHTUOMKALIMOHHEBIN

HOMEP HaJIOTOoIlJlaTesblKa (MIHH) , OJI4 MHOCTPAaHHBIX
OPUIONYECKUX JINL —

cTpaHa perucTpauun, HaVMeHOBAaHMe PeTrUCTPUPYIIETO
oprata,

peI‘MCTpaI_I,MOHHbITZ HOMEP, KOO HaJioT'oIjlaTeJibilMMKa B CTpaHe
permcrpaumnm

(MHKOpHOpaumMM) WM eTo aHaJor) (B pen. demepallbHOTO 3BakKOHA
or 28

nexabpsa 2017 1©. N 425-03 - CobpaHMe 3akOHOHATENbCTBAa
Poccumckom

denepauunm, 2018, N 1, cT. 9);
3) Cpok TOOHOCTHU dapMaleBTUUYECKOM CyOCTaHLUMU;
4) ycrnopusa xXpaHeHMd QapMalleBTUUECKOM CyOCTaHLIUM;

5) HoMep OQapmakolNeMHOM cTaTeM JmMOO B Cclydae ee
OTCYyTCTBUSA

HOMeEDP HOpMaTMBHOTZ OJOKYMEeHTaluVIiM VJIM HOPMATMBHOI'O IOOKYMEHTAy,

6) Hammume OQapMalleBTUUECKOM CyOCTaHLUUM B IIepeuHe
HAPKOTUUECKUX

CpelCTB, IICMXOTPOIIHBEIX BelleCTB ¥V MX IPeKypCOpOB, IIoOJieXalllMX
KOHTPOJIIO

B Poccumckom denmepauum, B COOTBETCTBUNU C
3aKOHOIATEeJIbCTBOM

Poccumckon denmepaunu, MeXIOyHapOodHEIMA OIOToOBOpaMm
Poccumckon



demepauuy, B TOM UMcCJle EOMHOM KOHBEHLMEMY O HaAPKOTUUECKUX
cpencrTBax

1961 roma m KoHBeHLMEM O NCUXOTPOIHEIX BemecTeax 1971 rona;

7) mara BKJIIOUEHU A bapMaleBTUUECKOM
cybCcTaHUMM B
TOCYIapCTBEHHBM pPeecTp JieKapCTBEHHEBX CpencTs, maTa
BHECEeHUs

V3MEHEHUY B INOKYMEHTH (QapMalleBTUUYECKOV CcyOCTaHLUMM, OaTa
VCKJIIOUEeHU I

bapmMmalLeBTUUECKON cybCcTaHumm nus TOCYyOapCTBEHHOTO
peecTpa

JIEKAPCTBEHHEIX CpelICTB.

(JacTe 2 B pen. OdenepallbHOTO 3akoHa oOT 22 nekabpsa
2014 . N
429-93 - CobpaHmMe 3aKOHOHmaTeJbCTBa Poccumckom denmepauun,
2014, N
52, cTt. 7540)

3. lopsanoxk BeleHMs T OCYyINapCTBEHHOI'O peecTpa
JleKapCTBEHHBIX
CpencTs s MeIULMHCKOTO IIPVMEHEHNU 178 IopAloK
BeIOeHusd

I'OCyHapCTBEHHOTO peecTpa JIEKAPCTBEHHEIX cpenCTB OJIA
BeTepPMHAPHOT'O

IPUMMEHEHUS YTBEPXIOAKTCHA COOTBETCTBYKUMM YIIOJHOMOYEHHBIM
benmepalib HEIM

OpIraHOM VCIIOJIHUTEJIbHOM BJIACTU.

Crarbsa 34. BKJIIOUEHME B T'OCYHOAapPCTBEHHHEM peecTp
JIEKQPCTBEHHEIX CPEeICTB UM MCKJIKUYEeHMNEe U3

TOCYHOapCTBEHHOTO peecTpa JieKapCTBEHHBIX
CcpencTs

bapMalLeBTUUECKOM CyYyOCTaHLUM, OPOUBBEIEHHOM
OJI9 peanu3almm

(HamMmeHOBaHMe B pen. demepalibHOT'O 3akKoHa OT 22 nexabpsa
2014 r.

N 429-03 - CobOpaHHMe 3akKoHOIDATeJIbCTBa Poccumckom Odemepaumnu,
2014, N



52, ct. 7540)

1. Ina BkJoUeHMs OGapMaleBTHUUECKOM CcyOCTaHLUM,
[IPOMU3BEOEHHOM

oJid peanmMs3auuy, B TOCYOAPCTBEHHHINM pPeecTp JIeKAapCTBEHHBIX
cpemncrTs,

NIPOBOOMUTCS BKCIepTM3a ee kKadvecTBa (B pen. demepasibHOTO
3akKoHa oT 22

nexkabpsa 2014 1. N 429-03 - CobpaHMe BaKOHOIATEJILCTBA
Poccumckon

denepaumum, 2014, N 52, cr. 7540).

2. DOKCIepTu3a KadecTBa yKasaHHOM B YacTM 1 HacToduweHn
CTaTbU

bapmaneBTHUECKOM cyBcTaHIMM, coCTaBJIEHMKE KOMMCCHEN
SKCIIEPTOB

3aKJIOUEHUM IO pe3yJjibTaTaM STOM BKCIEPTU3Bl UM UX
HanpaBJIeHME B

YIIOJIHOMOUYE HHBIM benepalibHBIM opraH VCIOJIHUTEJIbHOM
BJIACTU
OCYWEeCTBJIANTCA B CPOK, He [NpeBbIlakLMM WeCTUOeCATH pabodumx

IHEeM CO

oH4g MMOJIyYeHMVS SKCIEPTHHM YUYpexXIeHMeM COOTBEeTCTBYIIETO
3amaHusd

YIIOJIHOMOUEHHOTO (enmepasbHOTO opTraHa VCIIOJIHUTEJILHOM
BJIACTH u

cilenymnimx IOJOKYMEHTOB:

1) xommsa JMIEH3UMY Ha [NPOM3BOICTBO JIEKAPCTBEHHBIX
CPencCTB WM

KONMA 3aKJIOUEeHUS O COOTBETCTBUM MPOUIBOAUTEJIS JIEKAPCTBEHHBIX
CcpencTs

TpeboBaHMAM [NPaBUJI HaIJexallel MNPOM3BOIACTBEHHOM MNPAaKTUKM,
BBIIIAaHHBIX

YIIOJIHOMOUEHHEIM (elmepalibHEIM OPTaHOM MCIOJHUTEJILHOM BJIACTU, B
cayuyae,

eCJIn IIPpOoM3BOOCTBO JIEKaAPCTBEHHOT'O cpencrTrrea
oCcylmecCcTBJIA€eTCHA B



Poccumckom demepauunm (B pen. demepalibHOT'O 3aKoOHA OT 4 MIOHA
2018 .

N 140-03 - CobpaHHMe sBakoHOIATEJIbCTBa Poccuyckoy denmepaumu,
2018, N

24, cr. 3407);

2) KOIMsS HOOKYMeHTa, BHIOAHHOT'O YIIOJHOMOUEHHBM
OpPT'aHOM CTPAaHBI

NPOMBBOANTENII JIEKAPCTBEHHOTO CPEeICTBa UM IMIOATBEPXIAanIero
paspelexnue

IPpOM3BOLACTBA JIEKAPCTBEHHOTO CpencTBa, UM e€ero I[epeBOn Ha
PYCCKUM

A3BIK, 3aBepeHHbIe B YCTAHOBJIEHHOM IIOPAIOKEe, a TaKXe KOIIMA
SaAKJIIOUEeHNMA

O COOTBETCTBUU IPOU3BOIOMTEJIS JIEKAPCTBEHHBIX CPEICTB
TpeOOoBaHMAM

npaBuU HaJjexauem MIPOU3BOIACTBEHHOM NPaxKTUKM,
BHIIIAHHOT'O

YIIOJIHOMOUEHHBIM (QelnepasibHBIM OPIT'aHOM MCIIOJIHUTEJIbHOM
BJlacTM, JIMOO

KOIMSA PelleHMA YIOJIHOMOUEHHOTO GemepalZIbHOT'O OpTraHa
MCIIOJIHUTEJILHOM

BJIaCTU O IIpoBe e HUM MHCIIEKTUMPOBAHVA TIIPOM3SBOIOINUTEIIA
JIEKapPCTBEHHOTI'O

cperncTBa. YKasaHHBE OOKYMEHTH I[IPEeICTaBJIS0TCS B
ciayuyae, ecnn

IIpOM3BOIOCTBO JIEKapPCTBEHHOTI'O cpencTBa oCylmecCTBJIAEeTCA 3a
IIpenejiaMm

Poccumckon denmepaumm (B pen. demepallbHOT'O 3aKOHa OT 4 MIOHA
2018 .

N 140-93 - CobpaHMe 3akoHOmaTelsbCcTBa Poccuyckou demepauuu,
2018, N

24, cT. 3407);

3) IOOKYyMEHT, coIepxXaluy cJenyluyme CBeIeHUS O
bapMaleBTUUECKOM

cyOCTaHLUM :

a) HaumMeHOBaHMe OGapmMaleBTUUeCKOoM cyOCcTaHLuM, ee
CTPYKTYpPa,



ofmme CBOMCTRA;
©) HaVMMeHOBAHME U aIpec MNPOUIBOIOUTEIIS;

B) TEXHOJIOTMA INPOM3BOLCTBA C OIMCAaHMEM CTaluM
IpOM3BOLACTRBA U

METOINOB KOHTPOJIS Ha BCeX CTagusaxX [IPOM3BOICTRBA;
') ommcaHue paszpaboTku Npollecca IPOU3BOINCTRBA;

) OINMCaHMEe KOHTPOJA KPUTUUECKMX CTaIuy Npolilecca
[IPOU3BOLACTERA

M [NPOMEXYTOUHOM NPONYyKLMM;

€) IOKyMeHTaJibHOe TMOIATBepXIeHMre (BaamMIalMsda) IIPpOlLleCCOB
u (117111)

X OLIeHKa;
X) CBOMCTBA UM CTPYKTYpa IOEMCTBYKIMX BEIECTB;

3) XapakKTepucTuka MIpUuMecemn;

u) chneumpmrKaums Ha bapMalLeBTUUECKYI CyOCTaHLMIO
u ee
ODOCHOBAHUE;

K) dHaJIMTM4deCKHMe MeTOIOMKIV, VMCIIOJIbE 3y EeEMEIE Inpm
OCyleCTBJIEHNN

KOHTPOJIA KauecTkBa QapMalleBTUUYECKOV CyOCTaHLMN;

JI) IOOKYyMEHTaJIbHOEe I[OATBEepPXIeHME (Rammmanmsa)
AHAJIUTUUE CKUX
MeTOIUK, MCIIOJIb 3y EeMBIX npu oCcylueCcTBIJIEHUNU KOHTPOJIA
KauecTRa

bapMalLeBTUUECKOM CyOCTaHUMM;

M) pPe3yJbTaTH aHaJiu3a cepuy dapMaleBTUUeCKOU
cybCcTaHLUMUM;

H) I[IepedeHb CTaHIOAPTHEX O0pas3L OB WM BeElEeCTB,
MCIIOJIb3YEMBIX IIPU

OoOCyHmeCTBJIEHM KOHTPOJIA KadeCTBay,

O) ONMCaHMe XAapPaKTEPMUCTMK M CBOMCTB YIaKOBOUHEBIX
MaTepMraJyoB U

YKYIOPOUHEIX CPENCTB;
1) OaHHBEE O CTabMJIbHOCTM (QapMaleBTMUECKOM CyOCTaHLMM;

P) CPOK TOOHOCTH;



4) IOOKyMEHT, CcoIepXaluM CBeIeHMd O perucTpaluumn
IPOM3BOOUTEI A

JIEeKapCTBEHHEBIX cpencTns IOJIA MeIVMIIVHCKOI'O INIPpMMEHEHNM A B
KaduecTBe

HaJIOTOoIJIaTeJIblIMKa B CTPpaHe perucrpauuu (IOJ8 POCCUMCKUX
OpUONYE CKUX

JIVL, - MOSHTUQUKALMOHHBIM  HOMEP HaJIOT OIJlaTelNblluKa
(VMIHH) , OJis

MHOCTPAHHEIX OPUIMYECKUX JIML — CTPpaHa perucTpauuu,
HaVMEHOBAaHUE

perucTpupyKlero opraHa, permucTpalOHHBIN HOMED,
KOZL

HaJIOTOIJIATENIbIIMKA B CTPaHe perucTpauum (MHKOPIOPpAaLMM)

I ero

aHajyor) (nyHKT 4 BBeneH denepaJsibHEIM 3aKOHOM OT 28 nekabpd
2017 . N

425-03 - CobOpaHMe 3BakoHOIaTeJsIbCTBa Poccuyckom demepauny,
2018, N 1,

cT. 9).

(JacTte 2 B pen. demepalibHOT'O 3aKoHa OT 22 mekabpsa
2014 . N

429-03 - CobOpaHMe BaKOHOIaATeJIbCTBa Poccuimckom denmepaluni,
2014, N

52, ct. 7540)

3. IOna [OpoBeleHMS BKCIEePTUM3HE KauecTBa yKasaHHOM B
yacTtm 1

HacTodle CcTaThbU d_)apMaH,eBTquCKOTZ Cy@CTaHH,MM 3aABUTETIb
IIpencraBJideT

B YIIOJIHOMOYEHHE (QenepaJsibHEM OPI'aH MCIOJIHUTEJIbHOM BJIACTU:

1) 3asBjeHUe o BKJIOUEHUM B TOoCyIapCTBEHHEBIN
peecTp

JIEKQPCTBEHHEIX CPEeICTB HOaHHOM GapMaleBTUUYECKOM CyOCTaHLUM;

2) kKommsa JOKYyMEeHTa, TI[OATBEpPXIaKnlero YyIJaTy
TOCYOapCTBEHHOU

IIOUIJIVIHBEL 3a BKJIIODUEHMEe B I‘OCY,I[apCTBeHHbHZ peecCTp JIEeKapCTBEHHBIX
CcpencTs



bapmaueBTHUYECKOV CyOCTaHLUUM, IPOM3BEOEHHOM IJid peajMs3alny,
JIMOO II0

COOCTBEHHOM VHULIMATUBE YKa3aHHBM OOKYMEHT . B

craydae ero

HelnpenCcTaBJIeHUI 3aaBUTEJIEM YIIOJITHOMOUYEHHBIN benepainbHBM
opraH

VCIIOJIHUTEJIBHOM BJIACTU IIpoBep4deT @aKT YILJIATEI rocynapCTBeHHoﬁ
TTOIIJIVMHEBL

3agBUTEJIEM C MCIOJIb30BaHMeM MHOoOpMaumMmM o0 yIjaTe
TOCYyOapCTBEHHOU

[IOWJIMHEL, comepxauwercsa B ['oCymapCTBEHHOM MHOOPMaLMOHHOM
cucreMe O

TOCYOAapCTBEHHBIX U MYHUILIMITIAJIbHBIX njarexax, Ha
OCHOBaHUMU

IPEenCTaBJIEHHOM 3adBUTEJIEM KONMM IJOKYMEHTa, [NOIOTBEepPXIAanlero
yhjaaTy

TOCYIapCTBEHHOM IOUJIMHEL (B pen. denepalibHOTO 3akoHa OT 22
nexkabpsa

2014 . N 429-03 - CobpaHHMe 3aKOHOHOATEJIbCTBa POCCUMCKOM
denepaunm,

2014, N 52, ct. 7540);

3) IOOKYMEHTH, yKas3aHHBE B UYaCTM 2 HACTOAUEM CTaTbU
(B pen.

denmepasIbHOTO 3akKOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, cT.
7540) ;

4) 3adaBJeHMe O BbIAUe pas3pelleHusa Ha BBO3 B
Poccumckyio

@enepaumm KOHerTHOﬁ IIapTrUm He3apeIl'VMCTPMPOBAHHOT'O
JIEKapPCTBEHHOTI'O

cpencrTea, NpenHa3HAUEHHOTO IJig TpPOBEeIeHUMs YyKa3aHHOM
BKCIEPTUSEL

(nyHKkT 4 BBezmeH denepalibHEIM 3aKOHOM OT 22 mekxabpsa 2014 .
N 429-03

- CobpaHme 3akoHOmaTeJbCcTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540) .



4., B TeueHue gpgecaTu paboumx OHEM CO OHS NPUHATUA
3agaBJIEHUS O

BKJIIOUEHUM YKalaHHOM B YacTM 1 HacTodlWeM CTaTbU
bapMaleBTUUECKOM

cyOcTaHIUM B TOCYHapCTBEHHLM peecTp JIeKapCTBEHHHX
CPEencTB WU

IOOKYMEHTOB, I[I€PEUMCJIEHHBEX B YacTu 1 M NOYyHKTe 2 dYacTtu 3
Hacroduem

CTaTbM, YIOJHOMOUYEHHEM OQenOepalibHEM OPI'aH MCIOJIHUTEJIbHOM
BJlacTU (B

pen. demepalsiIbHOTO 3akKoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denepaumnu, 2014, N 52, cT.
7540) :

1) nposomut IIPOBEPKY [IOJIHOTEI 178 IOIOCTOBEPHOCTHU
IaHHBIX,

coIepXxaumMxcda B TIpedCTaBJIEHHHX 3agBUTeJIeM JOKyMeHTax
(B pen.

denmepaslibHOTO 3akoHa oT 25 Hoabpsa 2013 . N 317-903 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denepaumm, 2013, N 48, cT.
6165) ;

2) OpMHMMaeT peleHre O HalpaBJIEHMM B BKCIEPTHOE
yupexneHue

3allaHMda Ha I[pOBEeIeHMe BKCIEepTM3bl KadecTBa YyKa3aHHOM B
yacTtm 1

HacTodlle CTaTbM QapMalLeBTUYECKOM CyOCTaHUMM MM OO0 OTKase
B TakKOM

HallpaBJIEHUN,;

3) yBenoMJISeT B DBJIEKTPOHHOM MIIM NMCbMEHHOM Qopme
3aABUTENA O

IIPMHATOM pPelleHUN I B cilydae OTKazsa C YKas3aHMeM
IIPpUYVIH TaKOI'O

oTkaza (B pen. demepalibHOT'O 3akoHa OT 22 mekabps 2014 r. N
429-03 -

CobpaHmMe 3akoHoIaTeJsbCcTBa Poccumckom demepaumm, 2014, N
52, cmT.

7540) .



4-1. B croydae BHIABJIEHUMS HEIOOCTOBEPHOCTM CBEeIEeHUM,
comepXalMxcsa

B INpPenOCTaBJIEHHBIX 3BagBUTEJIEM MaTepualsax, YIOJHOMOUEHHHMN
benmepalib HEM

opraH VCIIOJIHUTEJIbHOM BJIaCTU HamnpaBJigeT 3adaBUTEJIO
3anpoc 06

YTOUHEHUM YKaB3aHHBIX CBemeHuM. JIaHHBEM 3anpoc MOXeT OBTh
rnepenaH

YIIOJIHOMOUEHHOMY npencTaBUTeIo 3a9BUTEJII JIMUHO IIOmX
pacnmucky,

HanpaBJIeH IO [OoUTe 3akKas3HBEM IIMCHBMOM MJIM IIepelaH B
BIJIIEKTPOHHOM dopme

[0 TeJIEKOMMYHMKAILIMOHHEIM KaHaJlaM CB4A3M. B ciyuae HallpaBJIEHMA
IOJaHHOTI'O

3arpoca I10 nouTe 3aKa3HBIM IIMCbMOM OH cCumTaeTcHd
IIOJIYYEHHBIM I10

MCTEeUeHUM WeCTUM OHEeM C JaTh HalpaBJIEHMS 3akKa3HOT'O NMUCbMAa
(uacre 4-1

BBeneHa demepalsibHEIM 3aKOHOM OT 25 Hosabps 2013 r©. N
317-93 -

CobpaHMe 3akKoHOIATeJNbCTBa Poccumckom denmepaumm, 2013, N
48, cmT.

6165) .

4-2. BasgBuTesib oba3aH IpencTaBuUThb OTBET Ha
3anpoc

YIIOJIHOMOUEHHOT'O denepaslbHOTO OpTaHa MCIOJHUTEJIBHOM BJIACTU
B CpPOK,

He MPpEeBHIAKIMY IOeBIdHOCTa paboumx »OHEeM CO OHA TOJIydeHUd
OAaHHOTO

3amnpoca. Cpoxk, YyKa3aHHBIN B JyacTu 4 HacTodumen
cTaTbH,
[IpMOCTaHaBIMBAETCH co OH4g HalpaBJIEHUI 3a4ABUTEJIO
3amnpoca

YIIOJIHOMOUEHHOTO QemepaliIbHOTO opTraHa MCIOJIHUTEJIBHOM BJIACTU
o OHA

IIOJIyYeHMA M orBeTa Ha OaHHBN 3arpoc n He
YUUMTEIBaeTCHA Inpn



MCUMCJIEHUM CPOKa DKCIEPTHU3H KauecTBa GapMalleBTUUECKOM
cybcTaHumm,

HEUCIIOJb3YyEeMOV TNPUY IMPOMBBOICTBE JIEKAPCTBEHHHIX IIpernapaToB
(uacrto 4-2

BBeneHa demepalsibHEIM 3aKOHOM OT 25 Hosgbpsa 2013 r©. N
317-03 -

CobpaHMe 3akKoHoOIaTeJNbCTBa Poccumckom denmepaumm, 2013, N
48, cmT.
6165) .

5. OcHOBaHMEM OJiS OTKaszsa B HaAlpaBJIEHUM B BKCIEPTHOE
yupexneHme

3alaHMd Ha [NPOBelleHMe BKCIEePTUM3H KauecTBa YKAa3aHHOM B
yacTtm 1

HacTodlen CTaTbu bapMalLeBTHUECKOM cybcTaHuum
ABJIAETCH

HenpencTaBJieHe IOKYMEHTOB, YKAa3aHHBIX B YacCTU 2 HACTOSAIEN
cTaTbu,

OTCYTCTBME MHOOPMalLMM, OOATBepXIawnler QaKT YI1JiaTh
TOCYyOapCTBEHHOMU

IIOWJIMHEL 3a BKJIOUeHMe (QapMaleBTUUECKOM CyOCTaHLWM,
[IPOM3BEOEHHOM IJId

peanmusauuy, B TOCyIapCTBEHHBIM peecTp JieKapCTBEHHEBIX
CpencrTs,

HenpenCcTaBJIeHME 3adBUTEJIEM B YCTAaHOBJIEHHBEM CPOK OTBEeTa Ha
yKa3aHHBM

B dYactu 4-1 HacTodAmey CTaThbM 3alpOoC YIOJIHOMOUEHHOTIO
bemepalIbHOT'O

opraHa MCHOJIHMTEJIbBHOM BJIACTM WM IIpencTaBJIeHUE
IOOKYMEHTOB, He

comepxXallMx MCUeplBBalIero IepedHsa HeOOXOIOMMEIX CBeIeHUM
(B pern.

denmepallbHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOImaTesbCcTBa Poccuyckom denmepaumm, 2014, N 52, crT.
7540) .

6. B TeueHue naATHamuaTu paboumMx OHEV CO OHA IIOJIyUeHUS
pelueHmns



YIIOJIHOMOYEHHOT' O benmepanbpHOTO opraHa MCIIOJIHUTEJIbHOM
BJIACTU O

HamnpaBJIEHUM B DBKCIIEPTHOE yupexieHue 3allaHuA Ha
npoBeneHme

BKCIIEPTU3E KauecTrBa yKas3aHHOM B yactm 1 HacTodumen
cCTaThbM

bapMalleBTUMUECKOM CyYyOCTaHUMM 3adBUTEJIb MIPelCTaBJIgIeT B
BKCIIEPTHOE

yupexieHue ois IpOBEeNEeHUA OaHHOM BKCIEPTU3H
obpa3ukl
bapmMmalLeBTUUECKON cyOCcTaHumMm B KOJIMyuecTrBE,

HeoOXOIOMMOM IoJis

BOCIIPOMBBEINEHd MeTOOOB KOHTPOJIA KadecTBa. OJKCIEepTHOEe
yupexmeHme

opy HOOJIydeHMM OoOpa3LuoB yKas3aHHOM B dacTu 1 HacTodlen
cTaTbM

bapmMalLeBTUUECKON cybcTaHuum BHIIAQET 3aABUTEJIO

IOOKYMEHT,

INOOTBEPXIARIMNM [IOJIydeHVe 3Tux o0pas3luoB, M B CPOK, He
1P e BHILA DI

Tpex paboumx OHEeM, yBeIOMJIdeT B BJIEKTPOHHOM MM NMCBbMEHHOU
dopme 0O

5TOM YIIOJIHOMOUEHHBM (QenepalibHBM OpIT'aH MCIOJIHUTEJIbHOM
BJIACTM. OTHU

CPOKM He BKJIKYATCS B CPOK NPOBEeOeHMS HOaHHOM BKCIEePTU3H
(B pern.

denmepallbHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom denmepaumm, 2014, N 52, cT.
7540) .

7. IJOKYMEHTEl, IIOCTYIMBIME B SKCIEPTHOE
yupexneHme nJis
NIPpOBEOEHMSI BKCIEPTU3E KaueCTBa yKa3aHHOM B dacTu 1
HacTodlWeM CTaTbU

bapMalneBTMUECKOM CcyOCTaHUMM, IIOJJiexaT BO3BpaTy B
YIIOJIHOMOUEHHEIN

benepalsibHBEIM OpPI'aH MCIOJIHUTEJIbHOM BJIACTM OOHOBPEMEHHO C
3aKJIUEHU MU



o pesl3yJbTaTaM IPOBEOeHHOMW 3KCIEPTHUS3H.

8. B cCpok, He MNpeBBIIAKINMY OATM paboumx IOHEM CO IOHSA
[IOJIy4YEeHU S

3AKJIOUEeHNVAd KOMMCCUM OSKCIIEPTOB II0 presyjibTaTaM OKCIIEPTNM3EL
KadecTBa

YKaz3aHHOM B dYacTu 1 HacTodAweM cTaTbM GapMaleBTUUECKOU
cybcTaHumm,

YIIOJIHOMOYEHHEM (QenepalibHEM OPpI'aH MCIOJIHUTEJIBHOM BJIACTM:

1) ocymecTBJIgGEeT OlLEeHKY TakKoIo 3BaKJoueHMda IJ4
onpenejyieHus ero

COOTBEeTCTBMA 3adaHMIO Ha IIpOBeIcHUE IOaHHOM OKCIIEPTU3EL,

2) OpMHMMaeT pelleHMe O BKJIOUEHMM yKasaHHOM B YacTu 1
HacToAllen

cTaTby  dpapMaleBTUUECKOM CcyOCTaHLUMU B TOCYyIOapCTBEHHLIM
peecTp

JIEKAPCTBEHHEIX CpPpelCTB WMJIM pPpelleHN e 00 OoTKaszse B TaKOM
BKJIIOUEHUNM 7

3) BHOCUT INPU MNPUHATUM PeleHMUs O BKJIIOUEeHUM yKasaHHOM B
yacTtm 1

Hacrodwmey cCcTaTby OQapMalleBTUUECKOM CcyOCTaHUUM B
TOCyIapCTBEHHBIM

pPeecCTp JIEKapCTBEHHEIX CPEeICTB I[IPEeOyCMOTPEHHYI I[IYHKTOM 2
yacTtm 1

craTe 33 HacrTosmero demepasibHOT'O 3akoOHA MHOOpMALMIOD U
yBemomMmiigeT o6

STOM B DBJIEKTPOHHOM WM NOUCBMEHHOV QopMe 3asgBUTEJIA

(B pen.

denmepasIbHOTO 3akKOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom d®enmepaumm, 2014, N 52, cT.
7540) .

9. OcHoBaHMEM IJId OTKasa BO BKJIOUEHUM YKaA3AHHOM B
vacTtu 1

HacTodwmer cTaTbM QapMaleBTMUEeCKOM CcyOCcTaHUMM B
TOCyOapCTBEHHBIM

peecTp JIEKApCTBEHHBIX CPelCTB [ABJISeTCSA 3akKJIoueHUe
COOTBETCTBYUEIO



YIIOJIHOMOUYEHHOT' O benepallbHOT'O OpI'aHa MCIIOJIHUTEJIBHOM  BJIACTU
O TOM,

UyTOo KauecTBO bapMaleBTUUECKOM cyOCcTaHLuIumu He
INOOTBEPXIEHO

[IOJIYUYEHHEIMM HOAaHHBEIMM (YacTb 9 BBeleHa delepalibHEIM 3aKOHOM
or 22

okTsabpsa 2014 1. N 313-03 - CobOpaHMe 3aKOHOIOATEJILCTBA
Poccumckon

denepauum, 2014, N 43, cr. 5797; B pen. dermepalibHOTO
3akoHa oT 4

mioHa 2018 . N 140-&3 - CobOpaHMe B3aKOHOIATEJbLCTBA
Poccumckon

denepauum, 2018, N 24, cr. 3407).

10. He IONyCKaeTCHd BKJIIOUEHME B TOCyOapCTBEHHBIM
peecTp
JIeKapCTBEHHEIX CPENCTB OIHOM bapmaneBTHUUECKOM
cybcTaHuum,
NPOU3BEOEeHHOM s peanuzauMy M BHIYCKAaeMOM OIHUM U
TEM XE

IPpOM3BOOUTEJIEM, B BUIEe IOBYX U DOoJjiee PeeCTPOBEIX 3alMcCeun
(uactes 10

BBermeHa OdemepasibHEIM 3akKOHOM OT 22 z»ekabps 2014 . N
429-03 -
CobpaHmMe sBakoHOmaTesibCTBa Poccuuckom Odemepaumm, 2014, N
52, cmT.
7540) .

11. BHeceHMe UM3MEeHEeHUM B OOKYMEHTEL Ha

bapmMaLeBTHUUYECKYIO

cy©®CcTaHIMo, NPOU3BEOEHHYIO IoJ1d peanuzaumumu u
BKJIOUEHHYIO B

I‘OC'y,HapCTBeHHbITZ peecTp JIEKAPCTBEHHEIX cpencTsn,
oCcylmecCcTBJIA€eTCHA B

nopsanke, YycCTaHOBJeHHOM cTaTrhbamvm 30 wum 31 HacToAmero
denepasIbHOTO

3aKOHa, C YIJIaTOM TOCYyNapCTBEHHOM [IOWJIVHEL,
npenyCMOTPEHHOM

3aKOHOIAaTeJIbCTBOM Poccumckonm demepaumm O Hajiorax M cbopax
(uacrtp 11



BBeneHa OdenmepalibHBEIM 3aKOHOM OT 22 gnekabpsa 2014 1. N
429-93 -

CobpaHMe 3akKkoHOoIaTeJNbCTBa Poccumckom denmepaumm, 2014, N
52, cmT.

7540) .

12. IonyckaetTcd obpalleHue bapmMaLeBTUYECKUX
cybcTaHLUMM,
IPOU3BENEHHHX IJIg pPeajus3aluy, B TeueHMe CTa BOCbBMUIECSTU
OHeV no u
[IOCJIe HNPUHATUS YIIOJHOMOYEHHEM OGenepasibHEIM OpI'aHOM
MCIIOJIHUTEJIbHOM

BJIACTM peEleHMS O BHECEHUM M3MEHEHUM B IOKYMEHTEl Ha
bapMalLeBTUUECKYIO

CyOCTaHLMIO, [IPOU3BEIEHHYI oJisa peanmsaumnum u
BKJIIOUEHHYI B

TOCYOApPCTBEHHBM pPeecTp JIEKAPCTBEHHHIX CPEeICTB (uacTe 12
BBEeIEeHa

denmepalibHEIM 3akKoOHOM OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom demepaumm, 2014, N 52, cT.
7540) .

13. PemenHue 060 UCKJIIOUEHUN ns3 TOCYyHOapCTBEHHOTO
peecTpa

JIEKAPCTBEHHEIX CpencTB OQapMaleBTUMUYEeCKOM CcyOCcTaHUUM,
[IPOM3BEOEeHHOU

o peajmus3auuu, OPpUHMMAEeTCd YIIOJHOMOUEHHEIM GdemepaJibHBM
OpTaHOM

VCIIOJIHUTEJIBHOM BJIACTU B Cllyuae:

1) npencrTaBjeHMS COOTBETCTBYKIMM YIIOJIHOMOUYEHHEBM
benmepalib HEIM

OPT'aHOM MCIIOJIHUTEJIBHOM BJIACTM 3aKJIOUeHusS O pucke wmiam o006
yIpo3e

KMSBHUM I SIOO0OPOBEBIO gyeJioBeKa JInbo KMBOTHOTI'O Inpn
MCIIOJIb30BaAHUN

JIEKAPCTBEHHOTO CPenCcTBa;

2) nonmaum pazpaboTumMKoOM JIEKapCTBEHHOTO
cpencTsa I



IPOM3BOAUTEJIEM JIEKAPCTBEHHOI'O CcpencTsBa Jubo
YIIOJIHOMOYEHHEIM  MMU

bagevaniZiVi opuaInye CKUM JIMIIOM 3a9BJICHUSA ob
MCKJIUEHUU us

TOCYODAapCTBEHHOT'O peecTpa JIEKapCTBEHHBIX CPenCTB
bapmMalLeBTHUECKOM

cybcTaHUMM, [POMBBEINEHHOV IJiS pealiu3alul;

3) orcyTrcTBUS bapMalleBTUUECKOM cyOCTaHLUM,
NIpOoM3BEeIEeHHOM IJId

peanmmuzauuy, B oOpameHuM B Poccumckom demepaumyu B TeEeUeHUE
TPEX U

DoJiee JeT.

(UacTe 13 BBeneHa demepalibHEIM 3aKOHOM OT 22 nekabpsd
2014 . N

429-93 - CobpaHmMe 3akKOHOmaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, cr. 7540)

Crarbsa 35. (Yrparuina cuily Ha OCHOBaHuM dermepalibHOTO
3aKoHa OT

22 pmexabpsa 2014 r. N 429-03 - CoOpaHmMe 3aKOHOIATEJIBCTBA
Poccumckon

®enepauum, 2014, N 52, ct. 7540)

Craresa 36. OOxajloBaHMe peumeHusa o OoTKal3e B BHIOAUE
paspeumeHns

Ha MNpoOBeIeHMre KIMHUUECKOTO MCCJIeIOBaHMUSI
JIEKAPCTBEHHOTO IpenapaTa, peumeHus o6 oTKasze

B I'OCYHApCTBEHHOM perucTpaluum
JIEKAPCTBEHHOT'O

IIpeliapaTa, 3aKJI4YeHMA KOMMCCHNM SKCIIEPTOB

OKCIIEPTHOI'O YUYpPEeXIeHMA WMIIM 3aKJIIUeHMA
copeTa

II0 STUKE



PenleHre COOTBETCTBYKIETO YIOJHOMOUEHHOTO (emepalJibHOT'O
opraHa

MCIIOJIHUTEJILHOM BJIACTU 00 OTKa3e B BHIOAUe pal3pelleHus Ha
npoBeneHre

KJIMHNYUECKOTO MCCJIeNOBaHUS JIEKAaPCTBEHHOTO npemnapara,
pelmeHue

YKasz3aHHOTO QelepalibHOTO OpraHa MCIOJIHUTEJIbLHOM BJIACTU 0O
oTKase B

TOCYIapCTBEHHOM PerucTpalummM JIeKapCTBEHHOTO mpenapara,
3aKJIOUEeHME

KOMMCCHMNM DJSKCIIEPTOB JBKCIIEPTHOI'O YUPEXIEeHMA VIIM 3aKJIIUeHMEe
copeTa 10

BTUKE MOXET OBITH 0OXaJIOBaHO B rnopsamnke,
YCTaHOBJIEHHOM

3aKOHOIATEJIbCTBOM POCCUMCKOM denepauum. 3aKJIoueHre
3KCIepTa,

obopmMmIIeHHOE 1o nToraM BKCIIEPTU3H B neyax
onpeneeHuUsd

B3a¥MOBaMEHIEMOCTM 3apPeTrUCTPUPOBAHHOTO JIEKAPCTBEHHOTO
npemnapara,

MOXeT OBITb OOXaJIOBAHO JepxaTejieM I BilaeJibleM
pPermMcrTpalVvMOHHOT O

YIOOCTOBEPEHMS JIeKAaPCTBEHHOTO IpernapaTa B KOMMC CHUIO
BKCIIEPTOB

SKCIEPTHOTO YyUYPEeXIeHMs. 3akKJIueHMe KOMUCCUM DBKCIEPTOB
DKCIEPTHOTO

yupexneHms, obopmIleHHOE 1o nToraMm nepecMoTpa
00XaJIOBaHHOTO

SaKJIKUeHNVAd DSKCIlepTa, MOXeT OBITH OCIIOPEeHO IepXaTeJlieM WIIN
BJlaeJibleM

PETUCTPALMOHHOTO YIOOCTOBEPEHUS JIEKaPCTBEHHOTO
npernapatTa hpsZiele

YIIOJIHOMOYEHHEIM VMMM JIVMIIIOM B IIOpAIOKe, YCTAaHOBJIEHHOM
3aKOHOIOATEJIECTBOM

Poccumckom denmepaumu. Illpu o0OXaJIOBAHUM peleHUd
YIIOJIHOMOYEHHOT'O

benepasibHOTO OpT'aHa MCIOJIHMUTEJIbBHOM BJIACTM, 3BaKJIOUEHMS
BKCIepTa WMIn



KOMMCCHUNM 3SKCIIEPTOB OJSKCIIEPTHOTI'O yYydypexaoeHn4d, SAKJIIOUEeHNMA
coepeTa 10

STUKeE TJepxaTelJlb niinm Bllagesiel], permcrpalulMOHHOTI'O
YOOCTOBEPEHNMA

JIEKAPCTBEHHOTO IpenapaTta JmbO YIOJHOMOYEHHOE MMM  JIMLO
BIIpaBe

NpenCTaBUTh pPes3yJibTaTH SKCIEePTUSEL JIEKAPCTBEHHOT'O
npemnapara,

IIPOTOKOJIBEL I[IOJIYYEHHEIX AKKPEeIOMTOBAHHEIMM MCIIBITATEJbHEMU
JadopaTopnaMM

(LeHTpaMM) pPesyJbTaTOB MCCJEeINOBaHMM, MCIOBITaHUM (B pen.
denmepasIbHOTO

3akoHa OT 22 mekabpsa 2014 r. N 429-03 - CobOpaHue
3aKOoHOIATeJILCTBA

Poccumckom demepaumm, 2014, N 52, cr. 7540).

Craresa 37. VHbopmMauusa, CBS3aHHaAS C OCYUIECTBJIEHUEM
TOCYOAapCTBEHHOM pPeIrMcCTpaluMM JIeKapPCTBEHHBIX
npenapaTor, MHOOPMaLUMSa O 3aperuCTPUMPOBAaHHEBIX
JIEKAPCTBEHHBIX TperapaTax U JIEKapCTBEHHEBIX
npenapaTax, MCKIIOUEHHBEX M3 I'OCYIapCTBEHHOI'O

peecTpa JIEKapPCTBEHHHX CPEeICTB

1. CooTBeTCTBYIOIUN YIIOJIHOMOUEHHEIM benmepalib HEM
opTraH

MCIIOJIHUTEJIbHOM BJIACTM pPasMellaeT Ha CBOeM OodMUMaJIbHOM
camrTe B CeTHu

"NHTepHeT" mMHOOPMALMIO, CBA33HHYI C OCYIECTBJIEHMEM
TOCYOapCTBEHHOU

perucrpauuy JIEKapCTBEHHBIX I[IpelapaToB, B TOM UYMCJIE
IpOoBEeOeHMEM

SKCIIEPTU3H JIEKAPCTBEHHEBIX CpencTs (BKJIIIOUA A
pes3yJbTaTH ee

npopeneHus) , mHboOpMaLMIO @) 3apeTrmUCTPUPOBAaHHBIX
JIEKAPCTBEHHBIX

npenaparax n JIEKAPCTBEHHBIX npenaparax,

MCKJIIYEHHEIX ns3



TOCYIDapCTBEHHOT'O peecTpa JIEKapCTBEHHEIX CpPeICcTB, He
rnosnHee uUeM

yepes nOaTb paboumx 1OHEM co OHS MOJIyUYeHU S
COOTBETCTBYIOIM

YIIOJIHOMOY € HHBIM @enepaanHM OpTraHOM VCIIOJIHUTEJIbHOM BJIACTU
3a4BJI€eHUA

O TOCYyIapCTBEHHOM perucTpaluuyM JIeKapCTBEHHOT'O IpelapartTa
(B pen.

denmepalIbHOTO 3akKoOHa OT 22 gnexabps 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom demepaumm, 2014, N 52, cT.
7540) .

2. CpokM ¥ TIOPSAIOOK pasMelleHus yKasaHHOM B uyacTu 1
Hacroduem

crarbM MHOOPpMaLUM YCTaHaBJIMBAKTCA YIIOJIHOMOYEHHBIM
benepalib HEIM

OpPT'aHOM MCIOJIHMTEJIbHOM BJacTu. MHbopMaumsa, yKasaHHad
yactu 1

HacTodlen craTbu, ABJIAETCHA OTKPEITOM "
obmenoCTyYIIHOM 1z

IpenocTaBJigeTCd 3aHTEepeCOBaHHEIM JmLaM B
COOTBETCTBUMA c

3aKOHOIATEeNbCTBOM Poccumckou demepaumm (B pen.
demepasIbHOT'O 3aKOHa

or 22 pmexabps 2014 . N 429-93 - CobOpaHue
3aKOHOOATEeNIbCTBA

Poccumickon denepauum, 2014, N 52, cr. 7540).

T'masa 7. KamHMUeckue MCCIJEeNOBaHMA JIEKAPCTBEHHBIX
IpernapaTos

OJId MeIMIIVMHCKOI'O IIpMMeHeHMA, IOJOT'OBOP o6 mx

InpoBeneHmMm, Iipabka IIalVMeHTOBR, Yy4YacCTBYOIMVX B
OTUX

MCCJiegOBaHMAX

Crarbsa 38. KiIMHMUECKME MCCJIeIOBaHMUA JIEKaPCTBEHHEIX

IIperiapaTok IJIA MEeIOVMIMHCKOI'O IIPpUMMEHEHNMA



1. KIMHMUYECKME MCCJIeIOBaHUS JI€KAaPCTBEHHBIX
rnpenapaTos s

MeIMIVHCKOI'O IIPVMMEHEHM4A, B TOM 4UYMCJIEe MeXIYyHapOIHEIE
MHOTI'OLIEHTPOBEIES,

MHOT'OLIEHTPOBHEE, INOCTPEIMCTPALMOHHEE, IPOBOOATCSH B
OIIHOM I

HECKOJIbKMX MEeIMIMHCKMX OopTaHM3alumMsax B COOTBETCTBUM C
npaBmIaMm

Hanjiexalem KJIIVMHUYECKOM IIPaxKTUKM, YTBEePXIEeHHBIMNM
YIIOJIHOMOYEHHEIM
@eﬂepaHbHMM OpI'aHOM VCIIOJIHUTEJIbHOM BJIaCTl,

COOTBETCTBEHHO B

crenymoumx Lendax (B pen. demepasibHOT'O 3akoHa OT 22 mekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOoHOIaTeJIbCTBa Poccumckon denmepauuu,
2014, N
52, crT. 7540):

1) ycranHOBJEHUE 0e30MaCHOCTM JIEKAPCTBEHHBIX
npenapaTos nOJjsd
3I0POBEIX ITOOPOBOJILLIER u () [IepPeHOCUMMOCTH UX
3I0POBEIMU
OODOPOBOJIBLIAMM, 3a MCKJIKUYEHMEM TaKMX MCCJIeOOBaAHUM
JIEKAPCTBEHHBIX

npenapaToB, IPOM3BEOEHHHBIX 3a IpelejlaMu POCCUMCKOM
denmepaunn;

2) mom®op ONTMMAJIbHHX IOO3MPOBOK JIEKAPCTBEHHOTO
npenaparTta u

Kypca JeudeHusd oJis IauVeHTOB c onpeneJsie HHEIM
3ab0JIeBaHMEM,
OTITMMAaJIb HEIX oos u cxeM BaKLMHALIVA

MMMYHO6MOHOPMHGCKMMM
JIeKapPCTBEHHBIMU MpernapaTaMu 3I0POBHX OOOPOBOJILIIER;

3) ycraHOBJIeHMEe Oe30NaCHOCTM JIEKAPCTBEHHOTO
npenapaTa 1 ero

250PEeKTUBHOCTU OJ14 MalmMeHTOB C olnpenejieHHBEIM
3aboJIeBaHueEM,



npodmiaakTudeckoyn 5H5OOEeKTUBHOCTM MMMYHOOMOJIOTUUECKUX
JIEKAPCTBEHHEBIX

npenapaToB OJS 3I0POBHX INOOPOBOJILLEB;

4) wmBydeHMe BO3MOXHOCTM PaCUMPEHMUS [NOKABAHUN OIS
MeOULVHCKOT'O

IPpUMEeHEeHMs U BHABJIEHUS paHee HEeM3BEeCTHEIX [TODOUHEIX
IeMCTBUN

3apeTrUCTPUPOBAHHEIX JIEKAPCTBEHHBIX [IPEeNapaToB.

2. B OTHOWEHUM BOCIPOM3BEIEHHHX JIEKAPCTBEHHBIX
npenapaToB g

MEOMULUMHCKOTO IIPMMEHEHMSA HNPOBOLOATCS MCCJeIOBaHUA
OMOBKBMBAJIEHTHOCTU

n (M.HM) TepaHeBTquCKOTZ SKBMBAJIEHTHOCTNM B IIop4d1Ke,
YCTAHOBJIEHHOM

YIIOJIHOMOYEHHBIM @enepaanbIM OpPI'aHOM UCIIOJIHUTEJIBHOM BJIACTU.

3. OpraHmsaummo IPOBENEHUA KJIIMHMUYE CKIMX
MCCJIeIOBAHUM
JIEKAPCTBEHHOTO npenapatTa bagpssi MEIUIIMHCKOTO TIPUMEHEHMUS
BIIpaBe
OCYyUEeCTBIATh :

1) paspaboTumMKk JIEKAQPCTBEHHOTO IpeliapaTa WK
YIIOJIHOMOYEHHOE UM

JINILO ;

2) obpa3oBaTeJsibHEE opraHmM3alum BBICIIETO
obpasopaHusg,

opraHM3aluy IOOHNOJIHMTEJIbHOTO NPpodeCcCHMOHaNIbHOTO OBOpas3oBaHUA
(B pern.

denmepaslbHOT'O 3akoHa oT 2 wuwona 2013 . N 185-03 -
CobpaHue

3aKoOHOIaTeJbCTBa Poccumckou demepaumm, 2013, N 27, cT.
3477) ;

3) HaAy4YHO-MCCJIEIOBATEJIbCKME OPTaHM3aLUN.

4. KnuMHUMYEeCKMe MCCJIeNOBAHMUS JIEKAPCTBEHHOTO
npenapara s

MENUIMHCKOTO [PMMEeHEeHMd TI[POBONSATCS Ha OCHOBAHUU
paspeumesus Ha



NpoBeIeHre KJIMHUUECKOTO MCCJeIOBaHMS JIEKAPCTBEHHOTO
npemnapara,

BEIJAHHOT'O YIIOJIHOMOUYEHHBIM @enepaanMM OpraHoM UCIIOJIHUTEJILHOM
BJIaCTIU.

YIOJIHOMOUEHHEM (QenepalibHE OpTaH MCIOJHMUTEJIbBHOM BJIACTU
BeIeT peecTp

BBEIIIA HHBIX paspeleHun Ha NpoBeeHMe KJIVMHMUE CKUX
MCCJIeIOBaHUM

JIEKAPCTBEHHOT'O Ipernapara, CcoIepxXalri yKas3aHue Ha UX LeJlb
UM Lesu,

B YCTaAHOBJIEHHOM O3STVIM OPI'daHOM IIOpAIIKE (B ren. @enepaﬂbHoro
3aKOHa OT

22 pmexabpsa 2014 . N 429-03 - CobOpaHmMe 3aKOHOIATEJIbCTRBA
Poccumckon

depmepauunu, 2014, N 52, cT. 7540; demepaliIbHOT'O 3aKOHA OT
13 wmonsa

2015 . N 241-93 - CobpaHHMe 3aKOHOIOATeJIbCTBa POCCUMCKOM
denmepauny,

2015, N 29, cT. 4367).

5. (HacTte 5 yTpaTmia CuUJy Ha OCHOBaHUM OdermepaliIbHOTO
3aKOHa OT

22 pexabpsa 2014 r. N 429-03 - CobOpaHMe 3BaKOHOIATEJILCTBA
Poccumckon

denepauum, 2014, N 52, ct. 7540)

6. K opraHmM3alum NpoBeOeHMs KJIIMHNUE CKIMX
MCCJIeIOBaHUMN

JIEKapPCTBEHHOT'O IIpelapaTa IJjd MEeIOUIMHCKOI'O IIPMMEHEHUHA
pas3paboTumMKoOM

JIEKAPCTBEHHOT'O IIpenapaTa MOTYT IIPMBJIEKATbLCHA OPUIOMUECKUE
JImila Jiodom

OpPaHMBaHMOHHO—HpaBOBOﬁ @OpMH IIpm yCJIOBUI obecrnieueHusd
COOTBETCTBMA

STUX MCCJenOoBaHMM TpeboBaHMAM HacTodAwero demepaliIbHOTO
3aKOHa.

7. KnIuMHMUyeckue VICcCJlegOBaHMA JIEKAPCTBEHHEIX
npernapaTos nJist

MEOMLMHCKOTO TIPMMEHEHMSa TPOBOOATCHA B MEIULMHCKUX
opraHmM3alunax,



AKKPEIOMTOBAHHEIX YIIOJIHOMOUEHHEM (QenmepaJibHEIM OpPI'aHOM
VICIIOJIHUTEeJILHOM

BJIACTHU B nop4anke, YCTAaHOBJIEHHOM [TpaBUTEJIbCTBOM
Poccumckon

denmepaunn.

8. [lepedeHb MEIMLUMHCKMX OpTaHM3aLUMM, MMELIMX IPpaBo
IPOBOIMUTH

KIJIIMHMYECKME MCCJIEeOOBaAHMA JIEKAPCTBEHHEX IIpellapaTOoB IIJid
MeIMIIVMHCKOI'O

IPVMMEHEHMI, ¥ pPeecTp BBOAHHEIX paspelleHuM Ha [IPpOBeIeHUe
KIIMHUYECKUX

MCCJIeDOBaHUM JIeKAPCTBEHHBIX npenapaTos
onyOJIMKOBEIBAITCS n

pasmMemanTCcd YIIOJIHOMOUEHHEIM bemepalsibHEIM OPTAHOM
MCIIOJIHUTEJILHOM

BJIACTM B YCTAHOBJIEHHOM MM IOPSIKE Ha CBOEeM OoduIIMaJIbHOM
camrTe B CeTHu

"NuTrepHeT".

Crarpsa 39. PemeHue O HNPOBENEHUM KIJIMHUIECKOIO
MCCJIeOBaHMA

JIEKAPCTBEHHOI'O IIpeliapaTa OJid MeIMUIMHCKOI'O

IIPMMEHEHNMA

1. KimHMYeckoe MCCJIefoBaHMe JIeKapCTBEHHOTO
npemnaparTa nJis

MENUIMHCKOTO [PYMMEeHEeHMd TI[POBOOMUTCS Ha OCHOBAHUU
paspeumexnus Ha

NpOoBeNeHre KJIMHUUECKOTO MUCCJeIOBaHMa JIeKAPCTBEHHOTO
npemnapara,

BEIJAHHOTIT'O YIIOJIHOMOYEHHBIM @enepaanMM OpraHoM UCIOJIHUTEJIbEHOM
BJIaCTIM

10 pesyJjbTaTaM BKCIEePTU3E OOKYMEHTOB, HeOOXOIOMMEIX IJid
IOoJIyUyeHMs

paspemeHnda Ha IPOBeIeHMe KIIMHUUECKOTO MCCJeNOBaHUI
JIEKAPCTBEHHOTO

npernapara M STUUYECKOM SKCIePTU3H.



2. Onsa [DoJlydyeHUd pas3pelleHus Ha IpoBeIeHN E
KJIMHNYECKOTO

MCccJiegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIVMIIVHCKOI'O
IIPMMEHEHMA

3asgBUTEJIb npencrTaBJygeT B YIIOJIHOMOYE HHEBIN benepanbHBM
opraH

VICIIOJIHUTEJILHOM BJIACTHU :

1) zagBjeHMe O BHIOAUEe palpelleHrMsa Ha [IPOBeIeHMe
KJIVMHUUYECKOT'O

MCCJIeOOBaHNMA JIEKAPCTBEHHOTI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIPMMEHEHNMA;

2) KONUM JOKYMEHTOB, IONTBEPXIallMx YIJaTy
TOCYyOapCTBEHHOMU

[IOUJIMHEL 3a I[POBEeIeHMEe DBTUUECKOM DBKCIEPTU3B, BKCIEPTU3E
IOOKYMEHTOB

Ha JIEKAPCTBEHHBIM NpernapaT oJjd NOJIydeHMd pas3peleHud Ha
npoBeneHne

KIIMHNYECKOI'O MCCJIEOOBAHNMA JIEKAPCTBEHHOI'O IIpellapaTa IOJI4
MeIVMIVMHCKOI'O

IIPMMEHEHNUA, 3a BEIOAYY pPazspeleHmMA Ha IIpoBeeHre
KIIMMHNYECKOTI'O

MCCJIeJOBaAHNMA JIEKApPpCTBEHHOTI'O IIpellapaTa IOJId MeIOVMIIMHCKOI'O
IIPpMMEHEHN A,

3a NpOBeIeHMe SKCIEePTU3H OOKYMEHTOB Ha JIeKapCTBEHHBIM
npenapaT IOjs

MMOJIyYEeHNVS pPa3pelleHrs Ha NPpOoBeIdeHMe MeXIyHapOIHOTO
MHOTOLIEHTPOBOTO

KIJIIMHMYECKOI'O MCCJIEeOOBAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IOJid
MEeIMIVMHCKOI'O

IIPpMMEeHEHM A, 34a BEIOAYY PazpellieHMA Ha InpoBeneHme
MEeXIOYHapOIOHOTI'O

MHOTOLIEHTPOBOT'O KJIMHMUECKOT'O MCCJIEOOBAaHMSA JIEKAPCTBEHHOTIO
npemnapara

IoJIg MeIVMUMHCKOIT'O IPMMEHEHMS, 3a IPOBeIeHMe DBTUUECKOM
BKCIIEPTUSEHL,

SKCIEPTM3E JOKYMEHTOB Ha JIEKAPCTBEHHBM [OpenapaT nojag
[IOJIyUeHMS



paspemeHns Ha npoBeneHue [IOCTPETUCTPALMOHHOTO
KJIMHUYECKOTO

MCccCJiIegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIPMMEHEHNA,

3a BEIIAYY paspemeHns Ha [OpOoBeIeHue
MNOCTPEIMCTPALMOHHOT'O

KIJIIMHMYECKOI'O MCCJIeOOBaAHMA JIEKAPCTBEHHOI'O IIpeliapaTa OJid
MeIMIIVMHCKOI'O

IPVMMEHEHUA, WJIM 10 COOCTBEHHOMW MHMUIMATUBE YKa3aHHBE
IOKYMEHTH. B

criydae HenpencTaBJIEHUI 3a9BUTEJIEM yKas3aHHBIX
IOOKYMEHTOB

YIIOJIHOMOUYEHHHM (QenepalibHEM OPpIT'aH MCIOJHUTEJIbLHOM  BJIACTU
IpoBepHaeT

baxT ymojaaTe I'OCYyIapCTBEHHOM IOWJIMHBEL C MCIOJBb30BaHMUEM
nHbopMaumm 0O

yJjaTe T OCYyIapCTBEHHOWM  IIOULJIMHH, comepxamencsa B
TocynmapcTBeHHOM

MHOOPMALVOHHON cucTeMe O TOCYODapCTBEHHEIX U
MYHMLMIIAJIb HBIX

IJIaTeXaXxX, Ha OCHOBaAHUM IIPEeICTABJIEHHEBEIX 3aABUTEJIEM KOIIUM
IJOKYMEHTOB,

3) NOPOTOKOJ KJMHMUYUECKOTO MCCJIEOOBaHMUS JIEKAPCTBEHHOTO
npenaparTa

OJI9 MEOMLMHCKOTO IPUMEHEHMUS;
4) Opomwopy MCCJIemoBaTeJsid;
5) MHOOPMaLUMOHHEM JMCTOK [HallMEeHTa;

6) cBemeHusa 0O onwiTe pPabOTH MCCJEemOoBaTEJIEV II0
COOTBETCTRBYIIMM

crneuraljlbHOCTAM M MX OIBTe paboTE 110 IPOBEOEHUIO
KJIIVMHMUE CKUX
MCCJIeIOBaHUM;

7) cBemeHmMI e MEeIMLIMHCKUX opraHmM3alumax, B
KOTOPBIX

npennojiaraeTcsa IpOBeIdeHMe KIMHMYUECKOT'O MCCIeIOBaHMUSA
JIEKapCTBEHHOTO



npenapatTta Ojasg MeIMLUMHCKOT'O I[IPpMMEeHeHMS  (IIoJIHOe 178
COKpalleHHOe

HaVMEeHOBAHMSA, OPTAHMB3ALMOHHO-NIpaBoOBasg GopMa, MeCTO
HaxXOXIeHUS U

MECTO OCYIECTBJIEHUA OedaTeJIbHOCTH, TennedoH, Tenedakc,
ampec

BJIEKTPOHHOM IMOUTH KaXIOM MEeOMLMHCKOM OpITaHMU3aluu) ;

8) cBemeHUs O NOpennojlaraeMblx CpPOKax I[IPOBEeIeHUd
KJIMHUYECKOTO

MCCJIeOOBaHNMA JIEKAPCTBEHHOTI'O IIpellapaTa IOJId MeIMIMHCKOI'O
IIPMMEHEHNMA;

9) xommo mOoToBOpa 0043aTeJIbHOTO CTPaxXOBAaHUS,
BaKJIOUEHHOTO B

COOTBETCTBMUM C TMIOBEIMM [paBujlaMM 0O0S3aTEeJIbHOTO
CTpaxoBaHug, C

yKasaHMeM npeneybHOM YUMCJIEHHOCTU NalLuMeHTOB,
Yy4aCTBYIOINX B

KIIMHMYEeCKOM MCCJIEeOOBaAHUMNM JIEKAPCTBEHHOI'O IIpellapaTa OJIA
MeIVMIVMHCKOI'O

IIPMMEHEHNMA,;

10) wmHbOpPMAaLMIO O cocTage JIEKAPCTBEHHOTO
npenapara s

MeIMIVHCKOI'O TIPVMMEeHEHMA,;

11) nmoxymeHT, COCTaBJIEHHEINM IPOMBBOOUTEJIEM
JIEKAPCTBEHHOTO

IIpeliapaTa OJiA MeIIVMIIVMHCKOI'O IIPpVMIMEHEHM A n conepmammﬁ
IIoOKaszsaTeJIn

(XapakTepmucTUKM) , a TakKXe CBeIeHMS O JIeKAapCTBEHHOM
npenapare noJj4a

MeIMIVHCKOTI'O IIPVMMEeHEeHMAd, IIPOM3IBEeIEeHHOM IJIA IIpoBedeHMA
KIIMMHNYE CKMX

MCCJIeIOBaHUM;

12) xonuio JIMLEH3UM Ha [NIPOM3BOIACTBO JIEKAPCTBEHHBIX
CpeInCcTB B

Cllydae, €CJIM IIpOorM3BOIOCTBO JIEKAPCTBEHHOI'O IIpellapaTa
OCyleCTBJIAETCA B



Poccumckon denepauun, NI KOIIMIO 3aKJIOUEeHUsS O
COOTBETCTBUU

NPOM3BOONTEIIS JIEKAPCTBEHHOTO npenapara TpeBoBaHUAM
npaBuni

Hajexalen IPOMBBOIACTBEHHOM IMNPAKTMUKM, BEIAHHOIT'O
YIIOJIHOMOUYEHHEIM

OPT'aHOM CTPaHB [IPOU3BOIUTEJIS JIEKAPCTBEHHOTO IIpernaparTa
(B pen.
denepanbHOTO 3akoHa oT 4 wmoHa 2018 . N 140-903 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckonm demepaumm, 2018, N 24, cT.
3407) .

3. B cpok, He IpeBHMAaIMUY OATM paboumx IOHEeW CO IHA
NPUHATUS

YKal3aHHOT'O B IyHKTe 1 uyacTuM 2 HaCTodler CTaTbu
3a9BJIEHUS U

He OO X0 OVMBIX IOKYMEHTOB, YIIOJIHOMOUEHHEIN benepasbHBI
opraH

VCIIOJIHUTEJIbHOM BJIACTMU &

1) npoBOOMT TMNPOBEPKY IIOJIHOTH u OOCTOBEPHOCTHU
CBeIeHUl,

comepXalliMXCcHd B IPeldCTaBJIEHHBIX 3aABUMTEJIeM ITOKYyMeHTaxXx;,

2) NOpMHMMaeT pelleHMe O NPOBEeIEHUM DKCIEPTU3E
OOKYMEHTOB IOJIdg

IIOJIydYeHMA PazpellieHMA Ha InpoBeneHme KIIMMHNYEeCKOI'O
nccisiegoBaHMA

JIEKapCTBEHHOT'O IIpelnapaTa IOJja MeOUIMHCKOTO IIPUMMEHEHUS U
S3TUUECKOM

OKCIIEPTUI3E WMJIN o6 oTkasze B IIPOBEOCHUMM YKA3aHHBIX OJSKCIIEPTU3,;

3) yBemoMJsgeT B DJIEKTPOHHOM GopMe MM Ha OyMaxHOM
HOCHUTeJ e

3agaBUTENIS O IPUMHATOM peleHuMr Jubo B Cjydae [IPUHATUSA
peweHa 00

OTKasze TaKXe C YyKas3aHMeM IIPpUYVMH TaKOI'O OTKas3ay,

4) IIoaroTaBJIiMBaeT M HaAllpaBJIA€T B OJSKCIIEPTHOE YyUpeXIeHNe
n coeperT

IO STHMKe 3allaHVe Ha IIpoBelleHVe COOTBEeTCTBYKIMX JSKCIIEePTU3.



4. B cJyyuae BHSABJEHMS HENOJHOTE U (m17111)
HeIIOCTOBEPHOCTHU

nHbopMaumy, comepxalle¥csa B IIpenOCTaBJIEHHHBIX 3asaBUTEJIEM
IOIOKyMEeHTax,

YIIOJIHOMOYEHHEM (QenepalsibHEM OpI'aH MCIOJIHMTEJIBHOM BJIACTU
HanpaBJIgeT

3aABUTEJII0 3alpoc 00 YTOUHEHUM yKa3aHHOM MHOoOpMalmuu. JIaHHBIU
3arnpoc

MOXeT OBIThb rnepeliad YIOJIHOMOYEHHOMY InpencraBmUTEJIo
3a4BUTEJIA JIMYHO

rnon pacrnmcky, HalpaBJIeH IIO I[IoUTe 3aKa3HbBM [IMCBMOM WMJIIN
repenaH
B DJIEKTPOHHOM (QopMe IO TeJIeKOMMYHMKAIIMOHHBIM KaHajlaM CBA3U.
B cayuae

HallpaBJIEHMA IOaHHOI'O 3allpOCa II0O IIo4YTe 3aKa3HBIM IIMCBMOM OH
cCumTaeTcHd

IIOJIYYEHHBIM IIO MCTEUYEeHINM MeCTU oHeMr C IOIaTEI HallpaBJIEHNMA
3dKa3HOTI'O

nMcbMa . 3agBUTEIb obsa3au pencTaBUTh OTBET Ha
3amnpoc

YIIOJIHOMOUEHHOTO QemepallIbHOT'O opTraHa MCIOJIHUTEJIbHOM BJIACTU
B CPOK,

He IpeBhUALMY OeBAHOCTA paboumMx IOHEeM CO IOHSA ero
nonyueHmusa. Cpoxk,

YKaBaHHMﬁ B uvacTtu 3 HacTosAlen cTaTbl, IIpMOCTaHaBRJIMIBaeTCHd
coO IOHA

HaNpaBJIeHVS 3agBUTEJIO 3alpoca YIOJHOMOUEHHOTO GenepajibHOTO
opTraHa

VCIIOJIHUTEJIBHOM BJIaCTM IO IHS IIOJIYUYEeHMA VIM COOTBeTCTBYHIEI'O
oTBeTa "

He YUUMTEIBaAEeTCHA Inpmn MCUVICIJIEHUNA CpOKa IIPMHATHUA
YIIOJIHOMOYEHHBIM

benepasibHEIM OPTAHOM MCIOJIHUTEJIBHOM BJIACTM pPelleHMsS O
IpOBEOEHUU

SKCIEPTU3El JOKYMEHTOB IJIg I[IOJIyUeHMs paspeleHus Ha
poBeneHre

KIIMHVMYECKOT'O MCCJIeOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa OJIiA
MeIMIVMHCKOI'O



IIPMMEHEHNA .

5. OcHOBaHMEM OJId OTKaz3a B [NPOBEIOEHMM BKCIEPTU3H
IOIOKYMEHTOB

IJ1d IIOJIYUYEeHMA pa3pelleHMA Ha npoeeneHme KIIMMHNYEeCKOTI'O
nccijienoOBaHMA

JIEKAPCTBEHHOT'O IpelnapaTa IOJjd MeIUMIIMHCKOTO IIPMMEHEHUS U
STUUESCKOM

BKCIEPTU3El ABJISETCHI IIpelCTaBJIeHre IOKYMEHTOB,
npenyCcMOTPEHHBIX

YacThiO 2 HacTodleMw CcTaTbH, B HeIoJIHOM obweMe,
HenpencTaBJIeHUE

3adBUTEJIEM B YCTAHOBJIEHHHM CPOK OTBeTa Ha YKAa3aHHHM B
yacTtm 4

HacTodAmey CcTaTbM 3anpoc YIIOJIHOMOUEHHOT O benmepanpHOTO
opTraHa

VCIIOJIHUTEJILHOM BJlacTu JiMbo OTCYyTCTBME B InpeaCTaBJIEHHBIX
IJOKYMEeHTax

MCUEepIbBAnETO [IepeuHsa HeoOxXoOouMMmoM umHOopMalUM UK
nHdopMaL UM,

KOTOpasd IOOJkHAa OBITh OTpaXeHa B HUX, a TaKxXe OTCyTCTBHUE
nHOoOpMaL UM,

nonreepxnammey GaxkT yIJATE I'OCYOapCTBEHHOM IIOUJIMHBEL 34
IpoBeneHue

STUUECKOM DKCIEPTU3E, DSKCIEPTUS3E IOOKYMEHTOB Ha
JIEKAPCTBEHHEBIN

IipeliapaT IJIA IIOJIYyUYEeHIUA pazspelleHnA Ha IIpoBeneHme
KIIMMHNYEeCKOI'O

MCCJIegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeEIMIMHCKOI'O
IIpMMEHEHNUHA,

3a BbEIOAYY pPazspelleHnA Ha IIpoBeeHre KIIMMHNYEeCKOI'O
ncciyiegoBaHMA

JIEKAPCTBEHHOTO MpernapaTa OJsg MeOUIMHCKOTO IMIPMMEeHeHWUs, 3a
poBeneHre

BSKCIEPTM3El JOKYMEHTOB Ha JIeKapCTBEHHBM OpenapaT »OJjdg
IOoJIyUeHMs

paspemeHmns Ha IpoOBeIeHrE MEXIYHAPOIHOTO
MHOT'OLIEHTPOBOTO



KIJIIMHMYECKOT'O MCCJIeOOBaAaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJiA
MEIMIIMHCKOI'O

NpUMMEeHEeHNrs, 3a BHIAUYy pal3peleHusa Ha [IpoBeleHue
MEXIYHAPOOHOTO

MHOTOLIEHTPOBOTO KJIMHMUECKOTO MCCJIENOBAHMUS JIEKAPCTBEHHOTO
npenapara

IJig MEeIVLIMHCKOTO IPMMEHEHMSd, 3a [NPOBeIeHMe DSTUUECKOM
BKCIEPTU3H,

SKCIIEPTU3E JOKYMEHTOB Ha JIEKAPCTBEHHHM OpenapaT »ojasa
IOJIyUeHMS

praspeleHnA Ha IIpoBeneHre IIOCTPETMCTPAlIVMOHHOT' O
KIIMMHNYECKOTI'O

mccijieiOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa OJIA MeIMIMHCKOI'O
IIprMeHEeHM A,

3a BEIIAYY paspemeHns Ha IpoBeOeHre
MNOCTPETIUCTPALMOHHOT'O

KIIMHNYEeCKOI'O MCCJIEOOBAHNMA JIEKAPCTBEHHOI'O IIpellapaTa IOJI4
MeIVMIIVMHCKOI'O

IIPVIMEHEHNMA .

6. IllpoBeneHMEe DBKCIEPTU3L OOKYMEHTOBR IJIA IIOJIyUeHMUS
pa3peleHns

Ha NpPOBeIeHMe KJIMHUUECKOTO MCCJIeIOBAaHMS JIEKAPCTBEHHOTO
npenapara

IJIS MEIVUMHCKOT'O IIPMMEHEHMS U DSTUYECKOV DKCIEePTU3H,
COCTaBJIEHNKE

KOMUCCHUEN SKCIIepTOB M COBeTOM IIO STHUKe BaKJIOUEHUM O
BO3SMOXHOCTIM WMJIN

HEBO3MOXHOCTU IIpoBeOeHNMA TaKOI'O KIIMMHNYECKOTI'O
nccijiegoBaHM4A 1Z

HalpaBJIeHMe 3TUX 3aKJIOYeHMM B  YIOJHOMOUEHHEN
benepanibHEM OpPITaH

VCIIOJIHMTEJIbHOM BJIACTM OCYUECTBJIATCA B CPOK, He
IpeBHIA LI

TpuouaT paboumx IOHEM CO IOHA I[OJIydeHUS BKCIEPTHBM
yupexieHMeM

3amaHmMsa YINOJIHOMOUEHHOTO GemepallbHOTO opraHa MCIOJHUTEbHOM
BJIACTHU C



IPUJIOXEHMEM INOKYMEHTOB, YKas3aHHBIX B NyHkTax 3, 4, 10 m 11
yactm 2

HacCToOsen craTbu, n COBEeTOM I10 STUKeE 3allaHnA
YIIOJIHOMOYEHHOTI'O

benepaslbHOTO OpT'aHa MCIOJIHMUTEJIbBHOM BJIACTM C IIPMUIIOXEHMEM
IOKYMEHTOB,

YKal3aHHBEIX B NYHKTax 3-6, 8 m 9 uyvacTm 2 HaACTOLIEeM CTaTbM.

7. B CpoOk, He TMpeBHIAIVM OATM paboumx JHEeM CO IHA
[IOJIyUyeHMS

3aAKJIOUEeHUM, YKa3aHHBIX B YacTu 6 HaCTOdlleM CTaThbly,
YIIOJIHOMOUEHHEIM

benmepalJibHEM OPTaH MCIOJIHUTEJIBHOM BJIACTH:

1) ocyumecTBJIdeT OLeHKY IIOCTYIMBIMX SaKJIOUEHMM IJid
onpenejyieHus

MX COOTBETCTBMUSA SBalaHMSAM Ha IPOBeIeHMe COOTBETCTBYIIMX
BKCIepTUs3;

2) NpMHMMaeT peleHue O BHIaue pas3pelleHud Ha
npoBeneHre

KIJIIMHMYECKOI'O MCCJIeOOBAHMA JIEKAPCTBEHHOI'O IIpellapaTa OJid
MEeIMIVMHCKOI'O

NpUMEHeH s MM 00 OTKa3e B BHIOAUE YKABaHHOTO pPal3peleHNs;

3) BBIIAaEeT pal3pellieHre Ha IIpoBeleHNMe KIIMMHNMYECKOI'O
ncciyiegoBaHMA

JIEKQPCTBEHHOT'O MpenapaTa IJ8 MeOMUMHCKOI'O MNPMMEHEHMA MM
peumeHue 060

OTKaze B BbBIOAYE YKA3SAHHOTO pa3zpelleHMA C YyKa3adHVeM IIPUUMH
OTKaza.

8. OcHOBaHMEM mJjig OTKaza B BHIAYE paspeleHusd Ha
poBeneHre

KIIMHVMYECKOT'O MCCJIeOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa OJIiA
MeIIVMIIVMHCKOI'O

IPUMEHEHUS ABJISETCS HaJMuMe  3akKJIOUYeHUS KOMUCCUM
SKCIEPTOB WM

SAaKJIKUEeHNVA COBeTa II0O 2TMKe O HEeBO3SMOXHOCTM IIpOBedeHUA
KIIMMHNYEeCKOI'O

MCCJIeOJOBaAHNMA JIEKApCTBEHHOI'O IlpellapaTa IOJIA MeIMIIVHCKOI'O
IIPVMMEHEHM A



10 pesyJjibTaTaM I[POBEIEHHEX BKCIepTU3, NPpelyCMOTPEeHHHX
YyacTbio 6

HacToOAleM CTaTblM.

9. PemeHye 00 OTKaze B [IPOBEINEHUM SKCIEPTU3E
IOKYMEHTOB  IJig

IIOJIy4JYeHMA pPazpeleHmMA Ha InpoBengeHme KIIMMHNYECKOTI'O
nccjienoOBaHM4A

JIEKAPCTBEHHOTO MpenapaTa IJ4 MeIUMIIMHCKOTO [NPUMMEeHEeHUd U
3TUUECKOM

OKCIIEPTM3EL n B BEIOA4Ye praspeleHnA Ha IIpoBeneHre
KIIMMHNYECKOTI'O

mccjiegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa oOJId MeIIVIIIVMHCKOI'O
IIPVIMEHEHNMA

MOXeT OBITH OOXaJIOBAHO B IMOPSAIOKe, YCTAHOBJIEHHOM
3aKOHOIATEJbCTBOM

Poccumckonm denmepauumn.

(Crarbsa 39 B pen. denmepallbHOT'O 3aKoHa OT 22 nekabpsa
2014 . N
429-93 - CobpaHHMe 3aKOHOHaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, ct. 7540)

Crarba 39-1. OTuueckas BKCHepTU3a

1. 9Tuueckasa »KCIepTM3a NPOBOIMTCSA COBETOM IO 2TUKE,
CO3IOaHHEIM

B IOpAIKe, YCTAHOBJIEHHOM YIIOJIHOMOYE HHBIM benepaibHBIM
opTaHoM

VCIIOJIHUTEJILHOM BJIACTH, B lLIeJIaxX BHIAUM BakJonueHusa 00
S3TUUECKOM

ODOCHOBaAHHOCTU BO3MOXHOCTU IIpoBeOeHNMA KIIMMHNYECKOTI'O
nccijienoBaHM4A

JIEKAPCTBEHHOT'O IIpellapaTa OJId MeIMUIMHCKOI'O IIPVMIMEHEHVIA.

2. DJKcrepraMM COBeTa IO DTUKE MOTYT OBITB
npencrTaBmUTes
MEOMLMHCKMX OpTaHu3aluM, HayUHBIX opraHmu3anui,

obpasz30oBaTeJIbHBIX



opraHM3aluuy BHCULIETO O0O0Opasz30BaHMSI, a TakKXe NIPeOCTaBUTENU
o0IeCcTBEeHHBIX

opraHmM3alunM, PEeJUIMOBHEX OPTaHM3aUuM M CPpelcTB MaCCOBOM
MHOOPMALIUN .

JaHHBIE SOKCIIEPTEI He IOOJIXHEI HaXOIOMTBCHA B Kakom—Juobo
3aBUCUMMOCTU oT

Pas3paboTunKoOB JJEKAPCTBEHHHX npernapaTos n APYTITUX
JINLL,

S3AaMHTEePeCOBAHHEIX B pe3syJibTaTaXx DTUUECKOM OKCIIEPTUS3EHL.

3. OmaTa ycJayI BKCIEPTOB COBEeTa II0 BTUKEe
OCyleCcTBJISeTCS Ha

OCHOBAHMM JOT'OBOPAa, 3aKJIOUEHHOT'O MeXIOy YIOJIHOMOUYEHHEM
benepalibHBEIM

OPT'aHOM MCIIOJIHUMTEJIbHOM BJIACTM, KOTOPEIM CO3IaH COBET IO
3TUKEe, U

BDKCIIEePTOM COBeTa [0 BTUKe, 3a CUeT OIXe THEIX
aCCUT'HOBAHMUM,

IMpedyCMOTPEHHEIX YIIOJIHOMOYEHHOMY @enepaanOMy OopIany
VCIIOJIHUTEJIbHOM

BJIaCTM, KOTOPHIM CO3IOaH COBET IO B3THUKE, B OdemepalibHOM
OomxeTe Ha

COOTBETCTBYUMY TOI Ha obecreuyeHMe ero IOesaTeJIbHOCTM, B
pasmepax,

YCTaHOBJIEHHEIX [lpaBuTesbCTBOM Poccumckom denmepaumn.

4. SKCHepTM coBeTa I10 OTHKE HecCcyT
OTBETCTBEHHOCTb B

COOTBETCTBMM C SBaKOHOIATEJILCTBOM POCCUMCKOM @enepauMM.

5. CocTar coBeTa IO BTHUKe, II0OJIOXeHMe 0O BTOM COBeTe,
IOPSAaIOoK
ero HmedTeJIbHOCTM, TpeboBaHMSA K KBaJIMOUKALUM U OIHTY
paboTel IO

SKCHepTHOﬁ OLIEHKe Hay4HEBEIX, MeIIMIMHCKMX 1z OSTUYECKUX
ACIIEKTOB

KIIMMHNYE CKUMX MCCﬂeﬂOBaHMﬁ JIEKAPCTBEHHEIX IIpellapaTOB OJIA
MeIVMIVMHCKOI'O

IPpMMEeHEeHM s, IpendbaBJIgeMbBle K SKCIepTaM CcoBeTa [0 3TUKeE,
[IOPALOOK



opraHmM3alLuuM UM NPOBEeIeHMS DTUUECKOM BSKCIePTU3H, dopMa
3aKJIOUEHU A

coBeTa M0 2THMKE YCTAaHABJIMBAKTCH YIOJHOMOUEHHEM (QelepalibHBM
opTaHoM

VCIIOJIHUTEJIBHOM BJIACTM. UMCJIO NpencTaBUTeJieV MeIMLMHCKUX
opraHu3almn

He MOXeT IIPpeBEIIaThb IIOJIOBMHY OT obumero qrciia OKCIIEpPTOB
copeTa I10

STUKE.

6. VMuHdopmauma O cocTaBe coOBeTa IO 3THKe, IIJIaHax ero
pPaboTE M

TeKkyuemn OeaTeJIbHOCTHU pasMelnaeTcsd Ha obMLUMaIbEHOM
caure

YIIOJIHOMOUEHHOTO GenepasIbHOT'O OpTraHa MCIOJHUTEJILHOM BJIACTU
B ceTu

"HTepHeT" B yCTAaHOBJIEHHOM MM IOpAIKe.

(Crarea 39-1 BBenmeHa demepalibHEIM 3aKOHOM OT 22 nexabpsda

2014 1.
N 429-03 - CobpaHHMe 3akKOoHOIaATeJIbCTBa Poccumckom Odemepaumnu,
2014, N

52, ct. 7540)

Crarbs 40. [IpoBemeHMe KIMHUUECKOTO MCCJIeIOBAaHUM
JIEKAPCTBEHHOTO IpernapaTra OJsg MeIUIIMHCKOTO

IIPMMEHEHM A

1. PyxoBOOMTEJIb MEIOMLUMHCKOM OpTaHu3alumMy, KOTopad
IPOBOIOUT

KIIMMHMYEeCKOE mccijlenopaHMe JIeKapCTBEeHHOT'O IlpellapaTa IOJIA
MeIMIIVMHCKOI'O

NIPMMEHEeHNsI, Hal’HauvaeT MCCJemoBaTesiss, OTBETCTBEHHOTO 3a
poBeneHre

TAaKOI'O MCCcJIeIoBaHMS u VIMeKnnero JeuebHy0
CIeluMaJlbHOCTh,

COOTBETCTBYIYIO IIpOoBOOVMMOMY KIIMMHNYE CKOMY
MCCJIeJIOBaHMIO



JIEKAPCTBEHHOT'O npenapara, co CTaxeM paboTH rno
nporpaMMam

KJIMHMYECKUMX MCCJIeNOBAHUNM JIEKAPCTBEHHEIX [IpernapaToB He MeHee
yeMm Tpu

Ionoa n I10 ero IIpe nJIOXEHMIO Ha3Ha4dYaeT comucciyenoBaTesien
3 4dumciia

Bpadey sTOM MeIOUMUMHCKOM opraHu3auum (B pen. denepalibHOTO
3aKoOHa OT

22 pmexabpsa 2014 . N 429-03 - CobOpaHmMe 3aKOHOIATEJIbCTRBA
Poccumckon

benepauunm, 2014, N 52, cr. 7540).

2. VccyemoBaTeslb OCYUECTBJISET BHOOP [NalLMEeHTOB,
KOTOpBlE IIO

MEeIOVLMHCKMM IOKa3aHMAM MOTYT OBTb IPVBJI€UYEHE K
yuacTHUo B

KIIMMTHNYEeCKOM mccJjlegoBaHMM JIEKAPCTBEHHOI'O IIpellapaTa IOJIA
MeIVMIVMHCKOI'O

IIPVIMEHEHNVA .

3. HccrnenmoBaTesib " COMCCJIEOOBATENM HOOJIKHHE OBTH
O3HaAKOMJIEHEI C

pes3yybTaTaMy IOKJIMHMUECKOT'O MCCJIENOBaHMS JIEKAPCTBEHHOTO
cpencrea,

COmepXammMmC s B Bpoimope MccjenoBaTesd, pPOeKTOM
POTOKOJa

KIIMHVMYECKOT'O MCCJIeOBaHMA JIEKAPCTBEHHOTI'O IIpellapaTa OJIA
MeIIVMIIVMHCKOI'O

IpMMEHEHMs, pa3paboTaHHBIM pPaszpaboTuMKOM JIEKapPCTBEHHOTI'O
npenapara

MJIV VMHBIM RKPUOMYECKUM JIMIIOM, IPUBJIEKAEMBIM K OPITaHM3aLUM
NpoBEeOeHMS

KIIMHVMYECKOT'O MCCJIeOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa OJIiA
MeIMIVMHCKOI'O

IIpMMEHEHNMA, UM IPpYyI'VIMM MaTepMraJlaMyM TaKOI'O MCCJIeIOBaHMA.

3-1. PykKoBOIMUTEJIb MEeIMLMHCKOM opraHM3alun B
CPOK, He

IpEeBHIIAKIMI Tpex paboumMx OHEeM CO IOHS Hadajla IpOoBeIeHMd
KJIMHMYECKOTO



MCCJIeOJOBaHNMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIIMHCKOI'O
IIPMMEHEHNM A,

coofbmaeT OO B3TOM B YIOJIHOMOUEHHEM OGenepalibHBEIM OpI'aH
VCIIOJIHUTEJIbHOM

BJIaCTM, BBIOABUMM pPa3pPelleHMe Ha IIpOoBeIeHMe TaKOoI'O
uccJyiegoBaHmUs, 110

YCTaHOBJIEHHOM UM dopMe (uacTb 3-1 BBeneHa denepalibHBM
3aKOHOM OT 29

Hoabpsa 2010 r. N 313-03 - CobBpaHue 3aKOHOIATEJIbLCTBA
Poccumckon

benepauunm, 2010, N 49, cr. 6409).

4. OpPaHMBaHMM, ocylecCcTBJIAKIME OpI'aHM3alMIo
IIpoBeIeHMA

KIJIIMHMYECKOI'O MCCJIeOOBaAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IOJid
MEeIMIVMHCKOI'O

IPYMEHEeHU U yKa3aHHBHE B YacTu 3 CcTaTbM 38 HACTOSWETIO
denmepasiIbHOT'O

3aK0Ha, B CcJyuae HeoOXOIMMOCTM BHeCeHMS MIMEeHeHUM
IPOTOKOJI

KIJIIMHMYECKOI'O MCCJIeOOBAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IOJid
MEeIMIVMHCKOI'O

IpMMEeHeHMa coofbmaknT 00 5BTOM B YIOJHOMOUYEHHBN
benepanibHEM OpPITaH

VCIIOJIHUTEJILHOM BJIACTM, BHIOABUMY paspelieHre Ha
NIpoBeIeHMre TakKoT o

MCCJIeIOBaHMUg, 10 YyCTAHOBJIEHHOM uM topme (B pen.
denepaliIbHOTO 3akKoHAa

or 11 oxTabpas 2010 . N 271-03 - CobpaHue
3aKOHOOATeJIbCTBA

Poccumckom denmepaumm, 2010, N 42, cr. 5293).

4-1. dopwma coobueHmAa O BHECEeHUM MBMEeHEeHUN
IIPOTOKOJI

KIJIIMHMYECKOI'O MCCJIEeOOBAHMA JIEKAPCTBEHHOI'O IIpeliapaTa IOJid
MeIMIVMHCKOI'O

IIPMMEHEHNMA IOOJIXHa CcoOepXaThb cClJlienymlye CBeOeHIMA:

1) HamMeHOBaHMEe, MISHTUOMKALMOHHEIM HOMEp M JaTa
[IPOTOKOJIA



KIIMHMYECKOI'O MCCJIeIOBAHNMA,

2) mara BHeCeHUs M3MEeHEeHUM B IIPOTOKOJI
KJIMHMUYECKOT O

MccJjiegoOBaHMA,
3) HaVIMEeHOBaHME M MEeCTO HaXOXIEHINMA 3adBUTEITIA;

4) HauMMeHOBaHUEe opraHmM3aluy, [IPUBJIEUEHHOM
pra3zpaboTumMKOM

JIEKAPCTBEHHOTI'O IIpelriapaTa K OpraHM3aumm InIpoBedeHMA
KIIMMHNYECKOTI'O

MCccJlegoBaHMAa (OpM Haauuum) ;

5) HauMMeHOBaHMUS M MeCTa HaxOoXIeHMA MeOMIIVHCKMUX
opraHmMsalui, B

KOTOPEIX TIPOBOOVMTCA KIIMHMYECKOE MCCJIegOBaHME,

6) OJaTa BEIIDAYM paspeleHnAa Ha InpoBedeHNME
KIIMMHNYEeCKOI'O

mccijienOBaHMA VM HOMEP 32TOI'O pa3pelleHMA,

7) WM3MEHEHWMd, BHOCUMEE B INPOTOKOJI KJIMHMUECKOTO
ucciaenoBaHmMg.

(JacTte 4-1 BBenmeHa denmepaJibHBEIM 3akKOHOM OT 11 oKTAOpPS
2010 r. N

271-93 - CobpaHmMe sBakoHOmaTeJIbCTBa Poccuyckou denmepauuu,
2010, N

42, cT. 5293)

5. B Ccpokx, He IIpeBHUAIMNM TpuILaTy paboumx »OHeM
CoO OHA

IoJiyuyeHMsd yKasaHHoTo B dyactu 4 HacTodmen CTAaTbU
coobmeHusd,

YIIOJIHOMOUEHHEIN benepamnbHBM opraH MCIIOJIHUTEeJIbHOM
BJIACTU

paccMaTpMBaeT 2TO COOOmeHre B YCTAHOBJIEHHOM MM IMOPSAIKE U
IpUHUMAaeT

peleHre O BHECEeHUM M3MEeHEeHUN B IIPOTOKOJI KIIMMHMYECKOTI'O
ncciyiegoBaHMA

JIEKAPCTBEHHOTO MpenapaTa OJid MeOMIVHCKOTO TNPMMEeHEHMUS WU
o0 oTkasze

BO BHECEeHUM TaKMxX MIMEeHEeHMUM. [Tpu PaCCMOTPEHUNU
coobueHmda e)



HeoOXOoOMMOCTHU BHeCeHUA V3MeHeHUN B IIPOTOKOJI
KIIMMHNYECKOTI'O

MCccCJiIegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJId MeIMIMHCKOI'O
IIPMMEHEHNA B

HessgxX OLIeHKM OOOCHOBAHHOCTM MHpeljiaTaeMbXx M3MeHEeHUM U
onpeneyeHmns

CTEeIleHM PHrCKa IOJi4 InaumeHTOB, INPMHVMAaKRmMX yuacTrue B
KIIMMHNYEe CKIUMX

MCCJIeIOBaHUAX, YIIOJHOMOUEHHBEIM (QenepalibHEIM OpI'aHOM
VCIIOJIHUTEJIbHOM

BJIACTM MOTYT NPUBJIEKATbHCH OSKCIEPTH COBeTa I[IO0 DTHUKE
(B pen.

denmepalIbHOT'O 3akKoHa OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKoOHOIaTeJbCTBa Poccumckom demepaumm, 2014, N 52, cT.
7540) .

6. KinuHyueckoe wMCCJeloBaHMe JIeKapCTBEHHOTO
npemnapara s
MEeIMIUMVHCKOTO TIPUMEHEeHMS MOXeT OBTb NIPUMOCTAHOBJIEHO WIIU
npeKpateHo,
ecyiM B IIpollecce eTro IMpoBeneHusa ofHapyXeHa ONacCHOCTL IJid
XKVBHU,

300POBbLSA TIAalLMEHTOB. B CcjJydae BO3HMKHOBEHMS OIIACHOCTHU
oJig XM3HU,

SIOOPOBBA InaumMeHTa, ydacTBymmeI1ro B KIIMMTHNYECKOM
MCcciyie JOBaHMM

JIEKAPCTBEHHOI'O IIpeliapaTa OJid MeIMUIMHCKOI'O IIPVMMEHEHNMA,
muccijiegoBaTeJin

0B4a3aHBL NpOoHOOPMUPOBATH le]e) 3TOM PYKOBOOUTEJIA
MEeOUILIMHCKOM

opraHMsaluy U OpTaHM3aLMuo, IIOJIYUMBIIYD PaspelleHre
YIIOJIHOMOUEHHOT' O

benmepanbHOTO OpraHa MCIOJHUTEJIBHOM BJIACTM Ha OpIlaHM3aluio
NIPOBEeIEeHUHA

KJIMHMUECKOT'O VCCJIEOOBAHMA JIEKAPCTBEHHOT'O IIpenapara.
Pemenue @)

NPMUOCTAHOBJIEHUM KJIMHUUECKOTO MCCJIEIOBAHUS JIEKAPCTBEHHOTO
npenapara



OJi9  MEeIMLUMHCKOTO IPMMEHEeHMS [IPUMHMMAKT PYyKOBOOUTEJDb
MEeIOMLMHCKOMN

opTraHmM3aumm u (m11n) opraHms3aum4d, [IOJIyUMBlIA S
paspeleHue
YIIOJIHOMOUEHHOT O bemepalIbHOTO opraHa MCIOJIHUTEJILHOM

BJIaCTIM Ha

OpraHM3alLmuio IPOBEeIeHUS KJIMHUUECKOTO MCCJIeOOBaHus
JIEKAPCTBEHHOTO

npenapatTta Oojga MeIMLMHCKOIO IPMMEHEHMS, pPeleHre O
NpeKpalleHUy TaKOI'O

MCCIIeOOBaHUA IpUHVMaeT YIIOJIHOMOYEHHBIM benepanbHEM
opraH

VCIIOJIHUTEJILHOM BJIACTM Ha OCHOBAHUM COOOUEHUS B
NMCbMEeHHOM (QopMe

PYRKOBOIMTEIIA MEOMLIMHCKOM OpraHmM3alnmm IZNENZN opraHmzanum4ga,
IIoJIydmBIla A

pazpeleHre YIIOJIHOMOUYEHHOTI'O @enepaanoro Opr'aHa
VCIIOJIHUTEJIbHOM

BJIaCTIM Ha OpraHM3alumio IIpoBedeHMA KIIMMHNYECKOTI'O
nccjiegoOBaHM4A

JIEKAPCTBEHHOTI'O IIpeliapaTa OJid MeIIMUMHCKOI'O IIPVMMEHEHVIA.

7. B Cpok, He NpeBHIIALMY OATM paboumMx IOHEW CO IOHA
3aBeplueHusd,

IIPMOCTaHOBJIEHMA I IIpeKpaleHMA KIIMMHNYECKOTI'O
nccijiegoBaHM4A

JIEKapCTBEHHOT'O IIpelapaTa IJd MeIOUIMHCKOI'O IPMMEHEHMHd,
coobueHme 00

STOM HaNpPaBJSeTCs OpTaHM3auMaMy, YyKasaHHBEIMM B YacTu 3
craTrem 38

HacToAmwero dermepaslbHOTO 3aKOHA, B YIOJIHOMOYEHHEM
benepanbHEM OpPTaH

MCIOJIHUTEJIbHOM BJIACTM IO YCTAHOBJIEHHOM UM ¢Qopwme.

8. dopma CoOOUmeHm s o 3aBEpPLEHUN,
MIPMOCTAaHOBJIEHUNU 1ZN)Zi

IpeKpalleHny KJIMHUMUECKOT'O MCCJIeNOBaHMUSA JIEKapCTBEHHOTO
npenapatTa njs

MeIMIVHCKOI'O TIPMMEeHeHMA IOOJIXHa COILepXaThb:



1) mubopMaL MO o) MEIMUMHCKOY OpTraHM3aluM WU
MeOUUMHCKUX

OpTraHM3aumMAax, IMMPOBOIOMBIIMX IaHHOE MCCJIeOOBaHME,
2) OIIMCaHNre IaHHOI'O MCCJIEeIOBaAHMA,

3) maHHBEEe HUcCcyenmoBaTend (bamMwuiamsa, MMa, OTUECTBO, MECTO
paboTe,

3aHUMaeMas IOOJDXKHOCTHL, CIEelUMajlbHOCTbL, CTax paboTel 110
nporpaMMam

KJIMHUUE CKUX MCCJIeIOBaHUM JIeKapCTBEHHBIX npenapaTos,
repeyeHhb

KJIMHMYECKMX MCCJeOOBaHMM JIeKAaPCTBEHHHIX IIpelnapaToB, B
KOTOPHEIX OH

IIPVMHVIMAJI ydacCcTHue (nepmonu yqaCTMH) B KayecTBe
rmccisiegoBaTesid VI

couccyenorarensa) (B pen. demepalibHOT'O 3akoHa oT 11 okTabpsa
2010 r.

N 271-93 - CobpaHue BakoHOIaTeNbCTBa Poccuyckom demepauny,
2010, N

42, cr. 5293);

4) pesyJbTaT IOAaHHOTO MCCJIeDOBaHMSA (3aBeplieHue,
IPMOCTAaHOBJIEHUE

Vi IripekKpalleHVe IOJaHHOTI'O ncciyiegoBaHMA C YKa3saHMeM nx
IIPMYVIH nu

BJIMAHMA Ha OLEHKY €TI0 Pe3yJIbTaTOB, OBy OLIEHKY pPMCKa U
OXMIIaeMOM

IIOJIB3EL OT IIPUMMEHEHVA VCCJleyeMOI'O JIEeKapCTBEHHOI'O IipellapaTa,
a TaKXxe

npennojilaraeMele OajlbHeyuye IOeVCTBUAI) .

8-1. Ilpu BHABJIEHUM OGemepajibHEIM OPI'aHOM MCIOJIHMTEJIbHOM
BJIACTH,
OCylleC TBJIISLMM byHxUIMM 1o KOHTPOJI u Hanosopy B
cohepe
3O0PaBOOXPAHEeHMd, HapylUleHUM T[OpaBWIl Hanjiexamel KIMHUUECKOM
NIPaKTUKMA

npM OPOBEeIeHUM KIVMHUUECKOTO MCCJIeIOBaHUd JIEKAPCTBEHHOTO
npemnapara,



BJIIM AN X Ha IIOJIHOTY 1Z (I/IJ'II/I) JOCTOBEPHOCTE IaHHOTIO
KIIMMHNYECKOTI'O

MCCJIenOBaHMsa, YKas3aHHBM (QelepalibHBIM OpPraH MCIOJHUTEJIEHOM
BJIACTU

IIpmMoCTaHaBJIMBaeT IIpoBeneHre IJAaHHOTI'O KIIVIHNYECKOTI'O
nccJjiegoBaHMAa U

BEIHOCUT MEeIOMILIMHCKOM opraHmsaumm, B KOTOpOIZ IIpoBOIMNTCHA
JaHHOEe

KIIMHMYEeCKOEe mnccijlegoBaHMe, InpenlimcaHme ob YCTPaHeHUn
BBEIABJIECHHEBIX

HapyweHuM. [Ipy HeyCTpaHeHMM MeIMIUMHCKOM OopraHM3almuen
BBISIBJIEHHEIX

HapyUWeHUM B YyCTaHOBJIEHHEBM B MNPEeNNIMCaHUM CPOK yKa3aHHBU
benepaiibHEM

OpraH WMCIOJIHUTEJIbHOW BJIACTM I[IPUHMMAET pPeleHue o
npekKpaleHnn

NPOBEHNEeHUS KJIMHUUECKOTO MUCCJeIOBaHMUS JIEKAPCTBEHHOTO
npenapara u

HanpasJideT B bernmepalib HEM opTraH VICTIOJIHUTEJIE HOM
BJIACTH,

ocylmecTBJALMY QYHKLUMM IO BHPaOOTKe U peaams3alumn
TOCYyoapCTBEHHOM

[IOJIMTUKM n HOPMAaTMUBHO-IIPaBOBOMY PerynImMpoOBaHM© B
chepe

30PaBOOXPaHeHMs, BaKJIOUeHMe O BHABJIEHUM IIPM [OPOBENEeHUU
OAaHHOTO

KJIVHMUECKOTO MCCJEeIOBAaHMA HAapPYIEeHMM NPpaBWJI HaIJexalleM
KJIVMIHMUE CKOM

IIPaKTUKM IJIA TIIPMHATHMA PelleHVA ob OoTMeHe pazspelleHrAa Ha
OpTaHVM3allViio

IIpoBeIEeHMA IJAaHHOTI'O KIIVMMHNYECKOTI'O mnccJiegoBaHMAa C JJaTEBI
IIPMHATHUA

pelneHnA O IIPMOCTAaHOBJIEHNM InpoBedeHMA KIIMMTHNYECKOI'O
ncciyiegoBaHMA

JIEKapCTBEHHOTO mnpenapaTta (dacThb 8-1 BBemeHa denepalibHBIM
3aKOHOM OT

22 pexabpsa 2014 r. N 429-03 - CobOpaHMe 3BaKOHOIATEJILCTBA
Poccumckon



benepauunm, 2014, N 52, cr. 7540; B pen. demepasibHOTO
3akoHa oT 13

miona 2015 1. N 241-03 - CobOpaHMe 3aKOHOIATEJILCTBA
Poccumckon

®enepauum, 2015, N 29, cr. 4367).

9. YHOOJIHOMOUEHHBM (enmepalibHEIN OpraH MWCIOJIHUTEJILHON
BJIACTU

onyOJMKOBEIBAET U pasMemaeT Ha CBoeM ObMUMAaJIbHOM canTe
B ceTwu

"HTepHeT" cooOfOlWeHMe O 3aBeplleHrM, IIPMOCTAaHOBJIEHUM WMIIM
IpeKpalleHUN

KIIMHNYECKOI'O MCCJIEOOBAHNMA JIEKAPCTBEHHOTI'O IIpellapaTa IOJIA
MeIVMIVMHCKOI'O

[IPMMEHEHMSa B CPOK, He I[peBhUaLMM NI4T padoumMx IOHEM CO
IOHA ero

IIOJIy4YeHAd, B YCTAHOBJIEHHOM MM IIOpAIKE.

10. YnonHoMOUeHHEM GQenepasibHEM OpT'aH MCIOJIHUTEJIbHOM
BJIACTU

ocymecCcTBJIdAET BeIeHlue peecTpa uccjgegoBaTesen,
IIpOBOOAIIMX ninm

MPOBOOUBIIMX KJIIMHUUECKME MCCIJeIOBAHUSA JIEKAPCTBEHHBIX
npenapaToB IJid

MEeIMINVMHCKOI'O IIPMMEHEHNMA, B COOTBETCTBUMA C
YTBEepPXIeHHBIMM VIM

IIpaBrJiaMM 1 PazsMelaeT eTro Ha CcCBOEM O@MHMaHbHOM camre
B ceTum

"HTepHeT" B yYyCTaAHOBJIEHHOM MM IIOpAOKe. YKasaHHEN peecTp
COOEPXNUT

MHbOpPMALIMIO, NPEIYyCMOTPEHHYID NYHKTOM 3 dYacTu 8 HacToAleM
cCTaTbuM.

11. OTruer O pe3syiibTaTax KIIMMHNMYEeCKOI'O
ncciyiegoBaHMA

JIEKAPCTBEHHOI'O IIpeliapaTa OJid MeIMIMHCKOI'O IIPMMEHEHNM A
cocTaBJIdeTC4d

opraHu3aluuey, yKal3aHHOM B YacTu 3 CTaTbM 38 HaACTOAWETO
denmepalJiIbHOT'O

3aKOHa, Ha OCHOBAHUMU 3aKJIOUEeHUN MEeIOULMHCKUX
opraHmsauuli,



NPOBOIMBIIMX BTO MCCJeOoBaHMe, U IpelncTaBJIgeTCs B
YIIOJIHOMOUEHHEIM

benmepalJibHEY OPTaH MCIOJIHUTEJIbHOM BJIACTM,  BHIOABUIMUN
paspeueHre Ha

NpoOBEeOeHye STOTO0 MCCJEeINOBaHMs, B CPOK, He MPEBHUANIMI TPexX
MeCsLEB

CO IOHSA €TI0 3aBeplleHMs, I[IPUOCTAHOBJIEHUS WM NPeKpalleHVs, B
nopsanke,

YCTAHOBJIEHHOM YIIOJIHOMOUEHHEIM (QeJepalibHEIM OpPT'aHOM
MCIIOJIHUTEeJILHOM

BJIaCTU.

12. HapyumeHue npaBuil Hajexalen KJIMHUUECKOM
IPaKTUKK,

banbcubukaumsa pPesyJbTAaTOB KIMHUUECKOI'O MCCJIeIOBaHMA
JIEKAPCTBEHHOTO

npenapatTa noJj4d MEeOMILIMHCKOTO IPVMEHEHU A BJIEKYT 3a
cobom

OTRETCTBEHHOCTD B COOTBETCTBUM C 2BakKOHOIATEJILCTROM
Poccumckon

Senepauunm (B pen. demepalibHOT'O 3aKOHaA OT 22 nekabpsa
2014 . N

429-03 - CobOpaHMe BaKOHOIaATeJIbCTBa Poccuimckom denmepaluni,
2014, N

52, cr. 7540).

13. HpM IIpoBedeHUN KIIMMHNYEeCKOI'O rncciyiegoBaHMA
JIEKapPCTBEHHOTI'O

IIpeliapaTa OJI4d MeIMIMHCKOTI'O IIPpVMMEHEeHMVA OOIIyCKaeTCHd 3a6op N
IIalMeHTOB

OMOJIOTUMUECKMX MaTepMraJioB (00pasusl OMOJIOTUUECKUMX XUIKOCTEN,
TKaHeu,

CEeKPEeTOB U INPOOYKTOB XMU3HEOedATeJIbHOCTHM dYeJIOBEeKa,
OMBUMOJIOTMUECKUX U

IaTOJOTUUE CKIMX BHEIIEJIEHUM, Mas3KOB, COCKOOOB,
CMBIBOB,

MUKPOOPTaHUBMOB, OMOICUMHEM MaTepuall) OJd MUX UIYyUYEeHUS B
Poccurckon

depmepauum u (m7m) 3a npepmenaMm Poccumckom demepaumm
(g pen.



denmepasibHOTO 3akoHa OT 22 nexkabpa 2014 . N 429-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denepaummu, 2014, N 52, cT.
7540) .

14. Tlopanmox BBO3a B Poccumckyn denmepaumio M BEBO3a 3a
rnpeneJsl

Poccumckon denmepauum OMOJIOTUMUECKMX MaTepualioB,
[IOJIYUEHHEIX [IPpU

NPOBEOEeHUNM KJIIMHUUECKOTO MCCJIEOOBAHUSA JIEKAPCTBEHHOT'O
npenapara mojd

MEIOULMHCKOTO IIPMMEHEHUHI, yCTaHaBJIuBaeTCsa [IpaBUTEJIbECTBOM
Poccumckonm

denepauun (B pen. denmepallbHOT'O 3akKoHa OT 22 nekabps
2014 . N

429-93 - CobpaHmMe 3akKOHOmaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, cT. 7540).

Crarpsa 41. JoToBOpP O HNPOBEOEHUM KIJIMHUUIECKOI'O
MCCJIe0OBaHMA

JIEKAPCTBEHHOTI'O IIpellapaTa OJid MeIIMUIMHCKOI'O

IIPMMEHEHNMA

1. KimHMUYeckoe MCCJIefOBaHME JIEKAPCTBEHHOTO
npenaparTa IOJs

MEIULIMHCKOTO MNPMMEHEHMAI MNPOBOOUTCH B COOTBETCTBUM C
OOTOBOPOM O

NPpOBEOEeHUM KJIMHMUECKOI'O MCCJIeOOBaHMA JIEKapCTBEHHOTO
npenapatTa nojgd

MEIULIMHCKOTO MNPMMEHEHMd, 3aKJKnJYaeMbBIM MeXIOy OpTaHu3aluen,
IOoJIyulMBIIEeN

paspeueHue YIIOJIHOMOUEHHOT'O benepanpHOTO OpraHa
MCIIOJIHUTEeJILHOM

BJIACTM Ha OpPTaHM3alMi NOPOBeIeHMd TaKOT'O MCCJeNOoBaHMA, U
MeOMLIMHCKOM

opraHMs3alMelr, OCYWEeCTBJAKIEN NpOoBeleHMe TaKOT'O
MCCJIeOOBaHMA .



2. Iorosop o IpOBENEeHUN KJIIMHUYECKOTO
MCCIIeOOBaHUA

JIEKapCTBEHHOTI'O nperiapaTa IOJIA MeIVMIIVMHCKOI'O INIPpMMEHEHNM A
IJOJIXKEH

COOEepXaTh :
1) ycrnoBuAa M CPOKM MNPOBEIEeHMS JAaHHOTO MCCJEeNOBAHUA;

2) omnpenejieHue oOmey CTOMMOCTM NPOTPAaMME OaHHOTO
MCCIIeOOBaHUA

C yKasaHMeM CYMMH, TIpelHasHadvawolencsa IJisg BHILJIAT
VCCJIeIOBaTEeJIaAM,

coucciiegoBaTeJidM,

3) onpeneseHue bopwMmel IpencTaBJIeHUd Pes3yJIbTaTOB
OAHHOTO

MCCJIenOBaHMUa B  YIOJIHOMOUEHHHM OGelepalibHBIM OpIraH
MCIIOJIHUTEJIb HOM

BJIaCTN.

CraTerda 42. dumHaHCOBOe obeclrleueHMe KIMHUUECKOIO
uccyienoBaHmMga

JIEKAPCTBEHHOTI'O IIpellapaTa IJId MeIVMIVMHCKOI'O

IIPMMEHEHMA

dMHAaHCOBOEe obecrieueHue KJIMHMYECKOTO
MCCJIeDOBAaHUA

JIEKaPCTBEHHOT'O IIpellapaTa OJIAd MeIIMIVMHCKOI'O IIPVIMEHEHWMA
oCcylmecCcTBJIAEeTCHA

3a CUYeT:
1) cpencrB benepasibHOT'O OBIOXETa;

2) CcpencTB OpTraHmM3aluMy, [OJIYUMBIMX pPaspelleHre Ha
OPT'aHM3aLuIo

NpoBeOeHMsa IOAaHHOT'O MCCJeNOBaHMA, B COOTBETCTBUMU C
YCJIOBUSMMA

IOTOBOpPAa O €Tr0 MNPOBEISHUU;

3) MHBIX He 3allpelleHHEX 3aKOHOIaTeJIbCTBOM PoCCUMCKOM
denepaumnm

VMICTOYHIMKOB .



Crarbsa 43. [lpaBa MNalMEHTOB, YUYACTBYIIMX B KJIMHUUECKOM
MCCJIeIOBaHUM JIEKAPCTBEHHOTO IpernapaTa ojsa

MeIMUVHCKOTI'O IIPVMMEHEHMA

1. YuacTue NalMeHTOB B KJIMHUUECKOM MCCJIeIOBAHUU
JIEKAPCTBEHHOTO

npenapaTa IJjd MeOUMIMHCKOTO INPMMEHEHMd ABJISeTCSH
OODOPOBOJIbHEIM .

2. TNaumeuT NI ero 3aKOHHEIM [NPeOCTaBUTEb
IIOJIXeH OBTb

MHOOPMMPOBAH B MNIMCBbMEHHOU ¢Qopwme:

1) o JexapCTBEHHOM IpernapaTe mJjigd MEeIMUMHCKOI'O
IPUMEHEHNS U

CYHHOCTHM KJIMHUUECKOTO MCCJIEIOBAHUS BTOTO JIEKAPCTBEHHOTO
npenapara;

2) O ©0e30laCHOCTM JIeKapCTBEHHOI'O IpelapaTa o4
MEeOUUIMHCKOT'O

IpUMEeHEeHHUsd, ero oxumaeMoym 20OeKTUBHOCTM M CTeleHU
pucka s

IIaumeHTay,

3) 00 yCcJIoBMAX yUYaCTHS IalMeHTa B KJIMHUUECKOM
VCCJIeOOBAHUMU

JIEKAPCTBEHHOTI'O IIpeliapaTa OJId MeIIMUIMHCKOI'O IIPVMMEHEHVIA,

4) o ueam WU leyax n IPOOOJIXUTEJIBHOCTHA
KJIIMHNUECKOTO

MCCJIegOBaHMA JIEKAPCTBEHHOI'O IIpellapaTa IOJIA MeIMIMHCKOI'O
IIPMMEHEHNMA,;

5) O mewcTBMAX [HalMeHTa B CJlydae HelnpeIBUIEeHHBIX
20deKkTOB

BIIMMAHNMA JIEKAPCTBEHHOTI'O InpeliapaTa IOJIA MeIMIMHCKOI'O
IIPMMEHEHMA Ha

COCTOAHME €I'0 3O0POBBA;

6) o6 YCJIOBMAX 0043aTeJIbHOTO CTPpaxOoBaHMA XKU3HU,
300POBb A

IIaumeHTay,



7) o TapaHTUAax KOHQUIOEeHLMAJILEHOCTHU yyacTusa
naumMeHTa B

KIJIIMHMYECKOM MCCJIEOOBAHMM JIEKAPCTBEHHOI'O IIpelriapaTa IJjidg
MeIMIIVMHCKOI'O

IIPMMEHEHNMA .

3. JJo6poBOJIbLHOE CcoOTJlacue MHallMeHTa Ha ydyacTue B
KJIMHUYUECKOM

nCccCcJjiegOBaHUM JIEKapCTBEHHOTI'O InIperapaTa nJid MeIMLIMHCKOI'O
IIPMMEHEHMA

ImIooTBepXIaeTCHd ero IIOOIIMCEIO IZNENZN IIOOIIMCEBIO ero
3aKOHHOTI'O

IIpencraBmUTeEJIA Ha MH@OpMaHMOHHOM JIMCTKEe TIlalllMeHTa.

4. TlauMeHT WJIXM eTro 3BaKOHHHM npencraBUTelb MMeeT
npaBo

OTKAasaTbCAa OT YYaCTUS B KJIMHUUECKOM MCCIIeIOBAHUMU
JIEKAPCTBEHHOT'O

InpelriapaTa IOJid MeIMIVMHCKOI'O IIPVMMEHEHNVA Ha Jrobom CTallnnm
ImpoBeOdeHMA

TaKOI'O MCCJIeOOBaAaHIMA.

5. IllpoBeneHue KJIMHUYECKOTO MCCJIenoBaHusa
JIEKAPCTBEHHOT'O
npenapara o MEeIMLUMHCKOTO IMPMMEHEeHVsS C ydyacTueM B
KauecTBe

NalMeHTOR JeTeM IOoIlycKaeTcsa TOJIbKO C COIvlacusa B IIMCBbMEeHHOM
bopme ux

ponMTeneﬁ, YCHHOBMTeHeﬁ. HeTu MOT'YyT paccMaTpMBaTbCHA B
KauecTBe

IIOTEeHIMAaJIbHBEIX IIallMIEHTOB TaKOI'O mccijiegoBaHmM4a, TOJIBKO
eCJIn ero

npoBeOeHMe HeobxXoIOMMO oJisa YKpeInJjeHmnsa 300POBbLA
merem NI

NPOOUITaKTUKM MHOEKIMOHHEX 3aboJieBaHMM B JEeTCKOM BO3pacTe
Iunbo ecyu

1IeJIbl0 TaKOT'0 MCCJeOOoBaHMUA ABJIAEeTCS IIOJIydeHMe IIaHHBIX O
Haujydien

OO3UPOBKE JIEKAPCTBEHHOTO IpelnapaTa nOjag JedeHUsd »OeTel.
B »srTUuXx



ClIydadX TaKOoOMYy MCccijie JOBaAHMIO ITOJIXKHO IIpenumueCTBOBATDH
KIIMHMYECKOE

nccijiegoBaHMe JIEKapCTBEHHOTI'O InIperapaTa nJid MeIMLIMHCKOI'O
IIPMMEHEHMA

Ha COBEPUIEHHOJIETHUX TpPaxlaHax, Ba MWCKJOUEeHVEM
cJydyaesn, ecJin

MCCJIeOyeME JIEKapCTBEHHBIM OpenapaT Ojid MeIMLUMHCKOTO
[IPpUMEeHEeHMS

IIpeHa3Ha4dYeH MCKIIIOUMTEJIBEHO IOJIA VICIIOJIB30OBAHMA
HeCOBepPIIeHHOJIE THMMM

rpaxnaHamMu (B pen. demepalibHOTO 3akoHa OT 22 OKTAOpS
2014 . N
313-03 - CobpaHmMe 3akoHOIaTeJIbCTBa PoccuMckonm denepauun,
2014, N
43, cT. 5797).

6. BamnpemaeTrcsa [IpOoBeOeHue KJIMHUYUECKOI'O
MCCJIegoBaHmAa

JIeKapCTBEHHOTO IpernapaTa IJisg MeIUIVMHCKOTO IPUMEHEeHUS C
yyacTHueM B

KadecTBe IIalMeHTOB:

1) meTem-cupoT UM OeTer, OocCTaBuUMXCd Oe3 IoNeueHMd
poouTesien;

2) XeHWMH B Iepuon OepeMeHHOCTM, XEHUMH B IIepuon
TPYIOHOTO

BCKapMJIVIBAHVA, 3a MCKIIIOUEeHMeM CJlydaeB, €CJIM IIpOoBOAOMTCHA
KIJIMMHMYEeCKOeE

MCccregoBaHue JIEKAPCTBEHHOTO npenapara,
IpenHa3Had4eHHOTO 01

YKA3aHHEIX XKEHUMH, [IPpM YCJOBUM HEOOXOIMMOCTU I[I0OJIyUeHMS
MHbpOpPMaLIM

TOJIBKO BO BpeMs INPOBEHNEeHMS COOTBETCTBYWIMX KJIMHUUECKUX
VCCJIeIOBaHUMN

M INIpMHATHMA BCeX HeODOXOIOMMBIX MEePp IIO0 MCKIIIOUEeHNMIO PHMCKa
HaHeCeHNMAd Bpenaa

XeHIMHe B Iepuon OepeMeHHOCTH, XEeHIMHEe B rnepuon
TPYOHOT'O

BCKApPMJIMBAHMA, IJIOOYy MM PeOeHKYy;



3) BOEHHOCJYXallux, 3a UCKJIIOUeHMEeM clyuyaesn
IpoBeOeHMA

KJIMHUYECKOT O VCCcJlenoBaHMAa JIEKAapCTBEHHOTO Ipernapara,
CreumaJsibHO

pa3zpaboTaHHOTO nJid IIPUMMEeHeHUS B YCIIOBUAX BOEHHEIX
oencTBuUM,

Ype3BEUAMHBIX CUTyaLul, NpobUIaKTUKM M JIeUEeHUS

3abo0JIeBaHUM U

mopaxeHul, IOJIYUEHHBIX B pPel3yJibTaTe BO3OEMCTBUA
HeOJIaronpmaTHEIX

XVIMUYECKUX, OMOJIOTUUECKIMX, PaIValMOHHEIX (QaKTOpPOB.
KnmHmuueckoe

mccijiegOBaHMe TaKOI'O JIEKAPCTBEHHOI'O IIpellapaTa MOXeT
IIPOBOOAMTBECHA C

ydyacTreM B KaduecTBe IIalMeHTOB BOEHHOCIIyXalnx, 3a
MCKJIIOUEHMEM

BOEHHOCJYXalllMx, MIPOXOIAIMX BOEHHYI CJYyXO0y IO MNPU3EBY, C
coOJmIgeHeM

TpeOOBaHMUM, YCTAHOBJIEHHBIX HacTodmMM dermepalibHBIM 3aKOHOM B
OTHOUEHUN

I'PaXOaHCKMX JINILL,;
4) COTPYIOHMKOB IIPaBOOXPAHMTEIJIbHBEIX OPI'aHOB/,

5) nmuiu, oTOHBaKIMX HakKasaHue B MecTax JIMIeHuS CBOOOIH,
a Takxe

JIVL, HaXOoOAIMXCHA II0I CTpaxeﬁ B CJIEOCTBEHHBIX M30JIATOpPax.

7. IonyckaetTcsd IpoBEeNeHrE KJIMHUYUECKOT O
MCCcJegoBaHmUs
JIEKAPCTBEHHOTO npenapara JIs MEOMLMHCKOTO

IIpMMEHEHNUHA,

npelHa3HAaUYeHHOT'O IJid JIeUueHUMs I[CUXUUeCKkux 3abojieBaHuUM, C
yuyacTHrueM B

KaduecTBe IIaluMeHTOB JINIL] C ICUXUMYEeCKVMNA SaGOHeBaHMHMM,
IIPM3HAHHBIX

HemeecrnocoOHBIMU B IIopAIKe, YCTAHOBJIEHHOM
3aKOHOIOATEJIECTBOM

Poccumckon denmepauunm. KnmHmuueckoe MCCJIenoBaHMe
JIEKAPCTBEHHOTO



npenapaTta B DBTOM CJlydyae I[IPOBOAOMTCHA IIpPM HaAJUUUU
corJylacusd B

IMCbMEHHOM @opMe SaKOHHEIX HpeHCTaBMTeﬂeﬁ YKa3aHHBIX JINI] .

Crarba 44. Oba3aTesibHOE CTpaxOBaHME XM3HM, 3IOPOBbSA
nauMeHTa, ydJacTBYOUEIO B KJIMHUUECKOM
MCCJIeOOBaHMM JIEKAPCTBEHHOTO NpenaparTa IJd

MeIMIVHCKOI'O IIPVMMEHEHMA

1. Opranmuszauud, [IOJIyYMBIIA A paspeleHue Ha
OpPTraHM3alLuo

NpOBEeIeHNS KJIMHMUECKOTO MCCJIeIOBAHUA JIEKAPCTBEHHOTO
npenaparTa Iojsd

MEOMLMHCKOT'O INPMMEHeHMUsa, oOsg3aHa B KadeCTBe CTpaxoBaTelid
CTpaxoBaThb

PUCK IIPMYMHEHMA Bpoeda XM3HIV, SI0POBBIO IIauMeHTa B
pe3yijipTaTe

NpOBEeIeHVS KJIMHUUECKOTO MCCJIeINOBAHMSA JIEKAPCTBEHHOTO
npenaparTa Iojs

MeIVMIVMHCKOI'O IIPVIMEHEHNMA 3a CBOM cyerT IIyTeM 3aKJIIOUEeHIMA
JOTTOBOPA

oBAa3aTeJIbHOTO CTPaXOBaHNMA.

2. OOBeKTOM 0043aTeJIbHOTO CTpaxoBaHUSA ABJIAeTCSH
VIMYIIE CTRBEHHBIM

MHTepecC IllalMeHTa, CBS3aHHHM C IIPMYVIHEHVIEM Bpeoa eTro
XKM3BHU 1Z8N%1

3I0POBBIO B pe3yybTaTe NPOBENEeHNS KJIMHUYECKOTO
MCCJIENOBAHMSA

JIEKAPCTBEHHOTI'O IIpeliapaTa OJid MeIIMUIMHCKOI'O IIPVMMEHEHVIA.

3. CTpaxOoBEM CJlydaeM IIO HOOTOBOPY 0OO0g3aTelbHOIO
CTpaxoBaHMA

ABJIAE€TCA CMEPThb IalMeHTa WM yXYyIOlleHre €I'0 300pOBb4A, B
TOM yrcrJie

BJIEKYIIEE 3a cobon YyCTaHOBJIEHUE VHBAJIMUIOHOCTH, npu
HaJlMdum

IPUUMHHO-CJIEICTBEHHOM CBA3M MEeXIy HaCTyIJIEHMEM DTOTO
coOrlTMA U



ydacTmeM IIalureHTa B KIIMMHNYEe CKOM MCccCJlegOBaHUM
JIEKAPCTBEHHOTI'O

npenapara.

4. TpeboBaHMA O BOBMEIEHUM Bpena, MIPUUIMHEHHOTO
XUBHU WU

3OO0POBLIO MNAalMEeHTa, NPeIbABJISITCS B TeUeHMe CPOKOB MCKOBOM
OaBHOCTH,

YCTAHOBJIEHHEIX TPAXIAHCKVM 3adKOHOIOATEJIBCTBOM.

5. PasmMmep CTpaxoBOMu BEIIIJIA THI 1o IOTOBOPY
00493aTeJIbLHOTO

CTpaxXOBaHMA COCTaBJIAET:

1) B crnydyae cMepTM HaUMEeHTa OBa MWJIJIMOHA pyoOJjen Ha
Kaxnoro

InaumMeHTa, YdaCTBOBaABIIET'O B KIIMMHMYECKOM MCCIIeIOBaHIVM
JIEKAapCTBEHHOTI'O

npenapara;
2) Opu yxXyIUeHUM 3I0POBbsSA IIallMeHTa:

a) IIOBRJIEKIIEM 3a COoOOM yYyCTaHOBJIEHME MHBAJIMIHOCTU 1
TPy, OOMH

MWJIJIVIOH ITATBCOT TBEICAY py6neﬁ Ha KaXogoIr'o IiauMreHTa,
YydacCcTBOBaBIIero B

KIJIIMHMYECKOM MCCJIEOOBAHUM JIEKAPCTBEHHOI'O IIperiapaTa;,

©) mnorJekmeM 3a CcoboM YCTaHORBRJIEHME MHBAJIMOHOCTM 11
TPYIIH,

OOVMH MWJIJIMOH pybOJer Ha KaXIoI'o rnaumMeHra,
ydaCcTBOBABUETO B

KIJIIMHMYECKOM MCCJIEOOBAHUM JIEKAPCTBEHHOI'O IIperiapaTa;,

B) IIORJIEKIIEM 3a COOOM yCTaHOBJIeHMEe MHBaJupHocTym 11T
TPYIIH,

IATBCOT TEICAY pybOJsenm Ha Kaxnooro IalMeHTa,
y4acTBOBABIIETO B

KIJIIMHMYECKOM MCCJIEOOBaAHUMM JIEKAPCTBEHHOI'O IIperiapaTa;,

I') He TIIOBRJIeKIIeM 3a CO0OO0M YCTAaHOBJIEHMS MHBAJIMIHOCTH,
He OoJee

yeM TpMCTa THICAY pyOJer Ha Kaxnoro aluMeHTa,
y4acTBOBABILIETO B



KIIMMHNYEeCKOM MCCIJIeIOBaHNM JIEKAPCTBEHHOTI'O ITpeliapaTa,
nmcxon4da nus3

HOPMATMBOB, OTpaXaolMx XapaKTep M CTeleHb [NOBPEeXISHNS
3I0pPOBLL, a

Takxe baxTHuecku [IOHECEHHEBIX nauMeHTOoM pPacxomos,
BBI3BAHHBIX

[IOBPEXIOeHUEM 3IOOPOBLS, Ha MeIUIVHCKYIO TOMOIE ,
npmuobpeTeHre

JIEKapPCTBEHHEIX IpenapaToB (B pen. denmepalibHOT'O 3aKoHA OT 22
nexkabpsa

2014 . N 429-03 - CobpaHmMe 3aKOHOINATEeJIbCTBa POCCUMCKOM
denepaunmn,

2014, N 52, cT. 7540).

6. (JacTp 6 yTpaTwuia CUJIYy Ha OCHOBaHUM demepalibHOT'O
3aKoHa OT

22 pmexabpsa 2014 . N 429-03 - CobOpaHmMe 3aKOHOIATEJIbCTRBA
Poccumckon

Penepauum, 2014, N 52, cr. 7540)

7. Cpox moToBOopa 0043aTeJyIbHOTO CTpaxoBaHMA He
MOXeT OBTH

MeHee, 4YeM CpPOK IIPpOBEeIE€HNMA KIIMHMYEeCKOI'O MCCJIeoOBaHWMA
JIEKapPCTBEHHOTI'O

npenapara.

8. YcyoBusa nmoroBopa o0043aTesyIbHOT'O CTPaxOBAaHMUS, B
TOM  UMCJIe

CTpaxoBele Tapudel IO O0OA3aTEJIbBHOMY CTPaxOBaHMK, IIepedeHb
HeoOXOOMMBIX

OOKYMEHTOB s OCYWEeCTBJIEHUHA CTPaxoOBOM BBIIJIA THL,
IOPALOOK

YCTAHOBJIEHUSA CTpaxoBaTeJIeM MHIVMBUOYAJIEHOT'O
UOEeHTUOUKALUMOHHOTO KOoIa

nauMeHTa, HNOPAOOK MHOOPMMPOBAHMA CTpaxoBaTeJleM
CTPpaxOoBUIMKA o

IIPpMBJIEYEHHBIX K KIIMHMYECKOMY MCCJIEOOBAHUMIO JIEKAPCTBEHHOTI'O
npenapara

OJId MeIMIVMHCKOI'O IIPVMMEHEHMA IIalueHTax, IIopA00K YI1JIaThL
CTPpaxoBOM



npeMmu, IOPALNOK peanM3alyuM OIpeneJIeHHBIX HaCTOALMM
denmepalib HEIM

3aKOHOM M OPYyI'MMM GelepalibHBEIMM 3aKOHAMM IIpakB M ODI3aHHOCTEN
CTOPOH

1o 0OTOBOPY 0o6a3aTesIbHOTO CTpaxOBaHUHA, a TakKxe
HOPMaTUBEH,

oTpaxampiyre XapaKTep M CTeIllIeHb IIOBpeXIeHNMA 300POBbBA,
YCTAaHABJIMBAKTCHA

TUIIOBBIMM HNpPaBUWJIaMy 0043aTeJIbHOTO CTpaxoBaHMA (B pen.
denepasIbHOTO

3akoHa OT 22 pmekabpsa 2014 r. N 429-93 - CobpaHue
3aKOHOATeJIbCTBA

Poccumckom denepauum, 2014, N 52, cr. 7540).

9. B Cllydae IIPUMUYMHEHMA Bpella XM3HM IIalMeHTa,
Y4JacCcTBOBaBILEI'O B

KJIMHUUYE CKOM MCCJIeIOBAHUU JIEKAPCTBEHHOTO
npenapara,

BEITONONIPUOBpEeTaTeIaMMu o IOTOBOPY 06s3aTeJIbHOTO
CTpaxoBaHUI

ABJISITCHA T'paxiaHe, ¥VMeolMe [IpaBO Ha BO3MelleHMe Bpeza
B cJiyuyae

CMepPTHM KOPpMIMJIBILIa B COOTBEeTCTBUNU C I'PaXOaHCKVM
3daKOHOIOaTeJIbECTBOM,

opM OTCYTCTBUM TakMx T'paxiaH — POOUTeNMu, Cynpyr, IOeTu
yMepuero

InaumeHTa, YdaCTBOBaABRIIET'O B KIIMHMYECKOM MCCIIeOBaHIVM
JIEKapPCTBEHHOTI'O

npemnapara, B Cliydae CMepTH M[HaluMeHTa, YyJdaCTBOBABIIETO B
KJIMHUYECKOM

MCCJIeIOBAaHUU JIEKAPCTBEHHOTO npemnapara u He
MMeBIIETO

CaMOCTOSATEeJILHOTO HOoXoma, - TpaxiaHe, Ha WKIMBEHUU

KOTOPHEIX OH

HaxXoOouJiCd, B OTHOUEHMM BO3MEIEeHMS pacxXoIoB Ha norpebeHue
nalnmveHTa,

YyYaCTBOBABIETO B KJIMHUYE CKOM MCCJIeI0OBaAHUM
JIEKAPCTBEHHOTO

IipelriapaTa, — JIMLIO, IIOHEeclHee TaKMe pPpacCXOIHl.



10. CrpaxoBasd BHILJIaTa B CUeT BO3MEllEeHMS Bpela,
IPUUYMHEHHOTO

KUBHU naumMeHTa, YyJ4aCcTBOBABIIETO B KJIVMHMUUYE CKOM
MCCJIeI0BaHUM

JIEKAQPCTBEHHOTO npenapara, pacnpenensaeTcsd
MEeXIy

BEITOHOONPUOOpPEeTaTEeNaSMM NPONOPLMOHAJIBHO MX KOJMYECTBY B
PaBHEIX IOJIAX.

11. Tlpr HaACTyIJIEHUMM CTPaxXoBOTO CJiydasd MalMueHT,
YyUaCcTBOBABIMI B

KJIMHUUYE CKOM MCCJIeIOBaHUN JIEKAPCTBEHHOTO
npemnapara,

BMPOEOHPMO@peTaTeHb BIipaBe IIpedbABMTE HEIIOCPpeIOCTBEHHO
CTPAaXOBIIMKY

TpebOBaHME O BO3MEUIEHUM [IPUMUMHEHHOTO Bpezma. CrTpaxoBad
BHIILJIATA

OCYyLEeCTBJISETCS CTPaxXOBUMKOM B TeUeHue TpUALATU IJHeU
CO IOHSA

npencraBJIeHUsS HeOOXOOMMEIX IOKYMEHTOB. IllalumMeHT,

YyUJaCcTBOBABUMI B

KJIMHYYE CKOM MCCJIEIOBAHUN JIEKAPCTBEHHOTO
npenapara, I

BHII'OONIpMOOpeTaTesib 0043aH COOOWMTHL CTPAaXOBIMKY  IJIA
OCylleCTBJIEHNA

CTanOBOﬁ BEITTJIA TEI MHEMBMﬂyaHbHHﬁ MHeHTM@MKaHMOHHMﬁ KOO
InaumeHTa,

YCTAHOBJIEHHEM CTpaxoBaTeJleM B COOTBETCTBUM C  TUIIOBBEIMU
npaBuiaMm

00A3aTEeJIBHOTO CTPaxOBaHMA.

12. Jlo TmDOJHOTO OIpenejyieHMs pas3Mepa IOAJIeXalmero
BO3MEIEHMIO

Bpea CTpaxXoBIMK 10 3aABJISHUIO ITaumeHTa,
yaacTBOBaBIETI'O B

KIIMHVMYECKOM MCCJIEeOOBAHUMM JIEKAPCTBEHHOTI'O InipeliapaTa, VI
3aABJIEHUIO

BEITOOONPpHMOOpPEeTaTesa BIpaBe OCYWECTBUTbL dYacCThb CTPaxOBOM
BHIILJIA THL,



COOTBETCTRBYNIYID GaKTUUECKM OIPEeleJIEHHOM YacCTU IPUUMHEHHOTO
Bpema.

13. CrpaxoBas BHIIJATa B COOTBETCTBUM C JOT'OBOPOM
00493aTeJIbLHOT'O

CTPpaXOBaHNMA OCYUWeCTBJIAETCA He3aBMCMMO OT BHILJIAT,
IIPpMUYVITAaIMXCA I10

IPpyIT'VMM BMIOaM CTpPpaXOBaHMA.

14. He ponyckaeTcd ydacTHe MalMeHTa B IIPOBEeIeHUU’
KIIMHNUECKOT O

MCCIIenOBaHUA JIeKapCTBEHHOTO IpellapaTa I[IpUM OTCYTCTBUU
oorosopa

00A3aTEeJIBHOTO CTPaxOBaHMA.

15. KoHTpoJb 3a MCIIOJIHEHUEM opraHm3aluen,
[IOJIYyUMBIIEN

paspemeHre Ha OpPTaHMB3AaLUMD [OPOBEIEeHUS KJIMHUUECKOTO
MCCJIeIOBaHUS

JIEKAPCTBEHHOT'O MpenapaTa IJa MeIMUIMHCKOTO IIPUMMEeHEeHMUd,
YCTAHOBJIEHHOMU

HacTodWeM CTaTbey OO043aHHOCTU IO OD43aTeJIbHOMY CTPaxXOBaHMO
XMBHU,

SIO0POBLA InaumMeHTa, ydacTBeymmeIro (yqaCTBOBaBmePO) B
KIIMMHNYECKOM

nccijiegOBaHUM JIEKAPCTBEHHOTI'O Inpeliapara,
OoCyumecCTBJIAETCH

YIIOJIHOMOYEHHBIM @enepaanMM OpraHOM UCIIOJIHUTEJILHOM BJIaCTlV,
BBIIIAaBIIVM

pazspellieHre Ha InpoBengeHme KIIMMHNYECKIUX VCCJienoBaHUM
JIEKapPCTBEHHBIX

IIperiapaTok IOJIA MEIOMIIMHCKOI'O IIPMMEHEHMA.

(Craresa 44 B pen. OdenepallbHOTO 3akoHa OT 29 HOAOpPHA
2010 . N
313-93 - CobpaHmMe 3akKoHOIaTeJIbCTBa Poccumckom denepauun,
2010, N

49, cr. 6409)

T'nmaBa 8. I[IpOMBBOACTBO M MapKMpPOBKa JiIeKapCTBEHHEIX
cpencTs



Crarba 45. [IpOMBBOICTRBO JIEKAPCTBEHHEIX CPEeICTB

1. [poM3BOOCTBO JIEKAPCTBEHHEIX CPENCTB HOOJDKHO
COOTBETCTBOBATH

TpeOOBaHUAM npaBUIl Haajexamem NIPOUBBOACTBEHHOM
NIPaKTUKU,

YTBEPXIOEHHBIM YIIOJIHOMOUYEHHBIM (GenepajibHEIM OpI'aHOM
VICIIOJIHUTEeJILHOM

BJIACTU. OcobeHHOCTU Iepexona NPOM3BOACTBA OTIEJIbHEBIX
JIEKAPCTBEHHBIX

CPeICTB K MX IPOM3BOANCTBY B COOTBETCTBUM C TpeBOBaHUIMA
npaBuni

Hajiexalem HpOMBBOﬂCTBeHHOﬁ IMMPaKTUKM YCTAaHABJIMBAKTCHA
HpaBMTeHbCTBOM

Poccumckon denmepaunn. Bermaua 3aKJIUYEeHUN o)
COOTBETCTBUMA

IPOU3BOOUTENISI JIEKAPCTBEHHBEIX CPEenCcTB TpeboBaHUAM MIpaBUII
HagJexaluem

NPOU3BOACTBEHHOM NPaKTUKA OCYyIIeCTBJISETCS o
pesyabTaTaM

MHCIIEKTUPOBAHUSA I[IPOMBBOIUTEJIENM JIEKAPCTBEHHEIX CPEICTB B
rnopsanke,
YyCTaHOBJIEHHOM IllpaBuTesnbCcTBOM Poccumckom denmepaumm. Pasmep
JaTe 3a

BbEIOAYY SAKJIIOUEeHNMA O COOTBETCTBUMA InpomMspOoIMNTETIA
JIEKapPCTBEHHBIX

cpencTB TpeOOBaHMAM NOPAaBMJI HaJjexalely OPOM3BOIACTBEHHOU
IPaKTUKNU

YyCTaHaBJIMBaETCH [lpaBUTEJILCTBOM Poccuimckon denmepauunm.
[lopamox

opraHmMsaluum u [IpOBEeneHUA VMHCIIEKTMPOBAHUA
IpoOM3BOOUTEJIEN

ﬂeKapCTBeHHHX CpeﬂCTB Ha CcooTBeTCTBUE Tp@@OBaHMHM HpaBMH
HagJexaluem

HpOMBBOﬂCTBeHHOﬁ HpaKTMKM yCTaHaBﬂMBaeTCH HpaBMTeHbCTBOM
Poccumckon



benepauunm (B pen. demepalsibHOT'O 3akKoHa oOT 25 wmioHa 2012 . N
93-93 -

CobpaHMe BakoHOmaTesibCTBa Poccumckom Odemepaumum, 2012, N
26, cCT.

3446; depmepalIbHOTO 3aKOHa oOT 22 okTA6pg 2014 ». N 313-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denepauun, 2014, N 43,
cT. 5797;

denmepalibHOTO 3akKoHa OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom demepaumm, 2014, N 52, cT.
7540) .

2. TlpoM3BOOCTBO JIEKAPCTBEHHHX CpPeICTB B POoCCUNMCKOM
denmepaunm

oCcylmecCTBJIAETCHA IIPpOM3BOINTEIIAMNM JIEKAPCTBEHHEIX cpencTs,
MeKVIMM

JIVLEH3MIO Ha TI[PpOM3BOINCTBO JIEKAPCTBEHHEIX CPENCTB.
[logTBEepPXOcHME
COOTBETCTBMA JIMLEH3MaTa npasujiaM Haoexauen

[IPOM3BOLCTBEHHOM

IIPaKTUMKIM oCcylmecCTBJIAETCHA B PaMKax JIMLIEH3MOHHOTI'O
KOHTPOJIA B

COOTBETCTBMM C 3aKOHOIATEeJIbCTBOM Poccurckon demepauum C
y4eToM

ocobeHHOCTEM, YKAaB3aHHBIX B UYacTuM 1 HacTodueM CcTaTbu
(B pen.

denmepaslbHOT'O 3akoHa OT 22 okrabpsa 2014 . N 313-903 -
CobpaHue

3akoHOmaTesibCTBa Poccumckon denmepaumu, 2014, N 43,
cr. 5797;

denmepalIbHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOImaTesbCcTBa Poccuyckom denmepaumm, 2014, N 52, crT.
7540) .

3. Ilpom3BOOCTBO JIEKAPCTBEHHEBIX CpencTs
OCYyleCTBJIAETCA c
COOJIIeHeEM TpebOBaHUN [IPOMBIIJIEHHOT'O perJjaMeHTa,

KOTOPHIM



YTBEPXIAaeTCd PYyKOBOOUTEJIEM MPOU3BOIUTEJS JIEKAPCTBEHHBIX
CpencTe u

BKJIIOUAEeT B Ccebd IepedeHb MCIOJb3YyeMBIX (apMalleBTUUYeCKUX
cybCcTaHUUM U

BCIIOMOTATeJIbHEIX BeENeCcTB C YyKal3aHMeM KoJiMuecTBa KaxIoTo
13 HUX,

naHHele 00 MchooJb3yemMoM ODOpyIOOBaHMM, ONMCAHUE
TEXHOJIOTMUECKOT O

npouecca u METOIOB KOHTPOJIS Ha BCex o9Tanax
MPOM3BOICTBA

JIEKAPCTBEHHBIX CPEOCTB.

4. HpM IIpomM3BOOCTBE JIEKAPCTBEHHEIX CcpeldCcTB
MCIIOJIBE3YITCHA

bapmauLueBTHUUYEeCKMEe CyOCTaHLUMM, BKJIIOUEHHBE B
TOCYIApPCTBEHHBIM pPeecTp

JIEKAPCTBEHHBIX CPEeICTB, 3a MCKJUeHMeM GapMalleBTUUECKUX
cybcTaHum,

MIPOU3BO OUMEBIX o IpoBeIeHms KIMHUUECKUX MCCJIeIOBaHUM
u  Ouasa

skcnopra. K T1@polueccy TIMOpOM3BOINCTBaA (GapMaleBTUMUEeCKOM
cybcTaHumum

OTHOCHATCHA Jobele CTaIuMM TEeXHOJIOTMYEeCKOT'O Ipolecca,
[IO3BOJILIIME

IOJIYyUMTh TOTOBBIM NPONYKT, COOTBETCTBYIUM TPeOOBaHMAM
bapMakonemHom

cTaTeb¥, B TOM uMcJie bepMeHTalLMs, DBKCTpakUMs, OUYMCTKA,
BLIIEJIeHUE,

IepeKkpucTaaamM3alya, BHCYUWMBAHME, M3MeJibueHre (B pen.
denmepasIbHOTO

3aKoOHa OT 22 pekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOOATEeNIbCTBA

Poccumickom Odenepaumm, 2014, N 52, cr. 7540).

4-1. IlepeueHb JIEKAPCTBEHHBIX IpernapaTos oisa
MeOVLVHCKOT'O

IPMMEHEHMSI, B OTHOUEHMM KOTOPHIX YCTaHaBJIMBAKTCA TpebOOoBaHMSA
K 00BeMy

TApPE, YIAaKOBKE U KOMIIJIEKTHOCTM, I[€PEeUYeHb JIeKapPCTBEHHHX
npenapaTonB



IJIA BeTEepPMHAPHOT'O IIPVMMEHEHVA, B OTHOHWEHMNM KOTOPBIX
YCTAHABJIMBAKTCHA

TpeboBaHMad K O0OBEMYy Tapel, a Takxe TpeboBaHUS K
obBeMy  Taphl,

YIIaKOBKE M KOMIIJIEKTHOCTM JIEKAPCTBEHHEBIX IIpellapaTOoB IOJIA
MEIMIIMHCKOI'O

npuMeHeHM s, TpeboBaHUsa K OOBEMYy Tapbl JiIeKapCTBEHHBIX
npenapaTos OJjsd

BETEPUHAPHOTO NpPUMEHEHN I onpenegnTCsa
COOTBETCTBYLIMHA

YIIOJIHOMOYEHHEIMIM (l)e,ﬂepaﬂbeIMM OopraHaMIM VCIIOJIHUTEJIbHOM
BJIaCTIM B

nopdainke, YCTAHOBJIEHHOM [IpaBUTEJIbCTBOM POCCUMCKOM
depmepauum (yacThb

4-1 BBenmeHa denmepalibHEIM 3aKOHOM OT 22 nekabpsa 2014 . N
429-03 -

CobpaHMe 3akKoHOIATeJNbCTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540; B pen. demepalibHOTO 3akoHa oT 14 pmexabpsa 2015 r. N
374-03 -

CobpaHMe 3akKoHOIaTeJNbCTBa Poccumckom denmepaumm, 2015, N
51, cT.

7245) .

4-2. OpraHmzaluuyu, OCYWECTBJIALIME IPOM3BOICTBO
bapMalLeBTUUECKOM

cybcTaHumm coupTa STUIIOBOTO (pTaxnosa) oJisa
IPOM3BOLACTBA

COMPTOCOIEPXallMX JIEKAaPCTBEHHEIX IpelrnapaToB, OOSa3aHH
OCyIeCTBJIATH

yyeT ¥ IeKJapupoBaHME B NOpSIOKe, YCTAHOBJIEHHOM CTAaThbSaMU
8 wm 14

demepalIbHOTO 3aKOHAa oT 22 HOoaOpSa 1995 roma e
171-¢3 "O
TOCYIDapCTBEHHOM pPeIryJMpOBaHMM I[POM3BOINCTBA M odopoTa
BTUIIOBOT'O

cIypTa, AaJIKOT'OJIBHOM M CHMPTOCOIepXalle NPpOOyKUUM M OO0
OT'PaHMYEHUNU



norpebiyieHnd (pacnouTusa) aJKoroJbHOM nponykumm" (dacTtb 4-2
BRBeIeHa

denepasibHEIM 3akoHoM oT 3 wmioonsa 2016 . N 261-03 -
CobpaHue

3aKOoHOIaTeJlbCTBa Poccuyckom demepaumm, 2016, N 27, cT.
4194) .

4-3. VIHOVBUIOyaJIbHEIE MPEenlpuHMMAaTEeN u puaMdecKue
auia,
ocylecTBJIdIME 3aKyNKy UM MCIOJIb30BaHMe GapMaleBTUUECKON
cybCcTaHUMM

coypTa S3TUMJIOBOTO (»TaHoja), a TakKxe IPpOM3BOICTERO,
MB3TOTOBJICHME U

(mnn) obopoT (3a MCKIOYEHMEM PO3HUUHOM NPpOonaxu)
CIMPTOCOOEePXallMx

JIeKapCTBEHHEIX I[IpellapaTos, oDsg3aHb OCYIWEeCTBJIATH 17934
yyerT u

IeKJlapupoBaHMe B rnopsanke, YCTaHOBJIEHHOM CTaThaMU
8 m 14

demepaslbHOTO 3akKOHa OT 22 Hoabpsa 1995 roma e
171-93 "O

TOCYIAapPCTBEHHOM PeTyJIMPOBAaHUMU npoms3BoICTBa U obopoTa
BTUIIOBOT'O

cypTa, aJKOIOJIBHOM M CIOMPpTOCOIepXalley NPONyKUUMM U OO0
OT'PaHMUYEHUN

norpebiieHud (pacCouTKA) aJIKOT'OJIbHOM Nponykumm" (uacte 4-3
BBeIeHa

denmepasibHEIM 3akoHOM oOT 29 wmwonaga 2017 . N 278-03 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom d®enmepaumm, 2017, N 31, cT.
4827) .

5. BamnpemaeTcs NPOMU3BOICTBO:

1) JlexapCTBEeHHBIX CPeICTB, HEe BKJIIOUEHHBEIX B
TOCyIapCTBEHHBIM

peecTp JIeKapCTBEHHEIX CPelCTB, 3a MCKJIUYEHMEM JIeKapCTBEHHHIX
CpencTs,

IIPpOM3BO OMMBIX IOJIA IIpoBeOeHNMA KIIMHNYE CKIUMX UCCJIeOOBaHUM
n IOJIA

BKCIIOPTAa;



2) danbCcudMUMPOBAHHEIX JIEKAPCTBEHHBIX CPEIOCTB;

3) JIeKapCTBEHHBIX CpPenCTB es JIMLIEH3UNU Ha
[IPOM3BOLCTBO

JIEKAPCTBEHHEIX CpelICTB,

4) JIeKapCTBEHHBIX CPEeOCTB C HapylleHMEM [IpaBUIl
opraHM3almnm

IIpoM3BOIOCTBA M KOHTPOJIA KadeCTkBa JIEKAPCTBEHHEIX CpPpelCTB;

5) dapmaueBTHMUYECKOM CyOCTaHUMM COMPTa 3TUIOBOTO
(pTanoJya) Ha

TEXHOJIOTUUYECKOM O00OpyIOBaHUM, KOTOPOE He
3aPETUCTPUPOBAHO NI

3aKOHCEPBUPOBAHO B cooTBeTCcTBUM C denmepasibHEIM BaKOHOM OT
22 HOA0pPSA

1995 roma N 171-03 "O roCcymapCTBEHHOM PeIyJIMPOBaHUMU
IPpOM3BOACTBa U

obopoTa 3TUJIOBOTO COMPTAa, AaJIKOT'OJIBHOM M CIOMPTOCOIepXallel
NPOnyKUUM

1 00 OTpaHUUeHUuM [oTpeblsieHms (pacnuTus) aJIKOT' OJILHOM
nponyxumm"

(mnyHkT 5 BBemeH demepalibHEIM 3akoHOM OT 29 wmiona 2017 . N
278-03 -

CobpaHMe 3akoHOIaTeJibCcTBa Poccumckom denmepaumm, 2017, N
31, cT.

4827) .

6. llpu BBOHOE JIEKAPCTBEHHEIX CPEeOCTB B TI'PaXIaHCKUM
obopoT

YIIOJIHOMOUEHHOE JINLIO MPOU3BOAUTEIIS JIeKapPCTBEHHBIX
CpencTB
OCYWECTBJISET IMONTBEPXIEHME COOTBETCTBUSI JIEKapPCTBEHHBIX
CcpencTB

TpeOOBaHMAM, YCTAHOBJIEHHEIM [IPU MX T'OCYOAPCTBEHHOM
perucTpauun, u

rrapaHTUpyeT, UTO JIEKAPCTBEHHEIE CpelCTBa IIPOM3BEIEHEI B
COOTBETCTBUU

C TpebOOBaHMAMM NPaBUIl HaOjexalle NPOU3BOINCTBEHHOM MNPAKTUKMU
(B pern.



denmepasibHOTO 3akoHa OT 22 nexkabpa 2014 . N 429-903 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denepaumu, 2014, N 52, cT.
7540) .

7. YINOJIHOMOUEHHEIM JIMIIOM I[IPOM3BOOUTENA JIeKapCTBEHHBIX
cpemncTs
ABJISETCH eT0 Pab®OTHMK, ATTECTOBAHHEIM B YCTAHOBJIEHHOM
YIIOJIHOMOUE HHEIM

bermepalJiIbHEIM OPTAaHOM MCIOJHUTEJIBHOM BJIACTU HNOopgdlke U
VMERIUM  CTax

paboTEl He MeHee dYeM O4ATh JieT B 0o0JjlacTM OIPOM3BOILCTBA
n (mnm)

KOHTPOJIS KauecTBa JieKapCTBEHHBIX CpencTB, BBICIHIEE
obpasz3oBaHME
COOTBETCTBEHHO IIO OHOHOM U3 ClIelMalJlbHOCTEeEN U (m1m)

OOHOMY U3

HanpaBJIEHMY TOAOTOTOBKM: OMOJIOTUSA, OMOTEexXHOJIOTHUSL,
BeTepuHapus,

KJIMHMUYECKAasd MeOMlLMHa, palIualMOoHHAas, XUMMUEeCcKad U
OroJsiormuyeckKas

3ammTa, (bapMaH,MFI, @yHHaMeHTaJ’IbHaH MeIIMIiiVMHa, XMMMYeCKad
TEXHOJIOT'VIA,

xummsa (B pen. denmepasibHOTO 3akoHa OT 22 okTabpsa 2014 r. N
313-93 -

CobpaHMe 3akoHOIaTeJibCcTBa Poccumckom denmepaumm, 2014, N
43, cmT.

5797) .

8. IlpomsBOOUTENMU JIeKapCTBEHHBIX CpeIncTB (3a
VCKJIOUEeHMEM
bapmMalLeBTHUECKOM cyOcTaHumm CrMpTa DSTUIIOBOTO
(rTanoOJa) MOT'YT

OCYUIECTBJIATb NPOJaxXy JIEKAPCTBEHHBEIX CPENCTB WU
nepenaraTh MUX B

YCTAQHOBJIEHHOM 3aKOHOIATEeJNIbCTBOM Poccumckoy demepalnu
nopsanke (B

pen. demepalibHOTO 3akoHa oT 29 wmwonsa 2017 . N 278-03 -
CobpaHue



3aKoHOIaTeJbCTBa Poccumckom demepaumm, 2017, N 31, cT.
4827) :

1) mpyrmuMm IPOM3BOOUTEJIAM JIEKAPCTBEHHEIX
CpencTs nJis

IIpomM3BOIOCTBa JIEKAPCTBEHHEIX CpenacCTB;,

2) opraHM3aUuMaM OINTOBOM TOPIOBJM JI€KAPCTBEHHBMU
CpencTBaMK;

3) anTeyHeIM OpTaHM3alMsaM, BeTEePMHAPHBEIM allTeuHBIM
opraHM3aluaM,

VMHIVBMIOY aJIbHBIM InpenrprmHrMMaTeJiaM, IMeVM

JIMITE H3VIO Ha

@apMaueBTquCKyw ITeATeJIbHOCTD I JIMLIEH3UIO Ha
MeIVMIVMHCKYIO

TeAadTeJIbHOCTE

4) HaydHO-UCCJIeIOBaTeJIbCKUM OpraHmM3aluaM
oJidg

HAY4YHO-MCCJIeNOBAaTEeJIbCKOM pabOoTH;

5) MEeIMIMHCKMM OpI'aHM3alMAaM M BeTEePVMHAPHBIM
OopIr'aHM3alUMAaM,

6) opraHm3aluaM, OCYIEeCTBJISOIMM pas3BemeHue,
BEHIPAIIMBAHUE U

ConepXaHlre XMBOTHBIX.

9. IpomsromuTenn dapMalleBTUUECKOM CyOCTaHUUM CIOUPTAa
5TUIIOBOTO

(pTaHOJIa) OOA3aHBEl OCYIECTBJIATE pealu3alMuio (nepenady B
YCTAHOBJIEHHOM

3aKOHOATEeJIbCTBOM Poccumckoy denmepaumm Hopanke)
bapmMmalLeBTUUECKON

CyOCTaHLUMM COMPTa DTUIIOBOTO (DTaHOJA) NOPOUBBOOMTEIIAM
JIeKapCTBEHHBIX

CpencTB OJiSd IIPOM3BOACTBA JIEKAPCTBEHHEIX CPEeOCTB B E€MKOCTAX
oOBeMOM

He OoJsiee 1 smrpa u (mnam) He MeHee 1000 swmTpomB, a
opTraHM3aumamM,

YKaz3aHHBEIM B IIYHKTax 2 — 6 YyacTu 8 HaCTOAlWEM CcTaTbM, B Tape
00BEMOM



He OoJjiee 1 smTpa (yacTb 9 BBemeHa denmepalsibHBEIM 3aKOHOM OT
29  wuond

2017 . N 278-03 - CobpaHHMe 3aKOHOIOATeJIbCTBa POCCUMCKOM
denepaunn,

2017, N 31, cT. 4827).

Crarbsa 46. MapkKMpOBKa JIEKAPCTBEHHEIX CPelCTB

1. JlexapcTBeHHBIE NpenapaTs, 3a VCKJIOUYEHMEM
JleKapCTBEHHEIX

InperapaTos, M3TTOTOBJIEHHEIX allITe4YHBIMM OpI'aHM3alMAaMIM,
BeTEePIMHaAPHBIMU

AN TEYHEIMU opraHM3aumsaMu, MHIOMBULOYAJIbHEIMU
NpennprHUMaTeJIaMY,

VIMe oIV ML JIMLIEH3WIO Ha @apMaLleBTquCKyIO JedTeJIbHOCTb,
IO OJIXKHEL

[IOCTyNnaTb B oOOpalleHre, eCJM:

1) Ha MX NEePBUUYHOM yINaKOBKE (3a MCKJIIOUEHMEM IIePBUUHOM
YIIaKOBKU

JIEKaQPCTBEHHEIX PAaCTUTEJIbHEIX I[IpelapaToB) XOPOUO UYMTaeMbM
wprudToM Ha

PyCCKOM ABBIKE YKa3aHE HaVMeHOBAHME JIEKapCTBEHHOTO
npenaparTa

(MexOoyHapOIOHOEe HeNaTeHTOBaHHOEe, WM TIPYIIMPOBOUHOE, WU
XVIMHUUEeCcKoe,

MM TOPTOBOE HaMMeHOBaHMe) , HOMeEP cepuu, naTa
BHIIIYyCKa (oyis

VMMMYyHOOMOJIOTMYECKUX JI€KAaPCTBEHHHX IIpernapaToB), CPOK
TOOHOCTH,

OO3UPOBKA MJIM KOHLEeHTpaluusd, obweM, AKTMBHOCTL B EeIMHMIIAX
IericTBmA

MM KOJIMYecTBO 1003 (B pen. demepanbHOTO 3akoHa oT 11
okTabpsa 2010

. N 271-03 - CobpaHHMe 3aKOHOIATeJIbCTBa POCCUMCKOM
denepauum, 2010,

N 42, crT. 5293; demepasibHOT'O 3akoHa OT 22 nmekabpsa 2014 .
N 429-03



- CobpaHue 3akoHomarTesbCcTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540) ;

2) Ha MX BTOPUYHOM (MOTPebMUTEeIbCKOM) YIIaKOBKe XOPOIo
YT aEeMBIM
wprdTOM Ha PYyCCKOM H3BEKEe YKAa3aHBE HaMMEHOBAaHUE
JIEKAPCTBEHHOTO

npenapara (MexmyHapoOoHOE HENATEeHTOBAHHOEe, WU
TPYHNIMPOBOUHOE, WK

XVIMMYEeCKOE U TOpromoe HaMMeHOBaHMH), HaVviIMeHOBaHNME
IIpOM3BOONTEIIA

JIEKapPCTBEHHOTO npenapara, HOMeEP cepuu, maTa
BHIIIYCKa (nnsa

VIMMYHOOMOJIOTMYUE CKIMX JIeKapCTBEHHEIX npenapaTos) ,
HOMeEP

pPermcrTpallMOHHOI'O yIOOCTOBEPEHNMA, CpPOK T'OOHOCTIV, crioco®
IIpriMeHEeHM A,

OO3UPOBKA WMJIM KOHLEeHTpauwusd, obweM, AKTUBHOCTL B eIMHMIIax
IericTBmA

ambo KOJMYEeCTBO 103 B YIAaKOBKe, JieKapCTBeHHada ©GopMa,
Y CJIOBUSA

OTIIyCKa, YCJIOBMSA XPaHEeHUud, I[pelylnpenuTeJibHEe HaOllUCU
(B pen.

denmepanpbHOTO 3akoHa oT 11 oxTabps 2010 . N 271-93 -
CobpaHue

3akoHOmaTesibCTBa Poccumckon demepaumu, 2010, N 42,
cr. 5293;

denmepasIbHOTO 3akKOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom demepaumm, 2014, N 52, cT.
7540) .

2. O®apmaueBTHUUYECKMEe CyYyOCTaHUMM IOOJIXHBI ITOCTYINIATh B
obpalueHue,

eCJIn Ha nx nepBMquﬁ YIIaKOBKe XOpOollo dYWMTaeMbBIM LHpM(l)TOM Ha
PyCCKOM

SABLBIKE YKa3aHb HaMMeHOBAaHUE bapMaleBTUUECKOM
cybcTaHuum



(MGXHYHapOHHOQ HellaTeHTOBaHHOE, Wiyl T'pyHNIIMpOBOYHOE, WMIIN
XVIMMYEeCKOe

n TOpromoe HaMMeHOBaHMH), HaVvMeHOBaHNMEe
IIpomM3BOIOINUTEIIA

bapmMaueBTHMUeCKOM CcyOCTaHLMM, HOMEp CepuM M »aTa
M3TOTOBJIEHUA,

KOJIMYeCTBO B YIIaKOBKEe UM €IMHMIIEI M3MEPEHNMA KOoJIMYeCTBa, CPOK
I'OOHOCTHU

M yCJIOBUSA XpaHeHUs (B pen. demepallIbHOT'O 3aKOoHa OT 22
nexabps 2014

. N 429-03 - CobOpaHmMe 3aKOHOINATeJIbCTBa POCCHMCKOM
denepauunm, 2014,

N 52, cr. 7540).

3. JlexapCTBEHHHE cpexncTBa B KauecTBe CEHIBOPOTOK
I OJDKHEL

IIOCTYIIaTk B o6pameHme C YKa3aHVEM XKMBOTHOTI'O, n3 Kporwu,
I1JIa 3MEI

KpoBM, OPI'aHOB I TKaHEeMn KOTOPOI'O OHM IIOJIYyYEHEH .

4. Ha BTOPMUYHYHD (IOTPeOUTEJIECKY) YIIaKOBKY
JIEKAPCTBEHHBIX

CpeIcCTB, IIOJTYyUEeHHBIX M3 KpPOBU, nJja3Mel  KPOBU, OPT'aHOB
U TKaHeu

yeJjioBeKa, IOOJDKHAa HAHOCUTBLCS HANMNMCH : "AHTHMTEeJa K BUU-1,
BUU-2, K

BUpyCy Tenartura C ¥ [IOBEPXHOCTHBIM AaHTUIEH BUpPpyCa
TrernarTmMra B

OTCYTCTBYIOT" .

5. Ha IEPBUUHYIO YIIaKOBKY M BTOPUUYHYIO
(moTpebuTelbCKY)
YIIAaKOBKY panruobapMalleBTUUE CKUX JIeKapCTBEHHBIX CpencTB
OOJIXEH

HaHOCHTBCA 3HAK paﬂMaHMOHHOﬁ OITaCHOCTM .

6. Ha BTOpMUYHYKL (IIOTPedbUTELCKYIO) YIIaKOBKY
TOMeOonaTUUYeCKUX

JIEKapPCTBEHHBIX IIpeliapaToB ITOJIXHA HaHOCHTBECHA
HaOIlMChb @

"TomMeonaTuueckum" .



7. Ha BTOPUUHYIO (moTpedbuTesIbCKyKn) YIaKOBKY
JIeKapCTBEHHBIX

PACTUTEJILHEIX TIPpernapaToB OOJDKHA HAHOCUTBLCSH  HAOMNMUCH:
"TIpoOoyKLMA

npomjia panrvalMOHHBEM KOHTPOJbL".

8. Ha mnepBuUHYD YIIaKOBKY (ecnu OJid 2TOTO
CYLIECTBYET
TexXHMUeckKasg BO3MOXHOCTE) Y  BTOPUUHYIO (moTpedbuTesIbCKYI)
YIIaKOBKY
JIeKapCTBEHHBIX npenapaTos, npenHa3HadeHHBIX oJis
KJIMHUUYE CKUX
UCCJIenoBaHulM, IOJIXHA HaHOCUTHLCH HaOInChb : "Ia
KJIMHUYE CKUX
ncciaenoraHun" (B pen. dermepalibHOT'O 3aKoHa OT 22 nekabpsa
2014 r. N
429-03 - CobpaHHMe 3aKOoHOIaTeJIbCTBa Poccumckon denmepauuu,
2014, N
52, coT. 7540).

9. YnaxkoBka JIeKapCTBEHHEIX CpencrTs,

IIpedHa3HaA4YEHHBIX

VMCKIIIOUMTEJIBHO IJIA SKCIIOpTa, MapKMpyeTCcHd B
COOTBETCTBUN C

TPGGOBaHMHMM CTPaHBI—MMIIOPTEPAa .

10. Ha TPAHCIIOPTHYII Tapy, KoTopas He
npenHaszHadeHa O

HOTp@@MTeHeﬁ M B KOTOPYK IIOMEIeHO JIEKapPCTBEHHOE cpencrTBeo,
IOOJIXHa

HaHOCUTHLCH nHbopMaLma o HaVMEeHOBAHUU, cepumn
JIEKAPCTBEHHOTO

cpencTBa, HaTe BHIYCKa, KOJMUECTBE BTOPUUHBIX
(moTpebuTesbCKUX)

YIIaKOBOK JIEKAPCTBEHHOTO CpPeICTBa, IIPOMU3BOOUTETE
JIEKAPCTBEHHOTO

cpelnCTBa C yKa3aHMeM HaVMMeHOBaHWMA U MEeCTOHaAXOXIEeHMA
IIpOoM3BOOMTEIIA

JIEKapPCTBEHHOT'O CpelncTBa (ampec, B TOM UmMCJIe CTpaHa "
() mMecTo



NPOM3BOLACTBA JIEKAPCTBEHHOT'O CpPeICcTBa), a TaKxe O Cpoke
TOOHOCTMU

JIEKAPCTBEHHOTO CpelncTBa ¥ 00 YCJOBUSAX €TI0 XPaHeHUd U
epeBoOs3KA,

HEeOOXOOMMEIE InpenyripelnMTeJIbHbBIE HaOIIMCV M MaHUITYJIATOPHEE
SHAKIN.

11. Ha [IEPBUUYHYIO YIIaKOBKY U BTOPUUHYIO
(moTpedbuTeslIbCKYI)

YIIaKOBKY JIEKAPCTBEHHEIX CpenCTkB IIJIA BETEPUMHAPHOI'O IIPVMMEHEHMA
JOJIXKHA

HAHOCUTBCA Hannmchb: "IJa BEeTEPUMHAPHOT'O NpPMMeHeHMA".
12. Ha BTOPMUHYID (IOTPebUTEeJIbCKYI) YIaKOBKY
JIEKAPCTBEHHOTO

InpeliapaT™a HaAaHOCHUTCHA MTpMXOBOﬁ KOmo.

T'mara 9. BBO3 JIeKAQPCTBEHHEX CPelCTB B POCCHUMCKYIO
demepaumio M BHBO3 JIEKAPCTBEHHEX CPEenCTB

n3 Poccumckom denmepaumm

(HaMMeHOBaHMe B pen. OdemepalibHOT'O 3akoHa OT 6 Hekabps
2011 r. N

409-903 - CobpaHmMe 3zBakoHOomaTesnbCcTBa Poccunckom denmepauun,
2011, N

50, cr. 7351)

Craresa 47. [lopAOOK BBO3a JIEKAPCTBEHHEIX CPEenCTB B
Poccumickyrn demepalli M BEBO3a JIEKAPCTBEHHBIX

cpencrte u3 Poccurickon demepaumu

(HamMeHOBaHMe B pen. demepaslbHOTO 3aKOHa OT 6 IekKadp4d
2011 r.
N 409-903 - CobpaHMe 3akoHOmaTelJbCcTBa Poccuyckou demepauunu,
2011, N

50, cr. 7351)

1. Beo3 JIEKAPCTBEHHEIX CpencTs B Poccumckymo
denmepaunmo



OCyleCTBJIZIETCS B IOpPSIKe, YCTAHOBJIEHHOM I[lpaBUTEJILECTBOM
Poccumckom

denmepauun, B COOTBETCTBUNU C TaMOXeHHEBIM
3aKOHOIATEJIECTBOM

TaMOXeHHOT'O coo3a B paMkax EBpA3OC (masnee - TaMOXEHHBIM
COKn3) U

(M) BaKOHOINATEeJNIbCTBOM Poccurckoy demepalMM O TaMOXEHHOM
neJjie (B

pen. demepaliIbHOT'O 3akKoHa OT 6 nmexkabps 2011 r. N 409-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckoum demepaumm, 2011, N 50, cT.
7351) .

2. BBosuMele B Poccumickyn demepallMio JIeKAapPCTBEHHHE
cpezncrnaa

IOOJDKHEL OBITH BKJIOUEHBEl B I'OCYIApPCTBEHHBI pPeecTp JIeKapCTBEHHEX
CpencTs

(B pen. <denmepallbHOTO 3akKoHa oOT 6 p»ekxabps 2011 . N
409-03 -

CobpaHmMe sBakoHOmaTesibCTBa Poccuuckom demepaumm, 2011, N
50, cm.

7351) .

3. JonmyckaeTcsa BBO3 B Poccurckyn demepalMio KOHKPETHOMU
apTmun

3apPeIrmMCTPUPOBAHHEIX " (nnmn) Hez3apeIrmMcTpUpPOBaHHBIX
JIeKapCTBEHHEBIX

CpencrTs, NpenHa3HaUeHHBIX IJI [NPOBEOEeHMS KJIMHUUECKUX
MCCJIeIOBaHUM

JIEKapPpCTBEHHEBIX IiperapaTos, IIpoBeIEeHMA OKCIIEPTM3EL
JIEKapPpCTBEHHEBIX

CPEICTB IJIs OCYWECTBJIEHMS I'OCYIAaPCTBEHHOM peIrucTpaluu
JIEKaPCTBEHHEBIX

InpernapaToB jZnnZi IOJIA OKa3aHMA MEeOMLIMHCKOM IToMOIIM I10
KM3HEHHBIM

IIOKa3aHVMAM KOHKPEeTHOI'O IIallMeHTa Ha OCHOBAHVMM pa3peleHNVAd,
BBEIDIAHHOTI'O

YIIOJIHOMOYEHHBIM @enepaanMM OpraHoOM UCIIOJIHUTEJIbEHOM
BJIaCTIM I10



3agaBJIEHMAM JIML, YKa3aHHBIX B CcTaTbe 48 HacTodAwWero
denmepalsiIbHOT'O

3aKOHa. PaccMOTpeHMEe TakKOT'O 3asaBJIEHUS U MNPUHATHUE PelleHUS
O BHIDAUE

paspeueHysa Ha BBO3 KOHKPETHOM MHapTUM 3apPeTrUCTPUPOBAaHHBIX
" (m11)

He3apelrmMCTpMpOBaHHBIX JIEKapCTBEHHEBIX cpencrTrs,
IIpedHa3Ha4YeHHBIX IOJIA

NpOBEeINeHNS KJIMHUUECKUX MCCIIeIOBaHUMN JIeKapCTBEHHBIX
npernapaTos,

NpoBEeIeHNs SKCIEePTURLE JIeKAPCTBEHHBEIX CPEeNCTB IJIid
OCylleCTBJIEHUI

POCYHapCTBeHHOﬁ pervmcrpaunmn JIEKAPCTBEHHEX InpernapaToB
I IJIA

OKa3aHMsag MEeIMUMHCKOM I[IOMOWIM II10 XM3HEHHBM I[10Ka3aHMAIM
KOHKPETHOTO

naumeHTa JmMbo 00 OTKazse B BHIOAUYE YKABaHHOTO paspeleHnA
IIPOM3BOOATCHA

B CPOK, He IpeBHlanmMMy 04T paboumx nHem. Iljara 3a
BHIIAYY

YKas3aHHOTO pal3peleHmusa He BauMaeTca (B pexn. demepalibHOTO
3aKoHa oOT 6

nexabpsa 2011 . N 409-903 - CobOpaHMe 3aKOHOIATEJLCTBA
Poccumckon

denepauum, 2011, N 50, cr. 7351).

4. B Poccumckymo denmepauuo MOXHO BBO3UTH
JleKapCTBEHHEE

cpencrTrea, KadeCTBO KOTOPEIX IIOOTBEPXIESHO CepTM@MKaTOM
IIpoM3BOOIMTEIIA

JIEKapPCTBEHHBIX cpencTsn, YAOCTOBEPAIVM CoOOTBETCTBME
BBO3MMEIX

JIEKQPCTBEHHEIX CpencTe TpebOopaHMAM (apMakOIeMHBIX CcTaTeM
amudo B

cliyuae nux OTCYyTCTBMA HOpMaTMBHOﬁ IJOKYMEHTal VM VI
HOPMATMBHOTI'O

OookyMeHTa (B pen. demepaliIbHOTO 3aKOHa OT 6 Jekabps 2011 r.
N 409-03



- CobpaHue 3akoHomarTesbcTBa Poccumckom denmepaumm, 2011, N
50, cr.

7351) .

5. Bamnpemaercsa BBO3 B Poccurckyn denmepalli
banbCcUdMLIUPOBAHHBIX

JIEKQPCTBEHHEIX CPeICTB, HeIOOPOKAYeCTBEHHEIX JIeKapCTBEHHBIX
cpencrTs,
KOHTPpa®aKTHEIX JIEKAPCTBEHHEIX CpencTs (B pen. denepalibHOTO

3aKOHa OT

6 mexabpsa 2011 r. N 409-03 - CobpaHmMe 3aKOHOIATEJIbCTBA
Poccurickon

denepauunm, 2011, N 50, cr. 7351).

6. ®anbCcudMUIMPOBAHHEE JleKapCTBEHHHE
cpencrTsa,
HenoOpoKaueCTBEHHBIE JIEKAPCTBEHHBIE CpelcTBa DOIJjexarT

M3BATUIO "

nocJjiengyrumeMy YHUUTOXEHMIO WMJIM BHBO3Yy U3 PoccuMckou
denmepauny,

KOHTpadaKTHEE JIeKapCTBEHHEIE CpencTea - UI3BATUOD U
ocJenyrimemy

YVHUUTOXEHMUIO. YHUUTOXEHME MJIM BEBO3 "3 Poccumckon
denmepauum

banbCcrudMLIMPOBAaHHEIX JIEKAPCTBEHHEIX CpencTs,
HengoOpOoKadyeCTBEHHBIX

JIeKapCTBEHHEBIX CpencrTs, KOHTpabaKTHEIX JIeKapPCTBEHHEIX
CpPencTs

ocyumecTBJIdeTCcd 2a cueT Jula, OCYUECTBUBIIETO WUX BBO3.
[lopanox

YVHUUTOXEHUSA MIBATEIX (QajibCUOUUMPOBAHHBIX JIEKAPCTBEHHEIX
CpencTs,

HenoOpOKAaUeCTBEHHEIX JIeKapCTBEHHBIX CpencrTs,
KOHTpabaKTHBIX

JIEKAPCTBEHHEIX CPEeNCTB YyCTaHaBJMBaeTCcd I[IpaBUTEJIbCTBOM
Poccumckonm

OPenepauum (B pen. demepalibHOT'O 3akKOoHa OT 6 mekabps 2011 1.
N 409-03

- CobpaHme 3akoHOmaTeJibCcTBa Poccumckom denmepaumm, 2011, N
50, cm.



7351) .

7. Jnua, ocylueCcTRBISINME BBO3 B Poccumckyio
denmepauno
banbCcUudMLIUPOBAHHBIX JIEKAPCTBEHHEIX cpencrTs,

HenobpoKaueCTBEHHBIX

JIEKAPCTBEHHEIX CPEeICTB, KOHTPabaKTHHX JIEKapPCTBEHHEX
CpencTB, HECYT

OTBETCTBEHHOCTh B COOTBETCTBUM C TaAMOXEHHEIM
3aKOHOOATEJIECTBOM

TaMOXEeHHOTO coo3a M (MIM) BaKoOHOIATEeJLCTBOM POCCUMCKOM
demepaumm O

TAaMOXEHHOM JeJie (B pexn. OdenepalsibHOT'O 3akoHa OT 6 nekxabps
2011 . N
409-93 - CobpaHuMe 3zakoHomaTenbCcTBa Poccunckom denmepauun,
2011, N
50, cr. 7351).

8. BEHIBO3 JIEKAQPCTBEHHHX CPENCTB n3 Poccurickon
denmepaunm

ocymecTBJsgeTcsa 0e3 NPMMEHEeHMS OTPaHMUEeHUM, YyCTaHOBJIEHHEBIX
TaMOXeHHBIM

3adKOHOIOATEeJIECTBOM TaMOXeHHOTO CO3a n (1a71m1)
3adaKOHOIOATEJIECTBOM

Poccumckom denmepauum O I'OCYyOAPCTBEHHOM PeIryJIMPOBAHUM
BHEUHETOPTOBOM

nesaTeJlbHOCTM (B pen. dermepallbHOT'O 3akoHa OT 6 Iekabpsd
2011 o. N

409-03 - CobpaHmMe 3aKOoHOIAaTeJIbCTBa PoccuMckou denmepauuu,
2011, N

50, c¢T. 7351; denmepasibHOTO 3akoHa OT 25 HoaOpsa 2013 r.
317-03 -

CobpaHMe BakoHOIaTeNbCTBa Poccumckon demepaumm, 2013,
48, cT.

6165; denmepasibHOTO 3akKOHa OT 22 zmekabpsa 2014 . N 429-03
CobpaHue

3akoHOImaTesbCcTBa Poccuyckom denmepaumm, 2014, N 52, crT.
7540) .

9. BBOOo B TI'PaXOaHCKMUM OOOPOT JIeKAPCTBEHHBIX
npernapaToB IOJid

N

N



MeIMULIMHCKOT O IPpUMEHEHUH, BBE3EHHEX B PoCCcUMCKYIO
denepauno,

OCyHeCTBJIIETCH C COOJIAeHMeM TpeOOBaHUM, YCTAHOBJIEHHBIX
crarbey 52-1

Hacrosaumero demepalibHOTO 3akoHa (dacTe 9 BBemeHa denmepasibHBM
3aKOHOM

or 28 wHogbpsa 2018 1. N 449-03 - CobpaHue
3aKOHOIATeJIbCTBa

Poccumckom denmepaumn, 2018, N 49, cr. 7521, BCTynaer B
cuny ¢ 30

Hosa6psa 2019 rogna) .

Crarbsa 48. puonuyeckue Juila, KOTOPEIM paspelleH BBO3

JIEKAPCTBEHHEX CpelICTB B POCCMﬁCKy@

denmepaumo

(HamMeHOBaHMe B pern. demepaslpHOTO 3akoHa OT 6 nekabps
2011 r.
N 409-903 - CobpaHue BakoHOIaTeNbCTBa Poccuyckom demepauny,
2011, N

50, cT. 7351)

JlekapcTBeHHEIE CcpencTBa B Poccumckynw demepaumio MOTYT
BBO3UTL (B

pen. demepalJibHOTO 3akKoHa oOT 6 nmekabps 2011 r. N 409-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckou denmepaumm, 2011, N 50, cT.
7351) :

1) npomsBOOMTENM JIEKAPCTBEHHEIX CPEenCTB OJd LeJjiel
coBbCTBEHHOTO

IIPpOM3BOIOCTBA JIEKAPCTBEHHBIX CpPedCTB;,

2) MHOCTPAaHHEE paszspaboTunKm JIEKAaPCTBEHHBIX
CpencTs 178
MHOCTPAHHEIE InpormspoOmMTE]IN JIEKAPCTBEHHEIX cpeacTnB VI
ApyITne

OPpUOMUYECKME JiMila [0 MOPYyUYeHMIn pas3padoTurka JIEKAPCTBEHHOTO
cpencTea



IJIS NPOBEIEeHMS KIMHUUECKUX MCCIIEOOBAHMUM JIEKAPCTBEHHOTO
npemnapara,

OCYIECTBJIEHUS TOCYIapPCTBEHHOM perucTpaluu JIEKapCTBEHHOTO
npemnapara,

BKJIIOUEHUS OdapMaleBTUMUECKOM CyOCTaHUIMM B T'OCYIOAPCTBEHHHM
peecTp

JIEKAPCTBEHHBEIX CPEICTB, KOHTPOJIS KauyeCTBa JIeKAPCTBEHHBIX
CPpencCTB Ipu

HaJIUUYUNA paspeleHns YIIOJIHOMOUEHHOT O benmepanbHOTO
opTraHa

MCIIOJIHUTEJIBHOM BJIACTM Ha BBO3 KOHKPETHOM [apTUM
JIEKAPCTBEHHBIX

CpeIncTB;

3) opraHMsBalUMM OITOBOM TOPIOBJM JI€KAPCTBEHHEMU
CpencTBaMK;

4) HaydHO-MCCJIeIOoBaTeJIbCKMUE opraHmMzauun,
obpaszoBraTeJibHEE
opTraHM3aluM  BBICHIET'O obpazoBaHusd, MIPOU3BOOUTEIU
JIeKapCTBEHHBIX
CpeIncTB oJisa paszpaboTKM, MCCIEemOBaHUM, KOHTPOJIA
6es0macHoOCTH,
KauecTBa, 5bbekTUBHOCTHU JIEKAPCTBEHHBIX CpencTB npu
HaJIMuum
paspeneHns YIIOJIHOMOUYEHHOT'O benmepanpHOTO OpraHa
VCIIOJIHUTEJIbHOM
BJjactu (B pen. demepalibHOTO 3akoHa oT 2 wuioja 2013 . N
185-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2013, N
27, cT.

3477) ;

5) MemIMUMHCKME OpTaHM3aluy, MHBEE YyKa3aHHBE B
nyHkTax 1-4

HaCTOsAen CTaTbmM OpraHmM3anmm IOJIA OKaszsaHMsa MeIULVHCKOM
ImoMomm 110

AKVMBSHEHHEIM TIIOKA3aHMAM KOHKPETHOIT'O IIallMeHTa npm HaJInMumm
paspeumeHns

YIIOJIHOMOUEHHOTO (GemepasibHOTO oOpTraHa MCIOJHUTEJbHOW BJIACTU
Ha BBO3



KOHKPETHOM rnapTumn JIEKAPCTBEHHOT'O npenapara,
BEIIAHHOT'O B

YCTAHOBJIEHHOM IIOpAIKe B GopMe 3JIEKTPOHHOTO IOKYyMEeHTa,
NOIONMCAaHHOTO

YCUJIEHHOM KBaNIMOMUUPOBAHHOM BJIEKTPOHHOM [IONNMCBI (B
pen.

denepasibHOTO 3akoHa oT 12 wMapra 2014 . N 33-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2014, N 11, cT.
1098) .

Crarbsa 49. INOKYMEHTH, IpencTaBJISeMble B TaMOXEHHHE
OpPT'aHBI

Poccumckonm demepaumumu IpU BBO3E

JIeKapCTBEHHEBIX
cpencTB B Poccurckyin demepaumio
(HamMeHOBaHMe B pen. demepalibHOT'O 3akoHa OT 6 Iekabps
2011 r.
N 409-93 - CobpaHue zBakoHOIaTenbCcTBa Poccurckom demepaunuy,
2011, N

50, cr. 7351)

1. I[Ipu BBO3Ee JIEKAPCTBEHHEIX CPelCTB B POCCUNICKYI
depmepauuro B

TaMOXEeHHBIE opraHel Poccurickom demepauum Hap4dany C
OOKYyMEeHTaMu,

ITpencTaBJIeHVe KOTOPHBX npenyCMOTPEeHO TaMOXEHHEBIM
3adKOHOIOATEJIECTBOM

TaMOXeHHOT'O coi3a U (MJIM) 3aKoHOIAaTeJIbCTBOM POoCCUMCKOM
demepauum O

TaMOXEeHHOM Iejle, TINPeICTaBJIATCS CcJenyoiMe OOKYMEeHTEH

(B pen.

denmepasibHOTO 3akKoOHa OT 6 @mexkabpa 2011 . N 409-93 -
CobpaHue

3akoHoOImaTesibCcTBa Poccuyckom d®enmepaumm, 2011, N 50, cT.
7351) :



1) ceptudbukart IPOU3BOOMUTEIII JIEKaQPCTBEHHOTO
cpencraa,

YIOCTOBEP A0 COOTBETCTBUE BBO3MMOTO JIEKAPCTBEHHOTO
cpencrTea

TpeboBaHKAM OdapMakoneyHOM cCcTaTbu JMOO B Clydae ee
OTCYTCTBUHA

HOpMaTMBHOﬁ JOKYMEHTAUVIM VJIM HOPMATVMBHOI'O IOOKYMEHTA;

2) paspeleHue YIIOJIHOMOUEHHOT O benmepanbHOTO
opraHa

MCIIOJIHUTEJIbBHOM BJIACTM Ha BBO3 KOHKPETHOM MNapTUM
JIEKAPCTBEHHOTO

cpencTBa B CJydasxX, YCTAHOBJIEHHHIX YacTbio 3 cTaTbu 47
HacToOSAmero

@enepaanoro 3aKOHa.

2. JIOKYMEeHTE, YKasaHHBEe B TIyHKTax 1 ¥ 2 yacTtu 1
HacTodmen

CTaThbM, NPENCTABJAKTCH B TaMOXEHHBE OpPI'aHbl POCCUMMCKOM
denmepaunm npu

NPUOBITUM JIEKAPCTBEHHBIX CpPenNCcTB B Poccumckywn denmepalmo
(B pern.

denmepallbHOT'O 3akoHa OT 6 mekabpa 2011 . N 409-03 -
CobpaHue

3aKoOHOIaTeJbCTBa Poccumckom demepaumm, 2011, N 50, cT.
7351) .

Crareba 50. BBO3 JIEKAPCTBEHHHIX IpPEernapaToB B POoCCUMCKYIO
depmepaumio OJiId JIMUHOTO MCIOJIB30BAHUA U
VHEBEIX HEKOMMEPpUeCKUX leJjieM, a Takxe IJidg
MCIOJIb30BaHUA Ha TEPPUTOPUM MEXIYHApOIHOTO

MeIMIVHCKOI'O KJlaCcTepa

(HaMMeHOBaHMe B pen. demepaliIbHOTO 3akoOHa OT 6 Iekadbpsd
2011 r.
N 409-03 - CobOpaHMe 3akoHOmaTesbCcTBa Poccuyckou demepaunu,
2011, N
50, «c¢cr. 7351; <QdenmepanbHOTO 3akoHa oT 29 wmwoHa 2015 r. N

160-03 -



CobpaHmMe sBakoHoOmaTesbCcTBa Poccuuckom demepaumm, 2015, N
27, cT.

3951)

1. JlekapCTBEHHBEE IpPEeNnapaTs MOTYT OBTbH BBE3EHH B
Poccumckyio

bemepauuino 0Oe3 ydeTa TpeOOBaHMM, NPenyCMOTPEHHEX
yactamMmu 1 - 4

crarbm 47, crarbaumu 48 m 49 HacTodamero denepalsibHOTO
3akKoOHa, ecau

OHM IpenHaszHadeHb 0jd (B pen. denmepasibHOI'O 3aKOHa OT 6
nexabpsa 2011

7. N 409-03 - CobpaHMe BaKOHOIATEeJIbCTBa POCCUMCKOM
denepauum, 2011,

N 50, cr. 7351):

1) JIMYHOTO WMCIIOJIB30BAHUMSA OQUIUUECKUMM JIMLaMU,
NPUOBIBLIVMY B

Poccumckyio depmepaurio. Illpu 53TOM BBO3 B Poccumckymo
denmepanmo

JIEKQPCTBEHHEIX IIpernapaToB, CoOmepXallMxX CUJIbBHONEeNMCTBYyIMe
u (m1111)

AOOBUTEIE BElleCTRa, BKJIIOUEHHEBIE COOTBETCTBEHHO B
CIMCOK

CMJ’[I:HO,H@T\/JICTBVIOLU,MX BelleCTB IJIA ueyjen YIT'OJIOBHOTI'O
3aKOHOIOAaTEeJIECTBa

Poccumckon @enepauMM n B CIIMCOK AO0O0OBUTEIX BeleCTB IOJIA

LeJjen

YT'OJIOBHOT'O 3aKOHOIATeNbCTBa Poccurickoy demepaunn,
YTBEPXIEHHEE

HpaBMTeJ’IbCTBOM Poccumckon @e):[epaLLMM, ocylmecCcTBJIAEeTCHA npn
HaJln4drm

JOKYMEHTOB (saBepeHHbe KOIIUM OJOKYMEHTOB MJIM 3aBE€PEeHHEIX
BEITIMICOK U3

HUX) , IOOTBEPXOA0ILMX Has3HauUeHUe dmusuUecKoOMy JIVLLY
yKa3aHHBIX

JIEKAPCTBEHHBIX I[pPeNapaToB (3a MCKIKYEeHMEM JIeKapCTBEHHBIX
rnpenaparos,



3aperUCTPMPOBAHHEIX B Poccumckon benepauum u
OTIIYyCKaEeMBIX B

Poccumckon denepauum 0Oes3 peLenTa Ha JEeKapCTBEHHBIM
npenapart) .

[looTBepx)xmawme OOKYMEHTH (MX 3aBepeHHBle KOIMM WJIU
3aBEpPEHHEE

BBEINMCKU M3 HUX) IOOJDKHEL COHEepXaThb CBeIeHUS O

HaVMMeHOBaHMIM n

KOJIMUECTBE HAS3HAUEHHOTO JIEKAPCTBEHHOTO IIpenapaTa. B
ciyyae, eciu

NnoITBepXIanilye IOKYMEHTH (MX BaBEepeHHBEe KONUM WUJIM
3aBEpPEHHEE

BBIIMCKM M3 HMX) COCTAaBJIEHEl Ha MHOCTPAHHOM S3HKE, K HUM
npujaraeTrcsa

HOTApMaJIbHO BaBEPEeHHE [IepeBOI Ha PYCCKMM A3BEK (B pen.
denmepasIbHOTO

3akoHa oT 2 wmioHa 2016 1. N 163-03 - CobOpaHue
3aKOoHOIATeJILCTBA

Poccumckom denepauum, 2016, N 23, cr. 3287);

2) MCHOJIb30BaHMA paboOTHUKAMM OUIIJIOMATMUECKOTO
KopIyca ZRpRYi

InIpencTraBUTEeIJIAMU MeXIOYHapPOIIHBIX OpI‘aHMBaI_I,MTZ,
AKKpeIMTOBaHHBIX B

Poccumckonm denmepauumn;

3) JleyeHMs [ACCAXMPOB M UYJIEHOB D3KUIAXEN TPaHCIOPTHHX
CpeIncTs,

IoOe3OHBEIX Opuran ” BOIMTEJIEM TPAaHCIOPTHHX CpencTs,
NPMUOBIBIIMX B

Poccumckyio denmepauuio (B pen. dermepalibHOT'O 3aKOHa OT 6
nexkabpsa 2011

. N 409-03 - CobOpaHHMe 3aKOHOIATEJIbCTBa POCCUMCKOM
denmepauunm, 2011,

N 50, cr. 7351);

4 ) JIledeHMA YUAaCTHMKOB MeXIOYHapOIOHBIX KYJIbTYPHBIX,
CIIOPTVIBHBIX

MEPOIPUATUY M YyYACTHMKOB MEXIYHAPOIHEIX 3KCIEeOMLNN;



5) JIeUeHVAd KOHKPETHBIX XMBOTHEIX B 300IllapkKax, a TaKXxe
XKMBOTHEIX,

BBO3VMEIX B Poccumckywn Odepmepauuio g ydacTUsda B
CIIOPTUBHEIX U

3PEeJIMIHEIX MeponpuaTusax (B pen. denmepasibHOTO 3akKoOHa OT 6
nekabp4ga

2011 . N 409-03 - CobpaHuMe 3aKOHOIATeJIbCTBa PoCCUMCKOM
denepaunmn,

2011, N 50, cT. 7351);

6) MCHOJIbB30BAHMSA Ha TEPPUTOPUM MEeXIYyHapOOHOIO
MEeOUUMHCKOT'O

KJacrepa (myHKT 6 BBeneH denepalJibHEIM 3aKOHOM OT 29 uioHS
2015 . N

160-93 - CobpaHue zBakoHOomaTenbCcTBa Poccunckom denmepauun,
2015, N

27, cr. 3951).

2. B cnyuasax, TINpenyCMOTPEHHHBIX YacTbil 1 HacToOdmeMn
cTaTbu,

IoIyckKaeTcs BBO3 B Poccuiickyn denepalmio JeKapCTBEHHBIX
npenapaTos,

He 3aperuCTpMPOBAHHEIX B Poccumckom denmepauun (B pen.
denmepasiIbHOT'O

3akoHa OoT 6 nmexabpga 2011 . N 409-93 - CobpaHue
3aKOHOINAaTeJIbCTBa

Poccumckom denmepaumm, 2011, N 50, cr. 7351);

3. JlekapCTBeHHBE IIpenapaTe, OIPeOHa3HAadYeHHHE OJig
TYMaHUTapHOM

noMoumy (COOeMCcTBMUA) WM IIOMOUM IIPM YpPEe3BBUAMHBIX CUTyalLMax,
BBO3ATCHA

B Poccurckywn Odenmepauuio B IHIOpAIKe, YCTAaHOBJIEHHOM
[lpaBUTEJIECTBOM

Poccumckom Odemepaumu. 3anpemaeTrcsa  BBO3 B POCCHMUCKYD
denmepaunmno

He3apelVCTPMPOBAHHBIX JIEKAPCTBEHHBIX IIpellapaTol,
IIpedHa3HaYEeHHBIX IOJIA

TyMaHMTapHOM IIOMOIM (comemcTBMUSA) WY I[IOMOWM  IIPU
Ype3BEUAMHEIX



curyauuax (B pen. demepalibHOT'O 3aKOHa OT 6 nmekabpa 2011 .
N 409-93

- CobpaHme 3akoHOImaTeJNbCTBa Poccumckom denmepaumm, 2011, N
50, cm.

7351) .

Crarba 51. CoTpyImHMUeCcTBO (delnepalJibHOTO opraHa

VICIIOJIHUTEJIBHOM BJIACTM, YIIOJIHOMOUEHHOTO B
obJacTuM

TaMOXeHHOIT'O IneJjila, UM IOJpyI'ruX YIIOJIHOMOYEHHEBEIX

@enepaanmx OpPI'aHOB VCIIOJIHUTEJILHOM BJIAaCTU

1. YnomHoMoueHHBIE OGenepalibHBIE OPTAHB MCIOJHUTEJbHOM
BJIACTU

IIpeagoCTaBJIAIT B pPacliopAXeHnre @enepaanoro OopI'aHa
VCIIOJIHUTEJIbHOM

BJIACTM, YIOJIHOMOUWEHHOI'O B OOJIACTM TaMOXEHHOI'O Heja,
TOCyIapCTBEHHBIM

peecTp JIEKAPCTBEHHHIX CpPEeICcTB, a Takxe uHOopMaLIMO O
BBIIAHHBIX

paspemeHmnMax Ha BBO3 KOHKPETHOM I[apTUM JIEKAPCTBEHHBIX
CpencTB B

cJlydyasax, YCTAHOBJIEHHBIX YacThid 3 cTaTbM 47 HacTOAWeTo
denmepasiIbHOT'O

3adKOHa.

2. denmepalsibHBEIM OPTI'aH MCIOJIHMTEJIbHOM BJIACTH,
YIIOJIHOMOUEHHEI B

obJlaCTM TaMOXEHHOTO nejla, MHOOpMMPYET yKas3aHHBE B YacTU 1
Hacroduem

CTaTbM YIIOJIHOMOUYEHHEE @enepaanHe OPI'aHBL VCIIOJIHUTEJIbHOM
BJIaCTIM @)

BBO3e JIEKQPCTBEHHEIX CpencTe B Poccunckyw demepauunio u
BEIBO3¢€

JIEKQPCTBEHHEIX CpelncTB M3 Poccurckoy demepauum 1o dopMe U B
nopanke,

KOTOPEIE YCTaHOBJIEHH [lpaBuTelbCTBOM Poccumckon demepaumm
(B pen.



denepasibHOTO 3akoHa OT 6 nexkabpa 2011 o». N 409-903 -
CobpaHue

3aKOoHOIaTeJbCcTBa Poccumckom denmepaumm, 2011, N 50, cT.
7351) .

T'maBa 10. d®apMmalueBTHMUECKAS OEeSITEJIbHOCTHb

Craresa 52. OcymecTBJieHMe OGapMalleBTUUECKOM IOeATeJIbHOCTU

1. @apMaueBTqucxaﬂ JedTeJIbHOCTb OCYyUeCTBJIAEeTCH
OpI'aHM3alIMAMM

OIITOBOM TOPITOBJIN JIEKAPCTBEHHEMM cpencreamm,
allTe4YHEIMM

OopIr'aHM3alUMAaMIM, BeTepPUMHAPHBIMNA allTe4YHBIMN
OopIr'aHM3alUMAaMIM,

MHIOVIBVIY aJlb HEIMI InpenrnprHMMaTeJIaAMIM, IMeIVIMM
JIMITEH3VIO Ha

@apMaHeBTquCKyD OeATeJIbHOCTE, MEIOVIMHCKIMMM OpIraHM3aluMAMI,
MeKmVIMM

JINLIEH3UIO0 Ha bapMalleBTUUECKY JedTeJIbHOCTbL, U UX
obocobJIe HHEIMU

nompasnesyieHMAMN (amOyJlaTopmaMy, besbOuepCcxKmUMm
u

benpOuepcroO-aKylepCKUMU IyHKTaMy, LeHTpaMu
(oTmeneHMaMM) obmen

BpauebOHOU (cemMemHOM) NIPaxKTUKM) , PacCIroJIOXeHHBIMU B
CeJlb CKUX

HacCeJIEHHBEX IIYHKTaxXx, B KOTOPEBIX OTCYTCTBYIT allT€UHBIE
opraHmn3zaumnl, nu

BETEPMHAPHEIMM OPTaHM3aLUMaMM, MVMERIVMM JIMLIEH3MI Ha
bapMalLeBTUUECKYIO

nesaTeJIbHOCTL (B pen. denepallbHOTO 3akoHa OT 25 HOosAOpPHA
2013 . N

317-03 - CobpaHmMe 3akKOoHOIaTeJIbCTBa Poccumckom denmepauun,
2013, N

48, cr. 6165).



2. dusmueckue amia MOTYT OCYHUECTBJIATH
bapMalLeBTUUECKYI

O0edTeJIbHOCTh I[IPM HaJUUMM  BBEICIIETO WM CPpelHeTo
bapmMaleBTUUECKOT'O

obpasoraHMUAa u cepTubukaTa CcrneuuaJnucTa, BECUWETO WU
CpenHero

BETEPMHAPHOTO obpaszopaHMa U cepTHdMKaTa CclelumajmncTa,
a Takxe

BEICIIET'O NI CpenHeTo MEOULIMHCKOTO obpas3oBaHu4,
cepTubukaTa

ClieumajircTa M OOIIOJIHMTEJIBHOI'O HpO@GCCMOHaﬂbHOPO O6paBOBaHMH
B YWacTu

POBHMYHOM TOPIOBJIM JIEKAPCTBEHHBIMM [IpelapaTaMy OIPpKY yCJIOBUU
nx paboTe

B OOOCOOJIEHHEIX [OOpa3nesIeHMAX MeINUUMVHCKMX OplaHu3alul,
YKa3aHHEIX B

yact 1 Hacrodawem cratbu (B pen. dermepalibHOT'O 3akKOHa OT
27 wwonsa

2010 . N 192-03 - CobpaHmMe 3aKOHOHOATEJIbCTBa POCCUMCKOM
denepaunm,

2010, N 31, ct. 4161).

Craresa 52-1. BBOHO B TI'paXIaHCKUM ODOPOT JIeKapCTBEHHEIX

IIpeliapaTok IIJIA MeOVMIIMHCKOI'O IIPpMMEHEHNMA

1. [epen BBOIOM B I'PaXIaHCKUNM OOOPOT KaXIOM CEepUM WU
KaXIou

napTuu IPOUI3BEIOEHHOTO B Poccurmckomn denmepauum
JIEKAPCTBEHHOTO

npenapatTa oJjisa MEeIOMILIMHCKOTO IpMMEeHEeHU, 3a
VCKJIUEeHMEM

MMMYHO6MOHOPMHGCKMX JIEKAPCTBEHHEIX IIpellapaTOoB, IIPOM3BOIMTEIIb
TaKOI'O

JIEKAPCTBEHHOT'O npernapaTa npencTaBJigeT B benmepalib HEIM
opraH

MCIOJIHUTEJIbHOM BJIACTM, OCYWECTBISOLMY QYHKLUMM IO KOHTPOJIO U
Han30py



B cbepe 3OpaBOOXpPaHeHMUHd, IOKYMEHT [IPOMU3BOIOUTEIA
JIEKAPCTBEHHOTO

cpencTBa, MNONTBEPXIOAKIMY KAUeCTBO JIeKapCTBEHHOTO
npenapara, u

IIoOTBepPXIOeHNEe YIIOJIHOMOUYEHHOTI'O JII1a IIpOoM3BOOMTEIIA
JIEKAPCTBEHHEIX

CpencTs COOTBETCTBUA JIEKAPCTBEHHOTO npenapatTa
TpeboBaHMAM,

YCTAaHOBJIEHHEIM IIPM €I'0 rocynapCTBeHHoﬁ permucrpaumnm.

2. llepen BBOIOOM B TI'PaXOaHCKMM ODOOPOT KaxXIOW CEPpUMU WU
KaxInou

napTuM BBOBUMOT'O B Poccurckyio Odenmepauuio JIeKapCTBEHHOTO
npenapartTa

I0J19 MEeOMUMHCKOTO I[PMMEHEHMS, 3a MCKIIOUEeHMEM
VMMMYHOOMOJIOTUYE CKUX

JIEKAPCTBEHHEX InperapaTos, opr'aHMzaum4, ocylueCTBJIAKIAA
BBO3

JIEKapCTBEHHOI'O IIpellapaTa B POCCMﬁCKyD @enepaumm,
InpeacTaBJideT B

benmepalJibHEM OPTaH MCIOJIHUTEJIBHOM BJIACTM, OCYIIECTBJIISOIN
OYHKLUMM  TI0

KOHTPOJIO " HaO30py B coepe 30PaBOOXPAaHEeHNd,
ceprubukaT

IIpOoM3BOIMNTEJIA JIEKAPCTBEHHOI'O CpenCcTBa, YEOCTOBGPHDMMﬁ
cooTBEeTCTBUE

BBO3MMOI'O JIEKQPCTBEHHOTO npenapatra TpeOOBaHUAM
bapmakoneyHoOM

cTaTeM, a B CJdydae OTCYTCTBMA OGapMakoIeMHOM CTaTbMU
TpeOOoBaHMAM

HOPMAaTUBHOM IOKYMEHTAaLWN, 17 [NONTBEPXIESHNE
nperncTaBuUTes s
opraHmsaluM, OCYHWEeCTBJIAOIE BBO3 JIEKAPCTBEHHOTO
npenaparTa B

Poccumckyio denmepaumio M YHOJHOMOUEHHOM MHOCTPAHHBEIM
IPOU3BOOUTETIEM

JIeKapCTBEHHBEIX CPEenOCcTB, COOTBETCTBUSA BBOB3UMOTO
JIEKAPCTBEHHOTO



npenapata Tpeb®oBaHMAM, YCTAHOBJIEHHEIM [IPU ero
TOCYyOAapCTBEHHOM

perucTpaumun.

3. Illopgamok mnpencTaBJieHMS B COOTBETCTBUM C YaCTIMU
1 m 2

HacToOdlley CTaTbM HOOKYMEHTOB M CBEIEHUN O JIeKapPCTBEHHHX
npenaparax,

BBOOMMEIX B I'PaXIaHCKMUM O00OpOT, yCTaHaBJIMBAETCH
[lpaBUTEJIBECTBOM

Poccumckom denmepauum.

4. B OTHOWEHMUM I[IEPBBEIX TpexX CepuM WIM OapTUn
JIEKaPCTBEHHOTO

npenapatTa, BIepBHEe IPOMBBEINEHHOI'O B POCCUMCKOM
denmepanunm VI

BIEPBEE BBO3MMOIO B Poccurckyon demepaumio, B

benepasibHBEIL OpPT'aH

MCIIOJIHUTEJIbHOM BJIACTM, OCYWECTBISUMNM OYHKLUMUM 10 KOHTPOJIO U
Hansopy

B chepe 3OpPaBOOXPaHeHMUA, NOONOJIHUTEJIBHO INPEenNCcTaBIISgeTCH
NPOTOKOJI

MCIBITAHUM O COOTBETCTBUM CEPUM WMIIM HNAPTUM JIEKAPCTBEHHOTO
npenapara

I0Ji9 MEeOMIMHCKOTO [IPMMEHEeHMS IIoKasaTeJiaM KadecTBa,
npenyCMOTPEHHBM

HOPMaTMBHOM INOKyMeHTaluMel (majiee — NPOTOKOJI MCIETAaHUM) ,
[IPOBOOVMEIX

AKKPEOMTOBAHHBIMM B COOTBETCTBMM C 3aKOHOIATEJbCTBOM
Poccumckon

Penmepauum 00 AaKKpeIoMTalMM B  HALMOHAJIBHOM CHUCTEME
AKKpeOuTauum

benepanbHEMU TOoCyIapCTBEeHHBMU OI0IXe THEIMU
yqpeXﬂeHMHMM ’

MOOBEIOMCTBEHHEIMY delepasib HOMY opTraHy VCIIOJIHUTEJIL HOM
BJIACTH,

ocymecTsJgnleMy QYyHKLMM IO BEHpabOTKe M peanu3alun
TOCYyOapCTBEHHOM

[IOJIUTUKU u HOPMaTMBHO-TIPABOBOMY PeETYIMPOBaHUIO B
chepe



3IpaBOOXpaHeHusa, u OdedepalslbHOMY OpPTraHy MCIOJHUTEJILHOM
BJIACTH,

OCylleCTBJIAKIEMY byHKLUMM o KOHTPOJIIO u HaIoz0py B
coepe

3O0PaBOOXPAaHEeHMS . [Topanmoxk BHIIAYM yKa3aHHBIMU
benmepalib HEIMI

TOCYIAPCTBEHHBIMM ORIXETHEIMU YUYPEXISHMAMMY OAaHHOTO IPOTOKOJA
U pasmep

njaTel Ba eTro BbBJAYY YCTaHaBJIMBAKTCH I[IpaBUTEJIbLCTBOM
Poccumckonm

denmepaumnn.

5. ExeromHo He no3xmHee 1 derpasida OIPOUBBOOUTEIU
JIEKAPCTBEHHBIX

CpencCcTB nJin opraHmzanmm1, ocyumecTBJIAKIME BBO3
JIEKAaPCTBEHHEIX

npenapaTtos B Poccumckywn demepallio, NIPEeOCTABIAT B
benepasbHEIM OpI'aH

UCIIOJIHUTEJIbHOM BJIACTH, OCYIECTBJISLIMNA QYHKIMM 10 KOHTPOJIO U
HaOz0py

B cCcbhepe B3IOpaBOOXPaHeHMA, IIPOTOKOJI VICIIEITaHUN
[IOCTYNIMBLIETO B

TeueHMe Tozma B TpaxiaHCKUM obopoT JIEKAPCTBEHHOTO
npenapara

KOHKPETHOT'O NpoM3BOonouTesia (Ha OIOHY cepuo Kaxnoro
TOPT'OBOTO

HalVMMeHOBaHMA C y4deTOM HeKapCTBeHHOﬁ @OpMH n EOBMPOBKM),
ITPOBOOVMMBIX

AKKPEOMTOBAHHEIMM B COOTBETCTBMM C 3aKOHODATEJbCTBOM
Poccumckonm

@enepauMM ob aKKpeIMTallr B HallMOHAaJILHOM cucrTreMe
aKKpeIInMTalilM

VCHOBEITATEJIbHEIMM JlabopaTopuaMu (LeHTpaMu) .

6. lpousBOOUTENM JI€KAPCTBEHHHBIX CpencTsn VI
opraHmM3alunu,
oCylleCTBJIISIME BBO3 JIEKAPCTBEHHBIX penapaTos B
Poccumckyio

®enepaumm, He MeHee 4YeM 3a OIMH I'OO OO IIJIaHUMPYyEeMBIX
IIPMOCTaHOBJIEHMA



MY [IpeKpalleHsd NPOMBBONCTBA JIEKAPCTBEHHEIX IIPelapaToB MK
X BBO3a

B Poccumickywn denmepauuio yBeIoMIgT 00 2ToM GdenepatibHBM
opraH

MCIIOJIHUTEJIbHOM BJIACTM, OCYIECTBIAOIMM OYHKLUMM 10 KOHTPOJIO U
HaIo30py

B cbhepe 3IpaBOOXpaHeHMSI M beldepalibHEM OPTaH MCIOJIHUTEJIbHOM
BJIACTH,

OCymeCTBHHDMMﬁ QYHKHMM IO JIMLIEH3UMPOBAHMIO IIPOM3BOIOCTBA
JIEeKapCTBEHHEBIX

CpencTB.

7. BBOIO B TI'pPaXOaHCKMUM ODOPOT KaXIOV CepuM WM KaxIou
napTun

MMMYHOBMOJIOTMUYECKOT'O JIEKAPCTBEHHOTO IIpenapara,
NPOM3BEOEHHOTO B

Poccumckon Odemepaumuy UM BBO3UMOTO B Poccumckyio
denepaumnno,

OCylleCTBJISETCS Ha OCHOBAHMM paspelleHusa, BBIOAHHOTO
bernepalibHBEIM

OPT'aHOM MCIIOJIHUTEJIbHOM BJIACTM, OCYUWECTBJIALIMM OYHKLIUM I10
KOHTPOJI U

HaOsopy B c@epe SOPaBOOXPaHEHNMA, Ha OCHOBAHMM
BEIOAHHOTI'O

@eﬂepaﬂbHHMM rocymapCTBEHHBIMM OIXe THEIMU YUYpexaoeHMnAaMI,
YKa3aHHEIMM B

yacTy 4 HacTodmey CcTaTbu, SBaKJIOUEeHMS O COOTBETCTBUU
cepum UIU

NapTuM MMMYyHOOMOJIOTMUYECKOT'O JIEKAapPCTBEHHOTO Ipenaparta
TpeOOBaHMUAM,

YCTAHOBJIEHHBEIM I[IPUM €TI0 T'OCYIapCTBEHHOM permucTpaumu. Ilopamox
BHEIIAUMU

pas3pelleHrsa Ha BBOO B TI'PaXIaHCKUM 0OO0OpPOT cepumn VZnpeZi
rnapTum

VMMMYyHOOMOJIOTMYECKOTI'O JIEKAPCTBEHHOT'O IIpenapara, a Takxe
[IOPALOOK

BHIIAYUM YKa3aHHOTO 3aKJIOUEeHMS U pasMep IJlaTeH 3a ero
BEIOAUY

yCTaHaBaMBawTca [lpaBuTesnbCTBOM Poccumckom denmepaumn.



8. 3Ba HemnpencraBJIeHUE 1ZN)I%S HECBOEBPEMEHHOE
npencraBJjieHue

IOOKYMEHTOB UM CBEeIeHUM, NPelyCMOTPEHHBIX dYacTamu 1, 2, 4,
5 m 6

HacToOdleMn cTaTbH, NPOM3BOONUTEIIN JIeKapPCTBEHHEBIX
CpencTB u

opraHmM3aluy, OCYUEeCTBJAIMe BBO3 JIeKapCTBEHHBIX
npenapaTonB B

Poccumckyn Odenmepanumo, HecyT OTBETCTBEHHOCTL B
COOTBETCTRUNU c

3aKOHOIaTeNbCTBOM Poccumckonm denmepauum.

9. IlpencraBJjieHME JOKYMEHTOB u cBeleHun,
npenyCcMOTPEHHBIX

vacTaMu 1, 2 m 4 HacTodmeM CTaTbM, U IIOJIyUdeHUe
NpenyCMOTPEHHOTO

YacThbid / HaACTOAUleV CTaTbM paspelleHuMd Ha BBOJI
UMMYHODMOJIOTMUYECKOT'O

JIEKAPCTBEHHOTO IpenapaTa B TI'PaXIaHCKUM OOOpOoT He
TpebynTcad B

OTHOWEHUM JIEKAPCTBEHHBIX IIpelnapaToB, IpeldHAa3HAUEeHHBIX IJid
NpoBeOeHMs

KIIMMHNYE CKMX UccJenoBaHum JIEKAPCTBEHHEIX InpeliapaTos,
IIpoBedeHMA

SKCIEPTU3El JIEKAPCTBEHHEIX CPEINCTB OJIS OCYUEeCTBJIEHUS
TOCYOapCTBEHHOU

permcrpalurn JIEKAPCTBEHHEIX IIpeliapaTos, a TaKXe B
OTHOIIEHMN

HeE3aperrMCTPpMPOBaHHEIX JIEKAPCTBEHHEBEIX IIpellapaTos,
IIpedHa3Ha4YEeHHBIX IOJIA

OKaszaHMsa MEeIMLMHCKOM I10MOUM I10 XKIVM3HEHHBIM IIOKa3aHMAM
KOHKPeTHOTI'O

rnaumMeHTa, BBOBUMBEX B Poccurckywn demepaumio B COOTBETCTBUM C
yacTbhio 3

craTtbem 47 HacrTodamero demepalZIbHOTO 3BaKOHA.

10. IIpm BHABJEHMM B TI'paxIaHCKOM oODOpOTe Cepum WUIn
napTmm

JIEKAPCTBEHHOTO IpernapaTra, JOKYMEHTEH u CBeIeHUS o
KOTOPHIX,



NpenyCMOTPEeHHBEe YacTaMu 1, 2 u 4 HacTodAlley CTaThbM, He
IpencTaBJIeHEL

B GerdepalibHBIM OPT'aH MCIOJHUTEJbHOW BJIACTH, OCylle C TBJISNUNA
OyHKUMU

IO KOHTPOJIK M Hazn30py B chepe 3IOpaBooxXpaHeHUda, JumbO
cepum MIu

IIapTnm VMMYHOOMOJIOTMUYECKOTO JIEKapCTBEHHOTI'O IIperapaTa, He
Mermmx

paspeneHusa Ha BBOJ B TPAXIAaHCKUM O0O0OPOT, NPelyCMOTPEHHOTO
yacTbhio '/

HacTodAweM CTaTby, benepanbHBM opraH VICIIOJIHUTEJIb HOM
BJIACTH,

OoCylleC TBJIA0IMUNI byHKLUIUM 1o KOHTPOJIO u HaI30py B
chepe

3O0PaBOOXPAaHEHMd, B NOpAdlKe, YCTAaHOBJIEHHOM I[IpaBUTEJIECTBOM
Poccumckom

depmepauun, OPUHMMAET pPeUeHMe O IIpekKpalleHUM TPaxIaHCKOTO
obopoTa

TaKMX CEepUM MM HapTuM OO [NPeOCTaBJIeHMS YyKasaHHBX
OOKYMEHTOB U

ceBeleHUM JMOO IOJIYUEeHMSA YyKAa3aHHOI'O pa3pelleHUd.

(Crarpsa 52-1 BBeneHa OdemepaJsibHEIM 3aKOHOM OT 28 HOa0pHA
2018 r.

N 449-03 - CobOpaHHMe 3akKoHOIaATeJIbCTBa Poccumckom Odemepaumnu,
2018, N

49, cr. 7521, BCcTynaer B cuiny ¢ 30 Hosbps 2019 roma,
JyacTb ©

BCTynMjla B cuily 28 Hoabpsa 2018 rozma)

Crarbsa 53. IIpomaxa, Iepelada JIeKAPCTBEHHBIX CPEINCTB

OpTaHVM3alMAMM OIITOBOM TOPTIT'OBJIN
JIEKapCTBEHHBIMU

cpencTBaMu

1. Oprarmmzaumnm ONTOBOM TOPTOBJIM JIEKAPCTBEHHEMU
cpencTrBaMu



MOT'YT OCYWECTBJIATH NPONAXy JIEKaPCTBEHHHX CPENCTB WJIM
rnepenaBaThb = UX

B YCTaHOBJIEHHOM 3aKOHOIATeJIbCTBOM Poccuyckom demepalnu
nopanke (B

pen. demepalsibHOTO 3akoHa oOT 29 wmioong 2017 ». N 278-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaummu, 2017, N 31, cT.
4827) :

1) opyrmuMm opraHM3alMaM OIITOBOM TOPTOBJIN
JIeKapCTBEHHEIMU

cpencTBaMu;

2) NPOM3BOOUTEJISAM JIEKAPCTBEHHBIX CPENCTB IJid Lejiel
IPOM3BOLACTBA

JIEKAPCTBEHHEIX CpeldCTB/,

3) allTEYHEIM OPI'aHM3alVAM VI BEeTEPVMHAPHEBEM allTe4YHBIM
OpIraHM3aumMAaM,

4) HaydyHO-UCCJIEIOBATEJIbLCKUM opraHmMs3aluaMm
hafpsct

HaydHO—-MCCIJIegoBaTeJlb CKOM paGOTbI;

5) MHIOVIBVIY aJlb HBIM IIpenlipmMHarMaTeJIaM, MMeIVIM
JIMITEH3VIO Ha
(bapMaH,eBTquCKy'IO TJeATeJIbHOCTD I JIMLIEH3UIO Ha
MeIIVMIIVMHCKYIO

JeAaTeJIbHOCTE

6) MEIMUMHCKMM OpTraHM3alMsaIM, BEeTEePMHAPHBEM
OpraHM3aUuuaM;

7) opraHmuzsaluaM, OCyWeCTBJIANLMM pas3BeleHue,
BHIPAUIMBAHUE u

cCooepXaHle XNMBOTHBIX.

2. OpraHmszaumum OINTOBOM TOPTOBJIM JIEKAPCTBEHHEMU
cpencTrBaMu

O043aHEl XPaHUThL BaKYIJIEHHYID O(apMaleBTUMUECKyl CyOCTaHLM
compTa

STUJIOBOTO (pTanomna), OCYUWECTRBJIATE €€ peajM3alrin WIIn
nepenavyy B

YCTAHOBJIEHHOM 3aKOHOIAaTeJIbCTBOM Poccumckon denmepauum
nopsanke



opraHMs3alMaM, YKasz3aHHBIM B INyHKTax 1 - 7 yacTu 1 HacToOdWeM
cTaTbM, B

Tape obwveMOoM He OoJjiee 1 JguTpa (YacTb 2 BBeleHa demepalibHBIM
3aKOHOM

or 29 wmwoona 2017 . N 278-03 - CobpaHMe 3aKOHOIDATEJILCTBA
Poccurickon

benepauunm, 2017, N 31, cr. 4827).

Crarpa 54. I[lpaBujia OINTOBOM TOPITOBJIM JIEKAPCTBEHHBIMU
cpencTBaMu

OnTorad TOPTOBJA JIEKAPCTBEHHBMU cpencTBaMu
ocymecTBJISeTCd
IPOMB3BOIUTETAMU JIEKAPCTBEHHBIX CPEICTB WM OpTraHM3alMaMU
OIITOBOM
TOPTOBJU JIeKapPCTBEHHBEIMU cpencTBaMu 10 npapuiiaMm
HazgJexauem

ﬂMCTpM@bDTOpCKOﬁ IIPaKTUKNM U IIpaBWIJIaM HaJjexallemn IIPaKTUMKIM
XPaHEeHA U

IIEePEeEBO3KM JIEKAPCTBEHHEIX IIpeliapaTos, YTBEePXIEHHBIM
COOTBETCTBYIVIMM

YIIOJIHOMOUEHHBIMI QenepasibHEIMM OpTaHaMM MCIOJIHUTEJIBHOM BJIACTU
(B pern.

denmepallbHOT'O 3akoHa OT 22 mekabpsa 2014 . N 429-03 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom dPenmepaumm, 2014, N 52, crT.
7540) .

Crarbsa 55. [IOopAOOK PO3HUUHOM TOPIOBJM JIeKapCTBEHHEMU

npernapaTamMm

1. PozHMUHasA TOPTOBJIA JleKapCTBEHHEMU
npernapaTamMm B

KOJIMYeCTBAaX, HeOOXOIOVMMHEIX @IJIS BHIIOJIHEHUS BPAaUYeOHEBIX
(benpOmepcKmMx)

HasHaAuUeHMM WJIM Ha3HaueHMM CIelLMaJIMCTOB B o00OJlacTu
BEeTEeprHapuu,



ocylmecCcTBJIAeTCH allTe4YHBIMM OopraHmM3zaumamMm, BeTepPMHAPHBEIMU
allTe4YHEIMM

OpPTaHM3aUUaMM, MHOMBUOYAJIbHBEIMY IPEONPUHVMATEISAMY, WUMEIMMN/
JIMLIEH3UIO

Ha bapMalLeBTUUECKYI OedaTeJIbHOCTL, MEeIMULMHCKUMU
oOpraHmM3alMaMy,

UMEIVMM  JIMLLeH3UIO Ha bapMaleBTUUECKYIO IedaTeJIbHOCTL,
u UX

oBoCcoBOJIEeHHBEIMU nogpasnesieHMAMU (ambyJaTopuamu,
beNbOUepCKUMM U

beNpOepCKO—aKyLePCKMMY  [IYHKTaMM, LLeHTpaMu (oTmeneHuUSaMMU)
obmen

BpauebOHOM (ceMemHOM) IPaxKTUKM) , PacCroJIOXeHHBIMA B
CeJlbCKUX

HaCeJIEHHBEIX IIYHKTax, B KOTOPHEX OTCYTCTBYIOT allTEUHHE
opraHmMsauum, u

BETEPMHAPHEIMM OPTaHM3aLUMaMM, MMeRIVMM JIMLIEH3MI Ha
bapMalLeBTUUECKYIO

IJeATeJIBHOCTDb . PaspemeHa PO3HMYHaA TOPI'OBJIA TOJIBKO
JIEKapPCTBEHHBEIMUA
InpeliapaTaMlt, Sapel'mMcTpMpOBaHHBIMM B Poccumckon

depmepauum UK

M3T'OTOBJIEHHEIMMA allTe4YHBEIMIM OopraHms3aumamMm, BeTepPpMHAPHBEIMUA
allTe4YHEIMM

OpPTaHM3aluMAMY, VIHOVBUMIOYAJIbHBIMYM IIPeOIIPVMHVMATEJIAMV, VIMEIVMI
JIMLIEH3UIO

Ha QapMaleBTUUECKY INedTeJIbHOCThL. PO3HMUHAA TOPIOBJISA
JIeKapCTBEHHBEIMU

npenapaTamm ocylmecTBIIgeTCd jpfe) npaBmjiaMm HaIJjexallenm
arlITeyvHom
NIPaKTUKU, YTBEPXIOEeHHEIM YIIOJIHOMOUYEHHEIM bermepalib HEIM
OpPTaHOM

MCIIOJIHUTEJIbHOM BJIacTU (B pel. demepalibHOT'O 3akoHa OT 25
HOa6psa 2013

r. N 317-03 - CobpaHHue 3aKOHOINATEeJIbCTBa POCCHUMCKOM
denepauum, 2013,

N 48, cT. 6165; demepasibHOTO 3akoHa OT 22 nmekabpsa 2014 .
N 429-03



- CobpaHue 3akoHomarTesbCcTBa Poccumckom denmepaumm, 2014, N
52, cm.

7540) .

2. Bumbel anTeuHBIXx OpPTaHM3alMuM UM IpaBuja OTIyCKa
JIeKapCTBEHHBIX

IIpeliapaTok IOJIA MEIMIIMHCKOI'O IIPMMEHEHNMA allTe4YHBEIMM
OpTraHM3alumMAMI,

UHIVUBUOY aJlb HEIMU NpennpuHUMaTesIIMN, VIMERIMM

JIVLIE H3UI0 Ha

bapmalnieBTHUUYECKYIO IeaTeJIbHOCTE, a TaKxe npaBmia
OTIIyCKa

JIEKAPCTBEHHEX InpernapaToB IJI4 MeIIVMIVHCKOI'O IIPVMMEHEHNMA
MeIVMIIVMHCKIVIMA

OpPTaHM3aUUAMMY, UVMEeIVMM JIMILIEH3UO Ha bapMaleBTUUYeCKYI
IedaTeJIbHOCTD,

U Ux OOOCOOJIEHHBEIMM TNoIpas3nejieHuaMu (aMOyJiaTopusaMu,
beslbOUepCKUMU U

benpnuepCcKO-aKyLEepPCKUMM [IYHKTaMM, LeHTpaMM (OTHOeJIEHUSIMN)
odwen

BpadeOHOU (cemenHOM) IPaKTUKN) , PacCIoJIOXeHHEIMA B
CeJIbCKUX

HaCeJIEHHEIX IIYHKTaxX, B KOTOPEIX OTCYTCTBYIT allTeuHble
opraHu3auun,

YTBEPXOATCH YIIOJIHOMOUYEHHEM GbenepasibHEIM OpPI'aHOM
VICIIOJIHUTEJIbHOM

BJjactu (B pen. demepalibHOTO 3akoHa oT 25 Hoabps 2013 r. N
317-03 -

CobpaHme 3akoHomaTeJsbCcTBa Poccumckom demepaumm, 2013, N
48, cmT.

6165) .

3. IlpaBuia OTIyCKa HapKOTUUECKMX CpeICTB U
[ICUXOTPOIIHEIX

BEUIECTB, S3aPEeTrUCTPUMPOBAHHEX B KAaUeCTBEe JIeKapPCTBEHHHX
npenapaTos,

JIEKAPCTBEHHEIX IIpellapaTOoB, comepXxammx HapKOTHHUEeCKNMe
cpencrtea u

IICUXOTPOIIHEIE BelleCTBa, YTBEPXIAKTCH YIIOJIHOMOUEHHBM
benmepalib HEIM



OPT'aHOM MCIIOJIHUTEJIbLHOM BJIACTM IO COIJIaCOBAaHMI C belepalibHbBIM
OpTraHOM

MCIIOJIHUTEJIbHOM BJIACTM, YIOJIHOMOUEHHEIM B cbepe BHYTPEHHUX
el (B
pen. demepasbHOTO 3BakoHa oT 3 wmioogg 2016 . N 305-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumu, 2016, N 27, cT.
4238) .

4. JlekapCTBEHHHE npernapaTh nJis BETEPUHAPHOT O
IPYMEeHEHNU S
nomjexartT OTIIYCKY BeTEepPMHAPHBEIMU aITEeYHBEIMU
opraHM3alMaMH,
BeTepVHAaPHBIMU oOpraHM3aumMaMM, VHIOVWBUIYAJIbHBMM/

InpealipMHrMMaTeJIAMI,

VMMEKIVMY JIMLEH3MI0 Ha GapMalleBTUUYECKYH IesSTeJIbHOCTL. llpaBuia
OTHyCcKa

JIEKAPCTBEHHEX InpernapaToB OJIA BETEPUMHAPHOTI'O IIPVMMEHEHNMA
YTBEPpXIAamnTCH

YIIOJIHOMOYE HHBIM @enepaanMM OpPI'aHOM UCIIOJIHUTEJILHOM BJIACTU.

5. IlepeueHb MEOVLIMHCKMX OpTraHM3aluMi, MMeRIMX
JVLIEH3MI Ha

bapMalLeBTUUECKYI IOeATeJIbHOCThb, UM UX 000COOJIEHHEIX
nompasnejyieHum

(ambymaTopul, benpOmepCcKmUx u berb omepCcKO—aKylepCKMX
IIYHKTOB,
LLEHTPOB (oTmeJieHUM) obuen BpaueObHOM (ceMenHOM)

NIPaKTUKM) ,

PaCIOJIOXEHHEX B CEJIbCKMX HACEeJIEHHBIX IIYHKTax, B KOTOPBIX
OTCYTCTBYIIOT

aliTeuHBEle OpTraHM3aluM, a TakXe [IepedeHb JIeKapCTBEHHEX
npenapaTtos (3a

MCKJIIOUEHMEM HapKOTHNUECKMX JIEKAPCTBEHHEIX IIpeliapaTOoB U
TIICUXOTPOITHEIX

JIEKapPCTBEHHEIX IIpernapaToB), IpolaxXa KOTOPHBIX MOXET
OCYWEeCTBJIATbCH

yKa3aHHBIMU opTraHM3alAMA u ux 0060COOJIEHHBIMU
nompasnejieHuaMH,



YCTaHaBJIMBAITCSA OpITaHaMM MCIIOJIHUTEJIbHOM BJIACTU CYyDBEKTOB
Poccumckom

Penepauum (B pen. demepalIbHOTO 3akoHa oT 25 Hosabpsa 2013 r.
N 317-03

- CobpaHme sBakoHOZmaTenbCcTBa Poccumckom demepaumm, 2013,
48, cmT.
6165) .

6. ANTeuHHEe opraHmu3aluun, VHIVIBUOYaJIbHEIE
npennpmuHMMaTesnm,

VIMenlme JIMILIE H3UIO Ha bapmMmalLeBTUUECKYIO IeaTeJIbHOCTD,
004a3aHbBI

obecrieumMBaTh yTBEPXIOEHHBM [IpaBUTEJIBCTBOM POCCUMCKOM
demepauym u

bopMMPYEMEIVM B YCTAHOBJIEHHOM MM [HOPAIOKE  MMHMMAJbHEBIM
ACCOPTUMEHT

JIEKAPCTBEHHEIX IIPernapaTos, HeOoOXOIOIMMBIX IIJId OKasaHMuda
MeOMLIMHCKOM

nomouy (B pem. demepalibHOT'O 3akoHa oT 25 Hoabps 2013 r. N
317-03 -

CobpaHmMe sBakoHoOmaTesibCTBa Poccuuckom demepaumm, 2013, N
48, cmT.
6165) .

7. AnTeuHbE opraHmM3aluy, MWHIOVBUIYAJIbHBE
npennpmuHMMaTesm,

VMewnnmre JIMIEH3UI0 Ha bapMalLeBTUUECKYIO nesITeJIbHOCTh,
Hapany C
JIEKAPCTBEHHBIMIM IpenapaTaMy MMeKnT IIpaBo IpuobpeTaTb U
nponarBaThb

MEeOVLMHCKME UMIIOeJMd, Oe3uHOUuUMUpyolyre CcpelcTBa, IPpeIMEeTH U
cpencTea

JIVYHOV TUIMEHB, [OCYINYy IJIS MEIULUMHCKUX LeJel, NPpeIMEeTH U
cpencrTsa,

npenHa3HayeHHBEe IJIS yxoma 3a OOJIbHBEIMM, HOBOPOXIEHHBIMU U
OeTbMM, He

OJOCTUMI'IVIMM BOBpaCTa Tpex JjeT, OUKOBYIO OIITURKY " Cpe,I[CTBa
yxoma 3a

HelM, MMHepaJibHEE BOIB, NPOOYKTH JIeueOHOTO, IOeTCKOTO U
OMEeTUMYeCcKOT O



NUTaHUA, OMOJIOTUMUECKM aKTMBHBEIE NOOaBKM, HapbOMepHEE U
KOCMEeTUUECKME

cpencrTBa, MEeIMLUMHCKME M CaHUTAPHO-TIPOCBETUTEJILHEIE IleuaTHHE
M3OaHUHg,
npenHal3HadeHHBe IJid [polaraHIbel 3I0POBOTO obpa3a XU3HU
(g pen.
denmepasibHOTO 3akoHa oT 27 wwoaa 2010 . N 192-03 -
CobpaHue

3aKoHOIaTeJsbCcTBa Poccuwmckom denepaumm, 2010, N 31,
cr. 4161;

benmepasibHOT'O 3akoHa oT 25 Hoabpsa 2013 . N 317-93 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denepaumm, 2013, N 48, cT.
6165) .

8. JleaTeJIBHOCTBb AN TEeUHEIX opraHm3almumn
BoopyxeHHEIX Cumil

Poccumckon Odemepaumy, IOPYyI'MX BOMCK, BOMHCKUX
bopMUPOBaAHUM u

OpTr'aHOB, B KOTOPBIX 3aKOHOIATEJIbCTBOM Poccumckon
denmepaunm

IpenyCcMOTPEeHO IPOXOXIEeHMe BOEHHOU CJTYXOBI VZnpeZi
benepanpHOM

TOCYOapCTBEHHOU CJIYXOHI, CBA3aHHOM C

[IPaBOOXPAHUTEJIbHOM

JedaTeJIbHOCTHRIO, perJiaMeHTVPpyeTCAd HaCTOAIIMM ®enepaanblM
3aKOHOM Z

YTBEPXIOEHHEIMM COOTBETCTBYKRIMMM QelepalibHEIMM OPTaHaMM
VICIIOJIHUTEeJILHOM

BJIACTU TIOJIOXKEeHUSAMM . KOHTPOJIE 3a COOJIomeHMEeM YyKas3aHHBEMU
aITeYHBIMM

opraHmM3alusaIMu [IOJIOXEHUM HacTOAWeITo demepalibHOT'O
3aKoHa

OCYILEeCTBJISETCH COOTBETCTB Y IVMNA benmepalib HEIMU
opraHamMu

MCIIOJIHUTEJIbHOM BJacTu (B pen. demepalibHOTO 3akKoHa oOT 13
miona 2015

. N 262-03 - CobpaHHMe 3aKOHOIATeJIbCTBa POCCUMCKOM

denmepaumunm, 2015,



N 29, cr. 4388).

Crarbsa 56. JM3TOTOBJIEHME M OTIYCK JI€KAPCTBEHHEIX
pernapaTos

1. VM3roTOBIIEHUE JIeKapCTBEHHEBIX rnpernapaToB
AN TeyHBIMA
opTraHu3aumsaMu, BeTEepPUHAPHBMM aIrTeyHEIMU
opTraHu3aumsaMu,
VMHIOVBUOY aJ1b HEIMIU npennpruHuMaTeIaSMu, VIME UMMM
JINLEH3UIO Ha
bapMaLeBTUUECKYIO NesaTeJIbHOCTh, OCylWeCcTBJII€TCS IO

pelLenTaM Ha

JIEKapCTBEHHBIE TIperapaTe, I[I0 TPeOOBAHUAM MEIULMHCKUX
opraHmzauul,

BeTEPMHAPHBIX OpPaHMBaHMﬁ B COOTBETCTBUM C IIpaBUIIaMM
M3TOTORJIEHUMA U

OTITYyCKa JIEKAPCTBEHHEIX InpelrapaTosB, YTBEepPXIeHHBIMM
YIIOJIHOMOYEHHBIM

@eﬂepaHbHMM OpI'aHOM VCIIOJIHUTEJIbHOM BJIACTU.

2. llpm M3TOTOBJIEHUN JIEKapPCTBEHHBIX IpernapaTos
ANl TeuHBIMU
opraHu3aumaMmu, BeTEepUHAPHBMU AN TeYHBIMU
opraHu3aumaMmu,
VMHIOMBUOYAJIbHEIMU npelnpruHuMaTeJIaIMH, VIME VMM
JIMLEH3UIO Ha
bapMalLeBTUUECKYIO nesaTeJIbHOCTh, MCIIOJIb 3YITCH

bapMalLeBTHUUECKUE

cybCcTaHUMM, BKJIOUEHHBIE COOTBETCTBEHHO B TI'OCyIapCTBEHHBIM
peecTp

JIEKAPCTBEHHBIX CPEenCTB OJi4 MEeOMLUMHCKOITO I[PMMEHEHUS U
TOCyoapCTBEHHBIM

peecTp JIEKAPCTBEHHHIX CPEeICTB OJId BEeTEePUHAPHOTO
IpYMeHEeHU B

YCTAHOBJIEHHOM IIopAa0Ke. He IOOIIyCKaeTCcHd M3TTOTOBJIEHME
allTe4YHBIMM



OpTraHM3alumnMAMI, BeTepPMHAPHBEIMU allTe4YHBIMM
OpTraHM3alumMAMI,

VHOMBUOY AJIb HEIMM/ npennpruHuMaTesIaMu, VIMEOIMMMI
JIMLIEH3UIO Ha

bapMalLeBTUUECKYIO OesaTeJIbHOCTh, JIeKapPCTBEHHBIX
npenapaTos,

3aperuCTPUPOBAaHHEIX B Poccumckou denmepaumm.

3. MapxupoBKa JIeKapCTBEHHBIX npenapaTos,
M3TOTOBJIEHHEIX

allTe4YHEBEIMM OopraHmM3aumamMm, BeTepPMHAPHEBEIMUA allTe4YHBEIMM
OpTraHM3alumMAaMI,

VMHIVIBMIOY aJIb HBEIMM InpearpmHamMaTeJIAMM, VIMEeOIVIMI
JIMLIEH3UIO Ha

bapMaLeBTUMUECKYID INesATeJIbHOCTL, M ObOpPMIIEHME TaKMUX
IpenapaToB IOJIKHEL

COOTBETCTBOBaAThL IIpaBlJIaM, YKA3dHHBIM B WaCTU 1 HacToAmen
CTaTbNM.

4. ANTeuHBlEe OpTaHM3aluM, BeTepPMHAPHBEE allTeuHbIe
opraHmM3alunu,

MHIOVIBYIOY aJlb HEIE InpenrnprHmMaTeJin, mMemrmre
JIMITEH3VIO Ha

@apMaueBTquCKyw JedTeJIbHOCTb, HeCcyT
OTBEeTCTBEHHOCTb 34a

HECOOJIIEeHNE MNPaBUJl M3TOTOBJIEHMS M OTIYyCKa JI€KapCTBEHHBIX
npenapaTon

B COOTBETCTBMM C 2BaKOHOIATEJILCTBOM POCCUMCKOM @enepauMM.

Craresa 57. 3BamnpeumeHue HOpomaxu GajibCUOMUIMPOBAHHEIX
JIEKAPCTBEHHEIX CPencTB, HeIoOpOKaueCTBEHHBIX
JIEKAPCTBEHHEIX CPenCcTB, KOHTpad®aKTHEIX

JIEKAaPCTBEHHEIX CpPelCTB

[Mpomaxa GanbCcUOMUIMPOBAHHEIX JIEKaPCTBEHHEIX
CpencrTs,
HenoOpOoKadeCTBEHHBIX JIEKAPCTBEHHBIX CpencTR,
KOHTpabaKTHBIX

JIEKaAPCTBEHHEIX CpeldCTB 3allpemaeTcHd.



Crarbsa 58. XpaHeHMe JIeKapCTBEHHBEIX CPEeICTB

1. XpaHeHue JIEKAPCTBEHHEBIX CpencTs
oOCyleCcTBJISEeTCH
IPOMBBOIUTENIAMU JIeKAapPCTBEHHBIX CpencTB, opTraHmM3aluaMU
OIITOBOM
TOPTOBJU JIeKaPCTBEHHEIMU cpencrBaMmy, aIllTeUYHBIMU
OpraHM3alMaMK,
BeTEePVHAaPHBMU AIllTeUYHBIMU opraHmM3aluaMu,

VIHIVBUMIOYaJIb HBIMM

IpennprHrMaTeJISMH, VIMERIIVIMM JIVLIEH3UIO Ha
bapMalLeBTUUECKYI

OJeATeJIbHOCTE WMJIM JIMIIEH3MIO Ha MeIMUIVIHCKYIO IOeATeJIbHOCTEL,
MeIVMIIVMHCKIVIMA

OpTraHM3aLUMAMY, BETEPMHAPHEMM OpraHM3alMAMM M MHBIMUA
OopTraHM3alLmAMI,

ocylleC TBJIIARIYMA oOpalleHme JIEKapPCTBEHHBIX CpencTsB.
XpaHeHUEe

JIEKAaPCTBEHHEBIX CpelnCTB OJIA BETEPUMHAPHOI'O IIPMMEHEHUA
OpTraHM3aumMAMM 1

VHOVIBVIOYaJIbHEIMM TIIPEeOIIPMHVIMaTeJIAMM B CJlydaAaX, €CJIMM OHUM
MCIIOJIBE3YITCHA

MCKJIIDUMTEJIBEHO Inpmn prasepeneHn1, BEIpAllMBAHUI, COIOEepPXaHM n
JISUEeHUNM

XVMBOTHEIX, MOXeET OCylEeCTBJIATHCSA bes [IOJIy4eHUS
JINLIEH3UU Ha

bapMalleBTUUYECKYD IOedaTeJIbHOCTh (B pen. demepasbHOTO
3aKOHa OT 22

okTabps 2014 . N 313-03 - CobpaHKMe BaKOHOIATEJILCTBA
Poccumckon

denepaumum, 2014, N 43, cr. 5797).

2. IpaBuia XpaHeHUs JleKapCTBEHHHX cpencTs
YTBEPXOANTCS

COOTBETCTBYIMM YIIOJHOMOUYEHHEIM OGenepalJibHEIM OPI'aHOM
MCIIOJIHUTEeJILHOM

BJIaCTM.



3. XpaHeHMe HAPKOTUUECKUX JIEKaPCTBEHHHX CPeINCTB,
[ICUXOTPOIIHEIX

JIEKAPCTBEHHBEIX CPEeICTB, pamnodapMalleBTUUECKUX JIeKAaPCTBEHHBIX
CpeIcTB

OCYyIeCTBJISETCS B COOTBETCTBMM C SBaKOHOIATEJILCTBOM
Poccumckon

denmepaumnn.

Crarba 58-1. [IpeIMEeTHO-KOJIMUECTBEHHHN YyUueT
JIEKAPCTBEHHBIX

cperncCTB OJid MEeIMLIMHCKOI'O IIPMMEHEHNMA

1. Hepequb JIEKAPCTBEHHEIX CpelCTB OJid MeIMUIMHCKOI'O
IIPMMEHEHNUA,

InoaJjyieXxammx InpeaIMeTHO ~KOJIMYECTBEHHOMY yayeTy,
yTBEepXIaeTCHd

YIIOJIHOMOYEHHEBEIM @eﬂepaﬂbHHM OpraHOM UCIOJIHUTEJIBHOM BJIACTU.

2. llopanok BKJIOYEHMS JIEKAPCTBEHHBIX CPEeOCTB IJid
MEeOUUMHCKOT'O

IIPVIMEHEHNMA B IIepedeHb JIEKAPCTBEHHEX CcpeldCTB IOJIA
MeIVMIIVMHCKOI'O

IIpMMEHEHNUHA, InogjieXxammx InpeIMeETHO ~KOJIMYECTBEHHOMY
yuery,

YCTaHaBJIMBaAEeTCA YIIOJIHOMOYE HHEIM @enepaanMM OpTraHOM
VCIIOJIHUTEJIbHOM

BJIACTM IO COTJIACOBAHMI C bemepasibHEIM OPTaHOM MCIIOJIHUTEJILHOM
BJIACTH,

YIIOJIHOMOYE€HHBIM B c@epe BHYTPEHHUX IOell (B ren.
@enepaanoro 3adKOHa

or 3 wmwong 2016 r. N 305-03 - CobpaHue 3aKOHOOATEJIbLCTBAa
Poccumckon

denepauum, 2016, N 27, cr. 4238).

3. [IpeIMeTHO-KOJMUYECTBEHHEN YyUYeT JIeKapCTBEHHEX
CpencTB nOJda

MENUIMHCKOTO MPMMEHEeHNVS BeOyT [POM3BOIUTEIM JIeKAPCTBEHHBIX
CpeIncTs,



oOpraHmM3alLMM OINTOBOM TOPTOBJIM JIEKAPCTBEHHEIMM CpeIcTBaMy,
aIlTEeYHBIe

opraHmM3aumm, MHIMBMIOYAaJIbBHBEIE IIPpedlIpMHVMaTeJIl, mMemrmre
JIMITE H3MIO Ha

bapMalLeBTUUECKYI OeaTeJIbHOCTD VI JIVLLEH3UIO Ha
MEeIOULMHCKYIO

O0edTeJIbHOCTh, UM MeIMUMHCKME OpTaHM3aluM, OCYIeCTBJISINE
obpaleHue

JIEKAPCTBEHHBIX CpelcTB oJid MEeIUILMHCKOTO NIPpVMMEHEHMH,
nyTem

perucTpaumumy JoOBIX CBS3aHHEIX C MX oOpalleHMeM olnepauuy, IIpu
KOTOPEBIX

MBMEeHSeTCS MX KOJMUEeCTBO UM (MJIM) COCTOsSHME, B CIelMaJibHBEIX
XypHaax

yyeTa omnepanmii, CBSA3aHHBX C oOpalleHMeM JIeKapCTBEHHHX
CpencTB Ojsa

MEeIUIIMHCKOTO IMPMMEHEeHMd (Jajiee — CIriellMaJibHbIe XypPHAaJIH) .
4. TlpaBuja peTrucTpaumMm onepanuur, CBSI3AaHHBIX C
obpalueHueM

JIEKAPCTBEHHEIX CpeldCTB OJIA MeIMIMHCKOI'O IIPMMEHEHNA,
BKJIIOUEHHEBIX B

IIepedeHb JIEKapPCTBEHHBIX cCpecCTnB OJiA MeIIMIIVIHCKOI'O
IIPpMMEHEHN A,

nomjiexamyx NPeqMeTHO-KOJIMUECTBEHHOMY yUeTy, B CIelMaJlbHBX
XypHaJax

n IIpaBuJjia BeOdeHMA n XPaHeHrA CrienuaJibHBIX KYypHaJIOB
YTBEPXIOATCA

YIIOJIHOMOYE€ HHBIM @enepaanbIM OpraHOM UCIIOJIHUTEJILHOM BJIACTU.

5. KoHTpoJnp 3a COOJIOOEHMEM [IpPaBUIl perucTpaumun
onepaumuu,
CBABaHHEIX C oOfOpalleHMeM JIeKapCTBEHHEIX CPEenCTB OJidg
MeIOIVMILIIVMMHCKOI'O
IPYMEHEHM, BKJIOUEHHHIX B IIepedeHb JIeKapPCTBEHHEX
CpencTs oJid
MeIVILIIVMMHCKOI'O IIprMMeHeHNA, IrmonJjieXxXalmmx InpeMeTHO—

KOJIMYEeCTBEHHOMY

yuyeTy, B CIeluMaJlbHEIX XypHajlax, a Takxe 3a CcoOJIeHMeEM
IpaBUJI



BelOeHMA nu XpPaHeHNnA ClrielMaJibHBIX XKYypHaJIoB
BO3JIaraeTrc4da Ha

YIIOJIHOMOUEHHEIE (delepalibHble OPTaHbl MCIIOJIHUTEJIbHOM BJIACTU U
OpPT'aHBI

VICIIOJIHUTEJIbHOM BJIACTU CyOBEKTOB Poccumckon
denmepaunu,

OCyleCcTBIIgnIME JIMIEH3UPOBAHME [IPOM3BONCTBA JIEKAPCTBEHHHIX
cpencrTs,

bapMalleBTUUECKOM JedTeJIbLHOCTU U MeIOUIMHCKOM
O0edaTeJIbHOCTH, u

OCyHmecCTBJIA€eTCA B pPaMKaX JIMUHEeH3VMOHHOI'O KOHTPOJIA.

(Crarpsa 58-1 BBenmeHa demepalibHEIM 3aKOHOM OT 25 nexabpsda
2012 .

N 262-93 - CobpaHmMe sBakoHOIaTelbCTBa Poccumckom demepaumnu,
2012, N

53, cT. 7587)

T'mara 11. YHMUTOXEHME JIEKAQPCTBEHHEIX CPEeICTB

Crarbsa 59. OCHOBaHMSA UM NOPAIOOK YHUUTOXEHUS
JIEKAPCTBEHHBIX

CpencTs

1. HemobpokxadeCTBEHHEE JIeKapCTBEHHEIE
cpencTea,

baneCudMLUIMPOBAHHEIE JIEKAPCTBEHHBIE CpencTBa [OOJIEXAT
M3BATUIO ns

o@pameHMH n YHYTOXEHNMIO B IIOpAnKe, YCTAHOBJIEHHOM
HpaBMTeHbCTBOM

Poccumckon denmepauum. OCHOBaAHMEM nOJId YHUUTOXEHUA
JIeKapCTBEHHBIX

CPEICTB SABJISETCs pPelleHMe BJlalesiblla JIeKapCTBEHHEIX CPEeICTB,
pemeHue

COOTBETCTBYKRIETO YIOJHOMOUEHHOTO GemepalibHOT'O OpITaHa
VICIIOJIHUTEeJILHOM

BJIACTM WM peumeHue cyrna (B pen. denepalibHOTO 3akoHa OT 22
mexabp4ga



2014 . N 429-903 - CobpaHuMe 3aKoHOIATeJIbCTBa PocCcuMCKOMU
denmepaunu,

2014, N 52, ct. 7540).

2. KoHTpabakTHBEE JIeKAPCTBEHHBEE CpeICcTBa [OIAJIeXaT
UBBATUIO U3

obpaumeHnsa ¥ YHMYUTOXEHMIO [0 PpeleHM cyla. Illopsanok
YHUUTOXEHMS

KOHTpabakKTHBEX JIEKAPCTBEHHBIX CPEeNCTB yCTaHaBJIMBaeTCHd
[lpaBUTEJIBECTBOM

Poccumckom demepauum (B pen. demepasibHOTO 3akoHa OT 22
nexabpsa 2014

. N 429-03 - CobOpaHHMe 3aKOHOIATeJIbCTBa POCCUMCKOM
denepauum, 2014,
N 52, cr. 7540).

3. Pacxonms, CBA3aHHEIE C YHUUTOXEHMEM
KOHTpabaKTHBEIX

JIEKAPCTBEHHEIX CPEeICTB, HeIoBpoKaueCTBEHHEIX JIeKAPCTBEHHBIX
cpencrs,

banbCcrudMLMPOBAaHHEIX JIEKaPCTBEHHBIX CpencTs,
BO3MEWAaKnTCAa 1974
BJlIaeJIbLEM.

4. Biagperel, JIeKapPCTBEHHBEIX CpPEeICTB OOJIXEH
IpencTaBUTh B

YIIOJIHOMOUEHHEM GenmepaJibHEM OPTaH MCIOJIHUTEJIBHOM BJIACTHU
OOKYMEHT WM

3aBEPEeHHYI B YCTaAHOBJIEHHOM IIOpAIKe e€I'O KOIIMIO,
IIoaTBepXIarniunre @aKT

YHUUTOXEHNMA JIEKapCTBEHHBIX CpPpeICTB.

5. CooTBeTCTBYyOUUN YIIOJIHOMOUEHHEIM benmepalib HEM
opraH
VICIIOJIHUTEJIbHOM BJIACTH, IIPUHSBUNUMN peleHme ob
YHUUYTOXEHUN

JIEKAPCTBEHHEIX CpelCTB, OCYyIeCTBJIA€T KOHTPOJIb 3a UuX
YHUUYTOXEHNMEM.

6. YHUUTOXEHUE JIEKapCTBEHHBIX CpencTs
[IPOM3BOOUTCH



OpTraHM3alumnMAMI, VMernrMy COOTBEeTCTBYIIOUYIO JIMLIEH3MIO, Ha
ClieuamaJyiIbHO

O0DOOPYINOBAHHEIX TIJiIollalkax, [IOJUITOHaAxX U B CIelMaJIbHO
O0DO0PYIOBAHHBEIX

[IOMELEHNAX C COOJOeHreM TpeOoBaHMM B 00JJaCTM OXPAaHE
oKpyXamwuen

Cpelbl B COOTBETCTBUM C 3aKOHOOATEJIBECTBOM POCCHUMCKOM
denmepaunn.

7. HapxoTuueckue JIeKapCTBEHHEE cpencTea,
MICUXOTPOIHEE
JIeKapPCTBEHHEIE cpexncrea, panrnodapMaleBTHUUECKUE
JIeKAaPCTBEHHEIE

CpelICTBa YHMUTOXAKTCS B COOTBETCTBUM C 3aKOHOIATEJIbLCTBOM
Poccumckon

denmepaunn.

T'maBa 12. TocymapCTBEHHOE PEeTyIMpPOBAaHME LeH Ha
JIeKapCTBEHHBIE

InperiapaTe OIJId MEeOVMIVHCKOI'O IIPVMMEHEHNMA

Crarba 60. TocymapCTBEeHHOE peryJMpOBaHMe leH Ha
JIeKapCTBEHHBE TMpenapaTh IJIS MeIULIMHCKOTO

IIPMMEHEHNMA

T'ocynapCTBEHHOE peryJMpOBaHMe LieH Ha JIeKapCTBEHHEBE
rnpenapaTh

OJId MeIMIVMHCKOI'O TIPMMEHEHMA OCYUeCTBIIAeTCA IIOCPpeICTBOM:

1) yreepxmeHusa IlpaBuTenbcTBOM Poccurckom denmepauum
epeuHda

XMBHEHHO HEOOXOIMMEIX M BaXHEMIIMX JIEKaPCTBEHHBIX [IpelapaTos,
KOTOPHEIM

cbopMMPOBaAH B YCTAHOBJIEHHOM MM TMOPSOKEe Ha OCHOBE
KOMIIJIEKCHOM OLIeHKMU

JIEKaQpPCTBEHHEIX I[pelnapaToB, BKJOYas aHAJM3 CBEeOEeHUM O
CPaBHUTEJIbLHOM

KJIIVMHUUECKOV BQOeKTUMBHOCTU M Oe30MNaCHOCTU JIEKAPCTBEHHOTO
cpencTBa,



OLIEHKY DKOHOMUUECKMUX I[IOCJIEICTBUM [PMMEHEHUS JIEKAaPCTBEHHOTO
cpencTea

U M3YyUYeHMe IOMNOJIHUTEJIbHEIX I[IOCJIEACTBUM [IPUMEeHEeHUI
JIEKAPCTBEHHOTO

cpencrBa (B pen. demepasibHOTO 3akoHa OT 22 nekabpsa 2014 1.
N 429-03

- CobpaHmue 3akoHOmaTeJsibCcTBa Poccumckom denmepauum, 2014, N
52, cm.

7540) ;

2) YTBEPXIOEHUI MEeTOOMKIA YCTaHOBJIEHUS
IPOU3BOOMUTEIIAMA

JIEKAPCTBEHHEX IIpelriapaTOoB InMpeaeJiIbHBEIX OTIIYCKHEIX II€H Ha
JIEeKapPpCTBEHHEE

npenapatTsl, BKJIIOUEHHEBIE B II€PEeUYEeHb XM3HEHHO HeOOXOOMMEBIX U
BaXXHEeMIIMX

JIEKapPCTBEHHEIX I[IpelapaToB, a TakXe BHeIPEeHUS MeXaHU3MOB
bopMUPOBAHUA

cucTeMb ped@epeHTHHX lLeH (B pen. JdemepallbHOTO 3akoHa OT 22
nexkabpsa

2014 . N 429-03 - CobpaHmMe 3aKOHOHOATEJIbCTBa POCCUMCKOM
denepaunm,

2014, N 52, cT. 7540);

3) ToCymapCTBEHHOM perucTpaluuy YCTAaHOBJIEHHBIX
IPOU3BOOUTEIIAMA

JIEKAPCTBEHHEIX IIpellapaTOB IIpedeJIbHBIX OTIIYCKHEBIX II€H Ha
JIEKapCTBEHHEIE

npenapaTsl, BKJIOUEHHBEIE B IIepedeHb XMBHEHHO HeOOXOIOVMEIX U
BaXHEeMIIMX

JIEKAPCTBEHHEIX [IPEenapaToB;

4) BeIOeHNMA TroCymapCTBEHHOT'O peecTpa IIpeleJIbHBIX
OTITYCKHEIX ILI€H

NPOM3BOOMTEJIEN Ha JIEKAPCTBEHHHE MpenapaTh, BKJIOUEHHHE B
IepeyeHhb

XKMBHEHHO HEOOXOIMMBIX UM BaXHEMIMX JIEKAPCTBEHHEIX IIpellapaTOBy

5) yTBepXIeHMA MEeTOINVKM yCTaHOBJIEHMHA OopIT'aHaMu
MCIIOJIHUTEeJILHOM



BJlacTu CyOBekToB Poccumckom denmepauum NpenesibHBEIX pPasMepoB
OIITOBEIX

Han®aBOK U MNpPelesIbHBEX pasMepOB PO3HUUHHBHIX HaabaBOK K
bakTMUEeCKMM

OTITY CKHBEIM IeHaM, YCTAaHOBJIEHHBM InporMspOoIMTEIIAMMU
JIEKAPCTBEHHEIX

npenapaToB, Ha JIeKAPCTBEHHHBE [penapaTh, BKJIOUEHHHE B
repeyeHhb

XKMBHEHHO HEeOOXOIMMBIX UM BaXHEMIMX JIEKAaPCTBEHHEIX IIpellapaTOoBy

6) YCTaHOBJIEHMA IIpeleJibHEX pPasMepoB OIITOBEIX
HamobaBoOK "

InpeaejibHBEIX pasMepoB PO3SHMUYHEIX HanbaBOK K @aKTquCKMM
OTITY CKHBEIM

IIeHaM, YCTaHOBJIEHHEM [IPOMBBOIUTEIIAMU JIEKAPCTBEHHBIX
npenaparTos, Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIOUEHHEE B IIepedeHb XM3HEHHO
HeoOXOOMMBIX

Y BaXHeMIMX JIEKAPCTBEHHEX IIpeliapaTOoB;,

7) yTBEepXIEeHMA nopanka BEIIAUYM npennmncalHum
opraHam

VCIIOJIHUTEJILHOM BJIACTU CyDOBeKTOB Poccumckom demepauum o
IpUBEOEeHUM B

COOTBETCTBME C BaKOHOIaTeJNbCTBOM Poccumckom denepaumum
peweHMy o0

YCTAHOBJIEHVNM IIpeneJIbHBIX pasMepoB OIITOBEIX HanbaBoOK n
ITpeneJIbHBIX

pasMepos POBHUUHEBIX HanbaBoOK K GakKTUUeCKUM OTIIYyCKHBEIM
11eHau,

YCTaHOBJIEHHEIM MNPOM3BOANTEIIAMU JIeKapCTBEHHEIX

npenapaTos, Ha

JIeKapCTBEHHEIE IIpelapaThl, BKJIOUYEHHBEE B IIepedeHb XMU3HEHHO
HeoOXOOMMBIX

M BaXHEeMUMX JIEKAPCTBEHHBIX [IpelnapaToB, €CJAM OHM NPUHSTEL C
HapylleHVeM

3aKoHOmaTeJbCcTBa Poccumickoy denmepauur, B IOPAOKeE,
YCTaHOBJIEHHOM

[IlpaBuTenbcTBOM Poccumckom denmepauun;



8) HanpasJieHUHA YIIOJIHOMOUYEHHBIM benepaiibHEIM
OpPT'aHOM

VCIIOJIHUTEJILHOM BJIACTM OpPTraHaM MCIOJIHUTEJIbHOM BJIACTU
CYyDBEKTOR

Poccumckom Odemepaumy OPEONMCaHUM O IIPUBEOEHUM B
COOTBETCTBHUE C

3aKOHOIATeJIbCTBOM Poccumckom Odemepaumm OIPUHATEX C
HapyleHVeM

3aKOHOIATeJIbCTRAa Poccumckom denmepaumm peuweHur o0
YCTaHOBJIEHUNU

IpenesyibHEIX pPa3MepoB OITOBHIX HaIbaBOK 178 rnpeneslbHEIX
pPa3sMepoB

PO3SHMUYHEX Han®aBOK K lleHaM Ha JIEeKapCTBEHHEE IIpellapaThl,
BKJIIIOUEHHEIE B

[IepedYeHb XM3HEHHO HEeOOXOIOVMMEIX M BaXHEMIMX JIEKAPCTBEHHBIX
npenapaTos;

9) ocyumecTBJeHUS belepallIbHOT'O T'OCYOAPCTBEHHOT'O Han3o0pa
B Ccohepe
obpameHrd JIEKAPCTBEHHBEIX CPeICTB U PEIMOHAJIbHOTO
TOCYyIapCTBEHHOTO

KOHTPOJIS 3a [IPMMEHEHNEM LeH Ha JIeKapPCTBEHHEE
rnpenapaTh

COOTBETCTBEHHO YIOJIHOMOUEHHBEIMM (QenepasibHEIMM OpI'aHaMMU
VICIIOJIHUTEeJILHOM

BJIACTM M OpT'aHaMM MCIOJIHUTEJIBHOM BJIACTM CYyOBEKTOB
Poccumckon

dPenmepaunm COTJIACHO nx KOMIIETEHLMM B IIOPAIKE,
YCTaHOBJIEHHOM
[lpaBuTenscTBOM Poccumckonm demepaumm (B pen. denepalibHOTO

3adaKOHa OT

25 wmoHa 2012 1. N 93-03 - CobOpaHMe 3BakKOoHOIATEJIbLCTBAa
Poccumckon

denepauum, 2012, N 26, crt. 3446);

10) npuMeHeHMS MNPeldyCMOTPEHHHX 3aKOHOIATEeJIbCTBOM
Poccumckon

demepauum Mep OTBETCTBEHHOCTM 3a HapylleHMe MNopdIKa
LLeHOOOpas30BaHMA



Ha XM3HEHHO HEOOXOIMMEIE M BaXHeMMe JIeKapCTBEHHBE
npenaparH.

Crarbsa 61. T'ocymapCTBeHHas perucTpalMrsa yCTaHaBJIMBAaEMBIX
NIPOM3BOOUTEIIAMM JIEKAPCTBEHHEX [IpenapaToB
npenesibHEIX OTIIYCKHBIX LIeH Ha JIeKapCTBEHHEE
npenapaTe, BKJIOUEHHEE B IepedeHb XMB3HEHHO

HEOOXOOVMEIX M BaXHEMIMX JIeKapCTBEHHBIX
npenapaTon

(HamMmeHOBaHMe B pen. dermepalIbHOTO BakoHa OT 8 MapTa
2015 . N

34-93 - CobpaHue 3BakoHOIaTenbCTBa Poccumckom demepaumni,
2015, N 10,

cT. 1404)

1. YcTaHaBJIMBAEMHE MNPOUBBOAUTEIAMU JI€eKAPCTBEHHBIX
npenapaTon

IIpeneJibHbBle OTIIYCKHEBIE LEHEI Ha JIEKAPCTBEHHEE IIpellapaTH,
BKJIIOUEHHEIE B

nepedueHb XMBHEHHO HEOOXOIMMEIX M BaXHEMIMX JIeKapCTBEHHBIX
npenaparTos,

nonjexat TOCYIapCTBEHHOM perucrpauumM B IIOpAIKe,
YCTAaHOBJIEHHOM
[lpaBuTenbcTBOM Poccumckom denmepauum (B pen. denmepalibHOTO

3adaKOHa OT

8 wMaprta 2015 1. N 34-03 - CoOpaHMe 3aKOHOIATEJIbCTRBA
Poccumckon

®enepauum, 2015, N 10, cr. 1404).

2. Ha OCHOBaHMM IIOTAaHHOTO IO 1 OKTH@pH KaXxgoro I'ooa
3aABJIEHMA

NPOM3BOOUTEJIA JIEKAPCTBEHHBIX I[IPEenapaToB, BKJIOUEHHHX B
IepeyeHhb

XV3HEHHO HeOoOXOOVMEBIX u BaXHeMIMX JIeKapCTBEHHEX
rpenapaTos,

3apermMCcTPUPOBaHHAad IpeldejibHasg OTIyCKHasd 1lieHa Ha
JIEKAPCTBEHHBIN



npenapaT MOXeT OBITH [NEePEePerucTPUMpPOBaHa OOMH pas3 B
KaJIEHOApHOM TOnmy

B IopgaIkKe, YCTaHOBJIEHHOM IIpaBUTEeJIbCTBOM POCCUMCKOM
denepauum (B

pen. demepasibHOTO 3akoHa oT 8 Mmapra 2015 r. N 34-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom denmepaumm, 2015, N 10, cT.
1404) .

2-1. (Yacter 2-1 BBemeHa denepalibHBEIM 3aKOHOM OT 11
okTsabpsa 2010

. N 271-03 - CobOpaHmue 3aKOHOIOATEeJIbCTBa POCCUMCKOM
denepauunm, 2010,

N 42, cr. 5293; yTpartuina CuJly Ha OCHOBaHuM dernepaJibHOTO
3aKoOHa oT 8

MapTta 2015 1. N 34-93 - CobOpaHMe B3akKOHOIATEJNLCTBA
Poccumckon

®enepauum, 2015, N 10, cr. 1404)

2-2. (YacTtep 2-2 BBemeHa derepalibHBEIM 3aKOHOM OT 11
okTsabpsa 2010

. N 271-03 - CobOpaHmMe 3aKOHOINATEJIbCTBa POCCHUMCKOM
denepauunm, 2010,

N 42, cr. 5293; yTpaTuia CuUJly Ha OCHOBaHUM dernepalibHOTO
3aKoOHa oT 8

MapTta 2015 1. N 34-93 - CobOpaHMe B3aKOHOIATEJNLCTBA
Poccumckon

Senmepauun, 2015, N 10, crT. 1404)

3. PacueT nOpenesibHBIX OTIIYCKHEIX 11€H, YKa3aHHHX B
yacrtax 1 m 2

HacTodAlWeM CcTaTby, npu "X TOCYyIapCTBEHHOM
perucTpaumun VIV

nepeperucTpauumn OCYyWECTBJISETCH B COOTBETCTBUMA C
MEeTOIOMUKOM,

yTBepXIOeHHOM IlpaBuTeslbCcTBOM Poccumckom denmepaumm u
YUMTHEBAWIEV, B

YaCTHOCTIM :

1) cobmoneHre 6OajlaHCa MHTEPECOB NOTpebuTesen
JIEKapPpCTBEHHBIX



IpenapaTosB, BKJIOUEHHHX B I[IepeuUYeHb XM3HEHHO HeOOXOOUMHIX U
BaXHEeMIMX

JIeKapCTBEHHBIX npenapaTos, u IPOU3BOOUTETIEN
JIeKapCTBEHHBIX

npernapaToB, BKJIOUYEHHBX B II€peUYeHb XMU3HEHHO HEeOOXOIMMEBIX U
BaXHEeMIMX

JIEKAPCTBEHHBIX [IpenapaToB;

2) GakTUMUEeCKyl OTIIYCKHYI ILeHY Ha JIeKapCTBEHHHE
npernapaTel B

Poccumickor demepaumumu, LeHY BBO3a JIeKapCTBEHHBIX
penapaTos B

Poccumckyin denmepalMio, a Takxe I1eHB Ha aHaJIOTMUHEE
JIEeKapCTBEHHBE

npenapaTe, Haxonsammecs B obpaleHuu B Poccumckom denmepauuu;

3) BaTpaTH NPOU3BOONUTEI S JIEKAPCTBEHHOT'O
npenapara Ha

IIPOM3BOIOCTBO M peaJiM3allMio JIEKAPCTBEHHOI'O IIpeliapaTar,

4) 1eHy Ha JIeKAPCTBEHHB IpernapaT WHOCTPaHHOTO
NpPOM3BOACTBA,

ero LeHy B CTpaHe [POM3BOIMUTEJIS M B CTpaHax, B KOTOPHIX
npemnaparT

Bapel'VMCTPMPOBaAH n (MHM) B KOTOPBIE IIOCTaBJIdA€eTCHAd
VMHOCTPAaHHBIM

IIpomMspOOMTEJIEM .«

(JacTe 3 B pen. demepanbHOTO 3akoHa oT 8 mapra 2015 r.
N 34-03

- CobpaHMe BakoHOIATeJbCTBa Poccumckou denmepaumm, 2015, N
10, cm.
1404)

4. He OONIyCKanTC4d peanmzaumsa u OTIIYCK
JIeKapCTBEHHBIX

npenapaToB, BKJIOUYEHHBX B I[I€peYeHb XM3HEHHO HEeOOXOIOMMEIX U
BaXHEeMIMX

JIEKapPCTBEHHEIX IIpelriapaToB, Ha KOTOpPEIE TIIPOM3BOIOIMTEIIAMU
JIEKapCTBEHHEIX

rpenapaTos He 3aperucTpUpoBaHa npenejibHasa OTIyCKHas
LIeHa,



peanuzaumMs U OTIYCK I[IPOMBBOIOUTEJNISAMM JIEKAPCTBEHHEX
npenapaToB IO

1leHaM, [IPEeBHIIAKIMM 3aPETUCTPUPOBAHHEE MIpenesibHEIE OTITYCKHEE
lLIeHEl Ha

JleKapCTBeHHBEe npenapaTe (dacTe 4 BBemeHa denepalibHBIM
3aKOHOM OT 8

MapTa 2015 1. N 34-03 - CobOpaHMe B3aKOHOIATEJNILCTBA
Poccumckon

denepauum, 2015, N 10, cr. 1404; B pen. denepalibHOTO
3aKoHa oT 3

mionga 2016 ©. N 350-03 - CobOpaHmMe 3BaKOHOHNATEJIBCTBA
Poccumckon

Penepauum, 2016, N 27, cr. 4283).

5. OcobeHHOCTHU TOCYyIapCTBEHHOTO pPeryIMpOBaHUA
peneslbHEIX

OTIIYCKHBIX lIeH Ha JIeKapCTBEHHEE I[IpelapaTh, BKJIOUEHHBE B
[IepeudeHb

XMBHEHHO HEeOOXOIMMEIX u BaXHeVINMX JIeKapCTBEHHEIX
npenapaTos, B

3aBUCUMOCTM OT BKOHOMUUECKUX n (mm) COLIMaJIbHBIX
KPUTEPMEBR

(MBMeHeHMe yCJ'[OBI/HZ, InopAaKa M CTOMMOCTHM IIPpOM3IBOIOCTBA
JIEKapPCTBEHHBIX

npenapaToB, MCIOJIb30BaHMe HOBEIX bopwm, MEeTOIOB n
CIIOCOOOB

TOCYODAPCTBEHHOTO pPeryJMPOBaHMS 1LIeH Ha JIeKapCTBEHHBIE
npenapaTe, B

TOM UMCJIe Ha OCHOBEe MexXaHM3Ma pebepeHTHOTO
LeHoObpasoBaHmu,

M3MEHEHMUIM MNOopglKa OKasaHMda MeIMUMHCKOM IIOMOIM, W MHBIE
U3MEeHEeHMI)

yCTaHaBamBawnTcsa IlpaBuTenscTBOM Poccumckom denmepaunm
(uacThb 5

BBermeHa OdemepasibHEIM 3aKoHOM OoT 8 MapTa 2015 r. N 34-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom denmepaumm, 2015, N 10, cT.
1404) .



CraTrbsa 62. T'OCYyHDapCTBEHHEM pPeecTp NPpeneJsIbHEIX OTIIYCKHEIX

LeH
IPpOM3BOOUTEJIEY Ha JIEKAPCTBEHHBIE IpelapaTsl,
BKJIIOUEHHEIE B IepeudeHb XM3HEHHO HeOOXOOMMBIX
171
BaXHeMIMX JIEKAPCTBEHHEIX IIpelapaToB
1. BaperucTpupOBaHHEE rnpenesbHEE OTIIy CKHBIE
L &HEl Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIIUEHHEE B [IepedeHb XM3HEHHO
HeoOXOOMMBIX

n BaXHEMIMX JIEKAaPCTBEHHEIX InpeliapaTos, rmomgjiexatT
BKJIIOUEHIMIO B

TOCYOAPCTBEHHHEIM pPeecTp MNPpelesIbHEX OTIIYCKHBIX LleH
NIpou3BOOMUTEJIEM Ha

JIEKapCTBEHHBEIE IIpenapaThl, BKJIOUYEHHBE B II€peYeHb XM3HEHHO
He0OXOIOMMBIX

Y BaXHEMIMX JIEKAPCTBEHHEIX IIpeliapaTOoB.

2. TocymapCTBEHHHM peecTp penejybHBEIX
OTIIYy CKHBIX LIeH
NPpOM3BOOUTEJIEY Ha JIEKapCTBEHHBIE IIpelapaTe, BKJIOUEHHBE B
IepedeHb

XVMBHEHHO HEOOXOIMMEIX U BaXHEMWIMX JIEKAPCTBEHHBIX [IpernapaTos,
COOEPXUT

B cebe clenywolyn MHOOPMAaLMIO:

1) HaVvMeHOBaHNME JepxaTelid 1ZnnZi BJlazgeJiblia
pPermMCcCTPpalurMOHHOT'O

YOOCTOBEPEHMA JIeKaPCTBEeHHOI'O IIpellapaTa, HalVIMeHOBaHINe
IIpOoM3BOOMTEIIA

JIEKAPCTBEHHOT'O IperapaTa, CBEeOeHMS O perucTpaumum
mepxaresd WU

BJIanesiblla PEeTMCTPaLVOHHOTO YINOCTOBEPEHMI JIEKAPCTBEHHOTO
npemnapara,

CBEeIEeHUS O PerucTpaluy IPOU3BOOUTEIIS JIEKAPCTBEHHOTO
npenapaTa IOjs

MeIVILIIVMMHCKOI'O IIPMMEHEHMA B KayuecTBe HaAJIOT'OIlJIaTeJIblIIMIKa B
cTpaHe



perucTpauumu (OJjd POCCUMCKUX OPUOMUECKMX  JIML  —
MOeHTUOMKALMOHHBIM

HOMEpP HaJjJioToIljlaTesblKa (VIHH) , OJI9d MHOCTPAHHBIX
OPUINYECKUX JINL, —

cTpaHa perucTpauuu, HaVMeHOBAaHUE perncTpupynero
oprasa,

PerMCTPalMOHHEI HOMEpP, KOJI HaJIOTOIJIaTeJibliMKa B CTpPaHe
perucTpaumun

(MHKOpHOpaumMmM) WM e€T0o aHaJior), MeCTO HaxXOXIeHUId
IPOMBBOICTBEHHEIX

Jiomalnok, ydacCTBYOIMX B rnpoiecce IPOU3BOLACTRA
JIEKAPCTBEHHOTO

npenapara, C yKasaHMeM CcTaaumM I[Opolecca I[IPpOoU3BOACTBA
(B pen.

denmepasibHOTO 3akoOHa oOT 28 gmexabps 2017 . N 425-93 -
CobpaHue

3aKoHOIaTeJbCcTBa Poccumckonm denmepaumm, 2018, N 1, ct. 9);

2) HauUMeHOBAaHUE JIEKAPCTBEHHOT'O rnpenapara
(MexIyHapoIOHOe
HEeNaTeHTOBAaHHOEe, WM TPYIIMPOBOYWHOE, WM XUMMUUECKOe U
TOPTOBOE
HavMeHOBaHMA) (B pen. OdemepalibHOTO 3akoHa OT 22 Iekabpd
2014 . N
429-93 - CobpaHmMe 3BakoHOomaTesnbCcTBa Poccuuckom denmepauun,
2014, N
52, cr. 7540);

3) HOMED PETMCTPALMOHHOT'O YIOOCTOBEPEHUI
JIEKAPCTBEHHOT'O
npenapara;

4) nexapcTBeHHad OQopMa C yKa3aHMEM IOO3UMPOBKU
JIEKapCTBEHHOTO

npernapaTa M ero KOJM4YeCTBa BO BTOPUUHOM (IIOTPeOMTEJIbECKOM)
YIIaKOBKe,

a TakXe KOMIIJIEKTHOCTL (B penm. demepallbHOT'O 3akoHa OT 22
nexabp4ga
2014 . N 429-03 - CobpaHMe 3akoHOHATeNbCTBa POCCHUMCKOM

denmepaunmy,



2014, N 52, ct. 7540);

5) BapermcTpupOBaHHAas NpenejibHas OTIYyCKHad LleHa B
pyonax;

6) maTa ¥ HOMEp HpukKasa YIOJHOMOUEHHOTO demepasibHOTO
opraHa

VCIIOJIHUTEJIbHOM BJIACTU o) TOCyIapCTBEHHOM
permucTpaumnu,

nepeperucrTpalumM npenejibHOM OTIIYCKHOM LI&HEI Ha
JIeKapCTBEHHBIN

npenapart, BKJIIOUEHHEM B II€pPEeUYEeHb XM3HEHHO HEeOOXOOMMEIX U
BaXHEeMIMX

JIEKAPCTBEHHEIX IpelnapaToB (B pen. demepalibHOT'O 3aKoHa OT 22
nexkabpsa

2014 . N 429-03 - CobpaHHMe 3aKOHOHOATEJIbCTBa POCCUMCKOM
denepaunm,

2014, N 52, ct. 7540);

7) WTPUXOBOM KO, HaHECEeHHBM Ha BTOPUYUHYIO
(moTpebuTesIbCKYI0)

YIIaKOBKY JIEKAPCTBEHHOTO IpenapaTra (OyHKT / BBeIeH
denmepalib HEIM

3aKOHOM OT 22 gnekabpsa 2014 r. N 429-03 - CobpaHue
3aKOHOIATeJILCTRA

Poccumickon Odenepauum, 2014, N 52, cr. 7540);

8) xon JIEKAPCTBEHHOTO npemnaparTa
o

aHaTOMO-TepaleBTUUECKO-XMMUUECKOM KJaccubmkaumm,
PEKOMEHIIOBAHHOM

BceMupHOM oOpTraHM3alMel 3OpaBOOXpPaHeHMsa (INyHKT 8 BBeIeH
denmepalib HEIM

3aKOHOM OT 22 pmekabpsa 2014 . N 429-03 - CobpaHue
3aKOHOOATEeNIECTBA

Poccumickon Odenepaumum, 2014, N 52, cr. 7540).

3. TocynmapCTBEeHHaAs perucTpaumda IOIpeneJibHBEIX OTIIYyCKHEBIX
1leH Ha

JIEKapCTBEHHEIE IIpelapaThl, BKJIOUYEHHBE B IIepedYeHb XMU3HEHHO
HeoOXOOMMBIX



n

BaXHeMUMX JIeKapCTBEHHEX I[IpelapaToB, BeIeHUe

I'OCyOoapCTBEHHOTO

peecTpa NnpeleJibHEX OTIIYCKHHEIX IeH IPOM3BOIOMUTEJIEM Ha
JIeKapCTBEHHbIEe

npenapaTsl, BKJIIOUEHHEIE B IIepedeHb XMBHEHHO HeOOXOIOVMEIX U
BaXHEeMIMX

JIEKAPCTBEHHBIX I[IPEeNapaToB, OCYIECTBJISITCS B MNOpPAIKe,
YCTaHOBJIEHHOM

[lpaBUuTenbcTBOM Poccumckom denmepauum.

CraTbsa 63. YCTaAHOBJIEHME OpPTaHaMM MCIOJIHUTEJIbHOM BJIACTU
cybbekTOB Poccumckom denmepauum npeneibHBIX

PasMepoOBR OIITOBHIX HaIOABOK UM IpPelelibHBIX

pasMepoB

PO3SHMUYHEIX Han®aBOK K @aKTquCKMM OTITY CKHBEIM
IeHaM, YCTaHOBJIEHHEIM TIIPOUM3BOINTEIIAMN
JIEKAPCTBEHHEX IIpellapaTOoB, Ha JIEKApPCTBEHHEIE

InpelriapaTel OJId MeIMIVMHCKOI'O IIPVMIMEHEHNMA

1. OpraHel MCHOOJIHUTEJIBHOM BJIACTU CYOBEKTOB POCCHUMCKOM

denmepaunm

YCTaHAaBJIMBAKT [IpeneJibHEIE pPasMepbl OINTOBBIX HanbaBOK U
npenejibHele

pPa3sMepsl PO3HMUHBIX HanbaBOK K baKTUUECKMM OTIIYCKHEIM
LleHaM,

YCTaHOBJIEHHEIM IPOM3BOONUTEJIAMU JIEKAPCTBEHHEIX

npenapaTos, Ha

JIEKapPCTBEHHEIE IpenapaThl, BKJIOUYEHHBE B IE€peYeHb XMU3HEHHO
He 0O XOIOMMBIX

Y BaXHeMIMX JIEKAPCTBEHHEIX IIpellapaToB, B COOTBeETCTBUIM C

YTBEPXIOEHHOM

B nopsanke, YCTAHOBJIEHHOM I[lpaBUTeNIECTBOM POCCHUMCKOM
denepaunn,

MeTOﬂMKOﬁ YCTAHOBJIEHMA OopTraHaMM VCIIOJIHUTEJILHOM BJIaCTM
CyOBEKTOB

Poccumckon denepauum IpeneJIbHEIX pPa3MepOB  OIITOBBIX

HagbaBoOk U



IpeneJjibHEX pPa3MepoOB PO3HMUHBIX HaZbOaBoOk K OGakTUUECKUM
OTIIY CKHBIM

l1eHaM, YCTaHOBJIEHHEM MNPOUBBOIUTEIIAMU JIEKAPCTBEHHBIX
npenaparTos, Ha

JIEKAPCTBEHHEIE IIperlapaTe, BKJIOUEHHEE B IIepeUYeHb XMU3HEHHO
HeO0OXOIOMMBIX

¥ BaXHeVMx JIeKAPCTBEHHHBIX [pPenapaToBR. [IPOEKTH pPelleHUM
OPT'aHOB
VCIIOJIHUTEJIbHOM BJIACTU CYyOBEKTOB Poccumckon

denmepauum 00

YCTAHOBJIEHUM U (MJIM) MIMEHEeHUM [NPpeleJIbHEIX Pa3MepOB OIITOBBIX
HamobaBoOK

n IIpenejibHBEIX pPasMepoB PO3SHMUYHEIX Hanb®aBOK K @aKTquCKMM
OTITY CKHEIM

l11eHawm, YCTAHOBJIEHHEIM [IPOM3BOIOUTEJIAMY JIEKAPCTBEHHEIX
npenapaTos, Ha

JIeKapCTBEHHBIE TIPerapaTe, BKJIOUEHHEE B IIepedeHb XM3HEHHO
HeoOXOOMMBIX

n BaXHEMIMX JIEKAaPCTBEHHEBIX InipeliapaTos, nonoijiexatT
COIJIaCOBaHMIO C

benmepanbHEIM OpPTaHOM MCIIOJIHUTEJILHOM BJIACTHU,
YIIOJTHOMOUEHHBIM
OCYWeCTBJIATL I[IPaBOBOE PEeTyIMPOBAaHME B chepe

I'OCyoapCTBEHHOTI'O

pPerynmMpoBaHmsa 11eH (Taprdos) Ha TOBapeul (yenyru) , B
nopanke,

YCTAaHOBJIEHHOM [lpaBUTEJIECTBOM Poccumckon denmepaunum

(B pexn.

denmepasibHOTO 3akoHa oT 13 wmioona 2015 . N 241-03 -
CobpaHue

3aKoOHOIaTeJbCTBa Poccumckon demepaumm, 2015, N 29, cT.
4367) .

2. OpraHu3auuy ONTOBOM TOPTOBJIM M (MJIM) allTeuHble
opraHmM3aluny,

VHOMBUOY aJIbHBIE npennpmrHMMaTesnm, VMennme
JIMLIEH3UIO Ha
bapMalLeBTUUECKYIO nesITeJIbHOCTh, OCYHIECTBJIISIOT

peanmsanmo



JIEKaPCTBEHHEBIX IipeliapaTos, BRKJIIIOYEHHBIX B IIepedeHb
KMSHEHHO

HEeOOXOOVMEIX UM BaXHEMIMX JIEKAPCTBEHHBEIX [IpenapaToB, 10 lieHawM,
YPOBEHD

KOTOPHIX He [IpeBHIIaeT CYMMY baxkTHueckom OTIIY CKHOM
LIeHEH,

YCTAaHOBJIEHHOV TMPOU3BOOUTEJIEM JIeKapPCTBEHHBIX npenapaTos
u He

IIPEeBRBIAKIEN 3aPETMCTPUPOBAHHOM NPeNesjIbHOM OTIIYCKHOWM II€HH,
1 pasMmep

ONTOBOM HambaBKM M (MIM) pasMep PO3HUYHOM Hanb®aBKM, He
[IpeBbIIa e

COOTBETCTBEHHO PasMepa MNpenesyibHOM ONTOBOM HalbOaBKM U (MJIMU)
pasMepa

IpenesyibHOY PO3HMYHOM HanOabBKM, YCTAHOBJIEHHBIX B CyOBEKTEe
Poccumckon

denmepaunn.

3. OpraHbl MUCIOJIHUTEJIBHOM BJIACTU CyOBEeKTOB POCCUMCKOM
denmepaunm
pasmMemanT B ceTu "VHTepHeT" MM ONYOJMKOBHBAIT
MHOOPMALIMD O
3aperMCTPMPOBAHHOM IpPEenesyibHOM OTIYyCKHOM LieHe Ha
JIeKapCTBEHHEE

npenapaTsl, BKJIIOUEHHBIE B IIepeUYeHb XMBHEHHO HeOOXOIVMEIX U
BaXXHEeMIIMX

JIEKapPCTBEHHEIX IIpernapaToB, 06 YCTaAHOBJIEHHEIX B CyOBeKTe
Poccumckon

demepauum pasMepe NOpPelesyibHOM ONTOBOM HaIOaBKM M (MJIM)
pasmMepe

npenesyibHOYM PO3HUMUHOM HaI®aBKM K YCTAHOBJIEHHEM
IPOU3BOOUTEIIAMA

JIEKapCTBEHHEIX InperapaToB @aKTquCKMM OTITY CKHBEIM
IIeHaM Ha

JIEKapCTBEHHEIE IpelapaThl, BKJIOUYEHHBE B IIepeYeHb XMU3HEHHO
HeoOXOOMMBIX

I BaXHENIMX JIEKAQPCTBEHHEIX IIpernapaToB, ¥ 00 yKa3aHHOM B
yacTu 2



HacTodAmey CcTaTby Ccyumme. JVHbopMaums, NOpenyCMOTPeHHAas
HacToOAleMm

YacCcThIO, JOJIXKHA prasMellaTbCA TaKXxe B AllTe4YHEBIX
OpraHmM3aumax B

OOCTYIHOM IJiS CBEeIEHUHA BCEX 3aMHTEePEeCOBaHHBIX JINLL
bopwme "

OOHOBJIATBECA IIO Mepe ee ONyOJIMKOBaHUA.

4., IIpyHATEIE C HapylleHMEeM 3aKOHOIaTeJIbCTBa POCCHUMCKOM
denepaunm

peleHsa OpTaHOB MCIIOJIHMTEJIBHOM BJIACTM CyOBbeKTa POCCHUMCKOM
denmepaumnm

o]} YCTAHOBJIEHUMNM TIpedeJIbHBEIX PasMepPOB OIITOBEIX HanbapBoOK n
InpeaejibHBEIX

pPa3MepoB PO3HUYHEIX Han®aBOK K 3aperucTpMpPOBaHHEM
npeneJslb HEM

OTIIYCKHBIM lleHaM Ha JIeKapPCTBEHHHE NpelapaThl, BKJIOUEHHEE B
[IepeudeHb

XKMUBHEHHO HEeOOXOIMMBIX UM BaXHEeMNMIMX JIEKAPCTBEHHEIX IIpelliapaTOos,
rnogjiexatT

OTMeHe B CyIneOHOM INOopSdaOKe.

T'maBa 13. MOHUMTOPMHI 20OeKTUMBHOCTM UM OE€30IaCHOCTHU
JIEKAPCTBEHHEIX [IpernapaToB, HaAXOOAWMXCS B

obpameHnn B Poccumckom denmepaunm

(HauMeHOBaHMe B pen. demepasIbHOTO 3akoHa OT 22 Inekabpda
2014 . N

429-93 - CobpaHmMe 3akKOHOIaTeJIbCTBa Poccumckom denmepauun,
2014, N

52, cT. 7540)

CraTrbsa 64. dapMakoHAaI30pP

1. JlexkapcTBeHHBE NOpenapaTH, Haxomammecsd B
obOpalueHnum B

Poccurickon demepauny, nonJjexart MOHUTOPUHTY
250PEeKTUBHOCTU u



0e30IIaCHOCTM B lleJIigdxX BHABJIEHMS BOSMOXHEIX HeI'aTHMBHBIX
[IOCJIEOCTBUM WUX

NIpUMeHEeHMU, VHIVBUOYaJIbHOM HEeNnepeHOCUMOCTH,
npenynpexneHms

MEIMIMHCKMX pa6OTHMKOB, BeTEPMHAPHBIX ClienumajimcTrTosn,
IIalMEeHTOB 1ZnaNZi

BJIameJiblelB XMBOTHEIX UM MX 3allMTBl OT IIPMMEHEHWMA TaKMUX
JIEeKapCTBEHHEBIX

npenapaTos.

2. dapMakoHaI30p OCYWEeCTBJIAeTCS COOTBETCTBYOUMM
YIIOJIHOMOYEHHBIM

@enepaanMM OpPI'aHOM VCIIOJIHUTEJIbHOM BJIaCTU B
YCTAHOBJIEHHOM M

nopanke nOyTeM aHaImsza IpenoCcTaBJIgIeMON cyOBeKTaMmu
obpameHnd

JIeKapCTBEHHBIX CcpencTB nHbOpPMaLIUM o) MOOOUHEBIX
OemcTBUAX,

HexeJlaTeJlbHBIX peaxkumax, Cepbe3HBIX HexeJlaTeJlb HhEIX
peaxkumax,

HellpeIBVMIOEHHEX HeXeJIaTEeJIbHEIX peaKUMAX IIPpUM IIPpMMEHEHUN
JIEKAaPCTBEHHEIX

IipeliapaTos, ele} MHHMBMHyaHbHOﬁ HellepeHOCHMMOCTN,
OTCYTCTBUMN

50OeKTUMBHOCTHM JIEKAPCTBEHHBIX I[IpernapaToB, a Takxe 00  MHEX
dbakTax wu

O@CTOHT@HBCTB&X, INpeCTaBJIAKINMX YI'PO3Y XM3HM WMIIM 3O0POBBIO
yeJioBeKa

OO0 XMBOTHOTO MNPM I[IPUMEHEHMUM JIEKaPCTBEHHEIX IIpelapaToB U
BBISBJIEHHEIX

Ha BCexX 5BTalax obpalleHud JIeKapCTBEHHBEIX IIpenapaToB B
Poccumckon

bemepauuu M OPYI'MX TOCyHapCTBax.

3. CyOwpekTe oOOpalleHMsa JIeKapCTBEHHEIX CpencTsn B
nopanke,
YCTAHOBJIEHHOM YIIOJIHOMOUEHHEIM (elnepaJsibHEIM OpPI'aHOM
MCIIOJIHUTEJIbHOM

BJIaCTM, OOSA3aHBl CoobmaTb B YIOJHOMOUEHHEBIM benmepalib HEM
opraH



MCIIOJIHUTEJIbHOM BJIACTM O INOOOYHEIX INeMCTBUAX, HeXeJlaTeJlbHBIX
peaxkumax,

CepPbEe3HEX HeXeJlaTeJlbHBIX pPeaxKumn4ax, HellpelIBMIEeHHBIX
HeXeJlaTeJlbHBIX

peaxkumax OpU NPUMMEHEHUM JIeKapCTBEHHBEIX IIpernapaTosB, o0
VHIVBUOYAJILHOM

HEINepPeHOCUMOCTH, OTCYTCTBUM 3QOEKTUBHOCTU JIeKapPCTBEHHBIX
npernapaTos,

a Takxe 00 MHHEHX (QpakTax M obCcTodTesibCTBAX, npencTaBJIgnInx
yTposy

XM3HM WM 3IO0POBBI dYeJjioBekKa Jimbo XMBOTHOTI'O npu
IIPYIMEHEHUN

JIEKAPCTBEHHBIX IIPEernapaToB M BHABJIEHHEIX Ha BCexX DHTanax
obpaueHus

JIEKAPCTBEHHEIX IIPENapaTosb B Poccumckon denmepaumnnm u
APy ITMX
rocymapcTBax.

4. JepxaTenu WM BJlaOeJIbLE PeETrUCTPAalLMOHHEIX
YIOOCTOBEPEHUN

JIEKAPCTBEHHEIX IIpelrlapaTOoB, KpMIMYEeCKME JIMila, Ha VMA KOTOPHBIX
BEBEIIAHEI

paspeueHrsa Ha [OpOBeHOeHMEe KIMHUUECKMX MCCJIeIOBaHUM B
Poccumckon

denmepauum, JaMOO YIOJIHOMOUEHHEBIE MMM OPyITMe DpUIMYEeCKMe JMila
B paMkKax

obecrnieueHrsa 0Oe30MNaCHOCTM JIEKAPCTBEHHEIX I[IPenapaToB B
rnopsanke,

YCTAHOBJIEHHOM COOTBETCTBYIUMM YIIOJIHOMOUYEHHEM (QernepasibHbEM
OpraHoOM

MCIOJIHUTEJIbHOM BJIAaCTM, OOSA3aHE OCYyUWEeCTBJIATH IIpMeM, ydeT,
obpaboTky,

aHaIM3 ¥ XPpaHeHMe TNOoCTylNallKMxX B MX aIpec OT CyOBeKTOB
obpaueHmusa

HeKapCTBeHHbIX Cpe,JZ[CTB %) OpI‘aHOB I‘OCy,HapCTBeHHOIZ BJIaCTMN
coobumeHmMm O

IMOOOUHEBIX HeﬁCTBMHX, HeXeJIaTeJIbHBEIX peaKUMAX, CePbe3HEBIX
HeXeJlaTeJlbHBEIX



nu HellpeBVMIOEHHBEIX HeXeJlaTeJIbHEIX peaxKumax Inipnm
IIPMMEHEHUN

JIEKAQPCTBEHHEIX IIpelnaparTros, 00 OCOOEHHOCTHAX WUX
B3aMMOIENCTBUS C

IPYyTUMM JIEKAPCTBEHHBIMM pernapaTaMy, MHIMBUIYAJbLHOM
HEeIepeHOCUMOCTH,

a Takxe 00 MHHEHX OQpakTax M obcTodTesibCTBAX, npencTaBJIgnmnx
yTposy

KMBHM WM 3IO0POBBK UeJioBeKa JiMOO XKUMBOTHOIT'O  WJIU
BJIMAOMMX Ha

V3MEeHeHMe OTHOIEeHUS OXMIaeMOWM II0JIL3H K BO3BMOXHOMY PUCKY
IIPMMEHEHNMA

JIEKAPCTBEHHEX IIpeliapaTOoB.

5. Ilpr BHABJEHMM MHOOPMaALMM O CEPbE3HEX HeXeJlaTeJIbHEIX
peakumax

n HellpeaABMIOEHHBIX HeXeJlaTeJIbHEIX pPeakKumax Inpm
IIPVIMEHEHWI

JIEKapCTBEHHBEIX IpernapaToB, 00 O0CODeHHOCTSX UX
B3aVMMOIIEMCTBUS C

IPYyTUMM JIEKAPCTBEHHBIMM [IpenapaTaMy, MHIMBUOYAJIbHOM
HEeIepeHOCUMOCTH,

a Takxe 00 MHHEX (baKTaX n O@CTOHT@J’IBCTB&X, BJIIM AN X Ha
M3BMEHEHNE

OTHOIEHMA OXMIOaeMOoM I1OJIb 3EI K BO3MOXHOMY PUCKY
IIPMMEHEHNMA

JIEKAPCTBEHHEIX IpelnapaToB, IepXaTejy MM BJlaIdeJiblibl
PETUCTPALMOHHBIX

YOOCTOBEPEHMY JIEKAPCTBEHHBIX [IpenapaToB, DpUIMUYeCKMe Julla,
Ha UMda

KOTOPBIX BHIOAHE paspelleHMsa Ha [NPOBeleHMEe KIIMHUUECKUX
MCCJIeIOBaHUM B

Poccumckon denmepauum, JInMOO YINOJHOMOUEHHEE VMM JPyITUe
opuIndYecKmue

JIVLLa 0O sa3aHEL IIPMHATDE MEPBI, HallpaBJIECHHEBIE Ha YCTpaHeHNre
HeT'aTMBHBIX

MIOCJIE NCTBUMA IpYMEeHEeHY A TAKUX JIeKapCTBEHHEIX
npenapaTos,



npenyrnpexneHre NPUMUMHEHMS Bpemda XMU3HU MM 3I0POBLI0
yeJjioreka Jmbo

XVMBOTHOTO, 3allMTy MX OT IIPVMEHEHUS TaKUxX JIeKapCTBEHHBIX
npenapaTos,

Ha OOIOJIHUTEJIbHEM COOpP OaHHEX 00 30QEeKTUBHOCTU U
0e30MacCHOCTM TaKMX

JIEKAPCTBEHHBEIX [IpenapaToB.

6. 3a HecooOueHMe MM COKPHTHE MHOOpMALUMU,
nIpenyCMOTPEHHOM

YacTbi0 3 HaACToOdAWeM CTaTbM, IepXaTesM MM BJlaleJiblEl
PETUCTPAaLMOHHBIX

yHOCTOBepeHMTZ JIEKAPCTBEHHEX IIpeliapaTOok, KKpHMIMYeCKMEe Jinia,
Ha VIMA

KOTOPEIX BEBEIIAHE Pa3pPeElUleHMSa Ha NPOBEeINeHMEe KJIIMHUUECKUX
MCCJIEIOBAHUM B

Poccumckon denmepauun, JIuOO YIOJHOMOUEHHEE UMM JpyITUe
opuaIMdeCcKme

Jrua, a TakKxe IOOJIKHOCTHEE JiMila, KOTOPBIM 3Ta
nHdopmMaLMsa cTaja

M3BECTHA 110 pony UX npodeccroHanlbHOM IeaTeJIbHOCTH,
HecyT

OTBETCTBEHHOCTL B COOTBETCTBMM C BaKOHOIATEJIBECTBOM
Poccumckon

denmepaunn.

7. Tlpu MOJIyUYeHUM YIIOJTHOMOYEHHBIM benepasnbHBM
OpTaHOM

MCIOJIHUTEJIbHOM BJIACTM B paMKax OCYIEeCTBJIEHUI UM
bapMakoHaI3zopa

IOKAa3aTeJIbCTB e HECOOTBETCTBUMU JIEKAPCTBEHHOTO
npenapara

YCTAHOBJIEHHEIM TpeOOBaHUAM UIn npm [IOJIYUYEeHUNU
nHbPoOpPMaLIM O

HECOOTBETCTBUMU IOAaHHBIX o]e} 250PEKTMBHOCTU u 0
fes30mnacHOCTHA

JIEKapCTBEHHOT'O IIpenapara OaHHBIM o JIEKaPCTBEHHOM
npenapare,

comepXamrMCcAd B MHCTPYKUVM IO €I'O IIPUMMEHEHMIO (B TOM 4YMCJIe
BEIABJIEHHEIX



B XOIe OCylleCTBJIeHUa (QapMakKoHaI30pa KOHTPOJIbHO-HAaI30PHEMU
opraHaMu

VHOCTPAaHHBIX TOCYynapcTB) , YIIOJITHOMOUEHHBIN benmepalibHEM
opraH

MCIIOJIHUTEJIbHOM BJIACTM B YCTAHOBJIEHHOM }MM IOpPSOKe
paccMaTpMUBaEeT

BOIIPOC o PMOCTAaHOBJIEHUU NPUMEHEHN I TAKOTO
JIEKAPCTBEHHOTO
npenapara.

(Crarpa 64 B pen. denmepalibHOT'O 3aKoOHa OT 22 mekabpsa
2014 . N

429-03 - CobpaHHMe 3aKOoHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N

52, cT. 7540)

Crarbpsa 65. HpMOCTaHOBHeHMe IIPVMIMEHEHMA JIEKAaPCTBEHHOTI'O

npenaparTa

1. IOpr nojaydeHuM umHOOPpMALUUM O HeXeJiaTeJlbHBIX
peaxkuuax IIpu

IIPMMEHEHNNM JIEKAPCTBEHHOI'O IIpellapaTa, He YKAa3aHHBX B
MHCTPYKLMM 10

IIPUMEHEHUID JIEKAPCTBEHHOTO npenapara, Cepbe3HBIX
HeXxeJlaTeJlbHBIX

peakumax, 06 OCODEeHHOCTAX ero B3aMMOIENCTBUSA C
OPY TUMM

JIEKAPCTBEHHBEIMM IperapaTaMy, KOTOPbEEe MOTYT MNPeldCTaBJIATH
YyITPO3Yy XU3HU

Vi 3O00POBBIO WeJIOBeKa JInbo XKMBOTHOTI'O, a TaKXe O
HeCOoOOTBEeTCTBUU

IOAHHEIX 00 B0OeKTUMBHOCTM M O O€30MNaCHOCTM JIEKAPCTBEHHOTO
npenapara

IOaHHBEIM O JIEKapCTBEHHOM IIpellapaTe, CcoepXallMiMCAd B MHCTPYKLMIM
I10 eTro

IIPMMEHEHNMIO, B TOM drcjie oT VIIOJIHOMOUYEHHEIX OpraHoB
MHOCTPAaHHEBEIX



TocyZapcTB, OOMEH KOTOpOoM OCYyLeCTBJISETCS B
COOTBETCTBUU c

coTJlalle HU MM MEXIY YIIOJIHOMOUEHHEIM benepasibHBEM
opTaHoM

UCIIOJIHUTEJILHOM BJIACTU U YIIOJIHOMOUEHHBIMM opraHaMmm
MHOCTPAaHHBIX

TOCYOapCTRB, YIOJHOMOUEHHHM QelepalibHBIM OPpTaH MCIOJHUTEJbHOU
BJIACTU

paccMaTpMBaeT BOIPOC O BO3MOXHOCTM IIPUOCTAHOBJIEHUA
obpaueHus TakoTo

JIEKAPCTBEHHOT'O IIpeliapaTa B IIop4AIKe, YCTAHOBJIEHHOM
YIIOJIHOMOYEHHEIM

@eﬂepaHbHMM OpI'aHOM VCIIOJIHUTEJIbHOM BJIACTU.

2. [py HEWCHOJIHEHUM WY HeHaIJiexalleM MCIOJIHEeHUN
IepxaTessaMmu

I BJlaeJiblaMIM pPerMmcTpalMOHHBIX yHOCTOBepeHMﬁ
JIEKAPCTBEHHEX

npernapaToB, OPUOANUECKUMU JIMIIAMM, HA MMS KOTOPBIX  BBIIOAHE
paspemeHns

Ha NpoOBelleHMe KJIMHUUECKMX MCCJIeOOBaHuUM B POCCHUMCKOU
denmepaunm, WIN

YIIOJIHOMOUEHHBIMI MMM OPYyTUMM OPUOMUECKVMM  JIMIlaMU
obsgszaHHOCTEMN,

YCTAHOBJIEHHHX dYacTamMu 3 u 4 crarem 64 HacToOgmero
denmepasIbHOTO

3aKOHa, JInubo B CllydadaX IpedCTaBJIEeHVA COOTBeTCTBYIMM
YIIOJIHOMOYEHHBIM

benepaiibHEIM OpTaHOM MCIIOJIHUTEJIbHOM BJIACTU
3aKJIOUEHU A o)

HEeIOCTOBEPHOCTHU Pe3yJIbTaTOB KJIMHUYECKOTO
MCCJIeIOBaHUA

JIEKAPCTBEHHOT'O IIpernapara mOJig MeOVMLUMHCKOTO I[IPpMMeHEeHUd,
KOTOpOe

OCHOBAaHO Ha pesynbTaTax [IPOBEPKU MeIMLVHCKOM
opraHm3alLuu,

NPOBOIMBIIE)N yKasz3aHHOE KJIMHMYECKOE MCCJIeHOBAaHME C HapyllEHMEM
npaBui



HaJexauen KJIMHUUYECKOM NIPaKTUKH, " [IPUBEJIO K
[1OJIy Y€ HUIO

HeIOJOCTOBEPHEIX pe3yJiIbTaTOoB, JInBOO B CJIydyae HEBLBIIOJIHEHUS
InpenlnmcaHm4a,

BEIJAHHOTI'O YIIOJIHOMOYEHHBM @eﬂepaﬂbHHM OpraHOM VCIIOJIHUTEJIbHOM
BJIaCTIM

o uTOoTam OCyleCTBJIEHUA BEIODOPOUYHOT O KOHTPOJIA
KauecTBa

JIEKAPCTBEHHOT'O npernapara, YIIOJIHOMOUYEHHBIM benmepalibHEM
opraH

UCIIOJIHUTEJILHOM BJIACTM B YCTAHOBJIEHHOM UM IOPAOKe
paccMaTpuBaeT

BOIIPOC o [IPUOCTAHOBJIEHUN IPUMEHEHM S TAKOTO
JIEKAPCTBEHHOTO
npenapara.

3. YIHNOJHOMOUEHHEM GelepalibHEIM OPI'aH MCIIOJIHUTEJIbHOM
BJIACTHU IIpU

npencTaBJIeHUN eMy cCBeIeHuM o) HEeCOOTBETCTBUMU
IPOMBBOONTEIA

JIEKAPCTBEHHBIX CpencTs TpeOOBaHMAM IpaBuUII
HazgJexauem

IPOMU3BOACTBEHHOM INPaKTUKU U (my1m) 0 HapyleHUn
JIMIIEH3MOHHBIX

TpeOOBaHMUM, KOTOPBE OBUIM BESABJIEHEl B XOIEe MNPOBEIEHUA
VMHCIIEKTUPOBAHUA

IIPpOM3BOIOINTEJIA JIEKAPCTBEHHBIX CpPeICTB MJIM OCYyIeCTBJIEHMA
JIMLIEH3VMOHHOTI'O

KOHTpPOJIS B cbhepe NPOM3BOICTBA JIEKAPCTBEHHEIX CPEICTB U
NpUBEJIN WU

MOTYT IPUBECTM K IIPOMBBOICTBY JIEKapPCTBEHHHIX
npernapaTos Iyt

MENUUIMHCKOT'O IIPMMEHEHMS, J[IPUUMHMBIIKMX MM CIOCOOHBIX
MIPUUMHUTEL Bpen

XV3HM MM 3I0POBbLI0 I'paXIaH, paccMaTpuBaeT BOIPOC O
IPUOCTaHOBJIEHUN

IIPMMEHEHMA JIEKapCTBEHHEIX InpelriapaTos IOJId MEIMIMHCKOI'O
IIPMMEHEHNMA B

YCTAHOBJIEHHOM UMM IIOpAIKe B CJIeOyIVX CJIydadX:



1) cocTraB u (m11) TEeXHOJIOTUS I[IPOM3BOLCTEBA
JIEKaQPCTBEHHOTO

npenapaTa OJg MeIUIMHCKOTO IPVMEHEHMA (c OIMICaHMEM
cTanmum

HpOMBBOHCTBa) OTJIMYATCA OT 3ZBaABJIEHHBIX B PeEIMCTPaALVMOHHOM
IJOoChe;

2) JexapCTBEHHHN npenapartT oinsa MEeIVLMHCKOTO
[IPpUMEeHEeHMS
[IpOM3BEOEH Ha [IPOMU3BOLCTBEHHOM [Jiomanke, He
yKas3aHHOMU B

PeTrMCTPaLMOHHOM IOCBE;

3) y [IPOMUBBOOUTEI I JleKapCTBEHHBIX cpencTs
OTCYTCTBYIIOT
IOKYMEHTEl, I[ONTBepXIaklllye COOTBETCTBME KauecTBa
JIEKAPCTBEHHOTO

npenapaTa IJjd MeOIMUMHCKOI'O I[PMMEHEeHMd, BBOIMMOI'O B
TPaxiaHCKUM

obopoT, TpebOOBaAHUAM, YCTaHOBJIEHHEIM npu ero
TOCYyOapCTBEHHOMU

perucTpaumumn;

4) TNpoM3BOIMUTEJIEM JIEKAPCTBEHHEX CPenCcTB B
COTJIaCOBAHHBIM C

COOTBETCTBYKRIMM YIIOJHOMOUEHHEIM (QelnepasibHEIM OPI'aHOM
VICIIOJIHUTEeJILHOM

BJIaCTM CPOK He yCTPaHEeHB HapylleHud TpeOOBaHUM [IPaBUII
HagJexaluem

IPOMU3BOACTBEHHOV NPAKTUKM U (MUIJIM) JIMLEH3MOHHEX Tpe®OoBaHUM,
KOTOPHE

ObLIIU BEIABJIEHEI B xXone IIpoBeOeHNMA MHCIIEKTUPOBAHMA
IIpoM3BOOIMTEIIA

JIEKQPCTBEHHEIX CPEeICTB WMJIM OCYUWEeCTBJIEHUS JIMIEH3MOHHOTO
KOHTPOJIS B

chbepe MNOPOMBBOICTBa JIEKAPCTBEHHHIX CPEICTB ¥ [IPUBENU
WM MOTYT

IIpMBEeCTNM K TIPOM3BOIOCTBY JIEKAPCTBEHHBIX IIpellapaTOoB IOJIA
MeIVMIVMHCKOI'O

IIPMMEHEHNA, IIPUUMHVBIINVX WJIN CIIOCOOHHX IIPUYVIHMT b BpEeno
KMSBHU MIin



SIOO0OPOBERID I'PaXIaH.

(JacTe 3 BBemeHa denmepalibHBIM 3aKOHOM OT 4  MIOHS
2018 . N

140-93 - CobpaHue 3BakoHOoIaTesnbCTBa Poccuuckoum denmepauun,
2018, N

24, cr. 3407)

4. YHNOJHOMOUEHHHMV (QenepalibHEI OpTaH MCIOJHUTEJIEHOM
BJIACTU IIpPU

HaJIUUUU v HeTro CBeIeHUM o) HEeCOOTBETCTRUU
IPOMBBOINTEIA

JIEKAPCTBEHHEIX CpencTs TpeOOoBaHMAM IpaBuil
HazgJexauem

IPOMBBOICTBEHHOM IMNPAKTUKU U (v1) e HapyleHUn
JIMIIEH3MOHHBIX

TpeOOBaHMM, KOTOPEE OBJIM BHESBJIEHE B XOHOEe NPOBEIEHUA
VHCIEKTUPOBAHMSA

IIPOM3BOOAMTEIIA JIEKAPCTBEHHEIX CpPpeIICTB WM OCYyleCTBJIEHMA
JIMLIEH3VMOHHOTI'O

KOHTPOJIS B chepe MNPOMBBOIACTBA JIEKAPCTBEHHBIX CPEIOCTB U
NpuBEJIN WU

MOTYT IPUBECTM K IIPOMBBOINCTBY JIEKaPCTBEHHEIX
npernapaTos st

BETEPUMHAPHOT'O NPUMMEHEHMUS, NPUUMHMBIMX MM CIOCOOHEIX
IPUUMHUTE  Bpen

AKUMSHNM VIV 3O0OPOBBIO XMBOTHEIX, pacCCMaTpMpBaeT BOIIPOC O
IIPMOCTaHOBJIEHNM

peajimzaluy M IIPVMMeHeHMA JIEKAPCTBEHHEIX IIpellapaTOoOB IIJIA
BeTepPMHAPHOT'O

IIPMMEHEHNMA B YCTAHOBJIEHHOM MM IIOpAIOKE B CJJIedyKIMX CJIydadX:

1) cocTraB wu (1) TEeXHOJIOTMSA I[POU3BONCTBA
JIEKaPCTBEHHOTO
npenapaTa OJg BEeTEPMHAPHOTO NIPUMEHEHUS (c onMcaHMeM
cTagum

HpOMSBOHCTBa) OTJIMYATCA OT 3ZBaABJIEHHBIX B PeI'MCTPaAlVOHHOM
JOCbhbey,

2) JexapCTBEHHHMN npenapart 0Jisa BETEPMHAPHOT'O
[IPYMEHEHU A



NIpOM3BENEH Ha MIPOM3BOLOCTBEHHOM rnJjomanke, He
yKal3aHHOM B

PeTrMCTPaLMOHHOM IOCBE;

3) vy MPOU3BOONUTEI S JIeKapCTBEHHBIX CpeICcTB
OTCYTCTBYIOT

JOKYMEHTEL, ImogTBepXiarnimme cooTBEeTCTBUE KadecTBa
JIEKAPCTBEHHOTI'O

npernapaTa IJid BETEPMHAPHOI'O INPMMEHEHMHd, BBOIMMOI'O B
TPaxIaHCKUM

obopoT, TpebOBaAHMUAM, YCTaHOBJIEHHEIM npu ero
TOCYyOapCTBEHHOM

perucTpaumumn;

4) mpoM3BOIMTEJIEM JIEKAPCTBEHHEIX CPenCcTB B
COTJIaACOBAHHEIM C

COOTBETCTBYKRIMM YIOJHOMOUEHHEIM (QenepasibHEIM OPI'aHOM
MCIIOJIHUTEJILHOM

BJIACTU CPOK He yCTPaHeHH HapyleHus Tpe®oBaHUM IPaBUJI
HagJexaluem

[IPOM3BOLACTBEHHONM NPAKTUKM U (MIJIM) JIMLEH3MOHHEX TpeOOoBaHUN,
KOTOPEHIE

OBLIT BEIABJIESHEI B xXonoe InpoBeOeHmMAd MHCIIEKTVMPOBAHNMA
IIpomM3BOOMTEIIA

JIEKAQPCTBEHHEIX CPEeICTB MM OCYUECTBJIEHUS JIMIIEH3MOHHOTO
KOHTPOJIS B

cbepe nNpomMBBOACTBa JIEKAPCTBEHHEIX CPENCTB U I[IPUBEJU
UM MOTYT

IPMBECTM K [NPOMU3BOICTBY JIEKAPCTBEHHHX IpernapaToB IJId
BETEPMHAPHOTO

IIPMMEHEHNMA, IIPUUMHVBIINVX WMJIN CIIOCOOHHX IIPUYVIHMT b BpEen
KMSBHU I

SIOOPOBBIO XMBOTHBIX .

(JacTte 4 BBeneHa denmepalibHBIM 3aKOHOM OT 4  MIOHSA
2018 . N

140-93 - CobpaHKMe 3akKOoHOIATeJIbCTBa Poccumckou denmepauuny,
2018, N

24, cT. 3407)



(Crarpa 65 B pen. denmepalibHOT'O 3aKOHa OT 22 mekabpsda
2014 . N

429-03 - CobpaHHMe 3aKOHOIaTeJIbCTBa Poccumckonm denmepauuu,
2014, N

52, ct. 7540)

CraTebsa 66. VHbOopMalusa O pelylbTaTax bapMakoHan3opa

(HamMmeHoOBaHMe B pen. demepalIbHOT'O 3aKOHaA OT 22 nexabpsda
2014 .

N 429-03 - CobpaHHMe 3BakKoHOIATeJIbCTBa Poccumckom Odemepaumnu,
2014, N

52, cT. 7540)

YTIOJIHOMOUEHHEI (QenepaslbHbI oprax VCIIOJIHUTEeJIEHOM
BJIACTH,

OCyleCcTBIAnIMY (apMaKOHAL30p, HaXOOALMXCHA B OOpalleHUM B
Poccumckon

denmepaunn, o pesynbTaTaM dapMakoHam3opa pasMelaeT
Ha CBOeM

obmumarpbHOM cauTe B ceTu "VHTepHeT" MHOOPMaLMI O NIPMHSITHIX
peleHmnax

O BHECEeHMM M3MEeHeHMSI B MHCTPYKLMIO 10 IPUMEHEeHU
JIEKAPCTBEHHOTO

npenapara, O MNPUMOCTAHOBJIEHUM IIPUMEHEHUT JIEKAPCTBEHHOTO
npemnapara,

06 U3BATUN us3 obpameHnd JIEKAPCTBEHHOT'O npernapara
1Z0)0Z8e)

BO3OOHOBJIEHUU IpMMEeHEeHMS JIEKaPCTBEHHOTO npenapatTa

(B pen.

denmepasIbHOTO 3akKOHa OT 22 gnekxabps 2014 . N 429-93 -
CobpaHue

3akoHOImaTesbCcTBa Poccuyckom denmepaumm, 2014, N 52, crT.
7540) .

T'masa 14. VHbopMaLmMsa O JIEKAQPCTBEHHEIX [pelapaTax.
CucreMa MOHMTOPMHI'AQ IOBMXEHUS JIEKAPCTBEHHEX

InpeliapaTok IJIA MEIMIMVMHCKOI'O IIPMMEHEHUA



(HamMeHOBaHMe B pen. demepasibHOTO 3akoHa OT 28 nekabpd
2017 . N

425-03 - CobOpaHmMe 3akoHOIaTeJIbCTBa Poccuyckom demepaluniy,
2018, N 1,
cT. 9)

CraTrbsa 67. VHbOOpMaLMsa O JIEKAPCTBEHHBIX IIpernapaTax.
CucreMa MOHUTOPMHIA IOBMXEHMA JIEKAPCTBEHHBIX
npernapaToB O MeOULVMHCKOTO IIPVMMeHEHUH

(HauMeHOBaHMEe B pen. dermepalibHOT'O 3akKoHa OT 28 nekabpsa
2017 r.

N 425-03 - CobpaHHMe 3akKoHOIaTeJIbCTBa Poccuumckom Odemepaumu,
2018, N
1, cr. 9)

1. VMudopmalmsa O JIeKapCTBEHHHIX IpernapaTax,

OTITYy CKaeMEBIX 10

pelLenTy Ha JIeEKAPCTBEHHBEM IpenapaTr, OOJKHa COIepXaTbCHd
TOJILKO B

creuraamM3MpOBaHHBIX M3OaHUAX, IpenHa3HadYeHHBIX OJid
MEeOULUVHCKUX,

bapmMaLeBTUYECKUX, BETEPMHAPHBIX PabOTHMKOB.
VHpopmaL s @)

JIEKAPCTBEHHBIX I[penapartax IOJjda ClIelMaJnucToB B obOJjacTu
obpalleHnd

JIEKAPCTBEHHBIX CpencTB MOXET COoIepXaTbCHd B
MOHOTPadmax,
CIpPaBOYHMKAX, HayUYHBIX CTaThax, B IOoKJIamax Ha
KOHT'peccax,

KOHQEepeHUIMUAX, CUMIO3UyMax, HaydHBEIX COBeTax, a TaKXe B
MHCTPYKLUMAX

IO TMPUMMEHEHMI JIEKAPCTBEHHEIX IIpeliapaToB.

2. VHubopmauusa O JIeKapCTBEHHBIX IIpelapaTax,
OTIIyCKaeMelx 06es

pelenTa Ha JIEKAPCTBEHHHM MpernapaT, MOXEeT COOepXaThbCs B
nyoamKaumax



1 OOBABJIEHMAX CPeICTB MaCCOBOM MHOOpMaLUM,
CIIelMaJIM3MPOBAHHEIX U

obmmx [IeYaTHBIX M3OaHMAX, MHCTPYKLMAX I1I0 IIPVMMEHEHMIO
JIEeKapCTBEHHEBIX

npernapaToB, MHBIX M3OaHMAX CyOBEKTOB obpameHnd
JIEKAPCTBEHHEBIX

cpencTB. PekJjlaMHBIE MATepHMalikl O JIEKAPCTBEHHOM IIperapare,
OTIIyCKaeMOM

©e3 pelLenTa Ha JIEKAPCTBEHHBM OpenapaT,  IOJDKHBL
COOTBETCTBOBATH

MHCTPYKLUMM IIO TIIPVMMEHEHMI JIEKAPCTBEHHOI'O IIpellapaTa.

3. JonyckaeTcs MCIOJIb30BaHMe JIOOHX MaTepuallbHBX
HOCUTeJen,

[1O3BOJIALINX XPaHUTh, nepenaeaTb M MCIOJB30BaTh
MHOOPMALIMKD O

JIeKapCTBEHHEIX Ipernaparax 0es3 ee MCKaxXeHUd.

4. Ina ueyer MOeHTUOMKALWM YIIaKOBOK JieKapCTBEHHBIX
npenapaTonB

IJIS  MEeIMLMHCKOTO I[IPUMEHEHUS MNPOUIBOAUTEIIM JIEKAPCTBEHHBIX
CpencTB B

nopsanke, yCTAHOBJIEHHOM I[IpaBUTesIbCTBOM Poccumickon demepauuu,
HAHOCHAT

Ha T[EepBUUHYID YIAaKOBKY (B OTHOIEHWM JIeKapPCTBEHHBIX
npenapaToB oJjid

MeIMIVHCKOTI'O IIPVMMEeHEeHMA, OJId KOTOPBIX He InpenyCMOoTpPpEeHa
BTOPVMYUHAA

YIIakKOBKa) W BTOPUYUHY (IIOTPeOUTEJIbCKYK) YIAKOBKY
JIEKAPCTBEHHBIX

npenapaTor OJ9 MEeOMUMHCKOTO NPMMEHEHMd CpencTsBa
UOeHTUOMKaALIUM, 3a

VMCKIIIOUEHMEM JIEKAPCTBEHHEIX IIpeliapaTok IOJIA MeOVMIIMHCKOI'O
IIPpMMEHEHNU A,

NPOM3BOOMMEIX IJIS T[POBEIEHUd KIMHUUECKUX MCCIEeNOBaHUM,
sKCIIopTa,

JIEKaQPCTBEHHEIX [pelapaToB OJS MeOMULUMHCKOI'O IIPMMEeHEeHUd,
YKas3aHHEIX B

yacTtdax 5 u 8 CTaTbU 13 HacTodWeTro demepasibHOTO
3aKoOHa,



pamrodapMaleBTUUECKUX JIEKAPCTBEHHEX [IpernapaToB U IMABOK
MeIULIMHCKUX

(uacTe 4 BBemeHa OdenepalsibHEIM 3akKOHOM OT 28 mekabpsa 2017 .
N 425-03

- CobpaHue 3akoHomarTesnbcTBa Poccumckom denmepaumm, 2018, N
1, cr. 9,

BCcTynaeT B cuiy Cc 1 gHBapsa 2020 rogna) .

5. XapaxkTepucCTUKHU cpencrTrea uneHTudmMKaumm,
[IOPSAOOK ero

HaHeCeHMdA U TpebOoBaHMA K CTPYKType M odopmMaTy wumHOOpMaALUM,
KOTOPYIO

COIEPXUT CPencTBO UIeHTUuOUKaL UM, onpenensanTcs
[IpaBUTEJILCTBOM

Poccumckon demepaumm (uacTe 5 BBenmeHa denmepalibHBIM
33aKOHOM OT 28

nexabps 2017 . N 425-03 - CobOpaHmue 3BaKOHOHNATEJILCTBA
Poccumckom

denepaumnm, 2018, N 1, cT. 9).

6. llopsamox co3maHudg, PasBUTUA, BBOIIA B
SKCIIyaTaluio,

SKCIJIyaTallii M BBIBOIO4A M3 DSKCIJIyaTallMMM CHMCTEMEI MOHVMTOPVHI'a
IOBVIXEHIVA

JIEKAPCTBEHHBIX I[penapaTorR IJid MEeIMLUMHCKOTO [PpMMEHEeHUd,
IOPALOOK

npenocTaBjieHusa MHOOpMaLUM, CcoJepXxalenucsa B 2 CUCTeMe
MOHUTOPUHTA

IOBVMIXEHVA JIEKapCTBEHHBIX IIpellapaTOoR IIJIA MeIMIIVIHCKOI'O
IIPpMMEHEHN A, Z

NIOPAJOK B3aMMOINEVCTBMA YKA3aHHOM CUCTEMHE C  MHBIMU
TOCYOapCTBEHHBIMU

MHOOPMALMOHHBEIMM CHUCTEeMaMM M MHOOPMALMOHHBIMM  CHCTEeMaMU
opUOn4de CKMX

UL U MHOVBUIOYAJbHBEIX HNPeIlpUHMMATeJIelr, YKAaSaHHHEX B YaCTax
7 wm 10

HaCTOHmeﬁ cTaTbm, yCTaHaBﬂMBaDTCH HpaBMTeﬂbCTBOM
Poccumckon

dPenepauum. OnepaTopaMy CUCTEME MOHMTOPMHIA IOBMXEHMS
JIeKapCTBEHHBIX



npenapaToBR OJjsg MEeIMILMHCKOTO IIPMMEHEHUS SBJISNTCH
benepanbHBM OpPIaH

VCIIOJIHUTEJILHOM BJIACTU u (117111) opraHmsaumdg,
YIIOJIHOMOUEHHEIE

[lpaBuTenscTBOM Poccumckonm demepaumm (dactb 6 BBeIeHa
denmepalib HEIM

3akOHOM OT 28 gmekxabpsa 2017 r. N 425-03 - CobpaHue
3aKOHOIATeJIbCTBa

Poccumckom denmepaumum, 2018, N 1, cT. 9).

7. Kpuonueckue auua u VMHIMBUIOYaJlbHEE
npennpuHuUMaTesN,

OCyleCTBJANIME NPOM3BOIACTBO, XPaHEeHMe, BBO3 B POCCHUICKYI
denepaumnno,

OTIYCK, peanmsauuo, nepenavy, IpVYIMEHEHN E u
YHUUTOXEHME

JIEKAPCTBEHHBIX TPEernapaToB IJId MEeIUIIMHCKOTO IIPUMEeHEeHMUd,
obecrieumBanT

B TIOpAIKe n B cocTabe, KOTOPEIE YCTAaHOBJIEHEL
HpaBMTeHbCTBOM

Poccumckon denmepaluM C ydeTOM BMIOA OCYWECTBJIAEMOM MMU
OedTeJIbHOCTH,

BHeCeHIe MH@OpMaHMM O JIEKAPCTBEHHEIX IIpeliapaTaXxXx IOJIA
MeIIVMIIVMHCKOI'O

NPMMEHEHYSI B CUCTEMY MOHUTOPMHITA IBMXEHMS JI€KapPCTBEHHHX
npenapaTon

OJId MeIMIIVMHCKOI'O IIPVMMEHEHUMA (qaCTb 7 BBEeIeHa ®enepaanMM
3daKOHOM OT

28 mexabpsa 2017 . N 425-03 - CobOpaHmMe 3aKOHOIATEJIbCTBA
Poccumckon

denmepauun, 2018, N 1, cr. 9, BCTynaeT B CuJly C 1 gHBapga
2020 rToma) .

7-1. JlekapCTBeHHBIE IpelapaTsl IJid MEeOULMHCKOI'O
[IpMMEeHEeHMS,

BBeIleHHHE B TI'paxmaHCcKuy obopor no 1 gHBapa 2020 rozma,
rnomJiexatT

XPaHeHU, I[epeBO3Ke, OTIYCKY, peanm3auuy, Ilepenade,
IpMMeHeHMrn 0es



HaHeCeHUA cpenacTsB MH@HTM@MKaHMM page; MCTeueHnA CpOKa Uux
I'OOHOCTHM

(uacte 7-1 BBenmeHa demepalibHBEIM 3aKOHOM OT 28 HOAOpPA
2018 . N

449-93 - CobpaHHMe 3akKOHOmaTeJibCTBa Poccumckom denmepaunn,
2018, N
49, cr. 7521, BCcTynaet B cuiny c 30 HOosa6psa 2019 rozma).

8. Opranmzauusa MHOOPMALIMMOHHOTO B3aMMOIIENCTBUS
CUCTEMEL

MOHUMTOPMHTI'AG IBIVIXEHMA JIEKAPCTBEHHEIX IIpeliapaToB IJIA
MEIMIIMHCKOI'O

IIPVIMEHEHNMA C VIHBEIMI I'oCyoapCTBEHHBIMUA MH@OpMaHMOHHHMM
cucreMaMIm

obecrieumBaeTCcd B TOM ypcie IOoCpenCTBOM
VHOPACTPYKTYPHL,
obecrieumBamlen VHPOPMALIMOHHO -~ TEXHOJOTUUECKOe
B3aMMOIEVICTBME
MHQOPMAIIMOHHBIX CUCTEM, VCIIOJIb 3y EeMbBIX oyisd
npenocTaBJIEeHUS

T'OCYyOAapPCTBEHHBEIX M MYHMIMIIAQJIBHBEIX YCIJIYI' M VCIIOJIHEHUMA
I'oOCyOoapCTBEHHBIX

M MYHMUMIAJBbHBIX QYHKUMM B DBJIEKTPOHHOM @QopmMe  (4U4acTb
BBEeIeHa

denmepasibHEIM 3aKOHOM OT 28 mekabpsa 2017 . N 425-03 -
CobpaHue

3akoHOIaTesibCcTBa Poccuyckom d®emepaumm, 2018, N 1, cT. 9).
9. ObmenmocTynHasa nHdopmMaL Mg, comepxalmasacsd B
cucrTeMme

MOHMTOPMHTI'AG IBIVXEHMA JIEKAPCTBEHHEIX IIperapaToB IJIA
MEeIMIVMHCKOI'O

IIPMMEHEHNA, pPasMellaeTCAd B MH@OpMaHMOHHO—
T@H@KOMMYHMKaHMOHHOﬁ ceTum

"NHTepHeT" (B2 TOM umciye B (QOpMe OTKPBITEIX IAHHBEIX) B
ropsanke,
YCTaHOBJIEHHOM llpaBuresnbcTBOM Poccumckon demepaumm (dacTb 9
BBeIleHa

denmepalsibHEIM 3akoOHOM OT 28 gmexabpsa 2017 . N 425-03 -
CobpaHue



3aKoHOIaTeJbCcTBa Poccumckonm denmepaumm, 2018, N 1, cT. 9).

10. Ipom3sBOoOUTEeNM JIEKAPCTBEHHEX CPEICTB [I0JIydalT
COIEepPXallynCsHa

B CUCTEeMe MOHUTOPMHTA IBUMXEHMS JIeKapCTBEHHBIX
npenapaTon OJId

MeIMUVHCKOTI'O IIPVMMEHEHMA MH@OpMaHMD O CepHrAaxXx UM IIapTruAX
JIEKAPCTBEHHEIX

npenapaTop, TNOPOMIBOIMMEIX UMM M HAXOOAMMXCS B TPaXIaHCKOM
obopoTe B

Poccumckom Odepmepaumy, Oe3BO3ME3IHO (uactes 10 BBemeHa
denmepalib HEIM

3akoOHOM OT 28 gmekabpsa 2017 r. N 425-03 - CobpaHue
3aKOoHOIATeJILCTBA

Poccumckom denepauum, 2018, N 1, cT. 9).

11. 3a OpomM3BOONCTBO MM NPOIaxy JEeKAapCTBEHHBIX
npenapaTor IOJd

MEOIMIMHCKOTO TIpMMeHeHUud ©0e3 HaHeCeHUd cpencTs
uoeHTudmMKaumm,

C HapylleHMeM YCTAaHOBJIEHHOT'O IIOpAnKa ux HaHeCceHusd,
TakKxe

3ad HeCBOeBpeMeHHOEe BHeCeHMe IIaHHBEIX B CHCTEMY MOHMTOPMHI'A
IOBVIXEHNMA

JIEKAPCTBEHHEIX IIperiapaTOoB OJIA MEeIMUIMHCKOI'O IIPVMMEHEHNMA IZNENZN
BHeCeHN1eE

B Hee HeIJOCTOBEPHBIX IJAaHHBIX wprnionuecrre Jiriiia n
VMHIVBMIOY aJlbHEIE

NpennpMHUMaTes, YyKasaHHbEe B dacTax 4 m 7 HacToduen
CTaTbM, HECYT

OTBETCTBEHHOCTD B COOTBETCTBMUM C 2BaKOHOIATEJILCTRBOM
Poccumckonm

Penmepauuu (uacTb 11 BBemeHa derepalsibHBEIM 3aKOHOM OT 28
nexabpsa 2017

. N 425-03 - CobOpaHHMe 3aKOHOIATeJIbCTBa POCCUMCKOM
denepauum, 2018,

N 1, cr. 9, BcTynaeTr B cujny c 1 suBapsa 2020 rozma) .

12. NpaBuTenbCcTBO PoccuMickom denepaumum BIIpaBe
YCTaHOBUTH



OCOOEHHOCTU BHeIOPEeHVA CHCTEMEL MOHMTOPMHTI'a IOBVIXEHNMA
JIEKAPCTBEHHEIX

npenapaToB IJjigd MeOMUMHCKOT'O IIPMMEHEeHMUS, BKJIUas CPOKMU ee
BHeIIpeHUH,

B OTHOUWEHMM JIEKAPCTBEHHEX IIpellapaTOB IOJiA MEIMINMHCKOI'O
IIPMMEHEHNMHA,

BKJIIOUE HHEBIX B nepedveHb XKMBHEHHO HeOoDXOIMMBIX n
BaXHEeMIIMX

JIEKAapPCTBEHHEIX IIpelrlapaTOoB, JIEKAPCTBEHHEIX IIpelriapaTosB,
IIpedHa3Ha4YeHHBIX

OJ14 obecrnieueHus JINLL, O OJIbHEIX remMobmauen,
MYKOBUCLMIO30M,
TUNIOOMBAPHEIM HaHMU3MOM, OOJIEBHBIO T'ome,

3JIOKaYeCTBEHHEBEIMMA

HOBOOOpPA30BaAHUAMM JIMMPOUIHOV, KPOBETBOPHOM M POLCTBEHHBEIX UM
TKaHeu,

PaCCedHHBIM CKJIEPO30M, JIMI IIOCJIe TPAaHCIIJIaHTalMM OPI'aHOB
u (11J111)

TKaHeﬁ, VIHBIX JIEKAPCTBEHHEIX IIpellapaTOB IOJId MeIMIVHCKOI'O
IIPMMEHEHNM A

(uacTe 12 BBezmeHa denmepalibHEIM 3akKOHOM OT 28 1nekxkabpd
2017 . N

425-93 - CobOpaHmMe 3akoHOIaTeJibCTBa Poccuyckom demepauniy,
2018, N 1,

cT. 9).

Tnmara 14-1. OrpaHuueHMs, HajlaraeMee Ha OpITaHu3aluuu,
OCyleCTBJIAKIIME HOesaATeJIbHOCTb 10 ofOpalleHU o
JIEKAPCTBEHHBIX CPENCTB

(rmaBa 14-1 BeBenmeHa denmepalsibHEIM 3akKOHOM OT 25 HoaOpsa
2013 . N

317-93 - CobpaHMe 3BaKOHOIaTeJIbCTBa Poccurckon demepaunu,
2013, N

48, cT. 6165)

Craresa 67-1. OrpaHMUeHMsd, HaJlaTaeMble [IPU OCYUEeCTBJIEHUU



oedareJyibHOCTU B chepe obOpalieHUd
JIeKapCTBEHHEBIX

CpencTB

1. Oprammszaummu, 3BaHMMaLMecd pas3paboTKOM,
[IPOU3BOLCTBOM u

() peanmzalMelr JIeKapCTBEHHBIX IpernapaTos oisa
MeOULIMHCKOT'O
IpUMEeHeHMsa, oplaHus3aumuy, objlajawnumye IpabBaMu Ha
MCIIOJIb30BaHMe

TOPIOBOI'O HaVMIMEHOBAHWMA JIEKAPCTBEHHOTI'O IipeliapaTa IJIA
MEeIMIVMHCKOI'O

IPpUMMEHEHMS, OPTraHM3alMuM OINTOBOM TOPTOBJM JIEKAPCTBEHHBMU
cperncTBamu,

anTeuHBEle opTraHu3aumm  (Ux npencTaBUTENN, VIHEBIE
bmBuueckue u

mprnindyeckrme JiMila, OCyleCTBJIAKIVE CBOK ITedTeJIbHOCTDb oT
VMIMEeHU OTHUX

OopraHmM3alMi) B OTHOUWEHMM MEeIUIMHCKUX PabOTHUKOB U
PYKOBOOMUTEJIEN

MEIMIMHCKMX OpPaHMBaHMﬁ He BIlpaBe:

1) BpyuaThb [OIAPKMU, BHIIIJIAUMBATH IeHEeXHLIe
cpencrsBa (z3a

MCKJIIOUEHMEM BOBHaPanHeHMﬁ 1o moroeBopaM IIpr IIpOoBEeIEeHVM
KIIMMHNYE CKIMX

VCCcJienoBaHuUM JIEKAPCTBEHHEIX TIIpellapaTOB IOJId MeIMIVHCKOIO
IIPpMMEeHEHM A,

BO3HATPAXIEHMY, CBA3AHHBIX C OCYIECTBJIEHMEM MEOULMHCKUM
PaboOTHUKOM

nemarormMyeckom U (113111) HAay4YHOM JIedTeJIbHOCTU) , B TOM
yyce

OoIJladyMpaTb pal3BJiIedeHMA, OTIHX, npoesn K MeCTYy OTIObBIXAa,
a TaKXxe

IIpMBJIEeKATh K YWaAaCTHMIO B Pa3BJIEKATEJIbHBIX MEPOIIPMATMAX,
IITPOBOOMMBIX 3a

cyueT CBOMX CpelnCTB/;



2) BakJouaTbh CcoIJlalleHud o) Has3HaAUEeHUU NI
pPeKoOMeHIalum

naluyeHTaM JIEKAPCTBEHHBIX IIpernapaToB IJIS MeIMLUMHCKOTO
IPVMEHEHU A (3a

MCKJIIDUEeHMEM JOTOBOPOB O IPpOBEOEHUU KJIMHMYUE CKMUX
MCCJIeIOBaHUM

JIEKAPCTBEHHEIX IIpellapaTOoB OJIA MeIIMIMHCKOI'O HpMMeHeHMH);

3) mpenocTaBJAaTH oBpa 31k JIeKapCTBEHHBIX
npenapaTonB s

MEeIMUVHCKOTI'O IIPVMMEHEHMA B LeJIAX BPYUYEHUMA IIalVMeHTaM (sa
MCKJIIOYEHMEM

caydaesn, CBAI3aHHBIX c NIpoBEedEeHUEM KJIIMHNUE CKIMX
MCCJIeIOBaHUM

JIEKAPCTBEHHEX IIpelriapaTOoBR IJIA MeIVMIIVMHCKOI'O HpMMeHeHMH);

4) TNpPenmoCTaBJIATE HEIJOCTOBEPHYI UM (MJIM) HENOJIHYIO
MHOOPMALIMD O

JIEKAPCTBEHHEIX IIpeliapaTaX OJid MeIMUIMHCKOI'O IIPVMMEHEHVIA,

5) nocemaTts uxX B pabodee BpeMa Ha pabouux
MecTax, 3a

MCKJIIOUEHMEM cJlydyaes, CBA3aHHEIX C IIpoBedeHMEM
KIIMMHNMYECKIUMX

VCCcJienoBaHUM JIEKAPCTBEHHEIX TIIpellapaTOB IOJIAd MeIMIVHCKOIO
IIPpMMEHEHU A,

C ydacTueM B IOp4AIKe, YCTAHOBJIEHHOM PYKOBOIUTEJIEM
MeOMLIMHCKOM

opraHmMs3aluny, B COoOpaHmax MEeIOMLIMHCKIUX PabOTHMKOB
MHEBIX

MEPONPUATHUAX, HANPABJIEHHBIX HAa IIOBBIUEHME MUX
npod®eCcCrMoHaJIbHOT'O YPOBHSA

I Ha InpenoCTaBJIEeHME MH@OpMaHMM, CBS3aHHOMU C
OCyleCTBJIEHMEM

MOHMTOPUHTa OEe30NaCHOCTM JIEKAPCTBEHHBIX [IpelnapaToB;

6) moByxIaThb K BBIIMCHIBAHUIO JI€KAPCTBEHHBIX
npenapaTos s

MeIMIIVMHCKOI'O IIPVMIMEeEHEHNMA Ha 6HaHKaX, comepXxalmx
MHOOPMAaLIMIO



pPeKJIaMHOT'O xXapakTepa, a TaKxXe Ha pelenNTypHHxX O0JaHkax, Ha
KOTOPEIX

3apaHee HaleuyaTaHO HaMMEeHOBAHME JIEKaPCTBEHHOTO
npemnaparTa nJist

MeIMIVHCKOI'O IIPVMMEHEHMA.

2. OpraHmsauuy, ykKasz3aHHEEe B ab®z3ale nepsBoM dYacTu 1
HacTodumemn

CTaTbM, M UX NPEeICTaBUTEJIM B OTHOUNEHUM GapMalleBTUUECKUX
PabOTHUKOB

M PYKOBOOMTEJIENM allTEUHBIX OpTraHM3aluM He BIpaBe:

1) BpydYaTh INoIapkM, BHILJIQAUMBATL IOEeHEXHHE CpelcTBa, B
TOM YMCJIIe

OIJladMBaThb pa3BJIEUYEHMA, OTIBIX, IIpoe3nd K MeCTy OTAOblXa, U
IIprBJIEKATDH

K Yy4YacCTHVI B pas3sBJIEKATEJIbHBEIX MEePOIIpMATMAX, IIPOBOIOMMEIX 3ad
cuerT CBOUX

CPenCTB;
2) mOpenocTaBJISATH obpasuL JleKapCTBEHHBIX
rnpernapaTos s

MEIMIIMHCKOI'O TIIPMMEHEHMA IJIA BPYYEHNMA HACEJIEHMIO,

3) BakjoyaTbh COIJIAlIeHMS O MNPEIJIOXKEHUM HaCEeJIeHUIO
OonpeneJIeHHBIX

JIEKAPCTBEHHEIX IIperiapaTOoB OJIA MEeIIMUIMHCKOI'O IIPVMMEHEHVA,

4) npenocTaBJIATbE HEINOCTOBEPHYI M (MJIM) HEMIOJIHYI
MHOOPMALIMIO O

JIEKAPCTBEHHEIX IIpelriapaTaX OIJid MeIMUMHCKOI'O IIPVMMEHEHMA, B
TOM drcriie

VMelIlMMX OIOVHaKOBOEe MeXIOYyHapOIHOEe HellaTeHTOBaHHOe
HalMeHOBaHIe.

(Crarpsa 67-1 BBemeHa OdenmepasibHBEIM 3aKOHOM OT 25 HOA0p4H

2013 r.
N 317-93 - CobOpaHMe 3akoHoOmaTelbCcTBa Poccuyckoy demepauuu,
2013, N

48, cT. 6165)

Crarba 67-2. TpeboBaHMA K OpTraHMU3ALUM UM IPOBEISHUIO
Hay4YHEIX



MEPONPUATHUM, MHEX MEPOINPUATHUM,
HalpaBJIEHHBIX

Ha IIOBHIIEHME HpO@@CCMOHaHbHOPO YPOBHA

MEOULMHCKUX PabOTHUKOB WMJIM Ha
npenocTaBJIeHUE

nHbopMaumM, CBSI3aHHOM C OCYIECTBJIEHMEM
MOHMTOPMHTa 0e30MaCHOCTM JIeKapPCTBEHHHX

npenapaTon

1. Tlp OpPOBEOEHMM HAYUHEIX MEPOIPUATUM,  MHBIX
MEPONPUATHUM,

HallpaBJIEHHEBIX Ha IIOBHIIIEHME HpO@QCCMOHaHbHOPO YPOBHA
MEIMIMHCKMX

PabOTHUMKOB WM Ha [IPeJoCTaBJIEHME CBA3aHHOM C
oCylleCTBJIEHUEM

MOHUTOPMHI'a ©0Oe30NaCHOCTM JIEKAPCTBEHHEIX npenapaTos
nHOoOpMaL UM,

OpTraHM3yeMEIX OpTaHM3aluMaMM, YKas3aHHBEIMM B abzale [IepBOM
yactu 1

craTeu 67-1 Hacrosumero demepalJibHOT'O 3aKOHAa, UX
NpencTaBUTeNIAMU U

(m7m) brMHaHCHUPYEMBEIX 3a CUeT CPenOCcTB »JSTUX OpraHM3alun
1z nUx

npencraBuTeJiey, 3alpelaeTcs OIPendTCTBOBATH ydacTMIO B
YKa3aHHBIX

MEPOINPUATUAX MHEIX OPTaHM3aLMM, KOTOPHE MIPOUM3BOIAT WU
peanmusynT

JIEeKapCTBEHHEIE InpeliapaThel IJIA MeIIMIIVIHCKOI'O IIPVMIMEeEHEHNMA coO
CXOXVM

MeXaHU3MOM bapMakKoJIOIMUEeCKOT'O oecTBuA, hpeZiele)
co30aBaTh

IV CKPVMMMHALIMMOHHEBIE YCJIOBVA OJIA OIOIHMX YUHAaCTHMKOB 1O
CpaBHEHU C

OPpyITVMyY ydYaCTHUMKaMIM, 4a VIMEHHO:

1) npemocTaBIIATE Pa3JIMUHOE KOJIMUECTBO BPEMEHM IIJIS
BEICTYIIJIEHUM



YYaCTHMKOB, Pas3JjiMuHble I[10 pPasMepy 3aHuMaeMoM ILJomanu
MecTa IOJ4a

IEeMOHCTPALUK 00pas3l0oB JIEKAPCTBEHHHIX [IPEernapaToB OJid
MEeIMLVHCKOTO

IPMMEHEHM S UJIM PEeKJIAMHEIX MaTepMraJiOB O JIeKAaPCTBEHHEIX
npenaparax IoJjs

MeIMIVHCKOI'O IIPVMMEHEHMA Ha SOKCIIOBMIIMAX, CTeHIgax, 3a
MCKJIIDUEeHMEM

cJly4aeB, eCIM TakMe YCJIOBMA BaKpPEeNJIeHH B
COoTJlalleHMAX BTUX

opraHmu3auuil, 1974 npencraBuTeseNn O brHaHCUPOBaAHUM
YKa3aHHEIX

MepOHpMHTMﬁ n O6YCHOBHGHH Pa3JIMYHBEIMUA 3aTpaTaMM1 YUAaCTHHMKOB
Ha nux

OpTaHMBalMO;

2) yCTaHaBJMBATL pasMep B3HOCa nOJd YUYaCTHUKOB
MEPONPUATHUM,

YKas3aHHBEIX B ab3alle MNepBOM HACTOSAIEM uYacTy, IIPeBHIanMA
CyMMYy 3aTparT

Ha OpPI'aHM3alLUMK YyKA3aHHBIX MEPONPUATUM M BeOyuum K
HEeODOOCHOBAHHOMY

OTPaHMUEHMIO WMCJla MX YUaAaCTHMKOB.

2. OpraHmzauuM, ykKaz3aHHbBEe B abs3alle NepBOM YacTu 1
crarem 67-1

HacToAameIro ®enepaanoro 3aKOHa, nx npencTaBmTEe N,
ocylmecCcTBJIAKmMeE

opraHmMsauMion u (MaM) OMHaAHCUPOBaAHME MEPONPUATHUN, YKABAHHBIX B
yacTtm 1

HacTodmey CcTaTbM, O0043aHBEl O0eClIedrBaTh OOCTYI K MHOOpMaALUM
O gJmare,

MecTe U BpPEMEHU NpoBeOeHMs YKa3aHHBIX MEPONPUATUN,
nJjJaHax,

IIpoIrpaMMax TIpOBeIdceHMA YKa3aHHBEX MepOHpMHTMﬁ 1z TeMax,
IIJIaHMPYEMBIX

IJis PacCMOTPeHUsd, cocTage UX YUYaCTHUKOB nyTeM
pasMeuneHns

COOTBETCTByWRIEN MHOOPMALMM Ha CBOMX OQUMIMAJIBHEIX CcaumTax
B CceTu



"MHTepHeT" He NO3OHee IOBYX MeCcdleB IO Hauvajla [IPpOBeIeHUd
YKAa3aHHEX

MEPONPUATHUN .

3. VHbOopMalLMsa O NPOBEeIEeHUM MePONPMATHUM, YKAa3aHHBIX B
yactmm 1

HacTodlWeM CTaTbyM, B CPOK, YCTAHOBJIEHHHM YaCTbI0 2 HACTOALEN
cTaTbu,

IOOJDKHa OBIThH HallpaBJieHa B GelepalibHBIM OPraH MCIOJIHUTEJIEHOM
BJIACTH,

oCylleC TBJIS0WMUNA byHKLIMM 1o KOHTPOJIIO u Haos0py B
cohepe

30PaBOOXPaHeHusd, IJd [OoCJiedywnlero pasMelleHusa ee Ha
obmMUMaIbHOM

cayre B3TOrO opTraHa B ceTu "lVMHTepHeT".

(Crarpa 67-2 BBemeHa OdenmepasibHBEIM 3aKOHOM OT 25 HOA0pSA
2013 .

N 317-93 - CobpaHue BakoHOIaTeNlbCTBa Poccuyckom demepaluny,
2013, N

48, cT. 6165)

T';maBa 15. OTBETCTBEHHOCTBL 3a HapylleHHue
3aKOHOOATEJNIECTRA

Poccumckom denmepauum npm oOpalleHUMU
JIEKAPCTBEHHEIX CPENCTB M BOBMElleHME Bpela,
IPUUMHEHHOT'O 3IO0POBLI0 I'PaXIaH BCJIEOCTBUE

IIPrMMeHEeHNMA JIEeKAPCTBEHHBIX TIIpellapaTOoB

Crarba 68. OTBETCTBEHHOCTHL 3a HapylleHMuEe
3aKOHOIDATEJIbCTRBA

Poccumckom denmepauum npm oOpalleHUM

JIEKAPCTBEHHEIX CpelCTB

1. Hapymernune 3aKOHOIATEeJIbCTRA Poccumckon
denmepaunm npu

obpaleHMy JIEKAPCTBEHHBIX CPENCTB BJleUdeT 3a cobon
OTBETCTBEHHOCTL B



COOTBETCTBMM C 3aKOHOHOATeJNLCTBOM Poccumckom denmepalumm
(g pen.
denmepalibHOTO 3akKoHa OT 22 gnekxabps 2014 . N 429-03 -
CobpaHue

3aKoHOIaTeJbCTBa Poccumckom demepaumm, 2014, N 52, cT.
7540) .

2. 3a HemnpenacTaBJIeHVE I HECBOEBPEMEHHOE
npencTaBJieHUE
vHpopMaluM u  (MJaIM) IOOKYMEeHTOB JMOO TpencTaBJIeHue
HEeIOCTOBEPHBIX
MHOOpMaL UM u (mmm) OOKYMEHTOB, npenyCMOTPEHHEIX
HaCTOAWMM

denepalibHEIM BaKOHOM, CYOBEKTH OOpalleHUS JIeKapCTBEHHBIX
CpeICTB HEeCyT

OTBETCTBEHHOCTD B COOTBETCTBMUM C 2BaKOHOIATEJILCTRBOM
Poccumckom

OPenmepauum (UYacTb 2 BBeleHa demepalibHEIM 3aKOHOM OT 22
nexabpsa 2014

. N 429-03 - CobOpaHmMe 3aKOHOINATEeJIbCTBa POCCHMCKOM
denepauunm, 2014,

N 52, «ct. 7540; B pen. OdenmepanbHOT'O 3akoHa OT 4 UIOHA
2018 . N

140-93 - CobpaHmMe 3zBakoHOomaTenbCcTBa Poccunckom denmepauun,
2018, N

24, cr. 3407).

Crarbsa 69. BosMmeleHMe Bpela, IPUUMHEHHOT'O 3I0POBLIO
TpaxiaH

BCJIENCTBME MPUMMEHEHMS JIEKapPCTBEHHBX
npenapaTon

1. TlpomsBOooMTE NI JIEKAPCTBEHHOI'O IIpelapaTa o0sa3aH
BO3MECTUTH

BpEn, [IPUUMHEHHEBIN 3I0POBLIO TpaxnaH BCJIEICTBME
NPUMEHEHN S

JIEKapPpCTBEHHOT'O IIpellapaTa, €CJIM IOOKa3aHO, YWTO:



1) snexapcTBeHHBM npenapart IPMMEHAJICS 1o
Has3HAYEeHUIO B

COOTBETCTBUM C MHCTPYKLUMEN 10 IPUMEHEHU JIEKAPCTBEHHOTO
npemnapara u

[IPUYMHON Bpena ABUJICA BBOI B TpaxIaHCKUM
obopoT

HENOOPOKAUECTBEHHOTO JIEKAPCTBEHHOTO IIpernaparTa;

2) Bpen 3I0POBbLI NPUUMHEH BCJIEOCTBME HEIOCTOBEPHOMU
nHOopMaLUM,

comepxamenca B MHCTPYKLUMM I10 IPVMEHEHMUO JIEKAPCTBEHHOTO
npemnapara,

M3OAHHOY MNPOMBBOAMTEJIEM JIEKAPCTBEHHOT'O Ipernapara.

2. B cnydae, ecaM Bpel 3OOPOBbLI I'paXIaH IPUUMHEH
BCJIEICTBUE

IIPMMEHEHNMA JIEKAPCTBEHHOTI'O InipeliapaTa, IIpumegmeIro B
HeT'OOHOCTb B

pe3yJibTaTe HapylleHUd NPaBUJl XPaHEeHUS JIeKapPCTBEHHHX CPEeICTB,
paBuU

ONITOBOM TOPTOBJM JIeKapCTBEHHBEMU npenapaTamm, npaBuil
OTIIyCKa

JIEKAPCTBEHHBIX npenapaTos, npaBUIl M3TOTOBJIEHUS "
OTIIyCKa

JIEKAPCTBEHHBIX npenapaTos, BOBMelleHuE Bpena
ocylmecTBJISeTCd

COOTBETCTBEHHO opraHm3aluen OIITOBOM TOPTOBJIU
JIeKapCTBEHHEIMU

cpencTreami, arnTeuHom OpPaHMBaHMeﬁ, VHIOVIBMIOY AJIb HEIM
IIpedliprMHMaTesieM,

MeKmyIMM JIMIIEH3MI Ha @apMaueBqueCKym JedTeJIbHOCTb WJIN
JIMIIEH3MI Ha

MeIOULIMHCKYIO IedTeJIbHOCTD, MEeIMUIIMHCKOM opraHu3alumen,
VMenlen

JIMIIEH3MI Ha bapMaleBTUUECKYIO IesaTeJIbHOCTD (ee
0B0o0CcoBOJIeHHEIM

nonmpasnejyieHueM (ambysaTopuey, obenbnuepcCkuM ¥ QesibOUepPCKO-—
aKyIlepPCKUM

IIyHKTaMM, LLEHTPOM (oTmesieHueM) obmem BpauebOHOM
(cememnHoOMm)



NPaKTUKM) , PACIOJIOKEHHEIM B CEJIbCKOM HACEJIEHHOM MyHKTEe, B
KOTOPOM

OTCYyTCTBYEeT allTedHaHd OpPaHMBaHMH), IOy CTVMBIIVMMM IIPOOAaXy
niim OTIIYCK

TakoIO JIEKAPCTBEHHOT'O mpenapatra (B pen. demepallbHOTO
3aKoOHa OT 25

Hoabpsa 2013 . N 317-03 - CobpaHue 3aKOHOINATEJIbCTBA
Poccumckon

denepaumum, 2013, N 48, cT. 6165).

3. BosmMeumeHMre Bpena, NIPUUMHEHHOI'O 3OOPOBLI I'paxiaH
BCJIEOCTBUE

IIPVMIMEHEHMA JIEKAPCTBEHHEX IIpeliapaTOoR WMJIN CoBepleHMA
IIPOTHMBOIIPAaBHBEIX

OeICTBUM CyOBbekTaMm OOpalleHMd JIEKAPCTBEHHBIX CpPencTs,
OCyleCTBJIAETCA

B COOTBETCTBMM C 3BaKOHOIaATeJIbCTBOM Poccumckoym demepauum.
T'mapa 16. 3akjaoumMTesibHBIE I10JIOXEHNMS
Crarba 70. O OpM3HAHUM YTPATUBIVMY CUITY OTIEJIbHBIX
3aKOHOJATEJILHEIX aKTOB (IIOJIOXEeHUN

3aKOHOIATEeJIbHEIX aKTOB) Poccumckom denepalnm

[IpM3HaATE yTPATUBIMMU CUILY :

1) denepalibHEM 3aKOH oT 22  VIOHHA 1998 romna
N 86-93
"O snexapcTeeHHBEIX cpencreax" (CobpaHmMe 3BakKOHOIATEJIBCTBA
Poccumckon

®enmepaumnu, 1998, N 26, ct. 30006);

2) depmepanbHBM 3ak0oH OoT 2 gHBaps 2000 roma N 5-03 "O
BHECEHUU

V3MEeHEHMUS u ponoyHeHurm B OdemepasnbHe 3akoH "0
JIEKAPCTBEHHBIX
cpencrrax" (CobpaHMe 3aKOHOINATEeJIbCTBA POCCUMCKOM

denmepauun, 2000,
N 2, cr. 1206);



3) crarei 40 OdemepasibHOTO 3BakoHa oT 10 gHBap4d
2003 roma

N 15-03 "0 BHECEHUNU M3MEeHeHUM n IOIIOJIHEeHUM B
HEKOTOPBIE

3aKoOHOIaTeJsibHEle aKTH Poccunckom denmepaumm B CBA3M  C
[IPUHATHMEM

denepanibHOTO 3akoHa "O JIMUEH3MPOBAHUM OTIEJIBHEIX BUIOB
nedarejgpHOCTU"

(CobpaHme BakoHOmaTesJIbCTBa Poccumckom denepaumu, 2003,
N 2,

cr. 167);

4) crareio 31 OdemepanbHOTO 3akoHa oT 30 wmwoHa 2003 roznma
N 86-03

"O BHeCEeHMM M3MEHEHUM M IOIIOJIHEHMM B HEKOTOPHIE
3aKOHOIATEJIbHBIE AaKThL

Poccumckom Odenepauuu, IPUB3HAHUU yTpaTUBIVMU CUIYy
OTIEeJIbHBIX

3aKOHOATEJIbHBIX aKTOB Poccumckom denepauumn,
npenocTaBJIEHUN

OTHEeJIbHEIX TapaHTUM COTPYIHMKAM OPTaHOB BHYTPEHHUX IeJl,
OPT'aHOB IIO

KOHTPOJIIO 3a O@OpOTOM HaPKOTUHUECKHMX CpeICTB M IICUMXOTPOIIHBIX
BelleCTB U

yhnpasOHSaeMEX (GelepalibHEIX OPI'aHOB HAJOTOBOM IOJULUM B
CBA3M C

OCyleCTBJIEHMEM Mep I10 COBepPIIeHCTBOBAHMIO
I'OCyHapCTBEHHOTO

ynpasiyeHua" (CobOpaHMe 3aKOHONATEeJIbCTBa POCCUNMCKOM
denepauum, 2003,

N 27, cr. 2700);

5) crareio 101 demepalIbHOT'O 3akKoHa OT 22 aBIycTa
2004 roma

N 122-®&3 "O BHEeCeHUM M3MEeHEeHMM B BaKOoHOoIaTeJIbHBEE aKTEH
Poccumckonm

®eﬂepauMM " INPU3HAHVMNM YyTpaTUBIIVIMI CUITYy HEeKOTOPBIX
3aKOHOIOAaTEJIbHEIX

akToOB Poccurmickom demepauum B CBA3U C NPUHATUEM delepalibHBIX
3aKOHOB



"O BHeCeHMM MBMEHEHUM U IOONOJIHEeHUM B demepasibHEM 3aKOH
"OO ofmmx

NPUHLIUIIAX opTraHM3alumn 3aKOHOATEJIbHBIX
(MpencTaBUTEIIbHBIX ) n

MCIIOJIHUTEJIbHEIX OPTaHOB T'OCYIapCTBEHHOM BJIACTU CYOBEKTOB
Poccumckon

denepauum" u "O6 o0mMx [IPUHLMIIA X opraHm3alum
MECTHOTO
camoynpasJieHuda B Poccunckou demepaummn"  (CobpaHue

3aKOHOIATEeJILCTBAa
Poccumckom denmepaumm, 2004, N 35, cr. 3607);

6) craTbio 28 demepalibHOT'O 3BakoHa oT 18 mekabpsa
2006 roma

N 231-¢3 "O BBemeHMM B »IOEMCTBME UYacCTM UYeTBEPTOMU
I'paxoaHCKOT'O

xomexca Poccwumickou demepaummn" (CobpaHMe 3aKOHONATEJbCTBA
Poccumckon

Penepauum, 2006, N 52, cr. 5497).

Craresa 71. BcTymnjeHue B CuJly HacTodAmero demepalibHOTO
3aKOHa

1. Hacrogmmm denmepalibHEIM 3aKOH BCTylaeT B cujy C 1
CeHTADOpHA

2010 roma.

2. JlekapCTBEHHBE cpexncrTrBa, 3aperuCcTPUPOBaHHEE
o OoH4
BCTYILJIEHMS B CHUJIYy HaCTOAIWETO denepaliIbHOT'O 3aKO0Ha,
omjexaT
BKJIIOUE HUIO B TOCYIDapCTBEHHEIE PEEeCTPH JIeKapCTBEHHBIX

CpencTe C

BHECEHMEM yKasaHHHEX B yacTu 1 cTarbm 33 HaACTOSMEIO
denmepaliIbHOT'O

3aKOHa CBeIeHurM o060 DBTUX JIEKAPCTBEHHEIX CpPelCcTBax 0es
IPOXOXIEHMS

BHOBb poLenyprl TOCYyOapCTBEHHOM perucTrpauumn
JIEKAPCTBEHHBIX



npenapaTos.

3. TocymapcTBeHHas peIrucTpaluMsa JeKapCTBEHHLIX
npenapaTos, 3a

MCKJIIDUEeHMEM JIEKapPCTBEHHEIX IIpernapaTok IJIA MEeIMIIMHCKOI'O
IIPMMEHEHUA,

IpencTaBJIEHHEIX Ha YKasaHHYn permMcTpaluMio OO OHS
BCTYIIJIEHUS B CUJTY

HacTodmeIro denmepasIbHOTO 3aKOHa, OCylmeCTBJIAEeTCH B
cooTBEeTCTBUM C

HacTodauuM demepalsibHEIM 3aKOHOM Ha OCHOBAHUM OOKYMEHTOB U
IAaHHBIX,

IpenCTaBJIEHHEIX OO IOHA BCTYIJIEHMS B CUJIYy HACTOAWEIO
denepasiIbHOT'O

3aKkoHa (B pexn. demepanbHOTO 3akoHa oT 11 okTabpsa 2010 r. N
271-03 -

CobpaHmMe BakoHOmaTeslbCTBa Poccumckom denmepaumyu, 2010, N
42, cmT.

5293) .

3-1. T'ocymapCTBEeHHasd perucTpaluusa JIEKAapPCTBEHHBIX
npenapaTor s

MEeOULMHCKOT'O IpVYIMEeHeHUd, nperncTaBJIe HHEIX Ha
TOCYIapCTBEHHYIO

permMcrTpauMon OO IOHA BCTYIUJIEHMS B CWJY HaCTO4AWeIo
denepasIbHOTO

3akK0OHa, ¥ TOCYyIapCTBEHHAs peTrucTpalusa JIeKapCTBEHHHX
npenapaToB OJid

MeIMIVHCKOTI'O IIPMMeHeHMAd, IIPelICTaBJIEHHBIX Ha SKCIIEPTU3Y
JIEKapPCTBEHHBIX

cpernCcTB OO IOHA BCTYIIJIEHMA B CUMJIYy HaACTOAWEeI'O ®enepaanoro
3aKOHa B

Leyax MxX Nocjenympuely IOCyHapCTBEHHOM perucTpaluuyu,
OCYWECTBJISATCA Ha

OCHOBaAHMM IOOKYMEHTOB WM IAaHHBEIX, IIpenCTaBJIEHHBEIX IO IIHA
BCTYIIJIEHUA B

CHmJty HacTodameIro @eﬂepaﬂbHOPO 3aKOHa, a TaKXe
3a4ABJIEHMA O

TOCYyInapCTBEHHOM perucTpauumn JIEKAPCTBEHHOTO
npenapara,



NpencTaBJIEHHOTO NPOU3BOAUTEJIEM JIeKapCTBEHHHBIX
npenapaTos NI

YIIOJIHOMOUYEHHEIM MM JIMIIOM B COOTBETCTBMM C HaCTOAWMUM
denepalib HEIM

3aKOHOM B YIOJIHOMOUEHHHM (emepalibHEN OpITaH MCIOJHUTEJIEHOM
BJIACTHU IO

1 mapra 2011 roma, ©6e3 TpebOBaHMUA YIJIATH I'OCYOAaPCTBEHHOM
[TOULJIMHEL,

IpenyCMOTPEHHOM 3akKoHOmaTesbCTBOM Poccumckom denmepaumm o
HaJoTrax U

cbopax (dacte 3-1 BBenmeHa demepalibHEIM 3aKOHOM OT 11 okTaAOpPSA
2010 r.

N 271-03 - CobpaHue 3BakoHOIATEeJIbCTBa Poccumckom Odenmepaumnu,
2010, N

42, cr. 5293; B pem. OdemepalsIbHOTO 3akKoHa OT 29 Hoabp4A
2010 . N

313-03 - CobpaHmMe 3akKoHOIaTeJIbCTBa PoccuMckou Odenepauun,
2010, N

49, cm. 6409).

3-2. IllogTBepXOeHME TOCYyIHapCTBEHHOM peIrucTpaluumn
JIeKapCTBEHHBIX

IIpeliapaTOoB OJiA MeIMIIVIHCKOI'O IIPpMMEeHEHN A,
IIpeICTaBJIEHHEIX IJIA

MOOTBEPXIEHVS TOCYIapCTBEHHOM permMcTpaluy OO0 IHS BCTYIJIEHUS
B CUIY

HacToAmwero denepalibHOTO 3aKOHAa, M [IOATBEpPXISHMUE
TOCYyOapCTBEHHOM

permcrpau JIEKAPCTBEHHEBEIX IIpellapaTOok IIJIA MEeIMIINMHCKOI'O
IIpMMEHEHNUHA,

npencTaBJIe HHBIX Ha BKCIEPTURY JIeKapCTBEHHBIX CpeICcTB
OO IOHA

BCTYIIJIEHMS B CUJIYy HACTOSMETO denmepasibHOTO 3aKoHa B
HeyJgax

nocyenymomero MONTBEPXIEHUI UX TOCYIapPCTBEHHOM’
perucTpauuu,

OCylmeCTBJIAITCHA Ha OCHOBaHUMM IOKYMEHTOB M IOaHHEIX,
IIpenCTaBJIEHHBEIX IO



IOHA BCTYILJIEHMA B CHmIty HacToAameIro ®enepaﬂbHoro 3aKOHa,
a TaKXxe

3asgaBJIEHUS o NOOTBEPXISHUM TOCYyHOapCTBEHHOMU
perucTpaumum

JIEKAPCTBEHHOTO npenapara, npencTaBJIEHHOTO
IPOM3BOOUTEJIEM

JIEKAapPCTBEHHEIX IIpellapaTOoB WMJIM YIIOJIHOMOYEHHBEM VM JIMIIOM B
COOTBETCTBUMU

c HacrodaumMm dernepalibHBEIM BaKOHOM B YIIOJIHOMOUYEHHE
benepasibHBEIL OpPTaH

MCIOJIHUTEeJIbHOM BJacTtu no 1 mapta 2011 rozma, bes
TpeOOBaHMSA YIJIATE

TOCYyOAapCTBEHHOM [IOWJIVHEL, IpenyCMOTPEHHOM
3aKOHONATEJIbECTBOM

Poccumckon dbemepauum o HajJorax um cbopax (gacTe 3-2
BBEeIleHa

denmepanbHEIM 3akoHOM oT 11 oxkTabpsa 2010 . N 271-03 -
CobpaHue

3aKOoHOIaTeJbCTBa Poccumckom demepaumm, 2010, N 42, cT.
5293; B pen.

denmepanlibHOT'O 3akoHa oT 29 Hogbpsa 2010 . N 313-03 -
CobpaHue

3aKoOHOIaTeJbCTBa Poccumckom demepaumm, 2010, N 49, cr.
6409) .

3-3. IpuHarue peumeHMs O BHECEHMM MBMEHEHUM B
IOOKYMEHTEHI,
comepxaumyecsa B PETUCTPALMOHHOM oocbe Ha

3apermMCcTPMPOBaHHEN

HeKapCTBeHHMﬁ IIpeliapaT OJ4d MeIIMIVHCKOI'O IIPVMIMEHEHMA U
IIpenoCTaBJIEHHEE

IO IHS BCTYIIJIEHVS B CUJIy HacTodmero demepalibHOTO 3akoHa, U
IPpUHATUE

peueHmns o BHECEeHUU VB3MEeHEeHUM B IOOKYMEHTH,
comepxauuecs B

PeTMCTPAlMOHHOM IOCBE Ha BapPeTrMCTPUPOBAHHEI JIEKAPCTBEHHBIM
npenapar

s MEeIMLMHCKOTIO IPVIMEHEHU S M I[OpencTaBJIEHHHE Ha
BKCIEPTU3Y



JIEKaPCTBEHHEBIX cpenacTsB page; IOHA BCTYILJIEHMA B CHmJty
HacToAmeIro

denepalIbHOTO 3aKOHA, OCYUEeCTBJAKTCS Ha OCHOBaAHUU
OOKYMEHTOB U

JAaHHBIX, IIpeCTaBJIEHHBIX o IHA BCTYIIJIEHUA B CUITY
HacTodAmeIro

demepaslbHOTO 3akKOHA, a Takxe BadBJIeHMdS O BHEeCEeHUU
M3MEHEeHUM B

IOOKYMEHTEHL, comepxauyecs B PETUCTPALMOHHOM
nocbe Ha

3apeTrUCTPUPOBAHHBIMI JIEKAPCTBEHHBIM npenapart InJisa
MEeOUUMHCKOT'O

IPUMEHEHNS, NPEeNCTaBJIEHHOTO MIPOM3BONUTEJIEM JIeKapCTBEHHBIX
npenapaTonB

WY YIOJIHOMOUWEHHBM MM JIMIIOM B COOTBETCTBMM C HaCTOAWMUM
denmepalib HEIM

3adKOHOM B yHOJ’IHOMOquHbHZ @enepaanbHZ OopI'aH UCIIOJIHUTEJILHOM
BJIaCTM OO

1 mapra 2011 roma, ©6e3 TpebOBaHMA YIJIATH I'OCYOAapPCTBEHHOM
[1IOULJIMHEL,

HpeHYCMOTpeHHOTZ 3aKOHOIAaTEeJILCTBOM POCCUNMCKOM CDe,JIepaH,MM O
HaJioTrax u

cbopax (uacte 3-3 BBeneHa demepalsibHEIM 3aKOHOM OT 11 okxTabps4a
2010 r.

N 271-03 - CobpaHue BakoHOIaTeNlbCTBa Poccuyckom demepaunu,
2010, N

42, cr. 5293; B pem. OdemepalIbHOTO 3akKoHa OT 29 Hoabp4A
2010 . N

313-93 - CobpaHMe BaKOHOIaTeJbCTBa Poccurckom demepaunu,
2010, N

49, cm. 6409).

3-4. Brlmaua paspelleHMM Ha IMPOBeleHMEe KIIMHUUECKUX
MCCJIeIOBAHUM

JIEKaQPCTBEHHEIX IIperNapaToR IJA MEeIOUIMHCKOI'O IPMMEHEHMS 10
3a9BJIEHUAM,

[MOMNAHHEIM IO IOHS BCTYIIJIEHMS B CUJIY HacTodmero demepasibHOTO
3aKoOHa, a



TaKxe 1o 3asaBJIEHVSAM, IIOOAHHEM IIOCJIe IHS BCTYIIJIEHUS
B CUIy

Hacrodumero demepalibHOI'O 3aKOHA Ha OCHOBAHUM SKCIEPTUS,
IIpOBEeOEHHBIX

o OHH BCTYIIJICHNS B cuily HactTodgmero demepasibHOTO
3aKOHa,

OCylmeCTBJIAeTCHd B COOTBETCTBUM C HaCTOAIVM ®enepaanMM
3aKOHOM Ha

OCHOBAHMM IOOKYMEHTOB M IIaHHBEIX, INPpeldCTaBJICHHEIX WMJIN
IIOJIYUYEeHHBIX OO0 IIHA

BCTYIIJIEHVA B CUITY HacToAmeIro ®enepaﬂbHoro 3aKOHa, a
TaKXxe Ha

OCHOBaAHMNM KOIIMNM IIpedBapMUTEeJIbHOIT'O IOOIT'OBOPA obAa3aTeJIbHOTO
CTPpaXOBaHMA

XM3HM, SIO0POBBEA TIIalVMEHTOB, YYacCTBYKOIMX B KIIMHMYUECKOM
MCccJjiegOBaHUM

JIEKAapPCTBEHHOTI'O InpelriapaTa IOJiA MeIMIMHCKOI'O TIIpMMEHEeHMA,
I KOOIl

OoTOoBOpa 00S3aTEeJIbHOTO CTpaxoBaHUs XM3HV, BIO0OPOBbLSA
nalureHTOB,

YUYACTBYWOIMX B KJIVMHMUECKOM MCCJIEIOBaHUM JIEKAPCTBEHHOTO
npemnaparTa Ijs

MEOVLIMHCKOTO [IPUMEHEHNS, Jmbo NpenCcTaBJIEHHOM KOIUM
IoToBOPA

obAa3aTeJIbHOTO CTPaXxXOBaHNMA, SaAKJIKUEeHHOT'O B COOTBETCTBUIM C
TUVITO BEIMMA

npaBujaMm 004A3aTEeJIBHOTO CTpaxoBaHMUM, C yKasaHMuEeM
npenejibHOM

UMCIJIEHHOCTU IIauamMeHTOB, YdacCTBYyIMNX B KIIMMTHMYECKOM
MCcciyie JOBaHMUM

JIEKAPCTBEHHOTO npenapatTa ois MEIOULIMHCKOTO
[IpMMEeHEeHMS, tes
TpeboBaHUA YI1JIa THI TOCyIapCTBEHHOM TIOULJIMHEI,

npenyCMOTPEHHOM

3aKOHOIATEeJIbCTBOM Poccurickom denmepaumm O HajJoTr'ax U
cbopax (UacThb

3-4 BBeneHa OdenmepaJsibHBEIM 3akoHOM OT 11 oxTabpsa 2010 . N
271-93 -



CobpaHmMe 3akoHomarTesbcTBa Poccumckom denmepaumm, 2010, N
42, cmT.

5293; B pen. denmepanbHOTO 3akoHa oT 29 Hoabps 2010 . N
313-03 -

CobpaHMe 3akoHOmaTeJbCcTBa Poccumckom demepaumm, 2010, N
49, cmT.

6409) .

3-5. 3BaperucTpupoOBaHHEIE B MHOCTPAHHOM BaJiloTe IO IOHS
BCTYILJIEHUA
B CcuJly HactTodAmero demepalibHOTO 3aKOHa IIpeleJibHBEE
OTIIYCKHEIE LEHEI

VMHOCTPAaHHBIX HpOMBBOHMTeHeﬁ Ha JIeKapCTBEHHEIE IIpellapaThl,
BKJIIIOUEHHEIE B

IepeyYeHb XM3HEHHO HeOOXONMMBEIX ¥ BaXHEMIMX JI€KapCTBEHHHX
npenapaTos,

nomJjyiexaT TIepecueTrTy B pyOJaM MO Kypcy lleHTpalsbHOTO OaHKa
Poccumckon

depmepauum Ha aTy, YCTAHOBJIEHHYVIO [TpaBUTEJIbCTBOM
Poccumckon

depmepaunm, 6O6es3 NpencTaBJIEHUS 3agBJIEHMI O IepecdyeTe LEeHBE C
BHEeCeHMeM

COOTBETCTBYIMX M3MEHEHUM B T'OCYINAPCTBEHHEM pPeecTp
IpeneJibHEIX

OTIYCKHEIX LI€H NPOM3BOOMTEJIEV Ha JIEKAPCTBEHHEE IpernapaTH,
BKJIIOUEHHBIE

B IIepedeHb KVMBHEHHO HeODOXOIOMMBIX n BaXHEeMIIMX
JIEKapPCTBEHHBIX

npenapaToB (yacTb 3-5 BBemeHa denepalibHEIM 3akoHOM oT 11
OKTAOpPA
2010 . N 271-03 - CobpaHMe 3akoHOHATeNbCTBa POCCHUMCKOM
denmepaunmy,
2010, N 42, cT. 5293).

3-6. BaperMcTpMpPOBAaHHEIE IO IOHSA BCTYIJIEHMS B CUITY
HaCcToAWeIro

dernepalIbHOTO 3aKOHa npenejsibHeEe OTIIY CKHEIE LI&HEI
POCCUMCKUX

NPOM3BOOMTEJIEN Ha JIEKAPCTBEHHHE MpenapaTh, BKJIOUEHHHE B
IepeyeHhb



XKMBHEHHO HEeOOXOIMMBIX M BaXHeMIMX JIEKAPCTBEHHEIX IIpellapaTOoB,
nonoijiexaT

mHnekcaummu ¢ 1 Hosabpsa 2010 roma mMcxoms M3 OIPOTHO3UPYEMOTO
YPOBHHA

MHOIAUMM, YCTaHOBJIEHHOTO derepalibHBIM 3aKOHOM OT 2 nekabpd
2009 rogma

N 308-03 "O odenmepanbHoMm ©Owomxere Ha 2010 rom m Ha
IIJIQHOBEIM MNEPUOn

2011 m 2012 rvomoB" Ha 2011 rToxm (uacTe 3-6 BBeIeHa
denepalib HEIM

3axkoHoM oT 11 oxkrabpsa 2010 r. N 271-03 - CobpaHue
3aKOHOATeJIbCTBA

Poccumckom denepaumum, 2010, N 42, cr. 5293).

3-7. Ilocnme 1 wmaptra 2011 roma He HOoIycKawTCHd
MIPOM3BOLACTBO U

BBO3 B Poccumckynw denmepalMio JIEKAPCTBEHHBIX NPENapaToB B

YIIaKOBKaAxX C MapKMpOBKOﬁ, KOTOpa4d OblJla HaHeceHa OO0 IOHA
BCTYIIJIEHMA B

cuily Hacrodauwero demepalibHOT'O 3aKOHA. [To mcreueHuUn
YKAas3aHHOI'O CpPpOKa

IOaHHEBEIE JIeKapCTBEHHEIE IIpellapaTel MOI'YT OTIIyCKaTbCH,
pPeaJim30OBEIBATBECH,

nepenaraThbCsa M NPUMEHSATHCS OO MCTEUYEeHMS MX CpokKa T'OOHOCTHU
(uacTb

3-7 BBemeHa denepalibHBEM 3akoHOM OT 11 oxTsabpsa 2010 r. N
271-03 -
CobpaHMe 3akoHOIaTeJibCTBa Poccumckom denmepaumm, 2010, N
42, cmT.
5293; B pen. denmepanbHOro 3akoHa oT 29 Hog6ps 2010 r. N
313-03 -
CobpaHMe 3akoHOIaTeJibCTBa Poccumckom denmepaumm, 2010, N
49, cT.

6409; demepallbHOTO 3akKOHa oOT 6 zmekabps 2011 . N 409-03 -
CobpaHue

3akoHOImaTesibCcTBa Poccuyckom denmepaumm, 2011, N 50, cT.
7351) .

4. Co OHA BCTYIJIEHMAI B CUJy HacTodmero demepalibHOTO
3aKOHa U



1o 30 anpesnsg 2011 roma BKJIOUMTEJBHO JOINyCKaeTCd
IpoOBEeIEeHUE

OKCIIEPTU3E JICKAPCTBEHHEIX CpenOCTkB OJSKCIIepTaMM OJSKCIIEPTHOI'O
YUypexageHA

0 IIPOXOXIOEHMA VIMI arrecraunmum B Inop4a1xKe,
YCTAHOBJIEHHOM

YIIOJIHOMOYEHHEIM @eﬂepaﬂbHHM OpraHOM VICIIOJIHUTEJILHOM BJIACTU.

5. Co 1mHs BCTYIJIEHMS B CUWJIy HacTosmero demepasibHOT'O
3aKOHa u

no 31 mexabpa 2013 1oma BKJIOUMTEJIBHO OCYUECTBJIAETCH
nepexon K

IIPOM3BOOCTBY JIEKAPCTBEHHEX cpeldCTB B COOTBETCTBUMA C
IIpaBMIIaMM

OpTraHM3aluy MNPOM3BOICTBA M KOHTPOJIS KauyeCTBa JieKapCTBEHHBIX
CpeIncTs,

YyKasz3aHHeEIMM B 4YacTu 1 cTaTtbu 45 HacTodmero denepalibHOTO
3akKoHa, B

nojHoM of6weme. CpokM Iepexoma MNPOU3BONCTBA JIeKapCTBEHHBIX
CpeIcTB K

X T[OPOM3BOIACTBY B COOTBETCTBUM C KOHKPETHBMU
TpeOOBaHMAMM IOAaHHEIX

InpaBuiI, BKJIIOHaA CPOKM aTTecCcTalVM YIIOJIHOMOUWEHHEBEX JINIIL,
YKa3aHHEIX B

JyacTax 6 u 7 CTaTbuU 45 HacTogmero denepasibHOTO
3aKOHa,

YCTAaHaBJIMBATCA HpaBMTeHbCTBOM Poccumckon @enepauMM.

6. JIMLIEeH3UM Ha IPOU3BOICTBO JIEKAPCTBEHHEIX CPENCTB,
BBEIDAHHBIE IO

1 guBapsa 2014 roma, memcTBylT nocjse 1 guBapsa 2014 roma 1no
NCTEeUeHNnd

CpOKa MX HOeNCTBMA IIpU YCJOBMM COOTBETCTBMA JIMIEH3MaTa
rnpaeuiaM

opraHmMs3alMy INPOM3BOILCTBA M KOHTPOJIA KauecCTBa JIEKaPCTBEHHEIX
CpencTs,

yKasaHHEIM B YacTu 1 craTbu 45 HacTosaumero dermepalibHOTO
3aKOHaA.

7. dopMHUPOBaHUE TOCYIapCTBEHHOTO 3alaHus Ha
poBeneHre



SKCIEePTMU3E JIEKAaPCTBEHHEIX CPEeOCTB denepalsibHOMY
TOCyIapCTBEHHOMY

DIIXE THOMY YUpeXxIoeHNMIO I10 npoeBeeHMIO OKCIIEPTUM3EL
JIEeKapCTBEHHEBIX

CpenCTB " @MHaHCOBOG obecrnieueHue BEIITIOJIHEHW A oTOI0O
3alaHMA

OCYHIECTBJIATCS B INOpSIke, YCTaHOBJIeHHOM delepalibHBIM
3aKOHOM OT 12

auBapsa 1996 roma N 7-03 "O HekOMMepueCkMUxX opTraHu3aumax"
(wacrn 7

BBeneHa demepalsibHEIM 3aKOHOM oOT 29 Hosgbps 2010 ©. N
313-93 -

CobpaHMe 3akKoHOIaTeJNbCTBa Poccumckom denmepaumm, 2010, N
49, cmT.

0409) .

[IlpesuneHT Poccurmckom demepalnm
II.MenoBenen

Mockea, Kpewmib
12 anpensa 2010 roma
N 61-03



