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IHOJIOXKXEHHUE
0 JIMLIEH3MPOBAHHUM NPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB

(B peoaxyuu nocmanoenenuti Ilpasumenvcmea Poccuiickoii
Deoepayuuom 15.04.2013 Ne 342, om 20.06.2018 Ne 702, om 28.02.2019
No 217)

1. Hacrosimee IlomoskeHwe — ycTaHaBIMBAeT TMOPSANOK  JIMLIEH3UPOBAHUS
NEATeTbHOCTA TI0 TPOU3BOJACTBY JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBISIEMON
IOpUIMYECKUMU JIMIIAaMU B cOOTBETCTBUU ¢ DenepanbHbiM 3akoHOM "OO0 0OpaiieHuu
JIEKApCTBEHHBIX CPEICTB".

2. JIunieH3upoBaHue NEATEIBHOCTH MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEICTB
JUISL MEAULMHCKOTO MPUMEHEHUS OCYIECTBISIET MUHUCTEPCTBO MPOMBILUIEHHOCTH U
toproiu Poccuiickon Penepanuu, 1isi BETEpUHAPHOTO ITpuMeHeHus - OenepanbHas
ciyx0a Mo BeTepuHAPHOMY U (PUTOCAHUTAPHOMY HAI30py ([ayee - JTUIECH3UPYIoLIe
OpraHsbl).

3. lesTenbHOCTD MO MPOU3BOJCTBY JIEKAPCTBEHHBIX CPEACTB BKIIIOYAET B ceOs
paboThI MO MEPEUHIO COMIACHO MPUIIOKEHHUIO.

4, .HI/II_IGHSI/IOHHBIMI/I Tpe6OBaHI/I$IMI/I, OpCaABABIIACMBIMU K COUCKATCIIIO JIMICH3 NN
Ha OCYHICCTBJICHUC ACATCIbHOCTHU 110 IMTPOU3BOJACTBY JICKAPCTBCHHLIX CPCACTB (z[anee -
JII/II_IGHSI/ISI), ABJIAOTCA:

a) HAJIMYKE y COMCKATEIS JIUIICH3UU TIOMEIICHUH, 3[aHU, COOPYIKCHUI U MHBIX
00BEKTOB, TEXHUYECKUX CPEJCTB, OOOPYAOBAaHHUA U TEXHUYECKON TOKyMEHTAIUH,
MpUHAJICKAIINX €My Ha MpaBe COOCTBEHHOCTH WJIM HA MHOM 3aKOHHOM OCHOBAHUH,
HEOOXOJAMMBIX  JUUI1  BBIMIOJHEHHSI  3asBISIEMBIX  pabOT, COOTBETCTBYIOIIHMX
YCTaHOBJIEHHBIM TPeOOBaHUSIM;

0) COOTBETCTBHE  TMPOU3BOJCTBA  JICKAPCTBEHHBIX  CPEACTB  MPaBUJIAM
OpraHM3allud TPOM3BOJCTBA M KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB B
COOTBETCTBHH CO cTaTheil 45 denepanpHoro 3akoHa "OO6 oOpalieHnH JTeKapCTBEHHBIX
cpencTs'”;

B) HAJIMUYME B  COOTBETCTBMM €O  crTaThed 45 denepabHOTO
3akoHa "OO0 oOpallleHuH JIEKapCTBEHHBIX CPEACTB' MPOMBIIUIEHHBIX PErjaMeHTOB,
YTBEPKACHHBIX PYKOBOJIUTEIEM IPOU3BOAUTES JIEKAPCTBEHHBIX CPEJICTB (COUCKATEIS
JUIEH3UHU) U BKJIIOYAIOUUX B ce0s MepeueHb MCMOIb3yEMBIX (DapMalieBTUUECKUX
cyOCTaHIIMIA U BCIOMOTaTeIbHBIX BEIIECTB C YKa3aHUEM KOJMYECTBA KaXKIOT0 U3 HUX,
JaHHbIE 00 UCIIOJIB3YEMOM 000PY/I0BAaHUU U ONHUCAHUE TEXHOJIOTHUECKOTo Mpoliecca 1
METOJIOB KOHTPOJISl HA BCEX dTanax MPOU3BOCTBA JEKAPCTBEHHBIX CPEJICTB;



r) HAMMYMe B COOTBETCTBUM  cO  cTaThed 45 deaepabHOTO
3akoHa "OO0 oOpaleHnu  JEKapCTBEHHBIX  CPEACTB" yIMOJHOMOYEHHOTO  JIMIIA
POU3BOAMUTES JIEKAPCTBEHHBIX CPEICTB, KOTOPOE MPHU BBO/IE JIEKAPCTBEHHBIX CPE/ICTB
B TPaXXJaHCKUK 000POT OCYIIECTBISIET MOATBEPKICHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CPEICTB TpeOOBAHUSAM, YCTAHOBJIEHHBIM MPHU MX TOCYJApCTBEHHOM pErucTpanuu, u
rapaHTHUpPyeT, 4YTO JIEKApCTBEHHBIE CPEICTBAa MPOU3BENEHbl B COOTBETCTBUU C
MpaBUIaMHu MPOU3BOJICTBA M KOHTPOJISI KaueCTBA JIEKAPCTBEHHBIX CPEJCTB, a TaKkKe
KOTOpOE:

UMeeT BbIcHIee (apMaleBTHICCKOE, XHMHYECKOS, MEIUIMHCKOS  HJIU
OunoJsioruyeckoe 00pa3zoBaHKe MO0 MPU MPOU3BOACTBE JICKAPCTBEHHBIX CPEICTB IS
BETCPUHAPHOTO MPUMEHEHHS - BETepUHApHOE 0oOpa3oBaHMe, CTaX pabOThl HE MCHEE
4yeM 5 JIeT B 001acTH MPOU3BOACTBA M KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB;

[P IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB Uil MEIULMHCKOTO ITPUMEHEHUS
aTTECTOBAHO B TOPsJKE, YCTAHOBJIEHHOM MMHHUCTEPCTBOM 3paBOOXPAHEHUS
Poccuiickon ®enepanuu, mNpU NOPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO NPHUMEHEHUS - B MOPSAIAKE, YCTAaHOBIEHHOM MUHUCTEPCTBOM
cenbeKoro xo3sucrea Poccuiickont denepanny;

1) HaTM49ue paOOTHUKOB, 3aKIIOYMBIINX TPYIOBBIE JIOTOBOPBI, HMEIOIINX
COOTBETCTBEHHO BBICIIEE WM cpeaHee npodeccHoHanbHoe (apMalleBTHUECKOE,
XUMHUYECKOE, XHUMHUKO-TEXHOJOTUYECKOE, OHOJIOTMYeCcKoe, OMOTEXHOJIOTHYECKOE,
MEJUIIMHCKOE WM BETepUHApHOE 00pa3oBaHKE, OTBETCTBEHHBIX 33 MPOU3BOJICTBO U
MAapKHUPOBKY JIEKAPCTBEHHBIX CPEICTB.

41. Tlpy HAMEPEHHWU COWCKATElNs JIMIICH3WUH OCYIIECTBIISITh IPOU3BOJICTBO
(dhapmareBTUYECKON CyOCTaHIIMM CIHpPTAa DSTUJIOBOTO (dTaHOJA) K COMCKATEIIO
JUICH3UA HApsATy C JIMIICH3UOHHBIMH TPEOOBAHMSIMH, YKa3aHHBIMH B IyHKTE 4
HacTosiero [TooxeHus, MpeabsABISIOTCS JTUIICH3NOHHBIC TpeOOBaHUs 00 OCHAIICHUN
OCHOBHOT'O TEXHOJIOTHYECKOTO 000pYI0BaHUS, HCIIOIB3YEMOTO JUISI MPOU3BOJCTBA
(dapmarieBTUYECKON  CyOCTaHIMM  CIIUpPTa  OTWJIOBOro  (3TaHoina)  (marmee -
o0opyaoBaHue):

aBTOMATUYECKUMU CPEJCTBAMU M3MEPEHUS M y4eTa KOHLEHTpauuu U oObeMa
0e3BOHOTO CIUpTa B (papMaleBTHUECKONW CyOCTaHIIMU CIUPTA ITHIOBOTO (9TAHOJIA),
o0beMa papMalleBTHUECKOM CyOCTaHIIMU CIIUPTA ATHIOBOTO (3TaHoJa), TpeOOBaHUs K
KOTOPBIM yTBEpXkAEHBI noctaHoBieHUeM lIpaBurenscrBa Poccuiickont denepaunn
ot 28 utons 2006 1. Ne 396 "O TpeOoBaHHIX K aBTOMATUIECKUM CPEJICTBAM U3MEPEHHUSI
Y y4eTa KOHIICHTPAIlUU U 00bemMa O€3BOHOTO CIIMPTa B TOTOBOW MPOAYKITHH, 00BeMa
rOTOBOM MPOAYKIMU", OTNIOMOMPOBAHHBIMU (OrneyaTaHHbIMK) DefepanbHoil ciry k001
M0 PEryJMPOBAHUIO AJIKOTOJILHOTO pBhIHKA (Jajiee - aBTOMAaTUYECKHUE CPEJCTBA), B
COOTBETCTBHH CO CXEMOW OCHAIICHMsI 000pYI0BaHUs, COJepKalel HHPopMaIuo 00
yKa3aHHBIX O00OpY/IOBAaHMHU, AaBTOMATUYECKUX CPEJACTBAX U KOMMYHHKALUAX B
COOTBETCTBHHU C NEpEeYHEM MH(OpMAIINK, YCTaHOBICHHBIM DenepanbHOi CiyKO00H 110



pPEryJIMPOBAHUIO AJKOTOJILHOTO PBIHKA, a TakK)Ke€ TEXHUYECKOW JTOKyMEHTaIuen
U3rOTOBUTENIS aBTOMATUYECKUX CPEACTB HA ATU CPEACTBA;

TeXHUYECKUMHU CpelcTBaMu (puKcamuu U repenadyd uHpopmaiuu 00 odbeme
MPOM3BOJICTBA H 000pOTa CHOUPTAa OTUJIOBOTO (3TaHOJA), AJKOTOJIBHOM W
CHHUpTOCOAepKAaIlel MPOILYKIUU B €AUHYIO TOCYJapCTBEHHYIO aBTOMATU3UPOBAHHYIO
MH(DOPMAIIMOHHYIO CHUCTEMYy YyuyeTa o0beMa MPOU3BOJCTBA M 000pOTa 3TUIOBOTO
CIUPTA, AJIKOTOJIBHOW M CHUPTOCOEpKAIIeH MPOIyKIUHU, TPeOOBaHUS K KOTOPBIM
yTBEpKIeHbl TocTaHoBieHueM [IpaBurensctBa Poccuiickoit deneparuu oT 9 utons
2016 r. Ne 650 "O TpeOoBaHMAX K TEXHUYECKUM CpEJCTBaM (PUKCAIMU U Mepeaadu
nHpopmarmu 06 00beMe IPOU3BOACTBA U 000POTA ATHIIOBOTO CIIUPTA, ATKOTOJIBHOUN U
CHHUpTOCOAEpKAaIlel MPOIYKIUU B €IUHYIO TOCYAapCTBEHHYIO aBTOMATU3HUPOBAHHYIO
nHGOPMAIIMOHHYIO CHCTEMY ydeTa oObema MPOU3BOJACTBA U 00OpPOTAa ATHIOBOTO
CIUPTA, AIKOTOJIbHOM M CIIUPTOCOIEPIKALLECH MPOyKIUn'".

(Ilynkm  Oononmnen -  Ilocmanosnenue  I[lpasumenvcmea  Poccutickou
Deoepayuu om 20.06.2018 Ne 702)

4. Ilpy HaMEpeHUM COMCKATeNsl JMIEH3UU OCYIIECTBISATh IMPOU3BOJCTBO
CIIUPTOCOICPKAIIMX JICKAPCTBEHHBIX MPENapaToB, a TAKXKE MPOU3BOJCTBO JAPYTHX
JIEKapCTBEHHBIX CPEJICTB C MCIIOJIb30BAaHUEM (papMaIleBTUUECKON CyOCTaHIIUN CIIUpPTa
ATWJIOBOIO (3TaHOJIa) WJIM 3TUJIOBOTO CHUPTAa K COMUCKATENIO JIMLIEH3UU Hapsay ¢
JTUIEH3UOHHBIMU TPEeOOBAaHUSMHU, YKa3aHHBIMU B MyHKTE 4 Hactosmiero llomoxenus,
MPEABABIISIOTCS JIMIICH3NOHHBIE TPEOOBAHNUSA:

a) 00 OCHAIICHHMH EMKOCTeH I MpUEeMKH (apMalleBTUYECKON CyOCTaHIIUH
CIIMPTa ATUJIOBOTO (3TaHOJIA) WX ATUJIOBOTO CIIUPTAa aBTOMATHYCCKUMH CPEACTBAMH
W3MEPEeHUsT W ydYeTa KOHIGHTpalluu W o0beMa OE3BOJHOTO CIHpTa B
(dhapmareBTHYECKON CyOCTaHIIMM CHHUpPTa 3TUJIOBOTO (dTaHOJA) WIM B STHUIOBOM
cripTe, o0beMa (hapMareBTUYECKOW CyOCTaHIIMK CIUPTA 3THIIOBOTO (dTaHOJA) WA
STUJIOBOTO CIIUPTa B COOTBETCTBUH CO CXEMOM OCHAIEHUS YKa3aHHOTO 000PY10BaHMUS,
comepxamieid uHGOpMaIMi0 00 yKa3aHHBIX OOOpYJOBaHWHM, ABTOMATHYCCKUX
CpeACTBaX W KOMMYHHUKAIIMUSIX B COOTBETCTBHM C IIepedyHeM HWHOOpMAaIHH,
ycTaHoBIICHHBIM DeiepabHON CITyKOO0M 0 PEeTyIMPOBAHUIO AIKOTOJIBLHOTO PhIHKA, a
TaKXe C TEXHUYECKOU JOKYMEHTAIMEeH U3TrOTOBUTEIIS aBTOMATHUECKUX CPEJICTB HA ATH
CpEICTBa;

0) 00 ocHareHuru 000pyI0BaHMs TSl yueTa o0bemMa 000poTa U UCTIOIb30BAHUS
(hapMareBTUYECKOM CyOCTaHIIMKM CIUPTA ITUIOBOTO (3TaHOJIA) UK STUIIOBOTO CIHPTA
JUISE TIPOM3BOJICTBA CHUPTOCOACPKAIIMX JICKAPCTBEHHBIX IMpEnapaTroB, a TakkKe B
Mpoliecce MPOU3BOJACTBA JAPYIHX JIEKAPCTBEHHBIX CPEACTB C HCIOJIb30BAaHUEM
(hapMareBTUYECKOM CyOCTaHIIMKM CIIUPTA ATUIOBOTO (3TaHOJIA) UK STUIIOBOTO CIHPTA
TEXHUYECKUMHU CpeAcTBaMU (ukcanmu W mnepegaun uHbopMamuu o0 oObeMe
MpPOU3BOJACTBA W 000pOTa CHUpPTa JTWIOBOIO (3TaHOJA), aJKOTOJbHOM U
CIIUPTOCOIepKAIEH MPOIYKIIMH B €IMHYIO TOCY/IapCTBEHHYIO aBTOMATHU3UPOBAHHYIO



MH(POPMAITMOHHYIO CHUCTEMY ydeTa oObeéMa IMPOU3BOJACTBA M 000pOTa 3TUIOBOIO
CIUPTA, AJIKOTOJBHOW M CIUPTOCOCpPIKAICH MPOMYyKIIMHU, TPEOOBAaHUS K KOTOPBIM
yTBepKACHBI TocTaHoBiIcHUEeM IlpaBurenbcrBa Poccmiickoit denepanuu ot 9 urois
2016 . Ne 650 "O TpeOoBaHUAX K TEXHHYECCKHM CPEACTBAM (PUKcAIlUH M TEpeaadun
uHbopMaru 00 00beMe MPOU3BOICTBA U 000POTA ITHIIOBOTO CIUPTA, AJIKOTOJILHON U
CIIUPTOCOIepKAIIEH MPOIYKIMHU B €IMHYIO FOCYIapCTBEHHYIO aBTOMATU3WPOBAHHYIO
MH(OOPMAIIMOHHYIO CHUCTEMYy YyuyeTa oO0beMa MPOU3BOJCTBA M 000pOTa 3TUIOBOTO
CIIMPTA, AIKOTOJIBHON U CIMPTOCOAECPHKAIIEH TPOTYKIIUH .

(donoaneno nymkmom - Ilocmanosnenue Ilpasumenscmea Poccuiickou
Dedepayuuom 28.02.2019 Ne 217)

5. JIMIIEH3MOHHBIMH Tp€6OBaHI/I}IMI/I, MpeaAbABILICMBIMA K JIMOCH3UATY IIPpU
OCYIICCTBIICHUHN ACATCIbHOCTH 11O IPOU3BOJACTBY JICKAPCTBCHHBIX CPCACTB, SABJIAIOTCA:

a) HaJIM4IKC y JIUIOCH3UATA HOMCHI@HHIZ, 3I[aHI/II71, COOpy)KCHI/Iﬁ N MHBIX O6T>6KTOB,
TCXHHUYCCKHX CpPCACTB, O60py2[OBaHI/I$I n TEXHUYECKOMN JOKYMCHTAIIUH,
NpUHAJICKAIINX EMY Ha IIPpaBeC COOCTBEHHOCTH HJIM Ha MHOM 3aKOHHOM OCHOBAaHUH,
HeO6XO,ZII/IMBIX JJIA BBIITOJTHCHUA 3asABJICHHBIX pa60T, COOTBCTCTBYIOIIUX
YCTAaHOBJICHHBIM Tp€6OBaHI/I${M;

0) cobmoieHne B COOTBETCTBMM  cO  cratbed 45  dDenepaibHOro
3akoHa "OO0 oOpallleHnH JIEKapCTBEHHBIX CPeICTB" TPEOOBAHUN MPOMBIIIEHHBIX
PErJIaMeHTOB, YTBEPXKIECHHBIX PYKOBOAHUTEIEM TMPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB (NMIEH3MaTa) M BKIIOYAIOIIUX B Cce0s TMEpeYeHb HCIOJIb3YyEMbIX
(dapmaneBTUYECKUX CyOCTAaHIIMII ¥ BCIIOMOTATENbHBIX BEIIECTB C YKa3aHHEM
KOJTMYECTBAa KaXXJIOTO M3 HUX, IaHHBIE 00 HUCIOJIh3yeMOM O0OPYIOBAaHUU M OMUCAHUE
TEXHOJIOTUYECKOTO MPOLECcca U METOJIOB KOHTPOJISI Ha BCEX 3Tamax MpPOU3BOJCTBA
JIEKapCTBEHHBIX CPECTB;

B) COOMIOJIECHHE B  COOTBETCTBUU CcO  cTatheir 45  DemepaibHOTO
3akoHa "O0 oOpaieHuH JIEKapCTBEHHBIX CpelCcTB" mpaBuUil OpraHu3aluu
MPOU3BOJICTBA M KOHTPOJISA Ka4eCTBA JIEKAPCTBEHHBIX CPECTB;

r) HATM4YhEe B COOTBETCTBUU co cratbei 45 denepabHOTO
3akoHa "OO0 oOpallleHuH  JIGKAPCTBEHHBIX  CPEACTB" YIIOJIHOMOYEHHOTO  JIUIA
MIPOU3BOAMTEIS IEKAPCTBEHHBIX CPEJICTB, KOTOPOE MPU BBOJIE JIEKAPCTBEHHBIX CPEICTB
B IPaKJAaHCKUI 000POT OCYIIECTBIISIET MOATBEPIKICHNUE COOTBETCTBUS JIEKAPCTBEHHBIX
CPEICTB TPEOOBaHUSAM, YCTAHOBJIEHHBIM MPU UX TOCYAAPCTBEHHON pETUCTpaliu, U
rapaHTUpyeT, 4YTO JIEKAPCTBEHHBIC CPEACTBA TPOU3BEACHBI B COOTBETCTBUU C
MpaBUIaMu MPOU3BOJCTBA M KOHTPOJISI KAueCTBA JIEKAPCTBEHHBIX CPEJICTB, a TaKkKe
KOTOpOE:

IpU MPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB MJISI MEAUIIMHCKOTO MPUMECHECHHS
MMeeT BhIclIee (papMalleBTHUECKOE, XUMUYECKOe WM OMOJIOrMueckoe oOpa3oBaHUE,
CTaX pabOThl HE MEHee YeM 5 JIeT B 00JIaCTH MPOU3BOJCTBA U KOHTPOJII KadecTBa



JCKApCTBCHHBLIX CPCACTB, IIPpHU MPOU3BOACTBC JICKAPCTBCHHLIX CpPCACTB  IJIA
BETCPUHAPHOI'O IIPUMCHCHUA - BbICHICEC (bapMaIleBTI/I‘-IeCKOG, XHUMHNYECKOC,
0OMOJIOrNYeCKOe HIn BCTCPHUHAPHOC O6p2130BaHI/Ie, CTaxX pa6OTI>I HE MEHEE ueM S JIET B
obnactu MMPOU3BOJACTBA U KOHTPOJIA KaUC€CTBA JICKAPCTBCHHBIX CPCIACTB,

IIPU IIPOU3BOJACTBE JIEKAPCTBEHHBIX CPEICTB JUIl MEIULMHCKOTO IIPUMEHEHUS
aTTECTOBAHO B IIOPAJKE, YCTAHOBJICHHOM MMHUCTEPCTBOM 3IpPAaBOOXPAHCHUS
Poccuiickon ®enepanuu, MNpU NOPOU3BOACTBE JIEKAPCTBEHHBIX CPEACTB IS
BETEPUHAPHOIO MPHUMEHEHUS - B MOPSAIAKE, YCTAaHOBIEHHOM MUHUCTEPCTBOM
cenbcKoro xo3saucrea Poccurickon @enepanuu;

I[) HaJIN4YUe pa6OTHI/IKOB, 3aKIIIOYMBHIUX TPYAOBBIC JOrOBOPLI, HMCIOIIUX
BBICHICC WJIN CPEAHEC HpO(l)eCCI/IOHaJH)HOC (bﬂpMﬂHCBTH‘-I@CKOG, XHUMHNYECKOC, XUMHUKO-
TCXHOJIOTHYCCKOC, 6I/IOJ'IOI‘I/I‘IGCKOC, 6HOT€XHOJ’IOFH‘I€CKO€, MCAUIIMHCKOC HJIHU
BCTCPpUHAPHOC o6p330133H1/Ie, OTBCTCTBCHHLIX 3a IIPOU3BOACTBO MU MAPKHUPOBKY
JICKApPCTBCHHBIX CPCICTB,

¢) coOmoIcHne  JNHICH3WMaToM TpeboBaHuit cratbm 45 demepadbHOTO
3akoHa "OO0 oOpallleHuH  JIGKApPCTBEHHBIX  CPEACTB" O  3ampere  MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJICTB, HE BKIIOYEHHBIX B TOCYIaPCTBEHHBIN peeCTp JEKaPCTBEHHBIX
CPEJIICTB, 32 UCKIIFOUEHUEM JIEKAPCTBEHHBIX CPEJICTB, MPOU3BOIUMBIX JJIsl IPOBEACHHUS
KJIIMHAYECKUX HCCIEAOBAHMM M JKCIOPTA, a TAKXKE O 3alpellieHWH MPOU3BOJCTBA
(banbcuUIUPOBaHHBIX JIEKAPCTBEHHBIX CPEJICTB U JIEKAPCTBEHHBIX CPEJICTB C
HapyIlIEeHHEM TMpaBWJ OpraHu3alid MPOM3BOJACTBA W  KOHTPOJA  KadecTBa
JIEKAPCTBEHHBIX CPECTB;

’K) COONTIOICHUE ~ JIMIICH3WAaTOM TpeOoBaHuid crtateu 57 ®DemepaabHOTO
3akoHa "O0 oOpaieHuH JIEKapCTBEHHBIX cpencTB” o 3anpere MIPOJIAXKH
HE00pOKaYeCTBEHHBIX JIEKapCTBEHHBIX CPEIICTB, danbcudurpoBaHHBIX
JIEKapCTBEHHBIX CPECTB M KOHTPA(AKTHBIX JICKAPCTBEHHBIX CPEJICTB;

3) coOIO/IeHNE TIPABUJI XPAHEHUS JICKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO
ctatheit 58 denepanpHOro 3akoHa "OO oOpareHIH JIeKapCTBEHHBIX CPECTB',

n) cobmoaenue [IpaBun yHUUTOXKEHUST HETOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
cpencTB, (anbCU(UIUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB M KOHTPa(aKTHBIX
JICKapCTBCHHBIX  CPEJCTB, YTBEPXKJICHHBIX  TOCTaHOBIeHHUEM [IpaBUTENBCTBA
Poccuiickoii @eneparmu ot 3 ceHtsa0pst 2010 r. Ne 674;

K) coOumo/ieHne TpeOoBaHUS O TOCYAAPCTBEHHON pErucTpaly yCTaHOBIEHHBIX
MPOM3BOIUTENSAMH JICKAPCTBEHHBIX TPENapaToB MPEICIbHBIX OTIYCKHBIX II€H Ha
JIeKapCTBEHHbIE TpEMaparhbl, BKIIOUCHHBIC B MEPEUYCHb >KU3HEHHO HEOOXOIUMBIX H
BOXHCUIINX JICKAPCTBEHHBIX IMIPEMapaTtoB, B COOTBETCTBUM CO cTaThed 61
®denepanpHOro 3akoHa "O6 oOpaleHuu JIeKapCTBEHHBIX CPEJICTB,

K1) COOJIIOJICHHE MPaBWJI PETUCTPALIMU OIEpaliii, CBA3aHHBIX C OOpalleHueM
JIEKapCTBEHHBIX CPEJACTB ISl MEAUIIMHCKOTO TMPUMEHEHHS, BKIIOYECHHBIX B TIEPEUCHb



JIEKAPCTBEHHBIX CPEJICTB JJIsl MEIULIMHCKOTO MTPUMEHEHUS, MOAJIeKAITNX TPEeIMETHO-
KOJIMYECTBEHHOMY YYETy, B CIELMAIbHBIX JKypHajaX yudeTa Olepaluii, CBSI3aHHbBIX C
oOpallleHueM JIEKApCTBEHHBIX CPEJCTB JJISi MEIUIIMHCKOTO NMPUMEHEHUS, U MPaBUil
BEJICHUS W XPAHEHHUS CIEHUAIbHBIX >KYpPHAJIOB ydeTa OMepaluid, CBS3aHHBIX C
oOpallleHueM JIeKapCTBEHHBIX CPEACTB AJIsi MEIUIIUHCKOTO NIpUMEHeHus; (/[onoanen -
Ilocmanoenenue Ilpasumenvcmesa Poccuiickoiit @edepayuu om 15.04.2013 Ne 342)

J1) IOBBIIIEHHE KBaTM(UKAIMU JIMI[, YKa3aHHbIX B mnoamyHkrax """ u "n"
HACTOSIILIETO IyHKTa, HE pexe | pasza B 5 ser.

51. JIMIIeH3MOHHBIMU TPEOOBAHUSAMH, TPEIBSIBISIEMBIMU K JIMIICH3UATY TIPHU
OCYIIECTBJICHUH TPOM3BOJICTBA (papMaIlleBTHUECKOW CYOCTaHIIMM CIUPTA STHUIIOBOTO
(3TaHoONa), HaApSAAY C JIMIEH3MOHHBIMU TPEOOBAaHUAMHM, yKa3aHHBIMH B ITYHKTE 5
Hactosmiero IlonokeHus, IBISIIOTCS:

@) ocHallleHHue 000PY/IOBAHHMS:

ABTOMATUYECKHUMHU CPEJIICTBAMUA B COOTBETCTBMH CO CXEMOM OCHAIICHUS,
comepkamieid uHGOpMaIMio 00 yKa3aHHBIX OOOpPYJOBaHUHM, ABTOMATHYCCKUX
CpeACTBaX H KOMMYHHKAIIMUSAX B COOTBETCTBHM C IepedyHeM uH)opMammw,
ycTaHoBIIeHHBIM DeepanbHON CITyKOO0M MO PEeTyIMPOBAHUIO AJIKOTOJIBLHOTO PHIHKA, a
TaKXK€ TEXHUYECKOW JOKYMEHTAUMEN U3rOTOBUTENSI aBTOMATUYECKUX CPEACTB HA ATU
CpeaCTBa;

TEXHUYECKUMU CpPeICTBaMHU (PuKcauu U nepenauu uHpopmanuu od odbeme
MPOU3BOJACTBA M 00OpOTa CHOMpPTa ATUIOBOIO (dTaHONA), AJKOTOJBHOW W
CIUPTOCOACPKAIICH MPOITYKIIUU B SIUHYIO TOCYAAPCTBEHHYIO aBTOMATU3HPOBAHHYIO
MH(POPMALIMOHHYIO CHCTEMY ydeTa oObeMma MpPOU3BOJACTBA U 00OpPOTAa ATHIOBOTO
CIHUPTA, AIKOTOJILHOW M CHUPTOCOJEpIKAIle MpOAyKIHUU, TPeOOBaHUS K KOTOPBIM
yTBepKJIeHbl mocTaHoBieHueM [IpaBurensctBa Poccuiickoit deneparuu oT 9 utons
2016 1. Ne 650 "O TpeOoBaHMAX K TEXHHUYECKUM CpPEICTBaM (DUKCAIMU M Tepeaadu
uHbopMaluu 06 00beMe MPOU3BOACTBA U 000POTA ITHIOBOTO CITUPTA, ANKOTOJIBHON U
CIUPTOCOACPKAIICH MPOITYKIIUU B SIUHYIO TOCYAAPCTBEHHYIO aBTOMATU3HPOBAHHYIO
MH(POPMALIMOHHYIO CHCTEMY ydeTa oObeMa MPOU3BOJACTBA U 00OpPOTAa ATHIOBOTO
CIHPTA, aTKOTOJILHOM M CITUPTOCO IEprKaIIei MpOoayKIuu';

0) mpeacTaBiieHHE ACKIapanuidi 00 o0beMe MPOW3BOACTBA, IMOCTABKU M (WJIH)
WCITOJIB30BaHUS JUUII COOCTBEHHBIX HYXJI (papMarieBTHYECKOW CyOCTaHIIMK CITUpTa
ATUJIOBOTO (3TaHOJA).

(Ilynkm  oononnen -  Ilocmanosnenue  Ilpasumenscmea  Poccuiickotu
Deoepayuu om 20.06.2018 Ne 702)

52. JIUlIeH3MOHHBIMU TPEOOBAHUAMH, MPEABABISICMBIMA K JIMICH3UATY TIpU
OCYIIECTBIICHUU IPOU3BOJICTBA CHUPTOCOAEPKAIIUX JIEKAPCTBEHHBIX MpPEnapaTos, 3a
WCKJIFOUEHUEM CIUPTOCOAEPKAIMX JIEKAPCTBEHHBIX IMpPENapaTroB, BKIKOYEHHBIX B
MIEPEYHH 3TON NPOoAyKUnH, yTBEpKAaeMbie [IpaBurensctBom Poccuniickonn denepannn



B COOTBETCTBHMU C a03arieM TpeThuM IyHKTa 4 ctathu 1 @DenepalbHOro 3aKoHA
"O rocyJapCTBEHHOM PETYJIMPOBAHUU MPOU3BOJICTBA U 000OpPOTa STUIOBOTO CIUPTA,
QJKOTOJIPHOW M CIIMPTOCOJEPIKAIEeH MPOAYKIMH U 00 OTpaHUYCHHH MOTPEOICHUS
(pactiuTHsl) aJIKOrOJBHOM MPOAYKIHMH' HCXOIS M3 00beMa IMOTPEOHUTEIIBCKOM Tapbl
(ymakoBkr) u (WIHM) CTOMMOCTH W (Wid) (YHKIHOHAJIBHOTO HAa3HAYCHUS
CIIUPTOCOACPKAIIMX JICKAPCTBEHHBIX MpEnapaToB, a TAaKKe MPOU3BOJICTBA JPYTUX
JIEKApPCTBEHHBIX CPEJICTB C UCMOJb30BaHUEM (DapMarieBTUUeCKON CyOCTaHIIUMA CITUPTA
STUJIOBOTO (dTaHOJA) WJIM OTWJIOBOTO CIHPTA, HAPSIAy C JHICH3WOHHBIMH
TpeOOBaHMIMH, YKa3aHHBIMH B MyHKTE 5 HacTosimero [lonokeHus, SBIsSIOTCS:

a) OCHAIIICHHE EMKOCTEH IJIs MPHEMKH (hapMaLleBTHUCCKOM CYOCTaHIIUK CIIUPTA
STHJIOBOIO (3TaHOJA) WM STUJIOBOrO CIHMPTAa ABTOMATHYECKUMHU CPEACTBAMU
M3MEPCHUST W ydeTra KOHIICHTpalud W o0beMa OC3BOJHOIO CHHpPTa B
(hapmareBTHYECKON CyOCTaHIMM CIUPTa STHIOBOIO (3TAaHOJA) WM B STHIOBOM
crapTe, oo0beMa (hapMareBTUYSCKOM CyOCTaHIIMK CIIUPTa 3THJIOBOrO (3TAaHOJA) WIIH
STUJIOBOTO CIIMPTa B COOTBETCTBUH CO CXEMOM OCHAIICHUS YKa3aHHOTO 000Dy I0BaHHS,
coaepxkamied wmHGOpMauoo 00 yKa3aHHBIX OOOpPYyJOBaHMH, aBTOMATHYCCKUX
CPeACTBAX M KOMMYHHKAIIMSIX B COOTBETCTBHM C II€peYHEM HHOOpMAIHH,
yCTaHOBJICHHBIM DeiepaibHOi CIyKO00H 10 PeryIupOBaHUIO aIKOTOJILHOIO PhIHKA, H
TEXHUYCCKOM JTOKYMEHTAI[MCH W3rOTOBUTEIS aBTOMATHYCCKMX CPEIACTB Ha OTH
CpeACTBA, a TaKXke Iepemadya HHGOPMAIUK, IIOJYYSCHHOH C HCIIOJIb30BaHUEM
yKa3aHHBIX  aBTOMATHYCCKUX  CPEIACTB, B  CIWHYK  TOCYJapCTBECHHYIO
aBTOMATU3UPOBAHHYIO MH(DOPMAIMOHHYIO CHUCTEMY ydeTa oObemMa IPOM3BOJCTBA U
000pOTa ATHIIOBOTO CIUPTA, AJTKOTOJIBHOW U CITUPTOCOACPIKAIICH MPOTyKIIHH,

0) ocHameHne 00OpyAOBaHUS JUIA ydeTa oObemMa 000pOTa M HMCIOJBb30BAHUS
(hapManeBTHYECKON CYOCTaHIIMK CIIUPTA ATUIOBOTO (3TaHOJIA) UITH STUIIOBOTO CITHPTA
JUIsL TIPOM3BOJCTBA CHUPTOCOACPKAIIMX JIEKAPCTBEHHBIX MpPENapaTroB, a TaKXKe B
Mpollecce TPOU3BOJACTBA JAPYTHX JICKAPCTBEHHBIX CPEACTB C HCIOJb30BaHHUEM
(hapManeBTHYECKON CYOCTaHIIMK CIIUPTA ATUIOBOTO (3TaHOJIA) WITH STUIIOBOTO CITHPTA
TEXHUYECKUMHU CpEIACTBAMH (UKCAIMM © repeaadn uHbopManuu o0 o0beme
MPOM3BOJACTBA W 00OpOTa CHUPTAa ATWIOBOIO (3TaHOJA), AJIKOTOJIBHOM U
CIIUPTOCOACPKAIICH MPOAYKIIMU B €IMHYIO TOCYIapCTBEHHYIO0 aBTOMATH3UPOBAHHYIO
nHGOPMAIIMOHHYIO CHCTEMY ydeTra o0beMa IMPOU3BOJCTBA U 000OpOTAa ATHIOBOTO
CIUPTA, AJIKOTOJIBHOW M CHUPTOCOAEpPKALIEH MPOAYKIHMH, TPeOOBaHUS K KOTOPBIM
yTBepKJIeHbl mocTaHoBleHneM IIpaBurensctBa Poccuiickoit deneparuu oT 9 utons
2016 r. Ne 650 "O TpeboBaHUSAX K TEXHHUECKUM CpPEICTBAM (PUKCAIMHM U Tepeaadu
nHpopManuu 00 00beMe IPOU3BOACTBA M 000POTA ATUIIOBOIO CIIUPTA, aJIKOTOJLHOM U
CIUPTOCOACPKAIICH MPOAYKIIMU B €IMHYIO TOCYIapCTBEHHYIO0 aBTOMATH3UPOBAHHYIO
MH()OPMAIIMOHHYIO CHUCTEMY YyuyeTa oObeMa MpPOU3BOJCTBA M 00OpOTa 3TUIIOBOTO
CIIHUPTA, AJIKOTOJBHOM W CHUPTOCOAEpKAIIEH MPOAYKIMHU', a Takxke Iepeaada
uHpopmaimu 00 o0beMe HCTOJIB30BaHMS (PAapMAIEBTUYECKON CYOCTaHIIMHM CIIHUPTa
STWJIOBOTO (3TaHOJA) WJIA 3THJIOBOTO CIHPTA JJIsl MPOU3BOJICTBA CIHUPTOCOISPIKAIINUX



JICKapCTBEHHBIX IIPENaparoB, a TaKXe B MPOLECCE NPOU3BOJACTBA JIPYIHUX
JIEKapCTBEHHBIX CPEICTB B €IUHYI0 T'OCYJapCTBEHHYK) aBTOMATH3UPOBAHHYIO
MH(POPMAIIMOHHYIO CHCTEMYy ydeTra o0beMa MpPOM3BOACTBA U 00OpPOTa ATUIOBOTO
CIIMPTA, AIKOTOJIBHOU U CIIUPTOCOAEPIKAILEHU POTYKIIH;

B) IPEJCTaBlieHUE JeKiapanuii o0 o0beMe 3aKymkKd U HCIOJIb30BAHMUS
(hapManeBTUYECKOM CYOCTaHIIMM CIIMPTA ITUIOBOTO (3TaHOJIA), a TakkKe 00 oObeMme
MPOU3BOJCTBA, HW3TOTOBIEHUS U (Wiau) o0opoTa (3a MCKIIOYEHHEM PO3HUYHOU
NPOJAXXKH) CIIMPTOCOACPKAIUX JIEKAPCTBEHHBIX TpenapaToB MpU IPOHU3BOJICTBE,
M3TOTOBJICHUU U (W) 000pOTE CHUPTOCOACPKAIIMX JIEKAPCTBEHHBIX MPENapaTtoB B
o6beme, npepspimarorieM 200 1eKaIUTPOB B TOJI.

(donoaneno nymkmom - Ilocmanosenenue Ilpasumenvcmea Poccuiickou
Deoepayuuom 28.02.2019 Ne 217)

6. Ocy1ecTBiieHUE AESITEILHOCTH 1O MPOU3BOJICTBY JIEKAPCTBEHHBIX CPENICTB C
rpyObIM HapYILIEHUEM JIMIIEH3UOHHBIX TPeOOBaHUH BiIeUeT 32 COO0I OTBETCTBEHHOCTD,
YCTaHOBJIEHHYIO 3aKOHOATeIbCTBOM Poccuiickon denepanuu.

[Ipu 3TOM no11 TPyOBIM HApyIIEHHUEM TOHUMAETCS HEBBITIOJHEHUE JIMIICH3UATOM
TpeOOBaHMIA, TMPEAYCMOTPEHHBIX moAmyHkTamu "a"- "u" wu "k1i" myHKTa
O ¥ myHKTaMu 51 u SznHacrosuero IlonoxkeHus, noeiekiiee 3a coOOW MOCIEACTBUS,
npeaycMoTpeHHbie yacThio 11 ctatbu 19 @enepanpHoro 3akona "O JIUIICH3UPOBAHUHT
OTJACIbHBIX BHUIOB NEITCIBHOCTH . (B pedakyuu nocmanoenenuti llpasumenvcmea
Poccuiickou

Deoepayuu om 15.04.2013 Ne 342,0m 20.06.2018 Ne 702, om 28.02.2019 Ne 217)

7. lns TonmydeHUs JIMUIEH3UH COWCKATEeNb JIMIICH3UW HaIpaBiseT WIH
MIPEJICTABIISCT B JTUIEH3UPYIONIUI OpraH 3asBlICHUE, TOKYMEHTHI (KOIMUH TJOKYMEHTOB)
Y CBEJICHMS, YKa3aHHbIE COOTBETCTBEHHO B yacTu | u myHkrax 1, 3 u 4 yactu 3 crateu
13 ®denepanbHoro 3akona "O NUIIEH3UPOBAHUM OTIEIBHBIX BUAOB ACSITEIBHOCTH', a
TaKke:

KONUU JTOKYMEHTOB, MOATBEPKIAIOIIMX HAJIMYHAE Yy COUCKATENS JIMLIEH3UM Ha
mpaBe COOCTBEHHOCTHM WM HAa HMHOM 3aKOHHOM OCHOBaHMM HEOOXOIUMBIX JIsi
OCYIICCTBIICHUSI  JEATEIBHOCTH 1O MPOU3BOJACTBY  JICKADCTBEHHBIX  CPEACTB
MOMEIICHUM, 3/aHWuN, COOPYXEHUHW M WHBIX OOBEKTOB, TEXHUYECKUX CPEICTB,
000pyIOBaHUSI U TEXHUYECKOM JOKYMEHTAllUH, COOTBETCTBYIOIIMX YCTAHOBIEHHBIM
TpeOOBaHUSM, MPaBa HA KOTOPBIE HE 3apPETUCTPUPOBAHBI B EMMHOM rOCy1apCcTBEHHOM
peecTpe NpaB Ha HEJABWKUMOE UMYIIIECTBO U CAEJIOK C HUM (B CIIy4ae €CJIM TaKHe IpaBa
3apEerUCTPUPOBAHbl B YKa3aHHOM pEECTpe - CBeJIeHUss 00 OTUX 3AaHMUSIX U
MOMEIICHMSIX ), @ TAKKE KOMUH TUTYJIbHBIX JINCTOB IPOMBIIIICHHBIX PErJIaMEHTOB;

KOMWU JOKYMEHTOB, TOJTBEPKAAOIINX COOTBETCTBYIOIINE JTUIICH3UOHHBIM
TpeboBaHUSIM 00pa3oBaHKe, KBATU(PUKALIMIO U CTaK pabOThl YIIOJIHOMOUYEHHOTO JIUIA



OPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCACTB, a TAKIKC O6p330BaHI/Ie CIICHaJInuCTOB,
OTBCTCTBCHHBLIX 3a IMMPOMU3BOJACTBO U MAPKHUPOBKY JICKAPCTBCHHBIX CPCACTB.

8.Ilpy HamepeHWH OCYIIECTBIATH JACITEIBHOCTH IO  MPOU3BOACTBY
JIEKQpPCTBEHHBIX CPENICTB IO aJpecy, HE YKa3aHHOMY B JIMIICH3WH, JIMIICH3MAT B
3asBJICHUM O TTepeoPOPMIICHUH JUIICH3UN B JIOTIOJHEHNE K CBEJICHUSIM, YKa3aHHBIM B
nyHkrax 1 m 3 wactu 1 cratem 13 @DepepanbHoro 3akona "O JIMLIEH3UPOBAHUH
OT/ICJIbHBIX BUJIOB JEATCILHOCTH ', YKA3bIBACT:

a) CBCACHUA, COJACpIKaIIHC HOBBIN aZpeC OCYHECCTBJICHUA OCATCIBHOCTU IIO
MIPOU3BOACTBY JICKAPCTBCHHLIX CPCACTB,

0) cBeZieHUSI O COCTABIISAIONIUX ACSITEILHOCTD MO TPOU3BOJICTBY JIEKAPCTBEHHBIX
CpeAcTB paboTax, KOTOpPHIC JHUIIEH3WAT HAMEPEH BBIMOJHATH IO HOBOMY apecy
OCYIIIECTBICHUS ACATECILHOCTH 10 TIPOU3BOICTBY JICKAPCTBEHHBIX CPEJICTB;

B) CBEJICHUS O HAJIMYKMH Yy JIMIICH3MATa HA MPaBe COOCTBEHHOCTH WJIM HA WHOM
3aKOHHOM OCHOBAaHMM HEOOXOJAMMBIX JUIsl OCYIIECTBICHUS JIE€ATEILHOCTH IIO
IIPOU3BOJICTBY JIEKAPCTBEHHBIX CPEJICTB 10 YKA3aHHOMY HOBOMY aJIpecy IOMEILIECHU,
3IaHUN, COOPY)KEHUW M HMHBIX OOBEKTOB, TEXHUYECKUX CPEICTB, 00OPYJOBaHUS U
TEXHUYECKOM JOKYMEHTAIlMHM, COOTBETCTBYIOIIUX YCTAHOBJICHHBIM TpeOOBaHUAM, a
TaK>Ke IPOMBILJIEHHBIX PErIAMEHTOB;

T) CBEICHUS O HAJIWYUU PaOOTHUKOB, 3aKIIOYUBIIUX TPYAOBBIE TOTOBOPHI,
MMEIOIINX COOTBETCTBYIOIIEE BBICIIEE MM CpefiHee MpodecCuoHaIbHOe 00pa3oBaHue,
OTBETCTBEHHBIX 3a MPOU3BOACTBO M MAapKHUPOBKY JIEKAPCTBEHHBIX CPEJCTB,
HaMEPEHHBIX OCYILECTBIISITh ACATEILHOCTD MO YKa3aHHOMY HOBOMY aJIpECYy.

9. Ilpu HaMepeHNH OCYIIECTBISITh HOBBIE pa0OThI, COCTABIISIFOIINE IEATEIIHOCTD
M0 MPOU3BOACTBY JIEKAPCTBEHHBIX CPEJICTB, pPaHEE HE YKa3aHHBIX B JIMICH3HH,
JUIEH3UAT B 3asBJICHUH O TIEPeOPOPMIICHUH JTUIIEH3UU B JOTIOJHEHUE K CBEICHUSM,
yKazaHHBIM B TnyHKTax | wm 3 wactm | crarem 13 @PepepanbHOro
3akoHa "O JAUIEH3UPOBAHUH OTACIBbHBIX BUAOB JIEATEILHOCTH", YKA3bIBACT:

a) CBCACHUA O COCTABIIAIOIIUX ACATCIBHOCTD IO IIPOU3BOACTBY JICKAP CTBCHHBIX
CpCACTB HOBBIX pa60Tax, KOTOPBIC JIMICH3UAT HAMCPCH BBIIIOJIHATD,

0) cBeZicHUs O HAJMYMU y JIUIEH3UaTa Ha MpaBe COOCTBEHHOCTH WJIM Ha MHOM
3aKOHHOM OCHOBaHMM HEOOXOIMMBIX JJI1  OCYLIECTBIEHHS HOBBIX padoT,
COCTABIIOIIMX  JEATEIBHOCTh II0  IIPOU3BOJCTBY  JICKAPCTBEHHBIX  CPEJICTB,
MOMEILEHUH, 30aHUi, COOpY)KEHUH M UHBIX OOBEKTOB, TEXHUYECKUX CPEICTB,
00Opy/IOBaHUSI M TEXHUUYECKON OKYMEHTAllMH, COOTBETCTBYIOIIMX YCTAHOBJIEHHBIM
TpeOOBaHUM, a TAKXKe MPOMBIIIICHHBIX PErJIaMEHTOB;

B) CBE€JICHUS! O HAJIMYMU PAOOTHUKOB, 3aKIIOYMBIIUX TPYAOBBIE JOTOBOPHI,
MMEIOIINX COOTBETCTBYIOLIEE BBICIIIEE WK Cpe/iHee MpodeccuoHanbHOEe 00pa30BaHue,
OTBETCTBEHHBIX 3a MPOU3BOACTBO M MApPKUPOBKY JIEKAPCTBEHHBIX CPEJICTB,



HaMCPCHHBIX OCYIICCTBJIAATL HOBBIC pa60T51, COCTaBAOIME OCATCIBHOCTD IIO
ITPONU3BOACTBY JICKAPCTBCHHBIX CPCIACTB.

10. Ilpu mnpoBeneHHMM NPOBEPKU COOTBETCTBUS CBEJCHUM, COACpPKAIIUXCS B
MIPE/ICTABIICHHBIX COMCKATEJIEM JIMIICH3UU (JIMLIEH3UATOM) 3asIBJICHUU U MPUTATAEMbIX
K HeMy JOKyMEHTaX, JIMIIEH3HOHHBIM TpPEOOBAHUSAM JUICH3UPYIOUIUI Opraxn
3ampammMBaeT  HEOOXOJUMBIE  CBEJACHUS Y  OpPraHoB,  IMPEJOCTABIISIOMIMX
rOCYJIapCTBEHHBIE YCIYTHM, OPraHOB, MPEAOCTABJISIOMIMX MYHULMUIIAJIbHBIE YCIIYTH,
UHBIX TOCYAApCTBEHHBIX OpPraHOB, OPTraHOB MECTHOTO CaMOYIIPaBJICHUS JIUOO
MOJABEIOMCTBEHHBIX MM OpraHu3alMii B MOPSAJKE, YCTaHOBIEHHOM PenepabHbIM
3akoHOM "OO0 opranmMzanu MpeOCTaBICHUS TOCYJAAPCTBEHHBIX U MYHHUIUIAIbHBIX
ycayr'.

11. JIunensupyomuii opraH pasMmemiacT B (eaepalbHOW TOCYIapCTBEHHOM
nHbopMamonHoil cucreme "EAMHBIN mopTan rocyAapcTBEHHBIX U MYHHIIMIIAIBHBIX
yenyr (dynknmif)' B mopsake, ycraHoBieHHOM [IpaButensctBom Poccuiickoii
denepanuu, CBEACHUS O XOAE€ MPUHATHS UM PEIICHUS O MPEJOCTaBICHUU
(nepeoopmiieHNN) JUUEH3UU, NPOBEACHUS TMPOBEPKU COOTBETCTBUS COUCKATEIS
JUUEH3UM  (MIeH3uaTa) JIMLEH3MOHHBIM  TPeOOBAaHUAM, MPEAYCMOTPEHHBIM
HactossuM [lonoxenuem.

12. Undopmannsi, OTHOCSIIAACA K OCYIIECTBICHHUIO JIEATEIBHOCTH IIO
MPOMU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB, MPEIyCMOTpeHHas yacTsaMu | u 2 crateu 21
®denepanpHoro 3akoHa "O JIHMIEH3UPOBAHWM  OTICIBHBIX BHIOB JACATEIHLHOCTH',
pa3Meniaercs Ha OQUIMATILHOM CaiiTe JIMIIEH3UPYIOIIEro OpraHa B UH()OPMAIIMOHHO-
TEJIEKOMMYHHUKAITMOHHOW ceTn "MHTepHeT" u (win) uHOOPMAIMOHHBIX CTEHAAX B
MIOMEIICHMSX JULEH3UPYIOLIETo oprana B reuenue 10 qHeit co qus:

a) OpUIMATBHOTO  OMyOJMKOBAaHWS ~ HOPMATHBHBIX  TPAaBOBBIX  AKTOB,
YCTaHABJIMBAIOIINX 00sS3aTeNbHbIC TPEOOBaHUS K JTUIICH3UPYEMOM JACSITEIIbHOCTH;

0) MpUHSATHUS JIMIICH3UPYIOIIUM OpPraHOM peHIeHUs O TPEIOCTaBIICHUH,
nepeoOpMIICHUH, TTPUOCTAHOBIICHUH, BO30OHOBJICHUN WA TPEKPANICHUN JICHCTBUS
JINIICH3UH;

B) osrydeHusi oT DeiepanbHON HAJOTOBOM CIY)KOBI CBEICHUN O JMKBUIAAINH
IOPUIMYECKOTO JIMIa WA TPEKPAIICHWH €ro JICITCIBbHOCTH B  pe3yJIbTaTe
peopranu3alny;

I') BCTYIUICHUS B 3aKOHHYIO CHTY PELIeHHs cya 00 aHHYJIMPOBAHUY JINLIEH3UU.

13. JIutieH3MOHHBIH KOHTPOJb OCYIIECTBIISECTCS B TOPSAIKE, yCTAaHOBJICHHOM
@enepanbHbIM 3aKOHOM "O 3amUTe NpaB IOPUAUMYECKHX JIML UM HMHJIWBHIYaJIbHBIX
NpeanpuHUMaTeIe Ipy OCYIIECTBICHUN TOCYJapCTBEHHOTO KOHTpOJs (Hax3opa) u
MYHUIMOANBHOTO  KOHTPOJSA', €  Y4eTOM  OCOOEHHOCTEH, YCTaHOBJIEHHBIX
®enepanbHbIM 3aK0HOM "O JHIIEH3UPOBAHUM OT/IEIBHBIX BUJIOB IEATEIHHOCTH .



14. TlpencraBieHne COWCKATENIEM JIMIIEH3UM 3asBICHUS H JOKYMEHTOB,
HEOOXOAMMBIX JUISl MOJIyYEHHUs JIMLEH3UU, U UX MPUEM JIMLIEH3UPYIOIIUM OPTaHOM,
NPUHATHE JIMIEH3UPYIOIUM OPTraHOM pEIIeHUs O IMPEeIOCTABICHUHM JUIEH3UU (00
OTKa3e B MPEJOCTABICHUM JUIEH3UM), MEepeoPOopMICHUH JIULIeH3UU (00 OTKasze B
nepeoOopMIICHUN JIMIEH3UU), TPUOCTAHOBJICHUU, BO300HOBICHUH, MpPEKpalICHUN
JIeUCTBUS JMIEH3WHU, a TaKXkKe MpefoCTaBieHue OyOnuKaTa M KOMHH JIMIEH3UHU,
dbopMupoBaHHE W BEJCHHE JHMIICH3MOHHOTO JIeJia, BEICHUE peecTpa JMIEH3UN H
MPEIOCTABIICHUE CBEACHUMN, COICPIKAIIUXCS B PEECTPE JIMIIEH3UN, OCYIIIECTBIISIIOTCS B
nopsiike, ycraHoBieHHoM @DenepanbHbiM 3aKOHOM "O JTHUIEH3UPOBAHUU OTAEIBHBIX
BUJIOB JAESITEILHOCTH .

15.3a mpepocraBieHUE ~ JUMUEH3UPYIOUIMM  OpPraHOM  JIMIEH3UHU, €€
nepeodopMiIeHHE W BhIJAdy MyOauKaTa yIulauuBaeTcs rocyJapCTBEHHAs IOIIJIMHA B
pa3Mepax W TOPAAKE, KOTOPBIE YCTAHOBIICHBI 3aKOHOAATEIBCTBOM Poccuiickon
denepaliuy 0 HaJIOTax M cOOpax.

ITPUJIOXXEHUE
K [TonoxeHuto o JINIEH3UPOBAHUH
IIPOU3BOJICTBA JIEKAPCTBEHHBIX
CpEeICTB

INEPEYEHD
padoT, COCTABJISIIOIIUX 1eSITEJIbHOCTD 110 MIPOU3BOJICTBY
JIEKAPCTBEHHBIX CPeICTB

(B peoaxyuu I[locmanoenenus Ilpasumenvcmea Poccutickoii
Deoepayuu om 20.06.2018 Ne 702)

I. B cepe oOpareHust 1eKapCTBEHHBIX CPENICTB JJIST MEAULIMHCKOTO
IPUMEHEHUS

1. Ilpon3BoacTBO, XpaHeHHEe W peanu3anus (hapMaleBTHUECKUX CyOCTaHIIMIMA,
MOJTy4aeMbIX METOJaMH XMMHYECKOT0 CUHTE3a.

2. [Ipou3BoAcTBO, XpaHeHWE U peanm3anus (papMareBTHUYECKUX CYyOCTaHIUH,
MOJIy9aeMbIX METOJIaMU OMOTEXHOJIOTMYECKOT0 CUHTE3a.

3. [Ipou3BoacTBO, XpaHeHHe U peanu3anus (papMareBTHUYECKUX CyOCTaHIUH,
MOJy4a€MbIX METOJIaMH BBIJEJIEHUS U3 XUMUYECKOTO ChIPbSI.



4. [Ipon3BOACTBO, XpaHEHHWE U peanu3anus (apMaleBTUYECKUX CyOCTaHIMUM,
MOJyYaeMbIX METOJAMH BBIJCJIEHUS U3 HCTOYHUKOB OHOJIOTHYECKOTO, >KUBOTHOIO
POUCXOXKICHUS.

5. [Ipou3BoACTBO, XpaHeHUe W peanuszanus (apMaleBTUYECKUX CyOCTaHIIUMH,
MOJy4YaeMbIX METOJAAMHU BbIIEJICHUS U3 UCTOUHUKOB PACTUTEIBHOTO MPOUCXOKICHHUSL.

51. IlpousBosicTBO, XpaHeHue U peanuzanus ¢apmaleBTUYECKON CyOCTaHIIMU
CIIMpTa ATUIOBOrO  (3TaHona). (Jonoanen - Ilocmanosnenue Ilpasumenvcmea
Poccuitickoii @edepayuu om 20.06.2018 Ne 702)

6. [Ipou3BOACTBO, XpaHEHHWE W pealu3alus CTEPUIbHBIX JIEKApPCTBEHHBIX
IpenapaToB ¢ yKa3aHUEM IPYIIIIbI JIEKAPCTBEHHBIX MIPENapaToB:

a) mpenapaThl MIMMYHOOHOJOTHYECKHE MEIUIIUHCKUE - AIJICPIeHbI, aJlJICPTrOM/IbI,
AQHATOKCHUHBI, BAaKI[MHBI, TAMMAarjo0yJIMHbI, HMMYHOTJIOOYIMHBI, UMMYHOMOIYJISITOPHI,
MOHOKJIOHAJIbHBIE AHTUTENA, CBIBOPOTKH, TOKCHUHBI, IUTOKUHBI;

6) nperaparbl KpOBH, IIOJIYyHYaCMbIC MCTOI0OM FeHETUYECKOM HHXCHCPHH,
npcerapartbl KPOBU, IMMOJIYYACMBIC M3 KPOBU YCJIOBCKA,

B) IpernapaThl, CoJepKaliie CUIbHOACHCTBYIOIINE BEIIECTBA;

T') Ipemnaparsl, CoOAeprKaIiie BHICOKOTOKCUYHBIE BEIIECTBA, - AHTUOUOTUKU OeTa-
JAKTaMHOTO Psifia, TOPMOHBI, IMTOCTATHUKHU;

1) mpenapaTbl,  [OJIy4YaeMble W3  JKMBOTHOTO  CBIPbS, -  HMHCYJIMHBI,
opraHornpenaparsl;

€) npemnaparsl paanodapMaleBTUUECKUE;

K) TpernapaThl, MOJIy4aeMble U3 JIEKaPCTBEHHOTO PACTUTEIHLHOTO CHIPHS;

3) mpemnaparbl, He TpeOyrolmue CHEIUATIbHOTO BBIJICICHUS B OTIEIbHOE
MPOU3BOJICTBO, C YKa3aHUEM KOHKPETHOM JIEKapCTBEHHOU (OpMbI (a3p030b, TETb,
ryOKa, Karui¥, KOHIEHTpPAT JKHUIKWA, KpeM, JHUHUMEHT, JUO(IIN3UPOBAHHBIC
MPOJYyKThI, Ma3b, MAacTa, IUJIEHKA, MOPOUIOK, PAaCTBOPUTEH, PACTBOP ISl TUAIH3a,

PacTBOp U1 UHBEKIINNA, paCTBOP JJIs1 UH(Y3HUH, pacTBOP AJIA HAPYKHOTO MPUMEHEHUS,
CyCHEH3Us, IMYJIbCHU).

7. I[Ipon3BOACTBO, XpaHEHHE U peaIu3alus HECTEPUIIHHBIX JIEKAPCTBEHHBIX
MpenapaToB ¢ yKa3aHUEM I'PYIIIbI JJEKAPCTBEHHBIX MPENapaTOB:

a) mpemapatbl ~ MMMYHOOHOJIOTMYECKME  MEIUIIMHCKHE -  OakTepuodar,
BaKIIMHBI, UMMYHOTJIOOYJIMHOBBIE KOMIIJICKCHBIC TTpenapaTsl, IPOOUOTHUKHY;

0) mpermnapartsl, coJiepKaIliue CUIbHOACHCTBYIOIINE BEIIECTBA;

B) Mpemnaparkl, coJepkKallirie BbICOKOTOKCUYHBIE BEUIECTBA, - aHTUOMOTHKY OeTa-
JJAKTaMHOTI'O Psifia, TOPMOHBI, IUTOCTATHUKHY;

I') IpenapaTsl KPOBH, IIOJTyyaeMble U3 KPOBH YEJIOBEKA;



1) OMOJIOTUYECKUE JIEKapCTBEHHbBIE MTPenapaThl;
€) rpemnaparbl TOMEONaTUYECKUE;
) MpernapaThl, OJIy4aeMble U3 JIEKAPCTBEHHOTO PACTUTEIBLHOTO ChIPhS;

3) mpenaparbl, He TpeOyIolUue CHEIUATbHOTO BBIICICHUS B OTACIBHOE
MIPOM3BOJICTBO C YKa3aHUEM KOHKPETHOM JIEKapCTBEHHOM (hOpMBI (a3p030J1b, Oamb3am,
OpUKET, TOPUUYHUKH, TPaHYJIbI, TeJb, JpaXKe, KUIKOCTh, KAIIH, KarCyJIbl, KaICyJIbI
MATKHE, KJIEW, KPEM, JIaK JJIsl HOI'TEW, JMHMUMEHT, Ma3b, MAacJi0, HACTOMKA, HACTOM,
MAaCTWJIKHM, TTACTUJIKK KEBaTENIbHBIC, IMacTa, MEUICThI, MM, TUIACTBIPb, MMOPOIIIOK,
pacTBOp, pe3UHKa KeBaTesibHasi, CUPOII, COK, CIIPEH, CYyNMO3UTOPUH, CYCIIEH3HUS, ChIPhE
pPaCTUTEIPHOE W3MEIBYEHHOE, CBhIPhE PACTUTEIBHOE IIeJIbHOE, TaOJEeTKH s
WCIIOJB30BAaHUS B TIOJIOCTH pPTa, TaOJIETKH HEMOKPHIThIE, TaOJIETKH TOKPHITHIC
000J109KO¥, TaONeTKH INHWIy4YHhe, TPaHCACPMAIbHAs TEpaleBTHYECKasl CHCTEMa,
HIAMITYHHU, SKCTPAKTHI CYXH€, IKCTPAKTHI KUJIKUE, DITUKCUPBI, SMYJIbCUN).

8. [Ipon3BOACTBO, XpaHEHHE W peanu3alus Ta30B MEAUIMHCKUX C YKa3aHUEM
JIEKapCTBEHHOU (POpMBI (Ta3 MEIUIIMHCKHUM KUAKUH, Ta3 MEAULIMHCKUN CHKATHIH).

9. [Ipou3BOACTBO, XpaHEHHWE U peanu3alus JIEKAPCTBEHHBIX CPEICTB C
yKa3aHUEeM CTaJUM TEXHOJOTMYECKOTo Ipoliecca - ynakoBKa (mepBUYHAs U (WIIH)
BTOpHUYHAsA):

I (papMaIeBTUYECKUX CYOCTaHIMM - B COOTBETCTBHHM C MyHKTaMH 1-5
HACTOSLLETO NEPEUHS;

JJI1 ICKAPCTBCHHBIX IMPCIIApPATOB - B COOTBECTCTBUH C ITYHKTAMM 6-8 HaCTOAIICTO
IICPCUHA.

I1. B chepe oOparenus neKkapCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO
MIPUMEHEHUS

10. TlpousBoacTBO, XpaHeHHE U peanu3ainus GapMaleBTUICCKUX CyOCTaHIINM,
MOJIy4aeMbIX METOJIaMU XUMUYECKOTO CUHTE3a.

11. Tlpou3BoaCcTBO, XpaHeHHE U peanu3aius GapMaleBTUIECKUX CyOCTaHIIHM,
MOJIy9aeMbIX METOJIaMU OMOTEXHOJIOTMYECKOT0 CUHTE3A.

12. [Ipou3BOACTBO, XpaHEHUE U peanu3anus (papmManeBTHUECKUX CyOCTaHIIHIM,
MOJTy4aeMbIX METOAAMHU BbIICTICHUS U3 XUMUYECKOTO CBIPhSI.

13. [IpousBoOCTBO, XpaHEHHE W peanu3aius (papManeBTHUECKUX CyOCTaHITHIHA,
MOJIy4aeMbIX METOJAMH BBIJICJICHUS W3 HCTOYHUKOB OHMOJIOTMYECKOTO, YKUBOTHOTO
MIPOUCXOKICHUSI.

14. [Ipou3BOACTBO, XpaHEHUE U peanu3anus (papmManeBTHUECKUX CyOCTaHIIMIMA,
MOJTy4YaeMbIX METOJAMHU BbIICTICHHS U3 HICTOUHUKOB PACTUTEIBHOIO IPOUCXOXKICHUSI.



141. ITpou3BoACTBO, XpaHEHUE U peanu3alus (papmaleBTUUECKON cyOcTaHlIuu
CIIMpTa ATUIOBOro  (3TaHona). (Jonoanen - Ilocmanosnenue Ilpasumenscmea
Poccuitickoii @edepayuu om 20.06.2018 Ne 702)

15. Tlpou3BOACTBO, XpaHEHHE U pealu3alusi CTEPUIbHBIX JIEKaPCTBEHHBIX
IpernapaToB ¢ yKa3aHUEM KOHKPETHOM JIEKapCTBEHHOH (hOPMBI (a3p030I1b, Teilb, KPEM,
JTUHUMEHT, TUO(PUIM3UPOBAHHBIEC IPOIYKTHI, Ma3b, MAacTa, IJIEHKA, OPOILIOK, paCTBOD,
pacTBOp Ui MHBEKLUW, CTEKJIooOpa3Has Macca, CTepuibHas TOpUCTas Macca,
CyCIeH3us, CyXasl Macca, TabJIeTKH, IMYJIbCUN).

16. TIpou3BoaCTBO, XpaHEHHWE U peaau3alvs HECTEPUIIbHBIX JIEKapCTBEHHBIX
IpernapaToB C yKa3aHHEM KOHKPETHOM JieKapCTBEHHOU (opMbl (a3po30iib, Oanb3am,
OpUKeT, rellb, TPaHyJibl, Apaxke, Karlld, Karcybl, KarcyJbl MSITKUE, KPEM, JIMHUMEHT,
Ma3b, Maclio, MUKPOTPaHyJIbl, MUKPOKAIICYJbl, HACTOM, HACTONKA, MACTHIIKH, TMAaCTa,
NEJUIEThI, MJIACTUHBI, IUIACTUHKH, IJIACThIPb, IJIEHKA, MOJUMEpHAas JIEHTa, MOJOCKH,
MOPOILIOK, PACTBOP, CHUPOIL, CHped, CYNIO3UTOPHM, CYCIEH3Us, TaOJeTKH, UIHYD,
AKCTPAKT, JIIUKCUP, IMYJIbCHS).



