MUWHUCTEPCTBO CEJIBCKOI'O XO3SMCTBA POCCUNCKOU
®EJIEPALIUU
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10 auBaps 2018 1. Ne 4

OO0 yTBepx’AEHUHN NOPSAAKA (POPMUPOBAHUS PETUCTPALTMOHHOTO
JI0ChE Ha JIEKAPCTBEHHBIN IIpenapar sl BETEPUHAPHOTO
pUMEHEHUS U TpeOOBAHUI K IOKYMEHTaM B €0 COCTaBe U
NopsiJiKa NPeICTaBIEHUS JOKYMEHTOB, U3 KOTOPBIX (hOPMHUPYETCS
PErUCTPALIMOHHOE I0ChE Ha JICKAPCTBEHHBIN Mpenapar A
BETEPUHAPHOTO MPUMEHEHHMS B LIEJISIX TOCYAapCTBEHHOM
perucTpalnuu

3apeructpupoBad Muntoctom Poccun 10 anpens 2018 r.
Peructpaunonnsiii Ne 50691

B nensx peanuzanuu crared 5 u 17 deaepanbHOro 3aKoHa OT
12 anpens 2010 r. No 61-®3 "OO6 oOpaiieHnn JEKapCTBEHHBIX CPEACTB"
(Cobpanue 3axonomarennbctBa Poccuiickoit @enepanuu, 2010, Ne 16,
ct. 1815; Ne 31, cT. 4161; Ne 42, ct. 5293; Ne 49, cr1. 6409; 2011,
Ne 50, ct. 7351; 2012, Ne 26, cT. 3446; Ne 53, ct. 7587; 2013, Ne 27,
cT. 3477; Ne 48, cT. 6165; 2014, Ne 11, ct. 1098; Ne 43, ct. 5797,
Ne 52, cr1. 7540; 2015, Ne 10, ct. 1404; Ne 27, ct.3951; Ne 29,
cT. 4359, ct1. 4367, ct1. 4388; Ne 51, ct1.7245; 2016, Ne 1, cT.9;
Ne 23, ct. 3287; Ne 27, c1. 4194, cT. 4238, c1. 4283; Ne 31, c1. 4791,
cT. 4827) 1 B cooTBEeTCTBHHM € noAnmyHkTamu 5.2.25(104) u 5.2.25(32)
nyHkTa S [lonoxenust o MuHHCTEPCTBE CENbCKOro xo3siicrBa Poccuiickon
®denepanuu, yTBEPKICHHOTO MocTtaHoBiieHUeEM [IpaBurenscTtBa Poccuiickoi
®deneparun ot 12 wrons 2008 r. Ne 450 (CoOpanue 3aKOHOAATEIHCTBA
Poccutickoit ®eneparuu, 2008, Ne 25, c1. 2983; Ne 32, c1. 3791; Ne 42,
cT. 4825; Ne 46, ct. 5337; 2009, Ne 1, ct. 150; Ne 3, crt. 378; Ne 6,
cT. 738; Ne 9, ct. 1119, c1. 1121; Ne 27, c1. 3364; Ne 33, ct. 4088;
2010, Ne 4, ct. 394; Ne 5, ct. 538; Ne 16, ct. 1917; Ne 23, ct. 2833;
Ne 26, ct. 3350; Ne 31, c1. 4251, c1.4262; No 32, ct1.4330; Ne 40,
cT. 5068; 2011, Ne 6, cT. 888; No 7, cT. 983; Ne 12, cT. 1652; Ne 14,




cT. 1935; Ne 18, cT. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154; 2012,
Ne 28, cr1.3900; Ne 32, ct.4561; Ne 37, ct.5001; 2013, Ne 10,
ct. 1038; Ne 29, ct. 3969; Ne 33, ct. 4386; Ne 45, cr. 5822; 2014,
Ne 4, ct. 382; Ne 10, ct. 1035; Ne 12, cT. 1297; Ne 28, cT1. 4068; 2015,
Ne 2, c1.491; Ne 11, ct. 1611; Ne 26, cT. 3900; Ne 35, c1. 4981; No 38,
cT. 5297; Ne 47, ct. 6603; 2016, Ne 2, ct. 325; No 28, cT. 4741; Neo 33,
cT. 5188; Ne 35, ct. 5349; Ne 47, ct. 6650; Ne 49, c1. 6909, cT. 6910;
2017, Ne 26, ct. 3852), mpu K a3 bl B a IO:

1. YTBepauTh:

NoPSAA0K (HOPMUPOBAHUS PETUCTPALIMOHHOIO JIOChE Ha JIEKapCTBEHHBIN
npenapar JJisl BEeTepUHAPHOTO MPUMEHEHUS U TpeOOBaHUS K JOKYMEHTaM B
€ro COCTaBe COrJIACHO NMPUIOKeHHIO Ne 1;

MOPSZOK TPEACTaBICHUSI TOKYMEHTOB, U3 KOTOPBIX (OpMHUPYETCs
pPETUCTpaIlMOHHOE JOChE Ha JICKAPCTBEHHBIN Mpenapar JJisi BETEPUHAPHOTO
MIPUMEHEHUS B LIEJISIX TOCYIapCTBEHHOM PETUCTPAIIMK, COTIACHO MPUIOKEHUIO
Ne 2.

2. Hacrosmuii mpuka3 NpUMEHSIETC K PETrMCTPAlMOHHBIM JOChE Ha
JICKapCTBEHHbIC TIpenapaThl i1 BETEPUHAPHOTO MNPUMEHEHUS,
npeAcTaBieHHbIM B DenepanbHyr0 CIykO0y MO BEeTepHHApPHOMY U
(bUTOCAaHUTAPHOMY HAJ30PY C 3aSBJICHUSIMHU O TOCYJAPCTBEHHOW peruCTpaluu
JICKAPCTBEHHBIX IIPENapaToB Il BETEPUHAPHOIO MNPUMEHEHHUS I0CIIE
BCTYIUICHHUS B CUJTy HACTOSIIErO MpHUKa3a.

Munuctp A.H.TxaueB

[Tpunoxxenue Ne 1
K npukazy Muncenbxosa Poccuun
ot 10 stuBapst 2018 r. Ne 4

ITOPAJOK
(bopMHUpPOBaHUS PETUCTPALIMOHHOTO AOChE Ha JIEKapCTBEHHBIN
npenapar Jjisi BETepUHApHOTO MPUMEHEHUs U TPeOOBaHUI K
JOKYMEHTaM B €ro COCTaBE



1. Hacrosimuii mopsAoK ycTaHaBiAMBaeT mpaBuwia (HOPMUPOBAHUS
PETUCTPALMOHHOTO JOChE Ha JIEKAPCTBEHHBIN ITpenapar AJisi BETEPUHAPHOTO
MpUMEHEHHUs (anee - JEKapCTBeHHBIM Tpemapar) W TpeOOBaHUS K
JIOKYMEHTaM B €r0 COCTaBE, MPEACTABISIEMbIM B LIEJIAX TOCYJapCTBEHHOM
pEerucTpanuu JEKapCTBEHHOTO Mperapara.

2. PeructpanmoHHoe Joche Ha JIEKAPCTBEHHBIN Mpernapar (najiee -
PErUCTPALIMOHHOE JI0ChE) POPMUPYETCS U3 CIEAYIOUUX TOKYMEHTOB:

a) MPOEKT MHCTPYKUUU TO BETEPUHAPHOMY MPUMEHEHHIO
JIEKapCTBEHHOIO Mpenapara;

0) TOKYMEHT, cojaepxamuii uHbopMalui o dapMaleBTHISCKON
cyOcTaHIMM Wiau (papMarieBTUISCKUX CYOCTaHIUSAX, BXOISIIMX B COCTAaB
JIEKapCTBEHHOIO MIpenapara;

B) CBEJICHUS O JICKAPCTBEHHOM IIpernapare;

') KOMUS IOKYMEHTa Ha PYCCKOM SI3bIKE, BBIJIAHHOTO KOMIIETEHTHBIM
OpraHoOM CTPaHbl TPOU3BOJIUTENS JUISl KAKJIOM MPOU3BOJCTBEHHOMN TMIIOMIAIKH
PETUCTPUPYEMOTO JICKAPCTBEHHOTO mpemnapara (B TOM YHCIE IS
MPOU3BOAUTEINS  (papMaleBTUUECKON CyOCTaHIIMU), 3aBEPEHHOIO B
YCTAHOBJIEHHOM TOPSJKE U MOATBEPKAAIOUIETO0 COOTBETCTBUE MPOU3BOIUTEIIS
PETHCTPUPYEMOr0 JICKAPCTBEHHOTO TMperapata TpeOOBaHUSM IPaBHII
HaJUIeKaleld MPOU3BOJICTBEHHON NPAKTUKU, JTUOO KOMHS JIMIIEH3UU Ha
IIPOU3BO/ICTBO JIEKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOIO MPUMEHEHUS JIJISI
POCCUMCKUX IPOU3BOAUTEIIEH;

J) KOMUSL 3aKIIOYEHUST O  COOTBETCTBUU  MPOU3BOIUTEIS
JIEKQpCTBEHHOI'0 Tpernapata TpeOOBaHUSAM TMpaBWI  HaJJexKalen
MPOU3BOJICTBEHHOM MPAKTUKH, BBIJAHHOTO YMOJHOMOYEHHBIM (enepaibHbIM
OPTraHOM MCIIOJHUTEIBLHOW BIACTHU JJIs1 KAXKIOW MPOU3BOJICTBEHHON TUIOLIAJAKA
PETUCTPUPYEMOTO JICKAPCTBEHHOTO mpemnapara (B TOM YHCIE IS
MPOU3BOIUTEIIS (papMaleBTUUECKON CYOCTaHIIUM ), TUOO0 KOTHS JIUIEH3UU Ha
MIPOMU3BOJICTBO JICKAPCTBEHHBIX CPEACTB ISl BETEPUHAPHOTO MPUMEHEHUS JIJIst
POCCUMCKUX IPOU3BOAUTEIIEH;

€) MPOEKT HOPMATUBHOTO JIOKYMEHTa Ha JIEKApCTBEHHBIA Mperapar
(manee - MPOEKT HOPMATUBHOTO JIOKYMEHTA);

) OTYET O pe3yJbTarax HAOKIMHUYECKOrO0 HUCCIEIOBAHUS
JIEKapCTBEHHOI'0 CPEJCTBA I BETEPUHAPHOTO NMPUMEHEHHUs (nanee -
JOKJIMHUYECKOE UCCIIeI0BAHUE);

3) OTYET O pe3ylibTaTaX KIMHUYECKOTO  HUCCIEAOBAHUS
JIEKapCTBEHHOI0 Tpenapara (aajiee - KIMHUYECKOE HCCIEIOBaHUE) Yy
KaXXJIOTO BUJA )KUBOTHBIX, YKa3aHHBIX B WHCTPYKIHMH IO BETEPUHAPHOMY
MIPUMEHEHHUIO;

1) IPOEKTHI MAKETOB MEPBUYHON YMAaKOBKM W BTOPUYHOM YITaKOBKH



JIEKapCTBEHHOIO MIpenapara;

K) KOIIHS TOKYMEHTA, COJIepKaIiero HHPOpMaIuio 0 HATHYAA WIH 00
OTCYTCTBUHU (DAKTOB PETUCTPAINH JIEKAPCTBEHHOTO Mpernapara 3a npeeaaMu
Poccuiickon @enepanuu;

J) coryiacue B MUCBMEHHOU (hopme, MPeayCMOTPEHHOE YacTbio 7
cratbu 17 ®depepanbHoro 3akoHa oT 12 ampenst 2010r. Ne 61-®3
"O6 oOparieHnH JIEKapCTBEHHBIX CpeACcTB" (najnee - 3aKkoH), B ciyyae
pErucTpalry BOCIPOU3BEIEHHOTO JICKAPCTBEHHOTO Mperapara;

M) KOIUSI JIOKYMEHTa Ha PYCCKOM S3bIKE, 3aBEPEHHOTO B
YCTAaHOBJICHHOM TOPSIJIKE U MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBICHUS O
rOCYJIapCTBEHHON  PErucTpalu  JEKapCTBEHHOIO  mpenapara
(I1OBEpPEHHOCTH ).

3. PeructpanimoHHOEe 1OCbE MOXKET CONEPKATh JOKYMEHTHI Ha
MHOCTPAHHOM f3bIKE. B cllydyae eciau JOKyMEHThI PEeruCTPallMOHHOTO JIOChE
(MX 3aBEpEHHBIC KOTIMU UJIM 3aBEPEHHBIC BHIMTMCKU U3 HUX) COCTABJICHBI Ha
MHOCTPAHHOM SI3bIKE, K HUM JIOJDKEH TpUjIaratbCs MEpPeBOJ] HAa PYCCKUU
SI3bIK, 3aBEPEHHBIN 3asIBUTEIIEM.

4. Konuu 10KyMEHTOB, IPEICTABICHHBIE B COCTABE PETUCTPALIMOHHOTO
JIOChE, 32 UCKIIIOUEHHEM KOIUM IOKYMEHTOB, YKa3aHHBIX B MOJAIMYHKTax 'r"
u "M" myHkTa 2 Hacrosuiero [lopsiika, TOJKHBI ObITh 3aBEPEHBI 3asBUTEIIEM,
0 4YeM Ha 00O0pOTe MOCJIEIHEr0 JUCTAa KOMUU KaXKIOro JOKYMEHTa
npousBoaUTCs 3anuch "Komnus BepHa".

5. IIpoeKT HOpMAaTUBHOIO IOKYMEHTa JIOJKEH COJEpPKAaTh TUTYJIbHBIN
JUCT W CHEAYIIIME pa3ieibl: 00JIaCTh NPUMEHEHUS, TEXHUYECKUE
TpeOOBaHUSI U METOJbl KOHTPOJS KauecTBa, YCJIOBUS XpaHEHUS,
TPAHCIIOPTUPOBKU U CPOK T'OJHOCTH JICKAPCTBEHHOTO Ipenapara.

5.1. TUTyNBbHBIN JIUCT MPOEKTA HOPMATUBHOTO JOKYMEHTA JOJIKEH
CoJIep>KaTh HAaMMEHOBAaHHME pa3paboTuvKa JIEKapCTBEHHOrO IMpernapara,
HalMEHOBAaHUE JIEKQPCTBEHHOIO Mpernapara (TOproBoe HaUMEHOBAaHUE,
MEKIyHApPOIHOE HEMMATEHTOBAHHOE, UJIU TPYIIIUPOBOYHOE, WIIM XUMHYECKOE
HauMeHoBaHue), oobo3nauenue "HJ/[", HoMep u rox pa3pabOTKH MPOEKTa
HOPMAaTUBHOTO IOKYMEHTa. B J1€BOM BEpXHEM YTy TUTYJBHOIO JINCTA
MPOEKTa HOPMATHUBHOTO JOKYMEHTA JIOJDKHO OBITH MPEAYCMOTPEHO MECTO JIJIst
BHECEHUS MH(POPMAIIUU O €TO COrJacoBaHUM Poccenbx03Haa30poM.

5.2. Pazmen "OOmactb mnpuMeHEHUS" TMPOEKTa HOPMATHUBHOTO
JIOKyMEHTa JIOJDKEH COoJIepKaTh CBEACHHUS O (apMakoTeparneBTHIECKOM
IpyIIe, MOKa3aHUsAX K MPUMEHEHHUIO U COCTaBE JICKAPCTBEHHOTO Tpernapara.

5.3. Pazgen "Texuuueckue TpeOOBaHUS M METOJABI KOHTPOJIS
KadecTBa" MPOeKTa HOPMATUBHOIO JIOKYMEHTA JOJIKEH COAEPIKATh:

CBElICHUS 00 OpraHoJICNTHYECKUX, (PUUKO-XUMUUYECKUX U




OMOJOTHYECKHUX TOKa3aTeNsX KauecTBa JIEKAPCTBEHHOTO MperapaTta |
METOJIaX KOHTPOJS KayecTBa, KOTOpBIE BKJIIOYAIOTCS B TaOJMILY,
COCTABJICHHYIO B TIPOM3BOJIbHOW ¢opme. B Tabmuiie yka3bIBarOTCS
HaVMEHOBAHHS U HOPMBI [TOKA3aTeJIe KauecTBa JIEKapCTBEHHOTIO MperapaTa;

CBEJICHUSI O METOJIaX 0TOOpa U KOJIMYECTBE MP0O, HEOOXOMAUMBIX IS
IPOBEJICHUSI UCTIBITAHUHM JIEKAPCTBEHHOTO IIpenapara (Jajiee - UCIIBITAHUS ) U
dbopMHpoBaHUs apxrBa 00pa3lOB JEKAPCTBEHHBIX MPENapaTosB;

ONnKcaHue OUOJIOTMYECKUX, OMOXMMUYECKHX, MHUKPOOHUOIOTHYECKHUX,
(U3UKO-XUMUYECKHX, PU3UUECKUX, XUMUYECKUX U IPYTUX METOJIOB aHAIM3a
JIEKApCTBEHHBIX CPEACTB MJisi BETEPUHAPHOIO NpPUMEHEHHs (naniee -
JIEKapCTBEHHBIC CPEACTBA), TPEOOBAHUSI K UCIOJb3YEMbIM B LEJAX
MIPOBE/ICHMS JTAHHOTO aHalh3a PEaKTUBaM, THUTPOBAHHBIM pacTBOpPAM,
MHJUKATOpaM, OlrMcanue 00pabOTKU pe3ybTaTOB UCIIBITAHUMH;

MHDOPMAIMIO O XapaKTEPUCTHKAX YHNAKOBOYHBIX MATEpUAJIOB U
YKYIOPOYHBIX CPEJICTB JIEKAPCTBEHHOIO Mpenapara.

Ecnu Meron aHamu3a TOTO WJIM WMHOTO TIOKa3aTess KadecTBa
JIEKapCTBEHHOI'0 Mpenapara U3JI0KEH B rocyJapCTBEHHOW (hapMakoriee,
JIOITYCKAeTCsl CChIIIKA Ha (DapMaKOIEHHYIO CTaThIO.

5.4.Pazgen "VYcnoBus XpaHEHMsS, TPAHCIOPTUPOBKU U
CPOK rOJHOCTU" MPOEKTa HOPMATHUBHOTO JOKYMEHTa JOJDKEH COJAEpKaTb
MH(POPMAIUIO O CPOKE TOJTHOCTH JIEKAPCTBEHHOI'O Ipenapara Ha OCHOBAHWUU
IIPOBEJICHHBIX UCCIIEIOBAaHUM CTAOMIILHOCTH, TPEOOBAHUSX MPU XPAHEHUU U
TPAHCTIOPTUPOBKE JIEKAPCTBEHHOTO TIpenapara B 3aBUCHMOCTH OT
duznyeckux M (PU3NKO-XUMUYECKUX CBOMCTB, BO3JCHCTBUS Ha HETO
pa3Iu4HbIX (PAaKTOPOB BHEIIHEHN CPE/IbI.

5.5. YcnoBHble 0003HaY€HUs, U300PAKEHUS U 3HAKU, UCTIOJIb3yEMbIE B
MPOEKTEe HOPMATUBHOTO TIOKYMEHTA, JOJKHBI IIPUBOJAUTHCS C UX OMHCAHUEM.

B HOpMaTUBHOM JOKYMEHTE HE JOMYCKAIOTCA CChUIKM Ha CIPABOYHYIO,
MOHOTpa(hUUYECKYIO U MHYIO HAYYHYIO JTUTEPATYPYy.

6. lokymeHT, coxepxammii uHopmanuio o (dapManeBTUYECKOn
cyOCTaHIIUU WU (papMaIrleBTUYECKUX CYOCTaHIUSAX, BXOMSIIUX B COCTaB
JIEKapCTBEHHOTO TIpenapara, J0JKEeH BKIII0YATh:

a) HAaMMEeHOBaHUe (PapMarleBTUYECKON CyOCTaHIIMHU, €€ CTPYKTYpY,
oO11re cBOMCTBA.

[Ipu rTOCymapCTBEHHOM  pETUCTpAlii  UMMYHOOHOJIOTHYECKUX
JIEKapCTBEHHBIX MPENapaToB PEKOMEHIYETCS YKa3bIBaTh CIACAYIOIINE CBEICHMUS
O IITaMMe: HaWuMEHOBAaHHME, MECTO M CHOcOoO BBIJEICHHUS,
KyJbTYPaIbHO-MOP(OJIIOTMUECKUE CBOMCTBA, MOJEKYJISIPHO-TEHETUUECKUE U
TAaKCOHOMUYECKUE XapAKTEPUCTUKHU MITaMMa (B TOM YHCIE T€HETUYEeCKas
uAeHTUUKALKs), OHOJOTUYECKUE XapaKTePUCTUKH  (AaHTUIEHHAas,



arrIIOTHHUPYIOIIAs, MPEeUUUTUPYIOIas, WHGEKIMOHHAS W HMMMYyHOTEHHAas
aKTUBHOCTb, PEBEPCUOECIBHOCTh, TEPMOCTAOMIIBHOCTD), (hopMa XpaHEHHS |
YCIIOBHSI XpaHEHUsl, MECTO JECHOHHPOBAHUSA U CIIOCOOBI OCBEKEHHS -
MO//IepKaHus CTaHAAPTHBIX CBOKCTB;

0) HaMMEHOBAHUE U AJIPEC MPOUIBOIUTEIS;

B) CBEJICHUSI O TEXHOJIOTMM IMPOU3BOJACTBA C ONMUCAHUEM CTaJUM
IPOU3BOJICTBA U METOJIOB KOHTPOJISI HA BCEX CTausX MPOU3BOJCTBA (C
Ipe/icTaBlieHHEeM OJ0K-CXEMbI TEXHOJIOTHYECKOTO Mpolecca MpPOU3BOJICTBA,
OTOOpaKAIOIIEH MOCIEeI0BATENLHOCTh BBIMIOJHEHUSI BCEX 3TallOB U CTaJIUN
(omeparuit) TEXHOJIOTMYECKOTO MPOIEcca, ¢ yYKa3aHHEM IpU HaIUYUU
MIPOMEKYTOUHBIX MPOJYKTOB, MTOJIYy4a€MbIX Ha Ka)KJOM 3Tarle MPOU3BOJCTBA);

') HTHPOPMALIUIO O TPUMECHX;

1) cnenuduKkaiuo Ha papMaleBTUHYECKYI0 CyOCTaHIMIO (C yKa3aHueM
MOKa3aTesleld KaueCcTBa, YCTAHOBJICHHBIX MPOU3BOIUTEIIEM);

€) ONMCaHNWE METOJAMK KOHTPOJS KadecTBa IJsl (hapMaleBTUUYECKOU
cyOCTaHLIMU, HE ONMCAHHOW B TOCYJJapCTBEHHOU Papmakornee (B OTHOLIEHUN
dbapMalleBTUYECKOM CyOCTaHIIMM, OMHCAaHHOW B TOCYJapCTBEHHOMU
dapmakorniee, ykaspiBaeTcsi (apMakoreiHas CTaThbsi U TMPEICTaBISIOTCS
pe3ynbTaThl UCCIIENOBaHUS KadecTBa (papMalleBTUUYECKOW CyOCTaHIIMHM B
COOTBETCTBHUH C (papMaKONEHHON cTaThel);

) pe3yJbTaThl aHalIM3a cepuil ¢dapmaleBTUYecKon cyOctaHuuu (B
OTHOIIECHUU TPEX cepuil papMarieBTUHIECKON CyOCTaHITNN);

3) IepeyeHb CTaHJAPTHBIX 00Pa3LOB WK BEIIECTB, UCIOJIb3YEMBIX TPU
OCYUIECTBJICHUU KOHTPOJIS KauecTBa (MpU TOCYAApPCTBEHHOW pPErucTpanuu
MMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX MPENapaTroB PpPEKOMEHIYETCs
YKa3bIBaTh CBEAECHUS O TECT-CUCTEMAX, UCIOJIb3YEMBIX MPU OCYLIECTBICHUN
KOHTpPOJII KauecTBa, CTaHAAPTaX MYTHOCTH, CTaHJAPTHBIX IITaMMaxX M
CBIBOPOTKAX);

1) OMHCAHKME XapaKTEPUCTUK U CBOMCTB YIIAKOBOYHBIX MATEpUaAJIOB H
YKYIIOPOYHBIX CPEICTB;

K) JJaHHBIE O CTAOMJILHOCTH (JIaHHBIE, TIOJITBEPKIAAIONINE CTa0UIBLHOCTD
(apmarieBTUYECKON CyOCTaHIIMHU MpPH 3asiBICHHOM Cpoke rogHoctu. llpu
roCcyJapCTBEHHOM PErMCTPAlU BaKIIUH U MPOOMOTUYECKUX JIEKAPCTBEHHBIX
MpEnapaToB PEeKOMEHAYETCS YKa3blBaTb CBEIAEHUS O TE€HETHUYECKOU
CTaOMIIBHOCTH, TEPMOCTAOMIBHOCTH IIITAMMOB).

J) CBEIEHUS O CPOKE TOJHOCTH, YCIOBUSIX XPAHEHHUS.

7. CBeneHus 0 IEKAPCTBEHHOM Ipenapare JOJIKHBI COAEPKATh:

a) OINKMCaHKE U COCTAaB JIEKAPCTBEHHOTO MperapaTa;

0) onucanue ¢papMalieBTUUECKON pa3paboTku (000CHOBaHUE BBHIOOpA
COCTaBa JICKapCTBEHHOTO MpernapaTa, IepBUYHON YIIaKOBKU, B TOM YHUCJIE



THIIa MaTE€pPUAJOB, CIOC00a YKYNOPKH, OTKPBIBAHNUA);

B) onucanue (papMareBTUYECKOH COBMECTUMOCTU (CBEIEHUS O
COBMECTUMOCTH JIEUCTBYIOIIMX U BCIIOMOraTEIbHBIX BEUIECTB, BXOIALIUX B
COCTaB JIEKapCTBEHHOTO Mperapara);

') MUKPOOHOJIOTHUECKUE XapaKTEPUCTUKH;

1) CBEJICHUSI O MaTepHalbHOM OanaHce sl MPOM3BOJICTBA CEPUH
rOTOBOT'O MPOJIyKTa (pacyeT pelenTypbl JIEKapCTBEHHOrO Mpernapara ¢
y4yeToM o0beMa cepur U 000pY/IOBaHUS, UMEIOIIETOCs Yy MPOU3BOJIUTENSA
JIEKapCTBEHHOTIO MIpenapara);

€) OIKCaHue IMpoliecca MPOU3BOJICTBA U €r0 KOHTPOJSL C YKa3aHHUEM
TEXHOJIOTHH IPOU3BOJCTBA C ONMCAHUEM CTAIUNA MPOU3BOJACTBA, a TAKXKE C
ONMKMCAHUEM CXEMbl TEXHOJOTMYECKOTO Ipolecca MpPOU3BOJICTBA
JIEKapCTBEHHOIr0 Tpernapara (B BUJE OJIOK-CXEMbI, OTOOpa)karolieit
MOCJIEA0BAaTEILHOCTh BBITIOJIHEHUS BCEX ATAlOB U CTaaui (omeparuii)
TE€XHOJIOTUYECKOIO MpoIiecca, ¢ YKa3aHHMEM OCHOBHBIX MOTOKOB ChIPbS,
MaTepuaioB, MPOMEKYTOUYHON MPOAYKIMHU (IIPU HAIUYUU) U TOTOBOTO
JIEKapCTBEHHOIO MIpenapara);

’K) OMMCAHUE KOHTPOJI KPUTUYECKUX CTAJUi TPOU3BOJCTBA U
IPOMEKYTOYHOUN MPOAYKITUY (MPY HATUYUH TaKOU MPOTYKIINH );

3) OMMCaHUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MaTEPUATIOB U
YKYIIOPOYHBIX CPEJCTB;

1) TOKYMEHTaJIbHOE TIOJTBEPKICHHE (BaIM IS ) TIPOIIECCOB U (MJTH)
UX OLICHKA;

K) TpeOOBaHMS K Ka4eCTBY BCIIOMOTaTEIbHBIX BEIIECTB (cepTudukar,
cnenupuKanus Ha BCIOMOraTeIbHbIe BEIIECTBA U UX 00OCHOBAHUE);

J) aHATMTUYECKUE METOAMKH, HMCIOJb3YEMBbIE NMPU OCYIIECTBICHUH
KOHTpPOJISI KauecTBAa BCIIOMOTATENbHBIX BEIIECTB (AJi1 BCIIOMOTATENbHBIX
BELIECTB, ONMKMCAHHBIX B TOCYAAPCTBEHHOU (papMaKkoriee, MOXKeET ObITh YKa3aHa
(apmakoneiiHas cTaThsl Ha BCIIOMOTATENbHOE BEIIECTBO);

M) JOKYMEHTAJIbHOE TOATBEpXKJAeHNE (Baauaalys) aHaJTUTHYCCKUX
METOJUK, HCIOJb3YEMbIX NPU OCYIIECTBICHUHM KOHTPOJS KaudecTBa
BCIIOMOTATEIbHBIX BEUIECTB (7151 aHAIMTUYECKUX METOIMK, HE ONTMCAHHBIX B
rocyapcTBEHHOMU (hapmakoriee);

H) nHGOpMaIHi0 00 WCIOIL30BAHUHA BCIIOMOTATENLHBIX BEIECTB
YEJIOBEYECKOr0 U JKUBOTHOTO IIPOUCXOKICHUS;

0) nuHpopmaruio 06 UCIIOIHL30BAHUH HOBBIX BCIIOMOTATENIbHBIX BEIIECTB
(paHee He WHCMOJB30BABIIMXCA TNPHU MPOU3BOJACTBE JIEKAPCTBEHHBIX
npenaparoB);

) TpeOOBaHU K KaueCTBY JIEKapCTBEHHOI0 Mpenaparta (ceprudukar,
cnenupuKanus Ha JEKapCTBEHHBIN npemnapaT U uX 000CHOBaHUE);



P) AHATUTUYECKUE METOAMKH, HCIOJb3YEMBIE MPU OCYLIECTBICHUU
KOHTPOJISI KaueCTBa JIEKAPCTBEHHOIO MIpenapara;

C) IOKYMEHTAJIbHOE MOATBEPKACHUE (BaIMAAINS) AHATUTHYECKUX
METOAMK, HCIOJIb3YEMBIX NPH OCYILIECTBICHUU KOHTPOJISI KadecTBa
JIEKapCTBEHHOI'0 Ipernapara (1)1 aHaAIUTUYECKUX METO/IUK, HE OTIMCAHHBIX B
rocyJIapCTBEHHOM (hapMmakoriee);

T) TOKYMEHT, TOATBEP>KIAIOIINI KaueCTBO JIEKAPCTBEHHOTO IIpernapaTa
TPEX MPOMBILUIEHHBIX cepUii (IPOTOKOJ aHaIN3a WK cepTU(UKAT aHaIN3a),
OJlHAa cepusi KOTOpOro JAOJDKHAa COBNAjaTh C cepuel oOpasua
JIEKapCTBEHHOT'O Iperapara, 0JaHHOTO Ha PETUCTPALIUIO;

y) XapaKTepUCTUKY IPUMECEN;

() nepeyeHb CTaHAAPTHBIX O0pPa3UOB, UCIHOJB3YEMBIX MPHU
OCYUIECTBJIEHUU KOHTPOJISl Ka4yeCTBA JIEKaPCTBEHHOI'O MTpenapara;

X) JaHHbIE O CTaOWJIBHOCTH JIEKAPCTBEHHOIO IIpernapara mpH
JUIUTEIbHOM W/WJIM YCKOPEHHOM XpaHeHHH (YCIOBUSI TNPOBEICHUA U
pe3yNbTaThl UCCIAEAOBAHUS CTAOUIBHOCTH JIEKAPCTBEHHOIO Ipernapara B
MEPBUYHOM yNaKOBKE, MOATBEPXKJICHHbIE (PAKTUYECKUMH JaHHBIMHM, Ha
OCHOBAaHMM KOTOPBIX YCTAHABIMBAETCS CPOK FOJHOCTH JIEKAPCTBEHHOIO
npernapara, a TakKe CTaOWIbHOCTH JIEKapCTBEHHOI'O Ipenapara BO
BCKPBITOM IEPBUYHON YNAKOBKE B CIlydae, €CIM WHCTPYKLHUEH I10
BETEPUHAPHOMY NPHUMEHEHUIO JIEKAPCTBEHHOI'O IIperapara INpeayCMOTpeHa
BO3MOXXHOCTh €T0 XPaHEHHS BO BCKPBITOM TMEPBUYHOM YIAKOBKE) -
IPEICTABIIIOTCS B OTHOUIEHUM HE MEHEE TPEX CEpHUM JIEKapCTBEHHOI'O
npenapara;

1) HAMMEHOBAHUS U ajjpeca pa3pabdoTuuKa, AepKaTess WK Blaeabla
PErMCTPAlMOHHOTO  yAOCTOBEPEHUS]  JIEKAPCTBEHHOI'O  Ipemnapara,
MPOU3BOACTBEHHBIX TIOLIA0K MIPOU3BOIUTENS JIEKAPCTBEHHOT O IIpenapara.

8. OTyer 0 pe3yapTaTax IOKIMHUYECKOTO HMCCIEIOBAaHUSA JOJIKEH
coJiepKaTh:

HAaMMEHOBAHHE OTYETA;

HAaMMEHOBAHHE JIEKAPCTBEHHOI'O CPECTBA;

HAaUMEHOBaHMs, ajJpeca  pa3pabdoTyuKa,  MPOU3BOAUTEINS
JIEKapCTBEHHOI'O CPEACTBA U MHBIX OPraHU3alUii, IPUHUMABIIMX y4YacTHE B
ITPOBEIECHHUH TOKJIMHUYECKOTO UCCIIENOBAHMS (B CIIydae UX NPUBJICUEHUSA);

JaThl HaYajaa U OKOHYaHUS JOKIMHUYECKOTO UCCIIEIOBAHUS;

JaTy ¥ HOMEp OTYETa, O3BOJISIONINE €r0 UICHTU(DUIIUPOBATS;

1eib ¥ 3a71a4i TOKJIMHUYECKOTO UCCIIEeI0BAHNUS;

KpaTKoe OMHCAaHWE MPOBEACHHOTO TOKIMHUYECKOTO HMCCIEI0OBAaHUA,
UH(OPMAIIUIO O CTAHIAPTHOM 00pa3le (MpU HaIMYKK), NPOAOHKUTEIBHOCTH
JOKIMHUYECKOTO HCCIAeAOBaHUs, 00 HKCIEPUMEHTAJIbHBIX KUBOTHBIX,



PE3yNbTATHl JOKIMHIUYECKOTO MCCIICIOBAHUS;

OTJIaBJICHUE, BKITIOYAs TTEPEUCHD MPUIIOKCHHMA, TaOJIHIT,

MEePEUYCHb COKPAIIICHUHN U OIPEACIICHUEe TEPMHUHOB, HCIIONB3YEMBIX B
OTUeTe;

OIKMCaHUE UCCIIEyEeMOro JIEKapCTBEHHOTO CPEJICTBA, BKIIIOYAsl COCTaB,
bu3nKo-XxuMHUYecKue, Ouosiornueckue, papMaleBTHIECKUe CBONCTBA;

BUJIbI MCCIIEIOBAaHUM, MPOBEACHHBIX B paMKaX JOKIMHUYECKOIO
UCCJIeIOBAHNUS;

BUJI, BO3PACT, KOJUYECTBO, MACCy U MOJ IKCIEPUMEHTATbHBIX
’KUBOTHBIX, UCTIOJIb30BAHHBIX B KAXKJIOM BHUJI€ UCCIICIOBAHUM, IPOBEJICHHBIX B
paMKax JOKJIMHHYECKOTO WCCJICIOBAaHUS, YCIOBUS HUX COJACpKaHUS,
KOPMJICHUS;

KOJIMYECTBO TPYIIT IKCIIEPUMEHTATBHBIX JKHBOTHBIX B KaKJIOM BHIE
MCCJICIOBAHMM, TPOBEACHHBIX B pAMKaX JTOKIMHUYECKOTO UCCIICIOBAHMS,

PEXKUM JTIO3UPOBAHUS, KPATHOCTh M CIIOCOO BBEACHUS HCCIICTyEMOTO
JIEKapCTBEHHOT'O CPEJICTBA;

OMMUCAHUE U OLEHKY MPOLEIYp CTATUCTUYECKOTO aHaIN3a ¢ YKa3aHUEM
UCIIOJIb30BAaHHOTO MPOTPAMMHOI0 00ECTICUeHNUS,

000011IeHHbIE PE3YyJIbTAThI UCCIEIOBAHUN CO CCHUIKAMU HA OTYETHI O
pe3yibTaTax KaKJIO0TO BHUJA MCCIEJOBAaHUM, MPOBEJECHHBIX B paMKax
JOKJIMHUYECKOTO MCCIIEIOBAHMS, a TAK)KE aHAIN3 YKA3aHHBIX Pe3yJIbTaTOB;

BBIBOIbI O 0€30MaCHOCTH, KauecTBe U 3((HEKTUBHOCTH JIEKAPCTBEHHOTO
CpeICTBa, B TOM YHCJI€ O CPOKAX €ro BBHIBEJICHUS U3 OPraHU3Ma >KHUBOTHBIX
1 O€30MaCHOCTH MPOAYKIIMH )KUBOTHOTO TIPOUCXOXKICHUS TTOCIIEC TPUMEHEHUS
COOTBETCTBYIOIIIETO JIKAPCTBEHHOTO MpernapaTa. Y Ka3aHHbBIE BHIBOJIBI JTOJKHBI
coziepKaTh CBEACHUS O (PapMaKOJIOTHUECKONW aKTHBHOCTH, (DapMaKOKHHETHKE,
dapmMakoMHAMUKE U BO3MOYKHOCTH TIOCIIESAYIOIIETO TPOBEACHNS KIMHUYECKOTO
HCCIICIOBAHUS], CTENIEHW OMacHOCTH (0€30MacHOCTH) JIEKAPCTBEHHOTO
CpencTBa Il JKMBOTHBIX, KOTOPBIM TMPEAHA3HAYACTCS HCCICTyeMOe
JIEKapCTBEHHOE CPEJCTBO, OE30MacHOCTH TMPOJYKIIMU >KUBOTHOTO
MIPOUCXOXKICHHUS, TTOJIYYCHHOM OT TaKUX KUBOTHBIX.

8.1. OtueT o pe3ynbTarax JOKIMHUYECKOTO MCCIACIOBAHUS JOIKEH
OBITH MOAMHCAH PYKOBOAUTENIEM pa3padOTUnKa JIEKAPCTBEHHOTO CPECTBRA.

8.2. K otuery o pe3ynbrarax JOKIMHHYECKOTO UCCIICIOBAHUS JOJKHBI
MpWIaraTbCs IJIaHbl MCCIIENOBaHWN (WJIM WX KOIWHU, 3aBEPEHHBIC
Pa3pabOTUYMKOM JICKAPCTBEHHOTO CPENICTBA), OTYETHI O PE3yJIbTaTax
Ka)KJ0TO BUJa HMCCICIOBAHUH, MPOBEACHHBIX B paMKaxX TOKIMHUYCCKOTO
WCCJICIOBAHUS, U, IPH HAJIMYWH, 3aKIIFOUCHHUSI OpraHU3aIfuii, MPUHUMABIINX
y4acTHe B OPTaHU3AIUHU U TIPOBEJICHUN ITHX HWCCIICIOBAaHUN (VI KOIIUU
3aKJTFOYCHUN M OTYETOB O pe3yjbTaTaX KaKIIOTO BUIA HMCCIICTOBAHUM,



MIPOBEJICHHBIX B paMKaX JIOKJIMHUYECKOI'O UCCIIEIOBAHUS, 3aBEPEHHBIE 3TUMU
OpraHU3aALMIMHU).

Ecnu B mpouecce uccienoBaHus HCOIb30BAIMCh METOABl KOHTPOJI,
MojyIeXKallre Baaugaluy, KoMUY IPOTOKOJIOB BAJIUIAIMY TOJKHBI IPUIIaraThCst
K OTYETY O pe3yibTaTaxX JOKIMHUYECKOTO HUCCIEeIOBAHUS.

9. OTyer 0 pe3ynbTarax KIMHUYECKOTO HCCIEAOBAHUS JIOJKEH
coJiepKaTh:

HAaMMEHOBAHHE OTYETA;

HAaMMEHOBAHUE JIEKAPCTBEHHOI'O MIpenapara;

HAMMEHOBaHUS, ajpeca  pa3paboTyMKa,  MPOU3BOAMUTENS
JIEKapCTBEHHOIO Mpenapara U UHbIX OpraHu3aliii, MIPUHUMABIINX y4acTUE B
MPOBEJICHUN KJIMHUYECKOTO UCCIEAOBaHUs (B Cllydae UX MPUBJICUYCHUS);

JaThl Hayajia ¥ OKOHYAHUSI KIMHUYECKOTO UCCIICIOBAHMUS;

JaTy ¥ HOMEP 0TYEeTa, MO3BOJISIIOIINE €r0 UACHTU(UIINPOBATh;

LEIU U 337]a41 KIMHUYECKOTO HCCIIEJOBAHUS;

KpaTKOE OIMHCAHUE IMPOBEACHHOIO KIMHUYECKOTO HCCIEIOBAHMUS,
nH(popMaIuio 0 Ipenapare CpaBHEHUS (IPU HAIMYKUM), TPOJAOIAKUTEILHOCTH
KJIMHUYECKOT'O UCCIIEIOBAHMS, JT03UPOBAHUU JIEKAPCTBEHHOTO IIpenapara,
BU/IaX KUBOTHBIX, KOTOPBIM MIPEJHA3HAYAETCS UCCIEAYEMBbI JIEKAPCTBEHHBIM
npenapar (J1anee - LeJeBbIe JKUBOTHBIE), PE3yJbTaThl KIMHHUYECKOTO
UCCIIEOBAHNS;

OTJIaBJICHUE, BKIIOUYAs IEPEUYCHD MPUIIOKECHUM, TaOJIHII,

MepEYEHb COKPAILICHUI U OINpEEICHNEe TEPMUHOB, HUCIOJIb3yEMbIX B
OTUETE;

KpaTKOe OMHMCAHWE MPOBEACHHOTO TOKIMHUYECKOTO HMCCIEI0OBAaHUA,
nH(popmarlus 0 CTaHgapTHOM oOpasiie (IpU HAIMYUH), TPOAOTKUTEILHOCTD
JOKJIMHUYECKOr0 MCCIENOBaHUs, HMHPOpMALUI0O 00 HKCIEPUMEHTAIbHBIX
KUBOTHBIX (MIPU HAIMYUH ), PE3YIIbTAThl JOKIUHUYECKOTO UCCIIEA0OBAHNS;

OMKCAHUE HCCIEAYEMOro JEKapCTBEHHOTO MpernapaTa, BKIKOYas
cocTtaB, (HU3MKO-XUMHUYECKHE, OHoJorhyecKkue, QapmarieBTUIECKUe
CBOMCTBA;

BUJIbl UCCJIEAOBAaHUW, NPOBEAEHHBIX B paMKax KIMHUYECKOTO
HCCIIEIOBAHMS;

CBEJICHHUS O IICJIEBBIX )KUBOTHBIX M PACIPENCICHUH UX MO Tpynmnam
(BuI, BO3pacT, KOJWYECTBO, Macca W TOJ LEJIEBBIX >KUBOTHBIX,
WCTIOJBb30BAaHHBIX B KaXK/IOM BHJI€ UCCIICIOBAHUM, YCIOBHUSI UX COAEpKaHUs,
KOPMJICHHUS U TIOCHUS KOJTUYECTBO TPYIII 1IEJICBBIX dKUBOTHBIX B KOXKIOM BHJIC
UCCIIEIOBAHUN);

11032 (J103b1), PEKUM J1I03UPOBAHUS, CIIOCOOBI BBEJICHUS M IPUMEHEHUS,
BpeMsl MpreMa JIEKapCTBEHHOTO Tpenapara, Mpo0JKUTENBHOCTh JICUCHUS



(mamee - cxeMa MpUMEHEHUS JIEKaPCTBEHHOT O IIpenapara);

OMKCAHUE U OLEHKY MPOLEyp CTATUCTUYECKOIO aHAJIN3a C YKA3aHUEM
HCIIOJIb30BAHHOTO IPOrPAMMHOI0 00ECIICUEHMS;

00001IIeHHBIE PE3yJIbTATHI UCCICIOBAHUN CO CCHUIKAMHA Ha OTYETHI O
pe3ynbTaTax KaKJIO0TO BHUJA MCCIECJOBAaHUM, MPOBEAECHHBIX B paMKax
KJIMHAYECKOT'O UCCIIEI0OBAHMS, a TAK)KE aHAJIU3 YKa3aHHBIX pPEe3yJbTaTOB,
BKJIIOYAsl ONHUCAHUE HEXKEJIATeNbHBIX peakiuil (KpaTkoe oOmucaHue
HEXKeNaTeNbHbIX PEaKlMii, X aHallu3, CIUCKU HEXKENIaTeIbHBIX peaKiluii,
KOTOpbIE HAOJIO/IaTUCh Y LIETIEBbIX )KUBOTHBIX), OMKCAHUE CIIy4yaeB TuOenu
[EJIEBBIX KUBOTHBIX U IPYTUX CEPbE3HBIX HEXKEIATECIbHBIX PEAKIUMi, OICHKY
KIIMHUKO-JTA00paTOPHBIX MMOKa3aTeNel >KUBOTHBIX (IIPH HATMYMU), TapaMeTphI
KU3HEHHO BaXHBIX (DYHKIMN OpraHM3Ma IENEBBIX XUBOTHBIX U JPYTYIO
MH(}OpMaIHIO 110 BOIpOocaM O€30MaCHOCTH, a TAaKKe OLEHKY 3(P(HEKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHOIO Mpenapara;

aHaJIN3 JIUTEPATyPHBIX TaHHBIX (IIPU HAIUYUN);

BBIBOJIbI O IMEPEHOCHUMOCTH JIEKapCTBEHHOI'O Ipernapara IeJIeBbIMU
KUBOTHBIMH, YCTaHOBJICHHHM OINTUMAIBHBIX JO3MPOBOK JIEKAPCTBEHHOTO
npernapata U Kypca JICYeHHs Ha KOHKPETHOM Ipymme >KUBOTHBIX C
OlpesieNieHHbIM 3a00JeBaHMEM (CXE€Mbl NPUMEHEHHUS JIEKapCTBEHHOI'O
npernapara), 0e301macHoCTd U 3P PEKTUBHOCTU JIEKAPCTBEHHOTO Ipenapara,
peIHa3HAYEHHOT' 0 JJIs1 JICUEHUS OINpeIeTICHHbIX 3a001€BaHUM KUBOTHBIX, WIH
3¢ (PEeKTUBHOCTH JIEKAPCTBEHHOTO Tpernapara i NpopuiIaKTUKK 3a00JIeBaHUN
KUBOTHBIX, BO3MOXXHOCTSIX pAacCIIMpPEHHUs TOKa3aHUH K NPHUMEHEHUIO
3apEruCTPUPOBAHHOTO JIEKAPCTBEHHOTO MpernapaTa U BbISBICHUSA paHee
HEHW3BECTHBIX MOOOYHBIX JEUCTBUH.

9.1. K oTuety o pe3ynbpTarax KIMHUYECKOTO HCCIIEIOBAHUS TOJIKHbI
npwiaratbCs IUTaHbl (WM WX KOMHH, 3aBEPEHHBIE Pa3pabOTUYUKOM
JIEKapCTBEHHOI'O Mpernapara), OTYEThl O pe3yibTaTaX KaKJIO0ro BHUAA
UCCJIEI0BAHMM, MPOBEACHHBIX B paMKax KIMHUYECKOTO MCCIIEIOBAaHUs, M,
IpY HaJUYUM, 3aKIIOYEHUS OpraHu3alliid, MNPUHUMABIINX Y4YacTHE B
OpraHM3allM U MPOBEJCHUH dTUX UCCIIEIOBAaHUH (MM KOMUHU 3aKJIIOUEHUN U
OTYETOB O pe3yJbTaTax Ka)kJOoro BHUJA MCCIEJIOBAaHUM, MPOBEJIECHHBIX B
pamMKax KIMHUYECKOTO MCCIIEI0BaHuUs, 3aBEPEHHbIC STUMU OPTaHU3ALUSIMH).

9.2.llpu wuccnenoBaHMM OHOIKBUBAJIEHTHOCTH K OTYETYy O
pe3ynbTaTax KIMHHYECKOIO HCCIIEOBAaHMS JOJDKHA MPUIIAratbCs KOMUS
MPOTOKOJIa BAJMJAIIMM METOJla ONpPENETICHHUsS aHalluTa, COJEpPIKallero
CBEJICHUS O JINHEWHOCTU B HEOOXOAMMOM JMaNa30He KOHLUEHTpAIUH, BIUSHUU
OMOJIOTUYECKOI0 MaTepualia Ha TOJydyaeMblid pe3yJbTaT HCCIEIOBaHUA,
npenene oOHapy>KEHUsT METoAa, Mpezesie KOJIMYECTBEHHOTO OIpeaesieHus
METO/1a, CEJIEKTUBHOCTU METOJd, TOYHOCTH METO/A, NPEeLU3UOHHOCTU



METO0/1a, CTA0MIBHOCTH aHAJIUTA B OMOJOTMYECKOM MaTepHuaie, a TaKkke B
cllydae  OMpENCNICHHsA aHalWTa  XpoMarorpauyecKuM WU
MacCCIEKTPOMETPUYECKUM METOJIaMH - XPOMATOIPAMMBI, MOJATBEPKIAIOIINE
MIPEICTABICHHBIE PE3YJIbTATHI BAJTUIALIMH.

9.3. Otuer 0 pe3ynpTaTax KIMHUYECKOTO UCCIEI0OBAHUS JJOJKEH OBITh
MOJNKUCAH PYKOBOJUTENIEM pa3paboTUMKa JIEeKapCTBEHHOTO Ipenapara.

10. [IpoekT MWHCTPYKIMH TNO BETEPUHAPHOMY IPUMEHEHUIO
JIEKapCTBEHHOIO MPENapara I0HKEH COJIEPkKATh CBEACHUS, YKa3aHHBIE B
nynkte 1 TpeOoBaHul K WMHCTPYKIMU MO BETEPUHAPHOMY MPUMEHEHUIO
JIEKapCTBEHHBIX NIPENapaToB, YTBEPKICHHBIX TpUKazoM MuHcenbxo3a Poccun
or 22 aBrycta 2017 r. Ne 430 (3apeructpupoBaH Mwuntoctom Poccun
16 Hos10ps 2017 1., peructpaiioHHbIi HOMEp 48912).

10.1. IIpoekT MHCTPYKUMH NOANMCHIBAECTCA  PYKOBOAUTEIEM
pa3paboTyurKa JIEKAPCTBEHHOIO Mpernapara Wik PYyKOBOAMUTEIEM JPYTroro
IOPUIMYECKOTO JIMIA, YIOJIHOMOYEHHOTO pa3pabOTYUKOM JIEKAPCTBEHHOIO
npernapara, u 3aBepsieTcs ero nevyaThlo (Mpyu HAJIMYUN).

10.2. [IpoeKT MHCTPYKUIHMHM HE AOJDKEH COAEPkAaTh yKa3aHUA Ha
IPEUMYIIECTBA JIEKAPCTBEHHOTO Mpenapara nepei IpyruMu JIEKapCTBEHHBIMU
npenapaTaMyd, a TaKK€ CTAaTUCTHYECKHE IIOKA3aTeIu PEKIaMHOIO
Xapakrepa.

10.3. CBeaeHuUs B MPOSKTE HHCTPYKIIUU, SBISIIOIIAECS OOIUMHU IS
UHCTPYKLHH U 1711 HOPMAaTUBHOTO JOKYMEHTA JIEKApCTBEHHOIO IMperapara,
JOJKHBI OBITh W3JIOKEHBI B COOTBETCTBHHU C IMPOEKTOM HOPMATHBHOTO
JOKYMEHTA.

11. IIpoekTsl MaKETOB MEPBUYHON YITAKOBKM W BTOPUYHOM YIIAKOBKHU
JIEKapCTBEHHOI'O Mpenapara J0JKHbI MPEACTaBIAThCA B BUAE IUIOCKOIO,
MOJIHOLBETHOTO XYJI0)KECTBEHHOTO M IOJIHOPAa3MEPHOro (B Cllydae eciu
pasmep MakeTa MpeBbIIacT pazMep jucta ¢opmata A3, TO yKa3bIBaeTCs
pasMep MakeTra) U300pa)KeHHsI STHKETOK, pa3MellaeMbIX Ha MEPBUYHOM
YIAKOBKE M BTOPUYHOM YIAKOBKE JIEKAPCTBEHHOTO mpemnapara (mpu
HEO0OXOIMMOCTH BKIJIFOYAs pa3pe3bl U MecTa cruba) B ILENAX CO3JaHUs
TPEXMEPHOT0 N300paKEHUSI TEKCTA ITUKETOK.

11.1. ITpoexT MakeTa NEPBUYHON YIMAKOBKU JIEKAPCTBEHHOTO
npemnapara (3a HUCKJIIOYEHHWEM IMEPBUYHON YHAKOBKH JIEKAPCTBEHHBIX
PACTUTENBHBIX TMPENapaToB) JOJDKEH COJEepKaThb  HWH(POPMAIIUIO,
MpeayCMOTPEeHHYI0 TyHKTOM | yactu 1 ctateu 46 3akona u Haanuceh "]l
BETEPUHAPHOTO IPUMEHEHHUS "

11.2. ITpoexT MakeTa BTOPHUYHOW YNAKOBKU JIEKAPCTBEHHOTO
npenapara JOJDKEH coliepKaTh HH(POPMALIMIO, MPEIyCMOTPEHHYIO MYHKTOM 2
yactu | crateu 46 3akoHa, a Takke HaANuCh "/l BETEpUHAPHOTO




MpUMEHEHUs", IITPUXOBON KoJA, Haamuch "['omeomatmueckuit" (s
TrOMEOINAaTUYECKUX JIEKAPCTBEHHBIX MpernapaToB), Haanuchk "llpomykuus
MpoIUIa pagualMOHHBIA KOHTPOJB" (IJIs1 JIGKAPCTBEHHBIX PACTUTEIBHBIX
MpEenapaToB) U yKa3aHHE HA )KUBOTHOE, U3 KPOBH, IJIA3Mbl KDOBH, OPraHOB
U TKaHeW KOTOPOTro MOJIy4eHa ChIBOPOTKA (17151 CBIBOPOTOK).

11.3. Ha mpoekTax MakeTOB MNEPBUYHON YIAKOBKM M BTOPUYHOM
YIaKOBKH JIEKApCTBEHHOTO MpernapaTa HHPopMalus yKa3blBaeTcs pUQPTOM He
MmeHee 1,4 MuuiuMeTpa B BBICOTY, Ha PYCCKOM f3bIKE (HAMMEHOBAHHE
WHOCTPAHHOTO MTPOU3BOIUTEIIS JICKAPCTBEHHOTO Mpenapara MpOINUCHIBACTCS
pyCCKUMU OYKBaMH W MOKET OBITH JOMOJHUTENIBHO BBHINOJIHEHO OyKBamu
JATUHCKOTO an(aBUTa) B COOTBETCTBHHM C MPOEKTOM HHCTPYKIHUHU IO
BETEPUHAPHOMY NPHUMEHEHHUIO JIEKapCTBEHHOIO Ipenapara. YKa3aHHas
nH(popManus He J0HKHA HOCUTh PEKJIAMHBIN XapakTep.

12. B noxkymenTe, conepxaiieM HHQOpMalUio O HaIu4uu (PaKkToB
perucTpauy JEKapCTBEHHOrO0 mpemnapara 3a npeaenamu Poccuiickoi
®enepanuuu, AOHKHBI OBITh YKa3aHbl CIHMCOK CTPaH, B KOTOPBIX
3apETUCTPUPOBAH JICKAPCTBEHHBIN IIPENapaTr, pPEeruCTPAlMOHHBIA HOMEpP M
JlaTa perucTpalfy JIEKApCTBEHHOTO MpernapaTa Jijisl KaKJI0M CcTpaHbl, JT1U00
CBeJIeHUs1 00 OTCYTCTBUH (DaKTOB PETUCTPAIMH JICKAPCTBEHHOTO Mperapara
3a npeaenamu Poccuiickon @enepanui.

[Tpunoxenune No 2
K npuka3y Muncenbxo3a Poccnn
ot 10 stuBaps 2018 r. Ne 4

ITOPAIOK
MPEICTABICHUS TOKYMEHTOB, U3 KOTOPBIX OPMUPYETCS
PErUCTPAllMOHHOE JOChE Ha JIEKAPCTBEHHBIN MTpenapar AJist
BETEpPUHAPHOTO MPUMEHEHHUS B LEJSAX TOCYAAPCTBEHHOW PErUCTpaluu

1. Hacrosimuii mopsAOK YCTAaHAaBIMBAET NpaBWia IPEICTABICHHUS
pa3pabOTUYMKOM JIEKAPCTBEHHOT'O MIpenapara /isi BETEpUHAPHOTO TPUMEHEHUS
WM YIIOJITHOMOYEHHBIM UM JPYTUM IOPUIUYECKUM JUIIOM (Jajee - 3asiBUTEINb)
B Poccenbxo3Han3op 3asBiIEHUS O TOCYIApPCTBEHHOW pPETUCTpALUU
JIEKapCTBEHHOI'0 Tpenapara Jisi BETEpUHAPHOrO NMpUMEHEHHus (Haee -



3asIBJICHUE) U TJOKYMEHTOB, U3 KOTOPBIX (POPMUPYETCS PETUCTPAIMOHHOE
J0Ch€ Ha JIEKapCTBEHHBIN Ipenapar sl BETEPHUHAPHOIO NPUMEHEHHS
(masiee - TOKYMEHTBI PETUCTPAITMOHHOTO JOCHE).

2. 3asBI€HHUE U JOKYMEHTBI PETUCTPALIMOHHOTO JI0ChE TOJIKHBI OBITH
NPEICTaBICHbl B JJIEKTPOHHOM (opMe, TMOJIMUCAHHBIE YCHIIEHHON
KBTU(PUITUPOBAHHON AJIEKTPOHHOM MOJIMHUCHIO 3aBUTENIS, C UCIOJIb30BAaHUEM
UH(OPMAIITMOHHO-KOMMYHUKAIIMOHHBIX TEXHOJOTUHA, B TOM 4YHCIE C
UCIOJIb30BaHUEM (heqiepalibHON TOCYAapCTBEHHOW HHMOPMAIMOHHONW CUCTEMBI
"EquHblil mopTali rocy1apCTBEHHBIX 1 MYHUIMINAIBHBIX yCIyT (byHKUMiA)",
WK Ha OyMa>KHOM HOCHUTENE.

3. B ciyyae ecnu oTnaelibHBIE JOKYMEHTHI (KOMHUHM JOKYMEHTOB)
PErHCTPAlMOHHOTO 1I0ChE Ha OYMa)KHOM HOCHUTEIIE U3JI0KEHBI HA HECKOJIBKUX
JIUCTAX, KAKJBIA JOKYMEHT (KOMHS JOKYMEHTA) JOJKEH OBITh MPOIIUT U
IIPOHYMEPOBAH, O YEM 3aBUTEJIEM JIETAETCS COOTBETCTBYIOIIAs 3alUCh Ha
000pOTE MOCIIEIHETO JINCTA TOKYMEHTA (KOMUU IOKYMEHTA).

4. IIpoekT UHCTPYKLIMH II0 BETEPUHAPHOMY IPUMEHEHUIO
JIEKapCTBEHHOI0 Mpenapara Ha OyMa)XHOM HOCHUTENE JOJKEH OBITh
IPE/ICTaBIICH B TPEX dK3EMIUIsIpax Ha nuctax (opmarta A4, mpudtom He
MEHEE TPEX MUJIIIUMETPOB B BBICOTY.

5. IIpoekThl MaKETOB IIEPBUYHOM YIIAKOBKM U BTOPUYHOM YIIAKOBKU Ha
OyMa>KHOM HOCHTEJIE JOJIKHBI OBITh MPEJCTABICHBI B TPEX IK3EMILISIpax.

6. B ciydae eciy JOKYMEHTBI PETHUCTPAMOHHOTO JI0CHE NIPEICTABIICHBI
B DJIGKTPOHHOU (opMe, KaXIblii JOKYMEHT OJDKEH OBITh MPEICTaBIICH
OT/ICJIbHBIM (paityiom.

7. Ha rocynapCTBEHHYIO PETUCTPALIUIO PA3TUYHBIX JIEKAPCTBEHHBIX (OpPM
OJIHOTO M TOTO € JIEKAPCTBEHHOrO Mpemnapara Jyisi BETEPUHAPHOIO
MIPUMEHEHUS 3asBUTENIb JIOJDKEH MPEACTABIATh OT/ACIbHBIC 3asBICHUS U
JOKYMEHTBI PETMCTPALIMOHHOTO 1I0ChE Ha KaXKIYIO JIEKapCTBEHHYIO (hOpMYy.



