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MHUHHACTEPCTBO CEJBCKOI'O XO35IMCTBA o

POCCHUIICKOH ®EJIEPAIINN
(Muncensxo3 Poccun)

IIPUKA3

or 10 anBapa 2018 r. , Ne 4

MockBa

06 yTBepKIeHdH NOPSAKA (POPMHPOBAHHS PErHCTPANIHOHHOIO 10Che
HA JIeKAPCTBEHHBIH Npenapar AN BeTePHHAPHOIO NPUMEHEHH S
¥ TpeGoBaHMil K JOKYMEHTAM B €ro COCTaBe H NOPAIKA NPeACTABICHHA
JI0KYMEHTOB, H3 KOTOPBIX (POPMHPYETCSl PErHCTPAIHOHHOE 10Che
Ha JIEKapPCTBEHHBIH Mpenapar JAJisi BeTepHHAPHOIO NPHMEHEHHS B IeJIAX
rocyJapcTBEeHHOH perucTpanu

B uemax peamusanum crated 5 u 17 ®enepansHOro 3akoHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 obpameHnM JT€KapCTBEHHBIX CPEACTB»
(Cobpanme 3axonoparenscTBa Poccuiickoit ®@enepanuu, 2010, Ne 16, ct. 1815;
Ne 31, c1. 4161; Ne 42, ct. 5293; Ne 49, cr. 6409; 2011, Ne 50, ct. 7351; 2012,
Ne 26, ct. 3446; Ne 53, ct. 7587; 2013, Ne 27, ct. 3477; Ne 48, c1. 6165; 2014,
Ne 11, ct. 1098; Ne 43, ct. 5797; Ne 52, cT. 7540; 2015, Ne 10, ct1. 1404; Ne 27,
cT. 3951; Ne 29, ct. 4359, ct1. 4367, cT. 4388; Ne 51, ct. 7245; 2016, Ne 1, ct. 9;
No 23, ct. 3287; Ne 27, cr. 4194, ct. 4238, ct. 4283; Ne 31, c1. 4791, cr. 4827)
M B COOTBETCTBHM ¢ mommynkramu 5.2.25(104) u 5.2.25(32) myHkra 5
[Monoxxenus o MUHHCTEPCTBE celbckoro xossiictBa Poccuiickoit ®enepanmu,
yTBepXKAeHHOTO mocTaHoBieHHeM IlpaButensctBa Poccuiickoit Penepanuu
or 12 wrona 2008 r. Ne 450 (CoOpanme 3akoHOmaTenbcTBa Poccuiickoii

denepanmu, 2008, Ne 25, ct. 2983; Ne 32, ct. 3791; Ne 42, cr. 4825; Ne 46,
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cT. 5337; 2009, Ne 1, ct. 150; Ne 3, cr. 378; Ne 6, ct. 738; Ne 9, cr. 1119,
cr. 1121; Ne 27, ct. 3364; Ne 33, c1. 4088; 2010, Ne 4, ct. 394; Ne 5, ct. 538;
Ne 16, cr. 1917; Ne 23, ct. 2833; Ne 26, cr. 3350; Ne 31, cT. 4251, ct1. 4262;
Ne 32, ct. 4330; Ne 40, ct. 5068; 2011, Ne 6, cr. 888; Ne 7, ct. 983; Ne 12,
cr. 1652; Ne 14, ct. 1935; Ne 18, cT. 2649; Ne 22, ct. 3179; Ne 36, ct. 5154;
2012, Ne 28, c1. 3900; Ne 32, ct. 4561; Ne 37, ct. 5001; 2013, Ne 10, ct. 1038;
Ne 29, cr. 3969; Ne 33, ct. 4386; Ne 45, ct. 5822; 2014, Ne 4, cr. 382; Ne 10,
cr. 1035; Ne 12, ct. 1297; Ne 28, ct. 4068; 2015, Ne 2, ct. 491; Ne 11, ct. 1611;
Ne 26, ct. 3900; Ne 35, cT. 4981; Ne 38, ct. 5297; Ne 47, ct. 6603; 2016, Ne 2,
cT. 325; Ne 28, ct. 4741; Ne 33, cT. 5188; Ne 35, ct. 5349; Ne 47, ct. 6650; Ne 49,
cT. 6909, cT. 6910; 2017, Ne 26, c1.3852), t pu K @ 3 Bl B & 0.

1. VYtBepauts:

nopAaoK (GOPMHPOBAHHS PETHCTPAIHOHHOTO HOChE HA JIEKAPCTBEHHBIN
npenapar Ijis BETEPHHAPHOIO INpHMEHEeHHs M TpebGOoBaHHA K IOKYMEHTaM
B €r0 COCTaBe COrJIacHO mpuyioxeHu:o Ne 1;

NOPANOK NpEJCTAaBIEHHsS JOKYMEHTOB, M3 KOTOPBIX (DOpMHpYETCS
pPEeTHCTpPAallMOHHOEe IOChe Ha JIEKapCTBEHHBIH IIpenapar IjId BETEPUHAPHOIrO
OpPUMEHEHHs B  IENAX  TOCyJapCTBEHHOM  pErHCTpalMM,  COIJIAaCHO
npuiaoxeHuio Ne 2.

2. Hacrosmuii mnpwka3 OpUMEHSETCS K PETrUCTPAalMOHHBIM J0ChE
Ha JIeKapCTBEHHbIE  IpemapaThl UId  BETEPUHApHOIO  NPHUMEHEHHS,
npencraBieHHbiIM B @DenmepanbHyro  cnmyx0y 10 BeTepHHApHOMY
# GUTOCAHUTAPHOMY HAA30py C 3asBICHUSMHU O OCYAApCTBEHHOM PErHCTpalluu
JIeKapCTBEHHBIX TpenapaToB Uil BETEPHHAPHOrO IPHMMEHEHHs IOCIe

BCTYIUICHHS B CHJIYy HACTOAIICTO IIpHAKA3a.

MunucTtp A.H. TkaueB




ITpunoxenne Ne 1
K npukazy Muncensxo3a Poccuu
ot 10 stuBaps 2018 r. Ne 4

MNOPAAOK
(opMHUpPOBaHHS PErHCTPALHOHHOIO 10Che HA JeKAPCTBEeHHbIH
npenapar AJisi BeTEpPHHAPHOro NpAMeHEHHs U TpeOoBaHMii
K JOKYMEHTaM B €ro cocTaBe

1. HacTosmuii mOPSAOK YCTaHABIMBaeT IpaBuia (POPMUPOBAHUSA
PErMCTPALMOHHOTO IOChe Ha JIEKapCTBEHHBIN NpernapaT AJs BEeTEPHHAPHOI'0
npuMeHeHus (Oalee — JIeKapCTBEHHBIH IpemapaT) H TpeGOBaHHSA
K JOKYMEHTaM B €ro COCTaBe, IPEJCTaBIsIEeMBIM B LEIIX roCyAapCTBEHHOM
perucTpalyy JeKapCTBEHHOIO Ipernapara.

2. PerucrpailuoHHOEe JOChe HA JIEKapCTBEHHBIH IpemapaT (ganee —
perucTparuoHHoe f0oche) GOPMUPYETCs U3 CIAeAyIOMMX JOKYMEHTOB:

a) MPOEKT MHCTPYKIIMH 110 BeTepUHAPHOMY NIPUMEHEHHUIO JT€KapCTBEHHOI'O
npenapara;

0) IOKYMEHT, coaepxammidi HHGOpPMAIMIO O  (apMaleBTHYECKOH
CyOCTaHIIMM MM (papManeBTUUYECKUX CyOCTaHIMAX, BXONAIIMX B COCTaB
JIEKapCTBEHHOIO Mpernapara;

B) CBEJIEHUS O JIEKApCTBEHHOM IIperapare;

I) KOmMs IOKYMEHTa Ha PYCCKOM S3bIK€, BBIAAHHOTO KOMIIETEHTHBIM
OpPraHOM CTpPaHBl TPOU3BOIUTENS A KaKIOH MPOM3BOACTBEHHOH ILIOLIAIKU
PETHCTPUPYEMOTO JIEKApCTBEHHOTO Ipenapara (B TOM YHCIIE A IPOU3BOIUTES
(apMmarieBTUUECKOMH cyOCTaHIUM), 3aBepEHHOTO
B YCTAHOBJIEHHOM IOPSIKE U MOATBEPKJAIOLIET0 COOTBETCTBHE IIPOH3BOAMTENSA
PETUCTPUPYEMOTO  JIEKApCTBEHHOTO  IIperapara  TpeOOBaHHAM  IPaBHII
Ha[jIeXalleil  IIPOW3BOACTBEHHOM  MpakTHKH, JUO0 KONHWS  JIMLECH3UU
HAa IIPOM3BOJICTBO JIEKAPCTBEHHBIX CPEACTB UL BETEPHHAPHOTO IIPUMEHEHU 1A
POCCHHCKHMX MPOU3BOJIUTENIEH;

Il) Komust 3aKITIOYEHHUS 0 COOTBETCTBHUH TIPOU3BOUTENSA
JIEKapCTBEHHOT0  Ipermapata  TpeOOBaHHSAM  NPaBHI  HaJJexallen
MPOM3BOJCTBEHHOMN MPAaKTHKH, BBIIAHHOTO YIIOJHOMOYEHHBIM (eaepaibHbIM
OpraHOM HWCIIOJTHUTEIBHOH BIACTH Ui KaXIOH IPOU3BOACTBEHHOH
IUIOLIAZKHA PETHCTPHPYEMOTO JICKapCTBEHHOTO Ipernapara (B TOM 4HCiIe 171
MpOU3BOAUTENS (apMaleBTHUECKOH CyOcTaHLIMH), NMO0 KOMHS JHUIECH3HH
Ha TIPOU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB I BETEPUHAPHOIO NMPHMEHEHHS
IJIs1 POCCHICKHUX MPOU3BOAUTENEH;

€) MPOeKT HOPMAaTHBHOIO AOKyMEHTa Ha JIEKaApCTBEHHBIH IIpenapar
(manee — MpOeKT HOPMATHBHOTO JOKYMEHTA);

K) OTYET O  pe3ylbrTarax  JOKIMHHYECKOIO  HCCIIE€JOBaHUA
JIEKapCTBEHHOI'0 CpeACTBa sl BETEPUHAapHOIO0 IIpPUMEHEHMs (nanee -
TOKJIHMHUYIECKOE MCCIIeIOBaHuE);
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3) OTYET O pe3ysibTaTax KIMHHYECKOrO MCCICAOBaHMA JIEKAPCTBEHHOTO
mpenapaTa (manee — KIMHHY9eCKOE HCCIENOBaHHE) Y KaXJI0To BHIA
’KHMBOTHHIX, YKa3aHHBEIX B HHCTPYKIMH [10 BETEpPUHAPHOMY IIPUMEHCHHUIO;

¥) IPOEKTH MAaKEeTOB IEPBHYHON YNAKOBKM M BTOPUYHOH YNAKOBKH
JeKapCTBEHHOIO IIperapara,

K) KOHUS JOKYMEHTa, COAepXKallero MHGOpPMAalUWio O HATHIMH HIH
06 oTcyTcTBUM (aKTOB pPETHCTpallid JIEKapCTBEHHOro  Mpemapara
3a npenenamu Poccutickoit @enepaunu;

JI) corlache B THCHMEHHOH (opMe, IpemyCMOTpEHHOE 4acThio 7
cratbn 17 ®epepambHoro 3akona ot 12 ampems 2010 r. Ne 61-@3
«O6 o6palleHHH TeKapCTBEHHBIX CpPeACTB» (malee — 3aKkoH), B Clydae
PErHCTPallii BOCIPOU3BEACHHOrO JIEKAPCTBEHHOTO NIPENapara;

M) KOomus ~ HOKyMEHTa Ha  DYCCKOM  #3BIKE,  3aBEPEHHOIO
B YCTaHOBJIEHHOM IIOPSAKE U IOATBEPKIAIONIEr0 IPABOMOYHOCTD 3asIBJICHNU
0 rocyJapCTBEHHOM perucTpaunuu JIEKQpPCTBEHHOI'O mpemnapara
(IOBEpEHHOCTB).

3. PerucTpanMoHHOE  JOChE  MOXET  COXEpXKaTb  JOKYMEHTHI
Ha MHOCTPAHHOM s3bIKe. B cilydae ecn¥ JOKYMEHTBI PETHCTPallHOHHOTO
HOChe (MX 3aBepeHHbIE KONMMH WJIM 3aBEPCHHBIC BBINHCKH H3 HHX)
COCTaBJI€Hbl HAa HHOCTPAHHOM S3bIKE, K HMM JOJDKEH NpHJIaraTbCs INEpPEBOa
Ha PYCCKHH SI3bIK, 3aBEPEHHBIN 3asBUTEIIEM.

4. Konuu JOKYMEHTOB, npeCTaBIeHHEIE B cocTase
PErHCTPALlMOHHOTO JOChE, 332 HCKIIIOUEHHEM KONMHUH JOKYMEHTOB, YKa3aHHbIX
B MOANYHKTaX «I» M «M» IyHKTa 2 Hacrtosmero ITopsaka, TOMKHBI OBITH
3aBepeHbl 3ajABUTENEM, O YeM Ha 000pOTe MOCIEAHET0 JINCTA KOIIUH KAKA0ro
JOKYMEHTa POU3BOAUTCA 3anuch «Komnus BepHay.

5. IIpoeKT HOPMAaTHBHOIO JOKYMEHTa JOIDKEH COIEpXaTh TUTYJbHbIA
JIMCT H  CHeaylolnde pasaensl: o6nacTe NpHMEHEHHS, TEXHHIECKHE
TpeGOBaHMS H METONbl KOHTPOJsS KayecTBa, YCIOBHA XPaHEHHS,
TPaHCIIOPTUPOBKH M CPOK I'OJHOCTH JIEKAPCTBEHHOTO ITpenapara.

5.1. TurynbHBIA JHCT NPOEKTa HOPMATHBHOIO AOKYMEHTA JOJIKEH
coJlepaTh HaWMeHOBaHHE pa3paboTUYMKa JIEKapCTBEHHOI'0 Mpenapara,
HaUMEHOBaHHE JIEKapCTBEHHOIo Ipemapara (TOpProBoe HaMMEHOBAHUE,
MEXAyHApOJHOE HeMaTeHTOBaHHOE, HIIM TPYIIHPOBOYHOE, UIIH XUMHUYECKOE
HauMeHOBaHHe), o6o3Hauenue «HJIl», HOMep W roi pa3paboTKM MPOEKTa
HOPMATHBHOTO HOKyMeHTa. B 1€BOM BepxXHEM YINIy THTYJIBHOrO JHMCTa
IPOEKTa HOPMATHBHOTO NOKYMEHTa NOJDKHO OBITH NMPENyCMOTPEHO MECTO
171l BHECEHHUS HH(OPMAIUH O €r0 COrjIacoBaHHH PoccebX03HaA30pOM.

5.2.Pazgen «QOO6nacTh NPHUMEHEHHS» IPOEKTa HOPMATHBHOTO
JIOKyMEHTa JOJDKEH COIepXaTh CBeJeHHs o (apMaKoTepaneBTHIeCKOH
rpyIie, moKa3aHUIX K IPHMEHEHHUIO H COCTaBe JICKapCTBEHHOrO Ipenapara.

5.3. Paznen «Texuuueckume TpebOoBaHMSI M METOIOBI KOHTPOJIA
Ka4ecTBa» MPOEKTa HOPMATHBHOIO JOKYMEHTA HOJDKeH CONepXKaTh:

CBeJleHHS 06 OpraHOJIENTHYECKUX, (bH3UKO-XUMHYECKUX
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¥ OHOJIOTMYEeCKMX IOKa3aTelaX KadecTBa JICKapCTBEHHOIO Ipemnapara
M MeTojax KOHTPONS KadecTBa, KOTOpble BKIIOYAlOTCA B Tabmumy,
COCTaBIECHHYI0O B TNpOW3BONBHONH ¢opme. B Tabmmie yka3plBalOTCA
HaMMEHOBAHHS ¥ HOPMEI TOKa3aTelield Ka4eCTBa JIEKapCTBEHHOTO Mpenapara,;

CBEJIeHHS 0 METOAaxX oT6opa W KOJIMUYeCTBe Npo6, HEOOXOMUMBIX I
IpoBedeHNs MCIBITaHUH JIeKapCTBEHHOTO IIpenapata (nanee — HCIIBITAHHA )
1 GOpMHUPOBaHHs apXUBa 00pa3LOB JE€KAPCTBEHHBIX NIPENapaToB;

OMHCaHUEe GUONOTHYECKHX, OMOXHMMYECKHX, MHKPOOHMOIOTAYECKHUX,
QU3NKO-XMMHYECKHX, PU3MIECKUX, XAMAYECKUX U APYTHX METOJOB aHAIH3a
JIEKapCTBEHHBIX CPEACTB b1 6 BETEPUHAPHOTO IIpUMeHEeHHUs
(manee — JeKapCTBEHHBIE CPEACTBA), TPEGOBaHHUS K MCIOJIb3YEMBIM B LENSLX
NpPOBENEHHs [aHHOTO AaHAllM3a pEeaKTHBaM, TUTPOBaHHBIM pacTBOpaw,
WHAMKATOPaM, OKCaHue 0OpaboTKH pe3ynbTaTOB HCIBITAHUH;

uHQOPMALMIO O XapaKTEepHCTHKaX YNAaKOBOYHBIX  MaTE€pHAJIoB
¥ YKYNMOPOYHBIX CPEICTB JIEKapCTBEHHOI'O IIpenapara.

Ecmu Meron aHanu3a TOTO WJIHM HHOrO IIOKasaTelsd KadecTsa
JIeKapCTBEHHOTO IpemapaTa H3JIOXEeH B TOCYJapCTBEHHOH (apmakoree,
JOIyCKaeTcs CChlIKa Ha (papMaKoONEHHYIO CTaThIO.

5.4. Pasgen «YcioBHS XpaHEHHs, TPaHCIOPTHPOBKH H CpPOK
TOAHOCTH» IIPOEKTAa HOPMAaTHBHOTO JOKYMEHTa [TOJDKCH COJepiKaTh
MHGOPMAIMIO O CPOKE T'OJHOCTH JIEKapCTBEHHOIO IpenapaTa Ha OCHOBaHHH
NpOBENECHHBIX HCCIEAOBaHUN CTaOMIBHOCTH, TpeOOBaHMSX NPH XPaHEHHH
A TPAaHCIOPTHPOBKE JIEKaPCTBEHHOTO IIpemapata B  3aBHCHMOCTH
OoT (u3MUYecKUX H (PHUIUKO-XUMHUECKHX CBOMCTB, BO3LCHCTBUS HA HETO
pa3IuIHbIX (PaKTOpOB BHEIIHEH CPEBI.

5.5. VcinoBHbIE 0003HaUEHHS, H300paKEeHHS U 3HAKU, HCIIOJIb3yEeMBIE B
NpOEKTe HOPMATHBHOT'O JOKYMEHTA, AOKHEI IPUBOJAUTHECS C UX ONKCAHHUEM.

B HOpMaTHBHOM JOKYMEHTE He JOIMyCKAIOTCA CCHUIKH Ha CIIPaBOYHYIO,
MOHOTpauIECKyI0 U HHYIO HAYYHYIO JTUTEPATYPY.

6. JIOKyMeHT, coaepxamuii HHGopManuw O (apMaUeBTHIECKOH
cyGcTaHIMM WIM (papMaleBTHUYECKHX CyOCTaHIHUAX, BXOASAIIHX B COCTaB
JIeKapCTBEHHOT0 Mpenapara, J0KEH BKIIOYATh!

a) HaHMEHOBaHHE (apMaleBTHYECKOH CyOCTaHIMHM, €€ CTPYKTYpY,
ob1ue CBOACTBA.

IIpy  rocynapCTBEHHONW  pErHCTpallil  HMMMYHOOHOJOTHYECKHX
NeKapCTBEHHBIX IIpeNapaTOB PpEKOMEHJYETCs yKasbplBaTh CJICAYIOIIHE
CBeJICHHA O INTaMMe: HaHMEHOBaHMe, MeCTO H CIocob BEIIENEHHA,
KyJIbTYpaJbHO-MOP(}OIOTHYECKHE CBOKCTBA, MOJIEKYJIAPHO-TeHETHIECKUE
U TaKCOHOMHYECKHE XapaKTepUCTHKH INTamMMa (B TOM YHCJI€ TC€HETHIeCKas
uaeHTADUKALNA), Ouosorndeckue XapaKTEePUCTUKH (aHTHTEHHAA,
arrIIOTHHHPYIOMIAs, MPeNHIUTUPYIOasi, HHOEKIMOHHAss U MMMYHOT€HHasd
AKTHBHOCTb, PEBEPCHOENBHOCTh, TEPMOCTAOMIBHOCT), (opMa XpaHEHHS
M YCJIOBHS XDaHEHHS, MECTO JAENOHHPOBAHHMS M CIOCOOBI OCBEXEHHS —
NOAJIepXKaHus CTAaHIAPTHBIX CBOHCTB;

0) HaMEeHOBaHMUE U aApec MPOU3BOIUTENS;
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B) CBeJeHHs O TEXHOJOTHH IPOU3BOACTBA C OIHCAHHEM CTagui
NPOU3BOJACTBA M METOINOB KOHTPOJSA HAa BCEX CTAaAUAX IPOU3BOACTBA
(c peJICTaBIeHHEM OJIOK-CXeMBI ~ TEXHOJIOTHYECKOIO npoiecca
IPOH3BOJCTBA, OTOOpa)karolleil MOCIeA0BATEIbHOCTh BBINOIHEHUSA BCEX
J3TaIoOB U cTaaui (omeparuit) TEXHOJIOTHYECKOT0 mpoilecca,
C yKa3aHHEM IMpPH HAIWYHH TPOMEXKYTOYHBIX IPOLYKTOB, IOJydaeMbIX
Ha KaXXJIOM dTaIle IMPOU3BOJICTBA);

r) HHGOPMAIHIO O TIPUMECSX;

n) crenudHuKanuio Ha HapManeBTHIECKYIO0 CyOCTaHIUIO (C yKa3aHHEM
1I0Ka3aTelieid KauyecTBa, YCTAHOBJIEHHBIX MPOU3BOAUTENEM);

€) OomHCcaHHe METOOHK KOHTPOJSA KadecTBa I (apMmaleBTH4YeCKOH
cyOCTaHIIUH, HE ONMHCAHHOM B rocy1apCcTBEHHOU (apmakoniee (B OTHOLICHUH
dapmanieBTHYECKOH  CcyOCTaHIIUM, OMNMCAaHHOM B  rocyJapCTBEHHOH
dapmakomee, yka3piBaeTcs ¢apMakolleliHas CTaThs H INPEICTaBISAIOTCA
pe3ynbTaThl HCCIENOBaHUSA KadecTBa (papMaleBTUYECKOH CyOCTaHIMHU
B COOTBETCTBHH C (hapMaKomeiHO! CTaTheil);

’K) pe3ylIbTaThl aHadW3a cepuil (QapmaneBTUUECKOW CyOcTaHLIMHU
(B OTHOIIIEHUH TpeX cepHuil papMalleBTHYECKON CyOCTaHIINN);

3) MepeveHb CTAHJAPTHBIX 00pa3loB WM BENIECTB, HCHOJIB3yEeMEIX IIPU
OCYIIECTBJICHHH KOHTPOJIS KadecTBa (MpH TOCYyAapCTBEHHOH perHCTpallldy
AMMYHOOHMOJIOTHYECKHX  JIEKAPCTBEHHBIX IIPElNapaToB  PEeKOMEHIYETCS
yKa3bIBaTh CBEJEHUSA O TECT-CHCTEMAaX, HCIOJIb3YEMBIX IIPU OCYIIECTBICHUN
KOHTPOJIS Ka4yecTBa, CTaHAApTaxX MYTHOCTH, CTaHAAPTHHIX I[ITaMMaxX H
CBIBOPOTKaX); _

M) OIHCaHHe XapaKTEPUCTHK W CBOWCTB YIMAKOBOYHBIX MaTEpHUaJiOB
1 YKYIIOPOYHBIX CPEJICTB;

K) JaHHBlE O CTaOWIbHOCTH  (JaHHBIE, IIOATBEPIXKIAIOILIHE
CcTabHUIBHOCTh ()apMalleBTUYECKON CyOCTaHIMM NpH 3asSBICHHOM CpOKe
roguocTH. IIpu rocyiapcTBeHHONW perucTpanyy BaKUIMH W NPOOHOTHYECKHUX
JIEKapCTBEHHBIX IIPelapaToB pPEKOMEHAYyeTCs YKa3blBaThb CBEACHHA O
reHETHYECKOH CTaOMUIIBHOCTH, TEPMOCTAOUIBHOCTH IITAMMOB).

JT) CBEAEHH O CPOKE F'OJHOCTH, YCIOBUAX XpaHEHHUS.

7. CBeieHHS O JIEKApCTBEHHOM IIpenapare JOJDKHBI COAEpPKaTh:

a) OIIHMCaHHUEe U COCTaB JIEKAPCTBEHHOI'O IIPENapara;

0) onucanue (dapMameBTHYECKOi pa3paboTku (oOocHOBaHHE BBIOOpa
COCTaBa JIEKapCTBEHHOrO Iperapara, NepBHYHOM yHNAaKOBKH, B TOM YHUCIE
THIIA MaTEPUAJIOB, CII0c0o0a YKYIOpKY, OTKPHIBaHU );

B) onucaHue (apMaleBTUYECKOM COBMECTUMOCTH (CBeIeHHA O
COBMECTHMOCTH JCHCTBYIONIHX H BCIIOMOIaTeIbHBIX BELIECTB, BXOMALIUX B
COCTaB JIEKAPCTBEHHOT'O IIpernapara);

') MEKPOGHOJIOTHYECKUE XapaKTEPUCTUKH;

I) CBeIeHHs O MarTepualbHOM OanaHce AN NPOU3BOACTBA CEpPUH
TOTOBOTO MPOAYKTA (pacyeT peLenTyphl IEKapCTBEHHOT0 Mpernapara ¢ y4eTOM
obbeMa cepud H© O00OpYyIOBaHHSA, MMEIOIMETOCS Yy MPOU3BOAUTEINS
JIeKapCTBEHHOTO Mpenapara);




€) omMcaHue Ipoliecca MPOHU3BOACTBA U €r0 KOHTPOJIA C yKa3aHHEM
TE€XHOJIOTMH IIPOM3BOACTBA C ONKMCAHWEM CTaJui IPOU3BOJCTBA, a TaKXKe
C OIHMCAaHMEM CXEeMbl TEXHOJIOTHYECKOro Tpolecca IIPOM3BOACTBA
JIeKapcTBEHHOro Ipemapata (B BuAe ONOK-CXeMBI, OTOOpaXkarolei
[OCJIEeA0BATEILHOCTS BEHIITOJHEHHS BCEeX OTalloB U CcTaguil (omepauui)
TEXHOJIOTHYECKOTO IMpoIecca, C yKa3aHHEM OCHOBHBIX IIOTOKOB CHIPBA,
MaTepHUaoB, TNPOMEXYTOYHOH NpOAYKIUH (IpH HAIUYHUH) H TOTOBOIO
JIeKapCTBEHHOTO Npenapara);

) OMMMCaHue  KOHTPOJS  KPUTHYECKMX CTaJuii  IpOM3BOJCTBA
1 IPOMEXYTOYHOH IIPOAYKIUH (IIPHU HAIUMYUK TaKOH MPOXYKILIUK);

3) ONHCaHWe XapaKTePUCTHK M CBOMCTB YNMAaKOBOYHBIX MaTepHAJIOB
U YKYIIOPOYHEIX CPEICTB;

1) TOKYMEHTAIbHOE MOATBEPKACHHE (BalMAalts) IPOLECCOB U (MJIN)
UX OIIEHKa;

K) TpeOOBaHMS K KauyeCTBY BCIIOMOTAaTENbHEIX BellecTB (cepTHU(UKAT,
cneruduKaIysa Ha BCIOMOTaTelbHbIE BellecTBa H MX 0O0CHOBaHHUE);

J1) aHAIMTHYECKHE METOAMKH, HCIOJb3yeMble IPH OCYIIECTBICHUU
KOHTpPOJIA KayeCTBa BCIIOMOTATENBHBIX BEIeCTB (IS BCIOMOIAaTEIbHBIX
BEIIIECTB, ONIMCAHHBIX B FTOCYIapCTBEHHOM (papmakoriee, MOXET OBITh yKa3aHa
¢apmaxoreiiHas cTaThs Ha BCIOMOTaTeIbHOE BEMIECTBO);

M) JOKYMEHTAJIbHOEe MOATBEpXAeHHe (BajJumalysi) aHaTUTHYECKHX
METOAMK, WCIOJb3YEMBIX [PH OCYIIECTBICHHM KOHTPOIS KadecTBa
BCIIOMOTATEJNbHEIX BEMIECTB (IS aHATUTHYECKHX METOAUK, HE ONHCAHHBIX
B roCyAapCcTBeHHO# apmakonee);

H) HHGpopManui 00 MHCIONB30BaHUM BCIOMOTATENbHBIX BEILECTB
YeJIOBEYECKOTO ¥ )XHBOTHOTO IIPOUCXOXKACHUS;

0) HHGOPMAITHIO 00 KCIIOIH30BaHUH HOBBIX BCIIOMOTaTeIbHBIX BEIIECTB
(paHee He WCNONB30BABIIUXCS [PH IPOMU3BOJACTBE JIEKAPCTBEHHEIX
IpernapaToB);

) TpeGOBaHUSA K Ka4yeCTBY JIEKapCTBEHHOI'O Ipenapara (cepTudukar,
crierud UK Ha IEKApCTBEHHBIN IpenapaT U UX 00OCHOBaHHE);

P) aHAJIUTHYECKHE METOJUKH, MCIONb3yeMble IPU OCYIIECTBICHHH
KOHTPOJIS KauecTBa JIeKapCTBEHHOr'o Ipernapara;

C) JOKYMEHTaJbHOEe NOJATBEepXACHUE (BalnWAaLlus) AaHAIUTHYECKHX
METOAMK, WCMOJB3YEMBIX TIIPU OCYIIECTBIEHHH KOHTpPOJIS KadecTBa
JIEKapCTBEHHOI'0 mpemapaTa (i aHAIUTHYECKHX METOJUK, HE OMHCaHHBIX
B FOCYJapCTBEHHOU (apmakoree);

T) JOKYMEHT, IOATBEPXKIAIONINI Ka4yeCTBO JIEKapCTBEHHOIO Ipenapara
TpeX MPOMBIIUIEHHBIX cepHil (IIPOTOKOJI aHAJIW3a MU CepTU(HKAT aHANIN3a),
OJ[HAa CEepHs KOTOPOTO JIOJDKHA COBIANaTh ¢ cepueii o6paslia TeKapCTBEHHOIO
npenapara, oJaHHOIO Ha pEerucTpaLHIo;

y) XapaKTepUCTUKY ITpUMeceii;

¢) mepevyeHb ~ CTaHAApPTHBHIX  OOpas3slOB,  HUCHOJIB3YEMBEIX  IIpH
OCYIIIECTBIIEHHH KOHTPOJIA Ka4ecTBa JIEKapCTBEHHOTO IpenapaTa;

X) JaHHBIE O CTa0MIBHOCTH JIEKAPCTBEHHOTO IIpemapata Mpu




JJINTEIBHOM W/MIIH ~ YCKOPEHHOM XpaHeHUH (yCIOBUS IIPOBEACHUS
U pe3yJbTaTBl HCCIIeIOBaHUS CTAOWIBHOCTH II€KapCTBEHHOro IIpemnaparta
B MEPBHYHON yMaKOBKE, MOATBEPXXJeHHBIe (aKTHUYECKUMU JaHHBIMHY,
HAa OCHOBAaHHHM KOTOPHIX YCTAaHABJIHUBAETCSH CPOK TOJAHOCTH JIEKAPCTBEHHOI'O
penapara, a Takxke CTaOHJIBHOCTH JIEKapCTBEHHOI'O IIpernapara BO BCKPHITON
MEPBUYHOM yIaKkoBKe B cClydae, €Cld HHCTPYKIHEi#l 10 BeTepHHApHOMY
IPUMEHEHHIO JIEKAPCTBEHHOTO MpemnapaTa nIpeayCcMOTpeHa BO3MOXHOCTD €T0
XpaHeHHs BO BCKPHITOH IEpBUYHON YNaKkoBKe) — TMPEICTaBIAIOTCS B
OTHOILICHHUM He MEHee TpeX Cepuil IeKapCTBEHHOIO Mpernapara;

I1) HAaUMEHOBAaHUA U aJipeca pa3paboT4InKa, Aep)KaTells Wid BiaJenblia
PErHCTPallOHHOTO YAOCTOBEPEHHS JIEKapCTBEHHOT'O npernapara,
IPOU3BOACTBEHHBIX TUIOLIAZ0K IPOU3BOJUTEIIS JICKAPCTBEHHOTO IIpernapara.

8. Otuer o0 pesyiaprarax MAOKIMHUYECKOTO HCCIENOBAHHUS [IOJKEH
COZIepKaTh:

HaHMeHOBaHUE OTYETA;

HaHMEHOBaHHUE JIEKApPCTBEHHOTO CPEIICTBA;

HaWMEHOBaHU, aapeca pa3paboT4HKa, MIPOM3BOIUTEIISA
JIEKapCTBEHHOTO CPEICTBA M HMHBIX OpraHu3alMii, MPUHHUMABIIUX y4YacTHE
B IPOBEJCHUH JOKIMHUIECKOTO HCCIeAOBAaHUSA (B CIy4ae UX MPUBIICYCHHUS );

IAThl Hayajda U OKOHYAHHUSA JOKJIUHUYECKOTO UCCIIEIOBAHMS;

JaTy ¥ HOMEpP OTYETa, MO3BOJIAIOLINE €r0 UASHTUDHUIINPOBATh;

1eJb U 3aJa4d JOKIMHINIECKOTO UCCIIeIOBaHUS;

KpaTKOe OITHCaHHe MPOBEACHHOI0 MJOKIMHHYECKOTO HCCIEeIOBaHN,
HHDOPMAIIHIO O CTAaHJaPTHOM 00pa3iie (MpU HANUYUU), TPOJODKUTEIHBHOCTH
NOKJHHUYECKOTO HCCIIeA0BaHusA, OO0 JKCIePUMEHTANBHBIX JKHBOTHHIX,
pe3yIbTaThl JOKIHHUYECKOTO UCCIIENOBAaHMUS;

OTJIaBJIEHHE, BKJIIOYAs NIepedeHb [IPUI0OKEeHHH, Tabnui;

repeyeHb COKpAalleHUH M OIpeJelieHne TEPMHUHOB, HCIIO0Jb3YEMBIX
B OTYETE;

ONHMCaHUe HUCCIIeNyeMOTO JIEKapCTBEHHOT'O CPEeACTBa, BKIIOYAsi COCTaB,
¢Hu3UKO-XxUMHUYECKHUE, O1OIOTHYECKUEe, (hapMalleBTUYECKHE CBOICTBA;

BHJBI HCCIIEJOBaHUH, IPOBENEHHBIX B paMKax JAOKIMHAYECKOTO
UCCIIEJOBAHUS;

BHJ, BO3pacT, KOJHYECTBO, MacCy M IION 3KCIIEPUMEHTAJIbHBIX
’KUBOTHBIX, HCIIOJIb30BAHHEBIX B KaXKJIOM BHJI€ HCCICJOBaHUI, TPOBEICHHEIX B
paMKax JOKIMHHYECKOTO HCCIEefOBaHUS, YCIOBHUS HUX COAepKaHUA,
KOPMJIEHHS;

KOJUYECTBO TPYMI 3KCIMEPHUMEHTANBHBIX JXUBOTHBIX B KaXOM BHIE
HCCIIeJOBaHUM, MPOBEIEHHBIX B PAMKaxX JOKIHMHUYECCKOrO UCCIIEI0BaHMS;

peXHuM HO3UPOBaHWs, KPAaTHOCTh M CIOCO06 BBENEHHUSA HCCIEAyEeMOIo
JIeKapCTBEHHOI'O CPEJICTBA;

ONMCaHUe U OLEHKY NMpOLEeIyp CTATUCTUYECKOrO aHAIN3a C yKa3aHUEM
HCITOIBE30BaHHOTO MPOTPAMMHOT0 obecTedeHus;

06061eHHBIE pe3yIbTaThl UCCIIeJOBAaHUM co CCBUIKAMH
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Ha OTY4eThl O pe3yibTaTax KaXJOro BHMJa HCCIIE[OBaHUH, MPOBEACHHBIX
B paMKaX IOKJIMHMYECKOTO HCCIEJOBaHWs, a TaKkke aHalu3 yKa3aHHBIX
pe3ynbTaTOB;

BHIBOOBI O  Oe30omacHOCTH, KavyectBe H  I(GEKTHBHOCTH
IeKapCTBEHHOr0 CpeiCTBa, B TOM 4YHCJI€ O CpOKax €ro BBIBEICHHS
U3 OpraHM3Ma J>KMBOTHBIX H 0€30IIaCHOCTH MNPOAYKIHH IKHBOTHOTO
TIPOMCXOXKAEHUS [OCHe MPHUMEHEHHsS COOTBETCTBYIOIIETO JIEKapCTBEHHOIO
mpemapaTta.  YKasaHHbIe  BBIBOABI  TOJDKHBI ~ COJEpXaTh  CBEJACHHA
0 (hapMaKOIOTHYECKOH aKTHBHOCTH, (hapMaKOKHHETHKe, papMaKoJuHAMHKeE
¥ BO3MOXHOCTH IMOCHEAYIOMEro NpOBEACHUs KIHHUIECKOTO UCCICIOBaHHU,
CTeIeHH OMAacHOCTH (0e30MacHOCTH) JIEKapCTBEHHOro CpeAcTBa jid
)KABOTHBIX, KOTOPHIM MpeAHa3HA4aeTCsd MCCleqyeMoe JIeKapCTBEHHOE
CPEeACTBO, 0e30MacHOCTH MNPOAYKIMH O KHBOTHOrO  IIPOMCXOXICHUA,
IIOJIy4YeHHOM OT TaKUX XHBOTHBIX.

8.1. OTueT 0 pe3ynbTaTax AOKIMHMYECKOrO HCCIECNOBaHHA HOJDKCH
6BITH IOANKCAH PYKOBOJAHUTENEM pa3paboTurKa JEeKapCTBEHHOr0 CPeNCTBA.

8.2. K otuety 0 pesynbrarax AOKIMHHIECKOIO UCCIEAOBAHUS NOJKHEI
NpHiaraTeCs IUIRHBI HMCCHIe[OBaHMM (MIM HMX KONHH, 3aBEPEHHBIE
pa3pabOTYHKOM JIEKAPCTBEHHOT'O CPEACTBA), OTUETHI O Pe3yNbTaTaX KaXa0ro
BHOAa HCCIeJOBaHHWM, IPOBENEHHBIX B  paMKaX  JOOKJIHHAYECKOIO
ACCIEeIOBAHHMS, ¥, IPY HAIMYHH, 3aKITIOYECHHS OpraHM3allui, TPHHAMABIIAX
yJacTHe B OpraHM3alUuWy¥ U NPOBEACHHH 3THX MCCIIEJOBaHUH (WM KOIHH
3aKJIIOYEHHH W OTYETOB O pe3yibTaraXx KaXIOro BHAAa MCCIENOBaHUH,
NpOBEIEHHBIX B PaMKaX JOKIMHAYECKOr0 UCCIIEI0BaHNUS, 3aBEPEHHLIE 3THMH
OpraHU3aIlHAMH ).

Eciu B mpoliecce HCCIEJOBAHUSA MCIOIB30BAJIMCh METOIBl KOHTPOIIA,
mojJiexaliue BalHUAAIldH, KONMUH MNPOTOKOJOB BalMJAlUUH JOJDKHBI
IpUIAraThCs K OTUETY O pe3yabTaTax AOKIHHAYECKOr0 HCCIEAOBAHHUS.

9.0OTuer © pe3ydbTaTax KIMHAYECKOrO MCCIAECIOBaHUS JOJDKEH
COepkKaTh:

HaWMEHOBaHUE OTYETA,

HalMeHOBaHHE JIEKapCTBEHHOI'0 IIpeIapara;

HauMEHOBaHU4, aapeca pa3paboTunka, TIPOU3BOAKUTEIIS
JIEKApCTBEHHOr'0 IpernapaTra ¥ MHBIX OpraHU3alMid, MPHHAMABIIAX Y4acTHE
B IIPOBEJECHHM KIHHMYECKOTO UCCIIENOBAHHs (B Clydae X MPHBICICHHS);

JaThl Ha4ajla i OKOHYAaHUA KIMHUYECKOr0 UCCIET0OBAHHU;

JaTy B HOMep OTYeTa, MO3BOJIAIONIKE €T0 HACHTU(PUUHPOBATD;

IeJIM ¥ 3a7a4i KIMHHYECKOTI'0 UCCIIEIOBAHN,

KpaTkoe OIHCaHHe IPOBEJCHHOIO0 KIMHAYECKOTO HCCIEAOBaHM,
¥HGpOPMALKIO O Tpernapare CpaBHEHHUS (IIPH HAJIUYHHM ), IPOJOIDKUTSIBHOCTH
KJIMHUYECKOr0 HCCIEAOBaHUS, JO3MPOBAaHUU JIEKAPCTBEHHOro Ipenapara,
BHJAX KUBOTHBIX, KOTOPBIM npeaHa3HavYaeTcs UCClIeyeMBlii
IeKapCTBEHHBIH mpemapar (manee — IeNeBble JXHBOTHBIE), PE3yIBTAThHl
KIIMHAYECKOT0 UCCIIeI0BaHuUs;

OrNaBlieHHE, BKIIFOYas epeYeHb MPHIOKEHUH, TabIIuIl,
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nepedeHh COKpPALIEeHHH M OIpeNeeHHE TEPMHHOB, HCIONIb3YEMBIX
B OTYETE;

KpaTKOe OIMCaHWe MPOBEJEHHOIO IOKIMHHYECKOr0 HCCIEA0BaHNS,
HHQOPMAIHS O CTAaHAAPTHOM 06pasile (IpH HAIMYHK), IPOXOTKHTENBHOCTD
JOKJIMHMYECKOTO MCCIeA0BaHUs, HHPoOpManuio 00 SKCHepUMEHTATbHBIX
HUBOTHBIX (IIpH HAJMYHH), pe3yIbTaThl JOKIHHAIECKOTO HCCIENOBaAHNUA;

ONMCAaHHE MCCIEeIyeMOTo JIEKapCTBEHHOIO IIpenapara, BKIIOYas
cOCTaB,  (GH3HUKO-XMMHUYECKHME,  OHomorMieckde,  (apMaleBTHIECKHE
CBOICTBA;

BUIOBl MCCJIECAOBAaHMM, IPOBEJECHHBIX B paMKax KIHHHYECKOTO
HCCJIEIOBaHUS;

CBEIEHHS O LEJIEBBIX )XMBOTHBIX K pacHpelieieHHH WX IO rpyniam
(BMA, BO3pacT, KOJHYECTBO, Macca M TMOJ IeNeBHX JKHUBOTHBIX,
ACIIOJIb30BaHHEIX B KaXXJOM BHJE HCCIEIOBAHWM, YCIOBHA UX COACpIKAHHUA,
KOPMJICHHSl W TOEHHS KOJIMYECTBO TPYII LENEBHIX JXHBOTHBIX B KaXKIOM
BHJIE€ HCCIIEAOBAHUM );

mo3a ([03b1), PeXKHUM JAO3HPOBAHHUS, CIIOCOOLI BBEIEHUS ¥ NIPUMEHEHH,
BpeMs MpHEMa JIEKapCTBEHHOTO Ipenapara, MPOAODKUTENBHOCTh JICUEHHUS
(manee — cxeMa MpUMEHEHHs JIEKapCTBEHHOTO IIpeNapaTa);

OIIMCaHME M OIEHKY MPOLEAYp CTATHCTHYECKOr0 aHajiu3a ¢ yKa3aHHeM
HCIOJIb30BAHHOI0 IIPOrPaMMHOr0 00€CIICUEHHUS;

06061meHHbIE pe3yJbTaThl HCCIIeOBaHUM co CCBUIKaMH
Ha OTYETHI O pe3yNbTaTax KaXIOro BHJAa MCCIEAOBAaHHM, MPOBEJCHHBIX B
paMKax KJIHHHYECKOTO MCCIE[I0OBaHUA, a TaKkKe aHalu3 YKa3aHHBIX
pe3yNbTaTOB, BKIIOYas ONMCaHHe HeXelaTeNbHBIX peakimi (KpaTkoe
ONHCaHHE HEXeIaTeNbHBEIX PeakIuii, UX aHallu3, CIUCKH HeXellaTelbHBIX
peaxiuii, KOTOpble HaGMIOAANKNCh Y IeNEBEIX KUBOTHBIX), ONUCAHHE CIy4aeB
ruGen HeleBbIX )KABOTHHIX M JAPYTHX Cephe3HBIX HeXelaTeNbHbIX PeakluH,
OLIEHKY KIMHHKO-Tab0paTOPHBIX MOKa3aTelell XHBOTHBIX (IIPH HAlMYHH),
napaMeTphl )KHU3HEHHO Ba)XHBIX (YHKIMH OpraHu3Ma LeleBbIX )XHBOTHBIX H
Apyryio uHpOpMandio IO BompocaM 0e30MacHOCTH, a TaKXKe OIEHKY
3} (PeKTHBHOCTH 1 6€30N1aCHOCTH JIEKAPCTBEHHOT'0 Mpenapara;

aHAIM3 JUTEPATyPHBIX JaHHBIX (IIPU HAJINYMH);

BLIBOABI O IIEPEHOCHMOCTH JEKapCTBEHHOIO mpenapara LeleBBIMH
)KHUBOTHEIMH, YCTAaHOBJICHHH ONTHMAJNbHEIX JO3MPOBOK JIEKAPCTBEHHOTO
npemapata W Kypca JIedeHHS Ha KOHKDETHOM Tpynne >XHBOTHBIX
C ompelesieHHBIM 3aboneBaHHeM (CXeMbl NPHMEHEHHS JIEKapCTBEHHOIO
npemnapara), 6e300acHOCTH M 3QQEKTHBHOCTH JIEKAPCTBEHHOIO Ipenapara,
NpeqHa3HAYEHHOro IS JIeYeHHs ONpPENEICHHBIX 3a0oiieBaHU# KUBOTHBIX,
Wil 30(QEeKTHBHOCTH JIEKapCTBEHHOrO IpemapaTa s NPOQUIaKTHKH
3a00NeBaHUi  JKABOTHBIX, BO3MOXHOCTSX  pacIIUpeHHMs  IIOKa3aHUH
K TNpHMEHEHHI0O 3aperHCTPHPOBAHHOrO  JICKApCTBEHHOI'O  Ipenapara
¥ BBIABIICHUS paHee HEU3BECTHBIX MOOOYHBIX JNEHCTBHUM.

9.1. K oTtueTy 0 pe3ynbTarax KJIMHHYECKOrO HMCCJICAOBAaHHS AOJDKHBI
OpHIarathCs IUIaHBI (MM HX KONHMH, 3aBEPEHHBIE pPa3pabOTIHKOM
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JeKapCcTBEHHOro IMpemapara), OTYETHl O pe3yJbTaTax KaXJoro BHIA
HCCIIeJOBaHM, IMPOBEJEeHHBIX B pPaMKax KIHHUYECKOTO HCCICI0BaHUA,
U, NpH HAIWYAHM, 3aKIIOYEHUSA OpraHus3alui, NPHHUMABIIUX Yy4acTHE
B OpraHM3al[MH U MPOBEJEHHUH 3THX HCCIEJOBAaHMH (MM KOIUM 3aKITIOUCHUH
H OTYETOB O pE3yJbTaTax KaXZOT0 BHJAa HCCICNAOBaHWMN, MPOBEICHHBIX
B paMKax  KJIHHHYECKOro  HMCCI€IOBaHHUS,  3aBEPEHHBIE  STHMH
OpraHH3aIUsAMH).

9.2. Ilpu HCCIIeIOBaHUHM OMO3KBHBaJEHTHOCTH K OTYETY
0 pe3yibTaTax KIMHHYECKOTO HCCIIEJOBAHHs NOJDKHA IpPHIAraTbCs KOMUSA
NpOTOKOJa BalUAallM METoJa ONpeJeNIeHUs aHalkTa, COAEpXKallero
CBEIEHM O JHHEHHOCTH B HEOOXOAMMOM J[Hala3oHe KOHIEHTPaLWi,
BJAMAHUM OMOJOTHYECKOr0 MaTepHana Ha IOJy4aeMblii pe3ynbTar
ACCIeNOBaHus, Mpeesie oOHapyXeHHs METOJa, mpejene KOJHUYEeCTBEHHOIro
ompelelieHHs MeToJa, CEeJIEKTHBHOCTH METOA3, TOYHOCTH METOAa,
IPENN3UMOHHOCTH METOAa, CTa0HIBHOCTH aHalHTa B OHOJIOTHYECKOM
MaTepHaJle, a TakXe B Cllyuae ONpeNeleHHs aHAIHTa XPOMaTorpadpuIecKuM
178)0%1 MacCIEKTPOMETPUYECKHM MeTOIaMH - XpOMaTOrpaMMEl,
IOATBEPXKIAlOIKe PeICTaBICHHbIE Pe3yIbTAaThl BAIAAALMH.

9.3. OT4eT 0 pe3yapTaTax KIMHAYECKOTO HCCIEJOBAHUA JOMKEH OBITH
NOANKCAaH PyKOBOAUTENIEM pa3paboTUHKa JIEKapCTBEHHOTO Ipernapara.

10. ITpoekT  HMHCTPYKIHM IO  BETEPHHAPHOMY  NPUMEHCHHIO
JIEKapCTBEHHOrO0 TIpemapaTa JOJDKEH COJEpXKaThb CBEIACHMs, YKa3aHHBIC
B nyHkTe | TpebGoBaHuWii Xk MHCTPYKUMH IO BETEPUHAPHOMY NPHMEHEHHIO
IEKApCTBEHHBIX [PENapaToB, YTBEPKAEHHEIX MNpUKa3oM MHHCenbX03a
Poccum ot 22 asrycta 2017 r. Ne 430 (3apeructpupoBan Munioctom Poccun
16 Hos16ps 2017 r., peructpaunoHHBIH HoMep 48912).

10.1. Ilpoekt HHCTPYKIUH IOJIIKUCBHIBAETCS PYKOBOJHUTENIEM
paspaboTuynKa JIeKapCTBEHHOIO Ipenapara WM pPYKOBOJHUTENEM Ipyroro
IOPHAANYECKOTO JIMNA, YIMOJHOMOYEHHOIO pa3pabOTYMKOM JIEKapCTBEHHOTO
npenapara, i 3aBepsAeTcs ero nevyaTbio (Ipy HaIU9IKH).

10.2. [IpoekT HHCTPYKIMH HE [JOJDKEH COJepXaThb YyKa3aHHA
Ha [peuMyIlecTBa  JIEKapCTBEHHOro Ipemapara Iiepel  ApPYrMMH
JEKapCTBEHHBIMH IpemapaTaMH, a TaKke CTaTHCTHYeCKHe IOoKa3aTenu
peKJIaMHOro XxapakTepa.

10.3. CBeneHHs B NPOEKTE HHCTPYKIWH, SABISIOMHECS OOIMHUMH IS
UHCTPYKIMH U IS HOPMATHBHOIO JOKYMEHTa JIEKapCTBEHHOIO Ipelnapara,
IOJDKHBI OBITH H3JI0KE€HBI B COOTBETCTBHHM C IIPOEKTOM HOPMAaTHBHOI'O
JOKYyMEHTA.

11. IIpoeKTEl MaKeTOB HEPBHYHON YNAaKOBKH M BTOPHYHOH yNaKOBKH
JIeKapCTBEHHOro Ipenapara JODKHBEI IIPEACTaBIATbCS B BHJE IIJIOCKOroO,
IIOJTHOLIBETHOTO XYy/J0KECTBEHHOTO W IOJHOPa3MEpHOro (B ciydae ecid
pasMep MakeTa IpeBBIIIAET pasMep JHCTa ¢opmara A3, TO YKa3hIBaeTCA
pasMep MakeTa) HM300paXeHHs OSTHKETOK, pa3MellacMblX Ha MEepBHYHOH
ymakoBK€ W  BTOPUYHOM  yIakoBKe  JIEKapCTBEHHOIo  Ipenapara
(Ip¥ HEoGXOOMMOCTH BKJIIOYas pa3pes3bl U MecTa cruba) B Henax CO3JaHusd
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TPEXMEPHOr0 M300paKeHU TEKCTa ITHKETOK.

11.1. IIpoekT MakeTa NEpBHYHOH  YMaKOBKH  JIEKAPCTBEHHOIO
npenapaTa (32 HCKIIOYEHHEM MEPBHYHOH YINAKOBKH JIEKApCTBEHHBIX
pacTHUTENbHBIX  IIperapaToB)  HOJDKEH  COJepXKaTh HHpOpMaNuIo,
IPeAyCMOTPeHHYI0 MyHKToM 1 yactd 1 cTarbi 46 3akoHa u Haamuchk «Jlnd
BETEPHHAPHOTO MPAMECHEHHU ).

11.2. TIpoexTt MakeTa BTOPHYHOHM  YMaKOBKH  JIEKapCTBCHHOTO
npemapata  JOJDKEH  COAepXkaTh HMHQOpManuio, INPEeAyCMOTPEHHYIO
nyektoM 2 4actd 1 cratem 46 3akoHa, a TaKXke HAINNCh
«JIns  BETEpHHAPHOTO TNPHMEHEHHsA», IITPUXOBOH  KOA, HAANHUChH
«CoMeonaTHYecKuit» (411 rOMEONaTAIECKUX JeKapCTBEHHHIX IIPEnapaToB),
HaJIUCh «IIpomyxuus opolia paguanvOHHBIA KOHTPOJIIb)
(A4 TeKapCTBEHHBIX PAaCTHTENBHBIX IPENapaToB) U yKa3aHUe Ha XXHBOTHOE,
W3 KPOBH, IIa3MbI KPOBH, OPTaHOB H TKaHEH KOTOPOTO MOJy4eHa CHIBOPOTKA
(myist CBIBOPOTOK).

11.3. Ha mnpoekTax MakeTOB IIEPBHYHOH YIAaKOBKM M BTOPHYHOH
YIIaKOBKH JeKapCTBEHHOTO Mpenaparta HHGOpMANHs yKa3slBaeTcsa WPHGTOM
He MeHee 1,4 MUIIEMeTpa B BBICOTY, Ha PYCCKOM s3bike (HaMMEHOBaHUE
MHOCTPAHHOTO IMPOM3BOAUTENS JIEKaPCTBEHHOrO Ipenapara MIpONHCHIBAETCH
PYCCKMMH OyKBaMM H MOXeET OBITb JOIONHHUTENHHO BBHINOJNHEHO OyKBaMH
naTHHCKOro andaBuTa) B COOTBETCTBHH C IPOEKTOM HHCTPYKIHH IIO
BeTEpUHAPHOMY IIPMMEHEHHIO JIEKapCTBEHHOTO IMpenapara. YKa3aHHasd
dH(pOpManus He TODKHA HOCHTh PEKIaMHBIN XapaKkTep.

12. B moxyMeHTe, coiepxkameM HHPOPMAIHUIO O HaIWYUH (bakToB
perMCTpal¥ JIeKapCTBEHHOro IpemapaTa 3a mnpeaenamu Poccuiickoi
denepanuu, HODKHEL OBITH yKa3aHBl CIIMCOK CTpaH, B KOTOPBIX
3aperdCTPUPOBaH JIEKADCTBEHHBIH IIpenapar, PErMCTPalMOHHBIA HOMEp
¥ JaTa PEeTHCTPAIHH JIEKapCTBEHHOTO Npenapara I KaXIoH CTpaHsl, 1100
cBeleHus 00 OTCYTCTBHM (paKTOB PETHCTPALMM JIEKAPCTBEHHOTO Mpenapara
3a npeaenamu Poccuiickoi ®egepanuu.
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[Tpunoxenue Ne 2
Kk npukasy MuHcenbxo3a Poccuu
ot 10 ssuBaps 2018 r. Ne 4

MOPAAOK
npejcTaBjeHus JOKYMEHTOB, H3 KOTOPBLIX (popmMHpYyeTcH
PEerncTpalMoOHHOe J0Che HA JeKapCTBEeHHbIH npenapat 1
BeTePHHAPHOr0 NPHMEHEHHS B HeJsiX roCy/1apCTBeHHOH perHcTpanny

1. HacTossmuit mOpsAOK yCTaHaBIMBaeT MNpaBujaa MPEACTaBICHAA
pa3spabOTYMKOM  JIGKapCTBEHHOI'O  mpemapara  Jis  BETEPHHAPHOrO
NpUMEHEHWS HIH YNOJHOMOYEHHBIM MM JAPYTHM IOPHAHYECKHM JIHLIOM
(nanee — 3asBuTeNs) B PoCCenbX03HAaA30p 3asBIE€HHS O TOCYAapCTBEHHOH
pPErUCTpaluy JeKapCTBEHHOro Ipemnapara AJii BeTepUHAPHOIO NPUMEHEHUS
(nanee — 3asBleHHe) ¥ [JOKYMEHTOB, M3 KOTOPHIX Qopmupyercs
pPETHCTPallMOHHOE J0Che Ha JIEKapCTBEHHHIHM Mpenapar s BETEpHHApPHOIO
IpEMeHEHH (aee — JOKyMEHTH PETHCTPAOHHOIO J0ChE).

2. 3asBlIeHHe W JOKYMEHTH PETHCTPAMOHHOTO I0ChE NOJDKHBI OBITH
NpencTaBieHsl B JIEKTPOHHOM ¢opMe, IOANHCAHHBIE YCHICHHOW
KBaJTU PUIMPOBAaHHOU 9JIEKTPOHHOH MOJAIHICHIO 3asgBUTEINS,
C HCHOJB30BaHMEM HMH(POPMANHOHHO-KOMMYHHKAIIMOHHBIX TEXHOJOTHH,
B TOM 4YHCJIE C MCIOJb30BaHHEM (elepalbHOd TroCyJapCTBEHHON
uHbopMalHOHHOW  cucTeMbl  «EfuHBIA  mopTan  rocylapCTBEHHBIX
¥ MYHHIUIIAIBHBIX YCIyT (QYHKUKHR)», U1K Ha OyMaXKHOM HOCHTEIE.

3.B cimydae ecnm OTHeNbHble MOKYMEHTH (KONHHM JOKYMEHTOB)
PErHCTPAlMOHHOTO  JOChe Ha  OyMaXHOM  HOCHTEJIE  H3JI0XKCHEI
Ha HECKONbKHX JHCTaX, KaXKAbIM HOKYMEHT (KOHMUS JOKYMEHTa) HOJDKEH
OBITh OPOIIUT ¥ MPOHYMEpPOBaH, O YE€M 3asgBUTEIEM  JEJIAeTCs
COOTBETCTBYIOIIAs 3aMUCh Ha 0GOPOTE MOCIEHErO JIHCTA JOKYMEHTA (KOIUH
IIOKYMEHTA).

4, IIpoexT  HMHCTpPYKIMH [0  BETEPHMHADHOMY  NPHMEHEHHIO
JIEKapCTBEHHOro IIpenaparta Ha OyMaXHOM HOCHTele MHOJDKEH OBITh
NpeAcTaBlieH B TpeX JK3eMIUIApax Ha jucrax ¢Qopmara A4, mpudToM
He MeHee TPeX MUIIMMETPOB B BBICOTY.

5. IIpoeKkTsl MakeTOB NEPBUYHONH YNAaKOBKH M BTOPHYHOH YIAaKOBKH
Ha OyMaXXHOM HOCHTeJIe JOJDKHBI ObITh IPEACTABIEHB] B TPEX 3K3EMILIIpaXx.

6.B cmywae ecnM  JOOKYMEHTHI  PETHCTPAlHOHHOIO  J10CHE
IpPENCTaBIE€Hb B JJIEKTPOHHOM (opMe, KaXKAbIM JOKYMEHT HNOJDKEH OBITh
IpEeICTaBIEH OTAENBHBIM (aitioM.

7. Ha rocynapCTBEHHYIO PErHCTPALlMIO DPA3IMYHBIX JICKapCTBEHHBIX
¢bopM OZHOro M TOro Xe JEKapCTBEHHOIO Ipemapara IJisi BETCpHHApHOTO
IpUMEHEHUs 3asBUTENb JAOJKEH INPEACTaBIATh OTHAEIbHBIE 3asiBIICHHSI
M JOKYMEHTHI PETHCTPAlMOHHOr0 JOChE Ha KaXIYIO JIEKapCTBEHHYIO GopMmy.




