MUHHACTEPCTBO IPOMBIILVIEHHOCTHA U TOPI'OBJIA
POCCHIICKOH ®ENEPALIIHA
" (Munnpomropr Poccun)

MPUKA3

7 Hapre 277+ ' o 5867
Mocksa

06 OpraHu3anuu paﬁoTbl 10 BbiAaye nacnopra JeKapcTBeHHOro npenaparta 4
AJI1 MeAHIIHHCKOro NpHMEHEHHA

B menax ocyuiecTBIeHHS (YHKUMHA MO NOIJEPXKKE 3KcnopTei IIPOMBIIIIEHHOM
IpOAyKIMK M O0ecrieyeHHs NOCTyNa Ha PBHIHKM TOBapOB M yCIyr, a Takke B LEAX
Pa3BUTHA KOHKYPEHTOCNIOCOOHOCTH JIEKapCTBEHHBIX IPENapaTtoB B paMKax Crpareruu
pasBHTHS (apManeBTHYECKOH MpoMEIIeHHocTH Poccuiickoit denepali Ha NepHoL 10
2020 rona.

MPUKA3BIBAIO:

1. VrBepaure npunaraeMple IlopsAnox BbNAYHM INacmopra JICKapCTBEHHOTO
npenapata Ui MENMIMHCKOTO NPHMEHEHHs (TIPHIOKEHHE 1) n dopmy macnopra
JIEKapCTBEHHOTO NpEMNapara U1 MEAULHHCKOTO NPUMEHEHHS (npunoxeHue 2).

2. " Bo3noxuTs Ha JenmapTaMeHT pa3BUTHA (papManeBTUYECKOH 1 MeIUIUHCKOM
npomeinmiensocty (Komotunosa O.H.) opranusanmio paboTHl IO BBIAaYe MaclnopTOB
JNIEKAPCTBEHHEIX MPENaparos I/ MeAUIMHCKOTO IPUMEHEHHU.

© 3, ITpenocTaBUTh NPaBO MOAMHCH IIaCl'IopTOB'JIeKapCTBeHHBIX TIpenapaToB JJId
'MEIHMIMHCKOTO NPUMEHEHHS 3aMECTUTEIO Mumnuctpa L{pi6y C.A. .

4.  YcTaHOBUTH, YTO MOAIKCH [acIOPTOB JIEKAPCTBEHHBIX MpPEnapaToB JIULIOM,

YKa3aHHBIM B ITYHKTE 3 HACTOSLIEro NPHKa3a, 3aBePseTCa repOoBoii n1eyaTkHo.

5. KoHTpoJib 33 MCHOJNIHEHHEM HACTOSIIIETO NpHKa3a coboii.

MuHuCTp J.B. Mantypos*




ITpunoxenue Ne 1 x npukasy
Munnpomrtopra Poccun

ot « 17 » LpTOMNo 35

HOpH}IOK BbIJaYH NACNOPTOB JICKAPCTBCHHBIX NNpenapaToB AJiIsA MEAHIHHCKOTO

NPHUMCHECHUHA

1. Hactosmmii mopsaok peryaupyeT oprasusauuio paborsi B MuHHCTEpCTBE
IIPOMBIIIEHHOCTH ¥ Toprosinu Poccuiickoil depepanuu no BorpocaM BbIAady MacnopToB
JIEKapCTBEHHBIX CPEACTB ISl MEJUIIHHCKOTO NpuMeHeHus (nanee — [lopsanok).

2. TloctymuBmine B MHHHMCTEPCTBO NPOMBIULIEHHOCTH M TOProsid PoccHACKOM
Qepepaii  OT INPOU3BOJAUTENIEH  JIEKAPCTBEHHBIX CPENCTB I  MEAMLIUHCKOIO
NpUMeHeHNs (fajee — 3asiBUTENb):

a) 3asBJEHUS O BBIJAYe IACHOPTOB JIEKAPCTBEHHBIX CPEICTB I MEAULMHCKOrO
npuMeHeHUs (nayjee — 3asBlieHHE), MOMMHCAHHBIE PYKOBOIHUTEIEM IIOCTOSHHO
JEeiCTBYIOMEr0 HCIOJIHUTEALHOTO OpraHa 3asdBHTeNs WM MHBIM YIIOJTHOMOYEHHDBIM
JIULOM 3asBUTENS W COJepXaliue CBelECHHS O MHOJHOM U (B Clydae, eCld HMEETCH)
COKpallleHHOM HauMEHOBAHUHU 3asBUTENS, B TOM uucie (GHPMEHHOM HAaMMEHOBaHMH, U
OpraHHU3alMOHHO-TIPAaBOBOI (OPMBI IOPHUAWYECKOro JIHIlA; aapece MecTa HaXOXICHUA
zassutens; ©.1.0., T0KHOCTH PYKOBOAUTENS 3asABUTENS, Tell./Qakce; HOMepe JIMIEH3NH
Ha OCYILIECTBICHHE JEATEJIBHOCTH IO IIPOM3BOACTBY JIEKAPCTBEHHBIX CPEACTB IS
MEIHUIHUHCKOTO NpPUMEHEHHs, JaTe ee BbIJa4yd; HAUMEHOBAaHHH IPOM3BOACTBEHHOMH(BIX)
omanku(oK) ¢ yKazaHHeM MPOU3BOJUMOro Ha Hel(HUX) KOHKPETHOIO JIEKapCTBEHHOTO
nperapara JUisl MEIULUHCKOrO NPHUMEHEHHs, 3asBIAEMOro U IIOJy4YeHHs Iacrnopra
JIEKapCTBEHHOIO0  CpEeACTBa - JUIS -~ MEAHMUMHCKOTO  NpPHMEHEHHH;- CBEICHHAX O
roCyJIJapCTBEHHOW perucTpauuy JIeKapCTBEHHOro npenapara B Poccuiickoit ®enepauuy;
ApYruxX KOHTAKTHEIX afipecax (B TOM HHCIIe, alpece NEeKTPOHHOI MOYTHI).

6) 3aBepeHHBIE 3adBUTEJIEM KOINHMH PErHCTPALMOHHBIX YAOCTOBEpEeHHil Ha

JICKaApCTBEHHEIC INIPEIIApaThl, YKa3aHHBIC B 3a5BJICHHUH,
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B) 3aBepeHHbIC 3asBUTENEM KOMMH JIMIEH3Ul Ha TMPOU3BOACTBO JIEKapCTBEHHBIX
cpencTs (nanee — IMIEH3UA);

r) 3aBepeHHBIC 3asABUTENIEM KOMHH 3aKJIIOYEHUI O COOTBETCTBUH IPOU3BOAUTENA
TpeGoBanuaM [TpaBii OpraHM3aLUHU NPOU3BOJICTBA M KOHTPOJIA KadeCTBa JIEKapCTBEHHBIX
cpefcTB (nanee — 3aKmodenue) (Mpu HAJIM4YHN);

X) CBeleHHs O KadyeCTBE 3asBICHHBIX I BbIAa4d Iacmopra JIEKapCTBEHHBIX
TpenapaToB IATH OYEPEJHO NPOU3BENCHHBIX cepuil (aHaIUTUYECKHE IIACTopTa M
cepTU(HKATH COOTBETCTBHUS Ha KaXKYIO CepHIo);

¢) konuu dapmaxorneiiHoi cTaTby MPeANPHUATHs WX HOPMATHUBHOTO JIOKYMEHTa MK
HOPMATHBHO# TOKYMEHTALH Ha JIEKapCTBEHHEIH Npenapar;

) KOMHMH CBHJETENBCTBA Ha TOBAPHEIM 3HAK, €CIH NPUMEHUMO (B KupHIIHLE H
(unu) ITaTUHULE)

Hampasnsiorcs B JlemapTaMeHT pasBUTHS (hapMaleBTHYECKOH M MEIUIMHCKOH
POMBIIIEHHOCTH.

JlenapTaMeHT pa3BUTHs (apMaleBTHECKOH H MEIULMHCKON MpPOMBIILIEHHOCTH
PErMCTpUpYeT MX B CIELHalbHOM XypHaie, KOTOPBIH AODKEeH ObITh MNPOMIHYpOBaH U
CKpeIUleH Te4arbio MHHACTEPCTBA MPOMBIIUICHHOCTH M toproBnu Poccuiickoi
@e/iepaliui, a Ero CTPAHHIIBI JIOJDKHBI OBITE IPOHYMEPOBAHE.

3. JlenapTaMeHT pa3BHTHA (papMaueBTHIEeCKOH 1 MeQULMHCKOM MPOMBIIIIEHHOCTH B
5-1HEBHBIN CPOK:

a) mpoBepseT B INOPAJKE NOCTYIUICHHs NOKYMEHTOB NOJHOTY H JIOCTOBEPHOCTE
CBeJICHHUI1, COIepKAILUXCA B HUX;

6) B cilyyae HeHajIexawero oQopmiIeHus JNOKyMEHTOB MIH TpeCTaBIECHHs
HeJ0CTOBEpHOl MHGbOpPMAIHH, HANPaB/sAeT 3aiBUTE0 MUCEMO 33 TOAMUCRIO JIMpeKTopa
JlenapraMeHTa Ppa3BUTHA (papMalEBTHYECKOH ¥ MEMLMHCKOH NPOMBIIUIEHHOCTH O
Heo6XOIMMOCTH MPEIOCTaBIEeHHs JONONHUTENBHEIX MAaTCpHAIIOB B JeCATHIHEBHBIA CPOK;

B cinydyae HeNpe[CTaBJeHUs 3asiBUTEIEM B JEeCATHAHEBHBI CPOK HaJIexKaIIIM
oGpa3oM 0QOPMICHHOTO 3asBICHUs O Bbll@4e Nacrnopra JIeKapCTBEHHOTO Mpernapara s
MeTHIMHCKOro IPUMEHEH s U (MIIH) B TIONHOM 00BbeMe IIpUIIaraeMeIX K HEMy JOKyMEHTOB
3agBUTENI0 B TEUeHHe MATH pabounx AHEH HampaBiseTcst OTKa3 B BblAade Macmopra

NeKapCTBEHHOTO Iperapata C YKa3aHWeM MPHYHHBL odopMiIsieMblii  THCEMOM
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MunucTepcTBa IPOMEBIIUIEHHOCTH M ToproBiu Poccuiickoii denepanyy 3a MOAMUCEIO
nupekropa  JlemaprameHTa  pa3BUTHS  (apMalleBTHYeCKOH M MEIULHMHCKON
MIPOMBILLJIEHHOCTH.

4, Tlo pesynpTaraM pacCMOTpPEHHs Hagjexamum o0pasoM  OQOPMIEHHBIX
IOKYMEHTOB, JlemapraMeHT  pa3BUTHA  (apMalleBTHYECKOH W MEAUIHHCKOM
NPOMEILIIEHHOCTA ITOArOTaBIMBaET NPOEKT NMAacIopTa JIEKapCTBEHHOro INpenapara Il
MEIHNLMHCKOro NNPUMEHEHHH.

5. TlacnmopT JnexapCTBEHHOro IIpenapara Uil MEIUUHMHCKOro TPHMEHEHHs
NOANHCHBAIOTCS YIOJHOMOYEHHBIM 3aMecTuTeNleM MMHHCTpa UM JIHLOM, €ro
3aMEeILAIOILHM.

6. IlacmopT nexapcTBEHHOro mpenapara Uil MEIUUHUHCKOIO INPHMEHEHHUs
odopMIsieTcss B COOTBETCTBHH € IpUioxKeHHEeM Ne 2 K HaCcToAIEeMY IpHKa3y.

7. IMacmopT BBIZAeTCs 3asBUTENIO B TEYEHHE Tpex pabouyux MAHeH I[ocjie ero
MOJAIUCAHNS U PETUCTPaLMH.

8. Cpox mnpuHATHA pelleHus O Bblgade (00 OTKase B BbJaye) IACMOpTa
JIEKapCTBEHHOTO Tpernapara A MEIOWLMHCKOro IPUMEHEHHS HMCYHCIIETCs CO JHA
nocTymieHns B Munnpomropr Poccun Haanexxaumm o6pazoM opOpMIIEHHOTO 3asBICHUS
O BBIZaue macrnopra JIEKapCTBEHHOro Inpernapara Ui MEIUIUHCKOrO MPUMEHEHUA U B
IIOTHOM O00BEME NpHIAaraeMblX K HEMy MOKyMEHTOB W He MOXeT npeBbiats 30
KaJIeHIapHBIX JTHEH.

9. KoMmniekT IOKyMEHTOB, HE3aBHCHMMO OT TOrO, BEIIAaH  3asBUTENIIO MacnopT
JIEKApCTBEHHOr0 Ipernapara A MEOWLMHCKOrO MNPHMMEHEHHS WIM €My OTKa3aHO B
BBIIAYE, MOMIEKUT XpaHeHHio B JlemapraMeHTe  pa3sBUTHA (apMalEBTHYECKOH U
MEIUUNHCKOH NpOMBIIUIEHHOCTH C coOmofieHHeM TpeboBanuii 1o obecredeHHIo
KOH(HUAECHIIMAIBHOCTH.

10. CBeneHus O BBIIaHHBIX IMACHOpPTax JEKApCTBEHHBIX CPEACTB B TEUEHHE TpeX
pabounx aHeil pa3MelnaloTcss Ha opuuMaNbHOM caidiTe MUHHCTEpCTBA MPOMBILUIEHHOCTH
¥ Toprosinu Poccuiickoit @enepauuu.

11. B cnyvae BbIsBIeHUsS MHHHCTEPCTBOM NPOMBIUUIEHHOCTH W TOPIOBIH
Poccuiickoii @enepanuu HeCOOTBETCTBHiIT mpoussoxgutens TpeboBanusm IIpaBun

OpraHu3aliyd IIpOU3BOACTBA U KOHTPOJIA Ka4deCTBa JIEKapCTBEHHBIX CPCICTB ﬂCﬁCTBHe
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MacropTa JIEKapCTBEHHOTO CpecTBa ROCPOYHO mpekpainaercs. CpefeHHs 0 JOCPOUHOM
NpeKpaileHud JeWCTBHS Iacropra JIEKapCTBEHHOrO CPEACTBAa pasMEMIAlOTCd  Ha
oduupansHOM caiite MuUHHCTEpCTBA IIPOMBIIUIEHHOCTH M TOproBix Poccuiickon
®enepaliun B TedeHWe He TMO3JHEE NATH pabouux JHEH 1ocie OKOHYAaHMS NMPOBEACHHUA

npoBepkH (MIaHOBOH MM BHEIUIAHOBOH) MPOU3BOJUTEIIS.



[Mpunoxxenne Ne 2 K nIpUKasy
Munnpomropra Poccun

or « »MepTa 40ff, No 58% .

IacnopT JeKapCTBEHHOro mpenapara’

Certificate of a pharmaceutical product1

Hacrosmuit popMaT nacnopt JieKapcTBEHHOTO CPEICTBA COOTBETCTBYET (opMmarty,
pexoMeHoBaHHOMY BcemupHoii opranusanueii 3npasooxpanenus (BO3)

This certificate conforms to the format recommended by the World Health Organization (WHO)

Homep nacnopra JieKapCTBEHHOI0
cpeacrBa: / No. of Certificate:

Ctpana — 3Kcroprep:

Exporting (certifying country):

CtpaHa — UMIIOPTEP:

Importing (requesting country):

1. HauMeHoBaHue u JleKapcTBEeHHas ¢opma:

1. Name and dosage form of the product:

1.1. AkruBHaa(sie) papmaneBTHUECKasA(HE)
cy6cranumx(un)2 1 ero (Mx) KOJIM4eCTBO B
OJIHOH n03€e”:

MOJIHEI COCTaB ¢ YKa3aHHEM
BCIIOMOTraTeNIFHBIX BEIIECTB (CM.
npnnomeme"):

1.1. Active ingredient(s) and amount(s) per
unit dose:

For complete composition including
excipients (see attached):

1.2. JlonyuieH J1M JIeKapCTBEHHEIH Npenapar
K 00palleHUIO B CTpaHe — 3KcnopTepe?5
(HyorcHoe nodyepKHymy)

na/ Her

' 1.2. Is this product licensed to be placed on
the market for use in the exporting country?’

yes / no

1.3. Peanusyetcs 1n GaKTHUYECKH AaHHOE
JIEKapCTBEHHOE CPEJICTBO B CTpaHe-
SKCIIOpTEpEe B HACTOSAIIEE BPEMA?
(HysrcHOe noOYepKHymy)

na/ HeT

1.3. Is this product actually on the market in
the exporting country?

yes / no
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Ecin oTBer 1.2. «1a» - NPOJOIDKUTE C pasaena 2A, IPOIyCTUB pasiel 2B;
Ecnu otBeT 1.2. «HET» - IPONMyCTHTh paszien 2A 1 NPOJIOIKUTE C pasicna 2B°
If the answer to 1.2. is «yes», continue with section 2A and omit section 2B;

If the answer to 1.2 is «now», omit section 2A and continue with section 2B°

2A.1. Homep perucrpaiiioHHOro
YIOCTOBEpEHHs U JlaTa BhLIAYM:

2.A.1. Number of product license’ and date
of issue:

2A.2. IOpuanyeckoe 1o, Ha UM KOTOpOro
BBIJJAHO PETUCTPALMOHHOE YIOCTOBEPCHUS
(HauMEeHOBAaHNE IOPUIMYECKOro Jiula H
afipec €r0_MEeCTOHaXOKIEHHA):

2.A.2. Product license holder (name and
address):

2A.3. Craryc aepKaTeiis perncTpaiinoHHOro
yIOCTOBEPEHHUA: a/6/B
(8b10pamb 1YIICHYIO KAME20PUIo CO2NacHo
yxasanuam 6 npuveyanuu 8)

2.A.3. Status of product license holder a/bl/c
(key in appropriate category as defined in
note §)

2A.3.1. JInsa Kateropuii «O» U «B» yKa3aTh
Ha3BaHUE U aJIpec NPOU3BOAUTENLA,
BEITYCKAIOIIEro JaHHBIHA JIeKapCTBEHHBIiH
npenapaTQ:

2.A.3.1. For categories b and ¢ the name and
address of the manufacturer producing the
dosage form is’:

2A.4. Tpunaraetcs Jiv KpaTKoe 000CHOBAHHE
peLICHHUs O Bemm*pauuu K JaHHOMY na/ HeT
JIOKYMEHTY ?

(HydicHOe noQUepKiymb)

2 A.4. Is a summary basis for approval (yes/no)
appended‘?m

2A.5. SIBngercs v Npe/ICTaBieHHasd B
npUIoKeHHH HHGOPMALUA O POAYKTE
yTBEPIKACHHOM, NIOJIHO# ¥ COOTBETCTBYIOIIEH na/ HeT / He IPEAOCTABIICHA
PErNCTPaLMOHHBIM IIOKYMCHT&MI 19
(HyoicHOe NOQYEPKHYMY)

5 A.5. Is the attached, officially approved yes/no/not provided
product information complete and consonent
with the licence?'!




2A.6. 3asBUTENb HA NTOJIyYEHHE 1ACIIOPTa,
€CJIN OH He ABNSETCs AepKaTesIeM
PErUCTPaLOHHOIO lynocmBepemm
(na3BaHue U anpec)

2.A.6. Applicant for certificate, if dlfferent from
licence holder (name and address)'*:

2B.1. 3asButenp Ha BrIIa4y cepTHdUKara
(nasBanue, anpec):

2.B.1. Applicant for certificate (name and address):

2B.2. Craryc 3asABUTENs HA BBLJIAYY
3aKIIH0YEHHU:

(6616pamb HYJICHYI0 KAME20PUIO CO2NACHO a/0/B
yKazanusm 6 npumeyanuu 8):
2.A.3. Status of product license holder a/bl/c

(key in appropriate category as defined in
note 8)

2B.2.1. JIna kateropuit «6» U «B» yKa3aTh
HHM3aHUe U aJpec POU3BOIUTEIIA,
BBIIYCKAIOLIETO JaHHKIH JIEKapCTBEHHBIX
npenapar’;

2.B.2.1. For categories (b) and (c) the name and address of
the manufacturer producing the dosage form i is:’

2B.3. IIpuynHa OTCYTCTBHS
PErucTpauioHHOrO YAOCTOBEPEHHUS Ha
npenapar:

(HysicHOEe nOOYepKHYmb)

He Tpe6oBaIoch / He 3aNpalnBanocs / Ha
paccMOTpeHHH / OTKa3aHo B BbIIAYe

2.B.3. Why is marketing authorlzatlon
lacking?

not required/not requested/under
consideration/refused

2B.4. [IpuMedanns >

2.B.4. Remarks":

3. OpraHu3yeT JIM OpraH, BbIIaBLINi
3aKII0YEHHE, IEPUOAUYECKUE TIPOBEPKU

npeanpuATHA (IPOU3BOACTBEHHOTO YYacTKa),

BBIITYCKAIOLIETO JIEKAPCTBEHHBIM Mpenapar:
(Hy2iCHOE NOOYEPKHYMb)

Eciy OTBET «HEeT» WIN «HET
He0OXO0ANMOCTHY, IEPEXOIMTH K Borpocy 4.

1
na / HeT / HeT HeoOXOAUMOCTH 4

3. Does the certifying authority arrange for
periodic inspection of the manufacturmg plant in
which the dosage form is produced?™

yes / no / not applicable

If not or not applicable, proceed to question
4.




3.1. IlepuoanyHOCTH IITAHOBBIX MPOBEPOK:
(ykazamov 200b1).

3.1. Periodicity of routine inspections (years):

3.2. IIpoBoausiach i mpoBepKa

MPOM3BOAUTENA JAHHOTO JIEKAPCTBEHHOTO na/ Her
npenapara:

HYJICHOE NOOYepKHYMb)
3.2. Has the manufacture of this type of dosage yes / no

form been inspected?

3.3. CoOTBETCTBYIOT JIH ITOMEIICHUS,
000py10BaHHE U NPOU3BOACTBEHHEIC
npouecce! IIpaBunam opranuzauun
NPOM3BOJCTBA U KOHTPOJII KauecTBa
JIEKApCTBEHHBIX CPENICTB?

na/ Her / HET HCOﬁXOIII/IMOCTPIM

3.3 Do the facilities and operations conform
to Guidelines for facility management and
drugs quality control as recommended by the
World Health Organization?

yes / no / not applicable!*

4. Y noBNETBOpSAET JIM OpraH, BhIIaBINHIA
3aKJIIOYEHUE, IPECTABICHHAS 3asBUTEIEM
HpopMaLug TpeOOBAHIAM KO BCEM
aclexTaM NpOU3BOJICTBA JIEKAPCTBEHHOTO
npenapara15 ?

(HyorcHOE nOOYepKHymb)

na/ Her

4. Does the information submitted by the
applicant satisfy the certifying authority on
all aspects of the manufacture of the
product’:

yes / no

Eciu HeT, NosACHUTS:

If no, explain:

HaumeHoBanue n aJpe€cC opraHa, BEIIaBHICTO
3aKJIIOYCHHC!

MuHuCTEPCTBO MPOMBIILUIEHHOCTH Y TOPTOBIIH
Poccuiickoii ®enepanuu

109074, Poccus, MockBa, Kutaiiropoackui
npoesn, a. 7 -

Address of certifying authority:

Ministry of Industry and Trade of the Russian
Federation

No. 7, Kitaigorodsky Proyezd, Moscow, 109074,
Russia

Tenedon: / telephone:

®daxkc:/ fax:

@.1.0. ynorHOMOYE€HHOro J1la
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MuHnpoMropra Poccun, 10JKHOCTB:

Name of authorized person:

[Tonnucs / Signature: . ITeuats / Stamp

Jara / Date:

Cpok neficTBuA:

Validity: °

HpI/I Heo0X0OUMOCTH MOryT IipujaratbCs JOIOJHHUTCIIBHBIC JINCThI (HpI/IJIO)KeHI/Iﬂ K
3a1<moqumo) C IONOJIHEHUIMH, NOACHECHUAMHA I/I(I/IHI/I) IpUMEYaHHAMH.

KoMMeHTapuy K 3aH0THEHHUIO TI0JIei NacnopTa JIEKapCTBEHHOrO CPEICTBA:
Explanatory notes:

! Hacrosuee 3aKiioueHie BHIIONHEHO B opmare, pekoMenayeMoM BcemupHoil opranmsanueii
3apaBooxpadenus (ranee — BO3), onpenenser craryc JI€KapCTBCHHOrO npenapara ¥ 3adBUTCILA
Ha TONYYCHHE 3aK/IIOUEHHS B CTpaHe-3KcropTepe. J[aHHOE 3aKIOYEHHE BBIIACTCS TONBKO JUIA
OHOTO JIEKAPCTBEHHOTO Npenapara, MOCKONbKY OCOGEHHOCTH TPOM3BOACTBA ¥ OJl0OpeHHad
uH(bOPMALHA O NPENapaTe MOTYT Pasii4aThCs JUIA Pa3HBIX JIEKapCTBEHHBIX QopM.
I This certificate, which is in the format recommended by WHO, establishes the status of the
pharmaceutical product and of the applicant for the certificate in the exporting country. It is for a
single product only since manufacturing arrangements and approved information for different
dosage forms and different strengths can vary.
2 Wcnons3yloTcs MEXKIyHApOAHbIE HEMaTCHTOBAHHBIE HAMMEHOBAHHA, a NPH HX OTCYTCTBUH
XHUMHYECKHe HAMMEHOBAHWI WIM HAaUMEHOBaHMs, peKoMeHmoBannbie BO3 B KauecTse
MEXIyHAPOMHbIX HEMAaTEHTOBAHHEIX HAUMEHOBaHHH.
2 Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary
names.
3 [onup1il (KAYECTBEHHDII M KOMUYECTBEHHBIH) COCTAB JIEKAPCTBEHHOTO NperapaTa JAOKEH OBITh
grxa3aH B 3aKJIIOYEHUH WIH B IPUIIOKEHHH K HEMY.

The formula (complete composition) of the dosage form should be given on the certificate or be

appended.

4 YenarensHo ykaszaTh MoApoOHEL KOJIMYECTBEHHBIH COCTaB JIEKAPCTBEHHOrO MNpenapata, i
yero HeOOXOZMMO TIONYYMTh COIJIaCME OpraHM3aluMd — Biajenbla PErucTPalMOHHOrO
yIOCTOBEPEHHUS.

% Details of quantitative composition are preferred but their provision is subject to the agreement
of the product-licence holder.

5 Ec/ii MpUMEHNMO, NpEACTaBiusercs noapobHas WHbopMaums o JHOOHIX OTpaHHYEHHAX WA
TpOAaKH, AMCTPUOBIOLMHN WIK HCIOIB30BaHUs MpenapaTa, yKasaHHylO B €ro perucTpaloHHOM
JOKYMEHTALIUH.

5 When applicable, append details of any restriction applied to the sale, distribution or
administration of the product that is specified in the product licence.

6 Pasnensi 2A 1 2B ABIAIOTCA B3aMMOUCKIIOYAIOITNMH.

6 Sections 2A and 2B are mutually exclusive.

7 Ecnu IpMMEHIMO, YKa3bIBAeTCsl, YTO JIEKAPCTBEHHEIH Tpenapar Wil HE 3apEerCTpHpOBaH.
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7 Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.
8 VkaspiBaeTcs 10pMANYECKOE JINL0, OTBETCTBEHHOE 32 oGpalieHie JeKapcTBEHHOrO Npenapara
Ha pbIHKE:

a) MPOM3BOACTBO JIEKAPCTBEHHOTO NMPEnapara;

6) ocylIecTBIAET NEPBUIHYIO yi(MIH1) BTOPHYHYIO YIAKOBKY JIEKapCTBEHHOTO npenapara,

TIPOM3BOUMOTO HE3aBUCHMO# KOMIIAHHEH;

B) He y4acTBYET HU B TOM, HH B IDyTOM.
8 Specify whether the person responsible for placing the product on the market:

a) manufactures the dosage form;

b) packages and/or labels a dosage form manufactured by an independent company; or

¢) is involved in none of the above. '
? Wndopmauuss MOXET NPEAOCTABIATBCA TOMBKO © paspelenus BIajieNbl@ PerucTpaMoHHOTO
YIOCTOBEpEHNS WM, €CIM Mpenapar He 3apernCTpUPOBAaH — B Pa3pelleHMs 3aABUTCILL
OrcyrcTeue nHboOpMauuu B JaHHOM pasfieyie CBUJETEJIBCTBYET O TOM, YTO Y4acTBYIOLIME
CTOPOHBI He NPHILIH K COMTAICHHIO O BKIIOHUCHNN nanHoi nHdOpMaIIH.

ClieyeT Y4MTHIBaTh, YTO MHGbOpMalys B OTHOUICHHM IPOU3BOACTBEHHON MUIONIAAKH
(yuacTka) SBIIETCSl YaCThIO PErMCTPALHOHHOIO yIOCTOBEPEHUS Ha JIeKapCTBEHHBIN mpenapar.
Ecny npou3oLiIi U3MEHEHNA TIPOM3BOJCTBEHHOM UIOIIANKM (yuacTka), HeOOXOUMO BHECECHHE
M3MEHEHUH B PErMCTPaLOHHBIC MOKYMEHTBI, BKIHOHai PETMCTPALIMOHHOE YAOCTOBEPEHHE Ha
JIeKapCTBEHHBIH Ipenapar.

9 This information can only be provided with the consent of the product-licence holder or, in the
case of non-registered products, the applicant. Non-completion of this section indicates that the
party concerned has not agreed to inclusion of this information. It should be noted that
information concerning the site of production is part of the product licence. If the production site
is changed, the licence has to be updated or it is no longer valid.
10 310 OTHOCHTCA K JOKYMEHTaM, MOATOTOBJEHHBIM (esiepabHbIM OpranoM VICIIOTHUTENBbHOM
BJIACTH, YTIOJTHOMOUYEHHEIM B Cepe roCyapcTBEHHON PErMCTPalui JIEKapCTBEHHBIX CPEACTB.
10 This refers to the document, prepared by some national regulatory authorities, that summarizes
the technical basis on which the product has been licensed.
" Uudpopmaums o Tpemnapare, onoOpeHHass yIOJHOMOYECHHBIM denepaspHBIM - OpPraHoM
JCTIONHMTENbHOM BIacTd B cdepe TOCYNapcTBEHHOW pErucTpali JIEKapCTBEHHBIX CPE/ICTB
(HanpuMep — MHCTPYKIHSA 110 MEAULMHCKOMY MPUMCHEHHIO JIeKapCTBEHHOTO Npenapara).
1 This refers to product information approved by the competent national regulatory authority,
such as Summary Product Characteristics (SPC).
2. B panHoM cnywyae paspelIeHHE Ha BbIAATY ceprudukara Tpebyercs OT Blagc/bla
PETHCTPALIOHHOTO  YJOCTOBEPCHNT  Ha JNIeKapCTBEHHBIH  mpenapar. PeructpaniioHHOE
yaocToBepenue B Munnpomropr Poccun nepenact 3aBUTEND.
12 1) this circumstance, permission for issuing the certificate is required from the product-licence
holder. This permission has to be provided to the authority by the applicant.
13 HeoGx0aMMO YKa3aTh NPUUHHY, IO KOTOPOH 3asBUTEIIb 3aIPOCHIT pErucTpaluio:
a) mpenapar GbUT paspaboTaH HCKIIOYUTENBHO JUIA JeyeHnsi COCTOAHMI — B OCOGEHHOCTH
TponuuecKyX 3a60neBaHnii — He ABJIAIOIHMXCS SHAEMUYHBIMU UL CTPAaHBI-9KCIIOPTEPA;
6) cocra mpemnapara ObUl M3MEHEH B LEIX yiydlIeHHs. ero CTabWIBHOCTH B YCIOBIX
TPONHKOB;
B) cocTas mpenapara GBUT M3MEHEH B LEIAX HCIMOYCHIA BCIIOMOTATENBHBIX BELIECTB, HE
paspelIeHHBIX [T MCTIONB30BAHUA B JICKAPCTBEHHBIX npenaparax B CTpaHe-uMIopTepe;
r) cocras npenapara GbUI M3MEHEH Ul TOTY4CHUA MHOI MaKCHMalbHOI M0351 aKTMBHOTO
UHIPEAUCHTA,;
1) €CIi IPUYNHA APYras, HeOOXOMMO €€ YKa3aTb.



12

13 please indicate the reason that the applicant has provided for not requesting registration.

a) the product has been developed exclusively for the treatment of conditions — particularly

tropical diseases — not endemic in the country of export;

b) the product has been reformulated with a view to improving its stability under tropical

conditions;

¢) the product has been reformulated to exclude excipients not approved for use in

pharmaceutical products in the country of import;

d) the product has been reformulated to meet a different maximum dosage limit for an active

ingredient;

€) any other reason, please specify.

14 HeT HeoGXOMMOCTH» TI0JPa3yMeBaeT, YTo POU3BOAMTENL HAXOAHUTCA 32 PE/eIaMH CTpatEl,

BEIIatoleit cepTUdMKAT s TIpenapara, W HMHCNEKIMA NPOBOIUTCA IOA STUMION CTpaHHI-

HPOU3BOJUTENS.

14 Not applicable means the manufacture is taking place in a country other than that issuing the
roduct certificate and inspection is conducted under the aegis of the country of manufacture.

5 Jlanublif pa3aen 3aloNHACTCA B TeX CIy4asX, KOTJa PEerHCTpanuoOHHBIC YAOCTOBEPEHUA MU
3asBUTEIb COOTBETCTBYIOT CTATYCYy «O» WIM «B», KaK ONMCAHO BBINIC B CHOCKE 8. 310 mMmeer
oco6oe 3HAaueHHe, KOra B IPOU3BOACTBE Npenapara 3a1eHCTBOBAHEL 3apy6esKHbIE TOCTABIIMKH.
B faHHOM ciyyae 3adBUTCIb IPEIOCTaB/ACT B Munnpomtopr Poccuu  uHGOpPMALHIO,
I03BOJIAIONLYIO ONPEIENUTh Y4aCTHE BCEX CTOPOH B KAX/OH CTaliy MPOM3BOACTEA npemnapara
roToBOH JIeKapCTBEHHOH (OPMBI, a Takke OOBEM H Xapaxrep BCEX KOHTPOIBHBIX Mmep,
OCYIIECTBIIAEMBIX KaKON 13 yHaCTBYIOUINX CTOPOH.

I5 This section is to be completed when the product-licence holder or applicant conforms to status
(b) or (c) as described in note 8 above. It is of particular importance when foreign contractors are
involved in the manufacture of the product. In these circumstances the applicant should supply
the certifying authority with information to identify the contracting parties responsible for each
stage of manufacture of the finished dosage form, and the extent and nature of any controls
exercised over each of these parties.

16 Cpok neitcTBrs MacmopTa JEKapCTBEHHOTO CPEICTBA COCTABIACT HO Gonee ueM 3 roja,
HAYMHAs OT JATHI BHIAAYM JIWLCH3UH WK OT ATkl OKOHYaHHs NOC/IEIHEN IPOBEPKH
Munnpomtopra Poccuu.

16 Validity of the passport of the drug is not more than 3 years from the date of issuance of the
license or the end date of the last check Russian Ministry of Industry.



