EBPA3UMCKAS DKOHOMUYECKASI KOMUCCHUS
COBET

PEIHMIEHUE
«14» urousa 2018 r. Ne 55 r.MockBa

O BHecenun uzmenenuii B Pemienne Coera EBpazuiickoii
IKOHOMUYECKOH kKomuccuu oT 3 Hosiops 2016 r. Ne 78

B cootBercTBUM co crartheit 7 CornamieHus O €IMHBIX MPHHITUIIAX
U IpaBwiIax oOpallleHUsl JIEKapCTBEHHBIX CPEICTB B paMmkax EBpazuiickoro
SKOHOMHYECKOro coro3a oT 23 gekabps 2014 roma u mnyHKToM 84
npuiaoxkenus Ne 1 k Pernamenty pabotel EBpazuiickoii 5KOHOMHYECKOH
KOMHUCCUH,  yTBepxkaeHHOMY  Pemenuwem  Beicmiero  EBpasuiickoro
sKOHOMHYeckoro coBera oT 23 nekadpst 2014 r. Ne 98, Coser EBpasuiickoit
SKOHOMHYECKOW KOMHUCCHY P e H.JI:

l.Buectu B [lpaBuna perucrpanu M SKCHEPTU3BI JIEKAPCTBEHHBIX
CPEACTB Ul MENULUHCKOIO IPUMEHEHUs, YTBEpXKIECHHble Pellenuem
Cogera EBpazuiickoil skoHOMHYeCKOH komuccun oT 3 HostOpst 2016 1. No 78,
M3MEHEHHSI COTJIACHO MPUIIOKEHHUIO.

2. Hacrosee Pemenue Berynaer B CHIly IO UCTEYEHHM 6 MecsileB

C 44Tkl €e1ro O(I)HHHHHI)HOFO OHY6J'[I/IKOBEIHI/IH.

Yanenwbl CoBera EBpasuiickoii 9koHOMHYECKOH KOMUCCHM:

I

i [OKYMEHTOB /{




[TPUJIOKEHUE

K Pemennto Cogeta
EBpa3zuiickoil 3KOHOMHUYECKON KOMUCCHH
oT 14 urons 2018 r. Ne 55

U3MEHEHUA,
BHocuMmble B [IpaBuiia perucrpanun U 3KCHEPTU3bI JIEKAPCTBEHHBIX
cpeacTB AJIs1 MeIHIHHCKOIO IPUMEHEeHHs

. B a03ame BTopoMm mnyHkra 29 u ab63ane mepBom nyHkTa 30 ciioBa
«31 mexabps 2018 r.» 3ameHuTh cioBamu «31 mexadbpst 2020 r.».

2. JIONOJIHUTE ITyHKTOM 188 clielytolero coaepxatus:

«188. BHecenue M3MEHEHMH B PETUCTPALIMOHHOE N0CHE BAKLWH IIPH
M3MEHEHWH IITAaMMOBOTO COCTaBa BaKUMH [JIs1 NPODUIAKTUKH TPHUIINA,
a TakKe PEerucrpauns MNaHJEMHUYECKUX M IMPENaHJIEeMUYECKUX BaKIUH
JUIsl IpOUIIAKTUKK TPUIINA U BHECEHME M3MEHEHHMH B MX PEerucTpalnuoHHOE
JIOCb€ OCYIIECTBIISIFOTCSL B COOTBETCTBMM € npuioxkeHneM Ne 24 k
HactosuM [ IpaBumam.».

3. JonosHutsk npuioxkenuem Ne 24 cieayromero cojiepaaHus:

«TPHUITOXXEHHE Ne 24

K [IpaBunam peructpauuu U 5KCepTH3bI
JIEKAPCTBEHHBIX CPECTB IS
MEIULIMHCKOTO IPUMEHEHUS

TPEBOBAHUA
K Npouelype BHECEHHS H3MEeHEHH B PerHCTPAIHOHHOE 10Che
Ce30HHBbIX, NAHIEMHUYECKUX U NMPeNaHIeMHYeCKHX (300HO3HbIX) BAKIHH
NpU U3MEHEeHHH ITAMMOBOI0 COCTABA BAKIMH /15l NPOGHIAKTHKH
rPHUIINA, a TAKKe K PErHCTPAIHU CE30HHBIX, MAHIEMHYECKHX H
npenanaeMHYeCKHX (300HO3HBIX) BAKIUH /151 TPOPUIAKTHKH TPHIIIA
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[. O01me nmosioKenust

Hacrosiuiue  TpeOoBaHusi  pacnpocTpaHsitOTCS  Ha  IPOLEAYPHI
pPErucTpaluy BaKUWH Ul NPO(PUIAKTUKH TPUIINA U OMNPENessiiOT eIUHBIH
MOPSIAOK BHECEHUsI W3MEHEHMH B PperucTpalliOHHOE JI0Che CEe30HHBIX,
MaHJAEMHUYECKUX U MpenaHAeMHUuecKuX (300HO3HBIX) BaKIIMH MPU U3MEHEHUH
(OOHOBJIEHMHU) ILITAMMOBOIO COCTaBa BAaKIMH I TMPOPHIAKTHKHA TPHUIIITA
10 YCKOPEHHOWH Ipoleaype, a TaKkKe pPEerucTpaludd  CE30HHBIX,
NAaHJEMHUYECKMX W MpenaHjeMUYecKuX (300HO3HBIX) BakKLWUH IS
NpOo(pUIAKTUKA TpUIlla Ha TaMOXeHHOW Tepputopun EBpaswuiickoro
HKOHOMHYECKOT0 coro3a (nanee — Coros).

Hactosmue TpeOoBanusi HepaspbiBHO cBsi3anbl ¢ [IpaBuiiamu
MpOBENEHUs] HCCAeIOBaHUN OHOJOTHYECKUX JIEKAPCTBEHHBIX  CPEJICTB
EBpa3uiickoro 3KOHOMAYECKOT'O cO103a, yTBepKieHHbIMU Pemenuem Coseta
EBpazuiickoil akoHoMuYeckoi komuccuu ot 3 HostOpst 2016 1. Ne 89,

Hacrosiuue TpeOGoBaHusi He pacnpoCTpPaHSOTCS HAa WM3MEHEHHs, He
CBsI3aHHbIE ¢ M3MeHeHHeM (OOHOBIEHHEM) IMTaMMOBOTO COCTaBa CE30HHBIX,
MaHJAEMUYECKMX M  IpelaHIeMHUYecKUX  (300HO3HBIX) BakmuH  JUIs

NpOo(PUIaKTUKHU TPHUIIIA.

I1. Onpenenenust

Jlns ueneit Hactosmux TpeOoBaHUH MCTIONB3YIOTCS TOHSITHSI, KOTOPBIE
O3HaAyaroT clieyIoLIee:

«BaKIIMHA TOTOBHOCTH K MaHJAEMHUW» — KaHAWJaTHAas BaKIHHA (MU
TEXHOJIOTUSI TPUTOTOBJEHUS BaKIMHBI) ISl TNPO(WIAKTHKH TPUIINA,
pazpabarbiBaeMas B LENsSIX HMMMYHHM3alMM  HacelieHUss B cilydae
BO3HMKHOBEHHUS T'PUIIIIA, BBI3BAHHOIO IMaHJAEMUYECKMMHU LUTAMMAaMKU BUpyca

TPUIINA;
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«MaHJeMUYecKas BaKIMHa» — BaKLUHA I NPO(UIAKTUKHU TpHIIIA,
NpeHa3HaueHHasl [Jis UMMYHHU3AlUK HAceJleHUs] B cllydyae BO3HUKHOBEHUS
IPUIIIA, BBI3BAHHOTO MTaHIEMUYECKUMHU [IITAaMMaMK BUpYyCa FPUIINA;

«rpernabjieMmdyeckasl  (300HO3Has) BaklMHA» —  BaKlMHA I
npoGUIAKTUKK TpUMNa, MpeJHa3HAYeHHas UIsT UMMYHH3AIMM HAaceJCHUs
B Cllydya€ BO3HMKHOBEHMS BCIBIIIEK TPHIINA, BBI3BIBAEMOIO 300HO3HBIMHU
IITaMMaM# BHpYyca TPUIIIa;

«Ce30HHas BaKLUMHA» — BakUuHA Ui NOPO(YHIAKTHKH TpHIIIa,
BBI3bIBAEMOI0 ANUJEMHYECKUMHU TaMMaMu BUpYyCa TpUIIIA,
npeaHa3HayeHHas 1Jis €KeroJHoH HMMYHHU3alU1 HaceIeHUS;

«yIIOJIHOMOYEHHBIN OpraH (PKcnepTHasi opraHuzainus) pedepeHTHOTro
rocyjapcrtsa WJIM TIOCYHapcTB TNpPU3HAHUSA» — YIOJHOMOYEHHBIH oprax
rocynapcera — uineHa Corosa B cdepe oOpanieHus JeKapCTBEHHBIX CPEJICTB,
B TOM  4YHCJ€  YIOJHOMOYEHHBIH  OCYIIECTBIISITE  PETHCTPALMIO,
NOATBEPXK/IEHUE perucrpauuu (MepeperucTpalvio), BHECEHHUE H3MEHEHUM
B PETUCTPAllMOHHOE JI0Cb€ M UHBIE CBS3aHHBIE C pErucTpaluei
JIEKAPCTBEHHBIX CPEACTB Ul MEIMUMHCKOrO NPUMEHEHHUs] TIPOILEIypH,
npeaycMoTtpeHHbie [IpaBuinamMu perucTpaii U SKCHePTH3bl JIEKAPCTBEHHBIX
CPEACTB Il MEJMLMHCKOrO IPUMEHEHUs, YTBEpPKIECHHBIMU Perenuem
Coserta EBpa3uiickoii 3KOHOMHUYECKOH KOMHCCHH OT 3 HOsiOps 2016 1. No 78

(nanee — [IpaBuna).

I11. PerynsitopHbie M MipolieaypHbie TpeOOBaHUS
K pErUCTpalliyi BaKIIMH U BHECEHUIO U3MEHEHUH B IITAMMOBBIN cOCTaB
BaKIIMH 1J1s1 TPOPUIaKTUKY TPHUIITIA

1. Ce3oHHbIe BaKLMHBI LISl IPOQUIAKTUKH TPUTIIA

1.1. TpeGoBaHus K 3asBICHHUIO O PErUCTPAIIAN BaKIIHHEI
1J1s1 IO UIIAKTUKY TPUIITA
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K 3asiBieHHIO O pEerucTpalurd HOBOM CE30HHOM BaKUMHBLI Ui
Npo(QUIaKTHKK TPHUIINA JOJDKEH I[pUIaratbCss KOMIUIEKT [TOKYMEHTOB B

cooTBeTcTBUM ¢ npuiiokeHueM Ne 1 k [IpaBusam.

1.2. TpeGoBaHusl K 3asBJIEHUIO 00 U3MEHEHUH IITAMMOBOTO COCTaBa
CE30HHBIX BaKLKH IS MPOMUIAKTUKH TPUTITIA

3asiBUTENL BIIpaBe I10JaTh 3asBJIEHHE O BHECEHUU HW3MEHEHUMH
B IITAMMOBBIH COCTaB CE€30HHOW BaKUMHBI JJIsl MPOQUIAKTUKY PUIIIA TTOCTE
Oo(pULIMATLHOTO YBEJIOMJIEHHSI YIOJHOMOYEHHOIO OpraHa (3KCIepTHOM
opraHnuzalueit) rocynapctsa — wieHa Coro3a (Janee — rocyaapcTBO-UJieH)
0 Hauaje INpHeMa TakuX 3asBIeHUN Bcjea 3a NyOMuKaluend eXeroJHbIX
pexoMeHmanuii BcemupHoW opranuzanuu 3apaBooxpaHenuss (BO3) mo
BaKI[MHAIIMM TIPOTHMB TpUINa M J0 OKOHYAHHS TPeJIeIbHOIO0 CpOKa,
OMpeesIeMOro YIOJTHOMOUYEHHBIM OpraHoM (3KCIEPTHOW oOpraHu3aiuen)
pedepentHoro rocyaapcerna. [Ipu nomade 3asBiaeHusT HEOOXOAUMO CIIEIOBATh
noJsiokeHusM npuitoxkeHud Ne 2, 19 u 20 k Ipasunam.

B rpade «HaumeHnoBanue wu3MeHeHUs» TaONMIBI B TMYyHKTE 2
«Buocumble usmenenus» ¢opmbl Il 3asBieHHs 0 BHECEHUM H3MEHEHHH
B pErvCcTPalMOHHOE JOChe JIEKAPCTBEHHOTO Mpernapara (mnpusioxxenue No 2
Kk [lpaBunam) HeoOxonumo ykaszarh: «ExkerogHoe oOHOBIEHHE IITaMMma
(lITaMMOB) BaKLMHBL I NPOGUIAKTUKA TIpUIIIa». 3asiBIICHUE CJELyeT
nojarath 1o mpouenype usmeHenuss Il tuma b.l.a.5 (B cooTBercTBUU
¢ npuiioskenueM Ne 19 x [IpaBunam).

B nensx exerogHoro oOHOBJICHHS IITaMMa (IUTAMMOB) BaKLUHBI J1JIS
Mpo@UIaKTUKK TpUlla B TOPSAJKE MCKIIOUYEHHUS U3  IOJIOXKEHUH,
MpeaycMOTPEHHBIX noapazaenamu 2.3 u 3.3 npunoxenus Ne 19 k [IpaBunawm,
npuUMeHseTcsl  IpoUeaypa  SKCIepTH3bl  W3MEHEHWH, 3aTparuBarolluX

M3MEHEHHUs aKTUBHOU (papMalieBTUYeCcKoil cyOCTaHIIMM, ONTUCAHHAs HHXKE.
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B pamkax naHHOW mpouenypbl 3asBUTENIO HE JONYCKAeTCss BHOCHUTH
Kakue-iubo H3MEHEHMs, a YIOJHOMOYEHHBIM oOpraHam (9KCIEPTHBIM
opranuzafusiM) pedepeHTHOro TrocyJapcTBa U TOCyJapcTB  IIPU3HAHUS
TpeboBaTh BHECEHUSl KaKMX-JIMOO M3MEHEHWH B COCTaB PErHCTPallMOHHOTIO
J10Ch€ BaKLMHBI AU MPOQUIAKTUKU TPUIIIA, 32 UCKIIOUEHHEM H3MEeHEeHUH,
00OyCJIOBJIEHHBIX HM3MEHEHHWEM IITaMMOBOrOo cocTaBa. V3MeHneHnus, He
00yCJIOBJICHHbIE TOSIBJIEHHEM HOBBIX ILITAMMOB, BHOCSITCS B COOTBETCTBUHU
¢ pazaenamu I u 11T npunoxenust Ne 19 u npunoxenuem Ne 20 k I[TpaBunam.

Jlo monauu 3asiBjieHMs] 00 U3MEHEHHHU IITaMMOBOI'O COCTaBa BAKIIHHEI
3asiBUTENIb BIIpaBe 3apaHee oOOpaTUThCsT B YINOJHOMOYEHHBIH oprad
(DKCIEPTHYIO OpraHu3aluio) pe@epeHTHOro rocyJapcTBa ¢ 3alpocoM Ha
IPOBEJCHUE HAYYHBIX W MPEAPEruCTPalMOHHBIX KOHCYJIbTAIUH IS
IIAHUPOBAHUSI [IPOLIELYPbl SKCIIEPTU3bl BHOCUMBIX U3MEHEHHUH, B TOM YHCIIe
B CJIyudae BO3MOXHBIX OTKJIOHEHUH OT CpPOKOB, MPEAYCMOTPEHHBIX TaKOM

NPOLEYPOH.

1.3. BeiOop anuaemMuyecku akTyaabHbIX IITAMMOB BHpYycCa IpHUIIa
JUISl UCTIOJIB30BAHMs] B COCTABE CE30HHBIX BAKIUH /Uil NPO(PUIAKTUKHA TPUIIIA

IIpy nDoAroToBke K INPEeACTOSIIEMY SIHUIEMUYECKOMY  CE30HY
JOIIyCKaeTCsl €KEer0JHO BHOCUTH U3MEHEHHUs B COCTaB 3aperMCTPUPOBAHHLIX
Ce30HHBIX BakKLUMH IS TPO(QUIAKTUKYU TPUINA C LEeJIbI0 3aMEHbl ITamMma
(mramMMoOB) Ha ocHOoBaHuM pekomeHaanui BO3. Ilpu mnporHo3upoBaHHU
BO3HUKHOBEHHS JIUAEMUYECKUX CHUTYallMUd IO TPHUIILY C LUPKYJISILUCH
LITAMMOB BHUPYCOB I'pUIIlIa, He pekoMmeHaoBaHHbIX BO3, rocynapcTBo-uiieH
BIIpaBe MPUHMMATh PELIEHUS] O BHECEHUM W3MEHEHUH B PErucTpalioOHHOE
NOCh€ BaKUWH [ TNpO(UIAKTHKKA TpHUINa Ha OCHOBAHUMU pelleHUs
YIOJIHOMOYEHHOTO OpraHa rocyaapcTBa-ujeHa WM KOMHCCHHM II0 TPHUIIITY

rocyaapcrea-4JcHa.



6

JlBa pasza B rox (kak npaBuio, B (eBpaiie — mapte s CeBepHOTro
nojiywiapusi, 1 B ceHTss0pe js OxHoro nonywapusi) BO3 myOmukyer
pEeKOMEHJallMM OTHOCUTEJIBHO LITaMMOB BUpyca rpumnna A u B, koTopeie
clleJlyeT MCIO0JIb30BaTh B MIPOU3BOJICTBE BAKIMH JUIsl PO UIAKTHKE T'PHIIIIA,

MMpcAHa3HAYCHHBIX MJIA IMTPEACTOAIICTO SIMMHACMHYCCKOTI'O CC30HaA.

1.4. Onucanue npoueaypol

1.4.1. Ilopsinox BHECEHUSI U3MEHEHU B pErUCTPAIIMOHHOE 10Che
BaKIIMHBI J1s TPO(PUIAKTUKY IpUla (0OHOBJIECHHE COCTaBa
CE30HHBIX LITAMMOB) B pe)epeHTHOM roCy1apcTBe

YnonHOMOUYEHHBIH opraH (SKCMepTHasl opraHu3alus) pedepeHTHOro
rocyapcTBa B CPOK, HE TPEBBIIAIOLINANA 5 pabouux AHEH ¢ Jarhl MOJaqu
3asiBJIEHUs] O BHECEHHMM HM3MEHEHUH B PETUCTPAIMOHHOE OChE BaKIMH JIJIs
NpO(UIAKTAKN TPUIIA, MPOBOJUT OLEHKY IOJHOTBI, KOMIUIGKTHOCTH U
MPaBUIBLHOCTH odopmIteHus MpeCTaBIeHHbIX JIOKYMEHTOB
PErucTpPalMOHHOIO J1I0ChE BaKLMH ISl IPOQMIAKTUKN TPUIIIA U HAMpaBIIseT
B OKCIEPTHYIO OpraHu3aluio pePepeHTHOTO TrocyJapcTBa  3asiBICHHE
U PErucTPAllMOHHOE 10Che BaKIMH ISl TPO(PHUIAKTUKU TpHINa (JIoChe Ha
U3MEHEHHE).

B ciydae cooTBETCTBUS 3asIBICHUS U PETUCTPALIMOHHOIO JI0Che BAKIIMH
Uit npodWIAKTUKKU — Tpullia  pazgeny S5  Hactosimux — TpebGoBaHumii
YIOJHOMOYEHHBIH opran  (dKcmepTHas opraHuzanus) pedepeHTHOro
rocyapcraa UHULUUPYET nponeaypy BHECEHMUS U3MEHEHU N
B PErHCTPallMOHHOE J0Che BAKIIMH JIJIsi MPOPUIAKTUKH TPUTITTA U YBEIOMIISET
00 3ToM 3asiBuTens. Cpok MpoBeAeHUs MPOLEeAypPhl He AOJIKEH MPEeBBIIIATh
40 kaneHaapHBIX THEH.

DKcrepTHas opraHuzaius pedepeHTHOro TrocyJapcTBa MPOBOJIUT

AKCMIEPTH3Y PETUCTPAIMOHHOTO J0Che BaKIUH JUIsl TPO(UIAKTHKA TPHUIIa
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B CPOK, HE IpEeBBILIANIINNA 25 KaleHJapHBIX AHEeH co AHS yBeIOMJICHUS
3asBUTENIsI 00 HMHULUMHUPOBAHMU  TPOIEAYpPHl BHECEHHS  HU3MEHEHHM
B PErMCTPAallMOHHOE JIOChe€ BaKUMH i nOpoduiaktuku rpunmna. [lo
3aBEpLIEHWH  IPOLEAYpPbl  DKCIEPTU3bl  OKCIEpPTHass  OpraHu3aius
peepeHTHOro rocyJapcTBa COCTABISIET SKCIEPTHBIM OTYET 00 OLIeHKe
OezonmacHocTH, 3(PPEKTUBHOCTH M KayecTBa BaKIMHbLI IS MPOGUIAKTUKHI
rpumnmna (faangee — 3KCIepTHBIH 0TYeT 00 OLEHKE).

B Teuenue 25 KajeHJapHbIX JHEH CO JHS YBEJOMJIEHUS 3asBUTEIIS
00 MHUIIMUPOBAHHMH MPOLEIYypPbl BHECCHUS] U3MEHEHHMH B PEerHCTPaAllHOHHOE
JIOChE BaKUMH JUls NOPOQHJIAKTHUKHA TpUIINA DSKCIEpTHAs OpraHH3alus
pedepeHTHOrO rocyJapcTsa BIpaBe 3alpOCHTh NPEJCTABJICHUE 3asBUTEIEM
JOIIOJIHUTEJILHBIX JaHHBIX, HEOOXOIUMBIX JJIsl 3aBEPIICHUS SKCIIePTH3EIL.

IIpu nocryIuieHUH 3amnpoca OT YIOJHOMOYEHHOT0 opraHa (3KCIIepTHOMH
OpraHu3alyn) peepeHTHOro rocyaapcTBa 3asBUTENb JAOJDKEH IPEICTaBUTh
€My JOIOJHUTENbHbIE JaHHBle B TedeHHe /7 paboumx aneil. Cpok oTBeTa
3asBUTEJII Ha 3alpoc He BKJIKOYAeTcss B OOWMH CpPOK TPOBEICHHUS
IpOLIeYphl, YKa3aHHBIM B ad3ale BTOpOM HacTosiero moapasfiena. Ilocie
[OJIyYEHHS 3allpPOLIEHHBIX JOMNOJHUTENBHBIX JAHHBIX YHOJHOMOYEHHEIN
oprat (dKcHepTHasi opraHu3anus) peepeHTHOro rocyapcTBa BO30OHOBIISET
MPOLENYPY SKCIEPTU3BI.

DKCIepTHass OpraHu3alus pepepeHTHOro ToCyJapcTBa IMPOBOIMT
OKCIEPTHU3Y NMPEACTABIEHHBIX 3asBUTENIEM JOIIOIHUTENBHBIX JaHHBIX B CPOK,
He MpeBbIIAtOIIMHA 5 pabounx THeH.

B teuenue | paGodero AHsI CO JIHS COCTABJICHHS DKCIIEPTHOTO OTYETA
00 oOueHKe OJKcHepTHas opraHu3anusi pedepeHTHOTO  ToCyaapcTBa
HaIPaBJISIET ATOT OTUYET 3asBUTEIIO.

VIOJHOMOUYEHHBIH oOpraH pedepeHTHOro TrocyJapcTBa B TeueHHE

2 pabouux JHEeH NpHHHMMaeT pelleHHe O pa3pelieHUH MM 00 OTKaze BO
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BHECEHHUU U3MCHCHUH B PETUCTPALIMOHHOEC NOCHE BAKITHH JJIA HpO(bI/IHaKTI/IKH
I'pUlllla Ha OCHOBAHWH DOKCIIEPTHOI'O OTYCTa 00 OLOCHKEC, COCTAaBJICHHOI'O

DKCIIEPTHON OpraHu3aluei peepeHTHOTo rocyIapcTBa.

1.4.2. Tlopsinok BHECEHUs] U3MEHEHUH B peTHCTPAIlHOHHOE JOChE
BaKLUHBI /11 TPOPHUIAKTHKH TpHUIIa (OOHOBJICHHUE COCTABA
CE30HHBIX LITAMMOB) B FOCYAapCTBE MPU3HAHHS

3asABUTEb OJHOBPEMEHHO IPEJCTaB/ISeT YIIOJHOMOYEHHBIM OpraHam
(3KCIIEPTHBIM OPTraHU3alMsIM) FOCYAapCTB MPU3HAHMS 3asBJIEHHE O BHECEHUU
M3MEHEHHUH B COCTaB PErMCTPALMOHHOTO JOChe BaKIMH MU MPODOHIAKTHKH
rpunmna corjacHo npuioxeHuro Ne 2 x [lpaBunam Ha OymMakHOM M (HIIN)
5JIEKTPOHHOM HOCHTENIe U JOKYMEHTHI, MOATBEp)KIAloIIne oruiaty cbopa
(MOLIMHBI) 32 BHECEHHE W3MEHEHUH B PErHCTPAIlMOHHOE JOChE BAKIIUH IS
NpoQUIAKTUKKM TpUlNa B  CIAydasXx M IOPsIKe, YCTAHOBJIEHHBIX
B COOTBETCTBMHM C 3aKOHOAATEILCTBOM TOCYIAPCTB MPU3HAHUS.

YTOJHOMOUEHHBIM OpraH (dKclepTHasi opraHuzauus) pedepeHTHOro
rocyiapcTBa YBEJOMIISIET MOCPeICTBOM UHTErPUPOBAHHOM
uHpopmalnoHHOH cuctembl Coro3a (Jlanee — MHTErPUPOBAHHAsS CHCTEMA)
YIIOJIHOMOYEHHBIE ~ OpraHbl  (IKCHEpPTHBIE  OpraHu3allK) TroCYyAapCTB
NPU3HAHUSA W 3asBUTENIsI O Hayaje IMpoUedypbl BHECEHUS W3MEHEHUH
B PErHCTPallMOHHOE [OChe BakKUMH Ui  NpOGUIAKTHKH  TPHIINA
B pe(epeHTHOM TrocyJapcTBe WM 00 OTKasze B TPOBEACHHH YKa3aHHOM
IPOLIEAYPHI.

YTOJHOMOYEHHBIH OpraH (9KcrepTHasi opraHu3alus) pehepeHTHOro
rocyrapctsa B TedeHue 2 pabouyux JIHeW €O JHSA  IOJIy4YeHUs
YIOJIHOMOYEHHBIMUA OpPraHaMH (3KCHEPTHBIMU OpPTaHU3aIMsIMH) roCyAapCTB
MpU3HAHUS YBEJOMJIEHMs] O Hauaje MpoLeAypbl BHECEHHUS W3MEHEHHH

B perucTpaluoOHHOC JOCBC BaKIIMH JJ1A HpO(bH.HaKTHKI/I I'purimna
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NPEJOCTABISAET  MOCPEACTBOM  MHTETPUPOBAHHON  CUCTEMBbI  JOCTYII
K JIOKYMEHTaM, COJEpXKallMMCSl B PETHCTPALMOHHOM JOChE BaKIUH JIJIs
Npo(UIAKTUKH TPHUIITIA.

VYII0JIHOMOYEHHBIH OpraH (PKCHepTHas OpraHu3als) rocyaapcTBa
[PU3HAHUS B CPOK, HE INPEBBIIAOIMN 5 pabounx AHEH co IHS MOydYeHHs
JOCTyIa K JOKYMEHTaM, COJepKallliMCsl B PETUCTPALIMOHHOM JIOChE BaKI[MH
U1 IpOo(UIaKTUKH TPUIINA, MPOBOAUT OLEHKY IOJHOTHI, KOMILJIEKTHOCTH
u paBUIBHOCTH o(opmienus pe/ICTaBIEHHBIX JIOKYMEHTOB
B COOTBETCTBUM C 3aKOHOAATEJIIbCTBOM CBOEr0 TOCyJapcTBa W HadWHAET
IpoLelypy BHECEHHs HU3MEHEeHHUH B PEeruCTPallMOHHOE JIOChe BaKLMH J1Jis
npoduinaktukd rpunna. Cpok NpoBeJeHHs YKa3aHHOH MpoIeaypbl He
JoipKeH npeBbiiaTe 40 KajleHJapHBIX JHEH cO JHS MOJayd 3asiBIEHHS O
BHECCHMM M3MEHEHUH B COCTaB PETUCTPALMOHHOTO JOChe BaKLMH JIJis
npoQUIAKTUKHN TPHUIIIIA.

YTOJIHOMOUYEHHBIM OpraH (3KcIepTHas opraHuzanus) pedepeHTHOro
rocyjapcrsa B TedeHHe 25 KaleHJapHbIX AHEH CO [OHS YBEJOMJICHHS
3asBUTE/Is O  Hayajle mOpoueaypsl B pedepeHTHOM  TocyaapcTBe
IOJrOTABJIMBACT IPOEKT SKCIEPTHOrO OT4YeTa 00 OLEHKE M IOCPEJICTBOM
MHTETPUPOBAHHOM CHCTEMBI IIPEJOCTaBIseT YIOJIHOMOYEHHBIM OpraHaM
(9KCIIePTHBIM OpraHu3alusIM) TOCYAapCTB MPU3HAHUS JOCTYII K HEMY.

YIOJHOMOYEHHBIA OpraH (3KCHepTHasi OpraHM3alusl) rocynapcTBa
IIpU3HAHUS B TedeHHe | pabodero JHS CO JHS MpeJ0CTaBIeHUs eMY JTOCTYIIa
HaIpaBJIsIeT  YIOJHOMOYEHHOMY  OpraHy  (SKCHEpTHOM  OpraHM3aliu)
pedepeHTHOr0 rocygapeTsa 3aMedyaHus Mo MPOEKTy 3KCIEPTHOTO OTYeTa 00
OIICHKE.

YIOJIHOMOUEHHBIN Oprad (3KcIepTHas opranuszainus) pedepeHTHOro
rocy/1apcTBa BHOCUT M3MEHEHUSl B DKCHEPTHBIM OTYET 00 OLEHKE C YY4eTOM

MOJTYUYEHHBIX OT YHNOJHOMOYEHHBIX OPraHoB (IKCIEPTHBIX OpraHH3allHii)
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roCy/1apcTB IpPU3HAHUS 3aMeYaHUW U [OCPEACTBOM HHTEIPUPOBAHHOMU
CUCTEMBbl TPEeJOCTaBISET AOCTYI YIOJHOMOYEHHOMY OpraHy (SKCHepTHOM
OpraHu3alliy) rocyjapcrBa MPU3HAHUS K SKCIEPTHOMY OTYeTY 00 OIlleHKe
C BHECEHHBIMHM U3MEHEHHUSIMHU.

YIO/IHOMOUYEHHBI opraH (dKCIepTHas OpraHu3alus) pePepeHTHOro
rocyjapcrBa BIpaBe 3alpoCHUTb Y 3asBUTEIIS JOINOJHUTEIbHbIC JIaHHBIE,
HEOOXOJIMMbIE JUISl  3aBEPILUEHHMsI HKCIEPTH3bl C YYETOM 3aMEYaHMH,
MOJYUYEHHBIX OT YIOJHOMOYEHHBIX OPraHoB (9KCIEpPTHBIX OpraHu3alui)
rOCyIapcTB MPU3HAHUS, M IMOCPENCTBOM HHTETPUPOBAHHOW CHUCTEMBI HIIH
MHBIM CcIIOCOOOM coolbuiaer 00 O5TOM 3asBUTENI0 U YIIOJHOMOYEHHBIM
opraHam (3KCIEepPTHBIM OpraHMU3alMsIM) rocyaapcTB NPU3HAHUS.

3asgBUTENb HANpaBisieT B YIOJHOMOYEHHBIH oOpran (dKCIEepTHYHO
OpraHu3anuio) pedepeHTHOro rocygapcTBa OTBET Ha 3alpoc B TeUCHHE
7 pabouux JHel co [Hs MOCTYIUIEHUs 3alpoca OT YIIOJIHOMOYEHHOr0 OpraHa
(okcrepTHOM ~ opraHuzaluMu)  pe@epeHTHOro  rocyJapcTRa. Cpox
MpeJCTaBICHUsl 3asBUTEJIEM OTBETa Ha yKa3aHHBIH 3alpoc He BKJIIOYACTCS
B OOWMH CpoOK HpOBEIEHUs  [POLEAYpPbl BHECEHMS]  M3MEHEHMMH
B PETUCTPALMOHHOE 10ChE BaKIUHbI 1)1l NPO(UIIAKTUKHN I'PHUIIIIA.

YTHONMHOMOUYEHHBIH OpraH (9KcHepTHash OpraHu3alius) pedepeHTHOro
rocylapcTBa  YBEIOMJSIET  YIOJHOMOYEHHBIE  OpraHbl  (dKCIEpTHBIC
OpraHu3alyu) TOCYJapCTB TMPHU3HAHUS O BO30OHOBIEHHM MPOLEAYPHI
BHECEHUSI U3MEHEHUH B PErUCTPallMOHHOE JIOChE BAKITMH ISl TPO(PHITaKTHKH
TpUMIa M TPeJOoCTaBIsieT MM  JOCTyI K  3alpOoIIeHHBIM JaHHBIM
B TeueHue 2 pabouumx JOHEH €O [JHS TMOCTYIUICHUS TaKUX JIaHHBIX
B YIOJIHOMOYEHHBI OpraH (9KCIEPTHYIO OpraHu3anuio) pedepeHTHOro
rocy1apcTBa.

YTO/IHOMOUYEHHBIH opraH (3KcrHepTHasi opraHusaius) pedepeHTHOro

rocyjlapctsa TIMOATOTABJIUBACT TIPOCEKT OJBKCIEPTHOTO OTYETA 00 OII€HKE
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C YYETOM [peJCTaBICHHBIX 3asiBUTENEeM JOMOJHUTEIbHBIX JaHHBLIX |
B TedeHue 5 pabounmx JHell co [HS BO30OHOBIICHHS DKCIIEPTHU3HI
B peQepeHTHOM TrocyJapcTBe MOCPEICTBOM HHTETPHPOBAHHONW CHCTEMBI
MPEJOCTABISET YMOJHOMOUYEHHBIM OpraHam (IKCIEePTHBIM OpraHU3alusM)
roCy1apCcTB MPU3HAHUS JOCTYI K HEMY.

YIOJHOMOYEHHBIM OpraH (3KCHepTHasi OpraHu3alMs) TocynapcTBa
MPU3HAHUS MpUHUMAET peleHue 0 BHECEHU U U3MEHEeHHH
B PETUCTPAllMOHHOE OO0Che BaKIUH MJIs MPOdUIAKTHKH TPHUINa HId 00
OTKa3e BO BHECEHMU B HErO M3MEHEHUH B TeueHHe 2 padouyux gHEH co IHsA
IPeJOCTaBICHHs YIIOJHOMOYEHHBIM OpraHaM (9KCTIepTHBIM OpraHH3alusM)
roCyIapcTB MpU3HAHUS JOCTyIa K OKCIEPTHOMY 3aKIIOYEHHIO U
IIOCPEACTBOM MHTEIPUPOBAHHON CHCTEMBI WM UHBIM CIIOCOOOM YBEIOMIISIET
3adBHUTENSl W YIOJHOMOYEHHBIH OpraH (9KCIEepPTHYIO OpraHU3alHio)
pedepeHTHOro rocyapcTBa O MPUHSITOM PEIIEHHH.,

Ilocne npuHATHS yNOTHOMOYEHHBIMH OpraHaMu  (9KCIEePTHBIMU
OpraHuzauusiMu) pegepeHTHOro TOCYJapcTBAa W TOCYAapCTBA IPU3HAHMS
pelIeHnss O BHECEHMM HW3MEHEHMH B pEerucTpalliOHHOE JIOChE BaKIIMH
JUIsl TPO(UIAKTUKY TPUNIA U MOJTYYSHHUS] COOTBETCTBYIOLIETO YBEIOMIIEHHS
3asBUTENIb B TeueHUe 7 pabouux AHEH cO JHS MOJTYYCHHS] UM YBeIOMJIEHHs
MpeJCTaBIsieT B YIOJTHOMOYEHHBIE OpraHbl (3KCIEPTHbIE OpraHU3alliH)
peepeHTHOro TrocynapcTBa W TOCYAapCTB IPU3HAHMS TEpeBOd 0OIIeit
XapaKTepUCTUKH JIEKAPCTBEHHOTO IMIperapara, JIMCTKAa-BKJIAAbIIA, MAaKETOB
YIaKOBKH BaKIUHBI 17151 MPO(UIAKTHKYU I'PUIIIA HA IOCYapCTBEHHBIE SI3BIKH
peepeHTHOr0 rocyAapcTBa W TOCYNApPCTB NpU3HAHMS (IpH  HAIWYUU
COOTBETCTBYIOILLIEr0 TpeOOBaHUSI B  3aKOHOAATENhCTBE  pedepeHTHOro
roCyJ1apcTBa M TOCYIapCTB IMPU3HAHUS).

YTOTHOMOUEHHBIH opraH (3KcrnepTHasi opraHuzanus) pedepeHTHOIro

rocynapcrsa JAJOBOOUT JO CBCIACHHUS 3asiBUTCIISI PEIICHME O BHCECEHHH
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M3MEHEHHUH B PETHCTPAIIMOHHOE JOChE BaKLMH JUIsi NMPOPUIAKTHKH TPHUIIIA
M BBIJIAET €My HOBBIE PETUCTPALlMOHHbIE JOKYMEHTBI B CpPOK, He
npesbiaomui - 40 xaneHZapHBIX JHEH co JHA Hayala IIpOBEIECHMS
MpOLeLypbl BHECEHUS M3MEHEHHUHM B PErucTpalioOHHOE J0ChE BaKLMH JUIs
NpoPUIAKTUKKH  TpUIINa, WM B CPOK, HE  IPEBBIAOIIUII
10 xanenjgapHbIX AHEH co [OHS BO30OHOBJICHHS YKa3aHHOW MPOLELYDHI
Mmocjie IPEeNCTaB/IeHUs] 3asBUTENEM OTBETa Ha 3alpoc O IpeCTaBIeHUH
IOIOJHHUTEIbHBIX JaHHBIX, HEOOXOAMMBIX IJIl 3aBEpIICHHUs IKCIIEPTH3EI
PErUCTPALMOHHOIO JOChE BaKIUH 715 TPO(DUIAKTHKY TPUIITIA.

VYIOIHOMOYEHHEIE OpraHbl (SKCHEPTHHIC OpraHu3alllM) TOCyAapCTB
IIPU3HAHUS JOBOAAT JO CBEJEHMUS 3asBUTENS] peEIIeHHEe O BHECEHUHU
M3MEHEHUM B PErMCTPAallMOHHOE JOChe BaKUUH JUIsl MPOMUIAKTUKHE [PHIIIA
M BBIJAKOT €My HOBBIE PErMCTPAllMOHHBIE JIOKYMEHTBI B  CPOK,
He npesplmaronii 40 KaJeHIapHBIX JHEH €O [HS Hayaja IIPOBEICHHS
MpoLEenypbl BHECEHHS W3MEHEHUH B pPETrMCTPallMOHHOE JIOChe BAaKI[MH
I NpoQUIAKTUKM TpUINa, WIM B CPOK, HE MPEBHIIAIOLINIA
10 xanennapHeIX AHEN CO AHSI BO30OHOBJICHHS YKa3aHHOU MPOLENLYPBI 110CIIE
NpEeJICTaBIEHUs]  3asBUTE/IEM OTBeTa Ha 3ampoc O MPeICTaBlIeHHUH
JOTIOJIHUTENBHBIX JaHHBIX, HEOOXOAMMBIX JUIsl 3aBEPIUICHHS DKCIEPTU3bI
PETUCTPALMOHHOIO JOChE BaKUMH I MPOPUIAKTUKY TpUMa (IpH yCIOBHH
npeacTaBIeHUs 3aslBUTENIEM JIOKYMEHTOB, HEOOXOTUMBIX
JJIsl BHECEHHMsS] M3MEHEHUH B PEruCTpalliOHHOE JOChe BaKUMH JUIS
IpOo(UTAKTUKH TPUIITIA).

VYIIOJIHOMOYEHHBIE OpraHbl (SKCIIEPTHBIE OpraHu3alliu) TOCYAapCTB
MPU3HAHUA TIOCPEACTBOM UHTEIPUPOBAHHON CHCTEMBI pa3MEIIalOT CBEEHUs
O BHECEHMM W3MEHEHHUH B pErucTpallMOHHOE JIOChe BaKLUMUH IS

NpO(QHIAKTUKU Ipula U OOHOBIEHHBIE JOKYMEHTHI PErHCTPALMOHHOTO
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JOChe  BaKUMH Uil NPOPUIAKTHKU TPUIN B  €IMHOM  peecTpe
3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPENICTB.

B ciyyae  mOArOTOBKM — 3KcmepTHoro  ordyera o0 OIeHKe
¢ OTpHULIATeJIbHBIM 3aKJIFOYEHUEM, Ha  OCHOBaHWM KOTOPOTro
YIOJHOMOYEHHBIM OpraHoM (3KCIEpTHOH opraHuzanueit) pedepeHTHOro
rocyaapctsa OyJeT MPUHSTO pelieHue o0 OTKa3ze BO BHECEHMM H3MEHEHHH
B PErUCTPaLMOHHOE JOChE BAKLMHBI 1)1 TPO(UIaKTHKH TPUIITA, YKa3aHHbIH
YIIOJIHOMOYEHHBIH opraH (dKcriepTHas opraHu3aiius) B TeueHrne 10 pabounx
JIHEH CO JIHSl NPUHATHUSL TAKOTO PELIEHUs YBEAOMIISIET 00 ITOM 3asBUTEIIS

B JIEKTPOHHOM H (I/IHH) IMHCBEMEHHOM BHJIE.

2. IlpenanieMuueckre (300HO3HBIE) BaKITUHEI
JUTst PO UIAKTUKHU TPUTIIa

2.1. TpeboBanus K 3asBJICHHIO O PETHCTPALIUU
IpenasaeMUYecKoi (300HO3HOM) BaKUMHBI 11 TPODUITAKTUKY TPUIIIA
3asiBJIeHHE O PEerucTpaluy MpernaHIeMUuecKor (300HO3HOW) BaKIMHEI
UL NpO(QWIAKTHKM TpHINa [0JaeTcsi B YIOJTHOMOYEHHBI opran
(3KCIEepTHYIO OpraHu3aluio) pedepeHTHOro rocyJapcTBa B COOTBETCTBUHU
¢ pasupesoM | u moapasgenom 12.2 pazpena Il mpunoxenms No |

K [TpaBunam.

2.2. TpeboBaHus K 3asiBJICHUIO O BHECEHUH U3MEHEHHH B IIITaMMOBBI
COCTaB IpeNnaHAeMHUUeCKO (300HO3HOM ) BAKIIMHBI
JUTSL PO UIIAKTUKY TPHUIIIA
3asBieHHEe O BHECEHHWM W3MEHEHMH B  IITAaMMOBBIM  COCTaB

NpenaHieMUYecKOl (300HO3HOM) BakUMHBI Ui TNPOGUIAKTHKH TPHIIIA

Hooa€TCsA B BHIAC HM3MCHCHHA B PETUCTPALIHOHHOE OOCHE. VYkazanHoe
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U3MeHEeHMe  Kiaccupuuupyercss kak Ttun Il B COOTBETCTBHH ¢

noapazjenom b.l.a.5 npunoxenus Ne 19 k [Iparunam.

3. [Tannemuueckue BaKIUHBI 151 TPOPUTAKTHKH
TPUIINA U BAKIIMHBI TOTOBHOCTH K MAHEMUM

3.1. TpeboBaHusl K 3asBIEHUIO O PETUCTPALINH
BAKI[MHbI TOTOBHOCTH K TTaHIEeMHH

B mensix moAroToBKM K TMaHAEMHH MPOU3BOIUTEIH BAKIUH I10AKOT
3asBJICHHE O PpEerucTpaluy KaHAWJATHOW MaHJeMHYeCKON  BaKIIMHEI,
coJlepskallleid 1ITaMM BHpyca € MaHJEMHUYECKUM TMOTEHIMAIOM (BaKIMHY
TOTOBHOCTHU K TTAaHAEMHH ).

Coznanve JJaHHOTO THMA BaKIMHBI TPEJNoJaraeT HMCIoJIL30BaHHE
KOHILIeNUK MakeTHOW BakiuHbl (mock-up). CormacHo JaHHOW KOHIEIILIMH
HOBasl perucTpupyemasi BaKIMHa TOTOBHOCTH K IMMaHAEMHH W MaKeTHas
BaKI[MHA OYIyT UMETh CIEAYIOLIHE OMUHAKOBEIE XapaKTePUCTUKH

rapamMeTphl TPOU3BO/ICTRA;

TEXHOJIOTHUSI IPUTOTOBJIEHHUS],;

COCTaB  BaklMHB, B TOM 4YHCJI€ COJIep)KaHWe  aHTHIEHa,
BCIIOMOTATeJIbHBIX BELIECTB, albIOBaHTa (P HEOOXOAUMOCTH) M JIPYTHX
KOMITOHEHTOB (3a HUCKJIFOUEHHUEM IITaMMa (IITaMMOB));

roKaszaTesM clelUu(pUuKali U MEeTOJbl KOHTPOJIsS KauecTBa BaKITHHEI
FOTOBHOCTH K MaHAESMUHU.

[Tpu npusnanuun BO3 wim ynolHOMOYEHHBIMU OpraHaMH rOCYIapCTB-
YJIEHOB TMaHJEMHYECKOH CUTyallud [0 TPHUINY 3asgBUTENb 00sA3aH
NPEJCTaBUTh B YIOJHOMOYEHHBI OpraH (3KCHEPTHYIO OpraHU3alnio)
pedepeHTHOrO  rocyJapcTBa  3asiBJI€HHE O  BHECEHUM  HM3MEHEHHid
B PErucTpalMOHHOE JOChe BaKLUHbLI TOTOBHOCTHU K MaHjeMUu (0OHOBJIEHHE

NaHAEMHYECKOro  IITamMMa) B COOTBETCTBUM ¢ myHKToM  4.1.3
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[TPUITOXKESHM ST Ne 19 k HpaBI/IHaM C ICJIBKO BKJ/IIHOYEHHSA IMaHIEMHYECKOI'O
MTaMMa B BAKIIMHY I'OTOBHOCTH K ITaHACMHH (OGHOBHQHHG Ma"naACMHYCCKOIrO

mramMmma).

3.2. TpebGoBaHus K perucTpalliOHHOMY J10ChE
BaKIIMHBI TOTOBHOCTH K MaHAEMUH B Cliydae yrpo3bl
pPa3BUTHS MaHIEMUUYECKON CUTYaIUH

B cimydae  yrposbl  pa3BUTHS  TAHJAEMHYECKOW  CUTyallMH
perucTpalMoHHOe J0Che BakKIMHBI TOTOBHOCTH K MaHJICMHH HOJIKHO
Co/iepKaTh JIaHHbIE O TMOTEHIIMAJILHOM MaHJeMHUUYECKOM IITaMMe (IITaMmMmax)
(TpebGoBaHUs K JIaHHBIM COJIepXKaTcs B pasiene 5 HacTosimmx TpeboBanmii).
3asgBUTENb BIIpaBe MOJATh PETHUCTPAIIMOHHOE [OChE, COAEpIKalllee TOJIBKO
TaHHBIE O BBOJUMOM (BBOJMMBIX) B COCTaB BaKIMHBI LITaMMe (LITaMMax)
M COCTaBJIeHHOE Ha OCHOBE JOCTYIHBLIX JaHHBIX, B LEJSX yCTAHOBJIEHHMSI
MOCTPETUCTPALIMOHHBIX ~ Mep  (perucTpalld Ha  YCJIOBHUSX  BaKI[UHBI
FOTOBHOCTH K MaHAEMHH) MPHU YCJIOBUHU, YTO B Cllydae Yrpo3bl Pa3BUTHSI
MaHIeMHYECKON cUTyalnmu U mociie oobsBiaeHus BO3 manaeMun 3asiBUTENb
rapaHTUpyeT TMpeACTaBICHUE B YIOJIHOMOYEHHBIH Opran (9KCHEpPTHYIO
opranuzaluio) pedepeHTHOro TrocyAapcTBa pe3yibTaTOB KIMHHUYECKUX
WCCIIEJIOBAHUH M BBIOJIHEHWE  TpeOOBaHWM B COOTBETCTBHH
¢ pazgenom VII IlpaBun. Ilocne obwsBienmst BO3 yrpossl MmanmeMuu
3asBUTENIF0  CJIeAyeT B BO3MOXKHO KOPOTKHE CPOKH HHHIIMHPOBAThH

KOHCVYJIETAIIUHU C YVITOJIHOMOYEHHBIMHW OpPraHaMi rocy/J1apCcTB-4JICHOB.

3.3. TpeboBaHUs K 3asBJICHUIO O BHECEHUH U3MEHEHHU
B COCTaB MMaHIEMHUYECKUX TPUIIIIO3HBIX BAKIIMH
(M3MeHeHue MaHJAeMUYecKoro TaMMa) BO BpeMs aHIeMUN

ITocne odunmansHoro mnpusHaHus mnaHaeMun (oObsBiaeHus BO3

B YCTAHOBJICHHOM IIOPAIOKE MaHeMHUYEeCKON CUTYalluUu WJIH OOBSIBIIEHUS
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COOTBETCTBYIOIMMHU  YIIOJTHOMOYEHHBIMU OpraHaMu TocyAapcTB-4JICHOB
SMHMJEMHMH,  BBI3BAHHOM  MAHIEMHUYECKUM  THUIIOM  BHpyca  TpHUIIIA)
3asBUTENb BIIPaBE IPEACTABUTH B YIIOJHOMOYEHHBIH OpraH (9KCMEepTHYIO
OpraHu3anrio) pe@epeHTHOro rocyiapcTBa 3asB/ieHHE O BHECEHHH
W3MEHEHUH B COCTAB MAaHJIEMUYECKMX TPUIIO3HBIX BAKIUH (00 M3MEHEHUH
NaHJEMHUUYECKOro  IITaMMa) B IeJsSIX  BKJIIOYEHHUS  OOBSIBIEHHOIO
NaHJEMHUYECKOTO [ITaMMa B [aHJAeMUYeCcKyl BaklMHY (OOHOBJIEHHE
NaHJEeMUYECKOTO ITaMMa).

IIpu orcyTcTBUM ONpeNeNeHHbIX OKJIMHUYECKUX WA KIUHUYECKUX
JAQHHBIX B  OTHOLIEGHWH  OOBSIBICHHOIO  IAHAEMHYECKOro  IITaMMa
3asBUTEb 00sA3aH INPEACTAaBUTh B YIOJHOMOUEHHBIH OpraH (dKCIEPTHYIO
OpraHu3alMoo) peQepeHTHOro rocyaapcTBa HEAOCTAOIINE JOKIUHUYECKHE
U KJIMHUYECKUE JaHHble B CpPOK, COIJVIACOBAHHBIA MEXKIY 3asiBUTENIEM
M YNOJHOMOYEHHBIM OpPraHOM (3KCHepTHOH opranu3zanueil) pedepeHTHOTo

rocyaapcTaa.

4. Peructpanus BakIIMH BO BpeMsl MaHIeMUU
4.1. DxcrpenHas npoueaypa

[locne  oObsiBienuss BO3  maHgeMuueckod — CHTyalldd WM
OOBSIBIICHUS COOTBETCTBYHIIUMHU YIOJHOMOYEHHBIMH opraHamu
rocy1apCTB-4IEHOB JMUAEMHH, BBI3BAaHHOM MaHAEMHUYECKHUM THUIIOM BHpYcCa,
perucrpauuss ~ HOBOM  MaHJEMHUYECKOW  BakIMHBI  OCYIIECTBIISETCS
B AKCTPEHHOM TOPSIJIKE.

B cny4yae oOTCyTCTBUS MaHOEMUM 3asiBUTENIb BIIpaBe NPEJCTAaBUTh
B YIOJHOMOYEHHBIH Opral (9KCIEPTHYIO OpraHuzalui) pedepeHTHOro
rocyJlapcrsa perucTpallMoOHHOE J0Che, COJeprKalllee HEeMOJIHbIe JaHHEIE,

B LEJsX perucrpalyd HOBOW NaHAEMMYECKOW BaKIUHBI TPU YCIOBHH,
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yto mnociie o0bsiBieHMs BO3 nangemMun OH CMOXET IIPEACTABUTH
B YIOJIHOMOYEHHBIH oOpral (DKCIEPTHYIO OpraHu3alluio) peepeHTHOro
rocyJlapcTBa  HENOCTalollie  KIMHUYECKWE JIAaHHBIE W BBINOJIHUTH
TpeOOBaHMs, INPEIbsBIAEMble K PErucTpaluu BaKIMH C YCTAHOBJIEHUEM
[IOCTPErUCTPALIMOHHBIX MEp (perucTpaldd Ha YCJIOBUSX) B COOTBETCTBHHU
¢ pasgenom  VII  IlpaBun. 3asButenio  HEOOXOJUMO  BKJIIOYHTH
B PETMCTPALIMOHHOE JOChE COOTBETCTBYIOLEE OOOCHOBAHHE BO3MOMKHOCTH
YCTAHOBJIEHUsI [IOCTPErUCTPALMOHHBIX Mep, OIHCaHHEe HEeAOCTAFOLIUX
JaHHBIX W TPWIOKWUTH K  HEMYy  [HCbMEHHOE  00s3aTelIbCTBO
MX IIPEJCTABJICHUS B YNOJHOMOYEHHBIH OpraH (3KCHEepTHYIO OpraHU3aluIo)
pedepeHTHOro rocyjaapcraa nyTeM BHECEHUS M3MEHEHUN
B PErMCTPAlMOHHOE JI0Che BAKIUH ISl TPOQUIAKTUKYN T'pUMNA. 3asBUTEIIO
ClIeAyeT B BO3MOXHO KOpPOTKHE CPOKM HMHULUHPOBATH KOHCYJIBTALUU

C YHOJIHOMOYE€HHBIMH OpraHaMHU IroCy1apCTB-4JICHOB.

4.2. Peructpaliys Ce30HHOK WU IpenaHIeMHIecKONH BaKIIMHEI
11 NPO(UIAKTUKY TPUIIIA B KAYeCTBE MaHACeMHUYECKON BaKIIHHEI
IS TPO(MIIAKTUKY TPUIITA

B 3aBUCHUMOCTU OT YCJIOBHH pa3BUTHS MaHAEMHHU, CKJIAILIBAIOLIEHCS
SIHUIEMUOJIOTMYECKOM ~ 00CTaHOBKM M (MJIM)  TPU  OTCYTCTBHH
3apEruCTPUPOBAHHON BAaKLMHBI TOTOBHOCTH K MaHJEMHH pa3peliaercs
M3MEHSATL  LITAMMOBBIM  COCTaB  COOTBETCTBYIOLIECH  CE30HHOW WM
IpenaHgeMUYecKOl  BakLMHBL B COOTBETCTBUM C MyHKTOM 4.1.3
npunoxenus Ne 19 k IlpaBunaMm mnpu ycrnoBuM, 4YTO BHECEHHE TaKHX
WU3MEHEeHUM obecrneyuT COXpaHEHHE KayecTRa, Oe3ormacHocTH
U 3(QQEKTUBHOCTH BaKLHWHBI A NPOGUIAKTHKHA TPUIIA W BIIOJHUMO

C HaquOﬁ TOYKH 3pCHHA.
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B cnyyae  HeoOXoaMMOCTH — perMcTpalMd — CE30HHOW WM
NpernaHJeMUYecKod BakKUMHbL I NpOQUIAKTUKH TPHIIA B KadyecTBe
MaHIEeMUYECKONW BaKIMHBI JUI NPO(QUIAKTUKYA TPUMIA 3asBUTEIIO CIEAYET
B BO3MOJKHO  KOPOTKHME  CpPOKM  HHHUIMHPOBATH  KOHCYJIbTAIlMH
C  YHNOJHOMOYEHHBIMH  OpraHamMu  (OKCHEPTHBIMM  OpTraHU3ALUSIMH)
roCy/1apCTB-YJIEHOB B IENSX COINIACOBAHMSI COAEPKAHUS PErHCTPALHOHHOIO
JOChE CE30HHOW WJIM IPENaHeMUYECKON BaKUMHBL Ui TPO(QHIAKTUKH

TpUIIIA.

5. Ilpouenypa usmMeHeHus IITAMMOBOI'O COCTaBa
CE30HHBIX BaKLMH I NPO(QUIAKTUKHI TPUIIA

5.1. O0Omue TpeboBaHUS K IPOIEAYPEe H3MECHEHHUS IITAMMOBOIO
COCTaBa Ce30HHBIX BaKLUH /15l NPODUIAKTUKY TPHUIIIIA

3asdBlleHWE W PErUCTPAUUOHHOE JOChE CE30HHBIX BaKIUH IS
NPOMUIAKTAKKA  TPUINA  JOJKHBI ~ COOTBETCTBOBATH  TPeOOBAHUSM,
yCTaHOBJIeHHbIM mpuiiokenueM Ne | k [lpaBunam, M mnpeacTaBiIsiThCsI
B (popMare o01Iero Texuuyeckoro JokymenTta (mamee — OT]T).

Jlommyckaercst 1oJaBaTh PerucTpaliMoHHOE JTO0ChEe CE30HHOH BaKIIMHBL
Il OpoUIaKTHKM —TPUMNA, KOTOpOe BKJIIOYaeT B cebs  TOJBKO
pazzensl OT/I, KOTOpBIE COOTBETCTBYIOT BHOCUMBLIM H3MEHEHUSIM M XapaKTep
KOTOPBIX OIpeJeSieH u3MeHeHHeM (OOHOBJIEHHEM) IITAMMOBOIO COCTABA.
OtrcyrcrBue kakoro-nubo u3z paszgenoB OT/l wnm npencrasnenne OT]]
B HEIOJIHOM 00beMe JODKHO  CONPOBOXKIATHCS — MOSCHUTEIBHBIM
JIOKYMEHTOM (C yKa3aHHEM IPUYUH OTCYTCTBHSI TaKUX Pa3[e/ioB WU (UIIHM)
IIPeACTaBJICHUS] JOKYMEHTA B HETIOJHOM 00BeMe).

TpeboBaHusi K MOIYJISIM PErHCTPALHOHHOIO J0OChE CE30HHBIX BaKLUH
I NpO(UIAKTUKM TPUIINA, YCTaHOBJIGHHBIC MojApasjenaMu 5.2 — 5.5

HacTosAmuX TpeboBaHul, puBeieHsbl ¢ yKazaHueM HoMepoB paszzaenos OT]]
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B COOTBETCTBUHU CO CTPYKTYpPOH pPErucTpalldOHHOTO JOChbE COTJIACHO

npuitokeHuto Ne 4 k [Ipauiam.

5.2. TpeboBanusi K TOKyMEHTaM PETHCTPALIHOHHOTO I0CHE
CE30HHON MHAKTUBHMPOBAHHOM BaKIIMHBI IS IPO(OHIAKTUKH
I'PHUIIIA [1IPU BHECEHUU U3MEHEHMH B IIITAMMOBBIN COCTaB
CE30HHBIX HHAKTUBHUPOBAHHBIX BaKIIUH
JUIsI TPO(PUIIAKTUKY TPUIITIA

3asiBIIeHHE O BHECEHMM U3MEHEHWM B IITAMMOBBINH COCTaB CE30HHBIX
MHAKTUBUPOBAHHBIX BaKUMH JUIsl MPOGUIAKTHKYA TPHIIIA IIPEACTABIISETCS
BMECTE C PErUCTPALMOHHBIM JI0ChE, KOTOPOE BKJIIOUAET B ceOsl yKazaHHbIE
Hwke paznensl. Jlioboe orTkioHenwe ot TpeOoBaHuii (B TOM 4ucie
OTCYTCTBUE HEOOXOAMMBIX WIIM JONOJHUTETbHBIX MaHHBIX) JOJKHO OBITH
00OCHOBAHO B COOTBETCTBYIOIIEM pazjiesie MOIYJsS 3 PEerucTpPalMOHHOIO
JI0OCbE€ U COOTBETCTBYIOLIEM pe3toMe (0030pe) Moayasi 2 perucTpaiioHHOro
JIOChE U COIVIACOBAHO C YIIOJHOMOYEHHBIMU OpraHamu (3KCIEepPTHBIMU
opraHu3alusMH) pePepeHTHOr0 TrocyJapcTBa OO0 I[OJadd  3asBUTENIEM
3asdBJIEHHS B YIOJHOMOYEHHBIH OpraH (PKCHEPTHYIO OpraHU3allHio)
pedepeHTHOro rocy1apcTha.

Monyns 1. AnMunucTpaTuBHas uHboOpMaLus

1. ConpoBonuTenbHOE MUCHMO (KaK MPH IEKTPOHHOM MPeCTABIEHUN
nokymeHToB B popmare OT/I (nanee — 50T/I))

1.1. Conepxanue (He TpeOyetcs npu nojade B popmare 30T/])

1.2. O0was gfokyMeHTanus

1.2.1. 3asiBiieHre O BHECEHWH M3MEHECHHIA

1.2.2. JIoKyMeHTBI, TOATBEPKAAIOLINE OIUIATy O3KCHEPTHBIX paboT
M () cOopa 3a  perucTpaudio  (MOUUIMHBI) B COOTBETCTBHH

C 3aKOHONATeJIbCTBOM I'OCyAapCcTBa-4JICHA, OCYIIECTBJIAOMIIETO0 PpErucTpantio
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1.3. O01mas xapakTepUCTHKa JIEKApCTBEHHOIO IIperapara, WHCTPYKITHS
10 MEJULIMHCKOMY IIPUMEHEHHIO (JIMCTOK-BKJIA/IbII ), MAPKUPOBKA

1.3.1. TlpoexTh! 00lIe#l XapakTepuCTUKH JIeKApCTBEHHOTO Ipernapara,
MHCTPYKLMKM 10  MEIMLUMHCKOMY TpPUMEHEHHIO  (JIMCTKA-BKJIAJIBIIIA)
1 MaKeTOB MapKHPOBKH, COCTaBJICHHBIE B COOTBETCTBUH
C TpeOOBaHUAMHM K HMHCTPYKUMU 1O MEIUIMHCKOMY TPUMEHEHHUIO
JIEKapCTBEHHBIX IpenapaToB M O0OLIeH XapaKTepUCTHKE JIEKAPCTBEHHBIX
npernaparoB  JUis  MEAUIMHCKOTO  TNPUMEHEHHUs,  YTBEPKICHHBIMH
Pemiennem Cosera EBpasuiickol 3KOHOMHMYECKOM KOMHCCHM OT 3 HOSIOps
2016 r. Ne 88 (nmasee — TpeOoBaHMsI K MHCTPYKLUHHU IO MEIUIMHCKOMY
[IPUMEHEHMIO JIEKapCTBEHHBIX MPenaparoB)

B TekcThl JOmMycKaeTcs BHOCUTh W3MEHEHHUs, OOYCIOBJIEHHEIE
UCKIIFOUUTEIIbHO [ITaMMaMu, HCIOJb30BAHHBIMU B yKa3aHHOM
ANUJIEMUYECKOM CE30HE.

1.7. Nadopmanus o cenuanucrax

1.7.1. Undopmanisi o crHeuUaqucTe, IMOATOTOBUBIIEM pE3IOME 110
Ka4ecTBY

Monyns 2. Pestome o011ero TeXHH4YeCKOro JOKyMeHTa

2.1. Conepxanue moaysent 2 — 5

Conepxanue moayneit 2 — 5 (He TpeOyeTcs MpU Mojaye JOKYMEHTOB
B popmate 30T/).

2.2. Brenenne B OT/]

OOHoOBNIEHME WM [ONOJIHEHWE TMpeblayllero BBeAeHUs (eciu
IPUMEHHMO).

2.3. O01uee pe3tome 110 KauecTBY

OOHOBJIEHHE HWJIM JIOTIOJIHEHWE TMPEJbIIYIIero OOIIero pe3ioMe 110

Ka4YeCTBY.
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Monyab 3. KauectBo

3.2.S. AktuBHas (papmaneBTuueckas cyoctanuus (nainee — ADC)

3.2.S.2. IIpouecc nmpoussoacta ADC

3.2.5.2.3. KoHTpOJIb HCXOIHBIX MAaTEePHAIOB

JlomkeH BKJIIOUYATh:

MIOCEBHON Marepuai: HUCTOpUs, MOPSIOK TMoJiydeHus: (HMCTOYHHK,
JiaTa, YCIOBHS MOJy4eHHs ), aCOPT ITaMMa,

UCTOPUIO  [acCUpOBaHUsi  (KOJMYECTBO  maccaxkeil,  yCJIOBUS
MacCUpPOBAHMSI, CyOCTpAT KyJIbTHUBUPOBAHHS);

YCTaHOBJICHHE XapaKTepPUCTHK TEeMarrjIlOTHHWHA M HeHpaMUHUIA35]
(1aHHBIE  CEpOJIOTMYECKMX  HCCIENOBAaHUH U (WJIM)  MOJIEKYJISIPHO-
reHeTHYECKUX METO/IOB UCCIIeIOBAHMUS);

MPOTOKOJIBI UCTIBITAHUH (BKJIIOYAsl Pe3yJIbTaThl UCIBITAHUNM MOCEBHOIO
Marepuana).

3.2.5.2.4. KOHTpOJIb ~ KPUTHUYECKHX CTaJWid M  MPOMEKYTOUHOU
MPOTYKITHH

3.2.5.2.5. Banupanuss TpoU3BOJCTBEHHOTO TMpolecca W (WiIH) ero
OlIEHKa

Banupanuss npou3BOACTBEHHOIO Ipoliecca JUisi MOHOBaJEHTHBIX
He(acoBaHHBIX MPOJYKTOB (MomyhaOpHKaTOB MOHOBAKIIUHBI) JAO/DKHA
npejlycMaTpuBaTh:

MU3MEHEeHHUsl, crielu(PUUHbIe NI TIpolecca MPOU3BOACTBA BBOIHUMOIO
ITamMmma;

BaJIMJALMIO KPUTHUYECKHX CTalIuil MpPOU3BOJCTBA, O0OYCIOBIEHHBIX
BBOAMMBIMH B IIPOU3BOJICTBO LITAMMAaMU;

poLecc HHAKTUBALUU BUPYCa;

9¢(PeKTUBHOCTB pacllenieHus BUpyca (eCi MPUMEHHUMO ).

3.2.S.3. Onucanue xapakrepuctuk ADC
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Bri6op HCCIIEIOBAHUN MO0  YCTAHOBJCHUIO  XapaKTePHUCTHK
(pacmpeneneHue Mo pa3Mepy 4acTHull, HaJH4Khe arperatoB  T. J.).

3.2.5.4. Kontpoas kauecta APC (MOHOBAKIIMH)

3.2.5.4.1. Cnenudukanust

Konuu ytBepxaeHHbIX crieuudukannii B TadbanyHom dopmare.

3.2.5.4.2. AHanUTUYECKHE METOJUKHU

3.2.5.4.3. Banunanus aHaJIUTHYECKUX METOIUK

Banupanuss MeTONMKHM OJWHOYHOM paguaibHOH HMMYHOAUGDY3UH
JUISS  BBOJIMMOrO IITaMMa (IITaMMOB) C YYeTOM COOTBETCTBYIOLIHX
CTaHJApPTHBIX 00Pa3LOB.

3.2.5.4.4. Ananu3sbl cepuii (pe3yIbTaThl aHAINU3a CePUiA)

JIOJDKHBI  BKJIFOYATh  CIEAYIOIIME pe3yJIbTaTbl MCIBITAHUU MEPBBIX
TpeX Cepuid MOHOBAJICHTHBIX He(ACOBaHHBIX MPOAYKTOB (BKJIIOYAS
MoKazaTeJd MOJUIMHHOCTH TIeMarrjiloTHHUHA ¥ HeHpaMUHHMAa3bl) TMpU
YCIIOBHH, UTO 3TH IPOYKTHI TOJTyYEHBI:

U3 KaXJ0W cepur pabodero MOCEBHOIO MaTepuaia HOBOI'O TIJIABHOTO
MOCEBHOTO MaTepuasa BBOJUMOTrO mTamMmMa (IITaMMOB);

M3 Kaxaod cepur padoyero MOCEBHOrO0 maTepuata OJa00peHHOro
rJIaBHOTO TOCEBHOI'0 MaTepHaja BBOJUMOTO ITaMMa (IITaMMOB) (B cllyyae,
ecJii Tpoleaypa MOJArOTOBKH pabouero MmoceBHOrO MarepHayia OTIHYaeTCs
OT  MpoueAypbl  HOATOTOBKM  pabodyero  IMOCEBHOIO  MaTepuala,
perjiaMeHTUPOBaHHOH! paHee).

3.2.8.7. CTabUIBHOCTE

Ucnbitanuss A®PC Ha craOWIBHOCTE: HEOOXOAMMO MPEACTABUTH
pe3yJIbTaThl MCIBITAHUH MOHOBAJEHTHBIX Hepac(acoBaHHBIX IPOIYKTOB,
eClIi OHH HCTIONB3YIOTCS Oonee 1 roza.

3.2.P. JlekapcTBEHHBIM Ipenapar

3.2.P.1. Onucanue ¥ cocTaB JIEKAPCTBEHHOIO Mpernapara
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[TpuBoauTes cocTaB BaKLUHBI.

3.2.P.2. ®apmaneBTuyeckas pazpadboTka

3.2.P.2.2.1. PazpaboTka jsiekapcTBEHHOH (popMBbI

M3MeHeHHBI €OCTaB BakLMHBI (IITAMMbl HOBOTO SIHIEMHUYECKOIO
CE€30Ha) U, €CJIM OBIJIO BBIABHHYTO TpeOOBaHHE O MPOBEJCHUN KIMHUYECKOTO
MCCIIE0BAHNUS C LIeJIbI0 000CHOBAHHUS €XKEroJHOTO OOHOBJIEHHUS, CePTH(GHUKAT
aHaJM3a CepUM, HCIOJb30BAHHOW B  KJIMHUYECKOM  HCCIIeOBaHHH,
110 Mepe MOJIFOTOBKH YKa3aHHOTO CepTH(HUKATA.

3.2.P.3. lIpouecc mpon3BOICTBA JIEKAPCTBEHHOI'O IIpernapara

3.2.P.3.2. CoctaB Ha cepHio (IIPOU3BOACTBEHHAs peLenTypa)

3.2.P.5. KoHTposb KayecTBa JIEKapCTBEHHOTO MperapaTa

3.2.P.5.1. Cnenudukanuu

Konuu yTBEep)KIEHHBIX creuu(UKaluuidi W METOJUK OIpeaecHHs
nokasarenei cnenudukalyii B rabinunom Gopmare.

3.2.P.5.3. Banuganusa aHaIIMTHYECKUX METOJIUK

Bamupanus MeTOAMKHM OOWHOYHON paivaJbHOW HMMYHOIU(DQy3un
UL HOBOro [ITaMMa (WITamMOB) (C MCIHOJIb30BAaHWEM TPEXBaJIEHTHOIO
Hepac(pacoBaHHOTO MPOAYKTA WITH JIEKAPCTBEHHOTO Tpernapara).

3.2.P.8. CTabuabHOCTH JIeKapCTBEHHOTO IIpernapara:

JJaHHBbIE O CTAOUIILHOCTH B MPEABIAYIIEM Ce30He;

00513aTeIbCTBO MO HUCCIENOBAHUIO CTAOUIIBHOCTH BAKL[UHBI B TEUEHUE
CpOKa €€ NPUMEHEHUSI;

[IPOTOKOJIBI  MOCTPErMCTPAIIMOHHBIX ~ HUCCIIEOBAHUM  CTAOMIIBHOCTH
BaKLIMHBI.

Ecim moceBHOM Marepuan NpoBepsieTCsl HA HaJIW4yhe MOCTOPOHHHMX
areHTOB C IIOMOUIBIO MOJMMepa3Hoi 1enmHod peakuuu (manee — IIIIP)
M eclii TocJle KOHCYJbTAIMKM C 3KCIepTHOW opraHuzaiueidl pehepeHTHOro

rocyaapcraa ObLIa corjlacoBaHa HEOOX0IMMOCTH [IPOBEJICHUSI
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nononuutenbHbix TIIP-ucnbeiTanuii moceBHOro wmarepuana, 3TH JaHHBIC
HEOOXOIUMO BKJIIOYUTh B pPETUCTPALIMOHHOE Jloche BaKLMH

JUTSt PO UITAKTHKY TPHUIIIIA.

5.3. TpeboBanust K IPEACTABICHUIO JONOJHUTENIbHBIX JIaHHBIX
(mocne 3ampoca ynoJHOMOYEHHOIO OpraHa rocyjiapcTpa-ujieHa)

B cnyuae 3anmpoca AOMOJHUTENBHBIX JaHHBIX (B 3aBUCHUMOCTH OT THIIA
MpeACTaBIsIEMbIX  JOMOJHUTENBHBIX  JaHHBIX)  HEOOXOJUMO  MOJATh
COOTBETCTBYIOILIME paz/ielibl PErucTPallMOHHOIO JIOChe Ha H3MEHEHHe
B popmate OT/IL.

Mopuyns 1. AqMuHHCTpaTHBHAS HHPOPMALIUS

1. ConpoBoaurensHoe nucsmo (kak B OT/T)

1.1. Conepxkanue (He Tpedyercs npu noaade B popmare 30T /1)

1.7. Uudopmarnus o cnienpamucTax

1.7.1. Undopmarius (kpaTKO€ pesrome) 0 CIELHAIUCTE,

MOJrOTOBUBIIIEM PE3IOME T10 KAYECTBY
Monyns 2. Pe3tome 0011ero TeXHUUeCcKoro JJIOKyMeHTa

2.1. Conepxanue moayneit 2 — 5 (He TpeOyeTcs mpu nojade B hopmare
»OTH)

2.2. Beegenne B OT/]

OOHOBJICHHE WM  JIONOJHEHHE [PEAbIAYIIEro BBeAeHUs (eciu

MIPUMEHHUMO).
2.3. O61iee pe3toMe MO KauecTBY

OOHOBJIEHUE WJIM JIONIOJIHEHWE TpeAblIylIero oOLero pesome Io

KauecTBY (€CH MPUMEHHUMO).
2.5. O630p KJIMHUUECKUX JaHHBIX

OOnHoBjieHHe WM JOMOJHEHHe Mpedblayliero o63opa  (eciu

ITPUMEHHUMO).
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2.7. Pe3toMe KIMHUYECKUX JaHHBIX

OOHOBIIEHHE WM JOIOJHEHHE MPEBIIyIIero KIMHUYECKOro o03opa
(eci IPUMEHHUMO).

Mudopmanus, comepkaiiasicss B MOLYJISIX 3 — 5, NpeactaBiisercs
B CITyyae 3armpoca JOMOJHUTENBHBIX JAHHBIX MO KAuecTBY, TOKIHHUYECKHX'

2
H (HHH) KIIMHHYCCKHUX HaHHBIX.

5.4. TpeboBaHusl K JIOKYMEHTaM PErUCTPAlMOHHOIO J0ChE O BHECCHHH
MU3MEHEHHUH B IITAMMOBBIN COCTAB )KUBBIX aTTEHYHPOBAHHBIX
BaKIIMH JIJIs MTPO(PHUIAKTUKH TPHUIIIIA

3asiBlieHHWEe O BHECEHWM HW3MEHEHWH B IUTAMMOBBIH COCTaB JKHUBBIX
aTTEHYMPOBAHHBIX BaKUWH JIsl TPOGUIAKTUKH TPHUIINA JIOJDKHO COIEPIKaTh
yKa3aHHYI0 HIDKEe T0KyMeHTaluo. OTKIOHEHHe OT TpeOoBaHHUH (OTCYyTCTBHE
HEOOXOAUMBIX WM JOMOJHUTENBHBIX NaHHBIX) JOJIKHO OBITH OOOCHOBAHO
B COOTBETCTBYIOIIEM pa3zzesie MOAYJIsl 3 WU B COOTBETCTBYIOIIEM pe3loMe
(0030pe), a TakIKe COIIACOBAHO ¢ YIIOJHOMOYEHHBIMU OpraHaMM roCyaapCTB-
4JICHOB 0 MOJAuU 3asIBICHUSL.

Moayie 1. AnMuHUCTpaTUBHAS HHDOpMaLIUS

1. ConpoBoaurebHoe nucbMo (kak B OT/I)

1.1. Conepxanue (He TpeOyetcs npu nojade B popmare 20T))

1.2. O0wiast JoOKyMeHTalus

1.2.1. 3asiBieHrEe O BHECEHUH U3MEHEHUH

1.2.2. JlTokyMeHTBI, NoJTBepxkjaroliue omniary cOopa (MOILIMHEI) 3a
MOJTBEPIKACHNE pPEerucTpalunu (IepeperucTpanuio) 1 IKCIepTu3y B ciydae
M TOpsAKe, YCTAaHOBIEHHOM B COOTBETCTBHHM C 3aKOHOJATEJIbCTBOM
pedepeHTHOro rocylapcTBa-djieHa

1.3. O0mass XxapakTepucTuKa JeKapcTBeHHOro IperapaTa, UHCTPYKIIHS

M0 MEJIMIIUHCKOMY MTPUMEHEHHIO (JIMCTOK-BKJIAIIBII ), MAPKUPOBKA
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1.3.1. IlpoexThl 0OIIel XapaKTepUCTHKH JIEKAPCTBEHHOIO Mperapara,
UHCTPYKLUHUM 1O  MEIMUMHCKOMY TPUMEHEHHIO  (JIMCTKA-BKJIAJbIINA)
u MaKeTOB MapKHPOBKH, COCTaBJICHHbBIE B COOTBETCTBUU
¢ TpeOOBaHUSMU K HHCTPYKLUHMHA 1O MEAULMUHCKOMY [PUMEHEHHIO
JIeKapCTBEHHBIX MPENapaToB

B TekcThl JOMycKaeTcs BHOCHTHL HM3MEHEHMS, OOYCJIOBJIEHHbBIE
UCKITIOYHTEIHHO IITAMMaMH, MCIIOJIb30BaHHBIMH B yKa3aHHOM
AMUAEMHUYECKOM CEe30HE.

1.7. Uudopmanust o cnequanucrax

1.7.1. Undopmanus (xpaTkoe pe3toMe) 0 cIleliuancTe,
MO/ICOTOBUBIIIEM PE3tOME 10 KaueCTBY

Monynb 2. Pe3tome 00111ero TEXHUUYECKOr0 IOKYMEHTa

2.1. Conmepxanue Mmoayneit 2 — 5 (He TpeOyeTcs mpu nojade B popmare
2OTMI)

2.2. Beenenune B OT/]

OOHoOBJIEHME WM JOTIONHEeHHWe npeabiayiero BeeaeHuss B OT/] (ecnu
MIPUMEHHUMO).

2.3. OGmiee pe3toMe 1O KaueCTBY

OOGHoB/eHHE WU JOMOJHEHHe MpPeIblAyIlero oOLIero pe3loMe I
KauecTBy.

Monyns 3. KayectBo

3.2.5.2. Tlpouecc npoussoacrea ADOC

3.2.5.2.3. KoHTpoJib UCXOJHBIX MaTEpUAIIOB

Cepun moceBHOTr0 MaTepuana (MCTOPHUSI TEXHOJIOTMH MPHUTOTOBJICHUS
MMOCEBHOT'0 Marepuasa), BKIoYas:

OMMMCaHUE TMPOIEAYpPHl MOIYYEeHHs TMOCEBHOTO MaTepHuaja, HadyuHasl
C TJIABHOTO MOCEBHOI'0 MaTepHraia JOHOpa aTTeHyalluid U PeKOMEHI0BaHHOTO

BO3 mramMa (IITaMMOB);
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MCTOPUIO  MOJYYEHUS  XOJI0J0aJlallTAPOBAHHOIO  PEacCOPTaHTHOIO
IITaMMa C UCIOJIb30BaHHEM pekoMeHJoBaHHOro BO3 mtamma (¢ ykazaHnuem
MeCTa BBIJCJIEHUsS] U MCTOPUHU MACCHUPOBAHHUsS) W HCIIOJIb30BAHHOIO JOHOpA
aTTeHyalluu;

U3y4YeHHE TEHOTHUIAa aTTEHYMPOBAHHOIO  LITamMma. Pe3yibTaThl
CEKBEHMPOBAHMUSI ATTEHYUPOBAHHOTO 1ITAMMA;

yCTaHOBJIEHUE (EHOTUITHYECKUX XapaKTepUCTHK:
TeMIIePaTypPOUyBCTBUTEIbHBIN (TepMoTabMITHHBIN ) deHoTHUN (ts)
M XOJIOJ0aJanTUpOBaHHbIA  ¢deHoTun (ca), BKIOYas (QEHOTHI IO
pe3yJibTaraM UCIIBITAaHUI Ha [IOJIHOTY aTTeHYalluu;

reHeTUYeCKYI0 CTa0WIBHOCTH TIOCEBHOI'O — Marepuasna, BKIJIoUas
COOTBETCTBYIOILIME  TEHOTUIUYECKMe U (EHOTHIIMYECKHE  MapKephbl
(HampuMep, MOJHOTEHOMHOE CEeKBEHUPOBaHUE);

IIPOTOKOJIBI aHATMTUYECKUX HWCIBITAHUNM (BKJIHOYAsi WCMBITAHUS Ha
OTCYTCTBHE TIOCTOPOHHHUX areHTOB W JIaHHble MO0 HH(EKIHOHHOH
AKTHBHOCTH) ;

HCTIBITAHUS HA HeHPOBUPYIEHTHOCTD .

3.2.5.2.4. KOHTpOAb  KPUTHUYECKUX CTAJHUM K  NPOMEXYTOUHOM
IPOIYKLNAN

3.2.5.2.5. Banugauus MNpOU3BOACTBEHHOrO Iipouecca U (MJIH) €ro
OlIeHKa

Jlsiss mpoliecca MPOU3BOACTBA Hepac(acoBaHHOTO MOHOBAJIEHTHOTO
npojaykra (i M3MeHeHHH, crnequUUHBIX i Ipollecca MPOU3BOJICTBA
BBOJIMMOTO 1ITAMMA).

3.2.5.4. Kontposs kauectea ADC

3.2.5.4.1. Cnenudukanus

Konuu yTBep>KIeHHBIX crieliupUKaIyii B TaOIMYHOM popmare.

3.2.5.4.2. AHaTUTHUYECKHE METOIUKH
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3.2.5.4.3. Banuganus aHaJIMTUUECKUX METOIHK

Banuanusi aHaIMTUYECKUX METOJMK B CBSI3M C BBEIEHHEM HOBOTO
mramMMa (IITaMMOB) U UCIIOJIB30BAHUEM HOBBIX peareHTOB.

3.2.5.4.4. Ananuzsel cepuil (pe3yJibTaTbl aHAJIM3a CEPU)

Pesysibrarbl MCHOBITAHUM IEPBBIX TpeX CEpPUHM MOHOBAJIEHTHBIX
HepachacoBaHHBIX ITPOJTYKTOB.

3.2.8.7. CrabunbHOCTB

Hcnpitanuss A®C Ha cTaOWIBHOCTB:  PE3yJIbTaThl  UCIHBITAHUN
MOHOBAJICHTHBIX Hepac(pacoBAaHHBIX MPOIYKTOB, €CIM OHU HCIOJB3YHOTCS
6onee | roaa.

3.2.P. JlekapcTBEHHBIN IIpeniapar

3.2.P.1. Onicanue 1 cocTaBs JIEKapCTBEHHOIO TIIpenapara

CocraB JiekapcTBEHHOTO IIpernapara.

3.2.P.2. ®apmaneBTrueckas pazpaboTka

3.2.P.2.2.1. PazpaboTka nekapcTBeHHON (HOPMBI

3MeHeHHBIH cOCTaB BaKIMHBI (ILITAMMBbI HOBOT'O CE€30HA) H, €CJIN ObLIO
BBIJIBUHYTO TpeOoBaHWE O MPOBEJEHUN KIUHUYECKOTO HCCIeJOBaHUs
BaKI[MHBI C IeJIbI0 OOOCHOBAHHUs €KEeroJHoro OOHOBJIEHHS, CepTHU(HUKAT
aHaJf3a CePHH, MCIMOJb30BAHHOW B KIMHMYECKOM HCCIIEIOBAHUM IO Mepe
UX COCTaBJICHUS.

3.2.P.3. IIpouecc nmpou3BoACTBA JIEKAPCTBEHHOTO Mpenapara

3.2.P.3.2. CocraB Ha cepuro (MMPOU3BOJICTBEHHAs PELENTYpPa)

3.2.P.5. KoHTpoJb KauecTBa JEKapCTBEHHOrO IIpernapara

3.2.P.5.1. Cnenuduxanuu

Konuu yTBep)KIeHHBIX creunPUKanuii U METOAUK OIpeJesieHHs
rmokasartesiel cnenupukanui B TabJM4HOM (hopMmare.

3.2.P.5. KonTposnb kauecTBa JiekapCTBEHHOIO MIpenapara

3.2.P.5.3. Banmumanug aHaIUTHYECKUX METOIHK
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Banupauusi  aHaIUTHYeCKUX ~ METOJAMK (€ MCHOJb30BaHHEM
TPUBAJICHTHOTO HepacacoBaHHOIO Marepualla WM TOTOBOH  (HOpMbl
JIEKapCTBEHHOI'O IIperapara).

3.2.P.5.4. Pe3yiibTaThl aHa/IU3a cepuid

3.2.P.6. CtangapTHbie 00pasiibl U MaTepHaIbl

CrapgapTHble 0o0pa3lbl W MarepHalbl JUisi BBOAMMOIO IITaAMMa
(IITaMMOB).

3.2.P.8. CTabuiibHOCTB JIEKApPCTBEHHOTO Mpenapara:

JaHHBIE O CTAOUIBHOCTH B MPEABIAYIIEM CE30HE;

00s13aTebCTBa 00 H3YYEHUH CTAOMIIBHOCTH;

IIPOTOKOJIBI  ITOCTPETMCTPALIMOHHBIX  HCCIEAOBAHUM  CTaOMIIBLHOCTH

BaKIIMHEI.

5.5. TpeGoBaHus K MpeaCTaBICHHUIO TOMOJHUTENBHBIX JAHHBIX T10 3aIpOCy

YIOJHOMOYEHHBIX OPraHOB (IKCIEPTHBIX OpraHU3aliii) roCy1apcTB-YWICHOB

B ciyuae 3anmpoca AOMOJHUTENBHBIX J@HHBIX B 3aBUCMMOCTH OT THIA
MpeJCTaBISIEMBIX  JIOMOJHHUTENbHBIX  JAaHHBIX  HEOOXOOMMO  TOJATh
COOTBETCTBYIOILIME Ppa3felibl PErucTPAlMOHHOTO JOChe Ha HU3MEHEHHeE
B popmare OT/I.

Monyne 1. AiMUHUCTpaTUBHAs HHDOpMaIIUsI

1. ConpoBoauTtenpHoe mucbMo (kak B OT/I)

1.1. Conepxanue (He Tpedyercs npu nogaye B popmare >OT/I)

1.7. Mudopmariust o crienuanuctax

1.7.1. Undopmarus (kpaTkoe pe3tome) 0 CIieruasucTe,
MOJrOTOBUBILIEM Pe3IOMe 110 KaYeCTBY

Monayns 2. PesroMe o011ero TeXHU4ECKOro JIOKyYMEHTa

2.1. Comeprxanue momayneit 2 — 5 (He TpeOyeTcs MpH mojade B popmate

5OT]T)
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2.2. Beenenne B OT/1

OOHoBJIeHWE WK NomojHeHue mpeabiayiiero Beeaenus B OT/L (ecau
MPUMEHUMO).

2.3. O01ee pe3roMe MO Ka4ecTBY

OOHOBIEHHE WJIM JIOTIOJHEHUE MpeAblIylero obuiero pestome 1Mo
KauecTBY (ecu MPUMEHHUMO).

2.5. O030p KIMHUYECKUX JaHHBIX

OOHOBIIEHWE WJIM JOTMOJIHEHHWE TPEIbIAYIIero KIMHUYecKoro od3zopa
(ecu IPUMEHHUMO ).

Nudopmanus, comepkaiiasics B MOAYJIsAX 3 — 5, mpencTtaBiseTcs B
clydae 3ampoca JOMONHUTENBHBIX JAaHHBIX [0 KauecTBY, JOKITHHUUCCKHX M

2
(MIH) KIUHUYECKUX JTaHHBIX.

' Heo6XOMMMOCTE B MpPEICTABICHHH JOKIMHMYECKHX H (MJIHM) KIMHHYECKHMX JaHHBIX TMPH
OOHOBJICHUH IITAMMOB CE30HHBIX TPUIIIIO3HBIX BaKIIMH, KaK IIPaBHIIO, OTCYTCTBYET.

> [Ipouis PEaKTOTeHHOCTH M HMMYHOTGHHOCTH BAaKIWHEI HEOOXOMMMO OTCITEXKHBATH
IIOCPEACTBOM IIPOBEICHHUS MOHUTOPHHIA O€30IACHOCTH U MTPOQHIAKTHYECKOH YPPEeKTHBHOCTH
BaKIIMHBL

3 EciTi OCEBHO# MaTepHal IpoBepSeTcs Ha HAIMYHE TIOCTOPOHHUX areHToR ¢ momomisko TP u
eclid 10cJie KOHCYJIbTallHH ¢ JKCIEpPTHOH opranmsanuei Oblia coryiacoBaHa HEOOXOJUMOCTD
npoejieHust aonoiHuTeabHbix [IIP-ucnbitanuii mocesHoro Marepuana (IJIaBHOTO W (HIIH)
pabodero), 3TH JaHHbIE HEOOXO0/IUMO BKIKOUYHMTh B PETHCTPAIIMOHHOE JIOCHE.

* IpoBe/ienre HCIBITAHMS HA HEHPOBUPYICHTHOCTD ISl €KErOAHBIX MITAMMOBBIX OGHOBIECHHI
(T. €. IITAMMOB C aHTUTEeHHBIM Apeiidom), kak mpaBuio, He Tpedyercs. [IpoBenenue ucneiranus
Ha HEHpPOBUPYJIEHTHOCTh NOTpedyeTcs, ecii HOBBIM ['A-moATHI BHpyca TpHINIa THOA A HIH
HOBEII THIT BHpYyca I'pUINa THIA B, OTIHYarONUiCca OT NHPKYIUPYIOIMIMX B HACTOSLIEE BpeMs
IeHeTUYeCKHX JWHHH, BKIIIOUYEH B BaKIMHBI WM IPH BO3HUKHOBEHWHM YACTHBIX OIACEHUH,
CBSI3aHHBIX C MPOQHIEM OE30IIaCHOCTH BaKIIHHBL.




