3akpoiToe AkunonepHoe QOouiectBo «DapmP@upma «CoTekc»

OTI[CJT KOHTPOJIsI KaU€CTBa

[l

COTEKC

141345, Mockosckas o6bn., . Cepeues Ilocao, n. benukoeso, 0. 11
Ten.: /495/231-15-12

ITACIIOPT Ne 79 ot 27.01.2026 r.

IMMPOOYKT Dpanashor®

JJEKAPCTBEHHAS ®OPMA 1 PacTBOp 11 BHYTPUBEHHOTO M NMOAKOXKHOro BBeneHus 12 000 ME  mmpuist
P®OPMA BBIITYCKA 0,3mMn1N 3

PHUPMA ITIPOU3BOJUTEJIL 3AO «Papm®Pupma «Cotekcy, Poccus
CEPHA 931225

OFBEM CEPHM 20 276 ynaxk.

JATA U3TOTOBJIEHHA 25.12.2025 1.

I'OJEH 10 31.12.2028 r.

CPOKI'OJHOCTH 3 roga

YCJIOBUSI XPAHEHUSA IIpu Temnepatype ot 2 1o 8 C
PETUCTP OHHOE

et CTO];;EIIE[;HHE JIT-Ne (008377)-(PT-RU) ot 13.01.2025 r.

JITI-Ne (008377)-(PT'-RU)-130125 (nocnenoraresibHocts 0002)

AHAJIN3GI ITPOBEJAEHBI no HJ{

Hanlmeﬂonalme nokKasarteJsei

TpeboBanna HJI

Pe3yJ’leaTbl aHaJIn3a

OIIMCAHHE

IIpospauynas GecuBeTHast XKHAKOCTH IIpo3spauynas GecrBeTHas KHIKOCTh
HIEHTUOHUKAIIAS:
Spumponosmun
1. BuoJiornyeckuii MeTox IIpenapat JOJDKEH obnagats | COOTBETCTBYET

crieruuuecKoit aKTUBHOCTBIO (cMm.

in vivo
P
2. Mertox

HMMyHOGepMEeHTHOrOo
aHa/IN3a

Anvbymun uenogexa

paznen «Crenuduyeckas akTHBHOCT))

B npemnapate A0JDKHO OBITH
MOATBEPAKIACHO HATMYHE SPUTPOIIOITHHA

CooTtBetcTBYET
(cM. paspen «KonmyecTBeHHOE
ornpefieJieHUe»)
HomwkHa  HaOmrogaTtbCs — XapakTepHas
LIKMpOKas mojoca B obiactu 66-70 xJla CootBercTByeT

IIP(BPA‘[HOCTB Ipenapat noJpKeH ObITh IPO3paYHbIM IIpo3payHeli
IOBETHOCTD Ipenapat noynokeH ObITh GECLIBETHBIM becrsetHbIi
pH | | Or 6,5 10 7,5 6,9
MEXAHNYECKHE
BKJIIOUYEHMSA:
-BHIHMBbIE B cooTBeTcTBUH ¢ TpeOOBaHUAMH CooTaetcTayer
o o e Yactuusl >10 mxMm — He 6onee 6000 4
>25 mxm — He 6onee 600 0
OBITIII/]I/I BEJIOK, mr/ma 012,0 10 3,0 2.7
U3BJIEKAEMBIA OFBEM, | o 5 03
s COOTBETCTBHH C TpeOOBaHUAMHU ;
AN Tk IpenapaT noyDKeH ObITH HETOKCHYHBIM HertokcH4HbIi
TOKCHYHOCTB
BAKTEPUAJIbHBIE
9HJIOTOKCHHEI, He 6onee 5,8 Memnee 0,075
EB/IOOOME T 25.03.2026 T0:48 GMT+03:00;
CTEPIJIBHOCTD [penapat K0JDKEH ObITh CTEPUIBHBIM CTEPIITLHBID95 0625-4605.97c6 25915 e4165
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IIOBEPXHOCTHBIN
AHTHUT'EH BUPYCA
TEIIATHUTA B (HBsAg)

Z[OJDKCH OTCYTCTBOBAThH

OtcyTcTBYET

AHTHUTEJIA K BUPYCY
I'EITATHTA C

JIOJDKHBI OTCYTCTBOBATh

OTCyTCTBYIOT B A

AHTHTEJA K BUPYCAM
AMMYHOJIE®HUITATA
YEJIOBEKA 1M 2 TUIIOB
(BU11,2)

JIO/KHEI OTCYTCTBOBATh

OTCYTCTBYIOT

CIIEHIUONYECKAS
AKTUBHOCTD, % ot
3aABJIEHHOH AKTHBHOCTH;
AOBepHTEJbHBII HHTEPBAJ

(P=0,95), %

Ot 80 mo 125

Ot 64 no 156

113
79 mo 127

KOJIMYECTBEHHOE
OIIPEJAEJIEHME, % ot
3asiBJIEHHOH AKTHBHOCTH

Ot 80 mo 120

109 ,
|

o 0,3 M1 12000 ME B mimpun

YITAKOBKA 0,3 M (12 000ME) wmu 1,0 ma (40000
ME) B wmmpui CTepWIbHBIH CTEKIITHHBIN | CTEPHIILHBIA CTEKJIHHBIN
rpagydpoBaHHBI U3 GECIBETHOrO CTeKIa | FpafyMpOBaHHBIA U3 GecIBETHOrO
THI | ¢ WIIIOM, 3alIMTHBIM KOJIAYyKoM, C | cTekna Tun I ¢ Wrnoi, 3au1HTImIM
JIOTIOJTHUTEJIEHBIM aBTOMATHYECKUM WJIH | KOJNMA4KOM. : ‘
HEaBTOMATHYeCKMM  ycTpoiictBoM s | Ha  kakmelil  Iumpui  HakiIeeHa
3alMTHl MBI TOCJAE HCIONB30BAHMS | CaMOKJIesmascsl JBOHHas 3THKETKa C
LITpHUIIa Wik 6e3 Hero. nep(OpHPOBAHHOM JIMHUEH OTpHIBA U3
Ha  xaxaeli  WOpHL  HAKIEHBAIOT | TUIEHKH MONUIPONHIECHOBOM. !
CAMOKJIEAIIYIOCS [IBOMHYIO 3THKETKY C |3 Impuua IOMEIIEHBl B KOHTYPHYIO
nepGOpUpOBaHHON JMHHWEH OTpbIBA M3 | AYEHKOBYIO YNAaKOBKY M3 IUICHKH
TUIEHKH TIOJIUIPOITMICHOBOM. MONMMBHHWIXJIODUAHOH M = TUIEHKH
I, 2 wim 3 wmnpuua OMEINAT B | MOIM3THIEHOBOM. _
KOHTYPHYIO f4YEHKOBYIO YNaKkoBKy M3 |1 KOHTypHas s4erKoBas YNaKoBKa
IUIEHKH  TOJUBHHWIXJIOPHOHOH  WIM | BMECTe c HWHCTpYKIHeH o
NONM3THIeHTepeTalaTHOH M IUIEHKH | IPHMEHEHHIO IOMEINEHa B IayKy |3
MOJMMEPHON WM  IOJUIIPOIHIEHOBOM, | KapTOHA. o
WM TIOJIM3TUIIEHOBOH. INauka c AByX CTOpPOH 3aKieeHa |
1 KOHTYpHYIO A4eHKOBYIO YNakoBKy IO 1, | HaKelikaMH M3  CaMOKJIEALIErocs
2 WM 3 mmpuua WM 2 KOHTYpHBIE | Marepdana Ui KOHTPOI HEpPBOTO
SYSHKOBBIE YIAKOBKH TI0 2 MM 3 INMpPHLA | BCKPBITHA. ,
BMeCTe C MHCTPYKIHMEH IO MPHMEHEHHIO '
MOMEIIAIOT B MAUKy U3 KapTOHA. |
IJauky ¢ JOByX CTOPOH 3aKJIEHUBAIOT |
HakJIeHKaMH H3 caMoKJIesIIerocs }
MaTtepuana Ui KOHTpPONS  IIEpBOro
BCKpBITHS WK 6€3 HaK/IeeK.

MAPKHPOBKA Ha oTuxerke ykaswiBaioT: Toprosoe | Ha oTukeTke yKka3aHO: TOpProBoe
HavMEHOBaHHEe JIEKapCTBEHHOrO | HAUMEHOBaHHE JIEKapCTBEHHOTO
npenapara c MpeaynpequTeNbHOl | mpenapata ¢ NpeaynpeauTeabHOM
MapKupoBkoi ®; nekapcTBeHHYIO GopMy; | MapkupoBkoH  ®;  jiekapcTBEHHas

obreM nmpemapata B MHIIMINTpAX;
akTuBHOCTE B ME B 1umpuine; HoOMep
cepud (BKJIIOYAET JJaTy NPOM3BOACTBA);

JaTy  WCTeYeHWs CpoKa  TOAHOCTH; | AaTy NPOM3BOJCTBA); JaTa HCTEYECHHA
dapmakon. CpOKa rofHOCTH; (papMaKo.

Ha rmeHke KOHTYpHOH  sueiikoBod | Ha nneHke KOHTYpHOH s4eHKOBOM
YIaKOBKH YKa3bIBAOT: JIOTOTHIT | YIIAKOBKH YKa3aH: JIOTOTHII JepaKaTelll
JiepaKaTens PETUCTPALIMIOHHOTO | PETMCTPALIMOHHOIO  YAOCTOBEPEHMS
ymoctoBepeHus (anee — PY). (manee — PY). '

Ha  mauke  ykaseiBatoT:  ToproBoe | Ha  mauke  ykasaHo:  Toprosoe
HaWMeHOBaHHe JIeKapCTBEHHOTO | HAUMEHOBaHHE JIEKApCTBEHHOTO
npenapara c MpeayNpPeaUTENbHON N

dopma; ob6beM mperapara . B
MUJUTMITUTpaX; akTHBHOCTH B ME B
LINPHIIE; HOMEp CepUHM (BKIIOYAET
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MAPKHPOBKA

MapKUpPOBKOH ®; MEXTyHapOaHOe
HENaTeHTOBAaHHOe  HAUMEHOBaHHE  Ha
PYCCKOM M aHIJIMMCKOM  S3BIKaX;
JIeKapCTBEHHYIO (opMy; akTUBHOCTb B ME
B mmpuue; o0beM Ipemapata B
MWUTHIMTPaX; KOJIMYECTBO IINPUIEB B
YIaKOBKE; HAUMEHOBAHUE M COIepIKaHHe
neiicTByromiero Beuiectsa B ME, nepeyeHs
BCIIOMOTATeNIbHBIX BEIIECTB Ha OJUH
mmpun; «Antutena k. BUY-1, BHUY-2,
Bupycy rematuta C M IIOBEPXHOCTHBIH
aHTHIeH BHpyca remaTMta B He
obHapyxeHbL»; «Croco® NpHMeHeHHs:
CM. MHCTPYKLMIO II0 MEIULUHCKOMY
IPHMEHEHHIO. »; «I[TpumenaTs o
Ha3HAYEHHMIO Bpaya.»; yCIOBHS OTITyCKa;
yCIOBHS ~ XpaHeHWs;  «XpaHUTb B
HEOCTYIHOM  JJIA  JeTell  MecTe.»;
«CTEPUJILHOY; HAaUMEHOBaHHE
Jepxarens PV, €ero JIOTOTHII,
COKpalIeHHBIH aapec (CTpaHa) U TenedoH;
HOMep cepuu (BmrOUaeT Jary
NPOU3BOACTBA); HAaTy HCTEYEeHHS CpOKa
TOOHOCTH; IUTPHUX-KOA; (hapMakon; Kox
MaKeTa; TEeMaTHYECKHI PUCYHOK (ILIIPHLL).
Ha naykKe pib) LINPULIEB c
JIOTIOJIHUTENBHBIM aBTOMAaTHUYECKUM HIIH
HEaBTOMAaTHYECKUM  YCTPOHCTBOM [
3al0MTHl MBI MOCJE HCIOJIb30BaHUA
IINpHULA JONOJHUTENBHO yKasbBaloT « C
YCTPOMCTBOM 3AILUTEI UTJIBI»
JIONOMHUTENEHO HA Ia4yKe JOITyCKAaeTcs
yKa3bIBaTh ~ TOPrOBO€  HAWMEHOBaHHE
npernapara ¥ aktuBHocTh B ME mpudTom
Bpaiins; HaHOCHTH MAEHTH(HKAILMOHHBIE
[BETHbIE  TEXHUYECKHE METKH I
MPOU3BOACTBA.

Jons nenei MIPOCJIEKUBAEMOCTH
JIEKapCTBEHHBIX MpernapaTtoB (CPeACTB) B
rocyJapCTBEHHBIX UH(OpPMALIMOHHBIX
cucTeMax JIOTIOTHUTENEHO MOTYT
HAHOCHTBCS (METOIOM TPsAMOI meyaTu
WIA METOJOM IIeYaTH Ha MaTepHasIbHBIN
HOCHMTENb):  JBYMEPHBIH  MaTpHUYHBIH
LITPUXOBOH KOJ (DataMatrix),
rio0aibHbI MOIEHTUQUKAMOHHBIA HOMED
TOpProBOH €IMHHIIBI (GTIN) U
MHIAUBHOYaIbHEIH  CepUHHBIH  HOMeEp
ToproBo#t eauHup! (SN).

MapKupoBkod ®; MEKIyHapoaHOE
HEeIaTeHTOBAaHHOE HaWMEHOBaHHE Ha
PYCCKOM M aHIJIMICKOM  s3BIKaX;
JekapcTBeHHas (opMa; aKTHBHOCTh B
ME B mmpune; o6beM INpenapara B
MUJUTHIIMTpPaX; KOJTHYECTBO LINPHULIEB B
YIaKOBKe; HavMeHOBaHUE U
coJiepkaHue NeHCTBYIOLIErO BEIECTBa
B ME, mnepeueHp BCIIOMOraTelBHEIX
BEIIIECTB Ha OAHMH LUNpHL; «AHTHUTeNa
k BHY-1, BUY-2, Bupycy remnatuta C
H TIOBEPXHOCTHBIH aHTUIEH BHpyca
rematuta B He  OOHapy>XeHEHLY,
«Cnocob TIPUMEHEHHMS: CM.
HHCTPYKLMIO IO  MEAHMLHUHCKOMY
npuMeHeHuto.»;  «IIpumenars  mo
Ha3Ha4YEeHHUIO Bpaya.»; YCIIOBUS
OTITYCKa; YCIIOBHSA XpaHEeHH;
«XpaHHTh B HEIOCTYIHOM I JeTei
MECTE.»; «CTEPHUJIbHOY;
HauMeHoBaHHe Jnepxartens PV, ero
JIOTOTHII, COKpAIIeHHBIH azpec
(ctpana) W TenedoH; HOMEp CepUH
(BKIIOYAET AaTy MpPOU3BOACTBA); daTa
HCTEeYeHHUs] CpPOKa TOIHOCTH; IITPHX-
KOJI; (apmakon; Koo MakeTa,
TEMAaTUYECKUI PUCYHOK (IIIIPHIT).
JononHUTENEHO Ha Mayke HaHECEHBI
HUICHTH(QUKAIIMOHHEIE LIBETHEIE
TEXHUYECKHUE METKU h10):
MPOM3BOCTBA.

Jns Heneu TIPOCTIEKHUBAEMOCTH
JIeKapCTBEHHBIX TpenapaToB (CPe/CTB)
B rocyJapcTBEHHBIX
HH(OPMaIIMOHHBIX cucrteMax
HaHeceHO (METOIOM IpAMOM IeYaTH):
JByMEpPHBI MAaTpPU4HBI IITPHUXOBOM
kon  (DataMatrix),  ryoGanbHBIN
UIeHTH(OUKAITMOHHEIH  HoMep
Topropoif  emuHuupl  (GTIN)  u
WHAMBUIYAIBHEIH CEpHMHBIM HOMeEp
ToproBoi equHULE! (SN).

«Cotexcy, Poccwus,

|
i

Hauvansuuk OKK

3A0 «®apmPupma «Cotexe»n

| 3AKJIIOYEHME:
peeaenns 12 000 ME» mmpuunst 0,3 M N 3 cepus 931225, npoussenenssii 3A0 «Dapm®dupma

COOTBETCTBYET
(mocnemoBarensHOCTh 0002) M pHrofeH ULt Henoab3oBanus 10 31.12.2028 ry

npenapar «paiab(oH® pacTBOp i BHYTPHBEHHOIO M MOJKOKHOIO

TpeOOBaHUIM

JIII-Ne  (008377)= I’"RU) 130125

JL.H. Ky.lmi{qx AAR o /M

n\C;”fﬁ\‘
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NpenTudukaTop fokymeHTa 03752b99-062a-46d9-97¢8-c259197e4168 - |

[okyMeHT nognucaH un nepeaaH yepes onepatopa 310 AO «[d «CKB KoHTyp»

OpraHusauus, COTPYAHNK [ oBepeHHOCTb: per. HoMep, CepTtudukart: cepuiiHbiin [aTta v Bpemsi nognucaHmns
nepuoj AencTensa u cTaTtyc HOMep, nepuoj AeicTBuA
Moanucu @ 3akpbIToe aKLMOHepHOe 06LLECTBO B a75ee229-8434-4a99-9799-8be0867209d 06466F7700C6B274AB45656336 25.03.2026 10:48 GMT+03:00
oTnpasuTens: "®apmdrpma "CoTekc” 8 5A63E435 Mopnuck cooTBeTCTBYET daiiny
[opwkoBa MapuHa BukTopoBHa €22.12.2025 00:00 no 31.12.2026 23:59 € 21.04.2025 10:09 no JOKyMeHTa
[oBepuTesnb: 3aKpbiToe aKLMOHEPHOE GMT+03:00 21.04.2026 10:14 GMT+03:00
o6uiecTBo «dapmbupma «CoTeke» JloBepeHHOCTb MpoLuia NpoBepKy
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