PASPEIIEHUE

Ha BBOJ| B TpaXIaHCKui 0060poT B Poccutickolt Penepannu cepun Witk MapTHU
npousBenieHHOro B Poceuiickoit denepanuu nid BBo3uMoro B Poccuiickyro Meepaiiuio
MMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOT'O Iperapara
Ne P006-00110-77/03220847 ot 18.09.2025

Bripnano AxnmonepaomMy obmectBy "HaydHo-1Tpor3BoICTBEHHOE 00HEIMHEHNE 10 MEAUIIMHCKAM
MMMyHOOHOIOrHYeCKMM  Ipemaparam  "Mukporen"”, Poccms, 115088, 1. Mocksa,
yi. 1-9 Jlybposckas, a. 15, ctp. 2, UHH: 7722422237,

(HaMMeHOBaHKe FOPUIMYECKOr0 JIHIA, Fopuandeckuit aapec, UHH)
DenepajbHasg cayx0a 0 HaA30py B cdepe 31paBOOXPAHEHHS HA OCHOBAHHH 3aKJII0OYEHHUS
UCIIBITATENIFHOIO  I[EHTPa OKCIEPTU3bl KAayecTBAa MEOULIUHCKUX HMMYHOOHOJOTHYECKHUX
npenaparoB DefepalbHOr0 IOCYIApCTBEHHOrO OOKeTHOro yupexaenus "Haydueid menTp
9KCIEPTU3BI CPENCTB MEAUIIMHCKOr 0 IIpMeHeHus" MuHucTepeTBa 31paBooxpanenust Poccuiickoit
ODepeparu

(HauMeHOBaHKE (eIepanbHOr0 rocy JapCTBEHHOTO OOKETHOTO YUPEXKISHHS )
or _16.09.2025 Ne 997/HLIDCMII pa3spemaer BBOJ B rpaXIaHCKuii 060poT
(mata) (HOMED)
B Poccuiickoiit ®exepanuu NMMYHOOHOJIOrHYECKOI0 JIEKAPCTBEHHOI0 Ipenapara
Bakuuna tybepKynesHas A mainied nepsuaHoi ummynusaiun (BLDK-M)

(TOproBoe HAHMEHOBAHUE)
Baknuna s npodunaktiku TyOepkyiesa

(MexyHapOZIHOE HEeMAaTeHTOBAHHOE HAHMEHOBaHHUE (TPYIIITMPOBOYHOE HIIM XUMHIECKOE)
NMUOGHUIN3AT IS IPUTOTOBJICHHUS CYCIIEH3U] ISl BHYTPUKOKHOro BBeneHust 0.025 mMr/mo3a
0.5 mr (20 mo3) - aMmIynsl (5 IIT.) - TAYKXA KAPTOHHBIE /B KOMIUIEKTE C PACTBOPUTEIIEM:
HaTPHUA XJIOPU PACTBOPUTEND JIJIS IIPUTOTOBIIEHUS JIEKAPCTBEHHBIX HopM it nHBeKImi 0.9%
(ammyner) 2 MA-5 WT./ - A J1e4eOHO-TPOMHIAKTHYECKHUX YIPEXKIECHUMI
(bopma BrImycKa (C ykasaHHEM JIEKAPCTBEHHON (hOPMBIL, JO3UPOBKH, (HACOBKU) U KOIUYECTBO B YIIAKOBKE)

o0beM cepuu

cepun  C51725 (cepus pactBoputens T1070424) e 1656

(Homep cepun) (I;?igﬁzzzgo
roged no 09.2026 ,
(CpoK roTHOCTH)

npou3BoACTBA  AKIMOHEpHOro obmecrtsa "HaydHO-TIpOU3BOACTBEHHOE OOLEIUHEHHE 110
ME[IMIUHCKIM HMMyHOOMONornueckuM mpenaparam "Mukporen" (AO "HIIO "Muxporen"),
Pocens, 355019, Craspononsckuit kpai, r. CraBponosns, yi. Buonoruueckas, a. 20 (Bce crammu,
BKJIFOUYAsl BBIIIYCKAIOIIUIA KOHTPOJIb KAuecTBa).

(HanMeHOBaHWE 1 a/IPEC MPOM3BOAUTENS (C YKa3aHUEM CTAUH [POU3BOAGH
Perucrpannonnoe ynocrosepenue Ne JIIT-Ne(005822)-(PI'-RU) ot 18.06
JepxaTtesib PErMCTPAMOHHOIO YJOCTOBepeHHs] AKIMOHEPHOE /
MPOU3BOACTBCHHOE OOBEAMHEHHE 10 MEIMIMHCKUM HMMYHOOHONOTHY

"Muxkporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. Mocksa, yi. ?1&»;& lﬁ[}‘/ﬁ
CTp. 2. ‘

(HauMeHOBaHMeE, aapec)

JOKYMEHT ITOJIIMCAH
MEKTPOHHON IOANUCHIO

3aMeCTHUTENb PYKOBOIUTELS Cepraduxar 42D1B24AD82BBD113BD1263FE2CCBCSY

P oc3 llp aBHaI30 p a Bianenen Hapxomenxo dmurpuii Beenosogosu
Hettersurenen ¢ 07.04.2025 no 01.07.2026

J.B. ITapxomeHko

\




@01 Ccoll HI-KO-08-025
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~ «Mukpores»

Anpec MECTA OCYIIECTBICHUA TULICH3UPYEMOTrO BUAA JATENbHOCTH:

Poceus, 355019, Craspononsckuii kpail, r. Ctasponons, via. Buonornueckas, 1. 20

Toproeoe Hanmenoranue JII1

MexayHapoaHOS HENATEHTOBAHHOE, Ml [PYTHIMPOBOY-

HACHOPT e 121 om 10.07.2025 2.

Baxnuua tybepkyieinas nas magsameil nepsuy-

noit nmmysmsanun (BIDK-M)

HOE, Wil XMMHYECKOC HAWMECHOBARME

JlexapctrenHas dopma

Jozuposka

PerucrpauyionHoe ynocroseperne
Jlata rocyaapetsento# peructpatn JIT1

Bakumsa s npoduiaktuxu tyGepkynesa

HHO(bHRHBaT JUIA TIPDHTOTOBIACHUA CYCHCH3UH

IUIS BHYTPHKOMKHOI'O BBEICHMSA
0,025 mr/no3a

JHara BHECEHUS M3MEHEHMH
B perucTpauuonnoe yaocrosepenue Jill
(1aTa 3aMEHBI PErUCTPalIHOHHOTO

yaoctosepenus JITT)
Homep cepuu

C51725
KonudecTso, ea. uaMepennd

1656 ynmakoBok

Hernsiranng npoeeenst o HJL JITT-No( 05582__2_)-([’[’-RU )-180624

Hara npouzs. 0625

JEI-Ne(005822)-(PL-RU)
18.06.2024 r.

Coaes go 69 26

Tloxasarenn

Tpebosanus no HJI JI-Ne(005822)-(PI'-RU)-
180624

Pe3ymﬁa'rm KOHTPOJIHA

Onucanne

[Mopueras macca, HopouikoofpasHas Wid B BHAS
TOHKOM acypnoit TaGiaerku Oejoro WM CBETIAO-
JKEJITOrO LBETa, JerkO OTASAAIOWAACH IPU BCTPSIXHU-
BAHWH OT /IHa aMmyibl. I HrpocKonu4HA.
BoccranopieHHas BakuuHa - rpyboamcnepcHas
cycnensus 0eoro ¢ CepoBaThIM WM KEJATOBATHIM
OTTEHKOM LIBeTa, Ge3 MOCTOPOHHHX BKIHOYCHHH.

[opuctas Mmacca, nopoumikoobpasHas HAH B
BHIE TOHKOH axypHoll TabneTku Genoro use-
T4, JIErKO OTACJAION@NACS NPU BCTPAXHBAHMM |
OT aHa aMmnyJiel. ['HrpockonuyHa.
BoccranosienHas Bakuuua - rpyfomcoepe-
Has cycrmeH3us 0eioro ¢ cepoBarhiM OTTEH- |
KOM LBeTa, 03 NOCTOPOHHUX BKITIOUSHUIT.
CooTBeTCTRYET

TommuurocTts

Ipu MHKPOCKOMUM Ma3KOB, OKkpauieHHbIX no Linmo-
Hunbceny, ROMKHBL ONPEAEHSTHCH OKpAIUGHHBIE B
KPACHBIA UBET (KUCAOTOYCTOHIMBRIE) TOHKHE, Mps-
Mbl€ WIIH CerKa H30THYTble Hajlo4dku Axusoi 1-4
mrM # mupuHo# 0,3-0.5 MrM, HacTo ¢ HeGONbIAMK

| B3NYTHAMH HA KOHL@X, He 00pasyloluue Crop i Kan-

cyiL.

Tlpu mocese BakuMHbI HA MIOTHYRK cpeay Jlepew-
mreiina-Mencena uepes 28-30 cyT nuxyGauuu npu
Temrepatype (37x1) °C Ha nOBEepXHOCTH Cpelbl
JOJKHBI  BBIDACTaTh XapakTEPHBIE ILEpOX0BaThie
ioTHele KosoHuu ot 0,5 mo 8,0 mM B auametpe
JKEJATOBATOTO UBETA ¢ TOHKHMH HEPOBHBIMHU KpasMu

MHKpOCKOTHS: OKPAMICHHbIC B KPacHbIN UBeT |
(KHCAOTOYCTOHYMBLIC) TOHKHE, C/Erka M30-
THYTBIE MATOYKH AAMHOH [—4 MKM W HIHpH-
Hoit 0.3-0.5 mMkM, ¢ HEGOIBILNMM B3V THAMU
Ha KOHLAX, CTIOp U Kamcy.1 He ofpasyioT
CooTBeTcTBYET

Xapaktep pocTa - [IEpOXOBaThle MIOTHBIC
konoumu 0T 0,5 10 8.0 MM B auamerpe Keilto-
BATOTO LBETA ¢ TOHKUMH HEPOBHBIMI KPAsIMU
CootBeTcTBYET

Bpeya BoccTaHOBIE-
HH{# npenapara

He 6onee | mun.

B teuenue 1 mun.
CootseTcrByer

[TpoxoanmocTs uepes
ULty

Cyenemm{ Hpenapata nocie BCTPAXHMBAHMAA JOKHAE

- CBOGOIHO IPOXOANTH B HINPHIL Yepe3 uray 0,45x12

CycrieH3us npenaparta rocie BCTpAXMBaHus
CBOOOIHO MPOXOIUT B LITIPHLL 9EPE3 HITTY
0,45x12 MM,

MM.
' CooTBeTcTRyET

Obuee conepxanne [ToxazaTens ONMTUMECKOH IUIOTHOCTH BakiMHLL, pas- | 0,16-0,17
DakTepuii BeJeHHOU 10 copepkanna 0,5 mr mukpoGubix kne- | CoorsercTByer

tox BIDK B 1 ma pactsopuresns, nomkes ObiTh B %

mpenenax 0,17+0,02 e
HucnepcHocTh TMokasaTeds IHCTEPCHOCTH T0LKEH OBITh HE HIKE 1,6-1,8 Hol— o \ %

1.5 CooTtgeTcTByeT .h“‘{?n!‘v.oix':i ol
Iteteps B Macce mpu He Gonee 5 % 1,71 % ’
BBICY IIHBAHHM CooTBeTcTRYET //@
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(BLUK-M)

Howmep cepun C51725
Konunuecrro, en. usmepenus 1656 ynakosok

Baknuna TyOepryJIesHas A8 majsuiel DepBUYHON HMMY HH3ANHN

[epMeTHHHOCTS.
(Bakyym)

AMMYIBl JOKHBL ObITH TEPMETHYHB! (Ta30Bas cpeaa
B ammy/iax OOJDKHA /asaTh Oneamo-ronyboe WM
PO30BO-T0.y00€ CBEUSHHE)

AMITy bl FEPMETHYHBI
CooTBeTcTBYET

O1ey1CTBHE HOCTO-
 porpux GakTepui u

[MocTopouuas  MuUKpogsopa (OakTepuy, rpudsi)
TOJDKHE OTCYTCTBOBATH 32 MCKTHOYEHNUEM MUKOOaK-

TMocroponnas muxpodiopa (OakTepun, rpu-
Obl) OTCYTCTBYIOT 3a UCKIIOHEHHEM MUKOOAK-

- rpuboB Tepuit BLEK tepuii BLIK
COOTBETCTBYET
AROMATLHAA TOKCHY- Jlomxkna ObIThE HETOKCHUYHOMN HeTokcuunas
- HOCTh CootBeTcTBYET
Cuenudymeckas BakuuHa He IO/DKHA COAEPIKATL BUPYJICHTHLIX MU- | BaklMHa HC COICPHKUT BUPYTEHTHBIX MUKO-
{ez0macHocTh KoGaxTepui baxTepuit
COOTBETCTBYET
Creundudeckas ak- Ot 15 g0 23 muH. xku3Hecnocodusix knetok BIDK B | 16,5 man/mr
THBHOCTh 1 mr muxobaxrepuit BLIZK CooTtBeTcTBYET

TepmocTabiuibHOCTE™

JomxHa 661Th TepMocTab MabHOH

Pacrsopureib, BLHIYC-
KaeMbIH B KOMILISKTE C

Harpua x70opua pacTBOPUTENb UL IPUTOTOBICHNAS
JAexapcTBenHbix Gopy s uasekumii 0.9 % (J1M1-

Hatpust xnopua pacTBopurelb A1 NPUTOTOB-
JICHUS J1eKapCTREHHBIX (OPM IS HHBEKIMI

HOpenapaToM Ne(001316)-(PT-RU)-171022) 0.9 % 2,0 mn cepus (TH70424), zata ucte-
3 YeHUs CpOKa FoxHoCcTH 10 (03 29)
CooTBeTCTRYET
Onycanue YHakoBKU Iepauunas ynaxoska Hepeuynan ynaxoska

Bakuuna - aMmyasl W3 TEMHOTO (KOPUYHEBOTO)
cTexna 1-ro rHAPOIINTHYECKOTO Kiacca.

1o 20 703 (0.5 M) BAKUWHLL B aMITyTe.

Ha amnyny ¢ BaKUMHOM HAHOCAT 3THKETKY CAMOKIIE-
ALY HOCH.

Pactsopureas (HaTpus XJOpPHA PACTBOPHTEb s
MPUTOTOBIEHUA JEKAPCTBEHHBIX (DOPM AT WHBEK-
i 0.9 %) — ammyast u3 crexna mapky HC-1, HC-3,
YCII-1 wnu NK, wim apyrue mapku ctexia 1-ro
CHAPOAMTHYECKOrD Kiacca.

ITo 2 M1 B amnynie.

Ha amiy sl HaKIeHBAIOT ITHKETKHM M3 Oymaru ca-
MOKIIESIEHCA HITH TEKCT HAHOCAT HENOCPEACTBEHHO
Ha aMIyTy ORICTpO3akpenastoumelics Kpackoil (uep-
HUAMM).

Bmopuunas ynaxogka — navyka KapTOHHAL., .
KoMmiexT cocTouT u3 | aMoyisl BakUMebl M
laMmynasl pacTBOpUTEIS.

o 5 KOMILIEKTOB B TIAYKE KAPTOHHOH ¢ HHCTPYKIH-
el 0O NPHMEHEHMWIO (JTHCTKOM-BKJIAIBIILIEM) H HO-
JKOM aMITYJIhHBIM WM CKapuQUKATOpOM aMuyiib-
HbIM.

Baxuusa - amirybl B3 TEMHOrO (KOpHYHEBO-
ro) creKia 1-ro ruIpOIHTHIECKOrO Kiacca.
Ilo 20 no3 (0,5 Mr) BakumHsl B aMIyIe.

Ha ammyay ¢ BakuMHON HAHECEBa ITHKETKA
caMOKIeAIancs.

Pactroputens (HaTpHs XJA0pUA PacTBOPUTENb
A0S OPUrOTOBJACHHA JIEKapeTBEHHBIX (opM
ana uHbekiui 0.9 %) — ammyasl H3 cTeKiIa
mapku HC-3.

Mo 2 ma B amnyne.
Ha ammymy ¢ pacTBOPHTENEM HAHECEHA ITH-
KETKA CaMOKNEALIaACa,

Bmopuynast ynaxoexa - TauKa KapTOHHAS.
KomnaexT cocTout 13 | amityJisl BakiuHsl u 1
aMny /bl PACTBOPHTESH.

[o 5 KOMNIEKTOB B NAYKe KAPTOHHOM C UH-
CTpYKUKMEH 10  OPUMEHEHWIO  (JIUCTKOM-
BRJIAABIIEM ) M CKADHPMKATOPOM aMIyIbHbIM.
CoOTBETCTBYET

Mapxuposka

1) Hepeuynan ynakoska. Ha stukeTke ammysst ¢
BAKLHHOH YKa3biBalOT: COKPAaHNIEHHOS TOProBoe
HauMeHoBanue mnpenapata (Bakuuwa BLDK-M), no-
suposky (0,025 mr/nosa), KoguuecTRO npemapaTa B
ammyne (20 103). nyth BReaeHuA (BHYTpUKOXKHO),
HOoMep cepuM (OykBeHHO-umMdpoBoe ofo3Haye-

HUE**), naTy UCTEYCHMA CpOKa TOAHOCTH (FOHeH |

pi{s i)

Ha amniynie wiiv Ha 3THKETKE aMIfyJibi ¢ pacTBO-
pHTENEM YKa3biBAOT: TOPrOBOE HAHMEHOBAHUE pac-
TBOPHTEIA, KOHLEHTPAUHI, KOMMYCCTBO B aMmiivie
(B M), myTb BReAeHMA (Ha amnyne — «JISI UHB-
EKLIMA», Ha dTukeTke ammymasl — «[lis HHbeK-
uuib» ), HoMep cepuyt (OykBeHHO-UMBpoBOC 0603Ha-
yeHue**), 1aTy UCTEUSHNS CPOKA TOIHOCTH.

1) Iepauunag ynakoexka. Ha stuxerke av-
MyAbl ¢ BAKHMHON YKa3aHbl: COKPAUIEHHOE |
TOProBoe HanmeHosaHue npenapata (Bakum-
Ha BLIDK-M), nosuposxka (0,025 mr/zo03a), xo-
JMHECTBO npefapara B amnyne (20 103), myTs
BBCACHHA (BHYTpHKOKHO), HOMEp cepuu
(C51725), nata MCTEHUEHUA CPOKA TOTHOCTH:
(ronex no 09 26).

Ha osturetke avnyis
yKa3aHbl: TOProBoe m»
TeNs (HaTpUs xwp‘iwyzpacm
FOTOBEHHS .Tekagrc'm@ﬁi’;ﬁ%{“:; by,
SKUMit), m!-memj)anm (()'%"mnﬁéhﬁe»

h mxmwmw i




Toproeoe Hanmenosanue JIIT
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KonuaecTBo, en. usmepeHns 1656 vnakoBok

Baknuua tyfepryJie3nad JUiA MAIAmed NepBAYHOH UMMYHH3ANHN

2) BropnuHasi ynakoBKa.,

Ha mnauxke yxassiBAIOT: TOPrOBOE HAWMEHOBAHHE
npenaparta (Baxkuusa TyGepKy/esnan i Mansiiei
nepeuasofl umvyHmsauny (BLDK-M)); rpynnupo-
BOYHOE HauMeHoBaHue (Bakumza 11a npoduiaxTi-
ki TyOepkynesa), COKpAaIleHHOE HauMEHOBaHue
nepKaTess PETHCTPALOHHOTE YAOCTOBEPE-
HUS/MPOU3BONNTENS JEKAPCTBEHHOTO  npenapara
{AO «HIIO «Muxporen») u ero TOBapHbI 3HAK;
agpec u TeaedioH JepKaTeNs pPEerHCTPaLMOHHOTO
YOOCTOBEPEHUA/TIPOM3BOINTEIN  JIEKAPCTBEHHOTO
npenapara; COKpPAaLICHHBHI agpec NpOH3BOACTBA
(cTpaHa, ropoa); JekapcTeenHyo dopmy (mnodu-
JH33T A7 NPUTOTOBIEHHS CYCMEH3WH 1A BHYTDHU-
KOKHOTO BeneHus); xosuposky (0,025 wmr/zosa):
KOJIHYECTRO TEKAPCTBEHHOTO MPENApaTa B YNAKOBKE
(5 amnyn Bakuuupl mo 20 me3); uxdopmalmo o
cOcCTaRe JEKApCTBEHHOTO Npenapard; HOMEep Cepuu
(OykBenHO-LpoBoe obo3Hadenne™ ) u  naty
NPOM3BOACTBA BaKiMHbI (JlaTa MpoMsB.); CBeACHMA
© pacTBOpHTE/IC : HAMMEHOBAHHE pACTBOPUTENS;
nexapcTBeHHas Gopma; KOHUEHTpauma: cocras (Ha
| Ma); KOIMYECTBO PAcTBOPUTEIA B yNakoBke ( 3
dAmIy;1 pacTBopuTens no 2 Ma); HoMep cepuu (Oyk-
BeHHO-[M(ppoBoe obo3HayeHde™*) pacTBOpHTEIS;
7aTy UCTEMCHUA CPOKA FOAHOCTH KoMIuIekTa ([Noaen
10...); ycnosus xpaHeuus (XpaHuTb NpU Temuepa-
Type o1 2 10 8 °C); yCA0BHA OTHYCKA; IPeRy Npeau-
TeIbHbIC HajMHCH (XpaHWTb B HEAOCTYTTHOM LI
geredl MecTe); INTPUX-KOA; CrHOco0 NpUMEHEHUS
(Cnocob npuMeHeHHs: CM. WHCTPYKUMIO 1O Meau-
LUHCKOMY NPUMEHEHWIO (JIMCTOK-BKIIAAbIND)); Cpel-
CTBO UACHTUPHKALIH.

#**ByKBCHHO-UM(PPOBROE 00O03HAMCHHE HOMEDA CEPUM fIpe-
napara w/uay pacTBOpUTe s hopyupyeres U3 GyKBEHHOTO
OGO3HAYCHHA CTPYKTYPHOTO MMOAPA3ACICHHS NPOHIBOIH-
e u HoMepa cepun, wanpumep: CXX wam TXX, rne C
(T) — Oyxsa. oGozmayaionias CTPYKTYpHOE nopaiene-
HUe-npoussoauTens (hwmmast 8 r, Craspomons, r.
Tomek), XX - HoMEp cepus. '

2) Bropuunas ynakoBka. Ha nayxe yxasa-
HBI: TOPrOBOE HAMMEHOBAHHE npenapara
(BakunHa TyOepkysiesHasn 1ia mladdiued nep-
suyHoit wvmynmsaumn (BLDIC-MY): rpynnu-
poBOuHOE HauMeHoBamue (Bakunna ans npo-
dunakTukn  TyOepkynesa),  COKpauieHHoe
HAUMEHOBAHUE ICPKATENA PETUCTPALIMORHOTO
YAOCTOBEPEHUA/IPON3BOANTENS  JIEKAPCTBEH-
Horo npemapata (AO «HIIO «Muxporess»),
€ro TOBAPHBIM 3HAK (NPUCYTCTBYET); aApec U
TeaedOH nepiKaTeNsl PErHCTPAIMOHHOIO Y10~
CTOBEPEHHS/IPOU3BOAMTENA IEKAPCTBEHHOTO
npenapata (Poceus, 115088, r. Mocksa, yi. 1-
s HNybposckas, o. 15, cp. 2, ten. ((495) 710-
37-87); cokpalieHHBIH agpec TPOU3BOUCTBA
(Poccua, r. CraBporiosp); JeKapcTBeHHAsA
dopma (odMAM3AT AN [IPATOTOBISHUS
CYCREH3NM IS BHYTPHKOKHOTO BEASHUA);
nosuposka (0,025 mr/mosa); KoJIMHECTRO Jie-
KapCTBEHHOro fperapara B ynakoBge (5 aM-
Fya BakiuHbL 110 20 103); MH(POPMAIWS O CO-
CTaBe JIeKapcTREHHOro npenaparta: [locse
BoccraroBaeHus 1 no3a (0.1 ma) coxepxut:
Heticmgviowiee geniecmao: MUKPOOHBIE KIeT-
ki Mycobacterium bovis BCG-I — 0,025 wmr,
Benomozamensnoe gewecneo. HaTpUs TITyTa-
mara MOHOrHApaT; Homep cepuu (C51725) u
Iata Npou3BOACTBA Bakuuusl ([Jata mpousa.
06 25); cBelCHHS O PacTBOPHUTENS: HAUMEHO-
BaHME PACTBOPHTE S (HATPUA XI0pUA), JieKap-
cTBeHHas (hopMa (pacTBOpUTENL WIS MPHTO-
TOBJICHMS JCKAPCTBEHHBIX (OPM LIt WHBEK-
mui), kouuenrpaims (0.9 %); cocrag (wva |
MJI): HATPUS XJOPUA — § MI; BOAA A1 HHDBEK-
uui — 0 | M7 KOJMHECTBO PACTBOPUTENA B
YTIaKoBKe (5 ammyll pacTBOpUTeNA no 2 Mi),
Homep cepuu pactsoputens (T1070424); nata
HCTEYEHUA ¢poKa roaHocTh kommaexra (fo-
neH 1o 09 26); yeaosus Xpauenus (Xpasurs
npu Temneparype ot 2 1o 8 'C); yeaosus o1-
nycka: «Jlna  neqedHO-mpOodHIAKTHYSCKUX
YHUPSKICHUI»; TIPEAYMPEUTENbHbIE HATINCH
(XpaHuTh B HEHOCTYHHOM ANf AeTei mecte);
mTpux-kox (4602789001689); cnocob upn-
meHeHus: (Cnocod npuMeHeHWs: CM. HH-
CTPYKLMIO [10 MEAHUWHCKOMY MPHMEHEHHIO
(TMCTOK-BKIAALILT); CPENCTBO WASHTHbUKA-
UMM HAHECEHO.

Coorsercrayer -

Ycaosus XpaHeHus

Xpanuts npy Temnepartype ot 2 o § C.

Tpancnopmuposarue. TpancOPTHPOBATL DU Temnepatype ot 2 1o 8 C. A‘%’%

Ve .G “
/ﬁ;mmxaa \<f ;

SALRUOOK D

Cpoxk roasoctu
(CPOK rpaHeHus)

15 mec.

St

Hara npou3BoacTea Mﬁﬁﬁﬁf “:i’é&ﬁu’lﬁ% £
Iata HeTeyeHua cgg = National
FOMHOCTH KOMILIE I ""“‘,‘3{?“5#‘20‘%

*o naHHOMY MOKA3aTeMO KOHTPOTHPYETCA KK Ias 5 cepust mpenapara

Tt gany

Joint Stock
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@01 COII HI-KO-08-025
ITACITOPT Ne 121 om 10.07.2025 2.
Toprosoe naumenosanue JII1 Baknunaa TybepKy/ie3nas 119 maAgmeHd HepBHYHOH HMMYHU3aRAH

(BR-M)

Howmep cepun C51725
Konugecrso, ej1. wamepenus 1656 ynaxosox

SAKJIIOYEHME: Jlekapcrsenubiii npenapar Baxnuna ryfepxynesnas Aas majamed nepsuunoi
ummyrnsannn (BIDK-M) Bakuuna ana npodunaxtuky TyGepKynesa, TMoQUIn3arT A1d HPUroToBIeHUs
CYCHEH3UM 11d BHYTpHKOKHOro BBegeHus 0,025 mr/noza cepuu C51725 coorpercreyer TpeGoBaHHAM
HOpMaTuUBHOH fokyvenTauuu JII-Ne(005822)-(PI'-RU)-180624.

bapixarosa JLIL %
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AkumonepHoe 0dLIEeCTBo

«HayYHO-nPOM3BOACTBEHHOE OOBEANHEHHE N0 MCAULIMHCKAM UMMYHOBHOTOMHHECKHM npenapaTam

Harpusa xnopun

«MHKpOTeH»

AZ},DQC MecTa OC}"LIIE‘C’T BIICHWUA llHLLGHT}prE'MOT(} BHAA JCATC/ILHOCTH
634040, Tomexas o6nacts, r. Tomek, yn. Msanosckoro, 8

ACITIOPT Ne 178 om 14.06.2024 ¢.

Harpus XJOPHI pacTBOPUTE b /s IPHIOTOBJICHUH
nekaperBenibix Gopm s unnekuui 0,9 %
Perucrpaunontoe yaocropepenne JIT-Me(001316)-(PT-RU)

Homep ceprn T1070424
KonuuecTso, e, uamepenns 42793 amny sl

Wcnsiranus nposenenst no M JITT-Ne(001316)-(PI-RU)-171022

Jlara seimycka 04 24
l"oxen no 03 29

Tpebopanug no

TToxazatenn - Pe3vianLTaThl KOHTPOIN
2 HJ JIT-Xe(001316)-(PT-RU)-171022 : P
- Hpospaynas Hecysemuas ACUOKOCH
Onwucatne [po3pasiHas GecUBETHAA KHAKOCTE - ]
Coomeemcmeyen
, e Pearifus noiosxcumetbis
Oxpatwnsanue naamesdl B xENThIH uBeT ~
Coomeememeyem
Haenrndurkaumns
- 5 Peartust ROI0JICHNETLHAS
Obpasyercs 6ebtit TBOPOKHCTHIA 0CanOK
Coomaememsyem
fipospaynocts JlomKeH 0bITh NPOIPAUHBIM Hpaspaion
YIp Ig w 3 : i) £
PO s Coomeemecmayen
: i Becysenoric
LiseTHOCTL Joipken ObiTh DeCUBETHBIM
Coomaeememayem
& 2 387
pH Or 5,0 07,0

Coomaememeyem

Mexatuueckue

Buanmble HaCTHLbI

[Mpenapar nomKeH Bblaepinsats Tpebosanus 'O PO
Hesuaumpte 4acTHlibl

B oaHO#H aMOyne CpesHee HHeao YacTHLL pazMepon

Buidepaicusaem mpeoosanusi
Coomaememayem

BROIOYUCHHA - ; -
10 MM 1 Soitee He nosxuo npessitiars 6000, a cpeaxee Buidepowcuaaem mpedosanun
YHCAD YACTHIL pasMepom 25 MM 1 Bosiec He TOJKHO Coomaememeyem
npessiath 600
OfBEM COAEPKUMOro YIAKOBKY J0MmKEH BsITh He Melee
HOMMHANKHOTO, CCH YTAKOBKH HCCHEAYIOTCA
. - WHAHBHILY ATLHO.
HMspseraembiil :
i Tl yriakoBOK ¢ HOMHHABHBIM 0ObEMAM 2.0
U8 L) - ivs -y
2 MA 1 MEHee HaMepeHHbIR 00bEM aorbken OuiTh He Menee | Coomgemcmayem
CYMMbI HOMHUHATEHLIX 00BEMOB HCCACAOBAHHBIX
Y AaKOBOK.
bakrepransHbie Mpenensroe coaepikanne BAKTEPHANBHEIX JHAOTOKCHHOB Menee 0,25 ES/va
IHAOTOKCHHbI B npenapare xe foaee 0,25 EDiMn Coomeememsyem
A, : S Cmepuipisiil
CTepHabHOCTh Homxen ObiTh CTEPHABHLIM i
Caomeememayen
KoausecrseHHoe :
Or87 093 mra | M 90 xmce I st
ONPCASASHHE +
Coomasememayem
Xpauenue [py Temnepatype we soite 25 °C % c\

Cpox roanocTy

5 ner

o (270, 202"

KOMuanai»

Hara npou3so
F'onen no: 31,45

Tivatiomst
Immuncbiolegical
Company»
Joint Stoek
b
Compdn
RN bany




TTACIIOPT Ne |78 om 14.06.2024 2

Harpus xaopui

TpeboBanus no

Pe3yabTaThl KOHTPOS

Hoxasarenu HALJIL Ne(001316)-(PT-RU)-171022
o |y, 2 M7 s 5 51 8 asiay el w3 erekna mapir HC-1, [10 2,0 M4 6 aunyaax ws Cmexia Mapsu

HC-3. YOIl wax NK. wan apymie mapkn eresna b-vo | gprmr g p o of1T) HC-3

ruaposrrracesoro saacea no OCT 64-2-483-85 s no w0 TV 9462-002-11068395-2005

TY 9462-002-11068395-2003, wau no TY 9462-001-33908805- | . oot o GexpLIMUS.

2006. win no MCO 9187, wau uMnopTHLIC, COOTBETCTBYIOUME

rpetosannay HCO 9187, paspetiesiibie K NPUMCHEHIIO B Pd.

Ho  kawcayo  amiiyily  HAKIeHBaoT DTHKETKY W3 Gymary

srukerounoi no TOCT 7625-86 wiy auaioriuHoro Kauecrsa,

WK MMIIOPTHOM, HAM COMOWICALLYIOCH JTHRETKY M3 Gymard Ha kaxcoyro annyiy nakieend

punoptaioll, paapewetnoi & npuviercHmo B PO, wan Texcr | CUMORICAULUACH INURCTIKA U Bymaci

HUHOCHT HEHOCPRACTECHHO 1A aMiTyy ObiCTpoIaKpenasioweics UMPOPMHO.

KPAcKoOH HMTIOPTHOW. HiK METOLOM KarLiecTpy HioH neuwary.

Mo [0 amaya ¢ WHCTPYXUMEH MO (PUMCHCHHIO,

crapudukaTapost asiyasuen no TY 9398-002-14783767-2010.

Wi APYTUM QHAIOTHIHOTO KAMECTRA MOMCILAIONT B HAYKY WK

kopofky #3 Kaproua s noTpedUTeILCKON  Tapbl  Mapk

xposoBbiit wau xpost-apaan e FOCT 7933-89 wan no TY 5453-

010-04766354-2006.  wiv  AHANOFHUHOCO  KAMECTBA. WK

HMBOPTHOTO. PASPELCHHONY K HprMcHeiuio B PO. nin 8 ranky

Vnakoska w3 kaprona no FOCT 33781-2016.

KopoBiy  okiensaor OTukeTRoi-Ganicpoislo w3 Oymark

yrugerosnoi no TOCT 7623-86 uan anaioriinoio Kauecrsa,

SIH MMITOPTHOM, PAspPeICHHOR K HPHMEHCHIIO B P,

Tipw yrakomice aMilysl, WMEIOUIHX KOILUO HSAOMA WK TOSKY SV | [Tug konipmekmaniuti ¢ Cyxusi

BCKPHITHS, € Ka-pmbnxa‘rpp AMILYALHBI HE BIJIAALIBAIOT. HeRUpCmBenNbIMY OPS;EITL, TNYIBL C

1o 3 amny/ NOMEH@IOT B KACCETHYIO KOHTYPHYIO YUAKOBKY 3 ‘ sk

KAPTOHA MapKH XPOMOBBIE wam Xpom-opsau no FOCT 7933-89 PACMBOPOs HAMPUA XAOPUOU YAONCCNbI

waw TY 5453-010-04766354-2006, nan auanornynoro kauecrsa, | 8 GGPMUKAIOHOM ROTOAUCCHUL &

HI® UMIOPTHOTD, PA3PCHICHHOIO K NpHMEHEHHo B PO, RQpIIOHHBIE KOPODKI, 3GKpbINTbI

[lo 2 KkacCeTHMBIE KOHTYPHBIC YHAKOBKM ¢ WMHCTPYKUMCH [0 | KUPMOHHBIMY KPLIUKAMY om KOPOOOK,

HPUAMCHCHHIO  NOMSHIAIOT B DANKY W3 Raproma A | Ynakosamiasn npooyKyua hoseuend 6

HOTPEOHTEABCKOR TAPL MAPKH XPOMOBBIA HIH XPOM-3P3aL 1O | mpancnopmuyto mapy (20pposuik).

FOCT 7933-89 wan TY 5453-010-04766354-2006. win | /o y gepx mparncnopmiol maps

AHAIOPHIHOTO KA4ECTBA, WM MMIIOPTHOTO. PAIPEUICHHONO K | poposoncennt 20(iponporiaokay,

apusenetnio s Po. : : G

Boamomkii KOMIASKIAIMA © CYXUMU JERAPCTRCHHLIMI (hopyany wae ACHCUIE PIEOGEHIng el

AIPEHAPATOB B COOTBETCTHY IUN KUAHHECTBIX. fogbp OAUE JIICER EXOI W

I pynnoRas YNaxoBka # TPEHCHOPLIAS TAPA B COUTBCICTRIM

TOCT 17768-90. Coomeemcmayem
Ha smuremre aunyasl yKazano
IMOPEOBOE HAUMEHOGAHNE APENAPaMd,
KOHREHMPaust, KOIHecmso npenapand
6 avmyae (00bEM 8 MUTRAUMPEX), myme
goedenus (ma rmuxemse avnyrer « /i
WHDERYUTIY), HOMEp Cepull (GVKBEHRO-
yupposoe obosnavenue) «TI070424x,
dama ucmewenus Cpora codHoCmu

Ha amnyne wiv ITUKETKE aMAyTsl YKa3biBaioT TOprosoe | (wecsay, c0d) «03 29».

HAMMEHOBAHHE TNPENapaTa, KOHUEHTpaLmio, konuuecyso | Ha mopyesoli cmopone Kopodku ¢

npenapara B amnyie (o0bEM B MWIAHAWTPAX), NyTe | APERAPamoM HAKICeNd JIUKCmKa ¢

Mapxuposka peenenus (Ha amnyse — «JUTA HH bEKLIMH», Ha | ywasanues nawsenosans

JTHKETKE amuyisl — «[Ut8 HHbeKUME» ), HOMED CepuH
(Byxsenno-undposoe ofosHaucnue), paty HCTEHEHHA
cpoKa roZHOCTH (Mecsi, roa).

NERAPCMEENILO20 npenapand, 00beMd @
AMAYIe 6 M, HOMEPA CePUl, CPOKA
2O0HOCIU, YCTOBUT XPAHCHUA,
KOAUMECMER aMnyi 6 YRaKogre.
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I;;;&’MHACHOPT‘J\@ 178 om 14.06.2024 2. Hatpus xnopui

&

3AKJIOYEHUE: Jlekapcrsennsiil npenapat «Harpus xaopua pactBopHTENb UL NPHTOTOBICHH
nexaperennbix hopy juts napexknuit 0.9 %y cepun T1070424 coomeememayem mpebosantisiyi
nopmarusroi Zokymentauuy JITT-Ne(001316)-(PT-RU)-1 71022, I1P No 20790279-71-21, Bejomocth

usmenenuit Ne 1, No 2, No 3 ] K npOM3BOACTBEHHOMN peuentype

3. HakonuTenpuoi BeAoOMOCTH M3MEeHCHWH No
[P Ne 20790279-71-21

2
Crapmmuit muxpoduogor OBTK (OKK) H.A. Hosak _,@/224
(Jlomnoers) (DK (Moduicn)
3am. nauatsuuka OBTK (OKK) T.C. Tewiosa 7;7’
([lomKnocts) bRy (Moanuesy”

o) bt
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=
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ANVYHOBHOA0THYeOKAR
L KOXBANEY
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