PA3PEINEHHNE

Ha BBOJI B rpaykIaHCKuii 000poT B Poccuiickoli Ddenepalyu cepur WK NapTuy
npou3sBeieHHoro B Poccuiickoi Menepanuy Wiid BBO3UMOro B Poccuiickyto ®esepanuio

UMMYHOOHOJIOTMYECKOTO JIEKAPCTBEHHOTO IIperapara
Ne P006-00110-77/03736591 ot 14.11.2025

Boinano Aximonepromy obmectBy "HaydHo-mpou3BoCTBEHHOE 00 EIMHCHHUE 10 MEIHITMHECKIM
MMMyHOOHONOrMYeckuM  npenaparaM  "Mukporen", Poccus, 115088, r. Mocksa,
yJ. 1-s Jlybposckasi, a. 15, crp. 2, UHH: 7722422237.

(HaMMeHOBAHUE YO PUAMUYECKOrO JINLIA, ropuauyeckuii anpec, MHH)
PDenepanbuast ciyxba N0 HaI30py B cepe 31PaABOOXPAHEHMSI HA OCHOBAHUH 3AKJIIOYEHHUST
UCIBITATEIbHOrO  LICHTPA OKCIEPTU3bl  KAYecTBA MEJUIMHCKAX HMMYHOOHOJIOTHYECKUX
npenaparos  PenepansHOro rocyfapcTBEHHOro GI0JPKETHOr0 yupexaenus "Hayumeii neHTp

OKCNEPTHU3LI CPE/ICTB MEJUIIMHCKOTO IpuMenenus" MunucrepcTsa 3ipaBooxpanenns Poccuiickoit
Deneparuun

(HaI/IMeHOBaHHC (])EﬂepaJILHOFO rocy JapCTBEHHOI'O 6IO,Z[>K€THOFO y‘{pemneHI/m)
or 11.11.2025 Ne 1202/HIIDCMII paspemaer BBOJ B rpaskaancKuii 060poT
(nara) (Homep)
B Poccniickoii Meepanuu UMMYHOGHOIOTHYIECKOI0 JIEKAPCTBEHHOI0 NpenapaTa
Baxkipna TyOepKyJesnas jst ma et neppuynoi ummyrusanuu (BIDK-M)
(ToproBoe HaMMEHOBAHHE)
Bakiyna juist npopunaktiku Ty6epKynesa
(MEeXIyHApO/IHOE HENATeHTOBAHHOE HAMMEHOBAHHE (IPYIIMPOBOYHOE MM XUMHYECKOR)
NTHO(UIM3AT JUIs TIPUTOTOBIICHHUSI CYCIIEH3UM JUIsl BHYTPUKOXKHOTO BBeaeHust 0.025 mr/mnosa
0.5 mr (20 1103) - amIyJiel (5 IT.) - TAYKU KAPTOHHBIE /B KOMILIEKTE C PACTBOPUTEIIEM:
HaTpHsL XJIOPUL PACTBOPUTENb JUIS IIPUTOTOBJIEHUS JIEKAPCTBEHHBIX (hopM st nubekmit 0.9%
(amiyiipt) 2 MiI-5 T/ =401 1e4e6HO-IPOPUIAKTHYECKUX YUPEK [SHUH
(popma BbimycKa (¢ yka3zaHHeM JIeKapCTBEHHON GOPMBI, I03UPOBKH, (JACOBKH) U KONMYECTBO B yIaKOBKe)
cepum  C52525 (cepus pactoputens T1080424) G0eM CopiH 1658 ;
WU HAPTHI

(xonuyecTBo
YIaKOBOK)

(Homep cepun)

rogen no 10.2026
(cpox romHOCTH)

npoussojacTBa AKuuoHepHoro oobmecrsa "Hayuno- -IIPOU3BOJICTBEHHOE OOBEIUHEHUE TI0

MEJMLIMHCKIM MMMyHOOHOJIOrHYecKkiM npenaparam "Mukporen” (AO "HIIO "Mukporen"),

Poccus, 355019, CraBponosbsckuii kpaid, r. Craspornons, yi. bruonornueckas, 1. 20 (Bce cramgun,
BKJIIOYasl BBITYCKAIOMUI KOHTPOJIh KAYeCTBa).

b

oty

NIPOM3BOJICTBEHHOE OOBEIMHEHHE 10 MEJUIIMHCKUM HMMyHo6H0 I
"Mukporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mocksa, y AR
CT. 2

I[epmaTe.m) PErHCTPANIOHHON0 yJIOLTOBCPEHHH AKHHOHepHO

(HauMeHOBaHUe, aJipec)

JOKYMEHT TTOJITMCAH
DHEKTPOHHOU HNOAITHCHIO

3amMecTUuTeNb PYKOBOAHUTEIIA Cepruduiar 42D1B24ADS2BBD113BD1263FE2CCBCSY

POCBﬂp aBHa,Z[30pa Baagenen Hapxomenxo Jimrpuit Beenomonosiy H'B ® HapXOMeHKO
) Heitcrsrresnen ¢ 07.04.2025 no 01.07.2026

S




Toprosoe naumenopanue JII1

Mesxty HapoIHOe HelTaTeHTOBAHHOE, MK IPYyNIIHPOBOY-

@01 coll 1II-K0-08-025

AxuponepHoe 061mecTBO
«Hay4HO-IIpOU3BOJCTBEHHOE OGBS MHEHHE [0 MEIMLIHHCKIM MMMYHOOHOJIOTHYECKHIM TIPENapaTam

«MuxporeH»

AZIPEC MECTA OCYIIeCTRITEHUS JTALICH3APYEMOTO BUJIA eI TENBHOCTH:
Poceus, 355019, CraBpononsexuit kpai, . Crasponois, yn. Buonoruueckas, 1. 20

HACHOPT Mo 214 om 26.08.2025 2.

Baxumua ryGepkynesmas s ngajgsmeii nepBHY-

Ho# mmmyrmsanuna (BIK-M)

HOE, W/ XUMHYECKOE HAUMEHOBAHME

Jlexapcrpennas Gopma

Josuposka

Perucrpanmonnoe ynocrosepenue
Hara rocynapcersennoii perucparu JIIT

Bakunna nyis npodunakruxu ty6epkynesa.

NHO(DHIN3AT JUIST IPUTOTOBNEHUS CyCITEeH3UU

[71 BHYTPUKOXKHOIO BBEISHUS
0,025 mr/moza

Hara BHeceHus n3meHeHuit
B perucTpauuoHHoe yaocrosepenue JII1

(mara 3aMeHBI perucTpanpuoHHOrO -

ynocrosepenus JII)
Homep cepuu

C52525
Komuuectno, en. H3MEPEHUS

1658 ynaxosox

Wenbiranns nposenenst no HJLJI-Ne(005822)-(PT-RU)-180624

Hara npouzs. 08 25

JITT-Ne(005822)-(PI-RU)
18.06.2024 r.

Tonen o 10 26

Hoxasatenu

Tpeoosanust no HJ{ JITL-Ne(005822)-(PT-RU)-
180624

Pesynm'aTm KOHTPOJIsA

Onucanne

Iopucras Macca, NOpOMIKOOOPA3HAS WM B BHIC
TOHKOM axypHO# Talnerxkm 6enoro wumm CBETIO-
KEITOTO UBETA, JIETKO OTAENAIOWASCS [P BCTPAXH-
BAHHH OT AHA aMITyJibl. CUrpocxonmnyHa.
BoccranopneHHas BaknuHa - rpyboaucnepenas
CycreHsust GeJior0 ¢ CepOBATHIM MTH JKEJITOBATHIM
OTTEHKOM 11BETa, 6€3 MOCTOPOHHMX BKIIOUEHUI.

Iopucras macca, nopouikooGpasHast wiu B
BUJE TOHKOH axypHO# TabneTku 6enoro nse-
Ta, JIETKO OTHEJAIOWENcS Npa BCTPAXUBAHUA
OT AHa ammydbl. ['HrpockomuyHa.
Boccranosiiennas paxmuua - rpy6oaucnepe-
Hasi CycneHsus Oenoro ¢ cepoBaThiM OTTEH-
KOM 1IBeTa, 6€3 OCTOPOHHUX BKIIOUCHMIH,
CooTBeTCTBYET

TommangocTs

IIpu Muxpockonmu Maskos, okpammensbix no Lumo-
Hunbcery, HODKHBI ONpenenaTres OKpamieHHble B
KPacHBIH LBET (KMCIOTOYCTOMYHBbIE) TOHKHE, aps-
MBIE MIIM CIIeTKAa M3OTHYThIE MANOYKH JUTMHOM 1—4
MIKM M mupuioi 0,3—0,5 MM, 4acTo ¢ HeGONbLIIHME
B3Iy THAMH Ha KOHIAX, He 00pa3yIoiiye cuop ¥ Kar-
CyIL

Ilpu nocese BakuWHBI Ha TNOTHYHO cpeny Jlesen-
wreiina-Hencena qepes 28-30 cyT uHKyGaumu npH
Temreparype (37+1) °C ma mnoBepXHOCTH cpenst
AOJDKHBI - BBIDACTAaTh XapaKTEPHBIE IIEPOXOBATHIC
HIoTHBIE KosToHmi ot 0,5 go 8,0 MM B uamerpe
HKEITOBATOrO UBETA C TOHKMMY HEPOBHBIMY KPATMHU

MUKpPOCKOTHS: OKpaLIeHtbIe B KPACHEB LBET
(KHCTIOTOYCTONYMBEIE) TOHKHE, CHETKA HU30-
PHYTBIE TANOYKY JUIMHOH 1—4 MKM H mittpu-
Ho# 0,3-0,5 MxM, ¢ HeGONBIIAMY B3Iy THUSMHA
Ha KOHI@X, CIIOp H Kancyil He 06pasyior
Cootsercrayer

Xapakrep pocTa - LIEPOXOBATHIE ILIOTHBIE
kononun ot 0,5 1o 8,0 MM B Lramerpe xento-
BATOrO 1BETA ¢ TOHKUMH HEPOBHBIMY KPasMu
CootsercTByer

Bpewms BoccTanoBite-
HY TIpenapara

He 6omnee 1 mum.

B Teuenwe 1 mun.
CoorBercrryer

Tpoxomumocts uepes
UrIy

Cycnensus npenapara rocsie BCTPSAXUBAHAS JOIBKHA
CBOGOJIHO IPOXOIUTE B IIIIPHIL yepes uriy 0,45x12

C)/CHCHSVUI npernapara rocie BCTpAXuBaHus
€BOOOTHO OPOXOOHMT B LUIPULL qepes urry

A30902 S
MM. 0,45x12 mm. QW‘BQ =
CootrercrByes 0 %
Obuee conepxanue Hokasarens onruueckoii WIOTHOCTH BaKUMHLL, pa3- | 0,15-0,16 4 Hola,,(,
o N0THYypp,
OakTepuii BEACHHOM J10 copepxarus 0,5 Mr muxpolusix kie- | Coorserter, \_knm,y,,;‘;: iecky

Tok BIDK B 1 M pacteopurens, momokeH Guith B
npenenax 0,17+0,02

»

Hucrepcuocts lokasarens NUCIEPCHOCTH HOJDKEH OBITH HE HIDKE 1,7-1,8

1,5 CooTBercTBYE
Horeps B macce npu He 6osnee 5 % 1,86 %
BbICYUIMBAHUH CooTtpercTByer

- Crpanuma 1 u3 4



Toprosoe naumenosanue JIIT

@01 COIT II-KO-08-025

HACHOPT N 214 om 26.08.2025 .

(BILK-M)

Homep cepun C52525
Konuuectso, en. usmepenus 1658 YIAKOBOK

Baxunna tyGepkysesnas s masimeit NEePBHYHOH HMMYHH3AUHH

Tepmermanocts
(Bakyym)

AMITyJIbI IOIKHBI OBITh F€PMETHYHDI (ra30Bas cpena
B aMmIiynax JOIDKHA JaBath GlenHO-rony6oe wimu
PO30BO-rosryb0e cBeueHue)

AMITyITbI repMETHYHE
CootsercTByeT

OrcyTeTBHE HIOCTO-
ponsux 6axrepuil u
rpuboB

Toctoponnss  mukpodnopa (6axrepun, rpubk)
HOJDKHA OTCYTCTBOBATEH 33 MCKIIOYEHMEM MUKOOAK-
Tepuii BIDK

Hocroponmsist mukpoduopa (Gaxrepuy, rpu-
GBI) OTCYTCTBYIOT 32 MCKIIOYSHHEM MUKOOAK-
Tepuit BIDK

Cooteercrayer
AHoOMalIbHAT TOKCHY- Homxna OBITE HETOKCHUHOH Heroxcuunas
HOCTh CootpercTnyer
Crenuduueckas Bakiwna we nomwkusa copepxats BUPYJIEHTHBIX MU- | Baxuuna He COACPIKUT BUPYICHTHBIX MUKO-
0e30nacHocTh KoGaxrepuii Gaxrepuii
Coortgercrayer
Crenudmaeckas ax- Ot 15 10 23 MITH. KU3HECTIOCOOHBIX KIIETOK BIDK B 21,9 mus/mr
THBHOCTB 1 mr MukoGaxrepuit BLDK CooTtBercTBYET

TepmocrabunbnocTs*

HoixHa O6ITh TEpMOCTABIIIEHOMN

Pactaopurresns, seimyc-
KaeMbli B KOMIIIEKTE ¢
MpernapaToM

Harpust xnopwa pactsoputens s npurorosnenus
JEKAPCTBEHHEIX (hOpM JuIst Mrbekuwit 0,9 % (JITT-
Ne(001316)-(PI™-RU)-171022)

Hatpust xyopun pacreopuress iist mpuroTos-
JIEHHSL JIEKapCTBEHHBIX (OPM JUTT WHBEKIM
0.9 % 2,0 mu cepust (T1080424), nara wcre-
YEHUS CpOKa roHocTH fo (03 29)
CootsercrByeT

Onucanne ynakoBkur

lepsuunas ynaxosica

Bakuupa - ammoyssl W3 TemHOro (xopuaHeBoOro)
CTEeKNa 1-T0 THAPONHTHIECKOT o KIacca.

ITo 20 no3 (0,5 Mr) pakuuus! B amIye,

Ha ammyny ¢ sakumso nasocst 9THKETKY caMoKJIe-
AYIOCH,

Pactsopurens (martpus xmopun PacTBOPUTEIB. Jijis
TPUTOTOBIECHHA JCKAPCTBEHHBIX (POPM IUIST HHBEK-
i 0,9 %) — amrynsl 13 crexkna mapxu HC-1, HC-3,
YCII-1 wn NK, wii npyrue mapku crexna l-ro
THAPOIMTHIECKOTO Kacea.

ITo 2 mu B amnyse,

Ha ammyisl HakiewBaloT STUKETKH U3 Oymarm ca-
MOKIIESIUEHCS HITH TCKCT HAHOCST HENOCPEACTBEHHO
Ha amnyny OBICTPO3AaKPEIUIIOIEHCs kpacko# (uep-
HUJIaMHU).

Bmopuunas ynaxoska — nauxa xaprouuas.
Komnnekr cocrour us 1 AMIYJBl  BaKIMHBE U
lamnynisr pacTBOpUTENS.

o 5 xomnyiekToB B niauke KapTOHHOMU ¢ HHCTPYKIH-
6 -TIO TIPUMEHEHMIO (JTHCTKOM-BKJTANBIIEM) U HO-
KOM  aMIyJTBHBIM MM CKApUDUKATOPOM aMILyITb-
HBIM.

Hepsuunas ynaxoexa
Baxipna - aMILyJIbl U3 TEMHOTO (KOPHYHEBO-

| TO) CTeKNA. 1-r0 PHAPOIMTUYCCKOrO kiacca.

ITo 20 no3 (0,5 mMr) BakumHLL B amMItye.

Ha ammyiny ¢ Bakuupolf HaHeceHa 3THKETKA
CaMOXIIeSIIAnCs.

Pacteopurens (HaTpust Xyiopuy PacTBOPUTEND
Mist TIPUTOTOBJCHUSL JIEKAPCTBEHHBIX. (hOpM
st uabekuai 0,9 %) — ammyisl U3 crekia
mapku HC-3.

Tlo 2 Mt B amnysze.

Ha ammymy ¢ pacrsopurenem nanecena stu-
KETKa CaMOKIIESILUASC,

Bmopuunas ynarkosxd - navxa KapTOHHASL.
Komnrext cocrout uz 1 ammy isl BaKUuHs 1 1
aMITYJIbl PACTBOPUTEIIS.

ITo 5 xomiulekToB B IauKe KApTOHHON C HH-
CTPYKIHEH 00 TpPHMEHEHWIO  (JIMCTKOM-
BKJTAJBIIEM) ¥ CKAPU(BHKATOPOM aMITYIIBHBIM.
CooTsercTyer

Mapxuposka

1) HepBuuHas ynawxorka. Ha sTukerxe AMILYJIbL C
BaKOMHOW  yKa3bIBAIOT:  COKpAIEeHHOe TOProBOE
HanMeHoBanMe npernapara (Baxunna BIDK-M), no-
3uposky (0,025 mr/nosa), xonudaecTso npenapara B
amiysie (20 go3s), myTh BBeneHHS (BryTpHKoxuo),
Homep  ceprir  (OyxBeHHO-LH(pPOBOE 0603HaYE-
Hue™*), naty wucreuenus Cpoka romHoctu (rojeH
HO-..).

Ha amnymne wmu na sTuxetke aMIIyJisl ¢ PacTBo-
PHTENIEM yKashIBAIOT: TOPrOBOE HAMMEHOBAHHE PAC-
TBOPUTEIIS, KOHUEHTPALHIO, KOTYCCTBO B amIlyile
(B Mi1), IyTH BBEEHNS (Ha amnyiie — «JIJISI UHD-
EKLUM», ua stuxerce aMnynsl — «JIius uabex-
uk»), HoMep cepHu (Byxsenuo-1udpoROE 0603HA-
YEHHEF), Haty MCTEYEHHUS CPOKA FrOAHOCTH.

1) Hepeuunas ynakoska. Ha stukerke am-
IyJibl C BaKUMHOM YKa3aHBl: COKPALIEHHOE
) a (Baxuu-

a 1
Nalign e |

(rozmen no 1 _%_@d). lmmu“:;:;”m" .
Ha amxeéﬁ% avmy g, & s

TOTORJICHHUS JIeKAP: e bd
exumii), KouueHTpaupﬁ? 5, KonuueCeTBO B
ammyne (2 Mi), nyTs BBeneHwt («lns mibex-
unii»), Homep cepun (T1080424), nara ucre-
YEHUs cpoka ropHoctd (03 29),

B2 0057k

Crpasnua 2 vz 4



Toproeoe nanmenopanue JIIT
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(BIDK-M)

Homep cepun C52525
Komuectso, en. usmepenus 1658 YIIAKOBOK

Baxuuna ryGeprynesmas jus masimeit NEPBHYHOH MMMYHH3AHN

2) Bropu4nas ynakoBka,

Ha nauke yxaseigaroT: TOpromoe HamMemosanue
npenapata (Baknuua TyGepkynessas sl wansimei
NEPBUYHON mmMmyHmsarwy (BLDK-M)); TPYIIUpo-
BOYIHOC HaUMEeHOBaHue (Bakuuua 1t npodunakTi-
KH TyOepKynesa); COKpAleHHOE HAUMEHOBAHMG
neprKaTens PETUCTPALIMOHHOTO YIOCTOBEpE-
HUS/NPOM3BOIUTENS  JIEKAPCTBEHHOrO npenapara
(AO «HIIO «Muxporens) u ero TOBAPHBIA 3HAK;
agpec M TeNeOH Jepiarelsii PEeruCTPalMOHHOTO
YAOCTOBEPEHHA/IPOMSBONMTENA  JIEKAPCTBEHHOIO
Tipenapara; COKpaIUeHHbIH aJpec NpOM3BOICTBA
(crpana, ropon); JexapcTBeHHYIO bopmy (wopu-
TU3AT UL PATOTOBRICHUS CyCHEH3ME [UIsl BHYTPH-
KOXKHOro BeneHusn); mosmposky (0,025 mr/mosa):
KOJIMIECTBO IeKaPCTBEHHOTO MPENapata B YIAKOBKE
(5 amnyn Bakupmer no 20 103); uHbOpMaLMo 0
COCTaBE NEKAPCTBEHHOIO MpernapaTa; HOMEp Cepiu
(byxBenno-ndposoe obosnavenne™* ) u nary
Npou3BOACTBa Bakiunbl ([lata npousn.); cemenus
O pacTBOPMTENE @ HAMMEHOBAHME DPACTBOPHTEINS;
nexaperBenHas (popMa; KOHUEHTpalHs; COCTas (Ha
1 MID); KONMYECTBO PACTBOPUTENS B YIIAKOBKE (5
AMILYJ1 PACTBOPUTENA. 110 2 MIT); HoMep cepuu (6yK-
BCHHO-IIMpPOBOE  0603HAUSHME™ ) PacTBOpUTEIIS;
HaTy UCTECYCHUs CpOKa rOAHOCTH KoMiutekra (Ionen
Ji0...); ycunoBus Xpanenus (XpaHuth npu Temiepa-
Type ot 2 no 8 °C); ycnosus otnycka; TIpEeAY IPE k-
TelbHbRIE Haqmucy (XpaHuth B HETOCTYITHOM Ui
HeTell MecTe); LUTPUX-KOJ; CII0cOoH TPUMEHEHHSN

(Croco6 TpuMeHeHHs: CM. HHCTPYKIHIO [0 MejH-

[UHCKOMY NPUMEHEHHIO (JIMCTOK-BKIIIBILL)); cpel-
CTBO MIEHTHUKALIIH.

**Byxsento-unpposoe 06osnavenue HoMepa cepuH Ipe-
napara w/umi pacTBopuTens (opmupyercs u3 GyKBEHHOIO
0003HAMCHNS. CTPYKTYPHORO OAPA3IEHCHHs TIPOHIBO/H-
Tend v Homepa cepun, Hanpumep: CXX win TXX, roe C
(T) — 6yxsa, obo3Hayawmas CTPYKTYPHO® TIOApa3HCie-
HHe-TipousBoauTens  (pummanst 8 . Crasporois, T.
Tomcx), XX - Homep cepum.

2) Bropuunast ynaxosxa. Ha nauke yKaza-
HbL:  TOPTOBOC HAMMEHOBAHME Ipenapata
(Bakuuna TyGepKysessas Al Uagsei nep-
BUYHOH uMmywnsammu (BIDK-M)); rpyrmm-
POBOYHOE HauMeHOBaHue (Baxiuna s npo-
bmraxTrkg TyOepkyiesa); COKpAIleHHOe
HauMEHOBAHUE JICPKATENS PETHCTPALMOHHOTO
Y/IOCTOBEPEHUS/IPOUSBONMTENA  JICKAPCTBCH-
Horo mpenapara (AO «HITO «Mukporen»),
€ro TOBAPHAIH 3HAK (IPHCYTCTBYET); aupec
TeNeOH NepPIKATENs PErHCTPAMOHHOTO Y0~
CTOBEPEHIS/IPOM3BOJIUTENS  JIEKAPCTREHHOTO
npenapara (Poccus, 115088, r. Mocksa, yi. 1-
s [lybposekast, . 15, ctp. 2, Ten. ((495) 710-
37-87); coxpalugHHbH anpec NPOHM3BOICTRA
(Pocens, 1. CrTaBporons); JekapeTBeHHas
(Gopma (mmodunmsar A IPHrOTOBNEHUH
CyCNEeN3uu Ul BHYTPUKOXKHOTO BEASHUA);
nosuposka (0,025 Mr/mosa); KoaMUYeCTBO Jie-
KapCTBEHHOrO Mpemnapara B yuakoske (5 am-
Iyl Bakiuuel 110 20 103); wadopMauys o co-
CTaBe JICKAPCTBEHHOro Ipertapata: Ilocie
BoccTanoByienust 1 nmosza (0,1 mn) COJEPXKUT:
Heticmeyrowee sewecmgo: MUKpoOHBIE KIeT-
Ku Mycobacterium bovis BCG-I - 0,025 mr,
Benomozamenvroe eewecmeo: warpus riyra-
Mara MOHOTMApPAT; HoMep cepuu (C52525) n
Aata NIpou3BOACTBa BakumHbl ([{ata npomnss.
08 25); ceneHust 0 pacTBOpUTENE: HANMECHO-
BaHUE PACTBOPUTENA (HATPUS XJIOpUI), NeKap-
cTBEHHAA (popMa (PaCTBOPUTENb MIA TPUIO-
TOBJISHUS JIEKAPCTBEHHBIX (OPM I MHBEK-
uit), xonuentpauust (0,9 %); cocras (wa 1
MUT): HATPHs XJOPHI — 9 MT; BOJA IS HHBEK-
Ui — 710 1 MIT; KONMYeCTBO pacTBOpHTENs B
YIAaKoBKe (5 aMIilysa pacTBOpHTeNs 1o 2 MJT),
Homep cepur pacteopureist (T1080424); narta
HCTEYEHUA CpPOKA roAHOCTH KomiutekTa ([o-
ZeH o 10 26); ycioBust xpaHneHus (Xpauurs
npy Temieparype or 2 zno 8 ‘C); ycnosus or-
nycka: «Jlns  negebHO-UpoPHIAKTHIECKHX
Y4pexneHuil»; npefynpenuTeibubie Haamicy
(XpasuTh B HELQGRYIIE

WTpUX-Kox (460
Mmenenus: 4(
CTPyKuuKd af6_ Meni
(MHCTOK-BRNABILIS, ¢ y
L HAHGEENO. iy, o
Coo’rBBTS%ﬁ}i@T Dy

uduxa-

Venosus xpanenus

XpanuTh Npy Temneparype ot 2 10 § °C.

Tpancnopmuposanue. TpaucmopTHPOBATS Npyu TemMueparype ot 2 10

;-\:’%;;\

Cpox rogroctu
(cpox xpaneuus)

15 mec.

Hara npouseontiag; 2050
Jara ucrevenns cpoxa
COIHOCTH KOMIIIEKTA

07.08.2025 r.

31.10.2026 r.

*Ilo TaHHOMY NOKA3aTENO KOHTPOIIMPYETCH Kakas 5 cepus npenapara

Crpanuua 3 us 4
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HACIIOPT Mo 214 om 26.08.2025 2.
Toproroe nanmenosarnme JIIT Baknuua ryGepxynesnas aiast mansinei NEePBUYHOH HMMYHU3AMHH

(BIUK-M)

Homep ceprn C52525
Konuyectso, ex. usmepenns 1658 ynakosok

3AKJIOYEHUE: JlekapcTBenHplit npenapar Bakuuna tyGepxyJesnas jis magsimeii HepBUYIHOH
ammysnusanun (BIDK-M) Baxouna i npoduIakTHKH TyGepKyIiesa, Mo HIM3aT s TIPUTOTOBIIEHUS
CYCHeH3UM Ul BHYTpUKOXkHOro BBeseHusa 0,025 mr/nosa cepuu C52525 cooreercrryer TpeGoBaHHIM
HOPMATHBHOM 10Ky MEHTALUH JHI-Ne(005822)-(PT-RU)-180624.
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Harpust Xnopu

Harpust XJA0pH/L PACTBOPATCID IS IPHTOTOBICHHUS
JEKApCTBENHBIX (POPM A1t HHBEKLIMH 0.9 %
PerucTpalnonioe y/I0CTOBEPCHHE JT-Ne(001316)-(P RU)

Homep cepin T1080424 Jlara soinycxka 04 24
Koauuectso, ¢il. winmepenus 42793 amiryiibl Fojen a0 83 29

Weniranms npoke/eHs! ro HJLJIT-Ne(001316)-(P-RU)-171022

Tpebopanust 110
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Harpus xnopui

Floxaszaveny -

Tpedopanns no

PeysnTathl KOHTpOas

HJLJH-No(001316)-(PT-RU)-1 71022

Tlo | i 2 8t v 5 M B aviniying ws eresas sapwn HC-1
HC-3, YOTI-1 ums NK, wan ApYIME  MAPKH creKaa
rugposuTIeckore Kigeen no OCT 64-2-485- 83 wim no

TY 9462-002-11068395-2005. i no 1Y 9462-00]1-33908803-
2006, w10 MOCO 9187, nag uMIOPTHLIE, COOTECTCTHYIONIMC
netosaimisy UCO 9187, paspaincitinge ¥ upuveycisne i PO,

[Ha  wkamayio  aMuyly  HORACHBOIOT  ITHRCTRY  H3 Oynars
yeuggrodnon no FOCT 7625-86 1M aHaa0riiiare. Kaucor.

i-1o

WA HMUOPTION, Wi CAMOKACHIYIOUS YraKReTky 13 OGymarn
MMIOPTHOR. puspeicutol & vpusicueiio o PO, wm reker

HRHOUHT HUHOCPEACTRCIHO Ht My AY GblCTpOsHkpeI IO EHCH
RPACKOH UMIPTHOH. RN METOAGM sanaceTpy Hed nevari.

flo 10 amuys ¢ puerpykurell o OprMoHeHB.
CRAPHAMIITOPONM  NTIY ALHibiv 1O 1Y 939R-U02-14783767-20 10
AR PYIRN RHAIOTHHONG KUHeCTRR JOMUHIAINT 8 [y Wil
KopoBky W3 KAPTUHL Uit DOTpelrieHhekoil Taphl  MapKi
SpoMosi win xpose-opsait no FOCT 7933-89 waw 10 TV 3433~
G1O-04766354-2006,  ssi aUanOPHUHOUG  RAuCeTBd. nau
MMBOPTHE O, grnpcmcmmm i tpmseHenmo 8 PO, wan a nwiey

110 2,0 AUt 6 anvaax us Coexid \rupm:
AH-H-B-2-(HT) HC-3

no TY 9462-062-1 1068395-2005

¢ MOUKOH O3 GBI

Ha kadicdyio asnysy nagieena
CAMORACSIGAACH SORCMRG 13 OVIaci
HATROPRUIO.

Ynakoska w3 kaprona so FOCT 33781-2016.
Kapolky  OKACHBIIOT - YTHKCIKOH-OuHALpoamc U3 Dysary
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SAKJHOYEHWE: Jlexapersennptii npenapat «Harpus xa0pujl pacTsoputent Jis IPULOTOBRIEHNS
nexapeTnennbix HopM juis uirbexiii 0.9 %» cepun T1080424 coomeememeyem mpebosaiusi
gopMaTHBHOM joxymentaiun JHT-No(001316)-(PT-RU)-171022, [P Ne 20790279-71-21, Benomoctn
yamenenuit No 1, No 2, No 3, Haxonurenstoii Beaomoct uamedenuit Ne 1 K npoussoactseHHol peuentype

[P Ne 20790279-71-21
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