PA3ZPEINEHUE
Ha BBOJI B IpakaHCcKuii 000poT B Poccuiickoit @enepanyu cepum Wim napTuu
npousBeeHHOro B Poccuiickoit denepanu i BBo3uMoro B Poccuiickyro denepaiuro
MMMYHOOHMOJIOTHUECKOT0 JIEKAPCTBEHHOI 0 TIpernapara
Ne P006-00110-77/03602128 ot 24.10.2025

Brinano Axumnonepuomy obiiectBy "HaydHo-TpOU3BOICTBEHHOE 00bEAMHEHHE 110 MEAUIIMHCKUM
uMMyHOOMONIOTMYeCKUM  mpenaparam  "Muxkporen”, Poccus, 115088,
yi. 1-s JlybpoBckasi, n1. 15, crp. 2, UHH: 7722422237.

(HauMeHOBaHKE IPUANYECKOTO I, fopuandeckuit aapec, MHH)
PepepasbHast ¢y:k0a M0 HAA30pPY B cepe 3ApaBOOXPAHEHHST HA OCHOBAHMH 3aAKJIIOYCHUSI
HCIIBITATEJILHOIO  IEHTPa OKCIEPTU3BI KAYeCcTBA MEAUIUHCKUX HMMMYHOOHOJIOrMYSCKIX
npenaparoB PenepanbHEro rocyaapcTBEHHOIO OIOJPKETHOrO yupexxenus: "HayuHbrit 1eHTp

9KCIIEPTHU3BI CPENICTB MEAUIIMHCKOr 0 TpuMeHeHus1 " MunucrepeTBa 3jipaBooxpaneHus Poccuiickoi
Deneparu

r. Mockaa,

(HanMeHoBaHKE (eAePATBFHOTO TOCYIAPCTBEHHOTO OIO/PKETHOTO YUPEKAEHHS)
or 22.10.2025 Ne 1150/HIIDCMII paspemaer BBoOJ B IpaxaaHcKuii 06opoT
(nara) (HOMED)
B Poccuiickoii ®eepauui HMMYHOOHOJIOTHYECKOT0 JIEKAPCTBEHHOI0 Npenapara
Bakuuna TybepkynesHas juist majsiieii nepsruaHoi ummynnsanun (BIDK-M)
(ToproBoe HaMEHOBAHME)
Bakuuna st npodmiiakTuky TyoepKysesa
(MC)K}IYHapOI[HOC HEMMAaTCHTOBAHHOEC HAMMCHOBAHHE (prnHI/IPOBO‘{HOC ni XI/IMI/IHCCKOC)
aro(uIM3aT JyIst IPUTrOTOBJIEHHS CYCIIEH3UH JUIs BHYTPUKOXHOTO BBepenust 0.025 mr/no3a
0.5 mr (20 1o3) - amnyisl (5 IIT.) - HAYKK KAPTOHHBIE /B KOMILIEKTE C PACTBOPUTENIEM:
HATPUs XJIOPUJL PACTBOPHUTEND JUISI IPUTOTOBIICHUS JICKAPCTBEHHBIX PopM Jitst mHbekimi 0.9%
(amiryssr) 2 MI-5 IIT./ - JUist J1e4e0HO-ITPOPUITAKTHUECKUX YUPEK ICHUH
(dopma BeImycKa (¢ yKazaHueM JIeKapcTBEHHON (GOPMBI, JT03UPOBKH, (HaCOBKH) U KOJMYECTBO B YHAKOBKE)

cepun  C52125 (Cepust pacrBopurens T1080424) | zi;era;?;ﬂu" 1659 ,

(xomuuecTBO
(Homep cepun)
yIaKoOBOK)

roged go 09.2026
(CpoK roJiHOCTH)

npoussoacTBa AKIHMOHEpHOro obmiectBa "HaydHO-MPOU3BOJICTBEHHOES

MEIMIMHCKAM HMMMYHOOHOJOrHyeckuM mpernaparam "Mukporen” (
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o0beqUHEHNE 10
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BKJTIOYAs] BBITYCKAIOIUH KOHTPOJIb KAYECTBA). o7 Hiimoninnnag

O unvysi
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(HaMMEHOBAHUE U AZPEC TIPOM3BOAMTENS (C yKa3aHHEM CTA/ H.HPQ@LBQMTB% \

Perucrpanuonnoe ynocrosepenne Ne JITT-Ne(005822)-(PI-RU)- o7 ,18.06.2004.
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Jepxarei  perdcrpaniuOHHOrO  yA0CTOBepeHus  AKIMOHEPHO ?i‘:{f‘"gﬁiyecp; 5y "Hayuno-
POU3BOJCTBEHHOE OOBEIUHEHUE TI0 MEAUIUHCKAM HMMY %ﬁmﬁﬁ@ﬁi npenaparam
"Muxkporer" (AO "HIIO "Muxkporen"), Poccus, 115088, r. JlybpoBckas,
n. 15, ctp. 2. T

(HanmeHoBaHue, anpec)

HOKYMEHT ITOJITHCAH
DIEKTPOHHOU HOJITMCBIO

3aMecTUTENb PYKOBOAUATENA Cepruduxar 42D1B24ADS2BBD113BD1263FE2CCBCSY

P 1 o osmreomii Beenommotomme J.B. ITapxomeHko
POCgﬂpaB Haﬂgopa SIACHCI LIAPXOMeHKo }IM HIPHH BCCBOJOAOBIY
Hestersurenen ¢ 07.04.2025 no 01.07.2026




Toprosoe sanmenosanue JII1

MesxyHaposisoe HellaTeHTOBAHHOE, MIT TPYTIIMPOBOY-

@01 COII [II-KO-08-025

AKUHOHEPHOE 0OLIECTRBO
«Hay1no-npon3BoAcTBEHHOE 0GhEIMHEHNE 10 MEMIAHCKIM MMMYHOOHONOrYECKUM TIperiaparam

«Mukporeu»

ATIpec MecTa OCYLIeCTBIERNA JIUHEHIUPYEMOro BH/IA JICSTEABHOCTH:
Pocens, 355019, Craspononsckuit kpai, r. CraBponoss, yii. Buonoruyeckas, . 20

HACHOPT Ne 128 om 04.08.2025 z.

Baxmmna tyGepkynesmas misl majsxeil mepsuu-

Hol umvynmsanan (BIIDK-M)

HOE, UM XMMHYECKOE HAMMEHOBaHHE

Jlexapcreennas Gopma

Hozuporka

Perucrpanuonnoe ynoctosepenye
Hara rocynapcersennoit peructpaiuu JITT

Baxnuna ans npodunakruku TyGepkynesa

JH’IO(bPUI H3aT IS TPUTOTOBICHUS CYCIICH3HUA

JUISL BHYTPUKOXKHOTO BBEJEHUS
0,025 mr/nosa

Jara BHeceuus namenenuis
B perucTpanuonHoe yaocrosepenue JIIT

(;[aTa 3aMEHbI PEIrUCTPALHOHHOI0

yaocrosepenus JII)
Howmep cepun

C52125
Kommuaectro, en. usmepenus

1659 ynakosok

Henwiranust nposeens: no HJI JI-Ne(005822)-(PT-RU)-180624

Mara npouss. 07 25

JIT-Ne(005822)-(PT-RU)
18.06.2024 r.

Tonen 1o 09 26

Toxazaresn

Tpedopanus o HJI JIIT-Ne(005822)-(PI'-RU)-
180624

Pe3yapTaThl KOHTPOJISI

Onucanye

[Topucras Macca, MOpowIKOOGPasHas WM B BHIE
TOHKOH axXypHO# Tabnerxu 6enoro i CBETIO-
JKEJITOTO 11BETA, JIETKO OTACILIOIAsCS [IPH BCTPAXH-
BaHKM OT AHa aMILyjsl. [Hrpockonuyna.
Boccranosnennan pakuu#a - rpyGoamcnepcHas
cycrieHsust GeNioro ¢ CepoBaTBIM WM JKEJITOBATHIM
OTTEHKOM LIBETA, 6€3 NOCTOPOHHUX BKITIOYECHUIA.

Ilopucras macca, nopouikoobpasHas Wiu B
BH/IE TOHKOM aypHOil TabneTku Georo ipe-
Ta, JIETKO OTAECNAIOMAACS UPW BCTPAXUBAHIN
OT JIHa amITy.ibl. I'urpockomrasa.
Boccranopnennas BakuuHa - rpybopucuepe-
Has cycneHsus 0enoro ¢ cepoBaTBIM OTTEH-
KOM 118eTa, 03 OCTOPOHHUX BKIFOYEHIH.
CootBeTcTBYET

IHopmianocts

ITpu MuKpOCKOIIMM Ma3KOB, OKpalenHsix o Lumo-
Hunpceny, JOMDKHBI ONPENENATECS OKPAIIEHHBIE B
KpacHbi#l UBET (KHCIOTOYCTOMYUBbIC) TOHKHE, NIpsi-
MBIE WIIM CIETKa M3OTHYTHIC HANOYKu AnuMHOW 1-4
MkM 4 mupusol 0,3-0,5 MM, yacTo ¢ HeGOoNBIIMMHE
B3/IyTHAMU HA KOHLAX, He 00pa3yloliie crop 1 Kar-
CyI.

Ilpu mocepe BakuWHBI Ha TUIOTHYIO cpeny Jlesen-
mreina-Mencena yepes 28-30 cyr mukybanum upu
Temneparype (37+1) °C Ha IOBEPXHOCTH CpEmbI
MOJDKHBEL  BBIDACTATH XapaKTepHBIE IICPOXOBATHIE
mioTHeIe xonoxuu or 0,5 no 8,0 MM B auamerpe
JKENITOBATOrO IBETA C TOHKUMH HEPOBHBIMM KpasiMul

MHuXpOCKOIHS: OKPAIUSHHbIE B KPACHBIM LBET
(KuCAOTOYCTOHYHBhIE) TOHKHME, CIETKa U30-
THYTHIC TMAJIOYKY JUIMHOM 1—4 MKM M Imwpu-
po#t 0,3-0,5 MKM, ¢ HEOONLIIMMH B3LYTHIMHU
Ha KOHUAX, CIOop M KancyJ He obpasyior
CootBeTcTByET

XapakTep pocTa - INEPOXOBATHIE IUIOTHBIE
xononmu ot 0,5 mo 8,0 MM B jmamerpe xenro-
BATOr0 LBETA C TOHKUMM HEPOBHLIMU KpasMuy
CootBercTByeTr

Bpems soccTanorme-
HUS [Ipenapara

He 6omnee 1 MuH.

[IpoxonuMocTs uepes
HrIy

Cycriensus npenapara ocje BCTPAXUBAHUS JOIHKHA
cBOGOIHO IIPOXOANUTE B MUIIpHIL Yepes urmy 0,45x12
MM.

AN
Ik IDGTARATA O
B 0500 e i gk
K(IMU:"!‘{MHQ
‘Nationay

X BCTPAXMBAHUSA
U qepe3 HIity

Ob1uee copepxaHme
BaxTepuit

Hoxazarent OMTUIECKOH TIOTHOCTH BaKUMHBI, Pas-
BeseHHod 1o conepxkanus 0,5 MP MUKpOOHBIX Kiie-
Tok BIDK B 1 Mn pactBopuTeNs, HOMMXKEH OBITH B
npenenax 0,17+0,02

alll

Company.
1o ri\’S“)(‘k
papy

HucnepcHocTs TloxasaTens THCIIEPCHOCTH JOIKEH ObITh He HUKE

1,5 COOTBETCTBYCT
Horeps B Macce upu He 6onee 5 % 1,89 % _
BLICY LIVIBAHUH CooTBETCTBYET

Crpannua 1 u3 4




Topropoe Hanmenosamue JITT

@01 COIT II-KO-08-025

HACITOPT Ne 128 om 04.08.2025 .

(BIIDK-M)

Homep cepun C52125
Kommyectro, en. usmepenus 1659 ynakosox

Baxmuna ryGepxynessas /s magsmel nepBudHOil MMMy HH3ATHM

Tepmermanocts
(Baxyym)

AMnyJIs! JOMKHBI OBITH TepMeTHUHB! (Ta30Bas cpena
B aMIlyNaX HAOJDKHA HaBaTh OjenHo-romy6oe yuiu
po30Bo-ronyfoe ceeueHue)

AMITYJIBL FEPMETHUHBL
CoorBeTcTBYET

OTCyTCTBHE NOCTO-
POHHUX OaKTepuit i
rpubos

Mocroponmsis  mukpopuopa  (Gaxrepus, rpubbr)
JO/DKHA. OTCYTCTBOBATE 32 HCKIIOYEHHEM MHKOOAK-
Tepuit BIDK

Iocroponssin Muxpoduopa (6akrepuu, rpu-
OBI) OTCYTCTBYIOT 38 MCKIHOUEHHEM MUKOGAK-

Tepuit BIDK

CoorsercTByeT
AHomanbHas TOKCHY- Jlomxkna ORITE HETOKCHYHOMN Heroxcuynas
HOCTh Cootgerctyer
Cnemndugeckas Bakuwna He JIOJKHA CONEpP)aTh BUPYJNEHTHEX MU- | BakiuHa He COJEPKUT BUPYIIEHTHBIX MUKO-
6€e3011acHOCTE KobakTepuii dakTepuit
CooTtBercTRYET
Crenubuueckas ax- Ot 15 10 23 MIIH. )KU3HECTIOCOOHEIX KIIETOK BIDK B | 19,9 man/mr
TUBHOCTH 1 mr muxobaxrepuii BIDK CooTBeTCTBYET

TepmocTabumBHOCTL*

Jlomkaa OBITE TEPMOCTAOUITBHOM

Pacrsopurens, BrITyC-
KaeMbI# B KOMILIEKTE C
TIperapaTom

Harpust XnOpu; pacTBOPUTENH TS NPUFOTOBACHHUS
JIeKapCTBEHHBIX hopM Uit uubexuuit 0,9 % (JI1-
Ne(001316)-(PT-RU)-171022)

Harpnst X70pyx pacTBOPHTENS ISl PUTOTOB-
JIeHWst JIEKapCTBEHHBIX (GOpM Uil MHBEKIHi
0,9 % 2,0 mn cepust (T1080424), nara wcte-
YEHUS CPOKa ToaHoCcTH 10 (03 29)
CootBeTCTBYST

Onucanue ymakopKu

Hepeuunas ynarxosxa

Bakumna - amMIynsl B3 TEMHOrO (KOpPHYHEBOIO)
CTEKJa 1-ro TUAPOINTHYECKOTO KIIACCA.

o 20 o3 (0,5 Mr) BakuwHe! B aMmyJe.

Ha amnyiny ¢ BakuEHON HAHOCAT STHKETKY CAMOKIIE-
SLHYIOCS.

Pacteopurens (HaTpus XJOpHA pacTBOPUTENs s
TPUTOTOBJIEHMUS JIEKAPCTBEHHBIX (GOPM IS HMHBEK-
i 0,9 %) — amnynst 13 crexna mapku HC-1, HC-3,
VCII-1 wiu NK, mwm npyrue mapku crexna 1-ro
CHAPONMTHYECKOTO KJlacca.

ITo 2 Mn B ammyJe;

Ha amnysipl HakimewBaloT sTHKeTKH U3 GyMard ca-
MOKJIESIIEACS MM TeKCT HAHOCAT HEeNOCPENCTBEHHO
Ha amryJty GBICTPO3aKpEILTMOmEiics Kpacko (dep-
HUWJIaMH).

Bmopuunas ynaxosxka — nadxa KapToHHas!,
Kommnexr cocrour m3 1 amnynst BAKUAHEL 1
lamrynisl pacTBOpUTENS.

Ho 5 KOMIITEKTOB B NMauKe KAPTOHHOW ¢ MHCTPYKIH-
el 10 NPUMEHEHUIO (MUCTKOM-BKIAJBIIEM) W HO-
JKOM  aMIyJILHBIM MM CKapU(DHKATOPOM aMITyJib-
HbIM.

llepeuunas ynakoska

Bakuuna - aMmyJsiel U3 TEMHOTo (KOPUYHERO-
ro) crexna 1-ro THAPONUTHYECKOTO KIAcCa.
ITo 20 103 (0,5 Mr) BakLUHEI B aMILyJIe.

Ha amnyny ¢ BakupHoll HameceHa 3THKETKA
CAMOKJIESIANCS.

Pacrroputesib (HATPUA XJIOPHMI PACTBOPHUTETH
[Vl TIPUTOTOBJICHUS JIEKAPCTBEHHBIX (opm
i unbexuui 0,9 %) — amoynn U3 cTexia
mapku HC-3.

Ilo 2 mn B amnyse.

Ha amuyiy ¢ pacTBOpUTESieM HAHECEHA STH-
KeTKa caMOKJIEsIasics.

Bmopuynas ynaxosxa - nauka KapTouHas.
Kommnekt cocrout u3 1 ammy sl RakuuHer v 1
aMITyJIbl PACTBOPUTEIIS.

Tlo 5 xoMIIIEKTOB B IIaYKe KapTOHHON C MH-
CTPYKUMEH 10 TNPUMEHEHHIO  (JIMCTKOM-
BKJIZJBULIEM) ¥ CKAPHU(DUKATOPOM aMILYJILHBIM.
CootBercTayer

Mapxkuposka

1) Depsnunan ynaxoska. Ha STUKeTKe aMITyJisl ¢
BAKIHHOM YKa3BIBAIOT: COKPAILEHHOE TOPIOBOE
HapMeHoBaHue npenapara (Baxuuna BIDK-M), no-
3upoBky (0,025 mr/nosa), xomudecTso upenapara B
amnyne (20 no3), nytsh BRefeHHs (BHyTPUKOXKHO),
HoMep cepun (OykBeHHO-IMdpoBOE 0603Haue-
HUEHF), JlaTy HCTeUeHUs cpoka rojtHOCTH (ronen
KQis)s

Ha ammyie wiv Ha 3THKETKe aMIyibl C PacTBO-
PHATENIEM YKa3bIBAKOT: TOPIOBOE HAMMEHOBAHUE pac-
TBOPHTEJI, KOHLEGHTPALMIO, KOJUYECTBO B ammylie
(B Mmn), nyTb BBeleHNs (Ha ammysie — «JUJIsI UHb-
EKIM», wa stuxerke amIrynsl — «J{s wasex-
il»), HoMep cepum (GyKBEHHO-IM(POBOE 0603HA-
YBHHE ), ATy HCTCUEHHUST CPOXA IOIHOCTHL.

1) Iepsuunas ynaxoska. Ha sTukeTke am-
TyJBl ¢ BaKUMHOM YKa3aHBI: COKpPAIEHHOE

TOProso oBgHue npenaparta (Bakiu-
Ha BLIK () 025 mr/no3a), xo-
JIHt ’f" e (20 103), myTh
BRETK pf“” HOMEpP  Cepuu
{:'? SY; mﬂr«u\% pOKa TOAHOCTEH
3 na
(%I limﬂ”r@é&nm“m
2 :)'rn}éel‘,l'“}%eﬂwnyn pacTBopuTeseM
yKagaubi; f;'.’é’hay OBAHME PACTBOPH-
Tens § a“zpﬂa X M OpUTENL IJIS NpU-
rotosncH e Y HbIX (popu AL MHD-

aMnyne (2 mn), nyTs BBG,'IEHHX («Jlns unbek-
Iu»), Homep cepuur (T1080424), nara wcre-
YyeHus cpoka rogHocTy (03 29).

Crpannua 2 us 4




Toprosoe nanmenopanue JIIT

@®01 COIT NI-KO-08-025

HIACIIOPT Mo 128 om 04.08.2025 ».

(BLIK-M)

Homep cepunr C52125
Konuyectso, ex. usmeperus 1659 yrakosok

Bamuma Tyﬁepkyneaﬂan ST A s e nepmvmon HMMY H 3 a1

2) Bropuunas ynakoska.

Ha mayke yxaseiBaioT; TOPTroBOE HAMMEHOBAHME
npenaparta (Bakuuna TyOepkyiesnas s magsueit
nepsudHoit umMmytnsamuu (BIDK-M)); rpynnupo-
BOYHOE HauMmeHoBanue (Baxupra mwist npoduinakri-
ki Tybepxyresa); COKpaieHHOE HAHMEHOBAHME
Jepxarena PEruCTPaluOHHOTO YAOCTOBEpE-
HUSI/IIPOM3BOJIATENS  JIEKAPCTBEHHOTO  Mperapara
(AO «HIIO «Mmukporesn») u ero ToBapHBIN 3HaK;
afgpec. W TeNleOH JCpKATENs PErHCTPAIOHHOTO
YIOCTOBEPEHUS/IPOU3BOAMTENSI  JIEKAPCTBEHHOTO
TpenapaTa; COKpAaLUeHHBIH ajgpec NPOM3BOJACTBA
(cTpata, ropon); JsekapcTBeHHyIO (opmy (HO(U-
JM3aT AN NPUTOTOBNEHHUS CYCIICH3HUH JUIS BHYTpU-
KOXHOro Befienus); mosuposky (0,025 wmr/mosa);
KOIIMMECTBO JIEKAPCTBEHHOTO NpenapaTa B yIakoBke
(5 ammyn Baxkumanl no 20 xo3); HHPOPMALHIO O
COCTaBe JIGKAPCTBCHHOrO Mpenapara; HOMEp Cepuu
(OGyxsenno-mmdposoe obGoznayenue* ) u maty
NPOW3BO/ICTBA BakuuHel (JlaTa mpouss.); ceepeHus
O pPacTBOPHTENEC @ HAaWMEHOBAHHE PACTBOPUTENS;
JiekapcTBenHas (opma; KOHUeHTpaius; cocran (Ha
1 mi); konmuecTBO pactBopuTens B ymakoske ( 5
aMILyJl pacTBOPUTEIIA 1O 2 Mil); HOMep cepui (Oyx-
BEHHO-LUpOBOe  0603HAYECHUE**) pacTBOPUTENS;
JlaTy UCTeUEHMS Cpoka rogHocTH koMriekTa (I"omen
T0...); YCIOBUS XpaueHus (XpaHuTh Ipu TemIepa-
Type or 2 1o 8 °C); yCnoBus OTIYCKa; Mpe/ynpe iH-
TeJbHBIE HaanmucH (XpaHUTb B HEJOCTYNHOM s
Jereil MecTe); IITPUX-KOI; CMOCO6 [PUMEHEHHs
(Croco® mpuMeHeHHs: CM. WHCTPYKIMIO 0 MeIy-
LIUHCKOMY NPUMEHEHMIO (JIHCTOK-BKIAbIL)); CPE-
CTBO MIEHTH(UKALMH.

#*ByKkpenHO-UppoBOe 0003HAYCHHE HOMEPA CEPUH TIpe-
napara u/uing pacTBOpuTest GOpPMUpYercd U3 OYKBEHHOIO
0003HAYEHHS CTPYKTYPHOIO [IOJPA3ACICHUS POU3ZBOIH-
Tens u nomMepa cepuy, Hanpumep: CXX wmm TXX, e C
(T) — Oyxsa, 0b03HAYAIOLIAS CTPYKTYPHOE MOAPA3IETC-
Hue-npoussoaurens (Quimanel B r. Craspoinons, .
Tomck), XX - HoMep cepu.

2) Bropuunas ynakoska. Ha mauxe yxasa-
HBI: TOPrOBOE HAMMEHOBAHWE IIperapara
(Baxuuna TyGepKyiiesnas s I@ausimeid nep-
BuaHOH uvmyHmsauma (BLDK-M)); rpymnnu-
pOBOMHO® HauMmeHoranve (Bakumua st npo-
(Gunaktuxkm  1yGepkyliesa);  COKpalIEHHOE
HaVIMEHOBAHHUE JEPIKaTeNIs PEIUCTPALHMOHHOIO
YIOOCTOBEPEHUA/IIPOM3BOAUTENSA  JIEKAPCTBEH-
Horo npenapard (AO «HIIO «Mukporen»),
€ro TOBApHbIH 3HAK (TIPUCYTCTBYET); apec u
TeNe(pOH NepXKaTeNs PerHCTPALMOHHOTO YI0-
CTOBEPEHHUS/IPOU3BOIUTEINST  JISKAPCTBEHHOIO
npenapara (Poccus, 115088, r. Mocksa, yi. 1-
s Jly6posckas, x. 15, crp. 2, Ten. ((495) 710-
37-87); cokpallleHHBIH ajpec IPOU3BOACTBA
(Poccust, r. CTaBpomnoJib); JeKapcTBEHHAs
dopma (modmnmzar ST  TPUTOTOBICHUS
CYCHEH3uM JUIs BHYTPHKO)KHOTO BeJCHUS);
nosuposka (0,025 Mr/mosza); xonmuecTBo ne-
KapCTBEHHOTO TIperapara B ynakoBke (5 am-
Iy Bakouubl 1o 20 jgo3); uHbopmaLys o co-
CTaBe JIeKapCTBEHHOro npenapara: Ilocne
Boccranosienns 1 mosa (0,1 mur) comepxwurt:
Heiticmeynuee sewmecmeo: MUKPOOHBIE KIET-
Kk Mycobacterium bovis BCG-I - 0,025 wr,
Benomozamenvroe sewecmso: Hatpus TiryTa-
Mara MOHOruzapar; somep cepuu (C52125) u
lara mpou3BoncTBa Bakuuusl ([lara npowuss.
07 25); cBeneHHst O PacTBOPUTENE: HANMEHO-
BaHUe PacTBOPUTENS (HATPUs XJIOPUL), JTeKap-
crBeHHas dopma (pacTBOPUTEINs Ui [PUrO-
TOBJIEHUS JICKAPCTBEHHBIX (QOPM IUIT UHbEK-
i), xouuedrpaima (0,9 %); cocras (ma 1
MIT): HATPUS XJOPUL — 9 MT; BOJA [ UHbBEK-
uid — g0 1 MI; KOMMUECTBO PacTBOPUTENS B
yrnakoBke (5 aMilyJl paCcTBOPHUTENS MO 2 ML),
Homep cepun pactsopurenst (T1080424); nara
UCTEYEHHUst CpoKa TOHHOCTH xommnekta (I"o-
neH 1o 09 26); ycnosus xpaHeHus (XpaHuTh
nipu Temueparype ot 2 no 8 °C); ycnoBus oT-
nycka: «Jlng  neueOHO-IpodUIaKTHUECKIX
YUPEKACHUI»; TIPEIYTIPEIUTEIIBHBIE HAJIHCH
(XpaHuTth B HENOCTYITHOM JUTA JIeTell MecTe);
wrpux-xox (4602789001689); cnocob npu-
MeneHua: (Croco® MpUMEHSHMs: CM. WH-

Tén 0 WeHTH(HKA-

07
0“&”’1(;”4 Abhyg
Hmnnwun HYQpks \

Vcnosua Xpanesus

Xpauuts npu TeMneparype ot 2 o 8 C.

Tpancnopmuposarue. TpaHCIOPTHPOBATE NPH TEMIEpaType 0f

£ O/ KONy

L T l o
& {1
‘Zz?/lmlﬁ,., ibahi !

Cpox rogaocTu
(cpox xpareHus)

15 mec.

[[a*ra

xﬁ{é 330;10@95}}{5,}?&:%&1 "
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ITACIHIOPT Ne 128 om 04.08.2025 .

Baxumna TyGeprysesnan qis maauuieii nepBHaHON HMMYHA3AMMH
(BIK-M)

Topropoe Haumenosanue JIIT

Homep cepun C52125
Konuuectso, ex. namepenna 1659 YIaKOBOK

SAKIXOYEHHE: JlexapcTsennsii npenapar Baxnmuna TyGepxysesnas s magsimreii HepBUIHOA
ummynmsanun (BIK-M) Bakuuna wis npodunaxtuxy tyGepkynesa, nuodpumsar s IIPUCOTOBJICHHS
CYCUCH3MM It BHyTpUKONHOro BBezieHust 0,025 mr/noza cepum C52125 cootsetcTByer TpeGoBaHmMsM
HOpMaTUBHOU nokymentarun JITT-No(005822)-(PI'-RU)-180624.
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Harpusa xnopnj

Harpust XI0pr/L PACTEOPUTENb JUIA TIPHIOTORICHHS
slexapeTBENHBIX (popm i unsekini 0.9 %
Perverpalmonioe yJ10cToBCpCHIC JITT-Ne(001316)-(PT"-RU)

Homep cepan T1080424 Jlara swutycka 04 24
Komiectso, ¢t wamepenvs 42793 amuyiist Tonen a0 03 29

Wenbiranns npone/ienst no HJL JHI-Ne(001316)-(PL-RU)-171022
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JTACHOPT Ne 179 om 14.06.2024 2. Harpus Xja0pui

Tloxazareiy

Tpedopanis o
L JHI-M(001316)-(PT-RU)-171022

Pe3yanTaThi KONTPOIIs

TTo 1 st 2 st vt 5 6 B aninyant w3 eres sapios HC-1
HC-3. YOI i NK, wan apysne vapin crekaa 1-i0
ruapoanTiticckore Kieen to OCT 64-2- A485-83 wam 1o

TY 0462-002-1 1068395-2005. wan o 1Y 9462-001-53908803-
2006, wav o MCO 9187, uap MMIOPTHRIE, COOTBLICTRYIONIC
rpefosaosy KOO 9187, paspeiuciinbie K pumMeHeiie i P,
Ha sasciyio  aMuyily  UDKICHBBOT ITHECTRY Hs Oymard
sprerounod no FOCT 7625-80 vau auaaori4ioro Kaucori.
VM HAHOPTHOH, MM CAMORACHMYIOUR DTHRCTRY W3 Gymary
MMHOPTHOM, P3peiiciyoi € npuMcucimo 8 PO,y reker
DUHEUAT HENOCPEACTRCHHO 1 ANy 1Y GHCTPOsIspILmIoeicn
KPACKOH MMIOPTHOTL HitH METOAOM RamIecTpy o nenr.

Flo 10 avpya ¢ nncrpysugell  no gpuMcncii,
crapudiccropos asmyanipis o TY 9398-002-1 478 )76»"-7(“(}
HAR APYEAN QHAUIOTHNEORG KUHECTRE HOMSHAIOT B HINRY Wik
gopobKy W3 Kaprona us HoTpelnteiseRol ':;xpm MapKH
Sposomi i xposeopgait o FOCT F933-89 w110 TY 5453-
U10-04766354-2006,  nan auanoruuiorg  KauCCTBa. M
PMTIOPTHOO, PRIPEHISHIONO K fpHMeHesin0 8 PO, Hit o waKy

{10 2,0 M@ axinyiaax us CIeKta sapRi
AHH-H-B-2-(HT) HC-

o TV 9462-002- 1 1068395-2003

C MOUKER 043 GCRPBINTUL

Ha kaacdyns axnysy naKieena
CAMURACHUUACS JIHRERIRG U3 Oy nacl
HALROP IO,

B

JTHKETKE aMIyabl — «Jlus wHbexuuin), HoMep CCpuu
(Gyxsenno-ungposoc  ofosuadcHue), ATy HCTedeHIA
cpoka roaHocTH (vecsiu, raa).

| Covmeemomsyem

Yuakoska ws kaprona no FOCT 33781-2016.
KopofiKy  OKACHRIIOT  YTHKET KOM-Dawpoasio 1 Gysary
yraxerouneit o FOCT 7623-86 niy @iiuiorniiaro gaHcctia.
S SSHIOPTHOM. PASPCILCHBON K HPUMCHCHINO B P,
[lpH YIHIKOBRE aMIYL HMCIOIIX KOABIO HEI0MD WAM TONEY U8 | T o pierom @it ¢ CYXINU
BEKPLET L CRAPUPHIATOD AMAY TRHLIH RC u:«'ﬂa'u,f;mu_n'. ; HORAPERIBEH BN POPMEMT, QYIS
1o 5 @My QOMCIEIOT B KACCOTHYIO KOHTYPIHYIU YHAKOBKY W3
KapToHa MapKi XPOMOBLIE 1l XPUM-Ip3aL Ho FOCtE 7933-89 pAcHas ot ipun 5 XAOPHOA PrOJICEHSE
i Y 5453-010-04766354-2006, 3 aHaA0THHOTD KRHECTRA, 6 GEPIMURAALHOM HONONCCIIN 6
K HMUDPTHONO. PAIPEICUIONg K npusicuciino i PO, RAPRIGHIGIC KOPODKU, SQRp6IIG
Tlo 2 gucCorihic KOHTYRHLIE YHUKOBKM C Bucipy KiEl 5o | KapIOSHBIMU KPLitie Gy ant KOPOROK.
HPHMCHEHMIO  BOMULIOT B Wy w3 KapTodd U Vaaxosarindas npooysytst HOMEend ¢
f!()lp&,(}ﬂli?lm}(vﬁ TapLL MAapKH \p()\l(‘BMH MM XPOM=IP3AH 10 l?i]){l!!C’F?()‘Z)INH_V!O mupy (g(){f)p();[u{gg;(_)»
FOCT  7933-89 wam 1Y 5433-010-04766354-2006. 1wkt | 10 u sepx mpaucnopiioi nidpst
AHUIOTHYNIOTO KAECTRA, WM HNTIOPTHOTO.  PASPEUICHIOIO. K | popuyanicensl cOMPONPOKILORANT,
npuseHeHno g Pa. o s . .
Boaatonctia KOMILIGKIIMS © CY XML ICRApCTBCIBIMIL HOPMari “{['Vmp“ el B e
2 i : odipo AR PICEY AT
HPCHAPTTOR B COUTBCTCTBYRIHX KO USUTHEAN. “‘/)/'“’m”“‘ BicTael Qi ivi
[pyiosus YHGKORKE 3 TPARHCHOPTI Tapi b CoavRercrang o
rOCT 17768-90. Coumaementayem
: Ha smugemse aMnyIABt w\u ETel 1]
MOPROBOE HAUMEHOGARUC RPERGPAI,
KOHGEUnpEQA, KOTuaeCcman-npenapana
5 asnypie (00BN & MWLTUIUMPAX]. Ry
qeeOeHIR (1Q IRECIKE avpyas 4Lt
sy}, wosep cepu { OYRGEN0-
uhposoe ahomaieniet « THOSG4 240,
DRI BCMEHeNISE CPOKA SOGRDTIT
Ha amityie HAK 3THKCTKE aMPYibl YKA3ILIBAIOT TOPIOBOE | (Areciy, 200) «(13 29».
HAMMCHOBARKE NPSHapaTa, KOHUCHTPAUN0, KOAU1CeTBo Ha n.vomjetmﬁ cmopoie Kopoori ¢
npenapata B amnyae {(o0nim MUUIHANTPAX), 1yTh gLeend JmuRemsa ¢
Mapkupenia ppeaenus  (Ha amnayae - «JUBE M BEKIH W, wa
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TACIHOPT Ne 179 om 14.06. 2024 2. Harpua xaopus

SAKJOUYEHWE: Jekaperscunpii npenapat «Harpus xa0pwji pacTsoprtellh Aist IPUEOTOBIEH S
nexapersennx hopa suist wirbeximit 0.9 %n cepun T1080424 coomaeememayem mpebosanusia
gopMatustoil noxymenrtarun JITT-Ne(001316)-(PT-RU)-171022, HP Ne 20790279-71-21, Benomoctu
wamenenuii No 1, No 2, No 3, Hakornrensuoii eaomoctn uamedenni Ne | k npoussozcrsentoli peuentype
[P Ne 20790279-71-21

Crapusuit mukpoduosor OBTK (OKK) H.A. Hosak .
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