PASPELIEHUE

Ha BBOJ B IpakiaHCKuii 000poT B Poccniickoii denepaiyn cepur uinm naptum
npousseieHHoro B Poccuiickoit denepaunn nnn BBo3umMoro B Poceniickyio ®enepaimio
MMMYHOOHOJIOTMYECKOr0 JIEKAPCTBEHHOTO TIpenapaTa
Ne P006-00110-77/05344244 ot 18.06.2026

Bbinano Aknnonepnomy obmectBy "HayqHo-pon3BOICTBEHHOE 00BEMHEHHE MO MeNITHHCKIM
MMMYHOOMONOrHYeckuM  npenaparaM  "Mukporen”,  Poccus, 115088, r. Mocksa,
ya1. 1-g JlyOpoBckas, 1. 15, crp. 2, MUHH: 7722422237.
(HanMeHOBaHKe IOPUIMUECKOrO LA, Iopuandeckuii anpec, MHH)

PenepanbHas cayxk0a N0 HAI30py B cepe 3APABOOXPAHEHHS] HA OCHOBAHMH 3aKJI0YEHHSI
VICTIBITATENIbHOTO ~ IIGHTPA  OKCIEPTH3bl  KayeCcTBa MEAUIMHCKHUX HMMMYHOOMOJIOIMYECKUX
npenaparo  PesiepaibHOr0 ToCY1apCTBEHHOTO OIOUKETHOr0 yupexaenns "Hayunbiii meHTp
SKCIIEPTHU3DI CPEACTB MEUITUHCKOTO IpUMeHeH " MIUHUCTEPCTBA 3/ipaBooxpanenus Poccuiickoii
Denepanuu

(HauMeHOBaHMe (erepaTbHOro rocy1apCTBEHHOTO BIOIKETHOrO yupexaeHus)
or 17.06.2026 Ne 630/HIIDCMII paspemaer BBOX B FpaskIaHCKHii obopoTt
(nara) (Homep)
B Poccniickoii ®Meepaunn NMMYHOGHOI0IHYECKOT0 JIEKAPCTBEHHOT0 npenapara
Bakruna tybepkynesnas s maisiei neppuunol nmmynmsanun (BIK-M)
(ToproBoe HaMMeHOBaHHUE)
Bakuuna juis npodunaktuku tybepkynesa
(MekyHapOAHOE HENATEHTOBAHHOE HANMEHOBAHME (IPYNMIUPOBOYHOE MITH XUMIYECKOE)
JMO(UIN3AT ISl TIPUTOTOBIICHHUS! CYCTIEH3MH JUIsl BHY TPUKOSKHOTO BBeeHus 0.025 Mr/no3a
0.5 mr (20 103) - ammyJ1BI (5 IT.) - MAYKH KAPTOHHBIE /B KOMILTIEKTE C PACTBOPHTENIEM:
HaTpus XJIOpUJL PACTBOPUTEIIb /ISl IPUTOTOBJIEHUS JIEKAPCTBEHHBIX (POPM J1J1sl MHBEKIIUIA
0.9% (ammyner) 2 My1-5 T,/ - 1715 JIe9eOHO-NPOPUIAKTHYECKHUX YUPEK/ICHHIT
(opma BhITyCcKa (C yKa3aHMeM JeKapCTBEHHON (OpMBI, 103UPOBKH, (acoBKM) U KOJIMYECTBO B YNIaKOBKE)

o0bem cepuu

cepun (54026 (cepus pactoputens T1011025) 1659 ’
HJIH NIAPTUHHU
(Homep cepun) (xonuuecTBO
Peep YNaKOBOK)

roged no 06.2027 ,
(cpoK TOmHOCTH)
NpOM3BOACTBA  AKIMOHEPHOro obmectBa "HaydHO-IIPOM3BOACTBEHHOE OOBEMHEHHE 10
MEJMIMHCKUM  MMMYHOOHOIOruYecknM npenaparam "Mukporen" (AO "HITO "Muxporen"),
Poccns, 355019, CraBpononsckuii kpaii, T. Crasponoinb, yi. buonornueckas, x. 20 (Bce cranuu,
BKJIIOYasi BBIITYCKAIOIMI KOHTPOJIb KaueCTBa).
(HaumMeHOBaHKE M azpec MPOM3BOAMTENS (C yKa3aHUeM CTauil NIPOU3BO/ICTBA)

Perncrpaunonnoe ynocrosepenne Ne JI[1-Ne(005822)-(PT'-RU) ot 18.06.2024.

Jepixaresb  pPerncTpalMOHHOIO  YJXOCTOBEPEHUS]  AKIMOHEPHOE ecqug%%"Haquo_
7% ~L %
NPOU3BOACTBEHHOE OObEMHEHHE 110 MEJMIMHCKUM HMMYHOOMOR GECKIM,, HpeuapaTam

WINAYIE s :

/T ggponeka, 1. 15,
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"Mukporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. Mocksa, A'a
cTp. 2. ;

(HaumeHoOBaHue, aapec)

JOKYMEHT IIOAITMCAH
DJIEKTPOHHOU TTIOAIIUCKHIO

3aMecTUuTeNb PyKOBOANTEIS Ceprudpuxar OEFO3CEF1F4E72029 AD243F0C2179A41 JI.B. ITapxomeHko
Poc3 JApaBHa/3 opa Buazenen Hapxomenxo Jimurpuii Beesosogosi«

Jletictutenen ¢ 10.06.2026 no 03.09.2027

L )




Toprosoe HanmeHoBanue JITT
I'pynnupoBouHOe HAaUMEHOBaHHUE

JlekapctBenHas dopma

Josuposka

Perucrpauuontoe yaoctopepenne
[lara rocynapcteennoii perucrpaimu JIII

@01 COM III-K0-08-025

AKUHOHEpHOE 00111eCTBO

«Hayuno-npon3BsozicTeenHOe 06beANHEHHE MO MELULIMHCKIM MMMYHOOMOIOrHYECKUM TIpenapaTam
«Mukporen»

AJlpec MecTa OCYLLECTBICHHS JTHIICH3UPYEMOTO BHA AESTEIbHOCTH:

Poccus, 355019, CraBpononscekuii kpaii, r. Crasponons, yi. buonoruueckas, a. 20

ITACITOPT No 552 om 07.04.2026 2.

Baxnuna tyGepkynesHas s maasiied nepsuu-

noH nmmynuszanun (BIK-M)

Bakina ang npodunaktiku TySepkynesa

IMO(DUIN3AT A0S NPUFOTORICHHS CYyCNEH3UU

JU1SL BHYTPHKOKHOTO BBE/IEHUS
0,025 mr/no3a

Jlata BHeCEHHMS M3MEHEHMH
B PETHCTpaLMOHHOE yaocToBeperue JIIT
(naTa 3aMeHbl pErHCTPALMOHHOrO

yaocrosepenus JIIT)
Homep cepun

C54026

Konnuectso, en. uamepenns 1659 ynakosok
Hcneiranus nposenexsl no HZLJITI-Ne(005822)-(PI-RU)-211025

Hara npouszs. 03 26

JU1-Ne(005822)~(PI'-RU)
18.06.2024 r.

Topen no 06 27

IMoxkazarenn

Tpebosanunsa no H/ JITT-Ne(005822)-(PT'-
RU)-211025

Pe3y.n bTaThl KOHTPO.JIA

Onucanue

IMopucras macca, mopowkooOpaszHas Win B
BUIE TOHKOHM axypHo#f Tabnerku Genoro uiu
CBETJIO-KEATOro 1IBETA, JErko OTHeNSIomancs
npy¥ BCTPAXMBAHWM OT AHA ammyisl. ['urpo-
CKOMHYHA.

BoccranoBieHHas BakiWHa - rpybommcmepc-
Has CyCrneH3us 0e0ro ¢ cepoBaThIM MW Kell-
TOBAThIM OTTEHKOM LBETa, 03 MOCTOPOHHHX
BKJIHOUEHHIA.

Ilopuctass Macca, mopomkooOpa3Has WiW B BHIE
TOHKOH aXypHOW TabieTku Oenoro usera, JIerko
OTAENAIOWAACSH 1IPY BCTPAXHBAHUH OT IHA aMIiTyJibl.
I"'nrpockonuyHa.

BoccranopieHHas BakumHa - rpy6oaucnepcHas cyc-
nen3us Geaoro ¢ cepoBaThHIM OTTEHKOM LiBeta, Ges
TIOCTOPOHHHX BKJIOYEHHI.

COOTBETCTBYET

[MommmuHOCTD

[Ipu MHKPOCKOMMM MAa3KOB, OKPAUIEHHBIX MO
[umo-HuabceHy, NOMKHBI  ONpeaeNsThes
OKPalIEHHBIE B KpacHbI LBET (KUCIOTO-
YCTOHYHMBBIE) TOHKME, NpAMble HIH CJerka
M30THYTBIE NAJOYKH AIUHOH 1-4 MKkM M wn-
punoit 0,3-0,5 MKM, yacTo ¢ HeGONBLIIHMH
B3IYyTHAMH Ha KOHL@AX, He 00pasyloliue crnop
1 Kancy.

Ilpu noceBe BaKUMHBI HA [UIOTHYIO cpeny Jle-
senwTelina-Hencena uepes 28-30 cyr uHky-
Oaumu npu Temneparype (37+1) °C na no-
BEPXHOCTH Cpe/bl A0MKHbI BHIPACTATH Xapak-
TCPHBIE ILEPOXOBATHIE IUIOTHBIE KOJOHHH OT
0,5 10 8,0 MM B IHamMeTpe KeNTOBAaTOrO 11BETA
C TOHKHMH HEPOBHBIMH KPASMH

Mukpockonusa: OkpallleHHbIe B KpacHbIH uBeT (Kuc-
JIOTOYCTOHUYMBbLIE) TOHKHE, ClIerka W30THYThHIE Ma-
JIOYKH ATHHON 1—4 MkM n mupuHo# 0,3-0,5 MkMm, ¢
HeOONLIINMH B3Iy THAMM HA KOHLAX, CIIOP M Karncy.
He 00pasyioT

CoorBercTBYET

XapakTep pocTa - IIEpPOXO0BaThie MAOTHLIE KOJIOHHN
ot 0,5 10 8,0 MM B qHaMeTpe JKEATOBATOrO LBETA C
TOHKHMH HEPOBHBIMH KpasMu

CootBeTcTBYET

Bpems BoccranoBe-
HUS Npenapata

He Gonee | MuH.

B revenye 1 mun.
CootBercTByer

[TpoxoaumocTs yepes
ury

Cycnensus npenapara 1nocie BCTpSXHBaHHs
N0JKHA CBOGOHO NPOXOIHTE B LIIPHI Yepe3

e R
CycneHsus npenapatgade el BoypaNuss

il Q0 oS

MM.

uriny 0,45 Mm x12 Mm. «Natlonal
- COOTBRTCTBYET Immunobislegical

Obuee conepxanue I[TokasaTenb ONTHYECKOH MIOTHOCTH Bakum- | 0,16-0,18 xf,.‘."i"‘i‘? ?.t:
bakrepuit Hbl, pa3BeAeHHOH 0 coaepkanus 0,5 mr | CooTBeTCTBYET Company

MHKPOOHBIX KaeTok BLUK B 1 Mz pactBopuTe- -

213, 1oiKeH ObITh B npesenax 0,17+0,02
JlucnepcHocTh [TokasaTens AUCMIEPCHOCTH 10/KEH ObITH HE 1,7-1,9

Hike 1,5 COOTBETCTBYET
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Toprosoe nanmenosanue JI1
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(BIIK-M)

Howmep cepun C54026
Konnuectno, en. uamepenus 1659 vnakosok

Baxuuna tybepxysiesnast ans maasiueii nepBuuBOil BMMYHH3AMH

[NoTeps B Macce npn
BbICYIIHBAHNH

He 6osee 5 %

1,92 %
CooTBeTCTBYET

OTcyTCTBHE ITOCTO-
POHHUX OaKTepUil 1

ITocToponuss mukpoduopa (Gaktepuu, rpu-
ObI) OJKHA OTCYTCTBOBATh 33 MCKIIOUEHHEM

HocToponnss Muxpodopa (6akrepuu, rpubsl) or-
CYTCTBYIOT 3a HCKIIOYeHHEM MHKoDakTepuii BLDK

rpubos Mukobakrepuit BIDK CooTBeTCTBYET
AHoMaTbHas TOKCHY- JIomKHa OLITE HETOKCHYHOM Hetokcuunas
HOCTh CootsercTByeT
Cneunduyeckas BakimHa He momkHa cogepkats BUpyneHT- | Bakuma He COACPKHT BUPYJIEHTHBIX MUKOOAKTe-
GesonacHoCTh HBIX MMKOOaKTEpHit pui
CoorsercrByer
Cneunguueckas ak- Ot 15 10 23 MIAH. KHU3HECNOCOOHBIX KIETOK 21,9 maun/mr
THBHOCTD BIDK B 1 Mr mukobakrepuii BIDK CootrBetcTBYET

TepmocTabunbHoCcTR*

Jomxna 6bITh TEpMOCTAGWILHOM

PacTBopuTeib, BLINyCKaeMblil B KOMIIEKTe ¢ IpenapaTom:
Harpus X710pHa pacTBOPHTENb /UIS IPHIOTOBACHHS NeKapCTBEHHBIX bopm wig uHbekuwmii 0,9 %

Howmep cepun T1011025 Jara Beimycka 10 25 osen 10 09 30

Onwucanue [Tpospaunas GecuseTHas KHUAKOCTh Ipo3paunas GeclBeTHAS KUAKOCTh
COOTBETCTBYET

Wnentnduranms OKpalliBaHHe IJIaMEeHH B KENTbI 1{BET Peakuus nosoxurenbHas
CootsercTByeT

OOpasyeTcs Oebii TBOPOKHUCTEIH OCANOK Peakius nonoxuTe bHas

COOTBETCTBYET

[po3spaunocts JomkeH ObITh NPO3paYyHbIM Ipo3paunsiit
CooTBeTcTBYyeT

IlBeTHOCTH Jlomxen ObITL GecuBETHRIM BecuserHbiii
CootsercTBYyeT

pH 015,0 107,0 5,24
Cootsercrayer

Mexanuyeckue

BKJIIOUEHUS:

Buaumbie yactuisi

HeBuauMmeie yacTuiib

JIoNKeH BbLIEPKHUBATEL TpeOOBaHHS

B oaHo#i amnyie cpeaiHee uncno HacTuil pas-

Buinepsxusaer tpeGosaniis
CoorsercrByer

BeraepxuBaet tpebosaHus

Mepom 10 MkM 1 Bonee He J0KHO NPeBbi- CoorBeTcTBYET

math 6000, a cpenHee 4ucno yacTHIL pasme-

POM 25 MKM M BoJIee He J0JKHO NPEBbILIATH

600
H3snekaemsbiii OBbem conepXKUMOro yNakoBKH AOMKeH OLITh | 2,1 Ma
00bEM HE MEHee HOMHHabHOro (2,0 M) CooTBeTcTBYET
Bakrepuansusie [Ipenensroe conepskanne 6akTepHaTbHBIX Menee 0,25 EA/ma
SH/0TOKCHHBI JHIOTOKCHHOB B npenapare He Gojee CoorBeTcTBYET

0,25 ED/ma
CrepuibHOCTS Ilpenapar Jo/mKeH BbITh CTEPUIbHBIM CrepuibHbIii

CooTBeTcTBYET

Konuuecrsennoe O18,7109,3MrB 1 M1 9,1MrB 1 mn .
onpejenenue COOTBETCTBYET ‘
Onucanue ynakosku | [lepsuunas ynaxosxa Mepeuunas ynaxoex, ,Hmu“u‘”‘m

Bakuuna - amnyasl BMecTUMOCTHIO 6,0 M 13
TEMHOTO- (KOPHYHEBOr0) CTEKIa 1-ro ruapo-
JIMTHYECKOr0 Kiiaced.

ITo 20 103 (0,5 Mr) BakuMHBI B ammyJe.

Ha amnyny ¢ sakumnoli mamocsT 3tHkeTky
CaMOKJIESALIYIOCS.

PacTpoputens (Hatpus XJIOPHI PaCTBOPUTENH
/UL IPMTOTOBIEHHS JIeKAPCTBEHHBIX (HOpM

i
£ eTHMORTIOH 046
RO

«Nutional
Immunohiatogical

B HBI Boammyie
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Pactsopurent (Hatpus ewphiis Pabesdputens wis
TNPUT'OTOBJIEHUS JIEKAPCTBEHHBIX (POPM /Il HHBEK-
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Toproeoe nanmenoeanue JI
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(BLIK-M)

Homep cepun C54026
Konnuectso, en. uamepenns 1659 ynakosok

Bakunna Tybepky.ie3nas 1151 mansweii neppu4HON HMMyHH3ANHE

@

ans uasekunii 0,9 %) — aMnyJisl BMECTUMO-
cThi0 2,0 Ma1 13 crexna mapku HC-3 nnn apy-
THX MapoK CTeKaa |-ro rupoauTHyeckoro
Kiacca.

1o 2 ma B amnyJe.

Ha amnyay c pacTeBopuTeNeM HaKJIEHBAIOT
STHKeTKH M3 Oymarum camoxiesmeiics uiu
TEKCT HAHOCAT HEMNOCPEACTBEHHO Ha aMmImyJiy
ObicTpo3akperusiolelics Kpackoi (uepHuna-
MH).

Bmopuunasn ynaxkogka — navka KapToHHas..
Komnnext cocTont 13 1 ammyJisl BakumHsl # |
aMITyJibl PACTBOPHTEIS.

ITo 5 KOMIIEKTOB B NMayKe KAPTOHHOM C JHCT-
KOM-BKJIA/bIIEM ¥ HOKOM aMMyJbHBIM WIH
CcKapHuQUKATOPOM aMMYJIBHBIM.

uuit 0,9 %) — amnynasl BMecTHMOCTRIO 2,0 M U3
crexaa mapka HC-3.

ITo 2 M B ammyJe.
Ha amnyiy ¢ pacTBopuTeneM HaHeceHa 3THKETKa
camOKJIesascs.

Bmopuunas ynaxoska - nauxka KapToHHas.

KomniekT cocTout u3 1 aMmynbl BakiyHel ¥ 1 am-
MyJibl PACTBOPHTEA.

ITo 5 KOMIUIEKTOB B mauke KApTOHHOM C JHCTKOM-
BK/IaJBIMIEM H CKapH(PHKATOPOM aMITyJIBHBIM.
CoOoTBETCTBYET

Mapxkuposka

1) IepBuunas ynakoeka. Ha sTukerke am-
MyJibl C BAKLUHHOM YKa3bIBAKOT: COKpALEHHOE
TOProBOe HaWMEHOBaHME mpenapara (Bakim-
Ha BIDK-M), aosuposky (0,025 Mr/no3a), ko-
JIMYECTBO npenaparta B ammyJie (20 103), nyTs
BBENeHNS (BHYTPHKOKHO), HOMep cepuu
(bykBenHo-1M(pOBOE 0003HaueHMe™*), maty
UCTEUEHMS CPOKa FOAHOCTH (roOfeH J10...).

Ha ammysie win Ha 3THKETKE aMmIyssl C
pacTBOpHTEIEM YKa3blBaKOT: TOproBoe
HaNMEHOBAHWE pPACTBOPHTENA, KOHUEHTpa-
LIHI0, KOJIMYECTBO B ammyJe (B M), IyTb BBe-
neuns (Ha amnysne — «JUTST UHBEKLIMM»,
Ha 3TUKETKE amnysibl — «Jlnd HHbeKUHi»),
HOoMep cepuu (OykBeHHO-UM(pPOBOE 00603Ha-
yeHue*™*), gaTy HCTEUEHUA CpOKa ronﬂocm
2) Bropuunasi ynakoBka.

Ha nauke yka3bIBalOT: TOProBOE HaAWMEHOBA-
Hue npenapata (Bakuuna TyOepkynesnast s
waasuieid neppu4HOH mMmyHmzaunn (BLDK-
M)); rpynnupoBodHOoe HammeHnoBaHue (Bak-
uMHa U1 Npo(HIAKTHKH TyOepkynesa); co-
KpalleHHOE HAUMEHOBAHUE NepKaTells PErn-
CTpauMOHHOro yaocToBepe-
HUS/IIPOM3BOANTENSA JIOKaPCTBEHHOTO Mpena-
pata (AO «HITO «Mukporet») ¥ ero ToBap-
HbIH 3HAK; afpec U TenedoH aepkarels peru-
CTPAaLMOHHOIO yIOCTOBEpE-
HUS/TIPOM3BOANTENS JIEKAPCTBEHHOTO TNpena-
paTa; COKpauUieHHBIH aapec MpoM3BOJCTBA
(cTpana, ropoa);  NeKapcTBeHHYI0 (opmy
(IHO(HIM3AT 118 TPUTOTOBJIEHUS CYCHEH3HH
MUl BHYTPHKOXXHOTO BEIEHHS): I03UPOBKY
(0,025 Mr/n03a); KONHYECTBO JEKAPCTBEHHOTO
npenapara B ynakoske (5 aMmys BakMHBI 110
20 no3); uH(OPMALMIO O COCTABE JeKap-
CTBEHHOrO MpenapaTa; HoMep cepnu (Oyk-
BEHHO-UMdpoBoe o00O3HaYeHHe**) u naty
NPOM3BOACTBA BakuMHbI ([laTa npouss.); cee-
ACHHA O pPacTBOpHUTENE: HAHMEHOBaHUE pac-
TBOPMTENA; JE€KapCTBeHHAs (hopMa; KOHIEH-

1) INepBuunas ynakoBka. Ha 3THKeTKe aMIIyisl ¢
BAKUMHOMH  yKa3aHbl:  COKpAleHHOE TOProBoe
HauMeHosaHue npenapata (Bakuuna BLUK-M), no-
suposka (0,025 Mr/no3a), KonMHMeCTBO Npenapara B
amnyne (20 1o3), nyth BBelueHHs (BHYTPHMKOXHO),
Homep cepun (C54026), nara ucreyeHus cpoka
roaHocTH: (roaeH ao 06 27).

Ha 3TukeTKe aMIyJbl ¢ pacTBOPUTEIEM YKa3aHbi:
TOProBOE HAWMEHOBAHWE pAaCTBOPHUTENs (HATpus
XJIOPHUJ PACTBOPMUTENb ISl TIPUTOTOBJEHHS JieKap-
CTBEHHbIX (OPM LI HHBEKIMH), KOHLEHTpALHs
(0,9 %), xonuuecTBO B amnyse (2 MiI), MyTh BBEJIE-
Hua («[lna nEbeKUni»), HomMep cepun (T1011025),
aara ucTedeHus cpoka roaHoctH (09 30).

2) Bropuunas ynakoska. Ha nauke ykasaHsl: TOp-
roBoe HauMmeHoBaHue mnpenapata (Bakunna tyGep-
Kyne3Has Juid [ajgsimieil nepBu4HOH MMMYHHM3ALHH
(BLK-M )); rpynnupoBouHoe HaumeHoBaHue (Bak-
UMHa 113 NpodHIaKTHKH TyGepKyie3a); COKpaLieH-
HOE HAMMEHOBAHHWE ACpKaTelsl PEerHcTPaLHOHHOIO
YAOCTOBEPEHHUA/TIPOU3BOAUTENA  JIEKAPCTBEHHOTO
npenapata (AO «HITO «Mukporen»), ero TosapHstii
3HaK (NPUCYTCTBYET); ajapec U TeedOH aeprkarens
PErUCTPALIHOHHOIO  YIOCTOBEPEHHUA/IPOU3BOAUTEIS
JIEKapCTBEHHOIO npenapara (Poccnﬂ, 115088, r.
Mockga, yn. l-1 JlyOpoBcxasiiregs,

((495) 710-37-87); coxg ?{‘

cmeviowee _sewecmso:  Xamixpo6ii

Mycobacterium bovis BCG- 1 - 0 02‘3 Mr, Benoso-
eamenvHoe geuecmao: HATPUA TIyTamMaTa MOHOTHI-
par; Homep cepun (C54026) n nara npou3BoACTRA
BakumHsl (Jara nponss. 03 26); cseneHust 0 pacTso-
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@01 COIT 1II-KO-08-025 .
ITACIIOPT M 552 om 07.04.2026 2.
Toprosoe Hanmenoranue JIT1 Bakuuna ryGepxy:esnas 11 maasimei nepsuaHoii HMMYHH3QHH
(BLIZK-M)
Homep cepuu €54026
Konuyectso, en. uamepenns 1659 vnakorok

Tpaums; CocTas (Ha 1 MJ); KONMYECTBO pac- | puTene: HAMMEHOBAHWE PACTBOPHTENS (HATPHS X10-
TBODHTEJIA B YNIaKOBKE (5 amIly.l pacTBOpHTE- | pHI), JEKApCTBEHHas (opma (pacTBopuTENL IS
a8 mo 2 ma); HoMep cepuu (OyKBEHHO- | MPUTOTORNEHNS JIEKAPCTBEHHBLIX (DOPM [Tl HHBEK-
undposoe 0603HaueHne**) pacTBOpuTens; | umit), kouuentpauus (0,9 %); coctas (ra 1 ma):
ATy HCTCHCHMA CpOKAa FOJHOCTH KOMIUIEKTA | HATpPUA XJIOPHA — 9 MT; BoAa 114 MHbEKUnH ~ 10 1
(Fomen 10...); ycn0BHs XpaHeHHs (XpaHuTh | MII; KOTHYECTBO PacTBOPUTENIS B yNIakoBKe (5 amMnyi
npu Temmnepatype o 2 10 8 °C); ycioBus 0T- | pacTBOPHTENSA 10 2 MJT), HOMEpP CEpHU PaCTBOPHTES
NyCKa; NpeaynpeanTeabhble Haamucu (Xpa- | (T1011025); nara ucredeHus cpoka roJHOCTH KOM-
HUTe B HENOCTYyNHOM 78 geted mecte); | nuekta (Fonen 1o 06 27); ycnosus xpanenus (Xpa-
WTPHX-KO; cnoco6 mnpumeneHus (CrnocoG | HUTL mpu Temmepartype ot 2 10 8 °C); yenoBus OT-
MPUMEHEHHS: CM. MHCTPYKIIMIO 10 MEIMLMH- | Mycka: «Jlna 1edeGHO-pO(IIAKTHIECKHX  yape-
CKOMY TNpPHMEHEHHIO  (JMCTOK-BKJAIBI)); | KACHUIN»; NMPEAyNpeauTebHble HAINCH (Xpauuth
CPECTBO MACHTH(HHUKALMH. B HENOCTYNHOM Mii [AeTeH MecTe); WITPHUX-KOI
§ (4602789001689); cnoco6 upumenenus: (Cnocob
**ByksenHo-uudposoe 0003HAYeHHE HOMepa ce- OPUMEHEHHA: CM. HHCTPYKIHMIO MO MEIHLUMHCKOMY

PHH Npenapara w/iuiu pacTBOpHTEs (OPMMPYETCS | mpuMeHeHUIO (TMCTOX-BKJIAMBINI); CPEACTBO MHICH-
13 OYKBEHHOro 00O3HA4CHMSL CTPYKTYPHOTO MOJ- TH(UKALMH HAHECEHO.

A3CTICHUA TMPOM3BOAMTENS W HOMEPA Cepuu,

ﬁanpnmcp: CXF;( ua TXX, rme C (}‘? - Gyiaa, Cooer

0003HAYAIONIAY  CTPYKTYPHOE  NojApasielicHye-

npousBoaAuTeL (uanans B r. CTaBponons, T.

Tomck), XX - Homep cepun. |
YC/10BHS XpaHeHHS XpanuTh Npy Temmneparype ot 2 10 8 C.

Tpancnopmuposarue. TpaHCTIOPTHPOBATH NPH TeMnepaType ot 2 10 8 C. B
Cpoxk roanocTu 15 Mec. Hara npoussoacTsa Bakuussl 19.03.2026 r. :
(cpok XpaHeHus) L : Mata ncTeuenus cpoka

TOJHOCTH KOMIUIEKTA 30.06.2027 r.

*[1o naHHOMY TIOKA3aTEMO KOHTPOJIHPYETCs KakKas 5 cepus npenapata

3AKJIIOYEHME: JlekapcTeennplit npenapat Bakuuna TyGepkyae3nas 1is maasmeit nepBHYHON
ummynnsanun (BIDK-M) Bakupnna wis npodunaktiky TyGepkyiesa, THObDWIH3AT LISl TPUTOTORTEHUS
CyCHeH3uu s BHyTpukoxHoro seeienus 0,025 mr/nosa cepun C54026 coorsetcTByeT TpeGoBaHHAM
HOPMaTHBHOM ilbkyiweujraunu JITI-Ne(005822)-(PT-RU)-211025.
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