


Xy MUKPOIEH

AKIMOHEPHOE 001IeCTBO
«Hayuno-npou3BOICTBEHHOC 06 be/HCHHE 10 METHIHHCKIM MMMy HODHOJIOTHICKINM MpenapaTa
«VIMKpor ey
Puwman 1. Tomek «HIO «Brpror

PA3PEILEHUE VIIOJHOMOUYEHHOI'O JIMUA

Homep paspenieHus Ne 86

Toproboec HAHMEHOBAHUE nponyxumH | Harpus XJI0pHA
R
PacTBOpUTEb /U1 PHIOTOBICHHHA JieKapcTRENHBIX hopM s

Jlexapcrpennas hopma WHBEKIH

Jlo3HpOBKA

MOopmMa BbHTYCKA
(nexaperpennas gopma, AOIHPOBKA, (EPBHIHAR
YIAKOBKA, KOJIHCCTBO mexapeTBeHHOH Qopybt B
fepBHHOil YIAKOBKE, KOAHMCCTRO NEPBHUHOH YIAKOBKY
cONTEIBCKOH YNAKOBKE, KOMILICKTHOCTD,

PacTBOpHTEIb /1S IPATOTOBICHHUA JleKapcTREHHBIX POPM Ut
nubeximit, 0.9 %, ammyia, 20mn %1

O6bem cepHH 42794 amiry bt
JlaTa BBILYCKA 02 2024
02 2029
duman AO «HITO «MuxporeH» B I Tomex «HITO *
«Bupuom», 634040 T. Tomck, yi1. Usanosckoro, 8. ‘
ten. 8 (3822) 905-832 |

JITI-Ne(001316)-(PT-RU) o 17.10.2022 1.

001316)-(PT-RU i
AO «HITO «Mukporew», Poccus, 115088, r. Mocksa,
Jlybposckad, 115, e1p.2
[Macnopt Ne 105 ot 16.04.2024 r.

HaumenoBaHue v ajipec
NpOH3BOAHTES

Homep H 1aTa PErHCTPALMORIONe
JOCTOBEpeHns

Homep HOPMATHBHOH J10K MEHTAUHY

HauMeHoBaHnue | aqpec aepraTes
erMCTPALMOHHOIO YOCTOBEPeHUH

Pe3yiabTaThl KOHTPOJISA

JapepeHHe 0 COOTBETCTBUH:

HacrosimuM st

MOATBEPKIALD,

yro npuBeiEHHAd BBILC nHbopManus ABACTCS JOCTOBEPHOH ¥ TOUHOM. Vka3aHHas BBIIC CCpHs

TIPOJLY KIM¥ 1IpOH3Re/IeHA (BxmIOUas yMaKOBKY/MapKHPOBKY, H KOHTPOIIb KauecTsa) Ha BhiLIEYKa3aHHOH

[OMAJIKE B COOTBCTCTBUH C TpeboBaHUAMA JIMIeH3H) Ha NPOU3BOACTEO JIEKapCTBEHHBIX CPEJICTB

Ne J1012-00102-77/00010419 ot 29.09.2022 I.; PErMCTPALUOHHEIM I0CHE, TpeboBAHMAMH paexaieii |

[IDOH3BOACTBEHHON MPAKTHKH, 1T HOMBILIJICHHOI'O pEeriaMenTa.

CEPUSI MPOIYKILE OJIOBPEHA K OTIPY3KE .

Paspemenne BbIAA:

JloamHOCTE

Hauassauk OBTK (OKK) 18.04.2024 1.






JTACIIOPT Ne 105 om 16.04.2024 2. Hatpns Xa0pii

JAKJIOYEHNE: JlekapcTBenHLIH npenapat «Harpus X

HOpMATHBHOH JIOKYMEHTALAH JITT-Ne(001316)-(PT°

I.®. Erogeposa

(DHO)

JlaTa BBLIAUM NACTIOPTA « 16 » anpens 2024 r.

-RU)-171022, TTP Ne

Ne 3, HaxormuTebHoit BEIOMOCTH u3meneHnit Ne

aK
(ToAnuck)

JOpH pAcTBOPUTEND JUIA PUTOTOBIICHAA

sexapersenunix GOpM JUIA unneximi 0 9 %» cepun MCOOMBEMCMG}’Qm mpefosanuiMT

20790279-71-21, BetoMOCTH
1x npomBoncmeHHoﬁ peuentype







[TACIHOPT Ne 103 om 16.04.2024 2. Hatpus X10pii

Tpebonanus Mo
 HJUIT-Ne(001316)-(PT-RU
TTo 1 Mz, 2 M7 4WAK 5 M B aMiyabl 13 crexna mapku HC-1,
HC-3, YCI-1 wam NK. wii apyruc maprn erewaa 1-ro
FUAPOINTHHCCKOTO KAACea 110 OCT 64-2-485-85 i 10
TY 9462-002-1 1068395-2005, wan no TY 9462-001-53908805-
2006, uiau no WCO 9187, nian MMITOPTHBIC, COOTBCTCTBYIOMINC
TpefoBanuaM WCO 9187, paspeiieniibie K NPUMEHCHAIO B PO,

Ha xakayio amnyiy HAKJICHBAKOT  ITMRCTKY W3 oymar
yrukerouroi no TOCT 7625-86 MAu AHATOTHHHOTO KaueCTBa,
WM UMTIOPTHOH, HiH CAMOKCALLYIOCH DTHRETRY M3 Gymaru
WMIOPTHOM. paspeiuennoil K NPUMEHCHHIO B P®, WKW TEKCT
HalOCAT HEMOCPEACTBCHHO Ha aMiy.ay 6b1&:1’p03axpuﬂ:lmomeﬁcs
Kpackoil HMIopTHOH, WK METOJIOM KafuiecTpyiiHoi neHaTH.

Me 10 amnyas ¢ HHCTPYKIMEH 110 NPHMEHEHHIO,
CKapHUKATOPOM aMIYAHBIM no TY 9398-002-14783767-2010,
WKW ADYTHM aHBjerntHoroe cauccrna NOMENalT B NAYKY Wi
KopolKy H3 Kaprowa Ui norpeBuTeabCKOil  Tapel  Mapki
XPOMOBBIT WM XpOM-Op3aLL no FOCT 7933-89 wiu 1o TY 5453-
010-04766354-2006, WM QHANOTMMHOTO  KauecTsd,  MaM
MMIIOPTHOTO, PA3PELICHHOTO K TMPUMCHEHHIO B P, UM B NAYKY
w3 kaprona no FOCT 33781-2016.

Kopobxy owiaeusaior TUKCTKON-0aHAcpoiibio W3 Gymaru
YTUKCTOMHOH MO 1OCT 7625-86 nam AHANOrHYHOTO Ka4ecTBa,
YW MMIIOpTHOH, PA3pEIUCHHOR K npumenenmo s PO
[1pu ynaxoske aMmyll. WMEHOHIMX KOJIBIO H310MA WM TOURY JUts
BCKpLITHA, CKapHHKaTOP M ry AbHbIH HE BKIAABIBAIOT.

Mo § ammy.1 noMenalor B KACCETHYIO KOHTYPHYIO YTAKOBKY W3
KapToHa Mapkn xpomonsiit UaH XPOM-IP3alL 110 rOCT 7933-89
win TY 5453-010—04766354-2006. WM @HATOTHYHOTO KAuecTha,
V1M MMHOPTHOTO, PASPEIIEHHOTO K MPHUMECHCHHIO B P®.

Ilo 2 KacceTHbie KOHTYPHBIE VIAKOBKH © WHCTpYKUMEH No
NpPUMEHCHHIO  TIOMETIAIOT B mauky w3 xaproua A
NOTPEBUTCARCKOM Taphl MApKH XPOMOBBI WM XPOM-0p3all 110
TOCT  7933-89 wan Y 5453-010-04766354-2006, wiu
AHANOFHYHOrO Ka4ecTRd, MWK WMIIOPTHOTO, Pa3pEICHHOID K
[PHMEHEHHIO B Pd.

BosMokHa KOMILIEKTALHMA ¢ CYKHMU AeKapCTBCHHBIMH {popmamH
nperzapa‘ron B COOTBETCTBY IOIIIHX KOJIMYECTBAN.

[pynnosas yraKoska # TpAHCTIOPTHAN Tapa B COOTHETCTBIM ©
TOCT 17768-90.

Pe3y ibTaThi KOHTPOIS

TMokasarein

1o 2,0 ma g amnyaax u3 emersia MapKu
{{[UH—II—B-?-(H’D HC-3

no TY 9462-002-1 1068395-2003

¢ MOUKOTE Oisl BCKPBIMUA.

Ha kadicoyio anyiy Hakieend
CaMOKACSIYARCA IMUKEMKA U3 ByMacH
UMPOPMHOT.

Y iakoBKa

A KOMPIEKmayulL € CyXuil
AeKapemeeHioimu hopmartu, amiyiet ¢
pacmsopom HAMPUA XA0PUOG yrodicetsl
& aepmUKATbHOM ROTOHCEHUU 8
KkapmoiHvie KOpoOKu, 3aKpoiniol
KapMOHHBLMU KPBIUUKAMU O KOPOOOK.
Vnarkogannas npooyKyust NOMeend &
mpancnopmHyr mapy cophpostujur).
Mo u eepx mpancnopmiou Mapet
nepeioNceHbl 20(hpONPOKTAOKAM,
gHympu ACHCUM YRaroaoUHbIH AUCH.
ToghposAuyiK OK1eeH CKOMHEM.

Coomeememayem

Ha smuxemxe mmy.-’r& YKAZAHO
mopzosoe nauMenosarue npenapama,
KONYEHMPAYUA, KOAUNECMEo npenapand
& avunyre (06véM 6 AMLTLAUMPAK), Hyny
gaedeHusl (Ha IMUKeMKe amiyisl wlls
uHbeKyUily), HoMep ceplill (Bykeenno-
yupposoe obosnauenue) «T1030224»,
Jama HCMeEMeHUs CpoKa codHocmu
(vecsy, 200) «02 29».

Ha mopyeson cmopone KOpOOKH €
npenupamom HaKAeena IMUKEMKL C
yKa3@HUEM HAUMEHOGAHU
neKapemBenno20 npenapand, 0bvéna 8
asyne 6 M1, HoMepa cepull, cpoKa
200H0CHIY, YCIOGUL XPAHEHISL,
wonuyecmea aMnyi 8 YnarosKe.

Ha aMﬂ:f.IIe M OTHKETKE aMityJibl }'KﬂSblBi!}OT TD]‘}FOBOE
{aMMeHoBaHue npenapara, KOHLEHTPALMIO, KONMICECTBO
ppenapata B ammnyie (00BEM B MIUIMIRTPax), [yTh
apenernst (va amnyne — «IU1A WHBEKL[AA», Ha
JTHKETKE amnylibl — «Jins WHBCKIMI), HOMEp cepuH
(ByxBEHHO-IHPPOBOE oGoIHa4enne), JATY HCTCUCHUA
CpUKA TOHOCTH (mecsu, ron).

Mapruposka







AxuuoHeproe 00UIECTBO
«Hay4H0-npOU3BOJCTBCHHOC oBbeMHeHue 10 MEMUMHCKUM WMMYHOOHO/IOrHHECKIM fiperaparam
«MuKpoOreH»
Aﬂpec MeCTa OCyLeeT B/lCHNA AMLeHIMPYEMOTO RUJIA JEATENBHOCTHL
634040, Tomexas 0bmacTh, I Tomck, yi1. UBaHOBCKOTO, 8

[TACITOPT Ne 105 om 16.04.2024 2.

Hartpust XJIOPHA

HaTpus XJIOpH/L PACTBOPUTEID 1St TIPUTOTOBICHHA
JeKapCTBCHHbIX dopm i unnekuuit 0.9 %
PerucTparoHtoe yI0CTOBEPEHNE JITI-Ne(0013 16)-(PI'-RU)

Howmep ceput T1030224 Jlata seimycxa 02 24
KOIMUEcTBO, S/l H3MEPEHHST 42794 ammy Tonen jo 0229

MenbitaHusa npoBecHbt N0 HJUJIT-Ne(001 316)-( PIr-RU)-171022

Tpebopanus no
HJL JITI-Ne 001316)-(PT-RU

MoxasaTe/n Pe3ybTaThl KOHTPOJIH

-171022

Tpospaunas becysemnan HCUOROCTTD

Coomeaememayen

OnucaHue Tpospatinan GecuBeTHI AHAKOCTE

Pearxijust ROAONCUMETLHI

‘naliMBanHe naMeHn B JKENTHIH UBCT
Gl Coomgememayen

Haenrndprrauna

Peaxytist ROAOHCUMENbHAR

Obpasyercs 0e
Coomsemcmayem

Tiblii TBOPOKHCTBIH 0CAZ0K

[Mpospasieli
Coomsemcme,
Becijgemubiii

I1po3pauHocTh Honnen ObiTh npo3patiHbIM

LlpeTHOCTH JlonxeH ObITh GecuBETHBIM y
Coomeemchnig
53
01308070 .
Coomsaemcmeyem
Bu/iMble 4acTHIIbI Buioepxcusaent mpebosanus
[penapat JONHEH BHIACPHKUBAT TpedoBaHu [d PP Coomeemcmsyem
HeBUuMbl€ HACTHLbL
MexaHHecKHe

B onHOil aMmyJle CPeiHET HHE0 yacTHiL pa3sMepoM

10 MKM # Bonee He LOJKHO npeseimats 6000, 2 cpenHee
YUCIIO HACTHLL pasMepoM 25 mkm 1 Donee HE ODKHO
npespimath 600 I
OGbEM CONEPRUMOTO YTAKOBKH noskeH ObITh HE MCHEE
HOMMHATBHOTO, ECHH YNAKOBKH Heene Iy oTes
MHAMBHAYATBHO.

BKAKOUMEHAR

Buidepocusaem mpebosanit
Coomsemcmeyem

WaenexaeMblil

ofBEM Jiist ynakoBOK © HOMHHAILHEIM 0OBEMOM 2,0 M2 ‘
: 7 Ml H MEHEE H3M8pemlbiﬁ 00BbEM J0MKEH GLITL HE MCHEC Coomaemcmayem

| cyMMEI HOMIHATBHBIX 0GHEMOB HCCIeN0BAHHbIX

i NAKOBOK.

!l BakTtepHaibibie [MpenenbHOe CONEPHAHHUC GakTepHaNbHBIX JHIOTOKCHHOB Meree 0,25 E3/ma -

B npenaparte ne 6

L 3HI0TOKCHHDE

onee 0,25 ED/mn

Coomeememsyem
Cmepuiblibiii
Coomaemcmegyem

Jlomket ObiTh CTEPUIABHLIM

KonuuecTBeHHOE
onpeaeneHne

Or8,7109,3 Mr8 | M

XpaHeHue [Ipy TeMnepaType He Bhillie 25°C

CpoK roaHOCTH






AxupoHepHoe 0011eCTBO
«Haquoenpomso,qcmeH-Hoe obpeauHeHHe N0 Memﬂﬂcmm-nmmyuoéuonorﬂqemﬂm rpernaparam
«Muxpores»
Azpec MecTa OCyUIeCTBAEHHA MLIeH3UPYEMOT0 B JESTENbHOCTH:
Poccud, 355013, CTﬂppononbcmﬁ wpati, r. Ctaspononb, yii. Buonoruaeckas, A. 20
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@01 COM M-K0O-08-025
cepud (6yxBeHHO-LPPOBOE obo3nauenne™**), | «Jns MHBeKii), HoMep Ccepui (T1030224), ,umﬂ
ATy WCTeueHns CpoKa rogHOCTH. ; JCTeueHus CpoKa rogHOCTH: A0 (02 29).

2) BropuuHas yNaKoBKa. Ha nauke yxassiBaioT: | 2) BropHtHaA yNaKoBKa. tla nauxe YKAa3aHbl
CokpaleHHoe HaWMeHOBAHWE POV3BOAMTENA, COKpaLigHHOe HauMeHOoBaHKe TPOU3BOAHTEINA (AO
ero ToBapHbifi 3HAK, FOpHAMHMECKHH  aApecC, «HTMO  «Muxporen»), €ro TOBApHBIH  3HAK
renedoH, ajApec H tenediod  NpOW3BOACTEA, (npacymayer}, mpwmqecmﬁ agpec (Poccusd,
Topropoe ¥ CPYITIMPOBOYHOE nanvenosanie | 115088, T. Mocksa, yi1. 1-a JyGposckas, 4. 15, €1p.
npenapara, NEKapCTBEHHYI0 thopMmy, [03UPOBKY, 2), TeneoH ((495) 710-37-87), agpec # TE.FEEQ)Olj
HaHMEHOBAHHE PaCTBOPHTE/ A, JIEKapCTBEHHY O npouzeogcTa (Poccus, 355019, CrappononbCKHH
bopwy »  xonmenTpamio  DACTBODHTENS, xpai, . Crasponofs, yII Buonoruyeckas, A 20,
uHopMayHio o cocTaBse, KO/AuuecTBo amnya ¢ | Ted. (B652) 24-40-84), roproeoe U rpYTMHPOBOYHOE
BaKLMHOR H pacTBOpUTE/IEM, KOnHuyecTso A03 HawMeHoBaHHe nperaparta (BaxuuHa TyGepKy/1e3Has
BaKkuMHbl B aMIyle, obbem pacTsopurens B | A HAAsIER [1ePBUMHON HMMYHI3ALHH (BLDK-M)
ammyse B M, YC/IOBI XpaHeHus, YCI0BUA BakiuHa = And npoQIIakTHKH TyBepkye3a),
omnycka:  «[aa seuebHo-NpodMIaKTHUECKHX JeKapCTBeHHanA thopma (mmotmzar AN
yupexjeHuid»,  HOMEp cepin  (DyxeenHo- [IPUIOTOBJIEHMs  CyCHEH3MH 15 BHYTPHKOXKHOIO
itposoe oBo3Hauense™™*), Jaty BhIOYCKE, BeeHus), JO3UPOBKA (0,025 mr/no3a),
CpOK TOAHOCTH, HOMEp PerHCTPALMOHHOIO HaiMeHOBAaHWE DaCTBOPWTENS (Hatpusi  XJIOpHA)
Y AOCTOBEPEHNS, IFTPUX-KOT, criocob | nexkapcreerHas dopma  (pacTeopuTeTs ans
TIpUMEHEH# A, «Criocol  mpumeHenwa  —  CM. NpUrOTOB/EHUs  JIEKADCTBEHHAIX dopm A
Hucrpysumos, TIDeIVTIDEAMTENbHYI HAATHCD WHBEKLYH) ¥ KORIeHTPaLMs PacTBOpHTe/ (0,9% -
«XpaHUTh B HEAOCTYIIHOM pns perein mecter, | 0,1 m), wmgopmauus 0 COCTaBe (H()Cﬂﬂ

CpeACTBO paeHTAGUKALHH. BOCCTAHOBNEHHA 0OAHA A03a (0,1 Ma) COAEPHHT:
Jeticmeyrowee 6€UECMED: MUKpOOHBIE  K/IETKH
#x* ByKBeHHO-LMPPOBOE obo3HaueHue HOMEPA Mycobacterium bovis BCG-I - 0025 wr;

cepuu  [penapara whimq  pacTBOpHTENH MMMMM&H&TW:{ rayTamara
opmupyeTca 3 GykseHHoro 0003HAUEHNUH moHoruapar - He Donee 0,15 wmr), KOMWuecTso
CTPYKTYPHOIO niofApasesieHHs NpOM3BOAUTEH H amnyn ¢ BaKL[MHOW M pACTBODUTENEM (5 amnya
[IOPRAKOBOrO HOMEpa CEpHH, nanpumep: CXX | BaKUHHbI 5 amnyn pacTBOpHTeNs), KOTMUeCTBO J03
wm TXX, rae C (T) - Oykaa, ofbo3HaYAroNas | BAKIFHBI B aMITy/1€ (20 103), 00BEM pacTBOPUTE/A B
CTpyKTYpHOE [10Apa3Aenenye-POU3IBOUTE/Tb amnyne B st (2 mi), yCIoBHA xpaHenns (XpaHuTb
(dbwmamm 8 r. CTaBpono/s, T. Tomck), XX - | np# Temnepatype ot 2 /0 8 °C), yc/obuA OTIIyCcKa:
MOPsAKOBbLIH HOMED CEpHH. «na neuebro-npodUITaKTHIECKHX yqpemenﬁﬁ».
HOMEp CepHH (C57224), Aara Bbllycka (07 24),
cpok rogrocti (09 25), HOMEp PEeruCTpaLuoHHoro
yAOCTOBEPEHNH (Ne JIC-001 143), ITPUX-KOA
(4602789001683), crniocol npEMeHeHHs: «Criocob
TpUMEHEHHS = CM. HHCTPYKLIHIO»,
npelynipeJuTe/bHas  HAAMHCE «XpanuTe B
HeJOCTYIHOM U jleteii  Mecte», CPEACTRO

paeHTU(UKALIAY HAHECEHO.
COOTBETCTBYET
TpascnopTHpoe | B cooTBETCTBHH C CT1.3.3.2.3332-16 niput Tempiepatype 0T 208C
anue
XpaneHue B cooTBETCTBHH € CI1.3.3.2.3332-16 npu Temnepatype 0T 208°C
Cpok rogHocTs | 15 mec \ira semycka 04.07.2024 1.
Tonex 0 30.09.2025 1.

*Tlo J@HHOMY [IOKa3aTeln KOHTPO/TUPYETCA KKAaR 5 cepus npernapara
3AK/THOUEHME: JlekapCTBeHHbIH npenapar Bakuuna Ty0epKyae3Has jius aAsAie epBHYHOH
HMMYHH3ALHH (BLK-M) Baxuusa a3 npodHIakTHKH Tybeprynesa AuoGWIH3AT J/18 NPHIOTOBICHHS
CyCIeH3WH 151 BHYTPHKOKHOIO BBE/IEHH Q025 MI?

HOPMaTHBHOM JI0KYMEHTALHA, HJ JIC-
Jara BbiadH rnacnopra «22» uoas £

3am. nauansHuka OBTK (O

 Mauanssux OBTK (OKK)







T epMeTHIHOCTE
(BaKyym)

AxupioHepHoe 0011ecTBO

«HayuHO-1IPOU3BOACTBEHHOE ofbepuHeHME N0 MeHLHHCKAM HMMYHOBHOIOrHUECKHM nipenaparam

«MuKpOreH»
Ajpec MecTa OCYu{eCTB/IEHAR JMLEH3MPYEMOro BHAR JesTenkHOCTH:
Poccusi, 355019, CTaBponoseuni spat, © Creanporions, V1. buonoraueckad, A 20
ACTIOPT Ne 893 om 22.07.2024 2.
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AMITy/ibi FepMETHHHbI
CoOTBETCTBYET

AMITyTH J0KHEL OBITR repmeTHuHEl (ra30Bas
cpeja B amimyaax [O/DKHA  /laBaTh GemHo-
ronyboe win posgeo-ronyboe cpeuenne)

OTCyTCTBHE
NOCTOPOHHHAX
fakrepuit 1
rpuboB

TlocTOpOHHSR vwkpodiopa (Gakrepii, rpu0st) | TIocTOPOHHAR MuKpoQIopa (BaKTepuH, rpubsi)
JIoTAKHE oTCYTCTBOBaTE - 3d WUCKIFOUEeHHEM omyrcraymzaucmmuenﬂem MirkoBaxTeprit BLUK
wkobakTepuil BLEK COOTBETCTBYET

AnomManibHaa
TOKCHYHOCTD

TomkHa ObITh HETOKCHYHOH HeToxcHuHas
CooTBeTCTEYET

e I e s T ST
Crenpduuecxas BakiMHa He J0/DKHA cofiepKaTh BHDYJIEHTHBIX BakupHa He COJIepXUT BUPY/IEHTHBIX
fe30MacHOCTh muKobaKTepui mukoBakrepuit
COOTBETCTBYET
Crietuuyeckan Ot 15 70 23 MIH. JKI3HECTIOCODHBIX KETOK BLUK | 19,8 mms/mMr
AKTUBHOCTE B 1 Mr MUKODaKTepH# BIDK COOTBETCTBYET
TepmocTaOuIbH [omxHa OBITh Tepmoc'raﬁwzmoﬁ. -
octe™®
TiponanoACTREH BaxiuHHbIA  ITAMM BLDK - Mycobacterium BaKupiHHbiA 10TamM BLUK — Mycobacterium bovis,
HbIH 1UTaMM bovis, cyburramy BCG=1 (Russia), Acrommponas cybmramm  BCG-I (Russia), AeroHHpOEaH B
s TocyaapcTeeHHoi KOJIMEKLMH  TIaTOTeHHbIX I‘ecygzapcmemoi KOJIeKI{AKn LATOreHHBIX
MUKPQOPraHH3MOB (TKIIM) ®T'BY «HL[DCMII» | MAKpOOpraHH3MOoB (TKITM) ©I'BY «HII2CMID»
Mun3gpasa PoccHy, Poccust (Ne 700001) Mun3gpasa PoccHy, Poccus (Ne 700001)
CooTBeTCIBYET
PactBopuTe/lb, Harpus XI0PHA paCTBOPHTE/b ATl 5 ammny] C HATpus XJOPUAOM pacTBOpUTEsIEM LA
BHINYCKAeMbIi B TIPUrOTOB/IEHUA neKapCTBeHHbIX GOpM st NIPUrOTOBEHNA NIeXapCTBeHHBIX dopm  ATA
KOMTIIEKTE C WHBEKIMiH prrbexpii 0,9 % 2,0 mi cepus (T1030224),
npenapaToM 0,9 % (IH‘i-M(OOlBlG)—(P[‘—RU}) JaTa BCTeueHns CpoKa TOAHOCTH [0 (02 29)
COoOTBETCTBYET
VrakoBka Baxipna — 10 0,5 wmr (20 po3) B amnyne | Bakuuia — no 0,5 mr (20 po3) B ammyne
AMECTHMOCTHIO 6 M/ M3 CTEwIa Mapin NB Lro | smectumocTsio 6 M1 W3 crekia NB 110
FUAPONUTHULCKOTO KNacca. TUAPOIMTHYCCKOTO Kacca.
Ha ammyny c BAKLMHOA HAHOCAT 3TUKETKY Ha awmnyne ¢ paKI¥HOW HaHeceHa ITHKETKA
CaMOK/IeRILYFOCH. CaMOK/Iesi@Enca,
BhinyCKaeTcs B KOMILIEKTE C pacTBOpUTENEM. BaiyllieHa B KOMILIEKTE C DaCTBOPHTEJIEM.
Pactpopute/k - TI0 9 wmn B amnyie B | PacTBOpHTES - 110 2 MJT B aMIyJle B COOTBETCTBHH C
cOOTBETCTRUM ¢ TpeDOoBaHMAMM JITT-Ne(001316)- | TpefoRaHHAMH J’IH-NQ(OOBIS)-(PT-RU).
(PT-RU). KOMIUIEKT COCTOWT ¥3 1 amiyiibi BaKumHbl W 1
KOMIIIeKT COCTOMT M3 1 ammyJbl pakUMHEl U 1 | aMOy/bl pacTBOPHTEIIA.
aMmITyJibl pACTBOPKHTE/A. Ilo 5 KOMIUIEXKTOB B [AYKe H3 KapToHa g
Tlo 5 KOMIJEKTOB B Mavke 13 KapToHa AnH 1IOTpeHTebCKOMH Taphl.
NOTPeOUTENIBCKOH Tapei Mapi xpomogsrii wmi | B nauky BIIOXKEHL HHCTPYKLMA 110 TIPYMEHEHHIO 1
XpoM-3p3ail. CKapHQHKATOP AMITY THHBIF.
B [auky BKI3JBIBAIOT pucTpyxudio  mio | TpascnopTHasd rapa no FOCT 17768-90.
npUMeHeHMi0 M HOX ammynbEBIA W | COOTBETCTBYET
ckapuHKaTop AMITy/IbHBIA.
TpaHcropTHasA Tapa 1o rOCT 17768-90.
MapxupoBKa 1) TlepBHuHas yIAKOBKA. Ha sruketke ammy/i | 1) [lepeuuHas yNaKOBKaA. Ha 3THKEeTKe aMIy/isi C

¢ BaKUMHOM  YKA3HLIBAIOT COKpall|eHHOe BAKLMHON YKa3aHbl CoKpaleHHoe Ha¥MeHOBaHKE
HAHMEHOBaHWE TPOW3BOHTENA, cokpaneHHoe MPON3BOJMTEIH (A0 «HIIO «MuKporeH»},
HapMeHoBaHWe Tnperapara (BakuuHa BIDK-M), | COKpaleHHoe HauMeHOBaHWe mpenapaTa (Baxuyna
KOTWUeCTBO  A03, JI03MPOBKY, HOMep CepHH BLIK-M), KO/IHHeCTBO A03 ( Z03UPOBKA
(Gyxserno-upposoe oB03HaueHHe™™*), naty Y
BLIMYCK4, CPOK TOAHOCTH.

Ha ammyne RAA Ha 3ITHKETKE ammyjisl €
PacTBOpUTENIEM yKa3bIBaioT: HauMeHOBaHHe
pacTROpHTES, KOHLEHTDALMI0, 00BeM B M1, MyTh
epenenws (Ha avmyse — «J1 MHBEKLVH», Ha
TUKETKE aMIyibl — « 414 WHBEKLHI), HOMED







m——— AxiOHEPHOE oBLecTso

«Hay‘mo-npamso,qmenme o6 IMHEHHE 110 MEULIHHCKAM UMMYHOOHOIOTHUECKUM ripenapaTaM
« MHKpOreH»

MecTa OCyLecTBIeH A nMLeH3MpYeMOoro BU/A ,IIES{’I‘EIE}:HGCTKZ
Poccud, 355018, C'raapon{)m,cmﬁ Kpaﬁ, . Crasporosb, yn. buonorudeckas, A. 20
A

CITOPT Ne 893 om 22.07.2024 2.

@01 con 11I-KO-08-025

Toproeoe naumeropanue JIT1 Baxyuna niyGepkyaesHan dna ujadsuyell
nepeuuHOU UMMyHU3aYUU (BLDK-M)

MexayHapoAHOe HernaTeHTOBaHHoe, BakyuHa o1 npoguaakmuKu my6epKyneid

HWIH FpYﬂﬂﬂpOBU‘{HQE, Wik XUMHYECKOE HaHMEHQBaHHE

JlexapcTBeHHasA (opma Auouauzam 013 npuzomoenens CycneHsuu

01 GHYMPUKOJHCHOZO geedenus

Tlo3upOBKa 0,025 me/do3a

PeructpaljdoHHOE yAOCTOBEpeHHe JIC-001143

Nata rOCY/JAPCTBEHHOH perncTpatimt JIft 05.08.2011 2.

[lata sHeceHHs WaMeHeHHi

B PerMCTPaLOHHOE yAoCTOBEpEHHE Jn 16.06.2020 2.

(,ua"ra 3aMeHbl pEI‘HCTPaIIHOHHOI‘B

yA0CTOBEPEHUS JiII)

Homep cepun €57224 Jlama ebinycka 07 24 I'oden 80 09 25

KO/MUecTBO, 7. n3MepeHus 1661 ynakoskad
pe/leHsb! 10 71C-001143-151019 wiveneHue Ne 1, HIMEHEHHE Ne 2

Menerranus mpo M

" Toxasarenu |
TloxaszaTeny TpeGosaHus N0 HI JIC-001143-151019, PeayaLTaThl KOHTPOJIA
y3m, Ne 1, u3m. Ne 2
QOrnycasme TlopucTas Macca, ﬂGpOlﬂK{}Oﬁ[}&BHaﬂ WY B BHAER TopucTas macca, nopoluxoobpaztas uni B BUJAE

ToHKOl KypHO# TabneTKH Henoro WM CBeT/O- roHKOH awypHol TabneTky feoro 1peTa, JETKO
JKeJTOoro  LBeTa, JeTKO OTAENAIOUAACA TPH OTe/ISIONIAACA PH BCTPAXHBAHHH OT AHA aMITy/ibl.

BCTpAXMBAHNH OT 13 aMITYJIbL [UrpoCKOnuHa. [UrpoCKOTIHYIHA.
BocCTaHoBNeHHas BaklpHa - rpyfGoaucnepcrad COOTBETCTBYET
CyCTieH3ud Benoro € CEPOBaTbiMA wm | BoccraHoB/IeHHaA BaKLUHA - rpyGoaucepcHan
sK@ITOBATHIM OTTEHKOM LBET3, Ge3 NOCTOPOHHHX | CyCreH3Hs feroro C CEpOBAThLIM OTTEHKOM 1BeTa,
BK/IHOUEHHH. fe3 NIOCTOPOHHUX BKITFOUEHMH.
CoOTBETCIBYET
TloAnMHHOCTE Ilpn MHKPOCKOTIHA Ma3K0B, OKpallleHHhiX 1o MuxpoCKOonys: oKpallieHHBE B Kpacmsﬂ'fl LBET
Linno-HAmsceny, OMKHEI onpeensThCA KUCIIOTOYCTOUMBBIE TOHKHUE, cnerka M30THYThIE
OKpalleHHbBIe B KpacHbIit BeT | Nnanoyki JNVHOM 1-4 MEM A pmpwsoi 0,3-0.5 MKM,
{mcnermycmi‘munme) TOHKHe, TpsMBie WM | © pefonbMMy  B3AVTHIMK HA KOHIlaX, Crop H#
C/lerKa W30THYThIE MajlouKH JVMHOH 1-4 MKM H | Kancyl He 08pa3syloT.

umpusoii 0,3-0,5 MEM, yacTo ¢ HeboMbIIIMA CoOTBEeTCTBYET

B3[yTHAMH Ha KOHUAX, ge obpa3syiouie Crop 1 Xapakrep pocTa - [IepOXOBaThIE TLIOTHLIE KOIDHHUH
Kancymn. oT 0,5 A0 B,0 MM B MaMETPE JKETOBATOTO L[BETa C
[lps rnocese BaKUMHEI Ha TUIOTHYIO CpeAy | TOHKHMH HEpPOBHBIMH KPasMu.
JeseninTefina-Mencena  uepes 28-30 cyt | CooTBeTCTBYET

wekyGaipd NIpH  TeMmrieparype (37£1) °C ma

oBepXHOCTH  Cpefsl JOJDKHEI  BbIpacTath

XapakTepHble epoxoBaThie [IOTHBIE KONOHHHA

or 0.5 0 8,0 MM B JHaMETPE JKE/ITOBATOrO LiBeTd

¢ TOHKMMH HEPOBHBIMH KpasMH.

He Gonee 1 MuH.

Bpemst
BOCCTAHOBEHHA
npenapara

B Teuenue 1 MHMH.
CooTBETCTBYET

[poxoauMocTh Cycriensus npenapara roc/ie BCTpAXUBaHN Cycriensus niperniapara focne BCTPAXMBAHNAA
yepe3s urny A0/kHa cBOBGOAHO POXO TS B LITIPHL] Yepe3 ¢BOBOHO MPOXOAHT B LUMPHILL yepes urny 0,45x12
ury 0,45x12 MM. MM.
CoOoTBeTCTBYET
Obinee Tlokazarenh ONTHYECKOH [UIOTHOCTH pakuuHsl, | 0,16-0,17
cojepranne pasaezi,eﬂﬁoﬁ [10 CopeprKaHus 0,5 Mr MUKPODHBIX CooTBeTCTBYET
BaxrepHit xnetok BIDK 8 1 M1 pacTBopuTeSis, flo7oKeH ObITh
g npegenax 0,1 7+0,02
JucnepcHOCTE TloKa3aTe/ b AUCTIEPCHOCTH A0/DKEH BbITh HE 1,6-1.8
moxe 1,5 CooTBETCTBYET
Tloreps 8 macce | He fionee 5 % 22%

TpH CooTBETCTBYET







PA3ZPELIEHUE
1a BROJ B Tp@XIAHCKUIl 000POT B Poccuiickoil defiepalliii CEpUn 1 NapTHH
MPOM3BE/ICHHOTO B Poccuiickoii denepalyy Wi BBOSUMOIo B Poccuiickyto Peaepanuio
UMMYHOOHOJIOTHIECKOTO JleKapCTBEHHOT O Mpenapara
Ne P006-00110-77/01642809 ot 19.12.2024

Buigano AKIMOHEPHOMY obmecty "Hay4HO-NpoH3BOACTBEHHOC obpenuHeHUe 110
Me MLMHCKEM  HMMYHOOHOJIOTHHYECKUM npenapaTam "Mukporen", Poccus, 115088,
- Mockga, yi1. 1-s Jlyoposekas, 4. 15, CTp. 2, UHH: 7722422237,

(HaMMEHOBAHUE FOPHIMYECKOr0 InLia, ropuanteckuii anpec, MUHH)
®enepalibHasd cayxba 1o Haazopy B cepe 3aApaBoOXpaHeHHs Ha OCHOBAHHH
saroueHdsi  MOCKOBCKOH JCIBITATeNbHON  Jlaboparopuu  KOHTPOJIA KauecTBa
JleKapCTBEHHBIX CPEICTB ®IrBY "MMIDYAOCMIT" Poc3nipaBHaa3opa

(HaumeHOBaHHE (enepanbHoro roCy/1apCTBEHHOT0 OFO/UKETHOTO YUPEIKICHNA)
or 17.12.2024 Ne 1845]1K-11/24 paspemiaer BEOA B rpaXIaHcKuii 060poT
(nara) (Homep)

B Poccuiickoii @eaepanyu MMMYHOOHOJIOT HIECKOTO JAeKAPCTBEHHOTO Npenapara
BaxuuHa Ty6epKy/Ie3Has A ajsied riepBUYHON MMMYHH3aINH (BIDK-M)
(ToproBoe HaHMEHOBAHHE)

Baxkiuaa st TpopuIakTHKH TyOepKyiesa
(MeK/1yHapO/IHOE HEeMaTeHTOBAHHOE HauMeHOBaHKe (TPYNNHpPOBOYHOE MIlH XUMHUECKOE)
nroduIu3atr it TIPUTOTOBJICHHSA Cy CHICH3HH U1l BHY TPMKOKHOTO BBEIICHUA 0.025 mr/no3a
0.5 mr (20 103) - ammyJist (5 IIT.) - [Ia4KH KapTOHHEIE /B KOMITUIEKTE C PACTBOPHTEIICM:
HATPUs XJIOPH PACTBOPHTENb LA IPUTOTOBJICHHUS JIEKAPCTBCHHBIX OopM UL HHbEKLIHI
0.9% (amiryJibl) 2 MII-5 1t/ - s aeuebno-npoduIaKTHICCKUX yupekIeHHH
(dopma BhImycka (C yKa3aHHeM nekapcTBeHHOH (POPMBI, 1I03HPOBKH, (hacoBKH) M KOIHYECTBO B yTaKOBKE)

cepun  C57224 (cepust pacTBOPHTC/IA T1030224) , :)»1?11::2::1?:1:’ 1661

3

(KONM14ecTBO

(HOMEp CepHH) YIaKOBOK)

rogen g0 09.2025
(CpOK TOIHOCTH)
npou3BoACTBa AKIMOHEPHOTO obuiectra "Hay4HO-TIPOM3BOACTBEHHOEC 00beIMHEHHE T10
MeULIMHCKUM MMMYHOOHOJIOTHYECKHIM npenaparam "Mukporer" (AO "HIO
"Mukporen"),  Poccus, 355019,  CTaBpOMOJLCKUH kpaii, r. CraBponoie,
yni. buonornyeckas, A. 20 (Bce cTaIMH, BKIIOYAs BBIMYCKAIOIIMHA KOHTPOJIb KayecTBa).
(HaMMeHOBaHHE H a/Ipec pOU3BOAMTENs (C yKa3aHNeM cTauii MPOH3BOJICTEA)
PerucrpaloHHOC yI0CTOBEpEHIE Ne JIC-001143 ot 05.08.2011.
JlepskaTelib PErHCTPAUHOHHOTO yaocToBepeHusi AKIIMOHEPHOE obmectBo "HaydHo-
NPOU3BOJICTBEHHOC 00beINHEHHE 110 MEULIMHCKIM MMMYHOOHOJIOTHUECKHM TIperaparam
"Mukporen" (AO "HIIO "Muxkporen"), Poccus, 115088, r. MockBa, yi. 1-1 JlyOpoBcKas,
1. 15, expe2. ST 0y

(HanMEHOBAHHE, ajpec)

?

*

JIOKYMEHT TIOINACAH 30
AMEKTPOHHOM [TOJITTHCEHE

Yoing Cy ° »
J o
Co mpg ”J{‘k
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