PASPEIIEHUE

Ha BBOJ| B TPXaHCKHT 060poT B Poccniickoit Menepaiuu cepuu mimm [apTuu
npousse/ieHHoro B Poccuiickoit Menepanuy uim BBo3umoro B Poceuiickyro Denepanyto

MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO Mpernapara
Ne P006-00110-77/02566800 ot 01.07.2025

Boimano  Axnuonepromy  obmectsy "Hayuno-npousBojcrBennoe  0OBeUHEHHE 110
MCJULMHCKAM MMMYHOOHONOrHYEeCKHM Hperapatam "Mukporen", Poccus, 115088, r. Mockaa,
yi. 1-a lybposckas, . 15, crp. 2, UHH: 7722422237,

(HanMeHOBaHMe OPUANIECKOTO JINIIA, FOPHAUIECK T anpec, MHH)
DenepanbHas cirys6a 10 Hax30py B cdepe 3PABOOXPAHEHHS HA OCHOBAHNH 32KJII0CHIST
MCHBITATCIIPHOTO  [EHTPAa  DKCHNEPTH3bI  KAYECTBA MEIMLIUHCKUX  HMMMYHOOHOIOMHYECKHX
nperapatos  DenepaibHOro rocyIapcTBEHHOro Ol0/KeTHOro yupexuenns "Haydnbiii LEHTP

OKCIIEPTH3BI CPENICTB MCJIMIIMHCKOr0 IpUMeHeHus " MunicTepeTBa 3paBooxpanenust POCCHiicKkoi
Deneparuu

(HaumeHoBaHMe (helepaTbHOTO TOCY IAPCTBEHHOTO BIOKETHOrO YUPEXKCHHUS)
or _26.06.2025 Ne 544/HIIDCMII paspewmaer BBoj B rpaskaanckuii odbopor
(nmara) (HOMep)
B Poccuiickoii ®Dexepanuu uMMyH0O6HOI0rHIeCKOTO JIEKAPCTBEHHOI'0 NIpenapara
Bakuuna Ty6epkysiesnas (BIDK)
(ToproBoe HaMeHOBaHHE)
Bakiwna [u1s ipopuiiaktuku Ty 6epKyiesa
(MeKIyHapOAHOE HENATEHTOBAHHOE HAMMEHOBAHUE (rpynnupoOBOYHOE HITM XMMHYECKOE)
MHO(HITA3AT JUIst IPUTOTOBJICHIS CyCIIEH3UM JUTSL BHY TPHKOXKHOTO BBesiernus 0.05 Mr/nosa
0.5 mr (10 103) - amITyJIBI (5 WIT.) - TAYKK KAPTOHHBIE /B KOMILIEKTE C PacTBOPUTETIEM:
HATpusl XJIOPUJ PACTBOPUTEIb ISl IPUTOTOBJIEHUS JIEKAPCTBEHHBIX (hOPM JUTSt HHBEKIHi 0.9%
(amuysier) 1 mt-5 mrr./ - Juist Jieqe6HO- PO UIAKTHYECKUX YUPEKITCHUI

(bopma Bhinycka (¢ ykasaHuem JiekapcTBEHHOI (GopMBbI, 103MPOBKH, (PACOBKH) U KOJIUYECTBO B YIaKOBKe)

cepun  C10625 (cepust pactsopurens T010424) 0bbem cepuu HiH 779
napTHH
(HOMep cepun) (konuuecTBo
PP YIaKOBOK)

rogen no 03.2027
(cpok romHOCTH)

HpOM3BOJCTBA AKLHOHEPHOro obmectBa "HaydHo-MpOM3BOACTBEHHOE OOBEMHCHHE 110

MEAHLMHCKMM UMMYHOOHOJIOrMYeckuM 1ipenaparam  "Mukporen” (AO "HIIO "Muxporen"),

Poccust, 355019, Craspononbekuii Kpai, r. CraBponons, yi. buonornueckas, 1. 20 (Bce crajum,
BKJIIOYast BBITYCKAIOUIMH KOHTPOJIb KAYECTBA).

(HasMeHOBaHUE ¥ aIPeC IPOM3BOANTENS (C YKa3aHUeM CTajuil IPOU3BOJICTRA)
Perncrpanuonnoe ynocrosepenue No JITT-Ne(005818)-(PI"™-RU) ot 18.06.2024.
Mepxaress perucTPaHOHHOrO YAOCTOBEpEHHS Axumoneproe  obmecrso  "Haywro-
NPOU3BOJICTBCHHOC OOBEIMHEHUE I10 MEJMIMHCKUM HUMMYHOOHOIOrHYECKIM Ipenaparam

"Mukporen" (AO "HIIO "Mukporen"), Poccus, 115088, r. Mocksa, yiu. 1 _g-Hybposckas, 1. 15,
crp. 2. $o %

(nauMeHOBaHwMeE, afpec)

>

~

3amMecTUTeNb PYKOBOOHUTEIA Cepruduxar 42D1B24ADS2BBD113BD1263FE2CCBCSY

r Baanenen Iapxomenso Amurpuit Beenosogonia
Pocznpaenagzopa
Ilp 'ZI p Heitersurenen ¢ 07.04.2025 no 01.07.2026
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Toprosoe nanmenosanue JUT
MexayHapoanoe HenaTeHTOBARHOE, AW FPYIIHPOBOY-

D01 COI HHI-KO-08-025

Axumoneproe o0uecTso

«Hay4HO-NIPOM3BOACTBE HHOE 0OBEHHEHNE O MEAMLIMHCKHM HMMYHOOHONOrHYECKUM npenaparam
«Mukpores» . . o

Ajlpec MeCTa OCYIIECTBICHNS TUUEHIUPYEMOTO BIA JeATeABHOCTI:

Poccus, 355019, Crappononseruit kpait, r. Crasponons, yi. Buonoruueckas, 1. 20

HACHOPT Ne 46 om 15.04.2025 .

HOC, WM XUMUYCCKOE HAUMCHOBAHKE

Jlekapersennan gopma

Hoauposxa

Perucrpaunonnoe yaocTorepenue
Haea rocyapersennoll pernerpauu JITT

. Baxunna 1y6epxyaesnan (BLK)
Baxuuna gns npodunakruxm Tybepkyiesa

FHOMHMAMSAT 1718 NPHIOTORICHIA CyCIICH3HM

JUTSL BHYTPUKOMKHOTO BBEACHUS
0,05 mr/noza

 Hara precenus uamenenuii
8 perucTpalMoHHoe yaocTorepenue S

{naTa 3aMeHki PETHCTPRAMOHHOIO

yaoerorepenus JITD
Homep cepuu

10625
Konuuectso, e1. usmepenns

772

PR

YHAKOBKH

Hara semyeka 03 28

JHT-Ne(005818)-(PT-RU)
18.06.2024 r.

Coned no 8327

Hensitanus nposenens: no HIL JIT-Ne(005818)-(PI-RU)-180624

Hoxasarenn Tpebosanus ne HJ JIT-Ne(005818)- Pesvarraret kourpoan
(PI-RU)-180624
Ornucanue Iopuctas macca, nopomxooOpastas uin B | [Topuetas Macea, nopomKooGpasHas WM B BUAE TOH-

BHIAE TOHKOH awypHo# Tabaerxu Oeaoro
WIH CBETIO-KEATOr0 1BeTa. JIerKo OTae-
JAIOMARCT TpY BCTPAXUBAHKMH OT HA am-
nyakt D urpockonnuna.

Boceranosnenias Bakunna - rpyboanc-
nepesas CycaeHsus 0eaoro © cepoBaThiM
WIH KeJTOBATHIM OTICHKOM upets, ez
HOCTOROHEHX BICTIOHEHHE.

Kol asypuoll TaGierki 687010 UBETA, NETKO OTACINH0-
wases npy BCTPSXUBAHIN OT QHa aMoyast. | urpocko-
SHEEER

Boceranoniensas sakunga - rpyﬁmmﬂepcma CYCTEH-
sus 61010 C CepoBathiM OTTCHKOM HBETA, 6e3 _HGCT{)-'
DOHHUY BRBOWEHNIL

Coarpercrayer

Homnusanoers

Hpyn MIKPOCKOTMI MA3KOB, OKPAIBEHABIX
1o Hwno-Huawseeny, nomkust onpene-
AATHCA  OKPAINEHHHIE B Kpacusii mser
{(KMCTOTOVCTOMMMABIE) TOHKHMS, MDIMEIE
HTH CRETKA M30THYTHIE OAJIOYMKM UINHON
14 arov i mupunodt 0.3-0,5 MM, wacto ¢
HeOO/BIIMME B3AYTHAMY HZ KOHUAX, He
00pAIYIONINE CHOP # Kangy .

[pu nocese BaKkumELL HY THOTHYIO CpeRy
Jlesenireitna-Hencena uepes 28-30 cyr
uakyOam npit remneparype (37:1) °C
HE HOBEPXHOCTH Cpeitbl AGHKHBL BhIPAC-
TATH XEPDAKTEPHBIS WICPOXOBATHIC MAOTHBIE
komouun o1 0.5 a0 8.0 MM 8 anamerpe

SACATOBATOr0 HBOTA ¢ TOHKHMY HCDOBHbI-

MH KpasMu

MUKPOCKOIIHS, OKPAIICHHBIE B KPACHBIR UBET {KUCHO-
TOYCTOHUUBLIC) TOHKHE, CASKA M3OFHYTHIE ANOMKY
AnunHof -4 meyM u wupuHoit 0.3-0.5 MeM, ¢ Heboan-
HIMU B3AYTHAMY H3 KOHUAX, Cnoop W kancys se obpa-
VKT

Coorsercteyer

XapaxTep pocTa - MEPOXOBATHC MIOTHEE KOMOHUM OF
0,540 8,0 MM B AHAMETPE KEATOBATOrO UBLTA ¢ TOHKH-
MU HEPORHBIMY KPagmyl

CooTseTcTyer

“Bpems soccranonie-
HEd penapara

He Gostee | ymn.

B reuenue 1 My
Coorsercrayer

Finoxommocts mepes
HEaY

Cycrensns NPenapara nocne peTpsxXuBa-
HIS AOIKHY CRODOIHO APOXOIUTE B

Cycnensus npenapata nocie BCTpaxusasng ceo00mH0
DPOXOAWE B HHIpuirvyepes vray 0,.45x12 vm.

mnpuiryepes ury 0.45x12 um. Coorpercinyer
Ofnree conepxanue Hokasarens onruneckoli niotHoctd sak- | 0,32-0,34
Bakrepuit WiHsl, passenennod a0 coaepwanna 1.0 | Cootsercrayer
MI MuKpoGHBIX kaetox BIDK 8 | w1 pac-
TBOPHTRAR, nomkeH ObiTh B Opezenax |
; 0.34+0.04 '
JuenepesocTs [loxazaress AUCHEPCHOCTH BOIKEH OLITE 1.6-1,7

He HuEe 1.3

COUTRETCTRYET




Topropoe naumenosague Jil1

01 COII HI-KO-08-025

TIACHHOPT Ne 46 om 15.04.2025 2.

Homep cepun C10623

Konnueerso, e, wavepenus 772 yriakosky

Barunna ryGepryaesnan (BLDK)

Hotepa s macee mpu He omee 5 % 1,77 %
HBICYHINBAHNYT Coorpeicinyer
FepmernyHocTh ANITY L AOMKHBE OBITh repMeTiHsl {Ta- AMOYIIbE TepMeTHYHE]
{Bakyyar) 30Baf cpeda B amnyiax AbkHa dasath | COOTBETCIBYET
Orenno-roay60e  wam  po3oBo-rogyGoe '
CBEUEHUE)
OreyTeTRIE 10CTO- Hocropounsas Mxx;}m{nopa (Gakrepuu, | Hoctoponnsin smuspodropa (Gakrepuu, rpubsi) oreyT-

poHHENx Gakrepuit n
rpuGon

£pulinl} 100%Ha OTCYTCTROBATE 3@ MK TIO-
uenneM Mukobaxrepuii BLIDK

CTBYIOT 38 MCKIMOSeHnem Mukobaxrepuii BIDK
Cootpercayer

AHOMATLHAS TOKCHY- Howxria Guih HETOKCHHHON Heroxeunnas

HOUTH Caa’ra&*cm}zm‘

Coeunduueckan Bakuina ne zomkHa conepikars Bupy- | Bakuuna pe COREPIKUT BUPYICHTHBIX MukobakTepuii
§e300ACHOCTS ACHTHBIX Mukobaxrepni Cootsercisyer

Creunduseckas ak-

Ot 10 70 20 M. sxusHecocoBHEIX Kie-

19,0 man/mr

THRHOCTh Tok BLDK 8 1 mr muxobakrepuit BLDK COOTBETCTRVET
TepMocTabHABHOCTE Homxua Gurts TepMoctrabuanioi Tepumoctabnasnas
. 38,7 % (N-19.2 man/mr, 15,9 sman/urn)
Coorsercieyer
Mpowssonacrees- Baxuuamsiit urramm BLDK — Mycobacte- | Baxummnsiit mramy BLOK ~ Myeohacterium  bovis,

HBHE HITAMM

rivin bovis, cyBuramym BCG-T (Russia),
aenonnposad B [ocyaapersentoil xon-

JSKUMH  DATOTEHHBIX MHKpoopranusvwos | (PKIIM) ®UBY «HLDBCMIl» Munsapasa Poccun, Poc-
(KIIM) ©TBY «HLDCMIT» Munsapasa | cus (M 700001)
Poccun, Pocous (Ne 700001 Coorsercynyer

cyburramy BCG-/ (Russia), senouuposan B Pocypap-
CTBEHHOH KOIEKUMH NATOTEHHBIX MWKPOOPraHM3MOB

YACTBOPHTEN b, BLIILYC-
KACMBIN B KOMIUIEKTES ¢

Harpus x30pia pacTBopuTe s 415 npuro-
TORJICHHA JCRapCTREHnX hopy s Wik~

Harpis XA0pua pacTBOPHTENb LA NPHIOTOBICHNS 16~
KapeTBenHbix hopm aza urvekunit 0,9 % 1,0 ma cepus

HPEnapaToM exumit 0,9 % (JIT-Ne(001 316)-(PT-RU)- {T010424), nara ucrevenns cpoka roauocty 1o (04 2%

: 1710223 Coorsercraver

Yiaxoska Hepswinan ynoxoska - amnyist 13 crexna | Hepenynan VROKOBKG - GMITYABE 13 CTeRaa Mapka NB -
Mapknt NB 1-r0 rupoiusuuecoro Kiac- | ro MruaposmTHHECKoro KIacea,
ca; Tio 1) no3 Bakuuinst 8 amnyie.
1o 10 o3 Bakmmsst § aMmyie. Ha amnyny ¢ sakuumoil HaHecena ITHKeTKA CaMOKIes-
Ha aMnysy ¢ BaKUNHOH HAHOCHT STHKETKY | Wascs.
CAMOKASANIYIONA, Pactsopurests (HATPHA XIOPHI PACTBOPHTERS /1A apH-
PacTeopurens (Hatpus XAOPHA PACTROPH- | FOTOBACHUS JICKApCTBeHHEIX GOpM nas uHbexknui 0.9
TEAb ANA MPHTOTOBACHHA JCKADCTESHHbIX | %) ~ 10 | MA B aMIIyJie B COOTBETCTBHM ¢ TpeGoBania-
opm anx wrnekumi 0.9 %) — no 1 ma s | vu (JITT-Ne(001316)-(PT=RU)).
AMOYAC B COOTRETCTRIYN ¢ Tpefosauusmst
JHT-Ne(O01316)-(PT-RL. Bmapuanan ynaxoskd - NATKA KAPTOHHAL,
Bmopwinan ynaxosrd = nadxa kapron- | KoMILIEKT cocTonT w3 | AMITYIbE BRKUHHLL 1 | amiyas
Hasg. PacTBOPUTEI,
Kommaext coctont u3 1 amnyast sakuuss: | 110 5 kOMIAeKIos 8 nauke KapTOHHOH ¢ HHCTpYxuneil
1 aMuyabl paETROPHTEA. 10 APHMCHEHHIO (IHCTKOM-BISIaABIIEM) H ckapudiuka-
o 5 xomMnnexToB B nauxke xaprosHoii C TOPOM BMITYABHBIM, '
unCTRY KRt 1o npuMeHeHnio (anctkom- | CooTeercrayer
BENQABIIEM} 1 HOKOM AMIYABHBIM HIIH
CKapHBUKATOPOM aMITYAbHEIM,

Mapruposxka 1) Depsuunan ynaxosra, Ha smikerwe | 1) flepsuunan vnaxoexa. Ha ostnxerxe AMIYIRL €

AMIIYIbl ¢ BAKUHHON VKQ3bLIBAIOT: cokpa-
IEHHOE TOPIOBOS HANMEHORAHUE fpena-
para, JO3HPOBRY, KONHUECTRBO hpenapara
B aMfiyie, BYTh BBEASHNA, HOMED cepud
(Oyxpenno-ungporoe  o0o3HavueHNE ™ ¥¥),
AATY- HCTEHMEHMA CPOKA TOAHOCTH (roiew
Aok

Ha ammyae win ua JTHRETKS aMTya6! ©
PACTBOPHTEAEM  VEABHIBRIOT:  TOPIOBOD
HAHMEHOBAHAS  DACTHOPHTRNS,  KOHUESH-
TPAuMIo, KOAMYECTBO B amiyie (B .

BAKLMHON YKA3a4bi: COKPALICHHOE TOPIOBOE HAUMEHO-
pamye npenapara (Baxuuna Bl {}i{) nozuposxa (0,05
\gf!,zma) KOAHMSCTRO rspen )

0327).

Ha sruxerxe am
TOPLOBOC HANMECHOBA REK
U PaCTBODHTE b LI
Bopy uis unbesumil), K

Crpanuia 2 uz d




Toprosoe nanmenoranue JII1

Howmep copun C10625
Konnuectso, ea usmepenns 772 viakosku

@01 COII NI-KO-08-025

fTACHOPT Ne 46 om 15.04.2025 ..
Baxuuna ry6epryaesnan (BIDK)

YAOCTORCPCHUN/TIPOU3BOUTES

 Hapara B YHAKOBKE]

fyTh  BBEACHIS (va amnyie -~ «JUIS
MHBEKLIMW», na stuxerse AMIYITBE —
«Jlng wnvexumii»}, Homep cepun (Byx-
BenHO-UHpoBoe ofospauenue® ™), aaty
UCTEUEHNS CPOKA TOAHOCTH;

2) Bropuunas ynaxoska.

Ha pauke yxaswlsaior: TOpProBoe Haume-
HOBAHHE  [Ipenaparta;  rpyHiMpoBOMHOE
HAUMCHORAHHE; COKpAUICHHOS HAMMEHO-
BAHUE  ACPKATENA  PErHCTPanHOHHOTO
Aexap-
CTBEHHOrG fipenapata M ero ToBapHsiil
JHAK, 84pec v TeaedoH AepIKaTens pery-
CTPALHOHHOTO yiaocrosepe-
HUA/IPOISBOAMTENN JCKAPCTREHHOTO
npenapaTa; CoKpaiieHsnill anpec npous-
BOACTBA: ACKAPCTBEHHYIO POpMY; A03H-
POBKY. KOAWYECTBO ACKApCTBEHHOTO fIpe-
uHGOPMAII O CO-
CTABE ACKAPCTRECHHOIO Npenapata; HOMED
cepuy  (Gyrsenuo-undiponce  oboaHave-
HUE™ ¥} g AaTy NPOMIBOACTRA BAKUHHLL
CREARIMA O PACTBOPHTENE, BLINYCKASMOM
B KOMIUIEKTE ¢ BAKLHHOH; AATY HETEHCHUA
CPOKA  [OAHOCTH KOMIDISKTA, yeaoBus
XpaHeHus: yCioBug OTIYCKA, mpeaynpe-
IUTENRHBIE HAANUCH; WITPHX-KOI; CROCOD
TNIPHMEHEHHS (CM. MHCTPYKLHIO TI0 MEaH-
HHHCKOMY FPUMEHEHUWIO (AHCTOKR-
BRIQMABII)): CPRACTRO HASHTH( UKL

#XEBy kpenno-undposoe abozHaveHye

HOMEPR Cepuit npenapata uAmu pactso-

Hrens GopMupyeres 13 GyKBeHHOr0 066-
b ¢4

SHAYEHHs  CTPYKTYPHOTO NOAPasACHenus

NpOMSBOMLITENS ¥ HOMEPE cepuu, Hanpu-
mep: CXX s TXX, vae C (T) - byxsa,
o003HaYA0MAN CIPYKTYPHOS NOAPA3Aee-
HUE-(IPOM3BOANTETb ((uuans 8 1. Cran-
ponois, 1. Tomex), XX - nomep cepun.

cTeo B ammyae (1 wz) AYTH BBEACHHUA (Ha aMiyne —

«JU1d Miihﬁkl&i‘i?j»_ Ha ITHKETKE aMmnyisl — «Jlan
MHBEKUNI), HoMep ceprnt (TO10424), pata wereuchus
cpoka roaHocTd (04 29).

2) Bropuumnas ynaxosra, Ha nauke yxasaupl: 70pio-
BOE HaumeHoBaHWe mipenapara (Bakuusa TyBepkysies-
nas (BIDK)); rpynnuposousoe nansenosanue (Bakii-
He and npodunaxtuky Tyfepkynesa); cokpauiesuoe
HAMMEHOBAHUE AEPKATEAR PETHCTPAUHOHHOTO YADCTO-
BEPEHiA/NPOMIBOINTENA  JICKAPCTBEHHONO  Apenapata
(AO <HIIO «MuKporeH»), ero ToBapHbill sHaK (Hph-
CYTCTBYET): aapec # TencdOH depKarens perucIpaim-
OHHOFO yz;oc’mgepemm/npmmmﬂmm’&x HEKapCTBEHHO-
ro npenapata (Poccua, 115088, r. Mocksa, vt l-a
HyGposcras, x 15, ctp. 2, ten. ((495) 710-37-87); co-
kpameHuniit anpec npomssoacrsa (Pocens, 355019,
Craspononsexuit kpaif, ro Crasponoas; jiexaperTaenuas
bopma (wodummar U NpUrOTORACHHA CYCHEH3MN
At BHYTPHKOKHOTO  Beacuus), nosuposxa  (0.05
MI/2033); KOAMMECTRO JICKAPCTBEHHONC npenapata B
yiarkoeke (5 ammvii sakusns 0o 10 103y

UH(OPMALIAS O COCTARE JEKAPETACHHORG nperiapata
{Hocne soccranosnerns oana qo3a (0,1 ma) COABPIKHT:
Heucnmsviowet _gewjecmeo:  MuKpoGHEE  KISTKH
Mycobacterivm bovis  BCG-I — 005 mr, Benososy-

menbloe seujernsg; HATPHA TIyTAMATA MOHOTHApAT -
ne Gosee 0.3 mr); nomep cepun (C10625) w nara po-
u3iBoACTRA BakumpbL (03 25); ereneHng o pacteopuresne,
BRITIYCKACMOM ‘B KOMIVIEKTS € BakuMuod: Haumenosa-
HHC PACTBOPUTEAS (HATPUS XJIOpUA), fACKAPCTBeHHAN
(hopma (pacTBopuTeNk A PHTOTOBAEHHA JieKap-
creeHusx OpM 1A HHBEKLHE), KOHUSHTPALHA pac- |
Roputens (0.9 %), cocras (Ha 1 ma) HATPHA XIOopH
~ 9 ME BOAQ ANg WEBERINHT — A0 1 i), KeauuecTso
pacTsopuTens B YHAKOBKE (5 amnya pacrsopurens no |
M), KOIMHECTBO 103 BaxuuHel B amiyie (10 a03), oG-
CM PACTBOPHTENS B avnynie 8 mi (1 s, HoMep cepun
pacisopirtens (T010424); nava wcredenns cpoka ron-
nocry xomierra (Dozen 1o 83 27) venosus xpanenis
(Xpawnts npu Temnepatype or 2 1o 8 C); venosus
ornycka: «JLis neqeSHO-IPOMRIaKTHYECKUX YipeKIe-
Huity; npenynpeauTeabHbie Haanucy (Xpasuth B Heno-
CTYOHOM JUTH neteit MecTe), HITPUX-KOR
(4602789001665); criocob npumeneHus: (Crocob mpu-
MEHEHUAT CM. HECTPYRIHIO MO MeAHIMHCKOMY HpHMe-
HEHUIO (JIMCTOK-BRAAABINE), CPEICTBO WAEHTHHHKA K
HAHECTHO,

Cooreercraver

Yeonus xpancaus

Xparuth OpU TeMaeparype o1 2 10 8 °C.
Tparcnopmuposaiue. TpaHCHOPTHPORATE 0P

‘Cpox rosHoCTH
{cpok xpaneuns)

2 rona.

{oasﬂ ;w

*o aauHOMY NOKA3ATEIO KOHTPOANPYSTCH KAKAAS 5 cepus apenapara

Tan -,
/ N \\\L“ 24
\s N
“\\\\ SO
i oWRE ek

\\\a“‘ \, ,\\\‘
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P01 COTIT HI-KO-08-025
; HACITOPT Ne 46 om 15.04.2025 2.
Toprosoe nanmenosanme JI1 Baxuuua rybepryaesnas (BLUK)
Howmep cepun €10625 o \

Komuueerso, e, ussepennst 772 yoakopku

SAKVIHOYEHHE: Jlekapersennbiii npenapar Bakmnna Tybepryaesias (BLIK)
Bakuuna ann npodunakruiu tyGepkynesa, aMoGuiusaT Ais NPUTOTOBICHNS CYCHEH3UN A1 BHYTPU-
Kxoxknoro seeaenns 0,05 mr/aosa cepuu C10625 coorsercTryer Tpebosanusam HOPMATHBHON HOKYMEHTa-
s JIT-Ne(005818)-(PT-RU)-180624. 7

Samectuteasiagasuuca OBTK (OKK) Bamxarosa JL.TT.

7 (RO HAFHCE)
Hockosa E.B. \ (4 /44
(DY) - (mparuesT




AKIMOHEPHOE OBIIECTRO

«Hay4HO-Npou3BOSICTBEHHOE OBBEAUHEHHE 110 MCAMLMHCKUM UMMYHOBHONOTHEECKIM NPENapaTam:

Harpusa xnopuy

«Mukporer».

Appec Mecta OCYIIECTBICHIS IMIEHIUPYEMOT0 BITIA JeqrensHOCTH:

634040, Tomexas o6macts, 1. Tomek, yin., Msamosckoro, 8

ITACITOPT Xz 181 om 19.06.2024 2,

Harpyst XJIOpHjL pacTBOPHTENS I TPHIOTOBJICHHS
JieKapeTBenHbix hopm st ursexiui 0,9 %
Perucrpaunonnoe ynocrosepenue JIIT-Ne(001316)-(PT-RU)

Homep cepun T010424
Konnuecrno, e, namepenns 118334 AMITy TIBI

Wensrranus nposeaesst no HITJITE-Ne(001316)«(PE-RU)-17 1022

Hara spmycka 04 24

Topewn no 04 29

Tpetosanna no

Hoxazdrean ; i : : Pesynasrarst KoHTpOH
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Tloxasarenn

TpeGosanus 1o
HJLJIT-No(001316)-(PT-RU)-1 71022

Peaynuratsi Kowrrpons

Yitakosxa

Tlo 1w, 2 st vk 5 mat B aMunystsr 3 creicna mapky HEC-1, :
HC-3, YCIt-l wme NK, um ApYLHE MapKH Crekia lero
ruApoIMTHUecKoro itacca no.OCT 64-2-485-85 wan nio

TV 9462-002-11068395-2003, unu rio TY 9462-001-53908805+

2006, wmt-no MCO 9187, nan AMIIOPTHLIC, COOTRETCTHYIOMIHE
'rpcfioaaﬂnsm HCQG 9187, pazpeiuctnsie K HpuMetenio B PO,

Ha xawgiyio amuylty HakicHBMIOT ITUKCTKY U3
yruxerounolt no FOCT 7625-86 win ananoruqHoro kauecrsa,

W MMOPTHOH, WM CAMOKACHUIYIONE -ITHKCTKY W3 Oymarn
- umMnoprHol, paspemiennolt k- npumencnmoe n PO, unm Texker
HAHOCHT HEHOCPEACTBEHHO HA aMOyiLy 6bl¢'rpogaxp§nnﬁsokxzeﬁcsx'

KPAcKOH MMHODTIHON, Wi METOROM KaIuICCTpy HHOH igyaTh,

Mo 10 amays ¢ #Hcrpyximelt 0o TpHMCHEHIIO,
cxaputhukaropom amayasisiv no TY 9398-002-14783767-2010,
MUl APYTHM BHAROTHYHONO KaueCTRA NOMCUIGIOT B ITAMKY WM
Kopobky M3 xapTOHa Jna noTpeluTENbeKOl  Taphl Mapku
XpoMoBsIH par ipom-apsan no F'OCT 7933-89 wiv no TY 5453~
010-04766354-2006, wmil  auANOTHYHOTO  Kavecrnd, WM
HMIIOPTHOTO, PAIPSICHHONO ¥ npuMeHenno 8 PO vy B nagxky-
n3 kaproua 5o FOCT 33781-2016.

Kopofiky okaenpator srukeTROM-Garieponsio w3 Gymary
srukerounol o IOCT 7625-86 nay asanormsnoro KaMecTRa,
HAW MMIOPTHOH, Paspeirentoil k npuMencnmio s PO,

Tipu ynakonke aMnyn, MMEIOITHX KOABUO UI0ME K TONKY /UL
BCKPBITHA, CKapU(BHKATOD aMITVIILHbEH HE BIJIAABIBAIOT,

Tio 5 aMiyn NOMCIAIOT 8 KACCCTHYIO KOHTYPHYIO YNAKoBKY W3
KaproHa Mapks xpoMossid win xpoM-opsan no TOCT 7933-89
i TY 5453-010-04766354-2006, nau auanoruiioro kauecTsa,
W HMEOPTHOTO, PAsSpeieHHoro K npuMenenino s PO,

Ho 2 xaccersic KOHTYPHBIC YHAKOBKM ¢ WHCTpYKumed no
ODUMEHCHHIO  TIOMCIMAIOT B HAYky  u3  xaprosa s

TOTPEOHTENLCKON TApHE MAPKI XPOMOBBIN Wi XpoM-ap3an Ho

FOCT 7933-89 wm TV 5453-010-04766354-2006, unu
SHANOPHYHOTO  KAYECTBA, WAM nmnapnmm PAIPEUICHHOTO K
npuMeHenio PO,

‘BoaMomkua KOMIUIEKTAIEE © GYXUMY JIEKapCT BCHHBIMH hopmaru

UPENAPATOR B COQTBEICTRYIONIHX KOMUECTREX.
Upymionas ynakorka u rpanumimfaz TApR B COOTBETCTEHM C
FOCT 17768-90..

Gymary:

I1o'1,0 mn 8 aunyaax us cimexna mapru
ALLT-H-B-2 (HT) HC-3

1o T¥ 9462-002-11068395-2005

C MOYKOU QIR BCKPOURIAL.

Ha KAACOVIO. AMAYIY HGKIEeHA
CAMOKIEAWAACA IMUuKkemKa uz Oymacy
uMnepmHotl.

A5 komnaekmayui ¢ cyxumu
REKAPCINBEHHBIMU DOPMAMU, AMAVIBL C
DUCMBOPOM RAMPUR XAOPUOA YRONCEH I
8. 6EPMUKARBHOM HONOICEHUI
Kapmonnsie KopooKy, 3aKpsiml
RADIMOHHOIMU KPOHUKAMU O KOPOBOK,
Vnarosannas npodykyus nomewena 6
mpancnRopmuyio mapy (2ogposiyux).
Huo u sepx mpancnopmuoit mapu
REPERCIHCEHBE 20(DPOnPOKIAOKIAY,
GHYMPU REACUNT. YRAKOBOUHBITE AUCT.
Lothposiugur oxneen cromuem.

Caomsemcmeyem

Mapkuposka

Ha amnyie wid STHXETKS amuyisl YKaIbIBAIOT TOProRos
HAUMEHOBAHHE NPENapaTta, KOHUEHTPALMK, KOAHUSCTHO
npenapara B amnyne (00néM B MumAMANTPAX), MyTh
sBeacHus (Hd ammyie — «JULA MHBEKUMU», na

| OTHRETKE aMayine — «Jlig udwsekuuiin), HoMep cepuu

(Gyxsenno-umpposoe  ofosuavenne), Aaty UCTeHeHHd
CpoKa roauocTy (Mecan, ron),

Ha smuremre apnynst yrazano
MOpPeosoe HAUMEHORAHIE npenapana,
KOHYCHMPALs, KOTUYecnso npenapama
G amnyne (00bém 6 MUATUIUMPAx), Hyms
seedenus (Ho smuxemie avnynsl ¢/l
unveKyuiie), Howep cepuw (Gyrsenino-
yugpposoe obosnauenue) « T010424 »,
QURIG UCIMEHCHUA CPORA 200HOCMU
(mecny, 200) .« 04 29 ».

Ha mopyesoli cmopone kopobru ¢
APenapamom ROFALLHA IINUKEMKA
VKAZGHUEM HAUMEHOBAHUA
serapemeentoze npenapama, 065E4a 6
AMHYAC 6 MIL, HOMEPT CepUL, CpoKa
200HOCIY, YCROBUT XPAHEHUS,
KORUHeCmEa amnmn-8 YnaKoske.
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~ 3AKJIIOYEHME: texapersennbiii npenapar «Harpus XJOPHJL PACTBOPHTCI JUIsL IPHTOTOBIICHHUS
 nekapersennbix dopw ot imsexiuit 0.9 Yo» cepun T 010424 coomsemcmeyem mpebosanusm ',
 HOPMATHBHOHR ZIOKYMEHTAUMY HH'.HH;NQ(OQIC&Ié)—(Pl’TLRiU}{17'i02,2",.},’{? Ne 20790279-71-21, Benomocru

mmenenni Ne 1, Ne 2, Ne 3, HakonuTensnoii BeOMOCTH HaMeenni Ne 1 k HPOH3BONCTBEHHOM penentype
TP Ne 20790279-71-21 :

Crapumit Mukpo6uonor OBTK (OKK) H.A. Hosax
' (Hlomxrocts) (GHO)

{barites).

H.0. nasamemixa OBTK (OKK) T.C. Temnosa %
A TR HOETRY (DHO) {Toanur}
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aendra « 79 » teronen, 2024r.




