PASPEIIEHUE
Ha BBOJI B IpaxkaaHcKuii 060poT B Poccuiickoit Penepaunu cepru Win napTuu
npoussezieHHoro B Poccuiickoii ®enepanyy uian BBo3uMoro B Poccuiickyro ®enepanuro

MMMYHOOUOJIOTHYECKOr0 JIEKapCTBEHHOT'O Mpernapara
Ne P006-00110-77/05046969 ot 14.05.2026

Beinano Axnuonepaomy o6mmectBy "Hay4uHo-pon3BoACTBEHHOE 0ObEAUHEHNE 10 MEIHI[HHCKAM
MUMMYHOOHOJIOTMYeCKMM  mpenaparaMm  "Mukporen”, Poccus, 115088, r. Mocksa,
yi. 1-a JTy6poBckas, 1. 15, crp. 2, UHH: 7722422237,
(HauMeHOBaHME IOPUAMIECKOrO JIHLA, FOpUArYecKuii anpec, UHH)

DenepanbHas cay:xk0a M0 HAA30py B cdepe 3APABOOXPAHEHHS HA OCHOBAHHMH 3aKJII0YEHHUSI
UCTIBITATEIBHOTO  LIEHTpPAa OKCHEPTH3BI KAYeCTBA MEAMLUHCKAX HMMMYHOOHOJOIMUECKHX
npenapatoB @PenepaibHOr0 roCyAapCTBEHHOr0 OIODKETHOrO yupexaeHus: "HaydHblii mmeHTp
SKCIEPTU3BI CPECTB METUIIMHCKOr 0 puMeHeHus" MuHucTepeTBa 3paBooxpanenus Poccuiickoit
Denepanuu

(HauMeHoBaHKe (eiepaTbHOTO rOCY AAPCTBEHHOTO GFOKETHOTO YUPEXKICHHS)
or _12.05.2026 Ne _465/HIIDCMII pa3pemaer BBOA B IPaskIaHCKHil 060poT
(mara) (HOMED)
B Poccuiickoii ®enepanun HMMYHOOHOJOIHYECKOr0 JIEKAPCTBEHHOI0 MPenapaTa
Bakuuna ty6epkynesnas (BIDK)
(ToproBoe HaUMEHOBAaHHUE)
Baxnuna nist npodunaktuku TyoepKynesa
(MexayHapOIHOe HEMATEHTOBAHHOE HAMMEHOBAHKUE (IPYIIMPOBOYHOE MM XUMHYECKOE)
nOGUIM3AT IS IPUTOTOBJICHUS CYCIICH3UM [Tl BHYTPUKOXKHOT0 BBegeHus 0.05 mr/mno3a
0.5 mr (10 103) - ammyne! (5 1IT.) - TAYKH KAPTOHHBIE /B KOMILIEKTE C PACTBOPUTENIEM:
HaTpHsl XJIOPU/A paCTBOPUTEIIb /ISl IPUTOTOBIIEHHUS JIEKAPCTBEHHBIX (GOpM It uHBeKnuit 0.9%
(ammyssr) 1 MiI-5 mt./ - Anst JIeueOHO-NPOQHIAKTHYECKIX YIPEK ISHHUI
(opma BbInycKa (C yka3aHueM JIEKapCTBEHHO! (HOPMBI, J03UPOBKH, (haCOBKM) M KOJIMUECTBO B YIIAKOBKE)
cepun  C11226 (cepus pactBoputens T010125) 06nem cepin 1624 ,
WIH NAPTHH
(xommuecTBO
YIIaKOBOK)

(HoMmep cepum)

roaned no 01.2028 .

(cpok romHOCTH)
Npou3BOACTBA AKIMOHepHOro obmectBa "HayuHO-IPOM3BOACTBEHHOE OOBEIHHEHHE IO
MEJMIMHCKIM MMMYHOOUOJIOrMYecKkuM npenapataMm "Mukporen” (AO "HIIO "Mukporen"),
Poccus, 355019, CraBpononbckuit kpaii, r. CTaBpornos, ﬁ;fﬂ Bnonomqecxaﬂ a. 20 (Bce craauw,
BKJIIOYasl BEITYCKAIOIUN KOHTPOJIb KAYeCTBA). SHCTBO Ry,

(HaMeHOBaHHE U aiPeC MPOU3BOAUTENS ﬁ;&’,}a , "Ilnﬁ‘"r{pomnoucma)

Perncrpauuonnoe ynocrosepenne No JITI-Ne(00581 LR I\§ 06.2024.
JlepkaTelb  PErHCTPALMOHHOIO  YAOCTOBEPEH ﬂm,]ATeum)HepHO@ obmectBo  "Hayumo-
IPOU3BOJCTBEHHOE OOBEAMHEHHE 110 MeIUIIHHCKUM (N OGhQ”ﬁIomqecmM pernaparam
"Muxporen" (AO "HIIO "Muxkporen"), Poccus, 1 7

CTp. 2.
JOKYMEHT EIO,I[HI/ICAH
DJIEKTPOHHOMU ITOJIITUCHIO
3aMeCTI/ITeJ'IL PYKOBOIUTEIA Ceprudukar 42D1B24AD82BBD113BD1263FE2CCBC89 B.1II
P oc3 ﬂp aBHa 113013 a Brnasienen Ilapxomenko Jimutpuii Beeoatogosuy 'H e ap XOMCHKO
JHeiterurenen ¢ 07.04.2025 o 01.07.2026




Toprosoe Haumenopanue JII1
Mesi/y HapO/IHOE HeIIaTeHTOBAHHOE, WK TPYTIITHPOBOY-

@01 COIT ITT-K0-08-025

AKLHOHEpHOe 0611ecTBO
«HayuHo-IpON3BOCTEEHHOE 00BEAMHEHHE 110 MEIMLIMHCKAM UMMYHOOHOIOrHUYECKHM Tperaparam
«Mukporen»
AJIpec MecTa OCYLIECTBACHUS HUEHIUPYEMOro BHA @S Te/IbHOCTH:
Poccust, 355019, Crasponosnbekuii kpaid, . Crappornons, yii. Buonornueckas, A. 20

HTACITOPT Ne 543 om 27.02.2026 2.

HOE, WKW XUMUYECKOe HAUMEHOBAHUE

JlexaperBennas dpopma

Jlo3upoBka

PerucrpaumoHHoe yI0CTOBEPEHNHE
Jlata rocyaaperBentoit perucrparmn JIIT

Baknuna tyGepkyaesnas (BIK)
Bakuuna s npoduiakTiky Tybepkyiesa

JAHOMUIN3AT JU1s IPUTOTOBJICHUS CYCTIEH3UN

JUISL BHYTPUKOYKHOTO BBEIGHHA
0,05 mr/po3a

Ilata BHeCeHMS U3MEHEHUH

B perucrpanmontoe yarocrosepenne JIIl
(J1aTa 3aMeHbI PErUCTPALIMOHHOIO
yaocrosepenus JII1)

Homep cepuu

KOJIH‘leCTBO, €. U3MEpEeHUA

C11226
1624 ynakosku

Jlata npoussozcrea 02 26

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

Conen no 01 28

Wenbitanus nposesens no HJLJITI-Ne(005818)-(PT-RU)-180624

ITokaszarenn

TpeGosanusi no HJ JIT-Ne(005818)-(PI'-
RU)-180624

Pe3ybTaThi KOHTPOJIS

Onucanue

[Topucras macca, nMopomKkoobpa3Has Wik B BU-
e TOHKOM axypHoi Tabnerku Oenoro Wi
CBETIIO-JKEJITOTO LBeTa, JErko OTAe/souIancs
NpY BCTPSIXMBAHMM OT JHA amITyJibl. ['HIPpOCKO-
nU4Ha,

BoccTaHoB/EHHAS BAKLIMHA - Tpy0oaucniepeHast
cycrmensus Oeoro ¢ cepoBaTbIM UM JKEJATOBA-
ThIM OTTEHKOM LiBeTa, 63 NOCTOPOHHHMX BKITHO-
YEHUIL.

Tlopucras Macea, MOPOIIKOOOpa3Has WK B BUJIE TOH-
Koit axypHoi Tabietku 0e/10ro 1BeTa, Jerko oTaess-
JOLIAsCs NPy BCTPAXHMBAHMH OT [HA amnyfibl. ['urpo-
CKOIMAYHA,

BoccTaHoBleHHas BakiuHA - rpydojaucnepcHas cyc-
neH3ust Gesyloro ¢ cepoBaThiM OTTEHKOM uBeta, Ge3
MOCTOPOHHHX BKIIIOUECHHUH,

COOTBETCTBYET

ToanuMHBOCTL

ITpu MUKPOCKOTUM Ma3KOB, OKPALICHHBIX T10
[{umo-HunsceHy,  HO/KHBL  ONpPelenaThes
OKpAILIEHHbIE B KPACHBIH LBET (KUCJOTOYCTOl-
YUBBIE) TOHKHE, MPAMBIE WIH CIIErKa H30THYTBIE
namouxu uinHoi 1—4 mMrm u mupuHoii 0,3-0,5
MKM, 4aCTO ¢ HEGOJIBIIMMU B3y THAMI HA KOH-
uax, He 0Gpa3youye Crop u KarncyJt.

TTpu nocese BaKUMHBL HA [NIOTHYIO cpeny Jle-
peHuTelina-Hencena gepes 28-30 cyt nnky6a-
uuyu npu Temneparype (37x1) °C Ha noBepxHo-
CTH Cpe/bl HOKHbLI BBIPACTATh XapaKkTepHbIC
[iepoxosareie mioTHsIe kKonouny ot 0,5 10 8,0
MM B JMAMETPe JKeNTOBATOrO LBETA ¢ TOHKUMU
HEPOBHBIMU KPasMHU

MHKpOCKOTHAA: OKpalIeHHbIe B KPACHbIH useT (KHCio-
TOYCTOMUMBBIE) TOHKHE, CJIErka H3OTHYTHIE NaJIOHMKH
IHHO# 1-4 Mid u wapuHoit 0,3-0,5 MkM, ¢ HeG0Ib-
MU B3y THAMEL Ha KOHLIAX, CIIOp M KarcyJl He 06pa-
YT

CooTBETCTBYET

Xapakrep pocTa - [IEPOXOBATHIC [LTOTHBIC KOJOHHH OT
0,5 1o 8,0 MM B qHAMETPE JKEJITOBATOrO 1BETa C TOH-
KMMH HEPOBHBIMYU Kpasmu

CoOTBETCTBYET

Bpems BoceTaHOB-
JieHUs mpenapara

He bonee 1 MuH.

B teuenue 1 MuH.
CoOTBETCTBYET

[TpoxonumocTh
yepes uriy

Cycrienausi [penapara rociue BCTpAXHBanusi
JOJ5KHA CBOGOHO MPOXO/NTE B IINPUIL YEPE3
uriy 0,45x12 mm.

Cycriensus Npenapara nociie BCTPAXUBaHHS cBOOOAHO
MPOXONT B IMpHLL Yepes uray 0.45x12 mM.
COOTBEEET

aC

Obmee cojaepka-
Hue GakTepuit

TTokazaTels ONTHYECKOH TUIOTHOCTH BAKIIMHBI,
pasBseneHHoif 10 copepxanus 1,0 Mr MHKpOO-
abix kierok BLDK B 1 Mit pactBopurend, A0J-
skeH ObITE B npejenax 0,34+0,04

3 ( .
W 2 O

JlucnepcHocTh

[Tokazartenb JUCTIEPCHOCTH AOJLKEH OBITh HE
HuKe 1,5

[Toreps B Macce

He 6onee 5 %

[IPH BRICYIUIHBAHHUN
['epMeTHYHOCTE Amriyibl IOIDKHBL ObITh TepMeTHUHbI (ra3oBas
(Bakyym) cpefla B aMmyjax JIOJDKHA jasath OsesHo- COOTBETCTBYET




Toprosoe HanmenoBanue JII1

@01 COIT NI-KO-08-025

IHACHOPT Ne 543 om 27.02.2026 2.

Homep cepuu C11226
Konuuectso, en. namepenus 1624 yrnakosgu

Baxuuna rybepxynesnan (BLDK)

rosiyoe unu po3oBo-rosyfoe ceetueHue)

OreyTersue no-
CTOPOHHUX OaKTe-

[ocroponuss mukpodiopa (Gaxrepuu, rpubs)
NOJDKHA OTCYTCTBOBAThL 3@ MCKIOYEHMEM M-

[Tocroponnss muxpoduiopa (Oaktepuu, rpudsl) oTCyT-
CTBYIOT 3a UcK/noyennem muxobaxrepuii BLDK

puit 1 rpudon kobakrepuit BLDK COOTBETCTBYET

AHomanbHas Tok- | JlosokHa ObITh HETOKCHUHOM Hetokeudnas

CHYHOCTh COOTBETCTBYET

Crneunguyeckas Bakuuna He 107KHA CONEPXKATh BUPYIEHTHBIX | BaKLUHA He COMEPIKUT BUPYJIEHTHRIX MUKOGaKTEepHIt
0e3onacHocTh MukoBakTepuii CoOTBETCTBYET

Cneunduyeckas Ot 10 a0 20 MiH. JKH3HECTIOCOOHBIX KICTOK 18,6 man/mr

aKTHBHOCTb BLUK B 1 mr mukoBaktepuit BLDK CoOOTBETCTBYET

Tepmocrabusip- Homana ObiTh TepMocTaduibHON 43,5%

HOCTB ™ (N-18.4 mita/mr; t-8,0 MiTH/MT)

PactBoputes, Harpus xmopun pacTBOpHTeNSL U PUTOTOR- Hartpusi X0pui pacTBOpUTENb /Ul HPUTOTOBICHMS

BLIITYCKAeMblii B
KOMILIEKTE ¢ Npe-
napaToM

JICHHS NIeKapcTReHHbIX (hopM Wist uHbeKLwmit 0,9
90 (JITI-Ne(001316)-(PI'-RU)-171022)

JiekapcTBeHHbIX dopm mwia uubekumit 0.9 % 1,0 ma
cepua (TO10125), nara uctedeHus cpoka rogHoCTH 10
(01 30)

COOTBETCTBYET

Vnakoska

llepsuunas ynaxosxa - aMmilylbl M3 CTEKIa
mapku NB [-ro rHAPOIUTHIECKOro Kiacea.

[To 10 103 BakHMHEI B ammyJie.

Ha ammyimy ¢ BaKUMHOM HAHOCAT 9THKETKY Ca-
MOKJIESLLYOCH,

Pacteoputens (HATpPHst XJIOPUL PAacTBOPUTEITS
JUISL IPUTOTOBIIEHNA NEKAPCTBEHHLIX (OPM st
uabekuui 0.9 %) — no 1 Ma B aMmnyJie B COOT-
BeTcTBUM ¢ TpeboBanuamu (JITI-Ne(001316)-
(PT-RU)).

Bmopuunas ynakogra — navka KapToHHas.
Kommiexr coctout uz | aMnyJsibl BakuuHbel 1 1
amIyJibl PacTBOPUTEIS,

[To 5 KOMIIEKTOR B ra4dKke KapTOHHOH ¢ HH-
CTpyKIMei 1o  MpUMEHSHNIo  (JIMCTKOM-
BKJIAJBIEM) W HOXKOM aMIIYJBHBIM WIH CKa-
pUGUKATOPOM AMITYIIEHBIM.

IHepsuynas ynaxkoska - amnyibl 03 creaa mapku NB
1-ro rUAPOJIUTHYECKOrO Kilacca.

TTo 10 103 BakumHbl B aMITyie.

Ha amnyny ¢ BaKUHHOH HaHeceHa STHKETKA CaMOKIe-
Alancs.

PactBopuTenh (HATPHA XJIOPUL pPACTBOPMTENL JUIA
[PUTOTORJICHUS JIEKAPCTBEHHBIX (OPM 18 MHBEKLHH
0,9 %) — 1o 1 Ma B aMmrtyJie B COOTRETCTBUM C Tpebo-
sanuamu (JITT-Ne(001316)-(PI'-RU)).

Bmopuunas ynakogka - nayka KapToHHAA.

Komnnaexr coctout 13 | amiyibl BakUMHbl U 1 amiTy-
JIbL PACTBOPHTENS.

[0 5 KOMIUIEKTOB B Mauyke KAPTOHHOM ¢ WHCTPYKUHEH
M0 PUMEHEHUIO (JIMCTKOM-BKIIAMbIIIEM) U cKapudu-
KATOPOM aMMyIIbHBIM.

CooTBeTCTBYET

MapxupoBka

1) Iepuynas ynaxoska. Ha stukerke aminy-
Jbl € BAKOMHOW YKA3BIBAKOT: COKPAIIEHHOE
TOProBo¢ HauMeHoBaHue npenapara (BaxkinHa
BIDK), nosupoBky (0,05 Mr/n03a), KOJIHYECTRO
npenapara B ammyne (10 103), nyTs BBeAeHMA
(BHYTpHKOXKHO), HOMep cepuH (OyKBEeHHO-
undposoe ofo3HAUCHHE™ *¥), ATy HCTEUSHHA
CpOKa roOAHOCTH (FOMEH [10...).

Ha ammyJie My Ha STHKETKE aMILyJIsl ¢ pac-
TBOPHUTEIEM YKA3bIBAIOT: TOPrOBOE HAHMEHO-
BAHME PACTBOPHTEINA, KOHIEHTPALMIO, KOITHYe-
CTBO B aMnyJie (B Mi1), 11yTh BBEJGHHS (HA aM-
nyie — «JJ151 UHBEKI[M», Ha yTukeTke am-
yJibl — «JIjia MHBEKIWi»), HoMep cepuu (Byk-
BEHHO-LIU(poBOe  0003HAUCHHE™ **), nary He-
TEHEHUs CPOKa FOIHOCTH,

2) Bropuunana ynakoBka.

Ha nauke yKasslBalOT: TOProBoe HaUMEHOBA-
HHe npenapata (Bakimua TyOepkylne3Has
(BLDK)); rpyniupoBOuHOE — HAMMEHOBAHME
(BakuuHa i npoduiakruka tyOepkynesa);
COKpAalIEHHO¢ HAMMEHOBAHUE JepPIKATEeNs per-
CTPALIMOHHOIO Y I0CTOBEPEHUA/IPOUIBOANTEIIS
Jiekapersentoro  npemapata (AO  «HITO

1) Mepsuunas ynaxoska. Ha stukerxe amiyisl ¢
BAKLMHOW yKa3aHbl: COKPAILIEHHOE TOProBOe Haume-
HoBaHue npenapata (Bakuumna BIDK), no3uposka
(0,05 Mr/no3a), koauyecTBo npenapara B ammyne (10
103), NyTh BBeAeHUS (BHYTPUKOXKHO), HOMED Cepuu
(C11226), nata vcTeqeHUss CPOKa rOAHOCTH: (rOneH
1o 01 28).

Ha stuxerxe aMnyJjibl ¢ pacTBOPHUTESIEM YKa3zaHbl:
TOProBo€ HAHUMEHOBAHHE PACTBOPUTEIIA (Harpm XJ10-
PHI PACTBOPUTENb JUISl NPUrOTOBICHUS JIEKAPCTBEH-
HEIX  (hopm s umexunn), koHuentpanua (0,9%),

130902

¢ .:E 6y

3 MayKe yKasaHsl: TOPro-
(Bamuﬂa TyOepKynes-

Y
BOT MTENIA JIEKAPCTBCHHOIO Mperna-

para (AO «HHO «MHUKpOreH»), ero TOBapHbIH 3HaK
(nmpucyTeTBYeT); anpec u TenedoH aepKaTess peru-

«MUKpOTeH») M ero TOBApPHLIH 3HAK; aapec H

CTPAUHOHHOI O ynocmnepeum/ HPOU3BOANTEIS JIEKap-

Crpanuua 2 uz 3
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Toprosoe nanmenosanue JIIT

@01 COIT IT-KO-08-025

HACHOPT N 543 om 27.02.2026 2.

Baxmuna ry6epiy

Homep cepun C11226
Konuuectso, ea. m3mepenus 1624 ynakosku

esnasn (BIDK)

TeneoH AepKATeNs PErHCTPALMOHHOIO Y10
CTOBEPEHHA/MPOU3BOAUTENS  JEKAPCTREHHOTO
npenapara; COKPalEHHbBIH aJpec NpOU3BOJI-
cTBa (CTpaHa, ropoj); NexkapcTBeHHYI0 (opmy
(mouau3aT UM NPUTOTOBIEHHS CYCEHIUH
I BHYTPUKOKHOIO  BEICHMUS); 03HPOBKY
(0,05 mr/mosa); KONMYECTBO JICKAPCTBEHHOIO
npenapara B ynakoeke (5 aMmmnys BakUMHBI 110
10 103); wuH(pOpMALMIO O COCTABE JICKAPCTBEH-
HOro npenapata; Homep cepuit (GyKkBeHHO-
nuppoBoe ofo3HageHHE™ **) U naTy NpoOU3BO/I-
CTBA BaKuMHbl (JlaTa Mpou3B.); CBeleHHS O
pacTBOpHTEsE, BBITYCKAGMOM B KOMIJIEKTE C
BaKUWHOI: HAUMEHOBAHWE PACTBOPUTENIS; Jie-
KapcTeHHas (opMma; KOHLUEGHTPALUsA; COCTaB
(Ha 1 wiT); KONMYECTBO PACTBOPUTENS B yma-
KOBKe (5 amrtys1 pacTBOpUTeis 1o 1 Mi); Homep
cepun (OykBeHHO-1M(POBOE 0003HAUCHKE™*)
PacTBOPUTENIA, ATy WUCTEHESHU CpoKa TroaHO-
cti Kommnekra (IMogen 10...); YCIIOBHST XpaHe-
Hus (XpaHuTh npu Temneparype ot 2 a0 8 °C);
YCIHOBHS OTIYCKA; Tpe Ay PEaUTENbHbIE
HaanmucH (XpauuTh B HeJOCTYIHOM Ui AeTEi
MecTe); [IOTPUX-KOJ; CHOcoD MpuMEeHEeHHSs
(Croco6 npuMeHeHus: (CM. MHCTPYKLHMIO 1O
MEAMLUHCKOMY NPUMEHEHHIO (mucTok-
BKIAIBINT)); CPEACTBO UIEHTUPUKALIMM.

*¥¥ByKBeHHO-LH(pPOBOE 0003HAUEHHE HOMEpA
Cepuu mpernaparta W/niu pacteoputens Gopmu-
pyercs u3 OyKBeHHOro 0003HAUSHNS CTPYKTYp-
HOTO MOApa3/ie/eHus NPOM3BOANTEN] H HOMEpa
cepun, Hanpumep: CXX win TXX, rge C (T) -
OykBa, 0003HAYAIONIANA CTPYKTYPHOE TOIpas/ie-
Jenue-npoussoautes (Gunuanst B r. CraBpo-

creeHHoro npenaparta (Poceus, 115088, r. Mocksa,
ya. l-s lyGposexas, 1. 15, ctp. 2, ten. ((495) 710-37-
87); coxpamignHblil anpec npou3sojcTsa (Poccus, T,
Crasponons); nexaperentas (Gopma (quoduumsar
JUISL TIPUIOTOBIEHUA CYCNEHIUH JUIS BHYTPUKOKHOIO
sefeHus); aosuporka (0,05 mr/mos3a); KonudecTso Jjie-
KapCTBEHHOro npenapara B ynakeske (5 ammyn sak-
tunbl 10 10 103);

vH(OpPMALHA O COCTaBe JEKapCTBEHHOrO MpenapaTa
(mo3za (0,1 mn) coupepmur: lencmeyiowee seuecmso.
MuKpoOHbIe KiIeTkn Mycobacterium bovis BCG-I —
0,05 mr, Benomoeamenbroe geuiecmao: HATPUS TILy-
TaMara MOHoruapar); Homep cepuu (C11226) u mara
npoussogcTea Bakuuns! (Jara npouss, 02 26); crene-
HHA O PAacTBOPUTENE, BBIMYCKAEMOM B KOMIUIEKTE ¢
BaKUWHOW: HAUMEHOBAHWE pacTBOpUTENs (HaTpus
XJIOpUIT), JIEKapeTBeHHas (opma (pacTBOpUTeNs JUls
MPUrOTOBIICHNS JICKAPCTBEHHBIX (OPM  JUIL HHBEK-
uuif), konuenTpauus pacteopurens (0.9 %); cocras
(Ha 1 mut): HATPUA XJIOPHI — 9 MT; BOJA IS MHBEKLUH
~ 10 1 M), KOJIHYECTBO PACTBOPHTES B ynakoske (5
aMITyJl PACTBOPHUTENA 10 | MJI), KOJMHECTBO [03 BaK-
uuHbl B amnyJjie (10 103), 00beM pacTBOpUTENS B am-
nyjie 8 wMa (1 mia), HOMEpP CepuM pacTBOPMTEINs
(T010125); nara ucTeYeHUs CPOKA TOAHOCTH KOM-
nnekra (logen go 01 28); yenosus xpaxenus (Xpa-
HUTh (pu TeMneparype ot 2 1o § 'C); yeIoBus oTiyc-
Ka: «/lng neuebHo-npouIakTHUECKUX YIPEKIEHMI» |
NPEIY HPEANTENBHBIC HAANHCH (XPAHUTh B HENOCTYII-
HOM JUst netelt Mecrte); mTpux-Koa (4602789001665);
criocod npumenenus; (Criocod NpUMEeHEeHUs: cM. WH-
CTPYKUMIO 110 MEAULIMHCKOMY MPUMEHEHNIO (JIMCTOK-
BKITQ/IBIL); CPEACTBO MASHTHDUKALIMN HAHECEHO.
CooTpeTcTBYET

110416, I'. ToMck), XX - HOMEp Cepui.

[cs

YenoBua XxpaHeHus

Xpauuts 11pu remneparype or 2 10 8 C.
Tpancnopmuposanue. TpaHCTOPTHPOBATE NPH TE

Mriepatype ot 2 10 8 C,

Cpok rogHocTH
(cpok XpaHeHus)

2 ropaa.

Jlara npoussonctea Bakuumsr 12.02.2026 r.
Jlara ucredeHus cpoka

FOIHOCTH KOMIUIEKTA 31.01.2028 r.

*lo nanHOMYy nokasaTeno KOHTPOIUPYETCsl Kaxkaas 5 cepus npenapara
SAK/TIOYEHME: Jlekapereennsiit npenapar Bakuuna ty6epxyaesnas (BIDK)
Bakuuna ans npodmnaktukn TyGepkynesa, AMo(HAM3AT A1 NPUTOTOBAEHUS CYCHSH3UU s BHYTpU-

KkoxHOro BeseHus 0,05 mr/nosa cepun C11226 cooretcrByeT TpeGOBAHUIM HOPMATHEH
117 JTII-.N'O

18)=(PI-RU)-180624.
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AKIHOHEpHOe 0611ecTBO

«Hay4HO-NPOH3BOACTBEHHOE OTBENHREHNE 10 MeIHLEHCKHM HMMYHOGHOTOrHHECKHM npernaparam

«Muxporemy

Anpec MeCTa OCYLIECTRIICHUS NHUEH3UPYEMOro BHAA IeATEIBHOCTH!
634040, Tomexas o6nacTs, T, Tomcxk, yn. Usanosckoro, 8

HACHOPT Mo 75 om 18.03.2025 2.

Harpus xnopas

HaTtpust xopnj pacTBopHTeNs 1 IPUroTOBe TS

- JIEKAPCTBEHHEIX Bopm Mns ursekuil 0,9 %
Perncrpaionnoe yoctosepenze JIIT-Ne(001316)-(PT-RU)

Howmep cepun T010125
Konuuecrro, en, namepenus 117539 aMITY NI

Hensrranus nposesenst no HIT JITT-Ne(0013 16)-(PI"-RU)-171022

Hara pemycka 01 25
Tonen xo 01 30

- TpeGopauus no
Moiexsreme HJLJUT-Ne(001316)-(PT-RU)-171022 Pyt ioiTpits
s S : ; ITpospaunan becysemnan dcudrkocme
Omicarue TIpospawran GecLBETHAN KUIKOCTS Caomsdniamepats
' -8 Peakyus nonooxtimensias
OxpariHBanye nIaMenu B xfmmﬁ BT Coomaememayem
Unentndaxamsn %
. CaKIUA NONCOCUM ENbHAR
O6pasyercs 6ensil TROpOKHCTHIY OéaKoX Coanteaionayen
Hpospaunmii
IIpo3spaunocts Homxen OLITE PO3pagHEM Coomasmomayen
Becysemupii
Lisernocts Homxen 6urs GecuperHsm Cachisghensyin
/ : 555
pH Or a0 7,0 ¢ Coomeemcmayem
j £ Budepacuaaem mpebosanus
Tpenapar nomken phepxkiBaTh TpeGopanus 'O PO, Coomeemcmeayem
- [-0®C.1.4.2.0005.18 -
Mexanmieckue -| Hepunumere yactuims, DO PO ODC.1.4.2.0006.15
BKITIOYEHHUS B omnolt ammyite cpennee qucno yacTHI, pa3MepomM Budepacusaem mpebosanua
10 Mxm 1 Gonee He xomkro npeskiats 6000, a cpentee Coomeemcmeyem
HHLJIO YacTHII pasMepoM 25 MkM B Gonee He, JOMKHO
eBhILLAaTE 600
O6BEM CONEPKIMOTO YTIAKOBKHA JONKEH OBITB HE MeHee
HOMHHAITBHOTO, €CJIH YIIAKOBKH HCCIIEAYIOTCR
HHIUBHIYATILHO. &
FSuueeag s ynaxoBok ¢ HOMMHANLHEIM 065EMOM 10 mn
obem .
2 MJL B MEHEe HIMEDEHHBIH O6BEM TOMKeH GLITh He MeHee Coomeememeyem
CYMMbI HOMAHAIIBHBIX 06BEMOB HCCIENOBAHHRIX
YHaKOBOK.
Baxrepnankmnie Ipenensuoe conepxanme GakTepHATLHBIX IHIOTOKCHHOB Menee 0,25-E3/mun
9HIOTOKCHHR _B npenapare He Gonee 0,25 ED/mn Coomgemcmayem
Crepunsrocts TomxeH Guits CrepuIsHIM gZ',f o
oy G
Konuuecrsenuoe S AL T TN
onpenenexue P81 nofdnes Lun o/ > ﬁ@g‘;‘;ﬁsﬁﬁ{,
Xpanenue Tpu Temuepatype He Bhime 25 °C | my obio iirica:\ |
Ta poiBoAcTA: 22.01.2025 2.
CpoK roAHoCTH 5 ner ToRgl 50: 31104, 20302
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ITACIIOPT No 75

om 18.03.2025 2. Harpus xsopun

Tokazavenu

Tpebosanua no
HJI JiT1-Ne(001316)-(PI-RU)-171022

PeayabTarTsl KOHTpONA

Vrnaxosxa

10 1 M1, 2 MIT WK 5 MJ1 B aMITYITHE 13 cTexna Mapku HC-1,
HCe3, YCI-1 wwm NK, Wt apyrde Mapiw corekaa 1-re
ruapommtaaeckoro wincea no OCT 64-2-485-85 wmi 1o

TV 9462-002-11068395-2005, wnu no TY 9462-001-53908805-
2006, unn no MCO 9187, mmy HMIOpTHELE, COOTRETCIBYIOUING
tpeGosanusm MCO 9187, paspeutentsic k mpuMeHeRHIo 8 PO,
He xamayio aMmmyly HagleHBR:oT OJTHKETKY M3 Oymuru
rukerourol no FOCT 7625-86 win ananoryyHoro kayecrea,
WY UMIOPTHOR, WIM CAMOKAGHINYIOCH JTHKETKY U3 OyMard
wmnoprHoll, paspeulentoft k upuMeHeHHIO B P®, Wi TeKCT
HAHOCST HEMOCPEACTRCHHO HA aMmyny Grictpolakpennsomencs
Kpackol uMnopTHoH, wm Metonom kannecTpyHHOR nevaty.

[lo 10 oammyn ¢ uECTpyKumel 1O NMPHMEHEHHI),
ckaprmraTopoM ammynswsiv no TY 9398-002-14783767-2010,
WY JIPYFHM AHATIOPUYHOIO KAYCCTBA MMOMBINAIOT B NAYKY HIH
KopolKy H3 KapToOHd Mid MOTPEOMTENECKOM Tapsl MApKd
xpomonarit Ham xpom-apzan o FOCT 7933-89 unu no TY 5453«
010-04766354-2006, WA AHANOIUHHOrD  Kayecrsa, WM
HMIIOPTHOrO, PEIPELISHHOrO X puMeHeHmio B PO, unn B nauxy
w3 kaprona o 'OCT 33781-2016,

Kopobry ownemmaior ostukerkof-Gamnenonsio u3  Gymarn

sruxéroinoit o F'OCT 7625-86 wim anaTorHYHOrO KaYecTsa,,

MY MMIOPTHOH, paspelIeHHOH K npuMenenuo 8 PO,

TTpu ynakosxe amItysl, HMEIOMHMX KOIBLO UINOMA WK TOUKY JIL
BOKPBITHSA, CKApPUDUKATOP AMITY TBHLIH HE BIIAABIBAIOT,

ITo 5 aMnyJst NOMSHMIAIOT B KACCETHYIO KOHTYPHYIO YIAKOBKY W3
KAPTOHA MAPKH XPOMOBWY My Xpom-apian no F'OCT 7933-89
win TY 5453-010-04766354-2006, wiay aHATOrHYHOIO KauecTas,
WIH HMITOPTHOIO, PAIPEHIEHHONO K NPHMEHEHHI0 B PO

[To 2 KaccerHBle KOWIYPHBIE YDAKOBKM C MHCTpPYKuHEH mo
OPUMCHEHUIO TIOMEmAIOT B nd4ky W3 KaproHa Juis
noTpeGuTeNECKOH TAPEI MAPKH XPOMOBKIH WM Xpom-3paall 1o
FOCT 7933-89 wmu TV 5453-010-04766354-2006, um
AHANOTHYHOrO KAYECTBA, WM UMMOPTHOIO; DAIPEUISHHOTO K
npHUMEHEHNIo B PO, e

Bo3MoKHE KOMTUIEKTALHA C CYXWME ICKADCT BEHHRMU (OpMAMHK
OPENapaTos B COGTBETCTBYIOMIMX KOMYCCTRAX,

I'pynnosas ynaKoBKa'H TPAHCIIOPTHAL TapA B COOTHSTCIBUH C
FOCT 17768-90. ;

o 1,0 mn a amnynax us cmexna Mapku
ALLIIT-H-B8-2 (HT) HC-3

no TV 9462-002-11068395-2005

C MO4KOH ONA @EKPLIMUL.

Ha rancoyio amnyny nakneena
CAMOKNEAU{ARCA IMUKEMKA U3 bymazu
uMHOPIMHON,

Ans xomyermayuu ¢ Cyxumu
NEKAPCMBEHHBIMU POPMAMY, AMHYIE C
PACMAOPaM HAMPUA XNOPUAA YAOHCEHb
& 8ePMUKANLHOM NONONCEHUN 8
Kapmonwbie KopoOKu, 3axpuimbl
KapmOHHNMY KPBIUKaM1L 0m KopoGoK.
Ynaxosannas npodyiyus noveujena 6
mpanenopmyio mapy (2ogposwux).
Mo u sepx mpanenopmon maps
nepenoycensi 20ponpoxIadKam,
GHYIMPYU IEHCUM  YHAKOBOUHBIY TUCT,
Togposwyur oxneen ckomuem.

Coomsemcmeyen

Mapxuposxa

| pBemerua (Ha ammyne - «JJJI1 UWHBE

Ha ammyne WiM 3THKETKE aMITYJBI YKA3BIBAIOT TOProB0e
HAVMEHOBAHME IIperapara, KOHRHNEHTPAaLWIO, KONHYECTRO
nperiapata B'ammyne (06B&M B MWUIMIHTDAX), NyTh
%, Ha
ATHKETKS aMiyysl — «JUIi WHBeKuuiD)), HOMep Cepu
(6ykpenHO-1M(poBOe 06O3HAUGHHE), JATY HCTEYEHUA
CpoKa rofHOCTH (Mecal, rox).

Ha smuxemxe amnynst yrazano
Mop208oe HAUMEH0BANIe hpenapamd,
KOHYeHMpayus, Konu4ecmao npenapama
6 amnyne (06veM 6 MURTWIUMPAX), Ny
geedenun (na smuxemxe amnyaer «/na
unvexyuily), vomep cepuu (Gyxeenno-
yughposoe oboinavenue) « TOI10125 »,
0ama ucmeyenus cpoKa 200HoCm U
(mecay, 200) « 01 30 »,

Ha mopyesoli emopone kopobku ¢
npenapamom HaxAeena SMuKEmKa ¢
YKAZAHUCM HAWKEHOSAHUA
MeRapemeent020 npenapama, obvéva e
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ITACITOPT No 75 om 18.03.2025 2. Hatpus xnopun

3AKJTFOYEHMWE: nexapcTseHHbIH npenapat « HATPHS XJI0pU PACTBOPUTENS LIS IIDHTOTOBICHHS
JeKa HHBIX hopM UHEE 0,9 %» cepunr T010125 coomeememgyem mpebosanuim
HOpMaTUBHOR noxyMenTanuu H{ JIT-Ne(001316)-(PI-RU)-171022, ITP Ne 20790279-71-21, Benomoctu

naMenenni Ne 1, No 2, Ne 3, Hakonmresmsiol sBenomoctu usmerenuit No 1 1 mpou3BoacTBEHHOK peuentype
IIP Ne 20790279-71-21

xpabuoaer OBTK (OKK) H.A. Hosak
(®HO) AU

[.®. Erodepona
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