HMMYHOOHOIOrHYeCcKoro JIEKapCTBEHHOIO Mpemnapata
Ne P006-00110-77/01604990 ot 11.12.2024

Beigano AKLHMOHEpHOMY o0mecTBy "HayuHo-nponssoncraennoe o0benuHeHNe Mo

MEMMIUHCKMM  MMMYHOOHOIOrHYeCKUM fipenapatam "Mukporen", Poceus, 115088,
. Mockga, yi. 1-5 Hy6poBckas, 1. 15, cTp. 2, UHH: 7722422237,

(HanmeHOBaHuMe TOPHIMYECKOTO IHLA, KOPUANYECKHIL anpec, MHH)

DeaepanbHas cl1yx6a mo Hamzopy B chepe 3apaBooxpanenus ma OCHOBaHHH

3aKJII0YeHHUsT  MocKoBCKOif UCTILITATENBHOM  aGopatopuu KOHTPOJII  KadecTBa
JICKapCTBEHHBIX cpenctB OIBY "MMLIDYAOCMIT" Pocsnpasranzopa

(HauMeHOBaHHKEe denepansHoro T'OCY1apCTBEHHOTO GIOIKETHOrO YupexaeHus)

or 09.12.2024 Ne 20441K-11/24 PaspemaeT BBOA B rpaskaaHcKmii o0opot
(nara) (HoMep)

B Poccniickoii Denepanun HMMYHOOHO/I0rHYecKOro JIEKaPCTBEHHOTr0 Npenapara
Bakuuna ty6epkynesnas (BIDX)

(Toprosoe HanMeHOBaHue)

Bakimna qs NpOQUIaKTUKH TyOepkyiesa
(MexnyHaponHoe HEMaTEeHTOBaHHOE HAMMEHOBAHUe (rpynnupoBoyHoe mny XMMHYECKOE)

HATPHA XT0PU]I PACTBOPUTEIIb TS IPUTOTOBJICHHS JICKapCTBEHHBIX (hOPM /I UHBEKI Ui
0.9% (ammyner) 1 Ma-5 mwr./ - AJI1A 1e4eOHO-TIPOBUIAKTHYESCKIX YUpeXAeHHI
(opma Brimycka (c YKa3aHHeM JIeKapCTBEHHOM (hopmbl, AO3UPOBKH, (paCOBKM) M KOJIMYECTBO B YNaKOBKe)

cepun  C15824 (cepus pactBoputens T010223) | gg;:;i"cep v 1631

KOJIMYECTBO
(Homep cepun) (
YIaKoOBOK)

roxea no 07.2026

(cpox roaHocTH)

MEIMLUHCKAM ~ MMMYHOOHOIOTHYeCKIUM fipenapatam  "Muxkporen" (AO "HIIO
"Muxporen"), Poccus, 355019, CraBpononbckuii Kpaii, . CraBpomnons,
YJ1. buosnornyeckas, 1. 20 (Bce cTaauu, BKIIOYas BRIy CKalOWMi KOHTPOJIb KayecTBa).
(HanMeHoOBaHue U aJipec NpOH3BOANTENS (C yKa3aHHeM cTauii NPOU3BOJCTBA)
Perucrpaumnonnoe yaocTosepenue Ne JIC-000574 ot 30.06.2010.
Jlepxarenn PETUCTPAUMOHHOIO yaoCTOBepeHHUs AKI_II/IOHepHO
MPOM3BOACTBEHHO® OOBEAMHEHHE 110 MeTUIHHCKIM MMMYHOOH OIS FH

"Muxkporen" (AO "HITO "Mukporen"), Poccus, 115088, r. MocKB4
a. 15, ctp. 2.

(HaumMeHoOBaHKe, azpec)

HOKYMEHT ITOJIITMCAH
SJIEKTPOHHOM 1TOJIIINCBIO

3aMeCTI/ITeJ'II: PYKoBOauTess

Ceprudurar 4D2A31B276219F4023A19E25 1474DFD4 I[ B. 11 APXOMEHKO
PocsnpaBuansopa

Bnanenen Hapxomenko Jvutpnii Beepotozosny
HeiictBurenen ¢ 18.04.2024 1o 12.07.2025 J

-




«HayuHo-npoussoactennoe 06ben

Toprosoe naumeroBanue JIIT
MexayHaponsoe HenatenToBaHHOE, WK TPyNIHPOBOY-

AKuMoHepHOE 061ecTBO

MHEHHE 110 MEIMLIMHCKMM HMMYHOGHONOrHYeCKHM npenaparam

«Mukporen»
Anpec mMecra ocymecTsieHus JTHUEH3MPYEMOro BHAA AEATENIbHOCTH:

Poceus, 355019, Craspononbexuit Kkpaii, r. CraBponosns, yi. buonoruueckas, 1. 20

HACHIOPT Ne 914 om 12.08.2024 ».

HOE, WIIH XUMUYECKOe HauMEHOBaHUE

JlekapcTenHas dopma

Jlo3upoBka

Perucrpaunonsoe YAOCTOBEpEeHHE
Mara rocynapcrsennoii pervcTpauuu JIIT

@01 COIT I11-KO-08-025

Bakunna ry6epkynesnan (BIDK)
Bakumna 11s npodunaktiku Tybepkynesa

JHOQHUIN3AT LISl NPUrOTORNEHHS CYCTIEH3HH

ANS BHYTPHKOXKHOIO BBEIEHUS
0,05 mr/noza

Jlata BHeCeHMs W3MeHeHui

B PEruCTpautoHHOe yocToBepenue JITT
(nara 3aMeHbI perucTpaHoOHHOro
yaocropepenus JIIT)

Homep cepun

C15824

Hata Bbimycka 07 24

JIC-000574
30.06.2010 .

10.09.2020 r.

Tonen no 07 26

Konuuectso, en. HU3MEpeHHs 1631 ynakoska
HcnbiTanus nposeseHs no HJL JIC-000574-100920, M3menenne N 1
INokazarenn Tpebosanus no HJI JIC-000574-100920, Pesyabrath konTpons
H3MeHeHue Ne 1
Onucanne TloprcTas macca, nopomkooGpashas win B Iopuctas macca, nopomkooGpasHas win B Buae
BUJE TOHKOW axypHO# TabneTku 6enoro unM | ToHKO aXypHO#H TabneTkn Genoro mBera, nerko
CBETJIO-JKENTOr0 LBETA, JIETKO OTAENSIOMWANCS | OTAEAIOmANCS TIpY BCTPAXHMBAHHH OT JHA aMITyJIbl.
[IpH BCTPAXMBAHHH OT AHa aMmmyisl. [urpo- I'nrpockonnuna.
CKOIMYHa. BoccranoBnennas Bakuuna - rpybonucnepcuas cyc-
Boccranosnennas Bakumna - rpyboaucnepe- | nensus Gesoro ¢ CEpOBaThIM OTTEHKOM LBETa, 6e3
HOH cycnensus Genoro ¢ cepoBaThiM Wi TIOCTOPOHHHX BK/THOYEHHIA.
KEJITOBATHIM OTTEHKOM LBETa, 6€3 NOCTOPOH- Cootserctayer
HUX BKIIOYEHUH.
IMomnuHHOCTS Tlpn MHKpOCKONMA Ma3koB, OKpamIEHHBIX mo

Uumo-HuanmbceHy, omkHBI  onpeaensThes
OKpalICHHbIE B KpacHbIf LBET (KHCIOTO-
YCTOIYMBEIE) TOHKME, MNpAMBIE WIM CJerka
H30THYTBIC NANOYKH ATHHOM 1-4 MKM M mu-
puHO# 0,3-0,5 MKM, wacTo ¢ HeGOJBIIHMH
B3IyTHAMH Ha KOHUAX, He o6pa3yiomue crop
¥ KarncyJ.

Ilpu nocese BakuuHbI Ha IWIOTHYIO cpeny Jle-
BeHITeitHa-Mencena uepe3 28-30 cyT uHKy-
Gauny npu Ttemnepatype (37+1) °C Ha no-
BCPXHOCTH CPElIbl NOJKHBI BBIPACTaTh Xapak-
TCPHBIE LIEPOXOBATHIE IUIOTHBIE KOJOHHH OT
0,5 mo 8,0 MM B 1MameTpe skenTOBATOrO LBETA
€ TOHKUMH HEPOBHBIMHU KPasMu

Mukpockonus: okpaweHHble B KpacHbIH LBET Kic-
JIOTOYCTOMYHBEIE TOHKHE, ClIErKa H30THYTHIE NAN0Y-
KH MuHOH 1-4 MKM M wmpusoii 0,3-0,5 Mk, ¢
HeGONBIINMY B3y THAMH Ha KOHLAX, CIOp U Karcy.
He obpasyioT

CootBetcTayer

XapakTep pocTa - MeEpPOXOBATEIE MIOTHBIE KOIOHHH
ot 0,5 10 8,0 MM B IHaMeTpe KeNTOBATOrO IBETa ¢
TOHKHMH HEPOBHBIMH KpasMu

CootBercTBYyET

Bpewms Boccranone-
HH Npenapara

He Gonee 1 Mun.

B Teuenne 1 Mun.
CootBeTcTBYET

Ipoxonumocts uepes
Hriry

Cycnensus npenapara nociie BCTPSXUBAHUA
AOJIKHA CBOGOIHO MPOXOAUTH B INMPHL gyepes

Cycnensus nipenapara noce B
60HO MPOXOINT B LIMPHIL

uriy 0,45x12 mwm. Cootsercrayer
Obmee conepxanne Tokasatens onTuueckodl MmIOTHOCTH Bakuu- | 0,32-0,34
Gaxrepuii HBI, pa3sBeleHHOHW 10 copepxkanus 1,0 wmr CootsercTByer
MHKPOOHBIX Ki1eTok BIDK B 1 ma pacTBOpHUTe-
11, 10JKeH ObITh B npenenax 0,34+0,04
JlucnepcHocTs INoka3zarens JAMCTIEPCHOCTH JOJIKEH ObITh He 1,7
Huxe 1,5 CooTtBeTcTBYET
[Toreps B Macce npu He 6onee 5 % 223 %
BBICY LIHBAHUN CootsercTByeT
FepMeTnuHOCTHL AMIIYJIBI IOJKHBI GbITh repMETHIHBI (razoBas AMIyJIBI repMETHY HBI
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«Hayuno-

Poccus

AKUMOHepHOe 0611ecTRO

TMIPOU3BOICTBEHHOE 06BCILHHCHHC N0 MEIHLIMHCKHUM HMMyHOGHOﬂOFH‘iCCKHM npenaparam

«Mukporen»
Alpec MecTa ocyiecTBIeHH s JIMLICH3UPYEMOI0 BHAA JIEATENbHOCTH:

» 355019, CraBpononbckuii kpaii, r. CTaBponoss, yi. Buonoruveckas, 1. 20

TIACITOPT M. 914 om 12.08.2024 ..

@01 COM 1II-KO0-08-025

(BaKkyym)

Cpella B aMmIlylax NOKHA 1aBaTh 6iemHO-
ronyboe win PO30BO-rony6oe ceeuenne)

Cootserctayer

OrcyreTeue nocro-
POHHUX GakTepuii u

Tloctoponnss Mukpognopa (6akTepuu, rpu-
G6bl) NOMKHA OTCYTCTBOBATE 3a UCKITIOYEHUEM

TITocToponuss MHKpognopa (6aktepun, rpubs1) oT-
CYTCTBYIOT 3a UCKIIHOUEHHMEM MukoGakTeprit BLDK

|_rpubos MukobakTepuii BIDK CooTBetcTByeT
AHOMalbHas TOKCHY- HomxHa GbITh HETOKCHYHOM Herokcuunas
HOCTh CootsercTByer
Cneunduyeckas Bakumna He momkna CONepxarb BUPYNEHT- | Bakumua He COZIEPIKUT BUPYJIEHTHBIX MUKOGaKTe-
Ge3onacHocTh HBIX MHKOOaKTepHii puii
CootBerctByer
Cneuudpuueckas ax- Ot 10 10 20 MJTH. XH3HECTIOCOGHEIX KIETOK 19,0 man/mr
TUBHOCTH BIDK B 1 Mr MukobakTepuit BLDK CooTBeTcTBYET
Tepmocrabunbhocts* | Jlomkna Gbirs TepMOCTaGHIILHOM -
IpousBozncTeeH- Bakunuueii wramm BIDK — Mycobacterium | Bakumuubiii mramm BIDK - Mycobacterium bovis,
HBIH IITaMM bovis, cy6uwramm BCG-T (Russia), nenonupo-

BaH B I'ocynapcTBeHHOM KoJUeKumn matorey-
HBIX  MEKpoopranusmoB (I'KIIM) ®I'BY
«HL3CMIT» Munsnpasa Poccun, Poccus (Ne
700001)

cyburramm BCG-I (Russia), nenoHuposan B Iocy-
N@pCTBEHHOM KOJUIEKIIMH MaTOreHHBIX MHKpOOpra-
Hu3MOB (I'KIIM) ®I'BY «HL[DCMII» Munzapasa
Poccuu, Poccus (Ne 700001)

CootBercTByeT

PacTeopurens, Boimyc-
KaeMblIif B KOMIUIEKTe ¢
npenapaTrom

Harpus xnopun pacteopurens ans IPUrOTOB-
JICHHSA JIEKAPCTBEHHBIX DOPM I MHBEKIMI
0,9 % (JITI-Ne(0013160-(PT"-RU))

Hartpus xnopux pacteopurens mis IPUTOTOBJIEHUs
JICKAPCTBEHHBIX GopM st uHbekmmit 0,9 % 1,0 mu
cepusi (T010223), nata ucreuenns CPOKa TFOJHOCTH
1o (01 28)

CootBeTcTBYET

Vnakoska

Bakuusa - o 10 103 B aMmIysie BMeCTHMO-
CThIO 6 MJ U3 cTeksa Mapkd NB 1-ro THApPO-
JIMTHYECKOro Kiacca. Ha aMmyiny ¢ BakumHO#
HaHOCAT 3THKETKY CaMOKJIESLIYIOCS.
Brimyckaercs B kommiexte ¢ pacTBopuresem.
Pactsopurens (natpus xnopun PacTBOpHTENE
Alls TIDHIOTOBJEHHS JIEKAPCTBEHHBIX (hopM
Ans wrvekuwit 0,9 %) — no 1 M B ammyne B
COOTBETCTBMM ¢  TpebGoBanuamu  JIII-
Ne(001316)-(PT-RU).

Kommnekt cocront us 1 aMIyJIbl BaKLMHBI U |
aMITyJIbl pACTBOPHUTESIS.

[lo 5 xommiekToB B mauke u3 KapToHa Juis
TIOTPeGUTENLCKON Taphl  Mapkm XPOMOBBI#H
WK XpOM-3p3all.

B nauky BKIaIBIBAIOT MHCTPYKLMIO 1O npu-
MCHCHHIO U HOX aMIlyJIbHbI} HIIH CKapH(pHKa-
TOP aMITyJIbHBIM,

Tpancnopraas Tapa no F'OCT 17768-90.

Bakmmza - o 10 o3 B aMITyJI€ BMECTUMOCTBIO 6 MJI
13 cTekna Mapku NB 1-ro ruaponutiueckoro xiac-
ca. Ha ammysie ¢ BakuuHOlM HaHecena 3THKeTKa ca-
MOKJIESAILAsACS.

Beinymena B komIuiexTe ¢ pacTBopuTeniem.
PactBopurens (matpus xmopun PacTBOPHTENb 1
TIPHTOTOBJICHUSA JIEKAPCTBEHHBIX (OPM IS MHbEK-
it 0,9 %) —no 1 ma B amIyne B COOTBETCTBHH C
TpeGoBanmamu JITT-Ne(00131 6)-(PI'-RU).

Kommiext cocront u3 1 aMIyJibl BaKUMHBI U 1 aMm-
IyNbl PaCTBOPHTEIS.

To 5 xoMIUIekTOB B nauke U3 KapToHa 1Uist noTpe6u-
TeIbCKOM Taphl.

B nauky Bnoxens: nucTpykuus no TIPUMEHEHUIO U
CKapu(hHUKaTOp amITy IbHBIi,

Tpancnoprras tapa no FOCT 17768-90.

Mapkuposka

1) NepBuunas ynakoska. Ha sthkerke am.
TTYJIBI C BAKUMHON yKa3bIBAIOT: COKPAMICHHOE
HaUMEHOBAaHME TPOM3BONMTENS, COKpAIIEH-
HOe HaWMeHOBaHWe npenapata (Bakuuna
BIDK), xonuuecTso 103, NO3MPOBKY, HOMEp
cepur  (OykBeHHO-HPpPOBOe  0603HAYe-
HUe**¥) naty BhIMycKa, CPOK IOJHOCTH.

Ha amnyne nnn stuketke amnyssi ¢ pac-
TBOPHTEJIEM yKa3biBAIOT: HAMMEHOBAHUE pac-
TBOPHUTE/I, KOHLEHTpauuio, o6beM B mi,
IyTh BBeNeHHus (Ha ammnyne - «JUIS1 UHD-
EKUHI», Ha stuketke ammynst — «Jl1s uib-
eKLWH»), HOMep cepun (GyxBeHHO-LM(pOBOE
0603HayeHHe***), HaTy WCTEYEHHSA CpoKa
TOJHOCTH.

npousBoauTens (AO «Hl‘[ ¢
LIEHHOE HaHMEHOBAHHGS
BIDK), xonngectso nopd
Mr/n03a), HOMep cepy
(07 24), cpox rogHocTH H

TBOPHTENlb Ul TPHUIO
bopM st uHBeKIHIT), Ko 2
B MJI (1 MJT), myTh BBeNEHHS (H T Summkss My JIbI —
«Jlns MHBEKUMit»), HoMmep cepuu (T010223), naty
MCTEYECHUA CpoKa rogHocTy: 1o (01 28).

2) BropuyHasi ynakoBka. Ha nauke YKa3aHbl: Co-

Crpanuua 2 u3 3




«Hayyno-

Poccus, 355019, Craspononsc

AKUHOHepHOE 061ecTBo

TPOH3BOACTBEHHOE 06BeMHERN E o MEAHLIMHCKMM UMMYHOGHOTOrMYeCKHM npenaparam

«Mukporen»
AJipec MecTa ocynecTBIeHuS MUCH3HPYEMOr0 BU/A AEATELHOCTH:

KHH Kpaii, r. Crasponons, ya. buonoruueckas, 1. 20

HACHOPT X 914 om 12.08.2024 ..

@01 COM 11I-KO-08-025

2) Bropuunas ynakoska. Ha mauke ykaspi-
BAIOT: COKPAIUEHHOE HAaMMEHOBaHHe npou3-
BOZMTENS, €ro TOBAapHLIi 3HaK, IOpHIHYeCcKuit
anpec, Tenedon, agpec u TeneOH Npou3Boa-
CTBa, TOProOBOE W IPyIIHPOBOYHOE HauMeHo-
BaHHE npemnapara, JleKapCcTBeHHYI0  opmy,
JI03UPOBKY, HaWMeHOBaHMe pacTBopurens,
JICKapCTBEHHYI0  (opmy 1 KOHUEHTPALHIO
pacTBopurens, uHpopmaumo o COCTaBe, Ko-
JHYECTBO aMIy. ¢ BakKUMHOH u pacTBopure-
JIEM, KOJIMYECTBO /103 BaKUMHbI B ammyue,
00beM pacTopuTtens B amIyIe B MJ1, YCIOBHS
XPaHCHHs, ycnioBus oTnycka: «[lns neqe6Ho-
npodIakTHYeCKIX YUPEKICHHUIt», HoMep
CEPUH BaKUHHbI U HOMEP CepHu pacTeopure-
ns (OykBeHHO-LMBPOBOE 0003HaYeHnE***),
ATy BBIIYCKa, CPOK TOZHOCTH KOMILIeKTa,
HOMED  perucTpanmonHoro YAOCTOBepeHus,
IITPUX-KOZ, cnoco6 npumenenns: «Croco6
MIPUMEHERNs — cM. HHCeTpykumio», npexy-
TIPEIUTENBHYIO HaAMKCh «XPaHUTH B Heno-
CTYIIHOM 1N NeTedt MecTe», CpeicTso Muen-
THQUKaLMH,

***Bymeuno—xmd)poaoe o603HaueHne HOMe-
pa cepuu npenapara wwim pacTBopuTEin
tbopmupyercs u3 OyKBEHHOrO 0603HAUEHNS
CTPYKTYPHOTO 1OAPa3NeNieHus NPOM3BOIHTe-
713 ¥ TIOPANKOBOrO HOMEpa CepHH, Hanpumep:
CXX wmm TXX, rae C (T) - 6yxsa, 0603Ha-
dalomas  CTpyKTypHOE  mompasjeneHme-
npousBoauTens (hunmanst B r. CraBponosns,
r. Tomck), XX - TIOPSLIKOBBIH HOMeEp cepun.

KPalUCHHOE HaMMEHOBaHMe npousBoaurens (AO
«HITO «MHukporen»), ero TOBapHRIH 3HaK (MpHCyT-
CTBYET), IOPHAHYECKHUI] anpec (Poccus, 115088, r.
Mocksa, yi1. 1-5 Ny6posckas, n. 15, CTp. 2), Terne-
don ((495) 710-37-87), azpec u TenedoH npousson-
ctBa (Poccus, 355019, CraBpononsckuit Kpa#i, r.
Crasponons, yi. Bronormyeckas, 1. 20, ren. (8652)
24-40-84), Toprosoe u TPYNIIMPOBOYHOE HaMMeHO-
BaHWe npenapata (Bakuuna TyGepkynesHas BLDK
Bakuwna mis NPOpHIAKTHEH Tybepkyiesa), Jiekap-
CTBCHHas Qopma (MModmImsaT s NIPHIOTOBJICHUS
CYCNIEH3UH JUIS BHY TPUKOXKHOTO BEICHHS), 103UPOB-
ka (0,05 mr/nosa), HaNMEHOBAaHHE pPacTBOPHTEIIA
(Hatpus xnopun), JIeKapcTBeHHas popMa (pacTBopu-
TETb JUIS TIPUTOTOBIIEHHS NEKAPCTBEHHbBIX dopm s
MHbEKUHH) ¥ KOHUEHTpalws pacTBopurens (0,9%),
HHOOpMaUMs 0 cocrase (Tlocne BoccTanoBneHus
oaHa n03a (0,1 mu) conepxur: Leticmsyiowee sewe-
€m0 MHUKPOOHBIE KJleTKH Mycobacterium bovis
BCG-I - 0,05 wr, Bcnomocamensnoe sewecmeo:
HaTpus ITyTamaTa MOHOTHAPAT - He Gonee 0,3 mr);
Cocrtas pactsopurens na 1 mn: HaTpus Xjiopug — 9
MI; BOZAa Ans uHBEKUMH — g0 | MJI), KOJHYECTBO
aMIyJl ¢ BAKUMHOK M pacTBOpHTEIEM (5 amnyn Bak-
UMHBL 5 ammyn pacTBoputens), KOJIMYECTBO 1103
BaKUKMHLI B ammyne (10 no3), o6nem pacTBopurens B
ammyne B mMn (1 mn), ycnosus XpaHeHus (XpaHuThb
TIpH Temneparype ot 2 10 8 “C), ycnopus OTIycKa:
«[l1a  neuebHO-npodrraKTHYecKIX YUpEKACHUII»,
HOMEp cepuu BakuuHe! (C15824), HOMep cepHu pac-
TBoputens (T010223), nara Bbimycka (07 24), cpok
ToaHOCTH KoMmnekTa (07 26), HOMEp perucrpanu-
OHHOTO ynocToBepenus (Ne JIC-000574), IITPHX-
Koz (4602789001665), crioco6 npuMeHenus: «Cro-
cob npuMeHerns — oM. HncTpykumion, TIpenyIpeau-
TCIbHAA HaANMUCh «XpPaHWTh B HENOCTYIIHOM s
IeTel MecTe», CpencTBo HICHTH(UKALMK HAHECEHO.
CootBercTByeT

Tpancnopruposanue

B cootetcreum ¢ CI1 3.3.2.3332-16 IPH TemII

epatype ot 2 1o 8 °C

Xpanenne

B cooteercrBum ¢ CIT 3.3.2.3332-16 npu Temn

epatype ot 2 10 8 °C

Cpok roaroctu

Bakimina - 2 roza, pacTBopurens — 5 ner.
Cpok rogHocTH kommiekTa OIpeIIAETCH O
HaUMEHBIIEMY CPOKY FOAHOCTH OHOTO U3
KOMITOHEHTOR.

Hara Beinmycka 19.07.2024 r-.
I'onen no 31.07.2026 r.

*Io narHOMYy nokasaremo KOHTpOIMpyeTCs Kakias 5 cepus npenapara

3AKIIOYEHMUE: JlexapcrBennsiii i
Bakuuna s npogunaxriku Ty6e 3
BBesenns 0,05 mr/nosa cepun C15824 COOTBETCTBYET TpeGOBaHHAM HOpMgSS

C-000574-100920, n3menenue Ne |
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«Hayuno-npoussoacraentoe 0GbeauHenne o MexHuHHCIM Hv

AKLHOHepHoe 061ecTBO
MYHOOHO/IOrYecKuM npenaparam

«Muxporem»

Quwman Br. Tomck «HITO «Bupuomny

PASPELIEHUE YIIOJIHOMOYEHHOI'Q JIMIIA

Homep paspemenus

Toprosoe nanmenosanue POy KIMH

R

JlekaperBennasn hopma
Ho3uposka

Dopma BeIycka

(J1IekaperBennas dopma, 103upoBKa, nepBHYHasn
YNAKOBKA, KO/IHYECTBO JIEKAPCTBEHHOM GopmbI B
NePBHYHOI yYnakoske, KO/IH4YecTBO NEePBHYHOII YNaKkoBKku
B noT, ('GHT(‘JIBCKOﬂ 'IaKOBKe, KOMILIEKTHOCTD

Homep CepHH
(0]

Obem CepUHn

Harpus xnopun

Pacteopurens 151 IPUTOTOBJICH S JICKAPCTBEHHBIX (hopm s1J1st
UHBEKIUH B
0,9 %

PactBopurens ns IIPUTOTOBJICHHUS JIEKAPCTBEHHBIX bopm s
HHBEKUHMH, 0,9 %, ammyira, 1,0 Mt x |

T010223

118334 ammysnl N

lara Boinycka
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HaumenoBaunue n ajpec
NPOU3BOAMTE/ISI

@umnan AO «HITO «Muxporen» B r. Tomck «HITO

«Bupuony, 634040 . Tomck, yi. WBanosckoro, 8,
Tes. 8 (3822) 905-832

Homep H xara PerucTpauuoHHoro
YAOCTOBEpeHHust

JITI-Ne(0013 16)-(PI"-RU) ot 17.10.2022 r.

Homep nopmarusnoii nox MEHTALMH
_210Mep |

HJTJITT-No(0013 1 6)-(PI'-RU)

Hanmeuosanue H ajapec AepiKaTens

QCI‘HCTPallHOHHOI‘O YAocTOBEepeHus

AO «HIIO «Mukporeny, Poccus, 115088, r. Mockaa.
ya1. 1-s JlyGposekas, 1.15, c1p.2

| Pesyabrarn: KOHTPOJIst

Iacriopr Ne 123 or 25.04.2023 1.

3aBepenmue o COOTBETCTBHHU:
Hacrosimum s

NOATBEPIKJAIO,

TIIOMIANIKE B COOTBETCTBHH € TPeGOBAHMSIM
Ne JI012-00102-77/00010419

dT0 TIpuBeACHHAs Bblle MHDOPManKs siBaseTCs AIOCTOBEPHOH M TOYHOH. Vkasanmag

oT 29.09.2022 r.;
| TPOM3BO/ICTBEHHOM MPAKTHKH, IPOMBIIIICHHOrO peryiamenra.

BBIILIE CepHs
IIPO/lyKIMH npou3BesieHa (BKIIOYas YNaKoBKY/MapKUpOBKY, u KOHTPOJIb Ka4YeCTBA) Ha BhINICyKa3aHHOJ

¥ Jlnnensun na npoussoxcrso JICKapCTBEHHBIX CPe/ICTB
PCTUCTPAIMOHHBIM JI0Che, TpeGoBaHUsIMMU HajJexarne

| CEPUS TIPOAYKUMH OlOBPEHA K OTI'PY3KE

Paspemenne Boian:

- OO

Hawanbnnk OBTK (OKK) 27.04.2023
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Hatpus xsopuy

AKLHMOHEpPHOE 0611eCTBO

«Mukporeny

HEHHE NO MEIMIIMHCKUM HMMyHOGHOﬂOFH‘-IeCKMM npenaparam

Aupec MeECTa OC)’UlCCTBﬂCHHﬂ ﬂHuCH?MpyCMOFO BUAA ACSATEIIbHOCTHU:
634040, Tomckas obnacts, r. Tomck, yJ1. IBanoBckoro, 8

HACHOPT e 723 om X5, 04 20.2.3 2,

Harpust xnopun pacteopurens s HPUTOTOBJICHUS
JICKapCTBEHHBIX GopM Jutst uubekiwmii 0,9 %
Perucrpannonnoe ynocrosepenne JII1-Ne(001316)-(PT-RU)

Homep cepun | O704.2.3
Komumuectno, ex. usmepenus T7E334 amnynp;

Hcnbitanns nposeaenti no HJ| JIH-NQ(OOI?)I6)—(PI‘-RU)~1 71022

Hara Bomycka OL 4.3
lonen no O+ 2&

TpeGoBauus no

CYMMbI HOMMHAJIbHBIX 00bEMOB HCCIIE10BAHHbBIX
YITaKOBOK.

IMokasarenn PesynbTaThi konTposs
H/LJIT-Ne(001316)-(PT-RU)-171022 ¥ p
lpospaunas 6ecysemnas ncuorkocnme
Onucanune llpospaunas Gecusertnas sxnakocTh
Coomeemcemayem
o Pearyus nonoxcumenonas
Y
OkpawiuBanme nnamenn B kETbI 1BeT 3
‘ Coomeemcmesyem
A HMnentudukaums —— —
i " . Peaxyus nonoscumensnas
A O0pasyercs Henbiii TBOPOXKUCTBII Ocanok |
Coomeememesyem
Tpospaynei
ITpospaunocts Hoxen 6bITh Npo3pauHbIM posp
Coomeemcmeyem
Becysemmuwrii
LBeTHocTh Jlosken ObiTh GeclBeTHBIM Coo%eemcmayem
pH Ot 5,0 10 7,0 :5:55
Coomeememesyem
Buaumbie yactuip Buidepowcusaem mpe6osanus
Ilpenapar nomken Bbinepxnsath TpeboBatus 'O PO, Coomeemcmeyem
O®C.1.4.2.0005.18
MexaHuyeckne Hesumnmble yactuup, ['® PO O®C.1.4.2.0006.15
BKJIIOYEHUS B oanoii amnyse cpennee unciio yactiy pasmepom Buidepocusaem mpetosanus
10 MM 1 Gosiee He 10MmKHO npesbiwats 6000, a cpennee Coomesemcmeyem
HCII0 HaCTHIL pa3mMepoM 25 MKM 1 BoJiee He JI0KHO
| npesbiwath 600 |
OGbém conepKIMOro ynakoBKH R0MKeH ObITh fe MeHee
HOMHHAJILHOTO, eCITH YTIAKOBKH HCCNEYIOTCA
" MHIUBHYaJbHO.
W3sBnekaemblii
e Jns ynakoBok ¢ HOMMHATLHBIM 06bEMOM 1,0 mn
2 MJl 1 MeHee U3MePEHHBII 06BEM J10/IKeH BbiTh He menee | Coomsemcmeyem

i bakrepuanbhbie
HJIOTOKCHHbI

INpenensHoe conepxanne GaKTepuanbHbIX YHIOTOKCHHOB
B npenapate He 6osiee 0,25 ED/mn

Menee 0,25 E/yn
Coomeemcmeyem

CrepunbHOCTh

Houxen ObITh cTepHIbHBIM

Cmepunsnonii

Kostnuectsennoe
onpeaeneHue

O1 8,7 1093 Mmrs | mn

XpaHenue

Ilpu Temneparype ne Bbiwe 25 °C

Cpok roaHoctu

5 ner
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HACTIOPT Mo 72 3 om 24, L4 23 Harpus XJIOpH 1

—
Mokazarenn

Ynakoska

TpeGosanus no
HA JI-Ne(00131 6)-(PI'-RU)-171022

[ ——

Pesyn bTaThbl KOHTpOJIst

Ho 1M1, 2 ma wm 5 o g AMITYJILE M3 crekna mapku HC-1,

HC-3, VYCIT-1 wan NK. wmn apyrne Mapkn crekna  1-ro
HApoanTHYecKkoro knacca no OCT 64-2-485-85 yam no

TY 9462-002-1 1068395-2005, wamn no TY 9462-001-53908805-
2006, wan no UCO 9187, nnu MMIIOPTHBIE, COOTBETCTBYIOIHE
Tpeboanmsm UCO 9187, PaspeieHHble k npumenennio B PO,
Ha  kamayio aMILyJly  HAKJICHBAIOT JTUKETKY M3 Oymaru
ATHKETOYHOH o TOCT 7625-86 wiu AHAJIOrMYHOIO KavecTRa,
WIH MMNIOPTHOR, WM camoknesityiocs STUKETKY M3 Oymaru
HMIOPTHOM, paspeuichHoii Kk NPUMEHCHHID B P®, unu teker
HaHOCAT HENOCPEJCTBEHHO Ha amnyy OricTposakpensisioueiics
KPackoi MMNOpTHOM, Wit MeTo0M KaruiecTpyiHoif nevaru.

ITo 10 aMnys ¢ WHCTpyKnMed  no NPUMEHEHMIO,
CKapU(HKATOPOM aMnyJibHbIM 110 TY 9398-002-14783767-2010,
WM JIPYTHM aHAJIOIMYHOIO KauecTBa NOMEILAIOT B Nayky Wim
KOpOOKy M3 KkapToHa s OTPEOHTENLCKON  Taph MapK1
XPOMOBLIH Mk xpom-3p3ai; no I'OCT 7933-89 wim 1o TY 5453-
010-04766354-2006.  nunu AHANOTHYHOTO  KayecTBa, MM
HMIIOPTHOTO, PAa3PEIIEHOro K NPUMEHEHHUIO B P®, wm B nauky
U3 kaptona 1o 'OCT 33781-2016.

Kopobky okaensaior ITHKETKOH-0aniepoibio  u3 Oymaru
ATHKCTOUHOH 110 'OCT 7625-86 win AHAJIOrHYHOIO KayecTna,
HJIH UMIIOPTHOI, paspeleHHol k TIPUMEHEHMIO B PO,

ITpu ynakoske ammyi, umeroumx KOJILLO M3JI0MA MITH TOYKY Juis
BCKPBITHS, CKapudukaTop amnyapiplii ne BKJIa/bIBAIOT.

Io 5 amnys nomewaior s KACCETHYIO KOHTYPHYIO YNakoBKy W3
KapTOHa Mapku XpOMOBbIH Mjn Xpom-3p3ait no 'OCT 7933-89
win TY 5453-010-04766354-2006, um AHAJIOTHYHOIO KAa4ecTBa,
WJIH UMITOPTHOTO, Pa3pelIeHHOrO Kk NIPUMCHEHHMIO B PO,

[lo 2 kaccernbie KOHTYPHBIC YNAKOBKM € MHCTpyKUMeH 1o
HNPUMEHEHHIO  nomelaloT B Na4yky W3 kaprowa s
noTpeGuTeNbekoit Taph Mapku XPOMOBLIH MM Xpom-dp3au 1o
FOCT  7933-89 wm TY 5453-010-04766354-2006.  unu
AHAJIOTHYHOTO  KAueCTBA, WM UMMNOPTHOTO, Pa3pPELIEHHOr0 K
[IPUMEHEHHIO B PO,

Bomoskua komriextaumus ¢ CYXHMH JICKapCTBEHHbIMMU hopMamu
NPENApaToB B COOTBETCTBYIOMIMX KOMMYECTRAX.

I'pynnosas ynakoska u TPaHCNOPTHAs Tapa B COOTBETCTBUM ¢
"'OCT 17768-90.

Mo 1,0 mn 6 avunyrax us cmexna mapku
ALI-H-B-2 (HT) HC-3

no TV 9462-()02-1/()68395—2005, wusm. Ne |-
C MOUKOU ON5i BCKpBIMUA.

Ha kaoxcoyio amnyny naxkneena
C‘CLMOKJI@}[M{(I}IC}I Smukemxka uz 5_1’,110311
UMROPIMHOT,

Hns komnnexmayuu ¢ cyxumuy
rexapemeennvimu hopmamu, amnyier ¢
pacmeopom nampus xiopuoa ynoocenw:
6 BEPMUKANLHOM NONONCCHUY ¢
Kapmonuvle kopobku, 3akpeine
kapmonneimu kpviukamu om kopoGox.
Ynarxosannas npoodyKyus nomewena ¢
mparncnopmuyio mapy (codposiyur).
1o u epx mparcnopmnoi maper
nepenodicensi 2oghponpornadrka,
GHYmPU 1edicum  ynakoeounwiii 1ucm.
Togposiyur oxneen cromyen,

Coomeememeyem

Mapkuposka

Ha amnyne wnn stukerke aMITYJIbl YKa3blBAlOT TOProBoe
HaMMEHOBAHKE NpenapaTa, KOHLUEHTPALMIO, KOJMYECTBO
Mpenapata B amnysne (o6bém B MHJUTMIIATPAX), MyTh
BBCACHMA (Ha amnyne — «JUISl UHBEKLMH», na
JTHKETKE amnynbi — «[lna uHbeKumii»), HOMEp cepuu
(OykBenHo-undposoe 0003HaueHHe), naty ucreueHus
CpOKa rofiHocTH (Mecsl, ron).

Ha smuxemxe amnyi yKasano
mopeoeoe naumenosanue npenapama,
Konyenmpayus, konuuecmeo npenapama
6 amnyne (06vém 8 MunnUAUMpax), nyme
66edenust (na smukeme amnyner «/{ust
UNBEKYUILY), Homep cepuu (6ykeenno-
yupposoe obosnauenue) « 010223 »,
dama ucmeyenus CPOKa co0HOCmu
(Mecsy, 200) « Of A8 ».

Ha mopyesoii cmopone KOpoOKu ¢
npenapamom naxneena smuremia ¢
YKazanuem naumenosanus
AeKapcmeenozo npenapama, 06véva ¢




HACHOPT Ne 723 om A5 04, KL BHarpus xnopu

3AKJIFOYEHME: JlekapcTReHHBIIH lipenapar Hatpus xsiopun pactsoputens J1s1 IDUTOTOBJICHUs
JACKapCTBEHHBIX HOPM Juist nEbeKuuii 0,9 % cepun [ O70) 3 coomsemcemeyem mpebosansy
HOPMaTHBHOM 1OKyMeHTAIHuK HJT JITT-Ne(0013 16)-(PT-RU)-171022,

TTP Ne 2079( =21, Msmenenne No 1, No 2, Ne 3

OHIK (OKK) H.A. Hosax (7oA

(PHO) (flounua»)

I".®. Erodbepora
(DPHO)

Jara Beinaun nacnopra « 44 » L%f%@&/&.gt 2023 r.




