HACIIOPT Ne 256 om 12.09.2023 2.
Toprosoe Haumenosanue JiI1 Bakuuna TyGepKyae3Has 115 maasme# negnaqunu
ummynnsanua (BIDK-M)

Howmep cepun C53423
KomuuecTro, ea. nzmepenns 1654 ynaxosku

2) Bropuunas ynakopka. Ha nauxe yKaselBaOT: CO-
| KpaieHHOE HAHMEHOBaHNE IPOU3BOJUTENS, €10 TOBAp-
HEI 3HAK, Jopunuueckull axpec, TenedoH, aipec u Te-
sedOH HPOM3BOACTBA, TOPrOBOS U IPYIIHMDOBOYHOC
HAMMEHORANYE TIPENAPATa, JEKapCTBEHHYIO GopMy, 10~
IMPOBKY, HAUMEHOBAHME DACTBOPUTENA, JCKADCTBEH-
Ayio GopMy U KOHIEHTPAUHIO pacTopuTens, HHPOp-
MAIHIO O COCTaBe, KOAWYECTBO AMIYJ C BAKUMHOU U
| DACTBODHTEJIEM. KOJAWHECTRO 703 BaKLPHEL B aMmyJse,
ofreM pacTBOPHUTENA B aMIVIE B MJ. VCIOBHA XpaHe-
Hus, yenosus oTnyveka: «Jng JieueGHO-TIpOQIIAKT HYe-
CKMX yupexaeHmil», HoMep cepud (OyxBenHO-uUppo-
poe oloznaveHue®**), nary BBITIYCKA, CPOK TOAHOCTH,
HOMED PErMCTPAlMOHAOTO YHOCTOBepeHNud, ITPHX-
koJ, cnocol npuMereHns: «Crnocob npuMeHeHnus — cM,
VHCTpYKImio», NpenynpeIuTenbHy o Haamucs «Xpa-

uneHTHGUKALHY,

*kBykBeHHO-Lpposoe o003HAYSHHE HOMEDA Cepun
npenapaTa Wwin pacTBopuTeNa GopMUpyeTcs u3 OyK-
BeHHOTO 0GO3HAYEHUS CTPYKTYDHOTO NoIpazieseHus
NPONIBOANTENS U TOPAAKOBOTO HOMEPA CEPUU, HATIPH-
mep: CXX uan TXX, rae C (1) — Gyxsa, obosHayaio-
i iian  CTPYKTYDHOE TOApasfieneHue-rpoNn3BOIUTENL
(dwnuans: 8 r. Craspornons, r. Tomek), XX - nopsaxo-
BB HOMED CEpHuL

HUATL B HEAOCTYUHOM JJd JETEH MECTE», CpeacTno |

i
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AaTa UCTeueHws cpoka rogHocTH: A0 (02 28).

2) Bropwanas ynaxkoska. Ha nauxe ykasaHsl: co-
KpaluesHoe HawMeHoBaHue npoussoautens (AO
«HI1O «Mukpores»), ero TOBApHLIA 3HAK (npucyT-
cTBYeT), ropuaudeckuit agpec (Poccus, 115088, r.
Mocksa, vi1. 1-1 Jlybposcxas, A. 13, cip. 2), tene-
don ((495) 710-37-87), azpec U TeeQOH POU3BOI-
crea (Poccus, 355019, Crasponoasckuit xpaif, 1.
CrasponoJs, vii. Buonoruyeckas, a. 20, te. (8652)
24-40-84), Toprosoe u IPYNIMPOBOYHOC HAUMEHO-
pafue npenapara (Bakuyxa TyOepryieanas juis t@a-
gsimelt nepsuusol ummyHusamny (BIDK-M) Bax-
uuEa s npodwnaktuxy TyOepkynesa), nexap-
cTeeHuas Gopma (THOGUNN3AT 18 IPUTOTOBJISHHA
CYCHEH3np UM BHYTPHMKOXKHOTO BeaCHWS), A034-
poeka (0,025 mr/zo3a), HaNMEHOBAHUE PacTBOPHU-
Tens (HaTpud XI0pWA) JeKapcTeeHHad fopma (pac-
TBODHUTENL I8 TIPUIOTOBIEHHA JEKapCTBECHHBIX
$OpM ANg MHBEKLUH) ¥ KOHUEHTPALHA PacTBOpH-
teas (0.9% - 0.1 mn), undopmauus o cocrase (o-
¢nie BoccTaHoBAEHUS oaua 1o3a (0,1 i) codepxur:
Heticmeayiowee  seujecmeo; MHKpOOHBIE  KAETRY
Mycobacterium bovis BCG-1 - 0,025 mr; Benovoea-
meabHoe geigecmes: HATPHA TIYTaMaTa MOHoruapar
- He Gozee 0,15 Mr), KOIMYECTRO AMITYJI C BAKIHHON
1 pacTBOpHUTENEM (5 aMIy]l BakMHBL 5 aMuys pac-
TBOPHTEA ), KONUHECTBO 7103 BAKLMHBI B ammyvae (20
103}, 0OBeM pacTBOpuTEnd B aMiyiae B M (2 M,
yeinoBus XpaHeuns (XpaHuTh NpY TEMIEPATYPE 0T 2
a0 8 'C), ycnoBus oTmycka: «Jnd nedebHo-npodu-
JAKTHYECKNX  yupexieHull»,  HOMEp  cepud
(C53423), nara Beinycka (08 23), cpok roasocTy
(11 24), nomMep PernCTPalMOHHOTIO YAOCTOBEPEHUSA
(Me JIC-001143). wprrpux-xon (4602789001689},
criocob npumeneHua: «Cnocol npuMeHEHHA — CM.

VscTpykumio»,  npegynpeauTenbHas  HANINCE |

«XDpaHuTh B HEAOCTYITHOM i deTel Mecte», cped-
CTBO HACHTHOUKALIMH HAHECEHO.
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| CoorBETCTBYET
Tpaucnopra- | B coorsercrsun ¢ CI1.3.3.2.3332-16 nipu temneparype 012 10 8 C
_posauue -
Xpanenue B cootserctauu ¢ CI1.3.3.2.3332-16 npu temneparype ot 2 10 8§ 'C |
Cpox rojHo- 15 mec

Hara spinycka 16.08.2023
Topen no 30.11.2024
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