Toproeoe HanMeHoBaHue JiI1

ITACITOPT Ne 573 om 12.02.2024 2.

Bakiusa Ty6GepKy/esnas j/is IajAmied nepBudHON

ummynnsagun (BIDK-M)

Howmep cepun C53824
KosmuecTso, ez, u3amepenus 1660 ynaxosok

KpallleHHOEe HauMeHOBAHWE NPOM3BOJUTEJS, €ro TO-
BapHBIY 3HAK, IOPUAMYECKUH afipec, TeaeoH, aapec 1
Te/IeOH MPOKU3BOACTBA, TOProOBOE ¥ IPYIIIMPOBOYHOE
Ha¥MeHOBaHue Tperapara, JieKapCTBeHHY0 (opmy,
JIO3MPOBKY, HauMeHOBAHWE pacTBOpUTENs, JieKap-
CTBEHHYIO (HOPMY ¥ KOHLIEHTPALMIO PACTBOPUTE S, UH-
¢opmaiyio 0 cocTaBe, KOMMYECTBO amIlyJl ¢ BaKLMHON
Y PacTBOPHUTENIEM, KOJIMUECTBO /103 BAKIMHbI B MITy e,
06beM pacTBOpHUTE/IS B aMIly/ie B MJ, YCIOBUS XpaHe-
HUsl, YCIOBUS OTTIyCKa: «/1s euebHO-TIpOdUIaKTIye-
CKUX YupeXIeHwuii», HoMep cepur (6yKBeHHO-LM(DPO-
BOe 0003HaueHne™***), naTy BbIIYCKd, CPOK FOAHOCTH,
HOMEp DEruCTpPalMOHHOrO YAOCTOBEPEHHS, IITPHX-
Ko, criocob npumerenus: «Criocob NpUMeHEeHH — CM.
VHCTpYKLIO», TPeAYTPeAUTENbHYI0 HaAmuch «Xpa-
HWTb B HEJOCTYIHOM [/ JeTell MecTe», CDPEACTBO
veHTUVKALIN,

***ByKBeHHO-LPOBOe 0603HAUeHKe HOMepa Cepuu
Tipenapara /WM pacTBopureis hopmupyercs 13 6yk-
BeHHOro 0603HaueHVsl CTPYKTYPHOTO TOZpasjienenus
OpOM3BOANTENS] W TOPAJIKOBOIO HOMepa Cepuy,
manpumep: CXX wm TXX, rage C (T) — Oyksa,
0003HavaroIas CTPYKTYPHOE MoJpasfie/eHve-Tpons-
Bopurens (Gunmans! B r. CTaBponon,, r. Tomck), XX -
TIOPSIAKOBbIH HOMEp, Cepyy.

2) BropuuHas ynakoBka. Ha rmauke ykasaHsl: CO-
KpallleHHOe HaumeHoBanwe npoussogutess (AO
«HITO «MuKpores»), ero ToBapHblii 3HaK (IPUCYT-
cTByeT), ropupmueckuii azgpec (Poccus, 115088, r.
Mocksa, ya. 1-s Jybposckas, A. 15, cTp. 2), Tene-
doH ((495) 710-37-87), appec u TenedoH MpoM3-
sozcTBa (Poccusi, 355019, CTaBpONOLCKUN Kpaw,
r. Crasponiob, yi. buonoruueckas, A. 20, Ten.
(8652) 24-40-84), TOprosoe ¥ rpynmypoBOYHOe Ha-
MMeHOBaHue npernapara (BakuuHa TybGepKyJesHas
A7t mazsmeit nepsuuHoi uMMyHusaLuK (BIDK-M)
BakuuHa s npohuiakTvky TybepKyniesa), Jekap-
cTBeHHas (opMa (/moduausaT [/ HpUroTOBIeHNUs
CYCTIeH3WM Jjisi BHYTPHKOXXHOTO BeJEHWs), [034-
poska (0,025 mr/f03a), HaMMEHOBaHe PaCTBOpUTE-
ns  (HaTpust XJOpWZ) JleKapCTBeHHas  (opma
(pacTBOpWTENL A7 TIPUTOTOBJIEHMWSI JIeKapCTBEH-
HbIX (OPM /Ui WHBEKUWH) ¥ KOHIIEHTpaLys
pacteopuTest (0,9% - 0,1 mn), uHpopmalys o co-
crase (ITocne BoccTaHoBneHust ogHa Aosa (0,1 mi)
copepxut: Jelicmeyioujee geljecmeo: MAKPOOHbIE
wietku Mycobacterium bovis BCG-1 — 0,025 wmr;
BcnomozamenbHoe eewjecmeo; HaTpus I/lyTamata
MOHOrUapar - He bonee 0,15 MI), KOIMUECTBO am-
Ty C BaKLUHOM ¥ pacTBopuTesieM (5 amIiy /i Baklii-
HBI 5 ammy/a pacTBOpUTeNst), KOIMYeCTBO J03 Bak-
npHBl B amnyse (20 go3), o6bemM pacTBOpUTEss B
amrysie B M (2 M), yC/IOBYS XpaHeHus (XpaHuThb
npu Temrepatype ot 2 o 8 'C), yc/oBus OTIyCKa:
«Ans neueOGHO-NPOGHIAKTUUECKUX YUPEXKIEHUH»,
Homep cepun (C53824), parta Beimycka (01 24),
cpok rogHocTH (04 25), HOMep perucTpaloHHO-
ro ygocrosepenuss (Ne JIC-001143), mTpux-Koj
(4602789001689), crioco6 rnpumenenus: «Criocob
NpUMeHeHUs — CM. VIHCTPYKIMIO», Npeaynpean-
TejlbHasg HAAMUCh «XpaHUTh B HEJOCTYIIHOM [Jist
JieTeil MecTe», CPeACTBO MAEHTU(UKALMM HaHece-
HO.

CooTBeTCTBYeT
Tpancnoprty- | B coorerctsuu ¢ CI1.3.3.2.3332-16 npu Temnepatype ot 2 10 8°C
poBaHKe ‘
XpaHeHue B cootsercreuu ¢ CI1.3.3.2.3332-16 ripu Temnepatype ot 2 10 8°C
CpoK rofiHo- 15 mec Hara Beinycka 24.01.2024 r.
CTH

TogeH Ao 30.04.2025 r.

*[1o JaHHOMY TOKa3aTe/ll) KOHTPOIMPYeT s Kaxasi 5 cepusi rpernaparta

3AK/TFOUEHME: JlekapcTBeHHbl npeniapaT Bakuuna Ty6epKy/ie3sHas /i ajsiel nepBuYHoH
ummynm3auuu (BIDK-M) Bakuusa a1t npoduiakTKY Ty6epkysiesa nuoguiu3ar s IPUroToB/IeHuUs

CyCIeH3uu ais snyrp;momuoro seefenus 0,025 mr/nosa cepun C53824 cooTBeTCTBYET TpeboBaHw-

e i mﬂc-001143—151019 usmenenue Ne 1, uamenenue No 2.
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