Toprosoe ramvenosanue JIII

Homep cepuu

Y031123

HACHOPT N 806 om 19.12.2023

AHATORCHE AMOTEpHRELIH  OMHIDEHHELIH

abcopbuposanueil ¢

YMEHBINCHHBLIM CofepKaHNeM aHTHT ena xuakni (A -M-anaToxcun)

Komauscrso, ex. msmepenns 11865 ynaxosox

Vizsnekaemsiit o6sem He menee nomunansyoro He MeHee HOMUBATEHOTO
Coorsercrayer
TIpoH3BOACTREHHEIE HIramm Corynebacterium diphtherige PW-8 iramm Corynebacterium diphtheriqe PW-8
HITAMMEL (Massachusetts) (800013) xpanurcs B Tocy- (Massachusets) (800013)
; AApcTBeHHON KOMISKIHH IATOPCHHEIX MHKpPO- | COOTBETCTBYET '
oprasusmos (TKIIM) ©I'BY «HIIDCMIIy
Munsgpasa Poccun
Yrakosxa Anatoxeuy ¢ THOMepcanom mo 0,5 mm (1 | Amarokcus ¢ THOMEpcanoM no 1 mm (2
TPHBHBOYHAS J1038) My 1 Ml (2 NPUBMBOUHEIC | NPHBUBOYHBIE [O3BL) B AMITYIIB BMECTHMOCTEIO |
Ro3w1), anarokcus Ges Tomepcana o 0,5 (1 | M u3 crexna mapka HC-3 mo TV 9462-002-
TIPHBMBOYHAS [033) B aMIynsl EMectamocTsio | 11068395-2005,
1 mn wma 2 o 3 crexra mapku HC3 mo TV | Ha  ammymu TEKCT HaHeCeH ORICTPO3aK-
9462-002-11068395-2005, umn TV 9462-001- PELIRIMEHC Kpackol aHanOTHYHOTO KAYeCTHa
53908805-2006; u CTeKna l-ro | (ummopraas Tepmarsri),
THAPOIUTHISCKOTO KiTacea o ISO 9187, Ho 10-aumyn B xopofke u3 xaprona TY 5441-
Ha aMmynsl HAKICUBAIOT STHKETKK u3 Bymarn | 026-00278882-2016. B KOpOOGKRY  BROXEHA
opcerno  CTO TO3HAK 09.0001-2016 wnm | mmcrpyxis 1o OPHMEHEHUIO,
AHAOTMMHOTO  Kayecrsa, wiM  Oymard | Kopobx# OxneeHBl 3THKeTKOR-GAHIEpONbIO H3
camornmesmedica  tuma  FASSON  'mum | Gymarwodcersoi CTO 00279404-002-2019,
QHATOTWYHOTO KaYecTBa, WM TeKCT HAHOCAT Ha A'Lmy.m HUMEWT KOJBLIO H3NOMa.
amnynst  GeicTposaxperupmiomeiicns  Kpackoit | Ipymriosas u TpaHcnopTHas ynaxoska no FOCT
(zepmmnamz) o TY 2352-005-02424767-04 | 17768-90.
I AHATIOTHYHOIO KAYeCTRA, Cootsercrryer
A) Tlo 10 ammyn B xopo6ike ua kapTona no TV
5441-026-00278882-2016 wmu aHANGrHYHOrO
KA4YECTBA, B KOPOOKyY BRNAMBIBAIOT
HHCTPYKIHIO TI0 IPHMEHEHHIO ¥ CKADH(HMKATOD
amuynsHeit o TY 26.81-001-95787178-2006
UK aHATOTHYHOIO KAYeCTRA.
KopoGxn oxneusalor STHKeTKOH-Ganzeponsio
u3 Bymaru ofeersoit CTO I'O3HAK 09.0001-
2016 unw aHANOTHYHOIO KA4ECTEA,
B) o 5 ammyn B KouTYpHOH SueiikoBoi
ynakosxe no OCT 64-074-91 wus mmenxu
nonusuHuAXNOpAEAECH no TOCT 25250-88
HITA 3HAOTHYHOTO KAa4eCTBa.
110 2 xorTypHEIe F9cHKOBEIE YIIAKOBKY B a4ke
u3 xaprona 1o TOCT 33781-2016 wmu xaproua
ANATOrHYHOTO: KAYeCTBE C HMHCTPYKHHEH II0
OPUMEHEHUIO ¥ CKADHPHKATOPOM aMITYBHEDM,
Ilps ynakoBke ammyn, WMeIOMEX HACCuKY,
KOABLO HIIHM TOYKY H3MOME, CKapH(uKaTop
AMIOYIRHE HE BKTANEIBATOT.
Tpymmosas ¥ TPAaHCHODPTHAS YOAKOBKA IO
I'OCT 17768-90
Mapxuposka 1 Ieppuynas  ymakoBKa nexapcTeeHHoro | 1) Tlepemunas yOAKoBKA  JIEKAPCTBEHHOTO

npenapara.

Ha ammyme  ykasuBaioT:  COKpamieHs0é
TOProBOS "HaWMEHOBaHME npenapata (AJl-M-
aHATOKCHH), -06BeM W KOMHIESCTRO H03, HOMep
cepunr  (Gyxpenno-uugponoe 0603HavEHME),
fZaTry  BRIOYCKA, CPOK  rommocTH  (mo),
«Berpaxusate!».

Ha ITHKETKE AMITYIED YKE3BIBAIOT!
COKpAlLICHHOS HAMMCHOBAHHE NPCATIPHATHA-
NPOH3BOAUTEN,  COKDALIGHHOE  TOProBOS
HauMeHOBaHKe npenapata (AJ[-M-anatokcns),
o0reM M KONMYSCTBO JO3, HOMED CepHH
(6yxsenmo-uupposoe obosmauenme), pary
BBITYCKA, CPOK TONHOCTH {mo),
«Berpaxusarsiy.

2) BropuuHas YIaKOBKa JEKaPCTBEHHOIO
npenapara.

Ha npawke wmmu  srakerxe-Gammepormy

Hpenapara,
Ha ammyne ykasansr: coxpamensoe TOProBoe
HAWMCHOBAHNE npenapara (ATI-M-
AHATOKCHH), obsem (1 MIT) u xomudectso
n03(2 JO3BY), Homep cepuu (V031123), nara
anyczca (,ZI,ATA B};H‘IYCKA 1123), CpoK

2) Bropuunas
npenapara,

Ha 3mxeme-6arm&pann‘ K438

HAWMEHOBaHNE npe,rmpm’r PIX*HE)OHSBO,!IH‘I‘EJIX

Crpasuna 2 3 3




