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HAHOAEK MACMOPT KAYECTBA / CERTIFICATE OF ANALYSIS
Ne 40000029557 Bepcus ! version: T
Bnauk /| Form1
HaumeHoBaHue MeTonb! H Pesynbrartsi
rnokasarens UcnbITaHUA - e UCTIbITaHUA
5 : Specification
arameter Test mnethods Test results
~ cocTaB Ha 1 403y C yKasaHUeM HauMeHoBaHui AercTay-
10LLUX BELLECTB, UX KOMUYECTB U NEPEUHs HAUMEHOBAHWH f;gﬁj;':ra,;g,g’";:?} c‘z:;,”:’;’.‘,’;’"'
. ity —
BCEX BonomoratensHolX BEWECTB, Marketing Authorization holder;
— HOMEp CBpWM YNaKoBaHHOrO npenapara (B PeAaKUMM | - barch number of the packaged
«Cepusi»); product (text “Batch:”);
- AaTy npoussoAcTea (B peaakuuu «Ipovse.:»); — manufacturing date (text “"Man-
— Aaty OKOHYaHWs cpoka rogHocTv (B pepakuuu «lopew | whctured:");
nom); ~ explry date (text “Expiry
~ YCMOBMS XpaHeHHs (8 pedakumi «XpaHuTb 8 Xonoaune- | daw:™):
HUKe (2 - 8 °C), B OpUrMHANbHOM YNaKoBKe (8 nauke kap- | - e 5“’,’,19 b
TOHHOW) ANA TOro, YTOBbI 3ALLMTUTS OT cBeTa, He 3amopa- | adifionally. technical manujac-
KUBATS.»): turing / printing house codes may
iy ) be printed: graphic, numeric, al-
— YCNoBWA 0TNycka, phabetical,
- WTPUX-KOA,
~ HauMeHoBaHWe W CTpaHy NpoWU3BOAUTENs, KOTOPbIA | Ha KkapTOHHOW navke Ha
TaKke ABNAETCA OPUAUHECKUM NULIOM, Ha UMSA KOTOPOTO | pyCCKOM AShIKE YKa3aHb!:
BblAAHO PErucCTpauUnoHHoOe YA0CTOBEepEeH e, — TOpProBoe HavMeHosaHue
- npeaynpeauTentHble Haanucu: «CTepunbHO.»; «Xpa- | nekapcTBEHHOrO npena-
HWTb B HEAOCTYNHOM ANS AeTel MecTe.»; «leped ucnonk- | pata (¢ npeaynpeanTens-
30BaHUEM BHUMATENbHO O3HEKOMUTCS C NUCTKOM-BKNAAbI- | Holt MapkuposKkor ©);
wem.»; «OcTaTkh HEUCNONb3OBAHHO! BaKUMUHbBI UAW MEAU- | — rpynnupoBoYHOE Haume-
LIMHCKUE OTXOALI AOIDKHBI BbITb YHUYTONEHbI (YTUNNAINPO- | HosaHWeE;
BaHbl) B COOTBETCTBMU C HaUMOHaNbHbIMU TpeBoBaHW- | - {aumeHoBaHWe nekap-
AMM. . CTBEHHOW ‘POPMEI, BKAKOYE-
JononHuTensHo MoryT BbiTh HaHECeHbl TEXHUYECKUE MPO- | lowee cnocod npuMeHeH!s
“3BOACTBEHHbIE / TUNOrpadCkie KOAbI: rpachuHeckie, Yuc- | (s pepakuuu «PacTsop Ans
M NeHHble, OYKBEHHbIEe, BHYTPUMbILLEYHOTO BBEAE-
apKUPOBKa
Labsling JononKUTENEHO MOXET BbiTh HAHECEHa MHOPMELNA ANA | Hus»);

MOHUTOPUHra ABWXEHWs NekapcTBeHHbIX npenapatos OT
npou3BoauTENs A0 KOHEYHOro ﬂOTpeﬁHTEHH, LononHu-
TENbHO MOXET BbiTb HAHECEH KOHTPOMb NEepBOro BCKPbl-
TR, [JONONHUTENBHO MOXET BbiTb HAHECEHA Cneynanusu-
pOBaHHas 3alUUTHAs Haknenka Ha OHON CTOPOHE KapTOH-
HOW Nayku,

The jollowing is printed on the carton pack in Russian:

— trade name (with the warning sign ®J;

— generic name;

—dosage form, including the administration rovte (text “Solution for in-
tramuscular injection”);

~ dosage, volume, number of doses in one vial (text “1 vial - | dose (0.5
mL)"):

~ q-ty of doses in a pack (for the carton packwith 1 vial / 1 dose, the text
is “l vial = | dose (0.5 mL)", fur the carton pack with 5 vials | dose
each, the text is "5 doses in a pack”):

~ logo of the manufacturing campany in the form of a graphic element
“SANOFI" in Latin letters;

— composition for | dose, including active substances, their content, and
the list of all excipients;

~ bateh No. of the packaged product (text "Batch:");

— mamfacturing date (text “Manufactured:");

— expiry date (text “Expiry date: "),

— storage conditions (text “Store refrigerated (2 10 8 °C) in the original
pack (carton pack) to protect from light. Do not freeze.”);

— dispensing rules;

~ bar code;

— name and country of the mamyfacturer being the legal entity — Mavket-
ing Authorization holder:

- f03vpoBka, OOBEM, Konu-
YecTso 403 B 1 dhrakoHe (B
pegakuuy «1 cnakoH - 1
nosa (0,5 mn)»);

— Konu4yecTsBo [03 B yna-
KOBKE (ANs naudkW KapToH-
HoM, conepxalleit 1 hnakoH
no 1 fose — BKMIOYEHO B pe-
nakymio «1 conakor - 1 gosa
(0,5 mn)»;

—~ NOroTUM KOMNaHwu npo-
u3BoaUTENS B BUAE CTUNK-
30BaHHOW Hagnucy naTtwd-
CKUMU Byksamu
(«SANOFI»);

— cocTas Ha 1 fo3y ¢ ykasa-
HWEeM HauMeHOBaHuW few-
CTBYIOLMX BELLECTB, UX KO-
NVHECTB W MepeqHA Haume-
HOBaHW BCEX BCMOMOra-
TeNbHbIX BELECTB;

— HOMep cepuy ynakosaH-
HOro mpenapara (B pepak-
uun «Cepusi»);

—:ara npoussoAcTea (8 pe-
fakuum «1povss.:»);
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