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HAHDOAEK MACINOPT KAYECTBA / CERTIFICATE OF ANALYSIS
Ne 40000029557 Bepcus | Version: 7
Bnauk / Form 1
HaumeHoBanue MeToaui H PesynbTartsl
nokasarens UcnbITaHuA s UCMBITaHUS
Parameter Test methods Specifisation Test resulls
BropuyHas ynakoska
Mo 1 cbnakoHy smecte ¢
Ynakoska TUCTKOM-BKI1aZbILEM B
Packaging nauvky KapToHHYt0
Secondary packaging
1 vial with a patient information
leaflet in a carton pack
Ha aTukerke hnakoHa Ha pyceKOM A3bIKE YKa3bIBAIOT: Ha aTtuketke drakoHa Ha
— TOProBoe HauMeHoBaHWe eKapCTBEHHOIO Npenapara (C | DYCCKOM A3blke yKasaHs!:
npesynpeauTensHoi Mapkuposkoi ®); — TOProBoe HavWMeHoBaHue
— PYNNUPOBOYHOE HAUMEHOBAHUE; NeKapCTBEHHOMo npena-
~ HanMeHoBaHue nekapcTBeHHOW hOpMbl, BKNKYaloWee | pata (C npeaynpeanTenb-
Ccnocod npumexeHus (B pedakumu «PacTsop Ans BHYTPU- | HOW Mapkuposkoi @);
MbILEYHOTO BBEAEHNAY); — pynnupoBOYHOE Haume-
- Ao3upoBKy, 0BbeM, konuyecTso [o3 B 1 thnakoHe (B pe- | HoBaHue;
fakunm «1 conakoH - 1 fosa (0,5 mn)»); — HauMeHoBaHve nekap-
— HaUMeHOBAHWE U CTPaHy NPOU3BOANTENS, ABNSAIOLLErocs | CTBEHHOW hOPMbI, BKMOYE-
¥ IOPUAMYECKAM JTULOM, Ha UMS KOTOPOro BbIAAHO per- | tolee cnocob npuMeHeHus
CTpayuoHHoe yaoCTOBEPEHE; (8 pepakuuu «PacTBop ANs
~ HOMEp Cepuy pacdacoBaHHOro npenapara (B peaakuni | BHYTPUMBILWEYHOrO BBeAe~
«Cepus:»); HUS.»);
— Aary npov3soacTea (B pepakuuu «Mponss.:»); — AO3upoBKa, 06bem, konu-
- [aTy OKOHYaHWs cpoka rofHocTu (B peaakunu «logeH |4ecTso 403 B 1 dnakoHe (B
o), pepakumu «1 dnakoH - 1
JononHutensHo MoryT BbiTh HaHECEHbI TEXHUYEeCkue Npo- | A4o3a (0,5 mn)»);
3B0ACTBEHHbIE / TUNOrpadckne Koabl: rpacduyeckue, Ync- |- HauMeHoBaHe W cTpaHa
nerHble, BykBeHHbIE. NPOU3BOAUTENS, SBNSIOLEe-
The following is printed on the vial label in Russian rocs 1 IOPUANNECKUM Nu-
—trade.nmne (with the warning sign ®); LIOM, Ha UMA KOTOPOro Bbi-
- generic name;
- dosage {orm. includinjq the administration route (text “Solution for in- ?:ggToaegee':aZ;rpauMOHHoe
ramuscular infection”);
mif;::; N - dosuge, vo/n{ne, number of doses in one vial (text 1 vial = | dose (0.5 ;a:'?g‘r%p n:zz::agzc?;agg:

ml)");

- nfm)le and country of the manufacturer being the legal entity ~ Market-
ing duthorization holder;

= batch number of the packaged product (text "Batch:");

- manufacturing date (text “Mamfactured:);

— expiry date (text “Expiry date:").

Additionally, technical manufacturing / printing house codes may be
printed: graphic, numerie, alphabetical.

Ha KapToHHOW Nayke Ha PYCCKOM A3bIKE YKa3bIBAKT:

- TOProBO€ HavMeHOBaHWe NeKapcTBEHHOro npenapara (¢
npefynpesuTensHon Mapkuposkon ®);

~ IPYNNUPOBOYHOE HauMeHOBaHKe,;

— HauMeHOBaHWE NEeKapCTBEHHOW (hopMbl, BKIIOHAKOLLES
cnoco6 npymeHexus (B penakuvu «PacTsop ANA BHYTpU-
MbILWEYHOro BBEAEHURAY);

— N03UpOoBKY, 06BLEM, KONUYecTBo 403 B 1 dnakoHe (B pe-
nakuuu «1 chnakos — 1 gosa (0,5 mn)»);

— KONMYECTBO 03 B YNaKOBKe (ANA Nauku KapToHHOW, co-
nepxaiyei 1 dnakoH no 1 fo3e — BKIIOHYEHO B peAakumnio
«1 cbnakoH — 1 go3a (0,5 mn)»; ANs Navkn KapToHHOR, co-
fAepxauwen 5 nakoHos ro 1 aose — npejcTaseHo B pe-
fakunu «5 403 B ynakosBke»);

~ NIOroTUN KOMMNaHUW NPOVU3BOAWNTENS B BUAE CTUNN30BEH-
HOW Hagnuen natuHokumy Bykeamn («SANOFI»),

nakuum «Cepus:»);

- AaTa NnpousBo/ACcTBa (B pe-
Aakumu «Mpouss.:»);

— fdaTa OKOH4YaHKA CpokKa
rofHoCTY (B pepakunn «lo-
OEH Ao:»);

[lononHUTEnNnbHO HaHeceHs!
TexHn4eckune npoussopn-
CTBEHHbIe / TUMorpadckue
Koabl: rpaduyeckue, uuc-
neHHble, BykBeHHbIE,

The following is printed on the vial
label in Russian:

~ trade name (with the warning
sign ©);

- generic name,

- dosage jorm, including the ad-
ministration route (text “Solution
Jor intramuscular injection”);

— dosage, volume, number of doses
in-one vial (text."]-vi dose
0.5 mL)")




