HAEKJIAPAIINSA O COOTBETCTBHHA

AEKJIAPAHT, IPHHUMATOUIUHA AEKNAPAITHIO O COOTBETCTBHA

AC "Canogu Poccua”

3apezucmpupoearo . Meacpationnasn uncnexyuns MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002 '

Adpec: 125009, 2. Mocxea, ya. Teepexas, 9. 22. Tenegpon:8 (495) 721-14-00

B nuye: I'enepanviuiii dupexmop Adaman H.B.

Hosepennoe nuyo: Knoxosa FO.C., dosepennocnm 6/4 om 01.12.2017

3AABASIET, UTO

nexapcmeentoe cpedcmeo. Posamuyun mabremxu Roxkpeimvie nieHouHodl obonouxoii 1.5 mun.ME 8 wm.,
ynawxosxu a4etixossie Konmyprvie (2), nauku kapmownnvie, PY No I N013418/01 om 02.06.2011 {Damua 3amensl
14.11.2016) evidano CAHOPH-ABEHTHC GPAHC, cepun U129, napmun 5580 ynuxoeok, 200ew do
01.03.2021, npouseodcmea Canoghu C.n.A., Hmanus, Sanofi S.p.A., 8.8. 17 kan 22, 67019 Scoppite (AQ), Italy,
x0d OKII12 21.20.10.191, xod TH B3JT 3004900002, Koumpaxm Ne 250/40056192/F-2 om 20,10.2010, unsoiic
Ne 9085291893 om 22.05.2018

COOTBETCTBYET TPEEOBAHUSIM

IINOI3418/01-020611 uzn. J\@ 1-3

AEKJIAPAIIHS IIPHHSATA HA OCHOBAHHH

rpomoxon ucneimanuil Ne 1490 0 om 04.06.2018 HJT 000 HIJ "GAPMOEOPOHA". ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmuguxam POCC IT. OMOS.C15216 om 04.06.2018

ASEJIEKNAPALTH 04.06,2018
AEASTBATEILHA JO 01.03.2021
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CBEJIEHHSI O PETAICTPAIIMH

OPTAH 110 CEPTH®HKAITHH, 3APETICTPHPORABII KL AEKJIAPAITHIO

RA.RU.11 M08 OPIAH IO CEPTHOHKALIHY HPONVKIHHA OFIHECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPY)KHOM IJEHTP ROHTPOJIT KAYECTBA “

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, ee6-
caim: oyrx.pep. LN

AEKJTAPAIIASA O COOTBETCTBHM 3APEFUCTPUPOBAHA M POCC IT.OM08.7102677
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Canodu C.n.A. Uranus

CEPTHO®HKAT AHAJIM3A

Posamuunn®, radaeTku, n0KpuIThie MIEH0YHOH 06010%K0H, 1,5 Man. ME Osancrepnr ~8-N2

Cepus:

U129

Hara usrotosnenus: 09/03/2018

Tonexr no:

03/2021

HJI II NO13418/01-020611

TECT HOPMA PE3YJIBTATBI
Onicanne HBOAKOBBINYKbIE, KPYyTible TabneTku, NOKPLIThE 060I0uKOi, Henoro CooteercTryer
¢ KPEMOBBIM OTTEHKOM LBeTa. Ha onHoii cTopoe HMeeTea rpaBipoBKa
«RPR 107».*Bux na nonepeunom paspese: 6ea0ro ¢ KPeMOBHIM
OTTEHKOM LIBETA.
HoanuHuoCTE:
— CIIUpAMHLMHA Cmech oxpalunBaerca B pO3OBbil 11BET. CooreercTByeT
Rf (o6pa3ua) = Rf(crannapra) CooTtetcTRYET
— THT&HA JHOKCHIA Ilogsasercs OpPaHXKCBOE€ OKpallilHBaHHE. CooTeeT CTBYeT
Cpennss Macca Tabnetok * |+ 5 % ot TeoperHueckoii Macchl TaGneTok. 404,8 mn
OnHOPOAHOCTH MO Macce 2/20 oTkROHEHME OT cpeiHei Macchl + 5,0%; CooTBeTcTBYET
0/20 oTkoHeHHe 0T cpentiei Macenl + 10%. CootsetcTBYET
PacnagaemocTs He 6onee 30 mun. 7 MHH.
Pactropenne* He menee 85 % (Q) cnupaMuLKKa JTOJDKHO NepefiTH B pacTBOP Hepes 100%
30 mun.
PoacTeennbie coenuHeHHs n0bas eNMHHYHAs HEeMAEHTUDHUMPOBAHHAA IPUMeChk:He > 2,5 % Coorsercreyer
cymMma npumeceii*; ne Gonee 10 %. CoorsercTayer
[MoTepsa e Macce npu He Gonee 8 %. 3%
BBICYILHBAHUM *
Muxkpobuonornueckas Kareropus 3A CooTeeTcTRYRT
HYHCTOTA*
Konudecreennoe 1,425 - 1,575 man. ME 1,466 mr/Taba.

COOepXKaHHE cnHpaMylinHa

" — nokasatens BBeaeH GUPMOH B COOTBETCTBHH C TPeGOBAHUSMM, IPUHATLIMA B PD Kk cTaHNapTH3aLHK JaHHOM
NeKapcTBERHOH (GOPMBI, ¥ He BrO4eH B cepTHguKar aHanusa Qupmel. KavyecTBo mpemapata 1o 3ToMy
MOKa3aTeNo rapasTupyeTca GupMoi.
Hacrosmum cepruduxaroM, 4o nannas HHGOPMAUS COOTBETCTBYET AEHCTBHTENLHOCTH. JTa cepus Gbina
MPOU3BEACHR K YNAKOBaHA B II0IHOM COOTBETCTBUM ¢ TpeGoBaHHAMM GMP 1 MeCTHBIX KOHTPONHPYIOIIHX
opraHoB. JlaHHbIA npenapar COOTBETCTBYET TOProBO# MapKe 3apericTPUPOBAHHON B MMITOPTUPYEMOi cTpaHe.
Cepusa nponspenena, ynakosaHa, NpOaHA/IN3UPOBAHA H 3apPerMCTPHPOBAHa B COOTBETCTBHH ¢ GMP.

Pemrenue: Bemyuen

24/04/2018

VnonoMouennoe nuuo: Dr. Alessandra Maurizio

Crpannua | nz ]

AQ «Canodin Pocens»

Aapec: 125009, Mockia, ya. Teepexan, 22, Tea: (493) 721-1400. dake: (4933 721-1411. www.sanoli.ru




Certificate of Analysis /

Certificate of Compliance S A 5\5 @ - E ﬁ

sancfi S.p.A,

Strada Statale 17, Km 22
67015 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +38 0BE2 714005

SCO 80012168

Rovamycine 1.35MIY,2x8cpr CP RU
Dogsage form:TBLTS;FPack:Blister ALUPVC

GMID code: 00377627

Lotto/Batch: uLze

Prod. /Mfg.: 9-MAR-2018 Use before date: MAR-2021

Dossier Reference: QUA~SC-2011-~22064

Normative Document: Normative Document No.P N0O13416/01

[SAGGI/TESTS = 'RISULTATI/RESULTS

CARATTERISTICHE / CHARACTERISTICS
Aspette / Bppearance

Codifica / Code

Colore / Color

Reazione con H2504 /

Reaction with H28504

TLC / TLC

Titario Bicssido / Titanium Dioxide
{color reaction)

TESTS

Disaggregazione / Dlsintegration
Lisscoluzione / Dissolution
(C=B0%;Ph.Eur.)

Perdita all'essiccamento / Loss on
drying

TITOLO / ASSAY

Contenuto medio Spiramicina -metode

" LIMITI/SPECIFICATIONS

IDENTIFICRZIONE SPIRAMICINA / IDENTIFICATION SFIRAMYCIN_.

Uniformita di massa / Uniformity of mass

Peso medio cpr / Bverage tablet weight

Coméggséé;;;ve§ti£e_biqonvesse,;?Qtoﬁde
/ Hiqénﬁ?k:Souﬁdeiimfcéa;g¢_tab;gts s

S;ampa_sﬁ:gﬁ iét
"RER 107" .on one side '

Da_biap;q'a_hléhcb ¢£eﬁq'] ﬁhi;e_td __f_l

creamy white .-

Posi;ﬁ?é /_?osit;vé_-_:'h

Positiva / Positive
Positiva / Positive

Conforme / C@ﬁply {Ph.Eur.)
Teorico 13% / fhéo;gtical 15%
<=30 min ol
>= 85% a:ter 30'_

=B %

ﬁﬁ?#ﬂib?“:lugng#évgd:..

Compresse rivestite biconvesse,
rotonde / Biconvex Round
film~coated tablets

Stampa su un lato "RPR 107" /

" Engraved “RPR 107" on one side

Da bianco & blanco crema / White

S to creamy white

. Positiva / Positive

Positiva / Positive

‘Positiva / Positive

Conforme / Comply

" 404.8 mg

7 min
160

"1.466

TAMC {CFU/g)
TYMC (CFU/gQ)

Escherichia coli

fisicochimico / Spiramycin average unit

Controlle confezicnamente/Packaging

1.425 « 1.87% .

content-physicochemical metheod (MIU/cpr)
IMPUREZ2ZE / DEGRADATION IMPURITIES (TLC)

Ogni aitra impurezza sconcsciuta / Any <= 2.5
individual unspecified impurity (%)
MYCROBIGLOGICO / MICROBIOLOGICARL QUALITY

<= 10~3
<= 102
Bssente/g - Absent/g

CORTROLLO CONFEZIONAMENTCO / PACKAGING MATERIAL CONTROL

Conforme / Comply

"t c2.5

S <100

<1900
Assentefg - Absent/g

Conforme / Comply

Iap toa_resultate vk

Psge 1 / 2




Certificate of Analysis /

Certificate of Compliance SANO =1 ﬁ

sanofi §.p.A.

Strada Statale 17, Km 22
67013 Scoppito (AQ)
ITtaly

Tel: +3% 0862 717021 / 7151
Fax: +39 0862 714G03

5CC 80012168
Rovamycine 1.5MIU,2x8cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPRVC

GMIP code: 00377627
Lotte/Batch: Ulzoe
Prod. /Mfg.: 9-MAR-2018 Use befeore date: MAR~-2021

Dossier Reference: QUA-3C-2011-22064
Normative Document: MNormative Document No.P NO13418/01

\

SAGGI/TESTS LIMIT]L/SPECIFICATIONS RISULTATI/RESULTS }

material control ’

Microbiclogical Analysis is based on the registration dossier and site internal procedure. This batch of product
has been manufactured, including packaging and Quality Contrel, in full compliance with

the current GMP requirements of the local Regulastory Authority and with the specifications laid down in the
Marketing Authorization of the importing country. The batch processing, packaging and analysiz records have been
reviewed and

found to be in compliance. Quality deviations, if any, have been fully investigated and authorized. I hereby
certify that the above information are authentic and accurate.

{ Qualified Person Decision Sanofi S.p.A. }
Decision/Decisiona: Approvate / Approved Qualidigd Person
Date/Data: 24-APR-2018 14:21 2 w&uﬁ\ztx l@ “ﬁk?
Responsible QA/Decisicne QA: Properzi Gianfranca (Dr' Alessandra Maurizio)ﬂfé’_

This Certificate of Rnalysis has been electronally signed from a validated LIMS.
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