JAEKJIAPAIINST O COOTBETCTBUMA

JNEKJAPAHT, IPUHUMAIOIIHAI JEKJAPAIIMIO O COOTBETCTBUH
AO "Canogpu Poccus"

3apezucmpupoeano . Mesxcpationnasn uncnexyus MHC Poccuu Ne39 no 2. Mockee OTPH 1027739079940 om
19.08.2002

Aopec: 125009, 2. Mockea, yn. Teepcras, 0. 22. Tenegpon:8 (495) 721-14-00
B nuye: I'enepansusiii oupexmop Aoamsn H.B.
Hoeepennoe nuyo: Knoxosa FO.C., dosepennocms 6/n om 01.12.2017

3ASIBJISIET, UTO
Jekapemeernoe cpeocmeo. Posamuyun mabaemxu noxpeimeie nienounoi obonouxoii 1.5 mun. ME 8 wm.,

VRAKOBKU stueukosble Konmypnwle (2), nauku kapmonnsie, PY Ne IT N013418/01 om 02.06.2011 (dama 3amenw
14.11.2016) evroano CAHODPH-ABEHTHC ®PAHC, cepus Ul28, napmusa 8076 ynaxosox, 200en do

01.01.2021, npoussoocmea Canogpu C.n.A., Hmanus, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (AQ), Italy,

koo OKIT/2 21.20.10.191, koo TH B2 3004900002, koumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
Ne 9085297633 om 06.07.2018

COOTBETCTBYET TPEGOBAHUSIM
I N013418/01-020611 uzm. Ne 1-3

JEKJIAPALIHS TTIPUHSITA HA OCHOBAHHUH
npomoxon ucnoimanui Ne 1994 0 om 17.07.2018 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxkpeoumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC IT. @M08.C18508 om 17.07.2018
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CBEAEHUS O PETUCTPALIUA

OPT'AH IO CEPTHO®HKAIIMH, 3APETUCTPUPOBABII Ui JTEKJIAPAIIUIO

RA.RU.11®M08 OPIAH IO CEPTHO®HKAIIHH ITPONVKI[HH OBII[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIH KAYECTBA",

adpec opeanuzayuu: 115280, e. Mockea, yr. Macmepxosa, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmupurayuu.: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, sm. 5., men.:(495)788-02-88, e6-
caum. oykx.pe.

,[[EKJIAPW O COOTBETCTBUH 3APETUCTPUPOBAHA N2 POCC IT.®@M08./107354
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SANOF]

Canodu C.n.A. . Uramus

CEPTH®HUKAT AHAJIH3A
Posamaunn®, Tabaerku, nokpeiTeie nenounHoii oboaxoukoii, 1,5 man. ME Gincrepni -8-N2
Cepus: U128
Hata uzrorosnenus: 18/01/2018
T'omen no: 01/2021
HIATINO013418/01-020611
TECT HOPMA PE3YJIbTATHI
Onucanue MBOSKOBEINYKJIbIE, KpYIUIble TaBNeTKH, TNOKpBIThIE 000n04KkoH, 6eoro | CooTsetcTByeT
€ KPEMOBBIM OTTEHKOM LiBeTa. Ha onHoii cropoHe nmeercs rpaBHpOBKA
«RPR 107».*Bun na nonepeusom paspese: 6en0ro ¢ KpEMOBBIM
OTTEHKOM IIBeTa.
TonnuaHOCTE:
— CIIYpaMHUIIMHA Cmech okpaimnBaeTcs B po3oBHIii 11Ber. CootsetcTBYeT
Rf (o6pasua) = Rf(crannapra) Cooteercreyer
— THTaHa JUOKCHIOa HOHBH}ICTCH OpaHiKeBoe OKpainuBaHue. COOTBBTCTB}/GT
| Cpennssi Macca TabeTok * + 5 % ot TeopeTHuecKoii Macck TabreTok. 410,6 Mn
OnnopoanocTs o mMacce 2/20 oTkJIOHEHHE OT CpeHeH Macch! + 5,0%; Cootsercreyer
0/20 otknonenue ot cpenHei Maccep + 10%. CootBetcTByeT
Pacnanaemocts He 6onee 30 mumn. 12 muH.
Pacreopenue* He menee 85 % (Q) cnupamuumna nomiro NEPEHTH B pacTBOp uepes 101 %
30 MuH.
Poncreennsie coenynenns mobas eguHUYHAs HEHIEHTHOULMPOBaHHAs IPUMECh:He > 2,5 %; CootsetcTByeT
CyMMa npumeceli*: He Gonee 10 %. Cootserctayer
IloTeps B macce npu He Gonee 8 %. 3%
BBICYLIIHBAHHH*
Mukpobuonoruueckas Kareropus 3A CooteercTeyer
YUCTOTa*
Konuuectrennoe 1,425 - 1,575 man. ME 1,430 mr/Tabn.

colepixkanue CnUpaMHLIMHAa

* — nokasatenb BBeneH ($UpMOIi B COOTBETCTBUH ¢

TpeGOBaRMIMH, NpUHATHIME B PO K CTaHAAPTH3ALMY NaHHOH

JEKAPCTBEHHOH (OPMBI, W He BKIIOYEH B cepTHHKAT ananuza ¢upmbl. KauectBo npenapara mo stomy
T0KA3aTEO TapaHTHpyeTcs GHPMOH.
Hacrosmmm ceprudmkarom, yro gannas MH(OPMaLIHs COOTBETCTBYET JeHCTBHTEIbHOCTH, DTa cepus Orina
NPOM3BENIEHA N YNIAKOBAHA B MOJHOM COOTBETCTBHH C TpeboBannaMu GMP 1 MecTHBIX KOHTPOJHPYHOLINX

OpraHoB. JlaHHEIi nipeniapaT cOOTBETCTB

YT TOProBOH Mapke 3aperHCTPUPOBAHHOM B HMIIOPTHPYEMOH cTpaHe.

Cepus nponssenena, ynakoeana, TIpOaHAIM3NPOBaHa U 3aperHCTPUpPOBaHa B cooTeeTeTBUH ¢ GMP.

Pemenne: Brimymen

Ynonromouennoe nmuto: Dr. Alessandra Maurizio

/
Axpec: 125009, Mocksa, yn. Teepckas. 22. Ten.: (493} 721-1400. daxc: (495) 721-1411. wmv.szmoﬁ.rV

19/06/2018

AO «Canodm Poccus»




sanofi S.p.A,

Certificate of Analysis /

Certificate of Compliance SANQOF| vy

Strada Statale 17, Km 22

67019 Scoppite (AQ)
Italy

Tely +39 0862 717021 / 7151

Fax: +39 0862 714005

£,

GMID code:

Lotto/Batch:

Prod. /Mfg.:
Dossier Reference:

.,

Normative Document:

SCO 80012168

Rovamycine 1.5MIU,2x8cpr CP RU

Dosage form:TBLTS;Pack:Blister ALUPVC

00377627

U128

1B-JAN-2018
QUA-5C-2011-22064

Use before date: JAN-2021

Normative Document No.P N013418/01

[ SAGGI/TESTS

LIMITI/SPECIFICATIONS

RISULTATI/RESULTS

Aspetto / Appearance

Codifica / Code

-} Colore / Color
Reazione con H2504 /
Reaction with H2S504

TLC / TLC

{color reaction)
TESTS

{Q=80%;Ph.Eur.)

drying
TITQLO / ASSAY

TAMC (CFU/g
TYMC (CFU/g)

Escherichia coli

Titanio Biossido / Titanium Dioxide

Uniformita di massa / Uniformity of mass
Peso medio cpr / RAverage tablet weight
Disaggregazione / Disintegration

Dissoluzione / Dissolution

Perdita all'essiccamento / Loss on

Contenute medic Spiramicina -metodo

Ogni altra impurezza sconosciuta / Any

Controllo confezionamento/Packaging

CARATTERISTICHE / CHARACTERISTICS

Compresse rivestite biconvesse, rotonde Compresse rivestite biconvesse,

/ Biconvex Round film-coated tablets

rotonde / Biconvex Round

film-coated tablets

Stampa su un lato "RPR 107" / Engraved  Stampa su un lato "RPR 107" /

“"RPR 107" on one side

Da bianco a bianco crema / White to
creamy white

IDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN

Positiva / Positive

Engraved "RPR 107" on one side
Da bianco a bianco crema / White

to creamy white

Positiva / Positive

Positiva / Positive Positiva / Positive

fisicochimice / Spiramycin average unit
content-physicochemical method (MIU/cpr)
IMFUREZZE / DEGRADATION IMPURITIES (TLC}

individuzl unspecified impurity (%)

MICROBIOLOGICO / MICROBIQLOGICAL QUALITY

Positiva / Positive

Positiva / Positive

Conforme / Comply (Ph.Eur.} Conforme / Comply
Teorico 15% / Theoretical 15% 410.6 mg
<=30 min 12 min
>= 85% after 30' 101
<=8 & 3
1,425 :~71.575 1.430
< 2.5
<100
<= 1072 <100

Assente/g - Absent/g
CONTROLLO CONFEZIONAMENTO / PACKAGING MATERIAL CONTROL

Conforme / Comply

Assente/g - Absent/g

Conforme / Comply /
i

rap _coa_resultats v5
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Certificate of Analysis /
Certificate of Compliance SA N O F l

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 D862 714005

SCO B0D12168
Rovamycine 1.5MIU,2x8cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 00377627
Lotto/Batch: U128
Prod. /Mfg.: 18-JAN-2018 Use before date: JAN=-2021

Dossier Reference: QUA~SC-2011-22064
Normative Document: Normative Document No.P N013418/01

| SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS |

4 material control

R

-

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

the current GMP requirements of the local Regulatory Authority and with the specifications laid down in the
Marketing Authorization of the importing country. The batch processing, packaging and analysis 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,

Sanofi S.p.A.

il
JUahied Farson
Decision/Decisione: Approvato / Approved I, } ! 8&4&15(
H ‘ e e '
Date/Data: 19-JUN=-2018 17:51 (Y“QQLG £J

[ Qualified Person Decision

: o A (Dr. Alessandra Maurizigﬂ '
Responsible QA/Decisione QA: s Properzi Gianfranca

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