Cepruduxkar anaausa /

Cepruduxar cepuu S A N O F | J
«CAHO®IM BVHTPOII MHOYCTPUA»

56, po mo lyasm-o-Bak I[lpom3BOOCTBEHHAA IJomanka : KoMIbeHb
60205 KOMIIBEHL, Cemexc-®paHuus

Tesm.: + 33 (0) 3.44.38.44.38

daxc: + 33 (0) 3.44.40.49.49

CMP 81373310
Pynup 150 mr Tabmerxm BJI10 M36 Poccus

Homep cepumn : OKT6eM Ilara nNpou3BOOCTBA : 25-ABI'-2020

OF : 000009238374 JlaTa mcredeHMs cpoka T'OOHOCTU : M0JI-2023

dopMa BHITyCKa : BmycTep 1x10

Tun : TabneTKM, INOKPEITHE I1JIEHOUWHOM OOOJIOUKOM CTpaHa HOpomaxn Poccurickas den.
Kon ceprmpmrara anHammsa : CMP F2731358P1 Bepcusa ceprudmkara aHammsa 6

HNCIIBITAHUSA CIIEIlUPUKALINN PE3YJIBTATHI

CcrJIKa Ha MeTon CMP-SPEC-00145 V3.0

OIIMICAHVE Benble, OBOSAKOBBIIYKJIEE, LUIMHIOPUYECKON CooTBeTCTBYET
bopMEI TAOJIETKM, IIOKPBITHE I[1JIEHOYHOM
0OOJIOUKOM, AMaMeTpoM 9 MM C T'PaBMPOBKONM
164 Ha OIHOM CTOPOHE.

INOMJIMHHOCTB

[IOJIOXNT €JIb HEIA [IOJIOXM T €JIb HEIL
- PoxcurpoMmumH (BIXX)

KOJIMYECTBEHHOE OIIPEIEJIEHVE

- PoxcurpoMuuuH (BOXX) Or 143 gmo 157 mMr/Tab B mepecueTe Ha 148 mr/rabn
CPEenHI Maccy

VICIIHTAHNMA

- IIOCTOPOHHME IIPVMMECK (BOXX)
BrmoJiHAETCA IepromndeCcKu

. RU39001 He OGosiee 0,5 % <0,1%
. RU39342 He OGosiee 0,5 % <0,1 %
e Jlobas HeumeHTMOMUMPYyeMas MpPUMeCh He Gosnee 0,5 % 0,2 %
. CyMMapHOe coIepXaHue Ipumecett He Bomee 2,5 % 0,7 %
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HNCIIBITAHUSA CIIEIIUPUKALINN PE3YJIBTATBI

-PACTBOPEHME

Q = 70 % uepez 30 MMHYT (BHIIOJIHSAETCSH

epuoauYeCcKn)

Crammsa 1: KonmuecTBO enmmMHMI, M3 6 C 0 0

comepxaHueM MeHee Q+5% OT 3asgBJIEHHOTO

KOJIMUeCcTBa
—-PACIAIOAEMOCTB He Gomee 20 MMHYT 3 MMHYTH
—CPEJIHSAS MACCA Or 204 mo 226 Mr 215 mr

-OHOPOOHOCTHE IIO MACCE
CoorBeTcTByeT TpeboBaHMAM EBp.d.
KomuuecTtBo enmuHuu m3 20, KOTOpHE He 6omee 2 0

HaxonaTcsa 3a npenejavMm = 7,5 $ OoT cpenHen

MaCCEL

KomuuecTtBo emmuHuu ms 20, KOTOPEE 0 0
HaxondaTcsa 3a npenejaMmu = 15 % oT cpenHen

MaCCEL

«CAHO®IM BUMHTPOII MHOYCTPUA» — npasonpeeMHUMK «ABEHTUC MVHTEPKOHTMHEHTAJ», npasonpeeMHMK «ABEHTUC OAPMA CIEIMAJIUTUCY,
npaBonpeeMHUK «YCUDAP» .

JuueHsus Ha npomusBoncTso N: M20/017.

HacroammMm A IOINTBepXIaio, UYTO IpuBeIeHHas Beme uHOOpMauMsa ABJIAeTCA BEePHOM M TOuWHOM. J[laHHasA cepusa M[OPOIOyKTa
npomspeneHa, BK/oYasd YINaKOBKY M KOHTPOJIb KauecTBa, B IIOJIHOM COOTBETCTBMM C TpeboBaHMAMM Hamjexamel NPOM3BOICTBEHHON
npakTuky (GMP) MecTHOT'O PerysJsaTOpPHOTO OpraHa, a TaKxXe CcoO cheumomraumsaMmu, yKas3aHHEM B PerMCTPalVOHHOM YHOOCTOBEPEHUM
CTpaHE-MMIOPTEpa. 3ammMcu MO [POM3BONCTBY, VYIAKOBKE U aHalM3y cepuu ObUIM MPOBEPEeHH U [IPM3HAHH COOTBETCTBYIMMA
TpeboBaHmaM GMP.

Ceprupmrar coorsercTBus GMP: 2020/HPF/FR/068

PemeHue OIOBPEHO
HaTa NPUHATUA PeleHUA 01-AIIP-2021 19:19
[IpOBM30pP MO KadeCTBY/YNOJIHOMOYEHHOE JIMIO M. Muniz

JaHHB cepTuOukaT aHanmM3a [OANMCAH BJIEKTPOHHOM IONNMCHIO UYepes BalMIMPOBAaHHYH cucremy LIMS
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Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
56, Route de Choisy-au-Bac
60205 COMPIEGNE, France

Tel : + 33 (0) 3.44.38.44.38
Fax : + 33 (0) 3.44.40.49.49

SANOFI .2

Usine Compiegne

CMP 81373310
RULID 150MG TABCO BL10 M36 RU

Lot number OKTeM Manufacturing Date 25-AUG-2020
OF 000009238374 Expiry Date JUL-2023
Presentation BLTI 1 X 10

Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F2731358P1 Version CoA 6

.

Tests Specification Results

Method reference

DESCRIPTION
White, biconvex, cylindrical
film-coated tablets, 9mm in
diameter, engraved 164 on one
face.

IDENTIFICATION

- Roxithromycin (HPLC) Positive

ASSAY

- Roxithromycin (HPLC) 143 to 157 mg/tab of AM
TESTS

- RELATED SUBSTANCES (HPLC)

Performed periodically

RU39001 <or =0.5%
RU39342 <or = 0.5 %
Any other degradation product < or =0.5%
Total of degradation products < or =2.5%

CMP-SPEC-00145 v3.0

Satisfactory

Positive

148 mg/tab AM
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Certificates of analysis /
Batch certificate

SANOFI WINTHROP INDUSTRIE
56, Route de Choisy-au-Bac

60205 COMPIEGNE, France

SANOFI .2

Usine Compiegne

Tel : + 33 (0) 3.44.38.44.38
Fax + 33 (0) 3.44.40.49.49
~
CMP 81373310
RULID 150MG TABCO BL10 M36 RU
Lot number OKTeM Manufacturing Date 25-AUG-2020
OF 000009238374 Expiry Date JUL-2023
Presentation BLI 1 X 10
Type TABLET, FILM COATED Market Name Russian Fed.
Certificate Name CMP F2731358P1 Version CoA 6
. v
2
Tests Specification Results
- DISSOLUTION
Q = 70 % after 30 minutes (Performed periodically)
Stage 1 Number of units out 0 0

of 6 < Q + 5 % of label claim

- DISINTEGRATION < or = 20 minutes

- AVERAGE MASS 204 to 226 mg

- UNIFORMITY OF MASS

Complies with Eur.Ph. requirements

Number of units out of 20 < or =2
outside of + or - 7.5 % of average mass

Number of units out of 20 0
outside of + or - 15 % of average mass

3 minutes

215 mg

SANOFI WINTHROP INDUSTRIE is the successor of AVENTIS INTERCONTINENTAL,
successor of USIPHAR.

Manufacturing Authorisation Number M20/017.
manufactured,
Regulatory Authority

successor of AVENTIS PHARMA SPECIALITES,

I hereby certify that the above information is authentic and accurate. This batch of product has been
including packaging and quality control in full compliance with GMP requirements of the local

and with the specifications in the Marketing Authorisation of importing country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Certificate of GMP Compliance: 2020 / HPF / FR / 068

~

Decision Accepté/Accepted

Decision Date 01-APR-2021 19:19

Quality Pharmacist/Qualified person M. Muniz
. 7
This certificate has been electronically signed from a validated LIMS.
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