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101 awl:‘mpauuu opzanusayuu. Medsicpasionnan uncnexyun Pedepanvrol Hanozoeol caysicbvr Ne 46 no
keel0] _41.2'008, OI'PH 1027739079940, dama npuceoernus OI'PH 19.08.2002.
¢l 120009, 2 Mocxea, ya. Teepexas, . 22. Teneon/parc: 8 (495) 721-14-00 / 721-14-11

I'e; ' Hblti Oupexmop Mownoie O.A.

2 nuyo,; Cmenanosg C.C., doeepenrocme 6/n om (01.12.2017

AL1HEL gl Rl
AARIHET, * 0
aexap m‘ﬁ A ,e! apedcmeo. Posamuyun, mabaemru noxpsimyvle naerounol oboroyxoii 1.5 man. ME 8 wm.,
ynaxagru, ﬁ': Kogble KoRmypHbie (2), nauku xapmontvie, PY Ne IT N013418/01 om 02.06.201! (dama 3amenv:
14, I? 2006 \emdano CAHOPH-ABEHTHC ®PAHC, cepun Ul 35, napmus 7702 ynaxosox, 200en do
30.09 2(12,' odbeodcmea Canogu C.n.A., Hmanun, Sanofi S.p.A., S.8. 17 km 22, 67019 Scoppito (AQ), Italy,

K00 (QKIT f 7 Ib. 10.191, koo TH B3J] 3004900002, xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic
330265 om 26.04.2019

COOIBETCTBYET TPEBOBAHHSIM

T NOI34IB/01-020611 usw. Mo 1-3

JEKJAPAIIAS IIPHHSATA HA OCHOBAHAH

npo+ o uanbimanuii Mo 12360 om 07.05.2019 HIT 000 HIJ "®APMOSOPOHA", ammecmanm
axxpepumittuy OCC RU.0001.21 9140, Cepmugpuxam POCC IT.®M08.C39565 om 08.05.2019

g *‘ 1 EKJIAPALTHH 08.05.2019
IAPRTSS\EICTBATEL HA 10 30.09.2021
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OPTAH II0 CEPTHOHKALIMH, 3APETHCTPHPOBABINNI JEKJIAPALHIO
RA.RY.ITY M08 OPTAH 110 CEPTH®HKALHH IIPOJYKUHH OFLIECTBO C OI'PAHHYEHHO#

OTBEJCIBEHHOCTAIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA"

adpec of. :j_'ua u: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmughunayu 4, 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, geb-
catimioysnpe. |

JE ' PATIAS O COOTBETCTBHH 3APETHCTPAPOBAHA M POCC RU A-IT.PMO8.A.23439/19

PATTAN 08.05.2019
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SANOF|
CEPTU®HUKAT AHAJIM3A/ CEPTHOHUKAT COOTBETCTBUSA

Canodu C.nLA.,

Strada Statale 17, km 22

67019 Scoppito (AQ), Italy
Tenedon: +39 0862 717021/7151
Paxkc: +39 0862 714005

SCO 80012168

Popamuuun 1,5 man. ME, 2x8 tabaerox CP PY

JlekapcTBenHas gopma: Tabnetkn  Ymaxoska: 6nuctep Ano/TIBX
GMID koa: 00377627
Cepus: Ul35

Harta npoussoactea: 30-OKT-2018 Jata ucTeueHHs CpoKa rogHOCTH: CEH-2021
Jlocse B cootBercTBHE ¢ QUA-SC-2011-22064
HopMatusnsiit nokymeHnT: HopMaTtueHeli gokyment Ne P N013418/01

TECTBHI CIIENMPHUKIITNHA PE3YJBTATHI

XAPAKTEPUCTHUKH

Onucanue JIBORKOBBINMYKIIbIE, KPYTAbIE TAONETKH, JIBOAKOBBIMYKNBIE, KPYLAble TabneTky,
NOKPLITHIE NNeHOYHOH 0bomouKoi MOKPLIThIE MNEHOYHOH 000RQUKO

Koa Ha onaxoii ctopone uMeetcs rpasuposka | Ha oamoii cTopore uMeercs
«RPR 107» rpasupoeka «<RPR 107»

Liger Ot 6enoro go Genoro ¢ KpeMoBbIM Ot Genoro no Genoro ¢ KpeMoBBIM
OTTEHKOM OTTEHKOM

MoanuuHOCTL CIUpaMULIHHA

Peakuus ¢ H>SO, [Tonoxurensnas INonoxurenpHas

TCX [onoxurtensHas Tlonoxkurtensuasn

Turana guokcHa (LBeTHa [TonoxurensHas [onokurensHan

peaKu1s)

HUCIIBITAHUA

OanopogHoCTs NO Macce Cooreetcteyet (EBp. ®apm.) CooteetcTBYyeT

CpenHsa Macca TabNeTok Teoperuueckas Macca +5 % 403.6 mr

PacnagaemocTh < 30 MuH. 12 mun

Pactsopenue = 85 % uepes 30 muH 102

(Q=80 %:; Epp. Dapm.)

IoTeps B Macce npu <8% 3

BBICYLIHBaHHH

KOJIMYECTBEHHOE

OIMPENEJEHHE

CpenHee coaepxatne Or 1,425 no 1,575 1.441

CMNHpaMHLIMHA B OQHO#
Tabnetke — pU3HKO-
XuMHUueckHii metos (MNH. ME)

IMMOCTOPOHHUE IMPUMECH
(TCX)

JIiobas eauHuuHas <25 <2.5
HEeHWAeHTHHLIMPOBAHHAA
npuMecs (%)
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Ny

SANOFI
CEPTU®UKAT AHAJIN3A/ CEPTHO®HKAT COOTBETCTBMSI

Canodpu C.LA.,

Strada Statale 17, km 22

67019 Scoppito (AQ), Italy
Tenedon: +39 0862 717021/7151
Dakc: +39 0862 714005

SCO 80012168

Posamuuun 1,5 man, ME, 2x8 Taéaerox CP PY
JlexapcTBenHasa dopma: Tabnetku  Ymakoska: Gnauctep Amo/TIBX

GMID kox: 00377627
Cepus: U135

Hara npoussoacrea: 30-OKT-2018 Hata ucTeyeHus cpoka romHoOCTH: CEH-2021
Hocse B cootBetcTBHH ¢: QUA-SC-2011-22064
HopmatupHelii zokyment: Hopmartusueii qoxyment Ne P N013418/01

TECTBI CIHEIIHPHUKIIMHA PE3VJIBTATBI

MHKPOBHOJIOTHYECKAA
YUCTOTA

TAMC (KOE/T) <10° <100

TYMC (KOE/r) <10? <100
Escherichia coli OrcyTcTBHe/T OrtcyTeTBHE/T

KOHTPOJIb
YINNAKOBOYHOI' O CooTBeTCTBYET CooteeTcTBYET
MATEPHATTA

MukpoGronoruyeckuii aHatu3 OCHOBAH Ha PErMCTPALMOHHOM J10ChE M Ha BHYTPEHHell Mpouemype miomanku. Dta
cepus Gbina MpoM3Be/IeHa, BKIIOYAA YNIAKOBKY M KOHTPO/bL KAYECTBA, B TIONTHOM COOTBETCTBUM C TpeboraHuAMH GMP
MECTHOTO PEry/IHPYIOLIEr0 OPraHa H ¢ CrieunpUKaUMAMH HOPMAaTUBHON NOKyMEHTALHH CTpaHbl-uMnopTepa. OTYeTHI
O MPOU3BOACTBE CEPHH, €€ yNaKoBKE U aHanK3e ObIIM MPOBEPEHB! M MPH3HAHBI COOTBETCTBYIOLUUMH. OTKIOHEHHS B
Ka4ecTBe, CCJIH TAaKOBBIE WMEAHCH, ObUIM MONHOCTLID HCCENOBAHbl H paspelenbl. HacTosmuM noatsepskaalo, 4To
NpHBEAeHHaR Bblille HHGOPMALHUA ABNAESTCA AOCTOBEPHON H TOUHOH,

Pewenue: YTeepkaeHo
Hara: 25/04/2019
Ynonuomouennoe auuo: [ponepun xandpanka (Properzi Gianfranca)

Mlevate/: Canodu C.n.A. * YnonHomoueHHoe nuuo * (Aneccanapa Maypuumo (Dr. Alessandra Maurizio))

MTloanucy/

10T cepTudHKaT aHanu3a nposepeH LIMS u noanKcaH 3fekTpoHHo.
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AQ «Canodm Poccns
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Certificate of Analysis and

sanofi S.p.A,

Conformance

SANOFI .7

Stabilimento: SCOPPITO
Strada Stacale 17, Km 22
67019 Scoppito (AQ]
Ltaly
Tely +39 0982 717021 / 7151
Fax: t39 0R&2 714005
[ SCO_80012168
Rovamycine 1.5MIU,2x8cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC
GMID code: 00377627
Lotto/Batch: U135
Prod. /Mfg: 30-0CT-2018 Scad. /Exp.: SEP-2021
Dossier reference: QUA-5C-2011-22064
Normative Document: Normative Document No.P N013418/01
SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

CARATTERISTICHE / CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colaore / Color

Reazione con H2S04 /

Reactiovn with HZS04

TLC / TLC

Titanio Hiossido / Titanium Dioxide
[color reaction}

TESTS

Uniformitd di massa / Uniformity of mass
Peso medio cpr / Average Lablel weight
Disaggregazione / Disintegration
Dissoluzicne / Dissoluticn
(0=80%;Ph.Eur.)

Perdita all'essiccamente / Loss on
drying

TITGLO / ASSAY

Contenuto medie Spiramicina -metodo
fisicochimico / Spiramycin average unit
content-physicochemical method (MIU/cpr}
IMPUREZZE / OECRADATION IMPURITIES (TLC)
Ogni altra impurezza sconesciuta / Any
individual unspecified impurity (%)
MICROBIOLOGICO / MICROBICLOGICAL QUALITY
TAMC (CFU/q)

TYMC (CFU/q)

Escherichia coli

Controilo confezionamento/Packaging

Compresse riveatize biconvesse, rotonde

/ Biconvex Round film-coated tablets

Stampa su un lato "RPR 107" / Engraved
"RPR 107" on one side
Da blanco a bianco crema / White to

creamy white

TDENTIFICAZIONE SPIRAMICINA / IDENTIFICATION SPIRAMYCIN

Positiva / Positive

Positiva / Posicive

Positiva / Positive

Conforme / Comply (Ph.Eur.)
Teorico 15% / Theoretical t5%
<=30 min

>= 85% after 30°

<= § i

1.425 - 1.575

<= 2.9

<= 10*3
<= 1042
Assente/g - Abszent/g

CONTROLLO CONFEZIONAMENTO / PACKAGING MATERLAL CONTROL

Conforme / Comply

Compresse rivestite biconvesse,
rotonde / Biconvex Round
film-coated tablels

Stampa su un late "RPR 107" /
Engraved "RPR 107" on one side
Ds bianco a bianco crema / White
to creamy white

Positiva / Positive

Posibiva / Positive

Positiva / Poslitive

Conforme / Comply
403.6 mg

12 min

102

1.441

<2.5

<100
<100
Assente/g - Absent/g

Conforme / Comply
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Certificate of Analysis and

Conformance SA N O F | b§

Stabilimento: SCOPPITO

sanofi S.p.A.

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

Tel: +39 0B62 717021 / 7151
Fax: +39 0862 714005

8CO_B0012168
Rovamycine 1.5MIU,2x8cpr CP RU
Dosage form:TBLTS;Pack:Blister ALUPVC

GMID code: 003717627
Lotto/Batch: U135
Prod, /Mfg: 30-0CT-2018 Scad./Exp.: SEP-2021

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

SAGGI/TESTS LIMITI/SPECIFICATIONS RISULTATI/RESULTS

material control

w— et
= AT

Microbiological Analysis 1s carried out as skip test. Test frequency 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 dawn in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis receords have been reviewed and found to be in compliance.

Quality deviations, 1if any, have been fully investigated and authorized.

The potential impact of the deviation on guality, safety or efficacy of the batchies) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

Sanofi S.p.A. I

Qualifieg Person

Dacision/Decisiona: Approvate / Approved
Date/Data: {5 04- 20138 &}J" IZQ‘S
Responsible QA/Decisione QA: (CQ TS g»(‘owﬁ fe (Dr. Alessandra Maurizio)/{r :
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