JEKJIAPAIINAS O COOTBETCTBUHU

AEKJIAPAHT, IPHHUMAYOIHUH JEKJIAPAITAIO O COOTBETCTBUH
AO "Canogpu Poccus"

3apezucmpuposarno : Mexcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mocree OFPH 1027739079940 om
19.08.2002

Aopec. 125009, 2. Mocxea, ya. Teepcras, . 22. Tenegpon.8 (493) 721-14-00
B nuye: Ienepanensiti dupexmop Adamsan H.B.

- Hosepennoe nuyo: Kuoxosa 10.C., doeepennocms 6/w om 01.12.2017

3AMABJSIET, UTO

Aexapcmeennoe cpedemeo: Amapun mabremxu 3 M2 15 wm., ynakoexu aueiixosnie KoumypHBlE (2), navky
xapmonnsie, PY No I1 N015530/01 om 23.03.2009 (dama samenvt 13.12.201 6) evidano Canogpu-Asenmuc
Hoiunand Im6X, cepun B709, napmun 39064 ynaxogox, zoder do 01.12.2020, npoussodcmea Carnogpu C.n.A.
Hmanun, Sanofi S.p.A., S.5. 17 km 22, 67019 Scoppito (410), Italy, koo OKII){2 21.20.10.119, kod TH BOJ
3004900002, xoumpaxm Ne 250/40056192/F-2 om 20.10.201 0, unaotic Ne 9485054812 om 17.01.2018

2

COOTBETCTBYET TPEBOBAHUSIM
T NO15530/01-070410 usm. Ne 1-5

JAEKJTAPALIMS ITPHHATA HA OCHOBAHUH
npomokon uchvimanui No 202 06 om 24.01.2018 HJT 000 HI] "®APMOBOPOHA" ammecmam akxpeoumayuy
POCC RU.0001.21DJ140, Cepmugpurxam POCC IT. OPMOS.CO5467 om 24.01.2018

gfmmuﬂ‘h{tﬁgTBnTmHA 10 01.12.2020
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CBEJAEHMS O PETUCTPALIUU

OPTAH ITO CEPTH®HUKAIINU, 3APETHCTPUPOBABIII M JAEKJIAPAITHIO

RA.RU. 11 DMO8 OPIAH 10 CEPTHOHKALIHH ITPOOVKIIHH OBHIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XXHOH HIEHTP KOHTPOIS KAYECTBA ”

aodpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, 2. Mocxea, yn. Macmeprosa, 9. 4, 5, men. : (495)788-02-88, ee6-catim: oyxx.peh.

,I[EKJL?PAHHH 0 COOTBETCTBUM 3APETMCTPUPOBAHA N POCC IT. dOM08.[489746
AATAPEIHCTPALIY 24.01.2018
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SANOFI

Canodu C..A., Utanus
Stabilimento di Scoppito 1-67019
Scoppito (L'Aquilla) Italy

Cepusi:

B709

CEPTH®HKAT AHAJIN3A

Amapua®, Tabaerku 3 Mr 6ancrepb: — 15-N2

Hpouzeenen: 04/12/2017

Tonen no:

12/2020

HJT TINO15530/01-070410

IHOKA3BATEJIHN HOPMBI PE3VYJIBTATDHI
Onucanue Tabnetxy Gneano-kEnToro npera, NpOACITOBaTEIE, CoorBeTcTBYyeT
TNINOCKKe, C pa3ie/HTeNbH0H PUCKOii Ha 00euX CTOpOHaX.
I'pasnposka NMN u crrimzosannas «h» Ha IIBYX CTOPOHAX
Cpeanss macca tabnerox* | 170 mr = 7,5%. CooreeTcTBYET
Onuopoanocte no macee* | He menee 90% (] 8/20) TabneTok MOryT MMETB OTKIOHEHHE CooTBeTcTBYET
* 7,5% ot cpeaneit Macchl Tabnetok, U He Gonee 10%
(2/20) TabreTok MOTYT HMETh OTKJIOHEHHE = 15% oT CooTBeTCTBYET
cpenHei Macchl TabeToK.
Pacreopenne He menee 80% (Q) ot 3asenennoro CONEPKAHUS i01%
TIMMETIHPHU A IOJKHO MEPeHTH B pacTBOp yepes 15 MUHYT.
Moanunnocts Rt (0Opazua) = Rt (cranpapra + 3%). CoorseTcTRYET
PIIMMenHpuaa
Ponctrenubie - NIMMenupua — cyasonaMua ke donee 0,4% 0,1 %
coeAHHeHus* ¥ - COAepXKaHHe NPYTOH eAMHHYHOI puMecH He Gonee 0,2% CoorsercTRYET
- CYMMapHOe ColepxKaHHe Npumeceiiie 6onee 0,9% 0,1 %
OnHopoaHocTs 85% - 115%. OrtHocuTeabHoe CTaHAApT. OTKI. < 6,0 Y. CooreetcTRyeT
JO3HPOBAHUS
KonmnuecTsenHoe 2,78 - 3,15 mr/rabnertky. 3,08
conepiKaHHe
rauMenupuna**
Muxpobronornueckas Kareropus 3 A. CooreercTRYET
yucroTa*

*— nmokasatenb BBeaeH (UPMOI B COOTBETCTBHM C TpeboBanuaAMH, FIPHHATEIMH B P K CraHzapTH3aumu
AaHHOM JIEKAPCTBEHHOM (GOPMBI, H He BK/IIOYEH B ceprudukaT ananusa ¢pupmbl. Kauectro npenapata no ITOMY
FIOK&3aTesTio TapaHTHpYeTCs (hHPMOii,

- HOPMBI TIPCACTABNEHL] HA KOHEIl CPOKA FORHOCTH. OHH OTAMMAIOTCH OT HOpPM, NPEACTaBISHHBIX B
cepTH(HKATE aHaNKM3a TOTOBOTO NPOKTA NpH BLIIYCKE.

YKasaHHas cepys IpOM3BEACHA B COOTBETCTBHH C ACHCTBYIOHIBMH TPeOOBAHMAMH PETHCTPAUHOHHOTO I0CHE
H TIPABHIIAMH HAANEKAICH IPAKTHKH IPOU3BOACTBA JEKAPCTBEHHBIX cpencte (GMP).

Kaxne-nubo snaunmble WM KpHTMYECKME OTKIOHEHHS OT PETJIAMEHTHPOBAHHLIX  TIAPAMETPOR  He

3aPErHCTPHPOBAHDI.

Pemenue: Bemyien

Aapec: 125009, Mocksa, ya. Tacpexas, 22, Tea.: €495} T2E-1400. @ake: (4935) 7211411, ww

12/01/2018

AG «(anogin Poccus»

YnoanoMoueHHoe nuno: Alessand Maurizi

W.SAnOL.




Certificate of Analysis and

Conformance

sanofi S.p.A.

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

Tel: +39 0862 717021 / 71Bl
Fax: +39 0862 714005

SANOFI

Stabilimento: SCOPPITO

8CO_B0013502
Amaryl 3mg,2xi5cpr CP RU
Doesage form:TBLTS;PackBulk:BlisterALUPVC

Codifica / Code InCL51one NMN L

stylized "h“ .on both sides

IDENTIFICAZIONI/IDENTIFICATION O I R SO .
LC Conforme / Comply .|
Infrarosso / IR Conforme / Comply o

Agente colorante/Coloration agent Conformé.f Cﬁﬁply ,1ff"”

TESTS e
Disscluzione valore wmedic /AVG value >= hS $
dissolution after 15' (Q-80%): Lo
bissgluzione valore minimo /MIN value
dissolution after 157:

Yalutazione dissoluzione / Dissolution Coniorme stage I / stage I f:'

evaluation (Ph.Eu.} conforms AR
Uniformitd di dosaggio/Uniformity of Conforme ! Comply _f :

dosage units {(Ph.Eur. 2.9.40)
IMPUREZZE/DEGRADATION IMPURITIES
Glimepiride~Sulfonamide /
Glimepirica-Sulfonamide

Altra singola / Qthers each

Totall impurezze / Related substances
total

rottura su entrambi i lati / Cblong,
flat tablets with bilateral score-line .

entrambi i latl z. Engravxng NMN and

Celore / Color Gial;o pallido”/ ?a;g yeLIOW__;Q_q =

GMID code: 00240422

Lotto/Batch: B708

Prod. /Mfg: 4-DEC-2017 Scad. /Exp.: DEC-2020

Dossier reference: 120490000TAD0003

‘SAGGI/TESTS LIMITI/SPECIFICATIONS “RISULTATI/RESULTS

| CARATTERLSTICHE/CHARACTERLSTICS _ LR e e

Aspetto / Appearance Compresse_pblunghe,_p;;ttg,_éoﬁ_linea_di Compresse oblunghe, piatte, con

'f;linea di rottura su entrambi i

“lsti / Obleng, flat tablets with
‘pilateral score-line
Incisione NMN e "h® stilizzata

‘su entrambi b lati / Engraving

“'NMN and stylized *h* on both

o sides

‘Giallc pallido / Pale yellow

Q.Conforme / Comply
" Non testato su questo lotto.

Y Frequenza test: un lotto

. all’anro/Non performed on this

‘i bateh, Frequency: one batch/year

Non testatoc su guesto lotto.

o Frequenza test: un lotto

':all’anno/NOn performed on this

‘batch, Frequency: one batch/year

101 %

100 %

L.Conforme stage I / Stage I

* conforms

. Conforme stage I / Stage I

V- conforms

rap_coa_resultats v5




Certificate of Analysis and

Conformance SA N O F ‘

Stabilimento: SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
67013 Scoppito {(AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +3% 0862 714005

8CO_80013502
Amaryl 3mg,2x15cpr CP RU
Dosage form:TBLTS;PackBulk:BlisterALUBVC

GMID code: 00240422
Lotto/Batch: B709
Prod. /Mfqg: 4~DEC-2017 Scad. /Exp.: DEC-2020

Dossier reference: 12049C0000TAQQ003

(SAGGI/TESTS = - = = LIMITI/SPECIFICATIONS RISULTATI/RESULTS
TITCLO/ASSAY DR s e

Titole (LC} / Content (LC)
MICROBIOLOGICO/MICROBIQLOGICAL QUALITY  _ “"ilii
TAMC (CEU/q) <= 10%3 .

©3.08 mg [tbl)

T<10

TYMC (CFU/g) <= 10%2 T <10
Escherichia coli Assente/g -,ﬁbsent)g - . lznssente/g - Absent/g
CONTROLLO MATERIALE CONFEZIONAMENTO/PACKAGING MATERIAL CONTROL . . B

. : i . Conforme / Comply

Controlile confezionamento / Fackaging Conforme / Comply ...l
material control R N

Microbiclogical Analysis is carried out as skip test. Test frequency is based on the registration dossier and site
internal proceduore.

This batch of preduct has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the logal Regulatory Authority

and with the specifications laid down in the Marketimng Buthorization 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.

Decision/Decisione: . . . Approvate / Approved T Qualifi
Date/Data: 12~JAN-2018 10:48:55.00

o A2 Jot [LoA?
{Dr. Alessandia Maurizia (S N ]

_Responsible QA/Decigione QA: Properzi Gianfranca

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

rap coa_resultats vi




