JAEKJIAPAITINST O COOTBETCTBHUA

JEKJAPAHT, MIPHHAMAIOIHHN JEKJIAPAITHIO O COOTBETCTBHH

AO "Canogpu Poccun”

Ceedernun o pezucmpayuu opeanusayuu: Mexcpationnan uncnexyun Qedepanvroti Harozoeot cayxcbvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckan, 0. 22, Tenegpon/panc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvuuiii oupexmop Mowoe O.A.

Hoeepernoe nuyo: Cmenanoe C.C., dosepennocmo 6/u om 01.12.2017

3ASBISIET, YTO

rexapcmeennoe cpedcmso: Tensan, mabnemxu 40 m2 10 wm., ynaxosxu aveiixogsie kowmypubie (3), nauxu
xapmovntivie, PY No JIIT-003545 om 01.04.2016 (dama samenwr 09.08,.2017) ewdarnoe AO "Canogpu Poccun",
cepust 9LB02830, napmus 14760 ynaxoeox, z00en do 31.03.2021, npouseodcmea 3enmuea Caanmx IOpionnepu
Canaiiu ee Tuoocapem A.ILL., Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristiran Mah.
Merkez Sok. No:223/A, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, xod OKITH2 21.20.10.140, xod TH B3J
3004900002, xorwmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneoiic Ne 9053085634 om 29.05.2019

COOTBETCTBYET TPEEOBAHHSIM
JI1-003545-010416 usm. Ne 1-5

JAEKJIAPAITAA IPHHATA HA OCHOBAHHHA
npomoxon ucnssmarnuii Ne 15150 om 04.06.2019 HIT QOO HI] "®APMOBFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21D.JT40, Cepmugpuxam POCC TR.PM08.C41390 om 05.06.2019

JATATIPHRSTHS JEKJIAPAIIAH 05.06.2019
AEKIIAPATIAS ,&%HCTBHTEJILHA RO 31.03.2021
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CEFAFHIS O PECACTPAITIH

OFT'AH IO CEPTHO®HKAIIAH, BAPETHCTPHPOBABIIHNI JEKJAPAITHIO

RA.RU.11®MO08 OPTAH ITO CEPTHOHKAIIHH ITPONYKIIHH OSILIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH IIEHTP KOHTPOJII KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yn. Macmepxosa, 9. 4, sm. 5, nom. I, kem. 1, adpec opzana no
cepmugpuxayuu. 115280, POCCHA, 20pod Mockea, yr. Macmepxoga, 0. 4, sm. 5., men.:(495)788-02-88, eeb-
catim: oyxx.pep.

AEKJTAPAITAS O COOTBETCTBHY 3APETUCTPHPOBAHA N POCC RU J-TR.PM08.A.26152/19
HATA PETHCTPALIAN 05.06.2019
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SANOFI o

CEPTHO®HKAT AHAJIN3A
Homep o Gare annnsax GMID: 680380_TR

Onticanue npooysma : TEJI3AIL, 40 MI, 30 TABJIETOK (POCCHA ) ZFF
Koo npodvema : 680880_TR Homep cepuu ¢ cucmenme LIMS : 1439265
| ama nepaozo ewnycxa :03.01.2018 Konmponeneiit vomep SAP : 6817924
| Jama nepecxompa doxysmenna : 03.01.2018 Hovep ceprw/pazvep cepuu : 9LB02830/ 14760 ¥T1
Cpox oxonyanns deficmeun doxysienma : 03.01.2018 Hoxep pedaxyut doxymenma 11
Hama npouzeodcmea : 11.04.2019 Hama ucmevenua cpoxa zo0Hocmu 1 31.03.2021
flapamemp [Ipedensusie navenin Peaynvmam Cmamyc
Homep obpajua: 5253767 Coroswit npoaykt
KOHTPO/Tb YTIAKOBKH COOTBETCTBYET Coorsercreyer Cooreercrayer
YTEYKA YTEYKA OTCYTCTBYET Cootsercrnyer Coorsercrayer

Cornacno Jocke Ha CEPHIO, KOTOPOE COOTBETCTRYET TPeGoBaHitAM Tekywero cTanaapra GMP, npoTokety o npouIBeacTBe, OTHETY O TEHICHUNAX H
PeIVALTATY HCOBITAHNI NPOAYKUHH, IAHHAR CEPHR NOLTERNT BEINYCKY B NPOIAKY.

Peiiiernite 00 ucnonreIoeaniin : O0OBPEHO
Ymeepdun : Elif Nur Basaran (Maagmuil cnengannet otaena obecnevennn kauecrsa) ama 1 13.5.2019 5:25:59 PM

CeptndHkaT aHaniia noANKCan 6 INEKTPonHol cHeteme LIMS

) «Canotu Canaitm Be Twawxaper A.l.»

[onoeyoh odue;
Kiomya@apuwrvpan max, Mepxes Cox, Na: 223/A Bromoxkapuermwpar/ MioneGypras 183 yn. Bywxaepe, (atax 4), Crambyn, 34394 Typumwa Ten.: (+090) 212 339 38 00
39780, Keipnxapenw, Typuwa Ten.: (+90) 288 427 10 00 daxc: (+00) 288 427 14 55-56 Qaxe: (+90) 212 339 11 89 E-mail: sanofilac@ sanofi.com — www.sanofi.com
Houep diopmara; FORAM-TR-02250-R10.0/S0P-TR-00168 Ymeepacdennan Konua mnexmponnon nodnucu om 13.5.2019 uepes cucmemy LIMS Crpanuya Me: 1 w3 5

Qara: 18.08.2016



SANOFI wp

CEPTH®HKAT AHAJIN3A
Onucanue npodyxma : TENIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (AJEMBHK)
Koo npodyxma : 707961_TR Hoxep cepuu 6 cucmese LIMS 1 1437773
| Jama nepso2o auinycka 1 19,02.2018 Konumponensiii nosep SAP : 6813684
| Hama nepecsompa doxysenma 1 27.02.2019 Homep cepuu : 9LB02830
Cpox oxonvanun deiicmens Jokysesma :27.02.2029 Hostep pedaxiuu doxysenma ek2
fTapaviemp ITpedensuvie Inauenin Pezpnsmam Cmamyc
Homep ofpauta: 5239146 Yari Uriin (Tpomexcyrounsii npoxywT)
OIMHCAHHE [POOOTOBATHIE. NBOAKOBLITIYKIILIE TABJIETKH OT TIOYTH CooTaetcrayer Cooraercrayer
BEJIOTO A0 XEMTOBATCrO UBETA C PHCKAMM C IBYX CTOPOH.
MACCA rOAQBIMHE! TABTIETKM [P OENEHM (30 TABETOK) — 120,48 mr Cooraercreyer
Cpednee
MACCA IMONOBHHB! TABMETKH MPH JEMEHHH (30 TABMETOK) — 12048 Cootnetcrnyer
HRENEHHE TABAETOK
MACCA [TONOBHHLI TABMETKH MPH JEMEHHH (30 TABMETOK) — Orknonenne £ 25 % (680880_TR) 124.00 mr Cooraercrayer
JENMEHHE TABJAETOK 0/30
TosTophoe onpenenene: 2 LIB.20 mr Cootoetcreyer
Tosrophoe onpeaenenie: 3 L1790 mr CooTsetcreyer
MNoptopuoe onpenenerme: 4 122.50 mr Coorsercreyer
Mostophoe onpenenenne: § 116,60 mr Cooteercrayer
Hontophoe onpenenenne: & 124,10 mr Cootsercrayer
HosToptoe onpenenenne: 7 118,40 wmr Coorserctayer
MosTopoe onpenenenne: § 122.60 mr CooTtserctayer
Mostoproe onpenenenie: 9 119,40 mr Cooteercrayer
MosTopnot onpenenenne: 10 124.20 mr CooTeercrayer
MosTopuoe onpegenenne: 11 118.00 Mp Cooteercrayer
Mosroproe onpenenenue: 12 123.90 mr CooteercrByer
Mosrophoe onpenenenite: 13 12290 wr Cooteercreyer
MoeropHoe onpenenchite: 14 116.70 mr CooteeteTnyer
Tostopuoe onpenenenne: 15 115,70 mr Cootpercrayer
NostopHoe onpesenenne: 16 121.80 mr Cooteercrayer
TosToptioe onpeaencune: 17 122,00 mr CootsercTayer
TostopHoe onpeagnenne: 18 121.90 mr CootsetcTayer
TostopHoe onpeasnenne: 19 119 M CooTeercTayer
Tostopuoe onpeaenenie: 20 124.30 mr Coorsercrayer
Tostopuoe onpenereuie: 21 117308 Coorsetcreyer
Hosroproe onpeaenenie: 22 12210 mr Coorsercrayer
Tosropuoe onpeaenenne: 23 120,10 M8 Coorsercrayer
MozTopnot onpexenenne: 24 123.90mr CooTeercreyer
Mezropuoe onpeaenenne: 25 11730 Mr Cooreercrayer
MozTopnoe onpexenenne 26 115.50 mr CooTeercreyer
MNoestopnoe onpenenenre: 27 123,50 mr Cootnercrayer
TNostoproe onpenenenne: 28 E18.90 mr Cootaercrnyer
Moevopuoe onpenenenne: 29 119.90 mr Cootpercrayer
Mostophoe onpenenete: 30 120.90 mr Cootaercrsyer
MACCA MNOQRQBUHE! TABAIETKH NP QEREHMH (30 TABETOK) — CooTaerernyer CooTeerciayer
omeaoHexua dna (V30
MACCA ITONOBHHBI TAENETKH NPH JENEHHH (30 TABNETOK) - Orxnonenue = 15 % (630880_TR) 124,00 mr Cooteetcrayer
JEJTEHHE TAEJNETOK 1/30
Moertophoe onpeaencHie: 2 118.20 e Cooreercrayer
TNosToproe onpenenenue: 3 117.90 mr Cootnercrayer
Toetophos onpenenenie: 4 122.50 mr Cooreercrayer
HosToproe onpenenenue: 5 116.60 mr Cootpercrayer
[Mostoproe onpenenenus: & 124,10 mr CooTeeTeTayer
o sCanodm Canann 8o Tumpxaper All.» s
Koy paH Max. Mepkea Gok. Ne: 223A Bromokapuumipan/ Mionebypray 193 yn. Byroxaepe, (arax 4), Ctambyn, 34394 Typuwn Ten.: (+090) 212 339 33 00
39780, Kepnkapenw, Typums Ten.: (+80) 288 427 10 00 $axc: (+90) 288 427 14 55-56 ®axe: (+90) 212 339 11 99 E-mail: sanclilac@ sanoli.com — www.sanoli.com
Homep dopuara: FORM-TR-02250-R10.0/SOP-TR-00168 Ymgepucoennan xonus nexmponnois nodniicu om 13.5.2019 vepes cucmemy LIMS Cripanuya M- 2 w3 5

Nara: 18.08.2016



SANOFI 3

CEPTH®UKAT AHAJIN3A

Onucanie npodyskma

: TEAMHCAPTAH 3EHTHBA, 40 MI', TABJETKH (ANEMBHK)

Koo npodyxma : 707961 _TR Hosep ceprerr ¢ cucmenme LIMS 1 1437773

Hama nepeozo evintycka : 19.02.2018 Koumponvhutii nosep SAP : 6813684

Harna nepecstompa doxysenma 1 27.02.2019 Hosep cepun : 9LB02830

Cpox oxonsarun delicmanss doxysenma : 27.02.2029 Homep pedanpuu doxysenma e

fTapamemp IIpedensvie 3navenun Pesyaomam Cmamyc
ToaTopuos onpenencune: 7 118.49 mr CooTsetcTayer
TTosTopuoe onpeasnsuue; § 122,60 mr Cooreercreyer
TosTopuoe onpenencuie: 9 119,40 mr CooreeTcToyer
NorTopuoe onpencnchne: 10 124.20 mr Cooreercreyer
Moeteproe onpeaenenne: 11 118,00 mr CooreetcToyer
NorTopuoe onpesenene: 12 123,90 mr Cootsercrayer
Noetoproe onpeenenne: 13 122.90 mr Cooraercrayer
Moetoproe onpeaencHite; |4 116,70 Mr Cooraercrayer
Morrophoe onpenenenne: 15 115.70 mr Cooraercrayer
MNoztoproe onpeaencune: 16 121,80 Mr Cooraercrayer
Mosrophoe onpenenense: 17 122.00 mr Cooraercrayer
Nostoproe onpeaenehne: 18 121,90 wr CootaercTayer
Moetopuoe onpeaenenne: 19 119,90 wr CootaercTayer
[osTopHoe onpeaeneHie: 20 124.30 wr Cootaercrayer
MosToproe onpeaenenne: 21 117,30 wr CooTaercTayer
[MoeTopHot onpenencHie: 22 122,10 mr Cootsercrayer
[MoeToproe onpenenenie: 23 120,10 mr CooTeeretayer
[Moevopuos onpeaenchie: 24 122,90 mr CooTeercTeyer
[MosTopHoe onpenenexue: 25 117,30 a0 CooteeTcRyer
[oaToproe onpenenenue: 26 11550 mr CooteeTcTeyer
MorTopHoe onpenenenue: 27 123,50 mr CooTeercayer
MosTopHoe onpencnenue: 28 LIB.Y0 mr Cooteercrayer
MoeTopHoe onpenenenne: 29 119,90 mr CooTeercrayer
MosTophoe onpenencHite: 30 120,90 mr CooTaercrayer

MACCA NOROBUHL TABRETKI NP OEAEHMA (30 TASAETOK) - Cooteercreyer Cooreercrayer

omKknoueHUe dna 1/30

OCTATOMHBIH PACTBOPHTESL 3TAHON {npeneneroe IHAMEHNIE ANA He Sonee 20 000 wmnu {680880_TR) 10994 w/mau CooTeeTcroyer

BHYTPEHHEND KOHTPONA)

PACTBOPEHHE - 30 MHHYT (Q=75%)- QI MHHHMYM 80 T (6R0830_TR) 97 % CooTaetcroyer
TosTophoe onpeneneHite: 2 93 % CooTsercrayer
TNortoproe onpepenexire: 3 98 % CootseTcrayer
Tloxstoproe onpenenenie: 4 Y8 % Cooreercroyer
TNoatoproe onpeneneHie: 3 9 % Cootsercrbyer
TNostophoe onpenencHite: & 9% % Cootpercroyer

PACTBOPEHHE - 30 MHHYT (Q =75 %) - (}1 CPEIHEE 97 % CooteeteToyer

PACTBOPEHHME — 30 MHHYT {Q =75 %) - Q1 MHHHMYM MHHHMYM 80 % (680880_TR) 96 % CoorsercTeyer

PACTBOPEHHE - 30 MHHVT ((} = 75 %) - Q1 MAKCHMYM 98 % CooTBetcThyeT

OMHOPOAHOCTE AO3HPOBAHHA (CPE[H = L1) (L1 = L5) oanopoanocTs He Boace 15.0 2.3 Cooteercreyer

COMHIN JO3NPOBAHIA

{CPEAH = LI1) (1.1 =15} 0,97388 Cooreercrayer

L —— «Can Canaan pe Tugxaper A.U.» Fonosmod odws:

Kiouyrxapuwripan max. Mepxea Cox. Ne: 223/A BiorokkapuwTupas’ Monebypraa
39780, Keipnxapenw, Typuma Ten.: (+90} 288 427 10 00 daxc: (+80) 268 427 14 55-56

193 yn. Brioxpepe, {(atax 4), CramByn, 34394 Typuma Ten.: (+090) 212 332 39 00
Daxe: (+90) 212 339 11 99 E-mail: sanofilac@sanofi.com — www,sanofi.com

Homep qropmara: FORM-TR-02250-R10.0/S0P-TH-00168
Dara: 18.08.2016

Ymsepoucoennas xonus anexmponnoii nodnucu om 13.5,2019 vepes cucmemy LIMS

Cmpanuya N2 3 ma 5




SANOFI 3

CEPTHOHKAT AHAJIM3A

Onucanue npodykma

¢t TEIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (AJIEMBHK)

Koo npodykma : 707961_TR Honep cepuu 6 cucmeme LIMS : 1437773
Hama nepsozo evirycra : 19.02.2018 Konmpononsiii nosep SAP : 6813684
| Hama nepecmompa dokysenma : 27.02.2019 Homep cepuu : 9LB0O2830
Cpox oxonvanun deiicmaus JoKyMenma : 27.02.2029 Homep pedariuu doxysenma B¢
Mapavemp IIpedenschbte 3naYeKUA Pezynemam Cmamyc
NOANMHHHOCTH -~ TEMMHCAPTAH (B3XX) — OMPEAENEHHE COOTBETCTBHE RT Cooteercrayer Cootsercrayer
MOAMHHHOCTH TESIMHCAPTAHA (B3XKX)
NOUHHHOCTh, Y&-CMEKTPOCKONMA COOTBETCTBHE CIEKTPOB CooTaeveTayeT CooTeercrayer
KOMMHYECTBEHHOE OIMPEAENEHHE TEMMHCAPTAHA B | TABJIETKE 33.0—42.0 mrirabnetxa 39.5 mrivabnetka CooTeereToyer
POACTBEHHLIE NPHMECH — EAHHHYHLIE HIEHTH<PHLIHFOBAHHBIE He Gonee 0.2 % H/O CootseTcTayer
TIPMMECH — POACTBEHHMLIE MPUHMECH — EJHHHYHBIE
HAEHTHOHLUHPOBAHHBIE [IPHMECH
POACTBEHHBIE MPHMECH - EMHHHYHBIE HEHAEHTH®HIIHPOBAHHLIE He Gonee 0.2 % <0.05 % Cootsertrayer
NPHMECH
POACTBEHHBIE IPHMECH - OBIIEE COLEPKAHHE He Goaee 0.5 % <0,05 & CooTaerctayer
O6wee wircno 23po6HBIX MHKPOOPLAHIIMOB He Gonee 1,000 KOEN < 5 KOE/r CootaercTayer
OB1ee 4ICNO SPOIOKEELIX M NRECHERHX FPItG0s He Sonee 100 KOE/r < 5 KOE/r Coovaercreyer
ESCHERICHIA COLI OTCYTCTBHE CooTeercTayer CooTaercTayer
Homep o6pasua: 5239147 Tpomexyrouustii npeaykr
PACITAAAEMOCTB He Gonee 15 sum 7.54 CooTeercrayer
MPOYHOCTE TABJIETOK HA HCTHPAHHE He Gonee 1.0% 0.3 % Cooteertrayer
CPEHAA MACCA TAENMETOK 233.0-247.0 sirfrabnetra 240.0 srirabnerxa CooTeercTeyeT
OINHCAHNE TPOAOATOBATHIE. JBOAKOBLIMYK/ILIE TABJIETKH OT NMOYTH CooTeercrayer Cooteercreyer
BEAQCO 10 WENTOBATOIO LIBETA C PHCKAMH C ABYX CTOPOH.
NPOYHOCTL HA PAYIABITHBAHME 50.0-150,0 H (nuioTon) 855H Coateercreyer
OdHOPOIHOCME MACCh — OMKAOHSHLE Onr 0/20 240,00 mr CooTeerceyer
OHOPOMHOCTH IOIHPOBAHHA 240,00 mr Coaraercreyer
OHOPOAHOCTE AOIHPOBAHHA — OTHOPOHOCTL MACCBI Lienence snauenne =15 % 240,00 mr Coorsercreyer
[orTopHoe onpenencie: 2 240,00 mr Cooraercreyer
[MoeTopHee onpenencxiie: 3 240,00 mr CooreercTayer
MoeTopHoe onpensnenie; 4 2400 mr Cooreercrayer
MoeToproe cnpeaenerie: 5 240,00 mr Cooreeverayer
MosTopHos onpenencHiie: 6 240,00 mr Cooreercrayer
TloeTopuoe onpenenetine: 7 240,00 3r CooTeeTcrayer
MoeTopHos anpenenetne: 8 240.00 mr CooTeercrayer
TosTopHoe onpenenrene: 9 240,00 mr Cooteercraysr
Tloerophoe onpeasaenne: 10 240,00 mr CootaetcTByeT
TosTopsoe onpenenenne: 11 240,00 mr CograercTeyer
ToeTopsoe onpesencHue: 12 240.00 ur CooraeTcTByeT
MoeToproe onpenenchise: 13 240,00 Mr Cootaercrayer
Moeropuos onpeasneHue: 14 240,00 mr Cootaercrayer
MoeTopuoe onpenenchue: 15 240,00 wr Cooteercrayer
Noatopwoe anpeaeneuue: 16 240,00 mr CooteercTayer

[rsanpnsTne:

«Canodu Canadiv Be Tupxapet A.l.»

[onosnoi odme;

Kiaray pan Max. M

Cox. Ne: 223/A Biomoapuuwmipas Nionebypras
39780, Keipnraparm, Typums Ten.: (+80) 288 427 10 00 daxc: (+90) 288 427 14 55-56

193 yn. byroxaepe, (31ax 4), Crambyn, 34394 Typuwa Ten.: (+090) 212 339 39 00
$axc: (+80) 212 339 11 93 E-mail sanofilac® sanofi.com — www.sanofi.com

Homep dopmara: FORM-TR-02250-R10.0/SOP-TR-00168
Hara: 18.08.2016

Ymsepacoennan xonun anexmponnofi noonucu om 13.5.2019 uepes cucmenty LIMS

Cmpaiga Np: 4 u3 5




SANOFI wp

CEPTHO®OHUKAT AHAJIH3A

Onticane npodysma

: TENIMHCAPTAH 3EHTHBA, 40 MT, TABJIETKH (AJIEMBHK)

Koo npodyxma : 707961_TR Hoaep cepuu ¢ cucmeme LIMS ; 1437773
| Hama nepsozo sunycxa : 19.02,2018 Konmponshutit novep SAP : 6813684
| fama nepecatompa Ooxyyenma : 27.02.2019 Hoastep cepuu : 9LB02830
Cpox oKOHYaGHNR OelcmBUR QOKYMenma :27.02.2029 Hoaep pedaxyuu doxyvenma 32
Ilapasemp IIpedeavrste 3navenun Pezyavmant Cmamyc
Tosropuoe onpeasneane: 17 240.00 mr CooTeeTcTayer
TlosTopnoe onpezenenine: 18 240,00 mr Cooveercrayer
TTosTopzoe onpeasnenne: 19 240,00 mr CoorpercToyer
TosToproe onpexencHie; 20 240,00 ur Cootrercrayer
OOHOPOoOHGEMs Macch - omKacHaHue OnR /20 CooTeercrayet CoorpercToyer
OAHOPOHOCTS NO3HMPOBAHHA — OOQHOPOJHOCTE MACCHI Llenesce 3nauenne + 7.5 % 240,00 mr Coornercrayer
OdHOPOOHGCME MACCh = OmKnoxenue dna 2/20
floeToproe onpeacnenie:; 2 240,54 mr Coorsercreyer
MoeToproe onpeaencHite: 3 240,00 mr Coortoertreyer
MoeropHoe onpeacnemie: 4 240,00 mr Cootsercrayer
IMosTtoproe onpeaenenne: 5 240,00 mr Coorsercreyer
lostopHoe onpeaenenne: 6 240,00 mr Coorsercrayer
Mostoproe onpeaenene: 7 240,00 mr CooTsercrayer
MowTopuoe onpeaenerie: 8 240L00 mr Cooreerctoyer
lMosToproe onpeaenenie: 9 240,00 mr Cooteercteyer
TNosTopHoe onpeacnetite: 10 240,00 mr Coorteercreyer
MoaToproe onpenenente: 11 240,00 mr Cootpercreyer
Mostoproe onpenenetiie: 12 240.00 mr Coorpercrayer
Moetoproe onpenenenne: 13 240,00 mr CootpercTeyer
TNosTophoe onpenenenne: 14 240.00 mr Cootpercrayer
Moeroptoe onpenenenpe: 15 240,00 mr CooTpercTayer
Hostopnoe onpenenenne: 16 240,00 ar Cootpercrayer
[oeroproe onpenenense: 17 240,00 mr Cooteercrayer
HosTopree onpenenenne: 18 24000 mr CooTserceyer
Hostoproe cnpenenenne: 19 240,00 Mr CooTpeTcroyer
[loaToproe onpesenenue: 20 240.00 mr Cooteetcrayer
OIHOPOOHOCTb MALTE = OMIKIOHEHUS dNR 2/20 Cooraercrayet Cootpercriayet
JUTHHA (MPHBJHIUTENBHO 12 MM) 12,0 mm Cootpercrayer
HHPHHA (IMPHEJHIHTELHO 6 MM) 6.05 My CooTeercrayer
TOMIHHA 1.2—38 mm 3dum CooTsercrayer
OIMHCAHHE |CTAOHA TPAHY T} HEMIEN HEMER BEYAZ-SARIMSL GRANUL. Cocraetcteyet CooreercTayer
Hoaep obpasua: 5239148 TMpomexyTounbtii npogykT
[NOTEPA B MACCE ITFH BLICYTIIHBAHHH (CTAIHA TPAHYJI} He Gonee 1.5 % {680RRO_TE_IFC) 15 % Cooreererpyer
Homep obpaiua: 5239149 MpomexyTounsiii npoayks
HACBITHASA ITNTOTHOCTL (CTAIHMA MPAHY ) 400.0-700.0 r/ 1000 ma 669.64 171000 mn Coorsetcrayer

Pewenue 06 ucnoaviosanuu : OJOBPEHO

PE3YALTATY HOMBITAHNI IPOAYKUHH, NAHHAA CEPHR MOLIEAHT BLNYCKY B NPOIARKY.

CorniacHo Jocke HA CEPHID, KOTOPOE COOTBETCTRYET TPeGOBAHHAM TeKywero cTangapra GMP, npoToKoIy 0 NPOH3BOACTRE, OTYETY 0 TEHZEHUHAX 1

Ymeepdua : Elif Nur Basaran (Mnaaawnit cneunanuer otaena obecnevenits KauecTea) ama :13.5.2019 17:25:59
CepTHdukaT aHaNHIa NOANKHCAH B IMEKTPOHHONA cHcTeme LIMS
o . «Canothy Canahv Be Tuaxapet A lU.» e

Krouykrapuwtupan max. Meprea Cox. Ne: 223/A Bioviokxapuwrupar/ honebypras

39780, Keipnxapeny, Typura Ten.: (+80) 288 427 10 00 ®axc: (+90) 288 427 14 55-56
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SANOF; h§ Analiz Sertifik

{ Certificate of Analysis ) GMID : 680880 TR

Uriin ¢Product Description) : TELZAP 40 MG 30 TABLET(RUSYA)ZFF
Uiriin Kodu (Product Code) : 680880_TR LIMS Parti no (LIMS Batch Number) ;1439265
Dok itk Yavin Tariki (First fssue Datey : 03.01.2018 SAP Kontrol Parti No.(SAP Conirol No) ¢ 6817924
Dok.Revizyon Tarihi {Doc Revision Datc) : 03.01,2018 Parti NotBarech & rParti Mikt.(Baich size) : 9LBN2830/ 14760 PAC
Pok. Son Kull, Tur.(Doc.Expiry Dare) : 03.01.2028 Dok.Revize No (Doc.Revision Number) 1
Uretim tarihi (Manufacturing Date) 1 11,04.2019 Son killanim tarihi (Expiry Date) : 31.03.2021
| Test (Parameter) O — dil - Limirler (Limits) !_ Sonug (Result) i Degerleme (Status) J
~ Numunc No (Ssmple No): 5253767 _ Uriin (Finish product} i 5 :
AMBALAT KONTROLU APACKAGE CONTROL ) UYGUN OLMALL(CONFORMS) | Uygun (Conforms Kabul(Comply)
SIZIMRMAZLIK - SZIARMAZLIK TESTI /(LEAKAGE ) . MZEDIRMAOEMAMALIDIR IO LEARAGE | Uygn Contom Kabul{Comply)

¢GMP kurallariiiriiniin dretim yontemi, trend raporlan ve test sonuglar: dikkate alinarak incelenen test kayitlarina gére bu sarj sat
sa uygundur. (According to the controlled batch records, which are considered ¢GMP’s rules, protocol,trend report and result of
product, this batch is suitable for selling, )

Kallanun Kavar: (Usape Decision) : KABUL (ACCEPTED)
Kul. Kar. Veren (Approved by) :  Elif Nur Basaran (Junior Quality Assurance Specialist) Taril (Date) :13/5/2019 5:25:59P!

Tils certificate of analysls has been electronically signed from a validated 1.IMS

Sanofl llac Sanavil ve Ticarel A5

Geonel Mildiliik ! Head Office;
Blydkdere Caddesi No: 193 Kat:4 Levent 34394 Istanbul / Turkey Tel: (+090) 212 339 39 0D
Faks: {+20} 212 339 11 99 E-mail: sanofilac@sanofi.com - www.sanofi.com

Eabrika { Plant;
Kichkkangtiran mah. Merkaz Sol. No: 223/ A Buylkkangbran/ Lileburgaz
39780, Karidarell I'Turey Tet (+90) 288 427 10 00- Faks.[+90] 288 427 14 55.56

Format No: FORM-TR-02250-R 10 0/SOP-TR.00168
“Tarkh Tarhi:18/08/2016

Approved copy of the electronic signature on 13/5/2019 from LIMS SayfaNo: 1 7 6




SANOF! g

Analiz Sertifikasi
( Certificate of Analysis )

Ulriin (Product Description} : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) + 7961_TR LIMS Parti no (LIMS Batch Number) T 1437773
Dok flk Yavin Tarihi (First lisue Dute) : 19.02.2018 SAP Kontrol Parti No.($4P Control No) ¢ 6313684
Dok.Revizvon Tarihi (Doc.Revision Date) : 27.02.2019 Parti NoBeich N : 9LB0I83O
Dok. Son Kull. Tur.(Doc. Expiry Date} 1 27.02.2029 Dak.Revize No (1oc.Revision Number} 2
Test (Parameter) Limitler (Limits) Sonug (Resuiy) Degerleme (Staws;
Nurmune No {Sample No): 5239146 Yan Uriin (Semi Finish Product)
GORUKUS ADESCRIPTION ) HEMEN HEMEN BEYAY - SARIMSI, OBLONG (ELONGE), Uygun (Conforms) Kabul{Comply)
BIKONVEKS, IKI YUZU CENTIKLT TABLETLER (OFF WITITE TO
YFLLOWISH, OBLONG (ELONGF) BICONVEX TABLETS.
1 SCORED ON BOTH SIDES.)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 120,48 mg Kabul{Comply)
TABLETTE} - Ortalame
BOLUNMUS TABLET (SUBDIVISION OF TARLETS) (30 104k e
TABLETTE) - BOLUNMUS TABLET (SUBDIVISTON OF TABLETS)
ASUBDIVISION OF TADLETS (30 TABLETS) - SUBDIVISION OF
TABLETS}
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) {30 Hedel +/- 25% (Target +I- 25%) (660380_TR) Dl Kebulic:ompty)
TABLETTE) - BOLUNMUS TABLET 0/30 /(SUBDIVISION OF
TABLETS (30 TABLETS) - SUBDIVISION OF TARLETS 030:)
Replicate Uount: 3 118,20 mg Kabul{Comply)
Replivate Coumt 4 1790 mg Kabul{Comply)
Replicate Coum 4 122,50 mg Kabul{Comply)
Replicate Count- & 116,60 mg Kabul{Comply)
Replivate Coumt- 6 124,10 mg Kabul{Comply)
Revlicate Lount: 7 118,40 mg Kabul{Comgly)
Replicate Coun: & 122,60 mg Kabul{Comply)
Replicate Uount: 9 11940 mg Kabwl{Comply)
Replicate Caunt: 10 124,20 mg Kabul{Comply)}
Replicate Count: 1 118,00 mg Kabul{Comply)
Replicate Count: 12 123,90 mg Kabul{Comply)
Revlicate Count: 13 122,90 mg Kabul{Comply)
Replicate Count: 14 116,70 mg Kabul{Comply)
Replicate Countz 15 115,70 mg Kabul{Comply)
Replivate Coumt: 16 121,80 mg Kabul{Comply)
Replicate Count: 17 122,00 mg Kubul(Comply)}
Replicate Count: 18 12190 mg Kabul{Comply)
Replicate Caunt: 19 119,90 mg Kabul{Comply)
Replicate Cmmtz 20 124,30 mg Kabul{Coinply}
Replicate Coune 21 1730 mg Kabul{Comply)
Replicate Count: 22 12210 mg Kabul(Comply)
Replicawe Coune 23 120,10 mg Kabul(Conply)
Replicate Couar: 24 12390 mg Kabul(Comply)
Replicate Conmt: 25 11730 mg Kabul(Counply)
Replicate Count: 26 115,50 mg Kabul(Comply}
Renlicawe Coume; 27 113,50 mg Kabul(Comply)
Replicate Couar: 28 118,90 mg Kabul(Comply}
Replivate Conmu: 29 119.90 mg Kabul(Comply)
Replicate Count: 30 120590 mg Kabul(Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Uygun (Conforms} Kabul(Comply)
TABLETTE} - Degerome (/30
BOLUNMUS TABLET (SUBDIVISION OF TARLETS) (30 Hedef +1. 15% (Target - 13%) (630830 TR) 124,00 mg Kabul{C'omply)
TABLETTE) - BOLUNMIUS TABLET 1/30 /(SUBDIVISION OF
TABLETS (0 TABLETS) - SUBDIVISION OF TABLETS 1:130)
Rephasss Cigarn 2 11820 mg Kabul{omply)
Sanofi llac Sanavi ve Ticaret AS
Eabrika ! Plant; Genel Mudiridk / Head Office;
Kbclkkarishran mah. Merkez Sok. No: 223/ A Bilylkkangtiran/ Luleburgaz Buyiikdere Caddesi No: 193 Kat:4 Levent 34394 [stanbul I Turkey Tel: [+090} 212 339 39 00
39780, Kirklareli / Turkey Tel: (+90) 288 427 10 00- Faks:{(+90) 288 427 14 55-56 Faks: (+80) 212339 11 99 E-mail sancfilacghsanofi.com - www sanofi.com
Format No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 13/5/2019 from LIMS Sayfa No 25 6

Tarih Tarihi:18/08/2016



SANOF! g

Analiz Sertifikas:
( Certificate of Analysis )

Uriin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) : 707961_TR LIMS Parti no (LIMS Baich Number) P 1437773
Dok itk Yavin Taviki (First lssue Date} : 19.02.2018 SAP Kontrol Parti No.(s4P Conirel No) : 6813684
Dok.Revizyon Tarihi (Doc.Revision Date) : 27.02.2019 Parti NotBawch ¥ : ILBOZE30
Dok. Son Kull. Tar.(Doc.Expiry Datey : 27.402.2029 Dok.Revize No (Doc.Revision Number) P2
Test (Parameter) Limitler (Limits) Sonug (Result) Degerlere (Status)
Replicate Counts 3 117,50 mg Kabul{Comply)
Renlicate Count: 4 122,50 mg Kabul{Comply}
Replicate Count: $ 116,60 mg Kabul{Comply}
Replicate Count: & 124,10 mg Kabul{Comply}
Replicate Count: 7 118,40 mg Rabul{Comply}
Replicaie Conme: 8 122,60 mg Kabul{Comply}
Replicate Count: ¢ 119,40 mg Kabul{C'omply}
Replicate Count; 10 124,20 mg Kabul(Comply)
Replicate Cenaat: 11 V& 00 mg Kabul{Comply)
Replicate Count: 12 12390 mg Kabul(Comply)
Replicste Count: 13 12290 mg Kabul(Comply)
Replicate Count: 14 116,70 mg Kabul({'omply)
Replicae Cauat: 15 115,70 mg Kabul(Comply)
Replicate Counnt; 14 121,80 mg Kabul(Comply)
Renlicate Count: 17 122,00 mg Kabul(Comply)
Replivate Count: 18 121,90 mg Kabul(Coanply)
Replicate Count: 19 119,90 mg Kabul{Comply}
Replicate Count: 20 12430 mg Kabul{Comply}
Replicate Coumniz 21 117,30 mg Kabul{Comply)
Replicate Count: 32 122,10mg Kabul{Comply)
Replicate Caum: 2% 120,10 mg Kabul{Coinply)
Replicate Counr: 24 12390 mg Kabul{Cortiply)
Replicate Count. 28 117,30 mg Kabul{Counply}
Replicate Count: 16 115,50 mg Kabul{Comply)
Rewdivate Coume: 27 123,50 mg Kabul{ Coinply}
Replicate Couat: 23 118,90 mg Kabul(Comply}
Replicate Count: 29 119,90 mg Kabul{Comply}
Relicate Coumt: 30 120,90 mg Kabul{Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Uygun (Coolorms} et
TABLETTE) - Degerleme 1430
KALINTI COZUCULER ETHANOL {in-house limit) ARESIDUAL RMTQMAX) 20000 ppm  (530880_7TR) el Kabui(Comely)
SOLVENT ETHANOL Y
DISSOLUSYON (30 DAKIKA) (Q=75) - Q1 ADISSOLUTION - 30 i LU U LY % S
MINUTES (Q75)-Q1)
Replicate Caunt: 2 9k % Kabul(('omply)
Replicate Count: 3 98 % Kabul{Comply)
Replicats Count: 4 98 % Kabul(Comply)
Replicate Uount: £ 9T % Kabul{Comply)
Replicate Count: 6 96 % Kabul(Comply)
DISSOLUSYON (30 DAKIKA) (Q=75) - Q1 AVR #DISSOLUTION - 7% e
30 MINUTES (Q=75)- Q1AVR )
DISSOLUSYON (30 DAKIKA) (Q-75) - QIMIN ADISSOLUTION - NLT(MIN) 80%  {680880_TH) 9% Kabul{Comply)
20 MINUTES (Q=75)- QIMIX)
DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX ADISSOLUTION - e Kabmlcompiy
0 MINUTES (Q=75)- QIMAX )
Sanofi liac Sanavil ve Ticaret A.S
Eabrika / Plant; Genel Midiridk { Head Office;
Kicukkangliran mah. Merkez Sck. No: 223/ A BiyUkkanstran/ Lileburgaz Biyikdere Caddesi No: 193 Kat:4 Levant 34394 Istanbul / Turkey Tel: (+090) 212 339 30 00
39780, Kirklarsli /Turkey Tel: {+90) 288 427 10 D0- Faks:(+90) 288 427 14 55.56 Faks. (+80) 212 339 11 B9 E-mail: sanofilac@sancii.com - www.sanofi.com
Format No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 13/5/2019 from LIMS SayfaNo: 3 ¢+ 6

Tarih Tarihi: 18/08/2016



SANOF! g

Analiz Sertifikasi
( Certificate of Analysis )

Uriin (Product Description)

Urtin Kodu (Praduct Code)

Dok [tk Yayen Turiki (First lssue Date)
Dok Revizvon Tarihi {Doc Revision Date)
Dok. Son Kull. Tar.(Doc.Expiry Date)

: TELMISARTAN ZV 40 MG TABLET{ALEMBIC)

: 707961_TR
: 19022018
: 27.02.2019
: 27.02.2029

LIMS Parti no (LIMS Baich Number)
SAP Kontrol Parti No.(54P Control No)

Parti NotRatch N

Dok .Revize No (Doc.Revision Number)

.

1437773
6813684
ILBO2830

2

Test (Parameter) Limitler (Limis) Sonug (Result) Degerleme (Staus) I
. 1] T *
DOZAI TEKDUZELIGL(KD<=L1) (L1=15) - KD AUNIFORMITY NMT{MAXYISS 2 KabuliComply)
OF DOSAGE UNITS (AV<=L11{L1=15})
DOZAJ TEKDUZELIGH (KD<=L 1) {t.1=15) DE7388 KabuliComply)
TANIMA TELMISARTAN (I[PLC) ATDEXTIFICATION - POZITIF (CORRESPONDENCE OF RT) Uyges iConlorms) Kabul{Comply}
TELMISARTAN (HPLC) - IDENTIFICATION TELMISARTAN {
IPLC) )
TAKIMA UV AIDENTIFICATION UV METHOD ) POZITIF (CORRESPONDENCE, OF SPECTRA) Uygun (Conforms) KabultComply)
.42 ; y
MIKTAR TAYINT TELMISAKTAN - MIKTAR TAYIN] BRG] 39,5 mg/tabler Kabul{Comply)
TELMISARTAN HASSAY OF TELMISARTAN IN 1 TABLET )
N 2y
SAFLIK TESTIRILINEN IMPURITELER TEK TEK OIPLC) NMTIMAXY R % D Katndl{Comply)
PURITY TEST-KNOWN IMPURITIES INIIVIDUALLY )
o :
SAFLIK TESTI-RILINMEYEN IMPURITELER TEK TEK (HPLC) i NMTMARDL2 3% FINDS 4 Kabul(Comply)
PUREIY TEST-UNKNOWN IMPURITIES IKDIVIDUALLY )
T .
SAFLIK TESTLTOPLAM IMPURITELER (HPLC) /(PURITY TEST- NMTMAX) B335 05 Kabul(Comply)
TOTAL IMPURITIES )
TOPLAM AEROBIK MIKROBIYAL SAYIM ATAMC ) NMT(MAX) LO0G CFU7 < CFUg Kubul(Comply)
TOPLAM MAYA/KUF MANTARI SAYIM - TOPLAM MAYAKUF RMTIMAX) 100-{FUg <5 [Flig Kabul(Caanply)
MANTARI SAYIMI (TYMC )
ESCHERICHIA COLI AESCHERICHIA COLT) Olmamali/gs (ABSENT) Uygun (Conformss) Kabul({omply)
Numune No (Sample No); 5239147 Yan Ulrtin (Semi Finish Product)
DAGILMA ZAMAN] /IDISINTEGRATION TIME ) NMT(MAX) 13 dakikn (minuc} 754 dukike Ksbul{Comply)
FRIARILITE AFRIABILITY ) NMT(MAX) 1.0% 03 % KabuliComply)
ORTALAMA | TABLET AGIRLIGL AAVERAGE MASS OF 1 AL 240.0 meiublct Kabultnmply)
TABLET )
GORUNUS ADESCRIPTION ) HEMEN HEMEN BEYAZ - SARIMST, OBLONG. BIKONVEKS, IKI Uygun (Conforms) Kabul(Comply}
YUZU CENTIKLI TABLETLER
SERTLIK AILARDNESS ) 50.0- 150.0X (newton) £S5 N Kabul(Comply
AGIRLIK TEKDUZELIG! - Ortalama 240.00 mg Kabultomply)
o
AGIRLIK TEKDUZELIGT AUNIFORMITY OF INDIVIDUAL MASS 240,00 mg KabuliComply)
)
" : T . :
AGIRLIK TEKDUZELIG! - AGIRLIK TEKDUZELIGI 020 i( Hedel +/« 15% (Target +- 15%) 2408Kkwg Kaal{Crnply}
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY )
Replicate Coent: 2 240,00 mg Kabul{Comply}
Revlicare Goast 3 240.00 ng Kabul(Comply}
Replivate Cowmi 4 240,00 myg Kahal((onsply)
Replicate Caunt: % 240,00 ng Kabul{Comply}
Replicsse Coun: & 240,00 mg Kabul(Comply)
Replicate Count: 7 240,00 mg Kabul(Comply)
Replicate Count. & 240,00 mg Kabul{{'onply)
Replicate Counz: % 240,00 mg Kabul(Comply)
Replicate Coun: 10 240,00 mg Kabul(Compiy)
Replicate Counc: 11 240,00 mg. Kubul(Comply)
Replicate Conant 12 240,00 mg Kabul(Crmply)

Eabrka/ Plant;
Kiclikkangliran mab. Merkez Sok. No: 223/ A Buyikkangtran/ Lileburgaz
39780, Kiridarali /Turkey Tel: (+90) 288 427 10 00- Faks:(+80) 268 427 14 55-56

Sancfi llac $anavii ve Ticaret AS

Genel Midiriik ! Head Office;
Biyikdars Caddes! No: 193 Kat:4 Levent 34354 Istanbul f Turkey Tel: (+090} 212 335 39 00
Faks: (+90] 212 339 11 99 E-mail: sanofitac@sanchi.com - www sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarfh Tarihi:18/08/2016

Approved copy of the electronic signature on 13/5/2019 from LIMS

Savfa No :

4 ;7 6



SANOF! « g

Analiz Sertifikasi
{ Certificate of Analysis )

Uriin (Product Description)

: TELMISARTAN ZV 40 MG TABLET(ALEMBIC)

Uriin Kodu (Product Codey : 707961_TR LIMS Parti no (LIMS Batch Number) 4TI
Dok 1k Yavin Turihi (First lssue Date) : 19.02.2018 SAP Kontrol Parti No.(54P Contrul No) : 6813684
Dok Revizyon Tarihi (Doc.Revision Date) : 27.02.2019 Parti NoBaich N i 9LBO2830
Dok Sun Kull Tar hoc. Expiry Date) 1 27.02.2029 Dok, Revize No (Doc.Revision Number) H
Tiest (Parameter) Limitler (Limits) Sonug (Resul) Degerleme (Sows) |
Replicate Couat: 13 240,00 mg Kabut{Comply) i
Replicate Coume 14 240,00 my Kabul({ompty) :
Replicate Coust: 15 240,00 mg Kabul{Comply) !
Replicate Conmt: L6 240,00 mg Kabul{Comply}
Replicate Uount: 17 240,00 g | Kabul{¢lomply)
Replicat Coune: 12 240,00 mg | Kabul(Comply)
Revlicate Uouat: 19 240,00 ing ! Kabul{{'omply}
Replicate Count: 20 240,00 mg. | Kaobul{Comply}
AGIRLIK TEKDUZELIG! - Degerleme 0/20 U {Confnes) S
edef +« 7,5% (Target +- 7,5% 40,00 :
AGIRLIK TEKDUZELIG] - AGIRLIK TEKDUZELIGI 220 4 DEARSIRL L) : " KebuliComply)
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY )
Revlicaie Couar: 2 240,00 mg Kabul(Comply)
| Replicate Coumi: 3 240,00 ing Kabul{Comply)
Replieate Couat: 4 240,00 mg Kabul(Comply)
Replicate Umt: § 240,00 ing Kabul{Comply)
Replicste Count: & 240,00 mg Kabul(Comply}
Replicale Coume: 7 240,00 mg Kabul{Comply)
Replieste Count: 8 240,00 mg Kabul{Comply)
Replicare Couat: 9 240,00 mg Kabul{Comply) |
Remicate Count: 10 240,00 mg Kabul{Comply)
Replicate Count: 11 240,00 mg Kabul{Comply) |
Repliczie Count: 12 240,00 mg Kabul(Comply}
Replicate Count: 13 240,00 mg Kabul(Comply}
Replse Count: 14 240,00 mg Kabul(Comply)
Replicate Count: 13 240,00 mg Kabul{Comply)
Replicate Canrs 16| 240,00 mg Kabul{Comply}
Revtivate Count: |7 240,00 mg Kabul(Comply}
Replivite Count: |& 24000 mg Kabul({omply}
Replivate Coynt: 19 0,00 mg Kabul(Comply)
Replicate Count: 20 240,00 mg Kabul(Comply)
AGIRLIK TEKDUZELIG! - Dagerierne 220 Uygun (Conforms} Kalul(Comply)
UZUNLUK (YAKLASIK 12 MM) (LENGTI (APPROX 12 MM)) LT Kabul(Comply)
GENISLIK (YAKLASIK 6 MM) A{WIDTH (APPROX 6 MM) ) — L il
KALISLIK ATHICKNESS) 12.3.8 mm 34 mm Kabul{Comply)
HEMEN HEMEN BE § S 1l Conle Kabul{C:
GORUNUS (GRANUL ASAMASI) HAPPEARANCE (GRANULE 1EMEN BEVAZ-SARIMS( ORAIIL ) S
STAGE] ¥
Mumune No (Sample No): 5239148 Yan Uriin (Semi Finish Product)
MTOMAX) 2 .
KURITMA KAYBI (GRANUL ASAMAS!) ALOSS ON DRYING { KM L5 (CHORLIRIG) L% Kabul(Comety)
GRANULE STAGE) )
Numune No (Sample No). 5239149 Yari Uriin {Semi Finish Product)
400.0 - 700.0 g/ 1000ml 669,64 g/1000ml Kabul{Comply)

BULK YOGUNLUK (GRANUL ASAMASI} ABULK DENSITY (
GRANULE STAGE) )

Eabrikal Plant:
Kucikkanghran mah. Merkez Sok. No: 223/ A Blylkkangtiran/ Lileburgaz
39780, Kirklaseli /Turkey Tel (+80) 288 427 10 D0- Faks:{+90) 288 427 14 55.56

2anofillac Sanayii ve Ticarst A5

Gane) Ml ] Head Office;
Bilylkdere Caddesi No: 193 Kat:4 Levent 34394 Istanbul I Turkey Tel: {+090) 212 339 3900
Faks: (+90) 212 339 11 99 E-mail: sanafilac@sancfi.com - www.sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarity Tarihi 18/08/2016

Approved copy of the electronic signature on 13757201 9}'mm LIMS

Savia No @ 5 r

3



SANOF! . g

Analiz Sertifikasi
( Certificate of Analysis )
Urdin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Urtin Kodu (Product Code) : 707961_TR LIMS Parti no (LIMS Buich Number) i 1437773
Dok 1tk Yaym Tarihi (First fssue Date) : 19022013 SAP Kontrol Parti No.(SAP Conirol No ;6813684
Dok.Revizyon Tarihi (Dac Revision Date) :27.02.2019 Parti NoBatch ¥ : 9LB02830
Dok. Son Kull. Tar.(Doc. Expiry Date) : 27.02.202% Dok.Revize No (Doc.Revision Number) P2
Test (Parameter) I Limitler (Limis) | Sonug (Resuly) | Degerleme (Staws)

¢GMP kurallaryiiriinin iiretim yontemi, trend raporlar ve test sonuglar: dikkate ahnarak incelenen test kayitlarina gore bu yarj saty
sa uygundur. (According to the controlled batch records, which are considered cGMP's rules, protocol,trend report and result of
product, this batch is suitable for selling. }

Kullanin Karar: (Usape Decision : KABUL(ACCEPTED)

Kul.Kar. Veren (Approved b : ENf Nur Basaran (Junior Quality Assurance Specialist) Jarik (Date) 13,05.2019 17:25:59
Thix certificate of analysis has been el ically signed from a validated LIMS

Sanofi llag Sanavii ve Ticaret AS

Buyikdere Caddesi No: 193 Kat:4 Levent 34394 Istanbul / Turkey Tel: (+080) 212 339 32 00
Faks: {+80) 212 339 11 99 E-mail: sanohilac@sanofi.com - www sancfi com

6 + 6

Eabrika | Plant:
Kictidanglran mah. Merkez Sok. No: 223 A Buylkkangtirar/ Lileburgaz
39780, Kirklare!i /Turkey Tel: (+80) 288 427 10 00- Faks:{+90) 288 427 14 55-56

Formal No: FORM-TR-02250-R10.00SOP-TR-00168 Approved copy of the electronic signature on 13/5/2019 from LIMS Sayfa No :
Tarih Tariki 18/08/2016




