JEKJIAPAIIASI O COOTBETCTBUM

JAEKJIAPAHT, MPUHUMAIOINAN TEKJIAPAITMIO O COOTBETCTBHHA

AO "Canogpu Poccun"

Caedenun o pezucmpayuu opzanusayuu: Medxcpaiionnaz uncnexyus Pedepansnoii Haro2060i cyocbot Ne 46 no
2. Mocwee (01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcxas, 0. 22. Tenehon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvrorit Oupexmop Mownoic O.A.

Hosepennoe nuyo: Cmenanos C.C., dosepennocme 6/u om 01.12,.2017

3AABJIAET, YTO

Aexapcmeennoe cpedcmso: Tensan, mabnemwu 40 mz 10 wm., ynaxoexu aveiixoevie koumypnyie (3), nauxu
xapmorHvie, PY No JIII-003545 om 01.04.2016 (dama samener 09.08.2017) swidano AO "Canodu Poccun”,
cepun 9LB03218, napmus 14532 ynaxoeox, 20den do 31.03.2021, npoussodcmea 3enmuea Caanvix KOpiornepu
Canaviu ee Tudxcapem AL, Typyus, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristiran Mab,
Merkez Sok. No:223/A, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, xo0 OKIIN]2 21.20.10.140, o0 TH B3
3004900002, xormpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneosic Ne 9053085634 om 29.05.2019

COOTBETCTBYET TPEBOBAHUAM

JIT-003545-010416 uam. Ne 1-5

AEKJIAPAITASI IIPUHATA HA OCHOBAHHUH

npomoxon ucnsimanui Ne 15170 om 04.06.2019 HJT 000 HI] "CAPMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmughuxam POCC TR. OM08.C41392 om 05.06.2019

AATA IIPUHATHA NEKJTAPAITAHA 05.06.2019

T

AEKTAPAITAS NEHCTBUTEIBHA KO 31.053021
KN
M. ; 3
: o é Crenanos C.C,
dexrapaim é? ®.H.0
CBEJEHUMSI O PETHCTPAIIIA

OPTAH ITO CEPTUOMKAILIAH, 3APETHCTPHPOBABIIMI AEKJIAPATIIO

RA.RU.11®M08 OPI'4H 110 CEPTHOHKAIIHH ITPONYKUHH OBLIECTBO C OI'PAHHYEHHOL
OTBETCTBEHHOCTbIO "OKPYIXHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmutpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 9. 4, am. 5., mex. :(495)788-02-88, eeb-
caim. oyxx.pg.

AEKJIAPAIIA O COOTBETCTBHH 3APETHCTPUPOBAHA A POCC RU HA-TR.OMO8.A.26154/19
HATA PETHCTPAIIHM 05.06.2019

Hunenxo KU.B.
OIIHCHL Pyxosogutens OC




SANOFI 2

CEPTU®UKAT AHAJIN3A
Homep  Gaze aanneix GMID: 630880 TR

Onucanite npodysma : TEJI3AIT, 40 MT, 30 TABJIETOK (POCCHA } ZFF
Koo npodykma : 680880_TR Hoasep cepun & cemenme LIMS : 1440294
Hama nepsozo suinycka : 03.01.2018 Kownmponoueii novep SAFP : 6821045
Hama nepecastompa doxysenma : 03.01.2018 Homep cepun/pazvep cepuint : 9L.B03218/ 14532 YT
Cpox oxoRyanus deficmens doxyvenna : 03.01.2018 Hoaep pedaxyun doxysenma 11
Hama npouzeodcmaa : 27.04.2019 Hama ucmevenun cpoxa 200n0cmu : 31.03.2021
Hapasiemp Hpedensivie 3navenun Pezyromam Cmamyc
Homep obpasua: 5265439 FoTose! i nponyxT
KOHTPOb YTIAKOBKH COOTBETCTBYET Cooreercrayer Cootaercrayer
YTEUKA YTEUKA OTCYTCTBYET CooTnercrayer Cooteercroyer

Cornacno ocke Ha CepHID, KOTOPOE COOTBETCTBYET TpefoBannam Tekymero cranaapra GMP, npotokosy 0 npon3BoacTBE, 0THETY © TEHILHLHAX H
PE3YIALTATY HeOBITAHMKI IPONYKUNH, JANHAR CEPHA NOLTEKNT BRINYCKY B NPOILKY.

Peiitenuie 00 ticnoivioganiin : OJOBPEHO
Ymeepdun + Elif Nur Basaran (Maanwnii enensanner otzena obecnevenns xavectea)  Jamg : 17.5.2019 4:24:26 PM

CepTudukar aHannza noAnHcak B MekTponHoi cucreme LIMS

e o «Canodun Canain se TuoxapeT A.ll.» e

Kionykxapuwmvipan max. Mepres Cok, Ne: 223/A Brooxkapuumipar/ MNionebypraa 193 yn. Bywoxaepe, {(atax 4), Crambyn, 34394 Typuua Ten.: (+090) 212 339 39 00
39780, Kuipnkapenu, Typumna Ten.: {+90) 288 427 10 00 ®axe: (+9Q) 288 427 14 55.56 Qaxe: {+90) 212 339 1199 E-mail: sanofiilac@ sanofi.com — www_sanoli.com

E::‘:l-“ g’gg';%:aei FORM-TR-02250-R10.0/S0P-TR-00168 Ymaepycoennan konur anexmponnoil nodnuct om 17.5.2019 ueper cucmeny LIMS Cempauua A 1 w3 6




SANOFI

CEPTHO®HKAT AHAJIN3A

Onucanue npodyxma

: TENMHCAPTAH 3EHTHBA, 40 MI', TABJETKH (ATEMBHK)

Kod npocyxma : 707961_TR Hoxvep cepun & cucmese LIMS : 1439526
Hama nepeozo geinycxa : 19.02.2018 Koumponensiit Hostep SAP : 6818790
Hama nepecmompa doxysenma : 27.02.2019 Hostep cepuu : 9LB03218
Cpok oXON4GHNA OelicmeuA DoKyMerma : 27.02.2029 Hovep pedaxyun doxyvenma er2
Hapaviemp ITpedensusie snavenun Pespnomam Cmamyc
Homep obpaina: 5256487 Yar Uriin (ITposexyvounuii npoayxr)
OMNMHCAHHE TPOIOJTTOBATBIE. ABOAKOBBINTYKJLIE TABMETKH OT NIOMTH CooreercTyer Cootsercrayer
BENOIO A0 KENTOBATOTO UBETA C PHCKAMH C IIBYX CTOPOH.
MACCA rOMOBMHLI TABRETKI NPV QEMEHIM (30 TABIETOK) — 120059 mr Cootpercrayer
Cpednee
MACCA MNONOBHHEI TABAETKH [MPH ZEJIEHHH i 30 TABJIETOK| 120.59 CooTaetcTayeT
JENEHHE TABNETOK
MACCA MNONCBHHEI TABJAETKH MPH JEJMEHHH (3 TABJIETOK] Orknonenne = 25 % [6RO38N_TR) 121,10 ur CooTaetcrayer
JENEHHE TABJETOK (/30
MoeTopHoe onpegenetine: 2 121,200 mr CooTeercreyer
IMosTopHoe onpeaenene: 3 126.60 mr Cooteercreyer
MoeTopuoe onpenenenme: 4 117,00 mr Cooveetctoyer
MoeTopHoe onpeneneme:; 5 1710 mr Cooveercrayer
MoeTopHoe onpeaenenne: & 122,200 mr CooTeercToyer
ToeropHos onpeaenthie: 7 121.20 mr CooTeetcTayer
lMosTopHoe onpenenehie: § 118,00 wr CooTeercTbyer
lMoetophos onpeneneyie: 9 122,10 mr Cootsetcinyer
Meatopuoe onpeaenenne: LY 19,10 wr CooTeercteyer
Mostopuoe onpenenenne: 11 116,30 mr Cootsercrayer
[osToproe onpenenenne: 12 123,60 wmr CooteercTeyer
[osTopHoe onpenenenne: 13 12190 mr Cootpercroyer
[osTopuoe onpenenenie: 14 121,00 mr Cootpercreyer
[MosTopHOE ORpenenenie: 15 12230 mr CooraetcTeyer
MoeToproe onpeaenene: L6 126,80 mMr CoorpetcTayer
Moetoproe onpenentune: 17 12600 mr Cooreercrayer
[Moetopuoe onpeaenenne: I8 124,70 mr Cooraercrayer
[MostopHoe onpeaenenne: 1Y 12290 mr Coorteercreyer
MosToproe onpeenene: 20 19,00 mr CooTeercipyer
MobTophoe onpeaensnne: 21 L1720 ar Cootectcrnyer
Moetophoe onpenenenne: 22 118,61 mr Cooteetcreyer
MostopHoe onpeaenenue: 23 1160} mr Cooteercinyer
MoeToptoe onpesenenie: 24 124,10 mr Cooteercreyer
MosToproe onpegenene: 25 1 1464 mr Cooteercrayer
Mostoproe onpesenenne: 26 116,30 Mr Cootsercreyer
MostopHoe onpeneneue: 27 11870 mr CooTeeTcTBYyCT
MoseToptoe onpegenene: 2§ 122,00 mr CooTRereTByST
NosTophoe onpeagnenne: 29 11830 pr CooTaeTcTRYCT
ToeTopHoe onpeaenense: 30 121,90 mr CootaeTeThyeT
MACCA NTOROBMHE! TABRETKM MR DEAEHMA (30 TABAIETOK) — Coorsetcreyer CootaetcTayet
omxnonesue dna V30
MACCA NOMOBHHBI TABNETKH MBPH AEAEHHH (30 TAEAETOK) - OrkpoHenns + 15 % (680880_TR) 121,10 Mr Coovaercrayer
AEMEHHE TABNETOK 1/30
TlonToproe onpenenenie: 2 120.20 mr Coateercroyer
TMosTophoe onpeneneuie: 3 126,60 mr CooToetcToyet
HMonToproe onpenenchue: 4 117.00 mr Coateercrayer
TMosToproe onpeneneuue: 5 20 mp Contectcteyet
TlorTopHoe onpenencHue: & 122.20 mr Coateercreyer
Opeanpusue; «CaHodn Canaviv Be Tu Atl).n Lonosof adwe:

Kicuyxapwaumupan Max. Mepxea Cok, Na: 223/A BioAloxkapywmvpar/ IMoneGypras
39780, Kbipnxkapenu, Typuma Ten.: (+90) 288 427 10 00 dake: (+90) 288 427 14 55.56

193 yn. byroxnepe, (3rax 4), Crvambyn. 34394 Typuun Ten.: (+090) 212 339 39 00
®are: {(+54) 212 330 11 99 E-mai: sanolilac@sanol.com — www.sanofi.com

Howmep thopmara; FORM-TR-02250-R10.0/50P-TR-00168

fara: 18.08.2016

Ymesepacoennan konun anekmponoi nodnucu om 17.5.2019 qepes cuememy LIMS

Cmpanuya \e: 2wz 6




SANOFI g

CEPTH®UKAT AHAJIN3A
Onucarie npodyxma : TEJIMHCAPTAH 3EHTHBA, 40 MTI', TABJIETKH (AJJEMBHK)
Koo npodyxma : 707961 _TR Houxep cepuu g cucmense LIMS 1 1439526
Hama nepsozo esinycka +19.02.2018 Konmponsubiii Homep SAP : 6818790
fama nepecsompa doxysenma :27.02.2019 Honxtep cepun : 9LB03218
Cpox oxonyanua delicmeun OoKyAlenna 1 27,02.2029 Houstep pedaxiyuu doxkysmenma :2
Iapastemp fIpeoenvuste 3nadenun Pesynemam Cmamyc
TlosTopHoe onpeneneune: 7 12120 ur CooTeeTcTayeT
TosToptioe onpenenchne: ¥ 118,00 mr Cooveercrayer
Mostoproe onpenencune: 9 12210 wr CooTpereTayer
Nostoproe onpeaenenne: 10 119.10 mr Cootsercrayer
[NMostopnoe onpeencue: 11 116,30 ar Cooteercrayer
[losropHoe onpeaenensie: 12 123,60 mr Coorsercrayet
[osrophoe onpeaenenie: 13 12190 mr Cooreercroyer
[osTopHoe onpeenennie: 14 121,00 mr Cooveercrayer
[estoproe onpeneneHise; 15 122,30 mr Cootpetcrayer
[Mostopnoe onpenencnie: 16 126,80 mr Cooteetcrayer
Hozroproe onpenenenie; 17 126,08 mr Cootrercrayer
MoeToproe onpenenenue: 18 124,70 wr Cootsercrayer
Mostoproe onpenenchne: 1% 12291 mr CooTeercrayer
MosToproe onpenenenue: 20 119,00 mr Cooreercrayer
MosToproe onpenenchue: 21 1h7.20 mr CooTsercrayer
TNosTopuoe onpepenewne: 22 113,60 ur Cootpercrayer
TNostopuoe onpenenemie: 23 116,00 mr Cootsercrayer
Tortopuoe onpegenenne: 24 124,10 mr Coorsercreyer
TNortopHoe onpenencune: 25 114.60 mr CooreercTeyer
MosTopxoe onpenenenne: 1 116.30 mr Cootsercroyer
MosToproe onpenenenne: 27 LIB.T0 mr CootpercTeyer
MoeToproe onpenenenne: 28 122,00 wr Coorsercrayer
Mostoproe onpeaenenne: 2% 118.30 mr Cootsercrayer
MosTtophoe onpeaenenne: i} 12190 M0 Coorsercreyer
MACCA NOMIOBWHEI TABIME TKN 1P QEMEHMIA (30 TABIIETOK) ~ CootpercTayer Cootpercrayer
omxnonedue dnr 1430
CCTATOUHBIN PACTBOPHTENL ITAHO (npenensioe sHaueHe ana He Gonee 20 000 w/anu (680380_TR) 8123 whnn Coorsercreyer
BHYTPEHHErD KOHTPORA)
PACTBOPEHHE - 30 MUHYT (Q=75%)- QI MHHHMYM 80 % (680880_TR) 95 % CooTeercrayer
MonTtopHoe onpeacterie: 2 959 CooTeeTcTayer
MosTophoe onpesencue. 3 95 % CoaTeercrayer
Norropuoe onpenenexite: 4 s F CooTeeTcTayer
MNMoeTopHoe onpeaeneHne: 5 uiz CooTeercrayer
MorTopuoe onpeaencHe: 6 Vs % CoorsetcTByer
PACTBOPEHHE — 36 MHHYT (Q =75 %) - Q1 CPEJJHEE 95 % CooreeTcreyet
PACTBOPEHHE — 30 MUHYT (Q = 75 %) - Q1 MHHHMYM MHHHMYM B0 % (680880_TR) M CooteetcTRyeT
PACTBOPEHHE — 30 MHHYT (Q =75 %) - Q1 MAKCHMYM 95T Cooteercrayer
OOHOPOAHOCTH JOIHPOBAHHA (CPEAH = LI) (LI = 15) - konnuecTaennoe 100 Cooraercreyer
OHPQEEJ'IEHIIE
OJHOPOAHOCTL AO3HPOBAHHA (CPEOH = L1) (1.1 = 15) - na 10 TaGnerkax 100.6 mr Cootaercrayer
TosTopuoe onpenenemie: 3 100.6 mr
Tostopuoe onpensneHie: 3 100.6 mr Cooraercrayer
TNosToproe onpeneacuie: 4 1.7 mr Coorpercrayer
TosTopHoe onpenensane: 5 100.7 ar Cootpercrayer
Nostoproe anpeaenenne: 6 100.7 ar Cooteerctayer
MoeToptoe onpenenenue: 7 100.7 mr CooraercTayet
MoeTopHoe onpeaenene: 8 1006 mr Cooveetcrayer
TMosTophoe onpeaenenne: ¢ 100.7 mr Cooreercreyer
[ozvopHoe onpegenenne: | 160.6 mr

DNpesaopuamme:

aCanodn Canaiwn e Tumxapet A.l.»

N0BHOW oduc:

Krouyixapwwupad Max. Mepxes Cox. Ne: 223/A BiodokkapuwTupan/ Monabypraa
39780, Knipnxapam, Typuwa Ten.: (+90} 288 427 10 00 daxc: (+90) 288 427 14 55-56

193 yn, Bywoxaepe. (atax 4}, Crambyn, 34394 Typums Ten.: (+090) 212 33939 00
®arc; (+90) 212 339 11 89 E-mail: sanofilac@ sanofi.com — www.sanofi com

Homep dopmara: FORM-TR-02250-A10.0/SOP-TR-00168
Hara: 18.08.2016

Ymeepcoennan konus snexmponnoii nodnucu om 17.5.2019 «epes cucmenty LIMS

Cmipaneya Ve: 3u3 6




SANOFI| wp

Omiicanie npodyrma : TEJIMHCAPTAH 3JEHTHBA, 40 MI', TABJIETKH (AJIEMBHK)

Koo npodyxma : 707961_TR Howep cepuu e cticmene LIMS : 1439526

Hama nepsoco esinycxa : 19.02.2018 Konmpoasuuiii novep SAP : 6818790

Hama nepecmompa 0oxysenma : 27.02.2019 Homep cepuu : 9LB03218

Cpok oxonuaHuA OeHCIMBUR JOKYMeHma : 27.02.2029 Hoxep peoaxyuy doxyasenma 12

OfIHOPOTHOCTH AOINPOBAHHA (CPEAH < 1.1) {1.1 = 15} - oanopoatocTs He Goree 15 0.1 Cootsercrayer

SMHHL AOHIPORAHIA

OMHOPOAHOCTD AOINPOBAHHA {(CPEJH < 1.1) {L.1 = 15) - 10 emmHiu 10 enuHsL Cootsercrayer Cootpercreyer

BOIAPOBRHIA

OOHOPOHOCTE JOIMPOBAHNA (CPESH < L1) (L1 = 15) 30 enunuu MuriMateHo 29 enitHsy Coorsetcrayer Cooraercrayer

BOMPOBAHIA

OAHOPOTHOCTE NC3HPOBAHMA (CPEJH < L1) (L1 = 15) — 31 eannim 10 ensvuu CoorsetcTeyer Cooteercrayer

AOIHPOBAHMA

OIHOPOAHOCTE BOSHPOBAHHA (CPEAH < L1) (L1 = 15) - max Max & Coorsercreyer Cooteercreyer

GIHOPOMHOCTE ROSHPOBAHHA (CPEAH < L.1) (L1 = 15) - 1% eannsu 10k.6 Cooreercreyer

DONIPOBAHIA_IHAYEHHA
TNoatopuoe onpeneachne: 2 100.6 Cootsercroyer
TNostopuoe onpenenchie: 3 100.6 Coorsercrsyer
TNostopuoe onpegenchize: 4 1007 Coorsercrayer
TlosTopHoe onpenenenne: 5 100.7 Cooveercrayer
TosTopHoe onpeaenckie: 6 100.7 Coorsercrayer
MosTopHoe onpeaeneHite: 7 100.7 Cooreercreyer
MosTopHoe onpeaenenite: & 100.6 Coorperciayer
NosTopsoe onpenenenne: Y 100.7 Cogtaercreyer

Mestoproe onpeneneune: 10 100.6 Cootaercrayer

COIHOPOAHOCTE AOSHPOBAHHA (CPEAH < L1 (1.1 = 15) — 10 epntiny 1006 Cootaercrayer

ROUIPOARHIA_KOMMECTACHHO

OfIHOPOAHOCU T AO3HPOBAHMA (CPEAH < 1.1y (1.1 = 15) — 10 egnvnn Lon.s Cooteercrayer

DOMIPOBAHIA_SpEaHte

OfHOPOJHCCTD OIHPOBAHHA (CPEH < L1} (L1 = 15) - % cTanaapruoe 0.52364¢-1 Cooreercreyer

OTEMOHEHIR

QAROPONHOCTS NOJIPOBARHA (CPEIH < L1) (L1 = 15) 0.52364c-1 Cooteercrayer

«Canodu Cananu ge Tnaxaper A.lll.»
MpeanpugTne: Cononuoi obuc;

Kiomyxkapwuwmmpan max. Mepkea Cox, Ne: 223/A Bioioxkapwutupan/ NioneGypraa
39780, Koipnkapenw, Typuwa Ten.: (+50) 288 427 10 00 daxe: (+00) 288 427 14 55-56

193 yn. Byroknepe. (atax 4], CramByn, 34394 Typuua Ten.: (+090] 212 339 39 00
daxec: {+80) 212 339 11 9% E-mail; sanofilac@ sanofi,com — www.sanofi.com

Homep dopmara. FORM-TR-02250-A10.0/SOP-TR-00168
Aata: 18.08.2016

Ymeepucoennan Konius INeKmponnoi noonucu om 17.5.2019 yepes cucmemy LIMS

Cmpainga N 4 u3 6




SANOFI vp

CEPTHPHKAT AHAJIM3A

Onucanue npodysma

t TEJIMHCAPTAH 3IEHTHBA, 40 MT", TABJIETKH (AJIEMEBHK)

29780, Keiprwapenw, Typuws Ten.: (+90) 288 427 10 00 daxe: (+30) 288 427 14 55-56

Koo npodyxma : 707961 TR Hoastep ceputi ¢ cucmeme LIMS : 1439526
Hama nepsozo evinycra +19,02.2018 Koumpononuii Hosep SAP : 6818790
Hama nepecrompa dokymenma :27.02.2019 Homep cepun : 9LB03218
Cpox oxonyanus delicingua doxysesma :27.02.2029 Hosiep pedmapuu doxystenma e
Hapasemp ITpedensniie 3nauenus Pesyaemam Cmamyc
NOJTHHHOC T — TEMMHCAPTAH (B3XX) — OMPEJENEHHE COOTBETCTBHE RT Cooteercteyer Coornercreyer
NOJJIMHHOCTH TE/MMHCAPTAHA (B3XKX)
NOAIHHHOCTb, Y&-CMEKTPOCKOITHA COOTBETCTBHE CIEKTPOB CooreetcreyeT CooTeetcTayer
KOJIMMECTBEHHOE OMPEAENEHHE TEJIMHCAPTAHA B | TABJRETKE 38.0—42.0 mirfrabnetka 8.7 mritabneTia CooTeercrayer
POACTBEHHBIE ITPHMECH - EAHHHMHBIE WAEHTHOHLIMPOBAHHLIE He Goree 0.2 % H/O Cooteercreyer
MPHMECH — POACTBEHHLIE MPMMECH - EAHHHYHBIE
HIEHTHOHUIIMPOBAHHLIE ITPUMECH
POOCTBEHHDIE ITPHMECH - EAWHIYHLIE HEH/IEHTHOHLIHPOBAHHLIE He Gonee 0.2 % 6 % Cootpercrayer
[MPHMECH
POQCTBEHHBIE MPUMECH - OSWIEE CONMEPXXAHHE He Gonee 0.5 % 0.06 % CooTeetcTByer
Ofuiee YHEn0 BPOSHBIX MIKPOOPTAHIBMOD He Sonee 1.000 KOE/r SKOEfr Coovaercreyer
OFbwiee YHCNO APOAOKEBBIX Il ANECHEBLIX PiIGoD He Gonee 100 KOEr < 5 KOE/r Coovaevcreyer
ESCHERICHIA COLI OTCYTCTBHE CooTaercTayer Cooreercrayer
Homep obpaiua: 5239143 MpomeayTouutali npoaykT
PACTIADAEMOCTE He Gonee 15 mus 6,08 CooreercTayer
NMPOMHOCTb TABJIETOK HA HCTHPAHHE He Gonee 1.0 % 0.2 % Coorsercreyer
CPEJHAA MACCA TABNETOK 233.4-247.1) mrirabnetka 2400 mrfrabnersa Cooreercrayer
OIMHCAHHE TMPOLOJITOBATLIE, ABOAKOBBIMYKBLIE TABMETKH OT [MOYTH Cooreercrayer CooreetcTRyet
BEJIOTO J0 XENTOBATOIO LIBETA C PHCKAMH C ABYX CTOPOH.
MPOYHOCTL HA PAIIABIIMBAHHE 50.0-150.0 H (ustoToH) 92TH Cootaercreyer
OdHOpOdHOCMS MaCCht — Ominonanue drn (20 240,00 mr CooTaercreyer
OOHOPOOHOCTE JOIHPOBAHHMA 240,060 mr CooTaercrayer
OQHOPOJHOCTE JOIHPOBAHHA - OAHOPOTHOCTE MACCHE Llenenoe Havenie 15 F 240,00 mr Cootaercrayer
Moatoproe onpeneneHue: 2 240.00 mr Cootaercrayer
Mostophoe onpencachue: 3 240,00 mr Cooteercrayer
MosTopsoe onpenenchue: 4 240.00 mr CooteercTayer
MonTopxoe onpenenckne: 5 240,00 mr Cootserctayer
TMontoproe onpeaencHue: 00 mr CooTeercTayer
HorTopuoe onpeacnewiie; 7 24044 ar CooTpercrayer
TMostoproe onpeaenctie: 8 24044 mr CooTeercToyer
Tosroproe onpeasncine: 9 240,00 Mr CooTpetcrayer
MNozToproe onpenenenue: 10 240,00 mr CooTpetcToyer
MNostopros onpenenenne; §1 240.00 mr Coareercreyer
NosTophoe onpenenchite: 12 240,00 mr CooTaercrayer
Moeroproe anpenenenne: 13 240,00 yr Cooraercreyer
Moeropres onpenenenie: 14 240.00 wr Cooveetcrayer
Mosrtoproe enpeneneuie; 13 290,00 mr Coovsercrayer
MNoeTtoproe onpeneneqise: 16 24030 mr Cooveercrayer
nge . «Caxodm Canaiiv ge Tuokapet A.W.» ono oMo
KiovyxkapuiTupan max. Mepkea Cok, Ne; 223/A Brodioxkapuwmpan/ MioneBypras 193 yn, Byroxaepe, (atax 4), Crambyn, 34394 Typuua Ten.: (+090) 212 339 39 00

daxc: {+90) 212 339 11 99 E-mail: sanofilac® sanohi.com — www.sanoli.com

Homep gopmara: FORM-TR-02250-R10.0/SOP-TR-00168
Dara; 18.08.2016

Ymsepacoennan Konus INeKmponnoil noonucu om 17.5.2019 uepez cucmemy LIMS

Cmpanuta M2, 513 6




SANOFI

CEPTHOHKAT AHAJIM3A

Onitcanue npodyxma

: TEJIMHCAPTAH 3EHTHBA, 40 M, TABJIETKH (AJIEMBHK)

Kod npodyxma s 707961_TR Hoxmep cepuu @ cucmesse LIMS : 1439526
Hama nepeozo swnycxa :19.02.2018 Konmpononedi novep SAP : 6818790
Hama nepecsompa doxysenma :27.02.2019 Hoxep cepuu : 9LB03218
Cpox oxonvara delicmeus doxysenma : 27.02.2029 Hoxep pedariuu doxysenma 12
HMapasemp Ilpedenchsie sHAYEHUR Pezynomam Cmamyc
MoeToproe onpenenene: 17 240,00 wmr Cooteercreyer
Moevoproe onpegencdie: 18 240,00 mr CooteercTByeT
MoeTeproe onpeaenerire: 19 240.00 mr CooTseTcTBYET
MoeToproe onpeaenerie: 20 240.00 mr Cootsercreyey
OOHOPOOHOCME MALTH! - OMKRoHEnue dns (20 Cooraercrayer CooTsercreyeT
OHOPOAHOCTE A0IHPOBAHHA — OJHOPOIHOCTE MACCHI llenesoe mavenne £ 7.5 % 240.00 mr CooteetcTayer
MoeToproe onpegenenite: 2 240,00 mr Cootpercrayer
MoeTopyoe onpeaenentie: 3 240.00 mr Cootsercrayer
MoeToproe onpenenenne: 4 240,00 wr Cooteercrayer
MNeatepuoe onpeseneune: § 240.00 wr Cooteercrayer
Moatopuoe onpenensune: 6 240,00 wir CooTeetcrayer
Mostoproe onpenensune: 7 240.00 mr CooTeercrayer
MNosTopuoe onpeaeneniie: 8 240,1K) mr Cooteercryer
MNosTophot onpeaencnie: % 240.00 mr Cooteetcrayet
[TosTopioe onpenenewme: 10 40,00 mr Cooteetcryer
[TosToproe onpenenenie: 11 240,00 mr Cooteerernyer
[MosToproe anpenencuue: |2 240,00 ar CooTtsercreyer
[osToproe onpenenenie: |3 24000 ar Coorsercreyer
MosTophoe onpenenenne: 14 240,00} mr Cootsercrayer
TMosTophoe onpenenenne: 15 2400 mr CooTeercrayer
Mostopuoe onpenenenwe: 16 240,00 Mr Cooreetcrayer
MosTophoe onpenenenie: 17 240.00 mr Coomsetetayer
MosTopoe onpenenense: |8 240,00 mr Cooreetcrayer
MosTtophoe onpenenchue: 19 240,00 mr Cootmetcrayer
TNMonTopuoe onpeneneHne; 20 24000 me Cooreercrayer
OOHOPGOHOCITNE MBCCH! — OIMKNOReHUS Onir 2/20 CooTsercrayer CootaercTayer
JMHHA (MTPHBTH3HUTEMBHO 12 MM} 12.0 MM Cootaercrayer
HPHHA (TIPHBIM3HTESILHO 6 MM} 6.03 mm Cootaerereyer
TOMLUHHA 3238 uum 3 Cooraercreyer
OMUCAHHE (CTATHA TPAHY ) HEMEN HEMLEN BLEYAZ-SARIMS]I GRANUL Cootpercrayer CeoTaereToysT
Homep ofipasua: 5256489 TEpomeayTounsii npoaykT
HACBIUMHAA NAOTHOCTD (CTAANA FPAHY ) 400,0-700.0 £/ 1000 mn 667.82 i/ 1000 ma Cootsercroyer
Homep obpalua: 5265549 MpovexyTounnii npoayxT
NOTEPA B MACCE [IPH BLICYLIIMBAHHE (CTAJMA [PAHY ) He Gonee 2.5 % (6B08B0_TR_II'C) Ly % Coorsercrayer

Petenuie 08 ncnoaviosaniii : 0QIOBPEHO

Cornacho noche Ha CEpIIo, KOTOPOe COOTBETCTBYET Tpebosannam TEKYLUEro CTanIapTa GMP, NpoOTOKONY O NPOM3IBOACTEE, OTYETY 0 TEHAEHUHAX |
PEIYALTATY HCNBITAHHI NPOIYKUHH, DAHHAR CEPHA MOANEKRHT BbIMYCKY B IIpoaasky.

Ymeepdua : Elif Nur Basaran (Maaaumii cnegnanuct otaena ofecneuenns kaqecrsa) ama : 17.5.2019 16:24:20
CepTudxar aHanisa NOAMKHEAH B INCKTPOHHOIL crcTeme LIMS
o «Canothu Canadiv 89 Tugxapev A.lll.» N S

Kiouykeapuwrupad max. Mepraa Cox. Ne: 223/A Ewomoxapuwrupan/ Nlonebypras
39780. Knipnxapem, Typuna Ten.: (+20) 288 427 10 00 daxc: (+90) 288 427 14 55-56

193 yn. Byiokpeps, (srax 4), Crambyn, 34394 Typuma Ten.: |ﬁn 2123383900
$raxc: [+80) 212 339 11 89 E-mail: sanofilac@sanoh.com — www.sanofi.com

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

Ymeepucoennan xonun 3nexmponnoit nodnucu om 17.5.2019 vepes cucmesy LIMS

Cmpaniife Ne: 613 6



SANOF! . g

Analiz Sertifikasi

( Certificate of Analysis ) GMID) :680880_TR

Uriin (Product Description) : TELZAP 40 MG 30 TABLET(RUSYA)ZFF

Oriin Kodu (Product Code) 1 680880_TR LIMS Pardi no (LIMS Butch Number) i 1440294
Dok.ilk Yaywn Turihi (First fssue Date) + 03.01.2018 SAP Kontral Parti No.(S4P Control No) : 6821045
Dok.Revizvon Tarihi (Doc Revision Date) 1 03.01.2018 Parti NotBarck N /Parti Mikit (Rarch size) ¢ 9LBN32IB/ 14532 PAC
Dok, Son Kull. Tur(Doc Expiry Date) : 03.01.2028 Dok.Revize No (hoc Revision Number) |
Uretim turiki (Manufacturing Dote) 1 27.04.201% Son kullanim tarihi (Expiry Dare) 1 31.03.2021

Test (Parameter) Limitler (l.imirs} Sonug (Resuly) Degerleme (Sws) |
Numuoe No (Sample No): 5265439 Uriin (Finish product)

AMBALA) KONTROLD APACKAGE CONTROL } UYGUN 0L MALL (CONFORMS) Uygun (Conforms} Kabut{Coanply)
SIDIRMAZLIK - SZDIRMAZLIK TFSTI 1 FAKAGE ) SIZDIRMA OLMAMALIDIR (NO LEAKAGE) Uygun ¢onforms! Kabul{t'omply)

¢GMP kurallar,iiriiniin dretim yontemi, trend raporlan ve test sonuglan dikkate alinarak incelenen test kayitlarina gére bu sarj 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 Karars (Usage Decision) : KABUL (ACCEPTED)

Kul. Kar. Veren (Approved by) :  Elif Nur Basaran (Junior Quality Assurance Specialist) Torih (Date) :17/5/2019 4:24:20P!
This certificate of analysis has been electronically signed from a validated LIMS

&anofi llac Sanavil v Ticaret AS

Eabrika / Plant; Gonel Mudiirtik ! Head Office:
Kiclldansran mah, Merkez Sok. No: 223/ A Blyiikkangtran/ Lileburgaz Biyukdera Caddesi No: 193 Kat:4 Levent 34394 Istanbul / Turkey Tel. (+090) 212 339 39 00
38780, Kirldareli /Turkey Tel: {+30} 288 427 10 00- Faks:{+20) 238 427 14 55-56 Faks: (+90) 212 339 11 99 E-mail: sarwfiilac@sancficom - www sanofi.com

Formal No: FORM-TR-02250-R10.0/SOP-TR-00163
Tarih Tarihi 18/08/2016

Approved capy of the electronic signature on 17/5/2019 from LIMS Sayfapjp: 1| 7 6



SANOFI g

Analiz Sertifikasi
( Certificate of Analysis )

Urdin (Product Deseription)

: TELMISARTAN ZV 40 MG TABLET(ALEMBIC)

Uviin Kodu (Product Code) : TU7961_TR LIMS Parti no (LIS Batch Number) i 1439526
Dok Ik Yaywn Turihi (First fssue Date) : 19.02.2018 SAP Kontrol Parti No.(SAP Control Na) : 6RIB790
Dok.Revizyon Tarihi (Doc.Revision Date) : 27.02.201% Parti NotBarck N 1 9LBO3LIE
Dak. Son Kull. Tar.(Doc.Expiry Date) : 27.02.202% Dok.Revize No (Doc.Revision Number} 2
Test (Parameter) Limitler (Limits) Sonug (Resuly) Degerleme (Sias) |
Numune No (Sample No): 5256487 Yan Uriin (Scmi Finish Product)
GORUNUS ((DESCRIFTION } HEMEN HEMEN BEYAZ - SARIMSI, OBLONG (ELONGE). Uyuun (Confurms) Kabul(Comply)
HIKONVEKS, IKI YUZU CENTIKLI TABLETLER (OFF WIIITE TQ
YELLOWISIL OBLONG (ELONGE) BICONVEX TABLETS,
SCORED ON BOTIH SIDES.)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 120.59 mg Kabatl(Comply)
TABLETTE) - Ortalama
BOLUNMUS TABLET (SUBDIVISION OF TARLETS) (30 12039 KaheliCorply)
TABLETTE) - BOLUNMUS TABLET (SUBDIVISION OF TARLETS)
HSUBDIVISION OF TABLETS (30 TABLETS} - SUBDIVISION OF
TABLETS )
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Hedef 1/- 25% (Targer </- 25%) (68088¢_TR) 121.10 mg Kabul{Comply}
TABLETTE) « BOLUNMUS TABLET 0720 #SUBDIVISION OF
TAHLETS (30 TABLETS} - SUBDIVISION OF TABLETS 0430 )
Replicate Count. 2 12120 mg. Kabul({Comply)
Replicate Count: 1 126,60 my Kabul{Cotaply)
Replicate Coume: 4 7. mg Kabul{Comply)
Replicate Count: § 17,10mg Kabul{Comply)
Replicate Cinmt: 6 122,20 mg Katul{Comply)
Replicate Coust. 7 120120 mg Kabul(Comply)
Replicate Count: & 1800 mg Kabul{Comply)
Replicate Count: 9 122,10 mg Kabul(Coinply)
Replieste Count: 10 119,10 mg Kabul{Comply)
Replicate Caunt: 11 116,30 mg Kabul(Conply)
Replicate Count: 12 123,60 mg Kabul(Comply)
Replicate Countz 13 121,90 mg Kabul{Comply)
Replicate Counic 14 121,00 mg Kabul{Counply)
Replicate Count: 15 12230 mg Kabul(Comply)
Replicate Couar: 16 126,80 mg Kabul({mnply)
Replicate Counr: 17 126,00 myg Kabul(Comply)
Replicate Conmi: 1K 124,70 mg Kahul({"mmply)
Replicae Couat: 19 122,90 mg Kabul(Comply)
Replivate Conmat: 20 119,00 mg Kabul({omply)
Replicate Couat: 21 117.20 mg Kabul({Comply)
Replicate Couar: 22 118,60 mg Kabul(Comply)
Remlicate Coum: 21 116,00 mg Kabul(Comply)
Replicate Couat: 24 124.10mg Kabul{Comply}
Replivate Coumi; 25 114.60 mg Kabul(Comply)
Replicate Couat: 26 116,30 mg Kabul(Comply}
Replivate Coumt: 27 118,70 mg Kabul(Comply)
Replieate Couat: 2% 122.00 mg Kabul(Comply}
Replicate Count: 29 13 30mg Kabul{Comply)
Replicate Count: 30 12190 mg Kabul{Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Uygua (Coalorms) Kabul(Comply)
TABLETTE] « Degerteme (/30
BOLUNMUS TABLET (SURDIVISION OF TABLETS) (10 Hedel +/- 15% (Target /- 15%) (680850_TH) 121,10 mg Kabul(Comply)
TABLETTE) - BOLUNMUS TABLET 1/20 /(SUBDIVISION OF
TABLETS (30 TABLETS) - SUBDIVISION OF TABLETS 1/30)
Replicawe Cont 2 121,20 mg Kabul{ Comply)

Eabrika | Plant;
Kiclkkangliran mah. Merkez Sok. No: 22 A Biylkkangbran/ |.Gleburgaz
38780, Kirkdarali /Turkey Tel: {+90) 288 427 10 00- Faks:(+30} 288 427 14 55.56

Sanofi [lac Sanavli ve Ticaret A.S

Genet Midiiriik | Head Office;
Buyiikdere Caddesi No: 193 Kat:4 Levent 34394 Istanbul / Turkey Tel: (+090) 212 339 39 00
Faks: (+90) 212 339 11 99 E-mail: sanclilac@sanofi.com - www sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarih Tanhi: 168/08/2016

Approved capy of the electronic signature on 17/5/2019 from LIMS

Sayfa No : 2

[




SANOF! wp

Analiz Sertifikas:
( Certificate of Analysis )

Urdin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)

DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX ADISSOLUTION -
30 MINUTES Q=751 - QIMAX )

Uriin Kodu (Produet Code) : 707961_TR LIMS Parti no (LIMS Butch Number) i 1439526
Dok.iik Yavin Turihi (First lssue Date) + 19.02.2018 SAP Kontrol Parti No.(SAP Control No) 1 6818790
Dok Revizvon Tarihi (Doc.Revision Datc) +27.02.2019 Parti No(Baich N : SLBO32IS
Dok. Son Kull. Tar.(Doc. Expiry Date) + 27.02.2029 Dok.Revize No ()oc.Revision Number) HE
Test (Parameter) Limitler (Limits) l Sonug (Resuly) [ Degerleme (Stamsy
Replicate Count: 3 126,60 mg | Kabul{Compiy)
Renlicate Conme: 4 17.Mrmg { Kabul{Comply)
Replicate Count: § 117.10mg | Kabul(Comply)
Replicate Coume: 6 122,20 mg | Kabul{Comply)
Revlicate Coun: 7 12120 mg i Kabul{Comply}
Replicate Couat: 8 118,00 myg KabuliComply)
| Replicate Count: 9 122.10:mg Kabul{Comply)
! Replicate Count: 10 119,10 my Kabul{Comply}
{ Replicate Courai: 11 116,30 mg. Kabul{Comply)
Replicate Count: 12 123.60 mg. Kabul(Comply)
Replicate Count; 13 121,90 mg Kabul(Comply)
Revlicate Count: 14 121.00 mg Kabul(Comply)
Replicate Caunt: 15 122,30 g Kabul{Comply)
Replicate Caunt: |6 126,80 mg | Kabul(Comply)
Replicars Count: |7 126,00 mg | Kabul{Comply)
Replivate Caunt 1§ 12470 mg | KebuiComply
Replicate Count: 19 12290 mg Kubul{Comply)
Replicate Caunt: 2¢ 119,00 mg Kabul{ Comply)
Replivate Unumt: 21 117,20 mg Kabult{Comply)y
Replicate Count: 22 113.60 mg KabuliComply)
Renlivate Coumy: 2% 116,m mg Kabul({'owmply)
Replicate Count: 24 | 124,50 mg Kabul{Comply}
Rephuate Count. 25 114,60 mg Kabul{Comply}
Replicate Counis 16 | 116,30 mg ‘ Kabul(Comply} |
Replicats Count: 27 113, 70mg | Kabul{Comply)
Replicate Conar: 28 122,00 g | EabuliComply)
Rewlicare Couns: 29 118,30 mg ' Kabul(Comply)
Replicate Coume: 30 1219 ing Kalwl{Comply)
BOLUNMUS TABLET (SUSDIVISION OF TABLETS) (30 e i
TABLETTE) - Defjerfeme 1/30 i
KALINTI COZUCULER ETHANOL (in-house limit) ARESIDUAL RMTIMAX) 20000 ppm  (GRORS0_TR) #123 ppm Kubul(Comply)
SOLVENT ETELANOL § - — —_ .
PTSSOLUSYON (30 DAKIKA}Y (Q=75) - QI ADISSOLUTION - 20 SETOAI) Q32 4E8HHATRY o Sy
MINUTES (@ 75)-Q1) I
Replivate Count: 2 95 Y | Kabul{Comply)
Replivate Lount 3 95 % Kabul(¢'omply)
Replicate Cmmt 4 95 % Kubul{Comply)
Replicate Uount: § [TE Kabul{Comply}
Replicate Conas: 6 95 % Kabul(Comply) |
DISSOLUSYON {30 DAKIKA) {Q=73 - QLAVR AIISSOLUTION - i v Kabul(Comaty)
30 MINUTES (Q=75)- QIAVR ) |
| DISSOLUSYON (30 DAKIKA)(Q 75)- QIMIN +DISSOLUTION NETIMIN) B0 % (6BURRO TR) 94 Kabul(Comply)
0 MINUTES 1Q-75)- QIMIN )
95 % Kubul[Comply)

Sanofi llac Sanavil ve Ticarst AS

Eabrika / Plant;
Kacukkangtiran mah. Merkez Sok. No: 223/ A Buylkkangtirary Lileburgaz
39780. Kirklareli i Turkey Tel: {+90) 288 427 10 00 Faks:{+00) 288 427 14 55-56

Sonel Madunak [ Head Office;
Bayikdere Caddes! No: 193 Kat:4 Levenl 34394 Istanbul 1 Turkey Tel: (+090) 212 338 39 00
Faks_ {+30) 212339 11 99 E-mail: sanclilac@sancl.com - www.sanofi com

Formal No: FORM-TR-02250-R10.0/SOP-TR-00160
Tarh Tadhi 18/08/2016

Approved capy of the electronic signature on 17/5/2019 from LIMS

SayfaNo: 3 ¢ 6




SANOF! g

. .
Analiz Sertifikasi
( Certificate of Analysis )
Uriin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) 1 707961_TR LIMS Parti no (LIS Baich Number) i 1439526
Dok Mtk Yaven Terihi (First bysue Date) : 19.02.2018 SAP Kontrol Parti No.(S4P Control No} : 6818790
Dok.Revizyon Tarihi (Doc. Revision Date) : 27.02.2019 Parti Notbarch N : 9LBO03218
Dok, Son Kull. Tur.(Doc.Expiny Date) : 27.02.2029 Daok.Revize No (Doc.Revision Number) 12
Test (Parameter) Limitler (Limiis) Sonug (Result) Degerleme (Stams)
DOYAI TEKDUZELIGH (KD<=L13 (1 1715) - ASSYAY Degeri 100 Kabul(Compty}
DOZAI TEKDUZELIG (KD< L1 (L1-15) - LekDoz miktar 1005 mg Kalbul{Comply}
Replicare Caune: 100.6 mg Kabul{Comply)
Remlivate Coumt: 3 100,56 mg Kabulb{¢ omply)
Replicate Count 4 100,7 mg Kabul{Comply)
Replicate Count: $ 100,7 mig Kalul{Comgply)
Revlicare Count: 6 100.7 mg Kabul{Comply)
Replicate Cowin 2 100,7 mg Katul{Conply)
Replieste Count: 3 100.6 mg Kabul(Comply)
Replicate Count: 9 100,7 mg Kabul(Comply)
Replicate Count: 10 100,6 my Kabul(Comply)
DOZAI TEKDUZELIG (KD<-LL) (L1 15}- KD 4UNIFORMITY RMTMAX) 150 ol Sl
OF DOSAGE UNITS (AVe=L1){L1=18)}
BOZAT TERDUZELIGE (KD <=1.13 (L.1=15) - 10 tck dor LIS Usgan (Cunfarms) Kaubul{Comply}
DOZAI TEKDUZELIGE (KD<=L1) (I1=15) - 10 1ck doz Min- 2% adet mg Uygui (Coalormis) Kabulf omply)
DOZAT TERDUZELIGHKD<=L. [} {1.1-15) - 10 1ck doz BT Uygun (Confomus) Kabulitomply)
DOZA] TEKDUZELIGHKD<=L1) {L1-15) - max.{M uzer ) S Uyyun (Conforms) Kabul{Comply)
DOZA) TEKDUZELICGE (KD<L1) (L1-15) - 10vekdoz_Yuede e KabulCuanply)
Replicate Count: 2 100.6 Kabul(Comply)
Replivate Coumt: 1 1006 Kabul{C'omply)
Replicae Count: 4 100,7 Kabul{Comply)
Replicate Count: 5 100,7 Kabul{Comply)
Replicste Count: 6 100.7 Kabul{Tomply)
Replicate Couns; 7 100,7 Kabul{Comply)
Replicate Cowt 8 100.6 Kubub{Comply)
Rewliease Count: 9 100,7 Kabul{Comply)
Replizate Count: [0 LMhG Kabul{Comply)
DOZAI TEKDUZELIGH KD<=L1) (L1=15) - 10 1006 KabudiGomply)
wekDoz miktar Ortalemy
DOYAI TEKDUZELIG (KD<=L1) (L1-1%) - 10 1os R
wkdoz Yuzde Ontalams
DO7AJ TEKDUZELIG (KD<=L1) {1.1+15) - % RSD B2 Kabul(Comply}
DOZAJ TEKDUZELIG! (KD<=L1} {L.1=15) Cia B Kubul(Comply}
TANIMATEL MISAKTAN (HPLC) (IDENTIFICATION - POZITIF (CORRESPOINDENCE OF RT) Uygun ((*onfonns) Kabub{¢omply)
TELMISARTAN (HPLC) - IDENTIEICATION THL MISARTAN
HPLOY)
TANIMA UV ZIDENTIFICATION UV METHOD ) POZITIF (CORRESPONDENCE OF SPECTRA) Uygun {Conforms) Kahul(Comply)
v , :
MIKTAR TAYINI TELMISARTAK - MIKTAR TAYINI 380+ 420 mg/ablet S Kabul(Comply)
TELMISARTAN {ASSAY OF TELMISARTAN IN | TABLET )
Sanofi liac Sanavii ve Ticaret A.S
Fabrika { Plant; Senel Madidik / Hoad Office;
Kiiclkkangtran mah. Merkez Sok. No: 223 A Blylikkangtiran/ Lileburgaz Biyikders Caddesi No: 193 Kat:4 Levent 34394 [stanbul f Turkey Tel: (+090) 212 339 39 00
38780, Kurktareli / Turkey Tel. (+90) 288 427 10 00- Faks:(+80) 288 427 14 55-56 Faks: (+80) 212 338 11 99 E-mail; sanofilacgsanoli.com - www.sanofi com
Formal No: FORM-TR-02250-R10.0/SOP-TR-00163 Approved copy of the electronic signature on 17/5/2019 from LIMS SpfaNo: 4 /&

Tarh Tarihl:18/08/2016



SANOFI! « 8

Analiz Sertifikasi
( Certificate of Analysis )

Urtin (Product Description)

Oriin Kodu (Product Code)

Dok ik Yayin Tarihi (Fiest Issue Date)
Dok Revizvon Tarihi (Doc.Revision Date)
Pok. Son Kull. Tur.(Doc. Expiry Date)

+ 19.02.2018
; 27022019
1 27.02.2029

: TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
: 707961_TR

LIMS Parti no (LIMS Baich Number)

SAP Kontrol Parti No.(SAP Conirol No)

Parti NoBarch N

Dok.Revize No (Doc.Revision Number)

.

.

1439526
6813790
9LBN3218
2

ORTALAMA | TABLET AGIRLIGI /AVERAGE MASS OF |
TABLET)

Test (Parameter) Limitler (Limits) Sonug (Resuly Degerleme (Status)
T e - ,
SAFLIK TESTLBILINEN IMPURITELER TEK TEK (HPLC) X EHIA B S Kabul{Comply)
PURITY TEST-KNOWN IMPURITIES INDIVIDUALLY )
48 By R
SAFLIK TESTL-BILINMEYLEN IMPURITELUR TEK TEK (HPLC) & e LD Kabul(Comply}
PURITY TEST-UNKNOWYN [MPURITIES INDIVIDUALLY )
NMT( .59 .06 % 8
SATLIK TRSTL.TOPLAM IMPURTTELER (HPLC) APURITY TFST- MTMAX) 0.5 % Rk Kabul{Comply)
TOTAL IMPURITIES )
TOPLAM AERORIK MIKROBIYAL SAYIM F(TAMC) NMTIMAX) 1,000 CFU/g 5CFUig Kabul(Comply}
Gri~) coc. finvedi
TOPLAM MAYA/KUF MANTARI SAYIM - TOPLAM MAYAKUE Lol e =3 CFUg Kabul{Comply)
MANTARLSAYIMI ATYMC)
ESCHERICHIA COLE FESCHERICHIA COLI ) Olmamali’gr (ABSENT) Uygun (Contorms) Kabal{Comply)
Numuine Na (Sample No): 5256488 Yari Uriin (Semi Finish Product)
R T T NMT(MAX) 15 dakika {minute] 6,08 dakika Kabul{Comply)
FRIABILITE AFRLABILITY ) NMT(MAX) 1.0% e T
232.0- 247.0 mg/ubler 2400 mgrublsy Kabul{Cmnply)

GORUNUS {DESCRIFTION ) HEMEN HEMFN BEYAZ - SARIMSI, OBLONG, BIKONVEKS, K[ Uygun (Conformis) Kabul(Comply}
YUZ CENTIKLI TABLETLER

SERTLIX i(HARDNESS } e e i

AGIRLIK TEKDUZELIGI - Ortatama 24000 my Kathu{Comply)

AGIRLIK TEKDUZELIGT AUNIFORMITY OF INDIVIDUAL MASS 240,00 myg Kabul{Comply)

)

AGIRLIK TEKDUZELIGE - AGIRLIK TEKDUZELIGH 0720 Hedel'«/- 13% (Targer - 15%) 24000 mg Kabul{Comply)

UNIFORMITY OF INIIVUYUAL MASS - MASS UNIFORMITY §
Replicate Comt 2 240,00 mg Kabul{Conply)
Replieate Count: 3 240,00 mg Kabul(Comply}
Replicate Count: 4 240,06 mg Kabul{Comply)
Replicae Count: 5 240,00 mg Kabul(Comply)
Renlicate Counl: 6 240,10 mg Kabul(Cimnply)
Replicate Count: 7 240,00 mg Kabul{Comply)
Replicate Count: § 240,00 mg Kobul(Comply)
Replicate Count: 9 240,00 mg KabuliComply}
Replicate Count: 10 240,00 mg Kabul(Comply}
Replivate Caunt: |1 240,50 myg Kabul(Comply)
Revlicare Count: 12 240,00 mg Kabul{Tomply)
Replivate Caun: 13 240, mg Kabul{Comply)
Replicate Count: 14 240.00 mg Kabul(Comply)
Keplicate Count: 18 240,00 my Kabul{'omply)
Replicate Count: 16 240.00 mg Kabul{¢ 'omply)

Eabrika ! Plant:
Kiclikkarigtiran mah. Merkez Sok. No: 223/A Boylkkanstiran/ Liuleburgaz
39780, Kwrklareli /Turkey Tel: (+30) 288 427 10 00- Faks:(+90) 288 427 14 55-56

Sanofi llag Sanavil ve Ticaret A.§

Senel Madinik ] Head Office:
Biiyiikdere Caddesi No: 193 Kal:4 Levent 34394 Istanbul | Turkey Tel: (+090) 212 339 39 00

Faks: (+90) 212 339 11 99 E-mail; sanofilac@sanoli.com - www.sanofi.com

Format No: FORM-TR-02250-R10./SOP-TR-00168
Tarih Tarihl:18/08/2016

Approved copy of the electronic signature on 17/5/2019 fram LIMS

Sayia No 5 f

6




SANOF! g

Analiz Sertifikas:
( Certificate of Analysis )
Urdin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Oriin Kodu (Product Code) : T07961_TR LIMS Parti no (LIMS Batch Number) ¢ 1439526
Dokl Yayin Tavihi (First frsue Date) : 19.02.2018 SAP Kontrol Parti No.(84P Control Noy t 6818790
Dok.Revizyon Tarihi (Doc. Revision Datc) : 27.02.2019 Parti No(ttarch N + ILB03218
Dok. Son Kull. Tar.(Doc.Expiry Date) s 27.02.2029 Dok.Revize No (Doc.Revision Number) 2
Test (Parameter) Limitler (Limits) Sonug (Resuly) Degerleme (Stums)
Replicate Count: 17 240,00 mg Kabul(Comply)
Replivate Conat: 13 240,00 mg Kabul{Comply)
Heplicate Count: 19 240.00 mg Kabul(Comply)
Ropdicase Conmy; 20 MO0 mg Kubul{ Comply)
AGIRLIK TEKDUZELIG! - Dageriame 20 Uygun (Conforms) Kabul{{ 'omply)
et 7.5% (Ll - 7,5% X N
AGIRLIK TEKDUZELIGI - AGIRLIK TEKDUZELIGE 220 1 Hedef ~/- 7.3% (Lunget +/-7,5%) 24000 mg Katul{¢omply)
UNIFORMITY OF INIMVIDUAL MASS - MASS UNIFORMITY )
Rentisate Count: 2 240,00 ing Kabul{¢ omply)
Replicate Count: 3 240,00 mg Kabul{Comply)
Replicate Count: 4 40,00 mg Kabol{Comply)
Renlicate Coumt: S 240,00 g Kabul{(omply)
Replicate Couat: 6 240,00 mg Kabul(Comply)
Replivate Count: 7 240,00 mg Kabul{Comply)
Replicate Counts: § 240,00 mg Kabul{Comply)
Replivate Count: 9 240,00 myg Kabwl{Coinply)y
Replicate Count: 10 240,00 mg Kabul(Comply)
Replicate Caunt: 11 240,00 my Kabuliomply)
Replicave Count: 12 240.00 mg Kabul(Comply)
Replicate Count: 13 29000 mg Kabul(Comply)
Replicate Count: 14 240,00 myg Kabul(Comply)
Remlicate Counts 15 240,00 mg Kabul(Comply)
Replicate Count: 16 240,00 mg Kabul{Comply)
Replicate Count: 17 240.00 mg Kabul{Comply)
Replicate Conme: 18 240,00 mg Kabul{Comply)
Rewlicate Count: 19 240,00 mg Kabul{{'omply)
Replicate Cowne 20 230,00 mg Kubul{Comply)
AGIRLIK TEKDUZELIGI - Degerleme 2/20 Uyguo (Conforms) Kabul{¢ ‘omply)
UZUNLUK (YAKLASIK 12 MM} /{(LENGTH (APPROX 12 MM)) s .
GENISLIK (YAKLASIK 6 MM) /(WIDTH (APPROX 6 MM} ) 6.0} mm KabuliComply)
KALINLIK /(THICKNESS ) i2-38mm e ===
GORUNUS (GRANUL ASAMAS]) /{APPEARANCE (GRANULE HHEMEN HEMEN BEYAZ-SARBAST GRANUL. Uygun (Conforms) Kabul{Comply)
STAGE} )
Numune No (Sample No): 5256489 Yari (Jeiin (Semi Finish Product)
0 - X 00 667,82 ¥
RULK YOGUNLUK (GRANUL ASAMASI ABULK DENSITY ( 4000 - 700.0 g/1000ml (L —
GRANULE STAGE) )
Numune No (Sample No): 5265549 Yan Uriin (Semi Finish Product)
" ) 315¢ ] 1.3%
KURUTMA KAYBI (GRANUL ASAMASD /LOSS ON DRYING ( EMTMAXI2 3% (630660, TR IPC * KabullComets)
GRAXNULE STAGE) )

¢GMP kurallariiiriiniin @iretim yoniemi, trend raporlary ve test sonuglan dikkate alinarak incelenen test kayitlarina gore bu sarj sat
$a 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. }

Kulfanim Karars (Usege Decisipn) : KABUL (ACCEPTED)
Kul. Kar. Veren {Approved b :Elif Nur Basaran (Junior Quality Assurance Specialist) Tarih (Date) 17052019 16:24:20
This cerdiflcate of analysis has been electronically signed from a validated 1IMS
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