AEKJIAPAITMSA O COOTBETCTBHAA

| REKJIAPAHT, IIPHHUMATIOITHAN JEKJIAPAIIAIO O COOTBETCTBHM

| AO "Canogpu Poccun"

Ceedenun o pezucmpayuu opzanuzayuu: Mescpaiionnas uncnexyus Dedepansioii kanozo8oii cayxctvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxaa, 3. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvhuiii dupexmop Moo O.A.

Aoeepennoe nuyo: Cmenanos C.C., doeepennocms 6/n om 01.12.2017

SASABJSET, UTO

nexapcmeennoe cpedcmeo: Tensan Hmoc, mabremrcu 80 m2+12.5 mz 10 wm., ynaxosxu aueiixogote KOHMypruie
(9), nauxu xapmownvie, PY Ne JIIT-004359 om 30.06.2017 (dama 3amener 27.11.2017) surdano AO "Canoghu
Poccun", cepus 9LB01327, napmun 6688 ynaxoeox, 200en 00 31,01.2021, npouseodcmsa 3enmusa Caansix
BOpionnepu Canaiiu ee Tudacapem A.ILL, Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S.,
Kucukkaristiran Mahallesi, Merkez Sokak. No. 223/A, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, xod
OKII2 21.20.10.140, ko0 TH B3 3004900002, xonmpaiom Ne 348/40056192/HU-2 om 20.10.2010, uneoiic
MNe 9053084782 om 29.04,2019

COOTBETCTBYET TPEBOBAHHSAM

JIT-004359-300617 usm. Ne 1

AEKJIAPAITMSA ITPUHATA HA OCHOBAHHHA

npomoxon uchvimanuii Ne 12390 om 13.05.2019 HJT OO0 HL "®APMOBOPOHA", ammecmam
akxpedumayuu POCC RU.0001.21PJ140, Cepmugpuxam POCC TR.®MO08.C39694 om 13.05.2019

Crenanos C.C.
O HU.0

OPT'AH I1I0 CEPTHOUKAIINH, 3APETHCTPHPOBABIIMIA JTEKJIAPAITHIO

RA.RU.11®M08 OPTAH IT0 CEPTHOHKAIHH ITPOINYKIIHH OFI[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPYKHOH IIEHTP KOHTPOJIA KAYECTRA",

aopec opzanuzayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmepxoaa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.peh.

JAEKJAPAIIAS O COOTBETCTBHH 3APEI'HCTPHPOBAHA M POCC RU JJ-TR.®M08.4.23569/19

Kayan E.B.
.y 3amM. pyxosoguTens OC

|




Canodu W Canain Be Ti T AW, %ﬂ
[onopwoi ogmc:

183 yn. Byroxpepe, (atax 4), Ctambyn, 34394 Typumun %

Tan.: (+090) 212 339 39 00; daxc: (+90) 212 339 1199

Dpeanpuatve;

Kiouykkapuwmipan max. Mepxes Cox. Ne: 223/A Beodilokkapuwrupar/ MioneBypras
3780, Kupnkapenn, Typups Ten.: (+90) 288 427 10 00 ®axc: (+90) 288 427 14 55.56
Homep pervctpaumm: 2004/26

CEPTH®UKAT COOTBETCTBHUA

Hazeanue npodyxma TTEJBAIVTHAPOXTIOPTHA3H, 80 MI/12,5 MT, 90 TAE (POCCHS)
Kod npodyxma : §96620_TR Hosep cepuu : 9LE01327
Hama npouzsodcmea :15.02.2019 Hama wcmevenusn cpoxa : 01.2021
200H0CmU
Criparia : Poccnn Butnywennoe xonuvecmeo : 6688 ynaxos.
Hauserosanue cyGomantiuu u : Teamucapran/1902000199 Yacmuuno evinyuieno Ine oTMedeno/
€€ cepun
Hannocmero svinyero formenenof
I — Koumpoae coomeemcmeus ananumuseckux omuemos /nodnuce/
2 — Konmpone coomeemcmeua cepuiinozo mMemooa npoussoocmea u udeHmuuyupyionux /noonuce/
SMUKEIMOK UCXOOHBIX MAIMEPUATIOR § COOMBEMCIMEUY € RPOUIBOOCMEEHHON PopMYNoit
3 — Konmpoas coomgememeaus ucx00HuX Mamepuanos/ynaxkoaoHblx /nodnuce/

Mamepuanos/nonynpodykmos/pacmeopumeneil
4 - Konmpone kpumuveckux onepayuii (pH, memnepamypa, eszxocms, dannsie no cmepunuzayuy  /nodnuce/
umao.)
5 - Konmpone 3aseputenun u coomeememenss npouz600cmealnanonnenus/dannsix no ynakosxe 8 /nodnuce/
HpoOmMoKonse Ha cepuio
6 — konmpons coomeemcmsun 06PA3Y0E YRAKOBOYHBIX MAMEPUATOB (KAPMONKAR NAYKa, /nodniuce/
amuxemia, Grucmep, amomunuesas gorvea u m.o.)
7 — Konmpons coomsemcmeus 6v1x00a u nomepe 6 coomgemcmeui ¢ npedenom npedynpexcdenus  /noonucs/
i npedenoM cuzHATa MpPesozu
8 — Omrnonenus 8 kauecmae u biNYCKe NPEOYKMa
He nabniodarocs Habnwodanocs, Omuem o6

OMKAOHEHUAX NPUNAZAeMCA K

npomoxony cepuu

fommeueno/ /re omyeveno/

Pesyavmam:

TIpuzoono das npodaxcu Henpuzodno dna npodasicu He npousaedero ons
KOMMEpYecKoll peanuzayuy

{omseveno) (He ommeveno) (He ommeveno)

Hacmosujum nodmeepacoaem, umo cepus npenapama npouseedena, eKmouasn YRaKoeKy i GblRyCKalouyuii
KOHIMPORe, 8 noaHom coomeemcmeuu ¢ mpebosanuamuy GMP Eeponelickozo corwza u 1okarbHuIMY
mpeboearwiymu Typyuu, a maxice  COOMBEMCMEUN ¢ PE2UCTPAYUORHBIM YOOCHOBEPEHUEM CRIPAHLI 8803a U 6
COOMBEMCMEBUN C ROTHOMOYUAMY, YCMAHOBIEHRBIMU 8 COZNauientu no Kavecmey. J{okymennmsl no npoussodcmay

Cepuit, yRAKoeKe u npogeden it anani308 paccmompensl ¥ 0aHO 3aKN0YeHIEe 0 COOMEEMCMBHI MPeBosanusMU
GMP.

Ooobpenue xonmpons Alkan Ornek Odobpenue sotnycka /nodnuce/
{uvma/noonucs) {uma/nodnuce)

/nodnuce/ 09.04.19 /nevame/ 09.04.19
Mnadwiuii cneyuanucm no | Dama/ Vnoanomovennoe muo no | dama/
Kavecmay Kavecmesy

Homep dopasata: FORM-TR-001565-R3.0/SOP-TR-00515
DNata yreepxaenna: 26/02/2019



SANOFI 3 CEPTU®HKAT AHAJIN3A

Hosep & Gade nannsiit GMID: 696620_TR

Onucanie npodysma + TENMIBAIUTHAPOXJIOPTHATHI, 8¢ MI/12,5 MI, 30 TAB (POCCHA)

Koo npodyxma : 696620_TR Hoaep cepien 6 cucmesie LIMS : 1432430

Hama nepeoco evinycka 1+ 25.06.2018 Koumponsnstii novep SAP : 6797325

Hama nepecarompa doxysenma £ 25.06.2018 Honep cepla/pazvep cepun : 9LBO1327/ 6688 yn.
Hama oxonuanua delicmaus doxymenma : 25.06.2028 Hoxep pedaxyui doxysenma i1

Hama npouzsodcmea +15,02.2019 Hama wcmevenua cpoxa 2odnocmu : 31.01.2021
MTapasenmp fIpedensusie snauenus Pesyavmam Cmamyc
Homep o6pazua: 5186546 ToTosmil npoaykT

KOHTPOJTb YTIAKOBKH CODTBETCTBYET Cooteercreyer Cootpercrayer
YTEUKA YTEUKA OTCYTCTBYET CooTeercreyer Cootpercrayer

Cornacio A0che 1A cEPHID, KOTOPOE COOTBETCTRYET TpeGoRANNANM Tekywero cTauzapTa GMP, npoTokany o NpoN3BOACTEE, OTHETY 0 TEHACHUNAX B
PeIyILTATY HCNBITANNI NPOIYKUNN, NANHAA CEPIIR NOANEGKNT BLINYCKY B NPOASKY.

Pewierntie 00 ucnoasiosantu : OJJOBPEHO
Ymgepoun : {Cneunanuet ortaens obecnevenna kavectsa) Alkan Ornek ama :9.4.2019 1:31:51 PM

Cepmudpurxam anaiusa uMeem INEKMPORRYI0 ROONUCH, ROIYUEHHYIO IpU
NOMOULE EQAUONPOSANNON ARDOPIMOPHON LhopMaHonioil Cucnessl.

«Canotm Canaiiv Be Tugxapet A.lW.»

[peanpugine: Tonoeyoi otume:
Krouyrxapuimapar max. Mepkaa Cox, Ne: 223/A Biomoxxapuwtupas/ MoneBypraa 193 yn. bywosgepe, (avax 4), Cramyn, 34394 Typuma Ten.: (+090) 212 339 39 00
39780, Keipnkapeanw, Typumn Ten.: (+30) 288 427 10 00 daxc: (+90) 288 427 14 55-56 Daxc: (¥90) 212 339 11 99 E-mail: zenliva@ zentiva.com,tr — www,zentiva.com.tr

Homep dopmara: FORM-TR-02250-R 10.0/SOP-TR-00168

Al Ymaepacoennan xonun rexmponnoii nodriicu om 9.4.2019 vepes cucmemy LIMS Crpamiya ez 1 n3 §



SANOFI

CEPTHOUKAT AHAJIU3A

Onuicarite npodyxing

: TENMIMHCAPTAH/THAPOXTIOPTHA3I, 80 MI/12,5 MI', TABJIETKH (AJTEMBHK)

Koo npodyxma : 704790_TR Hoxep cepuut & cucmeare LIMS : 1431557
Hama nepeozo evinycxa :19.02.2018 Konmponenoris nosep SAP : 6794908
Hama nepecarompa doxymenma :28.02,2019 Honep cepun : 9LB01327
Cpox oxorvanun deiicingus 0oKyMenma 1+ 28.02.2029 Hoxep pedaryuu doxysenma 12
Hapamemp ITpedensusie snavenun Pezynomam Cmamyc
Homep ofipaiua: 5178532 Monynpogykr
PACTBOPEHME (THAPOXMOPTHAZHAA)— 45 MHHYT (Q =80 %) - Q] He menee R0 F (696620_TR) 103 % Coorsetcrnyer
[osTopHoe onpenenenne: 2 107 % CooTeercreyer
[MosTopnoe onpeaenenne: 3 9% % Cootsetcinyer
MorropHoe onpeasnenne: 4 106 % Coorsercrayer
MorTopHoe onpenenenue: § 108 % Coorsercrnyer
MosTopHOE ONpenenenne: 6 100 % Coovsercrnyer
PACTBOPEHHE (THAPOXNOPTHAIHAAL — 45 MHHYT (G =80 F) - (1 103 % Cootpercrayer
CPEIOHEE
PACTBOPEHHE (THAPOXOPTHASHAA! — 45 MHHYT (Q =80 %) - (3] He menee 80 7 (696620_TR) Wi CooTRercrayeT
MHHHMYM
PACTBOPEHHE (THAPOXNOPTHASEAA— 45 MHHYT (Q =80 %) - (31 108 % CooTaercrnyeT
MAKCHMYM
PACTBOPEHHE (TEMMHCAPTAHA}— 45 MHHYT (Q =80 %) - Q1 He menee 80 % (696620_TR) 99 % CooteereToyer
MoetopHoe onpensneHne; 2 103 % CooTeetcrayer
MosTopHoe onpeaeachie: 3 93 % Cooteercinyer
MoeTopHoe onpeneneHie: 4 101 % Cootpercteyer
Moetopnoe onpesenenng: § 106 % CooTaercTayer
MoeToprioe onpegenenne: & 9 % Cootsercrayer
PACTBOPEHHE (TEMMHCAPTAHA} - 45 MUHYT (Q = 80 %} - 1 % Cootsercrayer
CPEIHEE
PACTBOPEHHE (TEMMHCAPTAHAY — 45 MEHYT () = 80 %) - 1 He senee 30 % (696620_TR) 93 % Cootaercrayer
MHHHMYM
PACTBOPEHME (TEMMHCAPTAHA)— 45 MHHYT (Q) = 80 %) - QI 106 % CooteeTcrayer
MAKCHMYM
ONHCAHME HEMEN HEMEN BEYAZ-SARIMSI, BIR YUZU "817 BASKIL! OBLONG CooraercToyer Cooteerctayer
BIKONVLEKS TABLETLER. (Tlponoaropathie Asoakossimyxnbte Tabnerxis
Geero 40 A04TIE GEAOID UBETA ¢ HENTOBATHIM OTTEHKOM C FPABHPOBKOH &1+
ua onuoil cropone) {(69662N_TR)
CPESTHAA MACCA | TABAETKH (h473-0.512 r {rpasmoe) (696620_TR) 493 r Cooteercrayer
OCTATOUYHbIH PACTBOPHTE/L 3TAHON He Sonee 20 000 wan 13218 man CooTaereTayeT
NOAMHHHOCTE — TMAPOXAOPTHAIHIA (BIXX) — ONPEAENEHHE COOTBETCTBHE RT Cooteercreyer CooTaevrcrayer
NOBAHHHOCTH THAPOXNIOPTHATIHAA (BIXKX)
NOAMHHHOCTD — TEAIMHCAPTAH (B3XX) — ONPEAENEHHE COOTBETCTBUE RT Coareercrayer Cooraerctayer
TNOAMHHHOCTH TEIMHCAPTAHA (B3KX:
PORCTBEHHBIE MPHMECH TEMIMHCAPTAH — OBLLUEE COOEPXXAHHE He Genee 0.5 % (696620_TR) <005 Cootaercreyer
KOJHYECTBEHHOE OITPEJENEHHE THAPOXNOPTHASHAA B | TABNIETKE 11.9-13,1 mrhraGnerxa 12.7 mriraGnevka CooTaercrayer
KOJMYECTBEHHOE OTIPEAENEHHE TEJIMHCAPTAHA B | TABNETKE 76,0-84.0 murfrabaerxa BOLO mrfrabneTka Cootpercrayer
POACTBEHHBIE MPHMECH, NTPHMECH B (THAPOXJIOPTHAIHAY He Gonee 1.0 % (696620_TR) <0,05 % Cooteetcteyer
POACTBEHHBIE IMPHMECH. IMPOUHE EMHHYHBIE {THAPOXTOPTHAIHIL He fonee 1.5 % (696620_TR) 0.25 % Cooraercrayer
- OBUIEE COOEPXAHHE
OOHOPOITHOCTh JOIHPOBAHNR 100 CooTnercrayer
THAPOXIIOPTHASHIIA koniecTEeHHOE OnpeatneHye
OAHOPOIHOCTh AO3HPOBAHMA THAPOXIOPTHAIMIA: 11 enmtiy 100.7 CooTeerctayer
AO3HPOBAHEA
[MosTopHOS Onpenenenie: 1 01.2 Cooraeretayer
TMosTophoe onpenentune: 101.0 Cootpetcimyer
TostopHoe onpeaeneune” 4 102.0 CooTpeTcimyeT
ToeTOpHOE Onpenenenne” 5 1008 Cooreetcieyer
«CaHocu Canaiu Be Tn T AW.»

KiovykkapmuTupad Max. Mepkea Cok. Ne: 223/A Bromokkapuwtupan/ JkoneBypras
35780, Kuipnxkapenu, Typuun Ten.: (+90) 288 427 10 00 ®akc: {+90) 288 427 14 55-56

193 yn. Byiokaeps, (stax 4), Ctambyn, 34394 Typuma Ten.: (+080) 212 339 39 00
Pake: (+90) 212 339 11 99 E-mail zentiva @ zentiva.com.ir — www.zentiva.com.tr

Homep dropmata: FORM-TR-02250-R10.0/SOP-TR-00 168
fara: 18.08.2016

Ymaepacoennan konus ynexmponnoi nodnucy om 9.4.2019 uepes cucmemy LIMS

Cmpanuya M- 23 §




SANOFI w2

Onticantie npodykma : TEJIMHCAPTAHTHAPOXJIOPTHA3ZH, 80 MTI/12,5 MI, TABJETKH (AJTEMBHEK)
Koo npodyxma : 704790_TR Howep cepru @ cucmese LIMS : 1431557
Hama nepeozo avinycka : 19.02.2018 Koumponuhbiit Hovep SAP : 6794908
Hania nepecsompa doxymenma : 28.02.2019 Homep cepun 1 9LB01327
Cpox oxonuanus deficmeus doxpsenma : 28.02.2029 Hontep pedaxyuu doxysening 12
[oaTopsoe onpeacneHie: 6 100.0: CoorseTcTeyer
MoaTopHoe onpeacneHie: 7 100.9 Cooreetcreyer
MoeTopHoe onpenencHie: 8 102.4 Cooreercreyer
NosTophoe onpenencuie: 9 100.7 Cooreercrayer
[osTopnoe onpeaencuue: 10 100.00 Coorsercrayer
OOHOPOJHOCTE JOIHPOBAHUA (THAPOXAOPTHAIHAA) - onvopoasocTs He Gonee 15 1.8 Coorsercrayer
21NN A03IPOBAHIA
OIHOPOJHOCTE JOTHPOBAHHA (THAPOXAOPTHAINIA) - 10 eannnu 10 eanany CooTpercmyer Coorsercreyer
P _KkOniE
OAHOPOOHOCTE NOIHPOBAHHA (THAPOXNOPTHATH/A)—30 eannuu Munumansio 29 saunny CooTeeTCTBYCT CooTpercTayer
034POBAHIIR
OIHOPOOHOCTE BO3HPOBAHHA (THAPOXNOPTHATHIA)— 30 eanniu 30 eanany CooTBETCTEYCT CooTeercTayer
10IPOBAHIA
OIHOPOJHCCTE NO3HPOBAHNA (THAPOXAOPTUATHLAT-— max Max % CooTectetoyer CooteercTeyer
OIHOPOOHOCTE AO3HPOBAHKA MHAPOXNOPTHAIHIA- 10 easnnu 100.7 Cooveercrayer
NOVIPOBAHIA
MonTopioe onpegenctie; 2 1012 Cooreercreyer
IMosToproe onpegeneuie: 3 1010 CootBetcTyeT
MoeTophoe anpepenenne: 4 1.0 CooteeTcTyer
MoaToproe onpenenenne: 5 1108 CooteetcTyeT
MosToproe onpenencrie: & 1310 Cooreercrayer
ToeTopxoe onpenenenne: 7 1y CoorsereTayer
Tloetopxoe onpeneneie: § 1024 CoorsercTayer
TloeTopxoe onpegenesie: 9 1007 CoorsercTeyer
MosTopHoe onpenenenite: 10 [[1X1] CootseTeTeyer
OOHOPOOHOCTE AO3HPOBAHHA (THAPOXTIOPTHAIHIA) - 11 exnmng 1.0 Cooreetcreyer
BO!IIPDHHIII_I{D.I‘III‘!ECT“HHD
OIHOPOMHOCTE AOTHPOBAHHA (THAPOXMOPTHAIHAA | - 1) emsniam 10L.0 Cooteercrayer
AQIMPOBAHUA_CpenHee
OIHOPOMHOCTh ACIHPOBAHHA (THAPOXNIOPTHAIHAA.| 075433 Coorsercrayer
# CTAHAAPTHOE OTKNOHEHIIE
CAROPONHOCTE JOIIPOBARHA (FHAPOXTOPTHA3NA) 0..75413 CooTsercrayer
OOHOPOAHOCTE AO3HPOBAHHA 10 CooTpercTRyeT
- TEJIMHCAPTAHA xonn4ecTeeHHOE ONpeReneHe
OOHOPGIHOCTE JOIHPOBAHHA TEMMHCAPTAHA - 10 epnnnn 98 CooTeercThyer
mmpouamu
[loztoproe onpenencite: 2 993 CooTeercThyer
[loztoproe onpenenenite: 3 W CooTeeteThyer
Moatopwoe onpeacnene: 4 s CooTeeTeThyer
[oeTopsoe onpencnensie: 5 1n0.3 CooTeeTcThyer
MNoeToproe onpencnetsie: & 98z CooraeteTayet
NoeToproe onpeaenene: 7 w4 Cootaercreyer
MoeTopHoe onpeaencHne: § 1002 CooTeeTeTayeT
MorTopHoe orpeaencHne: 9 992 CootpeTeTayeT
Meevoproe onpeasnenue: 10 985 CooteercTayet
OIHOPOIOHOCTh AOIMPOBAHMA {TEMMMHCAPTAHA)- onnopoaHocTs
SOHHUU DOINPOBAHME He Gonee 15 24 CooTseTciayer
«Canothu Canaiin Be Tumuapet A.ll).»
Kiowyrxapuumipad Max, Meprea Cox. Ne: 223/A Brodiikkapuwrnpaw Monelypras 193 yn. Byiokneps, (31ax 4), CramByn, 34394 Typuuna Ten. (+090) 212 339 39 00
39780, Knipnkapenw, Typuwn Ten.: (+50) 288 427 10 00 ®axc: (+90) 288 427 14 55-56 Dakc; (+90) 212 332 11 99 E-mail: zentiva® zenliva.com.tr — wanw. zantiva com.ir

Eﬂmepi glggbg‘aé FORM-TR-02250-A10.0/SOP-TR-00168 Ymaepucoennas xonus 3nexmponnoil noonucu om 9.4.2019 uepes cucmemy LIMS Cmpannge \2: 3wz 5
ara; A0 -N




SANOFI oy

CEPTHOUKAT AHAJIM3A

Onucanue npodyxma

: TEAMHCAPTAHTHAPOXJIOPTHA3H], 80 MI/12,5 MI', TABJIETKH (AJIEMBHK)

Koo npodycma : 704790_TR Hoatep cepuu 6 cicmene LIMS : 1431557

| Tama nepaozo aeinycra :19.02.2018 Konmponensiii novep SAP : 6794908

| Hama nepecsompa doxystesma : 28.02.2019 Hoxep cepuu : 9LB01327

Cpox OKGRIGHUA OelICINBUR OOKYMeHnIa : 28.02.2029 Hoxep pedaryun doxysenma 3¢

OJHOPOOHOCTE NO3HPOBAHHA (THOPOXJIOPTHAIHAA) - 10 eanwny 10 eguing CooTeetcrayer Cooteerctoyer

nosuposamll_xommecrlenno

OAHOPOAHOCTE QOIHPOBAHHA {TEJDMHCAPTAHA)- 30 ennmuu Munismansuo 29 eannig Cooteetcrayer Cootaercroyer

no’llpo!a!llll

OJHOPOAHOCTL JOIHPOBAHHA (TEJTMHCAPTAHA) A0 eaunnu 30 eaunny CooTeercreyer Cootpercrayer

no!llPDBaHIII

OJHOPOOQHOCTE NOIHPOBAHHA (TEJDMMCAPTAHA) - max Max % Coorsercrayer Cootsercrayer

OJHOPOOHOCTE NOIHPOBAHHA TEIMHCAPTAHA - 10 eanniu Y89 CootsercTayer

[opOBaAHNA
Nostophoe onpenensnne: 2 94.3 CooteercTayer
MosToproe onpenenenne: 3 99.8 CooteereTayer
NosToproe onpenenenne: 4 1016 Coorsercrayer
MozTopHoe onpenenenne: § 1060.3 Cooteercrayer
MosToproe onpenenenne: & 48.2 Cootpererayer
MNosTopioe onpenenctne: 7 994 CooTeercrayer
Moztopuoe onpenenchue: & 100.2 CooTeeTcrayer
Mostopuoe onpeneneue: Y 49.2 Cooteetcrayer

NozTopHoe onpenencuite: 10 98.5 CooTeeTcrayer

OAHOPOGHOCTh AO3HPOBAHHA (TEJIMHCAPTAHA)- 10 enwnin 99.5 CooTeetcrayer

ﬂO'!IIpOBaHIII_KDJIH‘lECI’!EHHO

OAHOPOOHOCTE AOIHPOBAHHA (TEJIMHCAPTAHA)- 10 ennnuu 49.5 Cooteterayer

m’!llpou"lll_l(o]lll‘!ﬂ-‘l’lellﬂﬂ

OOHOPOOHOCTE AOIHPOBAHHA (TEMMMHCAPTAHA) 141362 CooTeeTcrayer

% CTAHOAPTHOE QTKNOHEHIE

IHOPOUGHOCTE HOMIPOBARIA (TEJINHCAPTANA) 1. 44362 Cooteercrayer

POJCTBEHHLBIE MPHIMECH. ITPHMECH A (THAPOXTIOPTHAIHI) He Gonee 0.5 % <05 % CooTesTerayer

POACTBEHHELIE MPHMECH, MPUMECK C (THAPOXJIOPTHAIHIY He Bonee 0.5 % 0.20% CooTeetcrayer

POHCTBEHHBIE MPHMECH. MPOYHE EJMHHYHBIE (THAPOXICPTHAHI) He Gonee 0,2 % 1053 CooTeercTayer

POACTBEHHLIE MPHMECH. METUNOBLIH 34HP (TEMMHCAPTAH) He Sonee 0.2 % <0S % Coorsercreyer

POACTBEHHBIE IMPUMECH. MPOYHE EJHHHYHBIE (TEMMHCAPTAH) He Gonee .2 % <0055 Cootsercreyer

O6wee “icno a3pofHX MIKPOOPraHHIMOS He Sonee 1,000 KOE/r < 5 KOEfr Cooteercrpyer

Ofwee wIcno aposokesbIX It NNECHEBEX rPHton He Gonee 100 KOE/R < 5 KOE/r Cooraercreyer

ESCHERICHIA COLL Olmamalifer (OTCYTCTBHE) Coovseitciayer Cootaercrayer

Homep obpaiua: 5178533 Nonynposykt

CPEJHAA MACCA (MOCJIE NPECCOBARNA) 0.472-0.512 r (rpammos) N492r Cootsercrayer

Cpennas macca (NoCoe npecconanna) - CpeaHes 49200 mr CooteercToyer

Cpensaa Macea (noene npeccobatmin) - ovinonesne ana 0/20 Cootsescreyer Cootercreyer

Cpennna Macca (nocne NpeccoBaHng} — OTKAOHEHNE AnA 21X Coorssicinyer CooTeetcTayer

BPEMA PACTIAJAEMOCTH (MOCIE NMPECCOBAHILR) He Gonee 15 mun 5.6 Cooraercrayer

TBEPAOCTE (NOCJIE MPECCOBAHMA) 45-170 H (nwtoTon) D H Cootpertcrayer

fipeanpuaTMe;

Keauyrkkapuwtvpan max. Maprea Cox. Ne: 223/A Biowokkapuwmipan/ (onebypras
39780, Keprxapenw, Typuma Ten.: (+90} 288 427 10 00 ®axc: {(+90) 288 427 14 55-56

«Canochu Canaiiv se Tuaxaper A.ll.»

=] We:

193 yh. Byxwaepe, (3rax 4), Crambyn, 34394 Typuma Ten.: (+090) 212 339 39 Q0
Daxe: (+80) 212 339 11 99 E-mail: zentiva @ zentiva.com.ir — www. Zontiva.com.tr

Homep dopmata: FORM-TR-02250-R10.0/SOP-TR-00168
Aara: 18.08.2016

Ymeepacoennan xonus nexmponnon noonucu om 9.4.2019 uepes cucmeny LIMS

Copannige M- d s 5




SANOFI v

CEPTUD®UKAT AHAJIU3A
Onucarue npodyxma : TEAMHCAPTAHTHAPOXJTIOPTHAZIH, 80 MI/12,5 MI', TABJIETKH (ANEMEHK)
Koo npodyxma : 704790_TR Hovep cepuu g cucrmeme LIMS : 1431557
Hama nepsoco setnycka : 19.02.2018 Konmpontnotii nosep SAP : 6794908
Hama nepecsompa doxysenng : 28.02.2019 Hovep cepnu : 9LB01327
Cpox oKoHuaRuA Oeiicmeus OokyMenma : 28.02.2029 Hoxep pedaxyuu dorysenma 12
Homep obpazua: 5178534 NMenynponyxT
HACBI[THAS TIIOTHOCTS (CTAIIMA TPAHY ) 400.0-700.0 /1000 sen B67 £ HI b Cootsercrayer

Coraacio nocke Ha cepuro, KOTOpoe COOTBETCTBYET TPeGOBAHHAM TeKywiero cTanaapta GMP, npoTokony 0 NpoM3BOACTBE, OTHETY
O TEHAEHLHAX B PE3YALTATY HCOLITAHKHA NPONYKUMH, IAHHAS cepPHA NOAEKUT BLINYCKY B NPOAXY.

Pewuenne 06 ucnonvioeanuu : OIOBPEHO
Ymeepoun : Alkan Ornek ( Cnexnanucm omoenn obecnevenin kavecmea ) ama: 9.4.2019 13:31:51
«Canodwn Canaiun Be Tuaxaper A.Ll.»
DpeanpurTHe; Fonosnon odmc:
oouyrkapiwrnpad max. Meprea Cok. Ne: 22374 Biodionxaprurpan’ MNienebypraa 193 yn. Bywoxnepe, (3tax 4), Crambyn, 34394 Typums Ten.: (+090) 212 339 39 00
39780, Keiprapenu, Typuua Ten.: (+90) 288 427 10 00 Paxc: (+90) 288 427 14 55-56 Pakc: (+90} 212 339 11 93 E-mail: zentiva @ zentiva.com.lr — www.zantiva.com.tr

H:;q‘ gmog.;%r‘aé FORM.TR-02250-R10.0/SOP-TR-00168 Ymeepucoennan konn mnexmponnoii nodnucu om 9.4.2019 uepes cucmemy LIMS Copantya Az: 53 5




SA N O F I 5 CEPTHO®HKAT AHAJIU3A

Onucanne npodyxma + TEAMHCAPTAHT HAPOXNOPTHA3HI, 80 MI/12,5 MI, TABJETKH (AJIEMBHK)

Koo npooykma : 70479%0_TR Hoxep cepuu & cucmene LIMS : 1431557
Hama nepeozo aunycka +19.02.2018 Konmponvubiit novep SAP 1 6794908
Hama nepecatompa doxysenma : 28.02.2019 Hoxep cepriu + 9LB01327
Cpox oxonsaniia delicmena doxysenma : 28.02.2029 Hoyep pedaripiu doxysenma 574

«Canodu Canaiin Be T 3| A.l.»

Kiouyrkapuwmpan Max. Meprea Cox. Ne: 2237A BioiAoxkapuwtupan/ flionebypraa 193 yn. Bywxnepe, {arax 4), Ctambyn, 34394 Typyws Ten.: (+080) 212 339 29 00
39780, Kuipnkapens, Typuva Ten.: (+80) 288 427 10 00 dakc: {+90) 288 427 14 55-56 Pare: (+90) 212 339 11 99 E-mail: zentiva® zentiva.com.ir — www. zanliva.com.tr
Homep dopmara; FORM-TR-02250-R10.0/SOP-TR-00168 Ymsepaucoennan konus exmponnioit nodnucy om 9.4.2019 «epes cucmeny LIMS Crpannig M 6wz 5

Aara: 18.08.2016




Sanofilisc Synaviive Tl A5

Dene| MIdOAQK | Head Office:
BiyOkders Caddesa No: 193 Kat:4 Lavant 34394 Istanbul / Tuskey

Tol: (+000) 212 339 39 00 - Fake. (+90) 212 339 1196 ]
e SANOFI| g
Kickkangiran mah. Merkez Bok, No: Z23:A Baydkkanstran/ Lolsburga

39780, Kindarsll fTurkey Tol: (+50) 288 427 10 DD Fakos (+90) 288 427 14 6558
Osetim Yori in No/ Number of Manufacturing Autherisation: 2084128

UYGUNLUK SERTIFIKASI / CERTIFICATE OF CONFORMANCE

Oritn Ads 7 Produce name ! TELZAP HCT 80 MG;12,5 MG 90 TB(RUSYA)ZFF
Bitmdy Orin Kodv:Finished Prouct Code ! 696620_TR Partl No/Pary No : SLBO1327
Dretins tarihl:aie Of Monufise tering Daze : 15.02.201% Son knllanm tariki / Exptry Dote ¢ 0L.2021
Dtkertounry &m‘#—u Onigy Verilen Mikar Relewsed Amows 1 6638 PAC
API adi and orjin iot numarest ¢ TELMISARTAN-1902000199/ Sar} Agtk / Partially Released O
APf name and iis orgin lot mumber :
HYDROCHLOROTHIAZIDE-RHCTP60281 Kapah/ Fully Released »
-RHCTP£0281
[7- Controling of compéiance of analysis reports ,7L]
-mvmmummmmmwmnMthmm
-mumuwmmmmwmummwmmummm ! 4__!
,,wrmm:mmrmwm ................... ey
'Controiting of sustabity of rew malerials packaging malorisis /sem! producis / solvents Lt,/'J
&.mvammmmm«m:.m"mmmmmmmm S
cmmuwmmmm.mmmm.mmmammum; f { ]
§arj Keyrian Doyasi icindeki Uretim/Dolum/Ambalaj kayrtiannin sksikkiz ol ieun ve ¢GMP kurefierion (L e =—en g
mumswmumm&mmwmmmm [__,A,l
[4
mabzenesl drnekderinin {kulu, etikat, bister, Al folyo gibl} uyguniudunun kontrolG ve 20, SKT ve drstim tasii bilgiarinin sistem ve T T r———
uyamius /8- Controiling of suiabiity pachaging maieral samplos (box, sabei, biister, A) folt efc.) and comphance of Expiy date, 2D and [_/ |
dade with system and betch record

- Hor bir Gretirn kademesindsid, rekonsitasyon formundakt ve varim figlesindel] irenin belidenen alent ve atarm lenitlere 9ore uyguniugunun KONboIL.................... . - —
- Controking of sultabiily of yield sccount reconciiation form and parcent lose at e yielt form acoording 10 the slest and slarm Kmits |7/\J

P- DrGn kefitesi ve sacbes! biralatmas: Be gl bir sapma :
;mmmqmammumm:

Gérilmemigtir D GirlimOwtlr, Sepma raporn ekbedir,
P Not observed Chserved. Devialion report is aftached 1o batch records.
8onug/ Resulr:
Q/smp uygundur, |:| Satiga uygun deliidir D Ticarl amagh Dretimemiytir
1 Suitable for soMing Noi suitable for seling Nﬂmﬂ%ﬂmdhrmm
f

Sizkonusu Griin serisinin Dretimin, ambalaj ve kalite konbrolil erecek § skiide Avrupa Kiavuzu vo YWMWMWMWWMWGMP}
uygulsmalanna, ithal aden dikenin ruhsat kogutlan va kelite anlagmasinda belirthen ylkiim{Oiiders uygun olarak Gretiidifini tnahhiit ediyoruz. S8z konusu sarinin
imalah, ambalajlanmasi ve analiz kayitian géadon gegirimiy clup, GMP'ye uygun oldugu tespit edimiytly.

We hereby confirm the! this batch of product has been manufsctured, frldudngplmm‘ndqulﬂyeow.hmmm GMP roquirements
NEUMM&WDMMWIMW%IMW ihe
-mummmm:mmwwmm The baich proce.

Kontrol Onay: (/sinimza): i L\O (é\(\_,
: 2 0 f ( .

Controf ApprovaiName/Sig 2}

LORaMS
Terih
OA Specialist/ Junior Specialist Date
ay C,_muL_\;o«
== 032208

Forma No: LLB-FORM-001 565-R3.0/LLB-SOP-00051 5
Tarih Dare 2 261022019



SANOFI| « g

Analiz Sertifikas
( Certificate of Anslysis ) GMID ;696620 TR
Urdin (Product Deseripiion) : TELZAP HCT 80 MG;12,5 MG 90 TB(RUSYA)ZFF
Orien Kodu (Product Code) 1 696620 TR LIMS Parti no (LIMS Barch Nuber) ¢ 1432430
Dok lik Yavin Tarthi (Furat Jssue Dare) ; 25.06.2018 SAP Kontrol Parti No.(SA» Comtrol Noy : 6791328
Dok.Revizyon Taribi {Duc Revision Date) : 25.06.2018 Parti Noarchn  Pariti Miki.Batch size) 1 SLBOI327/6648 PAC
Dok, Son Ksll. Tar.(Doc. Expiry Dote} : 25.06.2026 Dok.Revize No 1oc.Reviston Nuwmber) |
Urerit raribi (Monsyfacuering Date) + 15.02.2019 Son kullarum saribi Expiry Dare) : 31.00.2021
Test (Parameter Limitler (Limiy) Sonug esuly) Degerleme (Sons)
Nurmune No (Sample No): 5186546 Orim (Finish product)
AMBALA) KONTROLU /(PACKAGE CONTROL ) UYGUN 0L MALI {CONFORMS) Uygin {Confoems) Katul(Comply)
SIZDIRMAZLIK - SIZDIRMAZLIK TESTE ALEAKAGE ) SIZDIRMA OLMAMALIDIR (NO LEAKAGE) Uypn (Conforms) Kabul(Cormply)

cGMF kurallari,0rlinlin Gretiin yonteml, trend raporian ve (est sonusiary oWikaie ahnarak Incciencs test kayrtlarina gore bu par) sats
#s uygundur. (According to the controlled batch records, which are consldered cGMP's rules, protocolirend report and result of
product, this bateh is suitable for selling. )

Kuligavn Baran (Usage Declsjon)  : KABUL (ACCEPTED)
KulKar. Veren (Approved by) :  Alkan Ornek (Product Release Svpervisor) Zurlh (Dgre) :9/4/2019 1:31:51PM

This certificate af analysis has been electronically signed from o velidated LIMS

EARkA Plank: Sancf lac Saneyllve Ticarat A fianel MKROAADK [ Hoad Offien;
WMMWMM:HUAWWLW Baylkdsre Caddesi No: mmaunmmulmmnmmum;mzmanm
39780, Kriklarel fTurkey Tol. (+90) 288 427 10 00- Faks:(+00) 288 427 14 55.66 Faka. {+90) 212 339 11 98 E-malt: aancfiiisc@eanct com - www.senct.com

Formai No: FORM-TR-02250-RT0.WE0P-TR-00188 Approved copy of the electronic signature on 9/4/2019 from LIMS SofaNo: 1 7 8
Tarh Terhi: 180872018




SANOFI .7

Analiz Sertifikas)
{ Certificate of Analysis )
Uriin (product Description) : TELMIS.HCTZ 80/12,5 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) : TMT90_TR LIMS Parti no (LIMS Batch Mamber) t 1431557
Dok Ik Yayin Tarihi (First lsssee Dase} : 19.02.2018 SAP Kontrol Parti No.(SAP Comrol Noj 1 6794908
Dok Revizyon Tarihi (Doc Revision Date) 1 28.02.201% Parti NoBach N + SLBO132?
Dok. Son Kull. Tor.(Dov. Espiry Daic) : 28.02.2029 Dok Revize No (Do Revision Number) 2
Test (Paramerer) Limitler (Limits Sonug Resuly) Deperleme (srais)
Nurmne No (Sample No): 5178532 Yan Urtn (Semi Finish Product)
COZUNME BIZ0 (Q34$0) 45 DAKIKA (HIDROKLOROTIAZID) - NLTOMIN 0% (696620 TR) e Kabul{Cormply}
! ADISSOLUTION (=50} 45 MIN (HYDROCKLOROTHIAZIDE)
-Qr)
Replicate Coma. 2 07T% Kubal{Comply)
Rephcste Uoud % % WC@IV].
Replicare Coven. 4 106 % KabultComply)
Replaste Cotmt. 5 108 % Kabul{Comply)
Replicals Lows; & 100 % KebrliCorply)
COZUNME: HIZI (Q=+i80) 43 DAKIKA (HIDROXLOROTIAZID) - ¢ 03 % Kabul(Comply)
TAVR HDISSOLUTION (Q=3%80) 45 MIN {
HYDROCHLOROTHIAZIDE) - Q1AVR )
COZUNME HIZI (Q=$480) 45 DAKIKA (MIDROXLOROTIAZID) - © NLTGSNI$9%  ¢9ssio_Thy B Kebul(Comply)
IMIN. {DISSOLUTION (Q=%80) 43 MIN (
HYDROCHLOROTHIAZIDE) - QIMIN |
COZUNME HIZ) (Q=%£0) 43 DAKIKA (HIDROKLOROTIAZID) - O Lt KebuliComply)
TMAX ADISSOLUTION {Q=%40} 45 MIN {
HYDROCHLOROTHIAZIDE) - QIMAX )
COZUNME MIZ| (Q=$440) 45 DAKIKA (TELNOSAXTAN) - Q1 /( NLTIMIN) $0% - ¢696620_TH) Lk Kabua{Coarply)
DISSOLUTION (Q=%40) 45 MIN (TELMISARTAN) - Q1 )
Raplicaw Couw 2 "% Ksbul{Comply)
Replicats Cownt 1 7% Kabul(Comply}
Repbome Cowrk. 4 01 % Kabul{Conyply)
Replicale Comt § 106 % Kabul(Comply)
Rapheitie Coami fo g Kebul(Comply)
COZUNME HEZ) (Q=%10) 43 DAKIKA (TELMISAKTAN) - Q1 AVR J0 ¢ Kabud(Comply}
ADISSOLUTION (Q=+:10) 45 MIN (TELMISAXTAN) - QIAVR )
COZUNME K2 (Q=430) 43 DAKIKA (TELMISARTAN} - QIMDN / NLTMIN)20% - (696620 TR) ks KsbulfComply)
(DISSOLUTION (Q=80) 45 MIN (TELMISARTAN) - QIMIN
COZUNME HIZI (Q=4:80) 43 DAKIXA (TELMISARTAN) - QIMAX 106 % Kabas{Camply}
" ADSSBOLUTION (Q=%80) 4% MIN (TELMISARTAN) - QIMAX )
"GORUNUS AAPPEARANCE ) Bis yurunds "8 1" baskssi bubies bey wan, woud bnkosvek Uygen (Conforms) Ksbul(Conply)
ibiet. {Edongated, bicoaviy tablers, whise fo off-white with
yellowash tone embosted with "01” on one wde) (696620 =)
1 TABLETIN OKTALAMA AGIRLIG! TAVERAGE MASS OF | 0471- 0512 gipem) (696630 TR 0491 g Kabul(Comply)
TABLET)
KALINYI COZUCU ETANOL ARESIWAL SOLVENT ETHANOL ) NMT{MAX) 10.000 ppr 13318 ppim Kabul(Comply)
TANIMA HIDROKLOROTIAZID- ALIKONMA ZAMANT 4 RT LE UYUMLU (Conmrspondencs of KT} Uygun (Confomes} Kabul(Camply}
IENTIFICATION HYDROCHLOROTHYAZIDE- RETENTION
TRME)
TANIMA TELMISARTAN - ALIKONMA ZAMANI { STILE CYUNED {Cemmmpecdnce of KT} Ve (Conforc) Kabul(Comply)
IDENTIFICATION TELMISARTAN- REVENTION TIME
| Entetia s Prans: Sanch lla Banavil yo Ticaret AR Sanel MOMITK ) Hoad Omon
ROcTkkaiphran meh. Metkaz Sok. No: 2204 Bay(kkenrgtman Loleburgaz BlyOkders Caddes! No: 153 Kat:4 Levend 34394 Iatanbud ¢ Turkey Tel: (+090) 212 329 30.00
39789, Kurklared /Turkey Tat: (+00) 268 427 10 00- Fake:(+90) 288 427 14 55-58 Foks. (+00} 212 330 11 29 E-mail: sancfilsc@smnofl.com - wwiw.$8700,00mM

Format No: FORM-TR-02260-R10.0/808-TR-00168
Tath Tecihi; 18082018

Approved copy of the electronlc signature on 9/4/2019 from LIMS

2 /s 9

Suyf Mo :




SANOFI g

Analiz Sertifikas
( Certificate of Analysis )
Uriin terodiucr Description) : TELMIS. HCTZ 80/12,5 MG TABLET(ALEMBIC)
Uriin Kody (Trudue: Code) : 7047T50_TR LIMS Parti no (LIMS Batch Number) T 1431857
Dok ftk Yayin Tarthi (First Issue Date) : 19.0%.2018 SAF Kontrol Parti No.g54P Conol Nay 1 6794908
Dok Revizyon Tarihi (Duc. Revision Dare) ; 28.02.2019 Parti No@arch N : SLBOI32T
Dok. Son Kull. Tar.(Doc.Expiry Daig) : 2802.2029 Dok Revize No oc Reviston Number) t 2
Test (Parameier) Limider (timirg) Sonug Resuly Deferleme (Sivus)
SAFLIK TESTI TOPLAM SAFSIZLIKLAR (TELMISARTAN) A NMT(MAX}0.5% (696620 TR) <003 % KebultCompty)
PURITY TEST TOTAL IMPURITIES (TELMISARTAN) )
| TABLETTEK HIDROKLOROTIAZID MIKTAR TAYTN AASSAY 03 - 1L mpiinc 127 m/isbiar Kabul(Conspty)
OF HYDROCHLOROTHYAZIDE IN | TABLET )
| TABLETTEKS TELMISARTAN MIKTAR TAYINE AASSAY OF 6.0~ 84.0 myabler 300 epsbles Kebud(Comply)
TELMISARTAN IN § TABLET )
SAPLIK TESTT IMPURSTE B (HIDROKLOROTIAZID) APURITY NMTOMAX) 10%  {694620_TR) Skl KabulfComply)
_TEST IMPURITY B (HYDROCHLOROTHIAZIDE} )
SAFLIK TESTI TOPLAM SAFSIZLIKLAR (HIDROKLOROTIAZID) NMIIMAX) 1.5% (696620, Th) 0.35% Kabul(Comply)
APURITY TEST TOTAL IMPURITIES (HYDROCHLOROTHIAZIDE
»
DOZA) BIRMLERTNIN TEKDUZELIGE « ICERIK TEXDUZELIGH ¢ et Kebu{Comply)
HIDROKLORGTIAZID) - ASSVAY_Degeri
DOZAJ BIRIMLERININ TEXDUZEL IG4 « ICERIK TEKDUZELIG | 100.7 g Kabrd(Comply)
HIDROKLOROTIAZID) - 104ekDoz_gaktar
Baplicite Cowm 2 1012 mg Kabul(Comply)
Replecete Cound 3 10,0 mg Kabul{Comply)
Replcate Count' 4 102.0 mg Kabul{Comply)
Replicaic Coorn $ 100.4 g Kahyl{Conply)
Hepbivate Count 6 100.0 mg KabuliComply)
Replucane Coum. 7 100.9 mg Kabel{Comply)
Replacsty Count: 8 102.4 mg Kabul{Comply)
Repheate Coom 9 1007 g Kabul(Comply)
Rephote Count 10 1000 mg Kebad{Comply)
DOZAT BIRIMLERININ TEKDUZ BLIGH - [CERRK TEKDUZELIGH ( e L KabuliComply)
HIDROKLOROTIAZID) - KD {UNIFORMITY OF DOSAGE UNITS-
CONTENT UNTFORMITY (HYDROCHLOROTHIAZIDE) )
DOZAJ BIRIMLERININ TEXDUZELI - ICERIK TEKDUZELIGE 10 dut mg/taby Uygn (Confores) Kabul(Cemply)
HIDROKLOROTIAZID) - 10 tak doa
DOZAJ BIRIMLENININ TEKDUZELIGE - ICERIK TEKDUZELIGH Min. 39 adet mg Uygam (Conforma) Kabul{Coenply}
_HADROKLORGYIAZID) - Y01k doz
DOZA? BIIMLERINTN TEKDUZELIG] - ICERIK TEKDUZELIGE ( Hademg Vyewn (Confomna) Kabud(Comply)
HIDROKLOROTIAZID) - 30 teh doz
DOZAS BIRIMLERTNIN TEKTAIZELIGE - ICERIK TEKDUZELIGI { Mex % Uygim (Confornu} KebaliComply)
HIDROKLOROTIAZID) - ewn. (M xzew. )}
DOZA) BIRIMLERININ TEKDUZELIGA - ICERIX TEKDUZELIGH 100.7 Kabul{Comply)
HIDROKLOROTIAZID) - |Omkdos, Yurde
Replieni Count 2 1012 Kebul{Coeryiy)
Replicase Comd. 3 0.0 Kabul(Comply)
Rephoue Count 4 12,0 Kabul{Comply)
Replicate Cowm 3 1003 KabuliComply)
Replicsbe Ceu: 6 10090 Kainl{Comply)
Replnate Comt 7 1099 Kabul(Comply)
Fephcale Count: 1 024 Kabul{Comply)
Replieste Count 9 foo.7 Kabul{Coenply)
Replicste Cotnl 10 1000 Ksbul{Comply)
Sanofl Bag Sanavll ve TicarstA S
Denal M0cOriilk ) Head Offica;
Kociikkangliran mah. Merkez Soi. No: 220/A Blydikkanyteary Lileburgaz BayOkdere Caddesi No: 193 Kat4 Lavent 34304 Istenbul/ Turkey Tol: (+090) 212 339 39 00
30780, KuklareN fTurkey Tel: (+80) 208 427 10 00- Faka:(+80) 288 437 14 65-58 Faks: (+80) 212 339 11 09 E-mafl eancfilao@aanclicom « waw, sanell,com

Fomat No: FORM-TR-02250-R10.0/50P-TR-00168
Tarih Tarhi 180872016

Approved copy of the clectronic signature on 9/6/2019 from LIMS

SnfauMNe: 3 ¢ 3



SANOFI| 7

Analiz Sertifikas:
( Certifteate of Analysis )
Urtin (Product Descriprion) ! TELMISMCTZ 80/12,8 MG TABLET{ALEMBIC)
Uriin Kodu (Produer Codep : T04790_TR LIMS Parti no (LIMS Baich Nuober) ¢ 1431587
Dok.fik Yaymn Tarihi (First lssue Darey 1 1%.022018 SAP Kontrol Parti No.(s4p Comrol Noy 1 6794908
Dok.Revizyon Tewihi (Dac. Revision Dase) 1 28.01.2019 Farti No@ach N : 9LBOI32?
Dok. Son Kull. Tav.(oc. Exptry Date) : 28.02.2029 Dok.Revize No oc.Revision Nuanber) : 2
Test (Tarameter) Limitder (Linits) Sonug (Resuly) Degerleme (siotun
DOZAJ RINMLERININ TEKDUZELIGE - ICERIK TEKDUZELIGH { 110 Kebu(Conply)
HIDROKLOROTIAZID) - 106k Doz_mikies_Orulama
BOZA BIRIMLERININ TERKDUZELIG! - JCERIK TEKDUZELIG) { 1010 Kabul{Comply}
HIDROKLOROTIAZID) - 10ickdoz_Yiezde Orafamy
DOZAJ BIRIMLERININ TEKDUZELIGI - K'ERIK TEKDUZELIGE ¢ 0.75433 Kabul(Comply)
HIDROKLOROTIAZID) - % RSD
DOZAJ BIRINLERININ TEKDUZELIG! - ICERIX TEKDUZELIGH { 0.7543) Kabul(Comply)
HIDRONLOROTIAZID)
" DOZAI BIRIMLERININ TEKDUZELIGE - ICERIK TEKDUZELIGH ¢ 100 KebulComply)
TELMISARTAN} - ABSYAY Deyeyi .
DOZAY BIRIMLERTNIN TEKDUZELIGI - ICERIK TEKDUZELIGE ( Hom Kabul(Comply)
TELMISARTAN) - 10uekDo_miktar
Rephests Counr 2 993 mg Ksbul{Comply)
Ropnaee Coue: 3 9.8 mg Kabul(Camply}
Replicate Cown: 4 101,6mg Ksbul{Comply}
Replicate Coom $ 100.3 mg KebultComply)
Rueplicake Lounl 6 Nimg Kabul(Comply)
Rapinate Coun). 7 94 mg KabuliComply)
Replicate Cuoont 3 100.2 mg KabulComply)
Replicie Coun ¥ 99.2 g Kabul(Comply)
Replacate Coost: t0 "Smg w{cm)
DOZAT BIRIMLERININ TEKDUZELIGA - ICERIK TEKDUZELICA | NMFMAX) 15.0 24 KabultComply)
TELMISARTAN) - KB AUNIFORMITY OF DOSAGE UNITS-
CONTENT UNIFORMITY (TELMISARTAN} }
DOZA) BIRIMLERININ TEKDUZELIGT - ICERIK TEKDUZELIGH 10 adet mp/iab Uygn (Conforms) Kebul(Comply)
TELMISARTAN) - 10 ek dox
DOZA! BIRIMLERININ TEXDUZELIG - ICERIK TEKDZELIGE ( Man. 29 adet eng Uygms (Confotma) Kabu{Comply)
TELMISARTAN} - 30 4sk doz
DOZA! BIRIMLERINIH TEKBUZELIC] - ICERIK TEKDUZELIG! ¢ 0t mg Uygan {Conforms) Kabul(Comply}
. TELMISARTAN) - 30 tek dox
-/ IOZAS BIRIMIERININ TEKDUZELIGH - ICERIK TEKDUZELIGE{ Max % Uygun (Conforna) Kabui{Comply)
TELMISAKTAN) - max (M azer.)
DOZA) RIRIMLERININ TEKDUZELIG! - ICERIK TEKDUZEEIG) ( 9.9 Kabal{Coaply)
TELMISARTAN) « | Otekdoz_Yunde
Replicaie Cant. 2 (%] KabuiComply)
Rephcase Cown 3 98 Kebul(Conply)
Roplwate Counl: 4 1016 mlﬂ({'ﬂ!ﬂy}
Repiwoste Cumt: § 1003 Kabul(Comgly)
Replwale Uoant 6 %2 Ksbul{ Congpiy)
LA 4 Kabul(Conply)
Rephuste Count; ¥ 100.2 Kabul(Comply}
Reghcrle Couen: ¥ %92 KobadiCooply)
Replicsie Lot 10 s m((-m}
DOZAJ BIRIMLERININ TEKDUZELIG - ICERIX TEKDUZELIGE { "3 KabulComply}
TELMISARTAN) - 10eekDox_mittar Oralems
DOZA) BIRIMLERINTN TEXDUZELIG! - [CERIK TEKDUZELIG] { 9.5 Kabul(Comply)
TELMISARTAN]) - 10tekdox_Vizde Ovtstams
KiloOkha/iplican mah. Merkaz Sok. No: 270A Lidburgaz BlyOkdare Caddesi No: 163 Ketd Lavent 34384 lstanbut / Turkey Tet: (+000) 212 939 36 00
39762, Kiridarel /Turkey Tel: (+90) 208 427 10 00- Faks:(+90) 288 427 14 5556 Fake: (+60) 212 339 11 99 E-mail: sanctllac@isanciLoom - www.asnof.com

Format No: FORM-TR-02260-R10.0/60P-TR-00168
Terh Terihl: 180872016

Approved copy of the electronic signature on 2/4/2019 from LIMS

Sqpfako: 4 i+ 8



SANOFI g

Analiz Sertifikas;
( Certificate of Analysis )
Uritnt (Penbucs Description) : TELMIS.HCTZ 80125 MG TABLET(ALEMBIC’)
Uriin Kody (Prodnct Cods) : T04790_TR LIMS Parti no (Lirs Bacy Niumber) 1 1431887
Dok llk Yaven Tariti #¥ss Joue Dutey : 19.02.2028 SAP Kontrof Parsi Na.mrc'mwm) 3 6794908
Dok Revizyon Tarihi tDov. Revision Dare} : 28.02.2019 Parti Nog@arey v T SLBO1327
Dok Son Kull. Tor. foc, Expiry Dare) 1 28.02.2029 Dok.Revize No (Doc. Revision Number) 1 2
Test (Paametesy Limitler (i.twity) Sonug (Resuiy Deperleme (sums)
DOZA) BIRIMLERININ TEKDUZELIG! - ICERIK TEKDUZELIGY 996 Kabal(Compiy)
TELMISAKTAN) - % RSD
DOZAS BIRIMLERININ TEKEUIZELIGH - ICERIK TEKDUZELIGH ( 0.59362 KabulCotrply)
TELMISARTAN)
SAFLIK TEST) DMPURITE A (HIDROKLOROTIAZID) APURITY NMTIMAX) 0.5 % D03 % KabuliComply)
TEST IMPURITY A (HYDROCHLOROTHIAZIDE} ) .
SATLIK TESTI IMPURITE € (HIDROKLOROTIAZID) APURTTY NMT(MAX) 0.3 % 020% Kabd{Cormply)
| _TEST IMPURITY € {HYDROCHLOROTHIAZIDE} )
' SAFLIK TESTI DIGER SAFSIZLIKL AR TEK TEK( NMT(MAX) 0.2 % 0,08 % KabultC oarply)
HIGROKLOROTIAZID} APURITY TEST OTHER IMPURITIES
INDIVIDUALLY
SAFLIK TEST! METIL ESTER (TELMISARTAN) APURITY TEST NMTAX) 02% B0 % Katni(Coroply)
METHYL ESTER (TELMISARTAN) )
| METHYL ESTER (TELMISARTAN
SAPLIK TEST! DHGER BARSIZLIKLAR, TEK T2 . NMT(MAX) 0.2 % <0,08% Kab!{Comgy)
TELMISARTAN) APURITY TEST OTHER IMPURIVIES
INRIVIDUALLY (FELMISARTAN) )
=S VIDUALLY (TE) MISAP
TAMC ATAMC ) NMT(MAX) 1,000 CFUI <5 CFWy KabuliComgiy)
TYME 4TYMC) NMTIMAX) 160 CFUYg <5 CFUlg Kabal(Comply)
ESCHERIHIA COL AESCHERICMIA COL) ) - Dlmanas (1) (Abstne £15)) Uygun (Confonma) Kabul{Compiy)
Numime No (Sample Noy: 5178533 Yan: Uran (Semi Finish Product)
ORTALAMA AGIRLIK (BASKI ASAMAST) AAVERAGE MASS ¢ 0470312 ¢ (greee) 0452 Kabel{Comply}
COMPRESSION) } =
AGRLIK TEKDUZELIG {BASKI ASAMAS)) - Ontaiama 492,00y KabulComply)
AGIRLIK TEXDUZELIGH {BASKI ASAMASY} « Degerteme 020 Uygun (Conforms) Kabwid{Comply)
AGIRLIK YEKDUZEL G} (BASKI ASAMASY) « Dogerteme 320 Uygm (Conforms) Kabul{Compty)
:DISINTEGRASYON ZAMANT (B ASK1 ASAMASH) 4 NMTOMAX) 1S dobiks tevioe) 3.6 dakike KalndiCompty)
2 DISINTEGRATION TIvE {COMPRESSION) }
SERTLIK (BASKI ASAMASI) AHARDNESS (COMPRESSION) § 43-170 N {aewaon) 160N Kabul(Comply)
Numose No (Sample No): 5178534 Yar: Orin (Semi Finish Product)
BULK DENSIYE (BASKIVA HAZIR KARISIM) (IC) ABULK 400+ 300 8/1000mi 867 5/1000md Kabus(Compiy}

DENSTTY (MIXTURE READY FOR COMPRESSION)
——=rOIT ¥ IMIXTURE READY FOR COMPRESSION) }
cGMP kurailan,tirtinin Gretim ySnteml, trend raporian ve test sonuglan dikkste ahinarak incelenen test kayitiarina glire bn garf safy
§a vygundur. (According to the tontrolled bateh records, which are considered cGMP's rules, protocol.trend report and result of

product, this batch is suitable for selling, )

Kudlenyn Karan (Usape Derision) KABUL (ACCEPTED)
HulKeor, Veren (Approved py) Ierih (Date) 09.04,2019 13:31:51

‘Alkan Omek (Produce Release Supervisor)
Mmﬁﬂcmo[m:hrlm mwm-muum

MM&KN&&NAWWLW WCMM:WSK&leWMITMW;(ODIO)Z‘IZWSGN
39760, Kidarek Tumkey Tat: (+80) 289 427 10 00- Frda:{+00) 288 427 14 5558 Faks: (+00) 212 339 11 90 E-malt: sanofilec@aanoll.com - W, ol cou
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