NEKJIAPAIIASI O COOTBETCTBUU

JEKJIAPAHT, MPHHUMAIOIWH AEKJIAPAITUIO O COOTBETCTBUM

AO "Canogu Poccusn"

Ceedenun o pezucmpayuu opeanusayuu: Mescpationnaa uncnexyus edepanoroii narozosoi cayxcovi Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Aopec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenegon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepansuviii dupexmop Monc O.A.

Hosepennoe auyo: Cmenanos C.C., dosepenrocms 6/n om 01.12,2017

3ASIBJISIET, UTO

Rexapcmeennoe cpedcmeo: Tenzan, mabnemxu 40 mz 10 wm., ynaxoexu auetikogsie konmyprute (3), nauxu
kapmonnsie, PY Ne JIII-003545 om 01.04.2016 (dama 3amenv: 09.08.2017) evidano AO "Canogu Poccus”,
cepun 9LBO0081, napmun 14671 ynaxoeox, z00en 0o 31.12.2020, npouseodcmea 3enmuea Caanvix IOpionnepu
Canaiiu ee Tuoncapem AL, Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristiran Mah.
Merkez Sok. No:223/A, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey xod OKI}{2 21.20.10.140, xod TH B3
3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneoiic Ne 9053082430 om 04.02.2019

COOTBETCTBYET TPEBOBAHUAM
JITT-003545-010416 uam, Ne 1-5

AEKJIAPAITASA IPHHATA HA OCHOBAHHH
npomoxon ucnwtmanuii Ne 3330 om 11.02.2019 HJ/T 000 HI{ "®APMOFOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21 DJI40, Cepmughuxam POCC TR.OM08.C33484 om 11.02.2019

Crenanos C.C.
O.HU.0

CBEJIEHHSI O PETUCTPALIAN

OPIAH I10 CEPTHOHKAIINY, SAPETHCTPHPOBABIIHIA JEKJIAPAITAIO

RA.RU.11PMO8 OPIAH IO CEPTHOHKAILIHH HPONVKI[HH OFI[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH L[EHTP KOHTPOJIT KAYECTBA”,

adpec opzanusayuu. 115280, 2. Mockea, yr. Macmepxoaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opaana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, 9. 4, sm. 5., men..(495)788-02-88, eeb-
caiim: oukx.poh.

AEKJIAPAITHSI O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU J|-TR.OM08.A.15341/19
JATA PETHCTPAITMN 11.02.2019
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e
Canodm Unauy Cananu e Tugxapet A L. e,
[onopHoi oduc:

193 yn. Bywoxaepe, (atax 4), Crambyn, 34384 Typuma ks, .

Ten.: (+090) 212 339 39 00; daxc: (+90) 212 333 1199 ko3

DpsanpusTve;

Kiouyxkaprwmvpan max. Meprea Cox. Ne: 223°A Broioapwiwimipan! Mionebypraa
39780, Koipnrapenu, Typumwa Ten.: (+90) 288 427 10 00 daxc; (+20] 288 427 14 55-56
Homep peructpaumu: 2004725

CEPTH®HKAT COOTBETCTBHA

Hazeanue npodyxma ‘TEJI3AIL, 40 M, 30 TABJIETOK (POCCHA) ZFF
Koo npodykma : 680880_TR Hovep cepuu : 9LB0O00S1
Hama npouzeodcmea : 02.01.2019 Hama ucmevenus cpoxa : 12,2020
2o0HaCmU
Cmpara : Pocchn Boinyujennoe xoruvecmeo : 14 671 ¥11
Haumernoeanue cybomanyuu u : Tenmucapran /1802003714 Hacmuuno asinyiyeno fue oTMedenof
ee cepun
IToanocmbio guinyyeno loTmeveno/
I — Koumpone coomeemcmeaun anaiumuieckux onienos /noonuce/
2 — Konmponb coomaemcemeun cepuiinozo Memoda npou3godcmed u uoenmuguyupyrox /nodnuce/
IMUKEMOK UCXOOHYIX MAMEPUATOE 8 COOMBEMCMEIY € HPOUIEOOCMBEHKON ropMmynol
3 — Koumpone coomgemcmaun UCXO0HBIX MAMEPUATO8/YRAKOGOYHBIX fnoonuce/

Mamepuaioe/nonynpodykmoea/pacmeopumeneti
4 — Koumpone kpumuvweckux onepayuii (pH, memnepamypa, éaskocnie, daxnbie ho cmepuruzayuu /nodnuce/
¥ m.o.)
5 — Koumpone 3agepuienus 1 COOMEEMCMEUR NPOU3B00CMBA/HANOAHEHUA/OAHHBIX NO YRAKOBKE 6 /nodnuce/
RpOMOKOIE HA CEPUIC
6 — KOHMPONDL COOMBEMCHIGUA 0GPAY08 YRAKCEOMHLIX MAMEPUATO8 (KAPMOHKAA NaUKA, /nodnuce/
smukemxa, 6rucmep, amomunuesas oivea u nm.o.)
7 — Konmpone coomeememaua éoix00a u ROMePs 8 COOMEEMCmet ¢ npederom npedynpexcoenus  /nodnice/
u npedenor cuzHana mpesozi
8 — Omxnowenun 8 kavecmee u GuInycke npodyxma
He nabmodanocs Habmooanoce. Omuem o6

OMRNOHEHUAX RPUNASACHICA K

RPOMOKONY CEPUN

fommenenof fre ommeveno/

Peszynomam:

ITpuzoono 0na npodaxcu Henpuzoono dns npodaxcu He npouzgedeno 0ra xommepueckol pearusayuu
(He omsevero)

(ommeuena) {ne ommeveno)

Hacmoawjum nodmeepaicoaem, umo cepua npenapama npousgedend, KIoHan YRAKOBKY i 8ulRYCKAIOU U KOHMPOAb, 8 HOTHOM
coomegemcmeuu ¢ mpeboeariimu GMP Egponelickozo coioza u aokarsieivu mpeboganusvmu Typyuu, a maxace @
COOMEBEMCMENU C PECUCMPAYUOHHBIM YOOCIMOBEPEHUEM CINDAHb! 6603A U & COOMBEMCIMGUN C NHOTHOMOYUAMY, YCMAHOBAEHHIMU
€ coznauienuy no Kavecmey. Joxymenmel no npouseooCcmay cepil, YAaK0GKe Ut RPOSEOeHUN GHANUZ0E8 PACCMOMPEHDE 1 0aHo
3ainiovenue o coomeemcmaun mpebdoaanuamu GMP.,

Odobpenne koumpona Burcu Bas Odobpenue surnycra /nodnuce/
{uma/noontics) {(uma/moonuce)

/noonuce/ 16.01.19 /nevams/ 16.01.19
Mnaoueuii cneynanucm no | /oamal Ynonnomouennoe nuyo no | /oama/
Kavecmey Kayecmay

Mopmar Ne: FORM-TR-00297-R15.0/SOP-TR-00168
JHara:24/02/2017




SANOFI| vp

CEPTUOHUKAT AHAJIU3A
Homep B Gare annnnix GMID: 6808R0_TR

Omicanue npodyxma : TEJI3ATL, 40 MI', 30 TABNIETOK (POCCHA ) ZFF
Koo npodykma : 680880_TR Hoasep cepuu g cucmese LIMS : 1427133
Hama nepgoco ebinycxka : 03.01.2018 Koumponswwiii nosep SAP : 6783689
Hama nepecmompa doxysenma : 03.01.2018 Homep cepuwpaimep cepuu : 9LB00081 /14671 YT
Cpox oxonvanua Oeticneus doxysenma : 03.01.2028 Hossep pedaxyus doxysenma |
Hama npowsaodcmea :02.01.2019 Hama ucmeuenun cpoxa zodnocmu ¢ 31.12.2020
Hapaviemp TIpedensiinie IHAUENHUR Pesyremam Cmamyc
Homep obipasua: 5135936 ToTopwf npoaykT
KOHTPOJTb YTIAKOBKH CODTBETCTBYET Cootaercrayer CooteercTryer
YTEUKA VTEYKA OTCYTCTBYET Cooteercrayer Cooraetcrayer

Cornacio focse Ha cepii, KOTOPOE COOTEETCTBYET TpeGoBaNNAM TeKyWero cTauaapra GMP, opoToKony 0 NPOH3IBOACTBE, OTHETY 0 TEHACHIUNAX W
PeIYALTATY HCNEITAHNI MPOIYKUNI, AAHHAN CEPHA MOATEANT BLINYCKY B NPOARKY.

Pewtenue 08 ncnonsosanii : OA0BPEHO

Ymeepoun : CreumanuteT oTaACNA 00ecneweHHa xayecTea Burcu Bas Hama 1 16.01.2019 15:53:47
=Canothu Canaiv se Twaxaper A Ll.»

Hiouymeaprurmupad max. Meprez Cok. Ne: 223/A Bwimnoapurvpany honebypras 193 yn. Bywoxaepe, {a1ax 4), Crambyn, 34394 Typuma Ten.: (+090) 212 339 39 00

39780, Knipnkapenm, Typuma Ten,: (+90) 288 427 10 00 ®axc: (+90) 288 427 14 55-56 axe: (+90) 212 339 11 99 E-mail: 2enliva @ zentiva.com.tr — www.zentiva,com.tr

Howmep dopmara; FORM-TR-02250-R10.0/S0P-TR-00168 Ymesepacoennas xonun snekmponnoi nodnucit om 16.01.2019 uepes cicmenmy LIMS

DNara: 18.08.2018
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A SANOFI COMPANY

CEPTHO®HKAT AHAJIU3A

Onucarue npodykma

: TEMMHCAPTAH 3EHTHBA, 40 MF, TABJIETKHH (ALEMBIC)

Koo npodykma : 707961_TR Hosep cepru ¢ cucmesie LIMS : 1426436
Hama nepeozo evinycka : 19.02.2018 Koumponshutit nosep SAP 1 6782485
Hama nepecsmompa doxysmenma : 19.02.2018 Housep cepuu : 9LBO00S1
Cpox okoryanua delicmans doxymenma :19,02.2028 Hoxep pedaryii: doxymenma 11
Tapavemp Hpedensnsie navenua Pezynemam Cmamyc
Homep ofipasua; 5130260 Yan Driin (MpomeacyTounuii npogykt)
OIMHCAHHE OBOAKOBRITTYKIBIE TPOAO/ITOBATBIE TABMIETKH OT IPAIHO. CooTaercrayer CootpercTayer
EBEJIOr 0 A0 XENTOBATOIO LIBETA € PHCKAMK HA OBEHMX
OHOPOAHOCTE BOZHPOBAHMA (CPEOH < 1) (1.1 = 15) 58 Cooreercrayer
MACCA riOnOBiHbL! TABIIE TKW TP BENEHIAW (30 TABSIETOK) — 119.93 mr CooteetcTayer
Cpeduge
MACCA NMOJOBHHBI TABNETKH TTPH AEJEHUH (30 TABAETOK) — 119.93 CooTeetcroyer
HJEMEHME TABNETOK
MACCA NOMOBHHLI TABNETKH ITPH JEMEHMH (30 TABNETOK) — Orknouenne £ 25 % (680880_TR) 119,40 mr CootaeTcrayer
JENEHKE TABJIETOK /30
IMosToproe onpenenexe: 2 .50 mr CooTeetcreyer
MosToproe onpeneneune; 3 127.20 mr Cootaetcayet
Mostoproe onpenenenne: 4 1289 wr Cootaerctayer
NMostopuoe anpeneneune: $ 115.50 ur Cooreercrayer
TNostoproe onpenenene: & 129.70 mr Coorsenerayer
Hostophoe onpenenchie: 7 11720 mr CooTpercrayer
[TosTopHoe onpeneneie: § 115,20 wr CooTeercrayer
[losTopsoe onpenencHie: 9 122,30 mr CooTeercreyer
TNostoproe onpexeacue: 10 116,90 mr CooTsercreyer
Nostopuoe onpeacacHue: 11 123.60 mr CoorsercTeyer
TTosTopsoe onpenenchue: 12 126,90 mr Cooreetcreyet
MoeToproe onpeaencsue: 13 11940 Mr CoorseTcTyer
MosToproe onpeaencwie: 14 119,30 mr Coorsercrayer
MoeTophoe onpeaencHite: 15 11780 Mr Cooreetcrayer
Mosroproe onpeaenewue: 16 121,90 mr Cootsercreyer
Norrophoe enpenenewnie: 17 11940 mr Cootsercrayer
[ostoproe onpenerenite: 18 118,50 mr Cooraercinyer
[ortopsoe onpeneacuie: 19 113.60 mr CooTeetcTayet
[osTopHoe onpenenche: 20 116,20 ur CooteeTcTayer
MosToproe onpegeaste: 21 124,40 mr Coorsercrayer
MosTophoe onpeaenewie: 22 123,90 wr CooTeercrayer
MoaTopuoe onpeacnenne: 23 119.00 mr CooTeercreyer
TMoeToproe onpeaenenne: 24 §23,60 mr CooTpetcTByeT
NMostopHoe onpeagachne: 25 123.20 mr CooTsevcrayer
TosTopros onpeaenense: 26 LIE.50 M Ceorsercreyer
MonTopioe onpeaenchie: 27 110,50 mr Cootsercryer
Mostophoe onpenencaie: 28 120,61 Mr CooTsetctayer
MorTopuos onpenenexiie: 29 122,70 mr Cootpercrayer
MNosropros onpenenenie: 31 120,20 mr Cooreetcreyer
MACCA NONOBYHBLE TABNETKI NPK QENEHHM {30 TABRETOK) — Coorpercrayer Cootsetcinyet
Degderlema (V30
MACCA MONOBHHbI TABJETKH ITPH RENEHHH (3 TABJETOK) - Qrxnonenne + 15 % {680880_TR) 119.40 Mr Cooreercrayer
HEAEHHE TABJIETOK 1/30
NoevopHoe onpeaenenne: 2 109,50 mr Coorsercrayer
[osTopHoe onpenenemte: 3 127.20 mr CooTsercrayer
[osTopHoe onpenexerne: 4 121.90 mr CooTeercrayer
Moetoproe onpeacnentie: § 115,50 mr CooTpeTcTByeT
MorTopHoe onpeaenenne: 6 129,70 uir Cootsercrayer

n — «Canocu Canaitn e Ti

Longgtion aguc:

KiovykxapyurTvpan max. Mepkea Cox. Ne: 223/A Brodiroxeprrinpany NMoneGypraa
39780, Kniprxapenw, Typumn Ten.: [+90) 288 427 10 00 ®akc: (+90) 288 427 14 55-56

193 yn, Byroxnope, (avax 4), Crambyn, 34394 Typya Ten.: (+090) 212 339 38 00
Paxc; (+90) 212 339 11 99 E-mail: zenliva @ zentiva.com.tr — www.zantiva,.com.ir

Homep diopmara: FORM-TR-02250-R10.0/30P-TR-00168
flara: 18.08.2016

Ymeeprucdennan xonua 3xekmponnoit nodnucu om 16.01.2019 yepes cucmemy LIMS




A SANOQFI COMPANY

CEPTUOPHKAT AHAJIN3A

Onucaniie npodykma

: TEJIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (ALEMBIC)

39780, Knipnkapenu, Typunn Ten.. {+90) 288 427 10 00 daxc: (+90) 288 427 14 55-56

daxe (+90) 212 339 11 99 E-mail: zentiva® zantiva.com.ir — www.zentiva.com.tr

Koo npodyxma : 707961_TR Homep cepute ¢ cucmese LIMS : 1426436
Hawna nepeozo ésinyera : 19.02.2018 Koumponewoiit Hosep SAP : 6782485
Hama nepecmompa dokynenma +19.02.2018 Hoxep cepuu t 9LBO0OS1
Cpox oxonuanun delicmeus doxymennta : 19.02.2028 Hoxiep pecaripiu ooxysenma
" MHapamemp IIpedeasnmie 3nauenun Pelypavmam Cmamyc
[MosTopHoe onpenenenne: 7 L17.20 Mr Coorsercreyer
Tlosrophis onpenenenie; § 115,20 mr Cooteercrayer
Tloetopioe cnpenenenie: Y 122,30 mr CooreercTayer
IMosTopHoe onpenenenie; 10 116,90 ur Cootsercrnyer
IMosTophne onpenenenste: |1 123,60 mr CooTeerctayer
NMostopuoe onpenencHie: 12 126.90 mr CooTeercTayer
Mosroproe onpeacnenie: 13 1940 CooTeercrayer
Mostophoe onpencnenne: 14 119.30 mr CooTeercrayer
NMoerophoe onpeacnenne: 15 117,80 mr Coateercrayer 1
MNostoproe onpeaeneHue: 16 12190 mr Cootpercreyer
[lostopnoe anpexencuue: 17 119,40 mr CooTsercrByer
" Moetopuoe onpeaeacnie: 18 118,50 mr CoorsercTeyer |
MosToproe onpenenenue: 19 113,60 mr Coorsercrayer
Moetoproe onpeaenenne: 20 116.20 mr Cooreercrayer
MosToproe snpenenense: 21 124,40 mr CooreercTayer
MoaTopuoe onpenenchite: 22 123,90 mr CooTeeTcTayet
TNMoetoproe onpenencaie: 23 LI9.(HY Cooreercrayer
MNMostopHoe onpenencune: 24 123,60 mr Cooteetcrayer
ToatopHoe onpenenexne: 25 123,2tr ar Cooteetcreyer
Mostopsos onpenenexite: 26 L18.50 mr Cootaeverayer
MosTtoproe onpenenenne: 27 L1050 mr Cootaercreyer
MosTophos onpenencuie: 28 120,60 mr CooTeercrayer
MosTophes onpenenene: 29 122,70 mr CooTeeTcrayer
MorTopuoe onpenenchne: 30 120.20 mr Coorsercrayer
MACCA NOJI0BKHLI TABETKU NP JENEHIMM (30 TABRETOK) - CooTeetcrayer Cooreercrayer
Dederleme 1/30
OCTATOYHBIM PACTBOPHTENDL 3TAHOJ {npeaensnoe 3HateHite aan He Gonee 20 (0} whani (6RB08B0_TR) 14H60 whank Cooteercrayer
BHYTPEHHErD KOHTPONA)
PACTBOPEHHME - 30 MHHYT (Q=75%)-QI MHHHMYM 80 % (680880_TR) 101 % Cooteercrayer
NosToproe onpensneHue: 2 1M1% Cootsercroyer
Nozropsoe onpexenenie: 3 101 % Cootpercreyer
Flezropioe onpenenerie: 4 102 % CooteeTtcToyer
[losToproe onpeneaenue: 5 1l % Cootsercrayet
[osTopHOe OnpenencHue: 6 103 % Coorpercrayer
PACTEOPEMHE — 30 MHHYT (() = 75 %) - Q| CPEIHEE 102 % Cootsercrayer
PACTBOPEHME — 30 MHHYT (Q = 75 %) - Q1 MHHHMYM MHHHMYM 80 % (680880_TR) 1M % CootsercTayer
PACTBOPEHHE — 30 MHHYT {Q = 75 %} - Q) MAKCHIMYM 103 % Coorsercreyer
n _— «Canodn Canaitv Be Tumxapet A.ll).» r & achnee;
Kiouy pan max. Mepxea Cox. Ne: 223/A BroftokkapuwTupan/ fionebypras 193 yn. Byiokgepe, {31ax 4}, Crambyn, 34394 Typuwa Ten.: (+090) 212 339 39 00

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

Ymeepucoennan xonun 3nexmponnon nodnucy om 16.01.201% uepes cucmemy LIMS



A SANOFI COMPANY

CEPTHO®HUKAT AHAJIM3A

Onucaritte npodysma

: TENIMHCAPTAH 3EHTHBA, 40 MTI", TABJIETKH (ALEMBIC)

Koo npodyxma : T07961_TR Hoatep cepuu 8 cucmeme LIMS : 1426436
Hama nepsoco awinycka :19.02.2018 Koumponensiti Hosep SAP : 6782485
fama nepecsompa doxymenma : 19.02.2018 Hostep cepuu : SLBO00S1
Cpox okonsanus deiicmens doxymenma :19.02.2028 Hoxep pedasyu doxymenma 11
ITapavemp Hpedenonsie 1navenun Pezynomam Cmamyc
NOJUHHHOCTE — TEMHCAPTAH (B3XX! — OINPEJENEHHE COOTBETCTBHE RT Cootnetcreyer Coorsercrayer
NOATHHHOCTH TEMMHCAPTAHA, (BXX)
[MOAMHHHOCTbD. Y&-CIEKTPOCKOIDA COOTBETCTBHE CIIEKTPOB Cootaercrayer Cooreevcreyet
KO/TMYECTBEHHOE OIPEIENIEHHE TEJIMHCAPTAHA B | TABNETKE 38.0—42.0 urfrabaeTra 4011 wrivabneTxa CooTteercrayer
POOCTBEHHBIE MPHMECH — EJHHHYHBIE HAEHTHGHLIHPOBAHHBIE He Gonee 0.2 % <D05% CooTpercTayet
MPHMECH - POICTBEHHBIE MPHMECH — EHHHYHBIE
HAEHTH®HLMPOBAHHBIE NPUMECH
PORCTBEHHKIE NPHMECH — EQMHHYHLIE HEHJIEHTHOHLIMPOBAHHLIE He Sonee 0.2 % DOS% Cootpercrsyer
TPHMECH
POACTBEHHBIE MPHMECH — OBLLEE COAEPXAHHE He Gonee 0.5 % 010 CoomseTcrayer
OSwee uncno apobHLIX MHKPOOPTEHIIMOB He Gonee 1.0 KOE/r < 5 KOE/r CoaTeeTcrayer
Ofittee 4RO APOAKKEBMX H IAECHEBLX rPpHEoB He Sonee 100 KOEAr < 5 KOE/r CooTeeTcrnyer
ESCHERICHIA COHLL OTCYTCTBHE CooTeercrayet Cooveercrayer
Homep ofipasua: $130261 Mpomesy Tounsili npoaysT
PACTNIAJAEMOCTE He Gonee 15 stk £33 CootsércTayer
[IPCGMHOCTb TABJIETOK HA HCTHPAHHE He Gonee 1.0 % 0.1 % CootaeTcreyer
CPEJHAA MACCA TABNETOK 233.0-247.0 mriraGnerxa 240.0 mrfrabaeTra CooTaercreyet
OIMHCAHHE HOBOAKOBLINYKLIE MPOAOMTOBATHIE TAEMETKH OT IPAIHO- Cootaercrayer Cooreercrpyer
EBEJIOTO 10 WEJTOBATOO BETA C PUCKAMM HA OBEHX
CTOPOHAX.
MPOYHOCTS HA PASOABJIMBAHHE StL0-150.0 H {usr010H) Y0.7H Coorsercisyer
AGIRLIK TEKDUZELIGI - Ortalama 240, 00h mr CooTpercteyer
OAHOPOIHOCTH AOIHFOBAHHA 240,00 Mr CooTpercrayer
OJHOPOIHOCTDL JO3HPOBAHHA — OJIHOPOAHOCThL MACCHI Hensaoe wauenne =15 % 240,00 mr Cootsercrayer
Mosvopuoe onpenencnite: 2 24000 mr Cootsercrayer
Mosvoproe onpenenenia: 3 240,00 mr Cootsercrayer
NozTopuoe anpeneacHie: 4 24060 mr Coorsercrayer
MosTopuoe onpenencHite: 5 240,00 mr Coorserceyer
[osTopHoe onpenencnie: 6 240.00 mr Cootsetcrayer
[losvoproe onpeneneniie: 7 240,00 wr CooTpeterayer
MosTopHoe onpeneneuie; 8 24000 mr Cootaercrayer
MosToproe onpeaenensie: ¥ 240,00 mr CoorpercToyet
TNonTtoproe onpexencHne: |6 4000 mr Cootsercreyer
Tortophoe onpegencnise: |1 24010 par CooTeercTeyer
MopTophoe onpeneneHue: |2 24,0y ar Cootsercryer
Moerophoe onpeaencane: 13 240,000 ar CooTeeTcTayer
MoeTopHoe onpenenenie: J4 240,00y mr CooTsercrayer
Noetoproe onpenenenite: 15 24008} mir CooTeeTcrayer
NozTopuoe onpenenenie: 16 240.00) Mr Cooteetcrayer

HATHE:

=Canodu Cavanu pe Tugkapet A.lll.»

Tonoakoi odwme;

39780, Koipnkapenu, Typuwn Ten.: (+90) 288 427 10 00 ®axc: (+90) 288 427

KrouyrkapmwTupan Max. Mepkea Cok. Ne: 2234 Buoimokkapuurmupant NioneGypras

14 55-56

193 yn. Bywrxaepa, (srax 4), Crambyn, 34394 Typuma Ten.: (+080) 212 339 39 00
dare: (+90) 212 339 11 99 E-mai zentiva@ zentiva.com.ir — www. zanliva.com.tr

Homep gropmara; FORM-TR-02250-R10.00SOP-TR-00 168
fara: 18.08.2016

Ymsepacoennan Konun mnexmponnoit nodnucu om 16.01.2019 vepes cucmemy LIMS




A SANOFI COMPANY CEPTHUO®OHKAT AHAJIU3A

Onucanue npodyxma : TEMIMHCAPTAH 3EHTHBA, 40 MI', TABAETKH (ALEMBIC)
Koo npodyxkma : 707961_TR Hoxep cepun @ cucmense LIMS : 1426436
Hama nepaoco genycka : 19.02.2018 Konmpononuiit novep SAP : 6782485
Hama nepecyompa dokysmenma : 19.02.2018 Hoxep cepun : 9LB0O00B1
Cpox oxonuanus deiicmes 0oKyMennd : 19.02.2028 Hosmep pedaryuu doxyvenma B}
Hapanemp Ipedenvuvie navenun Peyromam Cmamye
Moevophoe onpenenctie: 17 240.00 mr CooteercTRyeT
NosToprioe onpeneneme: 18 240,00 M Cooteercrayer
NoetopHoe onpenenenne: 19 230,00 Mr Cooteeterayer
MoaTopuoe onpegenense: 20) 240,00 mr Cooteercrayer
AGIRLIK TEKDUZELIGT - Dagerieme (/20 Cootsercrayer CooTseTcTayer
OOHOPOOHOCTh QO3HPOBAHMA — OJIHOPOTHOCThL MACCHI leneaoe sHaveHue £ 2.5 % 240,00 v Cooteetcrayer
[losTopHoe onpenenenne: 2 240,00 mr Cooteercreyer
Mowtoproe onpenenenue: 3 240,00 mr Cooreercrayer
lNoeTophoe onpenenenne: 4 240,00 mr CooTeercrhyer
MosTophoe onpenenenise: S 240,00 mr Cooreercrayer
MosToproe onpenenenue: 6 240,00 mr Cooreercroyer
Mostopoe onpeaenenue: 7 240,00 mr Cootaercrnyer
Hostoprot onpenaenenue: § 240,00 mr Cooteercroyer
Mosropuoe onpenenesne: Y 240,00 mr Cootpercrnyer
TosToproe onpenencuie: 10 240000 mr CooTsercinyer
TMostopnoe onpenenenne; 1| 240,00 mr Cooteercrayer
Meerophoe onpeaenenne: 12 240,09 mr Cooteercrayer
MNoetoproe onpeneneqne; 13 24(L0M) mr Cooteetrcrayer
MNoetopros onpeaenchse: 14 240,003 mr Cooteetcrayer
MNosTopuee onpenenewne: 15 240,000 Cooteercrayer
NoeTopHoe onpenenerne: 16 240,10 ar CooTeeTctoyet
TMostopnoe onpenenene: 17 1000 mp CooteetcTayer
[lostophoe onpenenenne: 18 240440 mr CooTseTcThyer
TosTopnoe onpenenense: 19 240,00 pr CooTeetcreyer
[MosTopHoe onpenenchie: 20 240,00 mr Cooteerctoyer
AGIALIK TEKDUZELIG! - Degarieme 2/20 CooTpercrayer Cootsetcroyer
IUTHHA (MPHEMHIKTENLHC 12 MM) 120 um Cooteercrayer
WHPHHA (TTPHEMMIHTENLHO 6 MM) 6.08 MM Coorpercrayer
TOMIMHHA 3238 um 35 mum CooreetcTeyer
[MOTEPA B MACCE NPH BLICYLUHBAHHH (CTAJIUA I'PAHYIT) He Gones 3.0 % 1.2% CooteercTByet
OMUCAHHE (CTAIMA TPAHY T} HEMEN HEMLEN BEYAZ-SARIMSI GRANUL. CooTeetcTayer Cooteetcrayer
Homep o6paua: 5130262 ITpomewyTounmli npoayst
HACBITTHAS TIOTHOCTE (CTAJIMSA TPAHY T} 400,0-700.0 / 1100 mn 650.00 rf 1000 3 Cooreercrayer

Cornacho 10cbe Ha CEPII0, KOTOPOE COOTRETCTBYET Tpeboranuam Tekywero cranaapra GMP, npoTokony o NPouIBOACTBE, OTIETY 0 TEHACHUMAX 5t
PE3YALTATY HCALITAHHE NPOTYKIHA, IANHAA CEPHH OOANEAHT BLINYCKY B NPOIAKY.

Peienue 06 ucnonsiosanu : OIOBPEHO
Ymeepdun : Creyuaaiici ontdena obecnevenus Kavecmesa Burcu Bas anta: 16.01.2019 10:17:05
«Canodwm Canain Be Tumxaper A Ll »

ATHS: Lonoexoi gduc:
Kiouykxapiwmipan Max. Mepkea Cox. Ne: 223/A Boriokkapuwtipan MioneBypraa 193 yn. Byiokpepe, {atax 4), Ctambyn, 34394 Typuwa Tan.: (+080) 212 33939 00
39780, Koipnxapenu, Typuma Ten.: {+90) 288 427 10 00 dakc: (+90) 288 427 14 55-56 daxe: (+90) 212 339 11 99 E-mail: zantiva@ zentiva.com.tr — www.zentiva.com.ir
Homep dopmara; FORM-TR-02250-R10.0/S0P-TR-00168 Ymeepaedennan xonun 3nexmponron nednucu om 16.01.2019 uepes cucmemy LIMS

Hava: 18.08.2016



Sanof lzo Sanavitve T AS

Gane) MGIOoK | Head Office:
Boylkdare Caddas! No: 193 Kat4 Levert 34394 latanbul / Turkey N
Tel: (+090} 292 339 35 00 - Faks. (+00) 212 330 11 69
et Pt %
KicOkkangtitan m.msmm;manuymwwwuw

39760, Kaidureli MTurkey Tet: (+80} 258 427 10 00- Fake:{+00) 288 427 14 5556

Oretim Yorl Hnuuummmmmammmu

UYGUNLUK SERTIFIKAS! / CERTIFICATE OF CONFORMANCE

Driin Ads 7 Producs name  TELZAP 40 MG 30 TABLET(RUSYA)ZFF

Biemiy Uran Kodu Fuutshed Prosuct Code : 680880_TR Parti No s Pariy No : SLB000S]

Uretim tarihiDate Of Marfscturing Dare 7 02.01.201% Son kullarm tarihi 7 Expiry Dase : 12.2020

Othecounny : RU Onay Verilen Miktar - Reteased Amount : 14671 PAC

API ads and orlin ot numaras: ! TELMISARTAN(ALEMRIC) _ 1302003714 Jarj Agtk / Partially Released O

AP name and jis orgin lot mmber D/
Kapal / Fully Released

1- Analiz sonuglanmin LYQUARIGUNUN KORLOK -....c.ccv.vecececs oo : @-]

1- Controfing of complance of analysis reports

2- Oretim Yantemindeki ve hammadde {amtim etiketierindeki biigerin gizli formdl ile uyguniugunun kontrol@ ............ [@']

2- mmmumyds-mmananmwmmmm:mwmmmcdmfomm -

3- Hommadde / ambaiaj malzemesi / yan lrtin / SAZ0CANDN UyGUNIUPUN KOABOM ...covvesreveeesoeeeeereeses oo o, KM

3- Controling of sultabilly of raw malerials /packsging materials faemi products / solvents

4- Oratim Yénteminds kritik Iglernierin (pH, temperatir, viskozite v8.) kontroly m

4- Controling of criical oparations (pH, temperature, Wiscoshty, steriization records efc)

5- Saij Kayrlan Dosyasi igindeki Or!ﬂmlbolumlhmbdaj kayrtianrin eksiksiz ofdud unun ve cGMP kuralfarina uyguniugunun kontrelg...... lﬁ—ﬂ ]

&- Controfing of completenass and mnwafmmmmmang racorts within Balch record file

6-Ambalaj malzemes! dmeklerinin (kutu. stiket, blister, Al folyo gibi) uygunlugunun kontroi.......... ... IE_E—j

€- Controliing of sultabilly packaging materiat sampiss (box, label, bilster, Al foll sic.)

7~ Her bir liretim: » zdemesindeki ve verim figlerindell firenin beliflenen alest ve alarm limitiere gre uyguniugunun kontroln %J
7- Conirolting of suitabilty of yiskd account and percent foss at the yield form according fo the wlart and alerm kmits

8- Drin kalilesi ve serbest biralaimass e gl bir szpma :
&- Devistions con Ing tha quekily and relsase of the product ;

Garlimemigtir (a] GanimOytir. Sapma raporu ektedir.
Not obsarved Obumd.bmﬁonmponbamohadhbarchm
— — — — e e ——
Bonug/ Result:
E/ Satga uygundur. 0 Satiga uygun degidir 0 Ticar amach Gretimemigtir
Suitable for seling Not suitable for seling Nocmnnufcdumdforconumrdupwposa

Kontrol Onay) (fsim/fmza):— [§ i¢cos JR3

Conirol Approval(Name/Signarure)
)~/ - S N A60,04:2018
Kalite Giivefice Uzm/Uzm. Yrd, Tarik

OA Specialist/ Junior Specialist Dare

Format No: FORM-TR-00297-R15.0/SOP-TR-00168
Terih Date - 2410212017




SANOF! oz

Analiz Sertifikas
( Certificate of Analysis ) GMID :650830_ TR
Oriin product Description) : TELZAP 40 MG 30 TABLET{RUSYA)ZFF
Uréin Kody (Prodics Codey 1 680880_TR LIMS Parti no (LIMS Batch Munber) i 1427133
Dok llk Yayin Taritd (First lssus Date) : 03.00.2018 SAP Konirol Parti No.(SAP Cowrol Noj : 6783689
Dok.Revizyon Tarihi (Doc. Revision Date) : 03.01.2018 Farii Noauh N :Parti Mikt. (Baich size) : SLBOOUNE / 14671 PAC
Dok. Son Kull. Tar.(Doc.Expiry Date} ; 03.01.2028 Dok.Revize No (Doc Reviston Nunber) HA |
Oretun tariki (Mamacturing Datej : §2.00.2019 Son kuflamm tarihi (Expiry Dore} : 3L12.2020
Test (Porameter) Limitler (Limiuj SONHE (Resuly) Degerleme (Siius)
Numune No (Sarople No: 5135936 Urm (Finish product)
AMBALAI KONTROLU APACKAGE CONTROL ) UYGUN GLMALI (CONFORMS) PhmelEetuu) Kabul(Cooply)
SIZDIRMAZLIX - SEZDIRMAZLIE TESTY ALEAKAGE ) SIZDIRMA OLMAMALIDIR (NG LEAKAGE) Uygun (Conforns) Kabul{Comply)

¢GMP kurallar, lirinlin Grefim yBatem, trend raporlar ve test sonuglar dikkate Alioarak incclenen test kayillanaa gbre bu gar) san
¥ uygundur. (According to the contrelled batch records, which are considered cGMP's rales, protacoltrend report and result of

product, this batch is suitadle for selling. )
&ullanim Korar (Usage Declsion)

: KABUL(ACCEPTED)
A roved by, +  Bur¢n Bas (Junior Quality Assarance Specialisi) Taoh (Date) ;167172019 3:53:47PP

This certificate af anslysis has been slectoonically signed frow a valideted LIMS

o Sanct lac Banadlve TeseiAS S0t MO0  Head Offen:
WMMMNO:WAWMLM naymncmam:inm4unumuluw.rmu'ru:(«m:nzmsooo
39780, Kurkiarel /Turkay Tel: (+00) 288 427 10 D0- Fake:{+00) 288 427 14 65-56 Faks: (+90) 212 339 1190 E-mak: sanofilec@ssnol.com - www. sanofl.com

Fernat No: FORM-TR-022650-R 10.0/S0P-TR-00168 Approved copy of the electronic signature on 16/1/2019 from LIMS SaaNe: | s 6
Tarit) Tasthi: 18/08/2016




SANOFI . g

Analiz Sertifikas:
( Certificate of Analysis )
Ortn (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Codej : 07961_TR LIMS Parti no (JMS Rarch Nimber) ! 1426436
Dok Mtk Yayin Tarihi (Fast fssve Date) 1 19.02.2013 SAP Kontrol Parti No.(SaP Control No) 1 6782485
Dok Revizyon Tarihi (Doc Revirion Date) : 19.02.2018 Parti No@arch N 3 9LBODOS1
Dok, Son Xull, Tar.(Doc. Expiry Date) : 19.02.2028 Dok.Revize No (Doc Revision Nimbes) 1 1
Test (Paramercr) Limitler (Limits) Sonitg (Resuly) Degierleme (Siots)
Numnune No (Sample No): 5130260 Yot Orain (Semi Finish Product)
GORUNUS ADESCRIPTION } HEMEN HEMEN BEYAZ - SARIMS], OBLONG (ELONGE), Uygmn (Conforms} Ksbul(Comply)
BIKONVEKS, K] YUZU CENTIKLI TABLETLER (OFF WHITE TO
YELLOWISH, OBLONG (ELONGE) BICONVEX TABLETS,
SCORED ON BOTH SIDES )
BOLUNMUS TABLET (SUBLNVISION OF TABLETS) (30 115,99 mg KsbutiComply)
TABLETTE) - Ortalsma
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 A Kabul{Conpily)
" TABLETTE) - BOLUNMUS TABLET (SUBDIVISION OF TABLETS)
ASUBDIVISION OF TABLETS (30 TABLETS) - SUBDIVISION OF
TABLETS )
o TABLET (SUBDIVISION OF TAB o0 Hedef +/- 23% (Target +/- 25%) (630930_TR) HIA mg Kabub{Corply)
TABLETTE) - BOLUNMUS TABLET 020 {SUBDIVISION OF
TABLETS {30 TABLETS) - SUBDIVISION OF TABLETS 030}
Replicaie Commt 1 109,50 mg Kabul{Comply)
Replscatr Couu 3 127,20 mg Kabul{Comply)
Replicate Cnani: 4 121,90 mg Kabul{Comply)
Rephicte Comn $ 15,50 mg Ksbut{Comply)
Rephiaate Count: ¢ 129,70 mg Kabul{Comply)
Rephoate Consi: 7 UL mg Kabul (Comply)
Rephcaty Cound. ¥ 115,20 mg Kabul{Comply)
Replicatc Cormu. & 122,30 mg Kebul(Comply)
Hephcas Count. ) 16,90 myg Kebul{Comply)
Replicale Couni 11 123,60 mg Kabul(Comgly)
Rephwate Courn® 12 126,50 mg Ksbul{Couwmply)
Revlicate Coven 13 N9.40mg Kabul(Comply)
Replicate Coun! 14 119,30 mg Kabul{Comply)
Replicstr Co: 15 11780 mg Kabul(Comply)
Revlicaic Count 16 12190 mg Kabul{Conyly)
Replicaty Count 17 11940 mg Kabul{Comply)
Reglicate Count, )& 113,50 mg Kabul (Comply)
Replicate Coumnt. 19 113,60 mg Kabul (Cemply}
Replicats Count. 30 1620 mg Kabul(Comply)
Revlieste Conet 21 1M A0mg Kabul{Comply)
Rapheate Count 22 123,90 mg Kabul(Comply]
Replicatc Copnd 11 119,00 mg Kabul(Comply)
Replicate Coemt 24 123,60 mg Kabul{Comply)
Rephcste Court. 35 123,20mg Kabul{Compty)
Replicsle Count 26 18,50 mg Kabuad{Comply)
Replscas Counnt 37 110,50 mg Kebul{Conaply)
Replizsic Cound: 18 120,60 mg Kabul(Consply)
Replicats Count. 29 122,70 mg Kabul(Comply)
Repheate Covns 30 120,20 mg Kbl Comply}
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Urgen {Conéorms) L
TABLETTE) - Dejerieme 0/30
BOLUNMUS T, {SUBDIVISION OF TABLETS) 00 Hedef +s 15% (Turget +/- 15%} [630480_TR) 119,40 mg Kabul{Camply)
TABLETTE) - BOLUNMUS TABLET 1130 ASUBDIVISION OF
TABLETS (30 TABLETS) - SUBDIVISION OF TABLETS 1/30)
Repluats Coumi 2 109,50 mg Esbul{Comply)
Sa110f [t Sanayiive Ticorgt AS Gane| BAOSONCK / Hasd Offie;
Koclidcarigtiran mah, Merkez Sok. No: 223/A BlyDieariptran/ Lileburgaz BlyOkders Caddes! No: 193 Katd Levent 34394 Istanbul / Yurkey Tel: {+090) 212 338 39 00
39780, Kirkdarel /Turkey Tek: (+90) 268 427 10 00- Fake:(+80) 288 427 14 55-58 Fiskn: (+60) 212 339 11 99 E-maX. sanofiiscgieanch.com - www.sanol.com
Format No. FORM-TR-02250-R10.0/450P-TR-00168 Approved copy of the electronlc signature on 16/1/2019 from LIMS SafaNe: 2 7 6

Tasih Tarini: 1806/2018




SANOFI

Analiz Sertifikas:
{ Certificate of Analysis )
Uritnt (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Ortin Kodit (Product Code) 1 07961 _TR LIMS Partino (LIMS Bach Number) P 1426436
Dok.Mtk Yayw Tarihi (First lssue Date) : 19.02.2018 SAP Kontrol Parti No.(S4p Control Noy : 6782485
Dak Revizyon Tariki (Doc Revigion Dare) : 19.02.2018 Parti No@ach N : 9LBOOOS]
Dak. Son Kull. Tar.(Doc. Expiry Date) : 19.02,2028 Dok.Revize No (Doc.Reviston Number) : 1
Test (Paramercri Limltler (Limiwy Sonug Resuy) Degerleme (Swus)
Replicots Coun 3 127,20 mg Ksbul(Cemply)
Replicate Count, 4 121,90 mg Kabul [Comply)
Kephease Cotal: $ 115,50 mg Kabnd(Comply)
Replscatz Counl. § 129,70 mg Kabul{Comply)
Repheste Coont 7 117,20 mg Kabul(Comply)
Replionc Comnt. § £95.20 nog Ksbub(Comply)
Replicats Count. 8 123,30 mg Kabul{Comply)
Repheatc Coumt: 10 11650 mg Ksbul(Comply)
Replicae Cowrt. 11 12,60 mg Kabul(Comply}
Replicate Courd: 12 12650 mg Ksbul{Comply)
Replicate Covni: 13 11940 mg Kabud{Comply)
Replscate Covot. 14 119,30 mg RKabul{Comply)
Repdcate Counl: 15 N30 mg Kabul(Comply)
Replscaic Count. 16 123,90 mg Kabul{Comply)
Replscate Count” 17 119,40 mg Kebul{Comply}
Replicate Coomt- 18 118,50 mg KabuliComply)
Raphcsie Cows. 19 N3 60mg Kabil(Corply}
Repheate Coul, 20 11610mg Kabudl(Comply}
Rephicaie Comy 21 12440 mg Kabul(Comply)
Raplicats Count. 12 123,90 mg KabulfComply)
Reptialc Count. 33 119.00 mg Kabul (Comply)
Replicats Comst: 24 123,60 mg Kabul{Comply)
Replicste Coun: 24 13.20mg Kabul{Comply)
Replicate Coum. 26 118,50 mg Kebub(Comply)
Regheaic o' 27 110,50 mg Kabul(Comply)
Reeplicate Count: 20 120,60 mg Ksbul(Camply)
Replicate Caval” 3¢ 122,70 mg Kebu{Comply}
Replicate Count: M0 120,20 mg Habul{Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 U (Confarma) Kabud(Coenply)
TABLETTE} - Defarieme 1/30
y . o— m NMT(MAX) 100600 pprn (620860 TR) T4460 ppm Ksbud(Comply}
SOLVENT ETHANOL ) anply
DISSOLLISYON (30 DAKIKA) (Q=75)~ Q1 ADISSOLUTION - 30 NLTIMGM) §0%  (stora0_TR) 101% KebulcConeply)
MINUTES (Q=25)-Q1)
Raplicats Covet: 2 101 % Kabul(Comply}
Rephicate Covut; 3 101 % Kabud (Cormply)
Repliate Coumnt. 4 102% Kebud(Cormply)
Repbeae Count: 5 101 % Kabul{Comply}
Repheate Count & 103 % Kshul{Comply)
DISSOLUSYON (30 DAKIKA) (Q@=75) - QIAVR ADMSSOLUTION - o )
30 MINUTES (Q=75)-QEAVR )
DISSOLUSYON (30 DAKIXA} (Q=75) - QIMIN ADISSOLUTION - NI son TR o )
30 MINUTES (Ge75)- QIMIN ) : it
DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX ADISSOLUTION - 103 )
IO MINUTES (Q=75) - QIMAX }
Sanofilac Sanavii ve Ticaret A5 ;
Senel MOdriDic/ Haed Office:
KeicGkkarryliran man. Morkez Sok. No: 223/A Bly(kkarytrany Llsburgez Blylkdore Cacdes! No: 193 Kat4 Lavent 34354 Istanbut / Tikey Tel: (+080) 212 330 39 00
39780, Kuidareli fTurksy Tel. (+80) 288 £27 10 DO0- Faks:(+60) 285 427 14 556 Faks: (+60) 212 339 11 89 E-mall: sanofiacgysancfi.com - www.ssnofl.com
Format No: FORM-TR-02250-R 10.0/SOP-TR 00168 Approved copy of the dlectronic signature on 16/1/2019 from LIMS SmfaNo: 3 ¢ 6

Terih Tarihi: 16/08/2016




SANOFI »

Analiz Sertifikas
( Certificate of Analysis )

Urdin Product Lwscription)

: TELMISARTAN ZV 40 MG TABLET(ALEMBIC)

Urfin Kodu (Produci Code) 1 1079%I1_TR LIMS Partino (LiMS Batch Number} 1426436
Dok itk Yaym Tarihi (Frrst fssue Darey + 19.02.2018 SAP Kontrol Parti No.(SAP Control oy 6782485
Dok Revizyon Tarihi (Doc Revision Daic) : 19.02.2018 Partf Noarch N SLBAOO3]
Dok. Son Kull. Tar.(Doc.Expiry Date) : 19.02.2028 Dok.Revize No (Doc. Revision Number; 1
Test (Paramerer) Limitler @Linin) Sonug (Resuly Deferleme (Siars)
DOZAJ TEKDUZELIGH (KD<=L1}(L1»15) AUNIFORMITY OF bl (L LA IEL e Kabul(Comply)
DOSAGE UNTTS (AVerL 1) (L1-15))
AN TELAIEARTAN L) AT IE A POZITIF {CORRESPONDENCE OF K1) Uygm (Confara) Ksbul(Comply)
TELMISARTAN (HPLC} - IDENTIFICATION TELMISARTAN (
1o
TAMMATV ADENTIFICATION UV METHOD Y POZITIF {CORRESPONDENCE OF SPECTRA] Uygu (Conforms) KsbliCoagly)
MIKTAR TAYINE TELMISARTAN - MIKTAR TAYINI 380 420 mphable 40.11 mgfablen Kebu{Comely)
" TELMISARTAN HASSAY OF TELMISARTANIN | TABLET )
SAFLIK TESTL-BILINEN IMPURITELER TEK TEK (HPLC) 4 NMT(MAX 0.2 % Sk Kabul(Comply)
PURITTY TEST-KNOWN IMPURITIES INDIVEDUALLY - PURITY
TESTKNOWN IMPURITIES INDIVIDUALLY }
SAPLIK TESTHBILINMEYEN IMPURITELER TEK TEK (HFLC) NMTIMAX}0.2 % ks Kabul(Comply)
| PURITY TEST-UNKNOWN IMPURITIES INDIVIDUALLY )
SAFLIK TEST)-TOPLAM IMPURITELER (HPLC) APURITY TEST- HMFMAX) 0.5 % CAlk Kabuil(Comply)
TOTAL BMPURITIES )
TOPLAM AEROBIK MIKROBIYAL SAYTM ATAMC ) NMT{MAX) 1,000 CFUg <5 CFUlg Kabul{Comply}
TOPLAM MAYA/KUF MANTARI SAYTM - TOPLAM MAYAXUF NMT(MAX) 100 CFuig “CFUg Kabwd(Coraply)
MANTARI SAVIMT ATYMC)
ESCHERICHIA COLI ABSCHERICHIA COLT) Otmarmalifgs (ABSENT) Ui (Conteite} Kekrl(Corrply)
Nomunc No (Sample No): 5130261 Yen Urttn (Semi Finish Product)
DAGTLMA ZAMANI ADISINTEGRATION TIME ) NMI(MAX) 15 dakika {mancze) £33 dakiks Katral(Comply)
FRARILITE NFRIABIITY) NMT(MAY) 10 % 0.1% KabuliComply}
ORTALAMA { TABLET AGIRLIGI XAVERAGE MASS OF | 313.0-247.0 mg/tables 2400 mhablet Kabril{Comply)
TABLET)
GORUNUS ADESCRIPTION ) HEMEN HEMEN BEYAZ - SARIMS], OBLONG. BIKONVEKS, IKI Uygan (Conforma) Kabul{Comply)
YUZU CENTIKLI TABLETLER
SEKTLIK AHARDNESS ) %0.0- 1500 N (newton) WIN KetliComply}
' AGIRLIK TEKDUZELIG! - Crtatama 24000 mg Kebul(Compty)
AGIRLIK TEKDUZELIG! ALPOFORMITY OF INDIVIDUAL MASS Ho0mg Kabul{Comply)
}
AGIRLIK TEKDUZELIG - AGIRLIK TEKDUZELIGI 020 A Hodef e 1% (Tmye 1 13%) M0 mg Kabul(Coaply)
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMTY )
Rephicate Count. 2 240,00 myg Kabul{Comply)
Replcate Coumn: 3 240,00 mg Kebul{Comply)
Rephese Looet. 4 240,00 mg Katnd(Comply)
Raplicsts Cousk: § 4000 mg Krbul{Comply)
Replicatc Count: 6 240,00 mg Kabwd{Comply)
Restonte Coun: 7 240,00 mg Kabul(Camply)
Repticats Count. & 24000 my Kabul{Comply)
Repheate Coomt 9 24000 mg Kabul(Comply)
Rephieate Cotmt. 1O 240,00 mg Rabul(Comply}
Raplicele Coan. 11 240,00 mg Kabid(Comply)
Replicase Coumt: 12 240.00 mg Ksbul(Comply)
Rephcne Coare 13 240,00 mg Kabul(Comply)
Replicale Cowri: 14 60,00 mg KabultConply)

Sanofi Tiac Ganavil ve Ticarm AS

Eabrika {Piant;
KdcGkkeciptiran meh. Medkez Sok. No: 223/A BlyGkkenptran LOlsburgaz
SUT0, Kurideredl Turkey Tol: (+00) 288 427 10 00- Faks:(+90) 288 427 14 55.58

Sanel MBJONDK | Head Officy;
Boyliders Caddiesi No- 193 Kat4 Lovent 34394 Istenbul 7 Tuskey Tek: (+090) 212 330 30 00

Fake: (+80} 212 339 11 99 E-mall: sancfilacaancli.com - www,sanod.con

Forrnal No: FORM-TR-02250-R 10.lySOP-TR-00188
Tarith Tasthi: 18082016

Approved copy of the electronic signature on 16/1/72019 from LIMS

SwfaNo: 4 ; 6




SANOFI .

Analiz Sertifikas
( Certificate of Analysis )
Urtin (Prodiet Descriptiony : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Frodet Codej : 107961_TR LIMS Parti no (LIMS Batch Nranber) ¢ 1426436
Dok {1k Yaym Tariht (First fsswe Dete) ; 19.02.2013 SAP Kontrol Parti No.(SAP Conirol Noy 1 6782485
Dok Revizyon Turibi (Doc Revision Date) : 19.02.2018 Parti Noarck ¥ :  9LBOGOSI
Dok Son Kull. Tar.(Dvoc. Exphry Dave} : 19.02.2028 Dok.Revize No (Doc.Revision Number) Lo |
Test (Paramerer) Limitler (Lmigy Sonug (Resvly) Degerleme (son
Repbcals Coun) 15 240,00 mg Kabul{Comply)
Replicate Cound. J& 240,00 mg Kabui{Comply)
Replieste Covnt 17 240,60 mg Kabub{Comply}
Raplicats Coms 19 240,00 mg Kabul(Comply)
Reglicata Cownt 19 240,00 mg Kabul(Cooply)
Replicate Count. 20 240,00 mg Ksbul{Comply)
AGIRLIK TEKDUZELIG! - Dogerieme (/20 Uygan (Conforms} KabulComply)
AGIRLIK TEKDLZELIGS - AGIRLIX TEKDUZELIGI 220 & Hedsf +-7.5% (Target 44 2,5%) 340,00 mg KabultCoopty)
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY }
Replicate Coant 1 240,00 mg Kabal(Comply)
Rephcate Coun. 1 20000 mg Kabud{Comply)
Replicate Count. 4 240,00 mg Kabul{Comply)
Replicae Coml § 240,00 mg Kabul(Comply)
Replicaie Count: & 240,00 mg Kabul{Comply)
Replicaly Cout: 7 240,00 mg Kabul{Comply)
Replteate Count: # 240,00 mg Kabul{Comply)
Replicaty Count 5 240,00 mg Kabul (Camply)
Repbcair Comt 10 240,00 mg Kabui(Comply}
MHeplicaw Coant. 11 240,00 mg Kabul(Counply)
Hephieate Ceves: 12 240,00 mg Kabul(Conply)
Rephieste Couct, 13 240,00 mg Kabul(Comply)
Roplicate Courn: 14 W00 mg Kabul{Comply)
Beplualc Conl: 15 000 mg Kabul{Comply}
Rephoste Coti: 16 240,00 mg Kabul{Comply)
Replicons Coant. 17 240,00 mg Kabul{Comply)
Replicete Covat 13 240,00 mg Kabul{Conyply)
Rephosta Couml 19 240,00 mg Kabul(Comply)
Repticate Count_ 30 240,00 mg Kabul{Compiy}
AGIRLIK TEKDUZELIG! - Degerieme 2720 Vrgie (Cenforms) KebuliComply)
'UZUNLUK (YAKLASTK 12MM) ALENGTH (APPROX 12 MM)) 12,0 mm Kebul(Comply)
OENISLIK (YAKLASIK 6 MM) /(WIDTH (APFROX 6 MM) ) 608 mm Kabul{Comply)
KALRNLIK ATHICKNESS ) 32-38mm 35mm Kabub(Comply)
KURUTMA KAYBI (GRANUL ASAMAST) 41035 ON DRVING { NME(MAX) 3.0 % e KebliConply)
GRANULE STAGE))
GORUNS ¢ ) & e HEMEN HEMEN BEYAZ-SARIMS? GRANVL.. Uygun (Confomu) Kabul{Cooply)
STAGE))
Numane Ne (Sample No}: 5130262 Yan Uran (Semi Finish Product)
e . AT ‘ 400.0.- 700 0 /1000l 650,00 £/1000m Kebul(Comply)
GRAMULE STAGE) }
Sanofi liac Sanavil ve TicarsiAs Gsnel MOS0 tead Oion:
Kikcldiargliran man. Meriez Sok. No: 228/A BlyOidarigbren' Lisburgaz Bliylicdery Caddasi No: 193 Kat4 Levent 34394 stanbul / Turkey Tel: {+090) 212 330 39 00
30780, Kuidaroll [Turkey Tel: (+90) 268 427 10 00- Faks:{+50) 208 427 14 §5-56 Faka: (+90) 212 339 11 59 E-mail: sanofilscsanofl.com - www.sancl,com
Format No: FORM-TR-02260-R10.0/80P-TR-00168 Approved copy of the elecirantc signature on 16/1/2019 from LIMS SpfaNe: 5 ¢ &

Tarth Tarihi: 18008/2018



SANOFI . »

Analiz Sertifikas:
{ Certificate of Analysis )
Urdin (Product Deseription) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Oriin Kody (Product Code} s 7071961_TR LIMS Parti no (LIMS Baich Momber) P 1426436
Dok Itk Yavin Tarthi (First lssue Dane) » 19.02.2018 SAP Kontrol Parti No.(SAP Coniral No) T 67824858
Dok.Revizyon Tarihi (Duc Revision Date) : 19.02.2018 Parti No@awcn N 1 SLBOOOSEH
Dok. Son Kull, Tar.(Doc. Expiry Date) 1 19.02.2028 Dok.Revize No (Doc.Revision Number) I |
Test Paremeser) ! Limitier (Limity) | Somug mesuty | Degerteme fsianen

<GMP kurallan,friindn refim yoatemi, irend raporian v feat sonuglan dikkate ahnarak Incelenen test Kayitlarina gore bu garj sati
#a uygundur. (According to the controlled batch records, which are considered cGMP's rules, protocoltrend report and result of

product, this bateh Js suitable for selling. )

Aullamm Korare (Usage Decision)  : KABUL (ACCEPTED)
KulKor, Veren (Approved by) *Burcu Bas (Junior Quallty Assurance Specialisy) Torith (Date} 16.01.2019 15:53:47
This certificate of analyris has been sloctronically sipned froin & validuted LIMS

Sanofl s Sanavil vy Ticanst AE

Eabrika { Piant: Denel Mildrjiic] Head Qffice;
KilcOkuareytan mah. Merkaz Sok No: 2234 Likeburgaz Bliydkders Cacdest No: 193 Kat:4 Levent 34304 Istanbul / Turkey Tet: (+090} 212 339 30 00
29780, Kuridareli /Turkey Tel: (+90) 268 427 10 00- Faka:(+80) 288 427 14 55-56 Fake (+80) 212 330 1169 E-maik: sanolilac@aanofL.com - www.senafl.com

Format No: FORM-TR-02260-R10.050P-TR-00168 Approved copy of the electronic signature on 16/1/2019 from LIMS SapfaNo: €& < 6
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