IEKJIAPAITMS O COOTBETCTBHH

JEKJIAPAHT, IIPAHHUMAIOMIAM AEKJIAPAITHIO O COOTBETCTBHH

AO "Canocpu Poccun”

Ceedenun o pezucmpayuu opzanuzayuu: Mesxcpaiionnas uncnexyus Pedepanvroil Hanozosol crysichvt Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yr. Teepckas, 0. 22. Teneghon/cparc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrvtii Oupexmop Mounse O.A.

Hoeepenrioe nuyo: Cmenanoe C.C., doeeperrocme 6/n om 01.12.2017

SASBJISIET, UTO

Aexapcmeaentoe cpedcmeo. Tenzan, mabnemxu 40 mz2 10 wm., ynaxosxu avelixosvie kowmypnuie (3), navku
xapmounnvie, PY Neo JITI-003545 om 01.04.2016 (0ama 3amenvt 09.08.2017) svidaro AOQ "Canogpu Poccun”,
cepun 9LB01307, napmun 14360 ynaxoeox, 200en oo 31.01.2021, npoussodcmea 3enmuea Caanvik IOpronnepu
Canaiiu ee Tudxcapem AL, Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristiran Mah.
Merkez Sok. No:223/A, Buyukkaristiran/Luleburgaz/Kirkiareli, Turkey, xo0 OKITZ2 21.20.10.140, xod TH B3
3004900002, woumpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneotic Ne 9053083798 om 22.03.2019

COOTBETCTBYET TPEBOBAHHAM
JI1-003545-010416 uzm. Ne 1-5

JAEKJIAPATIHS IPHHATA HA OCHOBAHVMH
npomoxon ucneimaruii e 9030 om 01.04.2019 HJT 000 HI] "OAPMOEOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21DJI40, Cepmugpuxam POCC TR.PM08.C37287 om 01.04.2019

JEKJIAPAITUY 01.04.2019
HCTBUTEJIBHA J0 31.01.2021

Crenanon C.C.
b O.H.O

CBEJEHUSI O PETUCTPAITAHA

OPT'AH IO CEPTA®HKAIIHH, 3APETHCTPAPOBABIIHH JTEKJIAPAITHIO
RA.RU. 110M08 OPTAH ITO CEPTHOHKALHH ITPONYKLHH OBUECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOU IIEHTP KOHTPOJIA KAYECTBA",
adpec opzanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeproaa, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oyxkK.pg.
JAEKJIAPAIIHMS O COOTBETCTBHH SAPEITHCTPHPOBAHA & POCC RU JI-TR.®dM08.4.20334/19
JA BE[JECI'PA]]IIH 01.04.2019

e
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SANOFI wp

CEPTH®UKAT AHAJIN3A
Homep B 6aze pannmx GMID: 680380_TR

Onucarue npodykma : TEMI3AI, 40 MT, 30 TABJIETOK (POCCHA)} ZFF
Kod npodyxma : 680880_TR Hoxep cepuni @ cucmenre LIMS : 1432406
Hama nepaoze svtnycka : 03.01,2018 Konmponensili Hosep SAP 1 6797277
Hama nepecsompa doxymenma :03.01.2018 Hosep cepu/pazsep cepuu 1 9LB01307/ 14360 ¥IT
Cpox orkoH4GHUR Oedlicmsia OoKymennia : 03.01.2018 Homep pedarynu doxysenna b |
Hama npoussodcmea : 13,02.2019 Hama ucmeuenus cpoxa 200nocmu 1 31.01,2021
Tapamemp IIpedenbhsie inavenun Pesynsmam Cmamyc
Homep ofipana: 5186477 CoToBwiii mpoayxkT
KOHTPOTB YTIAKOBKH COOTBETCTBYET CooTeercrayer Cootsercmayer
YTEUKA YTEYKA OTCYTCTBYET Cooteercreyer Cooteercrayet

CoraacHo oocbe Ha CEPHIO, KOTOPOE COOTBETCTEBYET Tpeﬁonammat TERYWIEro CTAHAApTA GMP, NMPOTOKGRY O NPOHIBOACTBE, OTHETY O TCHACHUUAX 51

PeIYALTATY HENLITAHAI NPOAYKUIH, AAHHAS CEPHA NOAAEKHT BLITYCKY B NPOaRy,

Petueniie 08 Ucronsigeanuu : OJOBPEHO
Ymgepoua : Elif Nur Basaran (Muagwi:il eneussanucet ornena ofecnedenun kawecrsa) ama :13.3.2019 7:13:10
Opegnpuarie; «Canodw Cavann pe Tuakapet ALl » FonaBuoi odwc;

Kiouyixapuwtupan Max. Mapxes Cox. Ne: 223/A Gioiokkapuwrmpas/ Monebypras
29780, Keipnkapenw, Typuwa Ten.: (+80) 288 427 10 00 ®axc: (+80) 288 427 14 55-56

193 yn. Byiwfape, (atax 4), Ctambyn, 34394 Typuwn Ten.; (+090) 212 339 38 00
Qaxc: {+90) 212 339 11 93 E-mail: zentiva @ zentiva.com.lr — www.zentiva com.tr

Homep gopmata: FORM-TR-02250-R10.0/SOP-TR-00168 Ymeepacdennaa xonun anexmpoinodi noonucu om 13.3.2019 yepes cucmemy LIMS

JHaza; 18.08.2016

Cmpamja Ve 1 w3 6




SANOFI

CEPTUD®HKAT AHAJIU3A

Onucanue npodykma

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

Koo npodyxma : 707961_TR Houwep cepuu 8 cucmeste LIMS : 1431506
| Tama nepsozo eunycka : 19.02,.2018 Konmponenoiii nosep SAP 1 6794767
| Jama nepecarompa ookysmenma : 27.02.2019 Hovep cepuu : 9LBO1307
Cpox okoHYaHNA OelicIngUR QOKYMeHma : 27.02.2029 Howep pedaxyuu dokysienma 12
Ilapasemp IIpedensnsre snavenun Pesynomam Cmamyc
Honep obpaina: 5177544 Meaynpooykr
PACTBOPEHHE — 30 MMHYT (Q=75%)- QI He menee Bi} % (630880_TR) 102 % Coorsercrayer
MorTopuoes onpenencyiie: 2 9T % Coorsetcrnyer
MorTopHoe onpenenchie: 3 100 % Cootsetcrnyer
NosTophoe onpenenchie: 4 101 % Coorserciayer
MosTopuoe onpenenchiie; 3 95 F CeoTeercrayer
MNosToproe onpenenehte: 6 wae Cootaeretayer
PACTBOPEHME - 30 MHHYT (Q = 75 %} - Q) CPEHHEE 100 % Cooteetciayer
PACTBOPEHHE - 30 MHHYT ((Q = 75 %) - QI MMHUMYM He menee 80 7 (6803R0_TR} 9T % Cootsercrayer
PACTBOPEHME — 30 MHHYT (Q = 75 %} - Q1 MAKCHMYM 102 % CootaetcTByer
ONMHCAHHE JBOAKOBBINYKIBIE [TPOAOMIOBATBIE TAEMETKH OT FPAIHO- Uygun {Coorsercrayer) CootaeteTayet
EEJIOrG 00 XEATOBATOIG LIBETA C PHCKAMI HA OBEHX
CTOPOHAX.
BOOA 1L1% Coorteeretbyet
MACCA MOSI0BHHbI TABNETKM MTPX AENEHWN (30 TABITETOK) — 119,12 mr Cooteerctoyer
Cpadnes
MACCA M0I0BHHB! TASAETKH MPH AEJIEHHH (30 TABJIETOK) 119,12 Cootaercrayet
IEMEHHE TABETOK
MACCA TIONIOBHHB! TABJETKH NMPH AEJTEHHH (30 TABAETOK) OrraoHenie + 25 F (6808B0_TR) 119,90 mr CooTaercTbyer
IMEJEHHE TABMETOK V3
[Mosropnoe onpeaenenue: 2 115.20 mr CooTsercTeyer
[Moetophoe onpeaenexue: 3 18430 Mr CooTeercTeyer
[MostopHoe onpeatnenne: 4 118.80 mr Cootpercrayer
[MonTophoe onpeaenenue: 5 125.90 mr Coatpercrayer
MoatopHoe onpeaenchue: 6 112.30 mr CooTpercTyer
MoetopHos onpenenesue: 7 122.60 mr CooTsercTayer
MorToproe onpeaenchne: § 117.20 mr CooTeetcTayer
MosTopHoe onpeaenchite: 9 118.50 mr Cooteetcrayer
Tosroproe onpenenenne: 19 120,50 mr Coorsercreyer
Tosroproe onpenenenne: |1 12330 wr Cootsercrayer
TNoeTtoproe onpenenenne: 12 127.90 mr CooTsercrayer
ToeropHoe onpenenesite: 13 113,60 mr Coorteercrayer
ToeTopHoe enpenenenie: 14 110,80 ar Cooreercrayer
Mosropuoe onpenenenie: 15 118.00 mr CooreercTnyer
Moprophoe onpenenenie: 16 115.00 ur CoorseTcTByer
[TosTopHoe onpenenenne: 17 1370 wr CooTsetcrsyet
lMosrepuoe onpenenenne: 13 111.50 mr CooTtsetcreyer
NorTopsoe onpencnehite: 19 122.50 mr Cooreercreyer
MoeToproe onpeaenese: 20 117.50 mr Cooteevcrayer
NosTopsoe onpenererite; 21 120,20 mr Cooraercrayer
Tostophoe onpeaenekie: 22 121,10 Wr Cooteercrayer
Meetophoe onpenenenne: 21 124,70 mr Coorsercrayer
Dpean | «Canodiu Canaén B apet A lLlL» Congatod oduc;

Kioqykkapuwmpan max. Mepxes Cok, Ne: 22Y/A BromakapuwTwpar! MNionebypras
39780, Kuipnrapenw, Typuwa Ten.: (+00) 288 427 10 00 daxc: (+90) 288 427 14 55-86

193 yn. Bywwnepe, (atax 4), CramGyn, 34394 Typuywa Ten.: (+090) 212 339 38 00
Pake: (+90) 212 339 11 99 E-mail: zentiva @ zentiva.com.ir — www. zentiva com.ir

Homep hopmara: FORM-TR-02250-R10.0/SOP-TR-00168
Hava: 18.08.2016

Ymegepoicdennan Konua 3nexmponnoit nodntcu om 13.3.2019 epez cucmemy LIMS

Cmpanuna Ne: 2 m3 6




SANOFI vp

CEPTHO®UKAT AHAJIM3A
Onucarnie npooykma : TEIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (ANTEMEBHK)
Koo npodykma : 707961_TR Hoxep cepuu ¢ cucmese LIMS : 1431506
| Hama nepdoze esinycxa +19.02.2018 Konmponsnsiti Hovep SAP : 6794767
| dama nepecsompa doxyvenma £ 27.02.2019 Homep cepun : 9LB01307
Cpox oxonvanus delicmeus OoRyMenma + 27.02.2029 Hosmep pecaxyuu doxysenma 3¢
[loeTopHot onpenencrite: 24 12160 mr Cootaercrayer
[lostopuoe onpenencnie: 25 12660 Mr Cootaercreyer
MosTopHos onpeneneane: 26 126.40 mr Cootsercrayer
MoetopHoe onpenentuiie: 27 L1840 mr Cooteercrayer
MosTopHoe onpeaensdne: 28 L9 mr Cooteercrayer
[MosTophoe onpenenckie: 29 116,30 mr Cootaercrayer
MosTophoe onpeneneHie: 3 126,30 ur Cooteercrayer
MACCA NOMOBMHE! TABAETKY NMPK QENEHWIA (30 TABAETOK) — CooTReTcTRYeT CooTtBercrayer
uavenue 0na 30
MACCA NONOBHHEBI TABAETKH TPH AEAEHHH (30 TABJIETOK) - Ovknonennie £ 15 % (680880_TR) 119.90 ur Cooveercreyer
HOENEHHE TABJIETOK 1/30
MoeToptioe onpenenexie: 2 115.20 mr Coorsercrayer
Mosroptoe onpenenenie: 3 114.30 mr CooTeercrayer
[MosTopHoe onpenenenne: 4 118.80 mr CootsercTayer
MosToproe onpenenenie: 5 125.90 mr Coorpercrayer
MoeTophoe onpenenenne: & 112,30 wr CooTeercrayer
HNoeroproe onpeaenchiee: 7 122,60 mr Cootaerctayer
[osTopuoe onpeaenexite: 8 HT.20mr CooTreeTeTayer
[Torropuoe onpenenenite: 9 118.50 arr Cooreerereyer
MoaToptoe onpenenenne: 1) 120,50 mr CooreercrByer
Mosvophoe onpenenenne: |1 12330 mr Cootsetcrayer
Mosvophoe onpenenerne: 12 127.90 mr CootsetcTayer
TMoatopuoe onpenencuue: 13 114,640 par CooTsercrayet
TMoaropuos onpenencHie: |4 T10.80 pr Cooreercrayer
TostopHoe onpeneacuie: 13 [ REALIEYH Cooreercrayer
TMostophoe onpenencune: 16 115,04 mr Cooteercrayer
TMosaTtopuoe onpenenenne: 17 11370 mr Cooteercreyer
HosTophoe onpenencune: 18 111,50 mr Cooteercreyer
MosTopHoe onpeaeachue: 19 122,50 mr Cootaercreyer
MoeToproe onpeaenenne: 20 117,50 mr Cootaercrayer
MoeTopuoe cnpeaenene: 21 120.20 mr CooTaercrayer
Mortophoe onpeaenenne: 22 12010 mr Cooteercreyer
Mortophoe onpeaenenne: 23 124.70 mr CooTsercrayer
lMoeTophoe onpeaenesie: 24 121.60 mr Cooteercrayer
NoprapHoe onpeasngune: 25 126,60 mr Cooteercreyer
Nosroproe onpeaencHue: 26 126.40 mr Cooteetcrayer
Noeroproe onpenencHue: 27 118,49 mr CooTeetcTRyet
Nostopioe onpeaenenne: 28 90 mr CooTeercreyer
[Mozropuoe onpeaenenue: 29 116,30 mr CooTeerctayer
[TosToproe onpenenenue: 3 126,30 mr CooTneTeToyer
MACCA NOAOBKHL TAGNETKH NPX QENEHUNM (30 TABRETOK) — Uygun (Coorpercrayer) CooTrercrayer
navenue éna 1/30
NpognpyaTve: sCanodu Canadin ge Tugaper A.ll.» | a——p—

Kionymxapuuripan max, Mepxea Cox. N&: 223/A Brodoxkapuimipany NioneGypraa
39780, Kbipnxapenu, Typuwa Ten.: (+80) 288 427 10 00 daxc: (+90) 288 427 14 55-56

183 yn. Byworaepe, (avax 4), Crambyn, 34394 Typuws Ten.: (+090) 212 335 39 00
@akc: (+90) 212 339 11 99 E-mail: 2entiva@ zentiva.com,tr — www,zenliva.com.tr

Homep qopuara: FORM-TR-02250-R10.0/SOP-TR-00168 Ymeepxcoenan Konua anexmponnoil nodnucu om 13.3.2019 «wepes cucmeny LIMS

Hata: 18.08.2016

Cmpanuna A2: 3 6




SANOFI w#

CEPTHOHKAT AHAJIM3A

Onucanue npodyxma

: TEJIMHCAPTAH 3EHTHBA, 40 MTI', TABJIETKH (AJIEMBHK)

Koo npodyxma : 707961_TR Hosep cepun & cicmente LIMS : 1431506

Hama nepeozo skinycxka : 19.02.2018 Konmponsnoiit Hosep SAP : 6794767

Hama nepecsompa doxymenma :27.02.201% Howep cepuu : SLBO1307

Cpox oxorvaruA delicmens 0oKyMenma : 27,02,2029 Homep pedaxuy doxymenma B¢

OCTATOMHBI PACTBOPHTENB ATAHON (MPEACABHOE THANCHNE 1Y He Gonee 20 I wirann (680830_TR) 16216 wmnn CooTaercrayer

BHYTPEHHEDO KOHTpOna}

OMHGPOIHOCTD AOIMPOBAHUR (2 nesowisok TabneToK) 6.2 CooTaercrayer

OOUMOPDHIM CooTaercrayer CooTsercrayer

OCTATOUHBIN PACTBOPHTESS 3TAHOJ (Dpeaenshoe sHaeHie A1a 14597 wiman CooTsercrayer

BHYTPEHHErD XOHTponA}

OTHOPOTHOCTE AOIHPOBAHHA (CPEJH < L1) (LI = 15) - xonuuecTdeHHOE 100 CooTeeTcTayer

onpeneacHne

OTHOPOTHOCTE AOIHPOBAHKA (CPEJTH < L1) (L1 = 15} - #a 10 Tabnerrax 99.6 CooTeeTctoyer
Moeropnoe onpenenenie: 2 9.5
MNoetoproe onpenenenite: 3 99.8 Cooteercrayer
MoaTopHoe onpenenetite: 4 100.0 Coareetcroyer
MoaTopnoe onpenenctite: 5 99.9 Coomeetcrayet
NozaTopuoe onpenenctite: & 10417 CoomeetcTayer
Moevoproe onpenencHie: 7 100.6 Coomeetcryer
MNoetoproe onpenencHie: § 9.1 Coomeetcrayer
Mostoproe onpenenctite: 9 98.9 CooraereTayer

OJHOPOOHOCTL JOIMPOBAHHA (CPEJH £ L1) (L1 = 1$) - oanopoaHocTe He Gonee 15 1.5 CooTeeTcTRyeT

SIMHHU BOINMPOBARNA

OJHOPOOROCTL AO3HPOBAHHA (CPEOH £ 1) (L1 = 15) - 10 eannny 10 eanunu CooTeetcTayeT Cooteercrayet

n0JpoBaRIA

OHOPOOHOCTE AOIHPOBAHHA (CPEH < 1.1) (L1 = 15) - 20 eqnrng Munsmaneko 29 emmnn Cooteercrayer Coorsercrayer

A0IHPOBAHNA

OMHOPOLAHOCTE AO3HPOBAHHA (CPEJTH < 113 (L1 = 15) - 30 eanua 30 eaunny CooTeerctoyer CooTsercrayet

A0INPOBAHNA

OMHOPOOHOCTHL ROIHPOBAHHA (CPEAH < L1y (L1 = 15) - max Max % Coorsercrayer Cooteercrayet

OMHOPOOHOCTH AOIHPOBAHHA (CPEMH <11y (L1 = 15) - 10 exom 99.6 CooTeercreyer

ZOIHPOBAHNA_IHANEHNS
MosToproe onpenenenne: 2 99.5 Cootpevcrayer
MoeTtopHoe onpeaeaecnne: 3 998 Coorsercrayer
MoaTopHoe onpenenense: 4 100.0 Cootsercrayer
MosToproe onpeenenne: § 999 Cooteercreyer
Moatoproe onpenenenne: & 100.7 Cooteetcreyer
MosTopnoe onpeaenenne: 7 100.6 Cootsercreyer
MosToproe onpenenenne: § 9.1 CootsercTayer
TloeTopHos onpenenenne: 9 Wi CooTeeTcrayer

TlostopHoe onpenenetie: 1) 93.9 Cooteercrayer

OAHCPOTHOCTE AC3IHPOBAHHA (CPEH < 1.1) (L1 = 15) - 10 epunuy w7 Cooteercrayer

OAHOFOIHOCTE AOZHPOBAHMA (CPEH < L1) (Lt = 15) - 10 eantiu 94.7 Cooteercrayer

BOMPORAHNE_Cpennee

OAHOPOAHOCTE ROZHPOBAHHA (CPEAH < L.1) (L1 = 15) - % cranaapTHoe 0.61236 CooTseTcTyer

OTKNOHEH IS

OHHOPOQIHOCTS HOMPOBAHIA (CPEIH S LI) (L1 = 15) 0.61236 Cootserernyer

[peanpusTHe: =Canothu CaHaltu pe Tumkaper A.lll.»

Kiovyrxapuwmpan max. Meprea Cox. Ne: 223/A BiomoapuwTipan/ floneBypraa
39780, Keipnkapeny, Typuma Ten.: (+90) 288 427 10 00 ®axc: {+90) 288 427 14 55-56

TonoenoR odwe;
193 yn. Byiokaepe, (3tax 4], Crambyn, 34394 Typuywn Ten.: (+080) 212 339 30 00
Daxe [+50) 212 339 11 99 E-mail: zentiva @ zentiva.com.tr — www.zenlva.com.tr

Homep fopmata: FORM-TR-02250-R10.0/50P-TR-00168

Pl Ymeepacdennan xonun ynexmponnoii nodnuci om 13.3.2019 vuepes cucmemy LIMS ~ Cmpantja A2 413 6




SANOFI w2

CEPTUO®UKAT AHAJIU3A
Oneuicanie npodykma : TEXMHCAPTAH 3EHTHBA, 40 MT', TABJETKH (AJIEMBHK)
Koo npodyxma : 707961 _TR Hoxep cepuu 8 cucmenme LIMS : 1431506
Hama nepsozo seinycka 1 19.02,2018 Konmponenuiii nomep SAP 1 6794767
Hama nepecsompa doxymetma :27.02.2019 Hosep cepuu : 9LB01307
Cpox oxenyarua deiicmen doxyMenma : 27.02.2029 Honep peoaxiin doxymenma 12
Mapavemp Tpedensnvie 3navenus Pezpaomam Cmamyc
NOANHHHOCTD - TEMMHCAPTAH (B3XX) -~ ONPENENERVE COOTBETCTBHE RT Cooteercrayet Coorpercrayer
NOANHHHOCTH TEMMHCAPTAHA {B3KX)
OOANHHHOCTS, Yo-CNEKTPOCKOMAA COOTBETCTBHE CIEKTPOB CoorsercTayer Cooteercrayer
KOMMMECTBEHHOE OMPENENEHHE TEJIMHCAPTAHA B | TAEIETKE 38,0—42.0 mrfraSnerca 39.8 mriTabnemia Cooteercrayer
POACTBEHHEIE MPHAMECH - EIHHHYHBLIE HIIEHTHSHUMPOBAHHLIE He Gonee 0.2 % HAO Cooteercrayer
MPHMECH - POACTBEHHBIE MPUMECH — EJJMHHYHBIE
HAEHTHOHLIMPOBAHHBIE MPHMECH
POJCTBEHHBIE MPHMECH — EOMHHYHBIE HEHIEHTHGHLMPOBAHHEIE He Gonee 0.2 % <MHiIA F Cooraerctoyer
MHMECH
POACTBEHHBIE ITPHMECH — OBLEE COUEPXAHHE He Gonee 0,5 % <D % Cooteercroyer
06wee 4HCNO AIPAGHLX MIIKPOGPTRRIIMOB He Gonee 1,000 KOE/r <5 KOE/r Cootsercreyer
Ofuee yHERO APOHCKEBLY 1 IACCHEBLIX TPHbOR He Sonee 100 KOE/r <5 KOE/r Cootaercrayer
ESCHERICHIA COLL OTCYTCTBHE CootercToyer CoovecrcTayer
Homep o6pasua: 5177545 ITonynpoaykr
PACITAOAEMOCTE He Sonee 15 Mun 658 CooTeercTayer
MPOYHOCTb TABMETOK HA HCTHPAHHE He Gonee 1.0 % 0.2% Cooteercrayer
CPEAHAA MACCA TABJIETOK 233.0-247.0 mrfrabnevra 240,0 wr/raBneTra Coorsercreyer
GORUNUS HEMEN HEMEN BEYAZ - SARIMSL. OBLONG. BIKONVEKS. IKI YUZU CooTeeTcrayer Cooreercreyer
CENTIKL] TABLETLER
MPOYHOCTb HA PAIJABINBAHUE 50,0~150,0 H (HbtoTOH) 959 H CooteetcTBYET
Odnopodnacmes JoIUPOEaHUR (DOHOPOIHOCME MBCCa) — cpadnee HaueHue 240.00 mr CooTeercroyer
OJHCPOAHOCTE QOIHPOBAHHA 240,00 ar CooTmetcrayer
OHCPOORCCTL NO3HPOBAHHMA — OQHOPOOHOCTE MACCH] llenepoe 3Ha4ecHne 215 % 240.00 par Cootzetcayer
[lostopuoe onpenenensie: 2 240.00 mr Cooteetcrayer
flortopros onpenenewire: 3 240,00 mr Cooteercreyer
[MortopHoe onpenenete: 4 240,00 mr Coorsercrayer
MoaTopHoe onpeneneHie: 5 240,00 mr Coorsercteyer
MoeToptioe onpenenckie; & 240,00 mr Cooreercrayer
MosTopHoe onpenenchie; 7 240,00 mr Cooreercrayer
MosTopioe onpenenenne: § 40,00 Mr Coorsercroyer
MosToproe onpeaeneniie: % 240,00 Mr Coorsercreyer
TNoeropuoe onpeaenenne: |G 240,00 mr CooreeTeToyeT
ToevopHoe onpegenetnte: |1 240,00 wr Cooraererayet
ToetopHoe onpenenexne: 12 240,00 sar CooTaercToyer
TlosTopHoe onpenenewne: 13 240,00 mr CooTaercTRYET
MosTopHoe onpenenenne: |4 240.04 mr Cootsercreyer
Noreropsoe onpenenenne: 15 240,00} ar CootsercTayer
lNoatopnoe onpenenehne: 16 24000 mr CooteercTayer
NozTopuoe onpenencHie: 17 24000 mr Cooteevcrayer
Neetopuoe onpenencHue; 18 24000 mr CooteercTayer
MNoeroproe onpenenense: 19 240,00 Mr Cooreercrayer
Mosroproe onpenenenne: 20 240,00 mr Cooteertreyer
Opeanpusmue; sCanochu Canain Be Tuawaper A.lll.» [Conoaroi ofuc:
Kiomynxal paH max. Mepxes Cox. Ne: 223/A Brodokxapuwrvpar/ NMioneSypras 193 yn. Byrownepe, (31ax 4}, Crambyn, 34394 Typuua Ten.: (+090) 212 339 38 00

39780, Kuipnxapenu, Typumn Tan.: (+90) 288 427 10 00 dakc: (+90) 288 427 14 55.56

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

Howmep gopmara: FORM-TR.02250-R10./SOP-TR-00168 Ymgeparcoennan konun snexmponnoir nodnucu ont 13.3.2019 uepes cucmemy LIMS ~ Cmpama \e- 53 6

Rara; 18.08.2016




SANOFI o

CEPTHOHKAT AHAJIU3A
Onucanue npodykma : TEMIMHCAPTAH 3EHTHBA, 40 MIC, TABJIETKH (AJIEMBIIK)
Koo npodyxma : 707961_TR Hoxep cepuut é cucmese LIMS : 1431506
| Tama nepsozo aeinycka : 19.02.2018 Koumponoenvit nomep SAP : 6794767
| Jama nepecmontpa OoKyAlenma : 27.02.2019 Howep cepuu : 9LB01307
Cpox oronvanua deficmeus doxysenma : 27.02.2029 Hoxep pedaxiyn doxysenma ik2
Ilapamemp IIpedenbuvie Inanenun Pesyavmam Cmamyc
OOHOPOOHOCITIE MACCE! — OMXNoKenue AR /20 Ceoraerctayer Cooreercrayet
OJHOPOAHOCTh QO3HPOBAHMA — OOHOPOIHOCTb MACCHI Lienenoe mavenie £ 7.5 % 24000 umr CooTeercreyer
Moetopuoe onpenenenne: ¥ 240,00 ur CooteeTcreyer
Toevoproe onpeaeaenne: § 240,00 yr CooteercTayer
TosToproe onpeaenense: 4 240,00 mr Cooteercrnyer
TloatopHoe onpeacnenie: 5 240,00 wmr CooTeeTcTRyeT
TosTopHoe onpeacnenne: & 230,00 mr CooTeercTeyer
MostopHoe onpenenetue: 7 240,00 mr Coovsercrayer
lMosTopHoe onpenenchue: § 240,00 wr Coorsercrayer
TMostophoe onpexencxue: ¥ 240,00 mr Cootsercrayer
Noevoproe onpeaensune: 10 240,00 mr CooTeercrayer
Noevoproe onpeaensnne: 11 240.00 mr Cooveercrayer
NozvopHoe onpenencie: 12 240.00 mr CooTeercrayer
[ostopHoe onpenencune: 13 240.00) mr CooTeeTcTRYET
[losTopnoe onpenenenie: 14 24000 ar CootseTcTByer
[oetophoe onpenencuie: 15 24004 mr CootseTcrByer
[MosTopuoe onpenenenie: 16 24004 mr Cootsercrayer
Moeroproe onpenencnne: 17 24000 mr Cootnercrayer
MosTophoe onpenencme: 13 240,00 mr Cootaercrayer
Moatopuoe onpenenette: 19 240,00 mr Cooteercrayer
TMosToproe onpenenenne: 2( 240,00 mr Cooteercrayer
OIHOPeIHOCTIE MECCH = OMKAOHaHUe OnR 2/20 Coorsercrayer CooTbercreyer
ILUTHHA (MPHETAHUTENLHO 12 MM) 12,0 sm CootpercTayeT
UHPHHA (MPHEAHIHUTENLHO 6 MM} 6.07 um Coorsercreyer
TOMMHHA 3238 mm 35 mm CooTeeTcToyeT
Homep obpasua: 5193024 Monynpoayxs
NOTEPA B MACCE ITPH BBICYLLIMBAHNH (CTA/IMA TPAHY He Gonee 2.5 % (680481_TR) 18 % CooTsercTayer
OMHCAHHE (CTAOMA TPAHY T} HEMEN HEMEN BLY AZ-SARIMSI GRANUL Cootaercreyer Cooraercrayer
Homep obpaua: 5177546 Monynpoaykt
HACBIMHAA MAOTHOCTE (CTAOHA I'PAHY ) 400.0-700.0 /1000 sn 517.29 rf10{H) mn CootsercTayer

Cornacno nocLe Ha CEpHID, KOTOPOE COOTBETCTBYET NPABHAAM Tekymero cTanaapTa GMP, NpoToKony o npowsBoACTEE, 0THETY ©
TEHAEHUUAX B8 PE3YALTATY HCOLITAHHIA NPOAYKUNH, AAHHAR CEPUA NOANEIKHT BLINYCKY B NPOAAKY.

Pewenue 06 ucnoavioganuu : ONOBPEHO
Ymeepoun : Elif Nur Basaran (Maaawnit cneunamict otaena ofecneuenns Kayecrea) ama :13.3.2019 7:13:10

Ceprudukar anannsa noantcan B neKTpoHHoi cHeteme LIMS

Dpennpusye; «CaHocdu Canaiin 8o Tugxaper A.ll.» Conomwon obus:
Kiouyrkkapuiimipat max. Mepres Cox. Ne: 223/A Broinokkapuwrtupar/ MNioneGypras 193 yn. Bywxnepe. (31ax 4), Crambyn, 34394 Typuwa Ten.: (+090} 212 339 39 00
39780, Keipnkapenn, Typuma Ten.: (+90) 288 427 10 00 Daxc: (+90) 288 427 14 55-56 Daxe. (+90) 212 339 11 99 E-mail: zentiva @ zentiva.com,tr — www,zentiva com.ir
Homep gopuara: FORM-TR-02250-R10.0/SOP-TR-00163 Ymeepucoennas konus 3nexmponroit nodnucu om 13.3.2019 veper cucmemy LIMS ~ Cmpanuya \o: 6 n3 6

Hars: 18.08.2016




SANOF! .5

Analiz Sertifikas)

{ Certificate of Analysis ) GMID - 680880 TR

Urdin (Product Description) : TELZAPF 40 MG 30 TABLET(RUSYA)ZFF
Uriin Kodu (Product Code) : 68UBBG_TR LIMS Parti no (LIMS Batch Number) i 1432406
Dok ik Yaven Tarihi (First lssue Dute) : 03.01.2018 SAP Kontrol Parti No.(34P Comirol Noj ¢ 6797277
Dok.Revizyon Tarithi (Doc Revision Date) ; 03.01.2018 Parti Noatch 8 ‘Parti Mikt.(batch size) : 9LB01307/ 14360 PAC
Dok. Son Kull. Tar.{Doc.Expiry Date) : 03.00.2028 Dok Revize No (Doc.Revision Number) H |
Uretim tarihi (Manufacturing Date) : 13.02.2019 Son kullanim tarihi (Expiry Date) : 31012021
| Test Paramersr) ____ R N _Limider qimi) | Sonug ety | Degerleme (s
Nunme No (Sample No): 5186477 | Uriin (Finish product) |
AMBALAJ KONTROLU APACKAGE CONTROL ) LY GUN 0L MAIL L{CONFORMS) | Uygun [(‘onforms} Kabul(Comply)
i L
| SIZDIRMAZLIK - SUDIRMAZLIK TESTI /(L EAKAGH ) SIZDIRMA OLMAMALIDIR (KO LEAKAGE) | Uygun onformsi | KabuliC'oinply)
¢GMP kurallari,iriiniin Gretim ydntemi, trend raporlar ve test sonuglar dikkate alinarak incelenen test kayitlarina gére bu sarj satu
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. )
Kullanim Karars (Usage Decision) : KABUL (ACCEPTED)
Kul Kar. Veren {Approved by) :  Elif Nur Basaran (Junior Quality Assurance Specialist) Tarih (Date) 1332019 7:13:10A0

Thiys certiffcate of analysis s heen electronically signed from a validoted LIMS

Eabirika  Plaat; 2anchilac Sanavilve Ticarel AS Gonel Mdirlik/ Head Office:
Kucdkkangtiran mah. Merkez Sok. No: 223 A Buyukkanguran/ | Dleburgaz Buyukdere Caddesi No: 193 Kat:4 Levant 34394 [stanbul } Turkey Tel: (+090) 212 339 39 00
39780, Kirklarali / Turkey Tel: {+90) 288 427 10 D0- Faks:(+30) 288 427 14 55-56 Faks: (+90) 212339 11 99 E-mail sancfilac@sanofi.com - www.sanofi.com

Format Na: FORM-TR-02250-R10.0/SOP-TR-00168  Approved copy of the electronic signature on 13/3/2019 from LIMS SayfaNe: 1 ¢ 6
Tarih Tarihi: 18/0&/2016




SANOF! g

Analiz Sertifikas:
( Certificate of Analysis )

Urtin (Product Description)

Uriin Kodu (Product Code)

Dok.flk Yayin Tarihi (First Issue Date)
Dok Revizvon Tariki (Doc Revision Date)
Dok, Son Kull, Tar.(Dac Expiry Datep

: TELMISARTAN ZV 40 MG TABLET(ALEMBIC)

s T07961_TR LIMS Parti no (LIMS Butch Number)

+ 19.02.2018 SAP Kontrol Parti No.(SAP Control No)
: 27.02.2019 Parti No(arch N

: 27.02.2029 Dak.Revize No (Doc Revision Number}

.
4

1431506
6794767
9LBO130?
2

Test (Parameter) Limitler (Limits) Soneg (Result) Degerleme (Siuss |

Numune Ny (Sample No), 5177544 Yort Uriin (Scmi Finish Product)

DISSOLUSYON (30 DAKIKA) (Q=75) - QL ADISSOLUTION - 10 NLTMIR) 30% - (Ghats0 TRy 0% R

MINUTES (=75)-Q1)
Replicaie Count: 2 97 % Kabul{Comply)
Replicate Count: 3 100 % Kabul{Comply)
Replicate Count: 4 1 % Kabul(Coinply)
Replicate Camt: & 94 % Kabul{Comply)y
Replicate Count: 6 % Kabul{{'omply}

DISSOEUSYON (30 DAKIKA)Y (Q=75) - Q1AVR ADISSOLUTION - 1% ——

10 MINUTES (Q-73)-QIAVR)

DISSQLUSYON (30 DAKIKA) (Q=75) - QIMIN ADISSOLUTION - SLT(MIN) $03% (680880, TR} 7% Kabe(Gomely)

10 MINUTES (Q=75) - Q1MIN)

DISSOLUSYON (30 DAKIKA) (Q=75) - Q1MAX ADISSOLUTION - 102 % Kabul{{’omply)

0 MINUTES (Q-75) - QIMAX )

CGORUNUS {DESCRIPTION ) HEMEN HEMEN BEYAZ - SARDMSI, OBLONG {ELONGE), Uygun {Conforms) Kabul{Comply)

BIKONVEKS. TKI'YUZU CENTIKLI TABLETLER {OFF WHITE TO
YELLOWISIH, OBLONG (ELONGE) BICONVEX TABLETS.
SCORED ON BOTH SIDES.)

SLI /OWATER ) L1% Kabul{¢ompty)

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 %12 my Kabul{Comply)

TABLETTE) - Orlalama

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) {30 1oz Kabultcomply)

TABLETTE) - BOLUNMUS TARLET (SUBDIVISION OF TARLETS)

ASUBDIVISION OF TABILETS (30 TABLETS) - SUBDIVISION OF

TABLETS)

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (3D Hedef +/2 25% (Target ~/- 25%) (630330 'TR} 990 mg Kabul{Comply)

TABLETTE} - BOLUNMUS TABLET 030 /(SUBIHVISION OF

TABLETS (30 TABLETS) - SUBDIVISION OF TABLETS 0:30)
Replicate Coumt: 2 115,20 mg Kabul{Comply)
Replivate Count: 4 114,30 mg Kabul(Comply)
Replicate Count: 4 118,80 mg Kabul{Comply)
Replivate Coumt: § 12590 mg Kuobul{iComply)
Replicate Count: & 112,30 mg Kabul((lomply}
Replicate Coune: 7 122,60 mg Kabul(omply)
Replicate Couat: 8 117,20 mg Kabul(Comply)
Replieate Count: 118,50 mg Kabul{Comply)
Replicate Count: LU 120,50 mg Kabul(Comply)
Replicne Cownt; 11 123,30 mg Katul{Comply)
FReplicate Caunt: 12 127,90 mg Kabul{Comply)
Replicate Count: 13 114.60 mg Kabul{{omply)
Replicate Count: 14 110,80 mg Kabul{Comply)
Replicite Count: 15 118,00 mg Kabul{omply)
Replicste Count: 16 115,00 my Kabul{ Comply)
Replicate Coumt: 17 113,70 mg Kabul{Comply)
Replicawe Couar: 18 111.50 mg Kabul(Comply)
Replicate Conmt: 9 122,50 mg Kabul{Comply)
Replicase Count: 20 n250mg Kabul(Comply)
Replicase Counv: 21 120,20 mg Kabul(Comply)

Eabrika / Plant;
Kiiciikkanghiran mah, Merkez Sok. No: 223/ A Biylkkangltran/ Lieburgaz
39780, Kirkloreli /Turkey Tel: (+50) 288 427 10 00- Faks:(+90) 288 427 14 55.56

Sanofi llac Sanavii ve Ticaret AS

Genel Miaddrdk ! Head Office;
Biryikdere Caddesi No: 193 Kat'd Levent 34394 Istanbul / Turey Tel: (+099) 212 33% 238 00
Faks (+20) 212 339 11 99 E-mail: sanchiac@sanofi.com - www.sanofi.com

Format No: FORM-TR-02250.R10.00SOP-TR-00168
Tarih Tarhi: 187082016

Appraved copy of the electronic signature on 13/3/2019 from LIMS

SayfaNo: 2 7

6




SANOF!I oz

Analiz Sertifikasi
( Certificate of Analysis )

Uriin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) : 707961_TR LIMS Parti no (LIMS Buich Number) 1 1431506
Dok Jik Yayn Tarihi (First Issue Dute) 1 19.02.2018 SAP Kontrol Parti No.($4P Control Na) 1 6794767
Dok Revizvon Tariki (Doc.Revision Date) : 27.02.201% Parti Notbaich ¥ : 9LBOLY?
Dok. Son Kull. Tur.(Doc.Expiry Date) : 27.02.202% Dok.Revize No (Doc.Revision Number) 2
Test (Parametcr) | Limitler (Limits) Sonug (Resulty Degerleme (Stats)
Replicate Count: 22 121,10 mg Kabul(Comply)
Replicate Conme: 2% 124,70 mg Kubul(Comply)
Replicate Count: 24 121,60 mg Kabul{Comply)
Replicate G 25 126,60 mg Kabu{Comply)
Replicate Count: 26 126,40 mg Kabul{{lomply)
Replicate Cawmy; 27 il3.40mg Kabul{ Comiply)
Replicate Count: 28 111,90 mg Kabul{{'omply})
Replicste Count: 70 1630 mg Kabul(Comply}
Rendivate Coynt: 30 126,30y Kubul{ownply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Hygun (Conforms) Kabul(t ompty)
TABLETTE) - Degedeme (30
BOLIPNMUS TABLET (SUBDIVISION OF TABLETS) (30 Hedof +/- 15% (Targel ~i- 15%) (680R30_'1R} NS mg Kabul{Compty)
TABLETTE) - BOLUNMIIS TABLET 1130 /(SUBDIVISION OF
TABLETS (30 TADLETS) - SUBDIVISION 0F TABLETS 1/30)
Keplicate Caunt: 2 11520 mg Kabul(Comply)
Replicate Cauny: 114,30 mg Kabul(Comply}
Replicate Count: 4 118,80 mg Kubul{Comply)
Replicate Uount: £ 125,90 g Kabul(Conply)
Replicate Counz: 6 112,30 mg Kabul({Comply}
Replicate Coumt: 7 122,60 mg Kabul(Comply)
Replicate Count: § N7,20mg Kabul({mnply)
Replicaie Comn: 9 118,50 mg Kabul(Comply)
Replicate Count: 10 120,50 mg Kabul(Cuotnply)
Heplicate Count: 11 12330 mg Kabul(Comply)
Replicate Count: 12 12790 mg KabuliComply)
Replicate Couns; 13 114,60 mg Kabul(Comply)
Replicate Conmu: 14 100 mg Kabul{Comply)
Heplicare Couar: 15 118,00 mg Kabul{Comply)
Replivate Count: 16 15.Mmy Kabul{Comply)
Replivate Coumt: 17 113,70myg Kubul{Comnply}
Replicate Count: 18 111.50 mg Kabul{Comply}
Replicaw Count: 19 122,50 mg Kabul{Comply)
Revlivate Count: 20 17,50 mg Kabul{Comply)
Replivate Count: 21 120,20 mg Kabul{Comply)
Replicate Caunt: 22 12110 mg Kabul{Comply)
Replicate Count: 23 124,70 mg Kabul{Comply)
Replicate Coum: 24 121.60 mg Kabul({Comply)
Replicate Count 25 126,60 mg Kabul{Comply)
Remlicate Count: 76 126,40 mg Kabul{Comply}
Rewlicate Coumt: 27 11840 mg Kabul{(‘omply}
Replicate Count: 28 115,90 my Kabul{Comply)
Replicate Count: 29 115,30 mg Katwl(Comply)
Heplieate Count: 30 126,30 mg Kabul(Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS} (30 Urgun (Confoms) el
TABLETTE) - Degerfeme 1/30

Eabrika  Plant;
Kaciikkanstiran mah. Merkez Sok. No: 223/ A Blyikkanshran/ Lileburgaz
39780, Kirklarali /Turkey Tel: (+90) 288 427 10 00- Faks:(+30) 288 427 14 55.56

Sanofi llag Sanavii ve Ticaret A,S

Genel Madiridk ! Hexd Office;
Bliykdera Caddesi No: 193 Kal:4 Leveni 34394 |stanbul ¢ Turkey Tel: (+090) 212 330 39 00
Faks: (+90) 212 339 11 98 E-mail: sanofilac@sancfi.com - www.sanofi.com

Formnat No: FORM-TR-02250-R 10.0/SOP-TR-00168
Tarih Tarhi;18/08/2016

Approved copy of the electronic signature on 13/3/2019 from LIMS

SayfaNo: 3 / 6




SANOF! g

Analiz Sertifikas
( Certificate of Analysis }

Urin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) : T07961_TR LIMS Parti no (LIMS Buich Number) 1 1431506
Dok [tk Yavin Tarihi (First lssue Date) : 19,02.2018 SAP Kontrol Parti No.(SAP Control No) t 6794767
Dok Revizyon Tarihi (Doc. Revision Date) ; 27.02.2019 Parti NotBarch 8 : SLBO1307
Dok. Son Kull. Tar.(Doc.Expiry Date} : 27.02.2029 Dok.Revize No (Doc.Revision Number) ¢ 2
Test (Parameier) Limitler (Limits) Sonug (Resulyy Degerleme (Stus)
-. 20,000 g 2 ;
KALINTI COZUCULER ETHANOI, (in-house linity ARESIDUAL B RY Frm - (S80KE0_TH) 16216 ppm Kabul(Commply)
SOLVENT ETHANOL )
8
YARIM TABLET DOZA TEKDUZELIGH AUNIFQRMITY OF L= Kabul(Comply)
DOSAGE UNITS (FOR HALF TABLETS) )
POLIMORFIZM APOLYMORPIISM ) Uygun (Canforms) Kabul(Comply)
KALINTI COZUCUI ER ETHANOL. (in house limit) ARESIDUAI 14397 ppn Kabul{Comply)
SOLVENT ETIIANOL )
DOZAI TEKDUZELIGI (KD<-L1) L1~ 15) - ASSYAY _Degesi L) Kebul(Comply)
DOZAT TERDUZELIG (KD<=L.1) {11215 - 10vekDxx mikear W mg KrhuliComply)
Replicate Count; 2 99.5 mg Kabul(Comply)
Replicate Count: 3 99,8 mg Kabul(Comply)
Replicate Count: 4 100.0 mg Kabul{Comply)
Replicate Count: § 9.9 myg Kahul{Comply)
Replivae Caumi: 6 100,7 mg Kabuy(Comply)
Replicate Couat: 7 100.6 mg Kabul( Comply)}
Replicate Coun: & 99,1 my Kabul{ Comply}
Renlicate Count: 9 99,1 mg Kabul{{'oamply)
Replicate Counr: 14 93,9 my Kabul{Comply)
DOZAI TEKDUZELIGE (KD<=LI) (.1=15) - KIY KUKIFORMITY b UL REL e Kabul(Coumply)
OF DUSAGE UNITS (AV<=1.1} () 1=15) )
DOZA) TRKDUZELIGE (KD<=1,1) (L.1=15) - 10 1k doz. LA Uygun (Contirns) Kabul(Comply)
DOZA) TEKDUZELIGE (KD<=L1) (L1=15) - 30 tek doz Rliniead:tiny Uygun (Conforms) Kabul{Comply)
DOZA) TEKDUZELIG (KD<=L1) (L1=15)- 30 ek doz 0adermg Uygun (Contorms) Rabul{Comply)
POZAT TERDUZELIGE (KD<=L1) {L.1=15) - muax.(M wzer.) plaxet Uygun (Contorms) Kabul (Comply}
DOYAI TEKDUZELIGE (KD <=1 1) {L1=15) - 10wekdor, Yuzd .8 Kabul(Compiy)
Replicate Coumt: 2 99,5 Kabul({omply)
Replicate Counts 3 99.8 Kabul{Comply)
Replicate Caunt: 4 1000 Kabul{Comply)
Revlicate Count: 5 99.9 Kabul(Comply)
Replicare Count: 6 100, 7 Kabul{Comply)
Replicate Count: 7 100.6 Kabul{<omply}
Replicare Count: § 99,1 Kabul{Comply}
Replicate Lot 9 99,1 Katwl{Cnmply)
Replicate Count: 10 93,9 Kabul{Comply)
DOZAJTEKDUZELIGL (KD< L1} (L1-15) - 10 bl Kabwl{Comply)
ekDoz_miker Oralams
DOZA] TEKDUZELIGH (KD<=11) (I 1=15) - 10 Ll Kabul(Comply)
tekdoz_Yvzde Onalama
DOZA) TEKDUZELIGH(KD<=L1) (L1=15) - % BSD 0.61216 Kabul{Comply)
DOZAJ TEKDUZELIGH (KD<=L 1) (L 1=15) ’ 061236 Kabul{Comply)
Eabrika ! Plant: frueli [oe Prannl v et Genel MOJANGK | Head Office:
Kicakkangliran mah. Merkez Sok. No: 223 A BiyUkkanstiran/ Lileburgaz BilyUkders Caddesi No: 193 Kat:4 Levant 34394 |stanbul / Turkey Tel: (+090} 212 339 30 00
39780, Kirklareli /Turkay Tel: (+90} 288 427 10 00- Faks:(+90) 288 427 14 55.56 Faks: (+90] 212 329 11 99 E-mail: sancfiilacg@sanofi.com - www.sanofi.com
Fomal No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 13/3/2019 from LIMS SayfaNo: 4 / &

Tarih Tarhi:168/08/2016



SANOF! g

Analiz Sertifikasi
( Certificate of Analysis )

Uriin (Product Description)

Uritin Kodu (Product Cedc)

Dok dtk Yavin Tarihi (First lisue Date)
Dok.Revizyon Tarihi (Doc.Revision Date)
Dok, Son Kull. Tar.(Doe.Expiry Date)

¢+ 19.02.2018
: 27.02.2019
: 27.02.2029

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

LIMS Parti no (LIMS Batch Number)

SAP Kantrol Parti No.,(SAP Control No}

Parti NogBatch N

Dok Revize No (Doc.Revision Number)

1431506
6794767
9LBOLYM?
2

Test (Parameter) Limitler (Limits) Sonug (Resuli) Degerleme (Statusy
S — POZITIE (CORRESPONDENCE OF RT) Uygun (Conforms) Kabul(Comply}
TELMISARTAN (HPLC) - IDENTIFICATION TELMISARTAN ¢
HPLE) )
I RS POZITIE (CORRESPONDENCE OF SPECTRA) Uygun (Coaforms) Kabul({omply}
A80.-420 Makl R Aabls N
MIKTAR TAYINI TELMISARTAN - MIKTAR TAYIN] mytablet N el B
TELMISARTAN /(ASSAY OF TELMISARTAN IN 1 TABLET )
NMT(MAX) 0.2 % D Kabul(
SAFLIK TRSTI-BILINEN [MPURITELER TEK TEK (HPLC) A BA (BT T ul(Comply)
PURITY TEST-KNOWN IMPURITICS INDIVIDUALLY )
NMT( 29 05 % :
SAFLIK TESTI-BILINMEYEN IMPURITELER TEK TEK (IPLCY 4 b b AT SRR Kabul{Comply)
PURITY TEST-UNKNOWYN IMPURITIES INDIVIDUALLY )
NMT{MAX) 0.5 05 ;
SAFLIK TESTI-TOPLAM IMPURITELER (HPLC) APURITY TEST- (hed L % KabuliComply)
TOTAL IMPURITIES )
TOPLAM AFROBIK MIKRORIYAL SAYIM /(TAMC ) NMT(MAX) 1,000 CFLlg SRS KabuliComply)
: 00 CFU; <5 CF KabultC
TOPLAM MAYA/KUI MANTARI SAYIM - TOPLAM MAYAKUF DR LA VIR SS Crure (Comply)
MANTARI SAYIME /(TYMC )
ESCHERICIIA COL! AESCHERICIIA COLI) Olinumaliige {ARSENT) Uygun {Canfonns) Kabul(Comply}
Numunc No (Sample No): 5177545 Yan Uriin (Scmi Finish Product)
DAGIMA ZAMAKI {DISINTEGRATION TIME ) NMTMAX) 15 dekellon (minnc) GOk ik Kubul{Comply}
FRIABILTTE AFRIABILITY ) NMTMAX) 1.0 % ik KabullCormply)
13.0-297.0mg! 240.0 mg- .
ORTALAMA 1 TABLET AGIRLIGI AAVERAGE MASS OF | 30-217.0 xgeblel R RILTL L Kabul(Comply)
TAHLET )
GORUNUS /(DESCRIPTION ) HEMEN HEMEN BEYAY - SARIMSL, OBLONG, BIKOKVEKS, IKI Uyun (Confurms) Kabul(Comply)
YUZU CENTIKL TABLETLER
SERTLIK AHARDNESS) 50.0 - 150.0 N {newton) 959N Kabul{Comply)
AGIRLIK TEKDUZELIGI - Ortalama 240,00 mg KebuliComply)
40,00 Kabul(Compl
AGIRLIK TEKDUZELIGL (UNIFORMITY OF INDIVIDUAL MASS 240,00 mg (Comply)
)
¢F ~/- 15% (Target +/- 15% 10 Kabal
AGIRLIK TEKDUZELIG] - AGIRLIK TEKDUZELLG 0720 1 Tedef +/- 13% (Turget Y 240,00 mg (Comply)
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY )
Replicate Couat: 2 2490.60 mg Kabul{Comply}
Replivate Caunt: 3 240,00 mg Kabul{Comply}
Replicate Count: 4 240.00 mg Kabul({Comply)
Replivate Caum: & 240,00 my Kabul(Comply)
Replicate Loun: 6 240,00 mg Kabul({{omply)
Replieate Caunt: 7 240,00 mg Kabul(Comply)
Replivaw Couner & 240,00 mg Kabul{Comply)
Replivate Couar: ¢ 240,00 mg Kabul{(Comply)
Replicate Coumt: 10 240,00 mg Kabu}{ Comply)
Replicate Comt: 11 240.00 mg Kabul(Comply}
Replicate Count: 12 240,00 mg Kabul{Comply)
Replivate Count: 13 240,00 mg Kabul{Comply)
Replicate Count: 14 240,00 mg Kabul{Comply)
Replivate Cant: |4 2400 mg Kabul{Comply)
Replicate Caunt: 16 240,00 mg Kubul{Comply)

Esbrika { Plant:
Kilclilkkanghran mah, Merkez Sok. Ne: 223/ A Buydkkangtiran/ Ldleburgaz

Sanofi llac Sanavii ve Ticaret AS

Genel MUJUrdk  Head Office:
Buyikders Caddesi No: 193 Kat.d Levent 34394 |stanbul / Turkey Tel: (+090) 212 339 39 00
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SANOF! « g

Analiz Sertifikasi
( Certificate of Analysis )

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

Uriin Kodu (Product Code) : 707961 _TR LIMS Parti no (LIMS Batch Number) i 1431506
Dok ik Yavin Turihi (First fssue Date} : 19.02.2018 SAP Kontrol Parti No.(SAP Coniral Ney 1 6794767
Dok Revizyon Tarihi (Doc.Revision Date} 1 27.02.2019 Parti No(Raich ¥ 1 ILB01307
Dok, Son Kull. Tar.¢Doc. Expiry Date) : 27.02.2029 Dok .Revize No (Doc.Revision Number} H]
Test (Paramcter) Limitler (Limis) Sonug (Resulty Degerleme (St
Heplicate Couar 17 240,00 mg Kabul{Comply)
Replicate Coumt: 1§ 240,00 fog Kabul{Comply)
Replicate Conmts 19 240.00 mg Kabul{Comply)
Remlicate Count: 20 240,00 mg Kabul{Comply})
AGIRLIK TEKDUZELIGI - Dogartome G20 Uygun (Confomis) Kabel(tomply)
—i- 7,5% (Targel +/- 7,5% X i
AGIRLIK TEKDUZELLGI - AGIRLIK TEKDUZELIGE 220 #( Hedet AL . B B
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY )
Renlicate Cowme: 2 240,00 my Kabul{{ omply)
Replieate Count: 3 240,00 mg Kabul(Comply)
Replicate Count; 4 240,00 mg Kubul(Comply)
Replicate Usnt: § 240,00 mg Kabul{(omply)
Replicate Count: 6 240,00 mg Kabul{Comply)
Replicate Caunt: 7 240,00 my Kabul{Comply)
Replicate Count: 8 240,00 mg, Kabul{Comply}
Replicate o 9 240,000 g Kabul{Comply}
Replicate Count: 10 240.00 mg Kabul{Comply)
Replivaie Coun: 11 240,00 my Kabul{Comply)
Replicate Count: 12 240,00 mg Kabul(Comply)
Replicate Count: 13 240,00 mg Kabul{Comply)
Replivae Count: 14 240,00 mg Kabul(Comply)
Replicate Count: |5 240,00 mg Kabul(Comply)
Replivate Coums 16 2400 mg Kebul(Comply)
Replicate Count: 17 240,00 mg Kabul(Comply)
Replivate Coumy; 18 240,06 mg Kabul{Comply)
Replicate Couat: 19 240,00 mg Kabul{Comply)
Replivate Caunt: 20 240,00 mg Kabul{Compty)
AGIRLIK TEKDUZELIG! - Degerieme 2/20 Uygun (Conforms) Kabul(Comply)
UZUNLUK (YAKLASIK 12 MM) HLENGTH (APPROX 12 MM)) . et
GENISLIK (YAKLASTK 6 MM) /(WIDTIL(APPROX 6 MM) ) 607 mm . —
KALINLIK ATHICKNESS ) #2- 38 mm 2ol e
GORUNUS (GRANUL ASAMASI) fAPPEARANCE (GRANULE HEMENHEMEN BEVAZ-SARIMSI GRAKUL. Uyun (Cosfoms) Kabl(Comply)
STAGE) )
Numune No (Sample No): 5177546 Yar Uriin (Semi Finish Product)
1.0 - 7000 g/1 00m1 29 g/ |0l bul{(
BULK YOGUNLUK (GRANUL ASAMAST) /(BULK DENSITY ( o L " 729 ¢/l Kbl Complyy
GRANULE STAGE) )
Numune No (Sample No): 5193024 Yan Urlin (Semi Finish Product)
NMT() 15% (680 I B bul
KURUTMA KAYRI (GRANUL ASAMASD A1.OSS ON DRYING [ NMTIMAX) 25%  (GB0BK0TR_IPC) L e
GRANULE STAGE))

¢GMP kurallary,iiriiniin iiretim yontemi, trend raporiars ve test sonuglar: dikkate ahnarak incelenen test kayitlarina gére bu sarj sat
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. )
KABUL (ACCEPTED)

* Elif Nur Basaran (Junior Quality Assurance Specialist)
This certificate of analysis has been electronically signed from a validated LIMS

Kullanim Karar: (Usage Decision)

Kul, Kar. Veren (Approved by) Tarik (Date) £3.03.2019 7:13:10
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