JTEKJAPAITASI O COOTBETCTBHH

JEKJIAPAHT, IPHHUMAIONIHA JEKJAPAIIHIO O COOTBETCTBHH:
AO "Canogu Poccus"

Ceedenun o pezucmpayuu opzarmuzayun: Mexcpationnan urcnexyus DedeparbHoll HA020807 cayHebvl No
46 no 2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OFPH: 19.08.2002

Aopec: 125009, 2. Mockea, y1. Teepckan, 0. 22. Tenegpon/parc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvnolit oupexmop Monxe O.4.

| Hosepennoe nuyo: Kysneyoea H.JO Josepennocms: 6/4 om 20.08.2019

JAABJIIET, UTO ,
nexapcmeennoe cpeocmeo; Teazan® madaemxu 40 vz 10 uamn., 6aucmeper (3), nauxi xapmonnsie, pez,yo.

| Ne JTIT-003545 om 01.04.2016 (0ama 3avenvt PY 16.04.2019), ewidarno AO "Canoghu Poccus”, cepus
9LB05970, napmua 14779 ynaxoeox, 20den 0o 31.07.2021, npoussodcmea Carogu Haay Canaiiu se
Tuoxcapem A.LLL/Sanofi Hlac Sanayi ve Ticaret A.S., Kucukkaristiran Mahallesi, Merkez Sokak. No:
223/A, 39780, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, Typyun, xoo OKIIJ2 21.20.10.140, xod TH
B3/ 3004900002, xonmparxm Ne250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085349263 om
07.10.2019

COOTBETCTBYET TPEBOBAHHAM
JITT-003545-160419

AEKJIAPATTAA IPHHATA HA OCHOBAHHH
npomoxon ucneimaruii Ne 7660711 om 16.10.2019 HJI 00O "ILennip konmponn kxadecmea Buonaiih”,

anmmecmam akxpedumanti RA.RU.2ILIKOI om 22.07.2015 2., cepmugpuxam ananuza Canogpu Haau
Canaiiu ee Tudncapem AL om 27.09.2019, Cepmugpuram POCC TR.QMO5.C09983 om 16.10.2019

JATA NPHHATHS JEKJAPALIAN: /6.70.2019 2.
| MEKTAPAYIGT AEACTBUTENBHA J10: 31.07.2021 2.
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CBEJEHHSA O PETUCTPAIIMA

OPTI'AH NO CEPTHO®HKAITHH, 3APETHCTPHPOBABIINHA JEKJAPAIIHIO

Opear no cepmughuxariiy npooyKyuu

Obugecmea ¢ ozpaniienHoli ongemcmeernocmuio « OKPYICHON yermp cepniiguxaiuit»,
adpec: 620014, POCCHA, Ceeponoscxas obracmy, Examepunbype, Xoxpaxoea, 74, 1706,
men: (343) 380-27-55, www.ekbocs.ru, ammecmam axxpedumayuu Ne RA.RU.11OMD5
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PykoBoanTens oprana no
cepTHOHKALHE OPOTYKIHH




SANOFI o

CEPTHO®UKAT AHAJIU3A
Homep b Saze nanusax GMID; 680880_TR

Onucanue npodyxma : TEJI3AIL, 40 MI, 30 TABJIETOK (POCCHA ) ZFF
Koo npodyxma : 680880_TR Howep cepun a cucmense LIMS : 1451281
| Hama nepaozo suinycxa : 03.01.2018 Koumponuneiii nomep SAP : 6856786
| [Tama nepecvompa doxymenma :03.01.2018 Hoxep cepuw/pazvep cepuy + 9LB05970/ 14779 ¥
Cpox oxorvani delicieun OoKyAeHma :03.01.2028 Hoxep pedaryuu doxymenma : 1
Hama npousgodcmsa : 29.08.2059 Hama ucmeuenusn cpoxa zo0nocmu 1 31.07.2021
MTapamemp Hpedensuste navenun Pezynemam Cmamyc
Howmep ofipasua: 5384763 Totosutit npoaykT
KOHTPOJTb YTIAKOBKH COOTBETCTBYET Coornercrayer Coorsetcrayer
YTEUKA YTEUKA OTCYTCTBYET Coosercrayer Cootsercrayer

Cornacuo A0Che Ha Cepuio, KOTOPOE COOTBCTCTBYET TpeGopaniaM Tekywero cTanaapra GMP, npoTokony o npoHIBoACTBE, OTHETY O TEHIEHUHAX K
PE3YALTATY HCNLITAHKI NPOAYKIN, AAHHAA CEPHA MOANEAHT BLIYCKY B NPOJAKY.

Pewuenue 0b ucnorviosansi : QHOBPEHO
Ymeepoun : Melek Isik (Cmennanuct orgena ofecneuesns KavecTea) ama :27.9.2019 4:41:28 PM

CepridHKaT aHANH32 NOAMNHCAH B NEKTPOHHOR cueTeme LIMS

«Canodwm Canaitm Be Tumpkapet A.ll.»
Mpsonpyame; Tonognoh odixg;
Kiouyxxapmurvpan max, Mepkea Cox, Ne: 223/A Eiotiioxxapuwripan/ NMioneBypraa 193 yn. Byokaepe, (atax 4), Crambyn, 34394 Typuwa Ten.: (+030) 212 339 38 00
39780, Kuiprixapanw, Typuwn Ten.: (+90) 288 427 10 00 daxe: {+90) 288 427 14 55-56 Paxc: (+80) 212 339 11 99 E-mail:sanofilac® sanofi.com — www.sanofi.com

H:T“;ﬁg’gglg% FOAM-TR-02250-R10.0/50P-TR-00168 Ymeepacoennan Konua nexmponnois noonucu ont 27.9.2019 vepes cucmeny LIMS Cmpanuya Me: 1 w3 5




SANOFI vg

CEPTUOUKAT AHAJIM3A
Onucanue npodyxma ¢ TEJIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (AJIEMEHK)
Koo npodykma : 707961_TR Homep cepuu @ cucmeae LIMS : 1450471
Hama nepeozo gpinycka 1 19.02,2018 Konmponvnuiit nosep SAP : 6854185
Hama nepecmompa doxymenma : 27.02.2019 Homep cepuu + 9LBO5970
Cpox okonsanun deiicmeus doxymenma : 27.02.2029 Howep pedarapiu doxysenma 474
Hapamemp pedenvnme snavenun Pesyavmam Cmamyc
Homep o6palua: 5377204 Yan Uriin ([lpomewyTounnili npoxyxT)
OIMICAHHE MPOAOTOBATBIE, ABOAKOBLINYKILIE TABMETKH OT NOYTH CooTeetcrayet CooTsetcTayer
BEJIOTC BO XENTOBATOIO LIBETA C PHCKAMM C IBYX CTOPOH.
MACCA NONOBKHL! TABMETKA NP ENEHMA (30 TABNETOK) — 120,32 mr Cootetcrayer
Cpednee
MACCA NMOJOBHHBI TABJETKH [TPH IETEHHH (30 TABJIETOK) — 120,32 Coorsercrayer
JENEHHE TABJIETOK
MACCA NOJJOBHHE TABJETKH MPH JENEHHH (30 TABJMETOK) — Orknonenne + 25 % (680380_TR) 13230 mr CooteercrayeT
JHAENEHHE TABMETOX 0430
Tostoproe onpeneneHne: 2 11030 wr CooTeercTayer
TosTophoe onpenenetne: 3 113,50 mr CoaTteercrayer
TosToproe onpeneneHue; 4 124.90 mr CooTeercreyer
[MostopHoe onpenencnite: 5 120,90 ur CooTaevcrayer
TMosTopnoe cnpenencHiie; & 122,40 mr CooTaetcrayer
[Mosrophoe onpenenexne: 7 120,90 mr Cooraercreyer
MorsTopuoe onpenenemie: 8 118,60 mr CooTerercreyet
Mostopuoe onpenencie: 9 122,90 mr CooTsetcreyer
[oeropuoe onpenenenne: 10 123.10 mr CooTeeTcrayer
[MosTopuoe onpeaenenie: 11 L§7.20 mr Cootsercrayer
Mostophoe onpencaeHue: 12 122.80 mr CooTaercreyer
MosTophoe onpenenense: 13 119,40 mr Cooraetcrayer
Nostopros onpeaeneHue: 14 120.60 mr CoovaercTeyer
TosTopHoe onpeaenenne: 15 122,80 mr CooTeercreyer
TlosTophoe onpenenchue; 16 117.60 mr CooTeercrayer
Tlosrophoe onpeneneane: 17 112,50 wr CoaTeercTayer
Mostopuoe onpenenckie; 18 125.50 mr CooTsercrayer
[ostopnoe onpenenckve: 19 118,90 mr Cooraercreyer
Nostopuoe onpeneacuiie: 20 12390 mr CooTeercrayer
Mosvoproe onpenenenie: 21 123,30 mr Cooreercreyer
Nestoproe onpenereune: 22 116.80 mr CooTsercTeysT
MosToproe onpenenensie: 23 120,20 Mr CooTsercrayer
[Mowvopuoe onpeacnewuie: 24 117.20 mr Cootaevcrayer
[MosTophoe onpeaenewie: 25 118,80 mr CooTtaercrayer
[osTopHoe onpeaenexie: 26 123.50 mr CooTaeTcTayer
[MosToptoe onpenencume: 27 124,20 mr CooTnercTayer
TosTopioe onpenencune; 28 113.80 mr CooTtaercrayer
TlosTopHoe onpenenetse: 29 123,00 wr CooTnercTayer
TTostopuoe onpenenesie; 30 117.40 mr CooTercTayer
MACCA MTOMTOBMHE TAGRETKY IRV JEMEHMM (30 TABRETOK) — CooteercTayer Cootsercroyer
omxnoHerye dnn /30
MACCA TI0TOBHHB! TABMETKH [TPH AEJTEHIH (30 TABNMETOK) - Orxnonenne £ 15 % {680880_TR) 132,80 mr Cooreercreyer
JENEHHE TABJIETOK 1/30
MoevopHoe onpenenene: 2 L1030 Mr CooTsercrayer
Nostoproe orpegeactiie’ 3 113.50 mr Cootaercrayer
Mesroproe onpegenetite: 4 12490 mr Cootaerctayer
[osToproe onpenenstite: 5 120.90 mr CogTaercrayer
[MosTopuoe onpeaenene: § 122,40 wr CooraeTcreyer
Deegnouatne; uCanafivpeT = Lonosuod odue:

Kioyrxapuwmpan max. Mepkea Cok. Ne- 22%A Bofroxxapuurspan/ NioneGypraa
39780, Kuipnkapenu, Typuua Ten.: (+80) 288 427 10 00 daxc: {+50) 288 427 14 55-56

193 yn. Byrowaepe, (arax 4), Crambyn, 34394 Typuwa Tan.: {+090} 212 339 39 00
©akc: (+90) 212 339 11 99 E-mail:sanofiilac @ sanofi.com = www.sanoli.com

Howmep qropmara; FORM-TR-02250-R10.0/SOP-TR-00168
Bata: 18.08.2016

Ymsepaucoennan xonus 3nekmponnoil nodnucd om 27.9.2019 vepes cucmemy LIMS

Cripanuya Ne- 2n3 §




SANOFI vp

CEPTUPUKAT AHAJIH3A
Onucanue npodykma : TEJIMHRCAPTAH 3EHTHBA, 40 MT", TABJIETKH (AJIEMBHK)
Koo npodyxma : 707961_TR Honep cepuu e cucmeme LIMS : 1450471
| Jama nepeozo esinycka : 19.02.2018 Konmponohulii nomep SAP : 6854185
| Hama nepecsompa doxymenna :27.02.2019 Honep cepuu : 9LB0O5970
Cpox oxonvanus delicmeun QoxyMenng : 27.02.2029 Homep pecaxyuu doxysenma He )
Hapamemp IIpedensusie sHavenin Pezynemam Cmamyc
Flosropuoe onpenenenue: 7 120.90 wr CooTsercrayer
[losTopHoe onpeneneniie: § 118.60 mr CooTsertrayer
[losTopHoe onpenenenite: 9 122.90 mr Cootsercrayer
TNostopuoe onpencaenne: 10 123,10 mr Coorsercreyer
Noztoproe onpenenense: 11 117,20 55 Cooreercrayer
MosTopHos onpeasnenne: 12 122,80 mr Coorsercreyer
MosTopHoe onpeacneqte: 13 119.40 mr Coorsercrayer
MonTopuoe onpenenehite: 14 120.60 mr CootsereTayer
Mosroproe onpesenene: 15 122,80 e Cooreercrayer
NMorroproe onpeaenenie: L6 11760 Mr CooteercTayer
TMoereproe onpesenenne: 17 250 mr CooTeercreyer
NorTopkoe onpenenenne: 18 125.50 wr Cooreercreyer
[leetopnoe onpenenenue: 14 118.90 wmr CooTsercreyer
Mostopuos onpenensane: 20 123,90 wmr Cooreercrayer
[osToproe onpenenenne: 21| 12330 ur CooTeevcrayer
MorTopHoe onpenenenite: 22 116.80 mr CooTeercreyer
Tosvopsoe onpenencune: 23 120.20 wr Coorsetchyer
TMoeTtoproe onpenenenne: 24 117,20 mr Coorsercreyer
TlosTopHoe onpenencane: 25 118,80 wmr Coorsercrayer
TTostopHoe onpenenenne: 26 123,50 mr Cootaercrayer
MosTopHoe onpenenene: 27 124.20 ar Cootsercrayer
MopTopHos onpeasnenne: 23 113,80 wr Cootsercrayer
MosToptoe onperenenne: 29 123 161 mr Coorsercrayer
Tosvoproe onpexenenne: 30 117.40 ur Cooraercrayer
MACCA I10/108MHbI TABIETKN NP QENEHIAN (30 TABIETOK) - Cootpercrayer Cootsercrayer
omxnoHerue dna 1/30
OCTATOMHBITE PACTBOPHUTESL 3TAHON {npenenbHOe 3HaYEHNE ANA He Bonee 20 000 whnn (680880_TR} TF088 whnn CooTeercTRyET
BHYTPEHHErO KOHTPONA)
PACTBOPEHHE — 30 MHHYT (Q=75%)-Q! MHHHMYM 80 % (680880_TR) 7% CooTeercrayer
osToproe onpenenchue: 2 97 % Cooreercrayer
[losToproe onpenenetite: 3 98 % Cooracrereyer
[MosTopHoe onpenenexe: 4 9% Cooreercrsyer
MorropHoe onpenerenne: 5 9% % CooTeercrnyer
NMoeroproe onpenenenne: 5 9% % Cooveercrayer
PACTBOPEHHME — 30 MMHYT {Q = 75 %} - Q1 CPE[JHEE 98 % Coorsercreysr
PACTBOPEHME — 30 MHHYT (Q = 75 %) - QL MUHHMYM MHHHUMYM 30 F (680880_TR) 9T % Cooteercrayer
PACTBOPEHHE — 30 MHHYT (Q = 75 %) - Q| MAKCHMYM 9% Cooraererayer
n W «Canochu Canaiin ne Tuaxapetr A.ll.» T

Keouynapmwtupan Max Meprea Cok. Ne: 220/A BiotucioaapuwTvpas! MoneBypraa
39780, Koipnkapenw, Typums Ten.: (+90) 288 427 10 00 daxc: (+00) 288 427 14 55.56

193 yn. Byroxkaepe, (arax 4), Crambyn, 34394 Typuma Tan.: (+090) 212 339 39 00
Danc; (+30) 212 339 11 99 E-mail:sanofilac @ sanofi.com — www.sanoli.com

Homep thopmara: FORM-TR-02250-R10.00SCOP-TR-00168
Hava: 18.08.2018

Ymeepacdennan xonun anexmponnoit nodnucu om 27.9.201% uepes cucmemy LIMS

Cripanuya Ae: 3nz §




SANOFI wp

CEPTH®HKAT AHAJIM3A

Onucante npodyxma

: TEJIMHCAPTAH 3EHTHBA, 40 MI', TABJAETKH (AJIEMEBHK)

Koo npodyxma 1 707961_TR Hontep cepuu & cucmene LIMS : 1450471
Hama nepsozo evinycra :19.02.2018 Konmponenviit Hosep SAP : 6854185
Hama nepecyompa doxymenma : 27.02.2019 Hosmep cepun : 9LB05970
Cpox oxoHYGRUR Oelicnieus Joxysenma : 27.02.2029 Howep pedaryuu doxymenma H7
flapamemp fIpedenvuyie anavenin Pesynemam Cmamyc
OIHOPOMHOCTD JOSHPOBAHHR (CPENH < L1) (L1 = 15) - % crannaprroe L6 Cooreercrayer
OTRNOHEH S
QIHOPOAROCTD JO3NPOBARHA (CPEAN < L1} (LI = 15) 0.65613 Cootaercreyer
NONTHHHOCTE — TEMMHCAPTAH (BKX) — OMPEAENEHHE COOTBETCTBHE RT Cootsercreyer CooTaercrayer
NOLTHHHOCTH TESIMHCAPTAHA (B3XKX)
NOMMHHOCTD, YO-CMEKTPOCKOIMHA COOTBETCTBHE CITEKTPOB Coomeercreyet Cootsercrayer
KOJMYECTBEHHOE QIIPENENEHHE TEMMMHCAPTAHA B 1 TABNETKE 38.0-—42.0 mrfrabnerxa 39.1 mrivabnersa Cooreetciayer
POJCTBEHHLIE MPHMECH - EAHHHYHBIE HIEHTHOHLIMPOBAHHBIE He Sonee 0.2 % wo CooTtpercrayer
MPHMECH - POJICTBEHHBIE MPHMECH — EJJHHHYHLIE
HWAEHTHOHLIHPOBAHHBIE [MTPHMECH
POHCTBEHHBIE MPHMECH — EJHHHYHLIE HEHIEHTHOHL [HPORAHHLIE He Gonee 0.2 % <005 % CooTaercrayer
MPHMMECH
POACTBEHHBIE TTIPMMECH — OBIEE COMEP¥AHUE He Gonee 0.5 % <005 % Cooraercrayer
Ofiwee uncno a3pobHLY MHKPOOpraHIEMOs He Gonee 1,000 KOE/r < 5 KOE/r Coorsercreyer
Ofiwee 41Cn0 aposakeabix il NAECHeLX rpHior He Sonee 100 KOE/r < 5 KOEN Cooteercrayer
ESCHERICHIA COLI OTCYTCTBHE CooTtsetcrayer Cootestereyer
Homep obpaiua: 5377205 MpomexyTounnift npogyrr
PACTTANAEMOCTR He Gonee |5 mun 8.25 CooaTaercrayer
MPOYHOCTE TABETOK HA HCTHPAHHE He Gonee 1.0 % 04 % Coorsercrayer
CPEJHAA MACCA TABMETOK 233.0-247.0 wr/rabneTna 241.0 mrhrabnetxa CootBetcrayer
OMHUCAHHE MPOAOATOBATBIE, ABOAKOBLIMYKJIBLIE TABJETKH OT NOYTH CooTeercrayer Cooteercreyer
BENOTC JO XEATOBATOIO LIBETA € PHCKAMH C [IBYX CTGPOH.
TMPOYHOCTh HA PA3IABJIHBAHHE 30,0-150.0 H (nbromon) 0.3 H Cootsercrayer
OdnopodHocme Maccel — OMIToOHaHYe OnA 020 241.00 mr CooTpercTayet
OJHOPOTHOCTE AO3HPOBAHHA 240,00 mr Coorsercreyer
OIHOPOTHOCTH JO3HPOBAHHMA — OTHOPOIHOCTE MACCHI Llenesoe 3nauenie 15 % 241,00 mr CooTeeTeToyer
Moetoproe onpenenewie: 2 241,00 mr Cooteercrayer
TesTopHoe onpenenenne: 3 241,00 mr Cootpetcrsyer
NosTopioe onpenenenne: 4 24100 mr Ceoreercrayer
Nostopioe onpenenenne: § 241,00 mr Cooteetcteyer
HoeToptioe onpegenenns; 6 241,00 mr Cooteercrsyer
[MoeTopHos onpenenenne: 7 24100 mr CooteeTcroyeT
MoaTophoe onpenenenite: 8 241.00 mr Cooteercrayer
MostopHoe onpenencrite: 9 241,00 mr Cooteercrayer
TNosTopnoe onpezenetme: 10 24000 mr CooTeercreyer
Torvopros onpeaenesne: 11 241,00 mr CooTeetcreyer
TloeTopHoe onpezenenne: 12 24100 ar Cooraercrayer
Moartopwoe onpedenenise: 13 241,00 mr Cooraetcrayet
ToeToproe onpenenenne: 14 241,00 mr Coarecrcrayer
Noeroproe onpenensuue: 15 241.00 mr CooreetcTayer
MosToproe onpenenenue: 16 241.00 mr CooTeercsyer
Roevophoe onpenenerie: 17 241,00 mr Cootaercayer
[MoeTopHoe onpenencuie: 18 241,00 Cootaercrayer
[MostopHoe onpenencHie: 19 241.00 mr Cootaercrayer
Tlortophoe onpeaenenue: 20 241,00 mr Cooveetcrayer
o P «Cau CanHaim Be T Alll» Lo & odbue:
Kiavyxxapmwrupan Max. Meprea Cox, Ng: 22%A Bsoi pawTupas NioneGypras 193 yn. Eyiokaepe, {atax 4), Crambyn, 34394 Typumn Ten.: (mm

39780, Kuipnkapenw, Typuma Ten.: {+90) 288 427 10 00 taxc: (+90) 288 427 14 55-56

Qaxe: (+80) 212 339 11 99 E-mail:sanofiilac@ sanofi.com — www.sanofi.com

Howmep gropmara; FORM-TR-02250-R10.0/SOP-TR-00168
Dava; 18.08.2016

Ymseepucdennan konun anexmponnols nodnucu om 27.9.2019 vepez cucmemy LIMS

Cmpanuya \e: 4 n3 §




SANOFI

CEPTHO®UKAT AHAJIM3A
Onucanue npodyxma : TEJIMHCAPTAH 3EHTHBA, 40 MI', TABJIETKH (AJIEMEHK)
Koo npodyxma : 707961_TR Howep cepuu 8 cucmeme LIMS : 1450471
Jama nepeozo aetnycka : 19.02.2018 Konmponenuili nosep SAP : 6854185
Hama nepecsompa dokysenma : 27.02.2019 Hoxsep cepuu : SLB05970
Cpox oxonuanus delicmeus doxysenma :27.02.2029 Houep pedaxyuu doxymenma i
Ilapamemp Iipedenvhsie snavenun Pesyavmant Cmamyc
OOHOPOOHOCTIE MECCH - OmMwIoHenue Onm 0720 Cootaercreyer CooTpetcTayer
OJHOPOOHOCTE AOIHPOBAHNA — OJHOPOAHOCTE MACCH Uenesos navenne £ 7.5 % 241,00 Mr Cootpercrayer
Mostopuoe onpenentune: 2 241,00 mr CooTsertrayer
Moetoproe onpenencxite: 3 241,00 mr Cooteetcrayer
[osToptice onpeaeneHiie: 4 241.00 mr Cooreercreyer
[osToptioe onpenenene: 5 241,00 mr Cooteetcrayer
MorToproe onpeaenee: 6 241,00 mr Cootsercrayer
[Mostoproe onpeaenenne: 7 241,00 mr Coorsercrayer
[orToproe onipenenere: 8 241,00 mr Coorsercrayer
TosTophoe cnpeaenexue: ¢ 241,00 mr Cootaercrayer
TostopHoe onpenenenne: 10 241,00 mr Cootsererayer
Tlostopoe onpenenenue: 11 24000 mr Coorsercrayer
Tlostoproe onpenenesne: 12 241,00 mr Coorpercrayer
MosToproe onpenencane: 13 241.00 mr Cootsercreyer
MosToproe onpeneneane: 14 241,00 mr Coorteercreyer
lMoeToproe onpenenenite: 15 241.00 mr Cootpercrayer
MosropHoe onpenenenire: 16 241,00 wr CooTpercTayer
Nostopuoe onpenencuie: 17 241,00 mr CooTeercrayer
Tlostoproe onpeaencuie: 18 241,00 wr CooTsertrayer
TosToproe onpeaeneniie: 19 240,00 mr Coorsercreyer
[osTophoe onpeaenenue; 20 241,00 wr Cooteertrayer
OdnopOOMHICTIE MACCH — OMKIOHEHUE OnA 2/20 Cooreercayer Cootsercrayer
JUHHA (MTPHE THIHTENBHO 12 MM) 12,0 mm CootsercTryer
LIHPHHA ([TPHEJIH3HTEMLHO 6 MM) 6,02 um Coorsercrayer
TO/MIMHA 3238 mm 34 uM Cooraererayer
OMHUCAHHE (CTATHA TPAHY T HEMEN HEMEN BEYAZ-SARIMSI GRANUL, CooTeercreyer CooTeetcrayer
Homep obipazua: 5377206 lMpomexyTounnil npoaywT
TIOTEPA B MACCE MPH BLICYHIHBAHHH (CTAJTHA TPAHY ) He Gonee 2.5 % (6B0830_TR_IPC) 1.6 % Cootaercrayer
Homep obpasua: 5377207 TMpomexyTounmit npoayxT
HACBIMHAA TLNOTROCTD (CTATHA TPAHY ) 400,0-100.0 r/1000 M 623,27 (/1000 mn Cooteetcreyer

Cornacxo Qocbe Ha cepHio, KOTOPOE COOTBETCTBYET TpeGoBaHNAM Texyiwero cranaapta GMP, npotokony 6 nponisoIcTBe, OTHETY 0 TEHICHUMAX H
PeIyLTATY HCNLITAHHH NPOIYKUNH, AAHHAN CEPHA IOATEKNT BLINYCKY B NPOARAY.

Peurenue 06 ucnoaslosanun : OJOBPEHO

Ymeepoun : Melek Isik (Cnennanner oraena ofiecnedenits KavyecTsa) Hama :27.9.2019 16:41:28
CepTudHiar aHans’a NOANHCAR B 3MeKTPoHHoH cicTeme LIMS

n o «Canodu Canain Be Tuaxaper A.tll.» ST

Kouywrapuimvpan max. Mepres Cox. Ne: 220/A Ewsmonapuwrrpar/ MoneSypras
39780, Kuipnraperm, Typuwa Ten,: (+90) 288 427 10 00 ®akc: (+90) 288 427 14 55-56

193 yn. Byvoxaepe, (atax 4), Crambyn, 34394 Typuwn Ten.: (+090) 212 339 39 00
daxc [+80) 212 339 11 89 E-mail:sancfilac@ sanofi.com — www.sanofi.com

Homep dropmara: FORM-TR-02250-R 10.0/SOP-TR-00168
flara: 18.08.2016

Ymaepacoennar Konus 3nexmpornoi nodnucu om 27.9.2019 vepes cucmemy LIMS

Cmpanuya \e: 5 M3 5




SANOFI v g

Analiz Sertifikasi
{ Certificate of Analysis ) GMID :630880_TR
Uriin (Product Description) : TELZAP 40 MG 30 TABLET(RUSYA)ZFF
Uriin Kodu (Product Code) 1 680880_TR LIMS Parti no (LiIMS Batch Number) ¢ 1451281
Dok. 1Tk Yayin Tarihi (First lssue Date) : 03.01.2018 SAP Kontrol Parti No.(SAP Control Na} : 6856786
Dok.Revizyon Tarihi (Doc.Revision Date) : 03.01.2018 Partt NoBareh N Parti Mikt. (Barch size) : 9LB05970/ 14779 PAC
Dok. Son Kuil. Tar.(Doc. Expiry Date) : 03.01.2028 Dok.Revize No (Doc Revision Number) A |
Uretim tarihi (Manufacturing Date) : 29.08.2019 Son kullantm tariki (Expiry Date) 31.07.2021
: _Tesr (Parameter) Limitler (Limits) Sonug (Resuly -Defﬂieme (Status)
Numune No (Sample No): 5384763 Uriin (Finish product)
. AT T e L T ,- i UYGUN OLMALI (CONFORMS) Uygun (Conforms) Kabul{Comply)
SIZDIRMAZLIK - SEZDIRMAZLIK TESTI s )' SIZDIRMA OLMAMALIDIR (NO LEAKAGE) Uygun (Conforms) Kabul{Corply)

“¢GMP kurallan,firiiniin Gretim ySntemi, trend raporian ve test sonuglan dikkate ainarak incelenen fest Kayitlarina gore bu sarj sat
§a uygundur. (According to the controlled batch records, which are considered ¢cGMP's rules, protocol,trend report and result of
product, this batch is suitable for selling. )

Kullanim Karar: {Usage Decision) : KABUL{ACCEPTED)
Kul. Kar.Veren (Approved by) 1 Melek Itk (Product Release Supervisor) Tarih (Date) :27/9/2019 4:41:28P}

This certificate of analysis has been elecironicolly signed from u validated LIMS

Sanofl liag Sanayil v TicarptA S

Eabrika { Plant; Gangt MOdOridk / Head Office;
Kicakkarigliran mah. Merkez Sok. No, 223/A Biyokkangtran/ Lileburgaz Bilylikdere Caddesi No: 193 Katd Levent 34384 Istanbul / Turkey Tel. (+090) 212 339 39 00
39780, Korklarel /Turkey Tel: (+90) 288 427 10 00- Faks:[+90) 288 427 14 55-56 Faks. (+90) 212 339 11 99 E-mail sancfilacg)sanofi.com - www.sanofi.com

Format No: FORM-TR-02250-R10 0/SOP-TR-00168 Approved copy of the electronic signature on 279/2019 from LIMS  SayaNe: | 6
Tarih Tarihi 18/0872018




SANOFI «z

Analiz Sertifikas)
( Certificate of Analysis )

Uriin (Product Descriprion)

Uriin Kodu (Product Code)

Dok Jk Yayin Tarihi (First Issue Dare)
Dok Revizyon Tarihi (Doc. Revision Date}
Dok, Son Kull Tar.(Doc. Expiry Date)

: TELMISARTAN ZV 40 MG TABLET{ALEMBIC)

1 707961_TR LIMS Parti no (LIMS Batch Number)

1 19.02.2018 SAP Kontrol Parti No.(SAP Control No)
: 27.02.201% Parti NofBatch N

: 27.02.2029 Dok.Revize No (Doc.Revision Number)

*

1450471
6854185
SLBO5970
2

Test (Parameter) Limitler (1imiis) Soniig (Resuly) Degerleme (Starus)

Numune No (Sample Mo}~ 5377204 Yan Uran {Semi Finish Product)

GORUNUS ADESCRIPTION ) HEMEN HEMEN BEYAZ - SARIMSI, OBLONG (ELONGE), Uygun (Conforms) Kabul{Comply)

BIKONVEKS, IKI YUZU CENTIKL] TABLETLER (OFF WHITE TO
YELLOWISH, OBLONG (ELONGE} BICONVEX TABLETS,
SCORED ON BOTH SIDES )

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 120,32 mg Kabul{Comply)

TABLETTE) - Orialama

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 it R

TABLETTE) - BOLUNMUS TABLET (SUBDIVISION OF TAELETS)

HSUBDIVISION OF TABLETS (30 TABLETS) - SUBDIVISION OF

TABLETS )

BOLUNMUS TABLET {(SUBDIVISION OF TABLETS) (30 Hedef +- 25% (Target +- 25%) (680380_TR) 152,80 mg Kabul(Comply}

TABLETTE) - BOLUNMUS TABLET 930 ASUBDIVISION OF

TABLETS (30 TABLETS) - SUBDIVISION OF TABLETS 0/30 )
Replicate Count: 2 110,30 mg Kabul(Comply)
Replicale Count: 3 113,50 mg Kabul(Comply)
Replicate Counl: 4 124,50 mg Kabul(Comply)
Replicme Coum § 120,50 mg Kabul(Comply)
Replicste Coum. 6 12240 mg Kabul{Comply)
Replicate Caunt 7 120,90 mg Kabul{Comply)
Replicate Count 8 118,60 mg Kabul{Comply)
Replicate Court ¢ 122,90 mg KabuliComply)
Rephcate Count. 10 123,10 mg Kabul(Comply)
Replicate Count 11 117,20 mg. Kabul{Comply)
Replicate Count 12 122,80 mg Kabul(Comply}
Replicate Count 13 119,40 mg Kabul{Comply}
Replicate Count: 14 120,60 mg Kabul(Comply)
Replicats Couny: 15 122,80 mg Kabul(Comply)
Replicate Cout: 16 1760 mg Kabul(Comply)
Replicate Count: 17 12,50 mg Kabul(Comply)
Replicale Count: 18 125,50 mg KabX{Comply)
Reylicate Count. 19 113,50 mg Kabul(Comply)
Replicatc Count 20 123,90 mg Kabul{Comply)
Replicsie Count 21 123,30 mg Kabul{Comply}
Replicate Coumt: 22 116,80 mg Kabul{Comply)
Replicate Cownt; 23 120,20 mg KabuliComply)
Rephcate Coumt: 24 11720 mg Kabul{Comply)
Revlicate Count, 23 118,80 mg Kabul{Comply)
Replicste Count. 26 123,50 mg, Kabul{Comply)
Replicste Count: 27 124,20 mg Kabul{Comply}
Replicate Count: 28 113,80 mg Kabul(Comply)
Replicate Couny: 29 123,00 mg Kabul(Comply)
Replicate Count: 30 11740 mg Kabul(Comply)

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Uygun (Canforms) Kabul(Comply)

TABLETTE) - Degerleme 0/30

BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Hledef +/- 15% (Target +/- 13%} (680880_TR) 13280 mg Kabul{Comply)

TABLETTE) - BOLUNMUS TABLET 1/30 /SUBDIVISION OF

TABLETS (30 TABLETS) - SUBDIVISION OF TABLETS 1/30)
Replicats Cowm ¥ 110,30 mg Kabul{Comply)

Eabrika / Plant:
Kicdidkarigiiran mah. Merkez Sok No: 223/A BiyGkkargtiran Likeburgaz
39780, Kirklareli /Turkey Tel: (+80} 209 427 10 00- Faks:{+90) 288 427 14 65-56

anoft i 1 TicaretA

Gene| Mugirigk / Head Office;
Biyiikders Caddesi No: 193 Kat:4 Levent 34394 istanbul / Turkey Tel: (+080) 212 339 3§ 00
Faks: (+90) 212 339 11 99 E-mail: sanofilacflsanoh.com - www.sanofi.com

Format No: FORM-TR-02250-R 10.0/SOP-TR-00168

Tarih Tarihi:18/08/2016

Approved copy of the electronic signature on 27/9/2019 from LIMS

SmyfaNo- 2

6




SANOFI \z

Analiz Sertifikasi
{ Certificate of Analysis )
Uriin (Product Description) : TELMESARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code) : 707961_TR LIMS Parti no (LIMS Batch Number) I 1450471
Dok.f1k Yaym Tarihi (First Issue Dore) : 19.02.2018 SAP Kontrol Parti No.(SAP Contrsl Noj 1 6354185
Dok Revizyon Tarihi (Doc. Revision Date) : 27.02.2019 Parii NoBach N GEROENRS0N
Dok. Son Kull. Tar.(Doc. Expiry Date) + 27.02.2029 Dok.Revize No (Doc.Revision Number P2
Test (Parameter) Limitler (Limiis) Sonuc (Resuly) Degerleme (Staws)
Revlicate Coumt 3 1350 mg Kabul(Comply)
Replicate Count 4 124,90 mg Kabul{Conply}
Replicate Coupl. 5 120,90 mg Kabul{Comply)
Revlicate Count 6 12230 mg Kabul{Comply)
Replicaie Count: 7 12090 mg Kabul{Comply)
Replicate Count: 8 118,60 mg Kabul(Comply)
Replicate Count: 9 12290 mg Kabul(Comply)
Replicate Count: 10 123,10 mg Kabul(Comply)
Replicate Count: 11 HU220mg Kabul{Comply)
Revlicate Count: 12 122,80 mg Kabul(Comply)
Replicate Count: 13 119,40 mg Kabul{Comply)
Replicete Count: 14 120,60 mg Kabul{Comply)
Replicste Cowmt. 15 122,80 mg Kabul(Comply)
Replicate Count; 16 117,60 mg Kabul{Comply)
Replicate Count. 17 112,50 mg Kabul{Comply)
Replicate Count 18 125,50 mg Kabul{Comply}
Replicate Count 19 118,90 mg Kabul{Comply)
Replicate Count: 20 123,90 mg Kabul{Comply)
Replicate Count. 21 12330 mg Kabul(Comply)
Replicste Couwnt: 22 115,80 mg Kabul(Comply)
Replicate Coumt. 23 12020 mg Kabul(Comply)
Replicate Count: 24 U720 mg Kabul(Comply)
Replicate Count: 25 118,80 mg Kabul(Comply)
Replicate Count: 26 123,50 mg Kabul{Comply}
Replieste Count; 27 124,20 mg Kabul{Comply)
Replicate Count: 28 113,80 mg Kabul{Comply)
Revlicate Count, 29 123,00 mg Kabul{Comply)
Replicate Count. 30 11740 mg Kabul{Comply)
BOLUNMUS TABLET (SUBDIVISION OF TABLETS) (30 Uygun {Conforms) Kabul(Comply)
TABLETTE) - Dejerleme 1/30
KALINTI COZUCULER ETHANOL (in-house himit) {RESIDUAL FMTQMAX) 20000 ppm  (680880_TR) Ll E
SOLVENT ETHANOL )
DISSOLUSYON (30 DAKIKA) {Q=75) - Q1 ADISSOLUTION .30 NLT(MIN) 80%  (680880_TR) % SR
MINUTES (Q=75)-Q1)
Replicate Count. 2 97% Kabul{Comply)
Replicate Caunt- 3 23 % Kabul{Comply)
Replicate Count: 4 9% Kabul{Comply)
Rephicste Count: 3 98 % Kabul{Comply)
Replicate Count. 6 98 % Kabul(Comply)
DISSOLUSYON (30 DAKIKA) (Q=75) - Q1 AVR /(DISSOLUTION - % —
JOMINUTES (Q=75)-QIAVR )
DISSOLUSYON (10 DAKIKA) (Q=75) - QIMIN #DISSOLUTION - NLT(MIN)80%  (680330_TR) e e
10 MINUTES (Q=75)- QIMIN)
9% Kabul{Comply)
DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX A(DISSOLUTION -
30 MINUTES (Q=75) - QIMAX )
Eabrika Plnt; e ‘ Ganel MQGUNDK (Hoad Offce;
Kichkkangtiran mah. Merkez Sok. No: 223/A BiyGkkarigtirand LOleburgaz Biylkdere Caddesi No: 193 Kat4 Levent 34294 stanbul / Turkey Tal- (+090) 212 339 39 00
39780, Kirkdareli /Turkey Tel: (+80) 288 427 10 00- Faks:{+00} 288 427 14 55-56 Faks: {+80) 212 339 11 99 E-mail: sancfilacdlisancfi.com - www.sanofi.com
Format No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 27/9/2019 from LIMS SayfaNo: 3 6

Tarih Tariti: 18/08/2016



SANOFI g

Analiz Sertifikas)
( Certificate of Analysis )

Uriin (Produci Description) : TELMISARTAN ZV 40 MG TABLET{ALEMBIC)
Uriin Kodu (Product Code) : 707961_TR LIMS Parti no (LIMS Batch Number) I 1450471
Dok fTk Yaymn Tarihi (First fssue Date) : 19.02.2018 SAP Kontrol Parti No. (SAP Control No) : 6854185
Dok Revizyon Tarihi (Doc Revision Date) : 27.02.2019 Parti NoBatch N : 9LBO5970
Dok. Son Kull. Tar.(Doc. Expiry Date) : 27.02.2029 Dok Revize No (Doc.Revision Number) : 2
ﬁ' est (Parameter) Limitler (Limits) | Sonug (Resulty | Degerleme (Stams)
DOZAJ TEKDUZELIGI (KD<~L1) (LI =15} - KD (UNMFORMITY NMT(MAX) 15.0 L& Kabul(Comply)
OF DOSAGE UNITS (AV<=L1) (L1=15}) |
DOZAJ TEKDUZELIGI {KD<=L1) (L1=15) 065613 Kabul(Comply}
TANIMA TELMISARTAN (HPLC) /(IDENTIFICATION - s =S EC ENCE DR Uygun (Conforms) Kabul({Comply)
TELMISARTAN {HPLC) - [DENTIFICATION TELMISARTAN ¢
HPLC) )
TANIMA UV AIDENTIFICATION UV METHOD ) POZITIF (CORRESPONDENCE OF SPECTRA} Uygun (Conforms) Kabul(Comply)
MIKTAR TAYIN| TELMISARTAN - MIKTAR TAYINI LRIBCEITE 39,1 mg/iablet Kabul(Comply)
TELMISARTAN /(ASSAY OF TELMISARTAN IN 1 TABLET )
SAFLIK TESTI-BILINEN [MPURITELER TEK TEK (HPLC) 4 UL B Kabul(Comply)
PURITY TEST-KNOWN IMPURITIES INDIVIDUALLY }
h L.' [ o,
SAFLIK TESTI-BILINMEYEN IMPURITELER TEK TEK (HPLC) /( LI, S Kabul(Comply}
PURITY TEST-UNKNOWN IMPURITIES INDIVIDUALLY )
SAFLIK TESTI-TOPLAM IMPURITELER (HPLC) APURITY TEST- NMI(MAX) 0.5 % Sk KabullComply)
TOTAL IMPURITIES )
TOPLAM AEROBIK MIKROBIYAL SAYIM ATAMC ) NMT(MAX; 1,000 CFU/ <5 CFUig Kabul(Comply)
TOPLAM MAYA/KUF MANTARI SAYIM - TOPLAM MAYA/KUF L E =3 CFUg Kabul{Comply)
MANTARI SAYIMI (TYMC )
ESCHERICHIA COL] AESCHERICHIA COLI ) Olmamal/gr (ABSENT) Uygun {Conforms) Kabul(Comply)
Numune No {Sample No): 5377205 Yan Uron {Semi Finish Product)
DAGILMA ZAMAN] ADISINTEGRATION TIME } NMT(MAX) 15 dakika (minute) 8,25 dakika Kabul{Comply)
FRIABILITE /FRIABILITY ) NMT(MAX) 1.0 % 04% Kabul(Comply)
ORTALAMA | TABLET AGIRLIGI {AVERAGE MASS OF | e e 24,6 mgftabler Kabul(Comply)
TABLET)
GORUNUS ADESCRIPTION ) HEMEN HEMEN BEYAZ - SARIMSI, OBLONG, BIKONVEKS, K1 Uygun (Conforms) Kabul{Comply)
YUZU CENTIKLI TABLETLER
SERTLIK (HARDNESS) 50.0- 150.0 N (newton) 803N Kabul{Comply)
AGIRLIK TEKDUZELIGI - Ortalama 241,00 mg Kabul(Comply)
AGIRLIK TEKDUZELIGI /(UNIFORMITY OF INDIVIDUAL MASS 240,00 mg Kabul{Camply)
)
AGIRLIK TEKDUZELIGE - AGIRLIK TEKDUZELIGE 0720 { Hedef +/- 15% (Target +/- 13%) 241,00 mg Kabul{Comply)
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY }
Replicate Count: 2 24100 mg Kabul{Comply)
Replicate Count: 3 241,00 mg Kabul{Comply)
Replicate Count 4 241,00 mg Kabul{Comply)
Replicate Count. 5 241,00 mg Kabul{Comply)
Replicate Count: 6 241,00 mg Kabul(Comply)
Replicate Count: 7 241,00 mg Kabul{Comply)
Replicate Count: 8 241,00 mg Kabul{Comply)
Replicate Count: 9 241,00 mg Kabul{Comply)
Replicate Count: 10 241,00 mg Kabul{Comply)
Replicate Count: 1} 241,00 mg Kabul{Comply)
Replicate Count:; 12 241,00 g Kabul{Comply)

Eabriky ! Plant:
Kichkkarigtiran mah. Merkez Sok. No: 223/A Baydkkangtiran/ Lileburgaz
38780, Kirklareli /Turkey Tel: (+80) 288 427 10 00- Faks:(+80) 288 427 14 55-56

noft ll I t

Genal Mildarlilk | Head Office:
BliyOkdere Caddesi No. 193 Kal Laveni 34384 Istanbul / Turkey Tel: {+080) 212 339 39 00

Faks: (+80} 212 33% 11 99 E-mail: sanofilacsanch com - www.sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarih Tarihi: 18/08/2018

Approved copy of the electronic signature on 27/9/2019 from LIMS

SayfaNo: 4 6




SANOFI vy

Analiz Sertifikas:
( Certificate of Analysis )
Uriin (Produci Descriptiony : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Product Code} : 707961_TR LIMS Parti no (LIMS Baich Number) : 1450471
Dok Itk Yaywn Tarihi (First Issue Dote) + 19.02.2018 SAP Kontrol Parti No.(SAP Contral No) 1 6854185
Dok, Revizyon Tarihi (Doc. Revision Date) + 27.02.2019 Parti NoBarch N ;  9LBOSYTO
Dok. Son Kull, Tar.(Doc. Expiry Date) : 27.02.2029 Dok Revize No (Doc.Revision Number) 2
Test (Parameter) Limitler (Lmits) Sonug (Resuly Degerleme (Siatus)
Replicate Count: 13 241,00 mg Kabul(Comply)
Replicale Comnt: 14 241,00 mg Kabul(Comply)
Replicaie Comnt. 13 241,00 mg Kabul(Comply)
Rewticaie Count. 16 241,00 mg Kabul(Comply)
Replicate Count: 17 241,00 mg Kabul{Comply)
Replicate Count: 18 241,00 mg Kabul{Comply}
Replicate Count: 19 241,00 mg Kabul{Comply)
Replicate Coun. 20 241,00 mg Kabul{Comply)
AGIRLIK TEKDUZELIGT - Degerleme (V20 Uygun (Conforms) Kabul{Comply)
- 7.5 . 7.5%)
AGIRLIK TEKDUZELIGI - AGIRLIK TEKDUZELIGI 2420 X Hedef - 2.5% (Target +-7,5%) —— e )
UNIFORMITY OF INDIVIDUAL MASS - MASS UNIFORMITY )
Replicate Count: 2 241,00 mg Kebul{Comply)
Replicate Count: 3 241,00 mg Kabul{Comply)
Revlicate Count: 4 241,00 mg Kabul(Comply)
Replicatc Count: 5 241,00 mg Kabul(Comply)
Replicate Count: 6 241,00 mg Kabul(Comply)
Replicate Count: 7 241,00 mg Kabul(Camply}
Replicate Count: 8 241,00 mg Kabul(Comply)
Replicate Count; 9 241,00 mg Kabul(Comply)
Replicate Cout. 10 241,00 mg Kabul{Comply)
Replicawe Coune 11 241,00 mg Kabul{Comply})
Replicate Count 12 241,00 mg Kabul{Comply)
Replicate Count. 13 241,00 mg Kabul{Comply)
Replicate Count: 14 241,00 mg Kabul{Comply)
Replicaie Count: 15 241,00 mg Kabul({Comply)
Replicate Coumt: 16 241,00 mg Kabul(Comply)
Replicats Count: 17 241,00 mg Kabul(Comply)
Replicate Count. 18 241,00 mg Kabul(Comply)
Replicate Count 19 241,00 mg Kabul{Comply)
Replicate Caunl: 20 241,00 mg Kabul{Comply)
AGIRLIK TEKDUZELIG! - Degerfome 2/20 Uygun (Conforms) Kabul{Comptly)
UZUNLUK (YAKLASIK 12 MM) ALENGTH (APPROX 12 MM) ) L2Cne e
GENISLIK (YAKLASIK 6 MM) AWIDTH {APPROX 6 MM)) — Kabul(Comply)
KALINLIK /(THICKNESS ) 32-33mm 34 mm Kabul{Comply)
Ok (GRANUL ASAMASI) AAPPEARANCE (G E HEMEN HEMEN BEYAZ-SARIMSI GRANUL. Uygun (Conforms) Kabul(Comply)
STAGE) )
Numune No (Sample No): 5377206 Yar1 Uron (Semi Finish Product)
A *
KURUTMA KAYBI (GRANUL ASAMASI) /(LOSS ON DRYING NMT(MAX)25% (680880_TR_IPC) . B
GRANULE 5TAGE) }
Numune No (Sample No): 5377207 Yan Urin {Semi Finish Product)
BULK YOGUNLUK (GRANUL ASAMASI) /(BULK DENSITY ( b L el B ——
GRANULE STAGE) )
[=] nayii
Entirika ¢ Plant; Sens) MudiinGk / Head Office:
Kidckkarisiiran mah. Merkez Sok. No: 223/A BiyOkkarighran/ Lolsburgaz BiiyUkdere Caddesi No: 193 Kal4 Levent 34394 |stanbul / Turkey Tel: (+090) 212 330 39 00
39780, Kirklareli fTurkey Tel: (+80) 288 427 10 00- Faks:{+90) 268 427 14 55.56 Faks: (+80) 212 338 11 99 E-mail: sanofiilac@sancfi.com - www.sanofi.com
Format No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 27/9/2019 from: LIMS SayfaNo: S 6

Tarlh Tarihi:18/06/2016



SANOFI \z

Analiz Sertifikas)
{ Certificate of Analysis )
Uriin (Product Description) : TELMISARTAN ZV 40 MG TABLET(ALEMBIC)
Uriin Kodu (Produrci Code) : 707961_TR LIMS Parti no (LiMS Batch Number) i 1450471
Dok 1k Yaymn Tarihi (First Issue Date} : 19.02.2018 SAP Kontrol Parti No.(SAP Conirol No) 1 6854185
Dok Revizyon Tarihi (Doc Revision Date) : 27.02.2019 Parti Noggatch N : SLBOS970
Dok. Son Kull. Tar.(Dac Expiry Date) : 27.02.2029 Dok.Revize No (Doc Revision Number) 2
Test (Parameter) | Limitler (Limis) | Sonug (Resuly | Degerleme (Sians)

¢GMP kurallan,iiriniin iivetim y8ntemi, trend raporlar: ve test sonuglan dikkate alinarak incelenen test kayitlarina gire bu sarj sati
$a uygundur. (According to the controlled batch records, which are considered cGMP's rules, protocol,trend report and result of
product, this batch is suitable for selling. )

Kullanim Karart (Usage Decision) : KABUL{(ACCEPTED)
Kul.Kar.Veren (Approved by) :Melek Isik (Product Release Supervisor) Turiks (Date} 37.09.2019 16:41:28

This certificate of analysis has been electronically signed from a validated LIMS

ano Il ve Ticaret
Eabrika f Plant: i
Kiclkkangtwran mah. Merkez Sok. No: 223/A Blytikkargtiran/ Lileburgaz Buylikdere Caddesi No: 193 Kat4 Levent 34394 Istanbul / Turkey Tel: (+080) 212 339 39 00
39780, Kukiarali Turkey Tok [+90) 288 427 10 00- Faks. (+80) 288 427 14 55-56 Faks: (+90) 212 338 11 99 E-mail: sanofiilachsanofi.com - www.sanofi.com
Format No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 279/2019 from LIMS Sayfa No 6 6

Tarih Tarihi 18/08/2016



