AEKJIAPATIAA O COOTBETCTBUH

AEKJIAPAHT, MIPHAHUMAFOIIAN JEKJIAPAITHIO O COOTBETCTBHHK:
AO "Canogpu Poccusn"

Ceedenun o pecucmpayuu opzanusmpuu: Mesxcpanonnan urcnexyus Pedepansroit nanozo6oii cavicbor Ne
46 no 2. Mockee 01.01.2008, OI'PH 1027739079940, dama npuceoenus O PH: 19.08.2002

Aopec: 125009, 2. Mocxaa, ya. Teepckas, 0. 22. Tenegpon/daxc: 8 (495) 721-14-00/ 721-14-11

B miusge: I'enepanvnvtit dupexmop Monsc O.A.

Hoeepennoe auyo: Kanvemim A.O. Hosepennocme: 6/n om 06.11.2018 2.

3AABAET, UTO

nexapeniserroe cpedcmeo: Tensan ® mabnemxu 80 mz 10 wam., ynaxoaxu aveiixossie Konmyprte (3),
naiKy kapmonusie, pee.yo. Ne JIIT-003545 om 01.04.2616 (dama savens: PY 09.08.2017), estdano AQ
"Canogpu Poccun”, cepus 9LB03234, napmus 20766 ynaxosox, 200ex do 31.03.2021, HpOoN3B0OCINE
3ewmusa Caareix FOpionnepu Canaiiu 6e Tudxcapem A.LLL/Zentiva Saglik Urunleri Sanayi ve Ticaret
A.S., Kucukkaristiran Mah, Merkez Sok. No: 223/A, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey,
Typyus, xod OKIT2 21.20.10.140, xod TH B3 3004900002, Koumparm Ne 348/40056192/HU om
20.10.2010, uneotic Ne 9053086762 om 12.07.2019

COOTBETCTBYET TPEGOBAHHNSM
JIT-003545-010416 uzrs. Ne 1-5

AEKJIAPAITHA IPHHATA HA OCHOBAHHHA
npomoxon ucnvrmanit Ne 4654111 om 22.07.2019 HJT OO0 "Lleump xonmpons kayecmea Buonaiigh”,

ammecman: akkpeoumiayun RA.RU.211IK01 om 22.07.2015 ., cepmughuxam anaauza Canopu Canaiin ce
Tuoxcapem AL om 23.05.2019, Cepmugpuxam POCC TR.®MOS5.C08666 om 22.07.2019
JATA IIPHHATHA NEKJIAPAITANA: 23.07.2019 2.
M%AM&?EHCTBH’I’EBHA 0: 31.03.2021 2.
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CBEJEHMS O PETUCTPAIINHA

OPT'AH IO CEPTH®HKAIINH, 3APETHCTPHPOBABIINIA JEKJIAPAIIAIO

Opezan no cepmugbuxanun npodviynu

Obuyecmea ¢ ozpanvennoil ongemcmeenHocinsio «OKPYICHOT yenmp cepmupusaui,
adpec: 620014, POCCHA, Ceeponosckas obnacmn, Examepunbypea, Xoxpsaxoea, 74, 1706,
mexn: (343) 380-27-55, www.ekbocs.ru, ammecmanm axxpedumayuu Ne RA.RU.11 OMOS

AEKJTAPAOHAA O COOTBETCTB M POCC RU J-TR.PM05.4.34591/19

Unveprsa A.A.,
PykoBoautems opraga mo
cepTrGHKANAN IPOXYKIHHA




SANOFI 9

CEPTHOHUKAT AHAJIU3A
Homep 8 Gate panuwuts GMID: 680882 TR

Onucantie npooysma : TEA3AIL 80 MI, 30 TABNRETOK (POCCHSR) ZFF
Koo npodyxma : 680882_TR Hoxep cepu 8 cucmese LIMS : 1441181
| Hama nepaozo ewnycka 1 03.01.2018 Konmponsubiii rosep SAP : 6823069
| dama nepecmompa doxymenina 1 03.01.2018 Hosep cepuvpaisep cepun : SLBO03234/ 22206 Y11
Cpox oKOMYaHIA OelICIeuR QXY Merma : 03.01.2028 Hotep pedarytin doxymenma 11
flama nponszsodcmen : 30.04.2019 HAama ucmevenun cpoxa zednocmu : 31.03.2021
Hapasemp ITpedenvusie 3nauentin Pespavmam Cmamyc
Homep ofpaua: 5273433 ToToswit npoaykrt
KOHTPOJIE YITAKOBKH COOTBETCTBYET Cooteetcrsyer Cootsercrayer
YTEUKA YTEUYKA GTCYTCTBYET Cooraercreyer CooTesictoyer

Penienite o6 ucnoasioeanun : OROBPEHO
Ymeepoua 1 Alkan Ornek (CneunaancT oviena ofiecneyennn xavyecysa) ama

Cepriduxar aHani3a noanucan B 3neKTPOHKOIN cHeteme LIMS

Coraacno aocke Ha CePHIO, KOTOPoE cOOTBCTCTRYET TpefoBannam Texywero crannapra GMP, NPoTOKOAY 0 NPONIEOACTRE, OTHETY 0 TEHAEHUHAX H
Pe3yALTATY HCNBITAHNIT NPOIYKIIHI, AAHHAR CEPHA ROANEAHT BHITYCKY B NPOIAKY.

12352019 11:11:37 A

Opeanpwarue: «Canodchn Canaiiv 8o Tuowapet Alll.»

Krouyikapuwrupad max. Mepkes Cax. Me: 223/A Bioiiokkapuurrupan/ floneSypraa
39780, Kuipnxapenw, Typumwn Ten.: (+90) 288 427 10 00 daxe: (+90) 288 427 14 55-56

193 yn. Bytonaepe, (atax 4), Crambyn, 34394 Typuma Ten.: (+090) 212 339 39 00
daxc: (+90) 212 339 11 99 E-mail: sanofilac@sanofi,com — www.sanofi.com

Hamep gopuara: FORM-TR-02250-R10.0/S0P-TR-00168 Ymeepyucoennan xonus rexmponnoii nodnucu om 23.5.2019 uepez cucmemy

fava: 18.08.2016 LIMS

Cmpanuya Ae. 1 w3 §




SANOFI

CEPTH®UKAT AHAJIM3A
Onucarue npadyxma : TEJIMHCAPTAH 3EHTHBA, 80 MI', TABJIETKH (AJIEMEHK)
Koo npodykma : 707963 TR Honep cepuu & cucmese LIMS : 1439553
Hama nepaozo evmnycra : 16.02.2018 Koumpoasuotit nosiep SAP : 6818876
Hama nepecatompa doxysenma : 27.02.2019 Homep cepuu : 9LB03A23
Cpok OKORHGHUR Oeliciea JoxyseHma 1 27.02.2029 Homep pedaxijuu doxymenma 5
Mapasemp ITpedensusie snavenun Pezynomam Cmamyc
Howmep ofipasua: 5256577 Yari Uriin (MpomesyTounwii npoayst)
OIMHCAHHME TIPOIO/ITOBATHE ABOAKOBMITYK/LIE TABNETKH OT MOYTH CootsercTayer CooTeercrayer
BENIOrO [10 KEJITOBATOrQ LIBETA € I'PABHPOBKOH =30» HA
OHOH CTOPOHE.
OCTATOUHBIH PACTBOPUTESTL 3TAHOJI (npenenshoe anauenne anx HE BOJIEE 20 000 Wwmnn (680882_TR) 12188 whan Coorpercrayey
BHYTPEHHETD KOHTPONR)
PACTBOPEHHE — 3 MHHYT(Q=75%)-Q1 He menee 80 % ((680882_TR) 102 % Cootsercrayer
MosTopnoe onpenenenite: 2 101 % CooTeercreyet
MosTopree onpenenchite; 3 9o % CooTeeTcrayer
[MosTopHoe onpenenenire: 4 103 % CooTeercTayeT
MoeTopHoe onpenenenire: 5 102 % CoorseteTayer
ToeTopHOE Onpenenerie: & 105 % CoovsercTayer
PACTBOPEHME — 30 MHHYT (Q = 15 %) - QI CPEMHEE 102% CootsercTeyer
PACTBOPEHHE — 30 MHHYT () = 75 %) - Q1 MHHHMYM He menee B0 % (680882_TR) 99 % CootseTcToyer
PACTBOPEHHE - 30 MHHYT (Q =75 %) - Q1 MAKCHMYM 105 % Cooteetcrayer
OAHOPOOHOCTb AOIHPOBAHHUA (CPEH = L) (1.1 = 15) - koAnuecTeennoe 10 Cootsercrayer
onpeaenenne
OAHOPOAHOCTb ACGIHPOBAHHA (CPEQH = 1.1) (1.1 = 15} - Ha |0 rabneTkax Y96 Mr Cootaercrayer
TMosTophoe onpeaereHie; 2 99.6 mr
TosTopnoe onpeaeneane: 3 .6 nr Cooraercrayer
[MosTopnoe onpeaenenne: 4 6 wr Coortaercrayer
MMosToproe onpegenenite: 5 9.6 Mr Cooteercrayer
Mosreproe onpeaenene: 6 99.6 mr Cooteercreyer
losTopHoe onpenenewte: 7 99,6 mr Cooreertreyer
MNosTopnoe onpeaenenue: B 99.6 mr CooTsercrayer
MNMoevopHoe onpenenenne: 9 Y9.6 mr Cootoercrayer
Mestophoe onpeaenenie: 41 VY ur CooTeercrnyet
OAHOPOOHOCTE RO3HPOBAHHA (CPEOH < 14 iL1 = |5) - panopoaHocTe He Gonee 1S 0ns CooTestcrnyet
€NHHHLL Z0JPOBAHNT
CooTsercrayet
OMHOPOHOCTE AO3HPOBAHMA (CPEQR < L.1) (L1 = 15) - 10 eansny 10 eanunun Cooreercrayet
AO3INPABAHHA
OJHOPOAHOCTL AC3HPOBAHMA (CPEOH < 1.1) (1.1 = 15) -30 eanuny MurHimansno 29 ey Cootaercrayer Cootsercrayer
D.O!IIPOBIH“.I
OJHOPOOHOCTE JO3HPOBAHHA (CPEOH < L1) (L1 = 15) - 30 eannau 30 eannnu CoetaercTayer Coorpercroyet
D.U!IIPUII.HH.I
OJHOPOOHOCTE JOTHPOBAHHA (CPEMH < L1) (1.1 = 15) - max Max & Coorsercrayer CooTaetcreyer
OJHOPOOHOCTE JOTHPOBAHHA (CPEOH < L1y (LI = 15) - 10 eanuem 9.6 CooTaeTcreyer
ﬂosllpﬁu“lll_il{a‘ll“lll
[MoeTopHoe onpenenenite: 2 w6 CoovecteTeyer
MoeTophoe onpenenexite: 3 99.6 CooTeeTcTRyeT
MosToproe onpenenenite: 4 9.6 CooTsercrayer
MosTopnoe onpenenchiie: 5 .6 Cootaercrayer
Mostoprot onpenenenite: 6 9.6 CooTetcrayer
NoetopHoe onpenenenne: 7 9.6 CootsercTayer
TloaTtopHoe onpeaenemie: 8 99.6 CootsercTayer
TloaTopHOE ONpegencHie: 9 99.6 Cooteercrayer
MoeTopsoe onpeaenckie 10 L0 Cootaercrayer
OJHOPOTHOCTh AOIUPOBAHHUA (CPEAH < 1.1) (L1 = 15) - 10 equnnu 995 Cooteercrayer
03HPOBARNA_KOAHHECTBEHHO
OJHOPOIHOCTS AOINPOBAHHA (CPEMH < L1 (LI = 15) - 10 eannig 9w Cooteercrayer
O3NPOsARIIA_Cpeanee
fipegnpurTMe; sCanodn Cavaiu Be Tuaxapet A.tll.» Conosoh odime:
Kiouyrxapuwtupan Max. Mepxes Cox. Ne: 223/A Biosioxapuiurupan fNonebypras 193 yn. Byrokaeps, (avex 4, Crambyn, 34394 Typuwa Ten.: (+090) 212 339 38 00
39780, Keipnkapenw, Typuna Ten.: (+90) 288 427 10 00 draxc: (+00) 288 427 14 55-56 Pake: (+80) 212 339 11 99 E-mail: sanofitac® sanofi.com — www.sanofi.com
Homep diopmara: FORM-TR-02250-R10.0/SOP-TR-00168 Ymaeepacoennan xonua anexmpornodi nodnucn om 23.5.2019 yepes cucmemy Cmpanuya Ne: 2m 5

fava: 18.08.2016 LIMS



SANOFI| w2

CEPTHOHKAT AHAJIM3A

Onucanye npodykma

+ TEIMHCAPTAH 3EHTHBA, 80 MT, TABJIETKH (AJIEMBHK}

Koo npodyxma : 707963_TR Hoatep cepu ¢ cucmenie LIMS : 1439553

| Jama nepgozo esinycra ; 16.02,2018 Kontnpononetii hosep SAP : 6818876

| Tama nepecvompa Ooxymenna :27.02.2019 Honep cepun : SLB0323

Cpok okOHWGHNA OeliCIBUA COKYMEHIa 1 27.02.2029 Houstep pedasyuu doxysenma B¢

Hapavemp HIpedensunte 3Hauenun Pesyasmam Cmamyc

OfIHOPOTHOCTh ROIHPOBAHHA (CPEXH = L1){1.1 = 15} - % cranaaproe 0.19061 Cootsetcrayer

OTKAOHEHIE

CHHOPOIROCTS JHO3NPOBAKIA (CPEH S LI} (LI = 15) 0.19061 CooTzeTcrayer

NOANHHHOCTD - TEMMHUCAPT AH (BXX) — OIMPEIEJIEHME COOTBETCTBHE RT Cooreercrayer CooTsercrayer

NOANMYHHOCTH TEIMHCAPT AHA (BAX)

NOATMHHOCTS, Y¢-CMEKTPOCKOITHA COOTBETCTBHE CMEKTPOB Coorsercreyer CooreeTcTayer

POACTBEHHL!E [PUMECH — EXMHHMHBIE HAEHTHPHLMPOBAHHBLIE He Gones 0.2 % H/O CooTeetcrayet

MPHMECH — PCACTBEHHEIE TPUMECH — EAHHHUYHBIE

HAEHTHOMIHPOBAHHBIE ITPHMECH

POACTBEHHBIE MPHMECH — EAMHHYHBIE HEHIEHTHOHLIHPOB AHHLIE He Gonee 0.2 % 0.05% CoomeetcToyet

IMPHMECH

POACTBEHHBIE MNPHMECH — OBLUEE COAEPKAHHE He Gonee 0.5 % 0.05% CootaercTeyer

MIKTAR TAYINI TELMISARTAN - MIKTAR TAYINI TELMISARTAN 76,0-84.0 mrirabnerxa 8.1 mritabneTxa Cootaercrayer

AKOMUYECTBEHHOE ONPEAEJEHHE TE/MMHCAPTAHA B | TABJIETKE |

Qfmee YHCAO 23POGHEX MHKPOOPTAHIIIMOS He 6ones 1,000 KQE/r < 5 KOE/r CootaercTayer

OBbiee YHCAD OPOAKEBLIX 1 MASCHEBLIX rpubon He Gonee 100 KOE/ < 5 KOE/r CooteeTcTayer

ESCHERICHEA COLI OTCYTCTBUE CooTeetcTayeT CooTBeTCTYeT

Homep ofipaua: 5256578 IMpoMexyTounniit nposyst Coorpevcrayer

PACIIATAEMOCTE He Gonee 15 smm 78 Cooteerceyer

MPOYHOCTD TABJETOK HA HCTHPAHUE He Gonee 1.0 % 0.2 % Cooveercisyer

CPEOHAA MACCA TAB/TETOK 466.0—494.0 mriTalneTra AR0.0 mrfrabnetxa CooteeTcTeyer

QIMHCAHHE Mpaacsrasamue IBOAKOBLNY Kbie Ta0neTks ot nowm Geaoro go weaToBaTOrD CooveercToyer Cooteercrayer
useTa ¢ rpasipoakoii «80» Ha canol cropone

Qipeanpyame: «Canodu Canadin Be Ti ev All.» CRoBH MC;

Kiouykxapuwrvpan max. Mapxea Cok. Ne: 223/A Bromoaaprurtnpan/ MoneGypras
39780, Keipnxapemm, Typuwa Tan.: (+90} 288 427 10 00 ®axc: {+90) 288 427 14 55-56

193 yn. Byioknepe, (atax 4), Crambyn, 34394 Typuma Ten.: (+090) 212 335 38 00
Dare: (+90) 212 339 11 99 E-mail: sanofilac@ sanofi.com — www.sanofi.com

Homep dopwara; FORM-TR-02250-R10.0/50P-TR-00168

o Cmpanuya Ne; 3 w3 5
ava: 18.08.

Vmweepocoennan konus anexmponnoi noonucy om 23.5.2019 uepei cucmenty
LiMS



SANOFI g

CEPTH®HKAT AHAJIM3A

Onucanie npodyxma : TEJIMHCAPTAH 3EHTHBA, 80 MI', TABJIETKH (AJIEMBHK)
Koo npodyxma : 707963_TR Hostep cepuu 6 cucmese LIMS : 1439553
Hama nepao2o eeinycea : 16.02.2018 Konmpononstit vouep SAP : 6818876
Hama nepecaompa doxysmesma : 27.02.2019 Hosep cepun : 9LB03234
Cpox oxorvanua Oeficmaua doxysenna : 27.02.2029 Homep pedaxyuu doxysienma :2
Hapavemp IIpedensnvie snavennn Pesyasmam Cmamyc
NPOUHOCTE HA PATOABTHB AHUE 50-150 H (nsioton) 92H Cootzercrsyer
OdropodHocme d0UPCeaHUA (DIHOPOOHOCTID MACCH! — COEOHES IHAVEHUE 43000 mr Cootsercrayer
OJHOPQIHOCTE AGIHPOBAHUA (MO MACCE) — LEJIEBOE 3HAYEHHE 48000 mar Cooteercreyer
OJHOPOOHOCTE AOIMPOBAHHA ([0 MACCE) -- LIENIEBOE 3HAYEHHE Llenesoe sHaverne =10 % 480,00 mr CooteercTayer
/20
MoaTopsoe onpenencne: 2 480,00 mr CooteercTayer
Morvopros onpenenetie: 3 480,00 mr CooTeercrayer
TesToproe onpeneaetne: 4 480,00 mr Cooraercrayer
Noetophoe oRpeaenchme: 5 480,00 mr Coorsercrayer
[lesTophoe onpeaenchne: 6 480,00 mr Cooraercrayer
f{osToproe onpeaenenne: 7 4B0.00 mr Cooraercraysr
MosToproe onpeaenenie: § AB0.00 mr Cooreercrayer
[MosTopHoe onpeacacHie: 9 JBOON mr Cooreercrayer
MoeTopHoe onpeaeaeque: 10 $B0L00 mr CoorsercTByeT
TosTopHoe onpeaenchue: 11 SR{LOOD mr Coorsercreyer
Moatoproe onpeaenenite: 12 480,00 sr CoorsercTeyer
Mostopxoe onpenenchie: 13 480,00 ur Cootsetcrayer
TloeTopHOE Onpenenexne: 14 480,00 mr Cooteercreyer
MosTopHoe onpeaencaie: 15 480.00 mr Coorteercroyer
ToeTopHoe onpeaeneite: 16 430,00 mr Cooreercreyer
ToeTopHOE Onpeaenenne: 17 JEO.0 mr Cootpercrayer
TloeTopHoe onpeaenexie: 18 480,00 mr CoorpercToyer
MorTopuoe onpenencuie: 19 480,00 mr CooteercTayer
Moetopuoe onpeneneune: 20 480,00 mr CooTeercTayeT
Odnopodnacms J03UPORAHUR N0 MACCe = OMKAOHEHUE dna (V20 CooteercTByet Cooteetcrayer
OOHOPOOHOCTE ZO3HPOBAHMA ¢ITO MACCE) Lienesoe wauenne £ 5 F A80,04) mr CooteeTcinyet
MosropHoe onpenenctne: 2 J804H) mr Cooteercrayer
MoeTopHoe onpeaeneune: 3 430,00 mr CooTeeTcyer
Mosropuce onpenensHie: 4 43000 mr Coorteetcrayer
MoeTophoe onpenencxne: 5 800 par Cootsetcrayer
MosTophoe onpenenchie: 6 480,00 mr Cootsetcreyer
MoeTopHoe onpenenchue: 7 S804} aar CootsercTayer
MNozTopuoe onpenenchite: § AB0.00 mr Cootaercrayer
MosTopHoe onpeneachite: 9 480,00 mr CooTeeTeTRyeT
Tostoproe onpeasnenue; 10 SE0.00 pr Coomeercrayer
[osTopuoe onpeacnenue: || 48000 mr Coomeercrayer
[MosTopuoe onpeaencHie: 12 480,00 mr Coomeerctayer
[osTophoe onpeaenenue: 13 JE0,00 e Cooreercrayer
MoeTophoe onpeneneuue: 14 AR0L00 mr Cooteerctayer
MosTopHoe onpeaenenue: 15 SROL0D mr Cooreercrayer
MosToproe onpeaenense: 16 80,00 Mr Coorsctcroyer
NoaTtoptoe onpenenenie: 17 480.00 mr Cooreercrayer
NMostopioe onpenenemie: 18 480,00 mr Cootaercrayer
TosTtopHoe onpeaenexie: 19 480.00 mr Coorsercreyer
TlosropHoe onpenenesne: 20 480,00 mr CooTaercToyer
OOHapodHoCMs QOIUPOBAHUR RO MACCE — OmKnOHSHYE Sna 2/20 Cooteercrayer CoorseTcTayer

i : «Canodm Canaim Be Twakapet A.W.»

‘onoBHoK otue:

Kiwyixapuwmvpas max. Mapkea Cox, Na: 22/A BloAlokkapyiuTipan/ MioneGypraa
39780, Keipnxapear, Typuwa Ten.: (+80) 288 427 10 00 daxc: (+90) 288 427 14 55-56

193 yn. Bywokaepa, (a1ax 4), Crambyn, 34394 Typuwa Ten.: (+020) 212 339 35 00
daxe: (+90) 212 339 11 99 E-mail: sanofilac® sanofi com — www.sanofi.com

Howmep dopmara: FORM-TR-02250-R10.0/SOP-TR-00168 Ymeepaedennan xonus snexmponnoi noonucu om 23.5.2019 uepes cucmemy

Dara: 18.08.2016 LIMS

Cmpantga Ve: 4wz 5




SANOFI g

CEPTUPHNKAT AHAJIU3A

Omicanie npodykma : TEJIMHCAPTAH 3EHTHBA, 80 MI', TABJIETKH (AJIEMBHK)

Koo npodykma : 707963_TR Homep cepuu 8 cuctmene LIMS : 1439553

Hama nepgozo epinycka : 16.02.2018 Konmponsnuiit nosep SAP : 6818876
|Hama nepecsompa doxymenma : 27.02.2019 Hovep cepun : 9LB03234

Cpox oxonuana delicmens doxysenma : 27.02.2029 Hoxep pecaryuu doxysenma e

Mapavemp IIpedenvusie snavenun Pezpavmam Cmamyc
DIHHA (OKOJIO 16 MM) — JJHHA (DKONO 16 MM) Homunanstsoe anavenne: 16 Mm 16.0 Mm CooTeeTcTayET
LUMPHHA (OKOQNO 8 MM) — BIMPHHA (OKOJIO B MM) HomiHansHoe auaenne: 8 mm 8.06 Mu CooTeercreyer
TOMUHHA 4,2-4.8 um 4.6 Mm CooTeeTeTayet
(BHELUHHWH BHA (CTAZTHA TPAHY ) TPAHYJIb OT [TOYTH FEJIOrO 10 XEATOBATOTO LIBETA CooTserctoyer Cootsercrayer
Homep obpaiua: 5256579 [IpomexyTouHBIT NpOIYRT

HACBITTHAA MIOTHOCTh (CTAIRA TPAHYT) 400.0-700.0 r/1000 Ma 667.37 o/1000 mn Coorsercrayer
Hosep obpaiua: 5273482 Mpormenyrounnii npoayks

MNOTEPA B MACCE [MPH BbICYLUHBAHHH (CTAJTHA TPAHY ) HE BOJIEE 2.5 % (680882_TR_[PPC IL1% CooreeTcrayer

Coraacno nocse HA CEPHED, KOTOPOe COOTBeTCTBYeT TpefoBanuam Texymero cranaapra GMP, npoTokony o nponisoacTse, 0THeTy
0 TeHACHUBAX H PEIYALTATY MCILITAHKE NPOAYKUKH, AAHHAR CEPHA MOANEHHT BLINMYCKY B MPOXANKY.

Petuernne 06 ucnonszoeanuu : KABUL (OAOBPEHO)
Ymeepoun ¢ Alkan Ornek (Cneunanuncr otaena ofiecnedennn KauecTea) Hama +23.5.2019 11:11:37

CepTilukaT aHANN3 NOANKCAH B INEKTPOHHON cHeTeme LIMS

MpegnpuaTve: aCanodin Caunaiin Be Tupkaper A.W.» Conogtoi oduc;

Kiowyriag paH max. Mepkea Cok. Ne; 223/A Bromoxkapmwtvpar/ MioneGypraa 193 yn. Byiokaepe, (atax 4), Crambyn, 34394 Typyua Ten,: (+090) 212 339 3900
39780, Keipnrkapeny, Typuwa Ten.: (+80) 288 427 10 00 dakc: (+00) 288 427 14 55.56 daxe: (+90) 212 339 11 99 E-mail: sancfilac@ sanofi.com — www.sanofi.com

Homep dopmara: FORM-TR-02250-R10.0/S0P-TR-00168 Ymeeprcoennan konun snexmponnoii nodnucy om 23.5.2019 uepes cucmemy Cripanuya M2; 5 13 5
Dara: 18.08.2016 LIMS




SANOFI . o

{ Certificate of Analysis ) GMID 680882 TR

Uriin (Product Description) : TELZAP 80 MG 30 TABLET(RUSYA)ZFF
Urtin Kodu (Product Code) : 680882 TR LIMS Parti no (LIMS Batch Number) t 1441181
Dok itk Yaymn Tarihi (First Issue Datey : 03.01.2018 SAP Kontrol Parti No.(SAP Control No T 6823069
Dok Revizvon Tarihi (Doc.Revisisn Date) : 03,01,2018 Parti Noaich N Parii Mikt (Bach sizey ¢ 9LBU323d 22206 PAC
Dok, Son Kull. Tar.(Doec Expiny Date) + 03.01.2028 Dok Revize No (Doc Revision Number) HES |
Uretim turihi (Manufacturing Date) : 30.04.2019 Son kullamm tarihi (Expiry Dacy : 3103.2021

 Test (Purameter) - I . Ll';lirler (:imirs) ) S(.Jn;'(ﬂesuh) _;Deferleme _(Smlus)

[ l‘:luml.;nc No(San.mpIc ].‘Jo). 5273433 T : -Urﬁn (Finisil .p.ro(.]-uct) . . Y B TRE | . =
AMBALAY KONTROLU (PACKAGE CONTROL | ' UYGUN OLMALI (CONFORMS} Uygun (Conforms) Kabul(Comply)
SURMAYLIK - SHIHRMAY] IK TESTT 4LIAKAGE | " AR ACIDIR (ROILEARAGE) | Uyypun (Contorms) Kabul(Cornply)

¢GMP kurallaryiiriiniin iiretim ydatemi, trend raporlar: ve test sonuclar: dikkate alinarak incelenen test kayitlarina gore bu sarj sats
sa uygundur. (According to the controlled batch records, which are considered ¢GMP's rules, protocol,trend report and result of
product, this batch is suitable for selling. )

Kullamm Karar: (Usage Decision) : KABUL (ACCEPTED)

This certificate of analysis hras heen electronically signed from a validated LIMS

Kul. Kar. Veren (Approved by) :  Alkan Ornek (Product Release Supervisor) Turik (Date) :23/5/2019 11:11:37A

Sanofl il ve Ticaret A.

Eabrika [ Plant:
Kiciikkangtiran mah. Merkez Sok. No: 223/ Buyukkangbran/ Lilsburgaz

Genel Mudidridk | Head Office;
Blyikdere Caddesi No: 192 Kat:4 Levenl 34394 Istanbul / Turkay Tel (+080) 212 239 39 00
39780, Kirkdareli fTurkey Tel: (+90) 288 427 10 00- Faks:(+90] 288 427 14 55.56

Faks. {+90) 212 339 11 89 E-mail: sanofilac@sanofi.com - www.sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168

Approved copy of the electronic signature on 23/5/2019 from LIMS Savfa No [
Tarih Tarihi; 1&/08/2016



SANOF! g

Analiz Sertifikast
( Certificate of Analysis )

Uriin (Product Description)

: TELMISARTAN ZV 80MG TABLET(ALEMEBIC)

Driin Kodu (Product Code) : 707963_TR LIMS Purti no (LIMS Batck Number) : 1439553
Dok Itk Yayin Tarihi (First fssue Datey : 16.02.2018 SAP Kontrol Parti No.(SAP Control Noj s 6818876
Dok Revizvon Tarihi (Doc.Revision Date) : 27.02.2019 Parti NotBaich N + 9LBO3234
Dok, Son Kull, Tar.(Doc. Expiry Date) 1 27.02.2029 Dok.Revize No (Doc.Revision Number) : 2
Test (Parametcr) Limitler (Limits) Sonug (Resul) Degerleme (Stams)
Numune Nuo (Sample No): 5256577 Yan {riin (Semi Finish Product)
GORUNUS ADESCRIPTION ) HEMEN HEMEN BEYAZ-SARIMSI, BIR YUZU "30" BASKILI Uygun (Conforms} Kabul(Comply)
OBLONG (ELONGE) BICONVEKS TABLETLER. (OFF WHITE TO
YELLOWISH. EMBOSSED "80" 0% ONE SIDE OBLOKG (
ELONGE) BICONVEX TABLETS.)
MAX i
KALINTI COZUCULER ETHANOL {in-house limit) 4{RESIDUAL NMTQAX) 20000ppm  (630842.TR) D L
_ SOLVENTETHANOL) ) i - — - —— s —
NLT(} % (630882 %
DISSOLUSYON (30 DAKIKA) (Q-75) - Q1 /(DISSOLUTION - 3¢ | LTTMIN) 8341 (6 L 1022 KebuComply)
MINUTES (Q 75)-Q1) |
Replieate {oant: 2 101 % Kabul{Conply)
Renlicate Count: 3 W% Kabul(Comply)
Renlicate Count: 4 103 % Kabul(Comply)
Renlicate C'ount: 5 [[[25-4 Kabul{Comply)
Replicate Count: 6 105 % Kabul{Comply)
0 N
DISSOLUSYON (30 DAKIKA) (Q=75) - GLAVR ADISSOLUTION - % E——
30 MINUTES (Q=75)- QIAVR )
NLT( % 3 %
DISSOLUSYON (30 DAKIKA) (Q 75) - QIMIN #DISSOLUTION - LMD 8% (680842, TRy % e
30 MINUTES (Q 75)- QIMIN ) |
DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX ADISSOLUTION - l 103% B
20 MINUTES (@ 75)- QLMAX )
DOZAI TEKDUZELIGI (KD<- L1} (L1~ 13) - ASSYAY Degeri 1o KebulCourply)
DOZAS TEKNDUZELIGH (KI<=L1Y {1.1=15) - 10wkDoz_mikuwr 99.6 mg Kabul(Comply}
Renlicate Count: 2 99,6 mg KabuliComply)}
Realicate Cousr: 3 9.6 mg Kabul{Comply)
Renlicate Couni: 4 99,6 mg Kabul{Comply)
| Renlicate Count: § 99,6 mg Kabul{Comply)
| Replicate Count: 6 99.6 mg KabuliComply)
| Replicate Coant: 7 996 mg Kabul{('omply)
Repdicate Count: 8 995 mg Kabul(C'omply)
Replicate Coant: 9 9.6 mg Kabul{Comply)
Revlicate Count: 10 99,0 nig Kabul{Comply)
DOZA) TEKDUZELIGE (KD<=11) (I.1=15) - KD AUNIFORMITY bLLE IR . Satul(Compy)
OF DOSAGE UNITS (AV<=L1){L1=15) } |
DOZA] TEKDUZELIGH {KD<-L1) (L1- 15} - 10 kk doz | 10 adet my/tsh Uygun (Confivms) Kbl Comply)
B R LT e A ! Min. 19 adet mg Uygun {Conforms} Kabul[Comply)
DOZAJ TEKBUZELIGH {KD<=1.1} (L1=15) - 30 tek doz 30 adet my Uygun (Conforms] Kabul{Comly)
DOZA) TEKDUZELIGH (KD<=L1) (L1715} - max.(M uzer.) bLIE L Urpua tCodfbansy L
DOZA! TEKDUZELIGHKD<=1.1) (1.1=15) - 101ekdoz_Yurde el Kabul(Comply)
Replicate Count: 2 9,6 Kabul{Comply)
Replicate Covnt; 3 9.6 Kabul(Comply)
Replicste Count: 4 99.6 Kabul{Comgly)
Replicate Coont: § 99,6 Kabul{Comply)
: Renlicate Count: 6 99,6 Kabul{Comply)
Replicate Couny: 7 0.6 Kabwl(Comply)
Repticate Count: 8 99,6 Kubul({Comply)
Sano Sanayli ve Tica

Eabrika/ Plant:
Kocikkangtiran mah. Merkez Sok. No: 223/A Buyukkangliran/ Lidteburgaz
39780, Kirklareli /Turkey Tel (+90) 288 427 10 00- Faks:(+90) 288 427 14 55-56

Biykdare Caddesi No: 193 Kat:4 Levent 34394 (stanbul / Turkey Tel: (+090) 212 339 39

1]
Faks: (+90) 212 339 11 8¢ E-mail: sanofliac@sancfi.com - www.sanofi.com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarih Tarthi: 18/08/2016

Approved copy of the electronic signature on 23/5/2019 from LIMS

SafaNo: 2
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SANOF! g

Analiz Sertifikas
( Certificate of Analysis )

Uriin (Product Description)

: TELMISARTAN ZV 80MG TABLET(ALEMBIC)

Eriin Kodu (Product Code) 1 707963 TR LIMS Partt no (LIS Baich Number) t 1439553
Dok 1tk Yayin Tarihi (First Issue Date) : 16.02.2018 SAP Kontrol Parti No.(5AP Control Noj : 6818876
Ty
Dok Revizvon Tarihi (Doc.Revision Date) ; 27.02.2019 Parti NogButch N : YLBO3234
Dok. Son Kull. TurfDoc Expiry Bate) 1 27.02.2029 Dok.Revize No (Doc.Revision Number) H
Test (Parameter) Limitler (rimis) Sonug (Resulty Degerleme (Stams)
Replicate Count: 9 9.6 Kabut{Comply)
Replicate Count: 10 99.0 KabuliComply)
5 il
DOZAT TEKDUZELIGE (KD<=L1} (L1=15) - 10 ek KabullCompty)
tekDoz mnkwr Ortalama
DOZAI TEKDUZELIGE (KD<-L1) (L1-15)- 10 b Kabul(Comply)
tekdoz_Yuzde (rialama
DOZAT TEKDUZELIGL (KD<-L1) (T.1<15) - % RSD vl Ll Kubuli Comply)
DOZAJ TEKDUZELIGI (KD<=L1) {L1=15) 0.15061 Kabul(Comply)
POZITIF {( S ENCE OF Conloms
TANIMA TELMISARTAN (HPLC) AIDENTIFICATION - ZITIF (CORRESPONDENCE OF RT) Uygun {(Conlims) Kabul(Comply)
TELMISARTAN (HPLC) - IDENTIFICATION TELMISARTAN (
HPLC))
TANDMA UV AIDENTIFICATION UV METHOD ) POZITIF (CORRESPONDENCE OF SPRCTRA) Uvgun (Confirms} Kabul(Comply}
SAFLTK TESTLBILINEN IMPURITELER TEK TEK HIPLC) L:ih i L2 bl Kabul(Comply)
PURITY TEST-KNOWN IMPURITIES INDIVIDUALLY )
L) I i
SAFLIK TESTRBILINMEYEN IMPURITELER TEK TEK (HPLC) hrubtl et 0.05% KabaliCowply)
PURITY TEST-UNKNQOWN IMPURITIES INDIVIDUALLY )
X .5 % ,05 % 2 i
SAFLIK TESTLTOPLAM IMPURITELER (IIFL.C) i(PURITY TEST- o lLEnl 0 KatniiCooply)
TOTAL IMPURITIES }
MIKTAR TAYINT TELMISARTAN « MIKTAR TAYINI 76:0-34.6 mg/tabler B Kabuli€omply)
TELMISARTAN AASSAY OF TELMISARTAN IN | TARLIT )
TOPLAM AFROBIK MIKROBIYAL SAYIM /(TAMC } NMT(MAX) LOUO CFLIg <5 CFllfg Kabul{Comply)
N Nr A B ‘[ I 4
TOPLAM MAYA/KUF MANTARI SAYIM - TOPLAM MAYAKUF LR YIS AL @ Crug Kabul{Comply)
MANTARI SAYDMI A(TYMC )
ESCHERICHIA COLI AESCHERICHIA COLT) Olmamali/gr (ABSENT) Uygun (Conforms) Kabul(Comply)
Numune No (Sample No): 5256578 Yart Urdin (Semi Finish Product)
Y e I T T T T NMT(MAX) 15 dakiku (mirute) 7.8 dokikn Kabul(Comply}
FRIABILITE AFRIABILITY ) RMT(MAX) L0% 02 % KabuliComply
(6.0 - 494.0 mg e .
ORTALAMA | TABLET AGIRLIGI /(AVERAGE MASS OF | A66.0- 454.0 mg/tabln 4500 mg/ublet Kabul(Complyy
TABLET)
GORUNUS ADESCRIPTION } HEMEN HEMEN BEYAZ-SARIMSL BIR YUZIT 80" BASKILI Uygun (Confirms} Kabul(Comply)
OBLONG BIKONVEKS TABLETLER. {ONM-white to vellowish.
embassed "80” on one side oblong biconvex tablets)
SERTLIK AHARDNISS ) 50+ 150 X tnewton) 92N KabuliComply)
AGIRLIK TEKDUZELIG - Ortalama 450,00 mg Kabul(Comply)
480,00 ¥
AGIRLIK TEKDUZEL G - Hedef Deger AWEIGHT UNIFORMITY - = S S
TARGET VALUI )
AGIRLIK TEKDUAELIGE - Agirlik Tekduzeligi 020 (WIIGHT Bk - 10% (Tung=x +f- 10%3) 480,00 my Kabul{Comply)
UNIFORMITY - WEIGITT UNIFORMITY 0/20 )
Replicate Count: 2 430,00 mg Kabul{Comply}
Repticate Count: 3 280,00 mg Kabul(Comply)
Renlicate Count: 4 480,00 mg Kabul{Camply)
Replicate Count: £ 480.00 mg Kabul(Comply)
Replicate Count: § 450,00 mg Kabul(Comply)
Replicate Count: 7 4R0,00 mg Kabul(Comply)

Eabrika / Plant
Kocukkangliran mah. Merkez Sok. Not 223/ A Blylkkangtiran/ Lideburgaz
39780, Kiridareli fTurkey Tel. (+6() 288 427 10 00- Faks:(+90) 288 427 14 55-56

Sa i vo Ticaret A.

Biyukdera Caddesi No: 183 Kat'4 Lavant 34384 Istanbul / Turkey Tel: (+090) 212 339 39

00
Faks: (+90) 212 339 11 99 E-mall: sancfilac@sancfi.com - www._sanofi com

Format No: FORM-TR-02250-R10.0/SOP-TR-00168
Tarih Tarhl: 18/08/2016

Approved copy of the electronic signature on 23/5/2019 from LIMS

Savfa No : 3 g
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SANOF! 7

Analiz Sertifikas
( Certilicate of Analysis )

0ri.rn (Product Description)

: TELMISARTAN ZV 80MG TABLET(ALEMBIC)

Oviin Kodu (Product Code) : 707963 TR LIMS Puarti no (LIMS Batch Number) i 1439553
Dok ik Yayin Tarthi (Fiest fxsue Date) : 16.02.2018 SAP Kontrol Parti No.(SAP Control N} 1 6818876
Dok.Revizyon Tarihi (Doc Revision Date) 1 27.02.2019 Parti NoBatch N 1 YLBO3234
Dok, Son Kull. Tur (Doc. Expiry Date) 1 27.02.2029 Dok Revize No (Doc.Revision Number) Rz
Test (Parameter) | Limtitler (Limus) | Senug (Resulty Degerleme (Stms)
| Renlicate Coust: & 430,00 mg Kabul(Comply)
Replicate Count: ¢ 480,00 mg Kabul(“omply)
| Replicate Count: 10 480.00 mg KabuliComply)
I Reglicate Count: 11 450,00 mg Kabul{Comply)
| Resticate Count: 12 480,00 mg Kabuli¢'omply)
| Renticate Coun: 13 4R0.00 mg KabuliComply}
Replicate Count: 14 480,00 mg KabuliComply)
Replicate Count; |4 480,00 mg Kabuli Comply)
Replicate Count: 16 480,00 mg Kabuli Comply}
Renlicate Count; 17 480,00 mg Kabuli Comply)
Replicate Count: 18 480,00 mg Kabul{Comply)
Replicate Count: 19 480,00 mg KabuliComply)
| Replicate Count: 20 440,00 mg Kabul(Comply)
AGIRLIK TEKDUZELIG! - Degerloma /20 Ugun (Conlonis) Rete(Comply)
AGIRLIK TEKDUZELIGE - Agielik Tekduzelig 220 AWEIGIT Hidet - 8 [Tangel 1 3% e KabifGancty)
UNIFORMITY )
Replicate Count: 2 430,00 mg KabuliComply)
| Replivate Cont: 3 430,00 my KabuliComply)
I Replicate Count: 4 480,00 mg Kabuli{'omply)
| Replicate Count: 5 480.00 mg KabuliC 'omply)
Replicate Clount: 6 4R0.00 mg Kabul(Comply}
Replicate Count: 7 4R10.00 mg Kabul(Comply)
Replicate Count: § 480,00 mg Kabul({Comply)
Renlicate Count: 9 480,00 mg Kabhul{Comply)
Repticate Count: 10 480,00 myg Kabul{Comply)
Replicate Count: 11 480,00 myg Kubul{Comply)
| Replivale Count: 17 480,00 my Kabul(Comply)
Replicate Count: 13 480,00 mg Kabul(Comply)
Replicate Count: 14 480,00 mg KabuliComply)
Replicate Count: 15 430,00 mg KabuliComply)
Reicate Count: 16 450,00 mg Kabul{Comply)
Replicate Count: 1 1 480.00 mg KabuliComply)
| Replicare Count: 18 48000 mg Kabuli¢omply)
Replicate Count: 19 480,00 mg KabuliCamply)
Replicate Coust: 20 480,00 mg KahuliComply}

AGIRLIK TEKDUZEL G - Degerfeme 2/20
UZUNLUK (YAKLASIK 16 MM) (LERGTI (APPROX 16 MM) -
LENGTH (APPROX 16 MM) )

GENISLIK (YAKLASIK 3 MM) /((WIDTH (APPROX 8 MM) -
WIDTH (APPROX 8 MM))

KALINLIK ATHICKNESS )

Uygun {Conloms}

Nominal Value: 16 mm

Nomenal Value: 8 mm

4.2-4.8 mm

16,4 mm

Bis mm

4.5 pm

KabuliCamply)

Kabul{Cemply)

Kabul(Comply)

Kshul{Comply)

Kuciikkangtiran mah. Merkez Sok. No: 223/A Blyukkangtiran/ Luleburgaz

39780, Kirkdareli ITurkey Tel: (+30) 288 427 10 00- Faks:{+90) 288 427 14 5556

Sanofi ltac Sanayil ve Ticaret AS

SGene| Miiddrtik / Head Qifice;
BiiyOkdere Caddesi No: 193 Kat:4 Levent 34394 lslanbul / Turkey Tel: (+090) 212 339 39 00
Faks: (+80) 212 339 11 99 E-mall: sanofllac@sanofi.com - www sanofl.com

Formal No: FORM-TR-02250-R10.0050P-TR-00168
Tarth Tarihi 18/08/2018

Approved copy of the electronic signature on 23/5/2019 from LIMS

SavfaNo: 4




SANOF!l g
Analiz Sertifikas)
( Certificate of Analysis )

Uriin (Product Description) : TELMISARTAN ZV 30MG TABLET{ALEMBIC)

Uriin Kody (Product Code) 1 707963_TR LIMS Parti no (LIMS Batch Number) ¢ 1439553
Dok.{tk Yaymn Tarihi (First fssue Dute) : 16.02.2018 SAP Kontrol Parti No.(S4P Contrl Noy 6818876
Dok Revizvon Tarthi (Doc.Revision Date) : 27.02,2019 Parti NorBatch N 1 YLBO3234
Duok. Son Kull. Tar.(Doc.Expiry Date) 1 27.02.2029 Dok Revize No (Doc Revision Number) L |

Test (Parameicr) | Limitler (Limits) Sonug (Resul Degerleme (Status)

GORLINUS {GRANUL ASAMASI) HAPPEARANCE (GRANULE | HEMEN HEMEN BEYAX-SARIMSI GRANUL, {ALMOST WIIITE- Uyun (Conforms} Kabul{Comply)
STAGE | YELLOWISH GRANULI)
L_STAGE) } S =] : ; ST I A, —
Numune No (Samplc No): 5256579 | Yart Uriin (Semi Finish Product)
400.0 - 700.0 g/ 1000m 37 g/1000m X

AUT K YOGUNT UK (GRANUI ASAMASD) /(BULK DENSITY ( 700.0 g4 | 66737 1 | Kubul{Comply}
CRANULE STAGE)) oo, b SN B S— ' '
Numunc No (Sample No): 5273482 Yari Uriin (Semi Finish Product)

NMT(MAX)2.5% (680882 TR IIC) 1.1% Kubul(Comply)

KURUTMA KAYRI {GRANUL ASAMASI) ALOSS ON DRYING (
GRANULE STAGE) }

c¢GMP kurallari,iiriintin iiretim y6otemi, trend raporlari ve test sonugiar dikkate alinarak incelenen test kayitlarna gore bu sarj sah
sa uygundur. (According to the controlled batch records, which are considered cGMP's rules, protocol,trend report and result of
product, this batch is saitable for selling. )

KABUL (ACCEPTED)
 Atkan Ornek (Product Release Supervisor)
This certificate of analysis has been electronically signed from a validated LIMS

Kullanwm: Karar (Usage Decision}

Kul. Kar. Veren (Approved by) Tarik (Date) 33,05.2019 11:11:37

. Sanof] llag Sanayil ve__Ilgarot AS o
Eabeika/ Plant:
Kocukkangtiran mah. Merkez Sok. No. 223/ A Buyikkanghiran/ Luleburgaz
39780, Kirklarali fTurkey Tel (+90) 288 427 10 00~ Faks.[+90] 28B 427 14 55-56

Blyukdare Caddes! No: 193 Kat:4 Levent 34394 Islanbul / Turkey Tel: (+090) 212 339 39 00
Faks: (+90) 212 339 11 99 E-mall sanofiilac@sanofi.com - www.sanafi com

Formal No: FORM-TR-02250-R10.0/SOP-TR-00168 Approved copy of the electronic signature on 23/5/2019 from LIMS SavfaNo: 5

Tarih Tarihi: 18/08/2016

H




