JEKJAPALIASI O COOTBETCTBUM

JAEKJIAPAHT, IPHHUMAIOIIMH JEKJAPATTHIO O COOTBETCTBUA

AQ "Canou Poccun”

Ceedenus 0 pecucmpayuu opzanusayuu.: Meacpaiionnas uncnexyus Gedepansioii Hanoeoeoi cayncbor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739079940, oama npuceoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepcras, 3. 22, Tenegpon/charc: 8 (495) 721-14-00/721-14-11

B nuye. I'enepanvubiii dupexmop Monaxe O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocmp 6/1 om 01.12.2017

3AABJDIET, UTO
nexapemeennoe cpedcmeo: Tenzan, mabnemru 80 mz 10 wm., ynarosxu saueiikosvie xoumypHbte (3), Rauky

xapmonnsie, PY Ne JIII-003545 om 01.04.2016 (dama 3amenwi 09.08.2017) euidano AO "Canogru Poccus”,
cepun 8LB00260, napmus 22059 ynaxosox, z00en 0o 31.08.2020, npousecdcmea 3enmusa Caanoix HOprwonnepu
Canaiu ee Tudocapem A.IL., Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristivan Mah,
Merkez Sok. No:223/4, Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, koo OKII2 21.20.10.140, xod TH B3H
3004900002, xonmpaxm Ne 348/40056192/HU-2 om 20.10.2010, unsotic Ne 9053080157 om 07.11.2018

COOTBETCTBYET TPEEOBAHHSIM

J-003545-010416 usm. Ne I-5

JEKJIAPATIHS ITPHHSITA HA OCHOBAHHH

npomoxon ucnvimanuii Ne 3366 0 om 16.11.2018 HIT OO0 HI] "©APMOFOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21 ®JI40, Cepmughuram POCC TR.OMO8.C27656 om 16.11.2018

Crenanos C.C.
©.1.0

CBEJEHMS O PETHCTPAIIAN

OPT'AH I1O CEPTHOHKAINUHA, 3SAPEFHCTPHPOBABIIHIL JEKJIAPAITHIO

RA.RU. 11 OMO8 OPIAH ITO CEPTHOHKAITHH ITPOAYKIJHHE OBFIJECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXHOH IJEHTP KOHTPOJIT KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocksa, yr. Macmepxoea, 0. 4, sm. 5, nom. I, xom. 1, adpec Op2aHa Ho
cepmuqbumuuu 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 3. 4, am. 5., men.:(495)788-02-88, ge6-

e /’{{%'?3-' Kauau E.B.
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A SANOF! OOMBANY CEPTUO®HUKAT AHAJIM3A
Onucanue npodyxma : TEAMHCAPTAH 3EHTHBA, 80 MI", TABJETKH (ALEMRIC)
Kod npodyroma : 704765_TR Homep cepuu 6 cucmere LIMS 1 1403329
Jarna neprozo eviycrka : 27.02.2618 Kowmponsiioii nomep SAP 1 6753166
Harma nepecyompa doxysmenma 127.02.2018 Homep cepuu : 8LBGO260
CPOK OROHYAQHUR O2lCMEUa QOKyMeHmd 1 27.02.2028 Hosep pedaryuu doxymerma t1
Hapavemp Ilpedenvhvie snavenun Pesyaemam Cmamye
Numune No (Homep oGpa3na): 4942403 Nonynponyxr
JCTATOUYHKIA PACTBOPHTESR 3TAHOS {npeenLHOE 3HAYEHNE IR HE BOJIEE 20 000 u/man {15005793) 12071 w/mnn CootsercIayer
ZHYTPEHHETD KOHTPOHE)
JMUCAHWKE - BHEIIHHHA BUJ, NPOAOANOBATEIE ABOAKOBRIIYKALIE TABAETKH QT TIC3TH Coorsercrayer Covrngrerayer
BEJIOTO BO )!CEJ'JTOBATOFO_HBETA C IPABHPOBKO#H «80» HA
OJIHOH CTOPOHE.
PACTBOPEHME — 30 MMHYT (Q = 75 %) - QI He menee B0 % (15005793) 103 % Cooreercrayer
Tloezopuoe onpegenense: 2 9% % CooTrercreyer
{losTopHoe onpenenchie: 3 98 % CooTpercreyer
[osroproe onpenenerye: 4 102 % CooTsercTRYeT
Mesvepaoe onpenenetie; 5 102 % Cooreercrayer
TMosroproe anpegeneniie: 6 99 % Coorsercrayer
PACTBOPEHHE — 30 MHHYT (Q = 75 %) - Q1 CPEJ{HEE 100 % CooTsetcrayer
PACTBOPEHHME — 30 MHUHYT {(Q = 75 %) - Q1 MMHUMYM He menee 80 % (15005793) 9% % Cootaercrayer
PACTROPEHHE — 30 MMHYT (Q = 75 %) - Q) MAKCHMYM 103 % Cootsercrayer
QAHOPOJHOCTE JOIUPOBAHMWA (CPEAH < L1){L1=15) He Gonee 35,0 1,1 Cooteercreyer
MOAAUHHOCTE - TEAMHCAPTAH (BOXX) — ONPERENEHHE COOTBETCTBHE RT CooTreTcTBYCT Cooreercreyer
MOUTUHHOCTH TEJMHCAPT AHA (BX)
MOBTHHHOCTS, ¥ &-CTIEK TPOCKOITAA COOTBETCTBHE CIIEXTFOB CooTeercTRYET Cocreercrayer
POACTBEHHRIE NPUMECH ~- EAHHHYHBIE HAEHTHOGHITHPOBAHHLIE He Bonee 0.2 % H/O Coursercreyer
MPHMECH — POACTBEHHBIE ITPUMECH — EAHHHYHBIE
HIAEH THSWLIMPOBARHBIE [TIPUMECH
POACTBEHHLIE MPUMECH — EJTMHAYHBIE HEWEEHTHOULIMPOBAHHIE He Gonee 0,2 % 0,64 % Cooraercrpyer
APHAMECH
PONCTBEHHBIE TPHMECH — OBLLEE COOEPXKAHME He Gonee 0,5 % 0.13 % CooreercTeyer
MIKTAR TAYINI TELMISART AN - MIKTAR TAYINI TELMISARTAN 76.0-84,0 mrfrabnerka 78.83 mr/Tabinetxa Coorsercreyer
{KOJMYEC TBEHHOE OTIPEAENEHHWE TEJMHCAPTARA B 1 TARJIETKE }
Jburee unclic aIPoSHBIX MHKPOOPTAKHIMOB He Gonee 1,000 KOEr < 5 XOE/r CoersercThyer
JGiutee HIECNO APONCKEBHIX U ANECHERLIx FpHGop He Sonee 100 KOEN < 5KOE/r CooreeTcTeyer
ESCHERICHEA COLI OTCYTCTBUE Caorsercreyer Cogreercrayer
Homep oBpaznua: 4942404 Hoayopogyxr Coorsererayer
PACTIAJAEMOCTE He Sonee 15 Muu 10,8 dakika CooraercTsyer
MPOUHDCTS TARBJETOK HA UCTHPAHWE He Gosee 1,0 % 0,2% CooTseTcTayeT
CPEAHAA MACCA TABNETOK 466.0-494,0 mr/rabnerka 480,2 mr/Tabnersa CooTeercrayeT
ONMUCAHHUE TiponosroBarsie ABOAKOBLITYKHIE T2GNeTKI OT NOUTH GENOTO N0 KENTOBATOO CooTeeTcTayer Cootpercreyer
uBeTA ¢ rpaBrpoeroi «B0» Ha 0aHof cTOpoHe
NpennpusTye: «3enTnBa Carnpik Yplonnepy Canain se Tupwapet Tonosnoi odue.
Allly
KrouykkapuLLTHPan max. Mepkes Cox. Ne: 223/A Broliokkapuatnpan/ Nianebypraa 193 yn. Bywokgepe, (3Tax 4), CramByn, 34394 Typuwn Ten.: (+090) 212 339 39 OC
38780, Kbiprikapenw, Typuus Ten.: (+50) 288 427 10 00 dakc: {+90) 288 427 14 55-56 ®ake: (+80) 212 335 11 99 E-mail: zentiva@zentiva.com.ir — www.zentiva.com.t
Homep popaara: FORM-TR-02250-R10.06/50P-TR-00168 Ymeepycoennan xonus 21exmponuoii nodrnucu om 10.10.2618 4epes cucmenmy Cripantiya N 2 w3 4

Oata: 18.08.2016 LiMS



LZESGNTH

A SANQOQFI COMBPANY CEPTUHOUKAT AHAJIM3A

Onucanue npodyxma : TEJIMHCAPTAH 3EHTHBA, 80 MI', TABJIETKH (ALEMRIC)
Kod npodyxma 1 704765_TR Homep cepuu e cucmeme LIMS 1 1403329
Hama nepaoco svinycra 127.02.2018 Kowmponeirit nomep SAP 1 6753166
Hama nepecmompa doxymenma :27.02.2018 Homep cepuu : SLB0O260
T POKR OKOWUGHUR Oelicheis doKyMenma 1 27.02.2028 Homep pedarijun doxpmenma |
Hapavemp lipedenotivie suauenusn Pesynomam Cmamyc
TPOYHOCTh HA PA3ABJIMBAHUE S0-150 H (muioton) 76 K Ceorsercrayer
AGIRLIK TEKDUZELIG! - Ortalama 480,20 mr Cootsercreyer
SIHOPOJHOCTE BOZHPOBAHKA (110 MACCE) — LIEJIEBOE 3HAYEHHE 480,00 mr CooTserereyer
DJIHOPOAHOC T JTO3UPOBAHWH (110 MACCE} — LIENEBOE 3HAYEHHME Otknonerng = 10% 480.20 Mr CooTeercrsyer
¥
TozToproe onpegenetne: 2 480,20 mr Cootaercrayer
ToeToproe onpenenexue: 3 480,20 mr Cooreercrsyer
TiosTopHoe onpenesenne: 4 480.20 M1 CooTeetereyer
Tostoproe enpencnenne. 5 480,20 mr CooTsercrayer
TlosTopHoe onpenenenne: & 480,20 mr CooTeeTcTRYEY
Tloerophoe onpeaenenne: 7 480,20 mr CocTeercTeyeT
TlosTOpHOE OMPeaSieHe & 480.20 mr COoTBETCTEYET
[ostepHoe onpenesenwe: & 480,20 mr CoorsercrByer
Hostoproe onpenenguie; 10 480,20 mrr Coureercrayer
Rosroproe onpenenenne: 11 480,20 mr Cootraercrayer
MosTopuoe onpenenenue: 12 480.20 wr Coorsercrayer
TosTtopuog onpencaerne: 13 480,20 wmr Cooreercrayer
Tlosrophoe onpenenense: 14 480.20 mr CoOTBETCTBYET
TloeTopHoe onpenenenne. 15 480,20 mr CooTpercTayer
[Tosroproe onpenenenne: 16 480,20 mr CooTsetcTByEY
MosTeproe onpeneaeume: 17 480,20 mr CooTEETCTBYET
[osroproe onpegenenste: L8 480,20 mr Coorsercreyer
losToproe onpenenexue: 19 480,20 mr Coorsgresayer
MosTopHoe cnpenenenie: 20 480,20 mr Cooreercrayer
AGIRLIK TEKDUZELIGI - Degerleme (/20 CooTeeTcrByeT Coorsercrayer
DAHOPOAROCTH AO3HPOBARMS (MO MACCE) OTknoHenne £ 5 % 480,20 mr CooreercrayeT
TosTtopHoe onperenerne. 2 480,20 mr Coorpetcrayer
TlokvopHoe onpeneneyse: 3 480,20 M CooraercTayer
Nosroproe onpeneneHne: 4 480,20 mr CoorsereTeyer
[loBropsoe onpeaesense: 5 480,20 mr Coorsercreyer
[lostopuoe onpegenenue: 6 480,20 mr Cooreererayer
Toatophoe onpenenesue: 7 480,20 Mr Cootpercrayer
MosToproe onpeaenenue: 8 480,20 mr CooTsercrayer
IMoeTophHoe enpensierne: 9 480,20 ar CooTBeTcTBYET
Tlosropuoe onpezenense: 10 480,20 M Cooreercrayer
TlosToproe onpeaetening; 11 480,20 mr Coorsercrayer
[omopsoe onpenenenre: 12 480,20 M- Cooreercreyer
IlorTopHoe onpegenexe: 13 480.20 mr Coorsercreyer
Toatopuoe onpenenexue: 14 480,20 mr Coorsercreyer
ozToproe onpenenesne: 13 480,20 mr CooTeeTcTRYET
Tosropuoe enpenenekne; 16 480,20 Mr Cootsercrayer
TosTopHee enpeneaekne: 17 48020 mr Cooragrcrayer
Iosroproe onpenenchne; 18 480,20 sr Cootsercrayer
Tlosropuoe onpenenenye 19 480,20 mr Coorsercrayer
TlosTOpHOE OHpEnEnEnNs. 20 480,20 mr CooTBeTCTRYET
Npegnpuame; «3enTuaa Carnik Ypiounepw Canaiv se Turpkapet Fonossoi odme.
All»
{rouyKKkaprTHpaH Max. Mepres Cox. Ne: 223/A Bohokkapuitipan! NianeGypras 193 yn. Byoknepe, (atax 4), Ctambyn, 34394 Typuwa Ten.: (+090) 212 339 38 OC
39780, Hbiprwapens, Typuwas Ten.: (+30) 288 427 10 00 daxc: {+90) 288 427 14 55-56 akc; (+90) 212 339 11 99 E-mait: zentiva@zentiva.com.ir — www.zentiva, com i
Howep dopmata: FORM-TR-02250-R10.0/S0P-TR-00168 Ymgepacoennan xonun ynexmponnoit nodmicu om 10.10.2018 wepes cucmeny Crapantaya Ve 3 n3 4

Qara: 18.08.2016 LIMS



V.

A SANQOFI COMPANY CEPTUOHUKAT AHAJTHU3A
Onucariue npodysmia : TEIMHCAPTAH 3EHTUBA, 80 MI', TARBJIETKH (ALEMBIC)
Koo npodysma 1704765 TR Hontep cepuu & cucmeste LIMS + 1403329
Hama nepeozo euinycka :27.02.2018 Konmponereiti novep SAP 16753166
Jama nepecmonipa doxymenma : 27.02.2018 Homep cepuu : SLB00260
Cpok GrORYaHWE OeliCMBUA GOK)YMEHING :27.02.2028 Honep pedaryuu doxysenma H |
flapavemp IIpedeasnore 1navenun Pezyavmam Cmamyc
AGIRLIK TEKDUZELIGI - Degerleme 2/20 Cagreeserayer CoaTeercTayeT
WIAHA (QKONO 16 MM) — AJIHHA (0KOJI0 16 MM) Homunankhoe 3Hauente: 16 MM 16,6 M CooteercTeyer
[IMPHUHA (OKOJIO 8 MM) - LIMPHHA (OKOJIC 8 MM) Homuuameuoe anasenug: 8 mu 8.04 v CooraercTayer
TONMLMHA 4248 Mm 4.4 Mm Cooreercrayer
MOTEPS B MACCE [TPH BRICYIUUBAHHH (CTAJHA TPARY) HE BOJIEE 3,0% 13% Cootpercrayer
(BHELIHWH Biifl (CTAZMSA [PAHY ) TPAEY /bl OT TIOUTH BEAOI0 [0 KEITOBATOTO 1[BETA Cootsercrayer Caorpercrayer
Homep ofpazua: 4942405 Hoaynpoayky
HACBITTHAA NIOTHOC TR (CTAZIMA I'PAHY IT) 400.0-700,0 /1000 mu 627,61 K000 ma CooTeeTcTByet

Cornacho aocke Ha cepuio, KOTOPOE COOTBETCTBYET TPeGOBAHUAM TeKyILero cranaapta GMP, NPOTOKONAY O NTPOH3BOICTEE, OTUHETY
¢ TEMACHLRAX H Pe3YALTATY HCRLITAHKA NPOAYKIIKH, AAHHAR CEPHA MOATEARHT BLINYCKY B NPONAKY,

Pelienue 06 ucnoasiosanuy : KABUL (O1OBPEHQ)
Ymeepoun : Maadutuit chequanucm emoena obecnevenun kavecmea Melek Isik  Jama: 99.10.2018
8:56:12
Npennpusmae; «3eHTHBa Carnkix Ypionnepu Cananu se Tuaxkaper Tonomnoi ohne.
A,ll.»

SiodykkapuwTpan max. Mepkea Cok. No: 223/A Biofiloxkapuiutupar! NioreBypraa 183 yn. Bywkaepe, {srax 4), Ctambyn, 34394 Typuua Ten,: (+090) 212 339 39 O
39780, Kelprkapenw, Typuws Ten : {+80) 288 427 10 00 daxc: {+80) 268 427 14 55-56 Paxc: (+80) 212 338 11 99 E-mait: zentiva@zentiva.com.tr — www.zentiva.com.t
Aomep dapwmara: FORM-TR-02250-R10.0/SOP-TR-00168 Ymepowdennan konun mexmpontion noonucu ont 10.10.2018 uepes cucmeny Cinpainya Ne: 4 w3 4

Qava: 18.08.2016 LIMS




Sapofi e Ganavll va e A

Qenet 4RO | Head Difice: .
Buylkders Caddesi No: 193 Kal:d Leven! 34304 Istantul # Turkay B
Tek (+090) 212 335 36 00 - Faks: (+90) 212 336 11 69 S A N X g E N
Eabrika i Plant: & Bz
Kiciitanigiven mah. Merkez Sok Now 22304 Biyikkenglran Ldleburgar =
39780, Kirklareh /Turkey Tel: (+50} 288 427 10 00- Faks:{+10) 288 427 14 55-56
(Irettm Yari fzin Nol Number of Manut: i Avthoni 2009/25

UYGUNLUK SERTIFIKAS! / CERTIFICATE OF CONFORMANCE

Eriin Adi 7 Product name P TELZAP 80 MG 30 TABLET(RUSYA)ZXF

Bitmis Uritn Kodu Fimshed Progct ¢ ode 1 680882 TR Porti No s porty No : SLBO0260
Dretim taritii Dare Of Manufaciuring Date + 12092018 Son kullanm taritti  Expiry Date : 88.2020
Dthercounry *RU Onay Verilen Miktar  Released Amount * 22059 PAC

API adi and oriin lot numarast ;. Felmisartan/1802005201 Sarf Agtk 7 Partially Released |

APl ngne aned i35 orgin lof nonber
Kapahi / Fully Released

1- Controlfing of compfiance of analysls reports

2
1 Analiz sonuganme uyguniuFunun Rontroll ...........c..ccooeeee v j"i

2- Uretim Yéntemindek: va hammadde tanitim etiketlerindeki bilgiterin gizli formt e uygunlugunun kontrolli ..._.......
2- Controkling of suitabiiity of Seria! Production Method and raw materdal idensfication labets eccording i the production formuta E—

3 Hammadde / ambalaj matzemes! / yan Uriin / gzicingn uyguniuBunun Kentrolf ... covveeeeeee e E
3- Controliing of suitebility of raw meterials ackaging materiais /semi praducts / solvents d

4- Uretien: Yénteminde kritik iglernlerin {pH, temperatir, vViskozHe v5.) KOROIE ...v.vvus oo
4- Controfing of critical operetions {pH, femperalure, viscosity, stenlization records efe.)
5- Controliing of completeness and sultabifity of Production/Fifing/Packeging records within Batch record fife

G-Ambaiaj malzemas| Smeklerinin (hutu, etiket, Blister, Al folyo pibi) uyguatudunun kontrolii.,,
& Conlroliing of suifability packaging materigl sampies (box, label, bister, Al Foil eic.}

- Garj Kayan Dosyast icindeki Uretim/Oolurn/Ambalaj kayitiannin eksiksiz oldug unun ve cGMP kurallanna uygunhagunun kontrold...... _J

7- Her bir Gretim kademesindeki ve verim fislerindeki firenin betidenen alort ve alam timitisre gére uyguniudunun kontroli
7- Controlfing of suitabifity of yield account and percent joss at the yistd form wccording fo the alert and alarm limits

8- riin kalitesi ve serbest birakilmas ile igiti bir sapma :
8- Daviations conceming he qualily and relense of the produst
g Glrilmemigir I} Gardimigtir. Sapme raporu ektedir.
Not observed Chserved Deviation reportis atfached to bafch records.

Sonug! Result:
tiga uygunder, [:] Satsa uygun dedildir [:] Tican amagh Gretimemigtic

Suitable for selling Not suitable for selfing Not manufactured for commenrcial purpose

Sézkonrusu Driin serisinin Qretimin, ambalaj ve kalite kontroll igerecek § ekilde Avrupa kiavuzu ve Tiirkiye otoritesinin lokal yonetmeliklerindeks iyi Gretim(GMP)
uygulamalanina, ithal eden Glkenin ruhsat kogullan ve kalite anlagmasinda bellrtiten yOkomitlukiere uygun olarak Gretidijini aahhiit ediyorvz. Stz konusu serdnin
imalafi, ambalajlanmasi ve analiz kayifian gézden gegirilmis olup, GMP'ye uygun oldugu tespit edilmigtir,

We heraby confirm that this batch of proguct has besn manufactured, including packaging and quality control in full compliance with GMP requirements
of EU guide and of local regulations of Turkish autherity and with the requirements in the Mackeliag 8ythorsation of the importing country and in
accordance with the responsibififes defined in quality ag . The batch g pslsreconds were reviewed and found to be in

o

Fa

SHiv 2)%

Kontrol Onay: (Isim/Imza): .
‘ j]/\ eledn (S
Control Approval{Name Signature)

’\,-_, D942 i ?

. Yred. Tarih

Kalite Giivence U

QA4 Specialist’ Junior Specialist Date

Format No: FORM-TR-00297-R150/SOP-TR-00168
Tacsh Date ;2410272017




SANOFI v N

( Certificate of Aualysis ) GMID ;680882 TR

Oritn (Product Deseription) : TELZAP 80 MG 30 TABLET(RUSYA)ZFF

Uriin Kodu (Product Code) : 680882 TR LIMS Parti no (LIMS Buich Number) ¢ 1412128

Dok Nk Yean Taribi (Fiest hssue Date) + 63.01.2018 SAP Kontrol Parti No.(SAP Conirol No) 1 6755458

Dok Revizyon Tariki (Doc. Revision Date) 1 03.01.2018 Parti NotBuch v Parti Mikt. (Borch size) :  BLBOU260/ 2205% PAC

Dok. Son Kull. Tar.(Doc.Expiry Dae) : 03.01.2028 Dok.Revize No (Doc. Revision Number) |

Liresim tarihi (Monufaciuring Dote) : 12,09.2018 Son kutlanim sarihi Txpiry Deses 7 31.08.2020

[—i‘;ﬂ (Parameter} Limitler (Limiy Sonug Resuly) Deferieme (Srarus;

Nurmune No (Sample Noy: 5014133 Uréin (Finish product)

AMBALAI KONTROLU APACKAGE CONTROL ) UYGUN OLMALI {CONFORMS) Uygun {Conforms} Katul{Comply)
SIZPDIRMAZLIK - SIZDIRMAZLIK TEST! ALEAKAGE ) SIZDIRMA OLMAMALIDIR (NO LEAKAGE) Uygun (Conforms) Kabul(Comply}

¢GMP kerallarsfiriniin #retim yntemi, trend raporiar ve test sonuglan dikkeie ahnarak incelenen test kayiflarna gore bu sarj
satiga uygundur. (According to the controlied batch records, which tre considered cGMP's rules, protocol,trend report and result of
product, this batch is suitable for selling. )

Kullanim Karari (Usage Decision} : KABUL (ACCEPTED)
Kul Kar. Veren (Approyed by} i Melek Ink (Quality Assurance Specialist) Tarih (Dare) :9.10.2018 8:86:12

This certificate of enalysic has been electromicelly siyned from a validuicd LIMS

 Plapt: i H ve Ties, Gai — |
KicTkkanthiran mah. Merkez Sok, No: 223/A Blyckkanshran! Ldeburgaz Blylkoers Caddesi No: 193 Kat:4 Lavent 34394 [stanbul / Turkey Tel, (+020) 212 338 3900
39760, Kirkiarali MTurkay Tel: (+80} 2BB 427 10 00- Feka:(+00) 288 427 14 55-56 Faks: (+80) 212 238 11 99 E-mait: sancfilac@sanati,com - www sanofi.com
Format No: FORM-TR-02250-R10 {/SOP-TR-00168 Approved copy of the elecironic signature on 10.10. 2018 from LIMS SayfaNe: 1 4

Tarih Tarihi: 18082016




@,
SANOFI ¢
Analiz Sertifikas
{ Certificate of Analysis )

Uriin (Producr Description) : TELMISARTAN ZV 80MG TABLET(ALEMBIC)

Uriin Kodu (Product Cede) : 704765 TR LIMS Parti no (LIMS Barch Number) ! 1403329
Dok ftk Yaym Taribi (First fssue Dore) + 27.02.2018 SAP Kontrol Parti No.(SApP Conpol Nuj 1 §753166
Dok, Revizyon Tarihi (Noc.Revision Date} 1 27.02.2018 Parti NotBarch ¥ :  RLBOO26O
Dok. Son Kull. Tar.(Doc Expiry Datej 1 27.02.2028 Dok.Revize No (Doc Revision Numberj: t

Test (Parameier) Limitler (Limitsi Sonug (Resullj Deferleme (Suotus)

Nunnme No (Sample Noy. 5004240 Yar: Urun (Semi Finish Product)

KALINTI COZUCULER ETHANOL (in-house limiy {RESIDUAL BNMI{MAX) 20000 ppn - ($80842_TR) 120 pem Kabul{Comly)

SOLVENT ETHANOL j

GORUNUS /ADESCRIPTION - APPEARANCE ) OFF WHITE TO YELLOWISH, EMBOSSED "80 ON ONE S{DE Uygun {Conforms) Kabul{Conmpiy)

OBLONG ELONCIE) BICONVEX TABLETS,
IDISSOLLJSYEN (30 BAKEA) (Qe7%) - 01 ADIESOLLTION - 30 NLI(MIN) 86 % (6B082_TR) 0% KabuH Compiy)
MINUTES (G=751-Q1 }
Replicaie Count: 2 %% Kabul(Comply)
Replicate Count: 3 98 % Kabud(Comply}
Replicate Count: 4 102 % Kebul(Comply)
Replicaie Count; § 102% Kabul{Conrply)
Repliesis Coum: & 9% Kabul{Comply)

DISSOLUSYOM (30 DAKEKAJ (Q75) - Q1 AVR ADISSOLUTION - 1% Katnl(Corngly)

16 MINUTES {Q=75) - QEAVR )

DISSOLUSYON (30 DAXIKA) {Q=75) - QIMIN 4DISSOLUTION - NLT(MIN) 0% {680882 TR) %% Katwl{Comply)

30 MINUTES (Q=75)- GIMIN)

DISSOLUSYON (30 DAKIKA) (Q=75) - QIMAX ADISSOLUTION - 103 % Kabul(Comply}

30 MENUTES (Q=75)- QIMAX )

DOZAJ TEKDUZELIG (KD<=L.1) (L1 +15) AUNRIFORMITY OF NMT(MAX} 120 Ll Kabul(Garaply)

DOSAGE UNITS (AV=<~L1) (L1=15) )

TANIMA TELMISARTAN (HPLC) AIDENTIFICATION. POZITIF (CORRESPONDENCE OF KT} Uygun (Confates) Kebul(Campi)

TELMISARTAN (HPLC) - IDENTIFICATION TELMISARTAN

(HPLE) 3

TANIMA UV AIDENTIFICATION DV METHOD } POZITTF (CORRESPONDENCE OF SPECTRA) Uygun {Cortfonms) Kabul(Comply)

SAFLIK TESTI-RILONEN IMPURITELER TEK TEK {(HPLC) / NMT(MAX}0.2 % ND Kabul(Coraply)

{FURTITY TEST-KNOWNR IMPURITIES INDIVIDUALLY - PURITY

TEST-KNOWN IMPURITIES INDIVIDUALLY )

. TasT. TEK TEK (HPLE) 7 NMT(MAX) 0.2 % 604% Kabul(Conmply)

(PURITY TEST-UNKNOWN IMPURITIES INDIVIDUALLY )

SAFLIX TESTI-TOPLAM IMPURITELER (HPLC) (FURITY NMI(MAX) 0.5 % 013% Kabui(Comply}

TEST-TOTAL IMPURITIES )

MEKTAR TAYIN TELMISARTAN - MIKTAR TAYIN] 768 - 840 mefiablen 883 mgfabler Kabul(Coueply)

| _TELMISARTAN AASSAY OF TELMISARTAN IN ) TABLET }

TOPLAM AERGBIK MIKROBIYAL SAYIM ATAMC ) NMT{MAX) | 00 CFU/g <4 CRU KabultComply)

TOPLAM MAYAKLYF MANTARI SAYIM - TOPLAM MAYAKUF HMT(MAX) 100 CFUg <5 CFUle Kabul{Compiy)

MANTARI SAYIMI ATYMC)

ESCHERICHIA £OL1 AESCHERICHIA COLI } Olmamahi/gr (ABSENT) Bygum (Conforats) Kabul{Comply)

Numune No (Sample Noj: 5004241 Yan (irOn (Semi Finish Produci)

DAGILMA ZAMANI ADISINTEGRATION TIME ) NMTMAX) 15 dakika (runute) 1.8 dakika Kabul{Conply}
Eatrke | Prany; ancflfiac Sanevil Ganel MUK Hens Oftce;
Kaoikkangtiran man. Markez Sok, No: 223/A BiyCkkatgtinan/ Lifeburgaz Blytkdere Caddesi No: 193 Kat4 Leven 34354 |stanbut / Turkey Tal: (+080) 212 339 35 00
39780, Kwklarel ffurkey Tel: (+90) 268 427 10 00- Faks:(+80) 288 427 14 55-56 Faks: {(+80) 212 338 11 80 E-~mail: sanofilacgsanofi.com -~ www.sanofi.com
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SANOF!| g

Analiz Sertifikasi
{ Certificate of Analysis }
Urtin (Producr Description) : TELMISARTAN 2V 86MG TABLET(ALEMBIC)
Uriinn Kodu (Product Code) 1 704765 TR LIMS Parti no (1MS Baich Number) ¢ 1403329
Dok.lk Yaym Tarihi (First Jssue Dare) 127022018 SAP Kontrol Parti No.(SAP Controt Noy 1 6753166
Dak. Revizyon Taribi (Doc.Revision Darej 1 27,02.2018 Parti Noggarch N 1 BLBO026O
Dok. Son Kull. Tar.(Doc.Espiry Dete) : 27.02.2028 Dok Revize No Doc.Revision Number) : 1
Test (Parameter) Limitler Limins Sontg Resuly) Degerleme (Sawsi
FRIARILITE AFRIABILITY )} RMT(MAX) 1.0% 5,2% Kabul(Comply)
ORTALAMA | TABLET AGERLIG] {AVERAGE MASS OF ] 466.0 - 454,0 mpfiablet 80,2 mpebles Kabul(Comply)
TABLET)
GORUNUS {ABPEARANCE ) HEMEN HEMEN BEYAZ-SARIMSE, SIR YUZU 80" BASKIL] Uygun (Conforms) KabuliComply)
OBI.ONG BIKONVEKS TABLETLER. (Off-white to yallowish,
¢mbossed “80" on one side sblong biconvex lablets)
=1 SERTLIK AHARDNESS ) 30- L30N newron) 7R Kabal(Comply)
AGIRLIK TEKDUZELIG! - Ortalams 48020 g Kabul{Comply)
430,00 Kabul(Comp!
AGIRLIK TEKDUZELIG! - Hedsf Deger /(WEIGHT UNIFORMITY - e H(Comoiy)
TARGET VALUE )
AGRRLIK TEKDUZELIGE - Aginik Tekduzsligi 020 AWEIGHT Hodef +/+ 10% (Targe </- 10%) w020 Kobul(Compls}
UNIFORMITY « WEIGHT UNIFORMITY 0:20)
Replicme Coun, 2 480,20 my Kebuf{Comply}
Replicate Count. 3 480.20 mg Kabel{Comply)
Revlicate Couns: 4 480,20 mg Kabul{Compiy}
Replicale Coont: 5 480,20 mg Kabul(Comply}
Replicase Couts: 6 B0 mg Kabul(Comply)
Replicate Count: 7 4R0,20 mp Kabul{Comply)
Replicate Counl & 480,20 ez KabuH{Comply)
Replicate Cous' & 480,20 mg Xabul(Comply)
Replicate Couar: 10 480,20 my; Kabul(Comphyy
Repticate Coutn: H 48020 mg KabulComply}
Replicate Count, 12 4B020mg Kabul{Comply)
Replicaiz Cous 13 430,20 mp Kabul{Comply)
Replicae Cunt: 14 430,20 mg Kebul{Compfy}
Replicate Count, 15 480,20 mg Kebul{Canmply)
Replicate Count: 16 480,20 mp Kebul(Comply)
Replicate Count: 17 480,20 mg Kabul{Comply}
Resticsis Count: 18 A0 W mg Kabul(Comply}
Replicatz Count: 19 430,20 mg Kabul(Comply}
Replicaie Count; 20 480,20 mg KabulComply)
AGIRLIK TEKDUZELIG! - Degerteme V20 Uygwn (Cenforms) Kabul(Compiy)
AGIRLIK TEKDUZELIG] - Agiclik Tekduzeligi 2420 /(WEIGHT Hedef - 5% (Turger 31 5%) “ha20mg KabuComply)
UNIFORMITY )
Relicew Count: 2 480,20 mg Kabul{Comply)
Belicale Count: 3 430,20 mg Kabul(Comply)
Replicls Coum: 4 480,20 my: Kabul{Comply)
Replizate Coum: § 480,20 mg Kabul{Comply}
Ranlicme Couen. 6 43020 mg Kabul(Comply)
Replicate Cormi, 7 480,20 mg Kabul{Comply)
Replicate Count. 3 480,20 mg. Kabul(Comply)
Replicric Count: 8 4B0.20 mp Kebul{Camply}
Replicate Count: 10 480,20 mg Kebul(Comply)
Replicate Counl. 11 480,20 mg Kabul{Comply}
Roplicsie Count: 17 480,20 g Kabui{Comply}
Replicsic Cont; 13 489,20 mg Kabaf(Comply)
Runlicsss Count: 14 480,20 mg I KadComply)
2 Hag Sanayll ve |
Eabrika/ Plans; SGenel Wik { Head Office:
Koc{karsgran mah. Merkez Sak. No: 223/A BUyCkkernstiran/ | (feburgaz Blyikders Cagdesi No: 193 Kal4 Levan| 34384 [stanbul / Turkey Tel: (+090) 212 336 3900
39780, Kirklarek /Turkey Tal: (+80) 288 427 10 00- Faks:(+80) 288 427 14 55.56 Feks: (+50) 212 338 11 99 E-mai: sanofilac@sanchi.com - www.sanofi.com
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SANOF! g

Analiz Sertifikas
{ Certificate of Analysis )
Uriin (Product Descripiion; s TELMISARTAN ZV 80MG TABLET{ALEMBIC)
Uriin Kodu (Product Code) : 704765 TR LIMS Parti no (LIMS Batch Number) 1 1403329
Dok fik Yayut Taribi (Firs1 fssue Date) : 27.02.2018 SAP Kontrof Parti No.(S4P Conirol No) ;6753166
Dok.Revizvon Tarihi fDoc.Revision Dase 1 27.02.2018 Parti NogBaich N +  SLEOO260
Dok Son Kull, Tar.(Doc.fixpiry Dotej : 27.02.2028 Dok Revice No (Doc.Revision Number) |
Test (Paramerer; o Limitier Limis Sonug (Resuly) Degerleme (Sans;
Replicate Coume: 15 480,20 mg, Kabul{Comply)
Replicate Count: 18 480,20 mg, Kabul{Comply}
Replicass Couns: 17 460,20 g Ksbul{Comphy}
Replicke Count; 18 430,20 tng Kahus{Comply)
Replicate Count: 1 480,20 mg Ksbul(Comply)
Replicase Comt: 20 48020 mg Keul(Comply)
AGIRLIK TEKDUZELIGH - Degeriama 2/20 Uygun {Conforms) KabultComply)
UZUNLUK (YAKLASTK 16 MM) ALENGTH (APFROX 16 MM)- ) 16.02m KabulfComply)
LENGIH (APPROX 16 MM} ) Nominal Valoe: 16 mm
GENISLIK (YAKLASIK 8 MM) {WIDTH (APPROX 8 MM} - ] 20dmm Kabul{Comply)
WIDTH (APPROX 8 MM) ) Nomiual Valoe: 8 mm
KALINLIK {THICKNESS } 42-48mm 4,4 ot Kabul{Comply}
KURUTMA KAYBI (GRANUL ASAMAS]) /LOSS ON DRYING NMIQMAX] 3,0 % 13% KabuliComply)
{GRANULE STAGE) }
GORUNUS {GRANUL ASAMAST) AAPPEARANCE (GRANULE HEMEN HEMEN RBEYAZ-SARIMSE GRANUL. {(ALMOST Uygun {Confortns) KabuliComply}
STAcE)) WHITE-YELLOWISH GRANULE)
Nuwmume No (Sample No); 5004242 : Yarr (Jrin (Semi Finish Product)
BULK YOGUNLUK (GRANUL ASAMASY) XBULK DENSITY 400.0- 70,0 g/1000m) 627,61 /1000 Ketwk{Corply)
(GRANULE STAGE) )

eGMP kurallarsErilnkin firetim yéntemi, trend raporiar: ve test sonuglan dikkete alinerak incelenen test kayiifarioa ghire bu sarj
satisa uygundur. (According to the controlled bateh records, which are considered cGMP's rules, protocol,irend report and result of
product, this batch s suitable for selling. )

fanim Karan (Usage ion, : KABUL{ACCEPTED)
Kul Kor, Veren (Approved by) :Melek Itk (Quallty Assurance Specialisy) Tarih (Date) 99,10.2018 8:56:12

This cerdficnte of anabuly has been electronically signed from a validated LIMS
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