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TEJ3AIL, 40 MI', 30 TABJIETOK (POCCHS1 )

CepTuduxat aHanusa

Homep cepiiu: 9LBO7755

Kon npoaykra: 630880

Jara nponseoncTea: 01.11.2019

Hara okoHuanus cpoka rognocti: 10.2021

Jara npoBeaeHuA aHanH3a: 18.11,2019

Pasmep cepuu: 108.000 KI'

Kon-ee ynak.: 14045 Ynak

Homep Per.ynoctas.: JIT1-003545

AJpec NpoH3BOACTEA : TEJIMHUCAPTAH / Ianenae ,I'ymxapart ,Unaua-389 350

AHanuTHyeckuH MeTom: AJIEMEHUK

AHanus Creundmkaunna PesyawTar Cratyc

Onucanne (BHewrni Buo) [NpononroBatbie, ABOSKOBBINYKNbIE [Mpoaonrosarsie, CootBeTcTBYET
TabreTkH oT NOuTH HENOFO 1o ABOAKOBBINMY KNbic TAGNETKH OT
ENTOBATOrO UBETA ¢ PUCKOH ¢ ABYX nouTH Georo A0 KenTOBATOrD
CTOpPOH. LBETA C PHCKON ¢ ABYX CTOPOH.

lMoanunuocts (BIXX) Moanuunocts (BINX).Bpems MosoxkutensHo CooTeeTcTBYET

YACPHKHBAHHA OCHOBHOIO NUKA Ha
XpOoMaTorpaMMe HCBITYEMOrD pacTsopa,
MPHTOTOBNEHHOMO /1A KOIMYECTBEHHOTO
onpeneneHns, KOMHHO COOTBETCTBOBATE

BPEMEHH YREPHHBAHHA OCHOBHOTO MHKA

HA XPOMATOTPAMME CTAHJapTHOTO

PAacTBOPA TEAMHUCAPTAHA.
MNMoanuuHocTe BOXX /Y ®- B3XX /Y D-cnextpodotosmetpus Y-  |TlonoxutensHo CoorseTcTByeT
cnexTpooToMeTpHA CNEKTP OCHOBHOTO MHKA HA

XPOMATOrpamsie HCMBITYEMOrO PAcTBOPa,
[PUrOTOBNEHHOTO ANA KOMHYECTBEHHOTO
onpeeneHHs, NOMKEH COOTEETCTBOBATE
Y@-cnekTpy NHKa TEAMHCAPTAHA Ha
XPOMATOrpAMME CTAHAAPTHONC pacTsopa.

Mpeanpusitue; «Canodu Canann e Tuaxaper A.l.» [onoawnot odue:
Kiouymapwrmupan mMax. Mepkea Cox. Ne: 223/A BloRorkapuwThpaHy NioneSypras 193 yn. byroxaepe, (atax 4), Crambyn, 34394 Typuna Ten.: {+080) 212 339 39 00
39780, Kupnrapenw, Typuna Ten.: (+90) 288 427 10 00 ®axe: (+90) 268 427 14 55.56 axc: (+80) 212 339 11 99 E-maiksancfilac@sanoli.com — www._sanofi.com
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TEJI3AIN, 40 MT', 30 TABJIETOK (POCCHSI )

Cepraduxar ananmsa

Homep cepun: 9LB07755

Kona npoayxra: 680830

Jarta npoussoacTea: 01.11.2019

Jata okonuanua cpoka roaHocT; 10.2021

Jata npopeaeHHs aHanu3sa: 18.11.2019

Pasmep cepun: 108.000 KI'

Kon-8o ynak.: 14045 Ynak

Howmep Per.ynoocras.: JIT1-003545

Apnpec NpoM3BOACTRA * TENMHCAPTAH / Manenas ,['yaxapat ,Munva-389 350
AHanuTHveckHii MeTon: AJIEMBHK

Cpennan macca tabnerok (Esp. 0,233 - 0,247 1. 0,241 CootsercTayer

dapym. unn I'd PO)

OanoponHocts No Macce 29/30 nonosuHox Tabnetok — ve fonee | CooreeTcrByeT

L ST S (2 50 115 % ot onpeaeneuHoil cpeaneii Macchl;
unu [P Pd) CooTBeTcTRYET

1/30 nonosuHok Tabnetok — ue Honee +

25 % oT onpeNeneHHOl cpeaHedl Maccsl.

Cooreercreyer

PacreopeHue He aenee 75 % (Q) OT 3aABNEHHOCO 98 CooTsercrayer

konkuecrsa depes 30 MUH
(Esp. ®apM. vnu I'h P, Y-
cnextpodoToMeTpHa)
Npegnpusmae: «Canodu Canaiu e Tuaxaper A.ll.» 0, 0% odhuc;
Kiouykrap paH max. Mepred Cox Ne: 227A Bodikxapuwrvpan Monabypras 193 yn. byoxaepe, (aTax 4), Ctambyn, 34394 Typuyua Tan.: (+090) 212 338 3900
38780, Kuipnrapenw, Typura Ten.: (+90) 288 427 10 00 Gaxc: (+90) 288 427 14 55.56 ®ake: {+80) 212 339 11 99 E-mail:sanofilac@sanefi.com — www.sanofi.com
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TEJI3AII, 40 MT', 30 TABJETOK (POCCHA )

Cepruduxar ananusa

Homep cepuu: 9LB07755

Kon npoaykra: 680880

Hata npoH3BOACTBA: 01.11.2019

Jata okoHuaHus cpoka roanocte: 10.2021

Jara npoBeneHns aHanu3a: 18.11.2019

Pazmep cepum; 108.000 KT

Kon-go ynak.: 14045 Ynax

Homep Per.ynocras.: JIT-003545

AJLlpec NPOH3BOACTEA : TEJIMUCAPTAH / Nanenae ,['ymkapat ,Mnana-389 350
AHanHTHYecKkHiT MeTOA: AJIEMBHK

Poacteennrie npumecu (BIXKX)

Eannnunas naentadunposartas  |#e Gonee 0,2 %; H/O
IMPHMECh

Ennununan nenleHTHGHURPOBAHHAS

anMBCh He Gonee 0,2 %: 0.05%
Cyatma npumeceit CooTsetcrayer
He Gonee 0.5 %. 0.09%
OcTaTouHBIE OPIaHH-YECKHE Otanon — He 6onee 20000 ppm 6351 CooTeeTcryer
pacteoputent {I'X)
Npeanphatne: «Canodu Canaiiu e Tuaxaper A.lI.» [onosHON ogwme:
Hiouyxxap paH max. Mepxes Cox, Ne: 223A Brodiokkapulurnpar) Nicnebypras 193 yn. Byoraepe, (3tax 4), CramByn, 34394 Typuua Ten.: (+090) 212 339 39 00

329780, Kmpnrapenwn, Typuma Ten,: (+90) 288 427 10 00 Daxc: (+90) 288 427 14 55-56 Dane: (+90] 212 339 11 99 E-mail:sancfiilac @ sanofi.com — www.sanofi.com
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SANOFI

TEJ3AIL 40 MT', 30 TABJIETOK (POCCHA )

Ceprudukar anaansa

Homep cepum: 9LB0O7735
Koa nponykra: 680880
Jlata npoM3BOaCTRa: 01.11.2019
Hara okonyanus cpoxa roaHocti: 10.2021
Jata nposeneHua aHanuza: 18.11.2019
Pasmep cepuu: 108.000 KI'
Kon-go ynak.: 14045 Vnak
Homep Per.ynoctas.: JIM-003545
AJIpec NPOH3BOACTEA : TENMMHCAPTAH / Manenas ,['ymxapar HMuaua-389 350
AHaTUTHYECKHH MeTOA! AJIEMBHK
MuxpoGHonornyeckas Yncrora
TAMC He Gonee 1.000 KOE/r <5
TYMC He Gonee 100 KOE/r <5 CooTBeTCTRYET
Escherichia coli OTCYTCTBHE OTCYTCTBHE
ONHOPOAHOCTE AO3UPOBAHKA AV =15 7.0 CooTeeTcTBYET
(' Pd unu Esp. Dapm.)
Konuuectrennoe onpegenenye 38,0-42,0 mr/tatn. 387 CootBercTBYET
(BKX)
Mo 10 TabneTok & Onucrepe 13 CootBeTcTBYET CooTseTcTByET
OlNMA/AnTIBX/Anmo. Mo 3, 6 unu 9
YnakoBKa u Mapknposka 6AMCTEPOB NOMELUCHB! B TAYKY

Dpegnpurtne: «Canodu Cauaiu ae Tumxapet A.WW.» lonogHoi odimc:
KiouyreaphuTMpaH max. Mepres Cok. Ne: 223/A Eioriokkapuwtupand Mienebypraa 193 yn. Byoxaepe. (arax 4), CtamByn, 34394 Typuua Ten.. (+090) 212 339 39 00
39780, Koiprxaperm. Typuua Ten.” (+80) 288 427 10 00 daxc: {+90) 288 427 14 55-56 Paxc: (+90) 212 339 11 89 E-mal: sanofilac@ sanofi.com — www.sanafi.com
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TEJI3AIL, 40 MI', 30 TABJIETOK (POCCHSI )

CepTudukar ananusa

Homep cepuu: 9LB07755

Kon npoaykra: 680880

Jlata npouzsoacTea: 01.11.2019

Jlata okoHuaHMa cpoka rooHocTH: 10.2021

Jlata npoBeneHua aHanu3a: 18.11.2019

Pasmep cepum: 108.000 KI'

Kon-Bo ynak.: 14045 ¥Ynak

Howmep Per.ynocras.: JITT-003545

Apnpec npou3BOACTEA ! TEJIMHCAPTAH / [Manenae .I'yaxapat ,Muaua-389 350
AHanMTHYeCKKI MeTOon: AJNNEMBHK

KapTOHHYIO BMECTE C MHCTPYKUHEH no
TIPHMEHEHHIO.

Hactosmms noareepaaao, uro (Tensan 40mr 30 TaGnerox) npowen Bee CTAaMK MPOH3IBOACTBA JaHHOH CEPHH FOTOROTO NPOYKTA
MOHOCTEIO COOTRETCTBYIOT Tpebosanuam Haunexameh npoussoactsenroi npaktikn (GMP) EC, a Takxke (8 npegenax EC)
TpeCoBaHHAM, YKasaHHBIM B PErncTpaunoHHOM YA0CTOBEPEHHH CTPAHBI-HMIOPTEPA.

CornacHo ROCHE Ha CEPHID, KOTCPOE COOTBETCTBYET TPEBOBAHHAM TEKY LUETD craugapra GMP, nporokony o
NPOHIBOACTEE, OTHETY O TEHACHLUHKAX U PE3YNLTATY HCMLITAHHH NPOAYKUHH, AaHHAS CEPHA NOANEKHT BLITYCKY B
NpoRaxy.

Pewtenne o MCNOAL3OBAHHH : OHOBPEHO

Yreepaun :Melek Isik (Crpawnii cneusanucr otaena ofecneyenus Nara 28.11.2019
KayecTea)

Npeanpuatve; «Canodiu Canaiin e Tupwaper A Ll » L HOH DUC:

Hoouykapuwrupas max. Meprga Cox. Ne: 22/A BlofilokkapuiuTHpar Mionatypras 193 yn. Byiokgepe. (aTax 4), Crambyn, 34394 Typuma Ten.: (+090) 212 33939 00

39780, Kepriwapenu, Typuma Ten.: (+90) 288 427 10 00 Maxc: (+80) 288 427 14 55-56 Dake: {+90] 212 339 11 99 E-mail sanofilac®sanoli.com — www.sanofi.com

Crnganuyo Ne: 5wy 5



SANOFI .2

TELZAF 40 MG 3M TABLET (RL)

CERTIFICATE OF ANALYSIS

Bateh Number LBOITSS

GMID 680880

Manufacturing Date 01112019

Eapiry Date 10.202)

Asalysis Date 18.11.2019

Batch Size 108000 KG

Shipped Quantity 14045 PAC

Market Avtborization Number LP-003545

AFI Name/address of manulacturing site Telmisartan/AF] UNIT- 1 PANELAV Gujarat State India- 389 350

APl Supplizr Name Alembic

{ Asalyshy Specification Resuks Conforms
Elongated, biconvex tablets, from almost white to yellowish in color, with a score [Elongaled, biconvex tablets, fiom almost white 0]

Pescription (Visaa) Inspectioa) line on both sides. jyellowish in color, with a score line on both sides. (Conforms
Identity HPLC Retention time of the main peak in the chromatogram of the test

Identity (HPLC) sotution prepared for the assay should correspond to the relention hme of e %

. , N , Pasuive

main peak m the chi gram of te} d. 1! Coaforms
HPLC/UV spectrophatometry UY specirum of the mam peak in the

Identity h of the test solution prepared for the assay should comespond 1o the  Positive Confo

[(HPLC/UV speciropbotometry) UV spectrum of the main peak in the chromatogram of telmisartan standard onfarms
solution

Avernge niass of a tablet (Ph.Eur, Or PRRU)  [0.233-02475 0.241 Conforms
For 2% out of 30 halves of 1ablels - not mose than 4 15% of the estinated average

. 3 TRass, Conforms

Usifo of mass of divided fablets For 1 out of 30 halves of tablets - not more than &25% of the estimated averape Conforms

(Pb.Ewr. Or PBRUY)
mass, Conforms

Dissolution (Ph.Eur. Or PARU), UV N . .

ls pbotometry Notless than 75 % () of the declared content in 30 min 98 Conforms

Retated Sonstances (RPLC) N.D

Agy individual ideatified impurity Not more than 0.2 % 0;)5 Coa:

Any bndivid identified tmpurity Nol more than 0.2 % HS EoonCs

Total Inparites Nol miwe than 0.5 % i
Ethane!-Not more than 20000 ppm 6351 Confiorma
Not more than 1000 CFU/g < §
Not more than 100 CFU <5 Comformy
Absent/l g Absent

L.onteat Uniformhty (Ph.Eur. Or PMRU) AV<150 7.0 Conforms

Assay (HPLC) 38.0-42 0 mpfablet 387 Confooms
10 tablets per a dlisier made from Opa’AlwPVC/Al, 3. 6 or 9 blisters along with

'Echghg and Labelfing e package i in a cardboard box, Ceonforms Confams

1115 confirms that current batch of (TELZAP 40 MG 30 TABLET) meets the requireinents of the Normative Document (as 8 pan of Regulatory dossier] curvently registered in Russian Federation on the listed quality
Pparsmeters.

[t 33 kereby centified (hat bawch meets the requi ts of Sections Packaging and Labelling of Normative Dy : ly reg d in Russian Fed:
Releasc Date 1102009 Sl 2T
SignstureDate ®1L20019 3

: Mag-““q Emir Kemar ,28“‘9

Printed Name Melek Ipk Areu Glindendly),
Tithe Qualified Petson (QA) Sentor Speclatist of QC (C: B and Toll Profects) Speclalist of QC (Compll and Tol Projects)
| 28119 11
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