TEJI3AII, 80 MI', 30 TABJIETOK (POCCHA )

SANOFI .2

Cepruduxar anaansa

Howmep cepun: ALB03683
Kona nmpoxyxra: 680882
JlaTa mpou3BoJCTBa: 15.05.2020
JlaTa OKOHYaHUS CPOKA TOAHOCTH: 04.2022
JlaTa nmpoBeeHUs aHAJIN3a: 05.06.2020
Pa3zmep cepun: 324.000 kr
Kon-Bo ynakoBok: 22365 ynax.
Howmep Peructpanmonsoro

YAOCTOBEPEHHUSL: JIT1-003545
HaumenoBanue ADU /Anpec

npousBojacTBa ADOU: Tenmucapran / A®U UNIT-1, PANELAYV, Gujarat State, India-389 350

HaunmenoBanue nocrapuiika ADU: AnemMouk

Amnanuz Criennpukanus Pesynbrar Cratyc

Onwucanune (Buemnuit Bu) IIponosnrosarsie, IBOSIKOBBIITYKJIbIe TAOJIETKH OT MOYTH IIpononrosarsie, CooTBeTcTBYyET

6e110r0 10 XKENTOBATOTO I[BETa C TPaBHPOBKOU «80» HA OJHOHU |IBOSKOBBITYKIbIC TAOICTKH OT

CTOpPOHE. IOYTH OEJI0TO 10 KEITOBATOrO

1[BETa C 'paBUPOBKOH «80» Ha
OJIHOH CTOpOHE.

Togmuunocts (BOXX) Toamuunocts (B2XX).Bpems ynepkuBaHus OCHOBHOTO IonoxuTenasHoO CooTBeTCTBYET

MMKa Ha XPOMAaTOrpaMMe UCIBITYEMOr0 pPacTBOpa,

HPUTOTOBJICHHOTO JUISl KOJIMYECTBEHHOTO ONPEACIICHUS,

JIOJDKHO COOTBETCTBOBATh BPEMEHH YICPIKHBAHUS OCHOBHOTO

MMKa Ha XpOMaTorpaMMe CTaHAapTHOTO PacTBOpa

TeJIMHCapTaHa.
TogmarocTs BOXX /Y ©- BOXX /Y®-cniektpodoTomerpust Y D-crekTp OCHOBHOTO IonoxuTenabHO CooTBeTCTBYET
CIEKTPO(POTOMETPHS MIKa Ha XpOMATOTPaMMe HUCIIBITYEeMOTr0 PacTBOpa,

HPUTOTOBJICHHOTO JUISl KOJIMYECTBEHHOTO ONPEACIICHUS,

JIOJDKEH COOTBETCTBOBAThH Y D-CIIEKTPy MUKA TeIMHUCAPTaHa

Ha XpOMaTorpaMMe CTaHJapTHOTO PacTBOPA.
Cpennsisi macca Tabietok (Esp. 0,456 - 0,494 r. 0, 480 CooTBeTcTBYyET
®apm. umu 'O PD)
PacTtBOpenune He menee 75 % (Q) ot 3asBneHHOr0 KoandecTsa depes 30 103 CooTBeTCTBYET
(EBp. ®apm. umu I'® PO, YD- MUH
CIeKTPo(oTOMETPHS)
Poxcreennsie npumecu (BOXKX)
EnuHnyHas naeHTHOUIHPOBaHHAS
IPUMECh ne 6oiee 0,2 %; H/O

CooTBeTcTBYyET

Enununynas
HenaeHTH(UIUPoBaHHAst TpuMech [He Ooxee 0,2 %; H/O
CymMa npumeceit He Gouee 0,5 %. H/O
OcTtaTouHble OPraHUYECKHe Otanon — He 6onee 20000 ppm 10702 CooTBeTcTBYyET
pactBoputenu (I'X)
MukpoOHOTOrHIecKast IUCTOTa
TAMC He 6osee 1,000 KOE/r <5
TYMC He 6onee 100 KOE/r <5 CooTBeTCTBYET
Escherichia coli OTCYTCTBUE OTCYTCTBUE
OHOPOAHOCTB T03UPOBAHUS AV <15 42 CooTBeTCTBYET
(I'® PD um Esp. Papm.)
KonmnuectBenHoe onpezencHue 76,0-84,0 mr/Tabi. 81.4 CooTBeTcTBYET
(BOXX)
‘YnakoBka IIo 10 tabnerok B 6muctepe u3 OIIA/Amo/IIBX/Amo. Ilo 3, 6 [ CooTBeTcTByeT CooTBeTCTBYET

i 9 GaMCTEepOB TOMEIIEHB! B MauKy KapTOHHYIO BMECTE C

HMHCTPYKIHEH 10 IPUMEHEHUIO.

Hacrostmum noareepsknaercs, uro (Temsan SOMr 30 Ta6J'IeTOK) (COOTBETCTBYET TpeGOBaHI/ISIM HopMamsHoﬁ JloxymeHTanuu (KaKk 9acTH

3aperuCTPUPOBAHHOI B Poccnncxou
Jara Bbiycka: 11.06.2020
Tloanuce/mara: 11.06.2020

®denepauun B HACTOSIINI MOMEHT.

Mwmst meyaTHBIMU 6yKBaMI/II

Melek Isik Arzu Gungemir

JloJKHOCTD

Y10THOMOUYEHHOE JIUIIO0
/noonuce/_11.06.2020
11.06.2020

Crapmuii cienuanucT oTaena
KOHTPOJIS KauecTBa /100nUCt/

KiouykkapuwitupaH max. Mepkea Cok. Ne:

«CaHodwm CaHanu Be Tumkapet A.LL.»

223/A Broittokkapuwtupan/ 39780 NMionebypras, Typuwms Ten.: (0288) 427 10 10 dakc: (0288) 427 14 55-56, Tupxapet CVIHK No St 132::

Crpanuua Ne: 1um3 1
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Batch Number
GMID

Manufacturing Date
Expiry Date
Analysis Date

Batch Size

Shipped Quantity
Market Authorization Number

API Name/Address of manufacturing site

API Supplier Name

TELZAP 80 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS
ALB03683

680832
15.05.2020
04,2022
05.06,2020

324.000 KG

22365 PAC
LP-003545

Telmisartan/API UNIT- LLPANELAV,Gujarat State,India-389 350

Alembic

Analysis Specification Results Conforms
: . E , bi 5 i
. . . 7 Elongated, biconvex tablets, from almost white to yellowish in color, embossed longa_ledA biconvex tablets, ﬁ'o‘m ilmf’,s’ whiteito

Description (Visual inspection) s . vellowish in color, embossed with “80 on one Conforms

with “80" on one side. A

side.

Identity HPLC Retention time of the main peak in the chromatogram of the test

Identity (HPLC) solution prepared for the assay should correspend to the retention time of the o
f ; ; A Positive

main peak in the chromatogram of telmisartan standard solution, Conforms

HPLC/UV spectrophotometry UV spectrum of the main peak in the
Identity chromatogram of the test solution prepared for the assay should correspond to the Positive Conforms
(HPLC/UV spectrophotometry) UV spectrum of the main peak in the chromatogram of telmisartan standard !

solution,
Average mass of a tablet (Ph.Eur. or PhRU) 0.466-0.494 g 0.480 Conforms

issoluti .Eur. or PhR v N s
Distolution (Pl.Eur. or PERU), U Not less than 75 % (Q) of the declared content in 30 min 103 Conforms
spectrophotometry
Related Sunstances (HPLC) N.D
Any individual identified impurity Not more than 0.2 % N.D Conform
Any individual unidentified impurity Not more than 0.2 % N .D Kl
Total impurities Not more than 0.5 % i
Residual organic solvents
thanol-Not 10702 fc
(Gas liquid chromatography) Ethanol-Not more than 20000 ppm 07 Conforms
Microbiological purity (Ph.Eur, or PhRU)
TAMC Not more than 1000 CFU/g <5
TYMC Not more than 100 CFU/g <5 Conforms
E.Coli Absent/] g Absent
Content Uniformity (Ph.Eur. or PhRU) AV<15.0 4.2 Conforms
Assay (HPLC) 76.0-84.0 mg 81.4 Conforms
. 5 10 tablets per a blister made from Opa/AlwPVC/Alu. 3, 6 or 9 blisters along with

Packaging and Labelling the package insert in a cardboard box. Conforms Conforms

A
gut
Mk
Release Date 11.06.2020 /') ! \)'\?'
Signature/Date 11.06.202 / ." o
x | & Ira O "
Printed Name Melek Isik Arzu Gug\‘g&'ﬁrﬂﬁ ; ;O & 1_0 Elif Okurgan r[ O 6 -DD
Title Qualified Person (QA) Senior .S[becialist uYQ dmpliance) Specialist of QC (C pli
I1ob2a2= N 1/
Sanofi llag Sanayi ve Ticaret ALS.
: rhiye Tel 88) 427 -Fa 2B8) 427 14 55-5

Kaglishkangtwran Mahalesi Morker Soka

s k Ne. 22A BOylkkarigtirnn - 3978
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