SANOFI .z

TEJI3AII 40 MI" 30 TABJIETOK (POCCHS)

Howmep cepuu:

Kon nponykra:

Jlata mpou3BOACTBa:

JlaTa oKOHUaHHMS CPOKA TOTHOCTH:
Jlata mpoBeeHMs aHAH3a:
Pa3smep cepuu:

OTnpaBieHHOE KOJTHMYECTBO:

Howmep Perucrpaunonnoro Y nocrosepeHus:
HaumenoBanne ADU/Anpec npou3BoacTBa:

Cepruduxar anaamnza

ALB02789
680880
16.04.2020
03.2022
13.05.2020
108 000 xr
14637 yn
JITI-003545

Tenmucapran / A®U Unit-1, Panelav, Gujarat State, nausi-

389350
IocraBux ADU: AnemOHK
Ananuz Creuudukanus Pesynbrar Craryc
Onucanue (BusyanbHblii) [Ipomonrosateie, IBOSKOBBITYKIIbIE [Ipononrosarsie, CooTBeTCTBYET
TabJIeTKN OT OYTH OEeNoro 10 JIBOSIKOBBIITYKJIbIE TAOJIETKH OT
JKEITOBATOTO I[BETA C PUCKOH C IBYX MIOYTH OEJIOTO IO XKENTOBATOr0
CTOpOH. I[BETa C PHCKOH C IBYX CTOPOH.
Toammnocts (BDXKX) TTomnmuunocts BOXX. Bpems IonoxurenpHbli CooTBeTcTBYET
yIep>KUBaHHs OCHOBHOTO ITMKa Ha
XpoMarorpaMMme UCHBITyEMOro pacTBopa,
MPUTOTOBJIEHHOTO ISl KOJIMYECTBEHHOTO
OTIpe/ieNIeHNs], JOKHO COOTBETCTBOBATH
BPEMEHH yJIep>KHBaHUsI OCHOBHOT'O MHKa
Ha XpoMaTorpamMMe CTaHAapTHOTO
pacTBOpa TeIMHCAPTaHa.
Hoammuocts (BOXX /Y- BOXX /Y ®-ciekrpodoromerpust. Y-  |IlonoxurensHbli CooTBeTcTBYET
CIIEKTPO(OTOMETPHST) CIIEKTP OCHOBHOTO ITHKA Ha
XpoMarorpaMMme UCHBITyeMOro pacTBopa,
MIPUTOTOBJIEHHOTO JUISl KOJIMYECTBEHHOTO
OIIpE/IeNICHNS], TOJDKEH COOTBETCTBOBATh
Y®-cniekTpy nuKa TelIMHcapTaHa Ha
XpoMaTorpaMMme CTaHJapTHOTO PacTBOPA.
Cpennss macca tabnetok (EBp. 0,233 - 0,247 1. 0.240 CooTBeTcTBYeT
®dapm. wim 'O PD)
OIHOPOIHOCTH 10 Macce 29/30 mosoBUHOK TabyeTok — He 6osee | COOTBETCTBYET
nozeneHnbix tabnerok (Eep. @apm. |£15 % or onpenenaeHHoM cpeaHel MacchL,
CooTBeTcTBYET
wm I'® PO) 1/30 nonoBuHOK TabneTok — He Gonee = [ CooTBEeTCTBYET
25 % ot ompenenaeHHON cpeqHel MacChl.
PactBopenue He menee 75 % (Q) oT 3asBIeHHOTO 101 CooTBeTCTBYeT
(EBp. ®apm. nnu ['® PO), V- KonmuecTsa uepe3 30 Mux
ceKTpohoTOMETPHUS
Poncreennsie mpumecu (BOXX)
Enunnunas uaeHtudunuposanHas  |He 6onee 0,2 %; He o0OHapyxeHo
IpUMech
. CooTBeTCTBYeT
Enunnanas nennentudunuposannas (He 6omaee 0,2 %; He o6napy»xeno
IpuMech
CymMma npumeceit He 6oiee 0,5 %. .
OcraTo4Hble OpraHUYEeCKUue Oranoxn — He 6onee 20000 ppm MCOO0TBETCTBYET

pactBopuremu (I'X)
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SANOFI .z

Howmep cepuu:
Kon nponykra:
Jlata mpou3BOACTBa:

I[aTa OKOHYaHUs CPOKa rOAHOCTH:

Jlata mpoBeeHMs aHAH3a:
Pa3smep cepuu:
OTnpaBieHHOE KOJTHMYECTBO:

Howmep Perucrpaunonnoro Y nocrosepeHus:
HaumenoBanne ADU/Anpec npou3BoacTBa:

TEJI3AII 40 MI" 30 TABJIETOK (POCCHS)

Cepruduxar anaamnza

ALB02789
680880
16.04.2020
03.2022
13.05.2020
108 000 xr
14637 yn
JITI-003545

Tenmucapran / A®U Unit-1, Panelav, Gujarat State, nausi-

389 350
[NocraBumk ADU: AneMOux
Ananuz Creuudukanus Pesynbrar Craryc

MukpoOuoIoruyeckas YucToTa
-O6uiee ynciio adpoOHBIX He 6oniee 1000 KOE/r 15
mukpoopraansmoB (TAMC)
-O01mee 9rceino IpoxkKKEBBIX 1 He 6onee 100 KOE/r <5
mwiecHeBbIX rpuboB (TYMC) CooTBeTCTBYET
-Escherichia coli OtcyTcrBUE B 1 T OtcyTcTBYyET
OIHOPOIHOCTH TO3UPOBAHUS AV <15 5,1 CooTBeTCTBYeT
(I'® PD unu Esp. ®Papm.)
KonunuectBeHHoe onpenencHue 38,0-42,0 mMr/Tabi. 38,7 CooTBeTCTBYeT
(BXX)

ITo 10 Tabnerok B GamcTepe U3 CooTBeTCTBYET CootBercTBYET
VnakoBka 1 MapKUPOBKa OITA/Amo/TIBX/Amo. Io 3, 6 wan 9

6IKMCTEPOB MOMELICHBI B MUKy

KapTOHHYIO BMECTE C HHCTPYKIHEH 110

MEULMHCKOMY ITPUMECHEHHIO.

Tonreepxxnaercs, uro nanHas cepus (Temsan 40mr 30 Tabnerox) cooTBeTcTBYeT TpeboBanusiM HopmaTtueHoit JlokymeHTamu (kak
4acTH PerucrpanioHHoro qoche), 3aperucTpHPOBaHHOM B HacTosIee BpeMs B Poccuiickoit @exepamnuy 1mo nepedncieHHbM

ImoKa3aTe/IsIM Ka4uyeCTBa.

Hacrosimum nmoareepskaaeTcs, 4To cepyst COOTBETCTBYET TpeOOBaHHMAM pa3enoB YnakoBka U MapkupoBka HopmaTtusHOI
JloxyMeHTanmu, 3aperucTpupoBaHHoi B Poccuiickoi denepanuy B HACTOSIIIEE BPEMS.

Jara Beimycka: 03.07.2020
TToamuce/mara: 06.07.2020

VM medyaTHBIMU 6yKBaMI/IZ

Melek Isik /noonucw/
06.07.2020

Arzu Gungemir /noonucv/
06.07.2020

Elif Okurgan /noonuce/
06.07.2020

JIOIDKHOCTD

VHOJIHOMOYEHHOE JIUIIO

Crapmmii cienuanmicT 1o
KOHTPOJIIO KQ4eCTBa. i, + -

_,gneuuanHCT 0 KOHTPOJIIO
ipa -Cfl..
|-xabioTBa
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SANOFI . g

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 40 MG 30 TABLET (RU)
CERTIFICATE OF ANALYSIS
ALB02789

680880
16.04.2020
03.2022
13.05.2020

108.000 KG

14637 PAC
LP-003545

Telmisartan/API UNIT-1,PANELAV,Gujarat State,India-389 350

Alembic

Packaging and Labelling

the package insert in a cardboard box.

Conforms

Analysis Specification Results Conforms
- . i 3 Elongated, biconvex tablets, from almost white to yellowish in color, with a score Elongated, biconvex tablets, from almost white to
Description (Visual inspection) 5 X e y 8 ; Conforms
line on both sides. yellowish in color, with a score line on both sides.
Identity HPLC Retention time of the main peak in the chromatogram of the test
Identity (HPLC) solution prepared for the assay should correspond to the retention time of the Positiv
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)  [0.233-0.247 ¢ 0.240 Conforms
For 29 out of 30 halves of tablets - not more than +15% of the estimated average
mass; Conforms
+ . £ divi . 5
Uniformity of mass of divided tablets For | out of 30 halves of tablets - not more than £25% of the estimated average Conforms
(Ph.Eur. Or PhRU)
mass. Conforms
Di i .Eur. A 7 s
issolution (Ph.Eur. Or PRU), U Not less than 75 % (Q) of the declared content in 30 min 101 Conforms
spectrophotometry
Related Sunstances (HPLC) ND
Any individual identified impurity Not more than 0.2 % N.D Crfes
Any individual unidentified impurity Not more than 0.2 % NbD
Total impurities Not more than 0.5 % i
Besiden) organte subrents Ethanol-Not more than 20000 ppm 12896 Conforms
(Gas liquid chromatography)
Microbiological purity (Ph.Eur. Or PhRU)
TAMC Not more than 1000 CFU/g 15
TYMC Not more than 100 CFU/g <5 Conforms
E.Coli Absent/l g Absent
Content Uniformity (Ph.Eur. Or PhRU) AV<15.0 5.1 Conforms
Assay (HPLC) 38.0-42.0 mg/tablet 38.7 Conforms
10 tablets per a blister made from Opa/AlwPVC/Alu. 3, 6 or 9 blisters along with
Conforms

Itis confirms that current batch of (TELZAP 40 MG 30 TABLET) meets the requirements of the Normative Document (as a part of Regulatory dossier) currently registered

parameters.

It is hereby certified that batch meets the requirements of Sections Packaging and Labelling of Normative Document currently registered in Russian Federation,

Release Date

Signature/Date

Printed Name

I
Melek Isik ; \/\"'\

Title Qualified Person (QA)

03.07.2020 . 7 ol Y
06.07.2020

Arzd Giindemir "~ ==
=L\

Olo-oH 2025 178

Sanofi llag Sanayi ve Ticaret A_S,

Ticarmt Sicl No, 5113

b.c1. 302

Senior S|;e‘c'iaiist of QC (Compliance and Toll Projects)

$ran - 39780 L Gleburgaz = Kordarel - Tourkiy

06 .02 o

Elif Okurgan
Specialist of QC (Compliance a

&

in Russian Federation on the listed quality

oll Projects)
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