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* . CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: Tencaprau® (Teamucapran) Tabaerku 40 mr

Market / PriHok : Russia / Poccua

praveli e ¢ : B2502559 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Paszmep cepuu

Analytical Repourt No./ - 2002FP25002001 Date of Analysis / . 23-08-2025
AHanuTH4YecKHi oTyeT Ne Jarta ananuza

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa nponsBoacTBa T'onen oo

Mfg. License No. /

IMpousBoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI"-RU)
nuueH3us Ne

Analysis performed according ND No / Auasius nposenen no HJ Ne: JITI-Na(005432)-(PT-RU)-130524

Page 1 of 6 / Crp. 1 m3 6

1}00 Test / ITokazarenn Result / PesyabTaThl Specification / Hopma
1 | Appearance/ Onucanue White, capsule shaped, biconvex tablet with |White to off-white, capsule shaped, biconvex
“T” and “L” debossed on both sides from [tablet with “T” and “L” debossed on both sides
break line on one side and “40” debossed on |from break line on one side and “40” debossed on
the other side. / Ta6netka kancymorumnoit [the other side. / TabneTka xancynoBuaHOH
(opMBI, JBOSKOBBINyKTas, Genoro ugera, |POPMBL, IBOAKOBBINYKNIAs, GENOrO HIM MOYTH
Ha OJTHOM CTOPOHE pa3fie/INTe/bHas pUCKa 1 6exoro 1BeTa, Ha OAHOM CTOPOHE pa3feNuTeNbHAas
THcHeHue «T» 1 «L» 10 pasHbe CTOpoHpl [PHCKA U THCHEHUE «T» u «LL» 10 pazHble CTOPOHBI
OT Hee, Ha APyroii cTOpoHe THcHeHHe «40y. |OT HEE, Ha APYrofi cTopoHe THCHeHHE «40.
2 | Identification / The retention time of the main peak in the |The retention time of the main peak in the
Haentupurkanms chromatogram of the ‘test solution |chromatogram of test solution should correspond
corresponds to that in the chromatogram of [to that in the chromatogram of telmisartan
telmisartan reference standard solution./ |reference standard solution (Assay section)./
Bpems ymep»UBaHHUA OCHOBHOTO TMHKa Ha |BpeMs ydepXKHBaHHS OCHOBHOTO TIHK4 Ha
XpOMaTOIrpaMMme HCIBITYEMOT0 pacTBOpa |XpoMaToTrpaMMe UCIBITYEMOrO pPacTBOPa MOJIKHO
COOTBETCTBYET BpEMEHH YAEPKUBAaHUS |COOTBETCTBOBATH BpEMEHH YIepKUBaHUA
OCHOBHOIO [IMKa Ha XpOMAaTOrpamMMe |OCHOBHOTO NHKa Ha XpoMaTorpaMMe pacTBOpa
pacTBOpa CTaHAaPTHOTO obpaslia |cranmapTHoro obpasua TenMucapTaHa (pasnen
TeNIMHCapTaHa. «KonuecTBeHHOE ONpeeIeHHE ).
3 | Assay/ KonnyecTBenHoe 40.7 mg / 40,7 mr 38.0 mg to 42.0 mg of C33H30N4O- (telmisartan)
onpeaesieHne (101.8% / 101,8%) (95 to 105 % of label claim) per tablet. / Ot
38,0 Mr 1o 42,0 mr C33H3oN4O, (TemmucapTas) (oT
95 mo 105 % OT HOMMHAJTBHOIO COIEpXKaHUA) B
TabneTKe.
4 | Water / Boga 1.9%/1,9% Not more than 6.0 %. /
He 6onee 6,0 %
5 | Disintegration / 09 min 19 sec/ Not more than 15 min /
Pacnagaemocthb 09 mun 19 cex He 6onee 15 mun
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [poaykr coorsercTByeT Tpebosarmam HJI 3akniouenue: OJOBPEHO
Prepared by / ITonrotoneno: (|Checked by / Ilposepeno: [|Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality ITposepeno (AOK): Assurance/Authorized person /

S. Meera Saheb - Quality
Assurance- Team Member

Omno6peno: Obecneuenne
kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quality Assurance- Team
Member

control- Team Member

A

Team Member

g

1
Date /ITaTa: 26-08-2025 Date /[{ata: 26-08-2025 Date /JTata: 26-08-2025 Date /JTaTa: 26-08-2025
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¢ y . CERTIFICATE OF ANALYSIS
CEPTUO®OHUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IpoaykT: Tencapran® (Teamucaprau) Tabaeriu 40 mr

Market / Prinok : Russia / Poccus

BatchiNg. : B2502559 Ratch Quantisy . 406.000 KG / 406,000 KT
Cepus No Pazmep cepuu

Analytical Repovrt No./ . 2002FP25002001 Date of Analysis / . 23-08-2025
AHanuTHyeckuii oTyeT Ne Jarta ananusa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npou3BoACTBA I'onen no

Mifg. License No. /

IIponsBoacTBeHHAst : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
Juuen3us Ne

Analysis performed according ND No / Anaiuz nposeger mo HI Ne: JITT-Ne(005432)-(PI'-RU)-130524

Page2 of 6 / Ctp.2 u3 6

1;.00 Test / IlokasaTtenn Result / PesyabTaTsl Specification / Hopma
6 | Dissolution / 102%, 100%, 99%, 101%, 100%, 101% |Not less than 75 % (Q) of C33H3N4O,
PacTtBOpenue (telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H30N4O2 (Tenmucapran)
yepes 30 MuH.
7 [Related Suhstances / Tass than T.O0Q (T.0O0Q — 00N3%) / Hinwe |Tmpurity A —not mare than N2 94,/
PoacTBeHHbIE IPUMECH npejena KOJHWYECTBEHHOIO OIpEeAENIeHus [IpuMeck A — He Ooree 0,2 %
(IIKO = 0,003%) )
Impurity B —not more than 0.2 % /
Not detected / ne o6Hapy)eHa npumech B — He Gonee 0,2 %
Not detected / He oOHapyxeHa Impurity D — not more than 0.2 % /
npuMeck D — He bosee 0,2 %
Not detected / 6
Ot defocted [ He obRapyxena Impurity TMS1 — not more than 0.2 %/
Less than Limit of Detection (LOD =|"PHMeECh BNVIS] ~IHE) Gencel0ize
0.0025%) / Hmke npenena obuapyxenus|Dimer acid impurity — not more than 0.2 % /
(ITO = 0,0025%) MpUMech TMMEPHOM KHMCIOTh! — He Goee 0,2 Y%
Less than LOQ (LOQ = 0.005%) / Huxe Chloro analogue impurity— not more thazl 0.2 %/
Mpejienia  KOJNMYECTBEHHOTO — ONpeeneHus |IPHMECk XJ10po anaora — ke Gosee 0,2 %
(ITKO = 0,005%) Any unspecified impurity — not more than 0.2 % /
y unsp purity
eIMHUYHASA HeUAEHTUDULHPOBAHHAS NPUMECH —
Not detected / He 0OHapyXeHa He Gomee 0,2 %
Not detected / He o6HapyxeHa
Total impurities — not more than 1.5 % / cymma
npumeceit — He Gosee 1,5 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [poayxT cooTBeTcTBYET TpeGoranusM HI 3akmoyenue: OJJOBPEHO
Prepared by / IToarotosneHo:  |(Checked by / Iposepeno: |[Checked by (AQA) / Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality [Tposepeno (AOK): Assurance/Authorized person /
Team Member control- Team Member S. Meera Saheb - Quality OnobpeHo: ObecrieueHne

\ % i Assurance- Team Member |{kagecTBa/OTBEeTCTBEHHOE JIUIIO:

. S. Haneef- Quality Assurance- Team
Member

X
Date /Jlata: 26-08-2025 Date /1aTa: 26-08-2025 Date /JTaTta: 26-08-2025 Date //laTa: 26-08-2025
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Tencapran® (Teamucapran) Tabaerkn 40 Mr

Market / Poinok : Russia / Poccusa

Batch No./ : B2502559 Batch Quantity / : 406.000 KG /406,000 KT

Cepus Ne Paszmep cepun

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025

AHaNMTHYECKMIi oTueT Ne Jara ananusa ]
Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JaTa npon3BoacTBa T'open no

Mfg. License No. /

ITpousBoacTBEHHASI : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)

Junen3us Ne

Analysis performed according ND No / Ananuz nposenen no HJ[ Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 3 of 6/ Ctp.3 u3 6

No

No Test / Iloka3aTens Result / PeayabTaThl Specification / Hopma
8 | Uniformity of dosage units 16/1,6 Acceptance value (AV) should be not more than
/ 15.0./
OnHopoaHOCTH [Noka3zatens npueMieMocTd (AV) 1o/KeH ObITh

AO3UPOBAHHBIX €JHHUI]

He 6onee 15,0.

9 | Microbiological purity* / Mukpo6uoJsioruueckast 4ucToTa™

Count / O01ee 4ucio
a3pOOHBIX MUKPO-
OpraHU3MOB

b) Total Combined Yeast
and mould count / O6uree
YUCIIO IPOJOKEBBIX U
IUTECHEBBIX rpubOB

a) Total Aerobic Microbial

Not Applicable Not more than 10° CFU/g /
He 6onee 10° KOE/r

Not Applicable Not more than 102 CFU/g /
He 6oxnee 10 KOE/r

Team Member

NS

c) Escherichia Coli Not Applicable Absentin 1 gram /
OTCyTCTBHE B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanne: IlpogykT cooTBeTcTBYET TpeboBauusm HJJ 3akmouenne: OJJOEPEHO
Prepared by / IToaroroeneno: |[Checked by / Tlposepeno: ||Checked by (AQA)/ Approved by: Quality
D. Latha - Quality control- N.V. Krishna - Quality ITposepeno (AOK): Assurance/Authorized person /

control- Team Member S. Meera Saheb - Quality Opobpeno: Obecnevenne
Assurance- Team Member ||kauecTsa/OTBETCTBEHHOE JIHLIO:

% S. Haneef- Quality Assurance- Team
Member

Date /[lata: 26-08-2025

Date /[laTa: 26-08-2025 Date /[aTa: 2\6-08-2025 Date /ITara: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTUOHNKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
I poaykt: Teacapran® (Tenmucapran) Tabmern 40 Mr

Market / Poinok

: Russia / Poccus

g O : B2502559 Balch Quangity . 406.000 KG /406,000 KT
Cepus Ne Pasmep cepuu

Analytical Repourt No./ . 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJIHTHYecKHil oT4eT No Jara aHanuza

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JlaTa npou3BoACTBA Tonen no

Mfg. License No. /

IIpousBoacTBeHHAS 1 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Anasu3 npoBeaen mo HJ Ne: JIII-Ne(005432)-(PT'-RU)-130524

Page 4 of 6/ CTp. 4 3 6

No

Test / [loka3zaTennb
Ne

Result / PesynbTaTthl

Specification / Hopma

10 | Package appearance /
Onucanune ymakoBKHu

10 tablets in a (PVC/Al/PA) foil / aluminum
foil blister. 3 blisters and a patient
information leaflet in a carton. /

Ilo 10 Tabnetoxk B Onucrepe H3
(IIBX/AVITA) donbru / anoMUHHEBOM
¢doneru. Ilo 3 Onucrepa BMeEcTe ¢
HUHCTPYKLMEH MO NPUMEHCHHI) B TAyKy
KapTOHHYIO.

7 tablets in a (PVC/AIVPA) foil / aluminum foil
blister. 2 or 4 blisters and a patient information
leaflet in a carton.

10 tablets in a (PVC/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information leaflet
in a carton. /

[To 7 tabnerok B Gnuctepe w3 (IIBX/AVIIA)
¢onbru / amomuHueBoit Qonsru. Ilo 2 unm 4
OnucTepa BMeCTe ¢ HHCTPYKLUEH [T0 TPUMEHEHHIO
B Ma4Ky KapTOHHYIO.

Ilo 10 rtabnerok B Gnucrepe 3 (IIBX/AI/ITA)
doneru / amomuHueBo# doneru. o 3 Gaucrepa
BMECTE ¢ MHCTPYKIIHE 1O MPUMEHEHHIO B NMayKy
KapTOHHYO.

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once per year).

The parameter may be absent from the Company's certificate of analysis.

o HpOBO,ElI/ITCﬂ INPOU3BOUTEIIEM IIPH BBIITYCKE IMEPHOANYECCKU (C HUHTCPBAIOM B OJHO UCIBITAHHUE HA 20 cepm?l WK He MeHee 1 pasa B FO,II.)

IokazaTens MOXeET OBITh HE BKIIOYEH B cepTUQUKAT ananu3a QUpMBLL.

Remarks : The Product confirms to ND/
ITpumeyuanne: Ipoaykt cootBercTByeT Tpebopanuam HJJ

Conclusion : APPROVED /
3akntouenue: OJJOBPEHO

Prepared by / I[lonrorosneHo:
D. Latha - Quality control-

Team Member

Checked by / ITposepeno: ||Checked by (AQA)/
N.V. Krishna - Quality ITporepeHo (AOK):

control- Team Member S. Meera Saheb - Quality

Assu rancg- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHye
kauecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Quality Assurance- Team
Member 3

Date /Iara: 26-08-2025

\
Date /J]ata: 26-08-2025 Date //lara: 26-08-2025

Date /TaTa: 26-08-2025
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
INpoaykr: Tencapran® (Teamucaptan) Tabaeru 40 Mr

Market / PriHok : Russia / Poccus

gratch B05 : B2502559 Batch Quantity / . 406.000 KG /406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AHaJuTH4YecKni oTyeT Ne JaTa anannsa

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

Jarta npousBoacTBa T'open no

Mfg. License No. /

Ipon3BoacTeeHHAst : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT"-RU)
JuueH3us Ne

Analysis performed according ND No / Anaau3 npoBegen no HI Ne: JITT-Ne(005432)-(PI'-RU)-130524

PageSof 6/ Crp.5u3 6

API name (INN) / Haumenosanne A®C (MHH):

Telmisartan / TenmucapTan

API manufacturer batch number /
Homep cepun npouseoaurtesss ADC:

ABSHO002691, ABSH002448

FP Manufacturer API Batch number /
Howmep cepuu cydeTanumnn npouspoautens I'JId:

FBSA00197, FBSA00196

API Manufactured by & country /
Ipouspoautenr ADC, ctpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Penawn’c JlabopaTopuc JIta., Ueaus

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HaumeHnoBaHue, agpec, iuueH3usa 1is IIponsBoacTBeHHas

miomaaka / Ilomanka KOHTPOJA KavYecTBa / Tlnomiaaka BbBINTyCKA

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/E/R) /
[IpouseoacTBeHHOE nonpasaenenue-1I, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bwinamk, bauynamnu Mangan, Meadan
Mankamxrupu Juctpukt — 500 090, wrar
Tenanrana, Uunust (JInneHsus Ne
63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00573-2022 dt. 19 August 2022) and requirements
to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic

Union is established».

Remarks : The Product confirms to ND/
Ipumeuanue: IIpogyKT cooTBeTCTBYET TpebopaHmam HJI

Conclusion : APPROVED /
3akmiouenne: ONOBPEHO

D. Latha - Quality control-
Team Member

N.V. Krishna - Quality
control- Team Member

iy %

Prepared by / ITonrorosneno: ||Checked by / IIposepeno: ||Checked by (AQA) /
[Mposepeno (AOK):
S. Meera Saheb - Quality Onobpeno: ObecneueHue
Assurance- Team Member |[kauecTBa/OTBETCTBEHHOE JIALIO:

Approved by: Quality
Assurance/Authorized person /

S. Haneef- Qyality Assurance- Team
Member R L

—

Date /J/lata: 26-08-2025

)
Date /[lata: 26-08-2025 Date /[TaTa: 26-08-2025

Date /Hata: 26-08-2025
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* Y : CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
ITpoaykT: Tencapran® (Tenmucaprad) TaéneTku 40 Mr

Market / PoiHOK : Russia / Poccnst

BRICUFR Y . B2502559 Bateh Quantity / . 406.000 KG /406,000 KT
Cepust Ne Pa3zmep cepum

Analytical Repourt No. / . 2002FP25002001 Date of Analysis / . 23-08-2025
AnanuTHyeckuii oryer Ne JaTa aHajau3a

Date of Manufacture / . 30-07-2025 Date of Expiry / . 30-06-2028

JaTa npou3BoAcTBA I'open g0

Mfg. License No. /

IIpousBoacTBeHHAsA : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JanueH3nsa Ne

Analysis performed according ND No / Ananu3 npoBeaes mo HJI Ne: JIIT-Ne(005432)-(PI'-RU)-130524

Page 6 of 6 / Ctp. 6 m3 6
3aKi04YeHne 0 COOTBeTCTBHN: «HACTOAIINM 5 MOATBEPK K0, UTO NMPUBEJEHHAS BbIIIe HHQOPMAUKA SBIAETCS JOCTOBEPHOMA
¥ TO4HOM. DTa cepys NPOIYKIMH MPOM3BEIeHA (BKII0Uas yNakoBKy (MapKHPOBKY) H KOHTPOJb Ka4eCTBa) Ha BhIILCYKa3aHHOM
MpPOM3BOACTBEHHOH IIomlanke (MIOUIaAKax) B IOJHOM COOTBETCTBHH C TpeGoBaHusamu IIpaBHI  HamexkalleH
TIpOH3BOJICTBEHHOM NpakTHKh EBpasuiickoro sxoHoMudeckoro coroza (Ne GMP/EAEU/RU/00573-2022 ot 19 aprycra 2022)
M TpeGOBaHMAME KOHTPONS KauyecTBa JIEKAPCTBEHHBIX CPENCTB, @ TakKe B COOTBETCTBMM CO CMCLMGHKALUAMY,
COfIEPYKAILIMMHECS B PETUCTPALIHOHHOM [0Che CTPAHBI-UMIIOPTepa. 3aMKCH 110 IPOU3BOACTBY, YIIAKOBKE M aHAIU3Y NPOBEPEHBI,
M YCTAaHOBJEHO HX COOTBeTCTBHME TpebGoBaHMsM IIpaBun Hajnexalledf NMPOM3BOACTBEHHOW mNpakTiky Eppasuiickoro
3KOHOMHYECKOT0 COI03ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Ipoaykr cootBeTcTByeT Tpebosanusm HJI 3akmouenue: OJOBPEHO
Prepared by / IToarotosneno: |[Checked by / ITpoBepeno: ||Checked by (AQA)/ Approved by: Quality

D. Latha - Quality control- N.V. Krishna - Quality [Mposepero (AOK): Assurance/Authorized person /
Team Member control- Team Member S. Meera Saheb - Quality Onobpeno: Obecrieuenne

Assurance- Team Member ||kauecTsa/OTBeTCTBEHHOE JIULIO:

Lgd/ /é g S. Haneef- (ﬁialily Assurance- Team

Member

- 7
Date /IMata: 26-08-2025 Date /JTata: 26-08-2025 Date /Jlata: 26-08-2025 Date /[laTa: 26-08-2025




