Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIUM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg

Mpoaykr: Tencapran® H (ruppoxiopotuazupatrenvucapran) Tabnetku 12,5 mr+80 mr

Market / PeiHok : Russia / Pocens

Batch No. / . Batch Quantity / . 650000 tab /

Cepusi Ne g SR Pasmep cepnu * 650000 Tab

Analytical Repovrt No. / . 890001891560 Date of Analysis / . 24/06/2026
AHanuTHYECKHIT oTUeT No JlaTa ananuza

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

JlaTa npoH3BOACTBA T'oneH 10

Mfg. License No. /

IpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)
JauueH3usa Ne

Analysis performed according to ND / Anann3 nposenen no HJI:
Artworks of primary package approved: / MakeTsl nepBuuHoO#i ynakosku yreepaaenbi: 17.02.2025
Artworks of secondary package approved: / MakeTsl BTOpHYHOH ynakoBKH yTeepxaeHbl: 17.02.2025

PL approved: / JIB yreepxaen: 17.02.2025

JITI-Ne(001632)-(PT-RU)-040823

Pagelof 6/ Ctp. 1136

Test / MoxazaTeanb

Result / Pe3y1bTaThl

Specification / Hopma

Ne
1 |Appearance / Onucanue

Oblong biconvex bilayered tablets with
light pink layer on one side and white layer
with pink patches on the other side with
break line and 'T' & "2' debossed on either
side of break line. / Osanbhoii Gopmsl,
JBOSIKOBBITYKJIbIE, JBYXCIOIHBIE
TabJeTKW, OAWH CIIOH CBETIIO-PO3OBOTO
uBeTa, Apyroii cnoii Gemoro LBeTa C
BKparuieHHaMHu po3oBoro ueera. Ha 6emnoii
NOBEPXHOCTH TabNETOK MMEeTCs: PHCKa M
THCHEHUst «T» W «2» no pazHble CTOPOHbI
oT Hee.

Oblong biconvex bilayered tablets with light pink
to pink layer on one side and white to off white
layer with possible pink patches on the other side
with break line and 'T' & '2' debossed on either side
of break line. / OsamsHoii  dopmsl,
JBOSIKOBBITYKJIBIE, IBYXCIIOHBIE TaONETKH, OIUH
CJIOH OT CBETJIO-PO3OBOTO O PO3OBOrO I1IBETA,
Jpyroi cyoit oT 6e10ro K0 No4TH 6eJI0To LIBETA C
BO3MO>KHBIMH BKpAIUICHUsIMH po30Boro upera. Ha
6enoit MOBEpXHOCTYU TabNETOK MMEETCs pHcKa H
THCHEHUS «T» W «2» 1o pa3Hble CTOPOHBI OT Hee.

Identification / UgenTnduxanus
telmisartan and
hydrochlorothiazide /
menmMucapman u
2UOPOXOPOMUA3U0

The retention times of the main peaks in the
chromatogram of test solution correspond
to those in the chromatogram of telmisartan
and hydrochlorothiazide reference
standards solution (Assay section). /
Bpemena ynep)KUBaHUS OCHOBHBIX MMHKOB
Ha XpomarorpamMmme MCIIBITYEMOTO
pacTBopa  COOTBETCTBYIOT  BpeMEHaM
YOEP)KUBaHUS ~ OCHOBHBIX  MMKOB  Ha
XpOMaTorpaMme pacTBOpa CTaHTApTHBIX
o6pasnos TeNMuUcapTaHa "
THAPOXJIOPOTHA3KIA.

The retention times of the main peaks in the
chromatogram of test solution should correspond
to those in the chromatogram of telmisartan and
hydrochlorothiazide reference standards solution
(Assay section). / BpemeHa ynepKHBaHHS
OCHOBHBIX MUKOB Ha Xpomarorpamme
HCITBITYEMOro pacTtBOpa JOJKHBI
COOTBETCTBOBATH  BPEMEHAM  yIEp>KHBaHHA
OCHOBHBIX MHMKOB Ha XpoMaTorpaMme pacTBoOpa
CTaHOAPTHBIX  OOpaslOB  TeJIMHCapTaHa M|
ruapoxjoporuasuga (pasaen «KonmmuectBeHHOE
onpeneseHUe).

Disintegration /
Pacnagaemocrs

09 min / 09 Mux

Not more than 15 min/
He 6onee 15 mun.

Dissolution / PacTBopenue

Telmisartan / Tenmucapran

Unit-1/ Ta6n.-1 95 %

Unit-2 / Ta6n.-2 97 %

Unit-3 / Ta6n.-3 97 %

Not less than 75 % (Q) of C33H3oN4O2 (telmisartanj
label claim after 45 min. /
He wmenee 75% (Q) OT HOMWHAIBLHOrO

Remarks : The Product confirms to ND/
ITpumeuanne: [ponyyr

capTtBeTcTRYeT TpeGosanuam HJL

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / },/Qﬁhecked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /

HOﬂW np@ﬁyﬁ Hposepegiz(iOK): Ono6peHo: Obecniedenue kauecTsa/OTBETCTBEHHOE JIMLIO:
P =

Date / e G-9) Date /. 2028 Date / —pé-2reéd | Date / 6C —o(
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IIpoaykr: Tencapran® H (ruppoxnopornazuntrenmucapran) Tabaerkn 12,5 mr+80 mr

Market / PbiHOK : Russia / Poccus

Batch No. / ] Batch Quantity / . 650000 tab /

Cepust Ne x C280I701 Pa3zmep cepun © 650000 Tab

Analytical Repo:‘t No./ . 890001891560 Date of Analysis / . 24/06/2026
AHanuTnyeckuii oruet Ne JaTa anaauia

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

JlaTa npou3BOACTBA TogeH po

Mfg. License No. /

IpousBoxcTBEeHHAS : 59/RR/AP/97/F/IR MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)
guueHzus Ne

Analysis performed according to ND / Auaauz nposeaex nmo H/JI:
Artworks of primary package approved: / Makersl nepBuYHO# ynakoBkH yreepxaensi: 17.02.2025
Artworks of secondary package approved: / Makers! BTOpH4HO# ynakoBkH yTeepaxaensl: 17.02.2025

PL approved: / JIB yrBep:kaen: 17.02.2025

JITT-Ne(001632)-(PT-RU)-040823
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Ne |Test/IlokazaTenan Result / PesyabTarst Specification / Hopma

Unit-4 / Tabn.-4 96 % conepxanna CizHioNsO» (Tenmucapran) yepes
Unit-5 / Tabn.-5 96 % 45 muH.
Unit-6 / Tabn.-6 98 %

Hydrochlorothiazide / Unit-1/ Ta6n.-1 98 % Not less than 75 % (Q) of C;HsCIN;O4S;

T'ugpoxaopoTuasun Unit-2 / Ta6.-2 100 % (hydrochlorothiazide) label claim after 45 min. /
Unit-3 / Ta6n.-3 100 % He w™menee 75% (Q) OT HOMHHAJIBHOTO
Unit-4 / Tabn.-4 96 % conepxanust C7HsCIN3OsS; (ruppoxsiopotuasun)
Unit-5 / Ta6n.-5 97 % yepes 45 MUH.
Unit-6 / Ta6bn.-6 100 %

5 |Impurities / Ilpumecn

Telmisartan / TeamucapTaH
Impurity A / Tlpumecs A

Impurity B / Tlpumecs B

Impurity D / Tlpumecs D
Impurity TMS1 /

IMpumecs TMS1

Dimer acid impurity / JumepHoii
KUCIIOTHI

Chloro analogue / Xnopo aHanora
Individual unidentified impurity /
Ennnuunas
HeMIeHTHhHLIMPOBaHHAs TPUMECh

Total impurities /
Cymma npumMecel

Below LOQ (LOQ = 0.003 %) / Huxe
npejena KOJIMYECTBEHHOTO ONpeaerneH s
(TTKO = 0,003 %)

Below LOQ (LOQ = 0.007 %) / Huxe
npeaena KoJIHUECTBEHHOTO OTpeeneHus
(ITKO = 0,007 %)

0.0037 %/ 0,0037 %

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.010 %) / Huxe
npenesa KoJMYECTBEHHOrO ONpeaeieHus
(ITKO = 0,010 %)

0.01%/0,01 %

0.01%/0,01 %

0.03 %/ 0,03 %

Not more than 0.20 % / He 6onee 0,20 %
Not more than 0.20 % / He 6osee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %
Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He Gonee 1,0 %

Remarks : The Product confirms to ND/

IIpumeyanne: Tlpoaykr cooTBercTBYeT TpeboBaHusM HT

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

Prepared by / Phecked by /

TonrgropAgHp;

L

Checked by (AQA)/
Mpoeepeno (AOK):

Approved by: Quality Assurance/Authorized person /
Onob6peHo: ObecneueHne kayecTea/OTBETCTBEHHOE JIHLIO:

Date/ﬁS@é}?@Z@

Hara:

Hara:
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Jara: Jlara:
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Dr.Reddy’s “:"

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets

12.5 mg+80 mg

MpoayxT: Tencapran® H (ruapoxnoporuazuntrenmucapran) Tabnerku 12,5 mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /
Cepusi Ne g ST Pazmep cepun * 650000 Tab
Analytical Repourt No./ . 890001891560 Date of Analysis / . 24/06/2026
AHanuTnyecKHii oTueT Ne Jara ananuza

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

JlaTa npou3BOACTBa

Topen g0

Mfg. License No. /

IIpon3BoacTBeHHAsN : 59/RR/AP/97/F/R

nuueH3us Ne

MA number: / Homep PY  : JIII-Ne(001632)-(PT'-RU)

Analysis performed according to ND / Ananu3 npoBeaen no H/I:

JITI-Ne(001632)-(PT-RU)-040823

Artworks of primary package approved: / MakeTsl nepBHYHOI ynakoBkH yrBepxaenbr: 17.02.2025
Artworks of secondary package approved: / MakeTsbl BTOPpHYHO# ynaKoBKH yTBepxaenbl: 17.02.2025

PL approved: / JIB yrBepaxkaen: 17.02.2025
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Ne |Test/ Iokasarean Result / Pe3yJabTaThbl Specification / Hopma

Hydrochlorothiazide /
I'uapoxJjopoTHasng
Impurity A / ITpumecs A Not detected / ve oGHapyxeHa Not more than 0.50 % / He 6osee 0,50 %
Impurity B / [Tpumecs B 0.03 % /0,03 % Not more than 0.50 % / He 6onee 0,50 %
Impurity C / I[Tpumecs C 0.06 %/ 0,06 % Not more than 0.50 % / He Gonee 0,50 %
Individual unidentified impurity /  |Below LOQ (LOQ = 0.013 %) / Huxe Not more than 0.20 % / He Gonee 0,20 %
Eﬂ,MHH‘lHaﬂ npeaenia KOMHYECTBEHHOro OnpeaencHus
neunentuduumposannas npumecs |(IKO = 0,013 %)
Total impurities / 0.1%/0,1 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceit

6 |Water / Boaa 09%/09 % Not more than 6.0 % / He 6osee 6,0 %

7 |Uniformity of dosage units / OaHopoaHOCTH A03HPOBAHHBIX eJMHHIL
Telmisartan / TenmucapTan 42742 The acceptance value (AV) should be less than or
Hydrochlorothiazide / 8.3/8,3 equal to 15.0 / IToxa3arens npuemiemoctu (AV)
['uapoxnopoTrHaszug nosikeH 6biTh He Gonee 15,0

8 |Microbiological purity* / MukpoGuonoruyeckas yncrora*
a) Total Aerobic Microbial Count/ Less than 10 CFU/g/ Not more than 10° CFU/g /
Obuee ynucao aspoGHBIX MUKPO- Meuee 10 KOE/r He 6onee 10> KOE/r
OpraHu3MoB
b) Total yeasts and molds count / Less than 10 CFU/g / Not more than 10° CFU/g /
O61mee YUCI0 APOXIKEBBIX U Meuee 10 KOE/r He 6onee 102 KOE/r
MJEeCHEBBIX rpHOOB
¢) Escherichia Coli Absentin 1 gram/ Shell be absent in 1 gram /

OrcyrctByerB I T OtcytcTBUE B 1 T
9 |Assay / KoanuecTBeHHOE onpeaesieHue

Remarks : The Product confirms to ND/
ITpumeuanme: [TponykT cooTBeTcTBYET TpebOBaHUIM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / - >Clecked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
ﬂtmrliyr" HDH (2 ’ﬂpo@,/ IMposepewo (AOK): Ono6peno: O6ecnedenne kauectsa/ OTBETCTBEHHOE JIMLIO:
: S g —

Date /26:‘06"2@257 Date /

JlaTa: JHara:
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Date /
JlaTta:
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg

IlpoayxT: Tencaptau® H (ruapoxnopotnaszuatrenmucaprad) tabnerku 12,5 mr+80 mr

Market / PoIHOK

: Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /

Cepus Ne AR Pa3zmep cepun * 650000 a6

Analytical Repovrt No./ . 890001891560 Date of Analysis / . 24/06/2026
AHaauTudyeckmi oTyeT Ne Jara ananusa

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

JlaTa npousBoacTBa I'ogeH no

Mfg. License No. /

Ilpon3BoACTBeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY  : JIII-Ne(001632)-(PT-RU)
auueH3us Ne

Analysis performed according to ND / Ananu3 nposeaen no H/I:
Artworks of primary package approved: / MakeTbl mepBH4YHOlN yNaKoBKHM yTBepxaenbl: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHO#H ynakoBKH yTeepxkaeHbi: 17.02.2025

PL approved: / JIB yTeepsxaen: 17.02.2025

JITI-Ne(001632)-(PT-RU)-040823
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No | Test / Iloka3zarenn

Result / PesyabTaThl

Specification / Hopma

Telmisartan / Tenmucaptan

Hydrochlorothiazide /
['aopoxnopoTuazug

79.8 mg/ 79,8 mr

12.447 mg/ 12,447 mr

76.0 mg to 84.0 mg of C33H30N4O, (Telmisartan)
per tablet. /

Or 76,0 MT 10 84,0 Mr C33H30N4O;
(TenMucapTaH) B TabneTke.

11.875 mg to 13.125 mg of C;HsCIN304S,
(Hydrochlorothiazide) per tablet. /

Or 11,875 MI 10 13,125 Mmr C7H8CIN304SZ
(ruppoxnopoTHasua) B TabreTke.

10 (Packaging / Onucanne ynakoBku

7 tablets in a (PVC/AI/PA) foil/aluminum
foil blister. 4 blisters and a patient
information leaflet (package insert) in a
carton. / Tlo 7 tabnerok B Gnucrepe 3
(TIBX/AI/TIA) donbru/anoMuHHEBO
domeru. Mo 4 OGnucrepa BmecTe ¢
MHCTPYKLUHeNH Mo NMpUMeHeHHIo (JIMCTKOM-
BKJIa[IbILIEM) B Ma4Ky KapTOHHYIO.

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

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

Ilo 7 Tabnetok B Gnucrepe u3 (IIBX/AVIIA)
tonsru/amomunmnesoit ¢onsru. o 2 nnu 4
GnucTepa BMECTE C HHCTPYKLMEH 1o
NPUMEHEHHIO (JIMCTKOM-BKJIaABIIEM) B Na4Ky
KApTOHHYIO.

ITo 6 unu 10 Tabnetok B Gauctepe U3
(TIBX/AVTIA) donbru/antoMuHKeBOi Gonbru.
o 3 6nucrepa BMeCTE ¢ MHCTPYKLHEH 110
NIPUMEHEHHIO (JIMCTKOM-BKJIA/IBIIIEM) B AYKY
KapTOHHYIO.

11 |Labeling / Mapkuposka

Complies / CooTBeTCTBYET

In accordance with the approved artwork (see
Section 1.3.2 of Module 1 of registration dossier).
/ B COOTBETCTBUH C YTBEPKACHHBIM MAKeTOM (CM.
paszzmen 1.3.2 monyns 1 perucTpauoOHHOTO
JIOChE).

12 |Storage / YcnoBusi XxpaHeHHs

At temperature not higher than 25 °C. / ITpu Temnepatype He Bbuue 25 °C.

Remarks : The Product confirms to ND/

Conclusion ;: APPROVED /
3axaouenue: OJJOBPEHO

IMpumeuanue: Ipoaykr cggtBeTCTByeT TpeboBaHusm HJL
h

ecked by /
Ippaep

Prepared by / o
noﬂrl’;ll EHO4
;& =

0

Checked by (AQA)/ | Approved

IMposepetio (AOK):

by: Quality Assurance/Authorized person /

Onobpeno: ObecneueHue kadectsa/OTBETCTBEHHOE JTULIO:

S/‘

Date/ 9 Sl - 20280 g5 9 E:;Z | 95-06-2026

Jara: Jara:

Date /
JlaTa:

af o o€




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
N poaykT: Tencaprau® H (ruppoxnoporuasunt+renmucapran) tabnetku 12,5 mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /

Cepus Ne 2 207 Pa3mep cepuu 650000 T26

Analytical Repourt No./ . 890001891560 Date of Analysis / . 24/06/2026
AuanuTnyeckuii oTuet No Jara ananusa

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

JlaTa npousBoacTBa Toaen xo

Mfg. License No. /

IIpousBoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)
JnneH3us Ne

Analysis performed according to ND / Ananus nposegen no HJ: JIII-Ne(001632)-(PI'-RU)-040823
Artworks of primary package approved: / MakeTbl NnepBHYHOI ynakoBKH yTBepxkaeHbi: 17.02.2025
Artworks of secondary package approved: / Makersl BTOpHYHO yTakoBKH yTBepxkaeHbl: 17.02.2025
PL approved: / JIB yreepxnen: 17.02.2025

Page5of 6/ Ctp.S5u3 6

Ne  [Test / IlokazaTenn Result / PesyabTaThl |Specification / Hopma

13 |Shelf-life (storage period) / Cpox |2 years./2 roaa.
rOAHOCTH (CPOK XpAHEHMUsT)

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / *IIpoBomuTCS NPOM3BOAMTENEM MPU BBIMYCKE NMEPHOaNYecKH (¢ MHTEpBaIoM ofHa cepust u3 20 unu He MeHee 1 paza B
ron). [Tokazarens MOXeT ObITh HE BKITIOYEH B CEPTHGHKAT aHanu3a GUPMBL.

API name (INN) / Hydrochlorothiazide / Telmisartan /
Haunmenosanne AOC (MHH): ['mppoxnopotnasuz Tenmucapran
sl S L e 22050HC10RIL ABSH002449 & ABSH003330
Homep cepuu npoussoaurenss APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHUMHN TPOU3BOAUTES FCQA00032 FCSA00724 & FCSA00834

TJIP:

API Manufactured by, address & country /

ITpouseoautens A®C, aapec u cTpaHa:

Ipca Laboratories Limited, Sejavta,
District Ratlam 457 002, Madhya
Pradesh, India /

Unka JlaGoparopus Jlumuten,
Cemxasra, Iuctpukt Patnam, 457 002,
Mapnxbs-IIpanew, Uuaus

Dr. Reddy’s Laboratories Ltd., Plot No.
1,75A,75B,110, 111 & 112, Sri
Venkateswara, Co-operative Industrial
Estate, Bollaram, Jinnaram Mandal,
Sangareddy District, Telangana- 502 325,
India/

J-p Pennu’c JTJaboparopuc Jlumuten
Toapaznenenue
XHMMKOTEXHOJIOTHYECKHX onepauuit - 11
Vuacrku Ne 1, 75A, 75B, 105, 110, 111 u
112, KoonepaTuBHO-IPOMBILIIEHHBII
koMmruiekc Ipu Benkarecpapa,
Bonnapam Bumnamxk, [pxunnapam
Manpan, Canrapenay JAucTpukT,
Tenanrana-502325, Uupus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanne: [Tponykt gaorBeTcTByeT TpeboBanusm HII 3axmwouenne: OJJOBPEHO

Prepared by hecked by / Checked by (AQA)/ | Approved by: Quality Assurance/Authorized person /
] IMpgs : [Tpoepenrp (AOK): Opo6peno: Obecneyenne kauectsa/ OTBETCTBEHHOE TMLO:
: S

Date/ "y . Date’/ b Date / Date / 3 :

Jlara: 2024 Llam:gﬁ;oé"w Hara: ’25-05'&% Jlara: ou( oL ek




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
ITponykT: Tencapran® H (ruapoxnoporunazun+renmucapran) Tabnetky 12,5 mr+80 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /

Cepus Ne £ CIo0Ta Pazmep cepumu * 650000 Tab

Analytical Repovrt No./ . 890001891560 Date of Analysis / . 24/06/2026
AHanuTHYECKHI oTHeT Ne JlaTa aHasmn3a

Date of Manufacture / . 20/05/2026 Date of Expiry / . 30/04/2028

Jlara npousBoacTea Togen no

Mfg. License No. /

IpousBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY  : JIII-Ne(001632)-(PI'-RU)
Juuen3us Ne

Analysis performed according to ND / Ananus nposeaen no H/: JIIT-Ne(001632)-(PT'-RU)-040823
Artworks of primary package approved: / MakeTbl nepBuuHOii ynakoBkH yreepxienni: 17.02.2025
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi ynakoBkH yTBepxaensl: 17.02.2025
PL approved: / JIB yrBep:kaen: 17.02.2025

Page 6 of 6 / Ctp. 6 u3 6
FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.)., Telangana, India (license No
59/RR/AP/97/F/R) /
[TpousBoacTBeHHOE NoApaseneHue - 3, yuactku Ne 41, yacts 42, yacTs 45 u yacThb
46, Bauynannu (Bunnamk), bauynamm (Manaan), Menuan-Mankamkrupu (J{ucr.),
wrat Tenanrana, Unaus (nuuensus Homep 59/RR/AP/97/F/R)

Name, address, authorization No for  FP
manufacturing site / Control site / Release
site /

HanmeHnoBaHwue, aapec, JTHUEH3US NS
Tpou3BoACTBeHHAA MIOMAAKA /

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/01293-2024 dt.17 April 2024) 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». /
3aknoueHne o cooTBeTcTBUM: «HACTOSINM 51 TOATBEPIKAALO, YTO NPHUBEJEHHAS BbiLIE HHDOPMALMS SABISETCA AOCTOBEPHOH M TOUHOI.
Drta cepust MPOAYKLMH NpoK3BeAeHa (BKIOYas ynakoBKy (MapKMpOBKY) H KOHTPOINb KayecTBa) Ha BBILIEYKA3aHHON MPOU3BOACTBEHHOM
nnowazake (Miolankax) B MOJHOM COOTBETCTBUH ¢ TpeboBanusmu [Ipasun Hagnexameii npon3BoACTBEHHON NMpakTHku EBpasuiickoro
sKkoHoMuueckoro coroza (Ne GMP/EAEU/RU/01293-2024 ot 17 anpens 2024) u TpeGOBaHUAMH KOHTPOJA KauecTBa JIEKAPCTBEHHBIX
CPEICTB, a TAK)KE B COOTBETCTBUH CO CriELM(DHKAUMIMH, COAEPIKALIUMUCS B PETHCTPALIMOHHOM JOChE CTPaHbI-MMIIOPTEPA. 3aMUCH IO
MPOU3BOACTBY, YITAKOBKE W aHAJIU3Y MPOBEPEHEI, M YCTAHOBJIEHO WX COOTBETCTBHE Tpeboranusam [IpaBun Hanexalleil Mpon3BoACTBEHHOM
npakTUKK EBpa3uiicKOro 3KOHOMHUECKOTO COO3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanmne: Iponykr cooTBeTcTBYET TpeHoBauusm HL 3axnrouyenne: OJJOGPEHO
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