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Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Tpoxywr: Tencapran” H (ruapoxgiopoTiasuatrenmncapran) Tabnerku 12,5 Mr+40 mr

Market / PoiHok : Russia / Poccus |
iy Coowo [ G fouous o
Anamccnn oraer 3| SO0 ateot i/ o500

Eﬁ;pﬁf;‘:}fi‘g‘;e/ : 24/07/2025 ?ﬁil‘l’if"piry/ © 30/06/2027 o
Il\;[;%.ngézzlﬁre;::;x;a . 59/RR/AP/97/F/R II‘,“;‘ number: /HOMED . 111 No(001632)-(PT-RU)

JHien3nsa Ne

[Analysis performed according ND / Ananm3 nposenen no HJI: JITT-N2(001632)-(PI'-RU)-040823

Pagelof 6/Crp.1m36

l_N‘_’

Test / IlokazaTtennb

'Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanne

Oblong biconvex shaped uncoated
bilayered tablets having light pink layer
on one side and white layer with
possible pink patches on the other side
with ‘T” & ‘1” debossed on either side of
break line. / OsanbHolt  QopMsl,
JIBOSIKOBBIITYKJIbIE, NIBYXCJIOMHBIE
TabJIETKU, OAUH CJ0H CBETJIO-PO30BOro
uBeTa, Apyro#l cnoit Gejoro uBera ¢
BO3MOXHBIMU BKPAMNIEHUSIMH PO30BOTO
usera. Ha  Oenoit  noBepxHOCTH
TabJeTOK HMEeTcsl plucka W THCHEHMS
«T» 1 «1» 10 pasHbie CTOPOHbBI OT HEE.

Oblong biconvex shaped uncoated bilayered
tablets having light pink to pink layer on one
side and white to off white layer with
possible pink patches on the other side with
“I” & “1” debossed on either side of break
line. / OBasnbHOI GOpMBI, ABOSKOBBITYK/IbIE,
JIBYXC/OHHbIE TabAETKH, OAMH CJIOH OT
CBETJIO-PO30BOI0 10 PO30BOrO LIBETA, APYTroi
c10it OT 6enoro 10 NouTH HEJIOro LBETA C
BO3MOYXHBIMH BKpAIJIEHUSIMH PO30BOrO
useta. Ha 6enoii nopepxHocTH TabieTok
umeeTes pyucka ¥ TucHeHus «I» i «1» 1o
pa3Hble CTOPOHBI OT Hee.

Identification /
HUnearndurkanus
telmisartan and
hydrochlorothiazide /
TeJIMHUCAPTAH H
THAPOXJOPOTHA3HUN

The retention time of the main peaks in
the chromatogram of the test solution
correspond to that in the chromatogram
of Telmisartan and Hydrochlorothiazide
reference standards solution (section
"Assay"). / BpeMmeHa ynepxuBaHus
OCHOBHBIX ITHKOB Ha XpoMarorpamMme
UCITBITYEMOT'O PACTBOPA COOTBETCTBYIOT
BpeMeHaM YePXHBAHU S OCHOBHBIX
MHKOB Ha XpOMaTtorpamMme pacTopa
|CTaHAPTHBIX 0GPa3UOB TEAMUCAPTAHA K
ruapoxJopoTHasuaa (pasaen
«KonunuecTBeHHOE onpeaeieHune»).

| 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 (section
"Assay"). /

Bpemena yaepxkuBaHus OCHOBHBIX TUKOB Ha
XPOMaTorpaMMe UCIbITYEMOrO pacTBopa
JOJDKHBI COOTBETCTBOBATH BpEMeEHaM
yIAEPKUBAHHS OCHOBHBIX [TMKOB Ha
XpoMaTorpaMme pacTBOpa CTaHAapTHBIX
00pa3LoB TeIMHUcapTaHa 1
CHApOXJopoTHa3Kna (pasaen
«KonuyecTBeHHOE OnpencneHne).

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJL

7

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / . Checked by / -t @\j
[TogroroBnexo: B VQL HI)UBEDCI-IW/ Onobpeno: Menemxep / PykoBonutens :
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Iponykr: Tencapran” H (ruppoxnopornasnstrenvucapran) tabnerky 12.5 Mr+40 mr

Market / Poinox : Russia / Pocens

Batch No. / (508520 [Batch Quantity / 400000 tab /

Cepus Ne ’ o Pazmep cepun " 400000 Ta6

Analytical Report No. / . ) Date of Analysis / . ]
ARanuTuyeckuii oruer Ne * ERIESED JlaTa aHasM3a T

Date of Manufacture / . 24/07/2025 Date of Expiry / . 30/06/2027

Jdara nponssojcrea - T'ogen 1o

Mfg. License No. / . o
TpomssoacTeennas : 5O/RR/AP/97/F/R I“f)’,‘ number: "HOMED . 11 no(001632)-(PF-RU)

Junensis Ne |
Analysis performed according ND / Ananns nposesnien no H/1: JITI-Ne(001632)-(PI'-RU)-040823

Page2of 6/ Crp.2u3 6

Nt |Test / IloxasaTenn 'Result / Pe3ynpTaThbi Specification / Hopma S
Disintegration time / |08 min / 08 Mun Not more than 15 min / o
Pacnagaemocrn . He Gonee 15 mMuH. -

4 |Dissolution / Pactsopenue o
| Telmisartan / Tenmucapran | Unit-1/Taba.-1 101 % Not less than 75 % (Q) of the 1abeled amount |
| Unit-2/Tabn.-2 99 %, of C33H30N4O; (Telmisartan) in 45 min. /
| Unit-3/ Ta6a.-3 99 % He menee 75 % (Q) ot HoMuBaNBHOrO
| Unit-4/ Ta6n.-4 99 % cozepxanust C33HioN4O; (Tenmucapran)
Unit-5 / Tabn.-5 99 %  [qepe3 45 mun.
Unit-6 / Tabn.-6 99 %
Hydrochlorothiazide / Unit-1/ Tabun.-1 102%  |Not less than 75 % (Q) of the labeled amount
I'mapoxnopotnaszun Unit-2 / Tabn.-2 103 % of C7HsCIN3048S, (Hydrochlorothiazide) in
Unit-3 / Tabn.-3 101 % 45 min. /
Unit-4 / Tabn.-4 103 % He menee 75 % (Q) oT HoMHHAIBHOTO
Unit-5 / Tabn.-5 103 % copepxannsa C7HzCIN3O4S;
Unit-6 / Ta6i.-6 999  |(ruapoxnopoThasui) uepes 45 MUH.
5 |Impurities / Ilpumecn -
Telmisartan / Tenmucapran
Impurity A / Ilpumecs A Not detected / e obHapyxeHa Not more than 0.20 % / He 6onee 0,20 %
Impurity B / TIpumecs B 0.01%/0,01% Not more than 0.20 % / He Gonee 0,20 %
Impurity D/ ITpumecs D | Not detected / ne obnapysxena Not more than 0.20 % / He Gonee 0,20 %
L
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJJ 3akmouenne: OJOBPEHO
TN
Prepared by / @«' Checked by / _ !),u—/( Approved by: Manager/Executive / &X\\
[ToarotosneHo: bc‘D—Q{— Tlpur;cpc;-rﬁti“) ' OnoGpeno: Meuemxep / PykoBonutenb
—
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CERTIFICATE OF ANALYSIS

CEPTH®ITKAT AHAJIF3A

"Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
IpoxyxT: Tencapran” H (ruapoxsiopornasiatrenmucaptan) Tabnetku 12.5 mr+40 mr

Market / Peinok

: Russia / Poccus

Fery : 2509840 Pamepties_* oot ens
Anaintrsccnint ovasy gy $90001831362 Nore namme ¢ 210872025
e R ) R
?Iqlfﬁug;z;tiil::}x;a : 59/RR/AP/97/F/R I“,‘;," number: /HOMEP . i N(001632)-(PT-RU)
Jnnenzasg Ne

Analysis performed according ND / Ananun3 npogenen mo H/I: JITI-Ne(001632)-(PT-RU)-040823

Page3 of 6/ Crp.3 u3 6

Ne |Test / Moka3arens

Result / PeayasraTer

|Specification / Hopma

Impurity TMS1/
IMpumecs TMS1

Dimer acid impurity /
JuMepHoi KUCIOTbI

Chloro analogue impurity /

Total impurities /
Cymma npumeceit

Not detected / He obHapyxeHa

Xnopo ananora 0.03%/0,03%
Any unspecified impurity /

Engunnunas

HEUAEHTU(PHLYPOBAHHAS 0.01%/0,01%
IpUMeECh

0.04%/0,04%

Below LOQ (LOQ =0.010%) / Hixke
npez[ena KOJIMYCCTBEHHOIO O]'lpe,[l,eJ'[CHI/IH
(ITKO =0,010 %)

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 6onee 1,0 %

Impurity C / Ipumecsh C

Hydrochlorothiazide /

IN'uppoxnopotuazua

Impurity A / [Tpumecs A Not detected / ne obHapyxeHa

Impurity B / TTpumecs B 0.04%/0,04%
0.05%/0,05%

Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %

Not more than 0.50 % / He 6onee 0,50 %

Remarks : The Product confirms to ND/

Ilpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJI

2

Conclusion : APPROVED /
3akaouenne;: OJOBPEHO

Prepared by /
IlonrorosneHo:

Eandy

Checked by / ﬂ.ﬂ-'(ﬂ
I"Iposepe:-rW
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CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAJIM3A

mduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg

I poxyxr: Tencapran” H ( riapoxinoporiasitrenviicapran ) tabnetku 12,5 Mr+40 mr
Market / Poinok : Russia / Poccus
Bat : i
Czt ch No. / . (2509840 Batch Quantity / : 400000 tab /
epust Ne Pasmep cepnn 400000 Tab
Analytical Report No. / . Date of Analysis /
ABajuTH4YeckHii oryer No ° 2200011531560 JlaTa anamsza e ]
Date of Manufacture / . Date of Expiry /
Jdara npomssojcraa  24/07/2025 T'onen po : 30/06/2027
Mfg. License No. / M_ A .
OpoussoncTeennas : S9/RR/AP/97/F/R py umber: THOMEP . 117 5o(001632)-(PF-RU)
JinneHsus Ne B
Analysis performed according ND / Anaau3s nponeien no HL: JIIT-No(001632)-(PT-RU)-040823 o

Paged of 6/ Cip.4m3 6

Ne |Test / Mokasates Result / PesyibtaTsi Specification / Hopma B j
Any unspecified impurity / Not more than 0.20 % / He 6onee 0,20 %
Enunuybas Below BDL (BDL~= 0.013 %) / Huxe
HeHJeHTHhULHPOBAHHAS niopora peructpaunu (TP =0,013 %)

NpUMeCh
Total impurities / 0.1%/ 0,1% Not more than 1.0 % / He Gonee 1,0 %
Cymma npumeceit

6 [Water content/ 1.4%/1,4% Not more than 6.0 % / He 6onee 6,0 %

Copepxanue BOIbI |
7 | Uniformity of dosage units / OnHOpPOAHOCTE 103HPOBAHHBIX €XHHHII

Telmisartan / Tenmucapran 2.2/ 2,2 The acceptance value (AV) should be less
than or equal to 15.0 / ITokazaTens
Hydrochlorothiazide / 6.1/6,1 npuemyieMocT (AV) nomkeH GbITE He 6onee
['apoxjiopoTnasu 15,0
8 'Microbiological purity* / Mukpo6Gnosoruyeckast yncrora™ )
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g/
Count / Ob1ee ynciio Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MUKPOOPraHU3MOB -
b) Total Combined Yeast and |Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Obwee uncno |Menee 10 KOE/r He 6onee 10> KOE/r
JPOMOKEBBIX W MIIECHEBBIX
rpu6oB I -
¢) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram /
OrcyrctByeT B 1 1 OrcyrctBue B 1 1
| I
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: [IpoaykT cooTBeTCTBYET Tpebosanusm HJI 3akmovenne: OJOBPEHO
DN ——
Prepared by / . Checked by / . " Approved by: Manager/Executive / ‘é\\)
ITogrorosaeHo: &' Vg—- Hposepeﬂ"% Ono6peno: Meunenxep / Pyxosoaurens| A
Date / 3y Date / InoZ 2025| Date /- 2\ g 22y
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CERTIFICATE OF ANALYSIS
CEPTHBHKAT AHAJTH3A

Product : Telsartan H (Hydroch_lorothiazide+Telmisartan) Tablets 12.5 mg+40 mg T

Hpoayxr: Teacapran' H (ruapoxaopotiasiatrenmicapran) rabnerku 12,5 mr+40 mr

Market / Poraox : Russia / Poccus

Batch No. / Batch Quantity / 400000 tab /
: C25 .

Cepus Ne o Pasmep cepun 400000 Tab

Analytical Report No. / . Date of Analysis /

AHasuTHYeckmii oTyeT Ne  ° 890001831362 - JlaTa ananauza : 21/08/2025

Date of Manufacture / . Date of Expiry / .

HdaTa npoussogcTea E B0 T'open 10 = SOIOQEOE

Mfg. License No. / |

ponssoacTaennas . SO/RR/AP/97/F/R II}‘;‘ number: /HOMEP . 117 No(001632)-(PI-RU)

Juensusa Ne |

Analysis performed according ND / Apaaus nposenen no HJT: JII-Ne(001632)-(PT-RU)-040823
Page5of 6/ Crp. 5u3 6

Ne |Test / ITokasareJib 'Result / PesyabTaTs |Speciﬁcation / Hopma
9 Assay / KonmuecTBeHHoe onpeseienie g
Telmisartan / Tenmucapran ‘39.3mg /39,3mr 38.0 mg to 42.0 mg of C33H3N4O,

(Telmisartan) per tablet. /

Ot 38,0 Mr 10 42,0 Mr C33H3oN4O,
(TenmMucapTan) B TabneTke.
Hydrochlorothiazide / 12.55%mg / 12,559mr 11.875 mg to 13.125 mg of C;H3CIN;O,S,
I'mapoxnopotnazug (Hydrochlorothiazide) per tablet. /

Ot 11,875 mr a0 13,125 mr C/H3CIN;O.S,
(ruapoxsiopoTiazi) B Tabnerke.

10 |Packaging / Onucanue 7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient

YNaKOBKH information leaflet (package insert) in a carton. /
ITo 7 tabnerok B 6nuctepe u3 (IIBX/AVIIA) bonbri/antomnnuesoii Goasru. Mo 4
bamcTepa BMECTE ¢ MHCTPYKUKMEH N0 NPUMEHEHHIO (JTUICTKOM-BKIAJBILIEM) B NAYKY

KapTOHHYHO.

*Test is performed periodically (with the interval of 1 from 20 batches, or at lcast once a year). The test can be absent in the Certificate
of Analysis / *ITpoBoANTCS MPOM3BOAMTENEM TNIPH BLITYCKC NEPHOITUCCKI (¢ MIITEPBAITOM OtHa cepust U3 20 wim He meHee | paza B rog).
TMokazarens MoxeT ObITh HC BKIIOYEH B cepTH(UKAT aHannza Ppupmbl.

API name (INN) / Hydrochlorothiazide / Telmisartan /
Haumenosanne AOC (MHH): I'MapoxXnTopoTHA3UA Tenmucaprtan
| API manufacturer batch number /
j Howmep cepun npoussogurtenss ADC: 22050HC10RII ABRHO010442
|
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [Tpoaykr coorsercTByeT TpeboBanusm HJ 3axnwuenne: OJOBPEHO
o . _ /-\.
Prepared by / Checked by / _ =" Approved by: Manager/Executive / ¢ YL\/ ]
[Toarorosneno: (28 \r& I'[poacpcm}’//;% Onobpeno: Meneaxep / Pyxoaonmenbk i
i
i
Date / 2-08-20.S Date / 3roX-po2s Date/ 3y —p&~292(
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S
Dr.Reddy’s ‘_‘.’

CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hpoaywr: Tencapran” H (ruapoxioportuasutrenvicapran) Tabnetku 12.5 Mr+40 mr

auuening Ne

Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 400000 tab /
: €250984 y : i
Cepus Ne ey Pasmep cepun " 400000 Tab
Analytical Report No. / . Date of Analysis /
AHannTHyeckHii oryer Ne 820001881562 JlaTa anannsa # RO
Date of Manufacture / . Date of Expiry / o |
Jara npoussoacrea ) _24/07/2025 Tojgen no : S0/062027
Mfg. License No. / MA ber: / H
TIpousBOACTBeHHAsI : 59/RR/AP/97/F/R ey HUmber: FHEOMEP L IM-Ne(001632)-(PT-RU)

| Analysis performed according ND / Ananus nposenen no HJI: JITI-No(001632)-(PT-RU)-040823
Page 6 of 6/ C1p. 6 M3 6

FP Manufacturer API Batch number /
Homep cepuu cyGeranuun
npoussoauTeas I'JId:

FCQA00032

—

FCSA00034

API Manufactured by & country /
IIponseonurens ADC, crpana:

TIPCA Laboratories Limited, India /
Hnxa Jlaboparopus Jlumuten, Unans

Dr. Reddy’s Laboratories Ltd., India / |
H-p Pennu’c Jlabopatopuc Jta.,
WUnpus

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

HaumeHnoBanme, aapec, JMIEH3Hs JJI8
IIpon3BoacTBeHHAA NIOWIAAKA /

Survey No. 41, (Formulations Technical Operations - Unit-HI),—Bacmally_
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),
Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license
No 59/RR/AP/97/F/R

Yuacrox Ne 41 (Tlpoussoacreennoe noapasaenenve-1II), bauynamum
Bunnamx, bavynannu Manpan, Mendan Masnkamkrupu JIMCTpUKT,
bauynannu (B), bauynann (M). Menuan-Mankamkrupu (1), wrrat Tenanrana,
Huans (nuuensus vomep 59/RR/AP/97/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 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».

3akiII0YeHHe 0 COOTBeTCTBHH: «HacTosfmuM 1 NOATBEPIK/AAI0, YTO NMPUBEJICHHAs Bblllle MHPOPMALUS ABJIAETCS
JOCTOBEPHOH M TOUYHOH. DTa cepHsl NPORYKUMH MpousBeeHa (BKIOUas ynakoBKy (MapKHpOBKY) M KOHTPONb
Ka4yecTBa) Ha BbILUEYKAa3aHHOHW MPOM3BOACTBEHHONH nuowanake (nnolagkax) B TOJHOM COOTBETCTBHH C
Tpeboannsmu [IpaBun Hagnexauieil MpoM3BOACTBEHHON TpakTUKM EBpasuiickoro SKOHOMHYECKOro coroza M
TpeOOoBaHUSIMY KOHTPOJIS KauecTBa JIEKAPCTBEHHLIX CPEJCTB, & TakKe B COOTBETCTBUM €O CIEeUMDUKALHAMH,
CONEePXKAUIMMHCS B PErUCTPALIOHHOM JIOChE CTPaHbl-HMNOpTEpa. 3amuc Mo NPOU3BOACTBY, YIIAKOBKE U aHAN3Y
TIPOBEPEHBI, U YCTAHOBNEHO UX COOTBETCTBHE TpeboBaHuaM [IpaBun Haasexallel MpoU3BOJCTBEHHON NPakTUKH

EBpaSHﬁCKOFO 3KOHOMHYECKOIro COr3a».

Conclusion : APPROVED /

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusm HJL

3axkmouenue: OJJOBPEHO

Prepared by / Checked by | '9,,}‘-1 | Approved by: Manager/Executive / &)\\\_)
[ToarotoBneHo: gmé_ [TposepeH n?_%/%’%,a/ Onobpeno: Menemxkep / PykoBomutens =——°
Date / Date / > B ) 2055 Date/ %\ {2062

Jara: 2\ 0g- 20 < Hara: el Jara:




