Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hpoaykr: Tencapran® H (rumppoxsiopotuasua+renvucaptan) Tabnetku 12,5 mr+40 mr

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne + C2508474 Pazmep cepuu * 400000 Tab ]
Analytical Report No./ . 29401874403 DA HATASISY . 22/07/2025

AHa/IHTHYECKHH oT4eT Ne JlaTa aHajau3a

Date of Manufacture / . 28/05/2025 Date of Expiry / . 30/04/2027

Jdara npousBoacTaa I'open go

Mfg. License No. / .

TpomsBoacTBenHas : S9/RR/AP/97/E/R 11?3‘,* number: / Homep . 77 5 (001632)-(PT-RU)

Junen3us Ne

Analysis performed according ND / Anaan3 nposeaen no HJI: JITI-Ne(001632)-(PT-RU)-040823

Pagelof 6/Crp.1u36

|Ne | Test / Hoka3atens
1 |Description / Onucanue

Result / Pe3yabTaThl

Specification / Hopma

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. / OsansHOit dopMmBl,
JIBOSIKOBBIITYKJIBIE, JIBYXCJIOMHBIE
TabNeTKy, OfIUH CJIOH CBETIIO-PO30BOrO
usera, Apyroii croif Genoro usera ¢
BO3MOXXHBIMH BKpAIJIEHUSIMH PO30BOTO
uBeta. Ha  ©Genoill  moBepxHOCTH
TabJIeTOK MMEeTCsl pucka U THCHEHUS
«T» u «1» 10 pa3Hble CTOPOHBI OT HEE.

2 |Identification /
Hpentudukanus
telmisartan and
hydrochlorothiazide /
TeJIMHCAPTAH U
THAPOXJIOPOTHA3H]

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™). / BpeMeHa ynepxuBaHus
OCHOBHBIX [THKOB Ha XpOMAaTOrpaMMe
HCTIBITYEMOrO PaCTBOPA COOTBETCTBYIOT
BpeMeHaM YAEpKUBaHUS OCHOBHBIX
[MKOB Ha XPOMAaTOrPaMMe pacTBOpa
CTaH/I2PTHBIX 00pa3lUoB TENMUCAPTAHA U
TUApOXJIOpoTHA3H A (pazaen
«KonuuecTBeHHOE ONpeaeeHuE).

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
‘T> & ‘1’ debossed on either side of break
line. / OpanbHOM (OPMEIL, IBOSIKOBBIMYKJIbIE,
JIBYXCJOiHbBIE TabNeTKH, OJUH CJIOH OT
CBETJIO-PO30BOr0 0 PO30BOrO L[BETA, APYrod
cJiolt oT 6eoro Ao mouTH Oenoro LBeTa ¢
BO3MO)KHBIMHU BKpaIUIeHUsSIMU PO30BOrO
useTa. Ha 6emoit moBepxHOCTH TabneTok
umeeTcs pucka U THCHeHUd «IT» 1 «1» no
pa3HbIe CTOPOHEI OT HEe.

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"). /

BpemeHa ynep>xuBaHHs OCHOBHBIX IHKOB Ha
XpoMarorpaMme UCIIbITYEMOro PacTBOpa
JIOJDKHBI COOTBETCTBOBATb BPEMEHAM
yIep)KHBaHUS OCHOBHBIX MUKOB Ha
XpoMaTorpaMMe pacTBopa CTaHAAPTHBIX
06pa3iioB TeMucapTaHa U
THAPOXJIOpoTHasKHAa (pa3aen
«KonuuecTBeHHOE ONPEACICHUE).

Remarks : The Product confirms to ND/
M pumeuanue: [TponykT cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3axsouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: w [Tpoeepen 9 il Ono6peno: Menemxep / PykoBoautens
Date / Date / Date /
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

IProduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Ipoaykr: Tencapran® H (ruapoxnopotuasuatrenmucapras) tabnerku 12,5 mr+40 mr

JUIeH3ust Ne

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne - 2508474 Pasmep cepun * 400000 Tab

Analytical Rep03‘t No. / . 890001824403 Date of Analysis / . 22/07/2025

AHaJuTHYecKH oTyeT Ne JlaTa aHaH3a

Date of Manufacture / . 28/05/2025 Date of Expiry / . 30/04/2027

JaTa npou3BoJACTBA T'ogen go -
Mfg. License No. / .

| e — . SO/RR/AP/97/F/R g[{f‘ number: /Homep . 717 50001632)-(PT-RU)

Analysis performed according ND / Anann3 nposeaen mo H/I: JIII-Ne(001632)-(PT'-RU)-040823

Page2 of 6/ C1p. 2 M3 6

‘Ne |Test / TokasaTess

Result / PesyabTaThl

Specification / Hopma

3 |Disintegration time /
Pacnapaemocrhb

09 min / 09 Muu

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

4 |Dissolution / PacTBopenne

Telmisartan / Tenmucaptan Unit-1/ Ta6u.-1 95 % Not less than 75 % (Q) of the labeled amount
Unit-2 / Tabn.-2 100 % of C33H30N40; (Telmisartan) in 45 min. /
Unit-3 / Ta6in.-3 98 % He menee 75 % (Q) oT HOMUHANIBHOTO
Unit-4 / Ta6n.-4 99 9, cogepxannsi C33HioN4Os (TenrMucapTan)
Unit-5 / Ta6n.-5 98 % yepes 45 MUH.
Unit-6 / Tabn.-6 97 %

Hydrochlorothiazide / Unit-1/ Ta6n.-1 96 % Not less than 75 % (Q) of the labeled amount

['mapoxnopotuasun Unit-2 / Tabn.2 97 % of C7H5CIN;O4S, (Hydrochlorothiazide) in
Unit-3 / Tabn.-3 96 % 45 min. /
Unit-4 / Ta6n.-4 96 % He menee 75 % (Q) oT HOMHHAIIBHOTO
Unit-5 / Ta6mn.-5 97 % conepxanust C;HsCIN3O4S,
Unit-6 / Tab.-6 04 %, (reapoxyopoTrasu) yepes 45 MUH.

5 |Impurities / IIpumecu

Telmisartan / TeamucapTtasn

Impurity A / [lpumecs A

Impurity B / IIpumecs B

Impurity D / TIpumecs D

Not detected / He oOHapyxeHa

0.01%/0,01%

0.0038% / 0,0038%

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

Not more than 0.20 % / He Gonee 0,20 %

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

Remarks : The Product confirms to ND/
ITpumeyanue: [TpoxykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TTonrotosneHo: & Hposepe@ : Onobpeno: Menemxkep / PykoBoANTENb
N~ /Py

Date / Date / Date / o ~0N oW
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hponyxr: Tencapran® H (ruapoxiopotuasuat+reamucapran) Tabnerky 12,5 mr+40 mr

Market / Pe1nox : Russia / Poccus
Batch No. / ) Batch Quantity / . 400000 tab /
Cepns Ne § e Pa3mep cepuu 400000 Tab

Analytical Report No. /
Anamurnyecknii oruer Ne

: 890001824403

JlaTa aHAJIH3A

Date of Analysis /

: 22/07/2025

Date of Expiry /

Datc.olManuiacture] g poygsagys : 30/04/2027

HdaTa npousBojcTBa I'onen oo

Mifg. License No. / .

TpomsBoacTBeRnasn : S/RR/AP/97/F/R g’;‘," number: /Homep . jr no001632)-(PT-RU)

JuneH3us Ne

Analysis performed according ND / Anann3 nposegen no HJI: JITI-Ne(001632)-(PI'-RU)-040823

Page3of 6/ Crp.3m36

Ne | Test/ ITokasaTesn

|Result / Pe3yjabraThl

Specification / Hopma

Impurity TMS1/
[Tpumecs TMS1

Dimer acid impurity /
JIMMepHON KUCIIOTBI

Chloro analogue impurity /
Xi1opo aHanora

Any unspecified impurity /
EnvHuvHas
HenZeHTHPUIHPOBaHHAS
IpUMech

Total impurities /
Cymma npumecei

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

0.02%/0,02%

0.01%/0,01%

0.04%/0,04%

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

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 1.0 % / He 6osee 1,0 %

Hydrochlorothiazide /
T'mapoxyoporHasun

Impurity A / IIpumecs A
Impurity B / Tlpumecs B

Impurity C / Ilpumecs C

Not detected / He oOHapyxeHa
0.05%/0,05%

0.04% / 0,04%

Not more than 0.50 % / He 6osee 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/
IMpumeuanue: [TpogykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[MoaroToBneno: @/ [TposepeHy Onob6pero: Menemxep / Pykosoanurens
)~ =

Date / Date / Date / XK
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
\IIpoayxr: Tencapran” H (ruapoxnopoTuasua+reamMucaptan) tTabnerku 12,5 mr+40 mr

JHIeH3usn Ne

Market / PoiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab / o ]
Cepus Ne : C2508474 Pa3mep cepunu ' 400000 Tab

Analytical Repo‘}'t No. / . 890001824403 Date of Analysis / . 22/07/2025

AHajanTH4ecKHii oTUeT Ne Hata ananuza

Date of Manufacture / . 28/05/2025 Date of Expiry / . 30/04/2027

JlaTa mpon3BoacTBa I'ogen go

Mfg. License No. / .

IIpousBoacTBEHHAS : S9/RR/AP/97/F/R %’I}é muibier Hovep : JITI-Ne(001632)-(PI-RU)

Analysis performed according ND / Ananns nposeuer; mo HJI: JITI-Ne(001632)-(PI'-RU)-040823

Page40f 6/ Ctp. 4136

Ne [Test / Iloxazatea»
| Any unspecified impurity /
EnunuyHas
HEUIEHTH(PULHUPOBaHHAS

TIpUMECh

Total impurities /
CyMMma npumeceit

Result / PesybTaTh

Specification / Hopma

Below BDL (BDL= 0.013 %) / Huxe
nopora peructpauuu (1P =0,013 %)

0.1%/ 0,1%

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

Not more than 1.0 % / He 6onee 1,0 %

6 |Water content /
|CoaepkaHue BOALI

1.8%/1,8%

Not more than 6.0 % / He 6onee 6,0 %

7 | Uniformity of dosage units / OqHopoaHoCThH Z[OSHEOBaHHbIX eqMHHUIT

' Telmisartan / Tenmucapran  |2.5/2,5 The acceptance value (AV) should be less

than or equal to 15.0 / ITokazaTens
Hydrochlorothiazide / 3.5/3,5 npuemnemoctd (AV) nomkeH 6bITh He Gonee
['napoxnopoTrazug 15,0

8 |Microbiological purity* / Mu

KpoOuoJIornyecKas YHcToTa*

a) Total Aerobic Microbial
Count / Ob11iee yncio
a3pOBHEIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / Ob1iee uucno
JPOXOKEBBIX U MIECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

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

c¢) Escherichia Coli

Absentin 1 gram /
OrcyrcTByeTB 1T

Shall be absent in 1 gram /
OrcytctBUe B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanme: [TpogykT cooTBeTcTBYET TpeboBanusM HJ

Conclusion : APPROVED /
3axatouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarotoBnexo: @* [posepengt [t O\ ~2 Onobpeno: Menenxep / PykoBoautens
) el
Date / Date / Date / e
- ay oy S
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTHUDUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Ipoayxr: Tencapran® H (rHApoxsiopoTHasia+TenMucapTas) Tabnerks 12,5 Mr+40 mr

Market / PeiHOK : Russia / Poccust

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne : C2508474 Pa3mep cepuu " 400000 tab

Analytical Report No./ . 890001824403 Date of Analysis / . 22/07/2025

AHanuTH4ueckHii oTdeT Ne JlaTa ana;u3a

Date of Manufacture / . 28/05/2025 Date of Expiry / . 30/04/2027

Jarta npousBoacTBa T'oneH oo -
Mfg. License No. / .

IporssoacTrennas : 59/RR/AP/97/F/R II‘,“;," number: /Homep .y no001632)-(PT-RU)
JIHUeH3Hs Ne

Analysis performed according ND / Ananun3 npoegen no H: JITI-Ne(001632)-(PT-RU)-040823

PageS50f6/Crp.51u36

Ne |Test / ITokaszaTesinb [Result / PesyapTaTter |Specification / Hopma
Assay / KortndecTBenHoe onpeaeneHne
Telmisartan / Tenmucapran  |40.1mg / 40,1mr 38.0 mg to 42.0 mg of C33:H30IN4O>

(Telmisartan) per tablet. /

Ot 38,0 mr o 42,0 mr C33H3oN4O»
(TenMucapTaH) B TaONETKE.
Hydrochlorothiazide / 12.564mg / 12,564mr 11.875 mg to 13.125 mg of C/HsCIN3O4S,
uppoxopoTuasus (Hydrochlorothiazide) per tablet. /

Ot 11,875 mr no 13,125 mr C7HsCIN304S,
(rHAPOXJIOPOTHA3K]) B TabJEeTKE.

10 |Packaging / Onucanne 7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
YIAaKOBKH information leaflet (package insert) in a carton. /

ITo 7 tabnetok B 6nuctepe us ([IBX/AI/TTA) donbru/antomunueBoii Gossru. I1o 4
6nucTepa BMECTE ¢ MHCTPYKUKEH 10 MPUMEHEHHIO (JINCTKOM-BKJIZIbIIIEM) B MA4KY
KapTOHHY!IO.

*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 / *IIpoBOAMTCS IPOM3BOINTENEM IIPH BbIIYCKE NIEPHOLMYECKH (C HHTEPBANIOM 0/1Ha cepua u3 20 unu He Meee 1 pasa B ron).
TToka3zaren MoxeT ObITh He BKIIOYEH B cEpTU(hHIKAT aHaTH3a PUPMBI.

API name (INN) / Hydrochlorothiazide / Telmisartan./

Hanmenopanne APC (MHH): I'uppoxnopoTHaszni Tenmucapran

API manufacturer batch number /

Homep cepun npousBoautest ADC: 22050HC10RII ABRHO010441 & ABRH010470

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

IIpumeuanne: [IpoaykT cooTBeTCTBYeT TpeboBaHusaM HJI 3akmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IToxrotoneHo: @_ ITposepeng: TN——~ Onobpeno: Menemxep / PykoBogurens
_-- P 3/'

Date / Date / Date / ag 0 W

JlaTa: 28 w20 L Jlata: Q@ -p7~Q0w2¢— | Hara:




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

E’roduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg

HNpoayxr: Tencapran” H (rugpoxnopoThasuat+renmucaptan) tabnerku 12,5 Mr+40 Mr

Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 400000 tab /
Cepust No ¢ C2508474 Pasmep cepan * 400000 Ta6

Analytical Report No. /

AnannTHyeckuii oraer o 890001824403

Date of Analysis /

JlaTa aHaJin3a

: 22/07/2025

Date of Manufacture /

: 28/05/2025
JaTa npousBoacTBa

Date of Expiry /

Tomen no

: 30/04/2027

Mfg. License No. /
HpousBoacTBeHHAs
JuueH3us Ne

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

MA number: / Homep

Py

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

| Analysis performed according ND / Anaans nposesen no HJI: JITI-Ne(001632)-(PT-RU)-040823

Page 6 of 6 / C1p. 6 M3 6

FP Manufacturer API Batch number /
Howmep cepun cyb6cTanumu
nponssoauTesis I'JID:

FCQA00032

FCRA02858 & FCSA00026

API Manufactured by & country/
Iponseoaurtens A®C, ctpaHa:

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

HaumenoBanmue, agpec, THIEH3US 114
IIpou3BoACTBEHHAS TLIOMAIKA /

IPCA Laboratories Limited, India /
Wnxa Jlaboparopus Jlumuten, Mnaus

Dr. Reddy’s Laboratories Ltd., India /
I-p Pennu’c Jlabopatopuc Jltx.,
Wunus

Survey No. 41, (Formulations Technical Operations - Unit-III), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District., Bachupally (V),
Bachupally (M), Medchal - Malkajgiri (Dist.), Telangana State, India (license

No 59/RR/AP/97/F/R

Vuactok Ne 41 (ITpousroacreenHoe nogpasaenenue-1II), bauynanmm
Bunnamk, Bauynanm Maugan, Memuan Mankaokrupu JJUcTpykT,
Bauynamnu (B), bauynanu (M). Menuan-Mankamkrupu (M), wrart Tenanrasa,

Unnus (nuuensus nomep 59/RR/AP/97/F/IR

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».

3akI04eHde 0 cooTBeTCTBHH: «HacTosAmuM s OATBEPXKAAt0, YTO MPUBEEHHAs! Bblle HHQOPMALWS SABISETCH
JOCTOBEPHOM M TOYHOM. DTa cepusi MpOAYKLUMH Mpou3BeaeHa (BKIOuas YNakoBKY (MapKUpOBKY) M KOHTPOJb
KayecTBa) Ha BbllIEYKA3aHHOW MPOM3BOJACTBEHHON IomIaake (mUiomlagkax) B IOJHOM COOTBETCTBHH C
TpeboBannamMu [IpaBun Haajexailedl MpPOM3BOJCTBEHHOHW MpakTHkU EBpa3sHACKOro SKOHOMHYECKOro C€O103a U
TpeOOBAHUAMM KOHTPOJIS KAueCTBa JIEKAPCTBEHHBIX CPEACTB, a TaK)Xe B COOTBETCTBUH CO CNELU(UKALUAMM,
COZEPXKANIUMHCS B PETUCTPAIMOHHOM J0ChE CTPAHBI-UIMIOPTepa. 3aUCH 0 IIPOU3BOJCTBY, YIAKOBKE U aHAIIM3Y
TIPOBEPEHBI, U YCTAHOBIEHO WX COOTBeTCTBHE TpeboBaHusM [IpaBun Haasexallell IpoU3BOACTBEHHON PAKTHKA
EBpa3zuiickoro 3KOHOMHYECKOr0 COI03a».

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmoyenune: OJJOBPEHO

Prepared by / Checked by Approved by: Manager/Executive /
INoarorosneno: & [TposepeHo; e Onobpeno: Menenxep / PykoBogurens
Date / Date / Date / ag 0N o
Jlara: L0101~ Jlata 22-p7~202¢ | Hara:




