Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan H (HydrochlorothiazidetTelmisartan) Tablets 12.5 mg+80 mg
Ipoayrr: Tencapran” H (rumpoxnopotuasua-trenmucapran) Tabnerku 12,5 Mr+80 mr

IIpousBoacrBennas
JHIeH3us Ne

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

Py

MA number: / Homep

Market / PriHok : Russia / Poccus

Batch No. / . Batch Quantity / . 650000 tab /
Cepust Ne s C2505416 Pazmep cepun © 650000 Tab
Analytical Report No. /. 4900874404 Datefofi Analysisi] : 22/07/2025
AnajHTHYECKHIi oTyeT No ~ |/lara anasu3a

Date of Manufacture / . 13/06/2025 Date of Explry / . 31/05/2027
HaTa npon3BoacTBa TI'onen no

Mfg. License No. /

+ JITT-Ne(001632)-(PT-RU)

Analysis performed according ND / Auaau3s nposeaen no HI: JIII-Ne(001632)-(PI'-RU)-040823

Pagelof6/Ctp. 136

kn
Ne

Test / IlokaszaTesn

Result / Pe3yabTaThl

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’ & ‘2’ debossed on
either side of break line. / OBansHoMi
thopMbl, JBOSKOBBIIYKIIbIE, IBYXCIIOHHBIE
TabNeTKu, OOMH CJIOH CBETJI0-PO30BOTO
LBETa, APYroit ciol Henoro 1BeTa ¢
BO3MOXHBIMH BKPAIJIEHHSIMU PO30BOTO
1Beta. Ha Genoit moBepxHOCTH TabIeTOK
HUMeEeTCs pucka M THCHEHHUS «T» 1 «2» no
pa3Hble CTOPOHBI 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
‘T” & ‘2’ debossed on either side of break
line. / OBanbHON GOPMBI, TBOSKOBbIIYKJIbIE,
NBYXCJIOIHBIE TaOJETKH, OMUH CIIOH OT
CBETJIO-PO30BOr0 JI0 PO30BOTrO LIBETA,
Ipyroii cnoii ot 6enoro 10 noutu 6eynoro
[[BETA C BO3MOXHBIMU BKPAILIEHUSIMH
po3oBoro Lsera. Ha 6enolf noBepxHoOCTH
TabIeToK UMeeTcs pucka U TUCHeHHsT «T» u
«2» 10 pazHble CTOPOHEI OT Hee.

Identification /
HnesTuduxauus
telmisartan and
hydrochlorothiazide /
TeJIMHCAPTAH H
THRPOXJIOPOTHA3H]

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 XpOMaTOrpaMmmMme
HCMBITYEMOTO PACTBOPA COOTBETCTBYIOT
BpEeMEHaM yJAep>KHBaHWs OCHOBHEIX THKOB
Ha XpoMaTorpaMMe PacTBOpa CTaHJAPTHBIX
00pa3LoB TeIMUCapTaHa U
FUApOXJIOpoTHazuaa (pasaesn
«KonuyecTBEHHOE OTPEACICHHUEY).

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 yJep)xuBaHHs OCHOBHBIX THKOB
Ha XpOMAaTorpamMmMme HCIBITYEMOrO PacTBOpa
JIOJHBI COOTBETCTBOBATH BpEMEHAM
yIepP KUBAHUS OCHOBHBIX TINKOB Ha
XpoMaTorpaMme pacTBoOpa CTaHAAPTHBIX
00pasioB TenMucapTaHa u
rUApoOxNopoTHasuaa (pasnen
«Konn4ecTBEHHOE ONPEENEHHED).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipogykt cooTBeTcTBYET TpeboBanusm HJJ 3akurouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo; @ Hpoaepcn@ N e Onobpeno: Menemxkep / PykoBonuTenb
Date / Date / Date / ~

. 0220725 . Ly Y D
Hata: 29 ~0¥¢-"20 Jara: ?,g —07-2¢ 2r— Hara:




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Telsartan H (Hydrochlorothiazidet+Telmisartan) Tablets 12.5 mg+80 mg
Ipoaykr: Tencapran® H ( ruAapoxjgoportnasiatrenvucapras) tabnerka 12,5 mr+80 mMr

Market / PeiHoK : Russia / Poccust

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

Cepns Ne : €2508476 Pa3mep cepun 650000 Tab

Analytical Report No. / . 890001824404 Date of Analysis / . 22/07/2025
AHajuTHYeCKHii oTUeT Ne Jarta anaan3a

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

Jata npon3BoacTBa I'onen no

Mfg. License No. / .

TpowssoncTaennas : S5O/RR/AP/97/F/R lﬁ“{f‘ number: /Homep . 5117 v 001632)-(PT-RU)
Junenzusa No

|Analysis performed according ND / Ananus nposeaes no HJI: JIII-Ne(001632)-(PT'-RU)-040823

Page2of 6/Crp.2u36

'kn |Test / IToka3atens Result / PeayabTaThi Specification / Hopma
Ne
3 |Disintegration time / 08 min / 08 mux Not more than 15 min /

PacnagaeMocTh

He 6onee 15 mum.

4 |Dissolution / PacTBopenne
Telmisartan / Unit-1/ Ta6n.-1 [ 96 % Not less than 75 % (Q) of the labeled
Tenmucapran Unit2) Tabi=2 95 % ZI;IOU'M (/)f Ci33H30N4O; (Telmisartan) in
- 5 min.
Un?t-3  Ta0n.3 %8 OA) He menee 75 % (Q) oT HOMHHANBHOTO
Un¥t-4_/ oS 96 % copepxanust C33sHioN4O: (Tenmucapran)
Unit-5 / Ta6n.-5 B% | yepes 45 muH.
Unit-6 / Tabu.-6 96 % N
Hydrochlorothiazide / Unit-1/ Ta6n.-1 97 % Not less than 75 % (Q) of the labeled
['unpoxnopotuasun Unit-2 / Tabin.-2 95 % amount of C;HsCIN3O4S;
Unit-3 / Tab6n.-3 99 9, (Hydrochlorothiazide) in 45 min. /
Unit-4 / Ta6n.-4 97 % He meree 75 % (Q) oT HOMHHAJILHOTO
Unit-5 / Tabn.-5 94 % coaepxanus C/HsCIN3O4S;
Unit-6 / Tabi.-6 98 % |(rnmpoxnopotuasun) yepes 45 MuH.
5 |Impurities / Ilpumecu
Telmisartan /
Tenmucapran
Impurity A / Ilpumecs A |Below LOQ (LOQ = 0.003 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %
npenena KoNMuecTBEHHOTO ONpeAeIeHHs
(ITKO = 0,003 %)
Impurity B / TTpumecs B [0.01%/ 0,01% 'Not more than 0.20 % / He Gonee 0,20 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusaM H]T 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: @ ITposepeHo: 01\ ~7Z Onobpeno: Menemxep / Pykosoaurens
Date / Date / - Date / Ak & o
Iara: 230t '),0’)_5‘ Nara: 2L —07-9mor—| Hara:
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
[IpoaykT: Tencapras” H (rumpoxnoporiaziatrenMicapran) tabnetku 12,5 Mr+80 mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 650000 tab/
Cepus Ne Ll Pa3zmep cepuu " 650000 Tab
Analytical Report No. /. 0661854404 DaICIolAnAlySiS : 22/07/2025
AHajanTHYecKHii oTyeT No Jata aHasu3a
Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027
Jara npoussoacTaa Topen no
Mfg. License No. / .
TpouseoncTsennas . 59/RR/AP/97/F/R g‘; number: /Homep . 11y v 001632)-(PI-RU)
JnneH3us Ne

Analysis performed according ND / Anaau3s nposegen no HJI: JITI-Ne(001632)-(PT'-RU)-040823

Page3of 6/ Crp.3mu3 6

'kn |Test/ Hoxasatens Result / Pe3yabTaThl Specification / Hopma

Ne
Impurity D / ITpumecs D {0.003%/ 0,003% Not more than 0.20 % / He 6onee 0,20 %
Impurity TMS1/ Not detected / He obHapyxkeHa Not more than 0.20 % / He 6onee 0,20 %
[Tpumecs TMS1
Dimer acid impurity / Not detected / He obHapyxKeHa Not more than 0.20 % / He 6onee 0,20 %
JumepHo# KUCTOTHI
Chloro analogue impurity / |0.02%/ 0,02% Not more than 0.20 % / He Gonee 0,20 %
Xopo anaiora
Any unspecified impurity / | 0.01%/ 0,01% Not more than 0.20 % / He 6onee 0,20 %
Ennnuunas
HEeHJEHTUDHIMPOBAHHAS
NpUMECh

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

CymMma npumeceit 0.04%/ 0,04%

Hydrochlorothiazide /

I'napoxiopornazun

Impurity A / [Ipumecs A |Not detected / He obHapyxeHa Not more than 0.50 % / He 6onee 0,50 %

Impurity B / IIpumece B | 0.04%/ 0,04% Not more than 0.50 % / He 6onee 0,50 %

Impurity C / Ipumecs C | 0.05%/ 0,05% Not more than 0.50 % / He 6onee 0,50 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusmM HI{ 3akmouenune: OJOBPEHO
Prepared by / C _ Checked by / Approved by: Manager/Executive /
IlonroroBnexo: = [Mposepeng! [ q\ il Onob6peno: Menemxep / PykoBoanrens
Date / Date / = Date / e
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTIN3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mpoayxt: Teacapran® H (ruapoxsiopoTuasna+renMucapran) Tabnerky 12,5 Mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / _ 650000 tab / ]
Cepus Ne  E2508zi16 Pazmep cepuu 650000 Tab

Analytical Repo‘}‘t No. / . 890001824404 Date of Analysis / . 22/07/2025

AHanuTHYecKMii oTueT No Jarta anajanza

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

Jarta npousBoacTea T'ogen no

Mfg. License No. / )

HpoussoacTBensas . SO/RR/AP/97/F/R 11‘,43‘," number: / HOMEP . 111 n,(001632)-(PT-RU)

JuueH3us Ne

Analysis performed according ND / Anaau3 nposeaen mo HJI: JITI-Ne(001632)-(PI'-RU)-040823

Page40f 6/ Crp.4u36

'kn |Test / Ilokasarens Result / PesyabTatsl Specification / Hopma
Ne
Any unspecified impurity / | 0.01%/ 0,01% Not more than 0.20 % / He 6onee 0,20 %
EnunuuHas
HEHJICHTUPHUIHPOBAHHAS
npuMech

Total impurities /
CymMMa npuMeceit

0.1%/ 0,1%

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

6 |Water content /
Conepkanue BOIbl

1.8%/1,8 %

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

7 |Uniformity of dosage units / OqHOPOAHOCTH JO3MPOBAHHBIX eTUHHII

Telmisartan / 2.72,7 The acceptance value (AV) should be less
Tenmucapran than or equal to 15.0 / [Toka3zarens

' npuemnieMocTy (AV) nomkeH ObITh He 6onee
Hydrochlorothiazide / 5.7/5,7 15,0

I'uppoxsopotuasug

8 |Microbiological purity* / Mukpo6uosiorndyeckas uucrora*

a) Total Aerobic Microbial
Count / Ob1iee yncno
a’poBHBIX MUKPO-
OpPraHu3MOB

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 / O6uree
YHCJIO APONOKEBBIX 1
IJIECHEBbIX TPHOOB

Less than 10 CFU/g/
Memnee 10 KOE/T

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

Conclusion : APPROVED /

Remarks : The Product confirms to ND/

IMpameyanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusiM HJJ 3axnwuenne: OJOBPEHO

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

TToarorosneno; & ITposepeno; Onobpeno: Menemxep / PykoBoautens
/—9

Date / Date / Date / at N e
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hponykr: Tencapran® H (rugpoxnopotuasuatrenMucapran) Tabaerku 12,5 Mr+80 mr

Market / PeiHOK : Russia / Poccust

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

Cepus Ne 2 L2o08470 Pa3mep cepun " 650000 Tab

Analytical Repo‘}‘t No. / . 890001824404 Date of Analysis / . 22/07/2025
AHanuTHYeCKHii oTyeT Ne HaTa ananuza

Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027

JaTta npou3BoACTBa ToaeH xo

Mfg. License No. / .

Tipon3BoncTBeHHAs : 59/RR/AP/97/F/R 11243‘," number: /HoMep . ;11 o 001632)-(PT-RU)
Juuen3ns Ne

|Analysis performed according ND / Auann3s nposeaen mo HJI: JITI-Ne(001632)-(PT'-RU)-040823

PageSof6/Crp.5u3 6

kn |Test / ITokazatenn
No

Result / Pe3yabTaTsl

Specification / Hopma

c) Escherichia Coli

Absentin 1 gram /
OtcyTrcTByeT B 1 T

Shall be absent in 1 gram /
OtrcyrcTtBHe B 1 T

9 |Assay / KostmyecTBeHHOe OnpeaesieHne

Telmisartan /
Tenmucapran

80.8 mg /80,8 Mr

76.0 mg to 84.0 mg of C33;H3gN4O;
(Telmisartan) per tablet. /

Ot 76,0 mr no 84,0 Mr Cs3H3oN4O»
(Tenmucaptan) B TabneTke.

11.875 mg to 13.125 mg of C7HsCIN3O48S,
(Hydrochlorothiazide) per tablet. /

Or 11,875 mr mo 13,125 mr C7H3CIN3O4S,
(rMIPOXJIOPOTHA3H]) B TaOIETKE.

Hydrochlorothiazide / 12.213 mg/ 12,213 mr

I'mppoxnopotuazusg

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

o 7 Tabnetok B 6nucrepe u3 (I1IBX/AVTIA) donbru/antomunnesoii donsru. 1o 4

' 6McTepa BMECTE C HHCTPYKUHEHN MO IPUMEHEHUIO (IUCTKOM-BKIAABIIIEM) B MA4Ky

KapTOHHYIO.

10 |Packaging / Onucanne

YNAKOBKH

*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 / *IIpoBoauTCS MPOM3BOAMTENEM [IPH BBIYCKE NEPHONMYECKH (C MHTEPBATIOM oiHa ceprs u3 20 unn He MeHee | pasa B ron).
INokazaTens MoxeT OBITh HE BKIIOYEH B CEpTH(HMKAT aHaTH3a QUPMBIL

API name (INN) / ] Hydrochlorothiazide / Telmisartan /
Haunmenosanne AQC (MHH): I'unpoxnoporuazuny Tenvucapran
API manufacturer batch number / 22050HC10RII ABRHO010470
Homep cepun npoussogurens ADC:

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykt cooTBeTcTByeT Tpeboanusm H]

Prepared by / - Checked by / Approved by: Manager/Executive /
IToaroroseHo: & [Tposeperg ~Z Onobpeno: Menemxkep / PykoBoanTens
" S/'
Date / Date / Date / 4
. Qg 0N U
Hara: 24 0308 Hara: Qg ~07~202¢ 1 Hara:
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Mponykr: Tencapran® H (rumpoxsopotuasuatreavucapraq) Tabnerku 12,5 Mr+80 mr .
Market / PoiHok : Russia / Poccust
Batch No. / . Batch Quantity / . 650000 tab /
Cepus No f EOLE Pazmep cepuu © 650000 tab
Analytical Repo:'t No. / . 890001824404 Date of Analysis / . 22/07/2025
AHanuTHYeCKHii oTyeT No Jarta anaam3a -
Date of Manufacture / . 13/06/2025 Date of Expiry / . 31/05/2027
JaTa nponzBoacrea T'ogen no
Mfg, License No. /
IlpouzBoacTBeHHAS : 59/RR/AP/97/F/R i\,/I}é number: / Homep : JIII-Ne(001632)-(PT-RU)
Jgunensus Ne
Analysis performed according ND / Ananus nposenen no HJI: - JITT-Ne(001632)-(PI'-RU)-040823 -

Page6of6/Cip. 6 m3 6

FP Manufacturer API Batch number /
Howmep cepun cyocTannmun
npousBoauteas: I'JID:

FCQAQ0032

FCSA00026

API Manufactured by & country /
IIpounsogutens A®C, cTpaHa:

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

HaumeHoBaume, agpec, TUUEH3HS 1JIs1
ITpou3BoacTBeHHAn MJIOAAKA /

IPCA Laboratories Limited, India /
Hnka Jlabopatopus Jlumurten, Munus

Dr. Reddy’s Laboratories Ltd., India /
H-p Peanu’c Jlaboparopuc Jita.,
Hunus

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

VYuactok Ne 41 (ITpouzsoacteenHnoe noapasaenesue-1II), bauynannu
Bunnapx, bauynannun Mangan, Meguan Mankamxrupu JucTtpuxr,
bauynanmu (B), bauynanu (M). Meguan-Mankamxrupu ([), wrat Tenanraua,

Wnpns (nuuensust Homep S9/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».

3aknioyeHde 0 cooTBeTcTBHH: «HacTosuM 1 NOATBEPkKAAI0, YTO MPUBEAECHHAs BbIIIE HHPOPMALUS SBISETCS
JOCTOBEPHON W TOUHO#. DTa cepusl NPOAYKLUUHM MpOU3BeleHa (BKIOYas yMakoBKY (MapKHpPOBKY) M KOHTPOJb
Ka4yeCcTBA) HAa BbILIEYKA3aHHO! IIPOW3BOJCTBEHHON IUIoImIaAke (MINOINagKax) B TOJHOM COOTBETCTBHH C
tpeboBaHusmu [lpaBun Hajuiexainell MpoU3BOACTBEHHON MpakTHkU EBpa3zniickoro 3KOHOMHHYECKOTO COH32 U
TpeOOBaHUSMH KOHTPONS KayecTBa JICKAPCTBEHHBIX CPEJICTB, a TAKKE B COOTBETCTBUU CO CHELU(PUKALMIMMU,
COJIEPXKANIMMHKCS B PErUCTPALIHOHHOM JIOChE CTPaHbI-UMITIOPTEPA. 3aMUCH MO NPOU3BOACTRY, YIAKOBKE U aHAJN3Y
NpOBEPEHbI, U YCTAHOBJICHO UX COOTBeTCTBHE TpeboBaHusm [IpaBun Haxexallell Mpor3BOACTBEHHON MTPAKTHKH
EBpa3uiickoro s3KOHOMHUYECKOTO COK03a%.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TToarorosnexo: @ [ lpozsepem@,\/ Onobpeno: Menemkep / PykoBoanTens
L) — >—
Date / Date / ~5
—O A~ O g 0N R
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