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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mponyxr: Teacapran™ AM (amnoaunuu+renmucapran) tabnerku 5 mr+80 Mr

Market / Poiok : Russia / Poccus

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

Cepust Ne & BRI Pasmep cepun 400000 Tab

Analytical Report No. / . Date of Analysis / . 31.05.2026

AHaJIUTHYECKHUIT 0TueT No mEE JlaTa ananuza ‘ o

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BoacTBa Toaen ao

Mfg. License No. / .

IMpou3BoaCTBEHHAs : MNB/05/263 A nunibers | : JIII-Ne(002648)-(PT-RU)
Homep PY

JiHLeH3Hs No

Analysis performed according to ND: / Ananus nposeaen no HJI: JIIT-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeTsl nepBHYHOH ynakoBKH yTBepikaeHbl: 02.10.2023
Artworks of secondary package approved: / MakeTb! BTOpU4YHO#i YIAKOBKH YTBep:KAeHbI: 29.06.2023

PL approved: / JIB yreepxaen: 11.03.2025

Page1of 8§/ Crp.1u3 8

No | Test / Iloka3aTens Result / Pe3yabTaThl

Specification / Hopma

1 Appearance / Onucanue Oblong shaped, uncoated, biconvex, bilayered
tablets with pale pink layer on one side and white

layer with mottled appearance on other side. /
TabneTkn npoaonrosaroi Gopmai,
IBOSIKOBBITYKNbIE, ABYXCIOMHbIE, ONMH CNOM
CBETJIO-PO30BOTro LBETA, C BKpanieHHaMu 6enoro
LBETA, BTOpOIii cnoii 6enoro LeTa.

PO30BOrO LBETA ¢ BKpanjieHUAMHU 6e0ro LBeTa,
BTOpO#i cnoii 6enoro usera.

Oblong shaped, uncoated, biconvex, bilayered
tablets with pale pink to pink layer with mottled
appearance on one side and white to off-white
layer on other side. / TabneTku npononrosaroii
GopMbl, JBOSKOBBIMYKIIBlE, ABYXCJIOMHEIE,
OJIMH CJIOH — OT CBETJIO-PO30BOrO 10 PO30BOr0
LBETA, C BKPAIIEHUAMH 6€eJIoTo LBETa, BTOPOi
CJl0¥ — 6es10ro UM oYty Oeoro uBeTa.

2 Identification / UaenTndurauus
Amlodipine and Telmisartan / Amnoounun u Teamucapman

HPLC / BOXX The retention times of major peaks in
chromatogram of test preparation
correspond to that in the chromatogram
of Telmisartan and Amlodipine besilate
reference standards solution. / BpemeHna
YJACpP)KUBAHKS OCHOBHBIX IIMKOB Ha
XpomaTtorpamme UCIIBITYEMOTrO
pacTBopa COOTBETCTBYIOT BpEMEHaM
YIOEpPKMBAaHUS OCHOBHBIX MHKOB Ha
Xpomartorpamme pacTtBopa
CTAHAApPTHBIX 00pa3lOB TeIMHCApTaHA

The retention times of the major peaks in the
chromatogram of test preparation should
correspond to that in the chromatogram of
Telmisartan and Amlodipine besilate reference
standards solution (section "Assay"). /
Bpemena ynepUBaHUS OCHOBHBIX NHKOB Ha
XpOMaTorpaMMe  HCHBITYEMOTrO  pacTBOpa
JIOJDKHBI COOTBETCTBOBATh BpeMeHaM
YOEPXKUBAHHUS ~ OCHOBHBIX  NHKOB  Ha
XpoMaTorpaMMe  pactBopa  CTaHIAapTHBIX
o0paslLoB TeJMUcapTaHa W  aMIIOJMOMHA

¥ amsiogunuHa 6e3usiarta. Oe3unara (paznen «KomnuuecTBenHoe
onpejeneHue»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Iponykr coorsercTByeT Tpebosanusm HJJ 3axmovenne: OJIOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroropneHo: IporepeHo: [Tposepeno (AOK: OnoGpeHo: Obecniedenne kauecTBa/OTBETCTBEHHOE

Rama Kant W Pardeep Kumar Amit Kumar JIALO:
=

5

Date / Date / Date/ Date /
Jara: 31.05.2026 Jlara: 31.05.2026 Hara: 31.05.2026 Jara:

LA ro‘Seré

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykr: Tencapran® AM (amnopunuu+Teamucapran) Tabaetku 5 Mr+80 mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne B V2801101 Pasmep cepun * 400000 Ta6

Analytical Repovrt No. / . 890001885233 Date of Analysis / . 31.05.2026

AHaJJUTHYECKHUii oTueT N JlaTa aHanu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npousBojCTBa Togen oo

Mfg. License No. / .

IMpoussoacTBeHHas : MNB/05/263 i : JITT-Ne(002648)-(PI"-RU)
Homep PY

anueH3us Ne

Analysis performed according to ND: / Ananu3 nposenen mo HJI: JITT-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeTbl NepBHYHOH YNaKoBKH yTBepxkaeHnbl: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOpH4YHO# YIaKOBKH yTBep:kaeHbl: 29.06.2023

PL approved: / JIB yTBep:KaeH:

11.03.2025

Page2 of 8/ Crp.2 n3 8

No | Test / Iloka3zaTenb

Result / Pe3yabTarsl

Specification / Hopma

UV-spectroscopy (HPLC
(PDA Detector)) /

(PDA-oemexmop))

Y@-cnexmpockonus (BOXKX

UV absorption spectra of the peaks of
telmisartan and amlodipine, obtained by
chromatography of the test and standard
solutions, have absorption maxima at
the same wavelengths (+2 nm). / V®-

CIICKTPBI MOroLIEHUA NHUKOB
TEIMHUCApTaHa H aMJIOOHITMHA,
MONYy4YECHHBIC npu

xpomartorpahMpoBaHHU HCHBITYEMOTO
U CTaHAApPTHOTO pPacTBOPOB, HMEIOT
MaKCHMYMBI NIOTJIOIIEHUS NIPU OAHUX U
TeX JKe JUTMHAX BOJIH (+2 HM).

UV absorption spectra of the peaks of
telmisartan and amlodipine, obtained by
chromatography of the test and standard
solutions, should have absorption maxima at
the same wavelengths (2 nm) (section
"Assay"). / Y®-cnekTpsl NOrAOMWEHHs MUKOB
TeJIMHCAPTAHA W aMJIOJMITHHA, TMOTYYeHHbIE
py XpoMatorpagupoBaHMU HCILITYEMOTrO H
CTaHJAPTHOTO pAcTBOPOB, MOKHBI HMETh
MaKCHUMYMBbI TIOTJIOMIEHUS MIPH OJTHUX M TEX K
JUIMHaX BOJIH (2 um) (pazgen
«KonM4YeCTBEHHOE OTIPEIEIEHUEY).

3 Dissolution / PacTBopenue

Amlodipine / AMyioaduH Unit-1/ Ta6m1.-1 97 % Not less than 75% (Q) CiHasCIN;Os
Unit-2 / Ta6.-2 97 % (Amlodipine) in 30 min. / He menee 75 % (Q)
Unit-3 / Tabn.-3 96% C20H25CIN,Os (amnoaunun) gepez 30 MuH.
Unit-4 / Tabn.-4 96 %
Unit-5 / Ta6n.-5 96%
Unit-6 / Tabn.-6 96%
Telmisartan / Tenmucaptan Unit-1/ Ta6n.-1 99 % Not less than 75% (Q) Ci3H3zoN4Oo
Unit-2 / Ta61.-2 100% (Telmisartan) in 30 min. / He menee 75 % (Q)
Unit-3 / Ta6n.-3 101 % | C33H30N4O; (TenMucapran) yepes 30 MuH.
Unit-4 / Tabn.-4 100 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykt coorBeTcTBYET TpeboraHusim HJT 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[ToaroTosnexo: [TporepeHo: [Tporepeno (AOK: Onobpeno: Obecneuenne kauecTsa/OTBETCTBEHHOE
Rama Kant ‘Q’“ Pardeep Kumar Amit Kumar JIHLIO: f
o - T ( /L 2
Date / Date / Date / Date / A =< A~
Jata: 31.05.2026 Jara: 31.05.2026 Jata: 31.05.2026 Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
IMpoaykr: Tencapran™ AM (amnoaununtrenmucapran) Tabnerku 5 mr+80 mr

Market / PoiHOK

: Russia / Poccus

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

Cepusi Ne i Pasmep cepin 400000 a6

Analytical RepOj't No. / . 890001885233 Dat_e of Analysis / . 31.05.2026
AnajuTHYeCKHUI oTueT No JlaTa ananusza

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa nponssoacTea Topen a0

Mfg. License No. / Y e —

Ipon3BoacTBEeHHAR : MNB/05/263 Homep PY : JITI-Ne(002648)-(PI'-RU)

auiensus No

Analysis performed according to ND: / Ananaus nposeaen no HJL: JIIT-Ne(002648)-(PT'-RU)-290623
Artworks of primary package approved: / MakeTbl nepBHHOIi yNakoBKH yTBepKaeHbl: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOPUYHOi1 YIaKOBKH yTBepxaeHbl: 29.06.2023
PL approved: / JIB yrBepanen: 11.03.2025

Page3 of8/Crp.3m3 8

No | Test/ Iloka3zaTennb

Specification / Hopma

Result / PesyabTaThi
Unit-5 / Tabmn.-5 101 %
Unit-6 / Tabi.-6 101%

4 Impurities / Tipumecn

Amlodipine / AMiogunus
Impurity D / [Ipumecu D

Below LOQ (LOQ = 0.08%) / Hixe
npenesa KOMUYeCTBEHHOTO
onpezaenenus ([KO =0.08 %)

Not more than 0.5 % /

He 6onee 0,5 %

EnunnuHoi

Any unidentified impurity /

HeUIeHTHHUIUPOBAaHHON

Below LOQ (LOQ = 0.08%) / Huxe

npeaeina KOJH4€CTBEHHOIO

onpeaenenus (ITKO =0.08 %)

Not more than 0.2 % /

He 6Gosnee 0,2 %

pUMECH
Total impurities / Cymma Below LOQ / Huxe nmpexnena Not more than 1.5 % /
npumecei KOJTMIE€CTBEHHOIO ONPEAEICHUA He 6osee 1,5 %
Telmisartan / TenmucapTaH Below LOD (LOD = 0.001 %) / Huxe
Impurity A / ITpumecu A npenena oOHapyxeHus (I10 = Not more than 0.2 % /
0.001 %) He 6onee 0,2 %
Dimer acid / lumepHo#i Below LOD (LOD = 0.005 %) / Huxe | Not more than 0.2 % /
KHCIIOTHI npenesna ooHapyxenus (I1O = 0.005%) | He 6onee 0,2 %

Any unidentified impurity /
EnunuuHo# HeuneHTuduLIu-
pPOBAHHOH [IPUMECH

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauu (I[P = 0.05 %)

Not more than 0.2 % /
He Gonee 0,2 %

Total impurities /Cymma Below BDL / Huxe nopora Not more than 1.5 % /

npumecei perucTpauuu He Gonee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: Ipoaykr cootBercTByeT TpeGoBanHuaM HJT 3akmouenue: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Toaroroeneno: IIpoBepeno: Iposepeno (AOK: Onobpeno: Obecnederue kayecTsa/OTBETCTBEHHOE
Rama Kant Pardeep Kumar Amit Kuma JTHLIO: \ -

%’»X/: U S
— ~ — /

Date / Date / Date / Date / ;},\ e VL
Jara: 31.05.2026 Jara: 31.05.2026 JHara: 31.05.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

CIN: L85195AP1984PLCO04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
MpoayxT: Tencapran® AM (amnoaunun+renMucapran) Tabnetku 5 Mr+80 mr

Market / PoiHoK : Russia / Poccus
Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne L V2601101 Pasmep cepun * 400000 Tab
Analytical Repovrt No. / . 890001885233 Date of Analysis / . 31.05.2026
AHanuTHYecKuii oTyeT Ne JlaTa anaausa
Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029
JaTta npousBoacTBa I'oneH no
Mfg. License No. /
MA number: /
Ipou3BoACTBEHHAR : MNB/05/263 Homep Y : JITI-Ne(002648)-(PT-RU)

auueH3ns Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JITI-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeTbl nepBHYHOI yNaKoBKH yTBepkaeHbl: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOPHUYHOIi YIaKOBKH yTBep:kAeHbl: 29.06.2023
PL approved: / JIB yrBepxkaen: 11.03.2025

Page 4 of 8 / C1p. 4 u3 8

No | Test / Iloka3zatesnb Result / PesyabTathl Specification / Hopma
5 Water / Cogepaxanue BOIbI 1.5 9% Not more than 4.0 % /
ikl He 6onee 4,0 %

6 Uniformity of dosage units/ OaHOpoaAHOCTb A03HPOBAHHBIX eAUHUIL

Amlodipine / AMao U=

The acceptance value (4¥) should be less than

3.0 or equal to 15.0 / ITokazaTens nmpUeMIeMoCTH

(4V) pomxeH ObITh He Goiee 15,0.
Telmisartan / Tenmucaptan The acceptance value (4V) should be less than
2.0 or equal to 15.0 / IlokazaTens MpHUEMIIEMOCTH

(AV) nomxen ObITh He Gosee 15,0.

7 Microbiological purity* / Mukpo6uoJsiornyeckas 4yucrora*

a) Total Aerobic Microbial
Count / Obuice uucno
a3poOHBIX MUKPOOPTaHU3MOB

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

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

rpuboB

b) Total Combined Yeast and
moulds count / O6uiee Yucno
JIPOXOKEBBIX M TUIECHEBBIX

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

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

Remarks : The Product confirms to ND/
ITpumeyanue: I[TIpoaykT cooTBETCTBYET TpeOoBaHusaM HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
ITonroToBneHo: ITposepeno: ITposepeno (AOK: OnobpeHo: Obecneuenne kauecTBa/OTBETCTBEHHOE
Rama Kant UU‘ Pardeep Kumar Amit Kymar JIHLO: h»ﬁ
kB I S D
N
Date / Date / Date / Date / "5/\ S ~roVh
Hara: 31.05.2026 Jarta: 31.05.2026 Jara: 31.05.2026 Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLLC004507
www.drreddys.com




..0 Dr. Reddy's Laboratories Ltd.
: - Formulation Unit-6
Dr. Reddy s ". Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  www.drreddys.com
CEPTH®UKAT AHAJIM3A

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
IMpoayxkr: Tencapran™ AM (amsonnnuu+renMucaprau) tabuetku 5 Mr+80 mr

Market / PoiHok : Russia / Poccus

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

Cepusi Ne e Pasmep cepun " 400000 Tab

Analytical Repourt No./ . 890001885233 Date of Analysis / . 31.05.2026

AHanuTH4yeckuii oTyet Ne Jlara ananu3a

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

Jara nponsBoacTea TI'ogen 10

Mfg. License No. / .

MpouseoncTaenuas : MNB/05/263 LA pmliers | : JITI-Ne(002648)-(PT-RU)
Homep PY

JUueH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JITI-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeTbl nepBHYHOIf YNaKOBKH yTBepaenst: 02.10.2023
Artworks of secondary package approved: / Makers! BTOpH4YHOIT yNaKoBKH yTBepKaeHbl: 29.06.2023
PL approved: / JIB yreepxaen: 11.03.2025

Page50f 8/ Crp.5u3 8
No | Test / IToka3zatenn Result / Pe3yabTaTsl Specification / Hopma
¢) Escherichia Coli . Shell be absent in 1 gram /
Absent in 1 gram /
OrcyrctBUE B 1 T
OrcytctByerB 1 T
Assay / KonnyecTBeHHOE onpeac/ieHHe
Amlodipine / AmsionunuH Not less than 4.5 mg and not more than 5.5 mg
8 of CyH25CIN,Os (Amlodipine) in tablet. / Ot
4.92 mg/ 4,92 mr 4,5 mr 10 5,5 Mr CaoHsCIN;Os (amnonunun) B
TabJIeTkKe.
Telmisartan / TenmucapTas Not less than 72.0 mg and not more than
88.0 mg of C33H30N4O; (Telmisartan) in tablet.
802 mighl. A / Or 720mr no 88,0mr CyHiNiOs
(TenmucapraH) B TabJIeTKe.
9 | Package / Onucanne 7 tablets per blister of (PVC/AI/PA) | 2 tablets per blister of (PVC/AVPA)
YHaKOBKH foil/aluminum foil with heat seal | foil/aluminum foil with heat seal lacquer and
lacquer and shellac coating. 4 blisters | shellac coating. 5 blisters and patient
and a patient information leaflet in a | information leaflet in a carton.
carton. / TTo 7 tabnerok B 6iuctepe u3 | 7 tablets per blister of (PVC/AVPA)
(TIBX/AVITA)  donsri/amomunuesoii | foil/aluminum foil with heat seal lacquer and
donern ¢ TepMokieeBbiM sakoBbIM | shellac coating. 2 or 4 blisters and a patient
HOKPBITHEM U mestakoBeiM | information leaflet in a carton. /
nokpuiTeM. [To 4 Guucrepa B mauky
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Npoaykr coorercrayer Tpedosanuam HJL 3akmouenne: OJJOGPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
IToarorosnexo: ITposepeHno: IMposepeno (AOK: Onobpeno: Obecneyenne kauecTBa4)TBETCTBEHHOE
Rama Kant \}lj\ Pardeep Kumar Amit Kumar JULO: \ by’p
Rt |4 hort I
Date / Date / Date/ Date / X i oVl
Jlara: 31.05.2026 Jlata: 31.05.2026 | Mara: 31.05.2026 JHara;

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg

MpoaykT: Tencapran® AM (amaoaunun+renmucapran) TabaeTku 5 Mr+80 mMr

Market / PoiHok : Russia / Poccus

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

Cepuisn Ne 4 MOGlLIN Pa3mep cepun " 400000 Ta6

Analytical RepOft No./ . 890001885233 Date of Analysis / . 31.05.2026

AHaJNTHYECKHIT oTueT No Jarta ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JaTa npousBojgcTea Togen o

Mig. License No. / .

TponssoacTBeHHast : MNB/05/263 oo BTy : JITI-Ne(002648)-(PI'-RU)
Homep PY

JIHLeH3Hs Ne

Analysis performed according to ND: / Ananus nposeaen no HL: JITT-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeThb! nepBH4HOIi ynakoBkH yTepskaensi: 02.10.2023
Artworks of secondary package approved: / MakeThbl BTOPHYHOII YNaKoBKH yTBepxaeHbl: 29.06.2023
PL approved: / JIB yrepaaen: 11.03.2025

Page 6 of 8/ Crp. 6 u3 8

No

Test / Iloka3arenn

Result / PesyibTaTsl

Specification / Hopma

KapTOHHYIO BMECTE C MHCTPYKLHMEH Mo
NPUMEHEHHUIO (JIICTKOM-BKJIAABIILEM).

[lo 2 Tabnetkn B Gnucrepe us (IIBX/AVITA)
dhonbru/amoMuHHeBO donsru &
TEPMOKJIEEBLIM  JIAKOBLIM ~ TMOKPLITHEM M
LIENIAKOBbIM MoKpbiTHEM. [To 5 6auncTepor B
Nauky KapToHHYIO BMECTE C MHCTPYKUMEH Mo
NPUMEHEHHIO (THCTKOM-BKIIAbILLIEM),

[To 7 Tabnerox B Gnuctepe u3 (ITIBX/AVITA)

thonbri/anoMuHneBoH thonbru c
TEPMOKJIEEBLIM ~ JIAKOBLIM ~ MOKPBITHEM W
LIENNAKOBBIM  nokpbiTHem. [lo 2 wnu 4

OnaucTepa B Mauyky KapTOHHYIO BMecTe ¢
MHCTPYKLHEH 10 MpUMEHEHHMIO (JIMCTKOM-
BKJIabILLEM).

10 | Labeling / MapxupoBka

Complies / COOTBETCTBYET

See Module 1 Section 1.3.2 of registration
dossier. / Undopmanus npuseneHa B pazaene
1.3.2 MoayJsig 1 perucTpaltioHHOTO AOCKE.

11 | Storage / YcnoBus

XpaHCHUH

Not higher than 25 °C. / Ilpu Temnepatype He Bbliue 25 °C.

12 | Shelf-life (storage period) /
Cpox rogHoctH (cpok

XpaHeHHsi)

3 years. / 3 rona.

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykr coorsercreyer TpeboBatuaM HJL

Conclusion : APPROVED /
3aknwyenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoarorosieHo: [TpoBepeHo: [Iposepeno (AOK: OnobpeHo: Obecneuenue kayecTsa/OTBETCTBEHHOE
Rama Kant M Pardeep Kumar Amit Kugpar JIHLIO: [l
—\ £
@U{ / - b — |
Date / Date / Date / Date / o )'): 1w 26
Jlara: 31.05.2026 Hara: 31.05.2026 | Jara: 31.05.2026 Jara: r}

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 421 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:’.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykt: Tencaptan® AM (amnoaunuu+Tenmucapran) Tabnetku 5 Mr+80 mr

Market / PoiHOK : Russia / Poccus

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

Cepusi Ne ¥ FIGOLIN Pasmep cepun " 400000 Ta6

Analytical Repovrt No. / . 890001885233 Date of Analysis / . 31.05.2026

AHAJUTHYECKHIT oTYeT No JlaTa ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

Jarta npousBoacTBa T'onex g0

Mfg. License No. / .

Ipou3sBoacTBEHHAs : MNB/05/263 VLA mmthers: ¢ : JITI-Ne(002648)-(PI-RU)
Homep PY

auieH3us Ne

Analysis performed according to ND: / Ananus nposeaen no HJ/I: JITI-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeThl nepBH4HOH YNaKOBKH yTBepxkaenbl: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi YIaKOBKH yTBepxaeHbI: 29.06.2023
PL approved: / JIB yrBep:kaen: 11.03.2025
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*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
/ KoHTpoIb N0Ka3aTeNs OCYIECTBIISETCS IIPOU3BOAMTEIIEM TIPH BITYCKE TIEPHOAMYECKH (C MHTEPBATIOM OJHO HCibITaHKue Ha 20 cepuil Win He
meHee | paza B rox). [lokaszaresns MoxeT ObiTh He BktoyeH B CepTudukar aHammsa GUPMBIL.

API name / HaumenoBanue A®C:

Amlodipine Besilate / AMnoaununa
Oe3uyat

Telmisartan / TenmucapTan

/ Homep cepuu cy6cTaHUIMH
npoussoautess I'JID:

INN / MHH: Amlodipine / AM0IHIIUH Telmisartan / Teamucapran
API manufacturer batch number / ABTHO000015, ABTH000012 ACQHO002749
Homep cepuu npoussoautens ADC:

FP Manufacturer API Batch number FETAO00052, FETA00054 FEQAO00513

API Manufactured by address &
country / [Iponspoautens ADC,
ajpec U cTpaHa:

Dr. Reddy’s Laboratories Ltd., Chemical
Technical Operations, Unit-III, Plot No.
116, Sri Venkateswara Co-Operative
Industrial Estate, IDA, Bollaram Village,
Jinnaram (Mandal), Sangareddy District-
502325, Telangana, India /

J-p Pexnu’c Jlaboparopuc Jlta.,
IMoapasneneHue XUMUKO-
TEXHOJIOTHYECKHMX OnepaLuii —
[IpouszBoacTeeHHoe noapaznenenye II1,
Vuactox Ne 116, KoonepaTnaHo-
[MpomerumnenHblit kommnexe 1pu
BenkatecBapa, MIA, Bosapawm,

Dr. Reddy’s Laboratories Ltd., Chemical
Technical Operations - Unit II, Plot No.1,
75A,75B, 105,110, 111 & 112, Sri
Venkateswara Co-operative Industrial
Estate, Bollaram Village, Jinnaram
Mandal, Sangareddy District, Telangana-
502325, India /

J-p Pennu’c Jlaboparopuc Jitx.,
[Tompaszpenenne Xumuko-
TEXHOJIOTH4eCcKUX onepauui - 11,
Yuactku Ne 1, 75A, 75B, 105,110, 111 u
112, KoonepaTuBHO-NPOMBILLIEHHbIH
kommiekc Illpu BenkaTecpapa,

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

ITpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHMAM H]I 3aknioyenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[Toarorosneno: IpoBepeHo: [Mposepero (AOK: Onobpeno: Obecneveiue KauecTBa/QTBETCTBEHHOE
Rama Kant g \jL(’\ Pardeep Kumar Amit Kumar JIMLIO: h

Date / Date / Date / Date / Ny o ot

Hata: 31.05.2026 JHara: 31.05.2026 Jata: 31.05.2026 Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




‘.. Dr. Reddy's Laboratories Ltd.

’ °® Formulation Unit-6

Dr. Reddy s 0. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel ; +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIM3A

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Iponykr: Tencaptan® AM (ammoaunuu-+TeaMucapTan) Tabnetku 5 mr+80 mr

Market / Puitok : Russia / Poccus

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

Cepusi Ne ? V2601 Pazmep cepun * 400000 Tab

Analytical Report No./ . 890001885233 Date of Analysis / . 31.05.2026

AHaJiuTHYecKuii oTueT Ne JlaTta ananusa

Date of Manufacture / . 04/2026 Date of Expiry / . 03/2029

JlaTa npou3BoacTBa T'onen go

Mfg. License No. / .

Tpou3BoCTBEHHAS : MNB/05/263 e nummber: £ : JIM-Ne(002648)-(PT-RU)
Homep PY

JHneH3ust No

Analysis performed according to ND: / Ananus nposeaen nmo HJ: JIII-Ne(002648)-(PI'-RU)-290623
Artworks of primary package approved: / MakeTbl nepBH4YHON ynmaKoBKH yTBepxaeHbi: 02.10.2023
Artworks of secondary package approved: / MakeTbl BTOpU4HOH YNAKOBKH yTBepAeHbI: 29.06.2023
PL approved: / JIB yrBepxuen: 11.03.2025
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JbxnHHapam Manpan, Cadrapenau Bonnapam Bunnamk, Hxunnapam

Huctpuxr - 502 325, Tenanrana, Unans Mangan, Canrapenay JIUCTPUKT,
Tenanraua-502325, Unaus

Name, address, authorization No for
FP manufacturing site / Control site / | Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi,

Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263) /
HaumenoBaHue, agpec, MHUEH3USA J-p Pennu’c Jlabopatopuc JITa., IlpoussoacTeeHHOE Moapa3aeneHue-6, B
s IlpousBoacTBEHHAA MuoLaaKa / Kxons, Hanarapx Poyn, bannu, Juctpuxr Conan, X.I1., 173205, Uumust (nuneH3us
ILiomaaka KOHTPOJIS KayecTsa / nomep MNB/05/263)

Ilnowaaxka BbINYCKa

Declaration of certification: «l 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/02329-2025 dt. September 19, 2025) 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». /

3akoueHune 0 cooTBeTcTBHM: «HacTOAMM s TOATBEPXKAAl0, YTO NPUBEAEHHAs BbllIE MHGOPMALHs SBIAETCS AOCTOBEPHON U
TOYHOW. DTa cepus MPOAYKIMH Npou3BefeHa (BKNIouyas YMakoBKY (MapKMpOBKY) M KOHTpOJIb KauecTBa) Ha BhILIEyKazaHHOU
NPOM3BOJACTBEHHOM IUoMaAKe (TUIOIaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHuaMH [IpaBun Hajiexalleil npou3BOACTBEHHOM
npaktuku EBpasuiickoro 3xoHommdeckoro corosa (Ne GMP/EAEU/RU/02329-2025 ot 19 centsidps 2025 r.) u TpeGoBaHuAMU
KOHTDOJIsi KA4€CTBA JICKAPCTBEHHBIX CPEJICTB, @ TAKXKE B COOTBETCTBUU CO CHELM(PUKALUAMHU, CONEPKAILNUMICS B PETHCTPALIMOHHOM
JOChe CTpaHbl-UMIOpTepa. 3amucu MO NPOM3BOACTBY, YIIAKOBKE W aHAIW3Y NPOBEPEHbI, U YCTAHOBJEHO WX COOTBETCTBHUE
TpeGoBaHusaM [IpaBu HauIexalllel IPOU3BOJCTBEHHOM NMpakTHKH EBpasuiickoro 3KOHOMHUYECKOT0 COK3a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanune: [poaykT coorsercTByeT Tpeboanmsim HJI 3akmwouenue; OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / | Approved by: Quality Assurance/Authorized person /
[MoaroTosneHo: IIpoBepeHo: [MTposepeno (AOK: Ono6peno: O6ecneuenue kauecTBa/OTBETCTBEHHOE
Rama Kant JJI\ Pardeep Kumar Amit Kumar JIULIO: yf"
e - /
Date / Date / Date/ Date / A S rolt
Jata: 31.05.2026 Jara: 31.05.2026 Hara: 31.05.2026 Jlata:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91. 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com





