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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoaunud-+renmucapran) Tabnetku 5 mr+40 mr

Market / PoiHOK

: Russia / Poccust

ApaJHTHYeCcKHIi oTueT Ne

890001824789

Batch No. / Batch Quantity / . 400000 tab /
Cepus Ne V2201260 Pa3zmep cepun 400000 Tab
Analytical Report No. / Date of Analysis / . 31.07.2025

JlaTa aHaIM3a

Date of Manufacture /

Date of Expiry /

Januenzus Ne

06/2025 : 05/2028
JaTa npon3BoACcTBA Toxcn no
?[/[ fﬁ;féie’lie;:ﬁ;,ﬁﬂ MNB/05/263 MA number: / ; JIT-Ne(002648)-
pomsBoX Homep PY " (PIRU)

|Analysis performed according ND / Ananus nposeaen no HJL: JIII-Ne(002648)-(PT-RU)-290623

No. Test / IlokazaTeib

Result / PesyabraTsl

Specification / Hopma

1 Description / Omucanune

Oblong shaped, uncoated,
biconvex, bilayered tablets with
pale pink layer on one side and
white layer with mottled
appearance on other side. /
TabreTku npoaoaroraToi
(hopMbl1, JBOSKOBBIMTYKIIbIE,
JIBYXCJIOHHBIE, OIUH CIION
CBETJIO-PO3OBOrQ LUBETA, €
BKparnaeHUsIMH OeJIoro 1[BeTa,
BTOpPO# croii 6enoro 1geTa.

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
MIPOAOIIrOBATON dhopmbl,
JBOSIKOBBINYKJIbIE, IBYXCIIOHHBIE,
QIWH CIIOH — OT CRETIIO-POZOROTO
JI0 pO30BOr0 LBETA, c
BKparuieHussMu  Genoro  1iBeTa,
BTOPOH cJ1od — 6eioro UM novTH
Oenoro 1BeTa.

Remarks : The Product confirms to ND/

[Tpumeuanue: Ilpoaykt gooTeeTcTBYET Tpeboanuam HJJ

Conclusion : APPROVED /
3axmouenune: ONOBPEHO

Prepared by / /E’
IMoarorosnexo: Pravesh Rana

Checked by /

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens

IIpoeepeno: Rama Kant r

Q.‘ i 1\\)1 . Abhishek Chauhan j ]
ECpeL Datc Reprint Date/ 2 \ Reprint Date / "L-,-- .-’!

JHara: 31.07.2025

Jarta: 31.07.2025

Jata: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: LR5195AP1984PLC0O04507
www.drreddys.com
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IIpoaykr: Tencaprad

(Y

Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
AM (amnogunuutrenmucapran) tabnerku S mr+40 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / 400000 tab /

Cepna Ne H NESOEE Pasmep cepun 400000 Tab

Analytical Repovrt No./ . 890001824789 Date of Analysis / . 31.07.2025

AHanuTH4YecKHi oTueT Ne JlaTa anann3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

JlaTa npou3BoACTBA TI'ogen no

i T . MNB/05/263 S Bumerl n R DOZ6EC)=
i ' Homep PY " (PT-RU)

aunenzus Ne

Analysis performed according ND / Ananus nposenen mo HJI: JITI-Ne(002648)-(PI'-RU)-290623

No.

Test / Ilokazaren

Result / PesyabsTaTsl

Specification / Hopma

2a

Identification (HPLC) /

HnenTunduxanus peaks in chromatogram of test | peaks in the chromatogram of test

(BXKX) preparation corresponds to that | preparation should correspond to

Amlodipine and in the chromatogram of | that in the chromatogram of

Telmisartan / amnoguman | Telmisartan  and  Amlodipine | Telmisartan  and  Amlndipine

Y TeIMHCapTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaep>kuBaHusi | Bpemena YACP>KUBAHHUSA
OCHOBHBIX MUKOB Ha | OCHOBHBIX MUKOB Ha
XpOMaTorpaMMe HMCOBITYEMOro | XpOMaTOrpaMMe  MCHBITYEMOIO
pacTBopa COOTBETCTBYIOT | pacTBopa JIOJKHBI
BpeMeHam yIOEepPKUBaHHUs | COOTBETCTBOBATH BpeMEHaM
OCHOBHBIX MTHKOB Ha | YIEp)KUBaHMS OCHOBHBIX ITHKOB
Xpomarorpamme pacTBOopa | HA  XpOMarorpaMMe  pacTBopa
CTaHIapTHBIX 00pa3LoB | CTaHAAPTHBIX obpasios
TeIMHCApTaHa W aMJIOJWIIHHA | TeJIMUCApTaHa M aMJIOAMIIMHA
Oesunara (paznen | 6e3unara (pazmen
«KonuuecteHHO® «KonuuecTBeHHOE
onpeiesIeHHE). orpeeIeHHe»).

The retention times of major

The retention times of the major

Remarks : The Product confirms to ND/
I[Tpumeuanne: [Iponykr gootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenue: OQJJOSPEHO

Prepared by / /
[Toarorosneno: Pravesii Rana

Checked by / Approved by: Manager/Executive /
IIpoeepeno: Rama Kant t Onobpeno: Menenxep / Pykosonuresns
Ak 2 Abhishek Chauhan ' ’

Reprint Date /
Jara: 31.07.2025

Reprint Date /
Jata: 31.07.2025

A\ Reprint

Jarta: 31.07.2025

Date / L _ }

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran™ AM (amnoaunuH-+renmucapral) Tabnerku 5 mr+40 mr

Market / PbiHOK : Russia / Poccust

Batch No./ . Batch Quantity / 400000 tab /

Cepns Ne s Pasmep cepun 400000 Tab

Analytical Repovrt No./ . 890001824789 Date of Analysis / . 31.07.2025

AHATMTHYECKHH oTyeT Ne JaTa anaauza

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

JlaTa npou3BoaCTBA I'open no

1r\[I f%h&é?i?sl::;x;n : MNB/05/263 MA number: / ORI E)s
pOH3BOA ' Homep PY * (PT-RU)

Juuenzua Ne

Analysis performed according ND / Ananu3s nposesen no H/I: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / IlokazaTe/ib Result / Pe3yabTaThl Specification / Hopma
2b Identification UV absorption spectra of the | UV absorption spectra of the peaks
UV-spectroscopy peaks of telmisartan and | of telmisartan and amlodipine,
(HPLC with PDA) / amlodipine, obtained by | obtained by chromatography of the
HUnentuduraius chromatography of the test and | test and standard solutions, should
Y®-cnekTpocKonus standard solutions, have | have absorption maxima at the
(BOXKX (PDA- absorption maxima at the same | same  wavelengths (#2 nm)
JETEKTOP)) wavelengths (£2 nm) (section | (section "Assay"). / Y®-crieKTpsl
Amlodipine and "Assay"). / Y®-cnektpsl | MOrMOLEHUS MTHKOB
Telmisartan / aMIOAMITHH | MOTJIOLIEHHS NMKOB | TeAMHCapTaHa W  aMJIOAMUIIMHA,
W TeaMHUcapTaH TeNMHCapTaHa W aMJIOAWNKHA, | TTOy4YeHHbIe npH
NOoNy4eHHbIE npH | XxpomarorpagupoBaHuM
xpoMaTtorpadupoBaHUH HCTIBITYEMOTO ¥ CTaHAAPTHOTO
UCIIBITYEMOTO M CTaHAAPTHOTO | pacTBOPOB,  JOJ/DKHBI ~ HMMETh
PacTBOPOB, UMEIOT MaKCHMYMBl | MAKCHMYMBI  TIOTJIOLIEHHS  TIPH
HOTJIOIEHUS NPH OJAHHUX M TeX | OMHMX M TeX e JJIMHaX BOJH
ke JINTMHAX BOJIH (£2 HM) (pazgen | (2 um) (paznen
«KonuuecteeHHoe «KonuuecteeHHOE
onpefeneHe»). OIIPEACTICHHEY).
3 Dissolution / PacTBopenue
Amlodipine / Unit-1 / Ta6n.-1 97 % Not less than 75% (Q)
AMIIOMINH Unit-2 / Tabn.-2 100 % | C2H2sCIN2Os  (Amlodipine) in
Unit-3 / Ta6n.-3 94 % 30 min. / He menee 75% (Q)

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoaykT gooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
[Toarorosnexo: Pravesh Rana

Checked by /

Reprint Date /
Jara: 31.07.2025

Hara: 31.07.2025

Approved by: Manager/Ekecutive /
Ilposepeno: Rama Kant Onobpeno: Menemxkep / PykoeoanTesb
N‘.tlLLUj Abhishek Chauhan  / !
Reprint Date / i Reprint Date / & 1

Hara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: LR5195AP1984PLC004507
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mpoaykt: Tencapran™ AM (amnogunuH+renmucapran) tabnetku 5 Mr+40 mr

Market / PoiHok

: Russia / Poccust

Batch No. /
Cepusn Ne

: V2501530

Pa3smep cepun

Batch Quantity /

400000 tab /
400000 Tab

Analytical Report No. /
AunaaguTHyecKni oryer Ne

: 890001824789

JlaTa anaauza

Date of Analysis /

: 31.07.2025

auueHsus Ne

Date of Manufacture / . 06/2025 Date of Expiry/ . 05/2028

Jlara npoH3BOACTBA T'ogen g0

gf(g).ﬂlf;l;((:)ellie;:::l'{ilﬂ : MNB/05/263 Sganumber: ¢ 2 e A AL i)~
p A ' Homep PY * (PT-RU)

Analysis performed according ND / Anann3 nposeaen no HJI: JII-Ne(002648)-(PT-RU)-290623

No. Test / Iloka3aTe/ib Result / PesyabTathl Specification / Hopma

Unit-4 / Tabn.-4 101 % C20Ha5CINLOs (amnogunva) depes
Unit-5 / Tabn.-5 103 % 30 MuH.
Unit-6 / Tabn.-6 96 %

Telmisartan / Unit-1 / Ta6a.-1 96 % Not less than 75% (Q)

Teamucapran Unit-2 / Ta6n.-2 99 % Cy3HyoN4O>  (Telmisartan)  in
Unit-3 / Ta6bn.-3 100 % 30 min. / He menee 75% (Q)
Unit-4 / Ta6bn.-4 99 % Cs3H30N4O2 (Tenmucapran) vepes
Unit-5 / Ta6.-5 98 % 30 muH.
Unit-6 / Tabn.-6 99 %

4 Impurities / IIpumecn

Amlodipine /

Amnopunux

Impurity D / ITpumecu D | Below LOQ (LOQ = 0.08 %) / Not more than 0.5 % /
Huxe npenena He 6onee 0,5 %
KOJIMUYECTBEHHOTO ONpeeIeHusl
(TTIKO = 0.08 %)

Any unidentified Below LOQ (LOQ = 0.08 %) / Not more than 0.2 % /

impurity / EqunuuHoi Hwxe npenena He 6onee 0,2 %

HEUNEHTHUITUPORAHHON | KOJIMYECTBEHHOTO OMpeiesieHHs

TpUMeECH (ITKO = 0.08 %)

Remarks : The Product confirms to ND/
[Tpumeuanue: IIponyKT LOOTBETCTBYET TpeboBanuam HJ

Conclusion : APPROVED /
Zakarouenue: OJOBPEHO

Prepared by / “ Checked by / Approved by: Manager/Exgcutive /
[oarorosneno: Pravesh Rana | [Tposepeno: Rama Kant .'_\ Onobpeno: Menemxep / P}L{oao,umenb

m\ﬂ,» Abhishek Chauhan }
Reprint Date / Reprint Date / = = Reprint Date / .~ /
Hara: 31.07.2025 Hara: 31.07.2025 Jara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drredtys.com

CIN: LR5195AP1984PLCO04507
www.drreddys.com
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
IIpoaykr: Tencapran™ AM (amnoxunuu+renMucapran) Tabnetku 5 mr+40 mr

Market / Poinok

: Russia / Poccus

Batch No./ . Batch Quantity / 400000 tab /
Cepus Ne SVl Pazmep cepun 400000 Tab
Analytical Repo“rt No. / . 890001824789 Date of Analysis / . 31.07.2025
AHaaHTHYeCKHI oTueT No Jlara anannza
Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028
Jata npou3BoacTBA T'opeH 1o
Mfg. License No. /

. MA number: / . JII-Ne(002648)-
IIpousBoacTBEeHHAN : MNB/05/263 Howmep PY " (PF-RU)
JHIeH3usd Ne

Analysis performed according ND / Ananu3 nposeaen mo HJI: JII-Ne(002648)-(PI'-RU)-290623

No.

Test / Iloxazarean

Result / Pe3yabTaTsl

Specification / Hopma

Total impurities / Cymma
npuMecei

Below LOQ / Huxe npenena
KOJTMYECTBEHHOrO ONpeaeeHHU

Not more than 1.5 %/
He 6osee 1,5 %

Telmisartan /
Tenmucapran
Impurity A / Ilpumecu A

Dimer acid / lumepHoii
KHCIIOTHI

Any unidentified
impurity / EquHuuHoM
HEUJEHTHDHIIUPOBAHHOK
npumecu

Total impurities /Cymma
npuMmecei

Below LOD (LOD = 0.001 %)/
Hike npenena oGHapyxeHHs
(IIO =0.001 %)

Below LOD (LOD = 0.005 %) /
Hmxe npenena oOHapyxeHuUs

(ITO = 0.005 %)
Below LOQ / Huxe npenena

KOJIMHECTBECHHOT'O ONPEACTICHUA

Below LOQ / Huxe npenena
KOJTMYECTBEHHOT'O OTpPeeIICHNS

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 0.2 %/
He 6oiee 0,2 %
Not more than 0.2 % /

He 6omee 0,2 %

Not more than 1.5 %/
He 6onee 1,5 %

Remarks : The Product confirms to ND/
Ipumeuanue: [IponyktcooTeeTcTBYeT Tpeboanusm HJL

Conclusion : APPROVED /
3akmouenune: QJJOEPEHO

Prepared by / g
IMonrorosneno: Prave$h Rana

Checked by /
IIpoeepeno: Rama Kant

2l

Approved by: Manager/Executive /
Opnobpeno: Menenxep /| Pykosoauresn
Abhishek Chauhan /| f

Reprint Date /
Mara: 31.07.2025

Reprint Date /
Jara: 31.07.2025

\JV'\/

Reprint Date /
Jara: 31.07.2025

7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei: +51 40 49G0 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com

CIN: LR5195AP1984PLC0O04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIU3A

Product : Telsartan AM (arrﬂodipine—lrtelmisartals Tablets 5 mg_+4mng
Ipoayxr: Tencapran™ AM (amnoaunun+renmucaprad) Tabnetku 5 mr+40 mr

Dr. Reddy's Labcratories itd.
Formulation Unit-6

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

Page 60f9/Crp. 6139

Market / Poinok

: Russia / Poccust

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

Cepust Ne ] V22Ulos0 Pa3mep cepun " 400000 Tab

Analytical Report No. /' 2954189479 DaE.0HanASISY : 31.07.2025

AHAINTHYECKHIT oTyeT Ne JlaTa aHan3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

JdaTta npou3BoacTBa Tonen a0

#%Li?tﬁ?:@gn : MNB/05/263 MA number: /  JIT-0e(002648)-
- ' Homep PY " (PF-RU)

Junenzuna Ne

Analysis performed according ND / Anaaun3s nposeaen no HJI: JITI-Ne(002648)-(PT-RU)-290623

No. Test / Iloka3zaTenn Result / PesyasTaTs: Specification / Hopma
5 Water content / 1.7 % Not more than 4.0 % /
Coaep:xanne Boabl He 6onee 4,0 %
6 Uniformity of dosage units/ OxHOpoAHOCTH 103HPOBAHHBIX €XHHMIY
Amlodipine / 4.7 The acceptance value (47) should
AMI0AUIIHH be less than or equal to 15.0 /
Ilokazatens npuemnemoctu (AV)
| momxeH 6biTh He 6osee 15.0.
Telmisartan / 2.7 The acceptance value (4¥) should
Tenmucapran be less than or equal to 15.0 /
ITokazatens npuemnemoctH (A4V)
IoJbkeH ObITh He 6onee 15,0.
7 Microbiological purity* / Mukpo6uoioruyeckas Yucrora*
a) Total Aerobic Leas than 10 CFU/g / Not more than 10° CFU/g /
Microbial Count / O6mee | Menee 10 KOE/r He 6onee 10° KOE/r
9HCJI0 a3pOOHBIX MHKPO-
OpraHu3MoOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10> CFU/g /
and moulds count / Menee 10 KOE/r He 6onee 10> KOE/r
O6uiee uncno

Remarks : The Product confirms to ND/
IIpumeyanue: Ilponykr gootBercTByeT TpebGoBaHusM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jara: 31.07.2025

MHata: 31.07.2025

Prepared by / ¢ Checked by / Approved by: Manager/Ekecutive /

[ToarorosyeHo: Pravesh Rana | Ilpoeepeno: Rama Kant Onobpeno: MeHemxkep /EFymBonuTcﬂb
Maeil! | Abhishek Chauhan | 5

Reprint Date / Reprint Date/ \ - Reprint Date / (. /

Hara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5000324, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

IProduct : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoaunua+renmucapran) Tabnetky 5 mr+40 mr

Dr. Reddy's Laboratories itd,
Formulation Unit-6

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

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / 400000 tab /

Cepus Ne VR Pa3smep cepun 400000 Tab

Analytical Repo\rt No./ . 890001824789 Date of Analysis / . 31.07.2025

AHaTHTHYeCKHH oTUeT Ne Jara ananausa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

JlaTa npoH3BOACTBA I'ogen 1o

?1/[ fﬁﬁ.ﬁf‘lﬁgﬁ.}ﬁﬂ : MNB/05/263 MA namber: / ; J-Ne(002648)-
POTSEO ‘ [Homep PY * (PT-RU)

Analysis performed according ND / Anauns nposesen no HJL: JII-Ne(002648)-(PT-RU)-290623

No. Test / IToka3zarenn

Result / PesyabTartsl

Specification / Hopma

APOAOKEBEIX U
ITJIECHEBBIX I‘pI/I6OB

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByerB 1 1

Shell be absent in 1 gram /
OtcyrcTBue B 1 1

8 Assay / KosnuecTBeHHOE onpeesieHHe
Amlodipine / 4.76 mg/4.76 mr Not less than 4.5 mg and not more
AMyonunuH than 5.5mg of CiyHasCIN2Os

(Amlodipine) in tablet. /
Ot 4,5 mr go 5,5 mr Ca0HasCIN,Os
(amytogUNMH) B TaONIETKE.

Telmisartan / 393 mg/39.3 mr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C3iH3eN4O»
(Telmisartan) in  tablet. /
Or 36,0 MI 10 44,0 MI" C33H30N4Oz

(TenmucapTaH) B TabJIeTKE.
9 Package / Onucanne 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YIIaKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet

in a carton. / [To 7 Tabnerok B 6aucrepe u3 (IIBX/Al/TTIA) donbru /
ATIOMHHUEBON (OB ¢ TEPMOKJIEEBBIM JIAKOBBIM TMOKPHLITHEM H
11eJIaKOBbIM NOKpBITHEM. [10 4 GrcTepa B NaUKy KapTOHHYIO BMECTE
C MHCTPYKUMEH MO IPUMEHEHHIO (JIMCTKOM-BKJIAZBILLEM).

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykr,cootBeTcTByeT Tpebosanusm HIL

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

Prepared by / ;,{e,
IMoarorosneno: Pravesh Rana

Checked by /
IIpoBepeno: Rama Kant
b

Ono6peno: Menemxkep / Pykosoaures

Approved by: Manager/ E;eculiw: /
Abhishek Chauhan

Reprint Date /
Jata: 31.07.2025

wF

Reprint Date / ﬁ\ .
Jara: 31.07.2025

Reprint Date /
Hara: 31.07.2025

&7

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hycerabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-5

& e
DI". Red dY,S ‘.... Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

Page8of9/Crp. 8 39

Product : Telsartan AM_(amlodi?ne_Helmisartan) Tablets 5 mg+40 mg

Hpoaykr: Tencapran” AM (amnopunun+renmucapral) Tabnetk 5 mr+40 mr

Market / PeiHok : Russia / Poccus

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

Cepus Ne L Pazmep cepun 400000 Tab

Analytical Repovrt No./ . 890001824789 Date of Analysis / . 31.07.2025

AdauTHYeCKHH oTUeT Ne JlaTa anajH3a

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

Jlara npou3BoacTBA T'omen no

e e . MNB/05/263 gt muber ; I EOESEE)s
POUBOACT ' Homep PY " (PT-RTN)

JHmeH3ust No - 1 .

Analysis performed according ND / Anann3 nposenen no HJI: JIII-Ne(002648)-(PT-RU)-290623

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a ycar). The test can be absent in the Certificate
of Analysis / KoHTponb nokasarens OCYLIECTBIISCTCS NMPON3BOMMTENEM [MpPU BBITYCKE MEPHOIUYCCKH (C MHTEPBAIOM OAHO
nenbiTague Ha 20 cepuit uTH He MeHee | pasa B rox). Hokasatens MoxkeT ObiTh He BKmodeH B CepTudukaT aHamusa GpupMel.

API name / HaumeHoBaHune A®C: Amlodipine Besilate / Telmisartan / TenmncapTtaH
AmMnonunyHa 6e3unar

INN / MHH: Amlodipine / AMnoaunux Telmisartan / TexMmucapTan

API manufacturer batch number / ABRH009436, ABSH002051 ACQH002746

Homep cepun npoussoaurtens ADPC:

FP Manufacturer API Batch number / FESA00201, FESA00202 FEQA00512

Homep cepun cy0cTaHUMH
npoussoautes I'JI@:

Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
API Manufactured by & country / India / India /
Mpoussoaurens APC, ctpana: I-p Pennw’c JlaGoparopuc Jita., | J-p Pemmn’c JlaGoparopuc JITa.,
WUnpns Wuaus
g;nr:gx?:f(:.rciisr’iilglt;(::l/z?:t;ﬁltlrljnosifg .| Dr.Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Release site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

HaumeHoBaHHe, agpec, JULEH3UA s R
» AApec, ull a JI-p Pennut’c Jlaboparopuc JIta., Mnaus, IIpousBoacTeeHHOE
Ilpou3BoacTBEHHAA MJIOWAaAKA /
noapazaenenue-6, Buiun. Kxons, Hanarapx Poyn, bannu, JIncTpukT

I oA EAYR TP oA A EGTBAY) Coran, X.I1., 173205, Unpus (uuensust Homep MNB/05/263)
[lnowmaaka BeInycKa

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch

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

ITpumeuanue: [IponykT cooTeercTBYeT TpeboBanusm HJI 3akawuenne: OJJOBPEHO

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

INoarorosneno: Pravesh Rana | Ilposepeno: Rama Kant + Onobpeno: Menemxkep / PykosoauTensb
AN | Abhishek Chauhan f ]

Reprint Date / Reprint Date / = Reprint Date / (‘}:,- 7]

Hara: 31.07.2025 Jlata: 31.07.2025 Hara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tei: +91 40 49C0 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: LR5195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Labcratories Ltd.
& Formulation Unit-6

DI’. Reddy,s ‘... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS 1 J 07

CEPTHO®UKAT AHAJIU3A

Page 9 of 9/Crp. 913 9

Product : Telsartan AM (amlaipineﬂelmisanan) Tablets 5 mg+40 mg ]

Ipoaykr: Tencapran®™ AM (amnoaunux+renmucapran) tabnerku 5 mr+40 mr

Market / PeiHoK : Russia / Poccus

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

Cepus Ne st Pa3mep cepun " 400000 Tab

Analytical Report No./ . 890001824789 Date of Analysis / . 31.07.2025

AHaMTHYeCcKHH oT4eT No Jara ananausa

Date of Manufacture / . 06/2025 Date of Expiry / . 05/2028

Jara npousBojcTBa T'onen go

Mesmomn s . MND/05/263 pAnumbeg:/  SIR(0026%5)-
—— St Homep PY " (P-RU)

JauueH3ust Ne ]

Analysis performed according ND / Anaan3s nposegen no HIL: JITI-Ne(002648)-(PI'-RU)-290623

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 FEurasian Economic Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) 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 establishedy.

3aki0ueHHe 0 COOTBETCTBHH: «HacTosAlMM s MOATBEPKAAKD, 4YTO NpPHUBEACHHAs Bbille HHGOpMaLUsA
ABJISETCS JOCTOBEPHOM H TOYHOM. DTa cepus MPOAYKIMH Mpou3BeeHa (BKIIFOUas YNakoBKy (MapKHpOBKY) U
KOHTpPOJb KadecTBa) Ha BBIUMICYKA3aHHOM MPOW3BOACTBEHHOH IUIomanke (IUIOIAAKAX) B TOJHOM
COOTBETCTBHM ¢ TpeboBaHusamu IlpaBun Hagiexawedl mNpou3BoAcTBeHHOH mnpakTuku Espasuiickoro
sKkoHOMHuecKoro corsa (Ne GMP/EAEU/RU/00554-2022 ot 02 cenrsidps 2022) u Tpe6GoBaHHAMH KOHTPOIS
KayecTBa JIEKAPCTBEHHBIX CPENICTB, 4 TAKKE B COOTBETCTBHH €O CneUM(PHUKALMAMH, COIEpXKALIUMHCA B
PETUCTPALIMOHHOM JOChE CTPAHBI-UMIIOPTEPA. 3aIlUCH N0 MIPOU3BOACTBY, YIIAKOBKE U aHAIM3Y MPOBEPEHEI, U
YCTaHOBJIEHO MX COOTBETCTBHe TpeOoBaHUAM [IpaBun Hagnexaled NpOU3BOACTBEHHOH [PAaKTHKH
EBpa3suicKoro 3KOHOMHYECKOIO COK3a.

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

[Tpumeuanue: Ilponykr coorBercTByeT Tpeboanusam HJJ 3axmouenne: OJJOBPEHO

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

Iloarorosneno: Pravesh Rana | Ilpoepeno: Rama Kant Opobpeno: Menemxep /}%’KUBO}IHTEHL
(N) ut Abhishek Chauhan

Reprint Date / Reprint Date/ |« Reprint Date / (( /’/

Hara: 31.07.2025 Hara: 31.07.2025 Hara: 31.07.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49C0 2999, Email: mail@drraddys.com
CIN: L85195AP1584PLCO04507
www.drreddys.com




