Dr.Reddy’s ":'

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

vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIM3A

Jel ; +91 98166 56001-02

www.dp’fgg\isﬁf 0/ Ctp.1 u3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mpoayxt: Tencaprasn® AM (amnogunun+renmucaptan) Tabnerky 5 Mr+80 mr

Market / Poiok : Russia / Poccus
Batch No. / ) Batch Quantity / 400000 tab /
Cepusi No gV e Paszmep cepunt * 400000 Tab
Apalytlcal Report No. / . 040002872825 Date of Analysis / . 31.03.2025
ApanHTRYecKHi oTyeT Ne HaTa ananuza
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa MpoOM3BOACTHA Togen no
Mfg. License No. /

. MA number: / . JIIT-Ne(002648)-
Hpoussgncmenuan : MNB/05/263 Homep PY * (PC-RU)
auuen3ns Ne

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

No. | Test/ Iloxa3zaTennb Result / Pesyasrarsl

Specification / Hopma

1 Description / Omncanne

Oblong shaped, uncoated,
biconvex, bilayered tablets
with pale pink layer on one
side and white layer with
mottled appearance on other

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. / TabneTxku MpoXONTOBATOH

JBYXCIOWHBIE, ‘OAMH

CBETJIO-PO30BOI'0

side, / Tabnerkn | bopmbl, JIBOSIKOBBIITYKJIBIE,
IpOJONroBaToH ¢opMsl, | OBYXCIOIHEIE, OIMH CIIOH — OT CBETINIO-
IIBOSAKOBBITYKIIBIE, pO30BOr0 1O PpO30BOTO UBETa, C

1BeTa, C

BKpaIUIEHAAMHM Denoro LBeTa, BTOPOH
cno — Genmoro unu moutH 6esoro

cloi

BKpAruIeHUsIMH 6esoro Lsera, | LBeTa.
BTOpOIi ciio# 6emnoro 1BeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanue: [IpoOyKT COOTBETCTBYET Tpebopanmam HJ{

3axaovenne: OJJOBPEHO

Prepared by / Checked by /
TloxrororneHo: Santosh

Kumar Maurya @' y

1

ITposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTesis

Pavan Kumar Sharma |°

e

=

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hatar 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Uttice: 8-2-34/, Road No. 3, Banjara Hlils, Hydutaliad - 500084, Telaigana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emnail: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHO®UKAT AHAJIA3A

Tel : +91 98166 56001-02

www.dFredgde 6870 / Crp. 2 w3 10

|f’;43duct : Telsartan AMFnﬂodipin&telmisartan) Tablets 5 mg+80 mg {
IIponykr: Tencapran™ AM (amioanimHtrenMHcapias) tabuerky 5 Mr+80 mr

nunensus Ne

Market / PoiroK : Russia / Poccus
Batch No. / o Batch Quantity / . 400000 tab /
Cepnsi Ne N e Pazmep cepui * 400000 Tab
Analytical Report No./ . 044002872825 0T 0 : 31.03.2025
AHajJnTHIecKH oTdeT No JlaTa ananamn3a
Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa IpoW3BOACTRA I'oen o gylin_I
Mfg. License No. / '

. MA number: / . JIT1-Ne(002648)-
IIpon3BoacTBEHHAS : MNB/05/263 Homep PY * (PI-RU)

Analysis performed according ND / Ananu3 nposenen no HII: JITI-Ne(002648)-(PI-RU)-290623 o

No. | Test/Iloka3zaTennb

Result / Pe3ynbTaThl

Specification / Hopma

Identification (HPLC) /
HNnesTudpuxanus
(BIXKX)

Amlodipine and
Telmisartan /
AMIIOAMITHH U
TeIMUCApPTaH

2a

Xpo
ucn

aMmil

Bpemena
OCHOBHBIX

COOTBETCTBYIOT
yaep>KHBaHUA
[HKOB Ha XpOMaTorpamme
CTaHIaPTHBIX
o6pasloB TenMHcapTaHa H

pacTBOpa

(paszmen
OTIpeNIESIEHHER).

MarorpaMme
BITYEMOIO

OIHIHHA 6

The retention times of major
peaks in chromatogram of test
preparation corresponds to
that in the chromatogram of
Telmisartan and- Amlodipine
besilate reference standards
solution (section "Assay"). /
yIep>KUBaHUS
[THKOB

Ha

pacTBopa
BpeMeHaM
OCHOBHBIX

€3u5aTta

«KosinyecTrBeHHOE

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"). /
BpeMeHa yAepKWBaHHA  OCHOBHEIX
[IHKOB Ha XpoMaTOrpamme
HCIBLITYEMOTO  pacTBOpa  JOIDKHBI
COOTBETCTBOBATh BpeMeHaM
YOEPIKMBaHUA OCHOBHBIX IIMKOB Ha
XpOMaTorpaMmme pacTBOpa
CTaHAAPTHEIX 00pa3sLoB TENIMHCapTaHa
¥ amnomunuHa Oezunata (pasmern
«KonuuecTBeHHOE OTIpeJeIcHUeY).

Remarks : The Product confirms to ND/

Ipumeuanue: ITpogykT cooTBeTcTBYET Tpebosanmsam HII

Conclusion : APPROVED /
3aknaoueane;: OJJOBPEHO

Prepared by /
Tlogrororneno: Santosh

Kumar Maurya %_
{

——

Checked by /
ITpoeepeHo: Pardeep Kumar

i

Approved by: Manager/Executive /
Onobpeno: Menempkep / PykoBoAHTE b
Pavan Kumar Sharma I

-1 L
g e

Reprint Date /
Ilara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Registered Office: 8 2-337, Road Mo, 3, Banjara Hiils, Hyderahad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www,drreddys

.Lom




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

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

vill. Khol, Nafagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHKAT AHATH3A

el : +91 98166 56001-02

www.dpgddvs-6910 / Ctp. 3 m3 10

Product : Telsartan AM (amlodipinc:-telmisaztan) Tablets 5 mg+80 mg )
Hpoxykr: Tencapran®™ AM (amaoaunuu+TenmMucapras) Tabnerkd 5 Mr-+80 mr —

Market / Prinox : Russia / Poccus

Batch No. / , Batch Quantity / . 400000 tab / R

Cepus Ne DL Pasmep cepim * 400000 Tab

Analytical Repo:‘t Ne./ . 040002872825 Date of Analysis / . 31.03.2025

AnpannTHaecKHii oTueT No JlaTa aHa/IH3A

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jarta npoH3BOACTBA T'oxen no

Mfg. License No. / .

IIpon3BoaCTBEHHAN : MNB/05/263 MA number: / : JIT-Ne(002648)-
. Homep PY (Pr-RU)

nanenznn Ne

Analysis performed according ND / Ananu3s nposeies no HI: JII-Ne(002648)-(PT-RU)-290623

No. | Test/ ITokazarean Result / PeaynbTaThl Specification / Hopma
2b | Identification UV absorption spectra of the | UV absorption spectra of the peaks of
UV-spectroscopy peaks of telmisartan and | telmisartanand amlodipine, obtained by
(HPLC with PDA) / amlodipine, obtained by | chromatography of the test and standard
HAnentudnkanus chromatography of the test | solutions, should have absorption
YV ®-cnekTpockonus and stapdard solutions, have | maxima at the same wavelengths
(BOXKX (PDA- absorption maxima at the | (¥2nm) (section "Assay"). / VY-
AETEKTOp)) same wavelengths (£2 nm) | crexTpsl [OrAOLIEHHUA MTHKOB
Amlodipine and (section "Assay"). / VY®- | renmucapTaHa H aMJIOJUITHHA,
Telmisartan / CTIEKTpPBI MOTJIOIIEHHA IKKOB | IIOJIyYeHHBIC npu
AMIIOZMIIHH K TeNMHUcapTaHa ¥ | xpomaTorpadMpoBaHMH HCIBITYEMOrO
TeIMHCapTaH AMIIONMOWHA,  TIOJy4YEeHHBIE | H CTaHAApTHOrO PacTBOPOB, AOJDKHBL
NpHd  XpoMaTorpadHpoBaHUM | HMETH MaKCHMYyMEI TIOTTIOLIEHUA TIPH
HCIIBITYEeMOTO M| omHMX ¥ Tex ke JUIMHaX BOMH
CTaHAAPTHOTO pacTBOpOB, | (£2 HM) (paszen «KonuyecTBeHHOS
HMEIOT MAaKCHMYMEI | OTIpeZie/IeHHE).
MOIJIOLIEHUS TIPY OJHUX U T€X
ke UIMHAX BOMH (£2 HM)
(pasmen  «KosH4eCTBEHHOE
== oTpefeneHHes).
3 Dissolution / PacTeopenne -
| Unit-1/ Ta6x.-1 (98 % |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IMpumeuanre: [Ipoaykr coorBercTyeT TpeboBaHusaM HII

3axmoyenne: OJJOBPEHO

Prepared by /
TloaroTosneHo: Santosh

Kumar Maurya %

Checked by /
IMposepeno: Pardeep Kumar

e,

Approved by: Manager/Executive /
OnobpeHo: Menemxep / Pyxosonuresns
Pavan Kumar Sharma

™

ol s
! -
f e

Reprint Date /
Hara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Reprint Date /
IlaTta: 31.03.2025

Registered Office: 8-2-3%7, Road No. 3, Banjara Hiils, Hyderabad - 300034, Telangana, Indio
Tel: +91 40 4500 2900, Fax: +31 40 4900 2999, £mail: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTUOUHKAT AHATTH3A

7ol +91 98166 56001-02

wVW. SIS EET / Crp. 4 w3 10

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

\Hpoxykr: Tencapras” AM (amnogunws-tienmicaprat) TabneTkH 5 Mr+80 mr g oyl

Market / Poinox : Russia / Poccus

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

Cepun Ne s MAR00ES, Pasmep cepun " 400000 Tab

Analytical Repovrt No. / . 040002872825 Date of Analysis / . 31.03.2025

ApamHrnyeckui oryer No JlaTa aHAJIH3A

Date of Manufgcture / . 03/2025 Date of Expiry / . 02/2028

JiaTa mMpoH3BOJCTBA TI'oacw 1o =

Mfg. License No. / . o

Ipon3soacTBeHHas : MNB/05/263 MA pumber: / : JITI-Ne(002648)-
Homep PY (PT-RU)

amnenzus Ne

Analysis performed according ND / Ananns nposeien no HJL: JIT-Ne(002648)-(PI'-RU)-290623 |

| No. | Test/ Ioxazaress Result / Pe3ybTaThl Specification / Hopma

Amlodipine / Unit-2 / Ta6n.-2 97 % | Not less than 75 % (@) Ca0HasCIN20s

AMnozunux Unit-3 / Ta61.-3 101 % | (Amlodipine) in 30 min. / He menee
Unit-4 / Ta61.-4 98 % | 75 % (Q) CaoHasCIN;Os (amnonumimi)
Unit-5 / Ta6n.-5 95 % | uepe3 30 MHH.

| Unit-6 / Ta6n.-6 97 %

Telmisartan / Unit-1/ Ta6x.-1 99 % | Not less than 75 % (@) CaHiocN4O2

Teamucapran Unit-2 / Ta6bn.-2 101 % | (Telmisartan) in 30 min. / He menee
Unit-3 / Tabn.-3 100% | 75 % (Q) C3H3oN4O2 (TenmucapTaH)
Unit-4 / Ta6n.-4 98 % | 4epes 30 MuH.
Unit-5 / Tabn.-5 99 %
Unit-6 / Ta6n.-6 100 %

4 Impurities / IIpumecn

Amlodipine /

-AMIIOIUTUH

Impurity D / ITpumecu D | Below LOD (LOD =0.027 %) / | Not more than 0.5 % /
Huxe npenera 0O6Hapy>XeHHs He 6onee 0,5 %
(I10 = 0.027 %)

Remarks : The Product confirms to ND/
ITpumeuanme: [IPoOAYKT COOTBETCTBYET tpebosannam HII

Conclusion : APPROVED /
Baxarouenne: OJIOBPEHO

Prepared by /
Toarortoeaeno: Santosh

Kumar Maurya @

Checked by /
[MTposepeno: Pardeep Kumar

J

< o
e

Approved by: Manager/Executive /
Opo6ipeno: Menemiep / PykopoawTeib
Pavan Kumar Sharma

A

o

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Iara: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Ruglslered Office, 8-2-337, Ruad MNo. 3, Benjarg Hiils, Hyderabad - 500031, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Ernail: mail@drreddys.com
CIN: LB5195AP1984P1C004507

www.drreddys.com




Dr.Reddy’s “g'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOHEKAT AHAJIIA3A

Tel : +91 98166 56001-02

www.dpgddys-6270 / Crp. 5 us 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
IponykT: Tencapran™ AM (amaoannuitrenvucapran) Tabnerku S Mr+80 mr

Market / PbIHOK : Russia / Poccus

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

Cepusi N § V2500529 Pazmep cepun * 400000 Tab

Analytical Repo&‘t No. / . 040002872825 Date of Analysis / . 31.03.2025

AHaHTHIECKHH oTYeT No Jara anaansa

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

Jlata npoH3BoOACTBA I"onen o .

Mfg. License No. / . o B

IIponsBoacTBeHHas : MNB/05/263 RO mbEE: Y : ULEREBEAR),
Homep PY (PT-RU)

s nenzus Ne

Analysis performed according ND / Anasm3s nposenen no H/L: JII-Ne(002648)-(PI'-RU)-290623

ITpumeyanue: IIpOAYKT COOTBETCTBYET TpeGoranusam HIT

No. | Test / IToka3zarens Result / PesynsTath! Specification / Hopma
Any unidentified Below LOQ (LOQ =0.08 %) | Not more than 0.2 % /
impurity / ExveH4HOR / Hwxke npenena He 6onee 0,2 %
HEWIEHTUDHLIUPOBAHHON | KOJIMYECTBEHHOTO
MpHMECH ompenenenns (ITKO =

0.08 %)
Total impurities / Cymma | Below LOQ / Not more than 1.5 %/
npumecei Hmxe npenena He 60nee 1,5 %
KOJIM4YECTBEHHOTO
ofnpeaeneHH
Telmisartan /
TenmucapraH
Impurity A / [Ippumecu A | Below LOD (LOD = Not more than 0.2 % /
0.001 %) / Hiwke mpenena He Gosee 0,2 %
obHapyxenns (110 =
0.001 %)
Dimer acid / lumepuoii | Not detected / ne Not more than 0.2 % /
KHUCOTBI obHapyxeHa He 6onee 0,2 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Zaxmodenne: OJOBPEHO

Prepared by /
IMoxrotosieno: Santosh

Kumar Maurya @/

Checked-by /
TIporepeno: Pardeep Kumar

p

»
< e

Approved by: Manager/Executive /
OpobpeHo: Menemxkep / PysosoanTent
Pavan Kumar Sharma .-

e

s

Reprint Date /
Jata: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Reprint Date /
Hara: 31.03.2025

Kegistered Uffice: 8-2-337, Rudd Nu. 8, Baiijura 11ills, Ilyderabad 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ‘:‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  picit. Solan, H.P, 173 205, INDIA

CEPTHUDHKAT AHATM3A

Tel : +91 98166 56001-02

www.dF28E¥6 6970 / Ctp. 6 w3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
MponykT: Tescapras® AM (amnoaunue+renmscapran) Tabnerku 5 mr+80 mMr e Sl |

Market / Peiox : Russia / Poccua

Batch No. / X Batch Quantity / 400000 tab /

Cepun Ne L Paamep cepuH * 400000 Tab

Analytical Repourt No. / . 040002872825 Date of Analysis / . 31.03.2025

ApanurHueckuii oraer Ne JaTa aHA/IH3A

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028

JlaTa DpOH3BOACTBA T'onen o

Mfg. License No. / ] . 0

IIpon3BoACTEEHHAS : MINB/05/263 BIA mumber: § : AN 92058)
. Honep PY (PI'-RU)

nunensus Ne

| Analysis performed according ND / Auanus nposeien no T JITT-Ne(002648)-(PL-RU)-290623

Toarotoenexo: Santosh

Kumar Maurya )
g e

IMpoeepeno: Pardeep Kumar

Ono6peno: Menemxep / I%yl(o_no,unrenh
Pavan Kumar Sharma J _

No. | Test/Ilokazarens | Result / PesyabTaTsl Specification / Hopma
Any unidentified Below LOQ (LOQ = Not more than 0.2 % /
impurity / EquasranoR 0.008 %) / Huxe npeaena He 6onee 0,2 %
HEeUJeHTHOUUMPOBAHHOMN | KOJIHYECTBEHHOIO
MpUMECH onpezneneHns ([IKO =
0.008 %)
Total impurities /Cymma | Below LOQ / Huxe npenena | Not more than 1.5 % /
npumMecei KOJIM4ECTBEHHOIO He 6omnee 1,5 %
OTIpEAEIICHHA
5 Water content / 1.6 % Not more than 4.0 % /
Copep:xanne BObI He 6onee 4,0 %
6 Uniformity of dosage units/ OqaopoAROCTS J03HPOBAHHBIX EAHHAT
Amlodipine / 6.8 The acceptance value (4¥) should be
AMogunuH less than or equal to 15.0 / [ToxasaTens
npuemnemoct (AV) momwxeH ObITH He
6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IlpoaykT coorsercrayet TpeGoeannam HJL 3akmoyenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

==

Reprint Date /
Jara: 31.03.2025

Reprint Date /
Hara: 31.03.2025 . Jif

Reprint Date /

ara; 31.03.2025

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email:
CIN: L85195AP1984PLCO04507
www.drreddys.com

mail@drreddys.com




Dr.Reddy’s Q&€

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA

CEPTH®HKAT AHAJHU3A

Tel . +91 98166 56001-02

www.dﬁfggyf.sfrfo / Crp. 7 w310

‘Product : Telsartan AM (anﬂodﬂn&'re]misartan) Tablets S mg+80 mg
Ipoayxr: Tencapran® AM (amioauninutrenmucapran) Tabrerku 5 mr+80 mMr oyl §

Market / PoiHoK : Russia / Poccus

Batch No. / , Batch Quantity / ~400000 tab /

Cepus Ne L V1500529 Paszmep cepun * 400000 Tab

Analytical Report No. / . 040002872825 Date of Analysis / . 31.03.2025

ApaJHTHuecKHi oTyeT No JlaTa aHAIH3A

Date of Manufacture / .+ 03/2025 Date of Expiry / . 02/2028

JaTta NpoR3BoOACTBA I'open 1o - ==

Mfg. License No. / : i o

YIpouaBoacTRERHAR : MNB/05/263 A gaex R LA,
Homep PY (PT-RU)

Jauuensus Ne

Analysis performed aumdmg ND / Anaaus nposeaen mo HIL: JIT-Ne(002648)-(P1 “RL)-290623

No. | Test / Iloxa3aTenb Result / Pe3yabTaTE! Specification / Hopma
Telmisartan / 14 The acceptance value (4¥%) should be
TenmucapTas less than or equal to 15.0 / IToxasatensb

npuemnemocty (4¥) nomken ObITH He
Gonee 15,0.

7 Microbiological purity* /

Mukpodnojornueckas YHcTOTA*

and moulds count /
O61ee YHeno
JpOXOKEBBIX U
nIecHeBBIX rpubor

Memnee 10 KOE/r

a) Total Aerobic Less than 10 CFU/g / Not more than 10° CFU/g /
Microbial Count / Mesee 10 KOE/r He 6onee 10° KOE/r-
Of111ee YUHCAO a3pOOHEBIX

MUKPOOPraHH3MOB

b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 102 CFU/g/

He 60nee 10> KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcyrcreyeTB 1 T

Shell be absent in 1 gram /
OtrcyrcTBHe B 1 T

8 Assay / KosiHuecTBeHHOE onpe/iesieNHe

Remarks : The Product confirms to ND/
IMpameuanue: [poaykr coorsercrayet Tpedosanuam HJ

Conclusion : APPROVED /
3aknrouenne: QJJIOGPEHO

Prepared by /
INoarorosneno: Santosh

Kumar Maurya r" g

Checked by /
Tposepeno: Pardeep Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykopomiTesns
Pavan Kumar Sharma

\.——-,'..L._
\

Reprint Date /
Hara: 31.03.2025

Reprint Date /
JHata: 31.03.2025

Reprint Date /
Tara: 31.03.2025

Registered Ultice; 8-2-34/, Koad Nu. 3, B2tl)did Flills, | 1ydeiabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2339, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



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

® o
Dl'. Red dY’S ‘;. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pictt. Solan, H.p, 173 205, INDIA
CEPTHOHKAT AHAJTH3A el : +91 98166 56001-02

www. e So1Td / Crp. 8 wa 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg _ |
Hpoxykr: Tencapran™ AM (amnopunun-+reamucaptan) Tabnerku 5 Mir+80 mMr LB

Market / Peinok : Russia / Poccus
Batch No. / ) Batch Quantity / . 400000 tab /
Cepug Ne /I Pasmep cepui * 400000 Tab
Analytical Repoj't No. / . 040002872825 Date of Analysis / . 31.03.2025
|AHATHTHYECKHH 0THeT Ne JlaTa aHanH32a
Date of Manufacture / . 03/2025 . |Date of Expiry / . 02/2028
JlaTa NpOH3BOACTEA T'onen no i _ &
Mfg. License No. /

. MA number: / . JITT-Ne(002648)-
[Ipou3BoCTBEHHAN : MNB/05/263 Homep PY * (PT-RU)
nuanensns Ne

Analysis performed according ND / Auaau3s nposeies no HIT: JIT-Ne(002648)-(PT-RU)-290623

No. | Test/ITokazatens | Result/Pesynnrarss Specification / Hopma
Amlodipine / 4.94 mg/4.94 mr Not less than 4.5 mg and not more than
AMITOIVINUH 5.5 mg of CaoHasCIN;Os (Amlodipine)
in tablet. /

Or 45mr 10 5,5Mr CaoHasCIN;Os
(ammoaunMH) B TabNeTKe.

Telmisartan / 79.7mg/ 79.7 mr Not less than 72.0 mg and not more than
TenMucapTaH 88.0 mg of C33H30N4O: (Telmisartan) in
tablet. /

Or 72,0mr go 88,0 Mr CiHioNsO:
_ (TennMucapras) B TabneTke.

9 Package / Onncanne 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YIAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet in
a carton. / Ilo 7 tabnerok B 6nmcrepe uz (IIBX/AI/ITA) donbru /
ATIOMMHMEBON (IOIBrM C TePMOKIEEBBIM JIAKOBBIM IIOKPBITHEM H
LIe/aKoBbIM TToKpEITHeM. [o 4 61ucTepa B Ma4Ky KapTOHHYIO BMECTE ©
MHCTPYKLMEi 10 MPUMEHEHMIO (JINCTROM-BK/IA/bILICM).

*Test is performed periodically (with the interval of 1 from 20 batches, or at Icast once a year). The test can be absent in the Certificate
of Analysis / KOHTpONb MOKa3aTens OCYUIECTBIACTCA NMPOU3BOAWTENEM TPH BEBUTYCKE Tepuou4eckH (C MHTEpBANIOM OIHO
ucmbitanne Ha 20 cepuit un He Meree 1 pasa B rog). [Toxasatens MoxeT 6LITE He RKII0YeH B CepTHMKAT aHATH3a PUPMBI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumenanne: [poaykr coorsercreyer Tpedosannam HJ Bakmouenne: OJMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneHo: Santosh Tposepero: Pardeep Kumar | Onobpeno: Menemiep / PyroBOIHTENL
Kumar Maurya ) Pavan Kumar Sharma i

@_ = 'I..—w"”" il
Reprint Date / Reprint Date / Reprint Date /
Hara: 31.03.2025 JHara: 31.03.2025 Hara: 31.03.2025

Hegistered Offlce: 8-2-8337, Rudd Nu. 3, Benjara Hiils, 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 ":'.

CERTIFICATE OF ANALYSIS

CEPTHDOHKAT AHATHZA

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.dpiede 6070 / Crp. 9 w3 10

[Product : Telsartan KMmodipine—Helmisanan) Tablets 5 mg+§0 m_g
Hpoaykr: Tencapran® AM (amnogunuutrenmucaprad) tabnerku 5 Mr+80 mr

Market / Poinok

: Russia / Poccua

AHajIMTHYecKnH oT4eT Ne

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne : V2200929 Paasmep cepisn * 400000 Tab
Analytical Report No. / . 040002872825 Date of Analysis / . 31.03.2025

Jlata anaausa

JHHEeH3Hs Ne

Date of Manufacture / . 03/2025 Date of Expiry / . 02/2028
JlaTa npousBoacTBA Togen no —_
Mfyg. License No. /

. MA number: / _ JITI-Ne(002648)-
ITpoH3BOXCTBEHHAR : MNB/05/263 Homep PY * (PT-RU)

| Analysis performed accorciiugﬂ) / Aranus nposegen mo HII: JII-Ne(002648)-(PT-RU)-290623

API name / HaumenoBauune APC:

Amlodipine Besilate /
AMiogunuHa 6e3unar

Telmisartan / TenmycapTal

INN / MHH:

Amlodipine / AMIOARTHH

Telmisartan / TenMucapTad

API manufacturer batch number /
Homep cepuu nponsoauteas AQC:

ACNH005299

ABRH010471, ABRH010544

FP Manufacturer API Batch number /
Homep cepuu cy6cTaHIHK
nponspoguTens I'JID:

FEOA00384

FESAQ0013, FESA00055

Dr. Reddy’s Laboratories Ltd.,

API Manufactured by & country / India / India /
Ipoussogurens A®C, crpana: H-p Pemmw’c JTaGoparopuc JIta., | H-p Peman'c Jla6opatopuc JItTa.,
- Mupns Hupns

" Dr. Reddy’s Laboratories Ltd.,

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

HanmenoBauue, agpec, THUeH3Us LA
IIpox3BOACTBENHAS MNOIAAKA /
Ilnowaaka KOHTPONs KavecTsa /
Ilnowagxa BuIyCKA

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

J-p Pennw’c Jla6oparopuc JItA., Vanus, Tlpou3BonCTBEHHOE
nogpazaenense-6, B, Kxonb, Hanarapx Poys, Bajnn, JIUCTpUKT
Conan, X.I1., 173205, Unaus (nmunersus Homep MNB/05/263)

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 (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the

Remarks : The Product confirms to ND/

TMpumeuanue: [lpoaykr coorsercTByet TpeboBanuaM HJ

Conclusion : APPROVED /
3aknouegne: OJOGPEHO

Prepared by /
IogroTtosneno: Santosh

Kumar Maurya @

Checked by /
Ilpoeepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Ono6pero: Menemiep / Pykosonurens
Pavan Kumar Sharma

Reprint Date /
Iata: 31.03.2025

Reprint Date /
Jara: 31.03.2025

Reprint Date /
JlaTa: 31.03.2025

Reglstered OfMue: 8-2-837, Ruad Nu. 3, Banjars | liils, llyderabad - 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

® o
Dr. Reddy’s Q.o. Vill. Khol, Nalagarh Road, Baddi,

CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P., 173 205, INDIA
CEPTH®HUKAT AHAJTH3A -y +91 98166 56001-02

wwpHEdYEF98 / Crp. 10 13 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Iponykt: Tencapran® AM (ammomunun+renmucapran) Tabnetkn 5 Mr+80 mr
Market / PeiHOK : Russia / Poccus
Batch No. / i Batch Quantity / . 400000 tab /
Cepus Ne Ykl Pasmep cepnn " 400000 Tab
Analytical Report No. / . 040002872825 Date of Analysis / . 31.03.2025
AnanuTaaeckHi oruer Ne Jlara aHaJIH3a
Date of Manufacture / . 03/2025 ]?ate of Expiry / . 02/2028
JlaTa npoH3BOACTBA I'onen 1o e — |
Mfg. License No. / :

’ MA number: / _ JIM-Ne(002648)-
IlponsBoacTBeHHAA : MNB/05/263 - |Homep PY * (PT-RU)
JHueH3us Ne
Analysis performed according ND / Ananuns nposeen no HII: JINI-Na(002648)-(PT-RU)-290623

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».

3aKaiouenHe 0 cooTBeTcTBAM: «HacTosiyum f ToATREpHIAld, YTO IpHBeleHHas Bbiue WHbOpMaUKT
ABJIAETCA OCTOBEPHOM M TOUHOM. DTa cepus NPOAYKLMH NPOM3BEASHS (BIUTIOUAS YITaKOBKY (MapKHPOBKY) H
KOHTPO/b KauyecTBa) Ha BblllleyKa3aHHONH MPOM3BOACTBEHHOH IUIOWIANKE (miowankax) B [OJHOM
COOTBETCTBUMH ¢ TpeboBaHuAMM IlpaBun Haamexalieidl POM3BOJACTBEHHOH mnpakThku Eppasuiickoro
axoHoMHueckoro corwsa (Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeGoBaHHAMY KOHTPO/IA
KA4eCTBa JIGKAPCTBEHHBIX CPELCTB, a4 TaKXKe B COOTBETCTBHM CO CreUM(HUKALUAMH, CONCPNALUMMHCI B
PETHCTPALHOHHOM JOChE CTPaHBI-UMIIOPTepa. 3aIHCH IO IPOM3BOACTBY, YIIAKOBKE U aHANIU3Y NIPOBEPEHE, H
YCTAHOBNIEHO HX COOTBETCTBHE TpeGOBaHMsAM IIpaBHIl Ha[yeXaleil MPOM3BOACTREHHOH TPaKTHKH
EBpaznHckoro 3k0HOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IpogyKT cOOTBETCTBYET TpebosanmamM HJI Jaxmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnend: Santosh Hposepeno: Pardeep Kumar - | Opo6peno: Menemiep / PykoBonuresnb
Kumar Maurya %‘// L Pavan Kumar Sharma '

| B
Reprint Date / Reprint Date / Reprint Date /
Iata: 31.03.2025 Jara: 31.03.2025 JHara: 31.03.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49Q0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




