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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page1of 11/ Ctp. 1 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Hponykr: Tencapran” AM (amnoaunuu+renmucapra) Tabnetk 10 mr+80 mr

Market / Peinok

: Russia / Poccus

Batch No. / . Batch Quantity / _ 400000 tab /
Cepns Ne # V2500898 Pa3mep cepun 400000 Tab |
Analytical Repourt No./ . 890001810487 Date of Analysis / . 29.05.2025
AnanaTHYecKHi oTueT No Jarta anannza |
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JlaTa npoH3BOACTBA T'onen no
Mfg. License No. /

. MA number: / . JITI-Ne(002648)-
IMpouzBoacTBeHHAN : MNNB/05/263 Homep PY " (PL-RU)
aunen3us Ne o

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

No. Test / Ilokazarenn Result / PesyabTarsl Specification / Hopma
1 Description / Onucanue | Oblong shaped, uncoated, Oblong shaped, uncoated,
biconvex, bilayered tablets with | biconvex, bilayered tablets with
pale yellow layer on one side pale yellow to yellow layer on one
and white layer on other side. / side and off white to white layer on
TabneTku NpoaOIroBaToM other side. / TabneTtku
(hopMBbl, TBOSKOBBIMYKITBIE, MPOJOJTOBATOM dopmel,
JABYXCJIOWHBIE, OUH CJIOH JIBOSKOBBIIIYKJIbIE, JABYXCIOMHBIC,
CBETJIO-KENITOrO [BETA, BTOPOH | OJWH CJIOH — OT CBETJIO-)KEITOro
ClIoH OeJtoro LBeTA. JIO XKEJITOrO 1iBeTa, BTOPOH CJIoN —
OeJtoro M noytu Genoro LBeTa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: IIpoaykT cootBeTcTBYET TpedoBanusM HJJ 3axaruenne: OJJOBPEHO
Prepared by / - ; Checked by / Approved by: Manager/Executive /
IToaroTornexo: : f\ \',J"_ IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / Py@sonmenb
Rama Kant S0 t} (:*JI’/ Amit Kumar /\ —
\ v —
Reprint Date / Reprint Date / Reprint Date / )
Jara: 29.05.2025 Jarta: 29.05.2025 Jata: 29.05.2025

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



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

Qe
Dr. ReddY’S ‘.... Yili. Khol, paiagarh Road, Baddi,

Distt. Solan, H.7, 173 205, INDIA
Tel ; +81 981606 56001-02
www.direddyz.com

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Page 2 of 11/ Ctp. 2 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
IMpoaykr: Tencapran®” AM (amnogunua+renmucaptan) Tabnetky 10 mr+80 mr

Market / Pbinok : Russia / Poccus
Batch No. / . Batch Quantity / _ 400000 tab /
Cepus Ne 3 2500859 Pa3mep cepuu * 400000 Tab |
Analytical Repourt No. / . 890001810487 Date of Analysis / . 29.05.2025
AHATHTHYECKHH oTyeT No JlaTa ananuza -
Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTa npousBoacTBa T'ogen 10
Mfg. License No. /

. MA number: / . JITT-Ne(002648)-
IIpon3BoacTBeHHAS : MNB/05/263 Howmep PY ' (PL-RU)
JuLeH3Hs1 No

Analysis performed according ND / Ananu3s nposenen mo HJI: JITI-Ni(002648)-(PI'-RU)-290623

2a Identification (HPLC)/ | The retention times of major | The retention times of the major
Hnenruduxanus peaks in chromatogram of test | peaks in the chromatogram of test
(B2XKX) preparation corresponds to that | preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of
Telmisartan / amnoaunue | Telmisartan and Amlodipine | Telmisartan and  Amlodipine
U TeIMUCapTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaepxkuBaHus | BpemeHna YACP>KUBAHHUS
OCHOBHBIX ITUKOB Ha | OCHOBHBIX MUKOB Ha
XpOMaTorpamMMe HCIHbITYEMOTO | XpOMAaTorpaMMe  HCIIbITYeMOro
pacTBopa COOTBETCTBYIOT | pacTBOpa JIOJTKHBI
BpEMeHaM YAEPIKUBAHUsl | COOTBETCTBOBATH BpeMeHaM
OCHOBHBIX MHKOB Ha | YIACP)KMBAHUS OCHOBHBIX ITHKOB
XpoMarorpamme pacTBopa | HA  XpoMaTtorpaMMe  pacTBopa
CTaHAapTHBIX 00pasioB | cTaHIAPTHBIX 06pas3uoB
TeJIMHCApPTaHA M aMIIOJIMIMHA | TeIMHCapTaHa M aMJIOJWIIMHA
Oesunara (pazmen | 6e3unara (paznen
«KonudyecTBeHHOE «KonmuuecTBeHHO®
OTIpEJICNICHHER). OIpeaeICHHER).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: [IpoaykT cooTBeTcTBYET Tpebosanusm HJT 3akmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: IIposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTens
) g i (W
Rama Kant 4 f—ﬁ[fff‘ Amit Kumar /\ 4
Reprint Date / Reprint Date / Reprint Date / .
Jara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran” AM (amnoaunuH+renmucapran) tabnetku 10 mr+80 mr

Market / PbiHok : Russia / Poccus

Batch No. / ) Batch Quantity / 400000 tab /

Cepus Ne V2500393 Pasmep cepun * 400000 Tab

Analytical Repourt No./ . 890001810487 Date of Analysis / . 29.05.2025

AHAIHTHYECKHH 0TyeT Ne JlaTa anam3za

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npon3BoacTBa IL'onen g0

i s . MNB/05/263 o nuerg LI (s
— ' Homep PY " (PT-RU)

JHUeH3Hs Ne

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

No. Test / IloxazaTeanb

Result / Pe3yabTaTsl

Specification / Hopma

2b Identification
UV-spectroscopy
(HPLC with PDA) /
Hpentuduxanus
Y®-cuekTpoCKOMHA
(BIXKX (PDA-
JIeTeKTOop))

Amlodipine and
Telmisartan / aMmnoaunyH
v TeIMHcapTaH

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) (section
"Assay"). / Y®-criekTpst
MOTJIOLLEHUS MTHKOB
TeJIMHCApTaHa W aMJIOAMIIMHA,
MoJyYeHHbIC npu
xpomartorpadipoBaHUU
HCIIBITYEMOrO U CTaHIAAPTHOIO
PACTBOPOB, UMEIOT MaKCHMYMBI
MONJIOIEHWs MPH OOHHMX M TeX
Ke JUTHHAX BOJH (£2 HM) (pazzen
«KonuuecTBeHHOE
orpeiesIeHUe»).

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®-crneKTpsl

NOTNOLIEHHS IHKOB
TeNMUCAPTAHA ¥ aMJIOAUIHHA,
MOJTyYeHHbIe pu
xpomarorpadupoBaHHH

MCTIBITYEMOTO M CTaHAAPTHOrO
pacTBOpPOB,  JOJDKHBI ~ HUMETh

MaKkCUMYMBI  TIOTJIOUIEHUS [IpH
OIHUX ¥ TeX >Ke JJIMHaX BOJIH
(£2 um) (paszen
«KonuuecteeHHoOE
OIpeeIeHUe).

Remarks : The Product confirms to ND/
TIpumeuanue: ITpoaykT coorBeTcTBYeT TpeboraHusaM H]J

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by /
IoaroroeneHo: | @Jj\ [MposepeHo: Pardeep Kumar
Rama Kant i P

Approved by: Manager/Executive /
Opo6peno: Menemxep / PykoBoauTeib

ﬁ Amit K A
umar F!/\/ i

Reprint Date / Reprint Date /
Jara: 29.05.2025 Hata: 29.05.2025

Reprint Date /
Hara: 29.05.2025

U

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0450/
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 4 of 11/ Ctp. 4 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran” AM (amnoaunun+renmucapran) Tabnerku 10 mr+80 mr

Market / PbiHOK : Russia / Poccus

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

Cepus Ne ? 2500893 Pa3mep cepun 400000 Tab

Analytical Report No./ . 890001810487 Date of Analysis / . 29.05.2025

AnanuTHyecKmii oTyeT Ne Jara ananausa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npou3BoACTBa TI'onen o

Hpommoncrnenias : MNB/05/263 M. mumbers)/ 0 P NA002648)
pOISEOR ' Homep PY " (PT-RU)

aunenzus Ne

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

No. Test / IlokazaTean | Result / Pesyabtathi | Specification / Hopma
3 Dissolution / PacTBopenne
Amlodipine / Unit-1/ Ta6n.-1 96 % Not less than 75% (Q)
Amjoaunux Unit-2 / Ta6xn.-2 99 % Ca0H25CIN2Os  (Amlodipine) in
Unit-3 / Tabn.-3 96 % 30 min. / He menee 75% (Q)
Unit-4 / Ta6n.-4 97 % C20H2sCIN,Os (amnoaunuH) vepes
Unit-5 / Ta6.-5 100 % 30 mun.
Unit-6 / Ta6.-6 98 %
Telmisartan / Unit-1/ Ta6n.-1 96 % Not less than 75% (Q)
Tenmucapran Unit-2 / Tabn.-2 93 % C33H3oN4O,  (Telmisartan)  in
Unit-3 / Tabn.-3 94 % 30 min. / He menee 75% (Q)
Unit-4 / Tabn.-4 93 % Ci3H30N4O; (TenmMucapTaH) depes
Unit-5 / Tabn.-5 94 % 30 muH.
Unit-6 / Tabn.-6 95 %
4 Impurities / Ilpamecun
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpogykT cooTseTcTRYeT Tpehoranuam HJT Raxmmuenue: QOJIORPEFHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotosneHo: Q,J\ I[Tposepeno: Pardeep Kumar | Ono6peno: MeHemxkep / Pykosoaurtesib
Rama Kant N f Amit Kumar M
=l j\ =
Reprint Date / Reprint Date / Reprint Date / '
Jara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page Sof 11/ Crp. S m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran® AM (amopunvH+renmucapras) Tabnerky 10 mr+80 mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne ¥ 12500890 Pa3mep cepun * 400000 Tab

Analytical Repourt No. / . 890001810487 Date of Analysis / . 29.05.2025

| AHQJTHTHYECKHH 0T4YeT Ne o JlaTa ananmsa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa MpoH3BOACTBA I'oxen go

o soonorseas : MNB/05/263 MAmumbery/ ., AEFRR(002696)=
P A ' Homep PY * (PT-RU)

JHOEeH3Hs Ne

Analysis performed according ND / Ananu3s nposegen nmo HJI: JITI-Ne(002648)-(PT-RU)-290623

impurity / EnuHugHO#M
HEHAEHTHDUIIMPOBAHHOH
npuMecu

Total impurities / Cymma
npumMeceii

Huxe npenena
KOJIHYECTBEHHOTO OIpee/ieHHs
(ITKO = 0.08 %)

Below LOQ/
Hwxe npenena
KOJIMYECTBEHHOTO OTIpe/iesIeHHs

No. Test / IlokasaTenn Result / Pe3yabTarhl Specification / Hopma
Amlodipine /
AMITOIHITHH
Impurity D / Ilpumecu D | Below LOD (LOD = 0.027 %) / | Not more than 0.5 % /
Hwxe npenena o6Hapy><eHHA He 6onee 0,5 %
(IO =0.027 %)
Any unidentified Below LOQ (LOQ = 0.08 %) / Not more than 0.2 % /

He 60iee 0,2 %

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

Remarks : The Product confirms to ND/
ITpumeuanme: ITpoaykr coorBeTcTBYET Tpebopanusm HJL

Conclusion : APPROVED /
Jaknaouenne: OJJOBPEHO

Prepared by / .. A Checked by / Approved by: Manager/Executive /
IMoarorosneHo: ||} E‘ IMposepeno: Pardeep Kumar | Onobpeno: MeHemxep / Pykosoautesib
Rama Kant /&ﬂ{}«t y Amit Kumar e

2 - N
Reprint Date / Reprint Date / Reprint Date / '
Hara: 29.05.2025 Jlara: 29.05.2025 Jara: 29.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Page 6 of 11/ Ctp. 6 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Hpoxyxr: Tencapran” AM (amioaunuH+TenMucapras) Tabnetku 10 mr+80 mr

Market / Poinok

: Russia / Poccust

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

Cepusa Ne ¥ V2500895 Pasmep cepuu * 400000 Tab

Analytical Repourt No./ . 890001810487 Date of Analysis / . 29.05.2025

| AHATHTHYECKHit oTueT Ne Jlara anasm3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JaTa npon3BoacTBa Tonen 5o

s . MNB/05/263 MA number: / g JIT-Ne(002645)-
pOSEOA ' Homep PY " (PTRU)

Jaunen3us Ne

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

Dimer acid / JumepHoii
Kucnotel

Any unidentified
impurity / EnuHuaHOM
HeuAeHTHHUIMPOBAHHOMH
pHMecH

Total impurities /Cymma
npuMecein

(11O = 0.001%)

Not detected / He obHapyxeHa

0.01%

0.0082%

No. Test / IlokazaTean Result / Pe3yabTaThl Specification / Hopma
Telmisartan /
TenMucapran
Impurity A / Ilpumecn A | Below LOD (LOD = 0.001 %)/ | Not more than 0.2 %/
Hinke npenena oOHapykeHUs He 6onee 0,2 %

Not more than 0.2 % /
He 601ee 0,2 %

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

Not more than 1.5 %/
He Gonee 1,5 %

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTBeTCTBYET TpeboraHusM H/J

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoenexo: W Q_ ITposepeno: Pardeep Kumar | Onobpeno: Menemxkep / PykoBoaureis
Rama Kant MUL : - Amit Kumar P

p ¥ '. / CL’_“ j\//
Reprint Date / Reprint Date / Reprint Date / ‘
Jara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

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@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 7 of 11/ Ctp. 7 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Iponykr: Tencapran® AM (amnoaunuu+renmucapran) Tabnerkyu 10 mr+80 mr

Market / Pbinok : Russia / Poccns

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

Cepns Ne 1 VES0US03 Pazmep cepun 400000 Tab

Analytical Repourt No./ . 890001810487 Date of Analysis / . 29.05.2025

ApanuTH4YecKHi oTueT Ne Jarta ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa npoM3BoJCTBA T'open no

et : MNB/05/263 MA number:/ , ELIA002648):
POISBOA ' Howmep PY * (PT-RU)

JIMLeH3Hs Ne

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

No. Test / IlokazaTeab Result / PesyabTaThl Specification / Hopma
5 Water content / 1.6 % Not more than 4.0 % /
Coaep:kaHHe BOAbI He 6onee 4,0 %
6 Uniformity of dosage units/ OqHOpoJHOCTH J03HPOBAHHBIX ¢/IMHHIY
Amlodipine / 3.2 The acceptance value (4V) should
AMIIOIUNUH be less than or equal to 15.0 /
IMokasatens npuemnemocta (AV)
noJbkeH ObITh He 6onee 15,0.
Telmisartan / 1.9 The acceptance value (47) should
TenmucapraH be less than or equal to 15.0 /
[Tokazatens npuemaeMoctu (AV)
TIOJDKEH ObITh He Oosiee 15,0.
7 Microbiological purity* / MuxpoOnoorudeckas 4ucrora*
a) Total Aerobic Less than 10 CFU/g / Not more than 103 CFU/g /
Microbial Count / O6wee | Meunee 10 KOE/r He 6osnee 10° KOE/r
YHUCIO a3pOOHBIX MUKPO-
OPraHu3MOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10> CFU/g /
and moulds count / Memnee 10 KOE/r He 6onee 10> KOE/r

Remarks : The Product confirms to ND/
ITprmenanne: IIpoayKT COOTRETCTBYET TpebopandsM H]J

Conclusion : APPROVED /
3akawdenne: ONOKRPEHO

Prepared by /
[NoaroToBneHo:
Rama Kant

L

Checked by /
TTporepeno: Pardeep Kumar

4

N

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBonurens
Amit Kumar {\/ A

-

Reprint Date /
Jara: 29.05.2025

Reprint Date /
Jarta: 29.05.2025

\j

Reprint Date /
Jara: 29.05.2025

Registared Office: 8-2-337, Road No. 3, Banjara Hiils, 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
CEPTUOUKAT AHAJIN3A

Page 8 of 11/ C1p. 8 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
Iponykr: Tencapran® AM (amnogunuu+renMucaptan) Tabnetku 10 mr+80 mr

Market / PeiHOK : Russia / Poccus

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

Cepus Ne i VA00EC Pazmep cepun 400000 tab

Analytical Repourt No./ . 800001810487 Date of Analysis / . 29.05.2025

AHanuTHYeCcKHH oTuer Ne JlaTa aHaJIH3a

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

\daTa npousBoacTBa I'ogen po

Mo anoncrasmns . MNB/05/263 MA number: / A TEIE(002648)>
POHIBOA ' Homep PY * (PT-RU)

JHueH3As Ne

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

No. Test / [lokazarenan Result / Pe3yabTarsl Specification / Hopma
O61wee yucno
JPOAOKEBBIX U
IUIECHEBBIX TPUOOB

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrcTByeTB 1 T OrcyrcTBue B 1 1
8 Assay / KosinuecTBeHHOE onpeaeieHAe
Amlodipine / 9.96 mg/9.96 mr Not less than 9.0 mg and not more
AmtogunuH than 11.0mg of CyHzsCINOs

(Amlodipine) in tablet. /
Or 9,0 mMr J0 11,0 mr
CHsCIN;Os  (amnogunuH) B

Tabnerke.
Telmisartan / 79.6 mg/ 79.6 mr Not less than 72.0 mg and not
TenMucapran more than 88.0 mg of Ci3H3oN1O2

(Telmisartan) in  tablet. /
Ot 72,0 mr no 88,0 mr C33H3oN4O»
(TenMucapTaH) B TabJIeTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeyanue: [Iponykr coorseTcTBYeT Tpebopanuam HII 3akmouenue: OAOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnieHo: u:‘\\ IMpoeepeno: Pardeep Kumar | Onobpeno: Menemxep / PykoBoaurens
Rama Kant ¢ / Q{fﬂ__;_ Amit Kumar A \

e Ljr
Reprint Date / Reprint Date / Reprint Date / '
Jata: 29.05.2025 Hara: 29.05.2025 Jara: 29.05.2025

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: L85195AP1284PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Ferimulation Unit-6

Yiil. Kivol, plalzgari Road, Baddi,
Distt. Soizn, .5, 173 205, INDIA

S BEOD O')

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Page 9 of 11/ Crp. 9 m3 11

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+80 mg
IIpoaykt: Tencapran® AM (amnonunuu-+renmucapran) tabnetku 10 Mr+80 mr

Market / PoiHOK

: Russia / Poccust

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

|Cepus Ne 1 Mashust Pazmep cepun " 400000 Tab

Analytical Repovrt No. / . 890001810487 Date of Analysis / . 29.05.2025

|AHATHTHYECKHIL oT4eT Ne Jlara ananusa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa NpoH3BOACTBA I'onen 1o

Mo mmonernennas . MNB/05/263 MA number/ g IR 0e00):
A ‘ Homep PY " (PTRU)

auneH3us Ne

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

No. Test / Iloka3zarens

Result / PesyabTathl

| Specification / Hopma

9 Package / Onncanne
YHAKOBKM

7 tablets per blister of (PVC/Al/PA) foil/aluminum foil with heat seal
lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / ITo 7 Tabnerok B Gaucrepe us ([IBX/AVIIA) donbru /
ATMIOMHHUEBON (OJIBIH ¢ TEPMOKJICEBBIM JIAKOBBIM TMOKPBITHEM H
IeJUIaKoB6IM MOKpeITHeM. [1o 4 GricTepa B MayKy KapTOHHYIO BMecTe
C MHCTPYKLHKEH 110 NPUMEHEHHIO (JIMCTKOM-BKJIAJbILIEM).

*Test is performed periodically (with the interval of I from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / KoHTpons Moka3aTens OCYLIECTBISETCS [POM3BOJMTENEM TNpPH BHIMYCKE INEPHOAMHMECKH (C MHTCPBANOM OIHO
ucrbiTatue Ha 20 cepuit WM He McHee 1 pasa B ron). Ilokasarens MoxeT 6bITh He BKmodeH B CepTudukar ananusza Gpupmbl.

API name / HanmeHoBaHe A®C: Amlodipine Besilate / Telmisartan / TenmucapTan
AmnopunuHa 6e3unar

INN / MHH: Amlodipine / AMiI0HIIUH Telmisartan / Tenmucaptad

API manufacturer batch number / ACQHO002746 ABRH010545, ABRH010879

Homep cepun npoussoauteas A®C:

FP Manufacturer API Batch number / FEQAO00512 FESA00056, FESA00057

Homep cepuu cyOGcTaHUMH

npoussoautens I'JId:

Remarks : The Product confirms to ND/

IMpumeyanue: ITpoaykr coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

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

HoaroTosnexo: | | {\ -‘> IIposepeHo: Pardeep Kumar | Onobpeno: Menemxkep / PykosoauTesis

Rama Kant M@}/ / Amit Kumar - ‘-
OJ/T_" ) <

Reprint Date / Reprint Date / Reprint Date / '

Jara: 29.05.2025 Hara: 29.05.2025 Hara: 29.05.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2299, Email: mail@drreddys.com
CIN: L85195AP1984P1LLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +51 58166 56C01-02
www.drreddys.com

Page 10 of 11/ Ctp. 10 n3 11

Product : Telsartan AM (amlodipinet+telmisartan) Tablets 10 mg+80 mg
Ipoayxr: Tencapran® AM (amnoaunun+Tenmucapran) Tabaerku 10 mr+80 mr

aunensns Ne

Homep PY

Market / PoiHOK : Russia / Poccust

Batch No. / ] Batch Quantity / 400000 tab /

Cepus Ne + V2500893 Pasmep cepuu * 400000 Tab
Amnalytical Repo:rt No./ . 890001810487 Date of Analysis / . 29.05.2025
AHanuTH4eckuii oT4er No JaTta anainsa

Date of Manufacture / . 04/2025 Date of Expiry / . 03/2028

JlaTa NpoH3BOACTBA I'onen no |
Mfg. License No. / . .
IIponsBoacTBEeHHAN : MNB/05/263 MAsnumbe:(/ PIEN(O02645)

" (PT-RU)

Analysis performed according ND / Anaau3s nposenen no H/: JITI-Ne(002648)-(PT -RU)-290623

API Manufactured by & country /
Mpoussoaurens ADC, cTpana:

Dr. Reddy’s Laboratories Ltd.,
India /
I-p Pepnu’c JlabopaTopuc JIta.,
HUnpus

Dr. Reddy’s Laboratories Ltd.,
India /
J-p Pexnu’c Jlaboparopuc JITa.,
Unpus

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

HaumenosaHue, aapec, JULEH3US 1JIf
IIpou3BoACTBeHHAS MUIOWAAKA /
Inowaaka KOHTpPOJIs KadecTBa /
IInomwaaka 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) /

JI-p Pennu’c JTaboparopuc Jita., Maaus, [Ipon3soacTBEHHOE
nogpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banmu, Juctpukt
Conan, X.I1., 173205, Uapus (unensust Homep MNB/05/263

Remarks : The Product confirms to ND/
IMpumeyanue: ITpoaykTt cooTBeTcTBYET Tpedosanusm HJL

Conclusion : APPROVED /
Bakmouenne: OJJOBPEHO

Prepared by / Checked by /

[ToarorosneHo: \,Q_l\ IMpoeepeno: Pardeep Kumar
Rama Kant (/

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

c;ﬁ_/ Amit Kumar . “
= \’/- =

Reprint Date / Reprint Date /
Jata: 29.05.2025 Hara: 29.05.2025

Reprint Date / '
Jara: 29.05.2025

Registered Cffice: 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

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

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 88166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
Page 11 of 11/ Ctp. 11 m3 11
Product : Telsartan AM (amlodipinet+telmisartan) Tablets 10 mg+80 mg
Ipoaykr: Tencapran®™ AM (amnogunuu-+renmucaprat) Tabnetku 10 mr+80 mr
Market / PoiHOK : Russia / Poccus
Batch No. / ) Batch Quantity / 400000 tab /
Cepus Ne i FE000888 Pa3mep cepun " 400000 Tab
Analytical Repo:’t No./ . 890001810487 Date of Analysis / . 29.05.2025
AHATHTHYECKHH oT4eT Ne Hara anannza
Datg of Manufacture / . 04/2025 Date of Expiry / . 03/2028
JaTa npoH3BOACTBA I'open no
Mfg. License No. /
. MA number: / _ JITT-Ne(002648)-
IIpoussoacTBeHHAS : MNB/05/263 Howmep PY " (P[-RU)
aunensus Ne
Analysis performed according ND / Ananus nposegen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

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
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».

3aK/I09eHHe O COOTBETCTBHH: «HacTosluMM s MOATBEP)KAAIO, YTO MpPUBENCHHAs BblIe HHOpMALMs
ABJISIETCS IOCTOBEPHOM M TOUHOM. DTa CepHa NPOAYKLMK NPOU3BEeHa (BKIOUYAs yNAKOBKY (MapKUPOBKY) U
KOHTpPONb KAa4eCTBA) HA BBIUWIEYKA3aHHOM MPOW3BOACTBEHHOM IuloWaike (TUIOWAAKaX) B ITOJHOM
COOTBETCTBMU ¢ TpeboBanusamu IlpaBun Haznexalleil MpOM3BOJACTBEHHOH mnpakTuku EBpasuiickoro
skoHoMHuIecKoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 ceHta6ps 2022) u TpeboBaHUAMH KOHTPOIs
Ka4yecTBa JIEKAPCTBEHHBIX CPEICTB, a Takke B COOTBETCTBHU CO CHELM(HKALMIMH, COAEPXKALIHMHUCI B
PErMCTPALMOHHOM [I0Che CTPaHbI-UMIIOpTepa. 3anMcH 10 MPOM3BOJACTBY, YIAaKOBKE U aHAIIM3Y MPOBEPEHDI, U
YCTaHOBNEHO WX COOTBeTcTBHe TpeGoBaHusM IlpaBun Hamnexauled NpOM3BOACTBEHHOM NpPaKTUKM
EBpa3suicKoro 5KOHOMHUYECKOTO COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cooTeeTcTRYeT TpeboBanusm HJ| 3axawuenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[JoxarorosneHo: \,&1} IMposepeHo: Pardeep Kumar | Omobpeno: Menemxep / PykoBoauresns
. L
Rama Kant ﬁ _ Amit Kumar A
|
Reprint Date / Reprint Date / Reprint Date / !
Jara: 29.05.2025 Jara: 29.05.2025 Jara: 29.05.2025

Registered Cffice: 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



