Dr.Reddy’s "':‘

CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIM3A

Page10of9/Crp. 1139

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
TIpoxykr: Tencaprau™ AM (amnogunua+renmucapran) Tabnetku 5 Mr+80 mr
Market / PoiHok : Russia / Poccust
Batch No. / ) Batch Quantity / . 400000 tab /
Cepiisi Ne | V2401920 Pazmep cepun " 400000 Tab
Analytical Repourt No./ . 040002662559 Date of Analysis / . 03.10.2024
AHaIuTHYeCKHIT oTueT Ne Jlara anaan3za
Date of Manufacture / . 08/2004 Date of Expiry / . 07/2027
JlaTa npousBoacTBa T'opeH go
Mfg. License No. /

. MA number: / . JITI-Ne(002648)-
IIponzBoacTeennan : MNB/05/263 Homep PY * (PI-RU)
Juensus Ne

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

No. Test / Ilokazarean

Result / PesyabTarsl

Specification / Hopma

1 Description / Onucanue

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

TabneTku IIPO/IONTOBATOM
dopmsl, JBOSIKOBBINYKJIBIC,
JBYXCIOHHEIE, OJIUH CIIOH

CBET/IO-PO30BOI0  lIBE€Ta, C
BKpaIUIEeHUSMU Oenoro  1geTa,
BTOpOIi ciioit 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
MPOAOITrOBaTOM dopmpl,
JBOSIKOBBINYKJIBIE, JABYXCIIOMHBIE,

OJIMH CJIOH — OT CBETJIO-PO30BOTO
1o PO30BOTO LIBETA, c
BKpaIUICHUsMH Oenoro  I1iBera,
BTOPOi1 CJIOH — Oenoro Uiy Moyt
Oenoro Lpera.

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykr coorsercTByeT TpeGosanusam HJT

Conclusion : APPROVED /
3akaouenne: OTOEPEHO

L I €

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosneno: Ramakant [Tpoeepeno: Santosh Kumar | Ono6peHo: Menemkep / Pykosoaurens
’@d‘ Maurya & Pavan Kumar Sharma o Jan—— i
Oy _~
Reprint Date / Reprint Date / Reprint Date /
Hata: 03.10.2024 Hara: 03.10.2024 Hata: 03.10.2024
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CERTIFICATE OF ANALYSIS
CEPTHU®HUKAT AHAJIM3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpoaykr: Tencapran™ AM (amnoaunuu-+renmucapran) Tabnetku 5 Mr-+80 mr

Market / Peinok : Russia / Poccus

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

|Cepust No A Ve Pasmep cepiin " 400000 a6

Analytical Repovrt No./ - 040002662559 Date of Analysis / . 03.10.2024

AHaJIHTHYeCKHI oTyeT Ne Jata ananunza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jata npouzoacrea I'ogen no

gfg}.ﬁ?ll?;:;;;n : MNB/05/263 R e ; JHI-Ne(002648)-
p A : Homep PY " (PI-RU)

JHMUeH3HA Ne

Analysis performed according ND / Anasnns nposenen mo HJI: JIE-Ne(002648)-(PT-RU)-290623 J

No. Test / Iloka3zaresn Result / Pesyabprarnt Specification / Hopma
2a Identification (HPLC) / | The retention times of major | The retention times of the major
HUnenruduxanus peaks in chromatogram of test | peaks in the chromatogram of test
(BOKX) preparation corresponds to that | preparation should correspond to
Amlodipine and in  the chromatogram of | that in the chromatogram of
Telmisartan / amnogunus | Telmisartan and Amlodipine | Telmisartan  and Amlodipine
W TEIMHCapTaH besilate  reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaepxuBaHug | Bpemena YAEpKUBaHHS
OCHOBHBIX IIHKOB Ha | OCHOBHEIX NIHUKOB Ha
XpOMaTorpaMMe  HCIBITYEMOIO | XpOMAaTorpaMmMe  HMCIBITY€MOrO
pacTtBopa COOTBETCTBYIOT | pacTBopa JOJIXKHBI
BpeMeHam YIAEPKHUBAHUS | COOTBETCTBOBATD BpeMeHaM
OCHOBHBIX MHUKOB HA | YAEP)KUBAaHUA OCHOBHBIX IIMKOB
XpOMaTorpamMme pacTBopa | HA  XpomaTorpamMMe  pacTBOpa
CTaHAAPTHBIX 06pa3LioB | cTaHAAPTHBIX obpasios
TENMHCAapTaHa M AaMJIOJMIIMHA | TEIMUCAPTAHA M  aAMJIOJMITHHA
6e3mnnara (pa3nen | Ge3unara (pazmen
«KonuuecreHHoe «KonuyectsenHoe
onpejeneHnen). OlpesieJICHUE).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IIponykT cootsercTByeT TpeGoBarusam HJI 3akawyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ramakant Ilposepeno: Santosh Kumar | Ono6peHo: MeHez[)Kep / Pvaoao,umenh
r@n{@ ﬂ Maurya @ Pavan Kumar Sharma _-
Reprint Date / \ Reprint Date / Reprint Date /
Hara: 03.10.2024 Hara: 03.10.2024 Hara: 03.10.2024

Registered Office: 8-2-237,
Tal: +21 40 4500 25

i T';-lmiiinn, India

YELGIM
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg

\Mpogykr: Tencapran™ AM (amnoaunuu-+renmucapran) Tabaetku 5 Mr+80 mr

Market / Puinox : Russia / Poccus

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

Cepust Ne i VE104020 Pa3mep cepun " 400000 Tab

Analytical Repovrt No./ - 040002662559 Date of Analysis / . 03.10.2024

A BanHTHYeCcKHit oTyeT Ne JaTa anajusa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa mpousBoacTsa T'ogen no

11\;[ fii;etie;::;.;ﬂ : MNB/05/263 by g A Ae(002648):
Pou3BoA ' Homep PY * (PT-RU)

JTHlens s Ne

Analysis performed according ND / Ananns npogesen mo H/I: JITI-Ne(002648)-(PT'-RU)-290623

No. Test / Ilokazaresn Result / Pesyasrars: 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
HaenTnduxanus chromatography of the test and | test and standard solutions, should
Y®-cnexrpockonus standard solutions, have | have absorption maxima at the
(BIOXKX (PDA- absorption maxima at the same | same  wavelengths (2 nm)
AeTeKTop)) _ wavelengths (+2nm) (section | (section "Assay"). / Y®-criekTpbt
Amlodipine and "Assay"). / V®-criexTpsl | nornouieHus [THKOB
Telmisartan / amnoaunun | nornomenus MHKOB | TEJIMMCApPTaHa M  aMJIOJMIIHHA,
U TeJIMHCapTaH TeIMHCapTaHa M aMJIOJHIIHHA, | MOJyYeHHbIe npu
HOJTyYeHHbIE NpH | XpoMaTorpadHUpoBaHUU
XpomarorpadHpoBaHHH HCHBITYEMOTO M CTaHAApTHOro
MCOBITYEMOTO M CTAaHAAPTHOTO | pacTBOPOB,  JOJDKHBI  HMMeTh
PACTBOPOB, MMEIOT MaKCHMyMbl | MAKCHMYMBI TOIVIOIIEHHA  IIpH
NIOrJIOIUEHHST NMPH OAHMX M TeX | OMHHX H TeX K€ JJTHHAX BOJH
K€ UTHHAX BOJH (£2 HM) (paszen | (2 um) (paspen
«KonuyectseHHoe «Konnvecrrennoe
onpeneneHney). onpefenieHHey).
3 Dissolution / PacrBopenne
Amlodipine / f»Unjt—l / Tab.-1 101 % Not less than 75% (Q)
Amnoaunuy Unit-2 / Ta6un.-2 100 % CaoHasCIN>Os  (Amlodipine) in
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Mpoaykr cootBeTcTBYeT TpeGosanusam HJI 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroeneno: Ramakant IIposepeno: Santosh K. j\mar Onobpeno: MeHemwkep / Pykoroaurens
Maurya Pavan Kumar Sharma 1 .. . >
Qo | Mo =
Reprint Date / Reprint Date / Reprint Date /
Jara: 03.10.2024 I[aTa' 03.10.2024 ,I[aTa' 03.10.2024

gona, Indiz

F’MJ'\mHlll Hyderabad -

Road ble

Te,zi 1‘-9L:H] E'b
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
[ Mpoaykr: Tencapran” AM (aMnopunuHtTeNnMHKcapTaH) Tabaetku 5 mr+80 mr

]

Market / Poinok

: Russia / Poccus

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

|Cepust Ne : V2401920 Pasmep cepun " 400000 Tad

Anmalytical Repovrt No./ : 040002662559 Date of Analysis / . 03.10.2024

ARaguTndeckmii oTyet Ne Hara anannza

Date of Manufacture / . 08/2004 Date of Expiry / . 07/2027

Tara npoussogcTBa T'ogen go

II\;I - Igﬁelgesfgéga : MNB/05/263 200 Dumbes / ., ALL-Ne(002648)-
i ' Homep PY " (PT-RU)

aHnensua Ne

Analysis performed according ND / Ananus nposeaen mo H/L: JITI-Ne(002648)-(PI'-RU)-290623 ]

No. Test / [Tokasarean Result / PesyasTarsi Specification / Hopma

Unit-3 / Ta6n.-3 103 % 30 min. / He menee 75 % (Q)
Unit-4 / Ta6n.-4 106 % Ca0Ha25CIN;Os (amnopunun) yepes
Unit-5 / Ta6n.-5 103 % 30 muH.
Unit-6 / Tab.-6 100 %

Telmisartan / Unit-1 / Tabn.-1 99 % Not less than 75% (Q)

Tenmucapran Unit-2 / Ta6n.-2 97 % C33H3N4O,  (Telmisartan)  in
Unit-3 / Ta6n.-3 100 % 30min. / He menee 75% (Q)
Unit-4 / Tabn.-4 101 % C33H30N4O; (Tenmucapran) gepes
Unit-5 / Ta611.-5 99 % 30 muH.
Unit-6 / Tabn.-6 98 %

4 Impurities / llpumecn

Amlodipine /

AMnogunuH

Impurity D / [pumecu D | Below LOD (LOD = 0.027 %)/ | Not more than 0.5 % /
Hwxe npenena obHapy:xenus He 6onee 0,5 %
(ITI0=0.027 %)

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

impurity / Eaunnunoi Huxe npenena He 6onee 0,2 %

HEHJCHTH(PHIMPOBAHHON | KOJIMYECTBEHHOTO ONpEeNeHHs

MPUMECH (TIKO =0.08 %)

Remarks : The Product confirms to ND/

Ipumeuanue: [pomykr coorsercTeyer TpeGosanmsm HJT

Conclusion : APPROVED /
3aximouenne: OJIOBPEHO

Prepared by /
Toarorosneno: Ramakant

e

Checked by /

Maurya

%

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykosoautesns
Pavan Kumar Sharma o,

e

=

T

Reprint Date /
Jara: 03.10.2024

Reprint Date /
Jara: 03.10.2024

Reprint Date /

Hara: 03.10.2024
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
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[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg

-

(I pomykr: Tencapran™ AM (amnoannuu+renmMucapran) TabaeTky 5 Mr+80 mr

AHaTHTHYECKHIT oT4eT No

: 040002662559

Market / Peinok : Russia / Poccus

Batch No. / . V2401920 Batch Quantity / : 400000 tab /
|Cepusn Ne Pazmep cepun 400000 Tab
Amalytical Report No. / Date of Analysis /

Hara ananusza

: 03.10.2024

Date of Manufacture /
Jiara npouseoncrea

Date of Expiry /

: 07/2027

Mifg. License No. /
ITpouzBoacTBeHHAR
JHHensna Ne

: 08/2024

Toxen jio

MA number: /
: MNB/05/263 Homep PY

_ JII-Ne(002648)-
" (PF-RU)

Amnalysis performed according ND / Ananus nposexen no H/I: JITT-Ne(002648)-(PI'-RU)-290623

[ No. Test / Ilokazatenn Result / PesvabTaTel Specification / Hopma
Total impurities / Cymma | Below LOQ / Not more than 1.5 % /
npHMecei Huxe npenena He 6onee 1,5 %

KOJIMYECTBEHHOTO Ofpe/ieIeHus
Telmisartan /
TenmMucaprau
Impurity A/ Ilpumec A | Below LOQ (LOQ = 0.004 %)/ | Not more than 0.2 % /
Hwxe npenena He 60o5ee 0,2 %
KOJTMYECTBEHHOTO OTIpe/esieHus]
(ITKO = 0.004 %)
Dimer acid / [TumepHoii Not detected / He oGHapyxkeHa Not more than 0.2 % /
KHCJIOThI He 605ee 0,2 %
Any unidentified Below BDL (BDL= 0.05 %) / Not more than 0.2 %/
impurity / EquHu4HOiA Huxe nopora peructpauun (ITIP | He Gonee 0,2 %
HenaeHTUHIMpoBanHOI | = 0.05 %)
MpUMecH
Total impurities /Cymma | Below BDL / Husxe ropora Not more than 1.5 % /
npuMecei pervcTpanuu He 6onee 1,5 %
5 Water content / 1.9% Not more than 4.0 % /
Conep:ranne BoIbI He 6onee 4,0 %

Remarks : The Product confirms to ND/
Ipumeyanne: [TpoayKr cooTBeTCTBYET TpeGOBaHUIM HJL

Conclusion : APPROVED /
3axmiouenne: OJOBEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno: Ramakant [Iposepeno: Santosh Kumar | Ono6peno: Menemxep / Pyhoaomlnﬂb
’n Maurya & Pavan Kumar Sharma /} Ay s
U..L/. — | ==
Reprint Date / Reprint Date / Reprint Date /

Jara: 03.10.2024

Hara: 03.10.2024

Jlata: 03.10.2024




Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A
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Product : Telsartan AM (anﬂodipineﬂehr?sanan) Tablets 5 mg+80 mg
I¥poxykt: Tencapran” AM (amnogunun-+renmncapran) Tabnetku 5 mr+80 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne F V2401920 Pazmep cepun " 400000 Ta6

Amnalytical Repovrt No. / - 040002662559 Date of Analysis / . 03.10.2024

AHaguTHYeCKHUt oTueT No Jara anaansa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jara mpoussoacrsa Iopen go

11\1I fg' L.lff'lie.f:ﬁ ; z/m : MNB/05/263 g CMIbERY) Pl ey
e ‘ Homep PY " (PT-RU)

JaHlensinsa Ne

Amnalysis performed according ND / Ananus nposenen mo H/I: JII-Ne(002648)-(PT-RU)-290623

Test / Iloxasarenn

No.

| Result / PesyanTarn:

| Specification / Hopma

and moulds count /
Ob6ee yuciio
JPOXOKEBBIX H
IJIECHEBBIX IpUOOB

6 Uniformity of dosage units/ OxnopoanocTs 103MPOBAHMDIX e{HHII
Amlodipine / 4.6 The acceptance value (47) should
AMIOaUIIIH be less than or equal to 15.0 /
Ilokazatens mpuemnemoctu (4V)
JoJoKeH ObITh He Goree 15,0.
Telmisartan / 2.7 The acceptance value (4V) should
Tenmucaprau be less than or equal to 15.0 /
IMokazatens nmpuemnemoctu (4V)
Jlomken ObITh He Gosee 15,0.
7 Microbiological purity* / Mukpo6nosornueckas yncrora®
a) Total Aerobic Less than 10 CFU/g / Not more than 10° CFU/g /
Microbial Count / O6mee | Menee 10 KOE/r He Gonee 10° KOE/r
YHCIIO a3POOHBIX MUKPO-
OpraHH3MOB
b) Total Combined Yeast | Less than 10 CFU/g / Not more than 10> CFU/g /

Memnee 10 KOE/r

He 6onee 102 KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcyterByerB 1l T

Shell be absent in 1 gram /
OtcyrctBue B 1

Remarks : The Product confirms to ND/

[Ipumeuanne: Ipoaykr cooTBerctyer Tpebosanmam HJT

Conclusion : APPROVED /
3akmouyenne: OJJOEPEHO

Hara: 03.10.2024

Hara: 03.10.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneno: Rgmakant Hposepeno: Santosh Kumar | Ono6peno: Menemxep / ryxoxso,mﬁenh
Maurya Pavan Kumar Sharma «{e— -
@J 7 A L=
Reprint Date / \ Reprint Date / Reprint Date /

Hara: 03.10.2024

Registerad Gifice: 8-2-327, Road Mo, 3, Benjars Hills, Hyderabaa - 500

Tel: +81 S 4GC0 249G, F

;#8140 4360

T

, Ervail: maif@drreddys.com
507
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CERTIFICATE OF ANALYSIS

CEPTHOPHKAT

AHAJIM3A

Page 70f9/Crp. 7u3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
L poaykr: Tencapran” AM (amnopunun-+renvucapran) Tabietkn 5 Mr+80 mr

|

Market / Poinok

: Russia / Poccus

Jlgensns Ne

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

Cepus Ne : VEAOI920 Paszmep cepun " 400000 Ta6

Amalytical Repovrt No. / . 040002662559 Date of Analysis / . 03.10.2024

AMaanTHYeckHii oTyer Ne Jara ananmsa

Da‘te of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jara npon3Boacrea I'onen go

Mimmoncrsonmn : MNB/05/263 heslag ULy
POUBOACTEEHHAA ' Homep PY * (PT-RU)

Amnalysis performed according ND / Ananus nporenen o HJT: JITI- 2(002648)-(PI'-RU)-290623

No. Test / Ilokasarenn Result / PesyanTars: Specification / Hopma |
8 | Assay / KojinyecTBeHHOE onpeeaenne |
Amlodipine / 5.08 mg/5.08 mr Not less than 4.5 mg and not more
Amnoaumux than 5.5mg of CyHasCIN,Os
(Amlodipine) in tablet. /
Ot 4,5 MTI" 10 5,5 Mr C20H25C1N205
(amniopumnuu) B TabneTke.
Telmisartan / 799 mg/ 79.9 mr Not less than 72.0 mg and not
Tenmucapran more than 88.0 mg of Cs3H30N4O;
(Telmisartan) in  tablet. /
Ot 72,0 Mr o 88,0 mr C33HzoN4O»
(TenMucaprax) B TabneTKe.
9 Package / Onucanue 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YHAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / [To 7 Tabnerok B 6nucrepe uz (IIBX/AI/IIA) donsru /
ATIOMUHHEBOH (DONBTH ¢ TEPMOKJICCBBIM JIAKOBBIM MOKPBITHEM M
LIE/ITAKOBBIM NOKPBITHEM. | lo 4 GiiicTepa B MauKy KapTOHHYIO BMecTe
C MHCTPYKLHMEH M0 MPUMEHEHHIO (JIMCTKOM-BKIIABINIEM).

*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 / Koutpons iokazarens oCylIeCTBASETCS MPOM3BOAMTCIEM NPY  BBITYCKC TCPHOLHYECKH (C WHTCPBAJIOM OIHO
ucnbiTanne na 20 cepuit nnn ne MeHee 1 pasa B rog). ITokazatens MOKeET GbITh HE BKIIOYEH B Ceprudukar aHanuza GupmsI.

Remarks : The Product confirms to ND/

[Tpumenanue: IponykT coorBercTByeT Tpebopanmsm HJL

Conclusion : APPROVED /
3axarouenne: O/IOBPEHO

Prepared by /
Ilogrorosneno: Ramakant

i

Checked by /
IIposepeno: Santosh Kumar
Maurya @

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoautens
Pavan Kumar Sharma e

Reprint Date / '
Hara: 03.10.2024

Reprint Date /
Hara: 03.10.2024

Reprint Date /
Hara: 03.10.2024
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CEPTHOHUKAT AHAJII3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg ]
Ipoaykr: Tencapran™ AM (amnogunun+renmucapran) Tabnetky 5 Mr+80 mr
Market / Poinok : Russia / Poccus
Batch No. / ) Batch Quantity / . 400000 tab/
Cepus Ne i V2401220 Pasmep cepun " 400000 a6
Analytical Repovrt No./ - 040002662559 Date of Analysis / . 03.102024
AHaHTHYeCKHH oTueT Ne Jara anannza
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JaTta npouzsogcrsa I'ogen 10
11\14 f%i;ﬁi;ﬁi?:;:;n : MNB/05/263 gt LY 2 o SCARUPOEE);
p ' Homep PY " (PT-RU)
Junensus Ne
Analysis performed according ND / Anaaun3 npoeenen mo HI: JITT-Ne(002648)-(PI-RU)-290623
| API name / Haumenosanue ADC: Amlodipine Besilate / Telmisartan / Tenmucapran —‘
Amnogunuua 6e3unat
INN / MHH:; Amlodipine / AMnonunu- Telmisartan / Tenmucapran
API manufacturer batch number / ACQHO002746 ABQHO007768, ABQH007845
Homep cepun nponssoanrens ADC;
FP Manufacturer API Batch number / FEQA00512 FEQAO00611, FEQA00612
Homep cepun cy6eranuun
nponspoantens LJID:
Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
API Manufactured by & country / India / India /
ITpouseoautens A®C, cTpaHa: H-p Pennu’c Jlaboparopuc JIta., | J-p Peanu’c Jlabopartopuc JITx.,
Wnnus WUnpus
g;l::f;::g zetfls;izlglt:li(::l/zét;ﬁ?rzosif:: / Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
] Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
Release site /
HaumenoBanue, aapec, tuuensus aist DMINE05/263)./
’ ’ A-p Peanw’c Jlaboparopuc JIta., Unaus, [Tpou3BoacTBeHHOE
IlpousBoacTBeHHAsn MIoWAIKA /
I10WazKa KOHTpOISA KayecTEa / nonpasnenenne-6, Bumn. Kxonb, Hanarapx Poyx, Banmm, Juctpuxr
Conan, X.T1., 173205, Muaus (JTHUEH3HsS HOMED MNB/05/263)
Ilnomaaka Buimycka

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. I
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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[pumeuanue: [Mpoaykr coorsercTByer TpeboBanmsam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ioaroroenexo: Ramakant Hposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoanrens
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+80 mg

[T poaykt: Tencapran™ AM (amnommnustrenmucapra) Tabneriu 5 mr+80 mr

Market / Pbinok : Russia / Poccus

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

Cepusa Ne + V2401920 Pasmep cepuu " 400000 Ta6

Anmnalytical Repourt No. / . 040002662559 Date of Analysis / . 03.10.2024

AHanuTHYeckHii oTyeT Ne JlaTra ananusza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

Jdara npou3Boacrsa I"oxen no

11\1“5' El;i)ellie;::l.l;ﬂ : MNB/05/263 o0 MICEREE ¢ e L CECCE
ponsBox ' Homep PY " (PT-RU)

JvneH3us Ne

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

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aKaioueHHe 0 cooTBeTcTBHM: «HacTosmHM s MOATBEpPXkAatO, YTO NpHBeleHHAs Bbille HHPOPMALMUS
ABJIAETCS /IOCTOBEPHOH M TOYHOH. DTa CepUst NPOAYKLUMH MPOU3BeeHa (BKIIOUas yNakoBKY (MapKHpOBKY)
KOHTPOJIb Ka4eCcTBa) HA BHIINEYKA3aHHOH TPOM3BOACTBEHHOM Muomanke (IUIOMANAKAX) B IOJHOM
COOTBETCTBHH ¢ TpeboBaHuamu Ilpasun Hamnexaiei nponsBoacTBeHHON mpakTukn EBpasuiickoro
sKkoHOMHU4ecKoro cofoza (Ne GMP/EAEU/RU/00554-2022 ot 02 cenrtsOps 2022) u TpeGOBaHUAMH KOHTPOIS
Ka4ecTBa JICKAPCTBCHHLIX CPEACTB, a TAKOKE B COOTBETCTBHH CO CreLU(UKAMAMH, COAEPXKAIIUMHUCS B
PETUCTPALIMOHHOM J10ChE CTPaHbI-MMNOPTEPa. 3aNKCH 110 NPOU3BOJCTBY, YNAKOBKE H aHAIW3Y NPOBEPEHbI, U
YCTaHOBJIEHO WX COOTBETCTBUE TpeboBanMaM IlpaBun Hamiexaiied MPOM3BOACTBEHHON NPAaKTHUKU
EBpazuiickoro 3KOHOMHYECKOI0 COI03a».

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO
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IIpumeuanue: IlponykT cootBercTByet TpeboBanmam HJJ
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