Dr.Reddy’s ‘_’0

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page 1 0of 10/ Ctp. 1 u3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
IIpoxykr: Tencapran™ AM (amnoannuHreamicapran) tabnetkn 5 Mr+80 Mr

Market / PoiHOK

: Russia / Poccus

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

Cepusi Ne S VESIOUE Pasmep cepun * 400000 Tab

Analytical Repo‘}'t No. / . 890001788353 Date of Analysis / . 30.01.2025

AHaJuTHYeCKHIi oTyeT No Jara anaansza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npon3BoJcTEa T'ogen no

lr\lﬁﬁ'f;;f)encie;::;ga : MNB/05/263 R DA EE ¢ , JT-Ne(002645)-
pOn3BOX ‘ Homep PY " (PT-RU)

auienzus Ne

Analysis performed according ND / Ananu3s npopenen no HJL: JIIT-Ne(002648)-(PT-RU)-290623

No. | Test/ Iloka3zareinb

Result / PesyabsTarthl

Specification / Hopma

1 Description / OnucaHue

Oblong shaped, uncoated,

Oblong shaped, uncoated, biconvex,

biconvex, bilayered tablets
with pink layer on one side
and off white layer with

bilayered tablets with pale pink to pink
layer with mottled appearance on one
side and white to off-white layer on
other side. / Tabnetkn npoaoAroBaToi

mottled appearance on other
side. / Tabnerku
npoaoroBaroi Gopmsl,
JIBOSKOBBIMYKJIBIE,
JBYXCJIOHHBIE, OWH CIIOH
pO30BOro 1BETA €

BTOpOI ciioii mouty 6enoro
LiBeTA.

BKparni€HHuiIMH 6enoro IBeTra,

tdhopmbnl,

pO30BOrO 10 PpO30BOrO  LBETA,

LBETA.

JIBOSIKOBBINTYKJIbIE,
JBYXCNOHHBIE, OIUH CJIOH — OT CBETJIO-

C

BKparyieHUssMu Gesloro 1iBeTa, BTOpOH
ciiofi — Oenoro WIM [o4uTH Oejioro

Remarks : The Product confirms to ND/
[Tpumeuanue: IpoayKkT cooTBeTcTBYET TpeboBanuam H/I

Conclusion : APPROVED /
Zakarouenue: OJJOBPEHO

Prepared by /
IMoaroroenedo: Shivani

AT

Checked by /
ITpoeepeHo: Santosh Kumar
Maurya

Approved by: Managgr/Executive /
Ono6peno: Menemkep / PykoBoaureb
Abhishek Chauhan /

Reprint Date /
Jara: 30.01.2025

Reprint Date /
Harta: 30.01.2025

Reprint Date /
Jara: 30.01.2025
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Page 2 of 10/ C1p. 2 m3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykt: Tencapran” AM (amnopunun+tenmicapran) tabnerky 5 Mr+80 mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne 8 V2500075 Pasmep cepun " 400000 tab

Analytical Repo\}'t No./ . 890001788353 Date of Analysis / . 30.01.2025

ApanuTHYecKHi oTyeT No JlaTa aHaan3a

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jara npoH3BOACTBA T'ogen 1o

tipe, I;.lff’iilfﬁﬂﬁﬂ : MNB/05/263 R manis £  JHTN(002648)- -
POBIEOR ' Homep PY * (PT-RU)

aunenzus Ne

Analysis performed according ND / Ananus nposesen o H/L: JITI-Ne(002648)-(PT-RU)-290623 |

No. | Test/Ilokasarean Result / PesyabTarnl Specification / Hopma
2a | Identification (HPLC)/ | The retention times of major | The retention times of the major peaks
UpeaTndukanns peaks in chromatogram of test | in the chromatogram of test preparation
(BOXKX) preparation corresponds to | should correspond to that in the
Amlodipine and that in the chromatogram of | chromatogram of Telmisartan and
Telmisartan / Telmisartan and Amlodipine | Amlodipine besilate reference
aMJIORUNMH U besilate reference standards | standards solution (section "Assay"). /
TeTMUcapTaH solution (section "Assay"). / | BpemeHa ynepmpaHHs  OCHOBHBIX
Bpemena yIEPKUBAHUS | MTHKOB Ha XpoMarorpamme
OCHOBHBIX MIHKOB Ha | MCIIBITYEMOIrO  pacTBopa  AOJIKHEI
XpoMaTorpamme COOTBETCTBOBATh BpeMeHaM
UCTILITYEMOTO pacTBopa | yAEp>KHMBaHUS OCHOBHBIX [MHKOB Ha
COOTBETCTBYIOT ~ BpeMeHaM | XpoMarorpamme pacTBopa
yaepAKUBAHUSA OCHOBHBIX | CTaHOApPTHBIX 00pa3lloB TelMHMCapTaHa
[MKOB HA XpoMmaTorpaMme | M amylogunuHa Oesunarta (paspen
pacTBopa cTanaapTHBIX | «KOJHYeCTBEHHOE ONpPeENEHHED).
o6pa3lioB  TeJIMHCApTaHa H
aMJIOKUNHHA 6ezunara
(pasoen  «KonuuecTBeHHOE
OIIpelelIEHHEY).

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykr cootBeTcTByeT Tpebosanuam H/T

Conclusion : APPROVED /
Zakawyenne: OJOBPEHO

Prepared by /
IToarorossneHo: Shivant
P

N

Checked by /
Iposepeno: Santosh Kumar

Maurya %’*

Approved by: Managgr/Executive /
Ono6peno: Menemxkgp / Pykosoaurens
Abhishek Chauhan | /

\

Reprint Date /
Jara: 30.01.2025

Reprint Date /
Jara: 30.01.2025

Reprint Date /
Hara: 30.01.2025
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIH3A

Page 3 of 10 / Ctp. 3 310

Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg
Mponykr: Tencapran” AM (amnopunmns-+Tenmucapras) Tabnerky 5 mr+80 mr

Market / PoiHoK

: Russia / Poccus

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

Cepus Ne b VESlRne Pasmep cepun " 400000 Tab

Analytical Repourt No./ . 890001788353 Date of Analysis / . 30.01.2025

AHAJIHTHYECKHH oT4ueT Ne Jlara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jlata npou3BOCTBA I'ogen 1o

S iesLEsEe AT . MINB/05/263 MA number: /  JII1-Ne(002648)-
i ' Homep PY " (PI-RU)

Jnenzus Ne

Analysis performed according ND / Ananus nposejen no HJL: JITT-Ne(002648)-(PT-RU)-290623

No. | Test/Ilokazarenn Result / Pe3yabTarhbl Specification / Hopma
2b | Identification UV absorption spectra of the | UV absorption spectra of the peaks of
UV-spectroscopy peaks of telmisartan and | telmisartan and amlodipine, obtained by
(HPLC with PDA) / amlodipine, obtained by | chromatography of the test and standard
Hnentupukauns chromatography of the test | solutions, should have absorption
YV ®-cnekTpocKonHs and standard solutions, have | maxima at the same wavelengths
(BOXKX (PDA- absorption maxima at the | (2nm) (section "Assay"). / VY-
JAETEKTOP)) same wavelengths (£2 nm) | cniekTpsl MOTJIOLLIEHUS MMHMKOB
Amlodipine and (section "Assay"). / VY- | tenmucapraHa u aMJIOIUITHHA,
Telmisartan / CMIEKTPBI TOTJIOIEHHs NUKOB | MOJLyYeHHbIE npH
AMJOIMINH U TeNIMHUCapTaHa U | xpoMarorpagupoBaHHK HCOBITYEMOrO
TelMUcapTaH aMJIOAMIIMHA,  IOJNly4YeHHbIE | U CTAHIAPTHOTO PacTBOPOB, JIOJIXKHBI
npu xpomarorpagUpoBaHUM | MMETb MaKCHMMYMBbI MOIJOLICHMS MPH
HCTBITYEMOTO M| oaHux M TeX ke JUIMHAX BOJH
CTaHJAAPTHOIO pacTBopoB, | (£2 HM) (pa3aen «KonnuecTseHHOE
UMEIOT MaKCHMYMBI | OTIpeAeneHHE).
IIOTJIONIEHHS TIPH OJHHUX U TeX
K€ JUIMHAX BOJH (+2 HM)
(pasmen  «Konu4ecTBeHHOE
OMpeAENEHHUER).
3 Dissolution / PacTtBopenne
Amlodipine / Unit-1 / Tabin.-1 98 % | Not less than 75 % (Q) CaH2sCIN2Os
Amioaunu- Unit-2 / Tabn.-2 99 % | (Amlodipine) in 30 min. / He menee

Remarks : The Product confirms to ND/

ITpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboranusm HJL

Conclusion : APPROVED /
Zakmwouenune: OJOBPEHO

Prepared by /
IMoarorosnexo: Shivani

Checked by /
[IpoBepeHo: Santosh Kumar

Maurya @~

Approved by: Managgr/Executive /
Onobpeno: Menemkep / Pykosoaurensb
Abhishek Chauhan / [

|

A

—
/ }5 J

Reprint Date /

Jata: 30.01.2025

Reprint Date /
Jata: 30.01.2025

Reprint Date /
Jara: 30.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTHM3A

Page 4 of 10/ Ctp. 4 m3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpomyxr: Tencapran™ AM (amnogunun-+renmucapran) TabaeTku 5 mr+80 mr

Market / PoiHok : Russia / Poccus

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

Cepus Ne + V2500075 Paszmep cepun " 400000 Tab

Analytical Repovrt No. / . 890001788353 Datg of Analysis / . 30.01.2025

AHajuTHYeCKH# oTuyeT Ne Jara ananusa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

Jlara npou3BoacTea Topen no

e maskcamensinh : MNB/05/263 MA number: / o AR QO20EN
POTaBOAC T en ' Homep PY ' (PT-RU)

Juuen3us Ne

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

No. | Test/Iloka3zareib Result / Pe3yabTaTthl Specification / Hopma
Unit-3 / Ta61.-3 99% | 75 % (Q) CaH2sCIN>Os (amnoaurimn)
Unit-4 / Tabn.-4 99 % | uepe3 30 MuH.
Unit-5 / Tabn.-5 101 %
Unit-6 / Tabn.-6 98 %
Telmisartan / Unit-1 / Tabn.-1 96 % | Not less than 75 % (Q) Ci3H30N402
Tenmucapra Unit-2 / Tabn.-2 97 % | (Telmisartan) in 30 min. / He menee
Unit-3 / Ta6n.-3 98 % | 75 % (Q) C3HzoN4O; (TenMucapTaH)
Unit-4 / Ta6n.-4 99 % | uepes 30 MuH.
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 98 %
4 Impurities / Ilpumecn
Amlodipine /
AMNOANIINH
Impurity D / Tipumecn D | Below LOQ (LOQ = 0.08 %)/ | Not more than 0.5 % /
Hwxe npenena He 6onee 0,5 %
Any unidentified Below LOQ (LOQ = 0.08 %)/ | Not more than 0.2 % /
impurity / EnuanuHo# Huxe npenena He 6onee 0,2 %
HEUAEHTUQULMPOBAHHON | KOJTHYECTBCHHOIO
TIpUMECH onpenenenus (IIKO =
0.08 %)

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3ak/a04eHHe: OI{OtPEHO

IMpumeuanue: [Ipoaykt cootBeTcTByeT Tpebopanuam HJI

r/Executive /

Prepared by /
IMoarorosieno: Shivani

AT

Checked by /
[Tposepeno: Santosh Kumar

Maurya /%/
N>

Approved by: Mana
Ono6peHo: Menemkgp / Pygosopurenb
Abhishek Chauhan | /‘

Reprint Date /
Hara: 30.01.2025

Reprint Date /
Jara: 30.01.2025

Reprint Date / !
Hara: 30.01.2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page 50f 10/ Ctp. S u3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpoaykr: Tencapran” AM (ammoaunun+renmucapran) rabnerku 5 Mr+80 mr

Market / PeiHok

: Russia / Poccust

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

Cepusa Ne 1 VESRNE Paszmep cepun * 400000 Tab

Analytical Repoz‘t No./ . 890001788353 Date of Analysis / . 30.01.2025

AnanurHyeckuii oTuer Ne JlaTa anajanza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BoAcTBA TogeH go

gfi}[L;enc?Bl::;x; : MNB/05/263 SR e ¢ ; JIT-Ne(002648)-
POTSEOA : ' Homep PY " (PT-RU)

amiensis Ne

Analysis performed according ND / Anaans nposenen mo H/L: JII-Ne(002648)-(PT-RU)-290623

Dimer acid / AumepHoii
KHCIIOTBI

onpenenenus (IKO =
0.004 %)

Below LOD (LOD =
0.005 %) / Hwxe npenena
obHapyxenus (I10 =
0.005 %)

No. | Test/ IlokasaTenn Result / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma | Below LOQ / Not more than 1.5 % /
npuMecen Huxe npenena He 6onee 1,5 %
KOJTHYECTBEHHOI'O
onpeaeneHus

Telmisartan /

Tenmucapran

Impurity A / Ilpumecn A | Below LOQ (LOQ = Not more than 0.2 % /
0.004 %) / Huxe npenena He 6onee 0,2 %
KOJTHYECTBEHHOT' O

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

Remarks : The Product confirms to ND/
ITpumevanue: IIpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akaruenne: ONQBPEHO

Prepared by / Checked by / Approved by: Mana}' er/Executive /

[Toaroroeneno: Shivani ITpoBepeHo: Santosh Kumar | Ono6peno: Menemkep / Pykosonuresns
% J(" Maurya @ Abhishek Chauhan/

Reprint Date / Reprint Date / Reprint Date /

Hata: 30.01.2025 Jlara: 30.01.2025 Jata: 30.01.2025
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Page 6 of 10 / CTp. 6 m3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mpoaykt: Tencapran” AM (aminognnus+renmucapran) Tabnetk 5 Mr+80 mr

Market / PbiHOK

: Russia / Poccus

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

Cepus Ne R e Pa3mep cepun * 400000 tab

Analytical Repo‘f‘t No./ . 890001788353 Date of Analysis / . 30.01.2025

AnanuTHyecknii oTyer Ne Jara anaamsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npon3BoJAcTBa Topen o

T fEEeRe e 2 . VINB/0S/263 MA number: /  JIT1-Ne(002648)-
POUIBONCT BEHHA ' Homep PY " (PT-RU)

auupensua Ne

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

No. | Test/ Iloka3aTejnb Result / Pe3yabTaThl Specification / Hopma
Not more than 0.2 % /
He 6onee 0,2 %
Any unidentified Below BDL (BDL~= 0.05 %) /
impurity / Enurn4Hoi Huxe nmopora perncrpauyu
neupentudunmposantoi | ([P = 0.05 %)
npUMecH
Total impurities /Cymma | Below BDL / Huxxe nopora Not more than 1.5 % /
npHMeceH perucTpalmu He 6osnee 1,5 %
5 Water content / 1.3% Not more than 4.0 % /
Copep:kaHue BOABI He 6onee 4,0 %
6 Uniformity of dosage units/ OnHOPOAHOCTS J03HPOBAHHBIX eTHHHI
Amlodipine / 59 The acceptance value (4V) should be
AMJITOUNTUH less than or equal to 15.0 / Iloka3zarens
npuemiieMocti (AV) nomkeH ObITH He
6osee 15,0.
Telmisartan / 1.3 The acceptance value (4V) should be
Tenmucapran less than or equal to 15.0 / ITokazaTens
npuemiemoctd (AV) nomkeH OBITE He
bonee 15,0.
7 Microbiological purity* / Mukpo6HnoJorgueckasi yMcrora™

Remarks : The Product confirms to ND/

Ipumeuanue: [Tponykt coorseTcTByeT TpeboBanmsm HJI

Conclusion : APPROVED /
Zakmwuenne: OJJOBPEHO

Prepared by /
IMoarotosneno: Shivani

M

Checked by /
IMpoeepeHo: Santosh Kumar
Maurya X

Approved by: Manager/Executive /

Abhishek Chauhan /

Reprint Date /
JHara: 30.01.2025

Reprint Date /
Jara: 30.01.2025

Onobpeno: Mereaep Pyx7|ao;urrenb
|

Reprint Date /
JHara: 30.01.2025




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 m3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mpoaykt: Tencapran” AM (amnoaunue-+Tenmucapran) Tabnerky 5 mr+80 mr

Market / Poinok

: Russia / Poccus

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

Cepust Ne # V25009105 Pasmep cepHu " 400000 Tab

Analytical Repo:‘t No. / . 800001788353 Date of Analysis / . 30.01.2025

ApanutTH4yecKni oTuer No Jara anannsa

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JaTa npoH3BOACTBA Topen xo

iRt . VINB/05/263 MA number: / | JIT1-Ne(002648)-
POR3BOACT BEHRAN ' Howmep PY " (PT-RU)

nanenzns Ne

Analysis performed according ND / Anann3 nposeien no H/L: JIT-No(002648)-(PT-RU)-290623

No. | Test/ Iloxkazarean

Result / Pe3yabTaThl

Specification / Hopma

and moulds count /
Ob61uee YHUCIO
JPOXKIKEBBIX U
[JIECHEBELIX TPHOOB

Menee 10 KOE/r

a) Total Aerobic Less than 10 CFU/g/ Not more than 10° CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 10° KOE/r
O61iee unc0 aspoOHbIX

MHKpPOOPTraHH3MOB

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

He 6omnee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByer B 1T

Shell be absent in 1 gram /
OrcyrcTBHe B 1 1

8 Assay / KondecTrBeHHOE

onpeacjicnuce

Amlodipine /
AMNOIUIHH

4,88 mg/4.88 mr

Not less than 4.5 mg and not more than
5.5 mg of C20H25C1N205 (Amlodipine)
in tablet. /

Or 45mr go 5,5mr CyHosCIN2Os
(amnoaunum) B TabneTke.

Telmisartan /
TenmucapTaH

80.7 mg / 80.7 mr

Not Iess than 72.0 mg and not more than
88.0 mg of C33H30N4O2 (Telmisartan) in
tablet. /

Remarks : The Product confirms to ND/
ITpumeuanue: JIpoayKT cooTBeTcTBYeT Tpeboanmsam HJT

Conclusion : APPROVED /
3akawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Managgr/Executive /
IMoarorosneno: Shivani IIpoeepeno: Santosh Kumar | Omo6peno: Menemxgp / PykoBoaurens
/g ,)/ Maurya Abhishek Chauhan/

Reprint Date / Reprint Date / Reprint Date / !
Hara: 30.01.2025 Jara: 30.01.2025 Mara: 30.01.2025
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 8 of 10 / Ctp. 8 m3 10

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpoayxr: Tencapran” AM (amnogunuu+renmucapras) Tabnerku 5 mMr+80 Mr

Market / PbIHOK : Russia / Poccus

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

Cepusn Ne & V200045 Pasmep cepuu * 400000 tab

Analytical Repourt No. / . 890001788353 Date of Analysis/ . 30.01.2025

AHanuTHIecKHI oTdeT Ne JlaTa ananusza

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa npou3BOACTBA TI'ooen o

ﬁﬂg;ﬂff‘iﬁfﬁ;,ﬁ. : MNB/05/263 MA namber: / Sl L QUASERE
POHSEOA " ‘ Homep PY ' (PI-RU)

Jaunenszus Ne
Analysis performed according ND / Auanus nposegen mo HJL: JI TI-Ne(002648)-(PI'-RU)-290623

No. | Test/ IlokazaTenab Result / Pe3yJibTaTsl Specification / Hopma

Or 72,0mr npo 88,0 Mr CizHizoN4O»
(TenMucapTaH) B TabJIeTKe.

9 Package / Onucanue 7 tablets per blister of (PVC/A/PA) foil/aluminum foil with heat seal
YHAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet in
a carton. / ITo 7 Tabnerox B Gnucrepe uz (IIBX/AI/TIA) donbru /
AIFOMMHMEBOM (OJIBIH C TEPMOKJICCBBIM JIAKOBBIM TOKPHITHEM H
ILIEJUIAKOBEIM TTOKpbITHEM. [1o 4 GrHcTepa B NaUKy KAPTOHHYIO BMECTE C
HHCTPYKLMEHN 110 NPUMEHEHHIO (JIACTKOM-BKJIAIbILIEM).

*Test is performed periodically (with the interval of | from 20 batches, or at least once a year). The test can be absent in the Certificate
of Analysis / KOHTpoIs TOKa3aTeNs OCYLIECTBIACTCA NPOM3BOAMTENEM MpPH BBIIYCKE NEPUOAMYECKHM (€ HMHTCPBANIOM OJHO
vctbitanue Ha 20 cepuii unn He meHee 1 pasa B rox). [Tokasarens Moxet Gbith He BriodeH B Ceprudukar anaiusa GnupMsl.

API name / HaumeHoBanue ADPC: Amlodipine Besilate / Telmisartan / Tenmucaptan
AmnoaunuHa 6e3unar
INN/ MHH: Amlodipine / AMIOAUITUH Telmisartan / Tenmucaprad
API manufacturer batch number / ACQHO002992 ABRHO009396
Homep cepun npoussoautens ADOC:
FP Manufacturer API Batch number / FEQA00620 FERA00625
Homep cepun cyGcTaHUMH
npouspoaurens I'JID:
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
Ipouzsoautennr APC, crpaHa: India / India /
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeqanue: [IponykT coorBeTcTBYET TpeboBannam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Managey/Executive /
IMoarotorneno: Shivani ITpoeepeHo: Santosh Kumar | Onobpeno: Menemwkep / Pykgsoaurens
/Sl( Maurya K Abhishek Chauhan ZB
Reprint Date / Reprint Date / Reprint Date /
Jara: 30.01.2025 Jata: 30.01.2025 Jata: 30.01.2025
-2-337, Boadd Mo, 3, Benjara Hills, Hydzerabad - 500054, Telangana, indis

10 4900 2004, Email mpil@dreaddys.com
SAFLCH0ARnTY

}A9U0 2960, Faxs +

i L85 1G5 ART
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 9 of 10 / C1p. 9 m3 10

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

Hponyxr: Tencapran” AM (amnopunun+renmucapran) tabnetky 5 mr+80 mr

Market / Puinox : Russia / Poccus

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

Cepus Ne S VSN0 Pasniep cepii " 400000 Tab

Analytical Repo:‘t No. / . 890001788353 Date of Analysis / . 30.01.2025

AHaJHTHYECKHH oTyeT No Jara ananu3za

Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027

JlaTa mpoH3BOACTBA ToneH oo

?qug. féff'iilf.fnﬁm : MNB/05/263 Al e X LT
e ' Homep PY " (PTRU)

JHIeH3us Ne

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

J-p Pe’c Jla6oparopuc JIta., | J-p Pepmw’c JlaGoparopuc JITa,,

Wnpus Hanms
g;“r:f;;‘:f‘lrc ‘:flsr’ia“t:‘i‘t’r‘/zgt‘°’t‘r§l° ffr .| Dr. Reddy’s Laboratories Ltd., Tndia, Formulation Unit-6, Vill. Khol,
BoleascraTie Rg site/ L-ontrotsite Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

¢ MNB/05/263) /

HaumenoBaHue, agpec, TULEH3US JJIA , ~
» ApEC, T A I-p Pemnu’c JIaboparopuc JIta., Mnaus, [ponssoacTeeHHOE
ITpou3BOACTBeHHAR NJIOLIARKA /
noapasnenexue-6, Bumn. Kxone, Hanarapx Poya, banam, JvcTpukT

Ilnomanka KOHTPOS Ka'ecTsa / Conan, X.I1., 173205, Unpus (iuuensus Homep MNB/05/263)
Ilnoumaaka Bpinycka

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».

3aki04eHHe 0 COOTBeTcTBHH: «HacToslMM s TMOATBEpXKIAl0, 4YTO NpPHUBEAESHHAs Bbille MHGbOpMauus
ABJISETCS NOCTOBEPHON M TOUHOMN. DTa cepHs MPOAYKLMK NIPOU3Be/eHa (BKIF0UAs YHAKOBKY (MAPKUPOBKY) H
KOHTPONb KadyecTBa) HA BBINIEYKA3aHHOM IIPOM3BOACTBEHHOH Tmowaake (MIOIAJKax) B MOJHOM
COOTBeTCTBUM ¢ TpeboBaHuamu IlpaBui Hamexalleifl NpPOW3BOACTBEHHOH nNpakTHkW Epasuiickoro
skoHOMHYecKoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centsiops 2022) u TpeboOBaHUAMH KOHTPOIIA
Ka4yecTBa JIEKAPCTBEHHBIX CPEJCTB, @ TAKXKE B COOTBETCTBUM CO CNELMMHKALMAMH, CONEPIKALHUMMCA B

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

INpumeyanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI 3akmouenue: OJJOBPEHO

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

IMoarorosnexo: Shivani IMposepeno: Santosh Kumar | Ono6peno: Menemxkep // PykopoanTesib
A 7/ Maurya %( | Abhishek Chauhan | /B

Reprint Date / Reprint Date / Reprint Date / J

Hara: 30.01.2025 Hara: 30.01.2025 Hara: 30.01.2025
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 m310

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Hpoaykrt: Tencapraun®™ AM (amogunuu+renmuicapran) Tabnetky 5 mr+80 Mr

Market / PoiHok : Russia / Poccus

Batch No. / ) Batch Quantity / . 400000 tab /
Cepus Ne 2 V2500075 Pasmep cepuu * 400000 Tab
Analytical Repo\}‘t No./ . 890001788353 Date of Analysis / . 30.01.2025
AnajguTH4ecKuii oTuer Ne Jata ananu3a
Date of Manufacture / . 12/2024 Date of Expiry / . 11/2027
JlaTa mpoH3BOACTBA T'open go
Mfg. License No. /

. MA number: / . JIIT-Ne(002648)-
HpouzsoacTeenHan : MNB/05/263 Homep PY ' (P[-RU)
Juuen3us No

Analysis performed according ND / Ananu3s nposeaen mo HJI: JITT-Ne(002648)-(PI'-RU)-290623

PETrHCTPAlIHOHHOM JOChe CTPaHbI-MMIOPTepa. 3alkCH MO MPOX3BOJCTBY, YIIAKOBKE U aHANIM3Y MPOBEPEHEI, M
YCTAaHOBJIEHO HX COOTBeTCTBHE TpeGoBaHMsM IlpaBuyl Hainexalled IPOH3BOACTBEHHOH IPAKTHKH
EBpa3suiickoro 3kOHOMHYECKOTO COO3a».

Conclusion : APPROVED /
3axmouenne: OJOKRPEHO

Remarks : The Product confirms to ND/
[Tpumeuanue: IIpoaykT cooTBeTcTBYeT Tpebosanuam HJJ

Prepared by / Checked by /

ITonrorosneno: Shivani

N

ITporepeno: Santosh Kumar
Maurya (/B

Approved by: Managgr/Executive /
Onobpeno: Meneuxep /
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Reprint Date /

Jara: 30.01.2025

Reprint Date /
Jara: 30.01.2025

Reprint Date /
Jara: 30.01.2025
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