Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJMA3A

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

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

Page10of9/Crp.1u39

Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoaunua+renMucaprad) TabaeTkd 5 Mr+40 mr

Market / PoiHok ¢ Russia / Poccus

Batch No./ . Batch Quantity / . 40000 tab /

Cepus Ne T2400760 Pa3zmep cepun " 40000 Tab

Analytical Repourt No./ . 040002523053 Date of Analysis / . 16.05.2024

AHaJHTHYecKHH oTyeT Ne Jara anannza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npousBoacTBa T'oxen go

Mpormoncracmns : MNB/05/263 e DR g S ICQOZSAT
POH3BOX ' Homep PY * (PT-RU)

Juuen3ds Ne

Analysis performed according ND / Anayns uposenen mo HJI: JITI-Ne(002648)-(PT'-RU)-290623

No.

Test / IToxazarens

Result / Pe3yapTaTsl

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. /
Tabnerku OpOJOITOBATON
¢dbopmel, IBOSIKOBBIMYKJIBIC,
JBYXCJIOHHBIE,  OOUH  CJIOH
CBETJIO-PO30BOrO0  I[[B€Ta, C
BKpaIvieHUsIMH  6enoro Ligera,
BTOpOH choii Genoro ugera.

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
MPOIOJITOBATOMN ¢bopmpl,
IBOSIKOBBITIYKJIBIE, IBYXCIOHHEIE,
OMH CJIOR — OT CBETIO-PO30BOrO
bi(s) po30BOrO I[BETA, c
BKparuieHHsMH Oenoro  I[BeTa,
BTOpOH cJ10# — 6e10ro Uik Mo4TH
6enoro ygera.

Remarks : The Product confirms to ND/
[Tpumeyanue: IlpoaykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akarouenue: OJJOBPEHO

Prepared by /
[Moarorosneno: Ramakant

%ﬁw o

Checked by /

Approved by: Manager/Executive /

Reprint Date /
Hara: 05.06.2024

Hara: 05.06.2024

Iposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykoroaurens
Maurya ./;gg Pavan Kumar Sharma A s~

s %/
Reprint Date / Reprint Date /

JHara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 299, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
wwyrdrreddys.cunn
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amoaunun-+renmucapran) Tabnetku 5 mr+40 mMr

Market / Puinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepus Ne + V2400760 Pasmep cepun * 40000 Tab

Analytical Repo:‘t No./ . 040002523053 Date of Analysis / . 16.05.2024

AHanuTu4eckuii oTuet Ne JlaTa anaam3za

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JaTa npon3poacTea Topen oo

II\I4 fg}l];;f)ells:;::{{;n : MNB/05/263 ST QUL ey
po A ) Homep PY © (PI-RU)

Junensug Ne

Analysis performed according ND / Anamm3 nporenen mo HJI; JITI-Ne(002648)-(PT-RU)-290623

No. Test / Iloka3aTeab Result / PesyabTarsl Specification / Hopma
2a Identification (HPLC)/ | The retention times of major | The retention times of the major
HUnenrunduxanus peaks in chromatogram of test | peaks in the chromatogram of test
(BIKX) preparation cormresponds to that | preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of
Telmisartan / amnogunud | Telmisartan and Amlodipine | Telmisartan and  Amlodipine
U TEIMUCAPTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaepkuBaHus | Bpemena YAECPXKUBAHUSA
OCHOBHEBIX [IMKOB Ha | OCHOBHBIX ITUKOB Ha
XpOMAaTOrpaMMe HCIBITYEMOro | XpOMaTrorpaMMe  HCIBITYEMOro
pacTBopa COOTBETCTBYIOT | pacTBOpa JOJIKHBI
BpeMeHaM yIep)KUBaHHUSA | COOTBETCTBOBATH BpeMeHaMm
OCHOBHBIX THKOB Ha | YAeP>KUBAHUSI OCHOBHBIX ITHKOB
XpOMAaTorpaMmme pacTBopa | HA  XpoMaTorpaMme pacTBOpa
CTaHIaPTHBIX 06pasiioB | CTAaHOAPTHBIX obpasuos
TeIMHCApPTaHA H aMJIOJHWIIMHA | TeJIMUCapTaHA M  aMJIOAWITHHA
6e3unara (pa3aen | 6e3unara (pazmen
«KonuuectseHHOE «KonuuectBeHHOE
OIPENIEIICHUER). OIIpe/ICNIEHHED).

Romarla @ The Produet confirma to ND/
ITpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APTROVED /
3axmouenne: OJIOBPEHO

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

IToarorosneno: Ramakant IIporepeHo: Sanltﬁﬂ%l(umar OnobpeHo: Meuemxep / PykoBonutens
Maurya LA Pavan Kumar Sharma A

Reprint Date / Reprint Date / Reprint Date /

Jata: 05.06.2024 Jata: 05.06.2024 Jara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +S1 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507

wwww arreddys com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mpoaykr: Tencapran® AM (amnogunuu-+renmucaprat) Tabnerku 5 mr+40 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepus Ne : V2400760 Pazmep cepun * 40000 Tab

Analytical Report No./ . 040002523053 Date of Analysis / . 16.05.2024

AHAJIHTHYECKH oTyeT Ne JlarTa ananuia

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

Hdarta npoussoacTBa Tonen mo

gfi'n?;)eiie;::;l;a : MNB/05/263 e L g Ry = WA
P o ' Homep PY " (PT-RU)

Junen3us Ne

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

No. Test / Iloka3zareanb Result / Pe3yabTaTthbl 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
HUnentuduxanus chromatography of the test and | test and standard solutions, should
Y ®-crieKTpOCKONHS standard solutions, have | have absorption maxima at the
(BIXKX (PDA- absorption maxima at the same | same  wavelengths (2 nm)
JAETEKTOP)) wavelengths (2 nm) (section | (section "Assay"). / YO-cnexTpsl
Amlodipine and "Assay"). / Y®-cnekTphl | MOrIOMEHU THKOB
Telmisartan / aMnTOAMIHH | MOTJIOLIEHHS [MKOB | TeJIMUCApTaHa W aMIIOJUIIHHA,
U TeJIMHCapTaH TEIMHUCAPTAaHA W aMIOJWMMHA, | TOJNyYCHHBIE npH
MOJTyYeHHBIe IpH | XpoMaTorpadpupoBaHUH
xXpoMmarorpadpHpoBaHHH MCIIBITYEMOT0 W CTaHAAPTHOIO
HCIIBITYEMOr0 M CTaHIApPTHOTO | pacTBOPOB,  IO/DKHBI  MMETh
pPacTBOpOB, UMEIOT MaKCHMYMBI | MAKCUMYMbI ~TIOIJIOIUIEHUS IpPH
[OIJIOIIEHHs NMPH OAHHUX M TeX | OMHHX M TeX e JIMHAX BOJH
ke AMHax BoJH (£2 uM) (pasaen | (£2 Hm) (pasaen
«KonuuecteeHHOE «KomuuecTBeHHOE
OIPE/ICTICHHEY). OMNpeAEICHUER).
3 Dissolution / PacTBopeHnne
Amlodipine / Unit-1/ Tabn.-1 97 % Not less than 75% (Q)
AMounuH Unit-2 / Ta61.-2 96 % Ca0HzsCIN20s - (Amlodipine)  in
Unit-3 / Ta6:x.-3 99 % 30min. / He menee 75 % (Q)

Remarks : The Product confirms to ND/
[Tpumeuanue: [Ipoaykr cooTreTcTRYET TpeOOBaHUIM H/J

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

Iloarorosneno: Ramakant [Tposepeno: Santosh Kumar | Ompobpeno: Menemkep / PykoBoauTenb
%\U& Maurya Pavan Kumar Sharma 1

Reprint Date / ' Reprint Date / Reprint Date /

Jata: 05.06.2024 JlaTa: 05.06.2024 Hara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49060 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.cormn
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Iponykr: Tencapran® AM (amsogunuH-+TenmMucapTan) TabaeTku 5 mr+40 Mr
Market / Peraok : Russia / Poccus
Batch No. / . Batch Quantity / . 40000 tab /
Cepus Ne i Paszmep cepun 40000 Tab
Analytical Repovrt No./ . 040002523053 Date of Analysis / . 16.05.2024
AHaJHTHYCCKHH oTyeT Ne Jara anannsa
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
JlaTa npou3BoJaCTBa I'ogen no
pemssonerpennas : MNB/05/263 S T pert e as

POMIBOA ' Homep PY " (PT-RU)
JuneHsus Ne

Analysis performed according ND / Auann3 uposenen no HJI: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / IlokasaTenn Result / PesyabTarsl Specification / Hopma

Unit-4 / Tabn.-4 96 % C20H,5CIN,O5 (amnogunug) uepes
Unit-5 / Tabn.-5 96 % 30 muH.
Unit-6 / Tabn.-6 93 %

Telmisartan / Unit-1 / Tab1.-1 96 % Not less than 75% (Q)

TenmucapTan Unit-2 / Tabn.-2 98 % C33H30N4O2  (Telmisartan)  in
Unit-3 / Ta6n.-3 95 % 30 min. / He menee 75% (Q)
Unit-4 / Ta6in.-4 94 % Cs3H30N4O; (TenmucapTraH) depes
Unit-5 / Ta6n.-5 95 % 30 mMuH.
Unit-6 / Tabn.-6 96 %

4 Impurities / Ilpumecu

Amlodipine /

AMITOTHITHH

Impurity D / TIlpumecu D | Below LOD (LOD = 0.027 %)/ | Not more than 0.5 % /
Hinke npenena obHapyxeHus He 6onee 0,5 %
(110 = 0.027 %)

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

impurity / EAMHHYHOMH Hike npenena He 6onee 0,2 %

HEeUeHTH()UIMPOBAHHON | KOJIMYECTBEHHOrO OINpe/ieIeHHS

MPUMECH (ITKO = 0.08 %)

Total impurities / Cymma | Below LOQ / Hike npenena Not more than 1.5 % /

npuMece konnvecTBeHHoro onpenenenus | He 6omnee 1,5 %

Remarks : The Product confirms to ND/
IIpumevanue: Ilpogykt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
Zaxmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosneno: Ramakant ITposepeno: Santogh Kumar | Onobpeno: Menemkep / PykoBoaureb
@ \& U-& Maurya (Sl Pavan Kumar Sharma /|
Qi - = =
Reprint Date / \ Reprint Date / Reprint Date /
Jara: 05.06.2024 Jata: 05.06.2024 Jara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 25900, Fax: +91 40 4900 2999, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC0OO4507
www.drreddys.com
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Formulation Unit-6
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Ilpoaykr: Tencapran® AM (aMI0AMHHFTEIMUCAPTAH)

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Tabsetku 5 mr+40 mr

Juanensud Ne

Market / Peitok : Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepusi Ne ki Pazmep cepun " 40000 Tab

Analytical Repo:‘t No./ . 040002523053 Date of Analysis / . 16.05.2024

AHAJIHTHYECKHIH oTyeT No JaTa ananuza

Date of Manufacture / . 04/2024 Date of Expiry/ . 03/2027

JlaTa mpou3BoOACTBA T'ogen go

lr\ll f(g).nIlel:)enc?B?:;l;ﬂ : MNB/05/263 St e g s T CLOEOR0)
P A : Homep PY " (PT-RU)

Analysis performed according ND / Ananns nposegen no HJI: JII-Ne(002648)-(PI'-RU)-290623

No. Test / Ilokazarenb Result / Pe3yabTaThl Specification / Hopma
Telmisartan /
Tenmucaprad
Impurity A / ITpumecu A | Below LOQ (LOQ = 0.004 %)/ | Not more than 0.2 % /
Huxe npenena He 6osee 0,2 %
KOJINYECTBEHHOT'O ONpeieNIeHUs
(TIKO = 0.004 %)
Dimer acid / umepro#t | Not detected / He obHapyxeHa Not more than 0.2 % /
KHUCJIOTEI He 60mee 0,2 %
Any unidentified Below BDL (BDL= 0.05 %) / Not more than 0.2 % /
impurity / EnuuuyHOM Hwxe nopora peructpauuu (IIP | He 6onee 0,2 %
Heugentuuumposandon | = 0.05 %)
npUMecH
Total impurities /Cymma | Below BDL (BDL= 0.05 %) / Not more than 1.5 % /
npumecei Hwxe nopora perucrpaumu (ITP | He 6onee 1,5 %
=0.05 %)
5 Water content / 1.6 % Not more than 4.0 % /
Coaep:xkaHue BOAbI He 6onee 4,0 %

Remarks : The Product confirms to ND/
IMpumeydanme: IIpoaykr coorBeTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by /
IMoarotoeneno: Ramakant

dulpd

Maurya

A%

_—

[Ipoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pyxosoautens
Pavan Kumar Sharma bl

! Reprint Date /

Hara: 05.06.2024

Reprint Date /
Jara: 05.06.2024

-

Reprint Date /
Jara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara

Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 49G0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwv.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran®™ AM (amiomunua+TenMucaprad) Tabnetku 5 mr+40 mr

Market / Pbinok : Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepusa Ne i Pa3smep cepumn 40000 Tab

Analytical Report No. / . 040002523053 Date of Analysis / . 16.05.2024

AHaJTuTHYeCKHil oTueT Ne JlaTa ananm3sa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BOACTBA Toxen 10

Mpoimoncroemas : MNB/05/263 S ere g DL R0
p A ' Homep PY * (PT-RU)

JHHeH3us No

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

No. Test / IlokazaTeinb | Result / PesyabTarsl ] Specification / Hopma
6 Uniformity of dosage units/ O1HOpOAHOCTL JO3HPOBAHHBIX €HHHIT
Amlodipine / 53 The acceptance value (4V) should
AMnogunuH be less than or equal to 15.0 /
ITokazatens npuemnemoctd (AV)
noJkeH ObITh He 6omnee 15,0.
Telmisartan / 1.6 The acceptance value (4V) should
Tenmucapran be less than or equal to 15.0 /
[Tokazatens npuemneMoctd (4AV)
JI0JDKeH ObITh He 6onee 15,0.
7 Microbiological purity* / MukpoOHoJoruyeckas yacrora*®
a) Total Aerobic Less than 10 CFU/g/ Not more than 10* CFU/g /
Microbial Count / Obmiee | Menee 10 KOE/r He 6onee 10° KOE/r
YUCITO a3POOHBIX MHKPO-
OpPraHu3MOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10?> CFU/g /
and moulds count / Menee 10 KOE/r He 6o5ee 10? KOE/r
Ob61ee yucio
JIPOMCKEBBIX U
IUIECHEBBIX TPUOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByerB 1 I OtrcyrcTBUEB I T

Remarks : The Product confirms to ND/
Ipumeuanue; [TpoaykT cooTBercTBYeT Tpeboanusm H/L

Conclusion : APPROVED /
Zaxawuenue: OJJOBPEHO

Prepared by /
Ionroroeneno: Ramakant

dpded

Checked by /
ITpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxep / Pf«osoiu-nenb

Pavan Kumar Sharma s, —

Reprint Date /
JaTa: 05.06.2024

Maurya %
Reprint Date /

Jara: 05.06.2024

Reprint Date /
Jara: 05.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCDO4507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

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

Viil. Khol, Nalagarh Road, Badd;i,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page 7 0of 9/ Ctp. 7u3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnogunud+renmucaprat) TabneTku 5 Mr+40 mr

Market / Peinok : Russia / Poccus

Batch No./ . Batch Quantity / . 40000 tab /

Cepus Ne i VEoie Pa3mep cepun " 40000 Tab

Analytical Repourt No. / . 040002523053 Date of Analysis / . 16.05.2024

AHanuTHYecKHil oTueT Ne JaTa ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JaTa npon3BoaCTBA T'ogen no

lr\llfﬁill;;zelz?sl:;?;};ﬂ : MNB/05/263 SOSHUBCES g e 2200
P A ‘ Howmep PY " (PT-RU)

aunen3us Ne

Analysis performed according ND / Auanus nposeaen no HJI: JIT-Ne(002648)-(PI'-RU)-290623

No. Test / IlokazaTean Result / PesyabTaTsl Specification / Hopma
8 Assay / KonuyecTBeHHOE onIpeaeicHHe
Amlodipine / 4.99 mg / 4.99 mr Not less than 4.5 mg and not more
AMITOIUTIHH than 5.5mg of CyHzsCIN,O:s
(Amlodipine) in tablet. /
Ot 4,5 MI’ O 5,5 MI’ ConzsClNzOs
(amnogunuH) B Tabnerke.
Telmisartan / 39.4 mg/39.4 mMr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C33H3oN4O;
(Telmisartan) in  tablet. /
Ot 36,0 Mmr 10 44,0 mr Cs3H30N4O»
(TenMucapTaH) B TabJIeTKE.
9 Package / Onucanmue 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. / ITo 7 tabnerok B 6muctepe u3 (IIBX/AVITA) donbru /
ATIOMHHMEBOH (ONBIM C TEPMOKJIEEBBIM JIAKOBBIM MOKPBITHEM U
[IeJUIaKOBBIM MOKphIiTHEM. [0 4 6rMcTepa B mauKy KapTOHHYIO BMECTe
C MHCTPYKLHEH [0 MPUMEHEHHIO (JIMCTKOM-BKJIA/IBIIIIEM).

*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 / KoHTpons mnoxasarens OCYLIECTBIAETCSA NPOU3BOMUTENEM IIPH BBIILYCKE NEPHOAUYECKM (C HHTEPBAIOM OIHO
ucneiTanne Ha 20 cepuit uinu He MeHee 1 pasa B ron). [lokasarens MoxeT ObITh He BKMoUeH B CepTHdHKaT aHasn3a QUPMBIL.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
Sakawuenue: OJOBPEHO

Prepared by /
ITogrorosneno: Ramakant

e

Checked by /
[Iposepeno: Santosh Kumar

Maurya @—4

Approved by: Manager/Executive /
OBOJIUTENH

Onobpeno: Menemxkep / P
Pavan Kumar Sharma

Reprint Date /
Jlata: 05.06.2024

Reprint Date /
Jara: 05.06.2024

Reprint Date /
JlaTa: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2900, Fax: +91 40 4900 2995, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Viil. Khol, Nalagarh Road, Raddi,
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran® AM (ammomunuH+tenvucapras) Tabnerku 5 mr+40 mr

Market / PoiHok

: Russia / Poccus

AnanuTH4eckHi oruet Ne

: 040002523053

Batch No. / . Batch Quantity / . 40000 tab /
Cepus Ne sl Pasmep cepun 40000 Tab
Analytical Report No. / Date of Analysis / . 16.05.2024

JaTa aHaanza

JauneHsus Ne

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npon3BoAcTBa I'onen mo

1 f%}ll;;ellieslj;x;n : MNB/05/263 imialebe ik g e i
p A : Homep PY " (PI-RU)

Analysis performed according ND / Anasn3 npoBeaen no HJI: JITI-Ne(002648)-(PT-RU)-290623

Homep cepun cybcTaHunH
npouspogurtens I'JID:

API name / HaumeHopaHue A®C: Amlodipine Besilate / Telmisartan / Tenmucaptan
Awmnonunuza 6e3mnart

INN / MHH: Amlodipine / AMoIUNNH Telmisartan / TenMucaptan

API manufacturer batch number / ACNH005299 ABQHO000539

Homep cepuu npoussoauteasa APC:

FP Manufacturer API Batch number / FEOA00384 FEQAO00043

Dr. Reddy’s Laboratories Ltd.,

API Manufactured by & country / India / India /
IIpouseoautean A®C, crpaHa: I-p Peanwn’c JlaGoparopuc JItn., | [T-p Penau’c JlabopaTopuc Jita.,
Wnnus Hnnons

Dr. Reddy’s Laboratories Ltd.,

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

HaunmeHoBaHue, agpec, TULEH3US s
IpousBoacTBeHHas MoWAAKa /
Ilnomanka KOHTPOJIS KayecTBa /
[Inowagka BpINycKa

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

I-p Pennwn’c Jlabopartopuc JIta., Muaus, IIpoussoacTeeHHOE
nopapasaenenne-6, Bunn. Kxons, Hanarapx Poyn, banau, JIacTpukTt
Couaan, X.I1., 173205, Unaus (uuensus 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/

ITpumeuanue: [Iponykt cooTBeTcTBYeT Tpebosanusam HJL

Conclusion : APPROVED /
3axkawuenne: OXOBPEHO

Prepared by /
IToxarorosieno: Ramakant

Qb2

Maurya

Checked by /
IMporepeno: Santosh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxkep /
) Pavan Kumar Sharma ...

KOBOIHUTCIIb

Reprint Date /
Jlata: 05.06.2024

Reprint Date /
Jata: 05.06.2024

Reprint Date /
Jara: 05.06.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 49060 2900, Fax: +91 40 4900 299S, Ernail: maii@drreddys.com

CIN: L85195AP1984PLC004507
wwyv.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Knhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amioaunuH+renmMucapra) tabnetku 5 mr+40 mr

Market / PeiHok

: Russia / Poccust

Batch No. / . Batch Quantity / . 40000 tab /

Cepus Ne E VERIOI0e Paszmep cepuu * 40000 Tab

Analytical Repo:‘t No./ . 040002523053 Date of Analysis / . 16.05.2024

AHAJTMTHYeCKHH 0TUeT No JlaTa ananusa

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

Jata npou3BOaCTBA TI'ogen no

Ty e inEeneuie : MNB/05/263 [0 mam e/ ; JI19(002648)-
P A ; Homep PY * (PT-RU)

Junen3us Ne

Analysis performed according ND / Ananu3 nposenen mo HJI: JITI-Ne(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».

3ak/a04eHHe 0 cooTBeTcTBHH: «HacToAmmMMm s MOATBEpXIalo, UTO TMpHBEACHHAs Bbllle HHGOpMaLUs
ABAAETCA JOCTOBEPHOM M TOUHOM. DTa cepHs MPOIAYKLHH NpoU3BeaeHa (BIUTIOYas YNakoBKy (MapKUpPOBKY) U
KOHTPOJb KayecTBa) Ha BBINICYKA3AHHOM MPOM3BOJCTBEHHON ILIOLIaAKe (IUIOIAAKAX) B TIOJHOM
COOTBETCTBMM ¢ TpeboBanuamu [IpaBHA Haadexalleid NPOU3BOACTBEHHOM MpakTHKU EBpasuiickoro
skoHOMHUeckoro coro3za (Ne GMP/EAEU/RU/00554-2022 ot 02 centsdpa 2022) u TpeboBaHUAMH KOHTPOJISA
KayeCTBa JIEKAPCTBEHHBIX CPEACTB, & TaKke B COOTBETCTBHHM CO CIENUMGHMKALMAMHM, CONEPHKALIMMUCA B
PErHCTPAlIHOHHOM JOChe CTPaHBI-UMIIOPTEpa. 3alMCH 110 IPOU3BOJCTRY, YIIAKOBKE M aHAIM3Y IPOBEPEHBI, H
YCTAHOBJICHO HX COOTBeTcTBHe TpeboBanusM I[lpaBun Hajuiexxaulel NPOM3BOACTBEHHOM TPaKTHKH
EBpazniickoro 3x0OHOMHHYECKOIO COrO3ax.

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
Ipumeyanne: IIponykT cootBercTByeT TpeboBanuam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarororneHo: Ramakant IMposepeno: Santosh Kumar | Onobperno: Menemkep / PykosoaHTesb
%@/M Maurya @’4 Pavan Kumar Sharma 44—
pd = A=
Reprint Date / g Reprint Date / Reprint Date /
Jata: 05.06.2024 Hara: 05.06.2024 MHara: 05.06.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
wwyv.drreddys.com




