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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykr: Tenxcapran® (Teamucapran) Taéaerkn 80 mr

Market / PoiHok : Russia / Poccust

patehiNo. [ : B2500817 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepumu

Analytical Repourt No./ . 2002FP25000633 Date of Analysis / . 22.03-2025
AHanuTH4yeckHi oTueT No Jara anannza

Date of Manufacture / . 26-02-2025 Date of Expiry / . 31-01-2028

JlaTa Npou3BOACTBA Togen no

Mfg. License No. /

IpousBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)

JnneH3nst Ne

Analysis performed according ND No / Anaaun3 nposeaen no HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Pagel of 5/Ctp.1u35

No
No

Test / IlokasaTensn

Result / Pe3yabTaThl

Specification / Hopma

1

Appearance / Onucanue

White, capsule shaped, biconvex tablet with
“T” and “L” debossed on both sides from
break line on one side and “80” debossed on
the other side. / TabneTka kancyoBUAHOMH
¢$hopMEI, IBOAKOBBINMYKIIAs, Oenoro uBeTa,
Ha OJIHO¥ CTOPOHE pa3JcIMTENEHAS PHCKA H
THCHeHHe «T» 1 «L» 1O pa3sHbie CTOPOHEI
OT Hee, Ha ApYyroi cropoHe THcHeHue «80».

White to off-white, capsule shaped, biconvex tablet
with “T”” and “L” debossed on both sides from break
line on one side and “80” debossed on the other side.
/ Tabnerka Karcy/JI0OBUIHOM dopmsl,
JIBOSIKOBBIMYKJAsl, GeNoro MM mo4ru 6enoro Ieera,
Ha ONHOM CTOpPOHe pasjenuTeNbHas pHCKA W
TucHeHne «T» u «Ly 1o pasHble CTOPOHEL OT Hee, Ha
Jpyro#i cropoHe THCHeHue «80».

Identification /
WaenTudmkanus

The retention time of the main peak in the
chromatogram of the test solution
correspond to that in the chromatogram of
telmisartan reference standard solution./
Bpemst ynep<uBaHHs OCHOBHOTO IMHKa Ha
XpOMaTorpaMMe HCIBITYEMOro pacTBopa

The retention time of the main peak in the
chromatogram of test solution should correspond to
that in the chromatogram of telmisartan reference
standard solution (Assay section). /
Bpemss  ynmepkuBaHuMs ~ OCHOBHOrO  MuKa  Ha
XPOMATOTrPaMMe HCIBITYEMOTO PacTBOpPa JAO/DKHO

COOTBETCTBYET BpPEMEHHM YAEPXKHBAHHs |COOTBETCTBOBAThH BPEMEHH yIEP>KHBaHHS OCHOBHOTO
OCHOBHOIO TMHKA H4 XpOMAaTorpaMme |MHKa Ha XpOMaTOrpaMMe pacTBOpa CTaHAAPTHOTO
pacTBopa CTaHJapTHOTO obpasua |o6pasua tenmucaprana (pasaen «KonuuectBeHHOE
TeIMICapTaHa. omnpeeneHye» ).
3 | Assay/ Koanmecrnenmnoc 80.8 mg/ 80,8 mr 76.0 mg to 84.0 mg of C53H30N4O; (telmisartan) (95 to
onpeaejieHHe (101.0 %/ 101,0%) 105 % of label claim) per tablet. / Ot 76,0 Mr mo
84,0 mr C33H30N4O: (Tenmucapran) (ot 95 mo 105 %
OT HOMUHAJIBHOTO COZIepXKaHHs) B TabJeTke.
4 | Water/Boaa 1.8% w/w / 1,8% Not more than 6.0% wiw /
He 6onee 6,0 %
5 | Disintegration / 09 minutes 21 seconds/ Not more than 15 min /

Pacnagaemocthb

09 muH 21 cek

He 6oisiee 15 muu

Remarks : The Product conforms to ND /
Hpumeuanne: [IpoaykT cooTeeTcTByeT TpebGosanusam HJT

Conclusion : APPROVED /
3akawyenue: OJJOBPEHO

Prepared by / TloarorosneHo:

D. Latha - Quality control- Team Member

Ay

Checked by / IIposepeHo:

Member

4

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
OnoGpeHo: Menemxkep / PykoBoguresb
V. Prashanth - Quality Assurance- Team

Member 0

Print Date /ara: 24-03-2025

Print Date /[Tata:24-03-2025

Print Date /Hara: 24-03-2025




-~

f)r. Reddy’s ‘%.‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHA3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacaptan® (Teamucapran) Taéaericn 80 mr

Market / Poinok

: Russia / Poccus

JIMIeH3ns Ne

IERTERING. [ : B2500817 Batch Quantity / : 406.000 KG / 406,000 KT
Cepusi Ne Pazmep cepun

Analytical Repourt No./ . 2002FP25000633 Date of Analysis / . 22-03-2025
AuasuTudecknii oruer Ne JlaTta ananmsa

Date of Manufacture / . 26-02-2025 Date of Expiry / . 31-01-2028

JaTra npon3BoacTBa TI'ogen no

Mfg. License No. /

IIpousBoacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JIII-Ne(005432)-(PT'-RU)-130524

Page2 of 5/Ctp.2 35

No

No Test / IloxasaTens ~ Result/ PesyabTaThl Specification / Hopma
6 | Dissolution / 100%, 101%, 101%, 101%, 101%, 102% |Not less than 75 % (Q) of C33H3oN4O2 (telmisartan)
PacTBopenne in 30 min. /

He menee 75 % (Q) C33HzoN4O2 (TenMucapran)
yepe3 30 mMuH.

7 |Related Substances /
PoacreenHbie npumMecH

Less than LOQ (LOQ = 0.003%) / Huxe
mpefieNia  KOJIMYECTBEHHOTO  ONpPEEeNieHuUs
(IIKO = 0,003%)

Not detected / ne obuapyxena

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD
0.0019%) / Hwxe mnpemena oOHapy>keHHA
(ITO = 0,0019%)

Less than Limit of Detection (LOD
0.0025%) / Hioke mpenmena oOHapyXeHHs
(I10 = 0,0025%)

Less than LOQ (LOQ = 0.005%) / Huxe
Apeaena KOJMYECTBEHHOTO  OINpEAENieHUs
(ITKO = 0,005%)

Less than Limit of Detection (LOD
0.017%) / Huwke npenena o6uapyxenus (I10
=0,017%)

Not detected / He oGHapyxeHa

Impurity A —not more than 0.2 %/
npuMeck A — He 6onee 0,2 %

Impurity B — not more than 0.2 % /
npuMeck B — He 6onee 0,2 %

Impurity D — not more than 0.2 %/
npuMecs D — He 6onee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npumecs TMS1 — He Gonee 0,2 %

Dimer acid impurity — not more than 0.2 %/
npUMech AUMEPHOH KUCIoTH — He 6onee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
MPUMeECE XJIOpO aHayiora — He onee 0,2 %

Any unspecified impurity — not more than 0.2 % /
€MHUYHAS HEeHAEHTUUIPOBaHHAs IPUMECH — HE
6onee 0,2 %

Total impurities — not more than 1.5 % / cymma
npumeceii — ne 6onee 1,5 %.

Remarks : The Product conforms to ND /
ITpumevanne; [lpoaykt cooTBeTcTBYET TpeGopanusm HT

Conclusion : APPROVED /
3axawyenue: OJIOBPEHO

Prepared by / IloarotosneHo:

D. Latha - Quality control- Team Member

i

Checked by / IlposepeHo:

Member

5

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosonurens
V. Prashanth - Quality Assurance- Team

Member 0 I(YO

Print Date /Hata: 24-03-2025

Print Date /I{ata:24-03-2025

Print Date /Mata: 24-03-2025
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Mfg. License No. /
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i:) Test / Ilokasarein Result / PesyabTaTs! Specification / Hopma

8 | Uniformity of dosage units | 3.2/3,2 Acceptance value (AV) should be not more than 15.0
/ /
OaHOpOAHOCTE IMokasarens npremiaeMocTH (AV) I0/DKeH OBIT He

AO03HPOBAHHLIX ¢NHHHIL

6oiee 15,0.

9 | Microbiological purity* / MukpoGuosoruueckast 4HCTOTA*

a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g/
Count / Obmee 4ucio He 6onee 10° KOE/r
a3pOo6HBIX MUKDO-

OpraHH3MOB

b) Total Combined Yeast Not Applicable Not more than 10? CFU/g /
and mould count / OGee He 6onee 10?2 KOE/r
YHCIIO JPOAOKEBEIX H

TUIECHEBBIX TPHOOB

c) Escherichia Coli Not Applicable Absent in 1 gram /

OrcyrctBue B 1 1

Remarks : The Product conforms to ND /

Ipumeuanne: IIpoaykT cooTseTcTBYeT TpeboBanuam HI

Conclusion : APPROVED /
Zaxaodyenne: OJIOBPEHO

Prepared by / IloaroroneHo:
D. Latha - Quality control- Team Member

Lo

Checked by / IIpoBepeHo:
N.V. Krishna - Quality control- Team

Member é

Approved by: Manager/Executive /
Ono6peno: Menemxkep / Pykorogurens
V. Prashanth - Quality Assurance- Team

Member C)

Print Date /[lara: 24-03-2025

Print Date /dara:24-03-2025

Print Date /Jlata: 24-03-202%
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Teacapran® (Tenmucapran) Ta6aerkn 80 Mr

Market / PoiHOK

: Russia / Poccus

Batch No. / : B2500817 Ltchiouanti : 406.000 KG / 406,000 KT
Cepus Ne Paszmep cepuu

Analytical Repo“rt No./ . 2002FP25000633 Date of Analysis / . 22.03-2025
AHanuTHdecKHi oTyeT Ne JlaTta aHaju3a

Date of Manufacture / . 26-02-2025 Date of Expiry / . 31-01-2028

Jlara mpon3BOACTBA T'ogen go

Mifg. License No. /

IIponsBoacTBeHHast : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JHneH3us Ne

Analysis performed according ND No / Anaan3 nposegen no HJT Ne: JIIT-Ne(005432)-(PT-RU)-130524
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No

No Test / Iloka3zaTenan

Result / PesyabTaTsl

Specification / Hopma

10 | Packaging / Ynaxoska

10 tablets in a (PVC/Al/PA) foil / aluminum
foil blister. 3 blisters and a patient
information leaflet in a carton. /

ITo 10 Tabmerok B Ojuctepe U3
(IIBX/AITIA) ¢oner / amOMMHHEBOMH
¢oneru. Ilo 3 Onucrepa BMecTe C
HHCTPYKIMe#l M0 HPHUMEHCHUIO B MAYKy
KapTOHHYFO.

7 tablets in a (PVC/AI/PA) foil / aluminum foil blister.
2 or 4 blisters and a patient information leaflet in a
carton.

10 tablets in a (PVC/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information leaflet in a
carton. /

Tlo 7 Tabnerok B Gnuctepe uz (IIBX/AVITIA) donsru
/ amomunresoi Gonsru. [To 2 wnu 4 6nmcTepa BMECTe
C MHCTPYKIIHEH [0 IPUMEHEHHUIO B [TaYKy KAPTOHHYIO.
ITo 10 Tabaerox B 6Gnuctepe u3 (IIBX/AITIA) doneru
/ amomunueroit ¢onsru. Ilo 3 GnucTepa BMeCTE C
HMHCTPYKUMEH 10 MPUMEHEHHIO B 14Ky KapTOHHYIO.

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once per year).

The parameter may be absent from the Company's certificate of analysis.
* ITpOBOAMTCS MPOU3BOMTENEM TIPH BBILYCKE MEPUOAMYECKH (C MHTEPBAIOM B OTHO MCTIBITaHHE HA 20 Cepuii Wi He MEHee

1 paza B roa.)

IToka3aTesp MOXKET GBITh HE BKIIOYEH B cepTHHUKAT aHANK3a PUPMBEL

Remarks : The Product conforms to ND /

Ipumeuanue: ITpoaykt coorBeTcTBYeT Tpeboranmam HJI

Conclusion : APPROVED /
3akmoyenue: OJTOBPEHO

Prepared by / ITogrotosneHo:
D. Latha - Quality control- Team Member

Checked by / ITpoepeHo:
N.V. Krishna - Quality control- Team

Member %’

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoourens
V. Prashanth - Quality Assurance- Team
Member

Print Date /Hara: 24-03-2025

Print Date /lata:24-03-2025

Print Date //lara: 24-032025
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hponykr: Tencapran® (Teamucapran) Tabnerxu 80 mr

Market / Puinok : Russia / Poccus

Batch No. / : B2500817 EichiQuantity / : 406.000 KG / 406,000 KT
Cepus Ne Pazmep cepum

Analytical Repo“rt No. / . 2002FP25000633 Date of Analysis / . 22.03-2025
AnaJguTHdecKHii oTdeT Ne JlaTa aHanu3a

Date of Manufacture / . 26-02-2025 Date of Expiry / . 31-01-2028

JlaTa npou3BoacTBa T'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAN : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
auueH3us Ne

Analysis performed according ND No / Ananns nposeaes no HJI Ne: JIH-Ne(005432)-(PT-RU)-130524
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API name (INN) / Hanmenopaane A®C (MHH): Telmisartan / TenMucapTtan
API manufacturer batch number / ' ABSH000410
Homep cepun npoussogutens ADC:
FP Manufacturer API Batch number / FBSA00059

Homep cepun cy6eraHumnn nponssoautens: I'JIP:

Dr. Reddy’s Laboratories Ltd., India /

I-p Pennw’c JTaboparopuc JIta., Uanus
Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IIpouseoncTeeHHOE noapasenenue-1l, Yaactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Buwuiamxk, Bauynannu Manaan, Menuan
Manxamkrupu Juctpukt — 500 090, mrar
Tenanrana, Uuaus (JIunensus Ne
63/RR/AP/96/F/R)

API Manufactured by & country /

Ipouseoanrens A®C, crpana:

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

HaunmMeHoBaHHe, aapec, tnueH3usa A1 [IpousBoacTeennas
mromaaka / Ilnomaaka koHTpoas kadectsa / Illnomaaka Belnycka

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/00573-2022 dt. 19 August 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».

3aKa04eHne 0 COOTBeTCTBHM: «HacToAImMM 51 MOATBEPKIAk), YTO NPUBENCHHAs BEILIE HHDOPMALIHA ABJIAETCS TOCTOBEPHON
H TOUHOM. DTa cepys NPOIYKIMM NPOU3BE/eHa (BKIOYas YIIaKOBKY (MapKHUPOBKY) ¥ KOHTPOJIb KaUeCTBa) Ha BhILIEyKa3aHHOK
NpPOM3BOACTBEHHOH mnom@anke (IUIOWAmKax) B MOJHOM COOTBeTCTBHM ¢ TpeGosanuamu [lpasun Hamiexamer
NIPOM3BOJCTBEHHOH NMpakTHKH EBpasuiickoro skoHoMHueckoro cowsa (Ne GMP/EAEU/RU/00573-2022 ot 19 asrycra 2022)
M TpeGOBaHMSMH KOHTPOJI KaueCTBa JIEKAPCTEEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBMM CO CreluduxanysiMu,
COJEPKAUMMUCS B PETMCTPALIMOHHOM AOCHE CTPaHBI-UMIIOPTEPA. 3aliCH 110 IPOU3BOACTRY, YNIAKOBKE H aHAJIU3Y [IPOBEPEHEI,
H YCTAHOBJIEHO MX COOTBETCTBHE TpeOGoBaHuaM IlpaBun Halexamledl MPOH3BOJCTBEHHON npakTHkH Espasuiickoro
3KOHOMHHYECKOI'0 COI03aY.

Remarks : The Product conforms to ND /

Hpumeuanune: [Ipogykt cooTBeTcTBYeT Tpebopanuam HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / [TonrotoBneHo:
D. Latha - Quality control- Team Member

o

Checked by / IIpoepeHo:
N.V. Krishna - Quality control- Team

Member @

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykooauress
V. Prashanth - Quality Assurance- Team

Member W

Print Date /Hara: 24-03-2025

Print Date /ara:24-03-2025

Print Date /[lara: 24-03-2025




