Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Market / Poinok

: Russia / Poccus

Batch No. /

Batch Quantity /

: B2500816 : 406.000 KG /406,000 KI"
Cepus Ne Paszmep cepuu
Analytical Repo“rt No./ . 2002FP25000639 Date of Analysis / . 22-03-2025
AHajquTH4YecKuii oTuet Ne Jlara ananusa
Date of Manufacture / . 95.02-2025 Date of Expiry / . 31-01-2028
JlaTa npoussoacTBa T'open oo
Mfg. License No. /
IlpousBoacTBeHHAst : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)

JauneH3usa Ne

Analysis performed according ND No / Anann3 nposeges mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Pagel of 5/Ctp.1u3 5

No

Ne Test / [Toxa3aTean

Result / Pe3yasTaTsl

Specification / Hopma

1 | Appearance/Onucanune

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 xancynoBUaHOM
¢dbopmMBl, OBOAKOBEINYKIasA, Oenoro uBera,
Ha OIHOH CTOpOHE pasieuTeNIbHas PUCKA U
THCHeHHE «T» U1 «L» Mo pa3HBIC CTOPOHEI
OT Hee, Ha IpYroi cropoHe THCHeHHE «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.
/ Tabnetka KarncyJIOBHUIHOH ¢dbopmel,
IBOSIKOBEINTyKJIasl, 6€0ro uimi rnoyty Oenoro msera,
Ha OHOHOI CTOpOHe pa3jenuTenbHas pucka Hu
THCHeHMe «T» U «L» 1Mo pa3HBIe CTOPOHHI OT Hee, Ha
Ipyro#i cropoHe THCHeHHUe «80».

2 | Identification /
Nnentnduxanus

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. /
Bpems yaep)XHBaHHs OCHOBHOrO MHKa HA
XpOMarorpaMMe HCIBITYEMOrO pPacTBOpa

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  ynepkuBaHuMs ~ OCHOBHOTO IHKa  Ha
XpOMAaTorpaMMe HCIBITYyeMOr0 pacTBopa [OODKHO

COOTBETCTBYET BpPEMCHH YACPKMBAHHS |COOTBETCTBOBATH BPEMEHH YICPIKUBAHWS OCHOBHOIO
OCHOBHOTO TNHKa Ha XpOMAaTorpaMMe |IHKa Ha XpOMaTOrpaMMe pacTBopa CTaHOApTHOTO
pacTBopa CTAHOAPTHOTO obpasna |o6pasua Tenmucaprana (pasmen «KomuuecTBeHHOe
TeJIMUCApTaHa. omnpeaeeHHe» ).
3 | Assay/ KonunuecTBeHHoe 80.4 mg/ 80,4 mr 76.0 mgto 84.0 mg of C33H3N4O- (telmisartan) (95 to
onpeneneHHe (100.5 %/ 100,5%) 105 % of label claim) per tablet. / Ot 76,0 Mr mo

84,0 Mr Cs3H30N4O: (Tenmucapran) (ot 95 no 105 %
OT HOMMHAJILHOTO coAeprkaHus) B TabneTke.

4 | Water /Boaa

1.7% wiw / 1,7%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
Pacnagaemocth

11 minutes 47 seconds/
11 muu 47 cex

Not more than 15 min /
He 6onee 15 muu

Remarks : The Product conforms to ND /
IIpumeuanne: Ilponykt cooTBeTcryet Tpebosanusam HJT

Conclusion : APPROVED /
3aknwuenue: OJIOBPEHO

Prepared by / IlogroroBnexo:

D. Latha - Quality control- Team Member

ey —

Checked by / TIporepeHo:

Member

4

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
OpobpeHo: Menemxkep / PykoBonurens
V. Prashanth - Quality Assurance- Team
Member

Print Date /ara: 24-03-2025

Print Date /JTata:24-03-2025

Print Date /Hara: 24-03-2025
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i.? Test / IlokazaTensn Result / PesyabTaThl _ Specification / Hopma
6 | Dissolution / 101%, 99%, 101%, 99%, 100%, 100%  |Not less than 75 % (Q) of C33H30N4O; (telmisartan)
PacTBopeHue in 30 min. /
He menee 75 % (Q) C33H30N4Oz (Tenmucapran)
yepe3 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hwxe|Impurity A —not more than 0.2 %/
PoacTBeHHBIE NpAMeECH mpefena KOJMYECTBEHHOro ompenaelneHwus |puMeck A — He Gonee 0,2 % 5
(IIKO = 0,003%) .
Impurity B — not more than 0.2 %/
Not detected / He oOHapyxeHa npuMeck B —He Sonee 0,2 %
Impurity D — not more than 0.2 % /
Not detected / He 0OHapyxeHa npumeck D — e Gonee 0,2 %
Not detected / He oGHapykeHa Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — He 6onee 0,2 %
Less tohan Limit of Detection (LOD = Dimer acid impurity — not more than 0.2 % /
0.0025%) / Huxe mpenena oGHapY®eHHS | noyvect, mumepHoi kucioTsi — He Gornee 0,2 %
(ITO = 0,0025%)
Chloro analogue impurity— not more than 0.2 %/
0.01%/0,01% rpuUMech XJIOpo aHatora — He Gonee 0,2 %
. . — o
Lis han Lt of Detsion (10D <A st iy ot e 020/
0.017%) / Hiwxe npenena obuapysxkenus (I10 N A tp p
- 6onee 0,2 %
=0,017%)
Not detected / He 0OHapyxeHa
Total impurities — not more than 1.5 % / cymma
npumece — ne 6onee 1,5 %.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpnmeyanne: IpoaykT cooTBeTCTBYET TpeGoBanuam HI 3akawuenne: OJOBPEHO
Prepared by / [TogrorosneHo: Checked by / IlposepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team Member N.V. Krishna - Quality control- Team OnobpeHo: Menemxkep / Pykoronurens

Member V. Prashanth - Quality Assurance- Team

%ﬁ /g Member M

Print Date /TaTa: 24-03-2025 Print Date /JJata:24-03-2025 Print Date /Jlata: 24-03-2025
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1;.? Test / IlokazaTens . Result / Pe3yasTaThl Specification / Hopma
8 | Uniformity of dosage units | 1.9/1,9 Acceptance value (AV) should be not more than 15.0
/ /
OaxopoaHocTh ITokazaTens npueMaeMocTd (AV) J0KeH OHITh He

AO3HPOBAHHLIX eNHHHUI

6onee 15,0.

9 | Microbiological purity* / MukpoGuosiornueckast 1ucToTa*

a) Total Aerobic Microbial
Count / Obmee gucno
a3pOOHEBIX MHKpPO-
OpraHH3MOB

b) Total Combined Yeast
and mould count / OGimee
YHCIIO APOMOKEBBIX H
IJIECHEBBIX I'PUOOB

¢) Escherichia Coli

Not Applicable

Not Applicable

Not Applicable

Not more than 10* CFU/g /
He 6onee 10° KOE/r

Not more than 10? CFU/g /
He 6onee 10? KOE/r

Absent in 1 gram /
OrcyrctBue B 1 1

Remarks : The Product conforms to ND /

TIlpumeuyaune: Ipoaykt cooTBeTCTBYET TpeGopanusam HJJ

Conclusion : APPROVED /
3axmodenne: OJJOBPEHO

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

L —

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

Member /g

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykooautens
V. Prashanth - Quality Assurance- Team
Member

Print Date /ara: 24-03-2025

Print Date /JTata:24-03-2025

Print Date /[lata: 24-0312025
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No

No Test / Iloka3aTean

Result / PesyabTaTel

Specification / Hopma

10 | Packaging / YnakoBka

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

ITo 10 Tabnerox B Oauctepe U3
(IIBX/AVTIA) ¢onbern / amOMHHHEBOM
¢oneru. ITo 3 OGnucrepa BMecTe c
HHCTPYKUHeH MO NPHUMEHEHUIO B TA4Ky
KapTOHHYIO.

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/AVPA) foil / aluminum foil
blister. 3 blisters and a patient information leaflet in a
carton. /

ITo 7 Tabnerok B 6iucrepe u3 (IIBX/AI/TIA) donsru
/ amomuHueBoit ¢poneru. Io 2 wimm 4 6nucrepa BMecte
€ WHCTPYKIMEN 10 MPVMEHEHHIN R TAYKY KAPTOHHYH,
ITo 10 Tabnerox B 6muctepe u3 (IIBX/AVIIA) donsru
/ amomunueBoit Qoneru. Ilo 3 GuucTepa BMecTe ¢
HUHCTPYKLMEl 0 MPHMEHEHHUIO B Ta4Ky 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.
* [IpoBoouTCs NPOU3BOJAUTENEM IIPH BHITYCKE MEPHOAMYESCKH (C HHTEPBAJIOM B OAHO MCIIBITAHHE Ha 20 cepHil WM He MeHee

1 paza B roz.)

ITokazaTtens MoxeT ObITh He BKIIIOUEH B CepTUHKAT aHATN3a QHPMEL

Remarks : The Product conforms to ND /
IIpumeuanwue: Ilpoaykr coorBeTcTRyET TpeGoranusam HJT

Conclusion : APPROVED /
3axarouenne: OIOGPEHO

Prepared by / [ToarotorneHo:

D. Latha - Quality control- Team Member

125

Checked by / IIposepeHo:

Member

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
OmnobpeHo: MeHemxkep / Pykoroauters
V. Prashanth - Quality Assurance- Team

Member 9
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API name (INN) / Haumenopanne A®C (MHH):

Telmisartan / TenmucapTaH

API manufacturer batch number /
Homep cepun npounssoaurtens ADC:

ABRH010989, ABRH009408

FP Manufacturer API Batch number /

Homep cepun cy6cTanuun npon3sogurens [JID:

FBSA00060, FBRA00627

API Manufactured by & country /
IlponsBoaurens A®C, crpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Penau’c JIabopatopuc JITa., UHaus

Control site / Release site /

Name, address, authorization No for FP manufacturing site /

HaumeHoBaHue, agpec, nunensus 1is IlponssoacTeennasn
niomanka / Ilmomaaka koHTpoas kauecrsa / Ilomagka Beinycka

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) /
IIpouseoacTeeHHOe noapaszneneHue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u §3, bauynaniu
Bunnamk, bauynannu Manpan, Meayan
Mankamxraupu Quctpuxr — 500 090, wrar
Tenaurana, Uugus (JIuuensus Ne
63/RR/AP/96/F/R)

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».

3axnoueHHe 0 coOTBeTCTBUMN: «HacToAIMM g MOATBEPXKAAIO, YTO NPMBEICHHAN BhILIe HHGOpMALIUA ABNSETCA JOCTOBEPHOMN
M TOYHOM. DTa cepys NPOAYKIMHY MPOH3BeIeHA (BKIIOYas YIaKOBKY (MApKUPOBKY) M KOHTPOJIE Ka4eCTBa) Ha BHILICYKa3aHHOH
MPOM3BOACTBEHHOH IUIOIazAKe (NIOLNajKax) B MOJHOM COOTBETCTBUM ¢ TpeGoBaHusamu IlpaBun HaanexameH
MPOM3BOACTBEHHOMN MPaKTHKK EBpazuiickoro 3xoHoMuueckoro cotwsa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycra 2022)
M TpeOOBaHHSAMM KOHTPOJIA KadecTBa JEKapCTBEHHBIX CPEICTB, a Takke B COOTBETCTBHM CO CrelMbUKaLMAMH,
COJIEpXKAIMMHUCS B PETHCTPALIIOHHOM JTOChE CTPAHBI-UMITOPTEPA. 3aIIkCH 110 IPOU3BOACTRY, YIIAKOBKE U aHAJIN3y IIPOBEPEHEI,
M YCTaHOBJICHO HMX COOTBETCTBHe TpeGomaHusMm IlpaBun Hagnexalned MPOU3BOACTBEHHONH IpakTHKH EBpazuiickoro
SKOHOMMYECKOTO COIO3ay.

Remarks : The Product conforms to ND /
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpebosanusaM HJI

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO

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

-

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

Member %)

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoaurens
V. Prashanth - Quality Assurance- Team
Member
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