DrReddy’s €z¢

CERTIFICATE OF ANALYSIS
CEPTHUO®UKAT AHAJIM3A

[Froduét_:_Tgls;r_tan (Telmisartan) Tablets 80 mg
IpoayxT: Tesacapran® (Teamucapran) Tadierku 80 Mr

Market / Poinok : Russia / Poccus

- — S : = R =
Bajich PE . B2401643 g AChQuanityy/ : 406000 KG /406,000 KT
Cepust Ne Pa3mep cepuu

Analytical Report No. /
AnaanTHYeCKHH oTyeT Ne

: 2002FP24001312

JlaTa aHau3a

Date of Analysis /

: 30-05-2024

Date of Manufacture /
JlaTa nponssoacTia

: 02-05-2024

Date of Expiry /

Mfg. License No. /
IIponssoacTBeHHast
JIHUeH3 s Ne

: 63/RR/AP/96/F/R

Py

Logen o

MA number: / Homep

1 30-04-2027

: JIT1-004161-030620 ‘

ot 05.09.2023

|Analysis performed according ND No / Ananaus nposenen mo HJI Ne: JII-004161-030620 (amend Ne 1 from 17.08.2020 / ‘
u3m. Ne 1ot [7.08.2020, amend Ne 2 from 13.01.2021 / usm. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / usm. Ne 3

Page 1 of 6/ Cvp. 1 u3 6 B

No |
No
1 | Description / Onucanue

Test / lokaszaren

Result / Pe3yanTatnb

Specification / Hopma

| 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. / Tabaerka
KarcynoBUHON hopmbl,
JposiconLinyinag, OCIoro  UBCTa, Ha
OJTHOW CTOpOHE pa3fieNuTeNbHas PUCKA U
TUCHEHHE «T» 1 «LL» Mo paszHbie CTOPOHbI
OT Hee, Ha JPYroil CTOPOHE 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. / TabueTka kancynoBuaHol
thopMbl, NBOSIKOBbINYkNas, GENOro WKW MOYTH
ocJoro 1[BCTA, HA  OXIHO CTOpPOHE
pasgenuTenbHas pucka U THCHeuue «T» u «Ly
110 pa3Hbi€ CTOPOHLI OT HEE, Ha JIPYroil CTOpoHe
THCHeHHe «80».

2 | Identification /
MoannnnocTn

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
(Assay section). /
Bpems yaep>kvBaHusi OCHOBHOTO MHKA HA
XpomaTorpaMMme HCIbLITYEMOro pacTBopa
COOTBETCTBYET BPEMEHH YJCPKHBAHUS
OCHOBHOIO TMHKa Ha XpoMaTorpamme
pacTBopa CTaH/IapTHOro obpasua
TeJIMHCapTaHa (pasuen
«KonnyectBeHHOe onpejielieHue

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). /
BpeMmsi  ynepxknBaHus OCHOBHOTO [MHKa Ha
XpomaTtorpaMMe  HUCMBITYEMOrO  pacTBopa
JIOJIXKHO COOTBETCTBOBAThL BpEMEHU
YAEPKUBAHUS OCHOBHOTO nuka Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
00pasua TEAMUCAPTAHA (pasnen

«KoaunuecTBeHHOE ONpenesieHue»).

Remarks : The Product conforms to ND /
IIpumeuanne: [Ipoaykr coorBercTBYeT TpeGoparusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / TToarorosneno:
D. Latha - Quality Control- Team
Member

Checked by / Iposepeto:
N.V. Krishna- Quality Control-

Team Member ’g

Approved by: Manager/Executive /
Ono6peno: Menenxep / Pykoroautess
V. Prashanth- Quality Assurance- Team

Member ume

Date //lata: 30-05-2024

Date /[ara: 30-05-2024

Date /TaTa: 30-05-2024
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DrReddy’s €3¢

CERTIFICATE OF ANALYSIS

Product : Telsartan (Telmisartan) Tablets 80 mg
NpoayKT: Tesncapran® (teamucapran) taGaericn 80 mr
Market / Poinok : Russia / Poccusa
Batch No./

Cepnn Ne

: B2401643
|Pazmep cepun

CEPTUDPHUKAT AHAJIM3A

'Batch Quantity /

: 406.000 KG /406,000 KI"

Analytical Report No. / . 2002FP24001312 Date of Analysis I . 30-05-2024
AHaauTHiecKHii order No "~ - JaTa aHajn3a ) - -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027

JaTa mpon3BoacTBA - T'open o - -
Mifg. License No. / .

TponsBocTBenuas : 63/RR/AP/96/F/R gl{} number: /Homep . 5117.004161-030620
\TuieH3Ms Ne

Analysis performed according ND No / Anaaus npoeeaen no HJ Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 /

u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / usm. Ne 3

Page2of 6/Crp. 2 u3 6 '

Specification / Hopma

ot 05.09.2023 - -
=T _ | _—
No Test / Ioka3arenn Result / Pe3ysbTaTnl
3 ‘"Esay/ 79.2 mg/ 79,2 mr
KoauuecTBeHHOE (99.0% / 99,0%)
onpenesieHne

4 | Water/ Boga 1.7%wiw / 1,7 %

76.0 mg to 84.0 mg of C33H30N4Oz_(telmisartan) '
(95 to 105 % of label claim) per tablet. / Ot
76,0 Mmr no 84,0 mr Cs3sH3oN4O7 (Tenmucapran)

(or 95 nmo 105% OT HOMHHAJBLHOIO
coliepxkaHus) B TabaeTke.

Not more than 6.0% W/W /
He 6onee 6,0 %

09 min 24 sec/
09 muH 24 cek

5 Disiﬁggration /
PacnagaemMocThb

Not more than 15 min/
He 6onee 15 muu

102%, 100%, 101%,
103%, 101%, 99%

6 | Dissolution /
PacrBopenue

Not less than 75 % (Q) of C33H3oN4O;
(telmisartan) in 30 min. /

He menee 75 % (Q) Ca3sH3oN4O; (Tenmucapran)
yepes 30 MuH.

Remarks : The Product conforms to ND /
Ipumeuanne: [TpoaykT cooTeTcTBYET Tpebopanusam HJL

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

Prepared by / IloarotosneHo: Checked by / IlposepeHo:
D. Latha - Quality Control- Team N.V. Krishna- Quality Control-

Member ' g , Team Member é

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoautens
V. Prashanth- Quality Assurance- Team

Member UW‘Q

Date /llaTa: 30-05-2024 Date /aTa: 30-05-2024

Date /JTara: 30-05-2024




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJITU3A

Product : Telsartan (Telmisartan) Tablets 80 n;g_
MpoayxTt: Teacapran® (Teamucapran) Tabierky 80 mr

Market / PbiHOK : Russia / Poccust

Batch No./ . B2401643 BatehQuanityy : 406.000 KG /406,000 KT

Cepus N Pa3mep cepun -
Analytical Repourt No. / . 2002FP24001312 Date of Analysis / . 30-05-2024

[ AHaquTHuecKHii oTueT Ne Jarta ananausza B -

Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027

JlaTa nmpon3poacTsa 3 T'oneH 1o B B
Mfg. License No. / .

MpousBoncreenuas . 63/RR/AP/96/F/R lﬁ‘;} number: /Homep . 5111 004161-030620

JuneH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 /
n3m. Ne 1 or 17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
or 05.09.2023

Page 3 of 6 / Crp. 3 u3 6

: - _ :
I;,? Result / PesyabTaTthl |
7 |Related Substances /

PoucrBeHHbIe npumMecn

Test / Ilokasare.ab Specification / Hopma

Impurity A — not more than 0.2 %/
npumMecb A — He Hbonee 0,2 %

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa Impurity B — not more than 0.2 % /

npumeck B — He Gonee 0,2 %

Impurity D — not morc than 0.2 %% /

0.01%/0,01%
npumeck D — He 6oaee 0,2 %

Not detected / He oOHapyxena

Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — He 6onee 0,2 %

Dimer acid impurity — not more than 0.2 %/
npuMech AUMepHoil kucnoTel — He 6osiee 0,2 %

Less than LOQ (LOQ = 0.005%) / Hwke| Choro analogue impurity— not more than

npeacna KOJNWYECTBCHHOI0 OnpeacicHus 0.2 %/ TIPUMECH XJIOPO AHAJIOTa — He Boliee
(ITKO = 0,005%) 0,2 %

Not detected / He obHapyxeHa

Any unspecified impurity — not more than
Less than Limit of Detection (LOD =|0.2 %/ eanHninas HeACHTH(GHLHPOBAHHAs
0.017%) / Hwke npezena obHapyxenns|npuMecs —He 6onee 0,2 %

(ITO = 0,017%)

Not detected / He obHapyxkeHa
Total impurities — not more than 1.5 % / cymma
npumeceit — He 6onee 1,5 %.

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Remarks : The Product conforms to ND /
IIpumeuanne: IlponykT cooreeTcTBYET TpeboBaHksam HJI

Prepared by / [lojrorosneHo:
D. Latha - Quality Control- Team

Member L—&J
r___,..--'-‘

Checked by / ITposepeHo:
N.V. Krishna- Quality Control-
Team Member Lg

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

Date /Jlara: 30-05-2024

Date /[ara: 30-05-2024

Date /[Tata: 30-05-2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIMU3A

'Product : Telsartan (Telmisartan) Tablets 80 mg
IpoayKT: Teﬂc_apTaH® (tenmmucapran) Tadaerku 80 mr

Market / Poisok : Russia / Poccnst

ateh N . B2401643 [Batch Quantity / : 406,000 KG / 406,000 KT
Cepust Mo Pa3mep cepuu -

Analytical Repourt No. / . 2002FP24001312 Date of Analysis / . 30-05-2024
AHaauTHyecKkHii oTder No |JaTa anajausa -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027

JdaTa mpon3poAcTBA T'onen g0 -
Mifg. License No. / .

TponsBorcTBeRNas . 63/RR/AP/96/F/R 112’[)‘," number:/Homep . 5r7.004161-030620
JHen3Hs Ne

Analysis performed according ND No / Auaiau3 nposesen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 /
u3m. Ne 1ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / nzm. Ne 3

loT 05.09.2023 -
- Page40of 6/ Crp. 4u3 6
1}? Test / IlokasaTten Result / PesysbraTnl Specification / Hopma

8 U_niformity of dosage 1.5/1,5 Acceptance value (AV) should be not more
units/ than 15.0 /
OHOPOAHOCTH Iloka3zarens npuemneMocty (AV) nomxeH ObITh
JI03UPOBaHHS He bonee 15,0.

9 | Microbiological limits* / MukpoGuosioruyeckasi 4HCTOTA®

a) Total Aerobic
Microbial Count / Ob1uee
4YHUC10 a3POOHBIX MHKPO-
OpraHu3MoB

b) Total Combined Yeast
and mould count / Ob1ee
YNCJI0 APOMIKEBBIX U
niecHeBbIX TPUOOB

¢) Escherichia Coli

Less than 10 CFU/g/
Menee 10 KOE/r

Less than 10 CFU/g/
Meunee 10 KOE/r

Absent in 1 gram/
OrcyrctByer B I T

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 /
OrcyrcTBUEB 1 T

Remarks : The Product conforms to ND /
ITpumeuanue: [Tpoaykr cooreTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

Member

Prepared by / [oarotosneHo:
D. Latha - Quality Control- Team

(G-

Checked by / IlposepeHo:

N.V. Krishna- Quality Control-

Team Member %

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBogurens
V. Prashanth- Quality Assurance- Team

Member UW'Q

Date /laTa: 30-05-2024

Date /Jlata: 30-05-2024

Date /[lata: 30-05-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
HpoayKT: Tesicapran® (teamucapran) Tabaerku 80 mr

Market /Poinok : Russia / Poccus
Batch No./
Cepns N ]
Analytical Report No. /
|AHauTHYeCKHH oTueT No
Date of Manufacture /

: B2401643

: 2002FP24001312

Batch Quantity /

| Pasmep cepun

Date of Analysis /

|laTa anannza

Date of Expiry /
T'onen no

: 406.000 KG /406,000 KI'

: 30-05-2024

: 30-04-2027

: 02-05-2024
JlaTa npou3sBoacTBa
Mfg. License No. /
IIpousBoacTBeHHAs : 63/RR/AP/96/F/R

[Iunen3Hs Ne

MA number: / Homep
Py

: JIT1-004161-030620

Analysis performed according ND No / Anasn3 nposegen no HJI Ne: JII1-004161-030620 (amend Ne 1 from 17.08.2020 /
uzm. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3

ot 05.09.2023 -
| . - - PageSof 6/ Crp. 5n3 6
NN? Test / ITokaszaTenn Result / PesynbTaThi Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil /|7 tablets in a (PVC/AI/PA) foil / aluminum foil
aluminum foil blister. 3 blisters and a |blister. 2 or 4 blisters and a patient information
patient information leaflet in a carton. /  |leaflet in a carton.
[To 10 Tabnetox B 6Gaucrepe u3 |10 tablets in a (PVC/AI/PA) foil / aluminum foil
(IIBX/AI/TTA) donbru / amromunueBol |blister. 3 blisters and a patient information leaflet
doneru. Ilo 3 Onucrepa BmecTe c |ina carton./
MHCTPYKLHMe 1o npuMeHeHuto B mayky |[To 7 tabnetok B Onucrepe us (IIBX/AI/TIA)
KapTOHHYIO. donern / amomuHueBoil doneru. Ilo 2 unu 4
fnMcrepa  BMecTe € WHCTpYKUMeH 1o
MPUMEHEHUIO B N1A4Ky KapTOHHYIO.
ITo 10 Tabnerox B Gnuctepe u3 (TIBX/AITIA)
hosbry / amomuinnerod donbru. [lo 3 6nuctepa
BMECTEC C MHCTPYKIIHEH M0 TPUMEHEHUIO B MauKy
KapTOHHYIO.
11 | Labeling /MapxupoBka | According to ND /B coorserctauu ¢ HJI
12 | Storage condition / At temperature not higher than 25 °C / I1pn Temnepatype He Bbilie 25 °C
XpaHeHue
13 | Shelf-life / Cpox 3 years /3 rona
roHOCTH

* 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.
* [IpoBOAMTCA TPOU3BOJAUTENEM TIPH BLITTYCKE TIEPUOJIMUYECKH (C MHTEPBAIOM B OJHO UCIbITaHNE Ha 20 cepuit uan He menee | pasa B roj.)
TMoxa3zaresib MOXKET ObITh HE BIUIIOUEH B CEPTU(IMKAT ananu3sa (UpMbL.

Remarks : The Product conforms to ND /
Ipumeuanue: [IpoayxT cooTBeTcTBYET TpeboBannam HJI

Conclusion : APPROVED /
3akimouenue: OJOBPEHO

Prepared by / [loarorosneHo:
D. Latha - Quality Control- Team

Member ' g f’

Team Membe

Checked by / IlpoBepeHo:
N.V. Krishna- Quality Control-

4

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

Date /[laTa: 30-05-2024

Date /data: 30-05-2024

Date /Jlata: 30-05-2024
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DrReddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
HpoayxT: Tencapran® (reamucapran) Tabaerkn 80 mr

Market / PhIHOK : Russia / Poccust

Batch No./ : B2401643 g atch Snantityy : 406.000 KG / 406,000 KT
|Cepua Ne Paszmep cepun o ;
Analytical Repog‘t No. / . 2002FP24001312 Date of Analysis / . 30-05-2024
AHanuTHuecKni oTueT No _|/MaTa ananuza

Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027

JlaTa npou3BoacTBa T'ogen o

Mfg. License No. / .

MpomsBocTBeHNas . 63/RR/AP/96/F/R . number: /Homep . ;113 404161-030620

Junen3na No B _
Analysis performed according ND No / Anaan3 nposenen no HJ Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 /
m3m. Ne 1ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
ot 05.09.2023

- Page 6 of 6/ Cp. 6 H3 6
[ ~ API name (INN) / Haumenosanne A®C (MHH): Telmisartan / Tenmucapran

" APl manufacturer batch number / ' R ABRHO003342, ABQHO008098 &
'Howmep cepun npounssoautenss APC: ABQH006620

'FP Manufacturer API Batch number / FBRA00251, FBQA00723 & FBQA00722
Homep cepuu cy6eTanunu npoussoautess I'JIO: ’
API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /

ITpoussoaurens APC, crpana: H-p Pennu’c Jlaboparopwc Jita., MHans

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

Ilpumeyanne: [Ipoaykt coorsercTByeT TpebosaHusm HJL 3axmouenune: OJJOGPEHO

Prepared by / [ToaroTosneHo: Checked by / [IposepeHo: Approved by: Manager/Executive /

D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpeno: Menemxkep / PykoBogurens

Member Team Member % V. Prashanth- Quality Assurance- Team
gaﬁ Member u)vp

Date /Jlara: 30-05-2024 Date /[lara: 30-05-2024 Date /[Tata: 30-05-2024




