Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Telsartan (T_cln;isartan) Tablects 80 mg

Hpoayier: Tesncapran® (Teamucapran) Taéaerin 80 Mr

Market / Prinok

: Russia / Poccus

Batch No. /
Cepns Ne

: B2401642

'Batch Q_uantity /
Pasmep cepuu

I_Analytical Report No. /
AnajguTHYECKHIi oTUeT No

: 2002FP24001299

JdaTa ananusa

Date of Analysis /

: 406.000 KG /406,000 KI"

1 29-05-2024

: 30-04-2027

Date of Manufacture / . 06-05-2024 Date of Expiry /
|/laTa npon3BojcTBa |T'onen oo

Mfg. License No. / .
IlpousBoncTeennas : 63/RR/AP/96/F/R 112/13? number: / Homep
JiuneH3us Ne

: JII1-004161-030620

Analysis performed according ND No / Anaans 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 / n3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3

Pagelof 6/ Crp.1u36

Specification / Hopma

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 kancynoBuaHoii
(hopMbl, NBOSAKOBLINYKJAs, OEJIOr0 WK TNOYTH
oeJioro L[BETA, HAa  OAHOW CTOpOHE
paspenuTenpHas pucka U TucHenue «T» u «Ly
110 pa3Hble CTOPOHBI OT HEE, HA APYTOif CTOPOHE
TUCHeHUue «80».

ot 05.09.2023

No

No Test / Tlokazarenn Result / PesynabTars:

1 | Description / Ouncanue | 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
KancyJoBUAHOM thopMbi,
JBOSIKOBBIMTYKkNas, Oejloro 1BeTa, Ha
OZIHOW CTOPOHE pa3fieNUTENbHAs pUcka ¥
TUcHeHuke «T» u «L» 1o pa3Hble CTOPOHbI
OT Hee, Ha JPyrod CTOpPOHE THUCHEHHE
«80».

2 | Identification / The retention time of the main peak in the

IMognuuHOCTHL

chromatogram of the test solution
correspond to that in the chromatogram of
telmisartan reference standard solution
(Assay section). /
Bpems yneprkrBaHusi OCHOBHOTO MUKA Ha
XpoMaTtorpaMmme HCIbITYEMOro pacTBopa
COOTBETCTBYET BpEMEHH YACPKUBaAHUS
OCHOBHOTO MNHKa Ha XpomarorpaMmme
pacTBOpa CTaH1apTHOTO obpasuia
TeJMHUCApTaHa (paznen
«KonuuecTBeHHOE OMpeieneHne

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). /
Bpemst  ynepxuBaHHST OCHOBHOTO THKa Ha
XpoMarorpaMMe  UCIBITYEeMOr0o  pacTBOpa
JOJIXKHO COOTBETCTBOBATh BpeMeHH
YIAEpKNBaAHUS OCHOBHOTO nHKa Ha
XpomaTtorpaMMe  pacTBOpa  CTaHIapTHOro
obpazua TEJIMHUCApTaHa (pa3nen

«KonwuecTseHHoe onpenenentes).

Remarks : The Product conforms to ND /
Hpumeuanue: [Ipogykr cooTseTcTBYeT TpeboraHusmM HJT

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO

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

Lkp—

Checked by / I1posepeHo:
N.V. Krishna- Quality Control-
Team Member

Approved by: Manager/Executive /
Opobpeno: Menemiep / PykoBogurens
V. Prashanth- Quality Assurance- Team

Member UMP

Date /[1ata: 29-05-2024

Date /Jlata: 29-05-2024

Date /JlaTta: 29-05-2024




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoaykr: Teacapran® (Tenmucapran) Tabaerku 80 mr

Market / PoiHOK : Russia / Poccns

—— | : —_— — .
BatehNoL / : B2401642 Batch Quantity / . 406.000 KG / 406,000 KI

Cepnst Ne - ~ Pasmep cepuu - )

Analytical Repovrt No. / . 2002FP24001299 Date of Analysis / . 29-05-2024

|AnasuTHYeCKHIT oTueT Ne Jlara aHasuza -

Date of Manufacture / . 06-05-2024 Date of Expiry / . 30-04-2027

laTa npou3BoACTBA |T'open po B

Mfg. License No. / .

IpoussoacTBeHHas : 63/RR/AP/96/F/R BB, U BEE: / HomEp : JIIT-004161-030620

anuensua Ne

Py

Analysis performed according ND No / Anasns nponeué}_l no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / |
mam. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3

or 05.09.2023
- - Page2of 6/ Crp.2 u3 6 -
| 1;:3 Test / TlokaszaTenn Result / PesynbTaths Specification / Hopma |
3| Assay / 79.9 mg /79,9 mi 76.0 mg to 84.0 mg of C33H3N0;(lclmisarlan)
KoauuecTBeHHOE (99.9% /99,9%) (95 to 105 % of label claim) per tablet. / Ot
onpejesieHue 76,0 Mr go 84,0 mr CisHaoN4O, (Tenmucapran)
(ot 95 no 105% OT HOMMHANLHOro
conepxanns) B Tabnetke.
4 | Water / Boaa 1.7%w/w / 1,7 % Not more than 6.0% w/iw /
He 6onee 6,0 %

5 | Disintegration /
PacnagaemocTh

09 min 35 sec/
09 mun 35 cek

Not more than 15 min /
He 6onee 15 muu

6 | Dissolution /
PacTBOpenue

99%, 101%, 100%,
101%, 101%, 99%

Not less than 75 % (Q) of C33H10N4O»
(telmisartan) in 30 min. /

He menee 75 % (Q) CazHzoN4Os (Teamucaprat)
yepes 30 MuH.

Remarks : The Product conforms to ND /

Ilpumeyanne: [IpoaykT cooTseTcTBYET TpeboBaHusm H/L

Conclusion : APPROVED /
3axmwouenue: OJIOBPEHO

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

Member | EZ :

Checked by / I'IpoeepeHo:
N.V. Krishna- Quality Control-

Team Member %’

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

Member M

Date /[1ata: 29-05-2024

Date /ata: 29-05-2024

Date /[lara: 29-05-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

'Product : Telsartan (Telmisartan) Tablets 80 myg
{HIpoaykr: Tencapran® (Tenmucapran) Tabaerku 80 mr

[Market / PBIHOK : Russia / Poccus

| ' i .
Batch No. / . B2401642 Batch Quantity / . 406.000 KG / 406000 KT
Cepns Ne |Pasmep cepun o

Analytical Repourt No. / . 2002FP24001299 Date of Analysis / . 29-05-2024
|AnanuTHyeckuii oTdeT No |AaTa ananusa - -
Date of Manufacture / . 06-05-2024 Date of Expiry / . 30-04-2027

|daTa mpou3BoacTBa I"open 1o -
Mfg. License No. / .

TpoussoncTRennas : 63/RR/AP/96/F/R 11‘,'[3‘,‘ number: /Homep . 1111.04161-030620
aunensust Ne

'Analysis performed according ND No / Auanus nposeaen no HJI Ne: JITII-004161-030620 (amend Ne 1 from 17.08.2020 / '
'u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
lot 05.09.2023

Page3 of 6/ Crp. 3 u3 6

o
Ne - o
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Huxe|Impurity A —not more than 0.2 %/
PoxcTBennble MpUMeECH  |TIPefesia  KOJMUECTBEHHOrO onpeaenenus|npumeck A — He 6onee 0,2 %

(TIKO = 0,003%)

Test / IToka3zaTtenn Result / Pe3yasTarn Specification / Hopma

Impurity B — not more than 0.2 % /

0.01%/0,01% ) nprmeck B — He Gonee 0,2 %

0.01%/0,01% Impurity D — not more than 0.2 %/
npumeck D — He Gonee 0,2 %

Not detected / ne oGHapyxeHa Impurity TMS1 — not more than 0.2 %/

npumecs TMS1 — He 6onee 0,2 %

Not detected / He oGHapyxeHa Dimer acid impurity — not more than 0.2 % /
TipuMech AUMepHoOit khcnoThl — He 6osaee 0,2 %

0.0050% /0,0050% Chloro analogue impurity— not more than

o ) 0.2 %/ npumeck XJ10po aHanora — He 6onee
Less than Limit of Detection (LOD =|g 9 oy

0.017%) / Hrxe npenena obHapyXeHHUs
(T1O = 0,017%) Any unspecified impurity — not more than

0.2 % / enuHnuHas HenaeHTUHULHUPOBaHHAS
npumeck — He Honee 0,2 %

Not detected / He 0OHapyxeHa
Total impurities — not more than 1.5 % / cymma
npumeceit — He 6onee 1,5 %.

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

IIpnmeuanne: [Ipoaykr coorBeTcTRYeT TpeboBaHuam HJL 3aknwuenue: OJJOBPEHO

Prepared by / [loarorosneno: Checked by / [1posepeHo: Approved by: Manager/Executive /

D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpeno: Menemxep / PykoBoaurens

Member Team Member V. Prashanth- Quality Assurance- Team
% 4@ Member

Date /Jlata: 29-05-2024 Date /Jlata: 29-05-2024 Date /ara: 29-05-2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

'Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoayxr: Teacapran” (reamucapran) rabaerku 80 mr

AnajnTuyeckuii oTueT No

Market / Poinox : Russia / Poccusi

Batch No. / . B2401642 |Batch Quantity /
| Cepusi Ne | Pa3mep cepuu
[Analytical Report No. / . 2002FP24001299 Date of Analysis /

|daTa aHaju3a

: 29-05-2024

: 30-04-2027

Junensus Ne

Date of Manufacture / . 06-05-2024 Date of Expiry /
|[laTa nmpou3BoCcTBA |Copen xo

Mfg, License No. / -
IpousroacTBeHHas : 63/RR/AP/96/F/R MA number: / Homep

Py

: JII1-004161-030620

ot 05.09.2023

Analysis performed according ND No / Anaau3 nposeaen no HJ{ Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / -
u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3

Page4of 6/ Crp.4u3 6

No | Test / Ilokaszareisb

Result / Pe3yabTaThl

Specification / Hopma

Ne

8 | Uniformity of dosage
units/
OanopoaHoCTh
A03MPOBAHHUSA

2.1/2,1

Acceptance value (AV) should be nol more
than 15.0/

[TokazaTtenn npuemuemocti (AV) nomkeH ObITh

He Gonee 15,0.

9 | Microbiological limits* / MukpoGuooraueckas 1McToTa*

a) Total Aerobic
Microbial Count / O61uee
YK CII0 a3pO6HBIX MUKPO-
OpraHu3MOoB

b) Total Combined Yeast
and mould count / Obuee
YUCIIO JPONOKEBBIX U
njecHeBbIX rpuboB

¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcytctByeT B 1 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 /
OrcytctBUe B 1 1

Remarks : The Product conforms to ND /

Ilpumeuanue: [Ipoayxr coorsetcTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / IloarotoBneHo:
D. Latha - Quality Control- Team

Member . g Z l

Checked by / IposepeHo:

N.V. Krishna- Quality Control-

Team Member K

Approved by: Manager/Executive /
Onobpeno: Meneaxep / PykoBoanTens
V. Prashanth- Quality Assurance- Team
Member N

Date /Tara: 29-05-2024

Date /ara: 29-05-2024

Date /[]ata: 29-05-2024




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Telsartan (Telmisar(an) Tablets 80 mg
Hpoaykr: Tencapran® (Teamucapran) tabaeriu 80 mr

Market / PoiHOK : Russia / Poccus
Batch No. / . B2401642 Batch Quantity / : 406.000 KG /406,000 KI
|Cepna Ne Pazmep cepun

|Analytical Report No. /
|AHaIuTHYECKHI oTueT No
Date of Manufacture /

Date of Analysis /
JlaTa aHanmuza
Date of Expiry /

: 2002FP24001299 : 29-05-2024

: 06-05-2024 : 30-04-2027
JlaTa npou3BOACTBA - T'ogen o - -
Mfg. License No. / .
T p—— . 63/RR/AP/96/F/R MA number: /Homep . 1111.004161-030620

| THUEeH3HSA No Py -
Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / |
usm. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
ot 05.09.2023

Page Sof 6/ Crp. 5136

| No |
10 | Packaging / YnakoBka

Test / ITokazaTtenb Result / PezysbTaTsl

10 tablets in a (PVC/AI/PA) [oil /
aluminum foil blister. 3 blisters and a

Specification / Hopma

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

patient information leaflet in a carton. /
[lo 10 Tabnerok B Oaucrepe U3
(IBX/AITIA) doabru / antoMuHHEBOH
donbru. Ilo 3 6nucrepa BMecTe ¢
UHCTPYKLHUEH MO NMPUMEHEHHIO B MadKy
KapTOHHY!IO.

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. /

[To 7 Tabnerok B Omucrepe u3z (IIBX/AI/IA)
donbru / amoMuuneBol donbru. o 2 wnn 4
6nucTepa BMecTe ¢ HHCTpykuueidl  no
MPUMEHEHHUIO B MaYKy KapTOHHYIO.

ITo 10 rabnetok B 6aucrepe 3 (IIBX/AI/TIA)
donbru / amomutnesoi donsru. Ilo 3 6nucrepa
BMECTE ¢ MHCTPYKLUHEH N0 NPUMEHEHUIO B MAYKY
KapTOHHYIO.

11 Labelﬁlg /MapKHpoBKa

According to ND / B cootBetcTBru ¢ H]]

12 | Storage condition /
XpaHeHue

At temperature not higher than 25 °C / Ilpu Temnepatype He Bbille 25 °C

13 | Shelf-life / Cpox
TOAHOCTH

3 years / 3 rona

* 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.
* TIpOBOMUTCS MPOM3BOIMTENEM NIPY BbITYCKE MEPUOIMYECKH (C HHTEPBATIOM B OAHO McTbiTanue Ha 20 cepuii uau He meree | pasa B rod.)
[lokasarens MOKET OBbITH He BKIIOYEH B cepTH(MKAT aHanuza GupMol.

Remarks : The Product conforms to ND /

IMpumeuanne: [poaykT coorBercTByeT TpeGoBanuam HJJ

Prepared by / IlogrotosneHo: Checked by / Ilposepeto:

D. Latha - Quality Control- Team N.V. Krishna- Quality Control-

Conclusion : APPROVED /
3axmouyenne: OJOBPEHO
Approved by: Manager/Executive /
OnoGpeno: Menemkep / PykoBoauresn

Member EE

Team Member

A

V. Prashanth- Quality Assurance- Team

Member UW

Date //laTa: 29-05-2024

Date /Jlara: 29-05-2024

Date /J1aTta: 29-05-2024




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg

Mpoaykr: Teacapran” (Teamucapran) Tabaerkn 80 mr

Market / Poinok : Russia / Poccns |
Batch No. / . B2401642 Batch Quantity / . 406.000 KG /406,000 KI

Cepun Ne Pasmep cepuu - o

Analytical Repourt No. / . 2002FP24001299 Date of Analysis / . 20.05-2024

|AHAJTHTHYECKMH oTueT No ~|MaTa aHanu3za - -
Date of Manufacture / . 06-05-2024 Date of Expiry / . 30-04-2027

|/laTa mpou3BoicTEAa - B Foaen no -

Mfg. License No. / .

MponssoxcTBennas : 63/RR/AP/96/F/R 1124;,‘ number: /HomMep . 5117 004161-030620 |
JnneH3us Ne

Analysis performed accor_ding ND No / Auanus nposeaen no HJI Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 /
n3m. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3

ot 05.09.2023

i API gamé (INN) / Hanmenosanne A®C (MHH):

" API manufacturer batch number /
Homep cepun npoussoautenss ADC:

Page 60f 6/ Crp. 6 u3 6
Telmisartan / Teamncapran

ABRH003342 & ABRHO003507

FP Manufacturer API Batch number /
| Homep cepun cyécranunu npoussoaurens I'JId:

FBRA00251 & FBRA00252

API Manufactured by & country /
IMpoussoantens ADPC, crpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Pennn’c Jlabopatopuc Jta., Unaus

Remarks : The Product conforms to ND /
Hpumeuanne: [1poaykT coorsercTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3axkawouenune: OJOBPEHO

Prepared by / Iloarorosnexo:
D. Latha - Quality Control- Team

Member g

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

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

Member ] I’Mp

Date /Mara: 29-05-2024

Date /[lata: 29-05-2024

Date /[{ara: 29-05-2024




