@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Tpojayxr: Teacapran’ (reamucapran) rabaerku 40 mr

Market / Poinok : Russia / Poccust

Batch No. / o [Batch Quantity / 406.000 KG /406,000 KT -
: B2401625 -

Cepus Ne o Pazmep cepnu -

[Analytical Repourt No. / . 2002FP24001265 Date of Analysis / . 25-05-2024

|AHanuTHYecKHi oTyeT Ne JlaTta anaan3a

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

Jarta npou3BoacTBa I'ogen no

Mfg. License No. / .

TpoussoacTeHHas . 63/RR/AP/96/F/R 11?}‘;" number: /Homep . ;117 004161-030620

auuen3un Ne

or 05.09.2023

Analysis performed according ND No / Anasnu3 nposeaen no HJI Ne: JITIT-004161-030620 (amend Ne 1 from 17.08.2020 /
m3m. 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

Ne Test / TlokasaTenb

No | ’

Result / Pe3yabTaTsl

Page 1 of 6/ Crp. 1 u36

Specification / Hopma

1 | Description / Onucaune

White, capsule shaped, biconvex tablet
with “T” and “L” debossed on both
sides from break line on one side and
“40” debossed on the other side. /
Tabnetka Kkancy/noBUAHOH  GopMmbl,
IBOSIKOBbINYKJasi, Oenoro 1pera, Ha
OJIHOM CTOpOHE pas;enuTesibHas pucka
u ThucHeHue «T» m «L» mo pasHbie
CTOPOHBI OT Hee, Ha APYroil cropoHe
THCHeHue «40y.

White to off-white, capsule shaped, biconvex

tablet with “T” and “L” debossed on both sides
from break line on one side and “40” debossed on
the other side. / TabneTka kancysoBuHOU GOpMbI,
NBOSIKOBbBINYKNas, Oenoro wuiauM noutu Oesnoro
LBETa, HA OIHOM CTOPOHE pa3fieNuTe/ibHas prcka
U TUCHeHue «T» u «Ly» 1o pa3Hbie CTOPOHBI OT Hee,
Ha Qpyroi cropoHe THCHeHHE «40».

2 | Identification/
ITopiHHHOCTDL

The retention time of the main peak in
the chromatogram of the test solution
correspond to that in the chromatogram
of tclmisartan reference  standard
solution (Assay section). /
Bpems ynep)knBaHWsi OCHOBHOTO NMUka
Ha  XpomaTtorpaMMe  HCIbITYEMOTo
pacTBOpa  COOTBETCTBYET  BPEMEHU
yIepXKUBaHUsT OCHOBHOTO THKa Ha
xpomarorpaMmme pacTBopa
cTaHaapTHOro obpasua TenMmucapTaHa
(pasnen «KonunuectBeHHoe
onpeaeneHue

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  ydep)KMBaHWST OCHOBHOIO NHKa Ha
XpomaTorpaMMe UCMbITYEMOro pacTBOpa JOKHO
COOTBETCTBOBATH BpEMEHY yAEepKHUBaHUSI
OCHOBHOTO MKMKa Ha XpOMaTOrpaMMe pacTBopa
cTaHfapTHoro obpasua TenMucapraHa (pasnen
«KonuuecrsenHoe onpeneneHmen).

Remarks : The Product conforms to ND /
Ipumeuanue: [Tpoaykr coorBeTcTByeT TpeboBannam HJI

Conclusion : APPROVED /
3axamouenue: OJJOBPEHO

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

Checked by / [IposepeHo:

Team Member /g

N.V. Krishna- Quality Control-

Approved by: Manager/Executive /
Onpo6peno: Menexep / PyxoBoautenn
V. Prashanth- Quality Assurance- Team

Member \;MQ

Date /J]aTa: 27-05-2024

Date /JlaTa: 27-05-2024

Date /ara: 27-05-2024




Dr.Reddy’s Q:."

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3IA

Product : Telsartan (Telmisartan) Tablets 40 mg
\Ipoaykt: Teacapran®” (teimucaptan) Tabaerku 40 mr

Market / Poinox : Russia / Poccus

Batch No. / . O Batch Quantity / . 406.000 KG /406,000 KT
Cepus Ne T Pa3mep cepun ' .
Analytical Report No. / . 2002FP24001265 Date of Analysis / . 95.05-2024
AHaautnvecknii orger Ne © 7 - JdaTta ananunsa ) -

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

Jarta npou3BoacTBa ’ I'ogen po ) -
Mfg. License No. / .

TponssoacTBenHas . 63/RR/AP/96/F/R i‘f;," number: /Homep . 111 604161-030620
Jnnenzust Ne

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 /
m3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / usm. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / nzm. Ne 3

ot 05.09.2023
Page2 of 6/ Crp. 2 u3 6
| | =
. ];? - Test / [loxa3zaTelb Result / PesyabTaTs Specification / Hopma
3 | Assay/ 40.2 mg/ 40,2 mr 38.0 mg to 42.0 mg of Ci3H3oN4O; (telmisartan)
KoaunyecTBeHHOE (100.4% / 100,4%) (95to 105 % of label claim) per tablet. / Ot 38,0 mr
onpeneaeHHe 10 42,0 mr C33H3oN4O; (tenmucaptan) (ot 95 o

105% OT HOMMHAIBLHOTO COAepXKaHWs) B
TabneTke.

4 | Water / Bona 1.8%w/w/ 1,8% Not more than 6.0% w/w /
He 6onee 6,0 %

5 | Disintegration /
Pacnagaemocrs

08 min 56 sec/
08 Mun 56 cex

Not more than 15 min/
He 6onee 15 muH

6 | Dissolution /
PacTrBOpeHue

103%, 103%, 103%,
100%, 100%, 101%

Not less than 75 % (Q) of C33H30N4O;
(telmisartan) in 30 min. / He menee 75 % (Q)
Ci3H30N4O: (Tenmucapran) yepes 30 MuH.

Remarks : The Product conforms to ND /

IIpnmeuanue: [Ipogykt cooTseTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

Member | g

Team Member %

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

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

Member uw

Date /JlaTa: 27-05-2024

Date /laTa: 27-05-2024

Date /Jlata: 27-05-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg o
HpoaykrT: Tencapran” (Tenmucapran) Tabaerku 40 mr

Market / PriHok : Russia / Poccus

) — . . :
Batch No. / . B2401625 'Batch Quantity / : 406.000 KG /406,000 KT
|Cepust Ne Pazmep cepun

B

Analytical Report No. /

Date of Analysis /

- : 2002FP24001265 : 25-05-2024
AnanuTnyeckuii oryer Ne ~ |JaTa anaausza -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027
Jara npon3BoJcTBa T'oneH oo
Mfg. License No. / .
TpomssoicTBennas . 63/RR/AP/96/F/R i‘f{f‘ number: /Homep . 1111.004161-030620 ‘
JHieH3ust Ne

Analysis performed according ND No / Ananus nposenen no HJI Ne: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / :
n3m. 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 / u3m. Ne 3

]

ot 05.09.2023 -
_ Page 3 of 6/ C1p. 33 6
| I;,? ‘ Test / Hoka3aTean [ Result / Pe3ysibraTs! | Specification / Hopma
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Impurity A — not more than 0.2 % /

PoacrBennbie IpuMecH

Hwxe npenena KOnM4ecTBEHHOIO
onpenenenns (ITKO = 0,003%)
Less than LOQ (LOQ = 0.005%) /
Hinke npeaena KONH4eCTBEHHOIO
onpenenenus (ITKO = 0,005%)
0.01%/0,01%

Not detected / He oOHapy»xeHa

Not detected / He oOHapyxeHa

Less than LOQ (LOQ = 0.005%) /
Huxxe npenena KoniyeCTBEHHOTO
onpenenenus (1IKO = 0,005%)

Less than Limit of detection (LOD =
0.017 %) / Huxe npenena obHapyXeHns
(TTO =0,017%)

Not detected / ne obHapyxena

nprumech A — He 6onee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npumech TMS1 — ne 6onee 0,2 %

Dimer acid impurity — not more than 0.2 % /
NpUMECh AMMEpHOH kucaoTei — He 6oee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npUMech XJopo aHasora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eIMHUYHAs HeWACHTU(ULNPOBaHHAs TPHMECH —
He 6onee 0,2 %

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

Remarks : The Product conforms to ND /
Ipumeuanue: [pogykt coorBeTcTBYeT TpebosaHusm HJI

Conclusion : APPROVED /
Zaxkawuenne: OJOBPEHO

Prepared by / [ToarorosneHo:

Member

D. Latha - Quality Control- Team

K

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

Approved by: Manager/Executive /
Ono6peHo: Menemxep / Pykosoaurens
V. Prashanth- Quality Assurance- Team

Member ) FQ

Date /J{ata: 27-05-2024

Date /JTara: 27-05-2024

Date /[]aTta: 27-05-2024




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJM3A

Product : Telsartan (Telmisartan) Tablets 40_mg
Hpoayxr: Teacapran® (reamuncapran) Tabaerkn 40 mr

Market / Poinok : Russia / Poccus

Batch No. / |Batch Quantity / 406.000 KG /406,000 KT
: B2401625 ;

| Cepust Ne Pazmep cepun .

Analytical Report No. / . 2002FP24001265 Date of Analysis / . 25.05-2024

AnanuTHdeckuii oTuer N © © o Hara anannsa o -

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

Jata npoun3BoacTsa I'open no

Mfg. License No. / MA number: / Home
IIpounsBoacTeennas : 63/RR/AP/96/F/R PY : p . JI[1-004161-030620

JInneH3us N o _
Analysis performed according ND No / Anaans nposeaen no HJI Ne: JII1-004161-030620 (amend Ne 1 from 17.08.2020 /
u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3
[oT 05.09.2023 ]
) _ - Page 4 of 6 / Crp. 4 u3 6 ‘
| No | |

No Test / IToka3zaTensn Result / PezyabraThi Specification / Hopma

8 | Uniformity of dosage 3.2/3,2 a Acceptance value (AV) should be not more than
units/ 15.0/
OnHopoaHocTh ITokazarens npuemaemoctu (AV) nomkeH ObiTh
A03UPOBAHUS He Oonee 15,0.

9 | Microbiological limits* / Mukpo6uoJioruueckasi YucToTa™

a) Total Aerobic Less than 10 CFU/g / Not more than 10° CFU/g /
Microbial Count / O61uee Menee 10 KOE/r He 6onee 10° KOE/r
4YKCII0 a3pOOHBIX MUKPO-

OpraHu3MoB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 10 CFU/g /
and mould count / Ob1ee Menee 10 KOE/r He 6onee 10> KOE/r

UYHCJIO APOXIKEBBIX 1
MAIECHEBLIX Fpl/l6OB

c) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OrcytcTByeTB 1 1 OrtcyrcTBUE B 1 T
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [Ipoaykt coorBeTcrByeT Tpeboranusm HJJ 3akmouenue: OJJOBPEHO
Prepared by / TlonrorosneHo: Checked by / TlpoBepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpeno: Menemxkep / Pykosonuterib
Member Team Member V. Prashanth- Quality Assurance- Team
% Member U\KQ
Date /Jlata: 27-05-2024 Date /JTata: 27-05-2024 Date /[Jata: 27-05-2024




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40_mg
IlpoaykT: Tencapran” (TeamucapTan) tabJj1eTku 40 mr

Market / Peinok : Russia / Poccust

Batch No. / . B2401625 Batch Quantity / . 406.000 KG /406,000 KI"
| Cepusn Ne Pasmep cepun B -
Analytical Report No. / . 2002FP24001265 Date of Analysis / . 25.05-2024
AnanuTiuecknii oruer No * o JlaTa anajnsa C T o -
Date of Manufacture /-, 5 5 5094 Date of Expiry / © 30-04-2027

Jdara npousBoacTea I'opeH no o B
Mfg. License No. / .

TpoussoacTBenHas : 63/RR/AP/96/F/R 11113‘," number: /Homep . 1111.604161-030620

Juuen3nst Ne
Analysis performed according ND No / Auanu3z nposenen no HJ/I Ne: JII1-004161-030620 (amend Ne 1 from 17.08.2020 /
u3m. Ne 1 o1 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
ot 05.09.2023

Page 50f 6/ Crp. 5136

| No |
No
10 | Packaging / Ynakoska | 10tablets 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 Tabnerokx B Oancrepe wu3 |10 tablets in a (PVC/AI/PA) foil / aluminum foil

(TIBX/AI/TTA) donbru / amomunnesoit |blister. 3 blisters and a patient information leaflet

¢donbrun. Ilo 3 6Gaumcrepa Bmecte ¢ |in a carton. /

UHCTpYKIKeit no npumenenuio B nauky [[To 7 Ttabnerox B Gnucrepe u3 ([IBX/AIIIA)

KapTOHHYIO. ¢donbru / amomuuueBoit donbru. Ilo 2 win 4

GucTepa BMECTE C MHCTPYKILIMEH 10 MPUMEHEHHIO

B Mayky KapTOHHYIO.

[To 10 tabnetok B Gmucrepe u3 (IIBX/ANIIA)

donbru / amomununenoit ¢ponbru. [lo 3 Gnucrepa

BMECTE C MHCTPYKLMEN NO NPUMEHEHUIO B MAuKy

KapTOHHYIO.

11 | Labeling /MapkupoBka | According to ND /B cootserctBuu ¢ HJ

Test / Iloxasartein Result / Pe3yabTatsl Specification / Hopma

12 | Storage condition / At temperature not higher than 25 °C / Ilpn Temneparype He Bbilue 25 °C
Xpanenue

13 | Shelf-life / Cpok 3 years /3 ropa
rOJHOCTH

* 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.

* T1poBOAKTCS MPOM3BOAMTENEM IIPH BINYCKE NEPHOIMUECKH (C MHTEPBATIOM B OJJHO WCTIbITaHKe Ha 20 cepuil nau He Menee | pasa B roi.)
TMokazaTenb MOXKET ObITh HE BKJIIOUCH B CEPTU(IMKAT ananusa (UpMbl.

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

Ipumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusm HJL 3akmouenne: OJOBPEHO

Prepared by / [Toarorosnexo: Checked by / ITposepeHo: Approved by: Manager/Executive /

D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpeno: Menenxep / PykoBoautenn

Member Team Member V. Prashanth- Quality Assurance- Team
L&D/' 4 Member W

Date /J1ara: 27-05-2024 Date /JlaTa: 27-05-2024 Date /[Tata: 27-05-2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
MpoaykT: Teacapran® (Teamucapran) Tabaerku 40 mr

Market / Poinox : Russia / Poccusi
Batch No. / o 'Batch Quantity / 406.000 KG / 406,000 KI'

. : B2401625 i
| Cepus Ne - ~ Pasmep cepun - S i
Analytical Repourt No. / . 2002FP24001265 IDate of Analysis / . 25-05-2024
Ananutnueckuii oryer No ° N Jata anannsa B - |
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027
|laTa npon3BoacTBa - T'onen oo B __
Mfg. License No. / .
I p— . 63/RR/AP/96/F/R MA number: /Homep . 111 04161.030620

Jnuenzua Ne Py

Analysis performed according ND No / Ananu3 nposenen no HJI Ne: JII1-004161-030620 (amend Ne 1 from 17.08.2020 /
u3m. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / usm. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
ot 05.09.2023

Page6of 6/ Crp. 6 n3 6

; API name (INN) / HanmeHOB;HPFA(If(MHH): R Telmisartan / Tesnm ncapra _'
API manufacturer batch number /
ABQH 2

Homep cepun nponspoautesss ADC: L

FP Manufacturer API Batch number /

Homep cepuu cy6ecTanuuu npouspoaurensi I'JId: i

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /

IIponsBoautenns A®C, crpana: [-p Pennu’c Jlaboparopuc JIta., Uuaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeOoBaHusM HJ| 3akmouenne: OJJOGPEHO
Prepared by / [loarotoseHo: Checked by / [IpoBepeno: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Opnobpeno: Menemxep / PykoBoautens
Member Team Member @ V. Prashanth- Quality Assurance- Team

L@ Member M’W’Q

Date /Jlata: 27-05-2024 Date /Jlata: 27-05-2024 Date /[laTa: 27-05-2024
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