=

Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

‘Pmucl : Telsartan (Telmisartan) Tablets 80 mg

Ilpoaykt: Tencapran® (Tenmucapran) Tabaerkn 80 mr

Market / Poinok : Russia / Poccus

Batch No. / . B240164] Batch Quantity /

Cepust Ne - - Pasmep cepun o
Analytical Report No. / Date of Analysis /

|AnasauTHYecKnii oTueT Ne
Date of Manufacture /
Jara npousBoacTBa

Mfg. License No. /
IIpon3BoacTBenHas
JuIen3ust Ne

: 2002FP24001296

: 08-05-2024

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

Jdata ananu3a

T'ogen no

Date of Expiry / :

~ —
: 406.000 KG /406,000 KT

1 29-05-2024

: 30-04-2027

Py

MA number: / Homep

: JII1-004161-030620

o7 05.09.2023

No |

Test / Tloka3zarenn
Ne

Analysis performed according ND No / Auaau3s nposeaen no HJI Ne: JITI-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 / n3m. Ne 3

Pagelof 6 /Cyp.1m36

Result / PesyasTaTnl

1 | Description / Onucanue

White, capsule shaped, biconvex Lablet
with “T” and “L” debossed on both sides
from break line on one side and “80”
debossed on the other side. / Tabnerka
KancyJnoBHAHOM thopmbl,
JIBOSIKOBBIMYykJias, Oenoro LUBeTa, Ha
OJ/IHOU CTOpOHE pasjieNiTeNbHaAsA PUCKa H
THCcHeHne «I» 1 «Ly no pazHbie CTOPOHbI
OT Hee, Ha ApPYyrodf CTOpPOHE THCHEHHE
«80».

Specification / Hopma

While o ofl-while, 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 xaricyJoBUAHOM
hopMbl, ABOSIKOBbLITIYKNas, G€10r0 WAM TOYTH
Gejoro LIBETA, Ha OJIHOM CTOPOHE
paszaenuTenbHas pucka U TucHeHue «T» n «Ly
MO pasHbie CTOPOHEI OT Hee, Ha JPYroi CTOpPOHE
TUCHEHHE «80».

2 | Identification /
INoaauHHOCTDL

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). /
BpeMst ynepxuBaHusi OCHOBHOIO MHKa Ha
XpOMaTOrpaMMe UCMbITYEMOrO PacTBOpa
COOTBETCTBYET BPEMEHH YICPIKUBAHUSI
OCHOBHOTO [MWKa Ha XpoMaTorpamme
pacTBOpa CTaHJAPTHOrO obpasua
TenMucapTaHa (paznen
«KonuuecTBeHHOE onpeeacHUe

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). /
Bpemsi yfiep)XKMBaHUsS OCHOBHOTO TMKa Ha
XpomarorpaMMe  UCNBITYEeMOro  pacTBopa
JIOKHO COOTBETCTBOBATb BpeMeHU
yIepXKHUBaHUs OCHOBHOT'O nnka Ha
XpoMaTorpaMMe — pacTBOpa  CTaHJapTHOrO
obpasia TENMHUCapTaHa (pasnen

«KonnyecreenHoe onpenenerHuey).

Remarks : The Product conforms to ND /
Ilpumeuanne: [Iponykt coorseTcTBYET TpeGosanusm HJJ

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

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

Ly

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

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

Member ‘\M\O

Date /[Tata: 29-05-2024

Date /J1aTa: 29-05-2024

Date /ara: 29-05-2024




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

|Product : Telsartan (lelmlsartan) Tablets 80 mg
Npoayxr: Tencapran® (reamucapran) TaGaerku 80 mr

Market / PoiHok : Russia / Poccus
Batch No./ . B240164] Batch Quantity / : 406.000 KG /406,000 KT
Cepusn Ne B Pasmep cepuu B B

- : :
Analytical Repourt No. / . 2002FP24001296 Date of Analysis / . 29-05-2024
AnaaMTRYecKHii oTyeT No - |laTa ananun3a B
Date of Manufacture / . 08-05-2024 Date of Expiry / . 30-04-2027
|daTa Npou3BOACTEA T'onen oo -
Mfg. License No. / .
MpouspoicTEeHHAS : 63/RR/AP/96/F/R II‘,'[S‘;‘ number: /Homep . ;111 404161030620
JuneH3us Ne

Analysis performed according ND No / Anaans nposeaen mo HJ{ 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 / n3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3

(o1 05.09.2023
l Page2 of 6/ Crp.2 u3 6
1;.? Test / TlokasaTte/in Result / Pe3yabTaThbl Specification / Hopma
3 Ass:&/ 79.6 mg/ 79,6 Mr 76.0 mg to 84.0 mg of C33H3N4O2 (telmisartan)_
Ko/inuecrBeHHoe (99.5% /7 99,5%) (95 to 105 % of label claim) per tablet. / Ot
ompeje/ieHHe 76,0 mr 1o 84,0 mr CasHioN4O; (Tenmucapran)
(or 95 mo 105% oT HOMHHANBLHOrO
cojiepXkaHusi) B TaOsIETKeE.
4 | Water / Boaa 1.7%w/w / 1,7 % Not more than 6.0% w/w /
He 6onee 6,0 %

5 | Disintegration /
PacnagaemocThb

09 min 48 sec/
09 muH 48 cek

Not more than 15 min/
He 6onee 15 MuH

6 | Dissolution /
PacTBopenue

104%, 102%, 101%,
101%, 102%, 102%

Not less than 75 % (Q) of C33H30N4O2
(telmisartan) in 30 min. /

He menee 75 % (Q) Ci33H3oN4O2 (Tenmucapran)
yepes 30 MUH.

Remarks : The Product conforms to ND /
IIpumeuanue: [1poaykT cooTseTcTBYET TpeboBanusm H/L

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

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

Member

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

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

Member .
Ly

Date /J1aTta: 29-05-2024

Date /[ara: 29-05-2024

Date /[lata: 29-05-2024




@
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) T'ablets 80 mg
Ilpoaykr: TencapTaH@ (reamucapran) Tadaerku 80 mr

Market / PriHOK : Russia / Poccusi

[Batch No. / . B240164] Batch Quantity / . 406.000 KG /406,000 KI
Cepus Ne - Pazmcep cepnn B B
Analytical Repovrt No. / . 2002FP24001296 Date of Analysis / . 29.05-2024

|AHaJIMTHYECKHii oTueT N JlaTa anannsa

:IDate of Manufacture / . 08-05-2024 Date of Expiry / . 30-04-2027

JaTa nponssojcTea T'oaen 1o

Mfg. License No. / .

TNpomsBocTBeHmAs : 63/RR/AP/96/F/R 1;";," number: /Homep . 111 404161-030620
JuneH3ns Ne

Analysis performed according ND No / Anaaus nposeaen no HJI 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 / u3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3
loT 05.09.2023

Page30of6/Cip.31u36

—

|N0|

No Test / lloka3zarenb Result / PezyJjibTaThl Specification / Hopma

7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Huwxe|lmpurity A —not more than 0.2 %/
PoxcTBeHHbIE IPUMECH  |TIPE/IENA KONMUYECTBEHHOTO omnpeaeneHus \npumech A — e 6osee 0,2 %

= 0,
(NKO = 0,003%) Impurity B — not more than 0.2 %/

0.01%/0,01% npuMeck B — ne 6onee 0,2 %

0.01%/0,01% Impurity D — not more than 0.2 % /
npumech D — He 6onee 0,2 %

Not detected / He obHapyxeHa Impurity TMS1 — not more than 0.2 %/

npumech TMS1 — ne Gonee 0,2 %

Not detected / He oGHapyxeHa Dimer acid impurity — not more than 0.2 % /
npuUMech quMepHoil kncnoTsl — He Gonee 0,2 %

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

npeacna KOJIWUYECTBEHHOro ONpeICiICHUA 0.2 %/ MpUMeCh XJIOPO aHalora — He Gonee
(TTKO =0,005%) 0.2 %

Less than Limit of Detection (LOD =|Any unspecified impurity —not more than

0.017%) / Hwxke npenena obHapyxeHus 0.2 % / equHnuHas HeuJeHTHULUPOBAHHAS
(IT0 = 0,017%) npumech — He 6onee 0,2 %

Not detected / He obHapyxeHa
Total impurities — not more than 1.5 %/ cymma
npumeceii — He donee 1,5 %.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumedanne: [IponykT coorseTcTByeT Tpebosanusim HJT 3akmouenue: OJIOBPEHO

Prepared by / [loarotosneno: Checked by / IlposepeHo: Approved by: Manager/Executive /

D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Ono6peno: MeHemxep / PykoBoautens

Member Team Member V. Prashanth- Quality Assurance- Team
L%V % Member

Date /J]ata: 29-05-2024 Date /Hara: 29-05-2024 Date /Jlara: 29-05-2024 ¢




Dr.Reddy’s ":’

CERTIFICA

TE OF ANALYSIS

CEPTUDHUKAT AHAJTH3A

Product : Telsartan (Tel;nisartan) 'T'ablets 80 mg
Ipoaykr: Tescapran” (reamueapran) Tadsaercu 80 mr

Market / PoinoKk : Russia / Poccust

Batch No./ . B2401641 Batch Quantity/ : 406.000 KG /406,000 KI'
Cepusn Ne ~ |Pasmep cepun B
|Analytical Repourt No. / . 2002FP24001296 Date of Analysis / . 29-05-2024
Ananutnyeckuii oryer Ne JaTta anaausa o -

Date of Manufacture / . 08-05-2024 Date of Expiry / . 30-04-2027

JlaTa npOH3BOACTBA Toaen 1o

Mfg. License No. /
IlponsBoacTBEHHAN : 63/RR/AP/96/F/R

JuneH3us Ne

MA number: / Homep

Py

: JIM-004161-030620

Analysis performed according ND No / AHaan3 npoBeaen no HJI Ne: JITI-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 ot 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3

ot 05.09.2023 B
B Page4of 6/ Crp. 4 u3 6
| £
1;3 I'est / TlokazaTenn Result / PesyabTaTs) Specification / Hopma
8 | Uniformity of d_osage | 39/39 Acceptance value (AV) should be not more

units/ than 15.0/
OaHopoaHoCTL [Toxazatens npuemaemoctd (AV) nomxeH ObITh
J03HpOBaHUS He 6onee 15,0.

9 | Microbiological limits* / MukpoGuosornyeckasi Y4HCTOTa*

4HCI0 APOJIOKEBBIX U
[JIECHEBBIX rPHOOB

a) Total Aerobic Less than 10 CFU/g/
Microbial Count / O61uee Menee 10 KOE/r
410 adpOOHBIX MUKPO-

OpPraHu3MoB

b) Total Combined Yeast Less than 10 CFU/g/
and mould count / O61uee Menee 10 KOE/r

¢) Escherichia Coli Absent in 1 gram /
OtcyrcTByerB 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 /
OtcytrctBue B 1 ¢

Remarks : The Product conforms to ND /
ITpumeuanne: [IpoxykT coorBeTcTBYET TpeboBanusim HJL

Conclusion : APPROVED /
Zaxiouenue: OJOBPEHO

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoanTens
V. Prashanth- Quality Assurance- Team

Member ‘
W)

Prepared by / [loarorosneno: Checked by / [Tposepeno:

D. Latha - Quality Control- Tgam N.V. Krishna- Quality Control-
Member i g , Team Member Z&

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

Date /JTata: 29-05-2024




[ X3
Dr.Reddy’s ‘;‘

Product : Telsartan (Telmisarta—n) ‘T'ablets 80 mg
Hpoaykr: Teacapran® (Teamucapran) Tabacrin 80 Mr

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJH3A

|Market / Poinok : Russia / Poccns

[Batch No. / ao -
|Batch No./ . B2401641 Batch Quantity / . 406.000 KG /406,000 KI
Cepns Ne - ~ |Pasmep cepun )

Analytical Report No. / . 2002FP24001296 Date of Analysis / . 29.05-2024
AuanuTuyeckuit oruer Ne " 7 - JaTa aHanu3a C T o

Date of Manufacture / . 08-05-2024 Date of Expiry / . 30-04-2027

Jlata npomM3BOACTBA - T'oaen go

Mfg. License No. / .

Tponssoacrennas . 63/RR/AP/96/F/R y;," number: /HoMep . ;7 004161-030620
JHneH3us Ne

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

PageSof6/Crp.5u36

Specification / Hopma

ot 05.09.2023 -
' No "
N Test / lloka3atean Result / PesyasraTh
10 Packagin:g/YnaKOBKa | 10tablets in a (PVC/AI/PA) toil /

aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
[To 10 rabnerok B Oauctepe U3
(TIBX/AI/TTA) doneru / anioMMHHEBO#
donbru. Ilo 3 Onucrepa BMecTe ¢
HHCTPYKIUMEH MO NPUMEHEHWIO B MNauky
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/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information leaflet
in a carton. /

ITo 7 tabnerok B Onucrepe u3 (IIBX/AI/IIA)
¢onbry / antomunKeBolt ¢onbru. Ilo 2 wnn 4
faMcrepa  BMeCTe C  MHCTpykuueil  mo
NPUMEHEHUIO B NaYKy KapTOHHYIO.

ITo 10 Tta6netok B 6aucrepe u3 (IIBX/AI/TIA)
tdonbry / amomunnesoii ¢onbru. 1o 3 6aucrepa
BMECTe ¢ MHCTPYKUHMEi MO TPUMEHEHKIO B Ta4Ky
KapTOHHYIO.

11 | Labeling /MapkupoBka | According to ND /B coorserctsum ¢ H/|

12 | Storage condition / At temperature not higher than 25 °C / Ilpu Temnepatype He Bbile 25 °C
Xpaneuune

13 | Shelf-life / Cpok 3 years /3 roga
rOXHOCTH

* 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.
* T1poBOAWTCA POM3BOJIUTENEM TIPH BHIMYCKE NIEPHOAMUYECKH (C HHTEPBANOM B 04HO vcTbITanue Ha 20 cepul nnn He Metee | pasa B roa.)
lokazarenb MOXKET ObIThH HE BKIIIOUEH B cepTU(UKAT aHAIM3a (JMPMBI.

Remarks : The Product conforms to ND /
TIpumeuanue: [1poaykT cooTBeTcTBYET Tpedosannsm HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / [loarorosnexo:

Member

D. Latha - Quality Control- Team

Lkt —

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

Approved by: Manager/Executive /
Onob6penHo: Menemxep / Pykosoauntens
V. Prashanth- Quality Assurance- Team

Member
Ahuay)

Date /[Jarta: 29-05-2024

Date /[Tara: 29-05-2024

Date /lata: 29-05-2024  \




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHM3A

Product : Telsartan (Telmisarta_n) Tablets 80 mg
Ipoyykr: Tencapran® (Teamucapran) Tabaerku 80 Mr

Market / Poinox : Russia / Poccus

Baich No. / . B2401641 Batch Quantity / . 406.000 KG /406,000 KT
| Cepusi Ne o - Pazmep cepun T

' Analytical Report No. / . 2002FP24001296 Date of Analysis / . 29.05-2024
AnaaurHueckuii oryeT Ne T 77T T e JaTa ananusa ’ - B

Date of Manufacture / . 08-05-2024 Date of Expiry / . 30-04-2027

Hata npou3BoacTBa TomeH a0

Mfg. License No. / .

TMponssoscTRernAs : 63/RR/AP/96/F/R I“f;,‘ number: /HoMep . ;117 404161-030620
JuueHzus Ne

Analysis performed according ND No / Anauus nposeaen no HJI Ne: JIII-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 or 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
ot 05.09.2023

Page 6 of 6/ C1p. 6 M3 6
APT name (INN) / HaumenoBanue AOC (MHH): ‘ Telmisartan / Teamucapras
API manufacturer batch number /

3282 & AB

Howmep cepuu npoussogurenn ADC: ABRH003282 & ABRHO03507

FP Manufacturer API Batch number / FBRA00260 & FBRA00252

Homep cepun cy6cranmuu npoussoanrens I'JID:

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

Mpoussoauresp ADC, crpana: II-p Peann’c Jlabopatopuc JITa., Mnans
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: [Tpoaykr coorsercTyeT TpeboBanusm HJJ 3akouenue: OJOBPEHO
Prepared by / Iloarorosneno: Checked by / IposepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onob6peno: Menemxep / PykoBoanTens
Member Team Member V. Prashanth- Quality Assurance- Team

Member Uw

Date /Jlata: 29-05-2024 Date /Jlata: 29-05-2024 Date /[ata: 29-05-2024




