Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IponykT: Teacapran®” (Teimucapran) Tabaerku 40 Mr

|Market / Peinok : Russia / Poccust
Batch No. / . B2401625 ’Batch Quantity /
| Cepust Ne . Pasmep cepnu

. 406.000 KG /406,000 KI"

Analytical Report No. /
AHaanTHYecKHil oTueT No

: 2002FP24001265

JaTa ananusa

Date of Analysis /

Date of Manufacture /

JueH3usa No

Py

Date of Expiry /

: 25-05-2024

: 02-05-2024 Ate of E : 30-04-2027
laTa mpousBoacTBa ~ |Tonen a0
Mfg. License No. / .
HpomseoacTeennas : 63/RR/AP/96/F/R MA number: /Homep . 517 604161-030620

loT 05.09.2023

Analysis performed according ND No / Anasnu3 uposeaen o HJ{ Ne: J1I1-004161-030620 (amend Ne 1 from 17.08.2020 /
n3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / usm. Ne 3

~ Pagel of 6/ Ctp.1n36

No
| N
1 | Description / Onucanue

Test / TloxasarTeinsn

Result / PesyabTaTn

Specification / Hopma

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 kancynoBuaHol  HopMbl,
JIBOSIKOBbIMYKJIas, OeNloro I1sera, Ha
OJHOIl CTOPOHE pa3AeuTeNbHas prucka
1 THcHenne «T» u «L» no pasHble
CTOPOHBI OT Hee, Ha JpYro#l cropoHe
TUCHeHHe «40».

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 kancya0BuaHOM GopMbI,
JIBOSIKOBbINMYKNas. ©Oenoro winm noutuw 6esnoro
1Bera, Ha OJHOH CTOPOHE pa3lenuTeNbHas PUCKa
v TucHeHHE «T» 1 «L» 1o pa3Hbie CTOPOHBI OT Hee,
Ha Jpyroit CTopoHe TUCHeHUE «40».

Identification /
IMoaaun"ocTL

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 ynepkuBaHMst OCHOBHOIO TMuka
Ha  XpomarorpaMme  HCHBITYEMOro
pacTBOpa  COOTBETCTBYET  BpPEMEHH
YIEepKHBAHHS OCHOBHOIO MHKa Ha
XpomaTorpaMmme pacTBopa
CTaHAapTHOrO o0pasua TejMuUcapTaHa
(paznen «KonuuecTBeHHOE
onpeaeseHne

L

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  ynepxuBaHuMS OCHOBHOrO NHWKa Ha
XpOMaTorpaMMe UCMbITYEMOro PacTBOpa A0KHO
COOTBETCTBOBATh BpEeMeHH yAepKUBaAHUSI
OCHOBHOTO MHKa Ha XpoMaTorpamMMe pacTBopa
cTaHAapTHoro obpasua TenMucaprtaHa (pasgen
«KonnuecTBeHHOE onpeiencHne»).

Remarks : The Product conforms to ND /
ITpnmeuanne: I1poayxT cooTBercTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO

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

S Ca

Checked by / posepeHo:

Team Member /g

N.V. Krishna- Quality Control-

Approved by: Manager/Executive /
Onobpeno: Menexep / PykoBoauteiis
V. Prashanth- Quality Assurance- Team

Member M

Date /[dara: 27-05-2024

Date /J]arta: 27-05-2024

Date /[lata: 27-05-2024




\ @
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
HOpoaykr: Teacapran® (Tenmucapra) Tabaerku 40 Mr

—

|Batch Quantity / _406.000 KG /406,000 KT

Market / PpiHoK : Russia / Poccus
Batch No. / Ceuniine |
Cepusn Ne P 201629 ~|Pasmep cepun

Analytical Report No. /

: 2002FP24001265

|Date of Analysis /

u . | : 25-05-2024
AHanauTu4eckuii oryet Ne |laTa aHa/aun3a -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027
JlaTa npou3BoacTBa Togen 10
Mfg. License No. / .

TpowssoacTReHHAs : 63/RR/AP/96/F/R ll‘fsj‘ number: /Homep . 1 004161-030620
JiMueH3us Ne

Analysis performed according ND No / AnaJsu3 nposeaeH no HJ1 Ne: JI-004161-030620 (amend Ne 1 from 17.08.2020 /
mu3Mm. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3

ot 05.09.2023 - S
| Page2 of 6/ Crp.2 u3 6
1}? Test / Ilokazarennb Result / Pe3yabsTars Specification / Hopma
3 Assay / 402 mg/ 402 mr 38.0 mg to 42.0 mg of Cs3H3oN4O, (telmisartan)
KoanyecTBeHHOE (100.4% / 100,4%) (95 to 105 % of label claim) per tablet. / Or 38,0 mr
omnpeneseHue 1o 42,0 mr Cs3H3oN4O; (Teamucaptan) (ot 95 no
105% OT HOMMHAILHOIO COAEPKAHUS) B
Tabnerke.
4 | Water / Boaa 1.8%w/w/ 1,8% Not more than 6.0% w/w /
He 6onee 6,0 %

5 | Disintegration /
PacnapaemocTh

08 min 56 sec/
08 MuH 56 cek

Not more than 15 min/
He 6onee 15 mun

6 | Dissolution /
PacrBopenue

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

Not less than 75 % (Q) of C33H30N4O»
(telmisartan) in 30 min. / He menee 75 % (Q)
C33H30N4O; (Tenmucapran) uepes 30 MUH.

Remarks : The Product conforms to ND /

IIpumeuanue: IlpoaykT cootBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

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

Checked by / IlposepeHo:

Approved by: Manager/Executive /

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

Team Member /\9
L)

V. Prashanth- Quality Assurance- Team

Member w 1\Q

Date /lata: 27-05-2024

Date /[lara: 27-05-2024

Date /Jlata: 27-05-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3IA

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Teacapran® (Teavucapran) tabaerku 40 mr

Market / Prinox
Batch No. /
|Cepust Ne -
|Analytical Report No. /

|AHaanTHYeCKHH 0T4eT No

‘Date of Manufacture /

|daTa

MpoU3BOACTBA

Mfg, License No. /

HpOPBBO,[ICTBeHHaﬂ

Juiensnst Ne

: Russia / Poccus

- Batch Quantity / . 406.000 KG /406,000 KI
- Pasmep cepun B
. 2002FP24001265 Date of Analysis / . 25-05-2024
JaTa anaausa - -
. 02-05-2024 Date olFEXpITy/ . 30-04-2027
- TI'oaen oo o _
. 63/RR/AP/96/F/R 1}:43‘," number: /Homep . 1py 504161-030620

Analysis performed according ND No / Ananus nposenen no H Ne: JII1-004161-030620 (amend Ne 1 from 17.08.2020 / |
n3m. Ne 1 or 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3
ot 05.09.2023

No |
- Ne
7

Test / ITokaszarean

Related Substances /
PoxcTBeHHbIE IPUMECH

I_’Tlge 3of6/Crp.3uz6

Result / PesyabTaTnl

Specification / Hopma

Less than LOQ (LOQ = 0.003%) /
Huxxe npeaesia KOJUYECTBEHHOTO
onpeaenenus (ITKO = 0,003%)
Less than LOQ (LOQ = 0.005%) /
Huxe npeaena KOJHYECTBEHHOTO
onpenenenus (ITKO = 0,005%)
0.01%/0,01%

Not detected / He oGHapy>keHa

Not detected / He oGHapyxena

Less than LOQ (LOQ = 0.005%) /
Huke npeaena KONMYECTBEHHOTO
onpeaenerus (ITIKO = 0,005%)

Less than Limit of detection (LOD =
0.017 %) / Hxe npeaena obHapyxeHHst
(TT0 =0,017%)

Not detected / ne obHapyxeHna

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

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

Impurity D — not more than 0.2 % /
npumech D — He Honee 0,2 %

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

Dimer acid impurity — not more than 0.2 % /
npuMech AUMepHOH KucaoTbl — He bonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
npuMech XJ10po aHanora — He 6osee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eIUHHYHAs HeuIeHTH(DULIMpOBaHHAs MPUMECDH —
He Gonee 0,2 %

Total impurities — not more than 1.5 %/ cymma
npumeceti — He Gonee 1,5 %.

Remarks : The Product conforms to ND /
IIpumeuyanne: ITpoaykT cooTBeTcTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
Zakawyenne: OJJOBPEHO

Prepared by / [ToarotoBneHo:

D. Latha - Quality Control- Team
Member

L

Checked by / I1poBepeHo:

Team Member é

N.V. Krishna- Quality Control-

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

Member \’M\Q

Date /JTaTa: 27-05-2024

Date /[ara: 27-05-2024

Date /JlaTa: 27-05-2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hponykr: Teacapran” (Teimucapran) Tadaerku 40 mr

Market / Poinok : Russia / Poccns

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

|Cepust No |Pa3mep cepun - B
|Analytical Report No. / . 2002FP24001265 Date of Analysis / . 25-05-2004

AnanuTnueckuii oTyer No " T |laTa anaau3a ) B -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027

Jara npon3BoacTsa I'onen o B
Mfg. License No. / .

MpoussoacTeenuas . 63/RR/AP/96/F/R 2"{,‘ number: /HoMep . 17 604161030620

JauueH3us Ne

Analysis performed accarding ND No / Anasnu3s nposener 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 / uzm. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / usm. Ne 3
ot 05.09.2023

~ Pagedof6/Crp.4u3 6

i i
NV? Test / IlokazaTeab Result / Pe3yabTaThl | Specification / Hopma
8 ‘Uniformity of dosage 3.2/3.2 Acceptance value (AV) should be not more than
units/ 15.0/
OnHopoaHoCTb ITokazaTens npuemnemoctd (AV) nosmiceH ObITh
J03UPOBAHHA He 6onee 15,0.

9 | Microbiological limits* / MukpoOunosioraueckasi 4yucrora*

a) Total Aerobic Less than 10 CFU/g/ Not more than 10° CFU/g /
Microbial Count / O6utee Menee 10 KOE/r He 6onee 10° KOE/r
YUCIO a3pOOHBIX MHKpPO-

OpraH13MoB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 10 CFU/g /
and mould count / Obiee Menee 10 KOE/r He 6onee 102 KOE/r

UUCIO JIPOAIKEBBIX U
TLIECHEBBIX TPUOOB

¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram/
OrcytctByeT B 1 T OrcyrctBue B 1 1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [poayxr cooTeeTcTBYET TpeboBanusm HJJ 3akawouenne: OJOBPEHO
Prepared by / Iloarorosnexo: Checked by / Iposepeno: Approved by: Manager/Executive /
D. Latha - Quality Control- Team N.V. Krishna- Quality Control- Onobpeno: Menenxep / PykoBoagurens
Member Team Member V. Prashanth- Quality Assurance- Team
)g Member
Date /JlaTta: 27-05-2024 Date /[lata: 27-05-2024 Date //laTa: 27-05-2024




‘Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Telsartan (Telmisartan) Tablets 40 mg - R
IIpoaykr: Tencapran” (Teimucapran) TabaeTku 40 mr
Market / PoiHOK : Russia / Poccus
Batch No. / 'Batch Quantity / 406.000 KG /406,000 KT o
: B2401625 :
Cepust Ne - Pasvep cepun N
Analytical Repourt No. / . 2002FP24001265 l?ate of Analysis / . 25-05-2024
| AHasiMTHYEeCKHI 0T4eT No JlaTa ananuza_ -
Date of Manufacture / . 02-05-2024 Date of Expiry / . 30-04-2027
JlaTa npon3BoacTBa T'onen g0 -
Mfg. License No. / .
TIponsBoacTReH AN : 63/RR/AP/96/F/R 112";," number: /Homep . 1111_004161-030620
|[TumeHsns Ne - - -
Analysis performed according ND No / AHanu3 nposenex mo HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / |
nim. 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
Lot 05.09.2023 |

PageSof 6/ Crp. 5u3 6

T — _'|
| 1}? Test / TlokasaTean |
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 rabnerok B Onucrepe wu3 |10 tablets in a (PVC/AI/PA) foil / aluminum foil
(TIBX/AI/TIA) donbru / amomunneBoii |blister. 3 blisters and a patient information leaflet
¢onbru. Ilo 3 OGuucrepa Bmecte c [in a carton. /

MHCTpYKLHEH 1o npumMeHenuto B nauky |Ilo 7 rtabnetok B 6nucrepe uz (IIBX/AITIA)
KapTOHHYIO. tdoneru / amomunueBod donbru. Ilo 2 wnu 4
6aucTepa BMeCTe € MUHCTPYKUMeH Mo MPUMEHEHHIO
B NMayKy KapTOHHYIO.

flo 10 tabnerox B 6nuctepe u3z (IIBX/AI/TTA)
tdonbru / amomunueroii ¢onwru. Ilo 3 Gnucrepa
BMECTE C MHCTPYKLMEH MO MPHMEHEHHIO B Mauky
B |KapToHHYIO.

11 | Labeling /Mapkupoeka | According to ND /B cooteetcTBun ¢ HJ|

Result / Pe3yabTaThbl Specification / Hopma

12 | Storage condition / At temperature not higher than 25 °C / I1pu Temnepatype e Bbilie 25 °C
XpaneHue

13 | Shelf-life / Cpok 3 yea;rs /3 rona
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.

* TTpoBOAMTCS NTPOM3BORUTENEM MPH BbIIYCKE IEPHOAMUECKH (C HHTEPBAIOM B 0/1HO MCTibITanue Ha 20 cepuil UM He Menee | pasa B roa.)
Tokasarenb MOXET ObITh HE BKIIOUCH B cepTUdMKAT ananusa QupMmsl.

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

ITpumeuanue: Ilpoaykr cootBetcTByeT TpeboraHusim HJJ 3akmouenne: OJJOBPEHO

Prepared by / [Togrotosnexo: Checked by / IIposepeHo: Approved by: Manager/Executive /

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

Member Team Member ) V. Prashanth- Quality Assurance- Team
/g Member \Nd\Q

Date /[1ata: 27-05-2024 Date /JlaTa: 27-05-2024 Date /JlaTa: 27-05-2024




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIMU3A

Product : Telsartan (Telmisartan_) Tablets 40 mg

Market / Puinok : Russia / Poccus
Batch No. / 'Batch Quantity / 406.000 KG / 406,000 KT
: B2401625 :
| Cepus Ne ~ |Pa3mep cepun )
Analytical Repourt No. / . 2002FP24001265 Date of Analysis / . 25.05-2024
AHanuTH4YecKUii oT4yeT No Jata anaiusa - - B
Date of Manufacture / . 02-05-2024 [Date of Expiry / . 30-04-2027
laTa npousBoacTBA I'onen no -
Mfg. License No. / .
IpoussoxcTaennas : 63/RR/AP/96/F/R IIZI}‘," number: /Homep . 5117 004161-030620
JUIEeH3Hs N o
Analysis performed according ND No / Asa;n3 nposenen no HJI 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 / u3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3

|oT 05.09.2023

| API name (INN) / Haumenosanue A®C (MHH):

Page 6 of 6/ C1p. 6 u3 6

Telmisartan / Teamucapran

API manufacturer batch number /
Homep cepum npoussoaurtesss ADC:

ABQHO006620

FP Manufacturer API Batch number /
Homep cepuu cybcTanunu npoussoautensn I'JId:

FBQAO00722

API Manufactured by & country /
IIpomseoaurens ADC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
J-p Penan’c JJabopatopuc Jita., Unaus

Remarks : The Product conforms to ND /
Ipumeuanue: [Ipoaykr cootBercTByeT TpeboBaHnsM HJI

Conclusion : APPROVED /
3akniouenne: OJJOBPEHO

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

Member \ ;; , Team Member /Q

Approved by: Manager/Executive

V. Prashanth- Quality Assurance-
Member

Onobpeno: Menemxkep / PykoBoautens

/

Team

Date /JTata: 27-05-2024 Date /J1ata: 27-05-2024

Date /TaTa: 27-05-2024




