Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIU3IA

[Product : Telsartan (Telmisartan) Tablets 80 mg
Tipoaywi: Teaeapran  (Teamncapian) Tabsaerxs 80 s

Market / Poinox

: Russia / Poccus

Batch No./

° . B2403408 pateh Quantity 7 . 406.000 KG / 406,000 KT
Cepua Ne Pazmep cepun
Analytical Repovrt No. / . 2002FP24002529 Date of Analysis / 16-10-2024
AHajnTHuyeckHni oTyeT No Jara avannsa
Date of Manufacture / 03-09-2024 Date of Expiry/ . 31-08-2027
JlaTa npousBoacTBAa T'ogen no |
Mfg. License No. /
IlpousBoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY : JII1-004161
auueH3na Ne

Analysis performed according ND No / AHanu3 nposeaen no HJI Ne: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / usm. 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
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No

Test / NokazaTenn
Ne

Result / PesyabraTh

Specification / Hopma

1 | Description / Onucanne

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 KarcyJIoBUAHOH dopmsl,
JBOSIKOBbIMYKJas, Oefnoro uBera, Ha OHHOM
CTOpPOHE pa3fenuTeNibHag PUCKA M THUCHEHHE
«T» n «L» no pa3Hble CTOPOHBI OT Hee, Ha
Npyroi CTOpoHe TUCHeHue «80».

identiﬁcation /
IToaIMHHOCTDL

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 ynep»kuBaHHMS OCHOBHOrO THMKa Ha
XpoMaTorpaMMe  HCMBLITYEeMOro  pacTeopa
COOTBETCTBYET BpPEMEHH yaepKUBAHHUS
OCHOBHOIO ITHKa Ha XpOMaTOrpaMMe pacTeopa
CTaHOAPTHOro obpasiua TenMucapTaHa (pasgen
«KonuuecrseHHoe onpenesenue

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.
/ Tabnerka KarncyJoBUAHOMH dopmbt,
NIBOSIKOBBITTyKJas, GEIoro Uiy noyTH 6eNoro LBeTa,
Ha ONHOHM CTOpOHE pa3efiuTeNibHas pHCKa U
THCcHeHHe «T» u «L» no pasHble CTOPOHE! OT Hee,
Ha Opyroi ctopoHe TucHeHue «80».

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  y#epKMBaHMs  OCHOBHOIO IMK& Ha
XpOMaTOrpaMMe HUCIBITYEMOrO pacTBOpa NOJKHO
COOTBETCTBOBATD BpPEMEHH yIOepKUBaHUS
OCHOBHOTO MHKa Ha XpoMaTorpaMMe pacTBopa
cTaHaapTHoro ofpasua TenmucapTaHa (pasnen
«KonnuectBeHHoe onpeneneHuey).

Assay / KonnvecTBeHHoe
onpexeneHne

80.3 mg/ 80,3 mr
(100.4% / 100,4%)

76.0 mg to 84.0 mg of Cs3H30N4O; (telmisartan)
(95 to 105 % of label claim) per tablet. / Ot

76,0 mr no 84,0 mr C33H3N4O- (teamucapraH) (ot
95 nmo 105 % oT HOMHMHANBHOTO COAEPYKaHUs) B
TabneTke.

Water / Bona

2.0% w/w /2,0%

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

Disintegration /
Pacnagaemocthb

09 minutes 31 seconds/
09 muH 31 cek

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product conforms to ND /
ITpumeuanue: [TponykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
3akmwouyenne: OJOBPEHO

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

K-

Checked by / IIpoepeHo:
T. Venkata Ramana- Quality Control-

Team Member Eg

Member

Approved by: Manager/Executive /
OpobpeHo: Menemxep / PykoBoaurtenb
Ajay Kumar- Quality Assurance- Team

Member \,8

Date /[lata: 17-10-2024

Date /Hara; 17-10-2024

Date /ara: 17-10-2024
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[Product : Telsartan (Telmisartan) Tablets 80 mg
[NMpoayrt: Teacaptan” (Teamneapran) radaersn 80 mr

Market/ Poinok

: Russia / Poccus

Batch No. /

Batch Quantity /

. : B2403408 : 406.000 KG /406,000 KI"
Cepusa Ne Pasmep cepun
Analytical Repovrt No. / . 2002FP24002529 Date of Analysis / 16-10-2024
AHasuTHYeCKHIi oT4yeT No HdaTta ananusa
Date of Manufacture / . 03-09-2024 Date of Expiry / . 31-08-2027
Jata npousBoacTBa T'ogen no
Mfg. License No. /
IMpou3BoacTBeHHAA : 63/RR/AP/96/F/R MA number: / Homep PY  : JII-004161
auueHsna Ne

Analysis performed according ND No / Ananu3s nposeaed no H/{ 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 or 13.01.2021, amend Ne 3 from 05.09.2023 / u3m. Ne 3 ot 05.09.2023

Page2 of 5/Crp. 2 m3 5

PoacTeeHHble npumecu

KOJIM4ECTBEHHOT O (ITKO

0,003%)

OTIpE€ACIICHUA

Not detected / He 0OHapyweHa
Not detected / He oGHapykeHa

Less than LOQ (LOQ = 0.006%) / Huxe npenena
kosimdyecTBeHHoro  ompenenedus  (ITKO
0,006%)

Less than Limit of Detection (LOD = 0.0025%) /
Huxe npenena o6Hapyxenus (I1O = 0,0025%)

Less than Limit of Detection (LOD = 0.0018%) /
Hwxke npenena o6Hapyxenus (I10 = 0,0018%)

Less than Limit of Detection (LOD = 0.017%) /
Huxe npenena ooHapyxenus (ITO = 0,017%)

Not detected / He oGHapyxeHa

J]\j(.,o Test / ITokazaTesnnb Result / PesyabTaTsl Specification / Hopma
6 | Dissolution / 101%, 101%, 100%, 101%, 101%, 101% Not less than 75 % (Q) of C33H30N4O-
PacTBopenue (telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H30N4O2 (Tenmucapran)
yepe3 30 MuUH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hixe npenena|Impurity A — not more than 0.2 % /

npumeck A — He Gonee 0,2 %

Impurity B — not more than 0.2 %/
npuMeck B — Re fSonee 0,2 %

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

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

Dimer acid impurity — not more than 0.2 %/
NnpUMech TUMEpPHOI kucnoTel — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NpUMECh XJIOpo aHarnora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 % /
eAMHUYHas HeWIeHTUOULIMPOBAHHAS NPUMECH —
He 6onee 0,2 %

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

Remarks : The Product conforms to ND /
Ilpnmeuanne: Iponykt cooTeeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / I[loarotoeneHo:

D. Latha - Quality Control- Team Member

Y

Checked by / IlposepeHo:
T. Venkata Ramana- Quality Control-
Team Member

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member 0

Date /larta: 17-10-2024

Date /Ilata: 17-10-2024

Date /Hata: 17-10-2024
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o
1=

PpoayxT: Tencapran' (Teamncapran) tadaersn 80 mr

Market / Poinox : Russia / Poccus

|
= : ]
J | Tty
HATER K07 : B2403408 Batch Quantity / : 406.000 KG / 406.000 KT !
Cepnia Ne Paszmep cepun -
[Analytical Report No. / . 2002EP24002529 Date of Analysis / 16-10-2024 !
AnanuTHYecKN i oTdeT No > T JaTa ananusa - ;
Date of Manufacture / . 03-09-2024 Date of Expiry / . 31-08-2027
{aTa npousBoacTsa T'onen a0
Mfg. License No. /
: 63/RR/AP/96/F/R MA number: / Homep PY  : JITI-004161

IlponzBoacTeeHHasn
JuueH3us Ne

Analysis performed according ND No / Ananus 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 / u3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / n3m. Ne 3 ot 05.09.2023
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];.00 Test / Ilokazarens Result / Pesy:anaTbl Specification / Hopma
8 | Uniformity of dosage 3.2/3.2 Acceptance value (AV) should be not more than
units/ 15.0/
OaHopoaHoCTh ITokazarens npuemnieMocTH (AV) nomxeH ObITb HE
J03MPOBAHUA tonee 15,0.
9 | Microbiological limits* / Muxpoounosioruyeckasi 4yucrora*

a) Total Aerobic Microbial
Count / O6luee uncno
a3pO0HBIX MUKpPO-
OpraHu3mMoB

b) Total Combined Yeast
and mould count / O61ee
YHCIIO APOMIKEBBIX U
NJecHeBbIX TPHOOB

¢) Escherichia Coli

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

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

Absent in 1 gram/
OtcytctByeTB 1 1

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 /
OrcyrcrBue B 1 r

Remarks : The Product conforms to ND /

IIpumeuanne: [Tponykr coorBeTcTByeT TpeGoBanuam HJJ

Conclusion : APPROVED/
3axmodenne: OJJOBPEHO

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

Checked by / Ilposepeno:

T. Venkata Ramana- Quality Control-

Team Member &

Approved by: Manager/Executive /
Onobpeno: Menemxkep / Pykoronurens
Ajay Kumar- Quality Assurance- Team
Member n

Date /dara: 17-10-2024

Date /[lara: 17-10-2024

Date /Jarta: 17-10-2024
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Market / Pbinok

: Russia / Poccus

g IOl : B2403408 PAtChIQuantity./ : 406.000 KG / 406,000 KI"
[Cepns Ne Pasmep cepun
|Analytical Report No. / . 2002FP24002529 Date of Analysis / 16-10-2024
AHannTHyecknii oryeT No C CoTT Jara anajsa -
Date of Manufacture / . 03-09-2024 Date of Expiry / . 31-08-2027
JlaTa npou3BoACTBA Tlogen oo
Mfg. License No. /
: 63/RR/AP/96/F/R MA number: / Homep PY : JII1-004161
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No
No

Test / [Toxazarenn

Result / PesyabTaTsl

Specification / Hopma

10 | Packaging / Ynakoska

10 tablets in a (PVC/Al/PA) foil / aluminum foil
blister. 3 blisters and a patient information
leaflet in a carton. /

ITo 10 Tabnetox B 6auctepe uz (TIBX/Al/TIA)
doneru /  amomuHueBodt doneru. Ilo 3
b6nucrepa  BMecTe ¢ MHCTpyKUWed Mo
MPUMEHEHUIO B MAUKy 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. /

Ilo 7 Ttabnerok B Gnucrepe w3 (TIBX/AUTIA)
cdoneru / amomuuuesod donbru. [lo 2 unm 4
fnucTepa BMECTe ¢ WHCTPYKLHKEH 10 PUMEHEHUIO
B Ma4Ky KapTOHHYHO.

ITo 10 tabnerok e Gmuctepe u3 (IIBX/AI/ITIA)
doneru / antomuHneBoit gonsru. Ilo 3 Gnucrepa
BMECTE C MHCTPYKLHEH MO NMPUMEHEHHIO B TMauKy
KapTOHHYIO.

11 | Labeling /MapkupoBka

According to ND / B cootBetcTBuu ¢ HJI

12 | Storage condition /
XpaneHue

At temperature not higher than 25 °C / I1pu Temnepatype He Bbliie 25 °C

13 | Shelf-life / Cpox roanocru

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.
* [IpOBOAKTCS MPOM3BOAUTENEM DK BBITTYCKE MEPUOAUYECKH (C MHTEPBATIOM B OIHO McTibITaune Ha 20 cepuii unu He medee 1 pasa B roi.)
MNokasatens MOkeT ObITL HE BKJIIOYEH B CEPTH(UKAT aHANU3a (IUPMBL.

Remarks : The Product conforms to ND /
Tpumeuanue: [IpooykT cooTBeTCTBYET TpeboBaHusamM HJL

Conclusion : APPROVED/
3akawuenne: OJJOBPEHO

Prepared by / [TonrotoeneHo:

D. Latha - Quality Control- Team Member

Checked by / IIposepeHo:
T. Venkata Ramana- Quality Control-
Team Member

Lep—

Approved by: Manager/Executive /
OnoGpeHo: Menemxkep / Pykoroaurens
Ajay Kumar- Quality Assurance- Team
Member f

wd

Date /Hata: 17-10-2024

Date /Hara: 17-10-2024

Date /ara: 17-10-2024
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CEPTUOUKAT AHAJIN3A

|IProduct : Telsartan (Telmisartan) Tablets 80 mg
Mpoayrt: Teaeapran” (Teamucapran) TadaeTi 80 mr

Market / Poinok : Russia / Poccus

Batch No./ : B2403408 | Bateh Quantity / : 406.000 KG / 406,000 KT

Cepnsa Ne |Pazmep cepnn

Analytical Repourt No. / . 2002FP24002520 Date of Analysis / 16-10-2024

AHanuTHyecKknii oryer Ne |daTa anann3za |
- P [

Date of Manufacture / . 03-09-2024 Date of Expiry / . 31-08-2027

Jata nponssoacrea T"onen no

Mfg. License No. /

Ilpon3zBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JITI-004161

Auuensus No

Analysis performed according ND No / Anaans nposegen no HJI Ne: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / usm. Ne 1 ot

17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 ot 13.01.2021, amend Ne 3 from 05.09.2023 / usm. Ne 3 ot 05.09.2023
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API name (INN) / HaumenoBauune A®C (MHH): Telmisartan / Teamucapran -

API manufacturer batch number /

Homep cepun nponssoaurenn ADC:

FP Manufacturer API Batch number /

Homep cepun cy6ctannnuu npouzsoaurensn [JId:

ABRHO006821 & ABRH007128

FBRA00459 & FBRA00477

APl Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
Mpounseoautens A®C, ctpana: H-p Pennw’c Jlaboparopuc JIta., Unaus
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanue: [poaykr coorsercTByeT TpeboBaHUaAM HJT 3akawuenne: OJOBPEHO
Prepared by / [logrotoenexo: Checked by / TlpogepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team Member T. Venkata Ramana- Quality Control- Onobpeno: Menemxep / PykoBoautens

Team Member Ajay Kumar- Quality Assurance- Team
‘ﬂ% — Member
NQ\ t.A

Date /lata: 17-10-2024 Date /Hara: 17-16°2024 Date /Hara: 17-10-2024




