Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacapran® (Teamucapran) TaueTrkn 80 mr

Market / PriHoK : Russia / Poccus

Pl : B2403793 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repourt No. / . 2002FP24002912 Date of Analysis / . 29-11-2024
AnaauTn4yeckuii otyer Ne JlaTa anaanza

Date of Manufacture / . 28.09-2024 Date of Expiry / . 31-08-2027

JlaTa npoH3BOACTBA Toxen g0

Mfg. License No. /

IIponssoacTEenHas : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-004161

JuneH3ns Ne

Analysis performed according ND No / Aranun3 npoBeaen no HJI Ne: JITI-004161-030620 (amend Ne 1 from 17.08.2020 / m3m. 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 / nam. Ne 3 ot 05.09.2023

Pagel of 5/Crp.1u3 5

and “L” debossed on both sides from break line
on one side and “80” debossed on the other side.
/  Tabmerka  kancymoBMOHONR  (OPMEL
JBOSKOBBINYKIas, Oenoro iBera, Ha OOHOM
CTOPOHE pa3NENUTEIbHAs PHCKa U THCHEHHE
«T» u «L» mo pasHble CTOPOHBI OT HEE, Ha
JApyroii cropoHe TUCHeHHUE «80».

1;.:) Test / Ilokazarean Result / Pe3ynbTaThr Specification / Hopma
1 | Description / Onucanue White, capsule shaped, biconvex tablet with “T” | 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 KaICyJIOBHIHOMH dopmeL,
IBOSIKOBBHIYKUIaS, 6EJIOr0 HITH ITOYTH Oemoro LiBeTa,
Ha ONHONW CTOPOHE pasjie/IUTeNbHAA pHCKA M
TucHeHne «T» u «L» Mo pa3HbIle CTOPOHH OT Hee,
Ha JIpyroii cropoHe TUCHeHHE «80».

The retention time of the main peak in the

PacnagaemocTthb

09 mun 10 cex

2 | Identification / The retention time of the main peak in the
HoamHHOCTb chromatogram of the test solution correspond to |chromatogram of test solution should correspond to
that in the chromatogram of telmisartan |that in the chromatogram of telmisartan reference
reference standard solution (Assay section). / |standard solution (Assay section). /
Bpems ynepxuBaHHS OCHOBHOrO mnHKa Ha |BpeMst yIepKuBaHHsT OCHOBHOIO NHKa Ha
XpOMaTorpaMMe  MCIOBITYEMOTO  pacTBOpa |XpOMAarorpaMMe HCOBITYEMOrO PacTBOpa JOJIKHO
COOTBETCTBYET BpEMEHH YOEp)KUBaHUA |COOTBETCTBOBATH BpPEMEHH yIepKUBaHU
OCHOBHOI'O IMKa Ha XpOMAaTOrpamMMe pacTBOpa |OCHOBHOIO ITHKa Ha XpOMaTorpaMMe pacTBopa
craHmapTHoro obpaslia TenMucapTana (pa3fen |cTaHmapTHoro ofpasua TenMmwucapTaHa (paspen
«KonuuecTBeHHOE OIpeAecHe «KonuuecTeeHHOE OTIpeieNieHHe ).
3 | Assay/ KoauuecTBeHHOE 79.8 mg/ 79,8 mr 76.0 mg to 84.0 mg of Cs3H3N4O; (telmisartan)
onpejeseHne (99.7%/ 99,7%) (95 to 105 % of label claim) per tablet. / Ot
76,0 mr 10 84,0 Mr C33H30N4O; (Tenmucaptas) (ot
95 1o 105 % OoT HOMHHAJILHOTO COAEPKaHH:) B
TabeTKe.
4 | Water / Boxa 1.9% w/iw / 1,9% Not more than 6.0% w/w /
He 6onee 6,0 %
5 | Disintegration / 09 minutes 10 seconds/ Not more than 15 min /

He 6onee 15 muu

Remarks : The Product conforms to ND /
Ilpumeuanmne: IIpoaykr cootBeTcTRYET TpeGoBaHuaM HT

Conclusion : APPROVED /
3axmwouenne: OJIOBPEHO

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

Checked by / ITposepeno:

Member

%

N.V. Krishna - Quality Control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogurensb
Ajay Kumar- Quality Assurance- Team
Member n

e

Date /Jlara: 30-11-2024

Date /Ilata: 30-11-2024

Date /Tarta: 30-11-2024
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Dr.Reddy’s ‘,’.‘-

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

|—I;roduct : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacapran® (Teamucapran) Tabaericn 80 mr

Market / Prinox : Russia / Poccns

patch No. / : B2403793 Batch Quantity / :406.000 KG /406,000 KT
Cepusi Ne Pa3mep cepnn

Analytical Repovrt No./ . 2002EP24002912 Date of Analysis / . 29.11-2024
Ananurnyeckuii oruet Ne Jara ananuza

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JaTa npousBoacTBa I'ogen g0

Mfg. License No. /

IlponspoacTBeHHAs : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-004161

JIHIEeH3us Ne

Analysis performed according ND No / Ananu3 nposeaen no HJ/[ Ne: JINT-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. 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 / u3m. Ne 3 ot 05.09.2023

Pacreopenne

Page2 of 5/Crp.2 u35
I;.:) Test / Iloxa3zaTenn Result / Pe3ym>T-a'n>l Specification / Hopma
6 | Dissolution / 99%, 99%, 100%, 100%, 100%, 101% Not less than 75 % (Q) of Ca3H30N4O>

(telmisartan) in 30 min. /
He menee 75 % (Q) Cs3H3oN4O: (Tenmucapran)
uepe3 30 MuH.

Related Substances /
PoacTBeHHbIE IPHMECH

Less than LOQ (LOQ = 0.003%) / Husxe npenena
KonMyecTBeHHoro  ompenaencuus  (IIKO
0,003%)

Not detected / e o6HapyxkeHa

0.00% / 0,00%

Not detected / He o6HapykeHa

Not detected / He oOHapyxeHa

Less than Limit of Detection (LOD = 0.0018%) /
Huxe npenena obHapyxenus (ITO = 0,0018%)

Less than Limit of Detection (LOD = 0.017%) /
Huxe npenena ob6napysxenus (I10 = 0,017%)

0.0%/0,0%

Impurity A — not more than 0.2 % /
npumecsk A — He bonee 0,2 %

Impurity B — not more than 0.2 % /
npumeck B — re 6osee 0,2 %

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

Impurity TMS1 — not more than 0.2 %/
npumMeck TMS1 — He 6onee 0,2 %

Dimer acid impurity — not more than 0.2 %/
TIpUMech AUMEPHOH KUCNOTHI — He 6onee 0,2 %

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

Any unspecified impurity — not more than 0.2 % /
€IMHHYHAs HeMICHTUDHIMPOBAHHAS IPUMECH —
He 6onee 0,2 %

Total impurities — not more than 1.5 %/ cymma
npumMeceii — He Honee 1,5 %.

Remarks : The Product conforms to ND /
Ilprameuanne: IIpogykt cootBercTByeT TpeGoBanusam HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / [TonroroeneHo:

D. Latha - Quality Control- Team Member

"

Checked by / IIpoeepeHo:

Member

N.V. Krishna - Quality Control- Team

Approved by: Manager/Executive /
OnoGpeHo: MeHnemxkep / PykoroguTensb
Ajay Kumar- Quality Assurance- Team
Member o

Date /Jlata: 30-11-2024

Date /Hara: 30-11-2024

Date /Jlata: 30-11-2024




D;'. Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets §0 mg
Hpoaykr: Tencapran® (Teamucapran) Tabaerku 80 Mr

Market / PeiHox : Russia / Poccust

patch No. / : B2403793 Batch Quantity / : 406.000 KG / 406,000 KI'
Cepusi Ne Pazmep cepuu

Analytical Repourt No./ . 2002FP24002912 Date of Analysis / . 29.11-2024
AHanuTHYecKHH oTHeT No JlaTa anann3a

Date of Manufacture / . 28.09-2024 Date of Expiry / . 31-08-2027

JlaTa mpou3BoACTBA Topen no

Mfg. License No. /

ITpousBoacTBenHast : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-004161

JuneH3nd Ne

Analysis performed according ND No / Ananu3 nposeger no HJI Ne: JIII-004161-030620 (amend Ne 1 from 17.08.2020 / m3m. Ne 1 ot
17.08.2020, amend No 2 from 13.01.2021 / n3m. Ne 2 o1 13.01.2021, amend Ne 3 from 05.09.2023 / uzam. Ne 3 ot 05.09.2023
Page3 of S/Crp.3mu3 5

i.oo Test/ HoxasaTeﬁb Result / PesyabTaThl - Specification / Hopma
8 | Uniformity of dosage 29729 Acceptance value (AV) should be not more than
units/ 15.0/
OpHopoaHoOCTh Ioxkazareins npuemieMocTd (AV) nomkeH OBITh HE
J03UPOBAHNS 6onee 15,0.

9 | Microbiological limits* / MuxpoGuosoruueckasi 4ucrora®

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10> CFU/g /
Count / Obwee yncno Memnee 10 KOE/r He 6onee 10° KOE/r
a3pO6HBIX MUKPO-

OpraHK3MOB

b) Total Combined Yeast Less than 10 CFU/g/ Not more than 10> CFU/g /
and mould count / OGiee Memnee 10 KOE/r He 6onee 10?2 KOE/r

YHCIIO APOXOKEBBIX U
ILUIECHEBEIX TPUOOB

¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OtcyrcrByeTB 1 T OrcyrctBue B 1 1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanne: Ilpoaykr cooTBeTcTRYET TpeboBaHmam HJT 3akaw4enne: OJOBPEHO
Prepared by / ITogrorosnexo: Checked by / IlpoeepeHo: Approved by: Manager/Executive /
D. Latha - Quality Control- Team Member N.V. Krishna - Quality Control- Team | OnoGpeno: Menemxep / Pykosoaurens

Member Ajay Kumar- Quality Assurance- Team
g Member M{T

Date /Mara: 30-11-2024 Date /Tata: 30-11-2024 Date /Hara: 30-11-2024




D}. Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
INpoaykr: Tencapran® (Teammucapran) Tabaericn 80 mr

Market / Puinok : Russia / Poccus

patch No. / : B2403793 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Pazmep cepun

Analytical Repovrt No./ . 2002FP24002912 Date of Analysis / . 29.11-2024
Ananurnyecknii oruet No JlaTa ananusa

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

JaTa npou3BoACTBA

Togen no

Mfg. License No. /
IlpousBoacTBeHHAS
JIHneH3usa No

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

MA number: / Homep PY

: JIII-004161

Analysis performed according ND No / Ananu3 nposegen mo HJI Ne: JITT-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 / nzm. Ne 3 or 05.09.2023

Paged4 of 5/Crp.4u3 5
1;.00 Test / Iloka3zaTenn Result / PesynbtaThl Specification / Hopma
10 | Packaging / YnaxoBka 10 tablets in a (PVC/AI/PA) foil / aluminum foil |7 tablets in a (PVC/AI/PA) foil / aluminum foil
blister. 3 blisters and a patient information |blister. 2 or 4 blisters and a patient information
leaflet in a carton. / leaflet in a carton.
ITo 10 Tabnerok B 6muctepe us (IIBX/AI/ITA) |10 tablets in a (PVC/AI/PA) foil / aluminum foil
domern / amowmunueroit ¢omern. ITo 3 |blister. 3 blisters and a patient information leaflet in
‘6nMcrepa  BMecTe ¢ MHCTpyKuMeidl mo |a carton./ ‘
MPHUMEHEHHIO B MIAYKY KapTOHHYIO. IIo 7 Tabnerox B Gnucrepe uz (IIBX/AITIA)
donpru / amommmicnoii ¢oywrn. Mo 2 mmn 4
6mucTepa BMeCTe ¢ HHCTPYKLHEH 10 NPUMEHEHHIO
B Ma4yKy KapTOHHYIO.
ITo 10 Tabnerox B OGnuctepe u3z (IIBX/AITIA)
¢oneru / amomunuesoit ¢oneru. Ilo 3 6nucrepa
BMECTE C MHCTPYKLMeEH M0 MPUMEHEHUIO B Mauky
KapTOHHYK).
11 | Labeling /Mapkuposka According to ND / B coorsercreuu ¢ HJT
12 | Storage condition / At temperature not higher than 25 °C / IIpu Temnepartype He Boiiue 25 °C
XpaHeHue
13 | Shelf-life / Cpok rognocru | 3 years/ 3 roma

* 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.
* [TIpoBOAMTCA NPOM3BOANTENEM NPH BBIIYCKE NEPHOAUYECKH (C MHTEPBAIOM B OJHO MCIBITaHKe Ha 20 cepuii M He MeHee 1 pasa B rof.)

Tloxasarens MOxeT GbITH He BKIIOUYEH B cepTudHKar aHamuza GupMeL.

Remarks : The Product conforms to ND /
IIpumeuanne: Ilpoaykr cooTBeTcTRYeT TpeGOBaumam HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / IToarotosneno:

D. Latha - Quality Control- Team Member

e

Checked by / IIposepeno:

Member

4

N.V. Krishna - Quality Control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBomuresnn
Ajay Kumar- Quality Assurance- Team
Member (o)

Al

Date /Hara: 30-11-2024

Date /Tata: 30-11-2024

Date /Jlata: 30-11-2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoayxr: Teacapran® (Teamucapran) TabaeTkn 80 mr

Market / Ppinok : Russia / Poccus

el RNl : B2403793 EatchiQuantitg/ : 406.000 KG / 406,000 KT
Cepns Ne Pasmep cepun

Analytical Repo“rt No./ . 2002FP24002912 Date of Analysis / . 20.11-2024
AHaJHTHYECKHIT oTdeT No JlaTa anayia3a

Date of Manufacture / . 28-09-2024 Date of Expiry / . 31-08-2027

Jara npou3BoAcTBa TI'open oo

Mfg. License No. /

IlponsBoacTBeHHast : 63/RR/AP/96/F/R MA number: /Homep PY : JIII-004161

JnueH3us Ne

Analysis performed according ND No / Ananns npoeenen mo HJI Ne: JIII-004161-030620 (amend Ne 1 from 17.08.2020 / m3m. Ne 1 o1
17.08.2020, amend Ne 2 from 13.01.2021 / m3m. Ne 2 or 13.01.2021, amend Ne 3 from 05.09.2023 / uzm. Ne 3 ot 05.09.2023

PageSof S/Ctp.5u35

API name (INN) / HaumenoBanue A®@C (MHH):

Telmisartan / TenmucapTad

API manufacturer batch number /
Homep cepun npoussoautens APC:

ABRH007243 & ABRH007362

FP Manufacturer API Batch number /
Homep cepuu cy6cranunu npoussoguresns IJID:

FBRA00478 & FBRA00479

API Manufactured by & country /

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JIta., UHaus

IpouzBoguress ADC, cTpana:

Remarks : The Product conforms to ND /

IIpumeuanne: ITpoaykt cooTBeTcTRYET TpeboBansam HJT

Conclusion : APPROVED /
3axmoyenne: OOBPEHO

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

.

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

Member 4

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Ajay Kumar- Quality Assurance- Team
Member L/(_T

Date /Jlata: 30-11-2024

Date /ara: 30-11-2024

Date /MTara: 30-11-2024




