Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Teacapran® (Tesimucapran) Taénerku 80 Mr

Market / PoiHOK : Russia / Poccust

Batch No./ : B2404182 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Pazmep cepun

Analytical Repo“rt No./ . 2002FP25000027 Date of Analysis / . 16-01-2025
A”aJHTHYeCKHIi oTueT Ne JlaTa ananusa

Date of Manufacture / . 21-12-2024 Date of Expiry / . 30-11-2027

JaTa npou3BoACTBA T'ogen o

Mfg. License No. /
IIpousBoacTBeHHaAs
JuueH3ns Ne

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

MA number: / Homep PY

: JITI-Ne(005432)-(PT-RU)

Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITT-Ne(005432)-(PI'-RU)-130524

Pagel of S/Crp.1m35

No

No Test / IloxazaTenn

Result / PesyasTaTsl

Specification / Hopma

1 | Appearance / Onuncanue

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 karncyaoBMIHON
¢$opMEI, ABOSKOBBINYKNas, Oeloro uBeTa,
Ha OJHOH CTOPOHE pa3JeNIUTeNbHas PUCKaA U
Tuchenne «T» 1 «L» 1o pasHble CTOPOHBI
OT Hee, Ha APYI UM C1OpUHE 1niHeHue «80y.

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 KaIncyJOBUIHOH ¢dopmer,
JIBOSIKOBBIIYKJIas, 6€JI0ro WM MOYTH OeI0oro LBeTa,
Ha OfHOH CTOpOHe pa3fenuTenbHas puCKAa W
THCHEHME «T» U «L» 1o pasHble CTOPOHEL OT Hee, Ha
Npyrai cTapore THCHeHUR «Rn

2 | Identification /
UnenTuduxanus

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. /
Bpemsl ynep)KuUBaHHs OCHOBHOIO MUKa Ha
XpOMaTorpaMMe HCHBITYEMOTO PacTBOpa

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). /
Bpems  ymepxkuBaHMs ~ OCHOBHOTO HHMK4 Ha
XpOMAaTOrpaMMe MCHBITYEMOIr0 PacTBopa IOJDKHO

COOTBETCTBYET BPEMCEHHM YHEPKHMBAHHUs |COOTBETCTBOBATH BPEMEHH YIEPKUBAHHSA OCHOBHOTO
OCHOBHOTO JIMKA Ha XpOMaTorpaMMe [HKa Ha XpOMaTorpaMMe pacTBOpa CTaHJAPTHOrO
pacTteopa CTaHOAPTHOTO obpazua (oOpasua TenMucaprana (pazoen «KonuvecTBeHHOE
TeNIMUCApTaHa. OTIpesieNieHHE ).
3 | Assay/KoanyecTBeHHOE 80.1 mg/ 80,1 mr 76.0 mgto 84.0 mg of Ca3H30N4O; (telmisartan) (95 to
onpeneJeHne (100.2 %/ 100,2%) 105 % of label claim) per tablet. / Or 76,0 Mr no

84,0 mr Cs3H3oN4O: (Tenmucapran) (ot 95 mo 105 %
OT HOMHHAJILHOTO COAEP>KaHUs) B TaOJETKe.

4 | Water/Boaa

1.7% w/w / 1,7%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
PacnagaeMocTh

09 minutes 35 seconds/
09 MuH 35 cek

Not more than 15 min /
He 6onee 15 mun

Remarks : The Product conforms to ND /
IIpumeuanue: Ipoaykr coorBeTcTBYET TpeboBanuam HJT

Conclusion ;: APPROVED /
3akmaouenue: ONOBPEHO

Prepared by / IloarotogneHo:

D. Latha - Quality control- Team Member

-

Checked by / Ilposepeno:

Member

é

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauress
Ajay Kumar - Quality Assurance- Team
Member N

74

Print Date /Jlata: 16-01-2025

Print Date /Jara:16-01-2025

Print Date /J{ata: 16-01-2025




D,r.Reddy’s “5.‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Tencapran® (Teamucapran) Tabaetkn §0 Mr

Market / Poinok

: Russia / Poccus

Batch Quantity /

Batch No. / : B2404182 : 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepun

Analytical Repovrt No. / . 2002FP25000027 Date of Analysis / . 16-01-2025
AHanuTHYecknii oTyer No JlaTa aHaH3a

Date of Manufacture / . 21-12-2024 Date of Expiry / . 30-11-2027

JlaTa nmpousBoACcTBa T'ogen oo

Mfg. License No. /

Ipou3BoacTBEHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JII-Ne(005432)-(PI'-RU)
JuueH3usa Ne

Analysis performed according ND No / Anann3 npoBegen no HJ[ Ne

: JIII-Ne(005432)-(PI'-RU)-130524

Page2 of S/Ctp.2 3 5

No

No Test / IloxazaTens Result / PesyasTaTsl Specification / Hopma
6 | Dissolution / 99%, 101%, 99%, 100%, 101%, 100% |Not less than 75 % (Q) of Cz3H3N4O- (telmisartan)
PacrBopenme in 30 min. /

He menee 75 % (Q) C33H30N4O; (TenmMucapTan)
yepe3 30 MuH.

7 |Related Substances /
PoacTBeHHbIEe MPpAMECH

Less than LOQ (LOQ = 0.003%) / Huwxe
npefenia  KOJIMYECTBEHHOTO  ONpPEACIICHUS
(IIKO = 0,003%)

Not detected / ne oGHapyxeHa

Not detected / He o6HapyxeHa

Less than Limit of Detection (LOD =
0.0019%) / Hmwxke mnpepmena oOuapyXeHUs
(I10 = 0,0019%)

Not detected / He o6HapyxeHa

Less than Limit of Detection (LOD =
0.0018%) / Hmxke mnpemena oOHapy:KeHHs
(I10 = 0,0018%)

Less than Limit of Detection (LOD =
0.017%) / Huxe npenena obuapysxers (I1O
=0,017%)

Not detected / ne o6HapyxeHa

Impurity A —not more than 0.2 % /
.mpuMeck A — He Goree 0,2 %

Impurity D = not moie than 0.2 %6 /
npuMeckt B — ne Gonee 0,2 %

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

Impurity TMS1 — not more than 0.2 %/
npumecs TMS1 — ne Gonee 0,2 %

Dimer acid impurity — not more than 0.2 % /
MIPUMECH TUMepHOH KUCIOTH — He Honee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NPHMECH XJIOpo aHayiora — He 6ojee 0,2 %

Any unspecified impurity — not more than 0.2 %/
eAuHUYHAs HeHJeHTUHULIHPOBAHHAs IPUMECE — He
Gonee 0,2 %

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

Remarks : The Product conforms to ND /
IIpnmeuanue: IlpomykT cooTeercryet Tpebosanusam HJJ

Conclusion : APPROVED /
3akmouyenue: OJOBPEHO

Prepared by / IloarotosneHo:

D. Latha - Quality control- Team Member

g —

Checked by / IlpoBepeHo:

Member

A

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peHo: MeHemxkep / PykoBomurens
Ajay Kumar - Quality Assurance- Team

Member u?

Print Date //Tata: 16-01-2025

Print Date /JTata:16-01-2025

Print Date /Mata: 16-01-2025




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Teacapran® (Tenmucapran) TaGaerkn 80 Mr

Market / Peinok : Russia / Poccus

Batch No. / : B2404182 Batch Quantity / : 406.000 KG / 406,000 KT
Cepust Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25000027 Date of Analysis / . 16-01-2025
Ananurnyeckuii oTyeT No JlaTa aHaan3a

Date of Manufacture / . 91-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoAcTBa Toxen mo

Mfg. License No. /

Ilpou3BoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JuneHn3ua Ne

Analysis performed according ND No / Anasus nposeaed no HJT Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page3 of 5/Crp.3 u35

1;.? Test / Iloka3aTens Result / PeaynbTaThl Specification / Hopma
8 | Uniformity of dosage units | 1.4/ 1,4 Acceptance value (AV) should be not more than 15.0
/ /
OpHopoaHocTh IToxa3zaTens npueMieMoctd (AV) 1oJDkeH OBITh He
JA03HPOBAHHLIX eHHMIL 6onee 15,0.

Y | Microbiological purity* / Mukpobuojgornyeckass Y4ucrora®

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Obmiee uucno Meunee 10 KOE/r He 6onee 10° KOE/r
a’pOOHBIX MHKPO-

OpraHu3MoB

b) Total Combined Yeast Less than 10 CFU/g / Not more than 10> CFU/g /
and mould count / O6mee Meree 10 KOE/r He 6onee 102 KOE/r

YHCIIO OPOXKIKEBBIX U
TUIECHEBEIX I'PHOOB

¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OrcytctByeT B 1 T Orcyrcteue B 11
Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: ITpoayKT cooTBeTCTBYET TpeHosauusmM HJJ 3aknwodenne: OJTOGPEHO
Prepared by / ITonrotosneHo: Checked by / IIpoeepeHo: Approved by: Manager/Executive /
D. Latha - Quality control- Team Member N.V. Krishna - Quality control- Team Ono6peno: Menemxkep / Pykosoaureins
Member Ajay Kumar - Quality Assurance- Team
% Member n
e
Print Date /ara: 16-01-2025 Print Date /Jlata:16-01-2025 Print Date /J]ata: 16-01-2025




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Teacapran® (Teamucapran) TaGnerkn 80 Mr

Market / PelHoK

: Russia / Poccust

Batch Quantity /

ol : B2404182 : 406.000 KG / 406,000 KI'
Cepns Ne Pazmep cepuu

Analytical Repourt No./ . 2002FP25000027 Date of Analysis / . 16-01-2025
AnanuTHYecKHii oTueT No JaTa anaausa

Date of Manufacture / . 91-12-2024 Date of Expiry / . 30-11-2027

JlaTa npon3BoOACTBA Topen no

Mfg. License No./

IIpou3BOACTBEHHAR : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
JTHIeH3us Ne

Analysis performed according ND No / Anaans nposegen no HJI Ne: JIII-Ne(005432)-(PT-RU)-130524

Page 4 of 5/Ctp. 4u3 5

No

Test / Iloxa3zaTrennb
Ne

Result / Pe3yabTaThbl

Specification / Hopma

10 | Packaging / YnakoBKa

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

ITo 10 Tabmerok B Onuctepe U3
(IIBX/AITIA) ¢onern / amoMuHHEBOH
donern. Ilo 3 OGmucrepa BMecTe ¢
HHCTPYKIMENH M0 NPUMEHEHHIO B TadyKy
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 Tabnerok E 6muctepe uz (IIBX/AV/IIA) donsru
/ amoMuHKeBOM donbru. I1o 2 unu 4 6nuctepa BMecTe
C MHHCTPYKLKEH 110 IPUMEHEHHU!IO B IAYKY KAPTOHHYIO.
ITo 10 TabneTok B 6auctepe uz (IIBX/AVIIA) doneru
/ amomunuesoit ¢onsru. Ilo 3 GmucTepa BMecTe ¢
HMHCTPYKUMEN [0 IPUMEHEHHIO B Ha4YKy KaPTOHHYIO.

* 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.
* TIpoBOJMTCS MPOM3BOMTESIEM TP BHIYCKe NEPUONUYECKH (C HHTEPBAJIOM B OIHO MCTIEITaHue Ha 20 cepuii WM He MeHEe

1 paza B ron.)

TTokazaTens MOXET GBITh He BIJIIOYEH B CepTU(UKAT aHaTH3a QUPMEL

Remarks : The Product conforms to ND /
Tpumeuanue: [Ipoaykr coorBercTByeT TpeboBanusaM HJT

Conclusion : APPROVED /
3axmaouenue: OJJOBPEHO

Prepared by / IloarorosieHo:

D. Latha - Quality control- Team Member

vy~

Checked by / IIpoeepeHo:

Member

&

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member n

Print Date /Hara: 16-01-2025

Print Date /Hara:16-01-2025

Print Date /ara: 16-01-2025




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Iponykr: Tencapran® (Teamucapran) TaGierkn 80 Mr

Market / Prinok : Russia / Poccus

peatch, o, ¥ : B2404182 Batch Quantity / : 406.000 KG / 406,000 KT
Cepnst Ne Pa3zmep cepun

Analytical Repo“rt No./ . 2002FP25000027 Date of Analysis / . 16-01-2025
AnanuTHYecKkHii oTder No Jarta ananuza

Date of Manufacture / . 21-12-2024 Date of Expiry / . 30-11-2027

Jara npousBojacTBa T'ogen g0

Mfg. License No. /

IIpou3BoaCTBeHHAST : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JIHIeH3Hs No

Analysis performed according ND No / Anann3 npoeeaer mo HJI Ne: JITI-Ne(005432)-(PT-RU)-130524

Page Sof S/Crp.Smu3 S

API name (INN) / Haumenosanne A®C (MHH):

Telmisartan / TenmucapTaH

API manufacturer batch number /
Howmep cepuu npoussogutens ADC:

ABRH009407, ABRH009395

FP Manufacturer API Batch number /
Howmep cepunu cyGcTanuun nponssoauTteds I'JIdD:

FBRA00626, FBRA00628

API Manufactured by & country /
Iponssomurennr ADC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
H-p Penau’c JTaGopatopuc Jita., Munus

Name, address, authorization No for FP manufacturing site /
Control site / Release site /
HanmeHoBaHHe, agpec, inneH3us 1ist Ipon3BoacTBeHHAS

mrowagka / Tliomagka KoHTpoas kadectsa / Ilmomaaka BeImycka

Formulations Tech Ops - I, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IpouseoacTeeHHoe monpaszaenenue-1I, Yuacrku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bunamx, Bauynannn Manpan, Menuan
Mankamxrupy luctpukt — 500 090, mrat
Tenanrana, Mamus (JInuensus Ne
63/RR/AP/96/F/R)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00573-2022 dt. 19 August 2022) and requirements
to the medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country. Production,
packaging and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3aknro4eHue o COOTBeTCTBHHU: «HacToAIUM s MOATBEPKAAIO0, YTO MPUBEHCHHAS BHIIE HHPOPMALHA SBJSETCA NOCTOBEPHOM
¥ TOYHO#. DTa cepHus MPOAYKLKH Npou3BeeHa (BKIIOYas yIakoBKY (MApKHPOBKY) H KOHTPOJB Ka4eCTBa) Ha BHIIEYKAa3aHHOM
NpPOM3BOACTBEHHON IUomanKke (IUIOMAAKax) B IOJHOM COOTBETCTBUH ¢ TpeGoBaHmaMH Ilpasun Haujexauiei
NIpOU3BOACTBEHHON NpaKTHKH EBpasuiickoro skoHoMudeckoro cowosa (Ne GMP/EAEU/RU/00573-2022 ot 19 aprycra 2022)
M TpeOOBaHMSMU KOHTPOJNS KauyecTBA JIEKAPCTBEHHBIX CPEACTB, @ TakXe B COOTBEICTBHH CO CHEIHBHKAIUAMU,
COMIEPKAIMMUCS B pErHCTPallMOHHOM JIOChE CTPaHBI-MMIIOpTepa. 3arucy 1o NPOH3BOICTBY, YIIAKOBKE H aHAJIM3Y MPOBEPEHEL,
M YCTaHOBJIEHO HX COOTBETCTBHe TpeGoBaHuaM IIpaBun Haiexaiieil NPOU3BOACTBEHHOH npakTHKH EBpasuiickoro
3KOHOMHYECKOTO COI03a».

Conclusion : APPROVED /

Remarks : The Product conforms to ND /

ITpumeuanne: TIpomykT cooTBercTBYET TpeboBanusam HJI

3axuouenne: OJIOBPEHO

Prepared by / IToarorosieHo:
D. Latha - Quality control- Team Member

&

Checked by / IIpoeepeHo:
N.V. Krishna - Quality control- Team

Member /g

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

\

Print Date /Mata: 16-01-2025

Print Date /Hara:16-01-2025

Print Date /Mara: 16-01-2025




