Di.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykr: Tencapran® (Tenamucapran) Tadnerkn 80 mr

Market / Poisok : Russia / Poccus

Batah ../ : B2502766 Bateh Quantity . 406.000 KG / 406,000 KT
Cepus Ne Pasmep cepuu

Analytical Report No. / . 2002FP25002199 Date of Analysis / . 13-09-2025
AHanuTHyecKuif oTdeT Ne Jata ananuza

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

Jara npousBoacTBa Tonen no

Mfg. License No. /
ITpousBoxcTBeHHAs!
JHueH3usi Ne

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

MA number: / Homep PY

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

Analysis performed according ND No / Ananu3s nposenen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524

Page 1 of 5/Crp.1n35

No
Ne

Test / IToxa3aTeb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance/ 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 KancyJIOBUIHOM
(opMBI, BOSKOBHIMyKIas, OGENOro IBeTa,
Ha OJTHOM CTOPOHE pa3euTe)bHAS PUCKa U
mcHeHne «Tn n «Ly 1o pasHele CTOPOHBL
OT Hee, Ha Jpyroii cTopoHe THCHeHHe «80».

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 KamncynOBHIHOM
¢opMEI, IBOSKOBHIYKIass, 6€I0ro UM MOYTH
6eoro LBeTa, Ha OZHOM CTOPOHE pa3HeuTeNnbHas
pucka W THCHERWE «T» W «1.» TI0 pa3Heie CTOPOHEI
0T Hee, Ha Ipyroi CTOpoHe THCHeHHE «80».

2 |-Identification /
HnenTuduxanus

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. /
Bpems ynepKuUBaHHS OCHOBHOIO IHKa Ha
XpOMaTorpaMMe HCIBITYEMOIO pacTBOpa
COOTBETCTBYET BDEMEHH YIOEPKMBAHUA
OCHOBHOTO MHKa Ha XpoMaTorpamme
pacTeOpa CTaHJapTHOTO obpasua
TeJIMUCApTaHa.

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 yIepXuBaHHMS OCHOBHOTO IIMKa Ha
XpOMaTorpaMMe MCHBITYEMOro pacTBOpa AODKHO
COOTBETCTBOBATh BpPEMEHHU YAepKUBAHMUA
OCHOBHOI'O IHKa Ha XpPOMaTorpaMMe pacTBOpa
cTaHmapTHOoro o6bpasna TenmHucapTaHa (pasgeln
«KonmyecTBeHHOE OTIPEIETEHUEY ).

omnpeneleHne

3 | Assay / KonudecTBeHHOE

80.1 mg /80,1 mr
(100.1% / 100,1%)

76.0 mg to 84.0 mg of Cs3H3oN4O, (telmisartan)
(95 to 105 % of label claim) per tablet. / Ot
76,0 mr no 84,0 mMr Cs3H3oN4O; (Tenmucaptan) (ot
95 no 105 % OT HOMHHAJIBHOTO COJAEPXKaHUs) B
TabneTKe.

4 | Water / Boaa

1.7%/ 1,7%

Not more than 6.0% w/w /

He 6onee 6,0 %

5 | Disintegration /
PacnagaemocTthb

10 minutes 15 seconds/
10 muH 15 cek

Not more than 15 min /
He Gonee 15 mua

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykT coorBeTcTBYeT TpeGoBamusM HJI

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

Prepared by /
IloaroroBneno:

D. Latha - Quality
control- Team Member

e

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

A

Checked by (AQA) / IIpoBepeno
(AOK):

V. Prashanth - Quality
Assurance- Team Member

i)

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
kayecTBa/OTBETCTBEHHOE JIULIO:

S. Haneef- Qualiz Assurance-

Team Member 5

Date /Jlata: 17-09-2025

Date /[lata: 17-09-2025

{
Date /Jlata: 17-09-2025

Date /[lara: 17-09-2025
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D|:-_ Reddy’s QO.. CEPTA®UKAT AHAJIV3A

Product : Telsartan (Telmisartan) Tablets 80 mg
IIpoaykr: Tencapran® (Teamucapran) Taénerin 80 mr

Market / PoiHOK : Russia / Poccus

Hatol ot . B2502766 Butch:uantily.f : 406.000 KG / 406,000 KT
Cepus No Paszmep cepun

Analytical Repo:‘t No. / . 2002FP25002199 Date of Analysis / . 13-09-2025
AHanuTHYecKHii oTUeT No JlaTa aHann3a

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

Jarta npoussoacTea Toxen o

Mfg. License No. /

ITponsBoacTBeHHAad : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PI'-RU)
JuueH3ns Ne

Analysis performed according ND No / Ananu3 nposeaen mo HJI Ne: JITI-Ne(005432)-(PI'-RU)-130524
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1;.00 Test / Iloka3aTenn Result / PesyabTaThl Specification / Hopma
6 | Dissolution / 99%, 99%, 100%, 100%, 100%, 99% Not less than 75 % (Q) of C33sHz0N4O-
PacTBopeHue (telmisartan) in 30 min. /
He menee 75 % (Q) CisH3oN4O; (Tenmucapran)
gepes 30 MuH.
7 |Related Substances / Less than LOQ (LOQ = 0.003%) / Hmxe |Impurity A —not more than 0.2 % /
PoacreenHble npuMecH mpenena KOIMYECTBEHHOro omnpexneneHus [mpumMechk A — ve 6onee 0,2 %
(IIKO = 0,003%) . o
Not detected / He 06HapyKeHa Impurity B —not more than 0.2 % /
npumech B — He 6onee 0,2 %
Not detected / He oGHapyxeHa Impurity D — not more than 0.2 % /
npuMeck D — He 6onee 0,2 %
Not detected / He 0GHapy>keHa Impurity TMS1 — not more than 0.2 %/
mpuMmeck TMS1 — He 6omnee 0,2 %
Less than LOQ (LOQ = 0.008%) / Hixe Dimer acid impurity — not more than 0.2 % /
Lpe/elid KOMTACCTREHHOTO: OIPEACTCHHA NIPAMECh AUMEPHO# KUCIOThI — He Honee 0,2 %
(IIKO = 0,008%)
Less than LOQ (LOQ = 0.005%) / Hrxe Chloro analogue impurity— not more than 0.2 %/
Tpezena KOJNIeCTBEHHOTO OTpeNeNienis  |TPMMeECh XJ0po ananora — He 6onee 0,2 %
= (1]
(L= 0,00500) Any unspecified impurity — not more than 0.2 % /
Not detected / He oGHapyxeHa €MUHIHAA HOHCHTH HIMPOBAHHA IPUMECH —
He 6onee 0,2 %
Not detected / He 06HapyxeHa
Total impurities — not more than 1.5 % / cymma
npuMeceii — He 6oistee 1,5 %.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanue: IIpoxykT cooTBeTCTBYET TpeboBaHusaM HJ{ 3aknwuyenne: OJOBPEHO
Prepared by / Checked by / [IposepeHo: Checked by (AQA) / Ilpoeepeno ||Approved by: Quality
[MoxrorosieHo: N.V. Krishna - Quality (AOK): Assurance/Authorized person /
D. Latha - Quality control- Team Member V. Prashanth - Quality Ono6peno: ObecnieueHue
control- Team Member Assurance- Team Member kauyecTBa/OTBETCTBEHHOE JINIIO:
. S. Haneef- Qualify Assurance-
: u’)’y[) Team Member Z
Date /Hara: 17-09-2025 ||Date /[Tara: 17-09-2025 Date /Hata: 17-09-2025 Date /[lata: 17-09-2025
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Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykr: Tencaprau® (Tenmucapran) Taéaerku 80 Mr

Market / PoiHOK : Russia / Poccna
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Cepusi Ne Pasmep cepum
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JlaTa npou3BoacTBa T'onen no

Mfg. License No. /

IMpou3BoacTBEeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY : JIII-Ne(005432)-(PT-RU)
JIMUeH3Hs1 Ne
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1;.00 Test / IloxazaTenn Result / PesynbTaThl Specification / Hopma
8 | Uniformity of dosage units 1.7/1,7 Acceptance value (AV) should be not more than

/
Oanopoanocts
JO3HPOBAHHBLIX €JHHHI]

15.0/

{TToxazarens npuemiemMocTd (AV) HoJbkeH ObITh

He Ooxee 15,0.

9 | Microbiological purity* / Muxpo0noJioruyeckasi 4HcTOTa®
a) Total Aerobic Microbial Not Applicable Not more than 10* CFU/g /
Count / O6wee gucno He Goxnee 10° KOE/r
a3po6OHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast Not Applicable Not more than 10> CFU/g /
and mould count / O61ee He Gonee 10? KOE/r
YHCIIO APOMOKEBBIX U
IUIECHEBBIX TPUOOB
c) Escherichia Coli Not Applicable Absent in 1 gram /

OtcyrctBUe B 1 1

Remarks : The Product confirms to ND/
IMpumeuanne: IIpoxyxT cooTBeTCTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /
[Toaroroenexo:

D. Latha - Quality
control- Team Member

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

(AOK):

4 )

Checked by (AQA) / ITposepeHo

V. Prashanth - Quality
Assurance- Team Member

Approved by: Quality
Assurance/Authorized person /
Omobpeno: ObecnieueHue
KauecTBa/OTBETCTBCHHOE JIULO:
S. Haneef- Quality Assurance-
Team Member t%

Date /Hara: 17-09-2025

Date /ata: 17-09-2025

Date /[ara: 17-09-2025

Date /[arta: 17-09-2025




3 . ...- CERTIFICATE OF ANALYSIS
D r. Red dy S ) CEPTUO®UKAT AHAJIN3A

Product : Telsartan (Telmisartan)iTablets 80 mg
Iponykr: Teacapran® (Teamucapran) Tabaerku 80 Mr

Market / PoiHok : Russia / Poccus

IEc : B2502766 o usdify:) . 406.000 KG / 406,000 KT
Cepus Ne Paszmep cepuu

Analytical Repo:'t No. / . 2002FP25002199 Date of Analysis / . 13-09-2025
AHanuTHYECKHH oTUeT Ne JlaTa anHajau3a

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npon3BoacTsa I'ogen no

Mifg. License No. /

IMpousroacTBeHHast : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
JuneHusi Ne

Analysis performed according ND No / Ananns npoeegen mo HJI No: JITI-Ne(005432)-(PT-RU)-130524
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g.:) Test / TlokazaTenn Result / Pe3ysibTaThl Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AL/PA) foil / aluminum |7 tablets in a (PVC/AV/PA) foil / aluminum foil
foil blister. 3 blisters and a patient |blister. 2 or 4 blisters and a patient information
information leaflet in a carton. / leaflet in a carton. .
Ilo 10 Tabmerox B OGuucrepe u3 |10 tablets in a (PVC/AI/PA) foil / aluminum foil
(IIBX/AVITA) d¢onsru / amomunmeBoii |blister. 3 blisters and a patient information leaflet
¢oneru. Ilo 3 Gnucrepa BMecTe ¢ |ina carton./
HHCTpyKUHeH 10 mnpuMmeHeHmo B matuky [[Io 7 tabmerok B 6muctepe m3 (IIBX/ALTIA)
KapTOHHYIO. doneru / amomuHueroit ¢onbru. Ilo 2 wmm 4
6micTepa BMecTe ¢ HHCTPYKLMEH 110 IPUMEHEHHUIO
B MAYKy KapTOHHYIO.
ITo 10 Ttabnerox B Gmuctepe w3 (TIBX/AITIA)
donery / amoMunueBoit donsru. Ilo 3 6aucrepa
BMeCTe ¢ MHCTpYKIMelH 0 PIMEHEHUIO B ITAYKy
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.
* [IpOBOAUTCS IPOU3BOAUTEIIEM IPH BLITYCKE IIEPHOAMIECKH (C MHTEPBATIOM B OJHO MCTBITaHUE Ha 20 cepuii MM HE MEHEe
1 pa3a B rox.)
IMoxa3zarenb MOXeET OBITh HE BIUTIOYCH B CepTHRUKAT aHANU3a GUPMBIL.
RemarKks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: IIpogykr cooTBeTcTBYET TpeboBanusmM HJI 3akaoyenne: OJOBPEHO
Prepared by / Checked by / [IpoepeHo: Checked by (AQA) / TIposepeHo ||Approved by: Quality
IToaroTosneHo: N.V. Krishna - Quality (AOK): Assurance/Authorized person /
D. Latha - Quality control- Team Member V. Prashanth - Quality Onobpeno: Ob6ecnieueHne
control- Team Member Assurance- Team Member KauecTBa/OTBETCTBEHHOE JIUIIO:

S. Haneef- Quality Assurance-
! ”)M Team Member kq

T =
Date /Idata: 17-09-2025 ||Date /Hata: 17-09-2025 Date /[dara: 17-09-2025 Date /Jlata: 17-09-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
IIpoaykr: Tencapran® (Teamucapran) Tabaerku 80 mr

Market / PeiHoK : Russia / Poccus

Bateh Nos ¢ . B2502766 Bateh Quuntivy / : 406.000 KG / 406,000 KT
Cepns Ne Pasmep cepun

Analytical Repovrt No./ . 2002FP25002199 Date of Analysis / . 13-09-2025
AnanuTH4ecknii oryeT No Jata anannsza

Date of Manufacture / . 20-08-2025 Date of Expiry / . 31-07-2028

JlaTa npou3BoacTBa T'oaen oo

Mfg. License No. /

IIpouzBoacTBeHHAS : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PT-RU)
Juuensus Ne

Analysis performed according ND No / Ananus nposenes mo HJI Ne: JITI-Ne(005432)-(PI"-RU)-130524

Homep cepuu cy6eTannuu npoussogurensa I'JI®:

Page S of S/Crp.5m3 5
API name (INN) / HaumenoBanue A®DC (MHH): Telmisartan / Tenmucapran
API manufacturer batch number / ABSH002999
Homep cepuu npoussogurteas ADC:
FP Manufacturer API Batch number / FBSA00227

API Manufactured by & country /
IIpousBoauntenn ADC, cTpana:

Dr. Reddy’s Laboratories Ltd., India /
HO-p Penmu’c Jlabopatopuc JIta., Unausa

Name, address, authorization No for FP manufacturing site /
Control site / Release site /

Formulations Tech Ops - II, Survey No. 42p, 43,
44p, 45p, 46p, 53, S>4&83, Bachupally Village,

Bachupally Mandal, Medchal Malkajgiri District -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IIpouseoacTeeHHoe noapasaenenue-II, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bunnamx, bauynannu Mangan, Meguan
Mankamxrupu Juctpukr — 500 090, mrat
Tenaurana, Manus (JIunensus Ne
63/RR/AP/96/F/R)

HaﬂMeHOBaHl/le, anpec, JUUCHIUA JJIA HPOHSBOHCTBCHHZH
nnowmaaka / Ilnomaaka KOHTPOJIA KadecTBa / Tlnomagka BLINYCKa

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».

3akJioYeHUe 0 COOTBEeTCTBUHU: «HacTosIMM s NOATBEPIKAAID, UTO NMPUBEACHHAS BHIE HHPOpMAanys SBIIETCA JOCTOBEPHOI
¥ TOUHOMN. JTa cepus NPOXYKIUH TIPOU3BeieHa (BKIIF0Yask YIaKoBKY (MapKUPOBKY) W KOHTPOJIb Ka4eCTRBa) Ha BRIIICYKa3aHHOM
MPOM3BOJCTBEHHO! IUIomanke (IUIOINAAkaX) B TMOJNHOM COOTBETCTBHHM ¢ TpeboBaHusaMH IlpaBun Hagjexatei
MPOU3BOCTBEHHOM MpakTHKK EBpasuiickoro skoHoMudeckoro corwsa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycta 2022)
u TpeOOBaHMAMH KOHTPOJA KauecTBa JIEKADCTBEHHBIX CPEICTB, d TAKKe B COOTBETCTBUM CO CICHU(UKAIWLIMH,
COAEPKAMUMHUCS B PETMCTPALIMOHHOM JOChE CTPaHBI-UMIIOPTEPa. 3aIKCH IO TIPOM3BOJICTBY, YITAaKOBKE U aHATIM3Y IIPOBEPEHEI,
U YCTaHOBIIEHO WX COOTBEeTCTBHE TpeOoBaHuAM IIpaBun Hamlexamed NPOM3BOACTBEHHOM IpakTHMKU EBpasmuiickoro
SKOHOMUYECKOTO CO03aY.

Remarks : The Product confirms to ND/
IMpumevanue: IIpoaykT cooTBETCTBYET TpebopaHmIM H/J

Conclusion : APPROVED /
3aknwuenne: OJJOGPEHO

Prepared by /
TToarotoBneHo:
D. Latha - Quality

control- Team Megber

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

b4

Checked by (AQA) / [Tposepeno
(AOK):

V. Prashanth - Quality
Assurance- Team Member

O

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieucHue
kauyecTBa/OTBETCTBEHHOE JIHLIO:
S. Haneef- Quality Assurance-
Team Member g

e ©
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Date /[ara: 17-09-2025

t
Date /MTara: 17-09-2025
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