br. Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

[Product : Telsartan (Telmisartan) Tablets 80 mg
Mpoayxr: Tencapran® (Teamucapran) Taéneriu 80 mr

Market / Poinok : Russia / Poccus

Batch No. / : B2500817 Batch Quantity / : 406.000 KG / 406,000 KT
Cepus Ne Paszmep cepuu

Analytical Repourt No./ . 2002FP25000633 Date of Analysis / . 22.03-2025
AHanHTHYeCKHii oTyeT Ne JlaTa aHann3a

Date of Manufacture / . 26-02-2025 Date of Expiry / . 31-01-2028

JlaTa npousBoacTBa TI'ogen no

Mfg. License No. /

IIpou3BoacTBeHHAST : 63/RR/AP/96/F/R MA number: / Homep PY  : JIII-Ne(005432)-(PI'-RU)
JHueH3Hsa Ne

Analysis performed according ND No / Ananns nposegen mo HJ Ne: JITI-Ne(005432)-(PT-RU)-130524

Pagel of 5/Crp.1u35

No
No

Test / Iloxa3zaTenn

Result / PesyabTaThr

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. / TabnmeTka kancynoBHAHOMN
$hopMEI, IBOSKOBBINYKIIas, OEIOro LEBETa,
Ha OIHOH CTOPOHE pasJeNUTeNIbHAsS PHCKA U
THcHeHHEe «T» u «L» no pa3Hble CTOPOHBI
OT Hee, Ha IPYToii CTOpoHe TUCHEHHE «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 KaIcyTOBHIHOMU tdbopmsr,
IBOSKOBEINYyKJas, 61010 Ui noytH Oenoro LBeTa,
Ha ONHOH CTOpOHe pa3leNuTENbHas pHCKa U
TucHeHue «T» U «Ly» Mo pa3HbIe CTOPOHHI OT Hee, Ha
Apyroi cropoHe THUCHeHHe «80».

Identification /
NpenTuduxanus

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 ynep:KMBaHMs OCHOBHOTO IMHKA Ha
XpOMaTorpaMMe HCIBITYEMOrO pacTBoOpa
COOTBETCTBYET BpPEMEHH YIEPKUBAHUS
OCHOBHOTO MHKa Ha XpOMATOrpamMMe
pacrsopa CTaHIApTHOTO obpasua
TEeJIMHUCapTaHa.

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). /
Bpemss  ynmepxuBaHMA ~ OCHOBHOTO MHKa Ha
XpOMAaTOrpaMMe HCIBITYEMOr0 DPacTBOpa HOJDKHO
COOTBETCTBOBATH BPEMEHH YIECPIKMBaHHSA OCHOBHOTO
MUKa Ha XpOMaTorpaMMe pacTBOpa CTaHAAPTHOIO
obpasua TenMucaptaHa (pazzen «KomudecTBeHHOE
oTipeneNieHUue» ).

Assay / KonudecTBeHHOe
onpeneieHne

80.8 mg/ 80,8 mr
(101.0 % / 101,0%)

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 Cs3H3oN4O; (TenMucapran) (ot 95 mo 105 %
OT HOMHMHAJILHOTO COAEp)KaHus) B TabeTke.

PacnmagaemocThb

09 muu 21 cex

4 | Water/DBoaa 1.8%0 w/w/ 1,8% Not morc than 6.0% wW/W /
He 601ee 6,0 %
5 | Disintegration / 09 minutes 21 seconds/ Not more than 15 min /

He 6onee 15 muu

Remarks : The Product conforms to ND /
IIpumeuanne: IIponykT cooTBeTCTBYET TpeOGoBaursm HI|

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

Prepared by / Ilogroroeneno:

D. Latha - Quality control- Team Member

Checked by / ITpoBepeHo:

Member

&

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogurens
V. Prashanth - Quality Assurance- Team
Member

Print Date /{ata: 24-03-2025

Print Date /[{ara:24-03-2025

Print Date /JTara: 24-03-2025




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
TIpoaykr: Tencapran® (Teamucapran) Tab6aerxu 80 mr

Market / PeiHok + Russia / Poccus
g . B2500817 Batch Quantity / + 406.000 KG / 406,000 KT
Cepus No Pasmep cepuu

Analytical Report No. /
ARaJUTHYeCKHH oTyeT No

: 2002FP25000633

JlaTa aHaJHn3a

Date of Analysis /

: 22-03-2025

Date of Manufacture /

Date of Expiry /

JIMEeH3HsT Ne
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l;.? Test / Ilokasarens Result / PesyabTaThl Specification / Hopma
6 | Dissolution / 100%, 101%, 101%, 101%, 101%, 102% |Not less than 75 % (Q) of C33H30N4Oz (telmisartan)

in 30 min. /
He menee 75 % (Q) Cs3H3oN4O; (tenmucapran)
yepe3 30 MUH.

7 |Related Substances /
PoacreenHnie npumecH -

Less than LOQ (LOQ = 0.003%) / Hixke
Inpeaeia KOJINUYECTBCHHOIO ONpcacjiceHusd
(TIKO = 0,003%)

Not detected / e obHapyxena
Not detected / He 0GHapyxeHa

Less than Limit of Detection (LOD =
0.0019%) / Huwxe npepena oOHapyKeHHUS
(ITI0 = 0,0019%)

Less than Limit of Detection (LOD =
0.0025%) / Huxe npemena obOHapyKeHHS
(I10 = 0,0025%)

Less than LOQ (LOQ = 0.005%) / Huvke
rlpeaena KOJIHYECTBECHHOT O ONpeACICHUA
(TIKO = 0,005%)

Less than Limit of Detection (LOD =
0.017%) / Huxe npenena obHapyxenus (11O
=0,017%)

Not detected / He o6HapyxeHa

Impurity A — not more than 0.2 % /
npuMeck A — He 6osee 0,2 %

Impurity B — not more than 0.2 %/
upnmees B — se Gunce 0,2 %

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

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

Dimer acid impurity — not more than 0.2 %/
MPUMECH TUMEPHOH KUCIOTH — He Gonee 0,2 %

Chloro analogue impurity— not more than 0.2 %/
NpUMeck XJIopo aHaora — He 6onee 0,2 %

Any unspecified impurity — not more than 0.2 %/
CIHUHUYHAS HEUNCHTU(ULMPOBAaHHAs IPDUMECh — HE
6onee 0,2 %

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

Remarks : The Product conforms to ND /
IIpumeuanue: IIpoayKT cOOTBETCTBYET TpeGoBaHuaM HJT

Conclusion : APPROVED /
3axmwuenue: OJJOGPEHO

Prepared by / IloarororneHo:

D. Latha - Quality control- Team Member

L

Checked by / Ilpoeepeno:

Member

&

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peno: Mesemxkep / PykoBogurens
V. Prashanth - Quality Assurance- Team

Member UWqO

Print Date /[aTa: 24-03-2025

Print Date /HaTa:24-03-2025

Print Date /[lara: 24-03-2025
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No

Ne Test / IlokazaTens Result / PesyabTaThl | Specification / Hopma
8 | Uniformity of dosage units | 3.2/3,2 Acceptance value (AV) should be not more than 15.0
/ /
OanopoaHocTs Iloxazatens npueMnemocty (AV) no/DKeH ObITh HE
JAO3HPOBAHHBIX €XNHHIL Gonee 15,0.

9 | Microbiological purity* / MuxpoGnosorudeckas yncrora*

a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g /
Count / O6mee yrcno He 6onee 10° KOE/r
a3pOOHBIX MHKPO-

OpraHu3MoB

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

YHCJIO APOHKIKCBEIX U
INECHEBBIX FpHﬁOB

c) Escherichia Coli Not Applicable Absent in 1 gram /
OrcyrctBue B 1 1

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IMpumeuanne: IponykT cooTBercTByeT TpeGoBanmsaM HJI 3akiawuenne: OJOBPEHO

Prepared by / Ilogrotosneno: Checked by / ITpoeepeHo: Approved by: Manager/Executive /

D. Latha - Quality control- Team Member N.V. Krishna - Quality control- Team Onob6peHo: MeHemxkep / PykoBoauTeNns

Member V. Prashanth - Quality Assurance- Team
% Member
i)
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Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykr: Tencapran® (Teamucapran) Tabnerku 80 Mr

Market / Peinok

: Russia / Poccus

Batch Quantity /

BARfEiNG : B2500817 : 406.000 KG / 406,000 K"
Cepnsa Ne Pa3zmep cepuu
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Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-No(005432)-(PT-RU)-130524
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1;.:) Test / IlokazaTens _ Result / PesynbTaTh! Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / aluminum |7 tablets in a (PVC/Al/PA) foil / aluminum foil blister.

foil blister. 3 blisters and a patient
information leaflet in a carton. /

Ilo 10 Tabnerox B Onucrepe U3
(IIBX/AVITA) donern / amoMUHHEBOM
doneru. Ilo 3 OGnucrepa BmecTe cC
HHCTPYKIMEl IO TPUMEHEHHIO B MadKy
KapTOHHYIO.

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. /

ITo 7 Ta6nerox B 6muctepe w3 (IIBX/AVIIA) donsru
/ amomuHueBoii domneru. ITo 2 umn 4 6auctepa BMecTe
C MHCTpPYKIMeit 10 MPUMEHEHHIO B IIaYKy KapTOHHYIO.
ITo 10 Tabnerok B 6muctepe us (IIBX/AVITA) doneru
/ amomunueBoil ¢oneru. Ilo 3 Gaucrepa BMecTe ¢
HHCTPYKLMEH 110 TPUMEHEHHIO B TAYKy 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.
* TIpoBOAMTCS IPOM3BOAMTENEM NIPH BBIMYCKE MEPUOTUYECKH (C MHTEPBAJIOM B OJIHO UcTibiTaHue Ha 20 cepuii WM He MeHee

1 paza B roz.)

IToxa3zarens MoxeT ObITh He BKIIIOYEH B CEpTHPUKAT aHaIH3a GUPMEL

Remarks : The Product conforms to ND /
ITpameuanne: Ipoaykr coorsercreyer TpeGopannsam HII

Conclusion : APPROVED /
3akmouenue;: OJJOBPEHO

Prepared by / IloarotoBneHo:

D. Latha - Quality control- Team Member

Ay

Checked by / IIporepeHo:

Member

4

N.V. Krishna - Quality control- Team

Approved by: Manager/Executive /
Ono6peHo: Menemkep / Pykosoanrens
V. Prashanth - Quality Assurance- Team

Member j

Print Date /Mlata: 24-03-2025

Print Date /JaTa:24-03-2025

Print Date /Ilata: 24-03-2025
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CEPTUO®UKAT AHAJTMU3A

Product : Telsartan (Telmisartan) Tablets 80 mg
IMpoaykr: Teacaptau® (Tenmucapran) Taéaerxn 80 mr

Market / PeiHok : Russia / Poccus
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JIMIEeH3HS Ne
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API name (INN) / Haumenopaune A®C (MHH): Telmisartan / Tenmucapran

API manufacturer batch number /
Homep cepuu npouspoguresa ADC:

ABSH000410

FP Manufacturer API Batch number /
Homep cepuu cy6cranuun nponspoautens I'JID:

FBSA0Q0059

Dr. Reddy’s Laboratories Ltd., India /
I-p Pennu’c JIabopatopuc Jita., Unaus

API Manufactured by & country /
IIpoussoaurens A®C, cTpana:

Formulations Tech Ops - 11, Survey No. 42p, 43,
44p, 45p, 46p, 53, 54&83, Bachupally Village,
Rachupally Mandal, Medchal Malkajgiri Distrief -
500090, Telangana State, India (license No
63/RR/AP/96/F/R) /
IIpouseoxcrBeHHOE noxpasaeneHue-1I, Yuactku
Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynannu
Bunnamk, bauynamnu Mannan, Meguan
Manxkamxrupu Juctpuxr — 500 090, mrar
Tenaurana, Unmus (JInuensus Ne
63/RR/AP/96/F/R)

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

HaumeHnraune, anpee, nunenzua qna TTpnuiroacTReAHAT
miomaaka / lnomagka xoHTpoJisi kadecTa / Ilnomaaka BuImycka

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».

3akmrodeHue o cooTBeTcTEHHK: «HacTosmum st MOATBep)KAAl0, YTO MpUBECHHAs BEIIe MHGOPMAIUS ABJIAETCS JOCTOBEPHOM
M TO4YHOH. DTa cepus NPOAYKLUH Ipou3Be/ieHa (BKIIIOYas YIIakOBKY (MapKHPOBKY) M KOHTPOJIb KaueCTBa) Ha BhILIEyKa3aHHOH
MPOU3BOACTBEHHOM Mmiomaake (uomagkax) B TMOJHOM COOTBETCTBUM ¢ TpeboBaHuamu IIpaBun HaanexauieH
NpOU3BOACTBEHHOM NpakTukyu EBpasuiickoro skoHoMHuueckoro cowsa (No GMP/EAEU/RU/00573-2022 ot 19 aerycra 2022)
H TpeGOBAHHAMH KOHTpPOJA KAayecTBa JIEKAPCTBEHHBIX CPENCTB, a4 TAKKe B COOTBETCTBHM CO CHEUHMPHKAIMAMH,
coIep KalUMHUCA B PETHCTPALIMOHHOM NOChE CTPAHBI-UMIOPTepa. 3alHucH 110 IPOU3BOACTRY, YIIAKOBKE M aHAJIU3Y NMPOBEPEHEL,
W YCTaHOBJIEHO WX COOTBETCTBHe TpeGoBaHusaM Ilparun Hamexamieii NMpoW3BOACTBEHHOH mNpakTHKH EBpasuiickoro
3KOHOMHHYECKOTO COI03a.

Remarks : The Product conforms to ND /

IIpumeuanmne: IIpongykt cooTBeTcTBYeT TpeGopanusam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

&

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

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykorogurens
V. Prashanth - Quality Assurance- Team

Member Uw,ﬂ

Print Date /JTata: 24-03-2025

Print Date //Jara:24-03-2025

Print Date /Tata: 24-03-2025




