Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaywkr: Dnam®™ (DHananpui), TaGNETKH 5 Mr

Market / Poinox

: Russia / Poccus

Batch No. / R . Batch Quantity / . 2400000 tabs /
Cepus Ne § B2601899 Pazmep cepun " 2400000 rabaerox
Analytical Report No. / .
Amagntnuecknii orser  : 2002FP26001530 Date of Analysis / : 30-06-2026
Jarta ananusa
Date of Manufacture / . 06-06-2026 Date of Expiry / . 31-05-2029
Jara npousBoacrsa Tonen a0
Mfg. License No./
Ipou3BoAcTBeHHAs : 63/RR/AP/96/F/R lryA number: /Homep . 5o N 006292)-(PT-RU)
auuensns Ne

Analysis performed according to ND No / Anaau3 nposeaen mo HJI Ne: JITI-Ne(006292)-(PT-RU)-261125
Artworks of primary package approved: / MakeTbl nepBu4HO#l yNnakoBKH yTeep:kiensni: 19.07.2024
Artworks of secondary package approved: / MakeTnl BTOPHYHOI yNaKoBKH YTBepxaeHbl: 26.11.2025
PL approved: / JIB yrepaxaen: 26.11.2025

Page10of 8/ Crp. 1 n3 8

Ne | Test/ ITokasaren

Result / Pe3yabTathl

Specification / Hopma

1 Description / Onncanue

White round, flat, beveled edged
tablets with "EMT" debossed on one
side and number "5" and a break line
on the other side.

Cross Cut Description: White core. /
Besble, kpyribie, iockue TabneTku

CO  CKOIUEHHLIMM  KpasiMH, C
tHcHeHnem "EMT" wa  oaHOR
cropove u  uuppoit "5" u

pasgenuTenbHON pUCKO Ha Apyroi
CTOPOHE.

Ha nonepeuHom paspese aapo desoro
LBETA.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on
one side and number "2.5" or "5", or "10",
or "20" and a break line on the other side.
Cross Cut Description: White to off white
core./ benble wu nouTu Gefible, KPyTIbIE,
miaockue TabJeTKH €O CKOLIEHHBIMU
kpasimu, ¢ TUcCHeHHeM "EMT" wa oaHoH
cropore u uudpor "2.5" wim "S", uau
"10", unu "20" u pazgenvTenbHON PUCKOH
Ha apyroit cropoHe. Ha momepeuHom
paspese aapo 6enoro uiu no4td Genoro
uBeTa.

Remarks : The Product confirms to ND/

Ilpumeuanue: [Tpoaykr coorBeTcTBYeET TpebopaHuam HJ

Conclusion : APPROVED /
Jararouenne: OJJOBPEHO

Prepared by /

[MoarorosneHo:
A. Susmitha - Quality
control-Team Member

g

Checked by / TIposepeHo:
D. Latha- Quality control-
Team Member

L

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

Amol Ashokrao Rakshale -
Quality Assurance- Team

Member }/I/

Approved by: Quality
Assurance/Authorized person /
OnobpeHo: ObecneueHune
kauecTBa/OTBETCTBEHHOE
JMUO:

S. Haneef- Quality Assurance-
Team Member l})

Date /ara: 13-10-2026

G

Date /[1ara: 13-10-2026

Date /[fara: 13-10-2026

Date //lata: [3:{0 (l(YQéJ




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoayxr: Duam® (Duananpun), TabNETKK 5 MT

Market / PbiHoK

: Russia / Poccus

Batch No. / . B2601899 Batch Quantity / . 2400000 tabs /
Cepus No ) Pazmep cepun * 2400000 Tabnetox
Analytical Report No. / .
Ananautnuecknii oruer  : 2002FP26001530 Date of Analysis / : 30-06-2026

Jara ananu3a
Date of Manufacture / . 06-06-2026 Date of Expiry / . 31-05-2029

JlaTa npousBoacTBa

['onen no

Mfg. License No. /
TpousBoacTBeHHast
auuensus Ne

1 63/RR/AP/96/F/R

PY

MA number: / Homep

+ JIT-N2(006292)-(PT-RU)

Analysis performed according to ND No / Auaau3s nposegen mo HJI Ne: JITT-Ne(006292)-(PT'-RU)-261125
Artworks of primary package approved: / Makers! nepBH4HO# ynakoBkH yreepxaenbi: 19.07.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIi yIAKOBKH yTBep:kaenbl: 26.11.2025

PL approved: / JIB yreep:xaes: 26.11.2025

Page2 of 8/ Crp. 2 u3 8

2 Identification / Uaeutudukauusa

2a | HPLC/B3XX

The retention time of the major peak in
the chromatogram of sample solution
corresponds with the retention time of
Enalapril peak in the chromatogram of

The retention time of the major peak in the
chromatogram of sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of

standard solution. / Bpems |standard solution (section "Assay"). /
yOep>XMBaHWS OCHOBHOIO nNHMKa Ha | Bpemsa ynepxuBaHHsS OCHOBHOTO IHKA Ha
XpoMarorpamme UCTILITYEMOTO | XpOMATOrpaMMe UCTILITYEMOTO pacTeopa
pacTBOpa COOTBETCTBYET BPEMEHU | JOJKHO  COOTBETCTBOBATH  BPEMEHH
YAEPKMBAHMA TWKA 3Halanpuia Ha | yISpXHBaHHMA TMHKa JHAnanpmia Ha
Xpomarorpamme CTaHapTHOTO | XpOMAaTOrpamMMe CTaHIAPTHOIO PacTBOpa
pacrBopa. (pazaen «KonuuectBennoe
onpeaeeHUe»).
2b | TLC/TCX The principal spot in  the | The principal spot in the chromatogram of

chromatogram of the test preparation
corresponds to that in  the
chromatogram of the standard
preparation. / OcHOBHOE MATHO Ha
XpoMmarorpamMme UCTIBITYEMOTO
pacTBOpa COOTBETCTBYET OCHOBHOMY
NATHY Ha XpomaTorpamme
CTaHOAPTHOrO PacTBOpa.

the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TNATHO Ha
XpOMATOrpaMme HCILITYEMOro pacTBopa
JIOJDKHO ~ COOTBETCTBOBATH OCHOBHOMY
MSTHY Ha XpOMAaTorpaMme CTaHAapTHOro
pacTBopa.

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykr coorBeTcTBYET Tpeboranusam HJI

Conclusion : APPROVED /
Jakmwuenne: OJOBPEHO

Prepared by /
[ToarotorneHo:

A. Susmitha - Quality
control-Team Member

(&~

Checked by / TIposepeHo:
D. Latha- Quality control-
Team Member

Member W

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

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Ono6petio: ObecnedeHune
kauecTBa/OTBETCTBEHHOE
JTULO:

S. Haneef- Quality Assurance-
Team Member ﬁd

Date /[lara: 13-10-2026

Date /[Hara:

13-10-2026

\ Date /Jlata: 13-10-2026

Date /Tata: 1 (0 ~2026




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product; Fnam™" (Enalapril) tablets 5 mg
Mpoaykr: Duam® (Buananpun), Tabnetku 5 mr

Market / Prinox

: Russia / Poccus

Batch No. /

N
Date of Manufacture /

Mfg. License No. /

) : 06-06-2026
Hara NpPOH3BOACTBA o

W—Baghﬁuantity /I 2400000 tabs /

Cepusi No * B2601899 | Pasmep cepun : 2400000 Tabrerok
Analytical Report No. / .
AnanuTidecknii otaer  : 2002FP26001530 Date of Analysis / : 30-06-2026

Jara ananusa
S _l——__________

Date of Expiry / 1 31-05-2029

loaen no
___,_——-———-—______________

Ipoussogcreennas

MA number: / Homep

JinueH3usa Ne

! 63/RR/AP/96/F/R : J]H-M(006292)-(PF-RU)

- Page3 of 8/ Crp. 3 u3 8
0.7%/70,7% Not more than 6.0 % w/w / He Gosnee

3 —Wa_teWBOIJa
6,0 %.
4 Dissolution / PacTBopenue I Unit-1/ Ta6n.-1 101 % Not less than 80 % (Q of
3 ConngzOs'C4H4O4 (Enalapn’l maleate)
Unit-2/ Ta6n.-2 } 101% of the label claim in 30 min. / He MeHee
Unit-3 / Ta6n.-3 101 % 80 % (Q) o HOMUHANBbHOTO CoaepKaHus

Unit-4/ Tabn-4 | 101 %

Unit-5/ Ta6n.-5 100 %
Unit-6 / Tabn.-6

Impurities / Mpumecu

C20H28N205C4H404
majeat) yepes 30 mun.

(sHananpuna

_-___"_———— y
Enalaprilat / Ouananpunar Not detected / e 06HapyxeHa

Enalapril diketopiperazine  /
ODHananpuna AUKETONUNEpa3uH

Not detected / He obHapyxeHa

Total  impurities /
npumeceii

Cymma

Not detected / ne obHapyskeH

I

emarks : The Produer cof me o ————
‘ Remarks : The Product confirms to ND/
IMpumeuanwue: Mpoaykr coorpercrayer TpedoBanuam HJL

Conclusion : APPROVED /
3aknwyenne: OJJOBPEHO
)|

Not more than 1.5 % / He Bonee 1,5 %

Not more than 2.5 % / He Gonee 2,5 %

Not more than 3.0 % / He 6onee 3,0 %

Prepared by / Checked by / ITporepeno: Checked by (AQA) / Approved by: Quality
IMoarorosneno: D. Latha- Quality control- [Iposepeno (AOK): Assurance/Authorized person /
A. Susmitha - Quality Team Member Amol Ashokrao Rakshale - Ox06peno: O6ecreetne

‘ control-Team Member

s
“ Date /Jlata: 13-10-2026
e e

Date //lara: 13-10-2026

-

Quality Assurance- Team
Member

oy

Date //Tata: 13-10-2026

kauecTBa/OTBETCTBEHHOE
JIMLIO:

S. Haneef- Qualit Assurance-
Team Member 2.2,_

Date /Jlata: |3 10-2024



Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoayxr: Snam® (DHananpun), Tabetku S mr

Market / Peinox

: Russia / Poccus

Batch No. / . B2601899 Batch Quantity / 2400000 tabs /
Cepusn No ) Pasmep cepun " 2400000 Tabrerok
Analytical Report No./ .
AHanuTHuYeckuii otuer @ 2002FP26001530 Date of Analysis / 1 30-06-2026
Jata anajausza
Date of Manufacture / . 06-06-2026 Date of Expiry / . 31-05-2029
Jara npoussoacTea l'oaen no
Mfg. License No. /
IMpon3soacTBeHHast : 63/RR/AP/96/F/R IIYIYA number: / Homep + JITT-Ne(006292)-(PT-RU)
JHLeH3us Ne

Analysis performed according to ND No / Axvanu3s nposeaed no HJI Ne: JIIT-Ne(006292)-(PI'-RU)-261125
Artworks of primary package approved: / MakeTsl nepsu4HOi ynakosxku yrsep:kiaenni: 19.07.2024
Artworks of secondary package approved: / Makerbl BTOpHYHO#H yNaKOBKH YTBepKaAeHbI: 26.11.2025
PL approved: / JIB yrBepsxaen: 26.11.2025

Page4 of 8/ C1p. 43 8

6 Microbiological purity* / Mukpotunosiornueckas 4ncrora*

a) Total viable aerobic count / Not Applicable Not more than 103 CFU/g. /
Obuwee 4UCIIO a3pOOHbBIX He 6onee 10° KOE/T.
MHKPOOPraHU3MOB
b) Total yeasts and molds count Not Applicable Not more than 102 CFU/g. /
/ Obluee uucno [IPOHIKEBLIX H He Gonee 102 KOE/T.
IMICCHCBbLIX I‘pM6OB

. c) Escherichia Coli Not Applicable Shall be absent in 1 gram. /

Orcyrcteue B 1 T,

7 Uniformity of dosage units / 34/34 The Acceptance Value (AV) should be
OIHOpPOAHOCTH 103UPOBAHHBLIX less than or equal to 15.0. / [Tokazarens
eIMHHM LI npuemsnemoctd (AV) nomkeH ObITb He

Gosee 15,0.

8 Assay / KoanuecrBeHHOe 5.04 mg/ 5,04 mr From 45mg to 55mg of

onpejejieHue Ca0H28N2 05 CaHuO4 (Enalapril

(100.9 % / 100,9 %)

maleate) per tablet (90.0 % to 110.0 %
of the label claim). / Ot 4,5 mr 1o
5,5 mr CioHogN2O5-C4H4O4
(3Hananpuna manear) B tabnetke (OT
90,0 % g0 110,0 % ot HOMHHANLHOTO

COAEPXKAHUA).

9 Subdivision of tablets /
OnHopoaHocTs Mace Nnpu
JeJieHny TalJ1eTok

Complies / CoOTBETCTBYET

The tablets comply with the test, if not
more than 1 individual mass is outside the
limits of 85 % to 115 % of the average of

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipoaykt coorsercTBYET TpeboBaHusam HJL

Conclusion : APPROVED /
3akawuyenune: OJJOGPEHO

Prepared by /
[MToaroroeneHo:

A. Susmitha - Quality
control-Team Member

@~

Checked by / TIposepeHo:
D. Latha- Quality control-
Team Member

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

Member

gy |

Amol Ashokrao Rakshale -
Quality Assurance- Team

Approved by: Quality
Assurance/Authorized person /
Ono6peno: ObecneveHue
kauecTBa/OTBETCTBEHHOE
AUNo:

S. Haneef- Quality, Assurance-
Team Member %

‘ Date /JTata: 13-10-2026

Date /Jlata: 13-10-2026

Date /Jlata: 13-10-2026

Date /[lata: | "5:[ 0 -0 20




[ 1)
Dr.Reddy’s ‘..o.

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A
Product: Enam® (Enalapril) tablets 5 mg -
HMpoaykr: Duam®™ (Dnananpun), Tabnerku 5 mr

Market / Poinok

: Russia / Poccus

Batch No. / . B2601899 Batch Quantity / . 2400000 tabs /
Cepus No ) | Pasmep cepun " 2400000 TabneTtok
Analytical Report No. / .
AHanuTHueckuit oruer  : 2002FP26001530 Date of Analysis / ¢ 30-06-2026
JlaTa anajm3a
Date of Manufacture / . 06-06-2026 Date of Expiry/ . 31-05-2029
[aTta npouszsoacraa I'ogen no
Mfg. License No. /
Mpou3soacTBeHHas : 63/RR/AP/96/F/R ll\fyA number: /Homep . ;yry No(006292)-(PT-RU)
JuueH3us Ne

Analysis performed according to ND No / Auasns nposeaen no HJ/L Ne: JITT-Ne(006292)~(PI'-RU)-261125
Artworks of primary package approved: / MakeTsl nepBHYHON YNAKOBKH yTBepxkaeHbl: 19.07.2024
Artworks of secondary package approved: / MakeTbl BTOpUYHOl YIAKOBKH yTBepxaeHb: 26.11.2025
PL approved: / JIB yreepxxaen: 26.11.2025

i’age Sof8/Crp.5u38

mass. The tablets fail to comply with the
test, if more than 1 individual mass is
outside these limits, or if 1 individual
mass is outside the limits of 75% to
125 % of the average mass. / Tabnerkn
COOTBETCTBYIOT TpeOOBAHMAM, €ClU He
fosee 1 enmMHuuHAs macca OTKHOHAETCSH
3a npeaensl 85 % - 115 % ot cpeaneit
maccbl. Tab/leTKM He COOTBETCTBYIOT
TpedoBaHuaAM, ecnu Gonmee uem 1
MHAMBUAYaAJbHAA MAcca OTKJIOHAETCS OT
3TUX  NpeaenoB Wi, €ciu I
MHAMBHMAYaATbHAA Macca OTKJIOHAETCS 3a
npenensl 75% - 125% ot cpeaneit
MaccChl.

10 | Package/ Onucanue

YNaKOBKH

10 tablets in blister of three-layer foil
(OPA/AL/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.

2 blisters and patient information leaflet in a
carton pack. / [1o 10 Tabaetox B Ganctepe u3
Tpexcaoinoit  ¢onsru  (OMMA/ANTIBX) w
altOMUHUEBON (POABrY € TEPMOCBApHBAEMbIM

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil
with heat seal lacquer coating on the
sealing side.

2, 3, 5, 6, 10 blisters and patient
information leaflet in a carton pack. / ITo

JNIAKOBLIM ~ MOKPLITHEM HaA 3ane4aThiBaeMOoH - -
j— 10 tabnetok B GiucTepe U3 TpexcnohHoi
[To 2 6aucTepa ByecTe ¢ ncTkoM-BKnabiieM | POAbIH (ONA/AN/TIBX) u
B [124KY KAPTOHHYIO. ATFOMMHHUEBOH tdonbru c
TEPMOCBAPUBAEMbIM NAKOBBIM
MOKPBITUEM Ha 3aneyaTsiBaeMoi
CTOpOHE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: Ipoayxt coorBeTcTBYCET TpeOoBanuam HJI Jaxawuenne: OJOBPEHO
Prepared by / Checked by / Tlposepeno: Checked by (AQA)/ Approved by: Quality
[MoarorosneHo: D. Latha- Quality control- [Tpoeepeno (AOK): Assurance/ Authorized person /

A. Susmitha - Quality
control-Team Member

@_.

Team Member

Member

e,

Date /[Tara: 13-10-2026

Date /[lara:

Amol Ashokrao Rakshale -
Quality Assurance- Team

Onobpeno: ObecnieueHue
kadyecTBa/OTBETCTBEHHOE
JIULO:

S. Haneef- Qualit
Team Member ?

Assurance-

13:0-\!'026

Date /Jara: 13-10-2026

Date /Jlata: | A0-202h




Q.
Dr.Reddy’s Q%%

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
'Produ?tﬁnam" (Enalapril) tablets 5 mg o - e -
[ Hpoaysker: uam® (Dnanan Hi1), TabaeTkn 5 mr
Ipoay P —________________________

Market / Puinok : Russia / Poccus

Batch No. / : B2601899 Batch Quantity / . 2400000 tabs /
Cepus Ne ) __|Pasmep cepuu ~ 2400000 tabnerox
Analytical Report No. /

AasuTHyeckuii oruer  : 2002FP26001530 Date of Analysis / : 30-06-2026
Hara auanuza

Date of Manufacture / : 06-06-2026 Date of Expiry / © 31-05-2029 "
Haran pousBojcTaa loaen no

—— .-
Mfg. License No. /

NMponzsogcreennas : 63/RR/AP/96/F/R ‘g‘y“ number: /Homep JIN-Ne(006292)-(PT-RU)
JIHUEH3Hs Ne

Analysis performed according to ND No / Apanus nposeaen no HJI Ne: Jlﬂau\'t_:(ﬂ—[}G—Z‘JZ_y(ﬁ* -RU)-261125

Artworks of primary package approved: / Makernr NepBHYHOI ynakoskH yYreepxaenni: 19.07.2024
Artworks of secondary package approved: / Makern: BTOpHYHOIT ynakoBky yrBepkaenoi: 26.11.2025

PL approved: / JIB yrge waen: 26.11.2025

a 60f8/CTQ.6n38
Io 2, 3,5 6, 10 6aucTepoB BMecTe
JIMCTKOM-BKJIaAbIlIEM B nayky
KapTOHHY!O,

e

Ijbeling / MapKTpOBKa Complies / Coorsererayer See Module 1, section 1.3.2 of registration
dossier. / B cooretcTeuy ¢ pazzenom
1.3.2 mosyns 1 PEIHCTPAUHONHOIO foCke.

At temperature below 25 °C. / Ipu remneparype ne sbie 25 °C.

- =
Storage conditions / Ycaosns
XpaHeHus

Shelf-life (storage period) /
Cpok roauocrn (cpox
XpaHeHus)

3 years. / 3 ropa.

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The parameter may be absent
from the Company's certificate of analysis. / * - TIposoaurcs MPON3BOLMTENEM TPH BBITIYCKE NEPUOAHUECKY: s kaxnoi 20-

API name / naumenoBanue ADC: Enalapril Maleate / OHananpuna Manear
INN / MHH:

Enalapril / DHananpun

AETH001069

API manufacturer batch number /
Homep cepnn npousBoauTenn ADPC:

| Remarks : The Product confirms to ND/
Mpumeyanue: [Mponyxr CooTBETCTRYET TpehoBanuam H)J

' Prepared by / Checked by / IMposepeno:
[Toarororneno: D. Latha- Quality control-

‘ A. Susmitha - Quality Team Member

‘ control-TEam Member

Q-
-
‘ Date //lara: 13-10-2026

Conclusion : APPROVED /
3aknouenue: OJIOBPEHO
Approved by: Quality
Assurance/Authorized person /
Onobpeno: O6ecneuetiye
KauecTBa/OTBETCTBEHHOE
JIHLO:

S. Haneef- Qualit Assurance-
Team Member

Date /Jlara: | 3 A 0./20&6

Checked by (AQA) /
Tposepero (AOK):
Amol Ashokrao Rakshale -
Quality Assurance- Team
Member

Date /Hara: 13-10-2026 Date /[lata: 13-10-2026




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTH3A

Product: Enam® (Enalapril) tablets 5 mg
IMponyxr: Ouam® (nananpua), TadAeTkn 5 mr

—_— s
Market / Prinok : Russia / Poccus
Batch No. / -

. Batch Quantity / . 2400000 tabs /
|Cepust Ne ' 2601899 - Paimep cepun " 2400000 raénero
Analytical Report No. /

Date of Analysis /

AHaaMTUYeCKHil oTyer 2002FP26001530 1 30-06-2026
‘[laTa aHa/Iu3a

B s . -

Date of Mgnufacture / : 06-06-2026 Date of Expiry / : 31-05-2029

Aata npounisoncrsa loneu ao

Mfg. License No. /

lpoussoacreennasn ! 63/RR/AP/96/F/R MA number: / Homep
JIHUEH3US No - Py

Analysis performed according to ND No / Anaims nposejaen no H/1 Ne: .fl[l-.Nl»(OOﬁZ‘JZ)-{PI'-RU)-261125

Artworks of primary package approved: / Makerst nepsuynoii YaKoBKH yTBepmaens:: 19.07.2024

Artworks of secondary package approved: / Makerni BTOPHYHOIT YNAKOBKH YrBepmiaenn:: 26.11.2025 ‘

PL approved: / JIB yrge wiaen: 26.11.2025
_
o Page 7 of 8/ Ctp. 7 u3 8

FP Manufacturer API Batch number / B FBTA00079
- —_—
Dr. Reddy’s Laboratoties Ltd., CTO - Unit-V, Peddadevulapally

Homep cepun cy6eTanunu npoussoauTens Iod:
Village, Tripuraram Mandal. Nalgonda District, Telangana -
508207, India /
A-p Peqnu'c JlaBoparopuc Jita., HNoapazaenenne xumuo-
TEXHOJIOrHYECKHUX onepaumii - V, [Mennanerynanannu Bunnamxk,
Tpunypapam Maxnan, Hanrownaa lucrpukr, Tenaurana - 508207,

: JI1-Ne(006292)-(PT-RU)

API Manufactured by, address & country /
HMpouzsoanrens A®C, agpec un cTpaHa;

Hunus
Name, address, authorization No for FP Dr. Reddy’s Laboratories Ltd.. Formulation Tech Ops - II, Survey
manufacturing site / Control site / Release site / No. 42p, 43, 44p, 45p, 46p, 53, 54&83, Bachupally Village,
Haumenosanue, aapec, JIHUEH3UA 1S Bachupally Mandal, Medchal Malkajgiri District - 500090,
Mpouisoacreennas niowanxa / Maowanka Telangana State, India (license No 63/RR/AP/96/F/R /
KOHTpouIsi kauecTBa / [Inomagka BbiNyCcKa A-p Pepau’c MaGoparopuc Jitx,, [IponzeoacTeenHoe

noapazaenenue-11, Yuacrku No 42p, 43, 44p. 45p, 46p, 53, 54 u
83. bauynaniv Buanamx, bauynannu Mangan, Meguan

Manakamkrupu Huctpukr — 500090. wrar Tenanrawa, Unaus
(JInuenszua 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/02346-2025 dt.
25 September 2025) 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 establishedy. /

Remarks : The Product confirms to ND/ Conclusion : APPROVED/

| [Ipumeyaunwe: Mponykr COOTBETCTBYET Tpedosanuam HT 3akaouenne: OJJOBPEHO
‘ Prepared by / Checked by / [Tposepeto:

Checked by (AQA) / Approved by: Quality
Hoarorosneno: D. Latha- Quality control- Iposepero (AOK): Assurance/Authorized person /
A. Susmitha - Quality Team Member Amol Ashokrao Rakshale - Onobpero: Obecrievenne
KauecTBa/OTBeTCTBEHHOE

control-Team Member Quality Assurance- Team
‘ JIHLO:
S. Haneef- Quality

Cg/ Member
| W Team Member

'._-_\_\___‘—-—___ f
Date /[lata: 13-10-2026 Date /[ara: [3/{09(\2

ssurance-

| Date /[ata: 13-10-2026 Date /[lata: 13-10-2026




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJTU3A

Prﬁiﬁﬁzﬁrﬁasnalapﬁl ) tablets 5 mg o
Mponykr: Snam® (Inananpun), radnersn § r

Market / Prinox : Russia / Poccus

Batch No. / _ ~ [Batch Quantity / 2400000 tabs /

: B2601899 : ~
|Cepun No Pasmep cepuu 2400000 Tabnerox
Analytical Report No. /

Amannruuccknii otver 1 2002FP26001530 Date of Analysis / : 30-06-2026
Hata ananuza

: 06-06-2026

Date of Manufacture /
Aara nponssoacraa

Date of Expiry /

: 31-05-2029
- ___|[T'oaen no N
Mfg. License No. /

MpoussoacTeennas : 63/RR/AP/96/F/R ryA number: / Howep : JII-Ne(006292)-(PT-RU)
JIHUeH3uss No

PL approved: / 1B Yrsepwaen: 26.11.2025

Page 8 of 8/ Crp. 8 u3 8
3akaiouenne o cootercTRIN: «Hacrosumm 5 MOATBEPAAIO, YTO NPUBCACHHAS Bbille HH(OPMaL s sBaseTCS
AOCTOBEPHON 1 TOYHONH. Dra cepus Npoaykunn npoussenena (Bkouas YHAKOBKY (MapKupoBky) KOHTPOJIL
Kauecrsa) Ha BwllleykasaHHol TPON3BOACTBEHHON  nnouaake (n1owankax) 8 noaxom COOTBETCTBUK ¢
Tpebosanuamu  [lpasun HALNONALICH NPOHIBOACTBEHHOH Mpaxtukn  EBpasuiickoro skonomuueckoro col3a
{NEGMP;’EAEUERUIOB%-EOES o1 25 cenrsabps 2025) u TPEGOBAHHAMK KOHTPOAS KauecTa JICKAPCTBEHHbIX
CPEACTB, a TaKkKe B COOTBETCTBUM co creunbukaLnavi, conepkammics s PETHCTPALOHHOM j10Cbe CTpaHhi-
MMIopTepa. 3anuen o npoussoncray, JIAKOBKE W anaiusy nposepeHbl, M ycTaHOBIEHO HX COOTBETCTBHE
TpedoBatusm lNpasun wasnexauesi MPOU3BOACTBEHHOI npakThky Espasuiickoro IKOHOMHHYECKOrO COK3aM,

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
Approved by: Quality
Assurance/Authorized person /
Onobpero: O6ecneyenye
KadecTBa/OTBETCTBEHHOE
JTULIO:

S. Haneef- Quality Assurance-
Team Member

Date /Jlara: |30 ;ZO%

| Remarks : The Product confims to ND/

Ipumeuanne: [Ipoaykr coorserers €T Tpedosannam H/J
Prepared by / Checked by / [TIposepeHo:
[Toarororneno: D. Latha- Quality control- [posepeno (AOK):
| A. Susmitha - Quality Team Member Amol Ashokrao Rakshale -
‘ control-Team Member Quality Assurance- Team

‘ @/ Member
Date /Mlara: 13-10-2026

Date /JTara: 13-10-2026 Date /[lata: 13-10-2026

Checked by (AQA)/




