Dr.Reddy’s Q':‘.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoayxt: Dnam® (Duananpun), TabneTku 5 Mr

Market / Pbinok

: Russia / Poccust

Batch No./ - B2600856 Batch Quantity / . 2400000 tabs /
Cepus Ne i Pa3zmep cepun * 2400000 Tabnertok
Analytical Report No. / Date of Analysis /

Anaautuueckuii oruer - 2002FP26000699 axa aua.nus)z; : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

JlaTa npou3BoacTBa i Tonen ao )

Mfg. License No. /
ITpoussoacTeenHas
JnueH3nsa Ne

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

PY

MA number: / Homep

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

Analysis performed according ND No / Ananus nposeaen mo HJL Ne: JITI-Ne(006292)-(PT'-RU)-190724

Page10f6/Crp. 1136

Ne | Test/ [MoxazaTean

Result / PesynbTaThl

Specification / Hopma

1 Description / Onucanue

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. /

Benbie, kpyrasle, niaockue TabneTku

CO  CKOUIEHHBIMH  KpasMH, C
TUcHeHHem "EMT" wa  omHoi
ctopoHe U umbpoit "S5" wu

pa3fenuTENbHON PUCKON Ha ApYroi
cropone. Ha mnonepeuHoM paspese
anpo Genoro UBeTa.

White to off-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 to off white core. /

Benble uau noutH Oesble, KpyrJble,
IJIOCKUE TaONlETKH CO CKOLUEHHBIMH
kpasamu, ¢ tucueHuem "EMT" na omHoit
CTOpOHE 14 undpoit "3, 1%
pa3lenuTeNbHOM PHCKOW Ha JApyroi
cropore. Ha monepeuHom paspese sapo
6enoro wiy no4ry 6esoro uBera.

2 Identification / UnenTnduxauuns

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

D. Latha - Quality control-
Team Member

I

control- Team Member

d—

standard solution. / Bpewms | standard solution (section "Assay"). /
YIAEPXKHBAaHU OCHOBHOTO MMKa Ha |Bpems yaepuBaHHs OCHOBHOIO MUKa Ha
XpoMaTorpamMmme UCILITYEMOrO | XpOMAaTOrpamMMe UCMLITYEMOTO pacTBoOpa
pacTBopa COOTBETCTBYET BPEMEHH |JO/DKHO  COOTBETCTBOBAaTH  BPEMEHH
yOEpXKMBaHUS MUKa SHajanpuia Ha |yAepXKMBaHus [MKAa SHajanpuia Ha
XpoMarorpamme CTAQHAAPTHOrO | XpoMaTorpaMMe CTaHIapTHOTO pacTBopa
pacTtBopa. (paznen «KonnuecTBeHHOE
OMpenaesneHue»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeyanue: [lponykt cooTeercTByeT Tpedosanuam HJI 3axaoyenue: OJJOBPEHO
Prepared by / Checked by / IMposepeno: |[Checked by (AQA) / Approved by: Quality
[MoarotoeneHo: A. Susmitha- Quality [TpoeepeHo (AOK): Assurance/Authorized person /

S. Meera Saheb - Quality

Assuranc‘? eam Member

Onobpeno: ObecneueHue
kayecTsa/OTBETCTBEHHOE TULIO:
P. Rama Rao- Quality Assurance-
Team Member i

Date /Jara: 31-03-2026

Date /Tara: 31-03-2026

Date /}],amh 1-03-2026

Date /[lara: 21 03~to2g




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaykr: Iuam® (Duananpun), Tabnerku 5 mMr

Market / PbiHOK

: Russia / Poccus

Ila"ra NpOU3BOACTBA

Batch No. / . B2600856 Batch Quantity / . 2400000 tabs /
Cepusa Ne ) Pazmep cepumu * 2400000 TabneTok
Analytical Report No. / Date of Analvsis /

AnanuTuuecknii oruer - 2002FP26000699 Nata ananns); ¢ 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

I'ogen oo

Mfg. License No. /
IponsBoacTBeHHas
JuneH3us No

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

PY

MA number: / Homep

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

Analysis performed according ND No / Ananns nposegen mo HJ Ne: JITI-Ne(006292)-(PI'-RU)-190724

Page2 of 6 / Ctp. 2 13 6

2b | TLC/TCX

Complies / CooteeTcTBYET

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TMATHO Ha
XpoMaTorpaMme HCIbITYEMOIO pacTBopa
JO/KHO COOTBETCTBOBaTh OCHOBHOMY
MSTHY Ha XpOMaTorpamMe CTaHOApTHOro
pacteopa.

3 Uniformity of dvsuge unity /
OAHOPOAHOCTH JO3HPOBAHHBIX
eJUHML

50/50

The Aoocptunce Vuluo (AV) should bo
less than or equal to 15.0. / ITokaszaTens
npuemsiemoctd (AV) nomxeH ObITb He
Gonee 15,0.

4 Dissolution / PacTrBopenue

Unit-1 / Ta6n.-1 101%

Unit-2 / Tabn.-2 99%

Unit-3 / Ta6n.-3 99%

Unit-4 / Tabn.-4 97%

Unit-5 / Ta6bn.-5 102%

Unit-6 / Tabn.-6 100%

Not less than 80% (Q) of
C20H23N205°C4H4O4 (Enalapril maleate)
of the label claim in 30 min. / He menee
80 % (Q) oT HOMHHAJILHOTO COAEpKaAHUS
C20H28N205-C4H404 (3Hananpuna
maneart) yepesz 30 MuH.

5 Impurities / [Ipumecn

Enalaprilat / Quananpusar

Enalapril  diketopiperazine /
DHajanpuia AUKETONUIIEPA3ZUH

Total impuritiess / Cymma

npumMecei

Not detected / He 0OHapy»xeHa

Not detected / He oBHapyxeHa

Not detected / He 0OHapyxeHa

Not more than 1.5 % / He 6osnee 1,5 %

Not more than 2.5 % / He 6onee 2,5 %

Not more than 3.0 % / He Gonee 3,0 %

Remarks : The Product confirms to ND/

Ilpumeuanmne: [Ipoaykr coorsercTByeT Tpebosanusm HJJ

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

Prepared by /
IToaroTtosieHo:

D. Latha - Quality control-
'Team Member

Checked by / ITposepero:
A. Susmitha-
control- Team Member

=

Checked by (AQA) /

Quality TposepeHo (AOK):

S. Meera Saheb - Quality

Assurag- Team Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecrieueHue
kauecTBa/OTBETCTBEHHOE JTULIO:
P. Rama Rao- Quality Assurance-
Team Member i

Date /Hara: 31-03-2026

Date /[ara: 31-03-2026

Date /I[a'ﬁa: 31-03-2026

Date /[lata: 21-03~1o16




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Mpoaykr: DHam® (Suananpun), Tabnetku 5 Mr

auneH3sus Ne

PY

Market / Poinox ¢ Russia / Poccus -
Batch No. / . B2600856 Batch Quantity / i 2400000 tabs /
Cepus No Pa3mep cepnn 2400000 Tabnerok
Analytical Report No./ Date of Analvsis /
3 ysis .
Ananutuueckuii oruer  © 2002FP26000699 ST : 31-03-2026
Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029
JaTa npousBoacTBa Tl'ogen oo
Mfg. License No. / .
e ———— : 63/RR/AP/96/F/R MA number: /Homep . 1y ny006292)-(PT-RU)

Analysis performed according ND No / Anaaus nposeen no HJI Ne: JITT-Ne(006292)-(PT-RU)-190724

Page 3 of 6 / Ctp. 336

6 Assay / KoauyecTBeHHOE
onpeaejenue

491 mg/ 4,91 mr
(98.1%/ 98,1%)

From 45mg to 55mg of
CgongNzOs'C4H404 (Enalapril
maleate) per tablet (90.0 % to 110.0 %
of the label claim). /

Or 4,5 mr Jile) 5,5 mr
C20H2sN2O5 C4HsO4 (aHananpuia
manear) B tabnerke (ot 90,0 % no
110,0 % OT HOMMHANBHOTO
coJepKaHus).

7 Water / Boga

0.8%/0.8%

Not more than 6.0 %. / He Gonee
6,0 %.

8 Microbiological purity* / Mukpo6uonoruieckas uncrora*

a) Total Aerobic Microbial
Count / Ob1Luee 4nucno aspoGHbIx
MHUKPOOPTaHM3MOB

Less than 10 CFU/g. /
Menee 10 KOE/r.

Not more than 10° CFU/g. /
He 6onee 10° KOE/T.

b) Total Combined Yeast and
moulds count / O6uiee uwmcno
OPOMOKEBBIX M [JIECHEBBIX
TpHOOB

Less than 10 CFU/g. /
Menee 10 KOE/T.

Not more than 102 CFU/g. /
He 6onee 10> KOE/r.

¢) Escherichia Coli

Absent in 1 gram /
OtcytctByeTrB 1 1

Shall be absent in 1 gram. /
OrcytcTBue B 1 1.

9 Subdivision of tablets /
OaHOpOAHOCTHL Mace NMpu
JeJIeHHH Ta0JIeToK

Complies / CootBercTByeT

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
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

Remarks : The Product confirms to ND/

Ilpumeuanne: [ponykr cooTBeTcTByeT TpeGoaHuam HJJ

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / Checked by / ITpoeepeno: ||Checked by (AQA) /
[MoaroroeneHo: A. Susmitha- Quality [Tpoeepeno (AOK):
D. Latha - Quality control- [|control- Team Member

Team Member @

S. Meera Saheb - Quality Onobpexo: Obecneuenue
Assurag- Team Member kauecTea/OTBETCTBEHHOE TULO!

Approved by: Quality
Assurance/Authorized person /

P. Rama Rao- Quality Assurance-
Team Member é

Date /Tara: 31-03-2026 Date //1ata: 31-03-2026 Date /ﬂa\ra: 31-03-2026

Date /[lara: CN-03-1006




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

IMpoaykr: DHam®™ (Duananpun), TabneTkn 5 Mr

Market / Peinok

: Russia / Poccus

Batch No. / — Batch Quantity / _ 2400000 tabs /

Cepus Ne ’ Pa3zmep cepun * 2400000 Tabnetok
Analytical Report No. / Date of Analvsis /

Ananutugeckuii oruer - 2002FP26000699 Wars ananm}; : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

JlaTa npou3BOACTBA Toaen no

Mfg. License No. /

| — : 63/RR/AP/96/F/R 1:[;‘ number: /Homep . 11y % (006292)-(PT-RU)
Juues3un Ne

Analysis performed according ND No / Auaan3 nposegen no HJI Ne: JITT-Ne(006292)-(PI'-RU)-190724

Page4 of 6/ Crp.4 13 6

125 % of the average mass. / TaGnerku
COOTBETCTBYIOT TpeGOBaHMAM, €CnU He
Gonee 1 enMHuuHasg Macca OTKIIOHSIETCs
3a npepenst 85 % - 115 % ot cpenneit
maccel. TabneTku HE COOTBETCTBYIOT
TpeboBaHusm, eciu Oonee uyem 1
MHAMBUIYyaJlbHasl Macca OTKJIOHSAETCS OT
3TMX  mOpemenoB  uad, ecan 1
WHIOUBHUIYya/bHash Macca OTKIJIOHSETCH 3a
npeaenbl 75 % - 125% or cpenneit
Macchbl.

10 | Package/ Onuncanue

YIaKkoBKH

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 blisters and patient information
leaflet in a carton pack. /

o 10 Tabneroxk B Onucrepe M3

TPeXCIoiHOM donsru
(OTTA/An/TIBX) ¥  allOMUHHEBOH
doneru C  TEpMOCBapHBAEMbIM
JIAKOBBIM TOKPBITHEM Ha

3areyaThiBaeMoi CTOpOHE.
[To 2 6muctepa BMecTe C JIMCTKOM-
BKJIaJbILIEM B [a4Ky KapTOHHYIO.

Tablets 2.5 mg
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 blisters and patient information leaflet in
a carton pack.

Tablets 5 mg. [0 mg. 20 mg

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, 5, 6, 10 blisters and patient information

leaflet in a carton pack. /
Tabremku 2,5 me
ITo 10 -Tabnerok B Onucrepe u3

TpexcnoitHoit donsru (OITA/An/TIBX) u
aJIFOMHHUEBOH donbru c
TEPMOCBAPHBAEMbIM JIAKOBBIM

Remarks : The Product confirms to ND/

Ilpumeuanne: [NpoaykTt coorsercTeyeT Tpedosanuam HJJ

Conclusion : APPROVED /
3axarouedue: OJOBPEHO

Prepared by /
[ToaroToryeHo:

D. Latha - Quality control-
Team Member

thy

Checked by / ITposepeHo:
A. Susmitha- Quality
control- Team Member

(1

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

S. Meera Saheb - Quality

Assura Team Member
7
A

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneueHue
KayecTsa/OTBETCTBEHHOE JIULO:
P. Rama Rao- Quality Assurance-
Team Member

Date /JaTa: 31-03-2026

Date /Jlara: 31-03-2026

Date /I[a'lj'a: 31-03-2026

Date /[lata: 21-07~1026




@
? e
Dr.Reddy’s ‘,.'
CERTIFICATE OF ANALYSIS
CEPTUHDOUKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoayxr: Duam® (Duananpu), TabeTKH 5 Mr
Market / Puinok : Russia / Poccus

Batch No. / . B2600856 Batch Quantity / . 2400000 tabs /

Cepus Ne ) Pasvep cepun * 2400000 Tabnetok
Analytical Report No. / Date of Analvsis /

Anasurnaecknii orger 2002FP26000699 Mams Y : 31-03-2026

Date of Manufacture / . 12-03-2026 Date of Expiry / . 28-02-2029

Jata npou3BoACTBA Toxen oo B
Mfg. License No. / .

TpousBoaCTBeHHAs : 63/RR/AP/96/F/R 1;’[;‘ number: /Homep . 1y ny(006292)-(PT-RU)
JuueHsna Ne

Analysis performed according ND No / Anann3 nposenen mo HJI No: JITI-Ne(006292)-(PI'-RU)-190724
PageS5of 6/ Crp.Su36

Ha 3arne4arbiBaeMoi

DOKPBITHEM
CTOpOHE.
I[To 2 Oumucrepa BMeECTC € JIMCTKOM-
BKJIAZILIEM B [AYKy KapTOHHYIO.
Tabaemiu 5 vz, 10 ve, 20 ve

Ilo 10 Tabnerok B Oaucrepe U3
Tpexcioiinoi ¢oneru (OITA/AN/TIBX) u
ATIOMUHHEBOI donbru ¢
TEPMOCBapPHBAEMBIM JIAaKOBLIM
MOKPBITUEM Ha 3aneyatsiBacMol
CTOpOHE.

[lo 2, 5, 6, 10 Gnoucrepor BMecTe ¢
JIUCTKOM-BKJIa/IBILIEM B MauKy
KapTOHHYIO.

* - 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. /

* - Ilpoeomurcsi  NPOU3BOAUTENIEM  I[IPH nepuomuuecku: ng  kawpoit  20-oit  cepuM MM

He meHee 1 pasa B roa. [Tokazarens Moxer ObITh He BKJTIOUEH B cepTHdukat ananuza Gupmsl.

BBIITYCKE

API name / naumeHoBanue A®C: Enalapril Maleate / QHananpuna manear

INN / MHH: Enalapril / DnHananpun
API manufacturer batch number / AERHO017316
Homep cepun npouszsoautens A®C:

FP Manufacturer API Batch number / FBSAQ00498

Homep cepun cyOcTtanunu nponspogurens ['JId:

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboranuam HJJ

Prepared by /
[MoaroTosneHo:

D. Latha - Quality control-
Team Member

e —

Checked by / ITposepeHo:
A. Susmitha- Quality
control- Team Member

&

Checked by (AQA) /
Iposepeno (AOK):
S. Meera Saheb - Quality

Assumnce@eam Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: Obecneuenne
xauecTBa/OTBETCTBEHHOE JTHLO!

P. Rama Rao- Quﬁ)_/ Assurance-

Team Member

Date //lara: 31-03-2026

Date /J1ara: 31-03-2026

Date /dara: \3 1-03-2026

Date //lara:

21-0%-n1b




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
Mpoayxr: Duam® (Suananpun), TabueTky 5 Mr

Market / Peinok : Russia / Poccus
Batch No. / . B2600856 Batch Quantity / . 2400000 tabs /
Cepus Ne ) Pa3smep cepun * 2400000 Tabaerox

Analytical Report No. /
AHAJINTHYECKHH OTYeT

: 2002FP26000699

Date of Analysis /
Jlara ananmnza

: 31-03-2026

Date of Manufacture /
JlaTa npou3sBoacTBAa

: 12-03-2026

Date of Expiry /
Toxen a0

: 28-02-2029

Mfg. License No. /
IIpousBoacTBeHHas
JHueH3us Ne

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

MA number: / Homep
PY

JIT-Ne(006292)-(PT-RU)

Analysis performed according ND No / Auanus nposesen no HJI Ne; JITT-Ne(006292)-(PI'-RU)-190724

Page 6 of 6 / Ctp. 6 u3 6

API Manufactured by & country /
poussoaurtens A®C, crpaHa:

| Name, address, authorization No for FP manufacturing

site / Control site / Release site /

HaumeHoBaHue, agpec, JHUEH3HS 15

IlpousBoacTBennas niaomanka / [laomwaaka KOHTpoas
kauecrsa / [lnowanka Beinycka

Dr. Reddy’s Laboratories Ltd., India /
[-p Pennu'c JTaGoparopuc JIta., Muaus

Formulation Tech Ops - II 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) / [Ipon3BoACTBEHHOE MOAPA3RENEHHE-
IT, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, bauynanau
Bunnamk, bauynannu Maunan, Meauan ManakamKkrupH
Jucrpukr — 500090, wrrar Tesancany, Fnuns (JTuuessnsn 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 established». /

3aka04YeHHe 0 COOTBETCTBUU: «HacToswMM 1 MoATBEpXKAA0, YTO MPHUBEACHHAs Bhllle HHGOPMaLMs SBIAETCS
JOCTOBEPHOH M TOYHOM. DTa cepus NpPOAYKUWH Mpou3BefeHa (BKMOYas yHMakoBKY (MapKMpOBKY) M KOHTpPOJIb
KauecTBa) Ha BbIlUeYKa3aHHON MPOU3BOACTBEHHOIM IUTomaaxe (IIOL@aaKax) B IOJIHOM COOTBETCTBUH C TpeOOBaHUAMHM

[pasun

Hajnexaluemn

NpPOM3BOACTBEHHOH

NPaKTHKH

Espazuiickoro

IKOHOMHUYECKOIo COHO3a

(NeGMP/EAEU/RU/02346-2025 ot 25 ceutsbps 2025) u TtpeGoBaHMsiMM KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX
CpPENCTB, a TAKKE B COOTBETCTBHU CO CHELMUKALMIMH, CONEPIKAIMMHCS B PErHCTPALMOHHOM [OChE CTPaHBI-
UMIOpTEPa, 3aMUCH M0 MPOWIRONCTRY, YINAKORKE W ANHATIMAY TPOREPEHR, U YOTAHORNEHN WX COOTRETCTRUE
TpeGoBanusm IlpaBun Hagnexatuel Npou3BOACTBEHHO NpakTHkY EBpa3zniickoro 3KOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/
Ilpumeuanne: [lponykt coorsercTByeT TpeboBaHusam HI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by /
[MoaroToBneHo:

D. Latha - Quality control-
Team Member

Checked by / [Tpoeepeto:
A. Susmitha- Quality
control- Team Member

14—

Checked by (AQA) /
[Mposepeno (AOK):
S. Meera Saheb - Quality

Assurancg eam Member

Approved by: Quality
Assurance/Authorized person /
Onobpeno: ObecneyeHne
kauecTea/OTBETCTBEHHOE JIULO:
P. Rama Rao- Quality Assurance-
Team Member ;i

| Date /[lata: 31-03-2026

Date /[ara; 31-03-2026

Date /ﬂaT\gli 31-03-2026

Date /[lata: 21-0%-tors




