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Dr. Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoayxr: Duam® (Dnanamprmn), TabIeTKH 5 MT

Market / PuiHok : Russia / Poccus

Batch No. / : B2501586 Batch Quantity / . 492 KG /492 KT

Cepusa Ne Pasmep cepum

Analytical Report No. / .

Ananntuuecknii otaer  : 2002FP25001289 Date of Analysis / : 31-05-2025
JaTa ananusa

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npou3BoACTBa Tonen oo

Mfg. License No. /

TIpOM3BOACTBEHHAS : 63/RR/AP/96/F/R g;‘,‘ number: /Homep . yyy ni006292)-(PT-RU)

anneH3us Ne

Analysis performed according ND No / Ananus nposeger mo HJ[ Ne: JITT-Ne(006292)-(PI™-RU)-190724

Page 1 of 6/ Crp.1 136

Ne | Test/IlokasaTenan Result / PesyabTaThl Specification / Hopma

1 Description / Onucanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on one |edged tablets with "EMT" debossed on
side and number "5" and a bréak line | one side and number "5" and a break line
on the other side. Cross Cut |on the other side. Cross Cut Description:
Description: White core. / White to off white core. /
Benvle, kpyrible, wiockue tabnerku |Benbie wniu modtH Oenble, KpyITbIe,
CO  CKOUICHHBIMH  KpasMH, C |OJOCKHE TaONEeTKH CO CKOLIEHHBIMH
ticaenneM "EMT" Ha opHo#l | kpasmu, ¢ TucHeHmeM "EMT" Ha onHo#
cropone * W mubpoit "5" wm |cropoHe M uudpoi "5 M paznenuTenbHON
pa3IenuTeNsHOM pHCKON Ha ApYroi |puckoit Ha apyroii  cropowe. Ha
CTOpOHE. MOTIEPEYHOM paspese Anpo Oenoro HWiH

mo4TH 6eyoro nBeTa.

Ha monepeanoM paspese Aapo 6emoro

2 | Identification / UaenTuduxanus

HPLC / BOXX

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 standard solution. /
BpeMs ymepXMBaHUA OCHOBHOTO

mHKa Ha XpoMarorpaMme
HCIIBITYyEMOI0 pacTBopa
COOTBETCTBYET BpEMEHH
yIOep)KMBaHUS MHUKa HANaANpWwia Ha
XpoMaTorpaMme CTaHJapTHOIO
pacTBopa.

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 (section "Assay"). /
Bpemst ynepsKMBaHUsI OCHOBHOTO NHKa Ha
XpOMAaTorpaMMe HCIbITYeMOTO pacTBopa
IOJUKHO  COOTBETCTBOBATh  BPEMEHH
yOepXKHMBaHUS [HKa DJHAlaNpuia Ha
XpOMAaTOrpaMMe CTaHIApTHOTO PacTBOpa
(pazmen «KonugecTBeHHOE
onpeneneHue ).

Remarks : The Product confirms to ND/

Hpumeyanue: IIpoxyxt cooTBeTCTBYET TpeboanusiM HIL

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Prepared by / IToarorosneHo:
D. Latha- Quality control- Team

Member Léﬁ_,_

Checked by / ITposepeHo:
N.V. Krishna - Quality control-

Team Member } :

Approved by: Manager/Executive /

Ono6peno: Menemxep / PykoBoaurens
Ajay Kumar - Quality Assurance- Team
Member

n

«

Date / Hata: 30105-2025

Date / qara: 31-05-2025

Date / Tata: 31-05-2025




o @ CERTIFICATE OF ANALYSIS
‘Dr. Reddy’s _'.. CEPTU®UKAT AHAJIN3A

Product: Enam® (Enalapril) tablets 5 mg
Ilpoaykr: Duam® (Qrananpui), TabNeTKH 5 Mr

Market / PoiHok : Russia / Poccus
Batch No./ . B2501586 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pa3zmep cepun

Analytical Report No. /

AmnanuTHdeckuii oruer  : 2002FP25001289 Date of Analysis / . 31-05-2025

Jara ananusa

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BOACTBA T'ogen no

Mfg. License No. / .

YIpou3BOACTBeHHAS : 63/RR/AP/96/F/R 11243‘," number: /Homep . 1y nu(006292)-(PT-RU)

JuueH3us Ne
Analysis performed according ND No / Anaaus nposeaen nio HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page 2 of 6/ Ctp.2 u3 6
2b | TLC/TCX Complies / CooTBETCTBYET The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE IITHO Ha
XpOMaTorpaMMme HCILITYEMOr0 pacTBoOpa
IOJDKHO COOTBETCTBOBATH OCHOBHOMY
MSTHY Ha XpOMarorpaMMe CTaHOApTHOTO

pactBopa.
3 Uniformity of dosage units / 3.5/3,5 The Acceptance Value (AV) should be
OgHOpPOAHOCTH J03HPOBAHHDBIX _| less than or equal to 15.0. / IlokasaTens
eANHUL npuemneMoctd (AV) nomkeH OvITE HE
6onee 15,0.
4 Dissolution / PacTBopenne Unit-1 / Ta6m.-1 99% Not less than 80% (Q) of
: C20HasN>Us-C4HaO4 (Enalaptil maleate)
Unit-2 / Tabn.-2 1% of the label claim in 30 min. / He MeHee
Unit-3 / Ta6n.-3 100% 80 % (Q) OT HOMUHAIBHOTO COJEPXKAHHS
- = ConzsNzOs'C4H404 (aﬂananpyma
Unit-4 / Tabn.-4 98% Maiear) depe3 30 MHH.
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 101%
5 Impurities / lipumecn
Enalaprilat / Onananpunar Not detected / ve oOHapyxkeHa Not more than 1.5 % / He 6onee 1,5 %
gﬁﬁ;’rﬂmadﬂ;ﬁ?& 1111);:13:1::“1{ / Not more than 2.5 % / He 6onee 2,5 %
Tpuia X P Not detected / He 0OHapyxeHa
Total anuntles /- Cymma Not detected / He oOHapyxeHa Not more than 3.0 % / He 6oxnee 3,0 %
npuMecei
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [Tpoxykt cootBeTcTBYET TpebopanmwiM HJI 3axmouyenne: OJJOGPEHO
Prepared by / IToarotoBneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- Omo6peno: Menemxkep / PykoBogurens
Member Team Member Ajay Kumar - Quality Assurance- Team
L&f/—‘ %’ Member %?‘
Date / lata: 30105-2025 Date / Tata: 31-05-2025 Date / Tata: 31-05-2025




Dr.Reddy’s ‘;'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoaykrt: OHam® (Ouananpun), TabneTkn 5 Mr

Market / PoiHOK : Russia / Poccus

Batch No./ : B2501586 Baich Quantity / . 492 KG /492 KT

Cepus Ne Pazmep cepun

Analytical Report No. / .

AnanuTueckuii otyer  : 2002FP25001289 Date of Analysis / : 31-05-2025
Jara anannza

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npon3BOACTBA TogeH no

Mfg. License No. / .

[Ipou3BOACTBEHHAs : 63/RR/AP/96/F/R ?’I}f‘ number: /Homep . 1y % 006292)-(PT-RU)

Junen3us Ne

Analysis performed according ND No / Ananus nposegeH no HJI Ne

: JITI-Ne(006292)~(PI'-RU)-190724

Page3 of 6/ Crp.3 u3 6
6 Assay / KoaudecTBeHHOe 5.00 mg/ 5,00 mr From 45mg to 55mg of
onpeseieHHe C20H28N205-C4H4O4 (Enalapril

(100.0% / 100,0%)

maleate) per tablet (90.0 % to 110.0 %

of the label claim). /

Or 4,5 Mr 10 5,5 Mr CyoH2sN205-C4HyO4
(3Hananpuna Mmarnear) B Tabmerke (OT
90,0 % mo 110,0% oT HOMHHAIBEHOTO
COIepKaHusA).

7 Water / Boaa

0.9%/0,9%

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

8 Microbiological purity* / MukpoGuonorndeckasi Yncrora™

-

a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /
Count / O6uiee 9uciIo a3poOHBIX He 6onee 10° KOE/T.
MHKPOOPTaHM3MOB

b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. /
moulds count / O6mee wucio He 6onee 10% KOE/T.
OPONOKEBHIX M IUIECHEBHIX

rpudoB

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

OrcyrcrBre B 1 T.

9 Subdivision of tablets /
OaHOpOIHOCTH Mace NpH
JNeJIeHHH Ta0JIeTOK

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
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, €CIH HE
Oosee 1 emMHMYHAs Macca OTKIOHAETCA

Remarks : The Product confirms to ND/

IlpumeyaHue: IIpoxyKT cooTBeTCTBYET TpeboBanmimM H]I

Conclusion : APPROVED /
Zaxmouenne: ONOBPEHO

Prepared by / [ToaroToeneHo:
D. Latha- Quality control- Team

Member \ Sg

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

Approved by: Manager/Executive /

OnoGpeno: Menemxep / Pykopoaurensb
Ajay Kumar - Quality Assurance- Team
’ Member

A

e/

Date / Tara: 30105-2025

Date / Harta: 31-05-2025

Date / data: 31-05-2025




‘Dr.Reddy’s “6.'

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg

Ipoayxr: Saam® (Dnananpun), TabneTku 5 mr

Market / PuiHOK : Russia / Poccus

Batch No./ : B2501586 Batch Quantity / . 492 KG /492 KI

Cepust Ne Pasmep cepun

Analytical Report No. / .

Ananntucckuii otuer  : 2002FP25001289 Date of Analysis / : 31-05-2025
Jara ananusa

Date of Manufacture / - 13-05-2025 Date of Expiry / . 30-04-2028

JaTa nponzBoacTea T'open oo

Mifg. License No. /

1 — : 63/RR/AP/96/F/R i‘,’;ﬁ* number: /HomMep . 1y n(006292)-(PT-RU)

JIMueH3ns Ne

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

Page 4 of 6/ Ctp.4m3 6

3a mpenensl 85 % - 115 % ot cpepneit
maccel. TabnmeTku He COOTBETCTBYIOT
TpeGoBanuam, ecnu Oomee d"em 1
WHOWBUIYyalbHAS Macca OTKIOHIETCA OT
3THX  TpeleioB Wi, ecam 1
HHOWBUIYaNbHAs Macca OTKIOHAETCH 3a
mpepensl 75 % - 125% ot cpenHeid
MAacCBhIL.

10 | Package / Onucanne

YOaKOBKH

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. /

Ilo 10 Tabnmerox B Oyucrepe u3

TpexcioiiHoi donbru
(OITA/AW/TIBX) W aOMHHHEBOI
domerm ¢ TEepMOCBapHBAaEMEBIM
JIaKOBBIM TIOKPHITHEM Ha

3are4YaThIBaeMOi CTOPOHE.
Ilo 2 OGnucrepa BMecTe C JIMCTKOM-
BKJIAJBIIIEM B NIA4YKy KAPTOHHYIO.

Tablets 2.5 m
10 tablets in blister of three-layer foil

(OPA/AVPVC) 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, 10 mg. 20 mg

10 tablets in blister of three-layer foil
(OPA/AV/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. /
Tabnemku 2,5 M2
Ilo 10 Tabnetox B OnucTepe M3

TpexcnoitHoit ¢ponsru (OITA/AVIIBX) u

AIIOMHHHUEBOH ¢domneru c
TEPMOCBAapPHUBAEMBIM JIAKOBBIM
TIOKPHITHEM Ha 3areqaTsiBaeMoi
CTOpOHE.

ITo 2 Omnucrtepa BMECTE € JIMCTKOM-
BKJIa[BITIIEM B MAYKy KapTOHHYIO.
Tatnemrit 5 m2, 10 m2, 20 M2

Remarks : The Product confirms to ND/

ITpumeyanne: IIpogykT cooTBeTCTBYeT TpeboBanmsmM HJL

Conclusion : APPROVED /
3akmouenue: OJJOGPEHO

Prepared by / IToaroToeneHo:
D. Latha- Quality control- Team

Member g

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

Team Member .
L

Approved by: Manager/Executive /

Onobpeno: Menemxkep / Pykopoguresb
Ajay Kumar - Quality Assurance- Team
Member

n

«J

Date / ata: 30105-2025

Date / lata: 31-05-2025

Date / lata: 31-05-2025




o Do CERTIFICATE OF ANALYSIS
‘Dr. Reddy’s q ;. CEPTUDOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
HponykTt: Dgam® (Onpananpun), TabJeTKH 5 Mr

Market / PoiHoK : Russia / Poccust
Batch No./ : B2501586 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pasmep cepnu

Analytical Report No. /

AHaanTHUecKuii otuer  : 2002FP25001289 Date of Analysis / : 31-05-2025

Jara ananusza

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa Mpou3BOICTEA Toxen po

Mfg. License No. / .

TIpoH3BOACTBEHHAS : 63/RR/AP/96/F/R g[;‘ number: /Homep . ;% (006292)-(PT-RU)

JHueH3us Ne
Analysis performed according ND No / Ananu3s nposeaes no HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
PageSof 6/ Crp.5Su3z 6

Ilo 10 Tabnerox B Ommcrepe U3
Tpexcinoitaoii onsru (OIIA/AWTIBX) u
AMOMUHHEBO ¢oneru c
TEpMOCBapHBAEMBIM JIaKOBBIM
TIOKPBITHEM Ha 3aneyaThIBAEMOM
CTOpOHE.

Ilo 2, 5, 6, 10 GnucrepoB BMecTe ¢
JIUCTKOM-BKJIAJbILIEM B nayKy
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. /

* - TIpoBOAMTCS  NOPOM3BOAMTENEM TIPH  BBHIOyCKe  TNEpUOAMYECKH: Uil Kaxgod  20-oif  cepum  win
He menHee | paza B ron. ITokasaTe/lk MOXeT OBITE He BKIIHOUEH B CEPTHOHKAT aHAIN3A PUPMEL,

API name / HaumeHoBaHHe ADC: Enalapril Maleate / Quananpuna mManeat

INN / MHH: Enalapril / Snananpun

API manufacturer batch number / AERH002663

Homep cepun npon3soaurtesis ADC:

FP Manufacturer API Batch number / FBRA00674

Homep cepuu cyGcranuuu npoussoautesis I'JId:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /

IIponsoaurtenn A®C, crpaHa: J-p Penpnu’ ¢ JTaGopaTopuc JIta., Uuous

I\fame, address‘, authorizatio-n No for FP manufacturing | Formulation Tech Ops - II Survey No. 42p, 43, 44p, 45p, 46,

site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaunmeHnosanue, agpec, JTHUEHIHS I8 Malkajgiri District - 500090, Telangana State, India (license

Ipou3sBoxcTBeHHas Miomanka / Ilnomanka xontpons | No 63/RR/AP/96/F/R) / TlponsBoaCTBeHHOE NOApPA3ENEHHC-

kauyecTa / Ilnoniaaka BBIINIyCKa H, Vuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 n 83, Baqynamm

Bwnamk, bauynaynu Manpan, Meggan ManakaJkrupa

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

IIpumeuanue: IIpogyKT cooTBeTCTBYET TpeboBanuam HJI 3aknwuenne: OJJOBPEHO

Prepared by / IToaroTosneHo: Checked by / IIposepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team N.V. Krishna - Quality control- Ono6peno: Menemxkep / PykoBoaurens

Member Team Member Ajay Kumar - Quality Assurance- Team
L@-" : Member (A?

Date / Tara: 30105-2025 Date / IaTa: 31-05-2025 Date / Hata: 31-05-2025
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. Qe CERTIFICATE OF ANALYSIS
‘Dr. Reddy’s ‘:. CEPTHO®HUKAT AHAJIV3A

Product: Enam® (Enalapril) tablets 5 mg
Tpoaykr: DHam® (DHananpwn), TabneTky 5 Mr

Market / PriHOK : Russia / Poccus

Batch No./ - B2501586 Batch Quantity / . 492 KG /492 KT

Cepusi Ne Pa3zmep cepumn

Analytical Report No. / .

AHanntnyecknii oruer  : 2002FP25001289 Date of Analysis / : 31-05-2025
JlaTa anaansza

Date of Manufacture / . 13-05-2025 Date of Expiry / . 30-04-2028

JlaTa npousBoacTBa T'open no

Mfg. License No. / .

TipouseoacTaenuas : 63/RR/AP/96/F/R 11:'[}‘," number: /Homep . 7y 006292)-(PT-RU)

JuueH3ns Ne

Analysis performed according ND No / Anaysms nposeges mo HJI Ne: JIII-Ne(006292)-(PT-RU)-190724

Page 6 of 6 / Crp. 6 u3 6

Juctpukt — 500090, mrat Tenanrana, Mamus (JIunensus 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».

3aknoueHne 0 coOTBeTcTBHH: «HacTosAuMM 1 NOOTBEPKAal0, YTO HpHBeIeHHAs BhIIEe HHGOPMALHs ABJISETCS NOCTOBEPHOM
Y TOYHOM. DTa cepHs MPOAYKIMU NPOU3BeeHa (BKII0Uas YIaKOBKY (MapKMpOBKY) ¥ KOHTPO/b Ka4eCTBa) Ha BhIIIEyKa3aHHOM
TPOU3BOACTBEHHON IUomanke (IIOagkax) B IIOJHOM COOTBETCTBUM ¢ TpeboBanmamu IlpaBun Hamuiexamei
MPOM3BOACTBEHHOM MpakTuky EBpasuiickoro skoHomMmudeckoro cowsa (Ne GMP/EAEU/RU/00573-2022 ot 19 aBrycTa 2022) u
TpeGOBaHIAMU KOHTPOJIA KadecTBa JICKAPCTBEHHEIX CPEICTB, a TAKXKE B COOTBETCTBHH CO CIELMHUKAIMAMH, CONEPXKAMUMUC
B PErMCTPallMOHHOM JAOChE CTPaHBI-MMIIOPTEpa. 3aIiCH [0 MPOU3BOJCTRY, YIIAKOBKE U aHAJIN3Y POBEPEHEL, ¥ YCTAHOBJIEHO MX
cooTBeTCcTBUE TpeboBaHUAM [IpaBun Hagnexaueii IPOU3BOACTBEHHOH NpaKkTUKU EBpasuickoro 3KOHOMHYIECKOIO COIO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIpoaykTt coorBeTcTBYET TpeboBaHmIM HJJ 3akmwyenne: OJJOBPEHO
Prepared by / IloarorosneHo: Checked by / ITpoBepeHo: Approved by: Manager/Executive /
D. Latha- Quality control- Team N.V. Krishna - Quality control- Onobpeno: Menemxkep / PykoBogurens
Member \.f%’,_ Team Member Ajay Kumar - Quality Assurance- Team

3 ; Member 0

& S

Date / Oarta: 30105-2025 Date / lara: 31-05-2025 Date / Harta: 31-05-2025




