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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
IIpoaykr: Saam® (Quananpun), TabneTku 5 Mr

Market / Poinok : Russia / Poccus

g : B2500845 Batch Quantity / . 492 KG /492 KT

Cepus Ne Pasmep cepun

Analytical Report No. / .

Amanwrnuccknii oraer  : 2002FP25000744 Date of Analysis / : 30-03-2025
JlaTa anannza

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa mpon3BoacTBa T'ogen no

Mfg. License No. / .

IIponzBoACTBeHHAS : 63/RR/AP/96/F/R i‘f{," number: /Homep . 3y ny(006292)-(PT-RU)

JneH3ns Ne

Analysis performed according ND No / Anaau3s nposeaen mo HJI Ne: JITI-Ne(006292)-(PT-RU)-190724

Page 1 0f6/Crp.1u3 6

Ne

Test / Iloka3zaTenn

Result / PesyabTaTer

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. /

Benble, kpyrible, INIOCKHUE TabJETKU
CO  CKOINEHHBIMH  KpasMH, C
tucHenueM "EMT" Ha  opHoOM
cropoe u wudpori  "S" wm
pasgenuTenbHOM PUCKON Ha Ipyroi
CTOpOLL.

Ha nonepeuHom pazpese Aapo benoro

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. /

Benbie wid modtd Oenble, KPYIJBIE,
INOCKHe TabNeTKd CO CKOMEHHBIMH
kpasmu, ¢ TucHeHueM "EMT" Ha onHoii
cropoHe ¥ uudpoi "5 U pa3nenuTeNLHON
puckoii Ha gpyroii cropone. Ha
Momeps oM pa3pese axpe Oenoro M
moutH 6eJyoro 1BeTa.

Identification / UnenTndnxanus

HPLC/B3)XX

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  ynaep:KuBaHHS  OCHOBHOTO

MKa Ha XpOMaTorpamMme
HCIBITYEMOrO pacTBopa
COOTBETCTBYET BpPEMEHH
yIOepXKUBAHUS THKa SHAJANpUia Ha
XpoMaTorpamMme CTaHAAPTHOL'V
pacteopa.

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"). /
Bpems ynep>KuBaHHsA OCHOBHOTO IHKa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBopa
NOJDKHO ~ COOTBETCTBOBAaTh  BPEMEHH
yHaep>KHBaHUS THKa OSHajlanpuia Ha
XpoMarorpamme CTaHIapTHOTO pacTBoOpa
(pasuen «KonuuecTBeHHOE
ONpEACTICHUEY ).

Remarks : The Product confirms to ND/
IIpumeyanne: Ipoaykr coorseTcTBYeT Tpebosanuam HII

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

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

Member : g Member @/

Checked by / ITpoepeHo:
A. Susmitha - Quality control- Team

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member ~

Date / Hara: 31-03-2025

Date / Tata: 31-03-2025

Date / Jlata: 31-03-2025




Dr. Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg

Iponykr: DHam® (Dnananpun), TabaeTKH 5 M

Market / Poinox : Russia / Poccus

Bateh Noa/ : B2500845 Batch Quantity / : 492 KG/ 492 KI"

Cepus Ne Pazmep cepun

Analytical Report No. / R

AnanuTigeckmii oraer  : 2002FP25000744 Date of Analysis / : 30-03-2025
JlaTa ananusa

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JaTa npon3BoacTsa T'onen no

Mfg. License No. /

Ipou3BoAcTBeHHAs : 63/RR/AP/96/F/R g‘; number: /Homep . 11y %(006292)-(PT-RU)

auuenzusa Ne

Analysis performed according ND No / Ananu3s nposeaen no HJ{ Ne: JIIT-Ne(006292)-(PI-RU)-190724

Page2 of 6 /Ctp.2 M3 6

2b | TLC/TCX

Complies / CooTBeTcTBYyET

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE IIATHO Ha
XpoMaTorpaMMe MCIBITYEeMOrO pacTBopa
IO/DKHO COOTBETCTBOBAaTH OCHOBHOMY
MATHY HA XPOMATOrpaMMe CTaHAAPTHOrO
pactBopa.

3 Uniformity of dosage units /
OAHOPOAHOCTH KO3HPOBAHHBIX

6.4/6,4

The Acceptance Value (AV) should be
less than or equal to 15.0. / IToxa3artens
npuemneMmoctd (AV) momkeH OBITh He

eMHMIL
fnmee 15,0
4 Dissolution / PacTBopeHue Unit-1 / Tabn.-1 100% Not less than 80% (Q) of
- C20H2sN205-C4H4O4 (Enalapril maleate)
UniG2 Y Taon2 1es of the label claim in 30 min. / He Menee
Unit-3 / Ta6i.-3 100% 80 % (Q) OT HOMHHAJIEHOTO COAESPKAHMA
- C20H2sN205-C4HsO4 (oHananpuna
Unit-4 / Tabn.-4 97% Manear) yepes 30 MHH.
Unit-5 / Ta6mn.-5 97 %
Unit-6 / Tabn.-6 99%

5 Impurities / [Ipumecu

Enalaprilat / Onananpunar

Enalapril  diketopiperazine /
SnananpHia AHKeTONHIepas Il

Total impurities / Cyumma

npumecei

Not detected / He 0OHapyxkeHa

Not detected / He o6Hapy>xeHa

Not detected / He oGHapyxeHa

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

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

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

Remarks : The Product confirms to ND/

IIpumeyanue: ITpoaykT cootBeTcTRYET Tpebopanusm HJ{

Conclusion : APPROVED /
3axarouyenue: OJIOBPEHO

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

Member L&ﬁf

Checked by / IlpoeepeHo:
A. Susmitha - Quality control- Team

Member @/

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoautens
Ajay Kumar - Quality Assurance- Team
Member A

<]

Date / dara: 31-03-2025

Date / Tara: 31-03-2025

Date / Hara: 31-03-2025
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Dr.Reddy'’s Q,.
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
HNpoaykT: DHam® (Quananpun), TabaeTky 5 Mr

Market / PoiHok : Russia / Poccus

BATERNG. { . B2500845 BatchQoanticyl : 492 KG /492 KT

Cepns Ne Pasmep cepun

Analytical Report No. / i

Ananutuvecknii oruer  : 2002FP25000744 Date of Analysis / : 30-03-2025
Jlara anannsa

Date of Manufacture / : 07-03-2025 Date of Expiry / . 29-02-2028

Jara npou3BoacTBa Togen oo

Mfg. License No. /

Tlpou3BoACTBeHHAs : 63/RR/AP/96/F/R i‘)’;‘," number: /HoMep . iy ne(006292)-(PT-RU)

JuneH3ns Ne

Analysis performed according ND No / Anaxu3 nposegen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page3of 6/ Ctp.3 13 6

6 Assay /  KonudecrBenHoe 4.99 mg/ 4,99 mr From 45mg to 55mg of
onpejeneHne o o C20H28N205-C4HsO4 (Enalapril
(99.8%/99,8%) maleate) per tablet (90.0 % to 110.0 %
of the label claim). /
Ot 4,5 Mr 10 5,5 Mr CyoH2sN205-C4HsO4
(3Hamanpuia manear) B Tabnerke (oT
90,0 % no 110,0% oT HOMHUHAJILHOTO
COJIEPIKaHHU).
7 Water / Boga 0.7%/0,7% Not more than 6.0 %. / He 6onee 6,0 %.
8 Microbiological purity* / MukpoGHoJsioruyeckas YHCTOTa®
a) Total Aerobic Microbial Not Applicable Not more than 10° CFU/g. /
Count / O61mee yncno aspoGHBIX He 6osee 10° KOE/T.
MHKPOOPTaHH3MOB
b) Total Combined Yeast and Not Applicable Not more than 102 CFU/g. /
moulds count / Obmee uwucIo He 6onee 10? KOE/T.
IOPOMOKEBEIX M IUIECHEBBIX
rpubos
c) Escherichia Coli Not Applicable Shall be absent in 1 gram. /

OrcyrctBue B 1 T.

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. / Tabnerku
COOTBETCTBYIOT TpeGOBaHHSM, €CIH He
bosiee 1 enMHMYHAA Macca OTKIOHSETCS

9 Subdivision of tablets /
OaHOPOIHOCTL Mace NpH
JeJIeHHH Ta0JaeToK

Complies / CooTBeTcTBYET

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
IIpnmevanue: Ilpoxykt cooTBeTCTBYET TpeboBanmsamM H]I

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

Member g

Checked by / IIpoBepeHo:
A. Susmitha - Quality control- Team

Member
=8

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykooaurens
Ajay Kumar - Quality Assurance- Team
Member P

Date / Tara: 31-03-2025

Date / Hara: 31-03-2025

Date / Hara: 31-03-2025
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Dr.Reddy’s ‘p.
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Enam® (Enalapril) tablets 5 mg
I poaykr: DHam® (Quananpun), Tabnetku 5 Mr

Market / PoiHok : Russia / Poccus

Batch No./ : B2500845 Batch.Quantityi] . 492 KG /492 KT

Cepus Ne Pazmep cepun

Amnalytical Report No. / .

Anamurmseckuii orser  : 2002FP25000744 Rateloighmalysis! : 30-03-2025
Jara anannza

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa NpoH3BOACTBA Tomen no

Mfg. License No. /

TIpon3BoACcTBeHHAsT : 63/RR/AP/96/F/R PM; number: /Homep .y n006292)-(PT-RU)

Junenzusa Ne

Analysis performed according ND No / Ananus nposeaes no HJT Ne: JIIT-Ne(006292)-(PT-RU)-190724

Page 4 0of 6/ Ctp. 4 u3 6
3a mpenenst 85 % - 115 % oT cpenneit
Maccel. TabneTkd He COOTBETCTBYIOT
TpeGoBaHusaM, ecnu Oonee wem 1
WHOMBUIYyaNbHas Macca OTKJIOHSETCA OT
3THX  mpejesioB WM, ecom 1
MHIMBUOyalIbHAs Macca OTKIIOHAETCs 3a
mpenenst 75% - 125% ot cpennei

Macchl.
10 | Package / Onucanne 10 tablets in blister of three-layer foil | Tablets 2.5 mg

YOAaKOBKH (OPA/AI/PVC) foil and Aluminum |10 tablets in blister of three-layer foil
foil with heat seal lacquer coating on | (OPA/AI/PVC) foil and Aluminum foil
the sealing side. with heat seal lacquer coating on the
2 blisters and patient information |sealing side.
leaflet in a carton pack. / 2 blisters and patient information leaflet in
Ilo 10 Tabnerox B OGuucrepe wu3 | a carton pack.
TpEXCcHoAHON doneru | Tablets 5 mg, 10 mg, 20 mg

(OTTA/AnTIBX) u amomuuucroii |10 tablets in blister of three-layer foil
¢oneru c tepmocBapuBaeMbiM | (OPA/AI/PVC) foil and Aluminum foil

JIAKOBEIM MMOKPBITHEM Ha |with heat seal lacquer coating on the
3ane4aTsIBa€MOH CTOpOHE. sealing side.

Ilo 2 Gmucrepa BMecTe ¢ JIMCTKOM- |2, 5, 6, 10 blisters and patient information
BKJIaJBIIEM B Na4Ky KapTOHHYIO. leaflet in a carton pack. /

Tabremxu 2,5 M2
ITo 10 TaGnerok B OmmMcTepe U3
TpexcinoiiHoi ¢oneru (OIIA/ANTIBX) u

ANFOMHHUEBOH ¢donbru c
TEPMOCBAPUBAEMBIM JIaKOBBIM
MOKPBITHEM Ha 3aneyaTbBaeMoii
CTOpOHE.

IlTo 2 Onucrepa BMECTE C JIMCTKOM-
BKJIJIbIIIEM B TTAYKY KapTOHHYIO.
Tabnemru 5 m2, 10 m2, 20 m2

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: IpoaykT cootBeTcTBYeT Tpebopauusam HJT 3axkmouenne: OJJOBPEHO

Prepared by / IloarotropneHo: Checked by / IIpoBepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | Omo6peno: Menemxkep / Pykopoaurens

Member Member Ajay Kumar - Quality Assurance- Team
@/ Member A

Date / Hara: 31-03-2025 Date / lata: 31-03-2025 Date / lata: 31-03-2025
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Dr.Reddy’s ‘,‘
CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Tpoaysicr: Duam® (Duananpuin), TaGneTky 5 Mr

Market / Peinok : Russia / Poccus
Batch No. / : B2500845 Eich:Quantityll : 492 KG/ 492 KT
Cepus Ne Pasmep cepun

Analytical Report No. /

AHanuTuveckmii oruer  : 2002FP25000744 Miate elfAnalysis,/ . 30-03-2025

JlaTa anajamsa

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29-02-2028

JlaTa npoOM3BOACTBA Topnen no

Mfg. License No. / )

IIpoM3BOACTBEHHAS : 63/RR/AP/96/F/R g‘,‘ number: /Homep . 11 ny(006292)-(PT-RU)

Jnuensusi Ne
Analysis performed according ND No / Ananns nposejen mo HJI Ne: JITI-Ne(006292)-(PI'-RU)-190724
Page Sof 6/ Crp. 513 6

Ilo 10 Tabnerok B OnucTepe U3
Tpexcnoiinoi ¢onsra (OIIA/AN/TIBX) u
AJIOMUHHEBOMH ¢oneru c
TEPMOCBAPHUBAEMBIM JIaKOBEIM
MOKPBITHEM Ha 3anevaTbIBaeMoi
CTOpOHE.

Ilo 2, 5, 6, 10 GmucrepoB BMecTe ¢
JIMCTKOM-BKIIabILIEM B HaqKy

" | kapTOHHY1O.

* _ 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. /

* . IlpoBoauTcs TNpOM3BOAMTENEM TP  BHIIYCKe  NEPHOAMYECKHM: s kakaod  20-oif  cepuum Wi
He MeHee 1 pasa B rog. [ToxasaTens Moxer GBITh He BKIIIOYEH B CEPTHHUKAT aHanH3a GUPMBL.

API name / HaumeHoBanue ADPC: Enalapril Maleate / DHananpuna Maneat

INN/ MHH: Enalapril / Dnananpun

API manufacturer batch number / AERH001909

Homep cepuu npouzsoaurtens ADC:

FP Manufacturer API Batch number / FBRAO00672

Homep cepun cyGeranunn npouzsoautess [JID:

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
Hponzsogurens ADC, crpana: I-p Peanu' ¢ Jlaboparopuc JIta., Mamus

Name, address, authorization No for FP manufacturing | Formulation Tech Ops - IT Survey No. 42p, 43, 44p, 45p, 46p,
site / Control site / Release site / 53, 54&83, Bachupally Village, Bachupally Mandal, Medchal

HaumeHoBaHue, aJpec, IHIEH3U A Malkajgiri District - 500090, Telangana State, India (license
IpouseoacTBennas miomanka / Iliomaaka xontpons | No 63/RR/AP/96/F/R) / Tlpou3BoACTBEHHOE NMOAPa3ACICHHE-
II, Yuactku Ne 42p, 43, 44p, 45p, 46p, 53, 54 u 83, Bauynayu

kaudecTBa / Ilmomaaka Belmycka
Bumnamk, bauynamiu Maunan, Meggan Manakakrupu

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykr cootsercTByeT Tpebopanuam HI 3axniouenne: OJJOBPEHO

Prepared by / IloaroTorneHo: Checked by / IIpoepeHo: Approved by: Manager/Executive /

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | OmoGpeno: Menemxep / Pykosoaurens

Member Member Ajay Kumar - Quality Assurance- Team
L&ﬂ/, @/ Member n

Date / Tata: 31-03-2025 Date / Tara: 31-03-2025 Date / ata: 31-03-2025
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Dr.Reddy’s Q,’.’
CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Product: Enam® (Enalapril) tablets 5 mg
Ipoayxr: Duam® (QHananpu), TabneTks 5 Mr

Market / PeiHoK : Russia / Poccus
ptaveld . B2500845 Batch Quantity / . 492 KG /492 KT
Cepus Ne Pasmep cepun

Analytical Report No. /

AnannTatecknii oraer ¢ 2002FP25000744 Date of Analysis / . 30-03-2025

JaTa anaansa

Date of Manufacture / . 07-03-2025 Date of Expiry / . 29.02-2028

JlaTa npon3BoAcTBA T'ogen g0

Mfg. License No. /

IIpou3BOACTBeRAAN : 63/RR/AP/96/F/R 31? number: /Homep . ypp n006292)-(PT-RU)

JIHHeH3Hs Ne

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-N2(006292)-(PT'-RU)-190724

Page 6 of 6 / Ctp. 6 u3 6

Juctpukt — 500090, wrat Tenanrana, Uapua (JIuuensus 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». .

3aKI0ueHHe 0 cooTBeTCTBHA: «HACTOAIINM 5 IONTBEPIAIO, YTO NPHBEIEHHas BbIe MHYOPMALKS ABJISCTCS NOCTOBEPHOH
¥ TOYHOH. DTa cepusi NPOAYKIHH NpOM3BeaeHa (BKIOYas yNakoBKy (MApKMPOBKY) U KOHTPONb KaueCTBa) Ha BBIICYKa3aHHOU
NPOM3BONCTBEHHOH TUlol@ake (IIOMAJKax) B IOJHOM COOTBEICTBHH ¢ TpeGoBanusmu Ilpapui Hajnexareit
TPOM3BOJCTBEHHOI MpakTuku EBpazmiickoro skoHoMuueckoro corosa (Ne GMP/EAEU/RU/V0573-2022 ot 1Y aBrycta 2022) u
TpeGOBAHMAMK KOHTPOJIS KAuECTBA JIEKaPCTBEHHBIX CPE/ICTB, @ TAKKE B COOTBETCTBMH CO CICLM(HKAIIMIMY, COAEPKAMMMHCS
B PETHCTPALMOHHOM JOCHE CTPaHbI-UMIIOPTEpa. 3aIliCH MO TIPOM3BOACTBY, YIIAKOBKS U aHANIU3Y NPOBEPEHB], H YCTAHOBINEHO UX
cooTBeTcTBHE Tpebosanuam [Ipasun Hamexaleil IPOU3BOACTBEHHOM NPakTHKK EBPasnifCkoro 3KOHOMHUYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
Ipumeuanue: [Ipoaykr cooteercTByeT TpedoBaHmsM HJT 3axmouerne: OQJJOBPEHO

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

D. Latha- Quality control- Team A. Susmitha - Quality control- Team | OnoGpeno: Meremxep / PykoBonuTens

Member Member Ajay Kumar - Quality Assurance- Team
‘—@1 @ Member ”
e

Date / Jara: 31-03-2025 Date / Jarta: 31-03-2025 Date / ara: 31-03-2025




