Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product: Enam tablets 5 mg / uam®, rabnerku 5 mr

Batch No. / Cepna Ne : B2403614

Batch S

ize / O6bem cepun: 492 KG /492 KT’

Analytical Report No. / AnanutHaeckuii oruer No:

2002FP24002690

Date of

Analysis / lata anam3a: 31-10-2024

Date of Manufacture / lara nponu3Bonctea: 10/2024

Date of

Expiry / Cpox rogaoctu: 09/2027

Analysis performed according ND / Anannz npoeenen mo HJI: 1T N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ IloxazaTean

Result / PesyasTar

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. / bensle, KpyTable, MIOCKUE
TabNeTKH co CKOIICHHBEIMH
KpasMH, ¢ TucHeHuem "EMT" na
oaHOH cTopoHe u uppol "5" u
pasgenuTeNnbHOM — PHCKOH  Ha
Opyro# cTopoHe.

Ha mnonepeunoM paspese sapo
Oernoro usera.

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. / Benple wmm mouTtu Gensie, KPYTIILIE,
INIOCKHE  TablneTkH CcO  CKOIIEHHBIMHU
kpasmu, ¢ TucHeHwem "EMT" Ha onHo#
cropore u 1udpoi "S" u pazgemMTENbHOMR
PHCKOI1 Ha OpyTO# CTOPOHE.

Ha nonepegnom paspese sgpo Genoro miu
o4t Genoro mBeTa.

2 | Identification /
IopnuuHOCTH
1. By HPLC / BOXX

2. By TLC/ TCX

Complies as prescribed /
CooTBeTcTBYET

Complies as prescribed /
CooteeTcTBYET

The retention time of the major peak in the
chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yIOEp)KHBaHHA  OCHOBHOTO  INHKa  Ha
XpoOMAarorpaMMe HCIOBITYEMOTO  pacTBOpa
JIOJIXKHO COOTBETCTBOBATE BpEMEHHU
yOep)KHBaHpas  [MKa  SHananpwia Ha
XpOMaTorpaMMe CTaHAapTHOTO pacTBOpa
(pazmen «KonudecTReHHOE ONpPENCICHUEY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcCHOBHOE TATHO Ha
XpOMaTOrpaMMe HCIEBITYEMOTO pacTBOpa
JOJKHO COUTBETCTBOBATE OCHOBHOMY TIATHY
Ha XpOMaTorpaMme CTaHA2PTHOI'O PacTBOpA.

Uniformity of dosage
units / OMHOpPOAHOCTE

HO3HPOBAHHS

47747

Acceptance value (AV) should be not more
than 15.0. / ITokasarens npueMaeMoCTd
(AV) momxen ObITE He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoayxT cooTBercTBYET TpeboBanusmM H{

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®HUKAT AHAJIM3A

Product: Enam tablets 5 mg / Duam®, Tabnerxn 5 Mr

Batch No. / Cepust Ne : B2403614

Batch Size / O0nem cepumn: 492 KG /492 KT

Analytical Report No. / AnanuTndeckuii oraer No:

2002FP24002690

Date of Analysis / {aTa ananm3a: 31-10-2024

Date of Manufacture / JlaTa npou3Boncrsa: 10/2024

Date of Expiry / Cpok rognoctu: 09/2027

Analysis performed according ND / Ananus nposegen mo HJI: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

No Test/ Iloxazarenn Result / PesyasTat Specification/ Hopma
4 | Dissolution / 100%, 101%, 102%, 100%, Not less than 80 % (Q) of
PacTBOpenne 100%, 102% CyoHgN,05C,H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205'C4H404
(3Hanmampuna MajgeaT) OT HOMHMHAILHOTO
conepxanus gepe3 30 MuH.

5 | Related substances / PoacTBeHHbIe IPHMeCH

Enalaprilat / Dnananpuiat

Enalapril diketopiperazine /
OHananpuna
IMKETOITHIIePa3HH

Not detected / He 0GHapyxeHa

Not detected / e 0OHapyeHa

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

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

Total impurities /
Cymma npumeceit

Not detected / He o6Hapyxera

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

6 | Assay/KoangecTBeHHOE

5.02 mg /5,02 mr

From to 5.5mg of

C1H2sN,05-C,H,0, (Enalapril Maleate) per

4.5mg

ompejelieHAe 100.4% / 100,4%
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI' 10 5,5 mr C20H28N205‘C4H404
(oHananpuna Maneat) B Tabnerke. (ot 90 %
10 110 % OT HOMUHATEHOTO COJCPIKAHUS).
7 | Water /Bonxa 0.7% wiw / 0,7% Not more than 6.0 % / He 6oxee 6,0 %

8 | Microbial limits* / Mukpo6uonoruyeckass 9ucToTa*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6mee gucIo He 6onee 1000 KOE/r
a3po6HEBIX

MHKDOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / Obmee He 6onee 100 KOE/r

YHCHO APOXIKEBEIX H

IUIECHEBEIX rpHOOB

c) E. coli Not-Applicable Shall be absentin 1 g/

JlOIDKHEI OTCYTCTBOBaTE B 1 T

Remarks : The Product confirms to ND/
IIpavedyanne: ITpoxykT cooTBeTcTBYET TpeGoBanusaM HJL

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Enam tablets 5§ mg / Iuam®, Tadaerkn 5 Mmr

Batch No./ Cepns Ne : B2403614

Batch Size / O6bem cepan: 492 KG /492 KT

Analytical Report No. / AnamTadeckuii oruer No:

2002FP24002690

Date of Analysis / lata anammsa: 31-10-2024

Date of Manufacture / lata npoussoacraa: 10/2024

Date of Expiry / Cpok rognocru: 09/2027

Analysis performed according ND / Ananu3s nposegen mo HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / uam. Nel ot 18.01.2023)

S.

Test/ Iloka3zaTenn
No.

Result / PesynbTar

Specification/ Hopma

9 | Subdivision of tablets /

Onnoponnocts Mace ipu | Complies as prescribed /
HeJIeHHH TabaeTox 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.
/

TabneTku COOTBETCTBYIOT TpeOOBaHMAM,
ecoru He Oomee 1 epguHMdHAs Macca
OTKIOHsAETCA 32 mpenensl 85 % - 115 % ot
cpenHei MAaccChl. Tabnerxu HE
COOTBETCTBYIOT TpeGoBaHusaM, ecmu Goiee
ueM | MHIMBUIyANBHAS Macca OTKIOHAETCH
OT 3THX TpedenoB win, ecaun 1
HHOUBMAyaJMsHAA Macca OTKIOHAECTCA 3a
npexnensl 75 % - 125 % ot cpenHei MaccEl.

Remarks : The Product confirms to ND/

IIpavevanne: ITpoxykT coorBercTBYET TpeGoBanms HT

Conclusion : APPROVED /
Jaxmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product: Enam tablets 5 mg / aam®,

TA0JETKH 5 Mr

Batch No./ Cepusa Ne :  B2403614

Batch Size / Oobem cepan: 492 KG /492 KT’

Analytical Report No. / AHannTA9eckHii oTdeT No:

2002FP24002690

Date of Analysis / Jlata amanm3a: 31-10-2024

Date of Manufacture / [lata npoussoactea: 10/2024

Date of Expiry / Cpox rogaoctu: 09/2027

Analysis performed according ND / Ananns nposenen nmo HJI: I N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

S.

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./
TIo 10 Tabnerok @ 6rucmepe u3
TpEeXCcIoHHON dhonbrn

(OIMA/AN/TIBX) u anmroMUHHEBOM
¢donerH ¢ TEpMOCBapHBaeMbIM
JaKOBBIM HOKPBITHEM Ha
3ar1e4aTblBAEMOH CTOpPOHE.

ITo 2 6nucTepa ¢ HHCTPYKUHMEH [0
IPHUMEHEHHIO B na4ky
KapTOHHYIO.

No Test/ Iloxa3arenn Result / PesyabTar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/A/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2 strips or 2 blisters and patient information
leaflet in a carton pack.

Tablets 5 mg, 10 mg, 20 mg

10 tablets in Aluminum s¢rip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/A1/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2,5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tabnemiu 2,5 M2

ITo 10 Tabnerox B cmpune U3 aMFOMHUHHEBOK
(onbBrY ¢ MOMMITHICHOM HHU3KOM ILIOTHOCTH
(IISHII) nHa 3amewaTeIBaEMOH CTOPOHE H
LIEJNIAKOBEIM TIOKPHITHEM HA HapyXHOH
CTOpOHE

I

nmo 10 -rabnerok 6 Oaucmepe U3
Tpexcnoitnoit Qomeru (OITA/AN/TIIBX) u
TFOMHHHUEBOH ¢donsru c
TEPMOCBAPHBAEMEIM JIAKOBEIM MOKPHITHEM
Ha 3a11eJaThIBAEMOIi CTOpOHE.

Mo 2 crpuma wnw mno 2 OGmucrepa ¢
HHCTPYKIMEH IO NUPHUMEHEHHIO B IauKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpameuganne: IlponyxT coorBeTcTBYeT Tpebosanusam HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHU®HUKAT AHAJIN3A

Product: Enam tablets 5 mg / Yuam®, Tabserkn 5 mMr

Batch No./ Cepust Ne : B2403614

Batch Size / O6nem cepan: 492 KG /492 KT

Analytical Report No. / AHaauTH9ecKHi oTeT No:

2002FP24002690

Date of Analysis / lata anann3za: 31-10-2024

Date of Manufacture / lara npon3Bonctea: 10/2024

Date of Expiry / Cpox rogsoctn: 09/2027

Analysis performed according ND / Anauus nposenen mo HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

1\2’)‘ Test/ IlokazaTean Result / PesyabTar Specification/ Hopma
Tabnremiu 5 m2, 10 m2, 20 M2
ITo 10 Tabnetox B cmpune U3 aIFOMMHHEBOH
(ONETH C MOTHITHICHOM HHM3KOH NIOTHOCTH
(IISHIT) Ha 3amedaTHIBACMOH CTOPOHE M
[IEIIAKOBEIM ITOKPEITHEM Ha HAapyXHOH
CTOpOHE
WU
mo 10 Tabmerok & Oaucmepe U3
Tpexcaoitnoit ¢domeru (OITA/AN/TIBX) wu
ATIOMHHUEBOM thomsru c
TEPMOCBAPHBACMEIM JTaKOBEIM ITOKDEITHEM
Ha 3aredaTeBacMON CTOPOHE.
Ilo 2, 5, 6, 10 ctpumoB wmu 1o 2, 5, 6, 10
GIMCTEpOB ¢ HHCTPYKIMEH IO NPUMEHCHHUIO
B IIA9Ky KapTOHHYIO.

11 | Labeling / MapxupoBka Complies as prescribed / According to ND /

CootBetcTBYET TpEOOBAHUSIM B cootserctBuu ¢ H]|
12 | Storage conditions / At temperature below 25 °C. / [Ipu TeMneparype ue Bome 25 °C.
XpaHeHnune
13 | Shelf life / Cpox rognoctu | 3 years / 3 roma

* - 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.

* - IlpoBoawWTcH TPOW3BOAMTENEM NPH BBLINYCKe NePHOIWYECKH: NS Kaxnod 20-oif cepnm HiH
e MeHee 1 pa3a B roja. IlokasaTenb MOXkKeT ObITH He BKJIKYEH B cepTHGHKAT aHAIM3A PHPMBI.

Remarks : The Product confirms to ND/

IIpameaanne; IIpogykT coorBeTcTBYET TpeboRanusam HJL

Conclusion : APPROVED /
3akmovenue: OJJOBPEHO
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