Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Enam tablets 5 mg / Juam®, rabuerkn 5 Mr

Batch No. / Cepun Ne: B2303750

Batch Size / O6nem cepun: 492.000 KG /
492,000 KI'

Analytical Report No. / Anajurndeckuii oruer Ne: Date of Analysis / lata ananusa: 30-11-2023
20021'P23002765
Date of Manufacture / Jlata npoussoacrsa: 11/2023 Date of Expiry / Cpok rognoctn: 10/2026

Analysis performed according ND / Anamnz nposeaen mo HJI: I N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ [Toka3zaTein

Result / PesyabTar

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, kpyrnsle, miockue
TabJeTKH  CO  CKOUIEHHBIMH
KkpasmH, ¢ THcHenuem "EMT" nHa
ofiHOM cropoHe W uudpoit "S" u
pazfenuTeNnpHOW  pucKOM  Ha
IpYro# CTOpoHe.

Ha momepeunoM pazpeze sapo
6enoro LBera.

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 unu noutn Genwie, kpyriele,
IUIOCKHE  TableTkh €O  CKOIIEHHBIMM
kpasmMu, ¢ TucHenuem "EMT" wa omHoM
cropode W uudpoit "S" u pasumenurensHoM
PHUCKOM Ha IpYroH CTOPOHE.

Ha nmonepeuHoM paspese s1po Genoro Wim
nouTH 6eJoro Bera.

2 | Identification /
IopnuuHOCTDL
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
CooTBeTCTBYET

Complies as prescribed /
CooTBeTCTBYET

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
YAepKUBaHUsL ~ OCHOBHOTO  MNHKA  Ha
XpoMaTorpaMMe  WCTIBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpEMEHH
yAep)KMBAHWUS ~ MWKa  SHalanpuna  Ha
XpOMAaTorpaMMe  CTaHAApTHOTO pPacTBOpa
(paznen «KonuuecTBeHHOE OMpPEEeHHeY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHoe TSATHO Ha
XPOMATOrPAMME  UCIbITYEMOrO  pacTBopa
JIOIHKHO COOTBETCTBOBATH OCHOBHOMY TIATHY
Ha XpoMaTorpamMMe CTaHAApTHOTO PacTBOpA.

3 | Uniformity of dosage
units / OxHOpOAHOCTH
A03HPOBAHHA

Acceptance value (AV) should be not more
than 15.0. / TTokazatens mpueMiIeMOCTH
(AV) nomxen 6biTh He Honee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBercTBYET Tpebosauusm HJ{

Conclusion : APPROVED /
3akmnouenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product: Enam tablets S mg / DHam?, Tabaerkn S Mr

Batch No. / Cepus Ne : B2303750

Batch Size / Oosem cepun: 492.000 KG /
492,000 KI"

Knalytical Report No. / AnaanTudecknii order Ne: Date of Analysis / lata amanuza: 30-11-2023
2002FP23002765
Date of Manufacture / lata npoussoacrea:  11/2023 Date of Expiry / Cpok rognoctu: 10/2026

Analysis performed according ND / Auanns nposexen no HJI: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

1\?(') Test/ IloxazaTenn Result / PezyabTar Specification/ Hopma
4 | Dissolution / 100%, 99%, 98%, Not less than 80 % (Q) of
PacrBopenue 99%, 98%, 100% C10HsN,05'C4H Oy (Enalapril Maleate) of
the label claim in 30 minutes. /

He wmenee 80 % (Q) C20H23N205'C4H404
(3Hamampwia Manear) OT HOMWHAIBHOTO
conepkanus yepes 30 MuH.

5 | Related substances / PoacTBennbie npumecn

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
OHananpwia
IMKETOTHTIEpasHH

Not detected / He oGHapy>eHa

Not detected / ne obnapyeHa

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

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

Total impurities /
CyMmMa npumeceit

Not detected / He oGHapy>xeHa

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

6 | Assay /KomuuecTBeHHOE
onpejaesieHHe

5.04 mg / 5,04 mr
100.7% / 100,7%

From 4.5 mg to 5.5 mg of
CyoHN,05C4H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI" 10 5,5 M C20H23N205'C4H404
(snamanpuna maneat) B tabnerke. (ot 90 %
510 110 % OoT HOMHUHANBHOTO COAEPIKAHMA).

7 | Water /Boaa

0.6% w/w / 0,6%

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

8 | Microbial limits* / Mukpo6uosornyeckas yucrora*

a) Total aerobic microbial
count / Obuee yncIto
a’pobHBIX
MHUKPOOPraHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / O0imee
YHCJIO APONCKEBLIX U
IIECHEBLIX TPUGOB

Not Applicable

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢c) E. coli

Not Applicable

Shall be absentin 1 g/
JIOJKHBI OTCYTCTBOBATH B | T

Remarks : The Product confirms to ND/
Hpumeuanue: [Tponykr coorsercTByeT Tpebosanusm HJL

Conclusion : APPROVED /
3akiawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Enam tablets 5 mg / uam®, TaéaeTkn 5 Mr

Batch No. / Cepust Ne : B2303750

Batch Size / O6bem cepuu: 492.000 KG /
492,000 KI'

'AnalyticaTReport No. / Ananurudyeckuii ordyer Ne: Date of Analysis / llara anannza:  30-11-2023
2002FP23002765
Date of Manufacture / {ara nponssoacrea: 11/2023 Date of Expiry / Cpok rognoctu:  10/2026

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

18.01.2023 / uzm. Nel ot 18.01.2023)

S.

Test/ IToxazarean
No.

Result / Pesyabrar

Specification/ Hopma

9 | Subdivision of tablets /
OpnopoaHocTs Mace Npu
JeJICHHH TabJIeTOK

Complies as prescribed /
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 TpeGOBaHHﬂ M,

ecnmu  He Oornee | eOWHM4YHAas Macca
OTKJIOHseTCA 3a npenenst 85 % - 115 % or
cpenHei Macchl. Tabnerkn He

COOTBETCTBYIOT TpeboBaHMAM, ecnu Gonee
9eM | UHAWBHAYallbHAas Macca OTKIIOHSeTCS
OT 9THX TIpemeNioB  Win, ecan |
WHIMBUIYAlIbHAS Macca OTKJIOHSETCS 3a
npenenst 75 % - 125 % ot cpeneit Maccet.

Remarks : The Product confirms to ND/

IIpumeuanune: IIpoaykTt cooTBeTcTBYET TpeboBauuam HJ{

Conclusion : APPROVED /
Sakmaouenue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUEKAT AHAJM3A

Product: Enam tablets 5 mg / Inam®, Taéaerku S Mr

Batch No. / Cepus Ne : B2303750

Batch Size / O6bem cepun: 492.000 KG /
492.000 KT

Analytical Report No. / Ananuruueckuii oruer No: Date of Analysis / laTta ananmuza: 30-11-2023
2002FP23002765
Date of Manufacture / laTa nponspoactra: 11/2023 Date of Expiry / Cpox roanocrn: 10/2026

Analysis performed according ND / Ananuz npoeenen nmo HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S

) Test/ ITokazaTein
No.

Result / PesyabTar

Specification/ Hopma

10 | Package / YnakoBka

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 Dblisters and patient
information leaflet in a carton
pack. /

ITo 10 Tabnetok 6 6aucmepe w3
TPEXCIIOHHOM dornbru
(OTTA/An/TIBX) v antoMUHUEBOH
¢donern ¢ TEPMOCBapUBAEMBIM
JTaKOBBIM TIOKPBITHEM Ha
3anevaThiBaeMOH CTOPOHE.

Ilo 2 Gnucrepa ¢ HHCTPYKIMEH MO
TIPUMEHEHHEO B TavKy
KapTOHHYIO.

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/AV/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, 10mg, 20 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/AI/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. /

Tatnemxy 2,5 Mz

o 10 TabneTok B crmpune Vi3 alFOMHHHEBOH
¢onbry ¢ NONUITUIICHOM HU3KOM MIOTHOCTH
(ITOHII) na 3ameuaTeiBaeMOd CTOpPOHE |
[IENTAKOBBIM  TIOKPBEITHEM Ha  Hapy>KHOU
CTOpOHE

120117

mo 10 Tabnerok ¢ 6nucmepe w3
tpexcioitroit  doneru  (OITA/AN/TIBX) wu
AITFOMWHUEBOM doneru c
TEPMOCBAPUBAEMbIM JIAKOBbIM MOKPbITHEM
Ha 3aMevaThIRaeMOH CTOpOHE.

[lo 2 crpuna wam 1o 2 OnucTepa ¢
HHCTPYKUMEH 10 TPUMEHEHHIO B TaduKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cootBercTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
Saxawdenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product: Enam tablets 5 mg / Onam®, ra6ierku S Mr

Batch No. / Cepust Ne: B2303750

Batch Size / O6nem cepun: 492.000 KG /
492,000 KT"

Analytical Report No. / Anaantrdecknii oTuer Ne: Date of Analysis / IaTta amamusa: 30-11-2023
2002FP23002765
Date of Manufacture / lata npoussoacrsa: 11/2023 Date of Expiry / Cpox rogaoctu:  10/2026

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

18.01.2023 / uzm. Nel ot 18.01.2023)

S

- Test/ IlokazaTenn
No.

Result / PesyabTaT

Specification/ Hopma

Tabnenncu 5 ve, 10 vme, 20 e

ITo 10 Tabnetok B cmpune U3 aJllOMUHNEBOM
(HoNBrM ¢ MONUATHUIIEHOM HU3KOM MI0THOCTH
(TISHIT) Ha 3aneuaTeiBa€MOii cTOpoHE H
IIEeJUTAKOBBIM  TIOKPBITHEM Ha  Hapy KHOM
CTOpOHE

WIH

mo 10 Tabnerok 6 Onucmepe W3
tpexcnoitHoit  dombru  (OITA/AN/TIBX) wn
ATIOMHHUEBOU doneru c
TEpPMOCBAPUBAEMBIM JIaKOBBIM TMOKPBITHEM
Ha 3are4aTsiBaéMoH CTOpOHE.

Ilo 2, 5, 6, 10 cTpunos unu o 2, 5, 6, 10
6NUCTepOB ¢ MHCTPYKLMEH MO TTPUMEHEHUEO
B MAYKY KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYET TPEGOBaHHSAM

According to ND /
B cootBercTeuy ¢ HJ|

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / [Ipu Temnepatype He Bbiie 25 °C.

13 | Shelf life / Cpok roanocru

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.

* - IIpoBoaUTCH NPOU3BOAMTE/EM NPH BBIMYCKe NMEPHOTHYECKH: ISl Kaxgoi 20-oii cepuum HIH

He MeHee 1 pa3a B roa. IToxazaTenn MoxkKeT OBLITH He BKJIIOYEH B cemel)mcaT aHajJIM3a (pllprl.

Remarks : The Product confirms to ND/

IIpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHuamM HJT

Conclusion :'APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy
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