Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3SA

Product: Enam tablets 20 mg / Ouam®, tabaerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG /
540,000 KI'

2002FP23000804

Analytical Report No. / Ananutnyeckuii oryer Ne:

Date of Analysis / lara ananuza: 21-03-2023

Date of Manufacture / lata npou3s

poacrBa: 02/2023

Date of Expiry / Cpok rogHoctu:

01/2026

Analysis performed according ND / Auaims nposexen mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Moka3areans

Result / PesyabTar

Specification/ Hopma

1 | Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "20" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, Kpyrible, MIOCKHE
TaOJIETKH co CKOILIEHHBIMU
Kpasmu, ¢ TucHenueMm "EMT" na
OJIHOM cTOpoHe U Iudpoit 20" u
pa3EIUTENIBHON  pUCKOW  Ha
JIPYTOi CTOpOHE.

Ha mnonepeuHom paspese s1po
OeJoro 1Bera.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "20" and a break line on the
other side.

Cross Cut Description: White to off white
core. / Besble wian moutH Oelblie, KPyTJbe,
IIJIOCKHE Ta0JIETKH CO CKOIICHHBIMH
kpasmu, c¢ TucHeHuemM "EMT" Ha opHol
cTopone u mudpoit “20" u pazgeauTearHON
PHUCKOI Ha IPYTOi CTOPOHE.

Ha momepeunom paspese siapo 6eioro wuiu
ITOYTH OEJIOTO IBETA.

2 | ldentification/
IMogaunHOCTH
1. By HPLC / BOXX

2. By TLC/TCX

Complies as prescribed /
CooTBeTCTBYET

Complies as prescribed /
CooTBeTcTBYyET

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
YACPKUBAHUA OCHOBHOTI'O IIKa Ha
XpoMaTtorpaMmme€ HUCHBITYEMOI'o pacTBOpa
JOJI’KHO COOTBETCTBOBATH BPEMCHU
YIAEPKUBAHUS IIMKa  DHajampuila  Ha
XpoMaTorpaMMme CTaHZApTHOIO pacTBOpa
(pa3;len «KomangecTBeHHOE onpe;[eneHI/Ie»).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TIIATHO Ha
XpoMaTrorpaMMe MUCIBITYEMOTO pacTBOpa
AOJIKHO COOTBETCTBOBATH OCHOBHOMY ITSITHY
Ha XpoMaTorpaMme CTaHAapTHOTO pacTBOpa.

3 | Dissolution/
PacrBopenne

99%, 98%, 98%,
98%, 100%, 99%

Not less than 80 % (Q) of
C2HsN,05-C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(dHamampmia Manear) OT HOMHHAJIBHOTO
coneprkanust yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYyeT TpeboBanmsiM H/|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3SA

Product: Enam tablets 20 mg / Ouam®, tabaerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG /
540,000 KI'

Analytical Report No. / Ananutnyeckuii oryer Ne:

2002FP23000804

Date of Analysis / lara ananuza: 21-03-2023

Date of Manufacture / lara npoussoacrea: 02/2023

Date of Expiry / Cpok rogHoctu:

01/2026

Analysis performed according ND / Auaims nposexen mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

,\?(') Test/ Ioka3artesb Result / PesyabTar Specification/ Hopma
4 | Uniformity of dosage 25/25 Acceptance value (AV) should be not more
units / OaHOpoIHOCTH than 15.0. / Tlokasarens MPHEMIIEMOCTH
JA03HPOBAHMS (AV) nomxen ObITh He Oosee 15,0.
5 | Related substances / PoicTBennble npuMecu
Enalaprilat / Dnananpuar | Not detected / He oGHapyxeHa Not more than 1.5 % / He 6osiee 1,5 %
Enalapril diketopiperazine / | Not detected / ne obHapysxena Not more than 2.5 % / He Goxnee 2,5 %
DHamanpmia
JUKETONUIICpAa3nH
Total impurities /
CymMma npumeceit Not detected / ne oOHapyxeHa Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonnuecTBenHoe 20.4 mg/ 20,4 mr From 18.0 mg to 22.0mg of
onpeaeaeHne 102.2% / 102,2% CxHN,05C4H40,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 18,0 mr o 22,0 mr
C20H28N205‘C4H404 (3Hananp1/1na ManeaT) B
tadbmetke. (or 90% g0 110 % ot
HOMHHAJIBHOTO COJICPIKaHHsI).
7 | Water / Bona 0.7% w/w / 0,7% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / Mukpo6uoJioruyeckast Yucrora™

a) Total aerobic microbial
count / Obiee uncio
a’pOOHBIX
MHUKPOOPraHU3MOB

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

Not more than 1000 CFU/g /
He 60mee 1000 KOE/r

b) Total combined yeasts
and mould count / O6ree
YHCJIO OAPOMIKEBBIX U
TUIECHEBBIX TPHOOB

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

Not more than 100 CFU/g /
He 6omee 100 KOE/r

c) E. coli

Absent in 19/
OtcyrcTByeT B I

Shall be absentin1g/
I[OJ'I)KHLI OTCYTCTBOBAThH B 1r

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorBeTcTBYyeT TpeboBanmsiM H/|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3SA

Product: Enam tablets 20 mg / Ouam®, tabaerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG /
540,000 KI'

Analytical Report No. / Ananutnyeckuii oryer Ne:
2002FP23000804

Date of Analysis / lara ananuza: 21-03-2023

Date of Manufacture / lara npoussoacrea: 02/2023

Date of Expiry / Cpok rognoctu: 01/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

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

Test/ Ioka3artesb Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /

AeJeHHH TaldJIeToOK CooTBeTCTBYyET

Opnopoanocth Mace mpu | Complies as prescribed /

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.
/

TabmeTkn COOTBETCTBYIOT TpPeOOBaHUSM,
ecni He Oonee 1 eauHMYHAs Macca
oTKJIOHsieTest 3a mpenensl 85 % - 115 % or
cpenHei MaccChl. TabmeTkn HE
COOTBETCTBYIOT TpeOOBaHMSM, eciu OoJee
yeMm 1 WHAWBUAYAJIbHAA MacCa OTKJIOHACTCA
oT 9THUX npeacioB Wniu, €ClIn 1
WHIWBUAYaJIbHAasAT MacCa OTKIIOHACTCA 3a
npenenst 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYyeT TpeboBanmsiM H/|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3SA

Product: Enam tablets 20 mg / Ouam®, tabaerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG /
540,000 KI'

Analytical Report No. / Ananutnyeckuii oryer Ne:

2002FP23000804

Date

of Analysis / lata anaau3a: 21-03-2023

Date of Manufacture / lara npoussoacrea: 02/2023

Date

of Expiry / Cpoxk rognoctu: 01/2026

Analysis performed according ND / Auaims nposexen mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

[\?(') Test/ Ioka3artesb Result / PesyabTar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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. /

ITo 10 tabnerok 6 Oaucmepe U3
TPEXCIIONHOM honpru
(OITA/An/TIBX) u anoMHHHEBOM
¢donpru ¢ TEpMOCBapUBAEMBIM
JIAKOBBIM HOKPBITHEM Ha
3are4aTbIBa€MOM CTOPOHE.

o 2 GnucTepa ¢ HHCTPYKLHUEH 11O
MPUMEHEHUIO B MauKy
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
(OPAJ/AI/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 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. /

Tabnemxu 2,5 me

ITo 10 Tabnerok B cmpune U3 aTtOMUHUEBOM
(oNBIU C MOTMATUIICHOM HU3KOH IIIOTHOCTH
(ITDHIT) ma 3amedyaTsIBaeMOW CTOpPOHE H
[IEJUIAKOBBIM  TOKPBITHEM Ha HapYKHOU
CTOpOHE

WA

mo 10 Tabneroxk 6 Oaucmepe U3
tpexcioiHoit ¢onsru (OIA/An/TIBX) wu
ATFOMHUHHUEBOM bonbru c
TEPMOCBAPHUBAEMBIM JIAKOBBIM IOKPHITUEM
Ha 3arevyaTbiBaeMOi CTOPOHE.

I[lo 2 crpuna wim mo 2 Onucrtepa c
WHCTPYKIMEH TI0 MPUMEHEHUIO B TAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYyeT TpeboBanmsiM H/|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAITU3SA

Product: Enam tablets 20 mg / Ouam®, tabaerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG /
540,000 KI'

2002FP23000804

Analytical Report No. / Ananutnyeckuii oryer Ne:

Date of Analysis / lara ananuza: 21-03-2023

Date of Manufacture / lara npoussoacrea: 02/2023

Date of Expiry / Cpok rognoctu: 01/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

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

Test/ Moka3areans

Result / PesyabTar

Specification/ Hopma

Tabaemku 5 me, 10 me, 20 me

ITo 10 Tabnerok B cmpune N3 alfOMAHUECBOU
(hoJIbIY ¢ OJUITUIICHOM HU3KOH MJIOTHOCTH
(ITDHIT) Ha 3ameyaThiBaeMOW CTOpOHE U
[IeJUIAKOBBIM  TOKPBHITHEM Ha HapyKHOH
CTOpOHE

WM

mo 10 Tabmeroxk 6 Onucmepe U3
tpexcnoiHor ¢omeru (OITA/An/IIBX) wu
AIIOMHHHEBOM ¢donbru c
TEPMOCBapPUBACMBIM JIAKOBBIM TTOKPBITUEM
Ha 3aIevaThIBa€MOil CTOPOHE.

Ilo 2, 5, 6, 10 crpurmor wiu 1o 2, 5, 6, 10
OJIMCTEPOB C MHCTPYKIUEH 10 MPUMEHEHUIO
B MAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /

CooTBeTCTBYET TPeOOBAHUAM

According to ND /
B coorBercTBUM ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype e Bbiie 25 °C.

Xpanenue

13 | Shelf life / Cpok roqnoctu | 3 years / 3 rona

* - 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.

* - IlpoBoauTcsi MPOM3BOAMTeNeM INPH BBINMYCKe MEPHOAWMYECKH: AJAA Kaxaod 20-oii cepum uJIM
He MeHee 1 pa3a B roa. [loka3aresb MoKeT ObITh He BKJIOYEH B cepTH(PUKAT aHAIN3a QUPMBL.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorBeTcTBYyeT TpeboBanmsiM H/|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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