Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam tablets 5 mg / 9uam®, Taéuerku 5 mr

Batch No. / Cepusi Ne : B2301440

Batch Size / O6bem cepun: 492.000 KG /
492,000 KT

Analytical Report No. / Ananutu4eckuii oryer Ne:

2002FP23001170

Date of Analysis / lata ananuza: 04-05-2023

Date of Manufacture / aTta npousBoacra: 03/2023

Date of Expiry / Cpok rognocru:

02/2026

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

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Toka3zareans

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, Kpyrible, MIOCKHE
TaOJIETKH co CKOILIEHHBIMU
Kpasmu, ¢ TucHenueMm "EMT" na
omHOU cTopoHe W Iudpoit "5" m
pa3lEIUTENIBHON  pUCKOW  Ha
JIPYTOi CTOpOHE.

Ha mnonepeuHom paspese d1apo
0eJoro mBera.

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. / Besble wiu mouTH Oelble, KPYTIibie,
IIJIOCKHE Ta0JIETKHU CO CKOILICHHBIMH
Kpasmu, c¢ TucHeHuem "EMT" Ha opHol
crtopoHe u 1udpoit "5" u pazmenuTenHHOU
PHUCKOI Ha IPYTOi CTOPOHE.

Ha monmepeunom paspese siapo 6ei0oro uiu
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 IINKa Ha
XpomMaTtorpaMmme HUCHBITYEMOIo pacTBOpa
JOJI’KHO COOTBETCTBOBATH BPEMCHU
yIAEPKUBaHUS IIMKa  DHajampuila  Ha
XpoMaTorpaMMe CTaHZApTHOIO pacTBOpa
(pa3z[eJ1 «KonuuectBeHHoe onpez[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
XpoMaTorpaMMe MUCIBITYEMOTO pacTBOpa
AOJIKHO COOTBETCTBOBATH OCHOBHOMY ITSITHY
Ha XpoMaTorpaMme CTaHAapTHOTO pacTBOpa.

3 | Uniformity of dosage
units / OaHOpPOHOCTH
J03UPOBAHUS

24124

Acceptance value (AV) should be not more
than 15.0. / TToka3aTenb npueMIeMOCTH
(AV) nomxken 0b1Th He 6omee 15,0,
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N(.) Test/ Iloka3aTeab Result / Pesyabrar Specification/ Hopma
4 | Dissolution / 99%, 100%, 98%, 99%, 99%, Not less than 80 % (Q) of
PacrBopenne 99% CxHN,05-C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) ConnggOs‘C4H404
(dHamampmwia Majear) OT HOMHHAJIBHOTO
coaepxanust yepe3 30 MUH.

5 | Related substances / PoacTBeHHbI€ IPHUMECH

Enalaprilat / Dnananpuiar

Enalapril diketopiperazine /
DHanamnpuia
JAUKCTONUIICPA3HUH

Not detected / ne o6Hapyx eHa Not more than 1.5 % / He 6omee 1,5 %

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

Total impurities /
Cymma npumeceit

Not detected / He oGHapyxeHa Not more than 3.0 % / He 6oiee 3,0 %.

6 | Assay / KoanuyecTBeHHOe 5.02 mg /5,02 mr From 45mg to 5.5mg of
ompeesieHUe 100.5% / 100,5% C2HN,05C4H40,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI" 10 5,5 Mmr C20H28N205‘C4H404
(anananpwia manear) B tadnerke. (ot 90 %
10 110 % oT HOMHHATBHOTO COJIEPIKAHHS).
7 | Water / Bona 0.6% / 0,6% Not more than 6.0 % / He 6omee 6,0 %
8 | Microbial limits* / Mukpo6uooruyeckas YucTora®
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6miee yncio He 60nee 1000 KOE/r
a’pOOHBIX
MHKPOOPTaHH3MOB
b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6riee He 6onee 100 KOE/r
YHCIIO JPOXKIKEBBIX H
TUIECHEBBIX TPHOOB
c) E. coli Not Applicable Shall be absentin1g/
JlomkHBI OTCYTCTBOBaTh B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
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9 | Subdivision of tablets /

Onnoponnocts mace mpu | Complies as prescribed /
JeJICHNH Ta0JIeTOK 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 TpeOOBaHUSM,
ecnu He Oonee 1 eguHM4YHAas Macca
oTkIIoHsIeTCs 3a npeaenst 85 % - 115 % or
CpenHeit MAacCCBI. TabneTku HE
COOTBCTCTBYIOT Tpe60BaHI/I$IM, ecinn Oosee
gem 1 HHOVBUAYaJIbHAasE MacCa OTKIIOHACTCA
OT J3TUX TmpenenoB wik, ecau 1
WHAWBUAYAJIbHAsAI MacCa OTKIIOHACTCA 3a
npenensl 75 % - 125 % ot cpenneit Macchl.
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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 Tabnerox ¢ Oaucmepe u3
TPEXCIONHOU ¢donbru
(OITA/An/TIBX) U aaroMHHHEBOMI
dboprn ¢ TEPMOCBAPHUBAECMBIM
JIAKOBBIM IOKPBITUEM Ha
3are4aTbIBaEMON CTOPOHC.

Io 2 6iucTepa ¢ HHCTPYKIHMEH 110
NPUMEHEHHIO B Mnayky
KapTOHHYIO.

l\?(.) Test/ Iloka3aTeab Result / Pesyabrar 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/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. /

Tabremxu 2,5 me

[To 10 Tabnerox B cmpune U3 aTtOMAHUEBOU
(ONBIY C MOMMITUIICHOM HU3KOH TIOTHOCTH
(ITDHIT) Ha 3ameyaThiBaEMOW CTOpOHE U
IICJUTAKOBBIM  TIOKPBITHEM Ha Hapy>KHOM
CTOpOHE

1301071

nmo 10 Tabnetok 6 Oaucmepe w3
tpexcnoiHor ¢omeru (OITA/A/IIBX) wu
AIFOMHUHHEBOM ¢donbru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TOKPBITHEM
Ha 3aIe4yaTblBaeMOl CTOPOHE.

[Mlo 2 crpuna wim mo 2 Onucrtepa c
WHCTPYKLHEH 1O MPUMEHEHHIO B TayKy
KapTOHHYIO.
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Tabnemxu 5 me, 10 me, 20 me

[To 10 Tabnerok B cmpune U3 altOMUHUEBOM
(G ONBIU ¢ MOTUITUICHOM HU3KOH TIIOTHOCTH
(ITDHIT) ma 3amedyaTsIBaéMOW CTOpPOHE H
[IEJUTAKOBBIM ~ MTOKPBITHEM Ha HAPYKHOM
CTOpOHE

WA

mo 10 Tabneroxk 6 Oaucmepe U3
tpexcinoiiHor doneru (OITA/An/TIBX) u
ATIOMUHHEBOM bonbru c
TEPMOCBAPUBAEMBIM JIAKOBBIM TOKPBITHEM
Ha 3aMevyaTsiBaeMOi CTOPOHE.

Ilo 2, 5, 6, 10 crpunos wiu o 2, 5, 6, 10
OIUCTEPOB ¢ MHCTPYKIUEH MO MPUMEHEHHIO
B IIAYKYy KAPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYET TPeOOBaHUAM

According to ND /
B coorBercTBuu ¢ HJI

Xpanenue

12 | Storage conditions / At temperature below 25 °C. / IIpu TemmepaType He Boimie 25 °C.

13 | Shelf life / Cpox roanoctu | 3 years / 3 roaa

* - 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.

* - IIpoBoauTcs MPOM3BOAMTEIEM MNPHU BBHIMYCKe MEPHOTHYECKH: IJs Kaxaod 20-oif cepum wuiam
He MeHee 1 pa3a B roa. Iloka3aresib MokeT ObITH He BKJIIOYeH B cepTH(PHKAT aHAIN3a GUPMBI.
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