Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A
Product: Enam tablets 10 mg / Onam®, tadaerku 10 mr
Batch No. / Cepust Ne :  B2301383 Batch Size / O6bem cepun: 492.000 KG /
492,000 KI'
Analytical Report No. / Ananurnyeckuii oryer Ne: Date of Analysis / lata anamm3a: 26-04-2023
2002FP23001106
Date of Manufacture / aTa npousBoacrBa: 04/2023 Date of Expiry / Cpok rognoctu: 03/2026
Analysis performed according ND / Auamms nposexen mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)
NS(') Test/ Ioka3atean Result / PesyabTat Specification/ Hopma
1 | Description / Onucanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on | edged tablets with "EMT" debossed on one
one side and number "10" and a | side and number 10" and a break line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benble, kpyrible, iiockue | core. / benble mwim moytn Oemnble, KPYTIbe,
TabIEeTKN CcO CKOIIICHHBIMHU | ITJIOCKHUEC TaOJIETKH co CKOIIICHHBIMHA
kpasmu, ¢ TucHenneMm "EMT" Ha | kpasmu, ¢ tucHenumem "EMT" Ha omHOMU
onHOH ctopone u mudpoit "10" u | cropone u uudpoit "10" u pazpenurensHON
pa3leNUTeNIbHOM  PUCKOM  Ha | pUCKOW Ha APYTrOH CTOPOHE.
JIpyTroi CTOpOHE. Ha momepeunom paspese sapo 6emoro mim
Ha mnonepeunoM paspese sapo | moyTu O€Ioro IBeTa.
0eJIoro 1BeTA.
2 | Identification / The retention time of the major peak in the
HopnuuuocTh chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond with the retention time of
CooTBeTcTBYyET Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
YACPIKUBAHUSA OCHOBHOI'O IINKa Ha
XpOMAaTOrpaMMe MCIBITYEMOTO  pacTBOpa
JOJIKHO COOTBETCTBOBATH BpEMCHU
YACPIKUBaHUSA IINKa SHaJIarpuia Ha
XpOMaTOrpaMMe CTaHIAPTHOIO pacTBOpa
(pasmen «KoauuecTBEHHOE OTIPEIETIEHUEY ).
2.By TLC/TCX Complies as prescribed / The principal spot in the chromatogram of
CooTBeTCTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TATHO Ha
XpoMaTrorpamMme HCHOBITYEMOI'o pacTBOpa
JOJDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY
Ha XpoMaTrorpaMMme CTaHAApTHOTO pacTBOpa.
3 | Uniformity of dosage 3.3/3,3 Acceptance value (AV) should be not more
units / OqHopoaHoOCTH than 15.0. / TTokasatenb MpUeMIEMOCTH
J03MPOBAHMSA (AV) nomxen 651Th He 6omee 15,0.
4 | Dissolution/ 101%, 101%, 103%, Not less than 80 % (Q) of
PacrBopenne 103%, 102%, 102% CyoHzN,05-C4H404 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(3Hanampwia wmanear) OT HOMHHAJILHOTO
conepkanus yepe3 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanmne: [Ipogykr cootBeTcTBYeT TpeboBanmsM H/J

Conclusion : APPROVED /
3akaouyenue: OJOBPEHO
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NS(') Test/ Ioka3atean Result / PesyabTat Specification/ Hopma
5 | Related substances / PoacTBeHHbIE IPHMECH
Enalaprilat / Dnamanpunar | Not detected / He obHapyxeHa Not more than 1.5 % / He 6omnee 1,5 %
Enalapril diketopiperazine / | NOt detected / ne oGHapysxena Not more than 2.5 % / He Gouee 2,5 %
OHananpuia
JIMKETOHIICPa3HH
Total impurities /
Cymma npumeceit Not detected / ne oonapyxena | Not more than 3.0 % / He 6osiee 3,0 %.
6 | Assay / KonrnuyecTBeHHoe 10.0 mg /10,0 mr From 9.0 mg to 11.0mg of
onpeaeaeHne 99.8% / 99,8% CyHN,05-C,H40,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 Mr mo 11,0 mr Cy0HsN,05-C4H4O4
(aHanampua manear) B Tabnerke. (ot 90 %
70 110 % oT HOMHHAJIBHOTO COJICPIKAHUS).
7 | Water / Bona 0.9% w/w / 0,9% Not more than 6.0 % / He 6ox1ee 6,0 %
8 | Microbial limits* / Mukpoduoiornyeckast YucTora*

a) Total aerobic microbial
count / O61ee umcio
a’pOOHBIX
MHKPOOPraHU3MOB

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

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

b) Total combined yeasts
and mould count / O6riee
YHUCJIO0 APOKIKEBBIX U
IIJIECHEBBIX FpI/I6OB

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

Not more than 100 CFU/g /
He 6o1ee 100 KOE/r

c) E. coli

Absentin 19/
OtcyrcTByeT B 1T

Shall be absentin1g/
JomxHbl oTCyTCTBOBaTh B 1 T
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N(') Test/ Ioka3atean Result / PesyabTat
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9 | Subdivision of tablets /
Onnopoanocth Mace mpu | Complies as prescribed /
eJIeHNHU 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,
ecmn He Oomee 1 eauHM4YHAsS Macca
oTkIIoHseTCs 3a npeaenbl 85 % - 115 % or
cpenHei MAacChl. Tabnerku HE
COOTBCTCTBYIOT Tpe6OBaHI/I$IM, eciin Oosee
gem 1 WHIWBUOYaJIbHasA MacCa OTKIIOHACTCSA
OT 9TUX TmpenenoB wimm, ecau 1
HHAWBUAYAJIbHAdA MacCa OTKIIOHACTCA 3a
npexensl 75 % - 125 % ot cpenHei Macchl.
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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 Tabnerok 6 Oaucmepe w3
TPEXCIOUHON ¢donbru
(OITA/An/TIBX) 1 amroMHHHAEBOM
dbomprn ¢  TEPMOCBAPUBACMBIM
JJAKOBBIM TOKPBITUEM Ha
3are4aTbIBAEMON CTOpPOHC.

ITo 2 GincTepa ¢ HHCTPYKIMEH 110
MIPUMEHEHHUIO B MmayKy
KapTOHHYIO.

NS(') Test/ Ioka3atean Result / PesyabTat 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

ITo 10 taGmeTox B cmpune U3 aIOMUHUEBON
(GOJBrU ¢ MOTUATHICHOM HU3KOH IJIOTHOCTH
(ITSHIT) wa 3ameuyaThIBaeMOW CTOPOHE U
HICJUTAKOBBIM  TIOKPBITHEM HA HAPYXKHOM
CTOpOHE

WIIN

no 10 Tabmetok 6 Oaucmepe U3
tpexcnoitHor ¢oneru (OITA/An/IIBX) wm
aJTFOMUHUEBOU dhonpru c
TEPMOCBAapPUBAEMBIM JIAKOBBIM TTOKPHITHEM
Ha 3are4aTbiBAEMON CTOPOHE.

[Mo 2 crpuna wim mo 2 Oiucrepa cC
WHCTPYKIUEH IO NPUMEHEHUIO B MayKy
KapTOHHYIO.
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Tabnemxu 5 me, 10 me, 20 me

ITo 10 taGneTok B cmpune U3 aTllOMUHUCBOU
(GOJBrU ¢ MOIUATHICHOM HU3KOH MIOTHOCTH
(ITOHII) ma 3ameyaThIBaeMOW CTOpPOHE H
[IEJUTAKOBBIM  TIOKPBITHEM Ha HAPYXKHOM
CTOpOHE

WIn

mo 10 Tabmerox 6 Oaucmepe U3
TpexcnoiiHoi ¢onsru  (OIIA/An/TIBX) wu
AIOMUHUEBOM donbru c
TEPMOCBAPUBAEMBIM JTAKOBBIM ITOKPHITHEM
Ha 3aIeyaThIBAEMOI CTOPOHE.

Ilo 2, 5, 6, 10 cTpumnos umu 1o 2, 5, 6, 10
OIUCTEPOB ¢ HHCTPYKIUEH IO IPUMEHEHHIO
B TIAYKy KapPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYeT TpeOOBaHUSIM

According to ND /
B cootBerctBun ¢ HJJ,

XpaneHnue

12 | Storage conditions / At temperature below 25 °C. / TIpu remneparype He Boimre 25 °C.

13 | Shelf life / Cpox rognocru | 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.

* - IIpoBoauTCsl MPOM3BOAUTENEM NMPHU BbIMYCKe MEPHOAMYECKH: HAJIA Kaxaoh 20-0ii cepuu wiu
He MeHee 1 pa3a B roa. Iloka3aTesib MoKeT ObITH He BKJIIOYeH B cepTH(PHKAT aHAIN3a GUPMBI.
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