Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product: Enam tablets 10 mg / Yuam®, Taéaerku 10 mr

Batch No. / Cepus Ne : B2300201

'mlytical Report No./ AHanuTnyecknii oryer Ne:
2002FP23000221

Batch Size / O6nem cepun: 492.000 KG /492,000
KI"
Date of Analysis / laTta ananuza: 27-01-2023

Date of Manufacture /_ZIaTzl npouseoacTea: 12/2022

Date Of_EXBi;y_/CPOK l‘O[l_HOCTHI 11/2025

Analysis performed according ND / Anaans nposeaen no HJ: 1T N014189/01-271021

S. Test/ [TokaszaTenn

Result / PesyabTaTt

Specification/ Hopma

1 | Description / Onmucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, kpyTnble, MIOCKHE
TabNeTKH co CKOIICHHBIMH
KpasiMH, ¢ THcHeHneM "EMT" Ha
OJlHOIT cTopone U 1udpoii "10" u
pazacIuTENLHON puckoii Ha
Opyroi cTopoHe.

Ha mnomepeunom paspese samapo
6enoro 1BeTa.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "10" and a break line on the
other side.

Cross Cut Description: White to off white
core. / benbie MM mouTH Genble, Kpyrible,
TUTOCKHE  TableTkh Cco  CKOIIEHHBIMH
Kkpasmu, ¢ TucHeHneM "EMT" mna opnoit
cropore u mdpoit "10" u pazgenurensHoi
PUCKOMW Ha ApYTOH CTOpOHE.

Ha monepeuHoM paspese simpo Genoro nunm
ITOYTH GENoro IBeTA.

2 | Identification /
IMomIMHHOCTH
1. By HPLC/ B3XX

2. By TLC / TCX

Complies as prescribed /
CoorseTcTByeT

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
YIepKWBaHUs. ~ OCHOBHOTO  MHKA  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBOpa
TOJDKHO COOTBETCTBOBATh BpeMeHH
yAepXKUBaHUA  MMHKa  DBHaNampuia  Ha
XpoMaTorpaMMe CTAHAApTHOTO pacTBopa
(pasgen «KonmndyecTBeHHOE OTIpeHeNeHne) ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TISTHO Ha
XpoMaTorpaMMe WCIBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATE OCHOBHOMY IATHY
Ha XpOMaTOorpaMMe CTaHAapPTHOTO pacTBOPA.

3 | Uniformity of dosage
units / OqHopoaHOCTH
J03UPOBAHUS

1.7/1,7

Acceptance value (AV) should be not more
than 15.0. / Tlokazarenb mNpHEMIEMOCTH
(AV) nomxen 6bITh He Gonee 15,0.

4 | Dissolution /
PacTBOpenne

99%, 99%, 100%, 99%, 103%,
103%

Not less than 80 % (Q) of
CyHsN,05-C4H4O,4 (Enalapril Maleate) of
the label claim in 30 minutes., /
He menee 80 % (Q) C20H28N205'C4H4O4
(;Hanampuna Manear) OT HOMUHANBHOIO
conepxanHus yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHuamM HJT

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUDUKAT AHAJTHU3A

Product: Enam tablets 10 mg / dnam®, taéaerku 10 mr

Batch No. / Cepus Ne : B2300201

Batch Size / bﬁ"beM cepuu: 492.000 KG / 492,000
Kr

Xnalytical Report No./ Ananuruyeckuii otuert Ne:

Date of Analysis / /laTa ananusa: 27:)1-2023

2002FP23000221 B
Date of Manufacture / /lata npoussojactBa: 12/2022 Date of Expiry / Cpok rognoctu:  11/2025
Analysis performed according ND / Anaaus nposegen no H/I: IT N014189/01-271021

S. Test/ Iloka3zaTennb Result / PesyabTar Specification/ Hopma

No.

5 | Related substances / PopcTBennbie npuMecH

Enalaprilat / SHananpunar

Enalapril diketopiperazine /

OHananpuna
NUKETOTTHIIepa3HH
Individual unidentified
impurity / EnwHnuHas
HEMACHTHHLHPOBAHHAS
MIPUMECH

Total impurities /
CyMMa npuMeceit

Not detected / He obHapysKeHa
Not detected / He 0OHapyKeHa

Not detected / He oGHapyskeHa

Not detected / He oOHapyxeHa

Not more than 1.5 % / He Gonee 1,5 %
Not more than 2.5 % / He Gonee 2.5 %

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 3.0 % / He Gonee 3,0 %.

6 | Assay/KoJsiudecTBeHHOe
onpeaeeHne

10.0 mg / 10,0 mMr
(99.5 %/ 99,5%)

From 9.0 mg to 11.0 mg of
C20H28N205'C4H404 (Enalaprll Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MI 10 11,0 MT C20H28N205‘C4H4O4
(sHananpuna Maneat) B Tabnerke. (ot 90 %
10 110 % oT HOMHHATTBHOTO COAEPXKAHUS).

7 | Water/ Boga

0.6 % w/w / 0,6%

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

8 | Microbial limits / Mukpo6uosornyeckas 4ucTOTA

a) Total aerobic microbial
count / O61ree ancmo
a’poOHbIX
MUKpPOOPTaHH3MOB

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

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

b) Total combined yeasts
and mould count / O61iee
YHCII0 IPOACKEBBIX H
TIECHEBBIX TPUOOB

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

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

¢) E. coli

Absentin 1g/
OtcyTcTBYeT B IT

Shall be absentin 1 g/
JIOJKHEBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykrt coorBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akatouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 10 mg / uam®, Tabaerku 10 mr

Batch No. / Cepus Ne : B2300201

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

Analytical Report No. / AHanmuTu4eckuii oryet Ne:
2002FP23000221

|Date of Analysis / IaTta ananusa: 27-01-2023

Date of Manufacture / Iara npoun3soacrea: 12/2022

Date of Expiry / Cp;K roanocT: 11/2025

Analysis performed according ND / Anaaus nposejen no HJI: IT N014189/01-271021

S. Test/ Iloka3zaTenn Result / PesyanTaT

Specification/ Hopma

9 | Subdivision of tablets /
Oanopoanocts mace mpu | Complies as prescribed /
OeJIeHUU 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.
/

Tabnerku COOTBETCTBYIOT TpeboBaHUIM,
ecnim He Oonee 1 enuHWYHas wMacca
OTKJOHAETCA 3a npeaenst 85 % - 115 % ot
cpenHei MacchL Tabnerxku He
COOTBETCTBYIOT TpeOOBaHUAM, eclu Gojee
yeMm | MHAMBUAYaNIbHAA Macca OTKIOHSAETCs
OT 3THUX TIPeAeNoB WIH, ecim |
WHOWBMIYaNnbHAs Macca OTKIIOHAETCA 3a
npenenst 75 % - 125 % ot cpenHeti Macchl.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBaHmaM HJI

Conclusion : APPROVED /
3axaiouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Enam tablets 10 mg / Quam®, Tab6aericn 10 mr

Batch No. / Cepust Ne : B2300201

KI'

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

Analytical l@port No./ Anaautnyeckuii oTyet Ne:

2002FP23000221

Date of Manufacture / laTa IIEH;B(;H::_TB: 12/2022

Date of Analysis / {laTta anaausa: 27-01-2023

Date of Expiry / Cpok roamoctTn: | 15025_

Analysis performed according ND / Ananns npoeenen mo HJL: IT N014189/01-271021

S. Test/ TlokazaTennb Result / PesyabraT Specification/ Hopma
No.
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tublets 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. /

[To 10 Tabnerok & 6nucmepe n3
TPEXCIIONHON dombsrn
(OTTA/An/TIBX) u anroMiHHEBOT
donbru ¢ TEPMOCBAPHBAEMBIM
JTaKOBLIM MTOKPBITHEM Ha
3amevaThiBaeMoil CTOpOHE.

ITo 2 Gnucrepa ¢ UHCTpYKLUEH MO
MTPUMEHCHHUIO B MavuKy
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/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. /

Tabnemru 2,5 m2

ITo 10 Tabnerox B cmpune U3 alltOMUHHEBOM
(ONETH C MONUATUIICHOM HU3KO# TINIOTHOCTH
(TISHTT) Ha 3amevarpIBAaEMOW CTOPOHE W
IIEJUTAKOBLIM TIOKPLITHEM Ha HapyKHOMN
CTOpoHE

Wi

no 10 rtabnerok 6 Orucmepe 13
rpexcnoiiioi Qonbin  (OTTA/AWTIBX) u
aMFOMUHNEBOM donbrun c
TCPMOCBApPHBAEMBIM JIAKOBEIM TTOKPBITHEM
Ha 3are4yaTslBacMoll cTopoHe.

[To 2 crpuma wnu no 2 OGaucrepa ¢
WHCTPYKLMEeH MO NPUMEHEHHMI0 B Mayky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [poayxT cooTBeTcTBYET Tpebopaumsm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Product: Enam tablets 10 mg / Onam®, Tabaern 10 mr

Batch No./ Cepust Ne : B2300201 Batch Size / O6bem cepun: 492.000 KG /492 000 |
KI

Analytical Report No. / AHanuTu4ecknii oryer Ne: Date of Analysis / J/lata ananuza: 27-01-2023

2002FP23000221 .

Date of Manufacture / laTa npoussoacrea: 12/2022 Date of Expiry / Cpok roanocru: 11/2025

Analysis performed according ND / AnaJnz nposepen mo HJ: 11 N014189/01-271021

S. Test/ [ToxazaTenn Result / PesyabTaT Specification/ Hopma

Tabnremxu 5 m2, 10 mz, 20 zm2

Ilo 10 TabneTok B cmpune U3 alXOMUHUERON
(OJILTH C TTONMITHIIEHOM HH3KOW ITIIOTHOCTH
(TTOHIT) Ha 3amedaTbIBAEMON CTOpOHE H
IETIAKOBLIM  MIOKPBITHEM Ha  HapyKHOM
CTOpPOHE

Uiu

no 10 Tabnerox 6 Onucmepe U3
Tpexcroitnoit  donsru (OITA/An/TIBX) n
ATIIOMHTIHEDOM dombru c
TEPMOCBAPMBAEMbIM JIAKOBBIM TTOKPLITHEM
Ha 3aTreyaThiBaeMoit CTOpOHE.

1Mo 2, 5,6, 10 crpunoB wim o 2, 5, 6, 10
ONKUCTEPOB C UHCTPYKLIHEH 110 TPUMEHEHHIO
B I1a4YKy KapTOHHYIO.

11 | Labeling / Mapkuposka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeboBaHUAM B coorsercTeum ¢ H{
12 | Storage conditions / At temperature below 25 °C. / I1pu Temmeparype He Bbiite 25 °C.
XpaneHnue

13 | Shelflife / Cpok roguoctut | 3 years /3 rona

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ipumeuanne: IpoaykT cooTBeTcTBYET TpeboBauusM HJI 3axumouenne: OJOBPEHO
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