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CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHANU3A

|Product: Enam tablets 20 mg / 9uam®, Taérerku 20 mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6nem cepun: 540.000 K G/
540,000 KT’

2002FP23000804

Analytical Report No. / AranuTHuecknii oTaer Ne:

Date of Analysis / AaTa ananusza: 21-03-2023

Date of Manufacture / Jlara npoussoacrsa: 02/2023

Date of Expiry / Cpok rogmocru:

01/2026

Analysis performed according ND / Anaauns npoeeaen no HJI: IT N014189/01-27102021 (amend. Ne1 from
18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IlokazaTesib

Result / PesyabsTar

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, NiIockue
TaOMETKH  CO  CKOIIEHHBIMH
kpasmu, ¢ THcHeHHeM "EMT" Ha
onHo#M cTopoHe W udpoii "20" n
pasieuTeIbHOW ~ pUCKOM  Ha
Jpyroi CTOpoHe.

Ha momepeyHoM paspese sApo
6eroro 1BeTA.

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. / Benple wy noutn Genbie, Kpyribie,
mIocKkde  TalJleTKH €O CKOUIEHHBIMH
kpasmu, ¢ THcHenueM "EMT" na opnoi
cropornie 1 uudpoit "20" 1 paznenntensHoil
pHicKol Ha Ipyroi CTOPOHE.

Ha nonepeuHoM paspese sapo Genoro Wiu
MoYTH Oenoro 1BeTa.

2 | Identification /
HognunnocTh
1. By HPLC / BOXX

2. By TLC/TCX

Complies as prescribed /
CoOTBETCTBYET

Complies as prescribed /
CoOOTBETCTBYET

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
yIEp>KUBAHMS  OCHOBHOIO  THKa  Ha
XpOMaTOrpaMMe MUCIIBITYEMOIO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH BpEMEHH
yIep)KUBaHWs  MUKa  SHalanpuia  Ha
XpOMaTorpamMMe CTaHJapTHOTO  PacTBOpa
(paznen «KonugecTBeHHOE ONPEIETIEHHEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TSTHO Ha
XpoMarorpaMme HCHBITYyEMOIO  pacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IISATHY
Ha XpOMaTOorpaMMe CTaHJapTHOTO PacTBOpa.

3 | Dissolution /
PactBopenne

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

Not less than 80 % (Q) of
CyoHsN,05-C4H,0, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H4O4
(sHanampuna MajieaT) OT HOMHHAIBLHOTO
coneprxanns uepes 30 MHH.

Remarks : The Product confirms to ND/
TIpumeuanune: [Ipoaykr coorBeTcTBYET TpeGoBaHMsaM HJJ

Conclusion : APPROVED /
3axmoyenue: OJJOBPEHO
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A1 P ILE LI NA VUrJ_y

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

mwt: Enam tablets 20 mg / Yaam®, Tabaerkn 20 Mr

Batch No. / Cepust Ne : B2301010

Batch Size / O6nem cepuu: 540.000 KG /
540,000 KI"

Analytical Report No. / Anasurudeckuii oTger No:
2002FP23000804

Date of Analysis / lata anamza: 21-03-2023

Date of Manufacture / Tara upoussoucrsa:  02/2023

Date of Expiry / Cpok rognocru:

01/2026

Analysis performed according ND / Anann3 uporenen mo HJI: TT N014189/01-27102021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

1\?(; Test/ IlokasaTenan Result / PezyabTaT Specification/ Hopma
4 | Uniformity of dosage 2.5/2,5 Acceptance value (AV) should be not more
units / OgHopoanoCcTH than 15.0. / Tlokazarenb IpUemMiIEMOCTH
JO3HPOBAHMSA (AV) nomxen 6vITh He Gonee 15,0,
5 | Related substances / PogcTBeHHbIE IpUMecH
Enalaprilat / Dnananpumar | Not detected / He o6HapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / ne obnapysiena Not more than 2.5 % / He Gonee 2,5 %
DHananpuia
IUKETOTTHITePa3suH
Total impurities /
Cymma npumeceit Not detected / He oGHapyxkeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonnuyecTBeHnoe 20.4 mg /20,4 mr From 18.0 mg to 22.0 mg of
onpeneeHne 102.2% / 102,2% Cy0HsN,O5-C4H404 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 18,0 mMr J0 22,0 Mr
CyoH2N,05 C4H, Oy (PHANAnpMITa Maneart) B
tabnetke. (ot 90% mo 110 % ot
HOMHMHAJIHOTO COJIepKaHMUs ).
7 | Water / Boaa 0.7% wiw / 0,7% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / MuxpoGuosorudeckas YucToTa*

a) Total aerobic microbial
count / O61ee uucno
a’pOOHBIX
MUKPOOPTaHU3IMOB

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 / O61ee
YHUCTIO APOAOKEBBIX U
TUICCHEBEBIX TPHOOB

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

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

c) E. coli

Absentin 1g/
OtcyterByeT B 1T

Shall be absentin 1 g/
JIOIDKHET OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Ipumeyanue: [Ipogykt coorBeTcTBYET Tpeboranusm HJI

Conclusion : APPROVED /
3akarouyenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Drintad D

W Naravana Qumamay

Page 2

of 6

Drintad NMata 2 Tima (IQTY:

27 N2 2NI2 11-RQ-1Q



CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAIIU3A
Product: Enam tablets 20 mg / Duam®, Ta6aerku 20 mr
Batch No. / Cepus Ne : B2301010 Batch Size / O6bem cepun: 540.000 KG/
540,000 KI' |
Analytical Report No. / Ananarauecknii oruer Ne: Date of Analysis / JlaTta anammusa: 21-03-2023
2002FP23000804
Date of Manufacture / Jlata npoussoacrpa: 02/2023 Date of Expiry / Cpok rognoctu:  01/2026

Analysis performed according ND / Ananus nposeaen no HJI: II N014189/01-27102021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ IlokazaTenn Result / PesyabTaT Specification/ Hopma

9 | Subdivision of tablets / The tablets comply with the test, if not more
Opanopoanocts mace npu | Complies as prescribed / than 1 individual mass is oulside the limits
geJileHuH TadJIeTOK CoorBeTcTBYET 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.
/

TabneTkd COOTBETCTBYIOT TpeboBaHMAM,
ecim He Oomee 1 enuMHWYHas Macca
oTkioHseTes 3a npenensl 85 % - 115 % ot
cpenHei MAacchl. Tabnetku He
COOTBETCTBYIOT TpeOOBaHUAM, ecii Gonee
yeM | MHAMBHMIYaNbHAs Macca OTKJIOHSETCS
OT 9THUX TpeaeyioB wuimH, ecim 1
MHAMBMIYyalbHas Macca OTIJIOHAETCS 3a
npenens! 75 % - 125 % ot cpenneit Maccsl.

WA IO ALE NJTEIN A VUH’

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeyanne: IIpoAyKT COOTBETCTBYET Tpeboarusm HJ{ Saxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0 Page 3 of 6
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WA LA ITU NJTENO A \J\JPJ}

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3SA

[Product: Enam tablets 20 mg / Inam®, rabinerkn 20 mr

Batch No. / Cepus Ne : B2301010

Batch Size / O6nem cepun: 540.000 KG /
540,000 KI'

Analytical Report No. / AnaanTH4ecknii oruer Ne:
2002FP23000804

Date of Analysis / Jlata ananmuza: 21-03-2023

Date of Manufacture / lata npoussoactsa: 02/2023

Date of Expiry / Cpok roaHocTH:

01/2026

Analysis performed according ND / Ananus nporegen no HI: II N014189/01-27102021 (amend. Ne1 from
18.01.2023 / n3m. Nel ot 18.01.2023)

1\?(.) Test/ IlokazaTesb ‘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  Dblisters and patient
information leaflet in a carton

pack. /
ITo 10 tabnerok 6 6nucmepe n3
TPCXCIOHHOI donwru

(OITA/An/TIBX) u amroOMHHWEBOM
donpry ¢ TEPMOCBApUBAEMBIM
NTaKOBBIM TIOKPBEITHEM Ha
3arievyaThiBaeMOi CTOpOHE.

ITo 2 6micTepa ¢ MHCTPYKUUEH 110
MPUMEHEHHIO B nayky
KapTOHHYIO.

10 tablets in Aluminum st#lp 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. /

Tabremru 2.5 M2

ITo 10 TabneTok B cmpune U3 aIFOMUHHEBON
(hOJNBrH C MOTVATUIIEHOM HU3KOH TIIOTHOCTH
(ITSHIT) Ha 3amedaThiBa€MOM CTOPOHE U
[IeUIaKOBBIM  TIOKPBHITHEM HA Hapy>KHON
CTOpOHE

WU

mo 10 Tabnerok 6 6nucmepe w3
Tpexcinoitnoit  ¢oneru  (OITA/An/TIBX) w
ATFOMWHHEBOH tdonsrn c
TEPMOCBAPUBAEMbBIM JIaKOBBIM TOKPBITHEM
Ha 3aneyaTblBAEMOW CTOPOHE.

Ilo 2 crpuna wmu no 2 Onucrepa ¢
WHCTPYKIMEH TIO0 TPUMEHEHHUI0 B IAa4Ky

KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykr cooTeeTcTBYeT TpeGoBanusm HJL

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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A RRLAG VAN W) LWL | \J\JV}

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

Product: Enam tablets 20 mg / Ynam®, Taéaerkm 20 mr

Batch No. / Cepua Ne : B2301010

Batch Size / O6bem cepun: 540.000 KG/
540,000 KT"

Analytical Report No. / ABaauTu4ecknii order Ne:
2002FP23000804

Date of Analysis / lata ananusa: 21-03-2023

Date of Manufacture / lata npoussoactea: 02/2023

Date of Expiry / Cpok rognoctu:  01/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananns nposeaen mo HJI: T N014189/01-27102021 (amend. Nel from

Test/ IlokasaTesn Result / PeayanTat

Specification/ Hopma

Tabnemru 5 mz, 10 m2, 20 m2

ITo 10 TalNETOK B ¢CHpUNe U3 dIFOMUHIEBON
(OJBTH C TIONUITUIIEHOM HU3KO¥ MIIOTHOCTH
(IIOHIT) Ha 3amevaTblBa€MO CTOpPOHE H
IIEJUTAKOBBIM TIOKPBITHEM Ha  Hapy»XHOW
CTOpOHE

WITH

mo 10 Tabnetok 6 Oaucmepe W3
tpexcioinoit  donern  (OITA/An/TIBX) n
ANFOMHUHHEBOMN tdonbru c
TEPMOCBAapHBAEMBIM JIAKOBBIM TIOKPhITHEM
Ha 3aIe4aThiBaeMOif CTOpOHE.

Ilo 2, 5, 6, 10 cTpumos wnu 1o 2, 5, 6, 10
OGNMCTEPOB C MHCTPYKLMEH IO TIPUMEHEHUIO
B MTa4Ky KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYET TPeOOBAHUIM

According to ND /
B cootsetcTeru ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepartype He Boiiue 25 °C.

XpaHeHne

13 | Shelflife / Cpok rognoctu | 3 years/ 3 ropa

* . 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.

* _ IIpoBoguTCS NPOM3BOAMTENIEM NPH BbINYCKe MEPHOAHYECKM: st Kaxjaoil 20-oif cepun HIH

He MeHee 1 pasa B roa. Ilokazaresib MoxeT GLITH He BKIIOYEH B CePTHPUKAT aHANIN3A GHPMBL

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTseTcTBYET TpebGosanusam HJT

Conclusion : APPROVED /
Baxarwuenne: OJJOGPEHO
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ELECTRONIC SIGNATURES
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