Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Iuam®, TabaeTkn 5 Mr

Batch No. / Cepust Ne: B2402434

Batch Size / O6bem cepun: 492 KG /492 KI'

2002FP24001891

Analytical Report No. / AHaguTH4ecknii oTuer Ne:

Date of Analysis / laTta ananu3a: 31-07-2024

Date of Manufacture / Jlata npoussoacra: 07/2024

Date of Expiry / Cpok roqnoctu:  06/2027

Analysis performed according ND / Ananus nposeaen no H/: TT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ Iloka3zaTean

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onucanne

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, MI0CKHE
TabIeTKn co CKOIIEHHEIMU
kpastMu, ¢ TiucHeHueMm "EMT" Ha
onHo#t cTtopoHe n uudpoii "5" u
pasmenuTeNnbHOM  puCKoi  Ha
JpYTOH CTOPOHE.

Ha nomepeyHoM paspe3e sapo
Oenoro uBeTa.

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. / Benvle Ny no4TH Oelble, KPYTIIbIE,
miockne  TabNeTKH €O CKOIIEHHBIMHU
kpasMu, ¢ THcHenueM "EMT" Ha onHo#
cropoHe M uuppoi "5" u paszmenurenbHON
pUCKOit Ha Opyroif cTOpoHe.

Ha momepewrnoM pazpese sapo 6eioro uiu
noyTu 6eIoro UBeTa.

2 | Identification /
IMoaauuHOCTL
1. By HPLC / BDXX

2. By TLC / TCX

Cutnplies as prescribed /
CoOOTBETCTBYET

Complies as prescribed /
CooTtBeTcTBYET

The retention time of the major peak in the
chromatogram of the sample solution should
conespond  with e reteution time ol
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yIepXXUBaHUS  OCHOBHOTO  NHMKa  Ha
XpoMarorpaMMe HCIBITYeMOTO  pacTBopa
JIOTIKHO COOTBETCTBOBATH BpeMeHH
ylep:KUBaHUA  TNHKa  OJHajampuna  Ha
XpoMarorpaMMe CTaHAapTHOIO pacTBopa
(paszmen «KonnuecTBeHHOE OTIpeieNIeHHER).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TATHO Ha
XpoMarorpaMMe HCIBITYEMOTO  pacTBopa
JIOJPKHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XpoMarorpammMe CTaHIapTHOTO pacTeopa.

3 | Uniformity of dosage
units / OgHopoaHoCTH

JAO3HPOBAHUSA

3.0 /3,0

Acceptance value (AV) should be not more
than 15.0. / TToka3aTens npreMIeMOCTH
(AV) nomxeH 6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanmue: [Iponykr coorBeTcTBYET TpedoBanusam HJ|

Conclusion : APPROVED/
3akimiouenune: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Enam tablets 5 mg / 3nam®, Taéaerku 5 Mr

Batch No. / Cepus No: B2402434

Batch Size / O6nem cepun: 492 KG /492 KI'

Analytical Report No. / AHanuTudeckuii oryer Ne:

2002FP24001891

Date of Analysis / lata ananusa: 31-07-2024

Date of Manufacture / JlaTta npoussoacTsa: 07/2024

Date of Expiry / Cpok rogoctu: 06/2027

Analysis performed according ND / Anaju3 nposeaen no HJ{: IT N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

PacTBOpeHne

98%

NS(') Test/ IlokasaTenb Result / Pesyabrar Specification/ Hopma
4 | Dissolution / 98%, 100%, 98%, 101%, 100%, | Not less than 80 % (Q) of

C,H5N,05-C4H,0, (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205‘C4H404
(3Hamampuia wmafear) OT HOMHHAIBHOTO
conepxkanus yepe3 30 MuH.

5 | Related substances / PoncTBeHHbIe MpUMecH

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
DHananpuna
JINKETOIMIEpa3iH

Not detected / He o6HapykeHa

Not detected / He 0OHapykeHa

Not more than 1.5 % / He 6onee 1,5 %

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

Towdl Impurliles /
CymMa npumeceii

Not detected / He o6HapyxeHa

Not more than 3.0 % / He 6omnee 3,0 %.

6 | Assay/KoanuecrBenHoe

4,96 mg /4,96 mMr

From
C,H»sN,05-C4H,0, (Enalapril Maleate) per

4.5 mg to 5.5mg of

onpenejieHHe 99.3% /99,3%
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 Mr Jo 5,5 Mmr C20H23N205'C4H4O4
(sHanampuna Manear) B Tabnetke. (ot 90 %
10 110 % OT HOMUHATILHOTO COAECPKAHHA).
7 | Water / Boaa 0.6% / 0,6% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / Mukpotunosoruyeckast YucTora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obuee uncio He 6onee 1000 KOE/r
a3poOHBIX

MMKPOOPraHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O61ee He 6onee 100 KOE/r

YHCIIO IPOAOKEBBIX 1

TUIECHEBBIX IPHOOB

c) E. coli Not Applicable Shall be absent in 1 g/

JIoXHEI OTCYTCTBORaTh B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: Ilponykr coorBeTcTBYeT TpeboBanusm HII

Conclusion : APPROVED /
Jakmoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Enam tablets 5 mg / Inam®, Tabuerkn 5 Mr

Batch No. / Cepust Ne : B2402434

Batch Size / Oonem cepuu: 492 KG /492 KI'

Analytical Report No. / AnannTH4uecknii oTuer Ne:
2002FP24001891

Date of Analysis / Jata anaauza: 31-07-2024

Date of Manufacture / lata nponsogctBa: 07/2024

Date of Expiry / Cpok rogHocTn:  06/2027

Analysis performed according ND / Anayus nposeaen no HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.
No.

Test/ IloxazaTens Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /

JeJIeHHH Ta0J1eTOK CooTBETCTBYET

OnpHopoaHocts Mace npu | 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 | individual mass is outside these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

Ta6neTKW COOTBETCTBYIOT TpeOOBAaHUAM,
ecni  He OGojee | eguHuyHas Macca
oTkJIOHsETCS 3a Tpenenst 85 % - 115 % or
cpenHei Macchl. TabneTkn HE
COOTBETCTBYIOT TpeboBaHMSM, ecnu Oonee
yem | MHIWBUIYyabHAsA Macca OTKIIOHAETCs
OT JTHX [pedenoB wnd, econ 1
WHIWBHAyaTbHast Macca OTKIIOHSeTCS 3a
npenenst 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/
Ipumeuanne: [IponykT cooTBeTCTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product: Enam tablets 5 mg / Inam®, TabaeTkn 5 Mr

Batch No. / Cepusi No: B2402434

Batch Size / O6nem cepun: 492 KG /492 KI'

Analytical Report No. / Ananutndecknii oTuer Ne:

2002FP24001891

Date of Analysis / laTa anaauza: 31-07-2024

Date of Manufacture / lata npouseoacTea: 07/2024

Date of Expiry / Cpok roguocru: 06/2027

Analysis performed according ND / Anaans nposeaen no H/I: TT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

S

) Test/ ITokazaTein
No.

Result / PesyabTaT

Specification/ Hopma

10 | Package / YnakoBka

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  blisters and patient
information leaflet in a carton
pack. /

ITo 10 Tabrnetok 6 6nucmepe U3
TpexcnoiHol toreru
(OITA/An/TIBX) u antoMUHUEBOIA
¢onern ¢ TepMOCEapHBaeMbIM
JTaKOBBIM TTOKPBITHEM Ha
3arevyaTsIBaeMOi CTOPOHE.

ITo 2 6nucrepa ¢ UHCTpYKLUEH MO
TIPIMEHEHHIO B magKy
KapTOHHYIO.

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/AVPVC) 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/AV/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. /

Tabnemku 2,5 m2

Io 10 Tabnerok B cmpune U3 aIIOMUHHEBOM
($hONBrH € NONUATHIIEHOM HU3KOMN IIIOTHOCTH
(TIDHIT) na 3arevarsiBaeMOil CTOpOHE H
UIEeNTAKOBBIM  TIOKPBITHEM Ha HapyXKHOH
CTOpOHE

WIH

mo 10 rTabmetok 6 6aucmepe U3
rpexcnoiiroit donmeru (OITA/AN/TIBX) n
AMOMUHNEBOR ¢donsru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TTOKPLITHEM
Ha 3are4aTbiBaeMoit CTOpOHE.

Mo 2 crpuna wnu no 2 Onucrepa ¢
HHCTpYyKUMell MO TNPUMEHEHUIO B TNa4Ky
KapTOHHYO.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr cooTBeTcTBYET TpeboBaHusm HII

Conclusion : APPROVED /
Zaxmouenne: OJOLPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIMN3A
Product: Enam tablets 5 mg / Inam®, Tabaerku 5 Mr
Batch No. / Cepust Ne: B2402434 Batch Size / O6bem cepuu: 492 KG /492 KI'
Analytical Report No. / AHanuTH4eckuii oTuet Ne: Date of Analysis / lata ananmu3a: 31-07-2024
2002FP24001891
Date of Manufacture / [lata npoussoactea: 07/2024 Date of Expiry / Cpok rogHocti:  06/2027

Analysis performed according ND / Ananus nposeaen mo H/I: TT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel or 18.01.2023)

NS('). Test/ IlokazaTenan Result / PesyabTat Specification/ Hopma
Tabnemgu 5 me, 10 me, 20 m2
ITo 10 TabneTok B cmpune V3 allOMAHHAEBOM
¢$ONBErH ¢ NONUATUIIEHOM HU3KOM [ITOTHOCTH
(TISHIT) wa 3amedaTvIBaEMOM CTOpOHE U
ITeJITaKOBBIM  TIOKPBITHEM Ha  HapyKHOH
CTOpOHE
WIN
mo 10 Tabnerok & 6Oaucmepe U3
tpexcnoiinoit  domeru  (OTTA/AN/TIBX) wn
amrOMUHUEBOH ¢doneru c
TEPMOCBapUBAaEMbIM NTAKOBBIM MOKPBITHEM
Ha 3arevaThIBaeMOl CTOpOHE.
ITo 2, 5, 6, 10 crpumos wim 10 2, 5, 6, 10
OnMCTEepoB ¢ MHCTPYKLMEd N0 NPUMEHEHUIO
B TAYKy KApTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

CootreTcTBYyeT TpeOoBaHMSAM B cootBerctenu ¢ HJ{
12 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbiwe 25 °C.
XpaHeHue
13 | Shelf life / Cpox roqnoctn | 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.

* - HpOBO}]HTCﬂ HPOH3IBOAUTE/IEM NMPH BLINMYCKE MEPpHOAHYECKH: AJA kaxgoit 20-oii CepHH MM
He meHee 1 pa3a B roa. IMoka3zaTeb MOXKeT OLITHL He BKJIIOYEH B cep’m(bmcaT aHaJiIu3a (bﬂprl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
Hpumeuanne: [IponykT cooTBeTCTBYET TpeboBaHusaM HJL 3axmouenne: OJOBPEHO
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