CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHANKW3A

Product: Enam tablets 20 mg / Dnam®, Taéaerku 20 mr

Batch No. / Cepusi Ne : B2404175

Batch Size / O6bem cepun: 540 KG / 540 KT’

2002FP24003156

Analytical Report No. / Ananuraqecknii oTueT No:

Date

of Analysis / lata ananm3a: 31-12-2024

Date of Manufacture / Jlata npousBoacta:

12/2024 Date

of Expiry / Cpok roanoctu: ~ 11/2027

Analysis performed according ND / Anains nposenen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ TlokasaTenn

Result / PesynsTaT

Specification/ Hopma

1 | Description / Onucaunne

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. / bembie, kpyrabie, IWIoCcKHe
TabmeTKH co CKOLUCHHBIMHA
KpasaMu, ¢ TucHenuem "EMT" na
O[HOH cTopoHe W uudpoii "20" u
pazfenuTeNnsHOH  PHMCKOM  Ha
Apyroi CTOpoHE.

Ha nomepeuHom paspese sanpo
oenoro useTa.

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. / bensie unn moutu Gensle, KpyTiwle,
INIOCKHE  TabIETKM  CO  CKOIIEHHBIMH
Kpasimu, ¢ TucaeHueMm "EMT" Ha ommoi
cropoHe U uudpoii "20" u pasgenuTensEHOMH
PHMCKOH Ha ADYTOH CTOPOHE.

Ha nonepeunom paspese sanpo Gemoro wim
nodTH Genoro BeTa.

Uncontrolled Copy

2 | Identification /
IMopanunOCTL
1. By HPLC / BOXX

2.By TLC/ TCX

Complies as prescribed /
CootBetcrayer

Complies as prescribed /
CooTtBeTcTBYET

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
YOEPXKMBAHUS  OCHOBHOTO  IIHK2  Ha
XpOMaTorpaMMe HCHBITYEMOTO pacTBOpa
NOJTKHO COOTBETCTBOBATh BpPEMEHU
YIEpKUBAaHUA  IMKA  JHANanpWia  Ha
XpOMaTOrpaMMe CTaHZAPTHOTO pacTBOpa
(pazmen «KonngecTBeHHOE ONMpeeIcHAED).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE mNATHO Ha
XpOMaTOTpaMME HCIIEITYEMOTO  PacTBOpa
JOJKHO COOTBETCTBOBATH OCHOBHOMY IISITHY
Ha XpOMAaTOrpaMMe CTaHIApPTHOTO PaCTBOPA.

3 | Dissolution /
PacTBopenne

101%, 102%, 100%, 99%, 102%,
99%

Not less than 80 % (Q) of
CyoH2sN,05-C4H,0, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(3Hanampuna Mamear) OT HOMMHAIEHOTO
conepxanus gepes 30 MuH.

4 | Uniformity of dosage
units / OgHopoaHoOCTE
A03MPOBAHAA

24/24

Acceptance value (AV) should be not more
than 15.0. / Iloxasatens OPUEMIEMOCTH
(AV) romxen GrITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeqanue: Ipooykr cooTBeTCTBYET TpeGoBamuam HJT

Conclusion : APPROVED /
3axaouenne: OJOGPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITU3A
Product: Enam tablets 20 mg / Yuam®, tadaerku 20 Mmr
Batch No. / Cepust Ne : B2404175 Batch Size / O6bem cepun: 540 KG /540 KI'
Analytical Report No. / Ananura4yeckuii oraer Ne: Date of Analysis / lata anamu3za: 31-12-2024
2002FP24003156
Date of Manufacture / [lata npoussoacrea: 12/2024 Date of Expiry / Cpox rognoctn:  11/2027

18.01.2023 / u3m. Nel or 18.01.2023)

Analysis performed according ND / Arasms nposenen o HJI: TT N014189/01-271021 (amend. Nel from

Test/ Ilokazatens Result / PesyasTaT

Specification/ Hopma

5 | Related substances / PogcTBeHHbIe IPUMECH

Enalaprilat / Onananpunar | Not detected / He o6Hapy*)eHa

Enalapril diketopiperazine /
OHananpuna

JMKETONHATIEPasHH Not detected / He obHapy»xeHa

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

Not more than 2.5 % / He Gonee 2,5 %

Total impurities /

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

From 18.0 mg to 22.0 mg of
C20H3N,05-C4H,40, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Or 18,0 M o 22,0 Mr
CoHsN;05C4H404 (3Hananpuna manear) B
tabnetke. (o 90% g0 110 % or
HOMHHAJIBHOTO COAEDKAHMNSA).

CymMmMa mpumeceit Not detected / ve oGHapyxeHa
6 | Assay/KonnuecTBeHHOE 19.7 mg /19,7 mr
onpegelenue 98.7% / 98,7%
7 | Water / Bona 0.7%w/w /0,7%

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

8 | Microbial limits* / MukpoGuoeruyeckas yuctora*

and mould count / O6mee
9HCIIO IPOIIKCBEIX H
TIIECHEBRIX TPpUbOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obmee aucio He 6onee 1000 KOE/r
a3po6HEIX

MHKDOOPTaHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g/

He 6onee 100 KOE/r

¢) E. coli Not Applicable

Shall be absentin 1 g/
JloJIKHEI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
ITpameqanne: IIpoxykT cooTBeTcTBYET TpeGoranmsm HT

Conclusion : APPROVED /
3akmodenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIMU3A

[Product: Enam tablets 20 mg / Iuam®, tabaerrn 20 mMr

Batch No./ Cepus Ne : B2404175

Batch Size / O6nem cepuu: 540 KG /540 KT

Analytical Report No. / ARaquTHYecKHi oTaeT No:
2002FP24003156

Date of Analysis / {aTa ananmuza: 31-12-2024

Date of Manufacture / [lata npousBoacTBa:  12/2024

Date of Expiry / Cpok rognoctn:  11/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3 nposeger no HJI: IT N014189/01-271021 (amend. Nel from

Test/ IlokasaTean Result / PesyasTat

Specification/ Hopma

9 | Subdivision of tablets /
Onpunopoanocts Mace npu | Complies as prescribed /
HeJieHHH Ta0JIeToK CooTeercTByer

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 COOTBETCTBYHWOT TpeOOBaHHAM,
ecin He Oomee | eguHW9Has Macca
OTKIOHAeTCA 3a mpemensl 85 % - 115 % ot
cpeqHei MAaccEl. Tabnerxu HE
COOTBETCTBYIOT TpeOoBaHusM, ecau Oolee
Yyem | WHOUBUAyamBHAA Macca OTKIOHAIETCH
OT OTHX TpEAenoB wiud, ecmd 1
HHIMBHIYaNbHasd Macca OTKJIOHAETCA 32
apezensl 75 % - 125 % ot cpenHeit Macch.

Remarks : The Product confirms to ND/
IIpumeaanne: [Ipoayxt cooTBeTcTBYET TpeGoBanusam H]T

Conclusion : APPROVED /
3axarouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 20 mg / Juam®, Tabierkn 20 mr

Batch No. / Cepus Ne :  B2404175

Batch Size / O6nem cepnn: 540 KG / 540 KT’

Analytical Report No. / AnajuTH4ecKuii oTueT No: Date
2002FP24003156

of Analysis / lata ananu3za: 31-12-2024

Date of Manufacture / Jlara npon3Boxcrea: 12/2024 Date

of Expiry / Cpoxk rognocru:  11/2027

Analysis performed according ND / Ananu3 nposener no H/I: T1 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

No Test/ Iloxazatean Result / PesyabsTaT Specification/ Hopma
10 | Package / YmakoBka 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  blisters and patient
information leaflet in a carton

pack. /
Ilo 10 Tabnetok ¢ Gaucmepe u3
TpeXcJIOHHON tdonsru

(OTTA/An/TIBX) ¥ aniOMHUHHEBOM
donbry ¢ TEPMOCBApUBAEMBIM
JIaKOBBIM MOKPLITHEM Ha
3dleydIbIBAEMUN CTUPUHE.

o 2 6aucrepa ¢ MHCTPYKLMER MO
NPUMEHEHUIO B HnavyKy
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/AV/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) vn 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. /

Tabaemxu 2,5 M2

[To 10 Tabnerox B cmpune U3 aIIOMUHHEBOH
(ONBIH C MOMUITUICHOM HH3KOH INIOTHOCTH
(ITDHIT) na 3anedaTsiBaeMOH CTOPOHE U
LICJUTAKOBEIM TIOKDEITHEM HA HAPYXKHOU
CTOpOHE

HITH

mo 10 Tabmetox 6 Onucmepe U3
tpexcnonnoit  ¢omeru (OIIA/AN/TIBX) wu
ATIOMHHHEBOHA tbomeru c
TEPMOCBAPHBAEMEIM JIAKOBBIM IIOKPHITHEM
Ha 3aI1€9aThIBAEMOM CTOPOHE.

ITo 2 crpuma wmi mo 2 Omucrepa ¢
WHCTPYKIMEH [0 NPHMEHEHHIO B MauKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeaanue: [Ipoaykt coorseTcTBYET TpeboBanmusam HJL

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.
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Printed Date & Time (IST): 03-01-2025 09:12:43




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 20 mg / Inam®, Tabaerku 20 mr

Batch No. / Cepust Ne : B2404175

Batch Size / O6sem cepun: 540 KG /540 KT’

2002FP24003156

Analytical Report No. / Ananurndeckuii oTder No:

Date of Analysis / [lata anann3sa: 31-12-2024

Date of Manufacture / JlaTa npoH3BoacTBA:

12/2024

Date of Expiry / Cpok roqsocru:

11/2027

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Anaju3s nposegen mo HJI: IT N014189/01-271021 (amend. Nel from

Test/ IloxkazaTean

Result / PesyabTar

Specification/ Hopma

Ta6aemiu 5 vz, 10 vz, 20 m2

ITo 10 TabneTox B cmpune U3 ATIOMHHUEBOR
($ORBIH ¢ MOMMATHIEHOM HU3KOH IIITOTHOCTH
(IIOHIT) Ha 3amedaTEIBAEMOH CTOPOHE H
LIETIaKOBEIM TIOKPBITHEM Ha Hapy»KHOH
CTOpOHE

WIH

no 10 Tabmeroxk & Onucmepe U3
Tpexcuotinoi ¢omeru (OITA/AW/IIBX) u
AMMOMUHHEBOH tboneru c
TEPMOCBAPHBAEMBIM JIAKOBHIM ITOKPBITHEM
Ha 3aredaThiBaeMOH CTOPOHE.

o 2, 5, 6, 10 cTpunor umu o 2, 5, 6, 10
OJIUCTEPOB C HHCTPYKLHKEH 11O MPUMEHEHHIO
B ITAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CoorsercrByer TpeGoBanmaM

According to ND /
B cootBetrctBIM ¢ H]J

12 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / IIpu Temneparype He Bbiure 25 °C.

13 | Shelf life / Cpok rognocTu

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.

* - TIpoBoaMTCH NPOM3BOAMTE/NEM NPH BbIMYCKe NEPHOAMYECKHM: AIA Kaxgoi 20-oif cepuu HIH
He MeHee 1 pasa B roa. ITokasarens MoxeT GBIThH He BKIIOYEH B CEPTHOUKAT aHAIN32 HHDPMBI.

Remarks : The Product confirms to ND/

IIpnmeuanue: ITpoaykxT cooTBeTCTBYET TpeboBanusam H]T

Conclusion : APPROVED /
3axmiouenne: ONOBPEHO
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