Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Enam tablets 5 mg / 9uam®, Tabuerkn 5 mr

Batch No. / Cepus Ne ;

B2402434

Batch Size / O6bem cepun: 492 KG /492 KT

2002FP24001891

Analytical Report No. / AHanuTHyeckuii oTuer Ne;

Date of Analysis / {aTa anannza: 31-07-2024

Date of Manufacture / lata nponssoactea: 07/2024

Date of Expiry / Cpok roanocru: 06/2027

Analysis performed according ND / Ananu3 nposeaen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel or 18.01.2023)

Test/ Ioka3zatean

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, KpyTable, MIOCKHE
TabneTku co CKOLUIEHHBIMU
Kpasimu, ¢ TucHeHuem "EMT" Ha
olHOW cTopoHe u undpoit "5" n
pasdeMTENbHOW ~ PUCKOM  Ha
Ipyro# CTOpPOHE.

Ha nonepeyHom paspese aapo
Oenoro ugera.

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. / benble nnu mouTH Genble, KPYTIble,
TUTOCkWe  TaOJNeTKU €O CKOIIEHHBIMU
kpasmy, ¢ TucHeHuem "EMT" Ha ozxHoit
cTtopoHe W uMdpoi "5" v paszgenurenbHOR
PHUCKOIi Ha ApYToit CTOPOHE.

Ha nonepeuHom paspesze aapo Oenoro wmm
nouTy OENnoro LBeTa.

2 | Identification /
Toanunnocts
1. By HPLC / BDXX

2.By TLC/TCX

Complies as prescribed /
CooTBETCTBYET

Complies as prescribed /
CooTReTCTRYET

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
yllepXXUBaHUsS  OCHOBHOrO  MMKa  Ha
XpoMaTorpaMMe HCILITYEMOro  pacTBOpa
OJIKHO COOTBETCTBOBATH BpEMEHHU
yHep:KUBaHUS  NUka  JHananpuia Ha
XpoMaTorpaMMe CTaHIApTHOro pacTBopa
(paznen «KonwdecTBEHHOE OTIpeHeSICHHE) ).

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 WCITBITYEMOTO  pacTBOpa
JOJKHO COOTBETCTBOBATH OCHOBHOMY TIATHY
Ha XpoMarorpaMMe CTaHIApTHOTO pacTBopa.

3 | Uniformity of dosage
units / OaHopoaHOCTE

A03MPOBAHHA

3.0 /3,0

Acceptance value (AV) should be not more
than 15.0. / Iloka3zarenb npreMineMocTu
(AV) nomxeH OBLITL He 6oree 15,0.

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykr cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED/
Jaxarouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Yuam®, Tabaerku 5 Mr

Batch No. / Cepusn Ne :

B2402434

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

Analytical Report No. / Avaautnueckuii oruer Ne:

2002FP24001891

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

Date of Manufacture / JlaTta npoussoacrea: 07/2024

Date of Expiry / Cpok roanoctu: 06/2027

Analysis performed according ND / Ananu3s nposeaen no HI: TT N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

]\i’)- Test/ Iloka3zaren Result / PesyabTat Specification/ Hopma
4 | Dissolution / 98%, 100%, 98%, 101%, 100%, | Not less than 80 % (Q) of
PacTeopenue 98% Cy0H2sN,05C4H,O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205'C4H4O4
(aHanampwia wmajiear) OT HOMHHAILHOTO
conepxaHus uepes 30 MUH.
5 | Related substances / PogcTBennbIe npumecn
Enalaprilat / DQnananpunar | Not detected / He 0OHapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / e oGHapykeHa Not more than 2.5 % / He 6onee 2,5 %
DHananpuna
JAHKeTONHIepasuH
Total impurities /
Cymma npumMeceti Not detected / He oGHapyxena | Not more than 3.0 % / He Gonee 3,0 %.
6 | Assay/KonauyecTBeHHoe 4.96 mg /4,96 mr From 4.5 mg to 5.5mg of
onpeaeJieHne 99.3%/99,3% CyoH2sN>O05-C4H,04 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MT J0 5,5 MT C20H23N205'C4H4O4
(aHananpuna manear) B Tabnetke. (ot 90 %
10 110 % oT HOMUHANBLHOTO COAEPKAHUA).
7 | Water / Boaa 0.6% /0,6% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / MukpoGuonoruyeckas yucrora*

a) Total aerobic microbial
count / Obee uucno
a’pobHBIX
MUKpPOOPraHu3MOB

Not Applicable

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

b) Total combined yeasts
and mould count / Obtuee
YUCIIO IPOKKEBBIX U
TIIECHEBBIX TPUGOR

Not Applicable

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

c) E. coli

Not Applicable

Shall be absentin 1 g/
JIOJKHBI OTCYTCTBOBAaTE B 1 T

Remarks : The Product confirms to ND/
IMpumeuanue: [poaykT cooTBeTCTBYET TpeGoraHusam HJT

Conclusion : APPROVED /
3akmiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

[Product: Enam tablets 5 mg / Duam®, tabaetku 5 mr

Batch No. / Cepusi Ne: B2402434

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

Analytical Report No. / AHaanTuueckuii oryet No:

2002FP24001891

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

Date of Manufacture / Jlata npoussoacrsa: 07/2024

Date of Expiry / Cpok roanoctn: 06/2027

Analysis performed according ND / Anaau3s nposeagen no H/: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ Moka3aTean
No.

Result / PesynbTat

Specification/ Hopma

9 | Subdivision of tablets /
OanopoaHocTb Mace Nnpu
JaejleHUH TadJIeToK

Complies as prescribed /
CooTtseTcTBYET

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.
/

TabneTk COOTBETCTBYIOT TpeOOBaHUAM,
ecnu He Oomee 1 eaMHMYHas Macca
OTKJIOHsEeTCs 32 npenensl 85 % - 115 % or
cpenHeit Macchl. Tabnetkn He

COOTBETCTBYIOT TpeboBaHUsIM, ecnu Gonee
yeM | MHAMBMAYyaNbHAS Macca OTKIIOHAETCA
OT 3THX TmpedenoB unu, ecan |
WHINBHAYyalbHas Macca OTKIIOHseTcs 3a
npegenst 75 % - 125 % ot cpenHeit Maccel.

Remarks : The Product confirms to ND/

ITpumeuanmne: [Ipoaykr cooTBeTcTBYET TpebosaHusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

31-07-2024 16:55:42




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A

Product: Enam tablets 5 mg / Yuam®, tabnerkn 5 mr

Batch No. / Cepust Ne : B2402434

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

Analytical Report No. / AnaauTn4yeckuii oT4et No:

2002FP24001891

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

Date of Manufacture / laTa npoussoacrea: 07/2024

Date of Expiry / Cpok rogsoctu: 06/2027

Analysis performed according ND / Anaau3 nposeaen no H/I: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)

NS(') Test/ Tloka3zaTesn Result / PesynbTar Specification/ Hopma
10 | Package / ¥YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

foil (OPA/Al/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 Tabnetox @ Gnucmepe W3
TPEeXCIOHHON dbonsri
(OIMA/An/TIBX) u antoMuHUEeBOH
donbrM € TEpMOCBapHBAEMEIM
JTaKOBBIM TIOKPBITHEM Ha
3arnevyaTsiBaeMoi CTOPOHE.

1o 2 6nucrepa ¢ UHCTpYKUMEHR 1O
TIPUMEHEHUIO B navky
KapTOHHY'O.

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. /

Tabaemru 2,5 a2

ITo 10 TabneTok B cmpune U3 aIlOMUHUEBOM
(OB € MONUATHUIIEHOM HHU3KOI MIOTHOCTH
(TTOHIT) na 3aneuaTsiBaeMOi CTOpPOHE W
[IEJITAKOBBIM  TIOKPBITHEM Ha HapyXHOMH
CTOpOHE

1281078

nmo 10 Tabnetox & Onucmepe W3
tpexcnoiinoit  donern (OTTA/An/TIBX) wu
aloMHHNUEBO donsru c
TEPMOCBapHBAEMbIM JIaKOBBIM ITOKPBITHEM
Ha 3arevaTbIBaeMoif CTOpoHe.

[lo 2 crpuna unu no 2 Onucrepa ¢
UHCTpyKUMedl no NPUMEHEHWI0 B MNavKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBercTBYET TpeGoBaHusam HJI

Conclusion : APPROVED /
Zaxkmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Iuam®, tadnerku 5 mr

Batch No. / Cepusi Ne : B2402434

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

2002FP24001891

Analytical Report No. / Ananutnuecknii oTyer Ne:

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

Date of Manufacture / [lata npoussoactea: 07/2024

Date of Expiry / Cpok roavoctu: 06/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3s nposegen no H: TT N014189/01-271021 (amend. Nel from

S.

Test/ Iloka3aTean
No.

Result / PesyabTat

Specification/ Hopma

Tabremru 5 me, 10 vz, 20 me

TTo 10 TabneTok B cmpune W3 allTOMUHKEROT
OBy ¢ NONUITUIEHOM HU3KOM MIOTHOCTH
(TTOHTT) na 3amedaTbiBaeMOl CTOPOHE W
IIENNAKOBBIM TOKPBITHEM Ha HapyXKHOH
CTOpOHE

Anu

mo 10 Tabnetok 6 Oiucmepe W3
tpexcnoitHoit  doneru (OTTA/An/TIBX) u
anOMUHKEBOH donbru c
TEPMOCBAPUBAEMBIM JIAKOBBLIM TTOKPBITHEM
Ha 3amevaTbiBaeMoil CTOPOHE.

Tlo 2, 5, 6, 10 crpumos win 1o 2, 5, 6, 10
OUCTEPOB C MHCTPYKLMEH MO NPUMEHEHHIO

B MayvKy KapTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBETCTBYET TPEOOBAHMAM B coorsercTeun ¢ HJY
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbie 25 °C.
Xpanenue

13 | Shelf life / Cpok roanoctu | 3 years /3 roma

Uncontrolled Copy

* - 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.

* - TIpoBoauTCsl MPOM3BOAMTENEM MPH BBIMYCKe MePHOAMYECKH: AaA Kaxaoi 20-oif cepun nau
He meree 1 pa3a B roa. [okasaTenn MoxkeT ObITL He BKJIIOYEH B cepTuduKaT ananiuza GpupMelL.

Remarks : The Product confirms to ND/

Tlpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Printed Date & Time (IST):  31-07-2024 16:55:42




Uncontrolled Copy
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