Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

Product: Enam tablets 5 mg / Inam®, tabjierkn 5 mr

Batch No. / Cepust Ne: B2400441

492,000

Batch Size / O6bem cepuu: 492.000 KG /

KI'

Analytical Report No. / AnanmuTuaeckuii oT4er Ne:

2002FP24000638

Date of Analysis / laTta ananuza: 16-03-2024

Date of Manufacture / Jlata nponssoacta: 02/2024

Date of Expiry / Cpok rogsocTn:

01/2027

Analysis performed according ND / Ananmz nposenen mo HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ IloxazaTean

Result / PesyasTat

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, mIockue
TabNeTkh €O CKOLIGHHBIMH
Kkpasmu, ¢ TucHennem "EMT" Ha
OIHOH cTopoHe u 1mdpoi "5" u
pa3jlesIuTenbHOW — pHCKOH — Ha
Apyroi cropoHe.

Ha mnonepeuHoM pa3spese aapo
6esioro LipeTa.

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 uan noyru 6envie, Kpyrisie,
wIockue  TabJieTKW €O CKOILEHHBIMU
Kpasmu, ¢ TucHeHueM "EMT" na opmoit
cropoHe u 1udpoit "S" u paspenurenbHON
pHUCKOH Ha IpyToil cTOpoHe.

Ha nomnepeunom paspese sgpo 6enoro unu
ouTH GeJioro LBera.

2 | Identification /
Hopnnunocrs
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
CooTBeTCTBYET

Complies as prescribed /
CoorBeTcTBYET

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
yAEpXKHUBaHUS ~ OCHOBHOrO  IMKAa  Ha
XpoMaTorpaMMme HKCIBITYEMOrO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpeMeHn
yAEpXKUMBAHUS ~ [HKA  SHANAOpPWIA  Ha
XpOMaTOTpaMMe  CTaHAApTHOTO pacTBOpa
(paznen «KonuuecTBeHHOE OnNpeaeneHuey).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE NATHO Ha
XpoMaTorpaMMe HCIBITYeMOr0  PacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY MSATHY
Ha XpoMaTorpaMMme CTaHAAPTHOTO PACTBOPA.

3 | Uniformity of dosage
units / OqHopogHoCcTH
J03UPOBAHUS

27127

Acceptance value (AV) should be not more
than 15.0. / TToxa3aTenb mpueMIeMOCTH
(AV) nomxken ObITE He 6ontee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykTt cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHU3A

Product: Enam tablets 5 mg / dnam®, Ta6aeTkn 5 Mr

Batch No./ Cepust Ne : B2400441

Batch Size / OGbem cepun: 492,000 KG /
492,000 KI"

Analytical Report No. / AnannTnyecknii oT4aer Ne:

2002FP24000638

Date of Analysis / JaTa ananuza: 16-03-2024

Date of Manufacture / Jlata mpoussoactsa: 02/2024

Date of Expiry / Cpok rognocrsu:

01/2027

Analysis performed according ND / Ananu3 nposegen mo HJI: II N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

S.

Specification/ Hopma

No Test/ Tloka3zatenn Result / PesyabTat
4 | Dissolution / 97%, 98%, 97%, 100%, 97%, Not less than 80 % (Q) of
PacrBopenue 99% CyoHsN,O5-CsH4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) CyHysN,05C4H,O4
(oHananpuna wManeaT) OT HOMMUHAJILHOIO
conepxanus yepes 30 MUH.

5 | Related substances / PoacTBeHHbIe NPUMeCH

Enalaprilat / Onananpunat

Enalapril diketopiperazine /
DHananpuia
JMKETOTIHITEPa3HH

Not detected / He obHapyxeHa

Not detected / ne o6HapyxeHa

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

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

Total impurities /
CyMMa npumeceit

Not detected / He oGHapy»keHa

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

6 | Assay/KoanuecTrBennoe
omnpeeeHne

4.96 mg /4,96 mr
99.2% / 99,2%

From 4.5 mg to 5.5mg of
CyoHysN,05-C4H40, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI’ 10 5,5 Mmr C20H23N205'C4H404
(snananpmiia maneat) B tabnerke. (ot 90 %
110 110 % OT HOMUHAIBHOIO COAEPIKAHUS).

7 | Water / Boaa

0.6% / 0,6%

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

8 | Microbial limits* / Mukpo6uosoruyeckasi yncrora™

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ob1iee yncno He 6onee 1000 KOE/r
a’poOHBIX

MMKPOOPraHu3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6wmee He Gonee 100 KOE/r

YHCI0 IPONOKEBBIX U

IUIECHEBbIX rPpHOOB

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

Jlo/OKHBI OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND/
TIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axioyenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3IA

Product: Enam tablets 5 mg / Dnam®, Ta6/1eTKH 5 M

Batch No. / Cepun Ne : B2400441

Batch Size / O6bem cepun: 492.000 KG /
492,000 KI'

Analytical Report No. / AHAIMTHYECKHIE oTeT No:

2002FP24000638

Date of Analysis / JaTa ananuza: 16-03-2024

Date of Manufacture / Jlata npouspoacrea: 02/2024

Date of Expiry / Cpok roaocTu:

01/2027

Analysis performed according ND / Ananus nposeaen no HI: I1 N014189/01-271021 (amend. Nel from

18.01.2023 / muam. Nel ot 18.01.2023)

S

X Test/ IToxaszaTean
No.

Result / Pesyabrat

Specification/ Hopma

9 | Subdivision of tablets /
OaHOpPOAHOCTH Macc NIPH
JeJIEHHH Ta0J1eToK

Complies as prescribed /
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.
/

TabneTky  COOTBETCTBYIOT —TpeGOBaHMAM,
ecii  He 6Gonee 1 eaMHMuHaA Macca
OTKJOHseTes 3a npexensl 85 % - 115 % or
cpenHen MacChl. Tabnerku He
COOTBETCTBYIOT TpeboBaHUAM, ecnu Gosee
yeM | MHAUBUAYyaIbHAs Macca OTKIIOHSIETCS
OT OTUX MOpefeNioB WM, ecad |
MHAMBUIyaJIbHAsS Macca OTKIIOHSeTcs 3a
nipenenst 75 % - 125 % or cpenHeit Macchl.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

19-03-2024 09:08:42




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJM3A

Product: Enam tablets 5 mg / Duam®, Ta61eTKH 5 MI

Batch No./ Cepust Ne : B2400441

Analytical Report No. / AnasmTHIeCKMil oTaeT No:

2002FP24000638

492,000

Batch Size / O6nem cepun: 492.000 KG / T

KI'

Date of Analysis / Jlata ananuza: 16-03-2024

Date of Manufacture / laTa npousBoacTBa:

02/2024

Date of Expiry / Cpok roasocTu:

01/2027

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

18.01.2023 / m3m. Nel ot 18.01.2023)

S.

Test/ IlokaszaTeJanb
No.

Result / Pesyabtart

Specification/ Hopma

10 | Package / YmakoBka

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 Tabnerox ¢ 6nucmepe u3
TPEXCIOUHOI ¢donbru

(OTTA/An/TIBX) u amoMHHUEBOH
¢donbrn ¢ TepMOCBapUBAEMBIM
NaKOBBIM TIOKPBITHEM Ha
3arnie4yaThIBA€MOI cTOpoHE.

ITo 2 6nucrepa ¢ MHCTPYKIMEH MO
TPHMEHEHHIO B navky
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/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. /

Tabuenmwu 2.5 me

TTo 10 Tabnerok B cmpune B3 antoMMHUEBOH
($hOIbrU ¢ MONUSTUIIEHOM HU3KOH IJIOTHOCTH
(ITOHII) Ha 3amevaTbIBaeMOM CTOpPOHE H
LIEJVIAKOBBIM ~ TTIOKPLITHEM Ha Hapy>XHOMH
CTOpOHE

WITH

mo 10 Ttabnerox 6 Oaucmepe w3
Tpexcnoiinoit  ¢onsru (OITA/An/TIBX) wu
ANMOMUHHUEBOM thonpru (¢
TEPMOCBAPHBAEMBIM JIAKOBbIM TOKPbITHEM
Ha 3are4aThIBaeMOil CTOPOHE.

I[lo 2 crpuna wam no 2 Omucrepa ¢
WHCTPYKIMEH 10 TPUMEHEHUIO B Mauky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeyanne: [Ipoaykr coorsercTBYeET TpeboBaHuaM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):

19-03-2024 09:08:42




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUMEKAT AHAJTH3A

[Product: Enam tablets 5 mg / ’)_mm'"-', Ta0JIeTKH 5 Mr

Batch No./ Cepus Ne: B2400441

Batch Size / O6nem cepumn: 492.000 KG /
492,000 KI'

Analytical Report No. / AnanuTnuecknii oryer Ne:

2002FP24000638

Date of Analysis / Jata ananuza: 16-03-2024

Date of Manufacture / JlaTa npousBoacTBa;

Date of Expiry / Cpox ropaoctu:  01/2027

Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

S.

Test/ Iloka3aTeab
No.

Result / PezyabTaT

Specification/ Hopma

Tatnemeu 5 vme, 10 me, 20 a2

ITo 10 Tabnerok B cmpune U3 amoOMUHUCBOM
(GOJTBTH C MONMATHIICHOM HU3KOM NJIOTHOCTH
(TIDHIT) Ha 3ane4arbiBa€MOIl CTOpOHE W
IENIAKOBEIM  TIOKPBITHEM Ha  HApy>KHOWM
CTOpOHE

WITH

no 10 rabnerox @ Oaucmepe w3
tpexcioiiHoit  doneru  (OITA/An/MTIBX) u
AIIOMHHHUEBOM ¢dhonsru c
TepMOCBapUBAECMbIM JIaKOBbIM TOKPBITHEM
Ha 3ane4yaThlBaeMOH CTOpPOHE.

Ilo 2, 5, 6, 10 crpunoe uian mno 2, 5, 6, 10
OnMUCTEpOB ¢ UHCTPYKLHEH N0 MPUMEHEHHIO
B MAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTRYET TPeOOBaHUAM

According to ND /
B cootBercTBum ¢ HJJ

XpaHnenne

12 | Storage conditions / At temperature below 25 °C. / TIpu Temniepatype He Bbie 25 °C.

13 | Shelf life / Cpox roguoctu | 3 years /3 roma

* . 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.

* . IIpoBoaHTCHA MPOH3BOJHTEJIEM HNPH BHIMyCKe NEPHOAMYECKH: JJIA Kaxkgoi 20-of cepum wian
ne menee 1 pasa B roa. ITokazarenn Moxer ObITh He BK/IIOYEH B cepTHQHKAT aHaIH3a GupPMBL.

Remarks : The Product confirms to ND/

Ipumeuanue: Iponykr cootBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Printed Date & Time (IST):  19-03-2024 09:08:42
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