Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANIN3A

Product: Enam tablets 1_0_m_g_/ Duam®, tabueru 10 mr

Batch No./ Cepns Ne: B2400829

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

Analytical Report No./ Ananuruueckuii oruer Ne:

2002FP24000645

Date of Analysis / laTa anaxmsa: 16-03-2024

Date of Manufacture / lata npoussoactsa: 02/2024

Date of Expiry / Cpok roanoctu: 01/2027

Analysis performed according ND / Ananns nposexen mo H/: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel or 18.01.2023)

S

‘ Test/ Ilokazarean
No.

Result / PesyabTar

Specitication/ Hopma

1 | Description / Onucanune

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / besible, Kpyrible, miockue
Tabnerku co CKOLLIEHHbIMU
Kkpasmu, ¢ TucHenuem "EMT" na
oxHoit ctopone U nudpoit "10" u
pas3lenuTensHOW — pUCKOUM  Ha
JApYTroi cTOpoHE.

Ha nonepeunom paspese  sijipo
Gesyloro BeTA.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "10" and a break line on the
other side.

Cross Cut Description: White to off white
core. / Benble nnu mouru Gesble, Kpyrible,
iockye  TabneTkd €O  CKOLUGHHBIMU
kpasmu, ¢ TucHenuem "EMT" wa opuoit
cropoHe u mudpoit "10" u pasgenurensHoi
PHCKO# Ha Ipyroi cTOpOHeE.

Ha nonepeunom paspese aapo Genoro uam
rnoutu 6es0ro ugera.

2 | Identification /
IMoaHHHOCTL
1. By HPLC / BOXX

2. By TLC / TCX

3 | Uniformity of dosage
units / Quuopognocrn

Complies as prescribed /
CootBercTByET

Complies as prescribed /
CooTrercTRyeT

~ 38/38

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
yOepKUBAaHHWSA  OCHOBHOTO  MHMKa  Ha
XpOMaTorpaMMe HCIBITYEMOTO — pacTBOpa
TOJDKIIO COOTBETCTBOBATL BpeMeIrH
YASPKMBAHUA  MMKA  SHajsanpuia  Ha
XpOMaTorpaMme CTaHJAPTHOrO  pacTBOpa
(pasmen «KonuecTBEeHHOE OIIpEIEIECHIE» ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe IATHO Ha
XpPOMATOrpaMMe  UCIBITYEMOrO  PacTBOpa
JIOJDKHO COOTEETCTBOBATH OCHOBHOMY NMSTHY
Ha XPOMAaTOrpaMMe CTaHAaPTHOTO PAcTBOPA.

Acceptance value (AV) should be not more
than 15.0. / TTokasarens npuemiiemMoctu

JO3HPOBAHMSI (AV) nomken 6piTh He Gonee 15,0,
4 | Dissolution / 98%, 100%, 99%, 97%, 96%, Not less than 80 % (Q) of
PacTBopenne 96% CyH2sN,05-C4yH404 (Enalapril Maleate) of

Remarks : The Product confirms to ND/
IIpumeuanne: Tpoaykr coorBercrByeTr TpeboBanusiM HJ{

the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(oHanampmia Majear) OT HOMHHAIBHOTO
cofepkaHus yepes 30 MUH.

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Product: Enam tablets 10 mg / Ouam®, raénerkn 10 mr

'Batch No./ Cepun Ne :  B2400829

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

2002FP24000645

Analytical Report No. / Anagnruyecknii oTuer Ne:

Date of Analysis / lata anammza:  16-03-2024

Date of Manufacture / lata npoussoacrsa: 02/2024

Date of Expiry / Cpok roguoctu: 01/2027

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

S.

Test/ IlokazaTeln
No.

Result / PesyabTaT

Specification/ Hopma

5 | Related substances / PoacTBenHBI¢ IPHMecH

Enalaprilat / Dnananpuiar

Enalapril diketopiperazine /
OHananpwunia
NIAKETOMUTIEPA3WH

Not detected / He 0bHapyxeHa

Not detected / He oOHapyXKeHa

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

Not more than 2.5 % / He Gonee 2.5 %

Total impurities /
CymMmMa npuMecei

Not detected / He 0OHapyKEeHa

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

6 | Assay/ KonugecTBeHHOEC
onpegeneHue

10.1 mg /10,1 mr
100.8% /100,8%

From 9.0 mg to 11.0 mg of
CyoHysN,O5-C H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Or 9,0 MIr 1o 11,0 Mr C20H23N205'C4H404
(3Hananpuma manear) B Tabietke. (ot 90 %
1m0 110 % oT HOMUHAJIBHOTO COMEpIKAHM).

R |

Water / Boxa

0.6% / 0,6%

Not more than 6.0 % / He 6oinee 6.0 %

8 | Microbial limits* / Mukpo6noaornyeckas yncrora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O0ee uncno He 6onee 1000 KOE/r
a’pOOHRIX

MHKPOOPraHH3MOB

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

YHCTIO APOIKIKEBEIX U

MJIECHEBEIX TPUOOB

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

Homxwer orcyTeTBoBaTh B 1 T

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykr coorsercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATTN3A

Product: Enam tablets 10 mg / Duam®, rabaerxu 10 mr

Batch No. / Cepust Ne: B2400829

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

Analytical Report No. / Ananatuaecknii oTuer Ne:
2002I'P24000645

Date of Analysis / lara anaansa: 16-03-2024

Date of Manufacture / JaTa npon3Bogcrsa: 02/2024

Date of Expiry / Cpok roaunocru: 01/2027

Analysis performed according ND / Anasn3 nposenen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

OaunopoaHOCTHL Mace NpH
JeJIeHHH Ta0J1eTOK

Complies as prescribed /
CooTBercTByeT

l\i.) Test/ IlokazaTeab Result / PesyabTaT Specification/ Hopma
9 | Subdivision of tablets / 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.
/

TabneTkH COOTBETCTBYIOT —TpeOOBaHHSM,
ecsii He Oonee 1 eguHMYHag Macca
otkionserca 3a npeaeibl 85 % - 115 % or
cpeaHci MacChl. Tabnerku He
COOTBETCTBYIOT TpebOBaHHAM, ecnu Oonee
yeM | MHAMBMIyaJIbHAA MAcca OTKIOHIETCS
OT OSTUX TIpeleNoR  WId, ecad 1
VH/MBH/lyalibHas Macca OTKJIOHseTes 3a
npeaenel 75 % - 125 % or cpeaHeit maccsi.

Remarks : The Product confirms to ND/
IIpameuanne: ITpoaykr coorercryer Tpebosanuam HJL

Conclusion : APPROVED /
3akmwouyenue: OJOBPEHO

Printed By: K Narayana Swamy
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Page 3 of 6

Printed Date & Time (IST): 18-03-2024 10:22:16




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAITU3A
Product: Enam tablets 10 mg / Dnam®, Tabaerku 10 mr
Batch No./ Cepus Ne: B2400829 Batch Size / O6nem cepuu: 492.000 KG /
492,000 KI’
Analytical Report No. / Anaanrayecknii oruer Ne: Date of Analysis / lata anannza: 16-03-2024
2002FP24000645
Date of Manufacture / /lata nponssogcrsa: 02/2024 Date of Expiry / Cpox roanoctu: 01/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Anasnns nposeaen nmo H/: IT N014189/01-271021 (amend. Nel from

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. /
Mo 10 tabnerok ¢ Gaucmepe w3
TpeXcIoiHoi donsru

(OIIA/An/TIBX) u amoMuHHeBO#H
donbru  ©  TEPMOCBAPUBACMbBIM
JaKOBBIM NOKPbITHEM Ha
3aIeYaThiBaeMOil CTOpOHe,

Io 2 GnucTepa ¢ MHCTPYKLMEH I10
IPUMEHEHHIO B HauKy
KapTOHHYIO,

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

10 tablets in Aluminum s##ip 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 sirips or 2 blisters and patient information
leaflet in a carton pack.

Tablets 5 mg, 10mg, 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
leat 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. /

Tabnemeu 2,5 m2

Mo 10 TabneTok B cmpune w3 aNtOMUHUEBOM
()0N1bIrU C OAUITUIEHOM HU3KOH [IOTHOCTH
(II2HIT) Ha 3aneyaTbiBaeMOMl cTOpoHE U
LIeJTAKOBBLIM ~ TIOKPBITUEM Ha  HApYy>KHOM
CTOpOHE

HITH

no 10 -Ttabnerok @6 Onucmepe u3
Tpexcioiuoi  donern (OITA/An/TIBX) w
AIOMHUHHEBOM donbru c
TEPMOCBAPHUBACMBIM JIAKOBEIM TOKPEITHEM
Ha 3aMevaThIBacMOH CTOpPOHe.

o 2 crpuna win no 2 Onucrepa ¢
MHCTPYKUMEH 10 NPUMEHEHHIO B nNauky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpoaykr coorercTByeT TpeboBanusim HJ|

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATTU3A
Product: Enam tablets 10 mg / Juam®, Taéaerkn 10 mr
Batch No./ Cepus Ne: B2400829 Batch Size / O6bem cepun: 492.000 K/
492,000 KI'

Analytical Report No./ AHainrnuecknii oTuer Ne: Date of Analysis / lata anannza: 16-03-2024

2002FP24000645

Date of Manufacture / iaTa nponssogcrna: 02/2024 Date of Expiry / Cpok roamoctn: 01/2027

Analysis performed according ND / Anasm3 nposenen no HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / uzm. Nel ot 18.01.2023)

NS('). Test/ Ilokazarenn Result / PesyabTaT Specification/ Hopma
Tatremru 3 me, 10 me, 20 me
ITo 10 Tabnerok B cimpune U3 ajllOMUHMAEBOM
¢oneru ¢ NONUITUIIEHOM HU3KOM [UIOTHOCTH
(I15HI1) Ba s3anevatsiBacMOM cTOpoHE U
IEJUIAKOBBIM  TIOKPBITHEM HA  Hapy>KHOM
CTOpOHE
unu
no 10 rabnerok 8 Oaucmepe w3
tpexciodiHoit donerm (OINIA/A/IIBX) wu
aMOMUHHEBOH doneru ¢
TEPMOCBAPHBACMbIM JIAKOBbIM [OKPHITHEM
Ha 3areyaTblIBAEMOH CTOPOHE.
o 2,5, 6,10 crpunoB ununo 2, 5,6, 10
OJIHCTEPOB ¢ HHCTPYKIKEH 110 IPUMEHEHHIO
B MaYKy KAPTOHHYIO.

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

CoOTBETCTRYeT TpeOOBAHUAM B cootsercTBuu ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype se Boiwue 25 °C.
Xpanenue
13 | Shelf life / Cpox rognoctu | 3 years /3 roaa

* - 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.

* - JlpoBoauTCSl MPOH3BOAMTENEM IIPH BBINYCKe MEPHOAMUECKH: 1A Kaxaod 20-oif cepuu nian

He meHee 1 pasa B roa. Ilokasaresib MoKeT ObITh He BKJIIOYEH B CePTHHHKAT AHAIN32 PHpPMEL.

Remarks : The Product confirms to ND/
IIpnmeuanue: [Tpoaykr cooreTcTBYET Tpebosanusim HJI

Conclusion : APPROVED /
3axmouenne; OJOBPEHO

Printed By: K Narayana Swamy
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