Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Enam tablets S mg / Duam®, raGaerxu 5 mr

Batch No./ Cepust Ne:  B2302348

Batch Size / O61em cepun: 492.000 KG /
492,000 KI"

Analytical Report No. / Ananutuyeckuit orqer Ne:
2002FP23001814

Date of Analysis / lara ananmuza: 31-07-2023

Date of Manufacture / llata npouzBoacrsa; 07/2023

Date of Expiry / Cpok rognocru:  06/2026

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

18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IloxazaTenan

Result / PesyasTaT

Specification/ Hopma

1 | Description / Onucanune

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, kpyrable, MI0CKUe
TabsieTkn co CKOLLEHHbIMHU
Kkpasmu, ¢ TucHennem "EMT" Ha
onHOM cTopoHC M mEdpoit "5" u
pa3menuTensHOH — pUCKOM  Ha
Jpyroi CTOpoHe.

Ha nomnepeuHom paszpese sapo
Genoro 1eTa.

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. / beabie nnn noutn Genvle, kpyribie,
NJIOCKME  TabJETKH  CO  CKOLUEHHBIMH
kpasmu, ¢ THcHeHnem "EMT" wa opmoi
cTopoHE H LHOpoH "5" H pasacIuTCILHOM
PHMCKOH Ha APYroi CTOpOHE.

Ha nonepeunom paspesc aapo 6enoro uau
noury 6esoro uBeTa.

2 | Identification /
IMoxnnHoCcTL
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
CooTBeTcTByET

Complies as prescribed /
CooteercTByeT

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"). / Bpemsa
yAEPXKUBAHUS ~ OCHOBHOIO  mMMKa  Ha
XpOMaTOrpaMMe  MCMbITYEMOro  pacrsBopa
JOJIKHO COOTBETCTBOBATH BpEMEHH
YACPKHUBAHHS  MHKA  SHalAOpuina  Ha
XpPOMAaTorpaMMe CTaHAAPTHOTO pacTBOpa
(pazaen «KolMYecTBEHHOE ONPEACICHUEN).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TIIITHO Ha
XpOMAToOrpaMmMe  MCMbITYEMOro  pacTBopa
JI0/KHO COOTBETCTBOBATL OCHOBHOMY MSITHY
Ha XPOMATOrpaMMe CTaHAapTHOrO pacTBOpA.

3 | Uniformity of dosage
units / OqHopoaHoOCTH
AO3HPOBAHHUSA

29729

Acceptance value (AV) should be not more
than 15.0. / TToka3zaTtenb npueMIeMOCTH
(AV) nomxkes 6biTh He 6onee 15.0.

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Batch No./ Cepua Ne: B2302348

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

2002FP23001814

Analytical Report No./ Ananmuruyeckuii oruer Ne:

Date of Analysis / lara ananusza: 31-07-2023

Date of Manufacture / Tata npousBogcrsa: 07/2023

Date of Expiry / Cpok roanocru:

0672026

18.01.2023 / u3m. Nel or 18.01.2023)

Analysis performed according ND / Ananns nposenen mo HJ: IT N014189/01-271021 (amend. Nel from

PacrBopenue

NS(; Test/ Ilokazarenn Result / Pe3yapTat Specification/ Hopma
4 | Dissolution / 98%, 97%, 96%, 97%, 98%, 99% | Not  less than 80

% (Q of
C20H23N205'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) CyHssN,05C4H O,
(oHanampwia Manear) OT HOMUHAIEHOIO
copeprkanus yepes 30 MuH.

5 | Related substances / PoacrBennblie npamMecH

Enalaprilat / Duananpunar

Enalapril diketopiperazine /
Onananpuna
JMKETOIHIIePa3HH

Not detected / He o6HapykeHa

Not detected / He 0GHapyxeHa

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

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

Total impurities /
Cymma npumeceii

Not detected / He 06HapyxeHa

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

6 | Assay/ KoandecTBenHoe
onpejaeeHue

493 mg /4,93 mr
98.6% /98,6%

From 4.5 mg to 5.5mg of
CyoHsN,O5C,H4O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI Jo 5,5 MI C20H28N205'C4H404
(oHamampuna maneat) B Tabnerke. (ot 90 %
10 110 % ot HOMUHaNBLHOrO conepHKaHHsL).

~1

Water / Boga

0.8% w/w / 0.8%

Not more than 6.0 % / He 6omnee 6.0 %

8 | Microbial limits* / Muxpo6uosornueckas uncrora*

a) Total acrobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6uee uncno He 6onee 1000 KOE/r
a3poOHbIX

MHKPOOPTraHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6ee He 6onee 100 KOE/r

YMCIIO APOAOKEBLIX U

[ecHeBbIX rpuOoB

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

I[OJ'DKHI:I OTCYTCTBOBATH B Ir

Remarks : The Product confirms to ND/
Ilpnmeuanne: [IpogyKkT cooTBeTcTBYeT TpeboBanmsaM H/1

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJTM3A

Product: Enam tablets 5 mg / Onam®, Tabaerkn 5 Mr

Batch No./ Cepusa Ne: B2302348

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

Analytical Report No. / Anasurnuecknii orger Ne:

2002FP23001814

Date of Analysis / lara anamuza: 31-07-2023

Date of Manufacture / Iara npoussoacraa: 07/2023

Date of Expiry / Cpok rognocru:

06/2026

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

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ Ilokaszarenn
No.

Result / PesynpraT

Specification/ Hopma

9 | Subdivision of tablets /
OaHOPOAHOCTE Mace TPH
JeJIeHUH TalJIeToOK

Complies as prescribed /
CooTBeTCTBYET

The tablets comply with the test, if not more
than 1 individual mass 1s 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.
/

TaGreTK COOTBETCTBYIOT —TpebOBaHUAM,
ecmu He Ooymee 1 enuHW4Has Macca
oTkoHsieTes 3a npeaenst 85 % - 115 % or
cpeaHeit MacChl. Tabnerku He

COOTBETCTBYIOT TpeQOoBaHHAM, eciu Oolee
gyeMm | MHIMBHAYaTBHAS Macca OTKJIOHSETCS
OT DTUX TIpedesioB HWiH, ecnm 1
MHAVBHWlyaJlbHast Macca OTKJOHSETCs 3a
npeaenst 75 % - 125 % or cpeaneii macebl,

Remarks : The Product confirms to ND/

Ilpumeyanne: [Ipoaykr cootBeTcTBYeT TpeboBanmsam H/L

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO
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Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJN3A

Product: Enam tablets S mg / Dnam®, taGaerku 5 mr

T

Batch No./ Cepua Ne: B2302348

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

Analytical Report No./ Anagutadeckuii oruer Ne:

2002FP23001814

Date of Analysis / JaTta ananuza: 31-07-2023

Date of Manufacture / Jlata npoussogcraa: 07/2023

Date of Expiry / Cpox rognoctu:

06/2026

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

18.01.2023 / n3m. Nel ot 18.01.2023)

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. /
[To 10 rTabnerok ¢ 6rucmepe w3
TpeXCIOMHON ¢omeru

(ONA/An/TIBX) u anioMHUIIHeBOil
donbru ¢ TEPMOCBAPUBAEMbIM
JIAKOBBIM MOKPBbITHEM Ha
3armevyaThiBaeMOii CTOpoHe.

[lo 2 GnucTepa ¢ UHCTPYKLHKEH MO
TIPUMEHEHUIO B EEINY
KapTOHHYIO.

NS (; Test/ Iloka3aTenn Result / PesyapTaT Specification/ Hopma
10 | Package / Ynakoska 10 tablets in blister of three-layer | Zablets 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. /

Tubnemru 2,5 me

1o 10 TabneTox B crmpune w3 alOMUHHEBOI
¢ onbrU ¢ NOIUATUAEHOM HU3KOM M10THOCTU
(ITOHII) Ha 3ameyaTblBaeMOM CTOpOHE H
LIETUIAKOBLIM TIOKPBITUEM HA Hapy»XKHOM

CTOpOHE
Wi
no 10 rabnerox ¢ Onucmepe w3

Tpexcnoinoil  donbrn  (OIMA/ANTIBX) wu
AIIOMUHKEeBOU donbru c
TEPMOCBApPHBACMBIM JTAKOBBIM IOKPBITHEM
Ha 3aTieyaTbhIBaeMOM CTOPOHE.

I[To 2 crpuna uan no 2 Oaucrepa ¢
MHCTPYKUMEH MO NPUMEHCHMIO B Mauky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIponykTt cooTBeTcTBYeT TpeboBanmsM H/|

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam tablets 5 mg / Quam®, tabnerkn 5 Mr

Batch No./ Cepnst Ne:  B2302348

Batch Size / O6nem cepun: 492.000 KG /
492,000 K

Analytical Report No. / AuanuTnueckuii oraer Ne:

2002FP23001814

Date of Analysis / lata ananmuza: 31-07-2023

Date of Manufacture / lata npon3soucrsa: 07/2023

Date of Expiry / Cpok roaHocTu:

06/2026

Analysis performed according ND / Anasnns nposegen o H: I N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel or 18.01.2023)

S.

No Test/ IlokasaTean Result / PesyasTaT Specification/ Hopma
Tataemici S vme, 10 me, 20 ue
ITo 10 TabneTok B cmpune U3 ajoMUHHEBOM
(GoMbrY ¢ NOJUITUNIEHOM HU3KOM NII0THOCTH
(I15HI1) Ba zaneuaThiBaeMOli cTOpOHE W
IICJUIAKOBLIM  TTIOKPBITHEM Ha  Hapy »XKHOMU
CTOpOHE
WK
no 10 rabnerok 6 bnucmepe w3
Tpexcioiinoii  doneru (OIIA/A/TIBX) u
ATIOMHIHCBOH ¢donnru c
TEPMOCBAPUBACMbBIM J1TAKOBBIM  MOKPLITHEM
Ha 3areyaTbiBAEMOM CTOPOHE.
Ilo 2, §, 6, 10 crpunos unu o 2, 5, 6, 10
OJIUCTEPOB C MHCTPYKUUEH IO IPUMEHEHHIO
B 29Ky KapTOHHYIO.

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

CootsercTByeT TpeboBaHUAM B cooreerctBum ¢ HJ|
12 | Storage conditions / At temperaturc below 25 °C. / TTpu Temneparype He Bbiite 25 °C,
XpaHeHue
13 | Shelf life / Cpox roqnocrn | 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 tfrom the Company's certificate of analysis.

* - JIpoBoagHTCS MPOH3BOJAHTE/IEM NPH BbiMyCKe MEePHOAH'IECKH: AJAA Kaxgoii 20-oi cepnu HJiH

He meHee 1 pa3a B roa. IlokasaTe s MokeT OBITH He BKJIIOUEH B cepTHPHKAT aHANN3a QHPMBL.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam H/L

Conclusion : APPROVED /
3axarouenue: OAOBPEHO
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Uncontrolled Copy
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