Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Enam tablets 5 mg / Duam®, Tabaerkn 5 mr
Batch No./ Cepusi Ne : B2402433 Batch Size / O6bem cepuu: 492 KG /492 KI'
Analytical Report No./ AHanuTu4eckuii oryeT Ne: Date of Analysis / JaTa ananuza: 31-07-2024
2002FP24001874
Date of Manufacture / lata npousBogcra: 07/2024 Date of Expiry / Cpok rognocru: 06/2027

Analysis performed according ND / Auamu3 npoeeaen mo HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ IlokazaTenn Result / PesyabTaTt

Specification/ Hopma

1 | Description / Onucanue 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. / Benrie, xpyrible, II0CKHE
TabneTkH  ¢cO  CKOLIEHHBIMH
KpasMy, ¢ THcHeHueM "EMT" Ha
onHolt cropoHe M nudpoit "5" u
pasznenuTenbHOM  pMCKOM  Ha
JIpYTOH CTOpPOHE.

Ha mnomepeuHoM paspese sapo
Oenoro ngeTa.

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 win moutu Oenble, Kpyrikle,
IUIOCKME  TaONeTKH CcO  CKOLUICHHBIMH
Kpasmu, ¢ THcHenneM "EMT" nHa opHoll
cropoHe U nmbpoi "5" u pazgenuTenbHoR
PHCKOU Ha IPYTOl CTOPOHE.

Ha momepeynoM paspesze sapo Oenoro Miu
noyru Oenoro Bera.

2 | Identification /
IMopmunocTs
1. By HPLC / BOXX Complies as prescribed /
CooTBeTcTBYET

2.By TLC/TCX Complies as prescribed /

CooTBeTCTBYET

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
VIEpXMBAaHMI  OCHOBHOTO  INHUKa  Ha
XpOMAaTOrpaMMe HCIBITYEMOrO  pacTBOpa
JOIDKHO COOTBETCTBOBATE BpPEMEHHU
yaepKUBaHMS ~ TIMKAa  JHAaNalpuia  Ha
XpoMaTorpaMme CTaHJapTHOTO pPacTBOpa
(pazmen «Koan4uecTBEHHOE ONpeieTICHHED).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TATHO Ha
XpOMarorpaMMe HCIIBITYeMOTO  pacTBOpa
JIOIDKHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XpOMAaTorpaMme CTaHJapTHOTO PacTBOpa.

3 | Uniformity of dosage 2.8/2,8
units / OJHOPOAHOCTH

JA03MPOBAHUA

Acceptance value (AV) should be not more
than 15.0. / IToka3arens IpHeMIEMOCTH
(AV) nomken OvITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanue: ITpoaykT coorBeTcTBYeT TpeboBanmsiM HJT

Conclusion : APPROVED /
3axkirouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 5 mg / Quam®, tabaericu 5 mr

Batch No. / Cepusi Ne : B2402433

Batch Size / O6nem cepun: 492 KG /492 KI'

Analytical Report No./ AHanuTudeckmii oTyeT No:

2002FP24001874

Date of Analysis / [laTa anannsa:

31-07-2024

Date of Manufacture / llata npouspoacra: 07/2024

Date of Expiry / Cpok rognoctu: 06/2027

Analysis performed according ND / Ananus nposenen mo H/I: IT N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

S.

No Test/ ITokazaTenn Result / PesyabTaT Specification/ Hopma
4 | Dissolution / 98%, 98%, 100%, 97%, 104%, |Not less than 80 % (Q) of
PactBOopeHne 99% CyH,sN,05-C,H,04 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(oHanampuna Maiear) OT HOMHHAJIBLHOTO
conepxanus yepes 30 MuH.

5 | Related substances / PoncTrBeHHbIE IPHMECH

Enalaprilat / DHanampunar

Enalapril diketopiperazine /
Onananpuia
JUKETONUIEPA3HH

Not detected / He 0bHapyxeHa

Not detected / He o6HapyKeHa

Not more than 1.5 % / He Gonee 1,5 %

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

Total impurities /
CymMa npumMecein

Not detected / He oGHapy>keHa

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

6 | Assay/KoanuecTtBeHHoe
onpejeseHHe

4.99 mg /4,99 mr
99.7%/99,7%

From 4.5 mg to 5.5mg of
C,0H5N,05-C,H,O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI' A0 5,5 MI C20H28N205'C4H4O4
(sananpuna maineat) B tabnetrke. (ot 90 %
10 110 % oT HOMHHAILHOIO COEPIKAHMA).

7 | Water / Bona

0.6%/0,6%

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

8 | Microbial limits* / Mukpo6uoeiornyeckas 4ucTora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obmree uncio He 6omnee 1000 KOE/r
a3pOOHBIX

MHUKPOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g/
and mould count / Ob1iee He 6onee 100 KOE/T

H9HCITO IPOXCKEBBIX U

TJIECHEBBIX TPUOOB

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

JIOJDKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpumedanue: [Ipoaykr cooTBeTcTBYeT TpeboranusM HJT

Conclusion : APPROVED /
3axiaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

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

Batch No. / Cepus Ne : B2402433

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

2002FP24001874

Analytical Report No. / Ananntuueckuii orger Ne:

Date of Analysis / laTa anann3a:

31-07-2024

Date of Manufacture / laTa npou3BoacrBa: 07/2024

Date of Expiry / Cpok rogHoctu: 06/2027

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposenen no HJ: IT1 N014189/01-271021 (amend. Nel from

S

i Test/ Iloka3arean
No.

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /
ORHOpPOIHOCTEL MACC IPH
JelleHuH Ta6J1eToK

Complies as prescribed /
CoOOTBETCTRYET

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.
/

TabmeTkd COOTBETCTBYIOT TPCOOBAHILIM,

ecni He ©Oomee 1 emuHuYHas Macca
OTKJIOHAeTCA 3a mpexaensl 85 % - 115 % ot
cpenHel Macckhl. TabneTxu He

COOTBETCTBYIOT TpeOOBaHUAM, ecnu Gonee
yem | MHAMBHIyanbHas Macca OTKIOHAETCS
OT 9THX TMpEAenoB WIHM, ecmd 1
WHIUBU/yalbHAst Macca OTKIOHJIETC 3a
npegenst 75 % - 125 % ot cpeaHe#l MacChL

Remarks : The Product confirms to ND/

Ipumeyanne: Ilpogykr coorBeTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

31-07-2024 16:57:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product: Enam tablets 5 mg / Duam®, tabaerku 5 mr

Batch No. / Cepusa Ne : B2402433

Batch Size / O6nem cepun: 492 KG /492 KT

Analytical Report No. / AHamuTH4eckuii oTger Ne:

2002FP24001874

Date of Analysis / [laTa ananusa:

31-07-2024

Date of Manufacture / JlaTa nponspoxcrsa: (07/2024

Date of Expiry / Cpok roxaocru: 06/2027

Analysis performed according ND / Ananns nposeneu mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)

S

‘ Test/ ITokazaTean
No.

Result / PesyabTaT

Specification/ Hopma

10 | Package / YnakoBka

10 tablets in blister of three-layer
foil (OPA/AVPVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2  blisters and patient
information leaflet in a carton
pack. /

TIo 10 Tabnerox ¢ baucmepe u3
TpeXcIoHHOMH donsru
(OITIA/An/TIBX) n amoMuHAEBOM
¢bonern ¢ TEPMOCBapHBAEMBIM
JIAKOBBIM TOKPEBITHEM Ha
3arne4yaTbIBaeMoil CTOpOHE.

ITo 2 6mucTepa ¢ HHCTPYKLIMEH IO
MIPUMEHEHHIO B nayky
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/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) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AL/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. /

Tabnemxu 2.5 M2

[Io 10 Tabnerok B crmpune U3 anlOMMHUEBOH
¢$oaBry ¢ MOIUITHICHOM HU3KOH MIIOTHOCTH
(II3HII) wa 3ame4aTbiBa€MON CTOPOHE H
[IEJUTAKOBBLIM  [TOKPBLITUEM Ha Hapy»XKHON
CTOpOHC

WIH

mo 10 Tabmetok ¢ Onucmepe U3
tpexcinoiinoii ¢donpru (OITA/AWIIBX) u
ATIOMUHUEBOK ¢doneru c
TEPMOCBAPUBAEMBIM JIAKOBBHIM IOKPBITHEM
Ha 3ale4aThIBAEMOM CTOpPOHE.

I[lo 2 crpuma umum no 2 OxucTepa c
HHCTpYKIMed [0 HPHUMEHEHUIO B IAadKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpuMeuanne: IIpoaykT cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 4 of 6

Printed Date & Time (IST):

31-07-2024 16:57:28




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3IA

Product: Enam tablets 5 mg / Duam®, Tabaerku 5 mr

Batch No. / Cepusi No: B2402433

Batch Size / O6nem cepuu: 492 KG /492 KI'

Analytical Report No. / AHanurnyeckmii otuer No:

2002FP24001874

Date of Analysis / laTa aHamn3a:

31-07-2024

Date of Manufacture / Jlara npousBoactBa: (7/2024

Date of Expiry / Cpok rogHoctn: 06/2027

Analysis performed according ND / Ananns uposenen no HJI: I N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ IToxa3arean
No.

Result / Pesyabrat

Specification/ Hopma

Tabremxu 5 me. 10 me, 20 m2

ITo 10 TabmeToK B cmpune U3 allIOMHUHUEBOH
(OJLTH C MOMUITHIEHOM HU3KOH INIOTHOCTH
(IIDHIT) Ha 3amevaThiBaeMOH CTOPOHE M
IUE/UIAKOBEIM ITOKPBITHEM Ha HApY>KHOI
CTOpOHE

WM

no 10 rTabmerox 6 6nucmepe U3
Tpexcnoitnoit ¢oneru (OIIA/AN/TIIBX) u
AFOMUHUEBOH ¢doneru c
TEPMOCBAPUBAEMBIM JIAKOBEIM ITOKPEITHEM
Ha 3armevaTEBacMOl CTOPOHE.

Ilo 2, 5, 6, 10 crpunoB unu 1o 2, 5, 6, 10
GJHCTEPOB ¢ HHCTPYKLUEH 110 MIPUMEHEHHIO
B IJAYKY KapPTOHHYIO.

11 | Labeling / MapkuposKka

Complies as prescribed /
CooTBeTCTBYET TpebOBaHNAM

According to ND /
B cooteetcTBun ¢ HJI

12 | Storage conditions /
XpaHeHWe

At temperature below 25 °C. / TIpu Temnepatype He Bbiute 25 °C.

13 | Shelf life / Cpok roaHocTn

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.

* - TIpOBOZMTCS MPOU3BOJAMTENEM NPH BBIMYCKe NEPHOIAHYECKHM: ANA Kaxiaoi 20-of cepuu wim
He meHee 1 pasa B roa. IlokazaTens MoxKeT ObITh He BKTIOYeH B CePTHRUKAT aHAJIU3A GupMBI,

Remarks : The Product confirms to ND/

Ilpumeuanmne: IIpoaykt coorBercTByeT TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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