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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

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

Batch No. / Cepus Ne: B2200847

Analytical Report No. / AHaNNTHYECKHUI oTeT Ne:

2002FP22000621

Batch Size / O6Lem cepun: 192,000 KG/ i
492,000 KI"

Date of Analysis / JlaTa ananusa: 27-03-2022

Date of Manufacture / JlaTa nponsBoacrna: 02/2022

Date of Expiry / Cpok rogHoctu: 01/2__6_25

Analysis performed according ND / Anasns nposenen o HJI: T N014189/01-251220

S

N(; Test/ Iloka3zaTenn Result / PesyabTat Specification/ Hopma
1 | Description / Onncanne White round flat beveled edged | White to off-white round flat beveled edged
tablets with "EMT" debossed on | tablets with "EMT" debossed on one side
one side and number "5" and a | and number "5", and a break line on the
break line on the other side. / | other side. / Benple nmu nourm Genble
DGenble  kpyrasle TabGicTKH €O | KPYrIbic  TabICTKH €O CKOILNEHHBIMH
CKOILIEHHBIMU KpasMu, c | kpasmy, ¢ TucHenueM "EMT" Ha opgHoit
tucHenrem "EMT" wa opHoit | cropone u uudpoit "5", v pazaenurensHoil
cropoHe W Iudpoi "5" W | prucKoil Ha Apyroil cTopoHe.
pasmenuTenbHOM  pHCKOM  Ha
JIpYTOii CTOpOHE.
2 | Identification by HPLC/ | Complies as prescribed / The retention time of the major peak in the
MoanHHOCTH CooTBETCTBYET chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yIepXHMBaHWS  OCHOBHOTO  IHKa  Ha
XpoMaTorpaMMe HMCIEBITYEMOTO  pacTBOpa
ZIOJIKHO COOTBETCTBOBATh BpEMEHH
yAepXHWBaHWS  THKa  SHaJalpwia Ha
XpoMaTorpaMMe CTaHHapTHOro pacTBOpa
(pasnen «Konu4ecTBEHHOE ONPEAEIICHUEY ).
3 | Uniformity of dosage 5.1/5,1 Acceplance value (AV) should be not more
units / OgHOpOAHOCTL than 15.0. / Tloka3zaTenp mNpUEMIEMOCTH
J03UPOBaAHUS (AV) nomxeH 6uITh He Gonee 15,0.
4 | Dissolution / 99%, 100%, 97%, Not less than 80 % (Q) of
PacrBopenne 98%, 98%, 98% CyoHsN,05-C4H,O, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(oHajampwia Manear) OT HOMWHANBHOTO
cogepxanus yepes 30 MuH.
5 | Related substances / PogcTBeHnbie npumech

Enalaprilat / DHanmampurat
Enalapril diketopiperazine /
DHanarnpuia
TUKETOINIIEPa3uH
Individual unidentified
impurity /  EnuHuuHas
HeugeHTUuNLHpOBaHHAs
TIPHUMECH

Total impurities /
CyMmma mipuMeceit

Not detected / He oOHapyXeHa
Not detected / He 06HapyxeHa

Not detected / He o6HapyxeHa

Not detected / He oGHapykeHa

Not more than 1.5 % / He 6omnee 1,5 %
Not more than 2.5 % / He 6omnee 2,5 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 5.0 % / He 6oee 5,0 %.

Remarks : The Product confirms to ND/
IMpumeuanue: IIponykT cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

|Product: Enam tablets 5 mg / Iuam®, Ta§J1_eTKH_5 Mr

Balcl No. / Cepusa Ne : D2200847

[Batch Size / O6Lem cepun: 192.000 KG /
492,000 KT’

Analytical Report No. / AHaTHTUeCKHi oTaeT Ne:

2002FP22000621

Date of Analysis / lata ananuza: 27-03-2022 I

Date of Manufacture / lata nponssoacrsa: 02/2022

Date of Expiry / Cpok rognocrn: 01/2025

Analysis performed according ND / Anasan3 nposeaen mo HJL: IT N014189/01-251220

NS(') Test/ IlokazaTenn Result / Pesyabtat Specification/ Hopma
6 | Assay/KoanuecTBeHHoe 5.0mg/5,0 Mmr From 4.5 mg to 5.5 mg of
onpefeliecHyue CyoHasN,05:C4H,04 (Enalapril Maleate) per
tablet. / Or 4,5Mr no 5,5 mMr
CyoH2N,O5-C4H,O4 (oHANAnpnna maimear) B
Tabnerke.
7 | Water / Boaa 0.6% w/w /0,6% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits / Muxpo6uonoruueckas 4YHcToTa

a) Total aerobic microbial
count / Ob1iee 9ncio
a’pOOHBIX
MHMKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total combined yeasts
and mould count / O6uiee
YMCIIO APOXKIKCBHIX U
TUTeCHEBBIX TPHOOB

Less than 10 CFU/g /
Mewnee 10 KOE/r

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

c) E. coli

Absentin 1g/
OtcyTtcTByeT B IT

Shall be absentin 1 g/
JIOMKHBI OTCYTCTBOBaTh B | T

ncontrolled Copy

9 Package / Ynakoska

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in
a carton pack. / TTo 10 Tabnerox B
TTA/AJI/TIBX//antoM1uH1EBOM
6nucrepe. [lo 2 OGnucrepa c¢
MHCTPYKLIHeH Mo NMPUMEHEHHI0 B
MayKy KapTOHHYIO.

Tablets 2.5 mg: 10 tablets in aluminum strip
or in PA/AL/PVC foil // aluminum foil
blister. 2 strips or 2 blisters and patient
information leaflet in a carton pack.

Tablets S mg. 10 mg, 20 mg: 10 tablets in
aluminum strip or in PA/AL/PVC foil //
aluminum foil blister. 2, 5, 6, 10 strips or 2,
5, 6, 10 blisters and patient information
leaflet in a carton pack. /

Tabnerkn 2.5 wmr. Ilo 10 Tabnerox B
AMIOMUHUEBOM cTpune unu B
TTA/ATI/TIBX//antoMmunnesoM Omucrepe. ITo
2 cTpuna wiau no 2 6iucTepa ¢ HHCTPYKUUEH
I0 MPUMEHEHHIO B TAYKY KapTOHHYIO.
Tabnerkn 5 wmr, 10 mr, 20 wmr. [To 10
TabJIeTOK B AJIOMHHWEBOM CTpHOE WM B
[TA/AJI/TIBX//amoMunueBoM 6nucrepe. 1o
2, 5, 6, 10 crpumoB unu no 2, 5, 6, 10
OJIMCTEPOB ¢ MHCTPYKIMEH IO TPUMEHEHHIO
B MIaYKy KapTOHHY1O.

Remarks : The Product confirms to ND/
IIpumeuanne: I1poaykT cooTBeTcTBYET TpeboBanusam HJT

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Inam®, TaGIeTKH 5 MT

Batch No. / Cepust Ne : B2200847 Batch Size / O0nem cepun: 492.000 KG/
492,000 KT
Analytical Report No. / Ananurndecknii oTuer Ne: Date of Analysis / lata anaauza: 27-03-2022
2002FP22000621 -
Date of Manufacture / lata npousBoacrsa: 02/2022 Date of Expiry / Cpok roguocru: 01/2025
Analysis performed according ND / Anaaus nposejed no HJI: IT N014189/01-251220
1\?(; Test/ IlokazaTenn Result / Pe3yasTtar Specification/ Hopma
10 | Labeling / MapxupoBka Complies as prescribed / According to ND /
CoOOTBETCTBYET TpeOOBaHHIM B cooteercTBnm ¢ HJJ
11 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Beiue 25 °C.
XpaHeHue
12 | Shelf life / Cpox rognocru | 3 years /3 rona

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeyanue: [IpoaykT cooTBeTCTBYET TpeboBaHUsaM HJT 3axirouenue: OJJOGPEHO

WI-GLOB-QA-0669-1.0
Printed By: K Narayana Swamy Printed Date & Time (IST): 28-03-2022 16:58:26
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