CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product: Enam tablets 5 mg / Inam®, Tabaerru 5 mr

Batch No. / Cepust Ne : B2200848

Batch Size / Qobem cepun: 492.000 KE}—_/ -
492,000 K"

Analytical Report No. / AnasnTunecknii otder Ne:

2002FP22000624

Date of Analysis / JaTa anaanza: 28-03-2022

Date of Manufacture / lata nponssoacrsa: 02/2022

Date of Expiry / Cpok roanoctu: 01/2025

Analysis performed according ND / Anayns nposejen mo HJI: 1T N014189/01-251220

S

: Test/ MoxaszaTens
No

Result / PesyanTaT

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. /
Benwie kpyrmele TabieTku co

CKOIIEHHBIMHU KpasamH, c
tucHeuem "EMT" Ha onHoit
cropoHe W 1wmbpoir "S" wu
pa3aenuTENbHON pHUcKOit Ha

Ipyroii cropone.

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. / bBenple wnu moutH 6enple
Kpyrabie  TabeTKH CcO  CKOINGHHBIMH
kpasimu, ¢ THcHeHMeM "EMT" na opHoit
cTopoHe W 1mpoit "S", U pazAenuTeNnbHOM
pHCKOI Ha APYroi CTOpOHE.

2 | Identification by HPLC /
HMogauHHOCTDH

Complies as prescribed /
Co0TBeETCTBYET

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
VECpKUBAHMS  OCHOBHOTO  TIMKAa  Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
IOTDKHO COOTBETCTBOBATh BpPEMeHH
YOepXUBAaHWA  THMKa  SHANATpWwia  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBopa
(paznen «KonuuecTBenHoe onpeaencHues).

3 | Uniformity of dosage
units / QaHopoaHoOCTHL
J03UPOBaAHUSA

4.0/4,0

Acceptance value (AV) should be not more
than 15.0. / Tloka3zarenr TNPUEMIEMOCTH
(AV) nomxen OwITh HE Oonee 15,0,

4 | Dissolution /
PacTtBOpeHue

98%, 98%, 98%,
100%, 98%, 98%

Not less than 80 % (Q) of
Cy0H25N,05:C4H,40, (Enalapril Maleate) of
the label claim in 30 minutes. /
He wMenee 80 % (Q) C20H28N205‘C4H404
(3Hanmampuja Majear) OT HOMHUHAIBHOTO
conepxanus yepes 30 MUH.

5 | Related substances / PoacTBeHHbIE TPHMeECH

Enalaprilat / Duamanpunar
Enalapril diketopiperazine /
DHananpuia
IUKETOTTUIIePa3HH
Individual unidentified
impurity / Epvamgnas
HeWACHTUPUIIMPOBAHHAS
npuMech

Total impurities /
Cymma niprMeceit

~ Not detected / He obHapyxeHa
Not detected / He o6HapyxeHa

Not detected / ne o6Hapyxena

Not detected / He o6HapykeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: TIpogyKkT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

ﬁoduct: Enam tablets 5 mg / Iuam®, Taéaerku 5 mr

Batch No. / Cepusi Ne : B2200848

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

Analytical Report No. / Anajurndecknit oruer Ne:
2002FP22000624

Date of Analysis / laTa anannza: 28-03-2022

Date of Manufacture / IaTta npoussoactea: 02/2022

Date of Expiry / Cpok rognoctu: 01/2025

Analysis performed according ND / Anayn3s nposenen mo H/I: 1T N014189/01-251220

NS(; Test/ IMoxasaTenn Result / PesyabsTaT Specification/ Hopma
6 | Assay/KouandecTBeHHOe 49 mg/4,9 mr From 4.5 mg to 5.5 mg of
onpeneneHne CaoH2sN,05:C4H,404 (Enalapril Maleate) per
tablet. / Ot 45mMr pmo 55wMmr
Cy0H,sN,05-C4H4O, (sHAMANpHNA Manear) B
TabJIeTKe.
7 | Water /Boaa 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits / MuxkpoGuonornyeckas YHcTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O6111ee Yo Menee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX
MHKPOOpPraHn3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O61ee Menee 10 KOE/T He 6onee 100 KOE/r
YUCITO APOXKEBBIX U
TUTECHEBBIX TPHOOR
c) E. coli Absent in 1g/ Shall be absentin 1 g/
OrtcytcTBYeT B IT JOMmKHEI OTCYTCTBOBATL B 1 T
9 Package / YmakoBrka 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mg: 10 tablets in aluminum strip

aluminum foil blister. 2 blisters
and patient information leaflet in
a carton pack. / ITo 10 Tabnerok B
TTA/AJI/TIBX//antoMiUHUEBOM

ITo 2 o6nucrepa c¢
HHCTPYKIIHEN MO TMPUMEHCHHIO B

omucrepe.

na4yKky KapTOHHYIO.

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

Tabmerkn 2.5 wmr. Ilo 10 Tabnerox B
ATIOMIHHEBOM CTpure WK B
ITA/AJINIBX//amomunneBom 6mmctepe. Ilo
2 cTpuIla WiK 1o 2 OiucTepa ¢ MHCTPYKIHEH
I10 MPYMEHEHUIO B MaUKy KapTOHHYIO.
Tabnerkn S wmr, 10 wmr, 20 wmr, Ilo 10
TabJIeTOK B aJFOMHHWEBOM CTpPHUIE WIH B
ITA/AJI/TIBX//amoMunueBoM Ouctepe. [lo
2, 5, 6, 10 crpunoB unmm mo 2, 5, 6, 10
OJIMCTEPOB C MHCTPYKIHEH M0 TPHMEHEHHIO
B NauKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykt cooTBeTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3axawvenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

[Product: Enam tablets 5 mg / Inam®, TaGaeTn 5 Mr

Batch No. / Cepus Ne : B2200848

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

Analytical Report No. / AnanuTn4ecknii order Ne:

Date of Analysis / laTta ananuza: 28-03-2022

2002FP22000624 -
Date of Manufacture / JlaTa nponsBojicTa: 02/2022 Date of Expiry / Cpok rogHoctu; 01/2025
Analysis performed according ND / Anaans npoBeaen mo HJI: IT N014189/01-251220
:(') Test/ IloxazaTens Result / PesyabTat Specification/ Hopma
10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTcTBYET TpeOOBaHUAM B cootBercTRUET ¢ H]
11 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He BbIiwe 25 °C.
XpaHeHnne
12 | Shelf life / Cpox roanoctn | 3 years /3 roua

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanue: Ilpoaykt cootBeTcTBYET TpeboBanusam HJI 3akawuenne: OJOGPEHO
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