Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Enam tablets 2.5 mg / Onam®, Tabaerku 2,5 mr

2002FP22000423

Batch No. / Cepust Ne: B2200739

j'\nalytical Report No. / AHaJINTHYECKHIA oTHeT Ne:

KI

Batch Size / O6bem cepun: 482870 KG /482,870

Date of Analysis / JaTa ananuza: 28-02-2022

Date of Manufacture / /lara npoussoacrsa: 02/2022

Date of Expiry / Cpok roauoeru:  01/2025

Analysis performed according ND / Anaaus nposeger no HJ/L: IT N014189/01-251220

S

: Test/ Iloka3aTelb
| No

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onucanue

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "2.5" and a
break line on the other side. /

bBenble Kpyriasle TaONeTKH cO

CKOILIEHHBIMHU KpasMH, c
TucHeHueM "EMT" Ha onHoOMH
cropoHe M wmppod "2.5" wu
pasmenureibHON  puckodl  Ha

Jpyroii cropone.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side
and number "2.5" and a break line on the
other side. / Benple wiuM moutu OGenble
Kpyrnple  TabneTkh CO  CKOIIEHHBIMU
kpasmu, ¢ THCHeHMeM "EMT" wa oanoit
cropoHe U wdpoii "2.5" u pazgenurensHoit
pUCKO# Ha APYroi CTOPOHE.

2 | Identification /
MoanuHHOCTL

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"). / Bpewms
yIOepXKuBaHus  OCHOBHOrO  IMKa  Ha
XpOMarorpaMMe HUCHBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpEMEHH
yIOepXrBaHus NUKa  SHajanmpuna  Ha
XpoMaTorpaMMe CTaHAapTHOrO pacTBOpa
(paznen «Konm4ecTBEHHOE ONpENeNeHHEY ).

3 | Uniformity of dosage
units / OxHOpOAHOCTH
J03HPOBAHMA

2.6/2,6

Acceptance value (AV) should be not more
than 15.0. / Tlokazarenp npUEeMIIEMOCTH
(AV) nomxken ObITH He 6onee 15,0.

4 | Dissolution /
PacrBopenue

92%, 92%, 97%,
99%, 99%, 97%

Not less than 80 % (Q) of
CoH2sN,05°C4H, 04 (Enalapril Maleate) of
the label <claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(3Hamampuia Majgeat) OT HOMHHAaJIbHOIO
cofepxanus yepes 30 MuH.

5 | Related substances / PogcrBeHHbIE NPpUMecH

Enalaprilat / Onananpunar
Enalapril diketopiperazine /
Onananpuna
JUKETOMNIepa3uH
Individual unidentified
impurity /  EnvamnynHas
HEeUJCHTH(UUMPOBAaHHAS
npUMech

Total impurities /

Cymma npumeceit

Not detected / He oOHapyK eHa

Not detected / He o6HapyxKeHa

Not detected / ne o6HapyXKeHa

Not detected / He o6HapykeHa

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

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

Not more than 5.0 % / He Gonee 5,0 %.

Remarks : The Product confirms to ND/
Ipumeuyanne: IIpoaykt cootBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaiouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product: Enam tablets 2.5 m_;_; / Dnam®, TabaeTku 2-.5:MF

Batch No. / Cepus Ne: B2200739

_Analytical Report No. / Ananuruueckuii oTueT Ne:

Batch Size / OGbem cepun: 482.870 KG /482,870
KT

2002FP22000423

Date of Analysis / laTa anannza: 28-02-2022

Date of Manufacture / [lata npon3sogcrBa: 02/2022

Date of Expiry / Cpok rogaoctu: 01/2025

Analysis performed according ND / Auasins nposegen nio H/I: T1 N014189/01-251220

13;) Test/ IloxkazaTennb Result / PesyabTaT Specification/ Hopma
6 | Assay/ KoaudecTBenHoe 2.44 mg /2,44 M From 2.25mg to 2.75 mg of
onpeaeJjeHue CaoH2sN,05-C4H4O4 (Enalapril Maleate) per
tablet. / Ot 225Mr po 2,75wMr
C,0HsN,05-C4H, O, (aHananpuna manear) B
TabneTke.
7 | Water / Bona 0.6% w/w /0,6% Not more than 6.0 % / He 6oinee 6,0 %
8 | Microbial limits / MukpoGuoJjioruyeckasi Y4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61iee uncao Meuee 10 KOE/r He 6onee 1000 KOE/r
a’pobHbIX
MUKpPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / Ob1uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCIIO JIPOXNIKEBBIX U
NNeCHEBBIX TPHOOB
c) E. coli Absent in 1g / Shall be absentin 1 g/
OTtcyTcTBYET B 1T JloJKHbBE OTCYTCTBOBATH B 1 T
9 Package / YnakoBka 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 tabnerox B

TTA/AJI/TIBX//amoMuHueBoM
6nucrepe.

Na4yKy KapTOHHYHO.

[lo 2 Onucrepa c
UHCTpYKUMEH [0 NPUMEHEHHUIO B

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,
5, 6, 10 blisters and patient information
leaflet in a carton pack. /

Tatmerkn 2.5 mr. Ilo 10 Tabnerox B
AIOMUHHEBOM crpure WU B
MA/AJTIBX//amtomunureBoM 6nuctepe. 1o
2 cTpuna WM 1o 2 6amcTepa ¢ HHCTpyKuuei
[0 MPUMEHCHHIO B NaYKy KapTOHHYHO.
Tabnerku 5 mr, 10 mr, 20 mr. ITo 10
TabIeTOK B allOMMHUEBOM CTPUIE WM B
[TA/AJI/TIBX//amomunueBoM Haucrepe. Ilo
2, 5, 6, 10 ¢rpumoB unu mo 2, 5, 6, 10
6JAMCTEPOB C HHCTPYKIMEH MO MPUMEHEHHIO
B Ma4Ky KapTOHHYO.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT cooTBeTcTBYET TpebopaHuam HJI

Conclusion : APPROVED /
3akmouenme: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Inam™, TabaeTku 2.5 mr - B

Batch No. / Cepusa Ne: B2200739 Batch Size / O6bem cepun: 482.870 KG /482,870
KI'

Analytical Report No. / Auanurndeckuii oTuer Ne: Date of Analysis / lata ananmusa: 28-02-2022

2002FP22000423

Date of Manufacture / Iata npoussoacrsa: 02/2022 Date of Expiry / Cpok rogsoctn: 01/2025

| Analysis performed according ND / Anasu3 nposeaen no HJI: T1 N014189/01-251220

S

N;) Test/ IlokazaTens Result / PesyabTat Specification/ Hopma

10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TpeOOBAHUAM B coorserctBuu ¢ HJI

11 | Storage conditions / At temperature below 25 °C. / I1pu Temneparype He Bbile 25 °C.
XpaHeHue

Uncontrolled Copy

12 | Shelf life / Cpok rognoctu | 3 years/ 3 rona

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Npumeuanue: [Ipoaykr coorBeTcTByeT Tpebopanmsam HJI Zakmouenue: OJJOBPEHO
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Uncontrolled Copy
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