CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIU3IA

Product: Enam tablets 2.5 mg / Duam®, Tabnerkn 2,5 Mr

Batch No. / Cepus Ne: B2200740

KI"

Batch Size / O6nem cepun: 487.060 KG /487.060

2002FP22000494

Analytical Report No. / Anannrindecknii orueT Ne:

Date of Analysis / lata ananuza: 09-03-2022

Date of Manufacture / laTa npou3sdﬂé¥éa: 02/2022

Date of Expiry / Cpok ronuocrn:  01/2025

Analysis performed according ND / Anasu3 nposenen mo HJI: IT N014189/01-251220

S.

Test/ ITokaszaTems
No

Result / Pesynbrat

Specification/ Hopma

1 | Description / Onucanne

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 xpyrnele TabneTky co

CKOLUEHHBIMH KpasMH, c
THcrenneM "EMT" wa opgwoit
cTopoHe W 1wmépoit "2.5" wu
pasmenuTenbHOM  pHcKoi  Ha

Ipyroii 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. / Bensle wmu mouTty 6Gensle
Kpyrible  TableTku €O  CKOINEHHBIMH
KpasmMu, ¢ TucHenuem "EMT" na onpxo#
cropoHe ¥ uubpoit "2.5" u pasnenurensHoM
pUCKO¥f Ha Ipyro# cTopoHe.

2 | Identification /
IMopaHHHOCTD

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"). / Bpems
VHepXKHBAHUS  OCHOBHOTO  IHKa  Ha
KpOMaTorpaMMe MUCHObITYeMOrO  pacTBopa
IOJKHO COOTBETCTBOBATH BpEMeHH
YOEpXUBAHUS  THKA  SHATATIPWIA  HA
XpoMaTorpaMme CTaHZapTROIO pacTBOpa
(pazzen «KonuyecTBEHHOE OTIPENEIEHHE ).

3 | Uniformity of dosage
units / OquopoaHocTs
A03HPOBAHHS

44/4.4

Acceptance value (AV) should be not more
than 15.0. / TlokxasaTenb NpHEMIEMOCTH
(AV) momxen 6b1Th He Gostee 15,0.

4 | Dissolution /
PacTBopenne

100%, 100%, 98%,
98%, 99%, 103%

Not less than 80 % (Q) of
CyoHasN,05-CH,O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) ConngzOs'C4H404
(sHawaNpuid  Mdledr) 01 HOMHHAIBHOLO
conepxauns yepesz 30 MUH.

5 | Related substances / PogcTeennsie npUMecH

Enalaprilat / Drananpunat
Enalapril diketopiperazine /

OHanmanpuna
JUKeToIunepasut
Individual unidentified

impurity /  Enunnunas
HeMAEeHTHHHLMPOBaHHAS
TIpYIMECh

Total impurities /

Cymma npuMmeceii

Not detected / He o6Hapysxena

Not detected / He o6Hapyxena
Not detected / He oGHapyxeHa

Not detected / ve obuapyxena

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 6omnee 5,0 %.

Remarks : The Product confirms to ND/
IMpumeuanue: TIpoaykT cooTseTcTBYET TpeboBanuaM H]T

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Inam®, TaGaerku 2,5 Mr

Batch No. / Cepusi Ne : B2200740

Analytical Report No. / Anaaurngecknii oruer No:
2002FP22000494

LAnalysis performed according ND / Awasms niporesen o 11 TT N014189/01-251220

ﬁ;) Test/ IlokasaTens Result / PezyasraT Specification/ Hopma
6 | Assay / KonuyecTBenHoe 251 mg/2,51 mr From 2.25 mg to 2.75 mg of
onpeneyieHue CaoH2sN,05-C4H404 (Enalapril Maleate) per
tablet. / Or 225Mr gno 2,75wmr
CoHeN,05-C4H,0,4 (3Hananpuna manear) B
TableTKe.
7 | Water/Boaa 0.7% wiw [ 0,7% Not more than 6.0 % / He 6o7nee 6,0 %
8 | Microbial limits / MukxpoGHosornueckasi YHcToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1uee yHcI0 Meuee 10 KOE/r He Gonee 1000 KOE/r
adpOOHBIX
MHKPOOPTaHHU3IMOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6uree Menee 10 KOE/r He 6omee 100 KOE/r
YHCITO APOXOKEBBIX U
NJECHEBbLIX IprboB
c) E. coli Absent in 1g / Shall be absent in 1 g/
OrcyTtcrByeT B 1T JomKHBl OTCyTCTBOBaTE B 1 T
9 Package / Ynakoska 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mp: 10 tablets in aluminum strip

aluminum foil blister. 2 blisters
and patient information leaflet in
a carton pack. / ITo 10 Ta6nerok B

TTA/ATITIBX//anroMHHAEBOM
onucrepe.

MatKy KapTOHHYIO.

Ilo 2 ©Gnncrepa ¢
HHCTPYKUMell 1o TIPUMEHEHWIO 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. /

Tabnerkn: 2.5 mr. ITo 10 Tabnerox B
ANNOMHUHIEBOM cTpuIie WA B
TTA/AJIMBX//amoMnnueBoM Gnucrepe. Ilo
2 crpuna und no 2 6nucrepa ¢ HHCTPYKIUeH
10 IPHMEHEHHIO B MAMKY KapTOHHYIO.
Tabnerxkn 5 wmr, 10 wmr. 20 wmr. ITo 10
TabneTok B ATIOMHHHEBOM CTpHIlE WIIH B
TTA/ATTTIBX//anroMuruesom Gnucrepe. [To
2, 5, 6, 10 crpunoB v mo 2, 5, 6, 10
OIMCTEPOB ¢ HHCTPYKLMEH M0 NpHMEHEHHIO
B NMaYKy KapTOHHY!O.

Remarks : The Product confirms to ND/
ITpumewanue: Ipoaykr cootBercTByeT TpebGosanusm HJT

Conclusion : APPROVED /
3armiouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJINA3A

Batch No. / Cepust Ne : B2200740 Batch Size / O6bem cepun: 487.060 KG /487.060
Kr

Analytical Report No. / AnannTiueckuii orvet Ne: Date of Analysis / JaTta anaanza: 09-03-2022
2002FP22000494

Date of Manufacture / lata llpOH3BOﬂCTB§ﬂlb? 02/2022 Date of Expiry / Cpox rogunoctu:  01/2025
Analysis performed according ND / Anannz nposegen no HJI: TT N014189/01-251220

S.
No
10 | Labeling / Mapxnposka Complies as prescribed / According to ND /

CootBercTBYeT TpebOBaAHHAM B coorserctuy ¢ HJI

Test/ Hoxazarens Result / PesynbTaT Specification/ Hopma

11 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Benne 25 °C,
XpaHenue

12 | Shelf life / Cpox roguoctu | 3 years / 3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITponykr cootercTByeT Tpebopanuam HJJ 3akaoyenne: OJIOBPEHO
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