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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Product: Enam tablets 5 mg / uam®, Ta6ierkcn 5wmr

Batch No. / Cepust Ne : B2104543

Batch

Size / O6bem cepuu: 484.070 KG /

484,070 KI'

2002FP21002509

Analytical Report No. / AuaauTndeckuii oruer Ne:

Date of Analysis / laTa ananausa: 30-12-2021

Date of Manufacture / Jlata mpousBoacTsa: 11/2021

Date of Expiry / Cpok roanocru: 10/2024

Analysis performed according ND / Anasiu3 npoBegen mo HJT: TI N014189/01-251220

Page1of3/Crp.1mu33

S.

Test/ Iloka3zaTenn
No.

Result / PegyabTar

Specification/ Hopma

1 Description_/ Omnucanue

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side. /

benble kpyrabie Tabnetku co
CKOILIEHHBbIMHU KpasmH, c
tucHenuem "EMT" wHa oxpHoil
cropone u uudpoit "5" wm
pa3feuTeNsHONH  pUCKOi  Ha

ApYroi cTopoHe.

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.
/ Benkie unv mouTy Benbie Kpyriible TabIeTKH
CO CKOLUGHHBIMH KpassMH, C THCHEHHEM
"EMT" Ha onHOH cTopoHe u nudpoit "5"u
pasiaendTenbHOl  pucKkOH  Ha  apyroi
CTOpOHE.

2 | Identification /
IMoaauHHOCTD

3 | Water/ Bona_

‘ 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
yIepXKUBaHWUS  OCHOBHOTO  @HMKa  Ha
XpoMaTorpaMme HUCHBITYEMOro  pacTBOpa
JIOJKHO COOTBETCTBOBATh BpEMEHH
yOCpKUBAHUS ~ THKA  3HAjanpuia  Ha
XpoMaTrorpaMme CTaHJapTHOTO pacTBOpa
(paznen «KonudecTBeHHOE onpeaeneHUeR ).

0.7% w/w / 0,7%

Not more than 6.0 % / He 6o1ee 6,0 %

4 | Dissolution /
PacTrBopenue

103%, 99%, 101%,
104%, 101%, 99%

Not less than 80 % (Q) of
C20H28N205'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205-CsH4O4
(oHananpuna Maneat) OT HOMHHANBHOIO
conepxanus uepes 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykr coorBercTBYeT TpeGoBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /
IToarotosneHo:

-

Checked by

/
[1ponepeno: @5\

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauresb

Date / ara: 30-12-2021

Date / Hata: 30-12-2021

mm?

Date / Jlata: 30-12-2021
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S.

No. Test/ Iloka3aTenn Result / PesynbraT Specification/ Hopma
5 | Related substances / PoacTBeHHble mpHMecH
Enalaprilat / DHananpunar | Not detected / He oOnapyskeHa Not more than 1.5 % / He Gonee 1,5 % -
Enalapril diketopiperazine / | Not detected / He oGHapyxeHa Not more than 2.5 % / He 6ousnee 2,5 %
DHananpuna
JUKETONUMepa3iH
Individual unidentified | Not detected / He oGHapyxeHa Not more than 0.2 % / He 6onee 0,2 %

impurity /' EpununuHas
HeuJeHTUhHLIMPOBaHHAS
npuMech

Total impurities / Not detected / He oOGnapy:keHa Not more than 5.0 % / He 6onee 5,0 %.
CymMmMa npumeceit

6 | Microbial limits / MukpoOnoJ/iornueckas YHCTOTA

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O61iee Ynco Menee 10 KOE/r He 6onee 1000 KOE/r
a3pobHbIX

MHUKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O61ee Menee 10 KOE/r He 6onee 100 KOE/r

YHUCJIO APONOKEBBIX U
TJIECHEBBIX FpUOOB

c) E. coli Absentin 1g/ Shall be absentin 1 g/
OtcyrcTByeT B IT JIOJDKHBI OTCYTCTBOBaTh B 1 T
7 Uniformify of dosage 4.1/4,1 “| Acceptance value (AV) should be not morc
units / OgHOPOAHOCTD than 15.0. / Tlokazatens npuemnemMoct (AV)
J03HPOBAHMS JoJkeH 6bITh He 6oee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Tpoaykt cootseTcTBYET TpeboBaHUsIM HJJ 3axmoyenue: OJOBPEHO
Prepared by / Checked by /7 Approved by: Manager/Executive /
IToaroroeneHo: (LX‘{#,_ [IpoBepeHo: Opobpeno: Menemkep / PykoBoaurens
Date / lara: 30-12-2021 Date / {ata: 30-12-2021 Date / Jlata: 30-12-2021 [
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l‘?(.) Test/ ITokazaTesn Result / PesyabTaT Specification/ Hopma
8 | Assay/KoanuecTBenHoe 5.0 mg/ 5,0 Mr From 4.5 mg to 5.5mg of

C20H2sN,05CsH4O4 (Enalapril Maleate) per
tablett / Ot 45Mr g0  5,5Mmr
C20H2sN205'C4H4O4 (PHananpuna manear) B
TabneTke.

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / ITo 10 Tabnetok B
TTA/AJI/TIBX//antoMuHUEBOM
onucrepe. [lo 2 Onuctepa c
MUHCTPYKLMEH MO NPUMEHEHUIO B
Nayky KapTOHHYO.

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 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. /

Tabnetku 2,5 wmr. Ilo 10 Tabnetok B
ANOMUHMEBOM cTpure wid B
IMTA/AJI/TIBX//amomurueBoM 6auctepe. [To
2 cTpuna und no 2 6aucrepa ¢ HHCTpyKLUKEH
10 IPUMEHEHHUIO B MAYKY KAPTOHHYIO.
Tabnetku S mr, 10 mr, 20 mr. ITo 10 TabneTox
B AlIOMHHMEBOM  CTpUIIE  WIM B
[MA/AJI/TIBX//amomrHueBoM Oaictepe. [To
2, 5, 6, 10 crpunoB wim no 2, 5, 6, 10
6JIMCTEPOB C UHCTPYKUHEH MO MPUMEHEHHUIO
B MayKy KapTOHHYIO.

10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYeT TpebOBaHUAM B coorsercTBuu ¢ HJI
11 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbille 25 °C.
Xpanenue
12 | Shelflife / Cpox rognoctu | 3 years / 3 rona R |

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercTayet TpebosanusaM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
IloaroroBneHo:

et

Checked by f(*'-
[IpoBepeHo: Q%y\

Approved by: Manager/Executive /
Ono6peHo: MeHemkep / PykoBoautess

Y

Date / Jlata: 30-12-2021

Date / Jlata: 30-12-2021

Date / [lata: 30-12-2021 \
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