CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Enam tablets 20 mg / Dnam®, TabneTku 20 Mr - N
Batch No./ Cepna Ne: B2201596 Batch Size / O6bem cepun: 533.900 KG / 533,900
KI"
Analytical Report No. / AHannTudeckuii oruer Ne: Date of Analysis / lata anaqmsa: 19-05-2022
2002FP22001014 - B
Date of Manufacture / lata nponseoactea: 03/2022 Date of Expiry / Cpok rogocru: 02/2025
Analysis performed according ND / Auasns nposeser no HJE: 1T N014189/01-271021
;('). Test/ IlokazaTennb Result / Pe3yabTaT Specification/ Hopma
1 |[Description / Onncanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on | edged tablets with "EMT" debossed on one
one side and number "20" and a | side and number "20" and a break line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benble, kpyrieie, mockue | core. / Benble uinm noutn Genbie, Kpyrisle,
TabNeTKM  cO  CKOIIEHHBIMH | TUIOCKWe  TableTKM €O  CKOIUEHHBIMU
kpasmu, ¢ TucHenreM "EMT" Ha | xpasmy, ¢ TucHenueM "EMT" ma onpwoit
oflHOl cTopoHe U undpoit "20" u | cropone n uudpoii "20" u paspenutensHoH
pasmeNuTeNbHOW — PHUCKOW  Ha | pMCKOM Ha ApYro¥ CTOpOHE.
IpyTroif cTopoHe. Ha momepedHoM paspese a1po Gemoro vinu
Ha nonepeuHoM paspese AIpo | MOUTH OENOro LUBETA.
benoro uBeTa.
>
R
(‘C% 2 | Identification / The retention time of the major peak in the
HopnunHoCTh chromatogram of the sample solution should
© 1. By HPLC / BOXXX Complies as prescribed / correspond with the retention time of
g COOTBETCTBYET Enalapril peak in the chromatogram of
g standard solution (section "Assay"). / Bpems
s YAEpXKWBAHHA  OCHOBHOTO  IMKa  Ha
g XpoMarorpaMme HCHBITYEMOTO  pacTBOpa
%) IOJDKHO COOTBETCTBOBATh BpeMeHHU
- yOepKMBaHUA  TMKa  SHananpuna  Ha
- XpoMaTorpaMMe CTaHAApTHOrO  pacTBOpa
(pasmen «KonudecTBeHHOE ONPEIENEHNEY ).
2. By TLC / TCX gomplies as prescribed / The principal spot in the chromatogram of
OOTBETCTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe MATHO Ha
XpoMarorpaMme HCIBITYEMOTO pacTBOpa
JOJDKHO COOTBETCTBOBATE OCHOBHOMY TIATHY
Ha XpoMarorpaMMe CTaHIApTHOrO pacTBopa.
3 | Dissolution / 98 %, 98%, 98%, Not less than 80 % (Q) of
Pacreopenne 99%, 97%, 97% C,oH2N,05-C4H,04 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205‘C4H404
(oHamampuiaa ManeaT) OT HOMWHAJIBHOIO
conepxaHus yepes 30 MUH.
4 | Uniformity of dosage 1.9/1,9 Acceptance value (AV) should be not more
units / OgHopoaHOCTD than 15.0. / Tlokaszarenb NpUEMIIEMOCTH
J03UPOBAHHA (AV) nomxeH 65ITh He Gonee 15,0.

Remarks : The Product confirms to ND/
I pumeuanue: [poaykt cooTBeTcTBYET TpeboBanHmsM HJT

Conclusion : APPROVED /
Zakawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIH3IA

_P?duct: Enam tablets 20 mg / Suam®, Tabaerkn 20 Mr

Batch No. / Cepus Ne :

B2201596

Batch Size / O6nem cepum: 533.900 K_G__/_533,900
KI"

Analytical Report No. / AnaautHdecknii oTaet Ne:
12002FP22001014

Date of Analysis / JaTa ananausa: 19-05-2022

Date of Manufacture / Jlata npouzsojcrea:  03/2022

Date of Expiry / Cpok rognocru: 02/2025

Analysis performed according ND / Ananus nposegen no HJL: 1T N014189/01-271021

a’poOHEIX
MUKpPOOPTAHU3MOR

NS(') Test/ [loxazaTenn Result / PesyabTaTt Specification/ Hopma
5 | Related substances / PogcTBennble npumMecu -

Enalaprilat / Ouanmanpunar | Not detected / ne obHapyskeHa Not more than 1.5 % / He 6onee 1,5 %

Enalapril diketopiperazine / | NOt detected / He oGHapysena Not more than 2.5 % / He Gonee 2,5 %

DHananpuna

JIUKETONUNEpa3uH

Individual unidentified | Not detected / ne obHapysena Not more than 0.2 % / He Gonee 0,2 %

impurity / Enunnunas

HeugeHTuuUIpoBaHHast

TIpAMeCh

Total impurities /

CymMa npumeceit Not detected / He o6rapyxeHa Not more than 3.0 % / He Gonee 3,0 %.
- 6 | Assay / Konu4decTBeHHOE 199 mg /19,9 mr From 18.0 mg to 22.0 mg of
o onpeaeaeHHe (99.3% / 99,3%) CyH5N,05-C4,H, O, (Enalapril Maleate) per
'S ’ ’ tablet (90 % to 110 % of the label claim).
O / or 18,0 M hit) 22,0 MT
- Cy0HsN,05C4H, O, (sHaNanpuna majear) B
D tabnerke. (ot 90% mo 110 % ot
% HOMHHAJIEHOTO COIESPIKaHN).
-?-"'Qa 7 | Water / Boaa 0.6% / 0,6% Not more than 6.0 % / He Gonee 6,0 %
;8 8 | Microbial limits / Mukpo6uojiorndeckasi YHcTOTa
L a) Total aerobic microbial 20 CFU/g/ Not more than 1000 CFU/g /
. count / O61ee yucno 20 KOE/r He Gonee 1000 KOE/r

b) Total combined yeasts
and mould count / O6uee
YUCITO JPOXOKEBBIX U
IJIECHEBBIX 'pHOOB

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) E. coli

Absent in 1g /
OTtcyTcTByeT B IT

Shall be absentin 1 g/
JIoJKHBI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoxykT cooTBETCTBYET Tpebosanmam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

[Product: Enam tablets 20 mg / Juam®, rabieTkn 20 Mr

Batch No. / Cepusi Ne : B2201596

Analytical Report No. / AHanuTHUeCKuii oTueT Ne:
2002FP22001014

Batch Size / O6bem cepun: 533.900 KG / 533,900
KT
Date of Analysis / [lata anamuza: 19-05-2022

Date of Manufacture / Jlata nponsBoacTea: 03/2022

Date of Expiry / Cpok roanocru: 02/2025

Analysis performed according ND / Anaius npogejieH no HJI: IT N014189/01-271021

S.

No Test/ TloxazaTenb Result / PesyabTaT

Specification/ Hopma

9 | Subdivision of tablets /
OnnopoaHocts mace npu | Complies as prescribed /
JeJIeHUH Ta0JIeToK CoOOTBETCTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average of mass.
The tablets fail to comply with the test, if
more than 1 individual mass is outside these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

TabieTkd COOTBETCTBYIOT TpeOOBAHUSIM,
ecnii He ©Oonee | emWHWYHas Macca
OTKIOHseTCA 3a npenenst 85 % - 115 % or
cpeadeit MacChl. Tabnerxu He
COOTBETCTBYIOT TpeGOBaHUAM, ecnu Gonee
yeM | WHIMBHAyaJbHAS Macca OTKIOHAETCS
OT 3TMX TMpemenoB umy, ecnu |
MHINBUOyallbHAs Macca OTKIOHSAETCS 3a
nipenensi 75 % - 125 % ot cpeaneii Mmacchl.

Uncontrolled Copy

Remarks : The Product confirms to ND/
Ipumeuanne: ITpogykT cooTBeTcTBYET TpeboBanmaM HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3IA

Batch No./ Cepust Ne ¢

Product: Enam tablets 20 mg / Ynam®, Tadnerku 20 mr

B2201596

KT’

Batch Size / O6nem cepuu: 533.900 KG_/_§3,SWO

Analytical Report No./ ABanuTHueckuii oTyeT Ne:
2002FP22001014

Date of Analysis / JIata anammza: 19-05-2022

Date of Manufacture / lara npmnnoﬂ_cmu: 03/2022

Date of Expiry / Cpok rogsoctn: 02/2025

Analysis performed according ND / Ananus nposejen o HJL: 11 N014189/01-271021

—

| Copy

,_
(U

Uncontroll

foil (OPA/AI/PVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2  blisters and patient
information leaflet in a carton
pack. /

TTo 10 tabnetox & 6nucmepe W3
TpeXCIoiHOM donbru
(OITA/An/TIBX) u anoMHHHEBOH
donprm ¢ TePMOCBAPHBAEMBIM
JIaKOBBIM NOKPLITHEM Ha
3are4YaTbiBAEMOi CTOPOHE.

ITo 2 GivcTepa ¢ MHCTPYKLMEHN TTO
MpPUMEHEHUIO B nayky
KapTOHHYIO.

NS(; Test/ Iloka3zaTednb Result / PesyasTaT Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
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 foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2, 5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tabnemru 2,5 m2

ITo 10 TabneTok B cmpune U3 alltOMUHUEBOMH
(GONBrH ¢ TTOTU3TAICHOM HU3KOH TUIOTHOCTH
(TTOHIT) Ha 3ameuyaThHiBAEMON CTOpOHE W
LIEJITAKOBLIM  [IOKPBITHEM Ha  HapyXHOi
CTOpOHE

Wi

no 10 rtabnerok 6 Oaucmepe W3
tpexcioiHoi ¢onsru (OITA/An/TIBX) n
ATIOMHUHUEBOH dboneru c
TEpPMOCBApUBAEMbIM J1AKOBBIM TOKPLITHEM
Ha 3are4arbiBaeMON CTOpOHE.

Tlo 2 crpuna wnmm mo 2 OGiwcrepa ¢
WHCTPYKLMEH [0 NpPHAMEHEHUI0 B Ia4Ky
KapTOHHY'O.

Remarks : The Product confirms to ND/
IIpumeuanne: TIpoaykT cooTBeTCTBYET TpebGosanusam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Enam tablets 20 mg / Snam®, Tabserkn 20 Mr - ]
Batch No. / Cepus Ne : B2201596 Batch Size / O6bem cepun: 533.900 KG / 533,900

KI'

Analytical Report No./ Anaautu4deckuii or4yet Ne: Date of Analysis / lara anaamza: 19-05-2022
2002FP22001014 ]
Date of Manufacture / {ata npousBoacTa: 03/2022 Date of Expiry / Cpok rogroctu: 02/2025
Analysis performed according ND / Ananns nposegen no HJL: IT N014189/01-271021
I\JS(;. Test/ llokazatenn Result / PesyabTaTt Specification/ Hopma

Tabnemxu 5 mz, 10 m2, 20 m2

ITo 10 TabneTok B cmpune U3 allfOMIHHUEBOM

¢$ONbru ¢ NOJIUATHIIGHOM HU3KOI moTHOCTH

(TT2HIT) Ha 3ame4aTBIBAEMON CTOpPOHE W

[IEJIAKOBEIM TOKPLITHEM HAa  HapyXHOIA

CTOpOHE

HIH

mo 10 Tabmetok & Onucmepe U3

tpexcnoiinoii  donern (OMA/An/TIBX) wu

ATFOMHUHHUEBOH donbru c

TEPMOCBAPHBAEMBIM JIAKOBBIM TOKPBITHEM

Ha 3alevyaTblBaeMO CTOpOHE.

Ilo 2, 5, 6, 10 cTpumoB unu 1o 2, 5, 6, 10
> 6ITMCTEPOB C MHCTPYKIWEH 110 IPUMEHEHHUIO
g B NayKy KapTOHHYIO.

o) 11 | Labeling / MapknpoBka Complies as prescribed / According to ND /

o CooTBeTCTBYET TPeOOBaHUIM B cootetcTBUM ¢ H]I

% 12 | Storage conditions / At temperature below 25 °C. / Ilpu TemmnepaType He Bbiie 25 °C.

O XpaneHue

=

[ 13 | Shelf life / Cpox rogsoctu | 3 years /3 rona

8

-

2
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanme: TTpoxykT cooTBeTcTBYET TpeboBanusaM HJT 3akawuenne: OJJOBPEHO
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