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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Enam tablets 10 mg / Quam®, Taénerxku 10 mr

Batch No. / Cepus Ne : B2300200

KI'

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

Analytical Report No. / Anaantudeckuii otuer Ne:

2002FP23000220

Date of Analysis / JaTa ananuza: 25-01-2023

Date of Manufacture / JlaTa nponsBsojcrea;

12/2022

Date of Expiry / Cpok rognoctu: 11/2025

Analysis performed according ND / Ananus nposeaen no H/: TI N014189/01-271021

S. Test/ IlokazaTean

Result / PesyasTart

Specification/ Hopma

1 | Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White
core. / Benble, Kpyrible, MIOCKHE
TabJIeTKU co CKOLIEHHBIMU
KpasMu, ¢ THcHeHHeM "EMT" Ha
onHOM cTopoHe U uudpoit "10" u
pasjenuTensHO  puUCKOW  Ha
JpYTroil CcTopoHe.

Ha monepeurnoM paspeze aapo
Genoro uBera.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and number "10" and a break line on the
other side.

Cross Cut Description: White to off white
core. / benble vy noutu Geneie, Kpyrible,
TUTOCKHE  TabNeTKM €O  CKOIIEHHBIMH
kpasmu, ¢ THcHeHneM "EMT" ma opHoit
cTopoHe u mdpoii "10" u paspeaurensHoit
PHCKOM Ha IpyroM CTOpOHe.

Ha nomepeuHom paspese aapo Genoro Wiu
nouty Genoro 1BeTa.

2 | Identification /
IMog1MHHOCTE
1. By HPLC / BDXX

2. By TLC/ TCX

Complies as prescribed /
CooTBeTcTByET

Complies as prescribed /
CootgercTByeT

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
yIep>KMBaHWsS  OCHOBHOTO  MHKa  Ha
XpoMaTorpaMMe HCHBITYeMOI'O  pacTBopa
JTOJKHO COOTBETCTBOBATH BpeMeHHU
yYACP)KUBAHUS ~ MHKa  SHajlanpuia  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBopa
(pasgen «KonuuecTBeHHOE OTIPE/IETEHIE ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TMATHO Ha
XpoMaTorpaMMe HMCIBITYeMOTro  pacTBopa
JTOJIKHO COOTBETCTBOBATh OCHOBHOMY TISATHY
Ha XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa.

3 | Uniformity of dosage
units / OxHoOpogHOCTH
JIO3HPOBAHHS

29/2,9

Acceptance value (AV) should be not more
than 15.0. / TlokasaTens TIpHEMJIEMOCTH
(AV) pomxeH ObITE He Oonee 15,0.

4 | Dissolution /
PacrBopenne

101%, 98%, 98%, 99%, 100%,
97%

Not less than 80 % (Q) of
C20H23N205'C4H404 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) ConngzOs'C4H404
(3Hanmampuna Majear) OT HOMHHAJILHOTO
copepxkanug vepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipojpykr coorsercreyer Tpeboratmsam HJT

Conclusion : APPROVED /
Jaxaouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 10 mg / 9uam®, Tabaerkn 10 mr

|

Batch No. / Cepusa Ne : B2300200

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

KI'
Analytical Report No. / AnanuTH4eckmii oTuer Ne: Date of Analysis / laTta ananusa: 25-01-2023
2002FP23000220
Date of Manufacture / Jlara nponssogersa:  12/2022 Date of Expiry / Cpok roguoctn: 11/2025
Analysis performed according ND / Ananu3s nposejen mo HJI: IT N014189/01-271021
S. Test/ llokazaTenan Result / PesyabTaT Specification/ Hopma
No.

5 | Related substances / PoacTBeHHBIe NPHMecH

Enalaprilat / Onananpumat
Enalapril diketopiperazine /

DHananpmia
JIMKETONUIIepasHH
Individual unidentified
impurity / EnuandHas
HeWAeHTHPULIMpOBaHHAS
npUMech

Total impurities /
Cymma nipumeceit

Not detected / He obHapyxkeHa
Not detected / He oOHapy»xeHa

Not detected / He oGnapy»xena

Not detected / He oOHapyxeHa

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

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

Not more than 3.0 % / He 6onee 3,0 %.

6 | Assay /KoauuecTBeHHOE

10.0 mg /10,0 mr

From 9.0 mg to 11.0 mg of
CyH,sN,05-C4H4O4 (Enalapril Maleate) per

onpeaeIeHue . -
(99.6 % / 2gifg0) tablet (90 % to 110 % of the label claim).
/ Or 9,0 MTI" o0 11,0 Mrr C20H28N205‘C4H404
(sHananpuna Manear) B Tabaetke. (ot 90 %
10 110 % OT HOMHHAJILHOTO COJIep KaHMS).
7 | Water / Boga 0.7 % wiw /0,7% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits / MukpoGuosoruteckast 44cTOTa

a) Total aerobic microbial
count / Obmee unciIo
a’poOHBIX
MHKpPOOPTaHH3MOB

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

Not more than 1000 CFU/g /
He 6Gomnee 1000 KOE/T

b) Total combined yeasts
and mould count / O6mee
YUCII0 APOHKIKEBBIX U
TUTECHEBBIX IPUOOB

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

Not more than 100 CFU/g /
He 6omee 100 KOE/r

¢) E. coli

Absent in 1g/
OTtcytcTBYyeT B IT

Shall be absent in 1 g/
JloKHBI OTCYTCTBOBaTH B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: IponykT coorBeTcTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3akmarouenne: OJJTOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product: Enam tablets 10 mg / Yuam®, ra6erkn 10 mr
Batch No. / Cepust Ne: B2300200 Batch Size / O6nbem cepun: 492.000 KG /492,000
KI'
Analytical Report No./ AnanuTuyecknii oruer Ne: Date of Analysis / Jlata ananmsa: 25-01-2023
2002FP23000220
Date of Manufacture / Jlata npousBoacra: 12/2022 Date of Expiry / Cpox rogroctn: 11/2025

Analysis performed according ND / Ananu3s nposegen no H/I: IT N014189/01-271021

S. Test/ IlokazaTensn Result / PesyasTar

Specification/ Hopma

9 | Subdivision of tablets /
Oanopoanocts mace mpu | Complies as prescribed /
JeJIECHUH T20JIeTOK CooTBeTcTBYET

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.
/

TabneTku COOTBETCTBYIOT TpebOBAHUAM,
ecnd  He Oonee 1  emWHmMyHas Macca
oTkiIoHseTcs 3a npejensl 85 % - 115 % or
cpenHeit MaccHl. Tabnerkn HE
COOTBETCTBYIOT TpeOOBaHWIM, ecnu Oolnee
yeM | UHAMBHAYyalbHAS Macca OTKIIOHSIETCS
OT 3THMX TpeaenoB umu, ecian 1
HHAMBWIyallbHAt Macca OTKJIOHAETCS 34
nipenensl 75 % - 125 % ot cpesHeit Macchl.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoxykr cootBercTBYeT TpeboBanusm H/L

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

WI-GLOB-QA-0669-1.0 Page 3 of 6
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Enam tablets 10 mg / Juam®, Tabnerkn 10 mr

Batch No./ Cepus Ne : B2300200

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

KI

Analyticaf Report No. / Ananurnueckuii oruer Ne: Date of Analysis / Jlata ananuza: 25-01-2023
2002FP23000220
Date of Manufacture / Jlata npousBoacTea:  12/2022 Date of Expiry / Cpok rogaoctu: 11/2025
Analysis performed according ND / Anasins nposeaen mo HJI: IT N014189/01-271021

S. Test/ IokasaTean Result / PesynsTat Specification/ Hopma

No.

10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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. /

ITo 10 Tabnerok & bnucmepe W3
TpexcnoiHoii donbru
(OITA/An/TIBX) v amoMiHHEBOH
¢donbrd ¢ TepMOCBapUBAEMbIM
JTAKOBBIM MOKPBITHEM Ha
3are4yaTsIBaeMOi CTOpOHE.

Ilo 2 6mcTepa ¢ UHCTPYKLUMEH MO
TIPUMEHEHHIO B navuKy
KapTOHHYIO.

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/AVPVC) 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. /

Tabnemu 2,5 me

IIo 10 Tabnerok B cmpune W3 aMlOMUHHEBOM
(OJETH C MOTHUITHIICEHOM HU3KOH MIIOTHOCTH
(TIDHII) na 3anedaTeIBA€MOM CTOpPOHE M
IEJIAKOBEIM ~ TIOKPBITHEM Ha  Hapy>KHOM
CTOpOHE

WM

no 10 Tabnerok ¢ 6Oaucmepe W3
tpexcnoinoit ¢oneru  (OIIA/An/TIBX) n
aTFOMHUHWEBOH ¢dbonbru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TOKpPLITHEM
Ha 3are4aTbiBaeMOM CTOpOHE.

Mo 2 crpuma win mno 2 Onucrepa ¢
HMHCTPYKLMEH 10 TPUMEHEHHMI0 B MayKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT cooTBeTcTBYET TpeGoBanusaM HJI

Conclusion : APPROVED /
3aximnouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A

Product: Enam tablets 10 mg / Ynam®, Tadaerkn 10 mr

Batch No. / Cepus Ne : B2300200 Batch Size / O6nem cepun: 492.000 KG / 492,000
KT

Analytical Report No. / AnaanTuuecknii oraer Ne: Date of Analysis / lara ananuza: 25-01-2023

2002FP23000220

Date of Manufacture / Jlara nponzBoacta:  12/2022 Date of Expiry / Cpok rognoctu: 11/2025

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

S. Test/ IloxazaTeL Result / PesyabTaTt

Specification/ Hopma

Tabnemiu 5 me, 10 me, 20 m2

TIo 10 TabmeTok B cmpune U3 aroMHUHHEBOM
(GOJTETH ¢ MOTUATHIICHOM HU3KOM MIIOTHOCTH
(TISHIT) Ha 3anevaTelBaeMoli cTOpoHe U
IIe/ITaKOBBIM  TTOKPBITUEM Ha  HapyKHOM
CTOpOHE

HIu

mo 10 Tabnerok 6 Oaucmepe U3
tpexcnoithoit ¢onsru (OIIA/An/TIBX) n
aNMFOMUHUEBOH doneru c
TEPMOCBApHBAEMBIM JIAKOBBIM [OKPBITHEM
HAa 3aI€YaTHIBAEMOM CTOPOHE.

Tlo 2, 5, 6, 10 cTpunoB wim o 2, 5, 6, 10
OMUCTEPOB C MHCTPYKUMEH 110 TIPUMEHEHUIO
B MavKy KapTOHHYIO.

11 | Labeling / MapxupoBka Complies as prescribed /
CootsercTBYyeT TpeOOBaHUIM

According to ND /
B coorsercTerm ¢ H]J

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temnepartype He Boie 25 °C.

Xpanenue

13 | Shelf life / Cpok roanoctu | 3 years /3 roga

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykr cooTeercTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Jaxmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0 Page 5 of 6
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