Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

:ITroduct: Enam tablets 5 mg / Duam®, Ta6ieTkn 5 Mr

Batch No. / Cepust Ne :

B2204029

KT

~ [Batch Size / O6vem cepuu: 492.000 KG /492,000 |

2002FP23000048

_ﬂaﬁical Report No. / AHaauTHUecKHii oTver Ne:

Date of Analysis / /laTta anannsa: 10-01-2023

Date of Manufacture / JIlaTa npon3soJcTBa:

12/2022

Date of Expiry / Cpok rogHocru:

11/2025

Analysis performed according ND / Anaans nposeae no ITJT: IT N014189/01-271021

S.

Test/ Iloka3zaTean
No.

Result / PesyasTart

Specification/ Hopma

1 | Description / Onucanue

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

Cross Cut Description: White
core. / Benele, Kpyrnsle, MmIockue
TabneTKn CO  CKOIIEHHBIMH
KpasMH, ¢ TucHenvem "EMT" Ha
oaHoit cropone n uudpoi "5" n
pasmenureNbHONl  puckoW  Ha
Jpyro¥ cTopoHE.

Ha nomepeuHoM paspese sapo
6enoro uBeTa.

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.

Cross Cut Description: White to off white
core. / Benpie unmi mouty Oenble, Kpyribie,
IUIOCKME  TaBMeTKu €O  CKOLIEHHBIMHU
kpasMiu, ¢ THcHeHMeM "EMT" nHa opHoit
cropore u uudpoii "5" u pasnenurensHoi
PHUCKOH Ha ApPYTOH CTOpOHE.

Ha morepeunoM paspese apo Oenoro wim
mouty 6enoro upeTa.

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoaykT cootBeTCcTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3axmogenue: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

_P_ro—duct: Enam tablets 5 mg / Duam®, TabieTicn 5 Mr

Batch No./ Cepusa Ne :

B2204029

Batch Size / O6wbem ceprn: 492.000 KG /492,000
KT

Xn_alytical Report No. / AHanutudeckuii ordet Ne:

Date of Analysis / laTa ananu3a: 10-01-2023

2002FP23000048

Date of Manufacture / Jlata npouzsojacrea:

12/2022

Date of Expiry / Cpox rogaoctu:

11/2025

Analysis performed according ND / Anajus uposenen no HJL: 11 N014189/01-271021

S.
No.

Test/ MloxaszaTeyanb

Result / PesynbTat

Specification/ Hopma

2

Identification /
HopauHHOCTL
1. By HPLC/ B2XX

2. By TLC / TCX

Complies as prescribed /
CoOTBETCTBYET

Complies as prescribed /
CoOTBETCTRBYET

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
YOEpKUBAHUS  OCHOBHOTO  MHKA  Ha
XpoMaTorpaMMe HCHBITYEMOTO  pacTBopa
JOIKHO COOTBETCTBOBATH BpEeMeHH
yaepXKHUBaHMS  [IMKAa  3Hajlanpuna  Ha
XpoMaTorpaMMe CTaHIapTHOTO — pacTBopa
(pasmen «KonuecTBEHHOE OIPENIENEHUEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TIATHO Ha
XpoMarorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY MSATHY
Ha XpoMaTorpaMMe CTaHIapTHOTO PacTBoOpa.

Uniformity of dosage
units / OxHOpOAHOCTD
A03UPOBAHUS

37737

Acceptance value (AV) should be not more
than 15.0. / TlokasaTenb MNpHUEMIIEMOCTH
(AV) nomxeH 6biTh He 6011€ee 15,0.

Dissolution /
PacTBopenue

99%, 96%, 101%,
99%, 96%, 101%

Not less than 80 . % (Q) of
CyoH2sN,O5-C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205‘C4H404
(sHananpuna Majeatr) OT HOMMHAIBLHOIO
cogepxkanus uepes 30 MUH.

Related substances / PogcTBeHHbIE IpHMeCcH

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
Oxananpuna
JIUKeTOTHTIepa3iH

Individual unidentified
impurity /  Enunu4Has
HEMAEHTHGUIHPOBAHHASL
puMech

Total impurities /

CymMa npuMecei

Not detected / He oOHapy:xeHa
Not detected / He o6HapyxeHa

Not detected / He oOHapyxeHa

Not detected / He oGHapykeHa

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 3.0 % / He 6onee 3,0 %.

Remarks : The Product confirms to ND/
Mpumeuanne: ITpoaykr cooTBeTcTBYET Tpebopannsm HJL

Conclusion : APPROVED /
Zaxarouenune: ONOBPEHO
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Uncontrolled Copy

CERTIFICATLE OF ANALYSIS

CEPTHOUKAT AHAJTHM3A

Product: Enam tablets 5 mg / Dnam®, Taénerkn 5 mr

Batch No. / Cepus Ne :  B2204029

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

KT

Analytical Report No. / Auaauraueckuii oruer Ne:
12002FP23000048

Date of Analysis / JlaTa ananusa: 10-01-2023 o

Date of Manufacture / /lara nponssoacrsa:  12/2022

Date of Expiry / Cpox rognocru:  11/2025

Analysis performed according ND / Auauns uposeser no HJL:

IT N014189/01-271021

N?). Test/ [loka3zaTean Result / PesyabTaT Specification/ Hopma
6 | Assay/ KoauuecTBeHHOE 4.95 mg /4,95 mMr From 4.5 mg to 5.5 mg of |
onpeencHue o o CyoHyN,O5-C4H4O,4 (Enalapril Maleate) per
LU tablet (90 % to 110 % of the label claim).

/ OT 4,5 MT )10 5,5 MT C20H28N205'C4H4O4
(snananpuna maseat) B Tabnetke. (ot 90 %
10 110 % oT HOMUHATBHOIO COAEPKaHNS).

7 | Water / Boaa 0.6% w/w /0,6% Not more than 6.0 % / He bonee 6,0 %

8 | Microbial limits / Mukpo6uosorniueckast 44cToTa

41CN0 OPOAOKEBBIX U
TITECHEBBIX TPHOOB

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
count / OG1ee 4ncno Memnee 10 KOE/T He Gonee 1000 KOE/r
a’poOHBIX

MUKPOOPraHU3MOB

b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6miee Menee 10 KOE/r He Gomee 100 KOE/T

¢) E. coli Absentin 1g/
OrcyTcTByeT B 1T

Shall be absentin 1 g/
JloymkHbBI OTCYTCTBOBATL B 1 T

9 | Subdivision of tablets /
Onnoponaxocts Mace mpu | Complies as prescribed /
JAeJieRUH Ta0JeToK 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.
/

TabneTkn COOTBETCTBYIOT TpPeOOBAHUAM,
ecni He OGomee 1 eowHWMHAs Macca
OTKIIOHsAETC 3a mipexensl 85 % - 115 % or
cpenHei Macchl. Tabnerxkn He
COOTBETCTBYIOT TpeboBaHWAM, eciu Oornee
yeM 1 UBOVBHIyalbHAA Macca OTKJIOHAETCA
OT 3TUX npedenoB umd, ecnn 1
WHAWBUAYTbHAs Macca OTKIIOHSETCA 3a
mpenenst 75 % - 125 % oT cpenHeil Macchl.

Remarks : The Product confirms to ND/

Mpumeuanne: IIpoayxr coorBercTByeT TpeboBaHusM H]I

Conclusion : APPROVED /
Zaxuarouenue: OJJOBPEHO
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Uncontrolled Copy

Batch No. / Cepust Ne :

__Product: Enam tablets 5 mg /_E)Ha:w"_". Ta0JeTKu S Mr

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATHUIA

B2204029

KI"

[Batch Size / O6bem cepuu: 492.000 KG /492,000

Analytical Report No./ AnaauTuveckuii oTuer Ne:
2002FP23000048

Date of Analysis / lata anaausa: 10-01-2023

Date of Manufacture / JIata npousro/icTea:

12/2022

Date of Expiry / Cpok rogHocTH: _1_1/_2025

A;ﬂysis performed according ND / Anauus nposeges no HJI: IT N014189/01-271021

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 & 6aucmepe W3
TPEXCIOWHOM ¢donsru
(OIMTA/An/TIBX) w1 anmoMUHUEBOH
dboneTH ¢ TepMOCBapUBACMBIM
J1aKOBBIM MOKPBITHEM Ha
3are4yaThbiBa€MOii CTOPOHE.

o 2 6nmctepa ¢ WHCTPYKUMEH TIO
MPUMEHEHUIO B nayky
KapTOHHYO.

N% Test/ Tloxa3zaTenan Result / PesynbTaTt Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tublets 2.5 mg

10 tablets in Aluminum s#ip 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. /

Tabnemru 2.5 M2

ITo 10 Tabnerok B cmpune U3 antOMUHUEBON
(boNbry ¢ MOTMITHICHOM HU3KOH MIIOTHOCTH
(TISHIT) ma 3ame4aTeIBaeMoOil CTOpOHE W
LIEJTIAKOBBIM  [TOKPBITUEM Ha  HapyXHOi
CTOpPOHE

WIm

no 10 Tabnetrox 6 Orucmepe n3
TpexcnoiiHoit ¢oneru (OTTA/AN/IIBX) u
anfOMUHUEBOMN doneru c
TEPMOCBAPUBAEMbIM JIAKOBbIM TOKPBITHEM
Ha 3aIevaTbIBAEMON CTOpPOHE.

Mo 2 crpunma wim mo 2 Onmcrepa c
WUHCTPYKIMEH N0 NPUMEHEHUI0 B TNadKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaumsm HJI

Conclusion : APPROVED /
Jaxarouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

-:P_;duct: Enam tablets 5 mg / Dnam®, Ta6AeTKH 5 Mr

Batch No./ Cepusi Ne :  B2204029

|Batch Size / O6nem cepuu: 492.000 KG /492,000 B
K

2002FP23000048

_Analytical Report No. / Avaautuuecknii order Ne:

Date of Analysis / lata anaausa: 10-01-2023

Date of Manufacture / J[aTa npoussoacrea: 12/2022 . Date of Expiry / Cpok l'OElHOC'I‘M: 11/2025

Analysis performed according ND / Ananuus uposenen no HL: Tl NO014189/01-271021

5 Test/ IToka3zareanb

Result / PesyabTat

Specification/ Hopma

No.

Tabnemit 5 vz, 10 sz, 20 a2

ITo 10 TabneTok B cmpune W3 aAITFOMUHUEBOMN
(OABIA € NONUITUIIEHOM HU3KOH FIOTHOCTH
(TTSHII) Ha 3amedaTEIBAEMON CTOpOHE W
IEIITAKOBBIM  TTOKPBITHEM Ha  HapyXHOUH
CTOpOHE

WITH

nmo 10 Tabnetox € Oaucmepe W3
tpexcnoiinoit  donsru (OITA/An/TIBX) u
AMOMHUHWEBO donern c
TEPMOCBAPUBACMBIM JTAKOBBIM TIOKPBITHEM
Ha 3arnevyaThblBacMOl CTOpOHE.

ITo 2,5, 6,10 crpunos unu 1o 2, 5, 6, 10
OIUCTEPOB C UHCTPYKIHEH 1O IPUMEHEHUIO
B N1aYKy KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUIM

According to ND /
B cooTtBeTcTBUM ¢ H]

12 | Storage conditions /
XpaHeHue

At temperature below 25 °C. / IIpu temneparype ne Benme 25 °C.

13 | Shelf life / Cpok rognocTn

3 years / 3 rona

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoayKT cOOTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO
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