Uncontrolled Copy

CERTIFICATE OF ANALYSIS

| Remarks : The Product confirms to ND/
Ipumeuanune: TIpoayKT COOTBETCTBYET Tpebosanusam HJL

CEPTU®DUKAT AHATIU3A
Product: Enam tablets 10 mg / Duam®, radénerku 10 mr
Batch No./ Cepns Ne: B2400828 Batch Size / O6bem cepun; 492.000 KG /
492,000 KI'
Analytical Report No. / Ananuradecknii oruer Ne: Date of Analysis / ata anamm3za: 16-03-2024
2002FP24000626
Date of Manufacture / jlata npoussogersa:  02/2024 Date of Expiry / Cpok roguoera:  01/2027
Analysis performed according ND / Anasinz nposexen no HJI: I N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel or 18.01.2023)
NS(; Test/ IlokazaTeb Result / PesyabTar Specification/ Hopma
1 | Description / Onucanne 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 "10" and a | side and number "10" 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. / Bensble, kpyrable, niockue | core. / Bensie niu nodtu Genvle, Kpyribie,
TabneTkh  CO  CKOLUEHHbIMM | nnockue  TabsieTkh €O CKOLUGHHbIMK
kpasmu, ¢ TucHeHnem "EMT" na | kpasmu, ¢ THCHEHHEM "EMT" wua ojiHo¥M
onHoOM cTopoHe U mubpoit "10" u | cropore u nudpoit "10" n pasnemmrensHOM
paslenUTeNnsHON  PUCKOM  Ha | pHCKOM Ha pyroil CTopoHe.
ApYroii CTOpOHE. Ha nonepeutom paspese aapo Oenoro mau
Ha nonepeyHoM paspese sapo | nouru Genoro ugera.
6eioro LBeTa.
2 | Identification / The retention time of the major peak in the
Hoanmuunocth chromatogram of the sample solution should
1. By HPLC / BOXKX Complies as prescribed / correspond with the retention time of
CoorBercTByeT Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpemst
yHOEepKUBAHHS ~ OCHOBHOTO  IIMKA  Ha
XpOMATOrpaMMe  MCIBITYEMOTO  PacTBopa
IIOJDKHO COOTBETCTBOBATD BpPEMEHH
YAEPXKMBAHWUA  NMKA  SHajnanpuia  Ha
XpoOMaTorpaMMe CTaHJapTHOro  pacTBopa
(paszmen «KonuyecTBEHHOE OIIpeIENICHHE ).
2. By TLC/TCX Complies as prescribed / The principal spot in the chromatogram of
CoorsercrByeT the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe IITHO HA
XpOMATorpaMme  HCIbITYeMOro  pacTBopa
JIOI?KHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XPOMATOTPaMMe CTAaHapTHOTO PacTBOpa.
3 | Uniformity of dosage 45745 Acceptance value (AV) should be not more
units / OnnopoaHoOCTL than 15.0. / TTokazaTens npuemMieMocTH
JU3MPOBAHHUS (AV) nomxken O6iTh 1Ie Gonee 15,0,
4 | Dissolution / 100%, 99%, 103%, 101%, 99%, |Not less than 80 % (Q) of
PacreBopenne 101% CyoHx%N,05-C4H,0,4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H4O4
(’Hamanpwia Manear) OT HOMHHAIBHOTO
comepskanus depe3 30 MUH.

Conclusion : APPROVED /
3aksouenne;: OJOBPEHO |
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIN3A

Product: Enam tablets 10 mg / Iuam®, raénerku 10 mr

Batch No. / Cepus Ne :

B2400828

Batch Size / O6bem cepun: 492.000 KG /
492 000 KI"

2002FP24000626

Analytical Report No. / AuanuTudecknii oTuer Ne:

Date of Analysis / Jata ananusa: 16-03-2024

Date of Manufacture / /lata nponsBojcTna:

02/2024

Date of Expiry / Cpox rojiHocTH:

0172027

Analysis performed according ND / Auanms nposenen no HJL: II N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nal ot 18.01.2023)

S.

Test/ IlokazaTeln
No.

Result / PeayabTar

Specitication/ Hopma

5 | Related substances / PojcrBennbie npumMecu

Enalaprilat / DuananpumaT

Enalapril diketopiperazine /
Onananpuna
JVKETOTTTIEPaZiH

Not detected / ne obHapysKeHa

Not detected / He o6HapyskeHa

Not more than 1.5 % / He 6omee 1,5 %

Not more than 2.5 % / He 6onee 2.5 %

Total impurities /
Cymma npuMeceit

Not detected / He oOHapyKeHa

Not more than 3.0 % / He Gonee 3,0 %.

6 | Assay/ KonuuecrsBerHoe
onpeaeneHue

10.1 mg /10,1 Mr
100.7% / 100,7%

From 9.0 mg to 11.0 mg of
CmstN205'C4H404 (Enalaprll Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 Mr 1o 11,0 Mr CyoHsN, 05 C4H404
(Hananpua maneart) B Taberke. (oT 90 %
10 110 % oT BOMMHATBHOIO COAEpP KaHIA).

|

Water / Boaa

0.6 % /0,6%

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

8 | Microbial limits* / Mukpo6uosoruyeckas aucTora*

a) Total aerobic microbial
count / O6wee uncno
a’poOHEIX
MUKPOOPraHU3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / Obmee
YUCIIO APOIKIKEBBIX U
IU1ECHEBBIX TPUOOR

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 /
OtcyTteTyer B ir

Shall be absent in 1 g/

JIOMmKHET OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ilpumenanue: [Tpoaykr cootBetTcTyeT Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHANU3A

Product: Enam tablets 10 mg / Iuam®, raduaerkn 10 mr

Batch No./ Cepun Ne: B2400828

Batch Size / O6nem cepuu: 492.000 KG /
492,000 KI"

Analytical Report No./ AnannTuiecknii oruer Ne:

2002FP24000626

Date of Analysis / Jara ananusa: 16-03-2024

Date of Manufacture / JlaTa nponzgogcrna;

02/2024

Date of Expiry / Cpok rognocru:

01/2027

Analysis performed according ND / Anann3 nposenen mo H(: I N014189/01-271021 (amend. Nel from

18.01.2023 / uzm. Nel or 18.01.2023)

S

‘ Test/ Iloka3zaTeb
No.

Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /
OaHopoAHOCTH MACC NIPH
JeJIeHMH TA0JeTOK

Complies as prescribed /
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.
/

TabneTkd COOTBETCTBYIOT TpeGOBaHUAM,
eciu He Oomee 1 epuHMYHAZ WMacca
oTksoHseTes 3a npeaedst 85 % - 115 % or
cpenHeit Macchl. TabneTku He
COOTBETCTBYIOT TpeOOBaHMAM, ecnd Oosee
yeM 1 MHAUBMAYaJbHAS Macca OTKIOHASTCS
OT OSTMX T[pemesNioB wig, ecmd 1
WHAMBMAYabHAS Macca OTKIOHseTcs 3a
npeaenst 75 % - 125 % or cpeaHei maccsl.

Remarks : The Product confirms to ND/
TIpumeuanne: TTpoaykr cooTeTcTBYET Tpebosannam HJL

Conclusion : APPROVED /
Saxawouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATTA3A

Product; Enam tablets 10 mg / Dnam®, Ta6aerkn 10 mr

Batch No./ Cepus Ne :

B2400828

Batch Size / O6nem cepuun: 492,000 KG /
492000 KI"

2002FP24000626

Analytical Report No./ Anaanrnuecknii oryer Ne:

Date of Analysis / Jara anammza: 16-03-2024

Date of Manufacture / [lara nposspogersa:

02/2024

Date of Expiry / Cpok rogHocTtu:

01/2027

Analysis performed according ND / Ananns nposegen mo HJL: IT N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel or 18.01.2023)

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. /

Tlo 10 Tabnerok & Gaucmepe W3
TpexcnoiHoH doneru
(OIIA/An/T1IBX) u anoMuHUEBOI
donbry ¢ TEPMOCBAPUBACMbIM
JIAKOBBIM NOKPbITUEM Ha
3armevaThlBa¢MOM CTOPOHE.

[Io 2 6nucTepa ¢ MHCTPYKIKENR NO
NpPUMEHEHHUIO B nauKy
KapTOHHYIO.

NS (‘) Test/ Ilokazaresnb Result / PesyabTaT Specitication/ 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 st7ip 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 ae

Mo 10 Tabnerok B cmpune 13 antOMUHHEBOM
($hosbLIK C NONUITUIEHOM HU3KOM II0THOCTU
(ITOHII) Ha 3aneyaThiBA€EMOM CTOpPOHE MU
LIEJIIAKOBBIM MOKPBITHEM Ha HapY)HOU
CTOpOHE

HITH

no 10 Tabnerox 6 Onucmepe u3
Tpexcnoitnoit  donsru  (OITA/An/TIBX) wu
aIOMUHUEBO donbru c
TEPMOCBAPUBAEMBIM JTAKOBEIM IOKPBITHEM
Ha 3are4aThIBaeMOi CTOPOHE.

Ilo 2 crpuna wunm no 2 Onucrepa c
UHCTPYKUMEH MO MPUMEHEHHIO B Nadky

KapTOHHYIO.

Remarks : The Product confirms to ND/
Hpumeuanne: ITponykr coorsercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Sakmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Enam tablets 10 mg / Inam®, Tabaerxu 10 mr ]
Batch No./ Cepust Ne:  B2400828 Batch Size / O6bem cepun: 492.000 KG /
492,000 KT"
Analytical Report No./ Ananurnyeckuii oruer Ne: Date of Analysis / [lata anasuza: 16-03-2024
2002FP24000626
Date of Manufacture / [lata npoussoactsa: 02/2024 Date of Expiry / Cpok rognoctu:  01/2027
Analysis performed according ND / Auanns nposeaen mo HJI: TI N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)
NS (‘) Test/ Ilokazarens Result / PesyabTaT Specification/ Hopma
TaGuem 5 me, 10 v2, 20 m2
ITo 10 Tabnetok B cmpune u3 alkoMUHUEBOU
(hONBrH € MONUITUICHOM HU3KOM ILIOTHOCTU
(IISHI1) na 3amevyaThIBAEMOM CTOpPOHE M
IIENTAaKOBBIM TTOKPHITUEM Ha  HApY>KHOM
CTOpOHE
niu
no 10 Tabnerok 6 Oaucmepe w3
Tpexcioiuoit doneru (OIIA/AN/IBX) wu
aMOMHHHEBOM doneru c
TEPMOCBApUBAEMbIM JIAKOBbIM TOKPbITHEM
Ha 3aneyaTbIBAEMOWH CTOPOHE.
Io 2,5, 6, 10 crpumoB nnu o 2, 5,6, 10
GIHCTEPOB ¢ UHCTPYKIHEH 10 NPUMEHEHHIO
B ITaYKy KapTOHHYIO.
11 | Labeling / Mapkuposka | Complies as prescribed / According to ND /
CootBercTBYeT TpeGOBAHUAM B cootsercteun ¢ HJ
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbie 25 °C.
Xpanenue
13 | Shelflife / Cpox rognocru | 3 years /3 rona

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis.

* - TIpoBOAMTCA NMPOU3BOAHMTENEM NPH BbINYCKe NEPHOAHYECKH: A Kaxao 20-0¥ cepHH HIH

e Menee 1 pasa B roa. Ioxasaresn MoxKeT ObITL He BKJIIOEH B cepTHOHKAT ARAIA33 GAPMBL

Remarks : The Product confirms to ND/
ITprmeuanne: TTpoaykr coorsercTyeT Tpebopannsm HJL

Conclusion : APPROVED /
3axmouenne; OJOBPEHO
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