Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHATIU3A

Product: Enam tablets 10 mg / Duam®, Taéaerxu 10 mr

Batch No. / Cepust Ne :

B2403618

Batch Size / O6nem cepun: 492 KG /492 KT’

2002FP24002691

Analytical Report No. / AHaqMTHYecKkHH oT4eT No:

Date of Analysis / Jlata anamaza: 31-10-2024

Date of Manufacture / JlaTa npon3BoacTBa:

10/2024

Date of Expiry / Cpokx roqHocTH:

09/2027

Analysis performed according ND / Auanu3s nposexen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ IloxazaTean

Result / PesyasTaT

Specification/ Hopma

1 | Description / Onucanne

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. / bensle, KpyTakle, IIOCKHE
TabIeTKH  CO  CKOIICHHBIMHU
kpasmu, ¢ TucHeHueM "EMT" Ha
onHo# cTtopone W unbpoi "10" n
pasnenuTeNnbHOR  pUCKOH  Ha
JIpyroif CTOpOoHe.

Ha nonepeunom paspese 41po
Oenoro 1BeTa.

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. / Benrle unu mouty Oeinsie, KPYTIILIE,
INIOCKHE  TabJeTKH CO  CKOMICHHBIMH
kpasMH, ¢ TucHeHueM "EMT" Ha omHo#
cropone u mudpoit "10" u pazgenuTENsEHON
PHUCKOM Ha NPYTOH CTOPOHE.

Ha momepeunom paspese aapo Genoro umm
noutu 0eNoro 1BETA.

2 | Identification /
HopauaHOCTEL

2.By TLC/TCX

1. By HPLC / BOXX

Complies as prescribed /
CooTBeTCTBYET

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

YACPXHABAHUA OCHOBHOTO HKa Ha
XpoMaTorpamMmMe HUCIBITYEMOI'O pacTBOpa
JOJKHO COOTBETCTBOBATH BPEMEHH

yOEPKVMBAHMA  [MKA  SHalanpuira  Ha
XpOMATOrpaMMe CTaHZApTHOTO pacTBOpa
(pasnen «KomaecTseHHOE ONPEICHEHHEN).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE TIIATHO Ha
XpOMAaTOrpaMMe HCIILITYEMOTO  PpacTBOpa
IOJDKHO COOTBETCTBOBATh OCHOBHOMY HATHY
Ha XpOMAaTOrpaMMe CTaHAAPTHOIO PacTBOPA.

3 | Uniformity of dosage
units / OxHOpOIHOCTH

29/29

Acceptance value (AV) should be not more
than 15.0. / Iloka3zaTens NpHEMIIEMOCTH

TO3ApPOBAHUA (AV) nomxeH 6rITE He Gonee 15,0.
4 | Dissolution / 103%, 102%, 104%, 103%, Not less than 80 % (Q) of
PacTeopenne 104%, 103% CyoH,sN,05-CsH,O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(3Hananpuna Manear) OT HOMUHAIBHOTO
conepxanus gepes 30 MuH.

Remarks : The Product confirms to ND/
Ilpumedanne: [Tponykr cootBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

Product: Enam tablets 10 mg / Quam®, Tadaerkn 10 mMr

Batch No. / Cepns No :

B2403618

Batch Size / O6nem cepun: 492 KG /492 KT

2002FP24002691

Analytical Report No. / AranuTugecknii oTder No:

Date of Analysis / lata apanmn3a: 31-10-2024

Date of Manufacture / JlaTa npon3soacraa:

10/2024

Date of Expiry / Cpok rognocTn:

09/2027

Analysis performed according ND / Anann3s nposenen mo H/T: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ IlokazaTean

Result / PesyasTar

Specification/ Hopma

5 | Related substances / PoncTBeHHBIE MPAMECH

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
OHanampuna
IOUKETOIUIICPA3UH

Not detected / He 0bHapyxeHa

Not detected / He 0OHapyxeHa

Not more than 1.5 % / He Gonee 1,5 %

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

Total impurities /
CymMa mpumecei

Not detected / He obHapyxeHa

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

6 | Assay/KoanuecTBeHHOE
ompefeIeHHe

9.9 mg /9,9 mr
99.1%799,1%

From 9.0 mg to 11.0 mg of
C,0H25N,05-C,H40, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MI 10 11,0 Mr C20H28N205'C4H404
(sHananpuia manear) B Tabnetke. (o1 90 %
10 110 % OT HOMHHAJILHOTO COIEPIKAHU).

7 | Water / Bona

0.9% w/w / 0,9%

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

8 | Microbial limits* / Mukpofuoaornueckas Yyucrora*

a) Total aerobic microbial
count / Obmee aucio
a’poOHEIX
MHKpPOOPTaHU3MOB

Not Applicable

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

b) Total combined yeasts
and mould count / O6mree
HHCIIO0 OPOFOKEBEIX H
NINeCHEBEIX TpHOOB

Not Applicable

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

c) E. coli

Not Applicable

Shall be absentin 1 g/
JIOMmKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpameaanue: IIpoaykT cooTBeTcTBYET TpeOOBanmsam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product: Enam tablets 10 mg / dnam®, Ta6aerxu 10 Mr

Batch No./ Cepna Ne :  B2403618

Batch Size / O6nem cepun: 492 KG /492 KT’

2002FP24002691

Analytical Report No. / Anannradeckunii oTder No:

Date of Analysis / Jlata anaqmsa: 31-10-2024

Date of Manufacture / [lata npon3Boacta: 10/2024 Date of Expiry / Cpok roguocrn: 09/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

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

Test/ Iloka3zaTennb

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /

Omnopomnocth Mace npu | Complies as prescribed /
JejleHHn Ta0IeToK 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.
/

TabmeTKd COOTBETCTBYIOT TpPEOOBaHMAM,
ecmn He OGomee 1 emuHM4Has Macca
oTKIOHseTCs 3a mpenens 85 % - 115 % ot
cpenHeit MaccCHI. TabmeTxu HE
COOTBETCTBYIOT TpeOoBaHusAM, ecnu Gonee
yem | HHOMBUOyaTLHAA Macca OTKIOHAECTCH
OT 3TWX mpepenos wmy, ecmd 1
WHAMBHAyaNbHAs Macca OTKIIOHSNETCA 3a
npenenst 75 % - 125 % oT cpenHe# MacCEL

RemarKks : The Product confirms to ND/

Ipumeuaanne: IIpoXyKT cOOTBETCTBYET Tpeboranuam HJI

Conclusion : APPROVED /
Jaxmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A

Product: Enam tablets 10 mg / Yuam®, raéaerxu 10 mr

Batch No. / Cepus Ne :

B2403618

Batch Size / O6nem cepun: 492 KG /492 KT’

2002FP24002691

Analytical Report No. / Anaantndecknii orgaer Ne:

Date of Analysis / lata ananmmsza: 31-10-2024

Date of Manufacture / JlaTa npou3sBoacTsa:

10/2024

Date of Expiry / Cpok rogHocTn:

09/2027

Analysis performed according ND / Anann3s nposenen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 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. /

Ilo 10 TaGnerok ¢ 6Gaucmepe wu3
TPEXCIOHHOH donern
(ONA/AR/TIBX) u anroMHUHHEBO#H
¢dbonerH ¢ TEPMOCBapMBaEMBIM
JIaKOBBIM MIOKPBITUEM Ha
3are4aTbIBAEMON CTOPOHE.

Mo 2 6aucTepa ¢ HHCTPYKUHKEH MO
IPUMEHEHUIO B agKy
KapTOHHYIO.

No Test/ HHokazarean Result / PesynbTar 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/AV/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. /
Tabremuu 2,5 m2

Ilo 10 TabneTox B cmpune U3 AMIOMHHHCBOH
(ONEIH C ONMATHICHOM HU3KOH ILIOTHOCTH
(IT3HII) Ha 3anedYaThIBAEMOM CTOPOHE H
HIENIAaKOBEIM TOKDHITHEM Ha HapYXHOU
CTOpOHE

Wi

mo 10 -Tabmetox 6 Oaucmepe U3
Tpexcnoinoit  domerun  (OTTA/AN/IIBX) u
ATFOMUHHEBOH boneru c
TEPMNCRAPWRAEMEIM  NTAKQRRIM  TIOKDRITHEM
Ha 3areJaThIBaEMO# CTOPOHE.

Ilo 2 crpuma wm mo 2 Omacrepa ¢
MHCTPYKUMEH [0 TPHMEHEHHIO B IaYKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoayxT cooTBeTcTBYET TpeboBanusam HJ{

Conclusion : APPROVED /
3axmaogenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUGOUKAT AHATM3A

Product: Enam tablets 10 mg / Yuam®, taéaerku 10 mr

Batch No./ Cepust No:  B2403618

Batch Size / O6nem cepun: 492 KG /492 KT’

2002FP24002691

Analytical Report No. / AHaMTHUecKHIH oTaeT No:

Date of Analysis / Jlata anamm3a: 31-10-2024

Date of Manufacture / lara npon3soacrsa: 10/2024 Date of Expiry / Cpox rogaoctn: 09/2027

Analysis performed according ND / Anain3 nposenen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Iloxka3zaTennb

Result / PesynbsTaT

Specification/ Hopma

Tabremry 5 M2, 10 m2, 20 m2

Tlo 10 TabneTox B cmpune U3 aTIOMAHMEBOH
(GONBrY ¢ MONUITHICHOM HU3KOH IIIOTHOCTH
(IISHIT) Ha 3anedaThIBacMOW CTOPOHE H
LIEIIAKOBBIM ITOKPHITHEM Ha HApYXHOH
CTOpOHE

2001

no 10 -Tabnmerox ¢ O6rucmepe U3
tpexcnoinoit doneru (OTIA/AN/TIBX) u
aTIOMUHHEBON toneru c
TEPMOCBAPUBAEMEBIM JIAKOBEIM IIOKPHITHEM
Ha 3areuaTEHBAeMOi CTOpOHE.

Mo 2, 5, 6, 10 cTpunoe unu no 2, 5, 6, 10
OIHMCTEPOB C MHCTPYKIUEH 110 IPUMEHEHMIO
B IIa4Ky KapTOHHYIO.

11 | Labeling / MapknpoBka

Complies as prescribed /
CooTeercTByeT TpeOOBaHUAM

According to ND /
B cootBercTBuu ¢ HJL

12 | Storage conditions /
XpaHenune

At temperature below 25 °C. / IIpu Temneparype He Biime 25 °C.

13 | Shelflife / Cpok rogrocTH

3 years / 3 roma

* - 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.

* - [IpoBoAMTCH NMPOH3BOJUTEIEM NPH BhIDYCKE NEPHOAHYECKH: IJIA Kaxmoi 20-oi cepum HIH
ne Menee 1 pasa B roa. [Toxa3zatens MoxkeT GBITH He BIKJHOYEH B cepTAQAKAT ananun3a GUPMEL

Remarks : The Product confirms to ND/
ITpumeuanne: I[Tpooykr coorBeTcTBYET TpeboBarmsim HJ{

Conclusion : APPROVED /
3axmogenne: ONOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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