Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHATIU3A

[Product: Enam tablets 10 mg / Duam®, Tabnerxu 10 mr

Batch No. / Cepuna Ne :  B2403707

Batch Size / O6bem cepumn: 492 KG /492 KI'

2002FP24002748

Analytical Report No. / Avanuruuecknii oruer Ne:

Date of Analysis / laTta anann3za: 1.1-11-2024

Date of Manufacture / lara npousBoacTea;

10/2024

Date of Expiry / Cpok rogaocrn:

09/2027

Analysis performed according ND / Anasnus nposeaen no HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)

Test/ Ilokazarean

Result / PesyasTaT

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. / Benbte, Kpyrible, MIOCKWe
Tabnerku co CKOLIIEHHLIMH
kpasvy, ¢ TucHennem "EMT" nHa
onHoM cTopone u uudpoit "10" u
pasmenuTenbHOM  pHcKofi Ha
IpYyroi CTOpOHE.

Ha nonepeuHoM paspese snapo
Genoro nugera.

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. / Benvle wik mouTt Oenble, Kpyrisle,
miockie  TableTKM CcO  CKOLUEHHBIMH
kpasimi, ¢ TucHenneM "EMT" Ha omHoii
ctopoHe 1 ndpoi "10" u pazaenuTenbHOR
pHCKOI Ha Jpyroti CTOpoHe.

Ha nonepeunoM pazpeze sapo Genoro Wiu
noyty Oenoro UBeTa.

2 | Identification /
IlopaHHOCTEL
1. By HPLC / BOXX

2. By TLC/TCX

Complies as prescribed /
CooTBeTcTRYET

Complies as prescribed /
CooTBercTBYET

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
YAEepKMBaHHWS  OCHOBHOTO  THKa  Ha
XpOMaTorpaMMe HCILITYEMOTO  pacTBOpa
JOMKHO COOTBETCTBOBATH BpEMeHH
yOepHBaHHMs  MHKA  JHAJTANpWia  Ha
XpoMarorpaMMe CTaHIapTHOrO pacTBopa
(pazzen «KomnuecTBeHHOE OMPENCTIEHHEN ).

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 HCTBITYEMOTO — pacTBopa
JIOJ2KHO COOTBETCTBOBATL OCHOBHOMY MSTHY
Ha XpoMaTorpamMMe CTaHIApTHOTO pacTBOpa.

3 | Uniformity of dosage
units / OgHopoaHoOCTL

24 /24

Acceptance value (AV) should be not more
than 15.0. / TTokazarens npueMiieMocTH
(AV) nomxen ObITE He Oonee 15,0.

JNO3UPORAHHUS
4 | Dissolution / 98%, 99%, 98%, Not less than 80 % (Q) of
Pacreopenne 97%, 98%, 99% CyH3sN,05-C4H O, (Enalapril Maleate) of

the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205‘C4H404
(3Hananpuna Majear) OT HOMMHAIIBLHOrO
conepxaHus yepes 30 MUH.

Remarks : The Product confirms to ND/
IMTpumeuanne: [Tpoxykt cooTBeTCcTRYET Tpeboranusam HJ|

Conclusion : APPROVED /
Zakarwuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Enam tablets 10 mg / Iuam®, Tabaerku 10 mr
Batch No. / Cepusa Ne : B2403707 Batch Size / O6bem cepun: 492 KG /492 KT
Analytical Report No. / Ananutnyecknii oruer No: Date of Analysis / lata anann3za: 11-11-2024
2002FP24002748
Date of Manufacture / lata npouszBoactra: 10/2024 Date of Expiry / Cpox rognocrn:  09/2027

18.01.2023 / n3m. Nel or 18.01.2023)

Analysis performed according ND / Ananns nposegen no HJI: TI N014189/01-271021 (amend. Nel from

Test/ IlokasaTenn Result / PesyabraT

Specification/ Hopma

5 | Related substances / PoacTBeHHBIE NpHMeECH

Enalaprilat / Onananpunar | Not detected / He oOHapyxeHa

Enalapril diketopiperazine /
DHananpuna
OUKETONUIEepa3iH

Not detected / He oOHapyxeHa

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

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

Total impurities /

CymmMa npumecei Not detected / He o6HapyxeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonmuecTBeHHOE 10.1 mg/ 10,1 mr From 9.0 mg to 11.0 mg of
onpejaeieHue 100.5% /100,5% C50H2N,05C,H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 Mr go 11,0 mr CyoH2sN,05-C.H4O4
(3nananpuna maneat) B tabnetke. (ot 90 %
g0 110 % oT HOMMHANLHOTO COACPKaHMS).
7 | Water / Boaa 0.6% w/w / 0.6% Not more than 6.0 % / He 6onee 6.0 %

8 | Microbial limits* / Mukpo6uoiornyeckad 4ncrora™

and mould count / Obuiee
YHCIIO IPOCKEBBIX 1
TJIECHEBBIX TpUOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O61uee 9ucio He 6omnee 1000 KOE/r
a’poOHBIX

MHUKPOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /

He 60nee 100 KOE/r

c) E. coli Not Applicable

Shall be absentin 1 g/
JlomxHb! OTCYTCTBOBaTL B 1 T

Remarks : The Product confirms to ND/
ITpumeuanne: [TpoaykT cooTBeTcTBYET Tpebosanusm HJ

Conclusion : APPROVED /
Baxawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A
Product: Enam tablets 10 mg / Quam®, taéaerxn 10 mr
Batch No. / Cepust Ne :  B2403707 Batch Size / O6nem cepun: 492 KG /492 KT
Analytical Report No. / AHanuTn4deckuii oTuer No: Date of Analysis / lata ananmza: 11-11-2024
2002FP24002748
Date of Manufacture / [laTa npoussoactea: 10/2024 Date of Expiry / Cpok rognocta: 09/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposenen no HJ/I: IT N014189/01-271021 (amend. Nel from

Test/ IlokazaTens Result / PesyabtaT

Specification/ Hopma

9 | Subdivision of tablets /
Onnopoanoers Mmace mpu | Complies as prescribed /
JeJIEHHH TA0JIeTOK CootBercTBYET

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,
ecii He Oonee 1 enuwHMYHas Macca
oTkJtoHsieTcd 3a npeaensl 85 % - 115 % ot
cpenHeit Macchl. Tabnerku He
COOTBETCTBYIOT TpebOOBaHUAM, ecin Oonee
yeM | MHAVBHAYyanbHas Macca OTKJIOHAETCS
OT 3THX TIpeAeNioB wmu, ecau |
WHAWBHAyaNbHAs Macca OTKIIOHSETCS 3a
npenens! 75 % - 125 % ot cpenHeil Macchl.

Remarks : The Product confirms to ND/
ITpumeuanue: lMpoxykT cooTBeTeTBYET Tpebosanusv HJL

Conclusion : APPROVED /
3akmruenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITIU3A

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

Batch No. / Cepusa Ne :  B2403707

Batch Size / O6bem cepun: 492 KG /492 KT’

2002FP24002748

Analytical Report No. / Anamutnuecknii oruer Ne:

Date of Analysis / lara anannza: 11-11-2024

Date of Manufacture / Jlata npouszsoacrsa:

10/2024

Date of Expiry / Cpox rognoctn:

09/2027

Analysis performed according ND / Anasnus nposeaen no H/: II N014189/01-271021 (amend. Nel from

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

TTo 10 Tabnetok & 6aucmepe W3
TpexchoiHoi dboneru
(OIMA/An/TIBX) v amtOMHUHHEBO
¢GboTBErM ¢ TepMOCBapHBAEMBIM
JIAKOBBLIM MOKPbITUEM Ha
3amneyaThIBacMoii CTOPOHE.

llo 2 bnucrepa ¢ nHCTpYKUMEi MO
TIPUMEHEHHIO B TayKy
KapTOHHYIO.

18.01.2023 / u3m. Nel or 18.01.2023)
1\?(') Test/ Iloka3aTe/b Result / PesyabTaT 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 scaling 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. /

Tabremku 2,5 mz

ITo 10 Tabnerok B cmpune 13 amOMUHHUEBOH
¢$ONBIH ¢ MOMUATHIIEHOM HU3KOH MIIOTHOCTH
(IIDHIT) Ha 3aneuarbiBaEMOH CTOPOHE M
IIETAKOBEIM  TIOKPBITHEM HA  HAapy>KHOM
CTOpOHE

Wiy

nmo 10 Tabmetok 6 Gmucmepe W3
Tpexcnoitnoi donbru (OTTA/An/TIBX) n
aIlOMHUHUEBOH donbru c
TEPMOCRapHBAECMBIM JTAKOBBIM TTOKPBITHEM
HAa 3arneyaTbiBacMol CTOPOHE.

Ilo 2 crpuna wmw no 2 OGmwctepa ¢
WHCTPYKLMENl N0 MpPUMEHEHUIO B NadKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanne: TTpogykr cooTBeTcTRYET Tpeboanusm HJ{

Conclusion : APPROVED /
Jaxkaruenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Enam tablets 10 mg / Yuam®, taéaerxn 10 mr
Batch No. / Cepas Ne : B2403707 Batch Size / O6nem cepun: 492 KG /492 KT’
Analytical Report No. / Auaaurnueckmii oruer Ne: Date of Analysis / lata anammsa: 11-11-2024
2002FP24002748
Date of Manufacture / [ata mpouszsoacrea: 10/2024 Date of Expiry / Cpok roanocru:  09/2027
Analysis performed according ND / Anasnus nposexen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)
1\?(;- Test/ IlokazaTens Result / Pesyabtar Specification/ Hopma
Tabuemxu 5 me. 10 2, 20 v2
ITo 10 Tabnerok B crpune U3 ATFOMHUHUEBOI
(OJNBTH C TIONIVdTHICHOM HH3KOH TUTOTHOCTH
(TTOHIT) wHa 3aredyaTbIRAEMOW CTOpPOHE W
LIE/UIAKOBLIM  [MOKPBITUEM Ha HapYKHOI
CTOpOHE
WIH
no 10 Tabmetok @8 Oaucmepe w3
Tpexcioiinoi  ¢donbru  (OTTA/AN/TIBX) wu
AMFOMHHHEBOR dombru c
TEPMOCBAPUBAEMBIM JTAKOBBIM TTOKPBITHEM
Ha 3arevyaTbiBaeMON CTOpOHE.
IMlo 2,5, 6, 10 crpunoB unu 1o 2, 5, 6,.10
OnUCTEpPOB ¢ MHCTPYKLMEH N0 MPUMEHEHHIO
B IMaYKy KapTOHHYTO.
11 | Labeling / Mapkupogeka Complies as prescribed / According to ND /
CooTeeTcTBYET TpeOOBAHUAM B cooteercTBUM ¢ HJ]
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temneparype He Buitne 25 °C.
XpaHeHue
13 | Shelf life / Cpok rognoctn | 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.

* - JIpoBoanTcA NPOH3BOAHTENEM NPH BHINYCKe AEPHOIHYECKH: Aaf Kaxaoi 20-oif cepnm nam
He menee 1 pasa B roa. ITokazaTtens MoxkeT ORITEL He BKJIIOUYEH B cepTHGHKAT aHAIM3a GHUDPMBL.

Remarks : The Product confirms to ND/

Tpumeuanne: TTpoxykT cooTBeTcTBYET Tpeboranusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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