Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Duam®, Tabaerxu 5 mr

Batch No. / Cepust Ne :  B2403615

Batch Size / Oobem cepum: 492 KG /492 KT’

Analytical Report No. / ABanuTu4ecknii oT4aer Ne:

2002FP24002738

Date of Analysis / {laTa anammza: 13-11-2024

Date of Manufacture / JlaTa ipoM3BoACTBA:

10/2024

Date of Expiry / Cpok roauoctu:

09/2027

Analysis performed according ND / Ananus nposenen mo HJI: TI N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IlokazaTeJs

Result / PesynsTat

Specification/ Hopma

1 | Description / Omucanue

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. / Benble, kpyTibie, MIOCKHE
TabmetkH  co CKOIIEHHBIMHA
KpasimMH, ¢ TucHeHueM "EMT" Ha
onHOM cTopoHe u uudpoit "5" u
pazaenuTeSlbHOR  pHCKOH  Ha
OpYTOH CTOpOHE.

Ha mnomepeyHoM pa3pese sapo
Gesnoro 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. / Bensle unu mouTtH Genvle, KpyTirse,
mIockue  TabieTKH €O CKOUIEHHBIMH
kpasmi, ¢ THcHeHueM "EMT" Ha onHoi
cropore W umdpoi "5" w paszgenUTENLHOH
PUCKO¥ Ha JIPyTOH CTOPOHE.

Ha norepedHom paspese sapo Genoro wiu
MOoYTH O€I0ro 1BETA.

2 | Identification /
MoaauHHOCTL
1. By HPLC/ B3XX

2. By TLC / TCX

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
yAepKUBAHHUI  OCHOBHOTO  MMHKa  Ha
XpOMATOTpaMME  HCTIBITYEMOTO  pacTeopa
JOIDKHO COOTBETCTBOBATE BpEMEHH
yOep>KHBaHHS ~ NHKa  JHAlallpula  Ha
XpOMaTorpaMMe CTaHIapTHOTO pacTsopa
(paznen «KonuuecTBEHHOE OTIPEAENEHHEY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE MATHO Ha
KpOMATorpaMMe HCIIBITYEMOIO  pacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IATHY
Ha XpOMaTorpaMMe CTaHTapTHOTO PacTBOPA.

3 | Uniformity of dosage
units / OpHopoaHoOCTH
03UPOBAHUSA

6.3/6,3

Acceptance value (AV) should be not more
than 15.0. / Iloka3aTens NpUEMIEMOCTH
(AV) nomxen OuITh He Gonee 15,0.

Remarks : The Product confirms to ND/
TTpumMeuanue: IlpoxykT cooTBeTcTBYET Tpeborannam HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Enam tablets 5 mg / uam®, TaéaeTkn 5 Mr

Batch No. / Cepua Ne : B2403615

Batch Size / Oonem cepum: 492 KG /492 KT

Analytical Report No. / AHaanTu4ecknii oTuer Ne:

2002FP24002738

Date of Analysis / laTa anannsa: 13-11-2024

Date of Manufacture / laTta npou3sgoacTea:

10/2024

Date of Expiry / Cpok roguoctu:  09/2027

Analysis performed according ND / Anann3s nporeaen no H/L: I1 N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

No Test/ Iloxazarens Result / PesyasTaT Specification/ Hopma
4 | Dissolution / 97%, 97%, 97%, Not less than 80 % (Q) of
PacTBopenue 87%, 100%, 97% CyoHsN;05-C4H;0, (Enalapril Maleate) of
the label claim in © 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H404
(oHanmampuna ManeaT) OT HOMHHATBHOTO
conepxanus qepes 30 MuH.
5 | Related substances / PogcTBeHHBIE TpUMeECH
Enalaprilat / Onananpunat | Not detected / He o6HapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | NOt detected / ne obHapysena Not more than 2.5 % / He 6onee 2,5 %
OHananpuna
JHKETOMHIIEpa3HH
Total impurities /
Cymma npumeceit Not detected / He obuapyxkena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/KonuuecTBeHHOe 5.00 mg /5,00 mr From 4.5 mg to 55mg of
onpejeeHue 100.0% / 100,0% CyH3sN,05-C4H4O, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 mr go 5,5 mr C;0H»N>O5C,H,0,
(3mananpuna manear) B Tabnetke. (ot 90 %
10 110 % OT HOMHHAILHOTO COAEPXKaHNA).
7 | Water / Bona 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6.0 %
8 | Microbial limits* / Mukpoduoaornyeckas 1ucrora*
a) Total aerobic microbial ‘Not Applicable Not more than 1000 CFU/g/
count / O61ee Yucio He 6onee 1000 KOE/r
a’poGHEBIX
MHKPOOpPTaHU3MOB
b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6ee He 6onee 100 KOE/T
YHCIO OPOXCKEBEIX H
TJIECHEBBIX TPHOOB
c) E. coli Not Applicable Shall be absentin 1 g/
JIOMXHET OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
TTpumedanmne: Ipoxykr coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Enam tablets 5 mg / Inam®, Tabuerku 5 mr

Batch No. / Cepun Ne : B2403615

Batch Size / O6nem cepuu: 492 KG /492 KT

Analytical Report No. / Ananutnueckuii oruer No: Date of Analysis / lara anann3za: 13-11-2024

2002FP24002738

Date of Manufacture / laTa npou3BoaCcTBA;

10/2024 Date of Expiry / Cpok romnoctu:  09/2027

Analysis performed according ND / Anaxn3s nporenen o H/I: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

No Test/ IlokazaTenn Result / PesyasTaT Specification/ Hopma
9 | Subdivision of tablets / The tablets comply with the test, if not more
Onnopoanocts Mmace npu | Complies as prescribed / than 1 individual mass is outside the limits
JIeJIEHUM TabJIeTOK CooTeeTcTBYET 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 TPEeGOBAHWAM,
ecmn  He Oomee 1 emnHWYHas Macca
OTKIIOHsIeTcs 3a npenmensl 85 % - 115 % or
cpenHe MaccHl. TabneTku He
COOTBETCTBYIOT TpeboBaHuAM, ecnr Gonee
yeM | WHAWBMAyaATBEHASA Macca OTKIOHAETCH
OT DJTHUX TIipegenoe WmM, ecmu |
HHOMBMIyallbHAs Macca OTKIOHSETCA 3a
rpenenst 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/

TIpumevanme: IIpoykT cooTBeTCTBYET TpeGoBanusm HJT 3akmiouenne: OJIOBPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Enam tablets 5 mg / Iuam®, rabaerku 5 mr

Batch No. / Cepust Ne : B2403615

Batch Size / O6bem cepuu: 492 KG /492 KT

Analytical Report No. / AHannTH4ecknii oT4eT Ne:

2002FP24002738

Date of Analysis / lata anammsa: 13-11-2024

Date of Manufacture / JlaTa npon3BoacTBa:

10/2024

Date of Expiry / Cpok rognoctu:  09/2027

Analysis performed according ND / Anaans nposenex mo HJ[: I N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

B Test/ IloxkazaTen

Specification/ Hopma

No.

Result / PezyasTaT

10 | Package / Ynmakorka

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 Dblisters and patient
information leaflet in a carton
pack. /

Ilo 10 tabnerok s 6.aucmepe w3
TPEXCIIONHOH tdomeru
(OITA/An/TIBX) 1 amoMHHHEBOIH
¢donerm ¢ TEpMOCBapHBaEMBEIM
JIAKOBBIM MOKPBLITHEM Ha
3anevaTbIBAEMOH CTOPOHE.

o 2 6nucrepa ¢ uHCTpYKUMEH MO
TIpUMEHEHMIO B HaqKy
KapTOHHYIO.

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 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. /

Tanemru 2,5 me

ITo 10 TabneTok B cmpune U3 aTlOMHIHHEBOH
(GOIIBIH € TONMITHIIEHOM HU3KOM MIIOTHOCTH
(TIHIT) ©a 3areyaTsiBa€MOW CTOPOHE W
IENTaKOBEIM IMOKPBITHEM Ha HapyXKHOH
CTOpOHE

W

mo 10 Tabnerox ¢ 6Gaucmepe W3
Tpexcnoiroit  donasru  (OITA/AN/TIBX) u
AMFOMHUHUEBOR donsru c
TEPMOCBapHBAEMEIM JIAKOBBIM IIOKPBITUEM
Ha 3alleyaThIBaeMOit CTOpOHE.

Mo 2 crpuna wmu mo 2 Omucrepa ¢
HHCTPYKIMEH MO0 NPUMCHEHHI0 B TAYKYy

KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpnmeuanue: Tlpogykt coorBercTBYeT TpebosannsaM HJL

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product: Enam tablets 5 mg / Duam®, Taéaerku 5 mr

Batch No. / Cepnst Ne : B2403615

Batch Size / O6nbem cepun: 492 KG /492 KT’

Analytical Report No. / AnaauTudeckuii oTuer No:

2002FP24002738

Date of Analysis / lata ananu3za: 13-11-2024

Date of Manufacture / IaTta npon3soacTBa:

10/2024

Date of Expiry / Cpox roanocrsu:

09/2027

Analysis performed according ND / Auanuz npogenen mo HJI: T N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel or 18.01.2023)

S.

Test/ IlokazaTenn
No.

Result / PesyasTtaT

Specification/ Hopma

Tabaemxu 5 mz, 10 m2, 20 mz

ITo 10 TabneTok B cmpline U3 alllOMAHHEBOM
(GoNBrY ¢ MONHITUIEHOM HU3KOH MIOTHOCTH
(TI3HII) Ha s3ameyaThIBAEMOH CTOpPOHE H
MIENTaKOBEIM TMOKPBITHEM HA HapyXHOH
CTOpPOHE

UM

mo 10 Tabnetok 6 Oaucmepe U3
Tpexcroitroit  oneru  (OITA/An/TIBX) wu
ATFOMUHWEBOM dhorsru c
TEPMOCBAPUBAaEMBIM JIAKOBBIM ITOKDBITHEM
Ha 3aMedYaThIBaeMON CTOPOHE.

Ilo 2, 5, 6, 10 crpunos wmm 1o 2, 5, 6, 10
OIMCTEPOB ¢ WHCTPYKUHEH M0 IPHMEHEHHUIO
B Ia4YKy KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CootBetctyeT TpeboBaHUAM

According to ND /
B coorsercTBun ¢ HJ

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temnepatype He Beimte 25 °C.

13 | Shelf life / Cpok roanocTa

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.

* - JIpoBoauTcA MPOM3BOAWTENEM NMPH BbIMYCKE NMEPHOAHYECKH: AJIa Kaxaod 20-oii cepuu uim
He MeHee 1 pa3a B rox. Ilokasarens MoxeT GbITh He BKIIOYEH B cepTUPHKAT aHaau3a GupmMsl. '

Remarks : The Product confirms to ND/

TIpumeuanwne: [Ipoaykt cooTBeTcTBYET TpeboBannsm HJT

Conclusion : APPROVED /
3awouenne: OJJOBPEHO
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