Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJNN3A
Product: Enam tablets 5 mg / Dnam®, radnerkn 5 mr
Batch No. / Cepnsa Ne : B2302349 Batch Size / O6bem cepun: 492.000 KG /
492,000 KI'
Analytical Report No. / Ananutuyecknii oruer Ne: Date of Analysis / lata agaausa: 11-08-2023
2002FP23001894
Date of Manufacture / Jizra npoussogcrsa:  07/2023 Date of Expiry / Cpox roguocru: 06/2026

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Auanns nposeaen no HI: IT1 N014189/01-271021 (amend. Nel from

Test/ IlokazaTean Result / PesyapTaT

Specification/ Hopma

1 | Description / Onucanne 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. / Besble, Kpyribie, MIOCKUE
Tabnerku co CKOLUEHHBIMH
kpasmu, ¢ TucHenuem "EMT" Ha
OIHOM cTOpoHe W LUdpoit "5" u
pazoeNuTeNbHOM  pHCKOM  Ha
ZPYroi CTOPOHE.

Ha nonepeusom paspese 2apo
Gestoro 1BeTa.

White to off-white, round, flat, beveled
edged tablets with "EMT" debossed on one
side and numbet "5" and a break line on the
other side.

Cross Cut Description: White to off white
core. / benwte nan noutn Genble, Kpyrisie,
nnockde  TabfeTKh €O CKOLIEHHBIMM
kpasmu, ¢ ThucHenuem "EMT" Ha opHol
cropore B uupoit "5" U pazgmenurenpHON
pUCKO¥ Ha IPYTOH CTOpOHE.

Ha nonepeuHom paszpese aapo Oesoro uau
noutu 6enoro uBera.

2 | Identification /
TlogymuHocTL
1. By HPLC / BOXX Complies as prescribed /
CooTtBercTByET

2. By TLC/TCX Complies as prescribed /

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
YAEPXKUBAHUS ~ OCHOBHOrO  MuKa  Ha
XPOMATOrpAMME  MUCIBITYEMOIO  PacTBOpa
JOJHKHO COOTBETCTBOBATE BpEMEHH
VAEpKHMBAHHSA [HKA  SHAJANpUia  Ha
XpOMaTOrpaMMe CTaHOAPTHOTO pacTBOpa
(pa3znen «KoMuecTBEHHOE ONpPEAEEHHE ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOe MATHO Ha
XpOMarorpaMMe UCMBLITYEMOro  pacTBopa
NOJDKHO ~ COOTBETCTBOBATHL  OCHOBHOMY
OSTHY Ha XPOMATOCPAMME CTaHAaPTHOro
pacTtBopa.

CooTseTcTBYET
3 | Uniformity of dosage 32/3,2
units / OaHopoanocTb
J03MPOBAHHSA

Acceptance value (AV) should be not more
than 15.0. / [lokaszaTens mprueMIeMOCTH
(AV) nomxeH ObITH He Gonee 15.0.

Remarks : The Product confirms to ND/
IIpumeuanne: [lponykT coorBeTcTBYET TpeboBanmsM H/1

Conclusion : APPROVED /
3akaiouenne: O OBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product: Enam tablets 5 mg / Duam®, Tabnerkun S Mr

Batch No. / Cepus Ne : B2302349

Batch Size / O6bem cepun: 492.000 KG /
492,000 KI'

Analytical Report No. / Anasmraueckuii orger No:
2002FP23001894

Date of Analysis / lata ananunza: 11-08-2(23

Date of Manufacture / Tata npoussoacrsa: 07/2023

Date of Expiry / Cpox roanoctu: 06/2026

Analysis performed according ND / Anasnn3s nposeaen no HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S.

No Test/ Ilokazareab Result / Pesyabrat Specification/ Hopma
4 | Dissolution / 96%, 97%, 99%, 99%, 98%, 98% | Not less than 80 % (Q) of
PacrBopenue CaoH2sN205-C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205‘C4H4O4
(sHananpuna MasjeaT) OT HOMMHAIBHOTO
cozepxanus uepes 30 MuH.
S | Related substances / PoxcrBennpie npaMecH
Enalaprilat / Swananpunar | Not detected / He oGHapykeHa Not morc than 1.5 % / He 6osice 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He Gonee 2,5 %
Duananpuna Not detected / He 0GHapyxeHa
JIUKETOIHIIEPa3HH
Total impurities /
Cymma npumecei Not detected / e obnapyxena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonngecTBennoe 497 mg /4,97 Mr From 4.5 mg to 5.5 mg of
onpejge/eHne 99.5% /99,5% CyoHysN,05C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 Mr oo 5,5 Mmr C20H28N205'C4H404
(sHamampuia ManeaT) B TabneTke. (0T 90 %
10 110 % ot HoMUHaNBHOrO coaepIKkaHus).
7 | Water / Bona 0.7% wiw / 0.7% Not more than 6.0 % / He 6onee 6.0 %
8 | Microbial limits* / MukpoOuosiormueckas yucrora*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ob1uee uncno He 6onee 1000 KOE/r
adpOOHBIX

MHKPOOPTaHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / OGiuee He 6onee 100 KOE/r

YHCII0 IPOAOKEBBIX U

MJecHeBbIX rpuboB

C) E. coli Not Applicable Shall be absentin 1 g /

JIOIKHEI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [1poaykT coorBeTcTBYET TpeboBanuaM H/J]

Conclusion : APPROVED /
3axaiouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Enam tablets S mg/ Iuam®, Tabnerxu 5 mr

Batch No. / Cepna Ne : B2302349

Batch Size / O6bem cepun: 492.000 KG /
492.000 KI’

Analytical Report No. / Ananurnuecknii oruaer Ne:

2002FP23001894

Date of Analysis / laTta ananuza: 11-08-2023

Date of Manufacture / /lata npou3BoacTBa:

07/2023

Date of Expiry / Cpok rognoct: 06/2026

Analysis performed according ND / Auanus nposenen no HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ Ilokasarean
No.

Result / PesyabTaT

Specification/ Hopma

9 | Subdivision of tablets /
OaHopoanocTbL Mace NpH
AeJIEHHH TA0JIeTOK

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 wilh 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 TpeGOBaHUAM,
ecnd 11e 6Gomee 1 emunmunas  Macea
otiJioHseres 3a npeaesnst 85 % - 115 % or
cpeaHei Macchl. Tabnerku He
COOTBETCTBYIOT TpeGoBaHMAM, eciu Gosee
JeM 1 UHAMBHAYaJbHAs Macca OTKIOHIETCS
OT O5THUX IpedenoB Wik, ecou 1
WHAMBWyalibHAas Macca OTK/IOHSETCS 3a
npeaesnbt 75 % - 125 % ot cpeaHeii maccbl.

Remarks : The Product confirms to ND/

Ilpumeuanne: [IpogyKT cooTBeTcTBYeT TpeboBanmsaM H/1

Conclusion : APPROVED /
3akmouenne: QJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets S mg / Duam®, tabaerkun 5 mr

Batch No. / Cepus Ne : B2302349

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

Analytical Report No. / AnanuTnaeckuii oryer No:

2002FP23001894

Date of Analysis / lata ananamza: 11-08-2023

Date of Manufacture / Jlata npousBoacTea:

07/2023

Date of Expiry/ Cpok rogHocrn:

06/2026

Analysis performed according ND / Ananus nporenen no HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / u3am. Nel or 18.01.2023)

S

N(; Test/ IlokasaTean Result / PesyasTaTt Specification/ Hopma
10 | Package / YnaxoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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

Mo 10 Tabnetox ¢ 6aucmepe w3
TpexcinoiHoU donbru
(OIIA/An/TIBX) u anmroMHHHeBO
donbru ¢ TEPMOCBAPUBAEMbIM
NIaKOBbIM MOKPBLITUEM Ha
3areyaTbIBa€MOU CTOPOHE.

Mo 2 6nucrepa ¢ UHCTPYKIHEH O
NIPUMEHEHHUIO B MauKy
KapTOHHY!O.

10 tablets in Aluminum st#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/A1/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. /

Taoremru 2.5 ve

[To 10 Tabnerok B cmpune 3 antoMMHUEBO#H
(donbry ¢ MONUBTUICHOM  HM3KOM
ninotHoctd (IIDHIT) Ha 3aneuaTbiBaeMoi
CTOPOHE M LIEMJIAKOBBIM MNOKPBLITUEM Ha
Hapy>XHOH cTopoHe

WU

no 10 Tabnerox @ 6Gaucmepe u3
Tpexcinoiinoit  donbru (OITA/An/TIBX) u
ANTFOMUHKUEBOM donbru c
TepPMOCBAPUBACMBIM JIAKOBLIM HOKPBITHEM
Ha 3aIredyaThIBaeMOi CTOPOHE.

Ilo 2 crpuna unu no 2 OGaucrepa c¢
WHCTPYKIMEH [0 MPUMEHEHUIO B MauKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
Ilpumeganne: [lpomykr coorBercrByeT TpeboBanmaM H/1

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUP®UKAT AHAJIN3A
Product: Enam tablets S mg / Dunam®, Tabuerku 5 mr
Batch No. / Cepna Ne : B2302349 Batch Size / O6bem cepuu: 492.000 KG /
492,000 KI"
Analytical Report No./ Ananntuviecknii oruer Ne: Date of Analysis / lara anasuza: 11-08-2023
2002FP23001894
Date of Manufacture / Jlata npoussojcrsa:  07/2023 Date of Expiry / Cpox roguocru: 06/2026
Analysis performed according ND / Anasms3 nposexen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)
:(; Test/ IlokasaTenn Result / PesyabTat Specification/ Hopma
Taonemicu 5 me, 10 mz, 20 me
[To 10 Tabnetok B cmpune U3 allOMUHHUEBOMN
doneru ¢ HOMUITUIEHOM  HM3KOM
wnornoetn  (IIBHIL) Ha  saneuarsisasMoit
CTOpOHE M INCJUIAKOBBIM MMOKPLITHEM Ha
Hapy>KHOI CTOPOHE
Wiu
no 10 Tabnerox @ Oaucmepe w3
TpexcioitHoit domsrun (OINA/A/IIBX) n
ANIOMHHHEBOMH ¢donsru c
TEPMOCBAPUBAEMbIM JIAKOBLIM [1OKPbITHEM
Ha 3aneyaThbiBAEMOH CTOPOHE.
[lo 2, 5, 6, 10 crpunoB wiu 1o 2, 5, 6, 10
OJIICTEpPOB ¢ MHCTPYKLMEH MO IIPUMEHEHHIO
B ITAYKY KaPTOHHYIO.
11 | Labeling / Mapkupoeka Complies as prescribed / According to ND /
CootsetcrByeT TpeOOBaHUIM B coorercTeum ¢ HJ
12 | Storage conditions / At temperature below 25 °C. / TIpu temneparype He Boiuie 25 °C.
XpaHenne
13 | Shelf life / Cpox roguocru | 3 years /3 roaa
* - Performed by the manutacturer 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.
* - JIpoBoauTCH NMPOM3BOAMTENIEM NPH BbITYCKE NEPUOAMUECKH: sl Kaxaoil 20-0if cepum HIH
ne MeHee 1 pa3a B roa. Iloxazaresn Moxer GbITh He BR/IIOYEH B cepruduraT ananu3a GupMslL
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpameuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusaM HJ1 3akawuenne: OJJOBPEHO
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