Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

@Educ_t: Enam tablets 5 mg / Duam®, TaGJeTkH 5 Mr

Batch No./ Cepun Ne: B2400440

[Batch Size / O6bem cepuu: 492.000 KG /
492,000 KT

Xna?tical Report No. / Ananmurndeckuii otuer Ne:

2002FP24000627

Date of Analysis / lata ananu3a:

18-03-2024

Date of Manufacture / Jlata npoussoacTna:

02/2024

Date of Expiry / Cpok roanocrn: 01/2027

Analysis performed according ND / Ananns nposeaen mo HJ/L: 11 N014189/01-271021 (amend. Nel from

18.01.2023 / mam. Nel ot 18.01.2023)

Test/ Iloxazarean

Result / PesyabTaT

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. / Bensle, kpyrible, miockue
TabyieTku co CKOUIEHHBIMH
kpasMy, ¢ ThcHenuem "EMT" Ha
OmHOM cTopoHe W 1mdpoi "S" u
pa3aesIuTeNIbHON pHcKo¥i Ha
JpYroH CTOpOHE.

Ha mnonepeuHoMm pa3spese sapo
6eJioro Lsera.

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. / Benble unu nodtn Genbie, KPyrbie,
wiockie  TabieTku €O CKOLIGHHLIMU
Kkpasmu, ¢ tucHenueM "EMT" Ha ommoii
cropoHe W mubpol "5" W pasmenuTensHoN
pUCKOI Ha ipyTo# cTOpoHe.

Ha nonepeunomM paspese sapo 6Genoro uim
oyt 6esoro UgeTa,

2 | Identification /
HoanuuuocTs
1. By HPLC / BOXX

2. By TLC/TCX

Complies as prescribed /
CootBeTcTBYET

Complies as prescribed /
CooTtBercTByeT

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
YAEpXKUBAHHUSA  OCHOBHOrO  MNUKa  HA
XpoMarorpaMMe HCIBITYEMOro pacTBOpa
JIOJKHO COOTBETCTBOBATH BpeMeHH!
ylep>KMBaHUA ~ MUKa  JHajanpuia  Ha
XpoMmaTorpaMMe CTaHAAPTHOTO pacTBOpa
(pasnen «KonuuectBeHHOe onpeseneHue).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe OATHO  Ha
XpOMAarorpaMMe HCOBITYeMOr0  PacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY MATHY
HA XpOMATOrPaMMC CTAHAAPTHOTO PACTBOPA.

3 | Uniformity of dosage
units / OAHOPOAHOCTH
JA03UPOBAHNSA

29729

Acceptance value (AV) should be not more
than 15.0. / [Toxazarens npreMieMocTy
(AV) noyken OLITh He 6ostee 15,0.

Remarks : The Product confirms to ND/
IIpumevanue; IIpoaykr coorBercTByeT TpebGoBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJINU3A

:Pmiuct: Enam tablets?mg /_3naM®,_TaﬁneTKn S mr

Batch No. / Cepust Ne : B2400440

_Ar;llﬁcal Report—No. / Anaaurnyeckuit oruer No:

2002FP24000627

Batch Size / O0bem cepuu: 492.000 KG /
11492,000 KT
Date of Analysis / ara anayumsa:

18-03-2024

Date of Manufacture / lata mpoussoacra: 02/2024

Date of Expiry / Cpox roguoctn: 01/2027

Analysis performed according ND / Anaans nposeaen mo H/I: 11 N014189/01-271021 (amend. Nel from

18.01.2023 / n3m. Nel ot 18.01.2023)

S.

No Test/ Iloxasareuan Result / PeayabTaT Specification/ Hopma
4 | Dissolution / 101%, 100%, 99%, 99%, 99%, Not less than 80 % (Q) of
PactBopenne 102% CyoHasN2O5-C4H,O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H4O4
(3Hananpwia ManeaT) OT HOMUHAJILHOI'O
conep>kaHus yepes 30 MuH.

5 | Related substances / PoacTBenHble NpUMecH

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
OHanarpuna
JMKETOIHIIepa3HH

Not detected / He oOHapyskeHa

Not detected / He obHapy>kxeHa

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

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

Total impurities /
Cymma nipumeceit

Not detected / He oOHapyxeHa

Not more than 3.0 % / He 6omnee 3,0 %.

6 | Assay/KosimuecTBenHoe
onpeaeeHne

4.96 mg /4,96 mr
99.2% /99,2%

From 4.5 mg to 5.5 mg of
C20H28N205'C4H404 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 Mr go 5,5 mMr CyoHygN,O5C,H,O4
(aHananpuna maieat) B Tabnetke. (ot 90 %
20 110 % OT HOMHUHAJILHOTO COACPIKAHUS).

7 | Water / Boaa

0.6%/0,6%

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

8 | Microbial limits* / Mukpo6nonoruueckas yucTora*®

a) Total aerobic microbial
count / OGiee yucso
aspoOHBIX
MHUKPOOPTaHU3MOB

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 / O6mee
YHCII0 APONOKEBBIX U
TJIECHEBBIX PUGOB

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

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

c) E. coli

Absent in 1g/
OtcytcTByeT B IT

Shall be absentin 1 g/
Homxuel orcyTcTBoBars B 1 ¢

Remarks : The Product confirms to ND/
Ipumeuanne: Ilpoaykr coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkiouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®HNKAT AHAJIM3A

[Product: Enam tablets 5 mg / Jnam®, Ta6.1eTKH 5 Mr

Batch No./ Cepus Ne : B2400440

2002FP24000627

Analytical Report No. / AnajuTH49ecKuii oT4eT Ne:

Batch Size / O6nem cepnu: 452.000 KG /
492,000 KT
Date of Analysis / lata ananuza: 18-03-2024

Date of Manufacture / Jlara nponssoacrsa:

02/2024

Date of Expiry / Cpok roanocru:  01/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposeaen o H/I: II N014189/01-271021 (amend. Nel from

S

: Test/ IlokasaTean
No.

Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /
OHOPOAHOCTH Macc NMPH
JAe/IeHMH 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.
/

TabneTk COOTBETCTBYIOT TpeOOBaHHAM,
ecin He 6Gonee 1 eaWHUwHas Macca
OTKJIOHseTes 3a npeaens! 85 % - 115 % ot
cpemien MaccLl. Tabnerin He
COOTBETCTBYIOT TpeboBaHUsAM, eciu Gosee
yem | vHAMBHAYyaSibHAS Macca OTKIIOHSETCS
OT OTWX TIpefleNioB MW, eciu |
UHIUBUyalbHas Macca OTKIIOHAETCS 3a
npenenst 75 % - 125 % ot cpeaHei Maccel.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpebosaHuam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

|Product: Enam tablets 5 mg / Iuam®, rabaerkn 5 Mr

Batch No./ Cepuns Ne: B2400440

2002FP24000627

Analytical Report No./ Apaimrudeckuii oruer Ne:

Date of Manufacture / [lara n_punmo,ucn;l: - 02/2024

Batch Sizc / O6nem cepuu: 492,000 KG /
492,000 KI'
Date of Analysis / laTa anannza:

Date of Expil‘yM/”Cp(m ropmoctin:  01/2027

18-03-2024

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananuns nposegen no H/I: IT N014189/01-271021 (amend. Nel from

S

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. /

ITo 10 TabneTok @ 6nucmepe V3
TPEXCIIONHOM ¢ombru
(OITA/An/TIBX) 1 antoMHHHEBOH
doneru ¢ TepMOCBapUBaCMBIM
NAKORBIM MOKPRITHEM Ha
3aneyatbiBacMol CTOPOHE.

Ilo 2 6amcrepa ¢ uHCTpyKUMeEH No
NpPUMEHEHHIO B nauky
KapTOHHYIO.

N(; Test/ Iloka3zaTenn Result / PesyabTar Specification/ Hopma
10 | Package/ YmakoBka 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 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, 5,6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

Tabaemru 2,5 me

ITo 10 Tabnerox B cmpune N3 anlOMMHHEBOM
dhonbru ¢ NOAUITUNEHOM HU3KOH MIIOTHOCTH
(II3HII) na 3amevaTbiBaeMOM CTOpoHE H
IIeJUTAKOBLIM  TIOKPLITHEM Ha Hapy>KHOWM
CTOpOHE

HITH

mo 10 Ttabnerok 6 Gaucmepe u3
tpexcinoiiHoit  oneru  (OITA/An/TIBX) n
ANFOMMHUEBOH thosibru c
TEPMOCBAPUBAEMbIM JIAKOBLIM TOKpPbITHEM
Ha 3arne4yaTbiBaeMOl CTOpPOHE.

Ilo 2 crpuna unm no 2 Onuctepa ¢
WHCTPYKUMEH MO TNpPUMEHEHWIO B Ma4Ky
KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: Ilponykt coorBeTcTBYeET TpebGoauusam HJL

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

[Product: Enam tablets 5 mg / Iuam®, Taberkn 5 mMr

Batch No. / Cepusa Ne : B2400440

Analytical Report No. / AHajuTHYEeCKNI 0TYeT Ne:

2002FP24000627

Batch Size / O6bem cepnu: 492.000 KG /
492,000 KI"

Date of Analysis / Jara anaamsa: 18-03-2024

Date of Manufacture / JJaTa npoussoacTsa:

02/2024

Date of Expiry / Cpok roanoctn: 01/2027

Analysis performed according ND / Ananus npoeeges no H/I: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ Ilokaszareanb
No.

Result / PesynnTar

Specification/ Hopma

Tabuencu S me, 10 w2, 20 e

TIo 10 Tabnerok B cmpune U3 agrOMHHAEBON
¢$OJTbrH ¢ NONMITHIECHOM HU3KOH MIIOTHOCTH
(II3HIT) na 3anevarbiBaCMOIi cTOpOHE M
Ie/UTAKOBBIM ~ [IOKPBITHEM Ha Hapy>KHOM
CTOpPOHE

U

mo 10 rabnerox 6 Ouucmepe w3
tpexcnoiiHoir ¢oneru (OITA/An/TIBX) u
ANFOMUHHEBOM donbru c
TEPMOCBAapUBAaEMbIM JIAKOBBIM MOKPHITUEM
Ha 3aneyarblBAEMOI CTOPOHE,

Ilo 2, 5, 6, 10 cTpunos niu 1o 2, 5, 6, 10
OJIMCTEPOB ¢ MHCTPYKLMEH O MPHUMEHEHHIO
B MauKy KAPTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CooTBETCTBYET TPeOOBAHUAM

According to ND /
B coorBerctBun ¢ HJJ

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / Tlpu Temnieparype He Beie 25 °C.

13 | Shelf life / Cpox ronnocTn

3 years /3 roga

* - 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.

* - TIpoBOOUTCE TPOM3BOAMTENIEM NHPH RBBIIYcKe NEepHOAHYECKH: MIA Kaxigol 20-of cepuu Hiu
ne menee 1 paza B roa, Iloxazatens Moxker ObITH He BR/IOUEH B cepTHPHKAT aHATH3A PHPMBIL

Remarks : The Product confirms to ND/

IIpumeuanne; [Ipoaykr cooTsercTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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