Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 5 mg / Jnam®, tabnetku 5 mr

Batch No. / Cepus Ne : B2402433

Batch Size / Oonbem cepun: 492 KG /492 KI'

Analytical Report No. / Ananurn4yeckuii otuer Ne:

2002FP24001874

Date of Analysis / lata ananu3za:

31-07-2024

Date of Manufacture / Jlata nponsBogctea: 07/2024

Date of Expiry / Cpok rogHocti: 06/2027

Analysis performed according ND / Ananus nposeaen no HJI: TT N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Iloxazatenn

Result / Pe3yabtaT

Specification/ Hopma

1 | Description / Onucaune

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, Kpyrible, MIOCKHE
TabneTku co CKOIIEHHBIMHU
KpasiMHy, ¢ TucHenreMm "EMT" Ha
onHOH cTopoHe M uudpoii "5" u
pazoenuTensHON  pHckoil Ha
JpyToii CTOpOHeE.

Ha nomnepeyHoM paspese sapo
6enoro usera.

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. / bermsle mim moutH Genbie, KPyTibie,
TlocKkue  TabneTKu €O CKOIEHHBIMU
kpasmu, ¢ TucHeHuemM "EMT" Ha onwHoit
cTopoHe n uudpoil "5" u pasmenurtenvHo
PUCKOIf Ha IpYTOil CTOPOHE.

Ha momepeuHoM pa3spese simpo 6enoro Mim
noury 6enoro uBera.

2 | Identification /
IMoauHHOCTL
1. By HPLC / BDXX

2.By TLC / TCX

Complies as prescribed /
CootreTcTBYET

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"). / Bpewms
yoepXUBaHUS ~ OCHOBHOTO  HNHKa  Ha
XpoMaTorpaMMe WCIIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATh BpPEMEHH
yIep>XKUBaHUs  TMHWKAa  HSHajanpuia Ha
XpoMaTorpaMMe CTaHOAapTHOro pacTBOpa
(pa3zen «KonnuecTBeHHOE OMpEAETCHUEN ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOe NATHO Ha
XpoMaTorpaMMe WCIBITYEMOrO  pacTBOpa
JIOJHKHO COOTBETCTBOBATH OCHOBHOMY TIATHY
Ha XpomaTorpaMMe CTaHIapTHOTO PACTBOpa.

3 | Uniformity of dosage
units / OgHOpoOAHOCTEL

AO3HPpOBAHUA

2.8/2,8

Acceptance value (AV) should be not more
than 15.0. / Ilokasarens npremMneMocTi
(AV) nonmxen ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: [1ponykr cooTBeTcTBYeT TpeGoBaHUsIM HJI

Conclusion : APPROVED /
3axkaouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

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

Batch No. / Cepus Ne : B2402433

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

Analytical Report No. / AHaauTtiueckuii oruer Ne:

2002FP24001874

Date of Analysis / lara ananu3a:

31-07-2024

Date of Manufacture / lata npoussoacrea: 07/2024

Date of Expiry / Cpok rogHoctu: 06/2027

Analysis performed according ND / Ananus npoeexen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / nu3m. Nel ot 18.01.2023)

NS('). Test/ ITokazareas Result / PesyabTat Specification/ Hopma
4 | Dissolution / 98%, 98%, 100%, 97%, 104%, |Not less than 80 % (Q) of
PacTBOpeHue 99% Cy0HsN,05-C4H,0O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmeuee 80 % (Q) C20H28N205‘C4H4O4
(3Hamampuna Manear) OT HOMMHATBHOTO
conepxxanns gepes 30 MUH.
S | Related substances / PoncTBennsie npumecu
Enalaprilat / Dnananpunar | Not detected / He o6Hapyxkena Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / ne o6HapyxeHa Not more than 2.5 % / He 6onee 2,5 %
DHananpuna
JIMKETONHTIEpAa3uH
Total impurities /
Cymma npumeceii Not detected / He obHapyxkeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonnvecTeeHHOe 4.99 mg /4,99 mr From 4.5 mg to 5.5mg of
onpejaeieHue 99.7% / 99,7% C0H2sN,05-C,H,O,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MTI 10 5,5 Mr ConngzOs'C4H4O4
(aHaampuia manear) B Tabnetke. (ot 90 %
10 110 % oT HOMUHABLHOTO COepKaHUs).
7 | Water / Boaa 0.6% /0,6% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits* / MukpoGuonornueckas ynuerora*

a) Total aerobic microbial
count / Ob1ree uncno
a3pOOHBIX
MMKPOOPraHU3MOR

Not Applicable

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

b) Total combined yeasts
and mould count / O6iuee
THCIO APONKEBBIX U
TIITIECHEBBIX TPHOOB

Not Applicable

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

c) E. coli

Not Applicable

Shall be absentin 1 g/
Jlo/KHE OTCYTCTBOBaTH B 1 T J

Remarks : The Product confirms to ND/
Ipumeuanue: [1ponyxT cooTBeTCTBYET TpeGosaHuaM HJI

Conclusion : APPROVED/
3axawouyenne: OMOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam tablets 5 mg / Ouam®, TabaeTku 5 mMr

Batch No. / Cepnsa Ne : B2402433

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

Analytical Report No. / AnasuTnuecknii ordyet No:
2002FP24001874

Date of Analysis / Jlata anasmza: 31-07-2024

Date of Manufacture / JaTta npoussoacrra: 07/2024

Date of Expiry / Cpok rogHoctu: 06/2027

Analysis performed according ND / Ananmns npoeeaen no H/I: TT N014189/01-271021 (amend. Nel from

18.01.2023 / uzm. Nel ot 18.01.2023)

—

S.

No Test/ [TokazaTe.b Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /
OnnopoaHocTk Mace npu | Complies as prescribed /
AeeHUH TabJieToK CootBeTcTBYyET

The tablets comply with the test, if not more
than | 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 | individual mass is outside these
limits, or if 1 individual mass is outside the
limits of 75 % to 125 % of the average mass.
/

TabmeTkn COOTBETCTRYIOT TpeOOBaHUsM,
eciii He Oonee 1 eauHuYHAs Macca
OTKJIOHsieTCs 3a npenens 85 % - 115 % or
cpenHei Macchbl. Tabnetkn HE
COOTBETCTBYHOT TpeGoBaHMIM, eciu Oolee
uyem | WHAKBUIYaNbHAA Macca OTKJIOHSIETCA
OT 3THX TpedenoB wnd, ecmm |
WHIWBUIyanbHAs wmacca OTKJIOHsieTcs 3a
nipenenst 75 % - 125 % ot cpenHei maccel.

Remarks : The Product confirms to ND/
ITpumeuanue: [TponykT cooTBeTcTBYET TpebosaHnsaM HJI

Conclusion : APPROVED/
Jaksmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Enam tablets S mg / Ynam®, Taéaerkn 5 mr

Batch No. / Cepusa Ne : B2402433

Batch Size / O6bem cepun: 492 KG /492 KT

Analytical Report No. / Anaantudeckmii oryer Neo:

2002FP24001874

Date of Analysis / laTta ananu3a:

31-07-2024

Date of Manufacture / Aata npoussoactea: 07/2024

Date of Expiry / Cpok rognoctu: 06/2027

Analysis performed according ND / Anaau3s nposeaen no H: TT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Net ot 18.01.2023)

S.

Test/ IlokazaTeqan
No.

Result / PesyabTaT

Specification/ Hopma

10 | Package / YmakoBka

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  blisters and patient
information leaflet in a carton
pack. /

[To 10 TaGnetok & Oaucmepe w3
Tpexcrnoitaoi ¢onsru
(OTTA/An/TIBX) 1 antoMUHUEBOM
¢donbru ¢ TepMOCBapHBaEMBIM
JTAKOBBIM TTOKPBITUEM Ha
3arevaTLIBaeMoif CTOpOoHeE.

ITo 2 6nucrepa ¢ uHCTpyKLMEi Mo
MIPUMEHEHNIO B Mavky
KapTOHHYIO.

Tablets 2.5 mg
10 tablets in Aluminum s#rip 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 szrip 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. /

Tabnemku 2,5 m2

ITo 10 tabnetok B cmpune U3 aNtOMUHNEBON
oMby ¢ NONNATUNEHOM HU3KOM TNIOTHOCTH
(TISHIT) ma 3aneuarbiBaeMoOi CTOpOHE W
[IEJITAKOBBIM TIOKPBITHEM Ha HapyXHOM
CTOpOHe

U

mo 10 Ttabnetox 6 Onaucmepe U3
tpexcioiiHoit domeru (OIMA/AN/TIBX) wu
aNOMUHUEBOH donsru c
TEPMOCBAPUBAEMBIM JTAKOBBIM TOKPBITHEM
Ha 3are4aThiBaeMoil CTOpOHE.

[To 2 crpuna wnu no 2 Onucrepa ¢
MHCTpyKUMEH [0 NPUMEHEHUI0 B Nauky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED/
3axawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product: Enam tablets 5 mg / Inam®, Taéaetkn 5 mr
Batch No. / Cepus Ne : B2402433 Batch Size / O6nem cepun: 492 KG /492 KI'
Analytical Report No. / Auanutnyeckuii oTuer Ne: Date of Analysis / llaTa anaausa: 31-07-2024
2002FP24001874
Date of Manufacture / lata npousBoactea: 07/2024 Date of Expiry / Cpok roanoctn: 06/2027

Analysis performed according ND / Ananus nposeaen no H: TI N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)

NS('). Test/ ITokazaTeb Result / PesyabTat Specification/ Hopma
Taonemiu 3 v, 10 ve, 20 v2
ITo 10 Tabnerox B cmpune U3 aFOMUHNEBON
(ONBIY C NONNITUIEHOM HU3KOW [IOTHOCTH
(TIDHIT) na 3aneuaTslBAEMOH CTOpOHE W
UIEJUTAaKOBBIM  TTOKPBITHEM Ha HapyXHOMN
CTOpOHE
Wi
mo 10 Tabnerok 6 Onucmepe W3
tpexcrnoiiroit  ¢oneru  (OMMA/AN/TIBX) u
anroMHHKHEBOMH ¢dhonbru v
TEPMOCBAPUBAEMbIM JTAKOBLIM ITOKPLITUEM
Ha 3arevaTbiBaeMoit CTOpOHE.
TTo 2, 5, 6, 10 cTpumos wiw 0o 2, 5, 6, 10
OAMCTEPOB ¢ UHCTPYKUMEN MO NMPUMEHEHUIO
B T1aYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed / According to ND /

CoOTBeTCTBYET TPEOOBAHUAM B cootserctBru ¢ HIL
12 | Storage conditions / At temperature below 25 °C. / Tlpu Temnepatype He Boimie 25 °C.
Xpanenue
13 | Shelf life / Cpox roanoctu | 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.

* - [IpoBoaMTCA MPOU3BOAMTENIEM NpPH BBLIMycKe NMEPHOAMYECKH: AaA Kamaoid 20-oit cepum uiu
He meHee 1 pa3za B roa. [TokasaTens MokeT ObITh He BKJIIOYeH B cepTudHKAT aHanusa GUpPMBL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED/
Ipumeuanue: [poaykr coorreTcTBYET TpeboBaHusiM HJL 3akauenue: OJJOBPEHO
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Uncontrolled Copy
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