Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTUSA

Product: Enam tablets 10 mg / Juam®, Tataerku 10 mr

Batch No. / Cepust Ne : B2500312

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

2002FP25000198

Analytical Report No. / AHaquTU4ueckuii oTuer Ne:

Date of Analysis / JaTa anamuza: 31-01-2025

Date of Manufacture / Iata npouseogctea: 01/2025

Date of Expiry / Cpok roaHocru:

12/2027

Analysis performed according ND / Anaaus nposeaen o H: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ ITokazaTean

Result / PesyasTaT

Specification/ Hopma

1 | Description / Onucanmue

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. / Benble, Kpyribie, MIOCKHE
TabneTkn co CKOIIEHHBEIMHA
Kpasmu, ¢ TUcHeHueM "EMT" Ha
oIHOM cTopoHe M undpoi "10" n
paseIuTENBHON  pUCKOM  Ha
Apyroil CTopoHe.

Ha mnonepedHoM pazpese sapo
6enoro 1gera.

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. / Benble mnnu moutH Oemnbie, KpyTible,
Iockre  TabMeTKu  CO  CKOIIEHHBIMH
kpasimu, c trcHeHuem "EMT" Ha opnoil
cTopoHe u tmdpoit "10" u pazpenurennHOL
PHCKOM Ha ApYTro¥l CTOPOHE.

Ha nonepewHoM paspesze sapo Oenoro wiu
TTOYTH GENoTo IBETA.

2 | Identification /
TMoaanHHOCTE -
1. By HPLC/ B3XX

2. By TLC/ TCX

Complies as prescribed /
CooTtseTcTBYET

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
yOSPKMBaHUS  OCHOBHOIO  MMKa  Ha
XpoMaTrorpaMMe HCMBITYEMOTO  pacTBOpa
JOTKHO COOTBETCTBOBATH BpEMEHU
yAep)KUBaHUA  NMKa  JHananpuila  Ha
XpOMaToTpaMMe CTaHIapTHOTO pacTBoOpa
(paznen «Komn4ecTBEHHOE OMPENEITIEHHEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / (OcHOBHOe NATHO Ha
XpoMaToTpaMMe HCITIBITYyEMOTO  pacTBoOpa
LOJKHO COOTBETCTBOBATHL OCHOBHOMY MATHY
Ha XpoMaTorpaMMe CTaHIapTHOro pacTeopa.

3 | Uniformity of dosage
units / OaHopoaHoCcTH

25/25

Acceptance value (AV) should be not more
than 15.0. / Ilokazarens npuemMiIeMocTH
(AV) nomxen 6uITh He Donee 15,0.

J03UPOBAHUSN
4 | Dissolution / 101%, 99%, 98%, 100%, 101%, | Not less than 80 % (Q) of
PactBopeHue 100% CyoHsN,05:C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205'C4H404
(3Hanmanpuna ™Manear) OT HOMHWHAIBHOTO
conepxkanus yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanue: ITpogykT coorBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3axaiouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTUSA
[froduct: Enam tablets 10 mg / Dnam®, tadaerkn 10 mr
Batch No. / Cepus Ne : B2500312 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No./ AHamuTH4eckuii oTvyer Ne: Date of Analysis / laTa anaamza: 31-01-2025
2002FP25000198
Date of Manufacture / lata npoussoacrea: 01/2025 Date of Expiry / Cpox rognoctn:  12/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

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

Test/ Tlokazatenn Result / PezyasraTt

Specification/ Hopma

5 | Related substances / PoxcTBeHHBIE MpUMecH

Enalaprilat / Qnananpunar | Not detected / He oGHapyxeHa

Enalapril diketopiperazine / Not detected / He 0OHapyxeHa

DHananpuna
IVKETOTTUIIEPa3HH

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

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

Total impurities /

CymMa nipumecei Not detected / ne o6napyxkena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KoamnuectTeeHHOE 9.8 mg/9,8 mr From 9.0 mg to 11.0 mg of
onpeaccHie 98.4% / 98,4% C yH N0, CyH,0, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 MI" 10O 11,0 MI C20H23N205‘C4H404
(3nananpuna Maneat) B Tabnetke. (ot 90 %
10 110 % oT HOMMHAJIILHOTO COJIEPKAHNS).
7 | Water / Boaa 0.7% /0,7% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / Mukpoouosornyeckas yucrora*

and mould count / O6wee
HHCNO APOKIKEBBIX U
TIJIECHEBBIX MPHOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6uree 1uco He 6Gomee 1000 KOE/r
a’poOHBIX

MHWKPOOPTaHW3MOB

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

He 6onee 100 KOE/r

c) E. coli Not Applicable

Shall be absentin 1 g/
JIOJXHEI OTCYTCTROBaTE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBETCTBYET TpebosanusM HJ{

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A
Product: Enam tablets 10 mg / Qnam®, Taéaerin 10 mr
Batch No. / Cepus Ne : B2500312 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / AHanuTH4YecKkHii oTueT Ne: Date of Analysis / Jara ananmmuza: 31-01-2025
2002FP25000198
Date of Manufacture / lata npoussoactea: 01/2025 Date of Expiry / Cpok rognoctn:  12/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposeaen no H: T N014189/01-271021 (amend. Nzl from

Test/ TlokazaTenn Result / PesyasTar

Specification/ Hopma

9 | Subdivision of tablets /
OnxopoanocTs Macc mpu | Complies as prescribed /
JeJIeHHH Ta0JeToK CooTBeTCcTBYET

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 TpeOOBAHUSAM,
ectn He Oonee 1 emnHWYHas wacca
oTkiousieTcs 3a npeaensl 85 % - 115 % ot
cpenHeit MAacchl. TabneTkn HE
COOTBETCTBYIOT TpeOOBaHUAM, ecnu Oolee
yeM 1 MHAMBUAYyaNbHas Macca OTKIIOHAETCS
OT 3THX TIpenemoB  WimH, ecod 1
WHAWBHAyanbHas Macca OTKIOHSETCS 3a
npeaensl 75 % - 125 % ot cpenHeil Macchl.

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTCTBYET Tpeboranusam HJI

Conclusion : APPROVED /
Jakaro4denue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAITIU3A

Product: Enam tablets 10 mg / Ynam®, Taéaerku 10 mr

Batch No. / Cepus Ne : B2500312

Batch Size / O6nem cepun: 492 KG /492 KI'

2002FP25000198

Analytical Report No./ AHasuTH4yeckuii oT4yet No:

Date of Analysis / aTta ananmusa: 31-01-2025

Date of Manufacture / [{lata npoussoacrea: 01/2025

Date of Expiry / Cpok roanoctu:

12/2027

Analysis performed according ND / Ananu3s nposeaes no H: IT N014189/01-271021 (amend. Nel from
18.01.2023 / nu3m. Nel ot 18.01.2023)

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

pack. /
[To 10 Tabrnerok & 6nucmepe U3
TpexXcnoiHoH doneru

(OITA/An/TIBX) n anroMUHHEROI
doneru ¢ TepMOCBapUBaEMbIM
JaKOBBIM TOKPBITHEM Ha
3amnevaTsBAEMOI CTOPOHE.

[To 2 Gnucrepa ¢ uHCcTpYKUKEH NO
TIPUMEHEHHIO B nagyxy
KapTOHHYIO.

1\?(; Test/ TlokasaTeas 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 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. /

Tabnemru 2,5 m2

ITo 10 Tabnerok B crmpune N3 aNFOMUHUEBOMN
($ONBTH C MONIMATHIEHOM HHU3KOM IUIOTHOCTH
(TTOHTT) na 3are4aTsIBaeMOil CTOPOHE M
LIEe/TAKOBbIM TIOKPBITUEM HAa HApPYXHOM
CTOpOHE

WK

mo 10 Tabneroxk 6 6Gaucmepe U3
Tpexcnoitaoit  donern  (OITA/ANNIBX) u
AMOMHHHEBON doneru (c
TEPMOCBApUBAEMbIM JIaKOBBIM TIOKPLITUEM
Ha 3anedyaTblBaeMoil CTOpOHE.

Mo 2 crpunma wunmu mo 2 Onuctepa C
VUHCTPYKLIHE N0 NPUMEHEHUIO B MNa4YKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanwne: IlpoaykT coorBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product: Enam tablets 10 mg / Juam®, Taéaerku 10 mr

Batch No. / Cepus Ne : B2500312

Batch Size / O6bem cepun: 492 KG /492 KT

2002FP25000198

Analytical Report No. / AHasiuTH4eckmii or4yer No:

Date of Analysis / lata ananuza: 31-01-2025

Date of Manufacture / Iata npoussoacrea: 01/2025

Date of Expiry / Cpok roanoctu:  12/2027

18.01.2023 / m3m. Nel ot 18.01.2023)

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

Test/ IMokazaTean

Result / PesyabTat

Specification/ Hopma

Tabaemiu 5 me, 10 ve, 20 m2

[To 10 Tabnerok B cmpune U3 ATFOMUHHUEBOM
GONBTH ¢ TOMMATHUIIEHOM HU3KON TUTIOTHOCTH
(TTIOHIT) Ha 3amevaTeiBaeMOW CTOpOHE W
IUENTAKOBBIM IMOKPLITUEM Ha HapyXHOH
CTOpOHE

WIH

no 10 rabnerok @ Oaucmepe W3
TpexcnoitHoit doneru (OIMA/AN/TIBX) u
aIFOMHHUEBOH doneru c
TEPMOCBAPUBAEMBIM JIAKOBBIM TOKpPLITHEM
Ha 3are4yaTbliBaeMOH CTOpOHE.

1Mo 2,5,6,10 crpunog v o 2, 5, 6, 10
6nUCTEpOB C UHCTPYKLHMEH 10 IPUMEHEHHIO
B MTaYKy KapTOHHYIO.

11 | Labeling / Mapxuposka Complies as prescribed /
CootBeTcTByeT TpeGOBaHUSIM

According to ND /
B cootsetcTBuu ¢ HJJ

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu Temneparype He Boie 25 °C.

13 | Shelf life / Cpok roanocTy | 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.

* - TlpoBoauTcA NMPOM3BOANTEEM NMPH BHINYCKe NMEPHOXNYECKH: IS Kaxaoi 20-oif cepuu wid
He MeHee 1 pa3a B roa. [TokazaTenas MoxeT GBITL He BKIIHOYEH B cepTHGHUKAT aHAIU3A PUPMEL.

Remarks : The Product confirms to ND/

ITpumeuanne: IpoaykT cooTBeTcTBYET TpebosanuaM HJJ

Conclusion : APPROVED /
3axmodenue: OJOBPEHO
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