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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Enam tablets 5 mg / 9uam®, TaGaerku S mr

Batch No. / Cepust Ne : B2302349

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

Analytical Report No. / Ananuru4eckmii otaer Ne:
2002FP23001894

Date of Analysis / /lata anamm3za: 11-08-2023

|Date of Manufacture / Jlara mpoussoacrsa:  07/2023

Date of Expiry / Cpok rognoct:  06/2026

Analysis performed according ND / Ananuns nposeaen nmo HJI: I N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

1\?('). Test/ IlokazaTesn Result / PesyapTat Specification/ Hopma
1 | Description / Onucanue White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on | edged tablets with "EMT" debossed on one
one side and number "5" and a | side and number "5" and a hreak line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benele, kpyrible, IIockHe | core. / benble wiy nout Genkle, Kpyriste,
TabeTKH €O CKOWEHHBLIMM | MIOCKUEe  TabNeTKHh CO  CKOWEHHLIMH
Kpasmu, ¢ TucHeHueM "EMT" Ha | kpasmu, ¢ TucHenueM "EMT" wna ommoit
OIOHOH cTopoHe M wUdpor "S" M | cropoHe U uUGpol "5" U paspenuTensHON
pas3jleNiMTeNIbHOM  PUCKOW  Ha | pUCKOH Ha ApYroH CTOpOHE.
JApYrod cTopoHe. Ha nonepeunom paspese sapo Genoro uau
Ha momepeuHoM paspese sapo | mouTH OGenoro Lpera.
Genoro 11BeTa.
2 | Identification / The retention time of the major peak in the
IopnanHHOCTH chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond with the retention time of
CootseTcTBYET Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
VAEpXHUBAaHUS  OCHOBHOTO  NHKa  Ha
XpoMaTorpaMMe HCMbITYeMOTO  pacTBopa
JOJDKHO COOTBETCTBOBATH BpPEMEHH
yOep)KMBaHMsS  THKa  DHAaJlanpwia  Ha
XpOMarorpaMMe CTaHJapTHOrO pacTBopa
(pasaen «KonuuecTBeHHOE ONpeac/eHUER).
£s i IEC) THEES Complies as prescribed / The principal spot in the chromatogram of
CooTeeTcTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcCHOBHOE TATHO Ha
XpOMATOrPaMMe HCIBITYEMOTO  pacTBOpa
JIOJDKHO ~ COOTBETCTBOBATh  OCHOBHOMY
MATHY HAa XpOMATorpaMMe CTaHAapTHOro
pacTBopa.
3 | Uniformity of dosage 32/32 Acceptance value (AV) should be not more
units / QquopoaHocTs than 15.0. / Iloka3arens npuemaeMocTu
JA03UPOBAHUSA (AV) nomxeH ObITh He Honee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET Tpeboranuam HJI

Conclusion : APPROVED /
3akmouenue: ONOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

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

Batch No. / Cepus Ne : B2302349

Batch Size / O6bem cepum: 492.000 K G/ |
492,000 KT

2002FP23001894

Analytical Report No./ AnajuTtuiecknit oryer Ne:

Date of Analysis / lara auaausa: 11-08-2023

Date of Manufacture / Jlata npomssoactsa:  07/2023

Date of Expiry / Cpox roanoctn:  06/2026

Analysis performed according ND / Anann3 nposegen mo H/I: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S.

Test/ IToxa3aTean
No.

Result / Pe3syabTar

Specification/ Hopma

4 | Dissolution /
PacTBopenue

96%, 97%, 99%, 99%, 98%, 98%

Not less than 80 % (Q) of
CyoHsN,05°C4H4O, (Enalapril Maleate) of
the  label  claim o 30 minutes. /
He wmenee 80 % (Q) C20H33N205'C4H404
(oHananpuna maneat) OT HOMUHANLHOrO
conepxanms yepes 30 MuH.

5 | Related substances / PogcTBeHHbIe IPHMeECH

Enalaprilat / Onananpunar

DHananpwia
JIMKETONMUNEPa3uH

Enalapril diketopiperazine /

Not detected / ne obnapyxeHa

Not detected / He obHapyxeHa

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

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

Total impurities /
CyMMa npumeceit

Not detected / He oGHapy>keHa

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

onpeseieHAe

6 | Assay/KoanuecTBeHnoe

4.97 mg /4,97 mr
99.5%/99,5%

From 4.5 mg to 5.5mg of
CyoHysN,05 C4H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 Mr go 5,5 Mr CyoHsN,05C4H,O4
(oHananpuna Maneat) B Tabnerke. (o1 90 %
10 110 % OoT HOMUHANBLHOTO COAEPKAHUSL).

7 | Water / Bona

0.7% wiw 1 0,7%

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

8 | Microbial limits* / Mukpo6uoornyeckasi YHCTOTA*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O61uee uncio He 6onee 1000 KOE/r
a’poOHBIX

MHKPOOPTaHU3MOB

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

YHCIIO IPOMOKEBBIX U

TUTECHEBBIX TPHOOB

¢) E. coli Not Applicable Shall be absent in 1 g/

JloJi>xHBI OTCYTCTBOBATL B 1 1

Remarks : The Product confirms to ND/
IIpumeuanue: Hponykr coorBercTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Sakawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUHPUKAT AHAJIN3A

Product: Enam tablets 5 mg / Inam®, Tabsaerku 5 Mr

Batch No. / Cepus Ne : B2302349

Batch Size / O6wem cepun: 492.000 K G/
492,000 KT

Analytical Report No. / Auanutuueckuii oraer Ne:
2002FP23001894

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

Date of Manufacture / Jlara npomzsojacrea:  07/2023

Date of Expiry / Cpox roanoctu:  06/2026

Analysis performed according ND / Ananns nposenen mo HJ/I: TI N014189/01-271021 (amend. Nel from

18.01.2023 / m3m. Nel ot 18.01.2023)

No.

Test/ Iloxa3zaresn Result / Pesyasrar

Specification/ Hopma

9 | Subdivision of tablets /

AeSeHUH '1a0J1e 10K Coursercrgyer

Opuopoaunocrs mace npu | Complies as prescribed /

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. /

TabneTku COOTBETCTBYIOT TpeOGOBAHHSIM,
ecii He Oomee 1 enMHW4YHagd Macca
OTKJIOHSeTCs 3a Tpeaensl 85 % - 115 % or
cpenHen MaccChbl. Tabnerku HE
COOTBETCTBYIOT TpeboBaHusM, eciu Gonee
yeM | MHOMBUAyaJbHAs Macca OTKIOHAETC
OT 3TUX TNpeaesioB  wiM, eciu |
MHAMBUAYAJbHAS Macca OTKJIOHAETCs 32
npenensl 75 % - 125 % oT cpenHei Macchl.

Remarks : The Product confirms to ND/

IIpumeuanue: ITponykr coorBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0 Page
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A

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

Batch No. / Cepun Ne : B2302349

Batch Size / O6bem cepun: 492.000 KG/
492,000 KT

Analytical Report No./ Anasiarndeckuif oraer Ne:

2002FP23001894

Date of Analysis / Jlara ananu3a: 11-08-2023

Date of Manufacture / Jlata npousrogerea:  07/2023

Date of Expiry / Cpok roanoern:  06/2026

Analysis performed according ND / Anann3 nposeaen mo HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / mam. Nel ot 18.01.2023)

S

X Test/ IloxazaTean
No.

Result / PesynsTar

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 Dblisters and patient
information leaflet in a carton
pack. /

Mo 10 Tabnerok 6 6nucmepe w3
TPEeXCIJIONHON dhonbru
(OITA/An/TIBX) 1 anioMUHHEBOK
doneru ¢  TepMOCBapHUBACMbIM
NaKoBbIM NOKPLITHEM Ha
3anevyarbiBaeMOi CTOpoHeE.

ITo 2 6nucrepa ¢ MHCTPYKLMEHN 110
MPUMEHEHUIO B navky
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/AV/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 s##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/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. /

Tadnemxu 2,5 me

ITo 10 TabneTox B cmpune U3 alllOMUHUEBON
¢onerd ¢ NONUITWIEHOM  HM3KOH
miorHocth ([IQHIT) wa 3anewarsiBaemoit
CTOpPOHE U ILUECIUIAKOBBIM IIOKPHITHEM Ha
HapyKHOM CTOPOHE

WIn

no 10 Tabnerox 6 Oaucmepe w3
Tpexcnonnoi domeru (OINA/An/IIBX) u
aTFOMHUHUEBOH donbrn c
TEPMOCBAPMBAEMbIM JIAKOBbIM MNOKPLITHEM
Ha 3aredyaThIBacMOoil CTOpPOHE.

Ilo 2 crpuna wm mo 2 OnMcrepa ¢
HHCTPYKUMEH MO NPUMEHEHHIO B TMAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanne: Ilpoaykt coorBercTBYET TpeboBanuam H/JI

Conclusion : APPROVED /
Zaknawuenue: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product: Enam tablets 5 mg / Onam®, TabsieTkn 5 mr

Batch No. / Cepus Ne : B2302349

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

Analytical Report No./ Anamatnueckuii oruer Ne:

2002FP23001894

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

Date of Manufacture / Jlara nponssoacrsa:  07/2023

Date of Expiry / Cpok rogaoctn: 06/2026

—

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

18.01.2023 / m3m. Nel ot 18.01.2023)

s,

Test/ IlokazaTean
No.

Result / PesyabTat

Specification/ Hopma

Tabnremxu 5 me, 10 m2, 20 m2

Ilo 10 TabneTok B crmpune w3 agroMUHUEBON
JUIbIM ¢ TIONMSTHICHUM  HM4KOMN
nmotaocth (ITDHIT) Ha 3ameuartniraemoit
CTOPOHE M ILE/IAKOBBIM TMOKPBLITUEM HA
HapyXHOM CTOpOHE

WU

no 10 Tabnerok 6 baucmepe w3
Tpexcioiinoit  donbru  (OITA/AN/TIBX) n
aJllOMHHHCBOM donbru c
TEePMOCBApPUBACMBIM JIAKOBBIM [OKPBITHEM
Ha 3are4yaTbiBaeMOi CTOPOHE.

[lo 2, 5, 6, 10 ctpunos uaun no 2, 5, 6, 10
OJIMCTEPOB ¢ MHCTPYKLMEH 10 TIPUMEHEHHIO
B 14Ky KapTOHHYIO.

11 | Labeling / MapxupoBka

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

According to ND /
B cooteercreuu ¢ HJ{

12 | Storage conditions /
XpaHenue

At temperature below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.

13 | Shelf life / Cpok roanocru

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.

* - IIpoBoauTcsl NMPOH3BOOUTENEM NPH BBINYCKe NePHOAHYECKH: AJA Kaxkaoi 20-oif cepuu HIH
He Mmenee 1 pa3a B roa. [Tokasareb MoKeT OBITH He BKJIIOYEH B cepTH(GHKAT aHA/IH3Aa PHPMBI.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpogykT coorBeTcTBYeT Tpebopanusam HJ[

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES
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