Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Enam tablets 5 mg / uam®, Tabaerku 5 mr

Batch No. / Cepus Ne ; B2402433

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

Analytical Report No. / AHaanTH4deckuii oTuer Ne:

2002FP24001874

Date of Analysis / laTa anannsa:

31-07-2024

Date of Manufacture / /lata npousBoactra: 07/2024

Date of Expiry / Cpok rognoctu: 06/2027

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

18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ loka3zaTenanb

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onncanue

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, KpyTible, Tnockue
TAbNETKH €O  CKOIIEHHBIMU
KpasMH, ¢ TucHennem "EMT" Ha
olHO# cropoHe U uudpoit "5" u
pasIenuTenbHO  pHUCKOil Ha
JpYToi CTOpOHE.

Ha nonepeuHoM pa3zpese snpo
6enoro ugera.

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. / bermble MM MouTH Oelible, KPYTIIBIE,
niockue  TabJIeTKM CO  CKOLIEHHBEIMHU
kpasmu, ¢ TucHeHmem "EMT" na onwoi
CTOpOHe U Ludpoil "5" u pasnenurensHoi
PVYICKO¥ Ha IpyToi CTOpOHE.

Ha nonepewHoM paspese A1po 6esroro wim
noury 6enoro usera.

2 | Identification /
IoanuHHOCTE
1. By HPLC / BOXX

2.By TLC/TCX

Complies as prescribed /
CooTBeTCTBYET

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
yIepKUBaHUS  OCHOBHOIO  TNHKa  Ha
XpOMarorpaMme  HCTIBITYEMOTO  pacTBOpa
TOTDKHO COOTBETCTBORATH BpPEMEHN
yIOepKMBaHUS  THMKa  dHamanpuna  Ha
XpoMaTorpaMMe CTaHOapTHOTO pacTBOpa
(pasnen «KomudgecTREHHOE OTpeTIeNnenven).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TATHO Ha
XpoMaTorpamMme HUCITBITYEMOTO  pacTsopa
JIOJIXKHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XpOMaToTpaMMe CTaHJapTHOTO pacTBoOpa.

3 | Uniformity of dosage
units / OaHopoaHOCTH

JA03MpOBaHHUS

2.8/2,8

Acceptance value (AV) should be not more
than 15.0. / Iloka3zartenb nprueMIEMOCTH
(AV) pomxen ObITHL He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykT cooTBeTcTBYET Tpebosanusm HJI

Conclusion : APPROVED /
3akaouenue: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Enam tablets 5 mg / Inam®, Tabuerkn 5 mMr

Batch No. / Cepus Ne : B2402433

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

Analytical Report No. / Anagurnueckuii oTuer No:

2002FP24001874

Date of Analysis / JaTa ananusa:

31-07-2024

Date of Manufacture / laTa nponsBoactea: 07/2024

Date of Expiry / Cpok roanoctn: 06/2027

Analysis performed according ND / Ananus nporegen no HI: TT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

S.

No. Test/ IToxazaTenn Result / PesyabTar Specification/ Hopma
4 | Dissolution / 98%, 98%, 100%, 97%, 104%, |Not less than 80 % (Q) of
PacTROpeHue 99% C,oHsN,05-C4H,O, (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) ConngzOs'C4H404
(oHamampuna wmajear) OT HOMWHAIEHOTO
conepxaHus uepes 30 MUH.
5 | Related substances / PoncTBeHHbIE NpHMecH
Enalaprilat / uananpunar | Not detected / He o6HapyskeHa Not more than 1.5 % / He Gonee 1,5 %
Enalapril diketopiperazine / | Not detected / He oGHapyskena Not more than 2.5 % / He 6oxnee 2,5 %
DHananpuna
IVKETONUIEpa3HH
Total impurities /
CymMa npuMeceit Not detected / He o6HapyxkeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KonuuecTeeHHOE 4,99 mg /4,99 mr From 4.5 mg to 5.5mg of
onpeae/ieHHe 99.7% / 99,7% C,oH»eN,05:C,H,0, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 4,5wMr 10 5,5 Mr CyyHyeN,0O5-C,H,04
(suananpuna Manear) B Tabnetke. (ot 90 %
J0 110 % oT HOMUHATILHOTO CoAepKaHus).
7 | Water / Boaa 0.6% /0,6% Not more than 6.0 % / He Goxnee 6,0 %
8 | Microbial limits* / Mukpo6uonornyeckast 4ucrora*

a) Total aerobic microbial
count / Obuee vncio
a3pOOHBIX
MUKPOOPraHu3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts
and mould count / O6wee
YUCIO APOXIKEBBIX U
TUTECHEBBIX TPHOOB

Not Applicable

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

¢) E. coli

Not Applicable

Shall be absentin 1 g/
JIOMKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Mpumeuanue: [Mponykr coorBeTcTByeT TpeboBanusm HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Enam tablets 5 mg / Yuam®, Ta6ineTku 5 mr

Batch No. / Cepust Ne : B2402433

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

Analytical Report No. / Ananutudeckuii otuet Ne:
2002FP24001874

Date of Analysis / JaTa ananusa: 31-07-2024

Date of Manufacture / lata npoussoacTea: 07/2024

Date of Expiry / Cpok rognoctu: 06/2027

Analysis performed according ND / Ananu3s nposeaen no H/I: TT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S.
No.

Test/ IlokasaTean Result / PesyabTaTt

Specification/ Hopma

9 | Subdivision of tablets /

JAeJIeHHH TabJieToK CooTtBeTcTBYET

Onxopoanocts 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.
/

TabneTK COOTBETCTBYIOT TpeOOBAHWUAM,
ecnmn  He Oomee 1 eawHMYHas Macca
oTKJIOHSeTcs 3a npeaensl 85 % - 115 % or
cpeaHeit MacCBhl. Tabnetkn HE
COOTBETCTBYIOT TpeOOBaHWAM, eclu Ooree
yeMm | MHAMBUIYyaNbHAs Macca OTKIIOHAETCS
OT 3TUX TmpejenoB Wi, ecnu 1
WHIVBHAyaNbHas Macca OTKIIOHSeTCS 3a
nipenensl 75 % - 125 % ot cpeliHeit MacChl.

Remarks : The Product confirms to ND/
Ipumeuanmne: ITpoaykr coorBeTcTBYET TpeboBaHusam HJ{

Conclusion : APPROVED/
3akaouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 5 mg / Suam®, Tabnerku 5 Mr

Batch No. / Cepust Ne : B2402433

Batch Size / Oonem cepuu: 492 KG /492 KI'

Analytical Report No. / Anaautudeckmii otuet No:

2002FP24001874

Date of Analysis / {laTa anannza:

31-07-2024

Date of Manufacture / laTa npoussoacrea: 07/2024

Date of Expiry / Cpok rogsocru: 06/2027

Analysis performed according ND / Auaaus nposenen no H/I: TTI N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

S

: Test/ IokazaTein
No.

Result / PesyabTaT

Specification/ Hopma

10 | Package / Ynakoeka

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. /

ITo 10 rabnetok ¢ Orucmepe W3
TPEXCNOWHOM tbonsru
(OITA/An/TIBX) u anmtoMuHnesoii
donbrn ¢ TepMoCBapuBaeMbIM
JTAKOBBIM MOKPBITHEM Ha
3arevaTsIBaeMoi CTOpOHE.

ITo 2 6nuctepa ¢ MHCTPYKLMEH 1O
IPUMEHEHWIO B navuKy
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/A1/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. /

Tabremxu 2,5 m2

ITo 10 TabneTok B crmpune U3 aNOMUHUEBOM
HhONBLIY ¢ MONUITUIIEHOM HU3KOH TISIOTHOCTH
(TI3HIT) na 3anedaThiBAEMON CTOPOHE W
[IeJUTAKOBbIM TTOKPBITHEM Ha HapyXHOH
CTOpOHE

AlA

no 10 Tabnetok 8 Onucmepe W3
Tpexcnoitnoit ¢donern (OTTA/An/TIBX) w
aNOMUHHAEBOH ¢donbru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TIOKPBITHEM
Ha 3arevaTsIBAEMOH CTOPOHE.

[lo 2 crpuna wnu no 2 6nucrepa c
MHCTpyKUMell 1o TNpHMEHEHUI0 B Mauky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanue: Ilpoaykt coorBercTByeT TpeboBaHusm HJI

Conclusion : APPROVED/
3akmodyenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Enam tablets S mg / uam®, ta6aerkn 5 mr
Batch No. / Cepusi Ne : B2402433 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / Anaautudeckmii otyeTt No: Date of Analysis / JaTa anaqnza: 31-07-2024
2002FP24001874
Date of Manufacture / /lata npousesoactsa: 07/2024 Date of Expiry / Cpok roanoctu: 06/2027

Analysis performed according ND / Anaaus nposeaen mo H/I: TT1 N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

NS('). Test/ IlokazaTean Result / PesyabTaT Specification/ Hopma
Tabnremxu 5 me, 10 m2, 20 me
[To 10 TabneTok B cmpune W3 ANFOMUHAEBOH
(boNbry ¢ NONMITUNEHOM HU3KOH MIOTHOCTH
(TIBHIT) na 3amedaTeiBacMOW CTOpPOHE W
IeJJIAKOBEIM  MTOKPBITHEM HAa  HapyXHOI
CTOpOHE
Wi
mo 10 Tabnetrok 6 Onucmepe W3
Tpexcrnoiiroit ¢oneru (OTTA/ARNTIBX) n
ANIOMUHKUEBON donbru c
TEPMOCBAPUBAEMBbIM NTAKOBBIM TTOKPBITUEM
Ha 3areYaThIBAeMON CTOPOHE.
TTo 2, 5, 6, 10 cTpumoe wnu 1o 2, 5, 6, 10
OnrCTEpOB ¢ UHCTPYKLUMEH MO MPUMEHEHUIO
B MIAYKY KAPTOHHYIO.

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

CooTBeTCTBYET TPEOOBAHUSAM B cootercTtBnu ¢ HJ{
12 | Storage conditions / At temperature below 25 °C. / TTpn TeMneparype He Boiie 25 °C.
Xpanenune
13 | Shelf life / Cpok rognoctu | 3 years /3 roxa

* - 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.

* - TIpoBoauTcst TIPOM3BOAMTENIEM TPH BBLINYCKe MepHOAHYECKH: s kaxaoil 20-oii cepum uiu
He MeHee 1 pa3a B roa. [oka3aTeab MoxeT OLITH He BKIIIOUEH B cepTUHUKAT aHAIN3a PUPMEL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuaunne: IlponykT cooTBeTcTRYET TpeboBaHusm HJJ 3akaouenune: OJIOGPEHO
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