Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAITU3A

[Product: Enam tablets 10 mg / Juam®, tabsaerkn 10 mr

Batch No. / Cepusi Ne : B2401792

Batch Size /_061>eM cepuu: 492 KG/ 492 KI"

Analytical Report No. / ABaanTHYecKHii oT4eT Ne: Date of Analysis / Jlata anannza: 11-06-2024
2002FP24001400
Date of Manufacture / lata npousBoacrra: 05/2024 Date of Expiry / Cpoxk roanocrn: 04/2027

Analysis performed according ND / Anam3 nposeged no HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ IlokasareJn

Result / PesyabTat

Specification/ Hopma

1 | Description / Onuncanune

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, Kpyrible, IOCKHE
TabJeTKH €O CKOIIEHHBIMM
Kpasmu, ¢ TvcHennem "EMT" na
omHOM cTopoHe W uudpoit "10" u
pa3sfe/IUTENIbHOM  pUCKOM  Ha
IpYTOi CTOPOHE.

Ha monepeuHoM paspeze sapo
Oesioro upera.

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. / Benbie una noutn Genble, Kpyrible,
iockue  Tab/IeTKH €O CKOLIEHHBIMU
Kkpasmu, ¢ TucHeHneM "EMT" wua opmoit
cropoHe U mudpoit "10" u pazgenurensHON
PHCKOH Ha Jpyroi cTopoHe.

Ha monepeunHoM pazpese fapo Oenoro wim
noutu Genoro UBeTa.

2 | Identification /
MogmuuocTs
1. By HPLC / BDXX

2. By TLC / TCX

Complies as prescribed /
CooTeeTcTBYET

Complies as prescribed /
CootBercTByeT

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
YAEpXKHBAHMUS ~ OCHOBHOTO  IMKa  Ha
XpOMATOrpaMMe  MCIBITYEMOro  pacTBoOpa
JOJKHO COOTBETCTBOBATh BpEMEHH
YASp)KHBAaHUS ~ TWKA  JHajanpwia  Ha
XpOMAaTOrpaMMe CTaHJAPTHOrO  pacTBOpa
(pazgen «Konu4ecTBCHHOE OTIPEIENIEHUEY).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE MATHO Ha
XPOMATOrpaMMe  MCIMbITYEMOro  pacTBOpa
JIOSDKHO COOTBETCTBOBATh OCHOBHOMY MATHY
Ha XpoMaTorpaMmMe CTaHIapTHOI'O pacTBopa.

3 | Uniformity of dosage
units / OaHopoaHOCTH

27127

Acceptance value (AV) should be not more
than 15.0. / IlokazaTtens npueMaeMoCcTi
(AV) nomxeH 6biTh He Oonee 15,0.

J03HPOBAHHSA
4 | Dissolution / 98%, 98%, 97%, Not less than 80 % (Q) of
PacrBopenne 100%, 100%, 97% Cy0H2sN,05:C4H 04 (Enalapril Maleate) of

the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205'C4H4O4
(PHananpuia MalleaT) OT HOMHHAJIbHOTO
cofepxxanus yepes 30 MUH.

Remarks : The Product confirms to ND/
ITpumeuanne: [Ipoaykr cooteercTeyer Tpebosanusm HJI

Conclusion : APPROVED /
3axiarouenue: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHASTU3A
Product: Enam tablets 10 mg / 3nam®, tabaerkn 10 mr
Batch No. / Cepns Ne : B2401792 __|Batch Size / O6nem cepuu: 492 KG /492 KI°
Analytical Report No./ Apanurnvecknii or4er Ne: Date of Analysis / JaTa anaamnsza: 11-06-2024
2002FP24001400
Date of Manufacture / Jlata npousBoacrea: 05/2024 Date of Expiry / Cpok rogunocru:  04/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananns nposeaen no HJI: I1 N014189/01-271021 (amend. Nel from

Test/ IlokazaTenn Result / Pe3yabTar

Specification/ Hopma

5 | Related substances / PogcTBeHHbIe IPpHMeECH

Enalaprilat / 9nananpunar | Not detected / He obHapy»ceHa

Enalapril diketopiperazine / | Vot detected / He oGHapysKeHa

OHanarnpuia
JVKETONNIEPa3uH

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

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

Total impurities /

Cymma npumeceit Not detected / He oOHapy»xeHa | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/KonmnyecTBeHHOE 9.9 mg /9,9 mr From 9.0 mg to 11.0 mg of
onpeaejeHue 98.7% / 98,7% CyH2sN,O5-C4H40,4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 MI" A0 11,0 Mr C20H28N205‘C4H4O4
(aHananpwia maneat) B Tabnerke. (ot 90 %
J0 110 % oT HOMUHATBHOTO CONEPIKAHUS).
7 | Water / Boaa 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / Mukpo6Honoradeckast H4McToTa*

and mould count / Obuiee
UHCIIO OPOACKEBBIX U
TIJIECHEBBIX TPrOOB

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g/
count / Ob1iee 4ncio He 6onee 1000 KOE/r
aspoOHbIX

MHKPOOPTaHU3MOB

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

He 6onee 100 KOE/r

¢) E. coli Not Applicable

Shall be absentin 1 g/
JloymkHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr coorBeTcTBYeT TpeboBaHuam HJT

Conclusion : APPROVED /
3axawuenne; OJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Suam®, Taénerku 10 mr

Batch No. / Cepust Ne : B2401792

Batch Size / O6sem cepnu: 492 KG /4_9__2 KT

Analytical Report No. / Anannrauecknit oruet No:
2002FP24001400

Date of Analysis / Jlata ananmza:  11-06-2024

Date of Manufacture / JTara npousBoxcta:  05/2024

Date of Expiry / Cpok rognocrn: 04/2027

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Anann3 nposenen no HJI: IT N014189/01-271021 (amend. Nel from

Test/ ITokazarenn Result / PesyabTaTt

Specification/ Hopma

9 | Subdivision of tablets /
Onnopoanocts mace mpu | Complies as prescribed /
JefieHHH TabJIeToK CooTtseTcTRYET

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 TpeGoBaHMAM,
ecni He Oomee 1 enuHUYHas Macca
OTKIJIOHsSIeTcst 3a npenensl 85 % - 115 % or
cpenHei Macchl. Tabnerkn He
COOTBETCTBYIOT TpeOOBaHMAM, eciu Gosee
yeM | unaMBUAYyaibHAS Macca OTKIOHAETCS
OT 93TUX IPEAeJOB  UIIN, ecJIn 1
WHIWBUIYyabHAs Macca OTKIIOHAETCA 3a
npenenbl 75 % - 125 % ot cpeaHeii macehl,

Remarks : The Product confirms to ND/
IIpumeuanne: llpoaykr cootBeTcTBYET Tpeboanusam HJI

Conclusion : APPROVED /
Sakmwuenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTN3A

_i’roduct: Enam tablets 10 mg / Inam®, Tabnerxn 10 mr

Batch No. / Cepnst Ne : B2401792

Batch Size / O6bem cepnm: 492 KG /497 KT

2002FP24001400

Analytical Report No. / Avanutnaecknii oruer Ne:

Date of Analysis / Jlata anannsa:

11-06-2024

Date of Manufacture / lata npoussoactsa: 05/2024

Date of Expiry / Cpok rognocru: 04/2027

Analysis performed according ND / Auains nposenen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel or 18.01.2023)

Test/ Iloka3zaTenn
No.

Result / PesyasTar

Specification/ Hopma

10 | Package / YnakoBka

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 Tabnetox & Oaucmepe U3
TpexcioiHoit dosru
(OITA/An/IIBX) v antoMUHUEBOH
GoJBrH ¢ TepMOCBAPUBAEMBIM
JIaKOBBIM HOKPBITUEM Ha
3aneyaThIBAEMOH CTOPOHE.

[lo 2 6ucrepa ¢ HHCTPYKUMEH 10
NPUMEHEHHIO B navky
KapTOHHYIO.

10 tablets in Aluminum s#vip 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/AL/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. /

Tabnemru 2,5 m2

ITo 10 Tabnetok B cmpune 13 antOMUHUEBOH
($hosBrY ¢ MONMUITUIEHOM HU3KOM MIOTHOCTH
(IT3HIT) na 3aneyaTbiBAGMOl CTOpPOHE U
IIIeJUTAKOBBIM  MOKPBITHEM Ha Hapy»KHOI
CTOpOHE

W

mo 10 rtabneroxk ¢ Oaucmepe U3
Tpexcionoit doneru (OIIA/AN/TIBX) u
ATIOMUHUEBOM ¢oneru c
TEPMOCBAPHBACMBIM JIAKOBbIM TTOKPBITHEM
Ha 3aneyaThIBaeMO CTOPOHE.

[Tlo 2 crpuna wm mno 2 OGauctepa ¢
MHCTPYKUME MO TNPHMEHCHHIO B M1auky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Tpumeuanue: [Tpoaykr coorercTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A
Product: Enam tablets 10 mg / Inam®, ta6nerku 10 mr
Batch No. / Cepust Ne : B2401792 Batch Size / O6bem cepun: 492 KG /492 KI'
Analytical Report No. / AHannTHYeckHii oT4eT No: Date of Analysis / Jlata anamusa:  11-06-2024
2002FP24001400
Date of Manufacture / Iata nponssoacrea: 05/2024 Date of Expiry / Cpok rognocra:  04/2027
Analysis performed according ND / Ananns nposeges mo HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)
1\?(;‘ Test/ ITokazaTean Result / PesyabTar Specification/ Hopma
Tabaenicu 5 vz, 10 ve, 20 2
ITo 10 TabneTox B cmpune W3 antOMUMHHUEBOMH
(hOITHIH ¢ TIOMUATUIIEHOM HURKOH 1IIIOTHOCTH
(IISHII) Ba 3amevaTeIBaeMOH cTopoHe U
IIEJUIAKOBBIM ~ [TOKPHITHEM Ha  Hapy KHOM
cTOpOoHE
WY
no 10 Tabnerok 6 Ouaucmepe w3
TpexcnoiiHoit  donera  (OITA/An/TIBX) wu
AIFOMHHUEBOM donwru c
TEPMOCBAPHBAEMBIM JTAKOBBIM  TTOKPLITHEM
Ha 3ane4yaThiBa€MOMN CTOpOHE.
Ilo 2, 5, 6, 10 cTpunos mnu no 2, 5, 6, 10
GAKMCTEPOB € UHCTPYKLUEH 110 IPUMEHEHUIO
B IIauKy KapTOHHYIO.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TPeOOBAHUAM B cootsetrcreuu ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / T1pu Temmneparype He Bbime 25 °C.
Xpanenne
13 | Shelflife / Cpok rognocru | 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.

* - IIpoBOAUTCH MPOU3BOANTEIEM IIPH BbINycKe MepHogHYecKn: AJa Kaxaoi 20-oi cepun nin

se menee 1 pasa B roa. Iloxasaresnp MoxeT ObITh He BKJIIOYeH B CePTHQHKAT aHAIH3A GHUPMBL.

Remarks : The Product confirms to ND/

Hpumeuanme: [Ipoayxr coorsercTByer Tpeboranusm HJI

Conclusion : APPROVED /
3aknouyenue: OJOBPEHO
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Uncontrolled Copy
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