Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJTN3A

Product: Enam tablets 10 mg / Onam®, raduerku 10 mr

Batch No. / Cepusi Ne : B2302801

Batch Size / O6bem cepuu: 492.000 KG /
492.000 KI'

2002FP23002064

Analytical Report No./ Anannradeckuii oruer Ne:

Date of Analysis / Jlata anaimsa: 31-08-2023

Date of Manufacture / /lata nponsBoacTsa:

08/2023

Date of Expiry / Cpok rognoctu:

07/2026

Analysis performed according ND / Anasnn3 nposenen mo HJ: IT N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel or 18.01.2023)

S.

Test/ IlokaszaTeanb
No.

Result / PesyabTar

Specification/ Hopma

1 | Description / Onucanne

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, kpyrnble, miockue
Tabnerkn co CKOLLIEHHBIMH
kpasmu, ¢ TucHenuem "EMT" na
OIHOM cTopone U 1udpoit "10" u
pa3enuTeIbHOM  pUCKOM  Ha
PYroi CTOpoHE.

Ha nonepeyHoM paspese sapo
fenoro Lpera.

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 wnu nouru Genbie, kpyrbie,
naockue  TabaeTkn  CO  CKOUIEHHbIMU
Kpasmu, ¢ ThcHeHnem "EMT" wa opHoi
croposre ¥ uudpoit "10" u pasgenurensuoi
PHUCKOM Ha Opyroi cTOpoHe.

Ha nonepeusom paspese sapo 6efnoro uim
nout 6enoro ugeTa.

2 | Identification /
ITopuuHOCTH
1. By HPLC / BOXKX

2. By TLC / TCX

Complies as prescribed /
CootBercrByer

Complics as prescribed /
CootBercTBYCT

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
YACpKHUBAHHA OCIIOBIIOI'O ITHKa Ha
XpoMarorpaMMe MCIIBITYyEMOIO  pacTBOpa
JOJI2KHO COOTBETCTBOBATH BpEeMCHHU
YACPHKHUBAHUA nUKa SHajlanpuna Ha
XpOMarorpaMMe  CTaHAapTHOro  pacTBopa
(pa3men «KonuiecTBEHHOE OIIpEIEIICHHE) ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOe TMATHO Ha
XpOMAaTOrpaMMe  MCIMBLITYEMOrO  PacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IISITHY
Ha XpOMaTorpamMmMe CTaHAapTHOTO pacTBOpa.

3 | Uniformity of dosage
units / OaHOPOAHOCTD

29729

Acceptance value (AV) should be not more
than 15.0. / Tokaszarent npremMaemMocTn

J03MPOBAHHSA (AV) momken 651Th He Gonee 15.0.
4 | Dissolution / 99%, 98%, 98%, 97%,97%,98% | Not less than 80 % (Q) of
PacrBopenne CooHxN,Os-C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205'C4H4O4
(3Hanmampriia MajeaT) OT HOMHUHAJIBHOTO
conepaanus yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanune: ITpoaykr coorBercTBYET TpebOBaHHUsM H]L

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANTU3A

Product: Enam tablets 10 mg / Duam®, radaerku 10 mr

Batch No./ Cepua Ne : B2302801

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

Analytical Report No. / Ananurudeckuii oruer Ne:
2002FP23002064

Date of Analysis / lara anaauza: 31-08-2023

Date of Manufacture / IaTa npon3BojcTBa:

08/2023

Date of Expiry / Cpox roguocrn:

07/2026

Analysis performed according ND / Anasus nposenen o HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / n3m. Nel ot 18.01.2023)

NS (’) Test/ HokazaTens Result / PesyabTat Specitication/ Hopma
5 | Related substances / PoncrBennbie npumMecu
Enalaprilat / Dnamanpunar | Not detected / ne o6Hapyxena Not more than 1.5 % / He 6oiree 1,5 %
Enalapril diketopiperazine / | Not detected / ie obnapyxkena Not more than 2.5 % / He Gonee 2.5 %
OHananpuna
AVKETONHIepasuH
Total impurities /
CyMMma npuMeceii Not detected / He o6Hapyxena | Not more than 3.0 % / He 6omnee 3,0 %.
6 | Assay / KonuuecrBeHHoe 9.9 mg /9,9 mMr From 9.0 mg to 11.0 mg of
onpejeeHHe 99.0% /99,0% CyoHN,05:C4H,O, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 9,0 MI™ IO 11,0 MT C20H23N205'C4H404
(sHananpuna Manear) B TabneTke. (or 90 %
1m0 110 % oT HOMUHAIIBHOI'O COMEPIKAHHS).
7 | Water / Boaa 0.6% wiw / 0,6% Not more than 6.0 % / He 6onee 6.0 %
8 | Microbial limits* / Muxpo6uonormueckas uucrora*®

a) Total aerobic microbial
count / O6ugee unciio
a3poOHBIX
MUKpPOOPTaHHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOEA

b) Total combined yeasts
and mould count / O6iee
HYUCJIO OPOFKIKEBLIX U
TUIECHEBLIX MPpHGOB

Not Applicable

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

e) I coli

Not Applicable

Shall be absentin 1 g/
JIOMKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykr coorBercTyeT Tpeboanusim HJL

Conclusion : APPROVED /
Saxarouenue: OJOBPEHO

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Enam tablets 10 mg / Duam®, Tadaerxn 10 mr

Batch No. / Cepus Ne : B2302801

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

2002FP23002064

Analytical Report No. / Ananuruueckuii oruer Ne:

Date of Analysis / Jlara anannza: 31-08-2023

Date of Manufacture / Jlara npoussogerna:  08/2023 Date of Expiry / Cpox roanoeru:  07/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Anasiu3 nposenen no HJI: TI N014189/01-271021 (amend. Nel from

S.

Test/ ITokaszaren
No.

Result / PesyanTar

Specification/ Hopma

9 | Subdivision of tablets /

Onunopoguocrs mace nipu | Complies as prescribed /
AeJIeHHH TabJIeToK CooTBeTcTBYET

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.
/

TabmeTk COOTBETCTBYIOT TpeOOBaHMAM,
ecnn He OGosee 1 emguHMuUHag wMacca
oTksonsercs 3a npeaenst 85 % - 115 % or
cpenHeh macchl. TabneTkn He
COOTBETCTBYIOT TpeGoBaHUAM, eciu Oosiee
yeM | MEIUBMOyaJIbHAS Macca OTKIIOHSETCS
OT OSTHUX TpefesNioB WiH, ecimu |
WHAMBH/yallbHas Macca OTKJIOHSETC 33
npenenst 75 % - 125 % ot cpenHeii maccesi.

Remarks : The Product confirms to ND/

Ipumeuanne: [poaykr coorsercrayeT Tpebosanusam HIL

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A

Product: Enam tablets 10 mg / Duam®, Taéaerxu 10 mr

Batch No. / Cepust Ne : B2302801

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

2002FP23002064

Analytical Report No./ Anaantayeckuii oruer Ne:

Date of Analysis / lara ananuaza: 31-08-2023

Date of Manufacture / /laTa nponsBojcrai:

08/2023

Date of Expiry / Cpok roanoers:

07/2026

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

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

ITo 10 Tabnerox & Gaucmepe wn3
TPEXCIOUHOH ¢oneru
(OIIA/An/I1BX) u amoMuHueBOil
¢onabrm ¢ TEPMOCBAPUBACMBIM
JIaKOBbIM NOKPbITUEM Ha
3arnevaThiBaeMoi CTOpOHe,

Mo 2 6nuctepa ¢ HHCTPYKIHEH TIO
IPUMEHEHHTO B nauKy
KapTOHHYIO.

NS(') Test/ Ilokazarens Result / PesyabTar Specification/ Hopma
10 | Package/ YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 tablets in Aluminum s#7ip 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.

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. /
Tutnenkcu 2.5 a2

Ilo 10 Tabnerok B cmpune U3 altOMUHUEBOM
(ONBLIY C MONMITUNEHOM HU3KOW [IOTHOCTH
(IT3HII) Ha 3amevyaTblBaeMOW CTOpOHE U
11EN/1AKOBLIM IIOKPLITHEM Ha  HAapy»KHOM
cTopoHe

WA

no 10 -rabnerox 6 Gaucmepe w3
TpexcnoiHon  donbru (OTTA/An/TIBX) wu
aIlOMHUHKEBOH doneru c
TEPMOCBAPUBAEMBIM JTAKOBBHIM TTOKPBLITHEM
Ha 3aIleyaThiBaeMO CTOpPOHE.

Ilo 2 crpuna wnu no 2 6auctepa c
MHCTPYKUWEH TO MPHUMEHEHUIO B Nauky

KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanue: TTpoaykr coorseTcTByeT Tpeboranusam HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHANIU3A

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

Batch No. / Cepun Ne : B2302801

Batch Size / O6bem cepuu: 492.000 KG /
492,000 KI'

2002FP23002064

Analytical Report No. / AuamuTudeckuii oTuer Ne:

Date of Analysis / lata ananuza: 31-08-2023

Date of Manufacture / {ata npoussoacraa: 08/2023

Date of Expiry / Cpok rognoctu:  07/2026

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Anaau3 nposenen mo IJI: IT N014189/01-271021 (amend. Nel from

S

. Test/ IoxazaTe/in
No.

Result / PesyasTaT

Specification/ Hopma

TuGnemeu S me, 10 me, 20 vz

ITo 10 Tabnerok B cmpune U3 aJltOMUHUEBOM
honbru ¢ NONUITUIEHOM HM3KOH ILIOTHOCTH
(IISHI1) Ha 3amedaThIBa€MOM CTOpPOHE H
IIIEJUTAKOBBIM ~ TIOKPEITHEM Ha  HapyKHOM
cTOpoHe

WK

no 10 rabnerox 6 Oaucmepe w3
Tpexcioitnoi  domeru  (OIIA/AW/IIBX) u
anOMHHHCBOM ¢donoru c
TEPMOCBAPUBACMbIM JIAKOBBIM [1OKPbITHEM
Ha 3aNe4aTbIBACMOM CTOPOHE,

Mo 2,5,6, 10 crpumoB win 1o 2, 5, 6, 10
GIMCTEPOB ¢ HHCTPYKIHEH 110 IPUMEHEHHIO
B Ia4Ky KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBercTByeT TpeOOBAHUIM

According to ND /
B cootsercTBuu ¢ H/J

12 | Storage conditions /
XpaHnenne

At temperature below 25 °C. / TTpu temneparype He Boiwue 25 °C.

13 | Shelflife / Cpox rognocTn | 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.

* - TIpoBoAMTCA MPOM3BOJAUTENEM MPH BBINYCKE NEPHOAHYECKH: MJIA Kaxaoi 20-0¥ cepuH HJIH

ne menee 1 pasa s rou. Iokasareins moxer 6bITh He BKIIOYEH B cepTHHKAT aHANM32 PUPMBL

Remarks : The Product confirms to ND/

IIprmeuanne: Tlpoaykr coorsercrayeT Tpebosanusam HJI

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO
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