Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Enam tablets 5 mg / Duam®, Tabuerku 5 mMr

Batch No. / Cepusa Ne : B2403615

Batch S

ize / O6nem cepun: 492 KG /492 KI'

Analytical Report No. / AHaauTH4eckuii oT4uer No:

2002FP24002738

Date of

Analysis / lata ananusa: 13-11-2024

Date of Manufacture / [laTa npou3BoicTBa:

10/2024 Date of

Expiry / Cpok rognocru:  09/2027

Analysis performed according ND / Anaau3s mposenen no HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ Iloxkazarenn

Result / PesynbTat

Specification/ Hopma

1 | Description / Onmucanue

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. / Benwle, KpyTIble, IUIOCKHE
TabneTkm €O  CKOIIEHHBIMU
KpasmH, ¢ TucHenneMm "EMT" Ha
onHOH cTopoHe u muppor "5" u
pasmenuTenbHOH  PUCKOH  Ha
Ipyroi CTOpoHe.

Ha nomepeutom paspese Aapo
6enoro nBera.

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. / Benvie unu oyt Oelnble, KPyTIIbie,
Wiockue  Tabnerkd cO  CKOIIEHHBIMH
kpaiMu, ¢ THcHenHeM "EMT" nHa onHoii
cropoHe W uudpor "5" w pasgenuTensHON
PHUCKOM Ha IpyTo# CTOPOHE.

Ha moricpedHoM paspese sapo Oermoro Wity
roytH 6€N0ro 1BETa.

2 | Identification /
TloxuHHOCTE
1. By HPLC / BOXKX

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
VIEPXUBaHHS  OCHOBHOrO  TNHKa  Ha
XpoMaTorpaMMe HCIEITYyEMOTO PacTBOpa
JOIDKHO COOTBETCTBOBATE BpPEMEHU
yIep:KHBaHHS INHKa DHalaOpuiaa  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa
(paspen «KonudecTBeHHOE OTIpEACeTCHHE ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TATHO Ha
XpOMATorpaMMe MCIBITYEMOTO  pacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY
Ha XpOMAaTOrpaMMe CTaHAapTHOTO PacTBOpA.

3 | Uniformity of dosage
units / OnHopoaHOCTL
A03UPOBAHUS

6.3/6,3

Acceptance value (AV) should be not more
than 15.0. / IToxa3arens NpUeMIEMOCTH
(AV) momxen 6uiTh He Homee 15.0.

Remarks : The Product confirms to ND/
IIpumevanmne: IpoaykT cooTreTcTBYET Tpeboraunsam HJT

Conclusion : APPROVED /
3akmarouyenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncantrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

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

Batch No. / Cepust Ne : B2403615

Batch Size / O6bem cepun: 492 KG /492 KT

Analytical Report No. / Ananutuyecknii ot4er Ne:

Date of Analysis / [IaTa anannsa: 13-11-2024

2002FP24002738

Date of Manufacture / lata npou3BoacTBa:

10/2024

Date of Expiry / Cpok rogHocTH:

09/2027

Analysis performed according ND / Ananus npoeenen no H/: TI N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

S

) Test/ IlokazaTean
No.

Result / PesyabTar

Specification/ Hopma

4 | Dissolution /
PacTBOpenue

97%, 97%, 97%,
87%, 100%, 97%

Not less than 80 % (Q) of
C,oH2sN;>05-C4H40, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205‘C4H4O4
(sHamanpmia ManeaT) OT HOMHHAIBHOTO
conepxanus yepe3 30 MuH.

5 | Related substances / PoacTBeHHBIE TPHMeECH

Enalaprilat / Drananpunat

Enalapril diketopiperazine /
OHaranpwna
JIMKETONHIIEPazHH

Not detected / He 0OHapyxeHa

Not detected / He oOHapyxeHa

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

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

Total impurities /
CymMma npumeceit

Not detected / He oOHapykeHa

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

6 | Assay/KoanuecTBennoe
onpeaeicHne

5.00 mg /5,00 mr
100.0% / 100,0%

From 4.5mg to 55mg of
CnoH;aN;Oﬁ'C4H404 (Enalapnl Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 4,5 MI' 10 5,5 Mr CgnggNgOs‘C4H404
(3Hananpuna manear) B Tabnerke. (oT 90 %
10 110 % OT HOMHHATEHOTO COJCPXKAHMUS).

7 | Water / Boga

0.6% w/w / 0,6%

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

8 | Microbial limits* / Mukpoouoaorudeckas yucrora*

a) Total aerobic microbial
count / O6mee 9ucmo
a’po6HEBIX
MHKPOOPTaHH3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts
and mould count / O6uee
YHCIIO OPOAIKEBELIX H
TIECHEBBIX TPHOOB

Not Applicable

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

c) E. coli

Not Applicable

Shall be absentin 1 g/
JlomxkHEI 0TCYTCTBOBAaTE B 1 T

Remarks : The Product confirms to ND/
TIpumeuanme: IIpoaykT cooTBeTcTBYET TpeGoBauusm HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Page 2 of 6

Printed Date & Time (I1ST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Duam®, Ta6aerku 5 mr

Batch No. / Cepust Ne : B2403615

Batch Size / O6nem cepun: 492 KG /492 KT

Analytical Report No. / AHaauTH4eckuii orger No:

2002FP24002738

Date of Analysis / [lata ananusza: 13-11-2024

Date of Manufacture / JlaTa npou3BoJcTBa:

10/2024 Date of Expiry / Cpox rognoct:  09/2027

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

18.01.2023 / u3m. Nel ot 18.01.2023)

S.

Test/ IlokazaTenn
No.

Result / PesyanTat

Specification/ Hopma

9 | Subdivision of tablets /

OnpHopogHocTh Mace mpu | Complies as prescribed /
JieJIEHUH 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.
/

TabneTkH COOTBETCTBYIOT TpeOOBaHMAM,
ecit He Oomee 1 eaWHHW9HAs Macca
OTKIIOHsieTes 3a mpenenst 85 % - 115 % ot
cpenHei MACCHI. Tabnetku HE
COOTBETCTBYIOT TpeOOBaHMAM, eciu Oonee
yeM | WHOVBHAyaITbHas Macca OTKIOHAETCS
OT O3THX TpemenoB wmw, ecmd |
HHAMBHIyallbHas Macca OTKIOHAETCA 33
nipemensl 75 % - 125 % ot cpeaneit Maccel.

Remarks : The Product confirms to ND/

TTpumeuanme: [Ipoaykr coorseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmrouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 3 of 6

Printed Date & Time (IST): 13-11-2024 21:39:50




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam tablets 5 mg / Yuam®, TaéJietkn 5§ mr

Batch No. / Cepus Ne : B2403615

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

Analytical Report No. / Ananutnyeckuii oruer No:

2002FP24002738

Date of Analysis / lata ananu3za: 13-11-2024

Date of Manufacture / /laTa npou3soacTBa:

10/2024

Date of Expiry / Cpok roqnocru:

09/2027

Analysis performed according ND / Ananus nposeaen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S.
No.

Test/ Iloxa3zaTensn

Result / PezyanTar

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  blisters and patient
information leaflet in a carton
pack. /

Ilo 10 tabmetok & Gaucmepe u3
TPEXCIOHHOH donsru
(OTTA/An/TIBX) ¥ aloMHHHEBOM
GonmsrM ¢ TEPMOCBApPUBAEMBIM
JIAKOBBIM HOKPBITHEM Ha
3ale4aThIBAEMOM CTOPOHE.

Mo 2 6nucTepa ¢ HHCTPYKUHMEH MO
NIPMMEHEHHUIO B mavyKy
KapTOHHYIO.

Tablets 2.5 mg

10 tablets in Aluminum s#rip 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 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. /

Tabaeniku 2,5 me

ITo 10 Tabnerok B cmpune U3 ATIOMUHHEBOK
(GOINBTH ¢ MONMAITHICHOM HM3KOW MIOTHOCTH
(TI2HII) wa 3amedaTsIBAEMOH CTOPOHE U
[IEJTAKOBBIM IIOKPEITHEM Ha HapyXKHOH

CTOpOHE
unu
mo 10 Tabnerox & Onucmepe w3

Tpexcioiroi  ¢onsru  (OITA/An/TIBX) wu
ATFOMHUHHEBOH doneru c
TEpPMOCBapHBAEMEIM JIaKOBBIM IHOKPEITHEM
Ha 3al1e4aThIBAEMO CTOPOHE.

o 2 crpuma wmu mo 2 Onucrepa c
HHCTPYKUHEH M0 HPHMEHEHHIO B TAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
TIpumeuanue: [IpogykT cooTBeTcTBYET TpebosanusM HJI

Conclusion : APPROVED /
3axuouenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar
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Printed Date & Time (IST):

13-11-2024 21:39:50




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 5 mg / Yuam®, tabuerku § mr

Batch No. / Cepusi Ne : B2403615

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

Analytical Report No. / Ananutuuecknit otaer Ne: Date of Analysis / lata anannsa: 13-11-2024

2002FP24002738

Date of Manufacture / laTa npou3BoacTBa:

10/2024 Date of Expiry / Cpok roasoctn:  09/2027

Analysis performed according ND / Anasm3s nporeaen no HJI: IT N014189/01-271021 (amend. Nel from

18.01.2023 / u3m. Nel ot 18.01.2023)

1\?(;. Test/ IlokazaTens Result / Pe3yabTaT Specification/ Hopma
Tataemu 5 me, 10 ve, 20 m2
ITo 10 Tabnetok B cmpune U3 allOMUHUECBOH
(GOJIBTH ¢ MONUITHIECHOM HU3KOH TITOTHOCTH
(II5HII) Ha 3ameyaTHIBAEMOH CTOPOHE H
MIEJUTAKOBBIM TMOKPEITHEM Ha HapyXHO#
CTOpOHE
N
mo 10 Tabnmerok ¢ OGaucmepe M3
TpexcioiHoit  donern  (OITA/An/TIBX) wu
ANFOMHHUEBOHN ¢donsru c
TEPMOCBAPUBAEMBIM IJTAKOBBIM TOKPBITHEM
Ha 3ame4aTEIBaeMOoii CTOpOHE.
Ilo 2, 5, 6, 10 crpunos unm 1o 2, 5, 6, 10
GIMCTEPOB ¢ MHCTPYKUHEH O MPUMEHEHHIO
B Ta4Ky KapTOHHYIO.

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

CooTBeTCTBYET TpeOOBaHUAM B cootBetcTBHE ¢ H]]
12 | Storage conditions / At temperature below 25 °C. / ITpu temuepatype He Beime 25 °C.
Xpanenue
13 | Shelflife / Cpok roagnoctu | 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.

* - TlpoBoaMTCH NPOM3BONMTENEM NPH BbLUNYCKe MepHOIHHYecKH: ANA Kaxaoit 20-oii cepum win
He MeHee 1 pa3a & rox. ITokasarens MoxkeT ObITH He BKIIOYEH B cepTHHHUKAT aHaM3a GUPMEL.

)

Remarks : The Product confirms to ND/

TIpumeuanue: TIpoxykT cooTBeTcTBYET TpeboBanmaMm HJI 3axmouenne: OJJIOBPEHO

Conclusion : APPROVED /

WI-GLOB-QA-0669-2.0
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