Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

i’lﬁl@ Enam tablets 20 mg / Quam®, Tadserkn 20 mr

Batch No. / Cepust Ne :  B2400835

Analytical Report No. / Ananutuyeckuii oruer Ne:
2002FP24000816

Batch Size / O0bem cepui: 540.000 KG /
540,000 KI' o
Date of Analysis / laTa ananmsa: 31-03-2024

Date of Manufacture / laTta npon3soacrsa:

03/2024

Date of Expiry / Cpox rosnocru: ()2/:’1_927

Analysis performed according ND / Anasmus nposeaen o HJI: I1 N014189/01-271021 (amend. Nel from
118.01.2023 / n3m. Nel or 18.01.2023)

l\?(;. Test/ [lokasaTesn Result / Pe3yabTar Specification/ Hopma
1 | Description / Onucaune 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 "20" and a | side and number "20" and a break line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benwle, kpyrisie, ruockue | core. / benvle win noutu Oenble, KpyIbie,
TabNeTKM  CO  CKONIEHHBIMH | TUIOCKMC  TabIeTKH CO  CKOINEHHBIMH
kpasmu, ¢ TucHeHnem "EMT" wa | xpasmu, ¢ TrcHenneM "EMT" wa onmow
oaHOM cTopore u mu@pon "20" u | cropone u mudpoit "20" u pasgenurenbHON
pPasnEnNUTENbHOW  PUCKOH  Ha | PUCKOH Ha IPYTOH CTOPOHE.
ZIPYTO¥ CTOPOHE. Ha momepeunom paspese sapo Oemoro wim
Ha monepeynoM paspese suapo | moutH Oemoro LseTa.
Ocoro BeTa.
2 | Identification / The retention time of the major peak in the
MopmuaOCTHL chromatogram of the sample solution should
1. By HPLC / BOXXX Complies as prescribed / correspond with the retention time of
CooTBercTBYCT Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpemst
VASP)KUBAHMS ~ OCHOBHOTO  TIHMKA  HA
XpOMaTOTpaMME HCIIBITYEMOr0  pactBopa
JOJIKHO COOTBETCTBOBATH BPCMEHHU
VOSP)KHBAaHWSL  TMKA  JHAIalpwia  Ha
XpOMAaToOrpaMMe CTaHAAPTHOTO  PacTBOpa
(pasmen « KonniecTBEHHOE OTIPEACICHHUEY).
2. By TLC / TCX Somplies as prescribed / The principal spot in the chromatogram of
OOTBETCTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe IIITHO Ha
XpPOMATOrPaMME  KCITBITYEMOTO  pacTBopa
JOJDKHO COOTBCTCTBOBATH OCHOBHOMY TBITHY
Ha XpOMAaTorpaMMe CTaHJAPTHOTO PacTBOpa.
3 | Dissolution / 100%, 99%, 99%, 99%, 99%, Not less than 80 % (Q) of
Pacreopenne 99% CyHsN,05-C4H,0, (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205‘C4H4O4
(oHamarnpyia Manear) OT HOMHHAIBHOIO
coxepxanrst yepes 30 MuH.
4 | Uniformity of dosage 3.1/3,1 Acceptance value (AV) should be not more

units / OaHOpOOHOCTH
J03UPOBAHUA

than 15.0. / Tlokasatens DpPHEMICMOCTH
(AV) nomxken ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Mpumeuanne: [poayxr coorBercTBYET TpebosanusiM HJL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIU3A

1’?0(1?&: Enam tablets 20 mg / Juam®, Ti_lﬁ.l'le_lki 20 mr

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Anayms nposenen no HJI: IT1 N014189/01-271021 (amend. Nel from

S

N(; Test/ [loxazaTenn Result / PesyabTar

Specification/ Hopma

5 | Related substances / PojacTBeHHbIE NPHMECH

Enalaprilat / Onananpunatr | Not detected / He oOHapyskeHa

Enalapril diketopiperazine /
OHananpuia
AMKCTOIUIICPA3HH

Not detected / se oOHapyxeHa

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

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

Batch No. / Cepust Ne :  B2400835 Batch Size / O6bem cepun: 540.000 KG /
e — - 540,000 KT’ -
Analytical Report No. / Ananurindecknii oT4yer Ne: Date of Analysis / Jlata anamsa: 31-03-2024
2002FP24000816 u - - I
Date of Manufacture / lata npoussoacrsa:  03/2024 Date of Expiry / Cpox roanocti:  02/2027

Total impurities /

Cymma npumMeceit Not detected / ne o6Hapyxena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KosmmuecTBeHHOE 20.1 mg /20,1 mMr From 18.0 mg to 22.0 mg of
onpeesieHe 100.6% / 100,6% C0H,sN,05-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 18,0 Mr o 22,0 mr
C20H23N205‘C4H404 (3Hananppma ManeaT) B
Tabnmetke. (or 90% mo 110 % or
HOMMHAILHOTO COACPIKAHMA).
7 | Water / Boxa 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6,0 %

8 | Microbial limits* / MuxpoGuonormyeckas yncrora*

YHUCJIO IPOKIKCBHIX U
TUTCCHEBBIX IPUOOB

a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obwee yucio Meree 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX

MHUKPOOPTraHU3MOB

b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6wee Mesnee 10 KOE/r He 6onee 100 KOE/r

¢) E. coli Absent in 1g /
OrcytctByer B Ir

Shall be absentin 1 g/
JomkHet orcyTcTBOBaTE B 1 T

Remarks : The Product confirms to ND/
IMpumeuarnue: [Ipoaykr cooTBeTcTBYET TpeOoBaHmam HJL

Conclusion : APPROVED /
Jaxkmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3A

Pﬁil_ct:_E_nam tablets 20 mg / Juam®, Tabierin 20 mr

Batch No. / Cepust Ne: B2400835

Batch Size / O6nem cepu: 540.000 KG / -
540,000 KT

Elytical Report No. / Ananurnyecknii order Ne:
2002FP24000816

Date of Analysis / lata anammsa:  31-03-2024

Date of Manufacture / larva npoussoacisa:  03/2024

Date of Expiry / Cpox roamocru: 02/2027

18.01.2023 / uzm. Nel ot 18.01.2023)

Analysis performed acéording ND / Anasms nponeaed no H/I: IT N014189/01-271021 (amend. Nel from

S

N(; Test/ [lokazaTens Result / PesynbTar Specification/ Hopma
9 | Subdivision of tablets / The tablets comply with the test, if not more
Onnopoanocth Macc mpu | Complies as prescribed / than 1 individual mass is outside the limits
aeJieHu TadaeTox CooTsercTBYCT 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.
/

TabaeTkyu COOTBETCTBYIOT TPCOOBAHUAM,
eciim He Oomee 1 eauHuyHas Macca
OTKIIOHsIETC 3a mpeaensl 85 % - 115 % ot
cpenHeH MAacCHlL Tabnerku HE
COOTBETCTBYIOT TPSOOBAaHUSIM, ecid Oojee
yem | MHOUBHAYQIbHAs Macca OTKIIOHACTCS
OT 3THX TMpeaciioB WM, ccmd |
WMHAMBUIOYAJbHAT MacCa OTKIOHACTCS 3a
mpeaensl 75 % - 125 % oT cpenHei MacceL

Remarks : The Product confirms to ND/
[Mpumeuanue: [lpogyxt coorseTcTBYET TpeboBaHusiM HJL

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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Printed By: Prashanth Voladri

3

of 6
Printed Date & Time (IST):  31-03-2024 20:09:30



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

_i’rodl_lct: Enam tablets 20 mg / Juam®, Tadaerin 20 mr

Batch No. / Cepust Ne: B2400835

_Aﬁly_tical Reportio. / Ananutiyeckuii oTyer Ne:
2002FP24000816
Date of Manufacture / Jlara npoussoacraa:  03/2024

Batch Size / OGbem cepun: 540.000 KG /
540,000 KT

Date of Analysis / J/lara ananmmza: 3 1-03 -2024

Date of Expiry / Cpok roanocru:

02/2027

Analysis performed according ND / Ananus nposemen no HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel ot 18.01.2023)

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

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 Tabnetox 6 Gnucmepe W3
TPEXCIOWHOMU (onbru
(OITA/An/T1BX) u amroMuHUEBO#
doaeru ¢ TEPMOCBAPUBACMBIM
JIAKOBBIM [TOKPHITHEM Ha
3ane4yaTbiBacMoii CTOpOHE.

ITo 2 GriucTepa ¢ UHCTPYKLMEH TIO
ITPYMCHCHHIO B MAYKY

KapTOHHYIO.

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/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. /

Tabnemrtt 2,5 M2

[lo 10 Tabnetox B cmpune U3 aTFOMUHHEBOH
(poJIbIH C IO TWICHOM HHU3KOH ITIOTHOCTH
(ITOHIT) Ha 3amcuaTeIBaGMOM CTOpPOHE U
MICIJIAKOBHIM MOKPBITUEM HA  HAPY)KHOU
CTOPOHS

WIH

mo 10 Tabmetroxk @  Gaucmepe w3
Tpexciaoiton  Qoasru (OITA/AWTIBX) u
ATFOMUHHCBOM ¢honsru c
TEPMOCBAPUBACMBIM JIAKOBBIM TIOKPBITHEM
HA 3arc4aThIBAGMOI CTOPOHE.

o 2 crpummta unmd no 2 Onucrepa ¢
MHCTPYKLMECH II0 TPUMEHCHUIO B MAvKy
KAPTOHHYFO.

Remarks : The Product confirms to ND/
Ilpumeganne: I1poAyKT COOTBETCTBYCT TpeboBanmam HJ]

Conclusion : APPROVED /
Jaxmouenne: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product: Enam tablets 20 mg / Dnam®, Taénericn 20 mr

Batch No. / Cepusi Ne :  B2400835

Batch Size / OGbem cepun: 540.000 KG /
540,000 KT

A_naly_ticai Report No, / AnaanTuyeckmii oTuer Ne:

2002FP24000816

Date of Analysis / Jlata anammsa: 31-03-2024

Date of Manufacture / /laTta npoussoacrsa:

03/2024

Date of Expiry / Cpok roanocrn:

02/2027 |

Analysis performed according ND / Anayius mposeaen 1o ﬁ]j[: I1 N014189/01-271021 (amend. Ne1 from

18.01.2023 / m3m. Nel ot 18.01.2023)

) I—

: Test/ [lokazaTenn
No.

Result / PesyanTar

Specification/ Hopma

Tabnemiu 3 me, 10 a2, 20) me

ITo 10 TabneToK B cmpune U3 alFOMUHHUECBOM
()OTIBTH C NOTURTHIICHOM HU3KOM IIOTHOCTH
(TISHIT) Ha 3amevyaTeIBAGMOHM CTOPOHE H
IIEJIAKOBBIM TIOKPBITHEM HA  HapyKHOM
CTOpPOHE

Win

mo 10 Ttabmerok &  Onucmepe u3
mpexcnoiroit  Qonsru (OINTA/An/TIBX) wu
ATOMUHACBOH (omeru c
TEPMOCBAPUBAEMBIM JITAKOBBIM TIOKPBITHEM
HA 3aIeYaTeIBAEMOM CTOPOHE.

flo 2, 5, 6, 10 cTpwrioB wiu no 2, 5, 6, 10
GIUCTEPOB C MHCTPYKLMEH TI0 MPHUMEHCHUIO
B MAYKy KAPTOHHYIO.

11 | Labeling / MapkupoBKa

Complies as prescribed /
CootBercTByeT TpeOOBAHIIM

According to ND /
B cootBeTcTBUIM ¢ H/|

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / [lpu Temrepartype He Boite 25 °C.

13 | Shelflife / Cpok rogHocTn

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.

* - [posoanrest HPOM3BOANTEIEM DU BblIYCKE HEPUOAMYECKM: JLIM Kaxioii 20-off cepmm mian
He Meree 1 paza B roa. Iloxazaress MOKeT ObITh HE BKJIIOUCH B cepTHHUKAT aHamm3a Gupmbi.

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET TpebosanmsaM HJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy
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