Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

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

E=; =11

Batch No. / Cepus Ne : B2203204

Analytic;ll Report No. / AHasuTHueckuii oTuer Ne:

2002FP22002105

KI"

Batch Size / O6nem cepum: 488.560 KG / 488.560 |

| Date of Manufacture / lata npoussojicTBa: 09/2022
Analysis performed according ND / Anaaus nposegen no HJL: IT N014189/01-271021

Date of Analysis / JlaTta ananuza: 18-10-2022 |

|Date of Expiry / Cpok rouH_oc_Tu: 08/26_2_5

S. Test/ IMokazaTenn

Result / PesynbTar

Specification/ Hopma

1 | Description / Onucaume

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. / Benvle, kpyTable, MIoCKue
TabJETK  CO  CKOIICHHBIMHU
kpasimy, ¢ TucHennem "EMT" Ha
OIHO¥M cTopoHe W mdpoit "10" n
pazmenuTeNnbHON  prUCKOM  Ha
JIpYyTOH CTOpPOHE.

Ha mnomepedynoM paspese sapo
Oenoro uBeTa.

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. / Benmvle Wi modTH Genble, Kpyrible,
miockue  TabJeTKH CO  CKOUIEHHBIMU
kpasimu, ¢ TucHenueM "EMT" na opHoii
cTopoHe M mmdpoii "10" u pasgenurensHo
PHUCKOI Ha NpyTroi cTopoHE.

Ha nonepeyHoM paspese sjupo 6enoro unu
moyTH OeJoro 1BeTa.

2 | Identification /
HopuHHOCTE
1. By HPLC / BOXX

2. By TLC/TCX

3 | Uniformity of d_ogige—
units / OnHopoaHOCTH
J03UPOBAHUA

Complies as prescribed /
CooTBeTCTBYET

Complies as prescribed /
CoOoTBETCTBYET

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
yAEpXKUBaHWs  OCHOBHOTO  THMKAa  Ha
XpomaTorpaMMe HCIBITYEMOTO — PACTBOpa
OIKHO COOTBETCTBOBATH BpEMeHU
VAEpKUBaHMA  MUKA  DHalanpwia  Ha
XpomarorpaMMe CTaHAAapTHOTO pacTBOpa
(paznen «KonnyecTBEHHOE ONPEACIERNEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TIATHO Ha
XpOMaToTpaMMe HCHEBITYeMOTo  pacTBOpa
JOJXHO COOTBETCTBOBATE OCHOBHOMY TIATHY
Ha XpoMaTorpaMMe CTaHJapTHOTO PacTBOpA.

- 24/24

AcceptarI:e value (AV) should be not more
than 15.0. / IlokaszaTenb MOPUEMIIEMOCTH
(AYV) nomxeHn 6wITh He Oonee 15,0.

4 | Dissolution /
PacTBopenue

102%, 102%, 99%, 98%, 99%,
102%

Not less than 80 % (Q) of
C20H23N205'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) C20H23N205‘C4H404
(9Hanampuna Manear) OT HOMHHAJILHOTO
conepxanus yepes 30 MUH.

Remarks : The Product confirms to ND/
Mpumeuanue: [Ipoaykr cooTBeTcTBYET TpeOoBanmusM HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam tablets 10 mg / 9nam®, raérerku 10 mr

Batch No. / Cepust Ne : B2203204

[Batch Size / O6bem cepun: 488.560 KG / 488.560 |
KT

|

12002FP22002105

Analytical Report No. / Ananutudeckuii oruet Ne:

Date of Analysis / {aTa anaiamsa: 18-10-2022

Date of Manufacture / lata npoussoacrea: 09/2022

Date of Expiry / Cpok roasocru: 08/2025

Analysis performed according ND / Anaaus nposeaen mo HJI: 1T N014189/01-271021

S. Test/ IloxazaTen

Result / PesyabTar

Specification/ Hopma

5 | Related substances / PoicTBeHHBIe TPpUMeECH

Enalaprilat / DHananpumnar

Enalapril diketopiperazine /

DHananpuna
JUKETOTUTIEPa3sHH
Individual unidentified
impurity / Enunnunas
HenAeHTHHUUMPOBAaHHAS
TTpUMeEcCh

Total impurities /
CymmMma npumeceii

Not detected / He o6HapyxkeHa
Not detected / He obHapyxeHa

Not detected / He 06Hapyx)eHa

Not detected / He o6HapyxeHa

Not more than 1.5 % / He 6onee 1,5 %
Not more than 2.5 % / He 6omnee 2,5 %

Not more than 0.2 % / He 6onee 0,2 %

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

6 | Assay/ KoandecTBeHHOe
onpeaegenue

9.8 mg/9,8 mr
(98.3 %/ 98,3%%)

From 9.0 mg to 11.0 mg of
CyoH2sN,05C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ O1 9,0 MT 1o 11,0 Mr CyoH2N,O5 C4H,O4
(3nananpuna Maneat) B Tabnerke. (ot 90 %
2o 110 % oT HOMMHAJILHOTO CONEPIKAHHA).

7 | Water / Bona

0.6%w/w / 0,6%

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

8 | Microbial limits / Mukpo6uoaornyeckas 4ucTora

a) Total aerobic microbial
count / O6iee gmcmo
a’pobHbIX
MUKpPOOPTaHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total combined yeasts
and mould count / O61nee
YHUCIO OPOMKIKEBEIX U
TIHECHEBBIX I'pHubOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

_c) E. coli

Absentin 1g/
Oreyrersyer B I

Shall be absentin 1 g/
JIOIKHBI OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: [ponykT cooTBeTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3axarwuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

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

Batch No. / Cepus Ne : B2203204

Batch Size / O0bem cepun: 488.560 KG_} 488.560
KI”

Analytical Report No. / AHanuTu4gecknii otyet No:

2002FP22002105

Date of An_alysis / data ananuza: 18-10-2022

Date of Manufacture / Jlara npoussoacrsa: 09/2022

Date of Expiry / Cpok roanocru:  08/2025

Analysis performed according ND / Ananus niposenen no HJL: 1T N014189/01-271021

S. Test/ Iloxa3zaTeanb

Result / PesyabTat

Specification/ Hopma

9 | Subdivision of tablets /

Onanopoanocrs macc npu | Complies as prescribed /
AeJieHUHn 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.
/

TabieTrk  COOTBETCTBYIOT TpeOOBaHWAM,
ecmn He Oomee 1 eagwHWYHast Macca
oTkJIoHsAeTCst 3a npedensl 85 % - 115 % ot
cpenHeit Macchl. Tabnetkn HE
COOTBETCTBYIOT TpeOOBaHMWAM, ecnu Oonee
gyeM 1 UHOUBUIOYyalbHas Macca OTKIOHAETCS
OT 3THUX TpeAeioB Wi, ecmm 1
WHAWBHMAYaAbHAA Macca OTKJIOHsieTCAd 3a
npenaenst 75 % - 125 % ot cpeaneii Macchl.

Remarks : The Product confirms to ND/

Mpumeuanue: IIpoaykT cooTBeTcTBYET TpeOoBanuam HJL

Conclusion : APPROVED /
3axkawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6
Printed Date & Time (IST): 28-10-2022 17:33:46




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Batch No. / Cepus Ne : B2203204

|Product: Enam tablets 10 mg / Dnam®, Tabaericn 10 mr

KI'

Batch Size / O61em cepun: 488.560 KG / 488.560

Xnalytical Report No. / AHaauTH4eckuii oTuer Ne:
12002FP22002105

Datc of Analysis / JTaTa anmaanza: 18-10-2022

Date of Manufacture / /laTa npoussojicrea:

09/2022

-

Analysis performed according ND / Ananus nposesen no HJL: TI N014189/01-271021

Date of Expiry / Cpox roanocru: 08/2025 '

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

ITo 10 Tabnetok 6 Onucmepe U3
TPEXCIIOIHOM dbonbru
(OTTA/An/TIBX) n anroMUHUEBOH
$GoneTn ¢ TepMOCBAPUBAEMBIM
J1aKOBLIM TOKPBLITHEM Ha
3aTleyaThIBacMOo CTOpOHE.

ITo 2 6nucrepa ¢ HHCTPYKUKEH MO
TIPUMEHEHHIO B ERINY
KapTOHHYTO.

S. Test/ IlokazaTean Result / PesyabTat Specification/ Hopma
No. B
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 tablets in Aluminum st#ip 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.

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/AL/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. /

Tabnemxu 2,5 m2

Ilo 10 TabneTok B cmpune W3 aTlFOMUHUEBOM
$OJBTH ¢ MONMATHIIEHOM HU3KOH TUIOTHOCTH
(TIBHIT) na 3amevaThiBacMOW CTOpOHE W
IIEJINAaKOBBIM  MOKPLITHEM Ha HapyKHOI
CTOpOHE

WIv

no 10 Tabmetok 8 Grucmepe 13
tpexcnoitroit  doneru  (OITA/AN/IIBX) wu
AIOMHHHWEBOH doneru c
TEPMOCBAPUBAEMbIM JIaKOBBIM TOKPBITHEM
Ha 3areyarbiBaeMoii CTOpOHE.

Ilo 2 crpuna unu no 2 OGiwcrepa ¢
WHCTPYKLKEH [0 NPUMEHEHUIO B NaukKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
HMpumeuanue: [TponyxT coorBercTBYeT TpeboBauusM HJL

Conclusion : APPROVED /
3akarouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

ITr(ng: Enam tablets 10 mg / Jnam®, Ta6aerku 10 Mr
Batch No. / Cepusa Ne : B2203204

KI"

Batch Size / O6bem cepun: 488.560 KG / 488.560

Analytical Report No./ Anaautndeckuii ordet No:
2002FP22002105

Date of Analysis / laTa anaausa: 18-10-2022

Date of Manufacture / Jlata npomsgsoacrsa:  09/2022

Date of Expiry / Cpok roguocrn; 08/2025

Analysis performed according ND / Anaaus nposeaen mo H/L: 1T N014189/01-271021

No.

S. Test/ Iloka3atenn Result / PesyasTaTt

Specification/ Hopma

Tatnemiu 5 me, 10 v, 20 me

ITo 10 TabneTok B crmpune U3 antOMBHUEBOM
(HOJTLTH ¢ MOMUAITHIEHOM HU3KOH TUIOTHOCTH
(TTOHIT) ua 3ameyaThiBaeMOW CTopoHe WU
LIeJIJIaKOBBIM  TIOKPBITHEM HA  Hapy»KHOM
CTOPOHE

nu

no 10 Tabnmerox & Onucmepe  n3
tpexcioitnoit ¢omerm (OITA/An/TIBX) wn
ATFOMWUHUEBOH donbru c
TEPMOCBapUBaEMbIM JIAKOBBIM TIOKPLITHEM
Ha 3aIeyaThbIBAEMOi CTOPOHE.

o 2,5,6,10 crpunoB o 2, 5, 6, 10
0JIMCTEPOBR € UHCTPYKLUEH MO IPpUMeHeH!Io
B MaYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /

CooTtsercTBYeT TpeboBaHUAM

According to ND /
B cooteercrBuu ¢ HJJ

Xpanenue

12 | Storage conditions / At temperature below 25 °C. / IIpu temuiepatype He Bblwe 25 °C.

13 | Shelflife / Cpok roanoctu | 3 years /3 roma

Remarks : The Product confirms to ND/
INpumeuanue: ITponykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO
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