Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
i_’;gduct: Enam tablets 10 mg / Ynam®, Tadnerxn 10 mr o _'_
Batch No. / Cepust Ne : B2300536 Batch Size / O6bem cepun: 492.000 KG /7 492,000
KI"
Analytical Report No. / Apanutudeckmii oTder Ne: Date of Analysis / JlaTta ananuza: 17-02-2023
12002FP23000443 B B
| Date of Manufacture / Jata npowssoacrea: 12/2022 Date of Expiry / Cpox roguoctu: 11/2025

| Analysis performed according ND / Anaiu3 nposeaen no HJ/I: TT N014189/01-271021

S. Test/ Iloka3zaTennb Result / Pesyanrar

Specification/ Hopma

1 | Description / Onucanue 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, MIOCKHE
TaOIeTKH co CKOIITEHHBIMH
kpasiMy, ¢ TucHeHuem "EMT" Ha
oJtHO¥ cropone n nudpoii "10" n
pazieUTENbHOM puckom Ha
JIpyTroi CTOpOHE.

Ha monepeuHoM paspese sapo
Oenoro ugeTa.

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 uny moutn Genkle, Kpyrible,
mIockue  TabJeTKW  CO  CKOIIEHHBIMHU
kpasmy, c¢ tucHeHuem "EMT" wna ogHoit
cropoHe U mudpoit "10" u pazgenurensHON
pUCKO#f Ha IpyToif CTOpOHE.

Ha nonepeuHom paspese siapo Genoro munu
noyTy 6enoro IBeTa.

2 | Identification /
TlopauHHOCTR
1. By HPLC/ BDXX Complies as prescribed /
CooTBeTCTBYET

2.By TLC/TCX Complies as prescribed /

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
YIEpXMBaHU ~ OCHOBHOTO  THKa  Ha
XpoMaTorpaMMe HCIIBITYEMOTO  pacTBOpa
IOJIKHO COOTBETCTBOBATh BpeMeHH
yaepKMBaHMs ~ TAKa  SHalanpwia  Ha
XpOMaToTpaMMe CTaHTapTHOTO  pacTBOPa
(paznen «KonuyecTBeHHOE ONPENETICHWEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TNATHO Ha
XpOMaTOrpaMMe WCIBITYEMOTO  pacTBoOpa
JIOJKHO COOTBETCTBOBATH OCHOBHOMY TIATHY
Ha XpOMaTorpaMme CTaHAapTHOro PacTBOpa.

Acceptance value (AV) should be not more |
than 15.0. / TlokazaTenr NpUEMIIEMOCTH
(AV) nonxen 65ITh He Oonee 15,0.

CooTtBercTBYET
3| Uniformity of dosage ' 27127
units / OgHOpoaAHOCTH
JA03UPOBaHHUsI
4 | Dissolution / 97%, 101%, 101%, 98%, 100%,
PacTBopenne 100%

Not less than 80 % (Q) of
C20H28N205'C4H404 (Enalapril Maleate) of
the label <claim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205‘C4H404
(onanmanpuna majnear) OT HOMHMHAJIBHOIO
conepxxanns yepe3 30 MuH.

Remarks : The Product confirms to ND/
IIpumeuanmne: Ilponykr cooTBeTcTBYET TpeGoBanuaM HJL

Conclusion : APPROVED /
Zaxmouenue: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

|£_ro_du_ct: Enam tablets 10 mg / 9uam®, Ta6aerku 10 mr

Batch No. / Cepus Ne : B2300536

KI"

Analytical Report No. / ArannTnyeckmii order Ne:
2002FP23000443

| Date of Manufacture / lata npou3BoAcTBAa:

12/2022

Date of Analysis / [lata anaauza:

Date of Expiry / Cpok rognocrtn: 11/2025

Analysis performed according ND / Anaans nposeaen no H/I: IT N014189/01-271021

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

17-02-2023

Test/ Iloka3zaTeanb

Result / PesyabTart

Specification/ Hopma

Related substances / PoacTBenHbIe npuMecH

Enalaprilat / DHananpunat

Enalapril diketopiperazine /

Not detected / He o6HapyxeHa

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

Total impurities /
CyMmMa npumeceit

DHananpuna
JUKETOTTHITCpa3H
Individual unidentified
impurity / EnuHuunas
HENICHTHOWUIIPOBAHHAS
TIpUMeECh

Not detected / He oGHapykeHa

Not detected / He 06Hapy)eHa

Not detected / He 0OHapyx)eHa

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

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

6 | Assay/KoanuecTBeHHoe

onpeaeieHue

10.0 mg / 10,0 mr

From 9.0 mg to 11.0 mg of
C20H23N205'C4H404 (Enalaprll Maleate) per

: 1] 0,
(99.8 % / 228 tablet (90 % to 110 % of the label claim).
/ Ot 9,0 MTIT o0 11,0 MTr C20H28N205‘C4H404
(snananpuna Mmaneat) B Tabaetke. (oT 90 %
Jo 110 % oT HOMHMHAIBEHOTO COACPIKAHNS).
7 | Water / Boaa 0.5% wiw / 0,5% Not more than 6.0 % / He 6onee 6.0 %

Microbial limits / MukpooHnoJioruyeckasi H4HCTOTA

a) Total aerobic microbial
count / O6riiee 4mcio
a’poOHbIX
MUKPOOPTaHH3MOB

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 / O6inee
YHCIO IPONOKEBBIX 1
TIJIECHERBIX TPHOOB

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/
OTcyTcTBYeT B IT

Shall be absentin 1 g/
JlOJKHEI OTCYTCTBOBATh B 1 T

Remarks : The Product confirms to ND/
Hpumeuanue: [TpogykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmwuenune: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIU3A
|Product: Enam tablets 10 mg / duam®, Taénerku 10 mr _;_ )
Batch No. / Cepus Ne : B2300536 Batch Size / Oobem cepun: 492.000 KG / 492,000
KI'
Analytical Report No. / AHanuTU4YecKHil oTHeT No: Date of Analysis / laTta anaimsa: 17-0222023 |
12002FP23000443 _
Date of Manufacture / Jlata npoussogcra: 12/2022 Date of Expiry / Cpok roanoctn: 11/2025 |

Analysis performed according ND / Awaaus nposexen no HJI: TT N014189/01-271021

S. Test/ Tloka3zaTenn Result / PesyasTart Specification/ Hopma

9 | Subdivision of tablets /

The tablets comply with the test, if not more

Oanopoanocth mace ipu | Complies as prescribed / than 1 individual mass is outside the limits
AelieHHH Ta0NeTOK CooTBeTCTBYeT

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,
ecmi  He Oonee 1 enWHWYHas Macca
oTkionsiercs 3a npenensl 85 % - 115 % ot
cpenHei Macchl. Tabnerku HE
COOTBETCTBYIOT TpeOOBaHUAM, ecnu Oojiee
yeM | MHOMBUAYAIBHAs Macca OTKJIOHAETCs
OT OTWX TIpelenoB  win, ecin 1
HHIWBUIYyabHAsS Macca OTKIOHSeTCA 3a
npenenst 75 % - 125 % or cpenneii Maccel.

Remarks : The Product confirms to ND/

IMpumeuanne: [TpoaykT cooTBeTcTBYET TpeboBanusam HJL 3akaiouenue: OJJOBPEHO

Conclusion : APPROVED /
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

__P—r(_)Euct: Enam tablets 10 mg / Iuam®, Tabuerkn 10 mr

ch No. / Cepusn Ne : B2300536

KI'

Batch Size / O6bem cepun: 492.000 KG / 492 000 -

Halytical Report No. / Anagutudeckuii orqer Ne:

2FP23000443

Date of Analysis / /IlaTa ananusa: 17-02-2023

Date of Manufacture / ,Lla—Ta npoussoacTea:  12/2022

Date of Expiry / Cpok roanoctu: 11/2025

Analysis performed according ND / Anaaus nposesen no HJL: 1T N014189/01-271021

No.

Test/ IloxaszaTensb

Result / PesyasTat

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. /

ITo 10 Tabnerok 6 6nucmepe u3
TPEXCIIONHOMN dombru
(OITA/An/TIBX) n amoMUHWEBOIH
donbrn ¢ TEPMOCBAPHBAEMEBIM
JaKOBBIM TIOKPBITHEM Ha
3anevyaTbiBaEMON CTOPOHE.

ITo 2 6nucTepa ¢ MHCTPYKLMEHR MO
MpUMEHEHHIO B TIayKky
KapTOHHYIO.

Tablets 2.5 m
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 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. /

Tatnemxu 2.5 m2

ITo 10 tabneTok B crmpune 13 aIIOMUHHUEBON
(OTBTH C MOTUITHIIEHOM HU3KO TUIOTHOCTH
(ITHIT) Ha 3anedaTblBaeMOW CTOpOHE W
LIENNIaKOBBIM MOKPLITUEM Ha HapyXHOH
CTOpOHE '

WIH

no 10 Tabnetok & 6rucmepe U3
Tpexcioitaoit  domsrn  (OITA/AnN/TIBX) wu
ATIOMHUHNEBOH doneru c
TEPMOCBAPHBAEMbIM JIAKOBbIM ITOKPBITHEM
HAa 3are4aTbIBaeMO¥ CTOPOHE.

ITo 2 crpuna wim no 2 6imcTepa
HUHCTPYKLIMEH 1O MNpPUMEHEHMI0O B IA4Ky
KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBaHusM H]I

Conclusion : APPROVED /
3akaiouenue: OJOGPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 4 of 6

Printed Date & Time (IST):

20-02-2023 09:55:04




CERTIFICATE OF ANALYSIS
CEPTUHOHKAT AHAJIU3A

__F_‘?o_duct: Enam tablets 10 mg / Onam®, taéaerkn 10 mr

Batch No. / Cepusi Ne : B2300536 Batch Size / O61em cepun: 492.000 KG / 492,000 |
KI"

Analytical Report No. / Ananutnyecknii oruer Ne: Date of Analysis / {laTa ananusa: 17-02-2023 |

2002FP23000443 B

Date of Manufacture / laTa npoussoacrsa; 12/2022 Date of Expiry / Cpok roaHocru: 11/2025

Analysis performed according ND / Anaans nmposeaen no HJI: T1 N014189/01-271021

S. Test/ [loxa3zaTeab Result / Pesyabtat Specification/ Hopma

Tatnemcu 5 me, 10 vz, 20 y2

ITo 10 TabneTox B cmpune W3 ATFOMUHUEBOH
(ONBIH C MONMITUIEHOM HU3KOH TINOTHOCTH
(TI2HIT) wa 3ameyaTBIBAEMOW CTOpOHE W
IIEJJIAKOBLIM  TIOKPBITUEM HA  HapyHOM
CTOpOHE

WIN

no 10 rabnetrox @ Gaucmepe U3
tpexcioiinoit  doneran  (OITA/AT/TIBX) n
AMTOMUHAEBON bonbTH c
TEPMOCBAPHBACMBIM TIAKOBBIM TOKPBITHEM
Ha 3ameyaTsiBaeMoi CTOpOHE.

ITo 2, 5, 6, 10 ctpunos i o 2, 5, 6, 10
GIMCTEPOB C MHCTPYKLUMEN MO NPUMEHEHUIO
B MAYKy KapTOHHYIO.

Uncontrolled Copy

11 | Labeling / Mapkuposka Complies as prescribed / According to ND /
CootBeTcTBYeT TpeOOBaHUAM B cootBercTBuu ¢ HJ|
12 | Storage conditions / At temperature below 25 °C. / TIpn Temnepatype He Boiie 25 °C.
XpaHnenue

13 | Shelflife / Cpox roanocty | 3 years /3 roma

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
pumeuanue: [TpoaykT cooTBeTCTBYET TpeboBarmsam HJJ 3akmouenue: OJOBPEHO
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