CERTIFICATE OF ANALYSIS
CEPTU@UKAT AHAJTU3A

Product: Enam tablets 5 mg / Duam®, Ta6nerkn 5 mr
Batch No. / Cepusi Ne :  B2204023

[Batch Size / O61em cepnu: 492.000 KG /492,000
KT
Date of Analysis / laTa ananmat—WW

Analytical Report No./ Ananutn4eckuii oruer Ne:
12002FP23000022

Date of Manufacture / lata npoussoacrea: 12/2022 Date of Expiry / Cpok roanocru: 11/2025
Analysis performed according ND / Anaaus nposeaen mo H/L; TT N014189/01-271021

Uncontrolled Copy

S.

Test/ TlokazaTeanb
No.

Result / PesyabTaTt

Specification/ Hopma

1 | Description / Onucanue

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. / Benbie, Kpyrible, MIOCKHE
TableTKH co CKOIIEHHBIMH
Kpasmu, ¢ THcHeHHeM "EMT" Ha
onHoii ctopoHe U uudpoi "S" n
pazmenureNbHOM  puUcKOH  Ha
JIpYyroil CTOpoHe.

Ha nonepeuHoM paspese sapo
Genoro uBera.

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. / Benble unu noutu 6enble, Kkpyrisle,
MIOCKWe  TabJIETKM €O  CKOIIeHHBIMHA
kpasmu, ¢ TucHenneM "EMT" wa ojHOM
cropone u uudpoil "5" m paspenurenbHoi
pUCKoif Ha APYTOH CTOpPOHE.

Ha monepeyroM pazpeze sApo Oenoro wWid
noutu 6enoro 1BeTa.

Remarks : The Product confirms to ND/
Mpumeuanue: IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axunoueHue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Erod_u:t: Enam tablets S mg / Inam®, TabaeTKH Smr

Batch No./ Cepust Ne : B2204023

|Batch Size / O6bem C_(!pﬂld: 492.000 KG / 492,0(_)0 i

Kl

——
Analytical Report No./ AnaauTu4eckuii ot
2002FP23000022

yeT Ne:

Date of Analysis / laTa ananusa: 09-01-2023

Date of Manufacture / JlaTa npou3sogcTsa:

12/2022

Date of Expiry / Cpok roasoctu: 11—/2_0_25

Analysis performed according ND / Ananns nposenen mo HJL: 1 N014189/01-271021

2. By TLC/ TCX

Complie
CooTBeT

s as prescribed /
CTBYET

N?). Test/ lloxazaTennb Result / PesyabTat Specification/ Hopma
2 | Identification / The retention time of the major peak in the
MoaaunHOCTD chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond  with the retention time of
CooTBeTCTBYET Enalapril peak in the chromatogram of

standard solution (section "Assay"). / Bpems
yIOEpKMBaHUS ~ OCHOBHOIO  THKa  Ha
XpoMaTorpaMMe  HCTIBITYEMOTO  pacTBoOpa
JIOTKHO COOTBETCTBOBATh BPEMEHW
yIepKUBaHUA  NWKa  DHalanpwia  Ha
XpoMaTorpaMme CTaHIapTHOTO  pacTBopa
(pasmen «KonuecTBEHHOE OIpPENENeHHEN).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOE mNsITHO Ha
XpoMaTorpaMMe HCHBITYEMOIO  pacTBopa
JIOJDKHO COOTBETCTBOBAThH OCHOBHOMY MSATHY
Ha XpoMaTorpaMMe CTaHIapTHOTO PacTBOpa.

3 | Uniformity of dosage 3,/ 3,3 Acceptance value (AV) should be not more
units / OQAHOpPOAHOCTH than 15.0. / Tlokazarens [pUEMIEMOCTH
JI03UPOBAHUA (AV) nomxeH 6biTh He 6onee 15,0.

4 | Dissolution / 99%, 97%, 100%, Not less than 80 % (Q) of
PactBOopeHue 99%, 97%, 100% CyoHosN,05:C4H,04 (Enalapril Maleate) of

the label claim in 30 minutes. /
He wmenee 80 % (Q) CyHzN>Os5:C4H4O4
(oHananpwia Mainear) OT HOMHHAIBHOTO
conepxanuns dyepes 30 MUH.

Related substances / PogcTBeHHbIe priMecH

Enalaprilat / Dnananpunat

Enalapril diketopiperazine /
DHananpuia
IWKETOITHITepasiH

Individual unidentified
impurity /  EpuHuuHas
HenaeHTHQULINpOoBaHHAS
pPAMECH

Total impurities /

CyMMa niprMecei

Not detected / He oOHapyxeHa
Not detected / He o6HapykeHa

Not detected / He oOHapykeHa

Not detected / He oOHapykeHa

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

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

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

Remarks : The Product confirms to ND/
Mpumeuanue: IIpogykt coorBeTcTBYeET TpeboBaumsiM HJ{

Conclusion : APPROVED /

Zakmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product: Enam tablets 5 mg / Inam®, Tabneriu S mr

Batch No. / Cepusnt Ne :  B2204023

|Batch Size / OGnem cepun: 492.000 KG /492,000
KI*

Analytical Report No. / AHaimTH4eckuii oTuer Ne:
2002FP23000022

Date of Analy_sis / Hata anammsa: 09-01-2023

Date of Manufacture / Jlara npoussoacrsa:

12/2022

Date of Expiry / Cpok roamoctu: 11/2025

Analysis performed according ND / Anaau3s nposeaen mo HJL: IT N014189/01-271021

OxHOPOAHOCTHL Mace MPH
JieJIcHHH TabJieTok

Complies as prescribed /
CooTBETCTBYET

N?). Test/ lloka3zaTens Result / PesyabTaT Specification/ Hopma
6 | Assay/KoauvecTrBeHHoe 4.99 mg /4,99 mr From 4.5 mg to 5.5 mg of
onpeneleHne o a CyoHsN,05-C4H4O4 (Enalapril Maleate) per
2oy SR tablet (90 % to 110 % of the label claim).
/ OT 4,5 MI” 10 5,5 Mr C20H28N205‘C4H4O4
(snananpuia mManear) B Tabnetke. (ot 90 %
10 110 % oT HOMIHATILHOTO COASPKAHNSA).
7 | Water / Bona 0.6% wiw / 0,6% Not more than 6.0 % / He 6onee 6,0 %
8 | Microbial limits / MukpoGuoJjioruueckas 4McToTa
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61mee ymcio Menee 10 KOE/r He 6omnee 1000 KOE/r
a’poOHBIX
MHUKPOOPraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6uee Mewnee 10 KOE/r He 6onee 100 KOE/r
4YUCII0 APOKIKEBLIX U
TIECHEBBIX TPHOOB
c) E. coli Absentin 1g/ Shall be absent in 1 g/
OtcyTcTBYeT B IT JIoJKHBI OTCYTCTBOBaTL B 1 T
9 | Subdivision of tablets / 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.
/

TabneTku COOTBETCTBYIOT TpeGOBaHUAM,
ecnmn  He Oomee 1 eAawHWYHAs Macca
OTKJIOHSeTCS 3a npenensl 85 % - 115 % or
cpenHei Macchl. Tabnerkn He

COOTBETCTBYIOT TpeGoBaHWsM, ecnu Gonee
yeM 1 MHAMBMAYaTBHAS Macca OTKIIOHAETCS
OT 3TMX NpefenoB Wim, ecou 1
UHAMBUAYalbHAas Macca OTKJIOHAEeTCs 3a
nipemenst 75 % - 125 % oT cpenneit Macchl.

Remarks : The Product confirms to ND/
Mpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBarmsm HJI

Conclusion : APPROVED /
Jaxarouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

10-01-2023 10:06:18




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

[Product: Enam tablets 5 mg / Juam®, Taéserkn 5 mMr

Batch No. / Cepus Ne: B2204023

KI"

[Batch Size / O6wem cepun: 492.000 KG /492,000 |

2002FP23000022

Analytical Report No. / AHanuTu4ecknii otuer Ne:

Date of Analy_sis / Jata anamusa: 09-01-2023

Date of Manufacture / Jlata npousgojacrsa:

12/2022

Date of Expiry / C];OK ropHoctn: 11/2025

Analysis performed according ND / Anauus upvsenen mo HJL: IT N014189/01-271021

S.

Test/ IToxaszaTenn
No.

Result / PesyasTar

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 Tabnetok & Grucmepe W3
TpeXcIoiHON toneru
(OTTA/An/TIBX) 1 aqtoMHHWEBON
donerd ¢ TepMOCBapHBAEMBIM
JIaKOBBIM NOKPbITHEM Ha
3aTeyaTsIBaeMOl CTOPOHE.

ITo 2 GmcTepa ¢ MHCTPYKIMEH 1o
NPUMEHEHUT0 B nauKy
KapTOHHYFO.

Tablets 2.5 m
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/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. /

Tatnemiu 2,5 me

TTo 10 TabneTok B cmpune U3 allOMHUHUEBOI
$oNBTH C MONUITHIEHOM HU3KOM HIIOTHOCTH
(TIDHIT) Ha 3ameyaTbIBAEMOW CTOpOHE W
LIENIAKOBBIM IOKPBITUEM Ha HapyKHOMH
CTOPOHE

W

no 10 Tabnerok 6 Onucmepe U3
tpexcnoiinoit  doneru  (OITA/An/TIBX) w
ATFOMHUHHEBOM ¢donweru c
TEPMOCBAPUBACMBIM JIAKOBbIM TOKPHITUEM
Ha 3areYaThIBaeMOil CTOPOHE.

Ilo 2 crpuna wmu To 2 Onwcrepa ¢
UHCTPYKLMEH M0 NPUMEHEHUIO B MayKy
KapTOHHY!O.

Remarks : The Product confirms to ND/
IMpumeuanue: [TpoayxT cooTBeTcTBYET Tpebosanmnsm HIT

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJM3A

“P;rod_uct: Enam tablets 5 mg / Jnam®, TaﬁJlt_ETKES Mr

Batch No. / Cepusi Ne : B2204023 Batch Size / O6wem cepun: 492.000 KG /492,000
KI”
Analytical Report No./ Ananutudeckuii or4er No: Date of Analysis / {laTa ananmusza: 09-01-2023
2002FP23000022 N
|Date of Manufacture / lata npoussojcrsa:  12/2022 Date of Expiry / Cpok rognociu: 11/2025
Analysis performed according ND / Ananus nposenen no HJ: 1T N014189/01-271021
N?).. Test/ IToxazaTenn Result / PesyabTat Specification/ Hopma
Tabnemuicu 5 me, 10 me, 20 2
ITo 10 TabneTok B cmpune A3 aTFOMHUHNEBOMH
(boNnbLru ¢ NojauITHAEHOM HU3KON MIOTHOCTH
(TTOHIT) Ha 3amevaTeIBAEMON CTOpOHE U
[IEJIAKOBEIM  TOKPBITHEM Ha  HapyXHOMU
CTOpOHE
HITH
no 10 Tabnerok 6 Onucmepe W3
tpexcnoiinoit  donsrn (OTTA/An/TIBX) wu
AMIOMHHUEBOI dombrH c
TEPMOCBAPHBAEMEBIM JTAKOBBIM TTOKPBITHEM
Ha 3areyaTblBacMOii CTOpPOHE.
ITo 2, 5, 6, 10 cTpurioB wiu 1o 2, 5, 6, 10
GIUCTEPOB C HHCTPYKUHMEH TI0 TIPUMEHEHNTO
B NMa4Ky KapTOHHY1O.
11 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CoOTBETCTBYET TPEOOBaAHKAM B cooteercrenm ¢ HJI
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbitiie 25 °C.
XpaHeHne
13 | Shelf life / Cpok roanoctu | 3 years / 3 roga

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHuaM HJI Jaxarouenne: OJOGPEHO
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