Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Batch No. / Cepua Ne :

B2201880

[Product: Enam tablets 10 mg / Duam®, Taﬁ_ne_Tlcn 10 mr

KT

Batch Size / O6nem cepumn: 492.000 KG / 492,0()0_

2002FP22001152

Analytical Report No. / AHAIUTHYeCKHH oT4er No:

Date of Analysis / JlaTa ananu3za:

10-06-2022

Date of Manufacture / [lata npoussoactea: 05/2022

Date of Expiry / Cpok rogHoctu: 04/2_6_25

Analysis performed according ND / Anaan3s nposegen mo HJI: TI N014189/01-271021

S. Test/ IlokazaTean

Result / PesynsTaT

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. / bemsle, Kpyrirle, MIOCKUe
TabJIEeTKH  CO  CKOUICHHBIMH
Kkpasmu, ¢ TucHeHueM "EMT" Ha
oHOM cTopoHe U tmdpoi "10" u
pasjenauTeIbHOM  pHCKOH  Ha
JIpyroi CTOpOHE.

Ha mnonepeunoM paspese sapo
Oenoro 1BeTa.

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 wnn noutn Genble, Kpyrible,
IWIockde  TabJeTKH €O  CKOIIEHHBIMHU
kpasmMHu, ¢ TucHenueM "EMT" wma opwoii
cTopoHe ¥ udpoit "10" u pasgenurensHOM
PHCKOH Ha IpYyroii CTOpoHe.

Ha momepeunoMm paspese sipo Genoro wim
I0YTH OEJIoTo 1BETA,

2 | Identification /
IMognmuuHoCTE
1. By HPL.C / BOXX

2. By TLC/TCX

Complies as prescribed /
CooTBETCTRYET

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
YOEP)XKUBAHUA  OCHOBHOIO  INHKAa  Ha
XpOMaTorpaMMe HCIBITYEMOI'O  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHHU
VOEPXKMBAHHMSA  [HMKa  JDHAJNANpUIa  Ha
XpoMarorpaMMe CTaHOApTHOTO PacTBOpa
(pazaen «Konn4ecTBEHHOE ONIPEHEIICHIEN).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE MATHO Ha
XpOMAaTOrpaMMe HCIBITYeMOTO  pPacTBoOpa
IOIDKHO COOTBETCTBOBATH OCHOBHOMY ILITHY
HA XPOMATOTPaMMe CTaHAApTHOT'O pacTBOPA.

3 | Uniformity of dosage
units / OaHOpOAHOCTEL
JI03UPOBAHKSA

24724

Acceptance value (AV) should be not more
than 15.0. / IlokasaTens IPUEMIEMOCTH
(AV) nomxen 6w1Th He 6onee 15,0.

4 | Dissolution /
PacTBOopenne

100%, 98%, 101%, 101%, 98%,
98%

Not less than 80 % (Q) of
C20H23N205'C4H404 (Enalapril Ma]eate) of
the label claim in 30 minutes. /
He Menee 80 % (Q) C20H28N205‘C4H404
(3mamanpuna Maneatr) OT HOMHHAIBHOTO
coJiepkanns yepes 30 MHUH.

Remarks : The Product confirms to ND/
ITpumeuanue: [pojykr coorserersyer tpebosanusm HJL

Conclusion : APPROVED /
3axmouenue: OJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Batch No. / Cepus Ne :

[Product: Enam tablets 10 mg / Ynam®, TabaeTkn 10 Mr

I,

B2201880

IBatch Size / Ofhem cepuu: 492.000 KG /492 000
KT

Analytical Report No. / AnaanTndyeckuii oT4er Ne:
2002FP22001152

Date of Analysis / lata ananuza: 10-06-2022

Date of Manufacture / JlaTa npousBoacraa: 05/2022

Date of Expiry / Cpok rojinoctu:  04/2025

Analysis performed according ND / Ananuz nporegen mo HJI: TI N014189/01-271021

S. Test/ IlokazaTenn Result / Pesynbrar Specification/ Hopma
No.
5 | Related substances / PoacTBeHHbIE MPUMeECH
Enalaprilat / Dnananpvoat | Not detected / e o6Hapyx)cHa Not more than 1.5 % / He Gonee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 6omnee 2,5 %
OHrananpuia
JIAKETONTHIIepa3iH
Individual unidentified | Vot detected / e oGHapyxera Not more than 0.2 % / He 6onee 0,2 %
impurity / Exuawnuynas
HEW/ICHTHUIMPOBAHHAS Not detected / He obHapyxeHa
TIPUMECH
Total impurities /
CymMa npumMeceit Not detected / ne obHapy»xeHa Not more than 3.0 % / He Gomnee 3,0 %.
6 | Assay/KoauuecTBeHHoe 10.0 mg /10,0 Mr From 9.0 mg to 11.0 mg of
onpeneeHue 0 o CyoHsN,05-C4H404 (Enalapril Maleate) per
(99.8% /99,8%) tablet (90 % to 110 % of the label claim).
/ Or1 9,0 Mr mo 11,0 mr CyoHysN,O5 C,HLO4
(oHananpuia Maneat) B Tabnetke. (ot 90 %
Jio 110 % oT HOMHHAIILHOTO COACPKAHUS).
7 | Water / Boaa 0.6 % w/w / 0,6% Not more than 6.0 % / He Gonee 6,0 %
8 | Microbial limits / Mukpo6uoaornyeckas YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob1miee yucio Menee 10 KOE/r He 6onee 1000 KOE/T
a’pOOHBIX
MHKPOOPTaHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O6miee Menee 10 KOE/r He 6onee 100 KOE/r
TUCITO JPOXKIKEBBIX
TUIECHEBBIX TPUOOB
c) E. coli Absentin 1g/ Shall be absentin 1 g/
OtcyTcTBYET B 1T JoIDKHEI OTCYTCTBOBAaThE B 1 T

Remarks : The Product confirms to ND/
ITpumeyanue: IIpoaykT cooTBeTCTBYET TpcOoBanmsM HJT

Conclusion : APPROVED /
3akaiouenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

[Product: Enam tablets 10 mg / Iuam®, rabaerkn 10 mMr

Batch No./ Cepust Ne: B2201880

~ [Batch Size / O6nem cepun: 492.000 KG /492,000
KT

Analytical Report No. / AHAJIMTHYeCKHI
2002FP22001152

oTueT Ne: Date of Analysis / lata ananuza: 10-06-2022

~ |Date of Expiry / Cpok rogHocTH: 04/2025

| Date of Manufacture / lata npoussoacrea: 05/2022 B
Analysis performed according ND / Ananus nposeaen rio H/I: TI N014189/01-271021

S. Test/ IlokazaTean

Result / Pe3syasTaT

Specification/ Hopma

9 | Subdivision of tablets /

Opunopoanocth Mace mpn | Complies as prescribed /
JelleHuH Ta0aeToK 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.
/

TabneTk COOTBETCTBYIOT TPeGOBAHUAM,
ecnn He Oomee 1 eawHMYHass Macca
OTKJIOHAEeTCs 32 npeaensl 85 % - 115 % ot
cpenHen MAaccChI. Tabnerkn He
COOTBETCTBYIOT TpeOOBaHUAM, ecnau 6Goiee
yeMm | UHIUBMAYANBHAS Macca OTKIIOHAETCA
OT DJTHX TIpeHelloB WIW, eciu |
WHAWBHIyaTbHAss Macca OTKIOHACTCS 34
npenensl 75 % - 125 % ot cpenneit Macchl.

Remarks : The Product confirms to ND/

ITpumeuanne: Ipoaykr cooTercTRYET Tpebopanmsm HJI

Conclusion : APPROVED /
Jaxuiouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST): 13-06-2022 18:36:56




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

_1’1*_oduct: Enam tablets 10 mg / Dnam®, Taénerkn 10 mr

Batch No. / Cepusa Ne:  R2201880

KI"

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

Analytical Report No. / AHanuTHueckuii oTuer No:
2002FP22001152

\Date of Manufacture / JlTata mpoussoacrea: 05/2022

Date of Analysis / [lara anannza:

10-06-2022

Date of Exp_iry_ /Epo:c rogsocrn:  04/2025

Analysis performed according ND / Anayu3s nposegen no HJ[: IT N014189/01-271021

S. Test/ IloxazaTean
No.

Result / PesyanTaTt

Specification/ Hopma

10 | Package / YnakoBka

10 tablets in blister of three-layer
foil (OPA/AI/PVC) foil ond
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2  Dblisters and patient
information leaflet in a carton
pack. /

ITo 10 Tabnerox ¢ Oaucmepe W3
TPEeXCIOHHOMN tonbru
(OTTA/AN/TIBX) H anoMUHHEBOH
donern ¢ TEPMOCBAPHBAEMBIM
JIAKOBBIM MOKPBITHEM Ha
3areyaTEBAEMOH CTOPOHE,

ITo 2 6rmucTepa ¢ HHCTPYKIMEH 1O
TIPUMEHEHHIO B TaukKy
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/AL/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 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/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. /

Taonemeu 2,5 me

ITo 10 Tabnetox B cmpune U3 ATIOMHITUEBOH
(hoJIbTH € TONUITUIICHOM HHU3KO0H TIJI0THOCTH
(II9HII) Ba 3ameyaTHIBaeMOH CTOpPOHE M
[ICTUTAKOBBIM  MTOKPBITHEM Ha  Hapy)XKHOM
CTOPOHE

UIH

mo 10 Tabnerok 6 Gaucmepe W3
TpexciuoitHoir domeru (OITA/An/IIBX) wu
AIFOMUHHEBON ¢doneru c
TEPMOCBAPHUBAEMBIM JAKOBBIM TTOKPBITHEM
Ha 3a1e4yaThIRaeMOl CTOpOHE.

Ilo 2 crpuma wmnm mno 2 Omucrepa c
HHCTPYKIMEH [0 IIPUMEHEHHIO B IIayKy
KapTOHHYIO.

Remarks : The Product confirims to ND/
IIpumeuanue: ITpoaykr cooreercreyer Tpeboraumnam HJJ

Conclusion : APPROVED /
3akmrouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Batch No./ Cepusn Ne: B2201880

Product: Enam tz_lbleti 10 mg / Suam®, Tabaerky 10 mr

KI'

Batch Size / O6mem cepun: 492.000 KG / 492,000

2002FP22001152

_A—nalytical Report No. / AuanuTndecksii order Ne:

Date of Analysis / lara ananuza:

10-06-2022

Date of Expiry / Cpok rogHoctu: 04/2025

Date of Manufacture / J/lata npoussoacrea: 05/2022

Analysis performed according ND / Ananu3s npoeefen mo HJI: I1 N014189/01-271021

S. Test/ IlokazaTennb

Result / PezyabTaT

Specification/ Hopma

Tataemxu 5 me, 10 se2, 20 m2

ITo 10 TabncTox B cmpune 13 alIFOMUHUEBOM
(hoJIBTH ¢ ITONHATHICHOM HU3KOH MJIOTHOCTH
(IISHIT) ma s3amevaTsiBaeMoil cropoHe W
LIETNAKOBBIM TIOKPBITHEM Ha  HapyXHOH
CTOpOHE

WU

no 10 rTabnetox 6 Onucmepe u3
Tpexcnoiinoit  domern (OIIA/An/TIBX) u
AJTFOMHHHEBOM ¢donsru c
TEPMOCBAPUBACMBIM JIAKOBBIM MIOKPBLITHEM
Ha 3aTeYaTHIBAEMOlT CTOPOHE.

Mo 2,5, 6,10 ctpunoB unu o 2, 5, 6, 10
OJIMCTEPOB ¢ HHCTPYKIHEH 0 IPUMEHEHHIO
B MIa4Ky KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CooTBeTcTBYeT TpeOOBAHUSIM

According to ND /
B cootBetcTBUU ¢ H]J

12 | Storage conditions /
Xpanenune

At temperature below 25 °C. / Ipu Temreparype He Bbiie 25 °C.

13 | Shelflife / Cpok rognoctn

3 years/ 3 roaa

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykr cooTBeTcTBYET TpeOOBaHMsM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy

Page 5 of 6

Printed Date & Time (IST):

13-06-2022 18:36:56
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