Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

2002FP23002802

:lm)dict: Enam tablets 10 mg / Duam®, 'm().r]ctrlzu 10 mr

Butch No./ Cepnst Ne :  B2303761

Analytical Report No. / Ananurnyeckuii oruer Ne:

Batch Size / O01.em cepn: 492.000 KG / j
492,000 KI'

Date of Analysis / laTta anann3a: (F—l_z__'j)_()zg

Date of Manufacture / Jlata ipou3BoacTna:

11/2023

Date of Expiry / Cpok roanocru:

10/2026

Analysis performed according ND / Auanus nposeaen no HJE: 11 N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ Iloxkazarenn

Result / Pesynasrar

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. / Benbie, KpyTibie, TIOCKHE
TabJeTKH  CO  CKOIICHHBIMH
kpasmu, ¢ TucHeHueM "EMT" na
oJHO¥ cropore u uapon "10" u
pa3fenMICIbHOM  PHCKOH — Ha
ZIPYTOH CTOpPOHE.

Ha nomepeunoM paspese sapo
6ernoro uperTa.

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 unu moutH OCNBIE, KPYribie,
IUIOCKHE  TAONETKH CO  CKOIUCHHBIMH
kpasmu, ¢ tucHerueM "EMT" Ha ommoit
cropore ¥ muppoi "10" u pazaenuTensHOM
PUCKOH HA IPYTOH CTOPOHE.

Ha momepeuHoM paspese sapo 6enoro umu
noytu 6e10ro uBeTa.

2 | Identification /
Hoanunuocrn
1. By HPLC / B3XX

2.By TLC/TCX

Complies as prescribed /
CootsercTByeT

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
YACPXMBAHUA ~ OCHOBHOTO  THKA  HA
XPOMATOTPAMME  HCHBITYEMOIO  PacTBOpa
JIOJDKHO COOTBCTCTBOBATh BPEMCHH
YACPKHBAHMS  IHKA  OJHANANPUIA  HA
XpOMATOTPpaMMe CTAaHZAPTHOTO  PACTBOPA
(pasmen «KoNIHIeCTBEHHOE ONPEACIICHHEN ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OCHOBHOC IIITHO HA
XpOMATOrpAMME  HCIBITYEMOTO  PacTBopa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IISITHY
HA XPOMATOrPaMME CTAHAAPTHOTO PAacTBOPA.

3 | Uniformity of dosage
units / Q1HOPOAHOCTD

34/34

Acceptance value (AV) should be not more
than 15.0. / [TokazaTe, s IPHEMIEMOCTH

JO3HPOBAHHS (AV) nomken 6siTh HE Oonee 15,0.
4 | Dissolution / 101%, 100%, 97%, Not less than 80 % (Q) of
PacrBopenne 97%, 100%, 99% CyoH2sN>O5'C4H40, (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H4O4
(PHamampuna Manear) OT HOMHHAIBHOTO
comepkanus yepes 30 MuH.

Remarks : The Product confirms to ND/
Npumeuanue: ITpoaykr cooTBeTCTBYET TpeboBaHuAM HJL

Conclusion : APPROVED /
Zaxkmouyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJTIU3A

__lTroduct: Enam tablets 10 mg / Yuam®, radaerku 10 mr

Batch No./ Cepun Ne :

2002FP23002802

B2303761

Rnalytical Report No. / Ananuruyeckiii oTuer Ne:

Batch Size / O61.em cepmi: 492.000 KG/
492,000 K"

Date of Analysis / Jlara ananmsa: 06-12-2023

|Date of Manufacture / Tara npoussoacrsa: 11/2023

Date of Expiry / Cpor roanoctn:  10/2026

Analysis performed according ND / Auaimus nposeaen no HJI: 1T N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

Test/ Ilokaszarean

Result / Pesyirat

Specification/ Hopma

5 | Related substances / PoacTBeHHb1C IPHMECH

Enalaprilat / DQnamanpuiaart

OHananpuia
JUKCTOTUIICPA3HH

Enalapril diketopiperazine /

Not detected / He oOHapyskeHa

Not detected / He oOHapyIKeHa

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

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

Total impurities /
Cymma npumeceit

Not detected / He 00Hapy KCHA

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

ompe/ieIenne

6 | Assay/Kosnruecrpennoe

10.0 mg/ 10,0 Mr
100.3%/ 100,3%

From 9.0 mg to 11.0 mg of
C,oH2sN,05-C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MI 10 11,0 MI C20H28N205‘C4H4O4
(3mananpuia mManeat) B Tabnerke. (01T 90 %
10 110 % OoT HOMHHANBHOTO COACPMCAHUS).

7 | Water / Boxa

0.5%w/w / 0,5%

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

8 | Microbial limits* / MuxkpoOuojorayeckas ucToTa*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / Ob1ee Yucio He 6onee 1000 KOE/r
a3pOOHBIX

MHKPOOPTaHH3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / Obmiee He 6onee 100 KOE/r

YHCIIO APONOKEBbIX H

IJICCHEBBIX IPUOOB

c) E. coli Not Applicable Shall be absentin 1 g/

JIO/DKHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Hpumeuanne: ITpoayKT COOTBETCTBYET TpeOoBanmsM HJ

Conclusion : APPROVED /
Zaxmouenune: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 10 mg / Jnam®, Ta6aerkn 10 mr

2002FP23002802

Batch No./ Cepus Ne :  B2303761

Batch Size / O6nLem cepum: 492.000 KG / —
492,000 KT

Analytical Report No. / Anaiurnyeckuii oruer Ne:

Date of Analysis / {lara anannsa: 06-1222023

Date of Manufacture / {lara npoussoacrea:  11/2023

Date of Expiry / Cpox roasoctu: 10/2026

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

Test/ [Ioxazarejn

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /
OanopoaHOCTH MACC IIpU
aesteHnn rabaerox

Complies as prescribed /
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.
/

TabneTku COOTBETCTBYIOT TPEOOBAHMSAM,
ecnu He Oojiee 1  emuHMYHAs Macca
OTIJIOHsETCs 3a mpeaenst 85 % - 115 % ot
cpemHe MAacChl. TabneTku HE
COOTBETCTBYIOT TpeOOBaHHAM, eciu Oojee
yeM | MHAMBHAYAIBHAS MAcCa OTKIIOHSICTCS
OT OTHX MpPeAeioB WM, ccmd |
HHIMBHAYANbHAS MAacca OTKJIOHSETCS 3a
npenenst 75 % - 125 % ot cpeaHe MacChL

Remarks : The Product confirms to ND/
Opumeuanne: [IpoayxT coorBeTcTBYeET TpeboBanusam HJL

Conclusion : APPROVED /
Zaxmouecnne: OAOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

Product: Enam tablets 10 mg / Junam®, ra6acreu 10 mr

Batch No./ Cepris Ne :

B2303761

Batch Size / O0nem cepun: 492.000 KG /
492,000 KT"

Knalytica] Report No. / Anannrugecknii orucr Ne:
2002FP23002802

Date of Analysis / Tara anajmsa: 06- 122023

Date of Manufacture / lara npoussoacrsa: _11/2023

Date of Expiry / Cpox roanocTn:

10/2026

Analysis performed according ND / Auanus nposeaen r;HI[: I N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

foil (OPA/AVPVC) 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 TaGnetok ¢ 6Gaucmepe W3
TPEXCIOHHOH ¢ombru
(OITA/An/TIBX) u antoMUHHEBOMH
(onprH  C  TEPMOCBAPUBACMBIM
JIAKOBBIM TOKPBITHEM Ha
3anevaThIBACMOH CTOPOHE.

Io 2 6uucTepa ¢ HHCTPYKUHEH 110
MPUMCHCHHIO B MAYKY
KapTOHHYIO.

NS") Test/ Iloxazarean Result / Pesyabrar Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 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/AVPVC) 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 me, 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/AVPVC) 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. /

Tabpemiu 2.5 n2

ITo 10 TabacToK B crmpune U3 aMFOMHHUCBON
(pONBTH C MOMMATHICHOM HH3KOH IJIOTHOCTH
(ITSHIT) ®a 3amcyaThIBacMOM CTOpPOHE U
IIC)UIAKOBHIM  MOKPBITHEM HA HAPYIXKHOMH
CTOpPOHE

Wil

mo 10 Ttabnerox 6 Onucmepe W3
Tpexcioitnoi  (omeru (OITA/A/IIBX) u
AMFOMHHHUCBOH ¢dompru c
TEPMOCBAPHBACMBIM JIAKOBBIM TOKPHITHEM
Ha 3aI¢YaThIBacMOU CTOPOHE.

Ilo 2 crpuma wmm 1no 2 OnucTepa C
HHCTPYKLUHCH @O NPHUMEHEHHIO B HAYKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipnmeyanne: [TpoaykT coorBeTcTBY €T TpeboBanmsam HJT

Conclusion : APPROVED /
Zaxmoucnue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A
mcht: Enam tablets 10 mg / Quam™, radjerin 10 mr -
Batch No./ Cepun Ne @ B23037061 Batch Size / O6bem cepuni: 492.000 KG /
492,000 KI -
Analytical Report No. / Anajmurugeckuii orver Ne: Date of Analysis / Jara anasmza: 06-12-2023
2002FP23002802
Date of Manufacture / Jlara npomssojpcrna:  11/2023 Date of Expiry / Cpox rojnocrn:  10/2026
Analysis performed according ND / Auaaus nposcien o HJT: 11 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)
NS ('). Test/ loxasare Result / PesyanTar Specification/ Hopma
Tabaemicu 5 a2, 10 e, 20 2
ITo 10 TabneTOK B c/mpine U3 AMFOMUHHEBOM
()OJIBTH C TIOJIMITHIICHOM HHU3KOH IIJIOTHOCTH
(TI3HII) Ha 3ame4aThIBACMON CTOpOHC U
LIC/UTAKOBBIM HOKPBITHEM HA  HAPYXKHOU
CTOpPOHE
WU
mo [0 rtabmerox &  Onucmepe W3
Tpexcnoiuoit (omsru (OITA/A/TIBX) wu
ATFOMHHHEBOM (honpru c
TEPMOCBAPUBACMBIM JIAKOBBIM TOKPBITHEM
HA 3aIeYaThIBACMOM CTOPOHE.
ITo 2, 5, 6, 10 crpunoB uau mo 2, 5, 6, 10
OJIHCTEPOB C HHCTPY KIHEH IO IIPUMEHECHUIO
B MAYKY KaPTOHHYIO.
11 | Labeling / MapxupoBka Complies as prescribed / According to ND /
CooTBeTCTBYET TPeOOBAHIIM B coorsercTBun ¢ HJJ
12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Bbie 25 °C.
Xpanenne
13 | Shelf life / Cpor rogumocrn | 3 years/ 3 roga

* - 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.

* - [IpoBoAHTCH MPON3BOANTEIEM IIPH BLIIYCKE NMEPHOIMYECKH: N8 KAKAOM 20-0i cepun unin
ne menee 1 paza B roa, Iokasare, MoxkeT GbITH HE BRIIOYCH B CEPTHPUKAT aHAIM32 PUPMEL

Remarks : The Product confirms to ND/
HMpumeyanue: IpoxyxT coorBercTByeT Tpebopanmsam HJL

Conclusion : APPROVED /
Zaxmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0 Page 5 of 6




Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢
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B2303761
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