UIICUTILIUNIEU LUpPY

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Iuam®, Taéjaerkn 10 mr

Batch No. / Cepast Ne : B2302801

Batch Size / O6bem cepuu: 492.000 K G/
492,000 KT"

Analytical Report No./ AnaanTudecknii oruer Ne:
2002FP23002064

Date of Analysis / Jata ananauza: 31-08-2023

Date of Manufacture / Jlara npoussoacrsa:

08/2023

Date of Expiry / Cpok rognocTs:

07/2026

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

S.
No.

Test/ Ilokazarein

Result / PesyabTaT

Specification/ Hopma

1

Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
hreak line on the other side.

Cross Cut Description: White
core. / benvble, kpyrible, MIockue
TabNeTKM €O  CKOLUCHHBIMH
kpassmn, ¢ TacHenneMm "EMT" na
oaHo# cropone u undpoit "10" u
pa3lenuTeNIbHOM  pUCKOW  Ha
JIpYTroi CTOpPOHE.

Ha nonepeuHoM pazpese sapo

6enoro 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. / beneie unu noutn Genvie, Kpyravie,
IUVIOCKHEe  TabJNeTKH CO  CKOUIEHHBIMH
Kkpasmu, ¢ TucHennem "EMT" na opHoi
cropoHe u uudpoit "10" 1 pasnenurenbHo
PHUCKOU Ha ApYToH CTOpOHE.

Ha nonepednoM paspese saapo 6Genoro wiu
noutn 6esoro upera.

2 | Identification /
IMoamuuuOCTH
1. By HPLC / BRXX

2. By TLC/TCX

Complies as prescribed /
CoOTBETCTBYET

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
yAEpXKUBAHKS ~ OCHOBHOIO  muKa  Ha
XpOMaTOrpaMMe HCIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATH BpEMEHU
YAEPXKUBAHUS — MMKA  JHananpwia  Ha
XpOMaTOrpaMMe CTaHAApPTHOTO pPacTBoOpa
(pazmen «KonuyecTBEHHOE ONPEACIICHHE)).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TNATHO Ha
XpPOMaTorpaMmme  MCIbLITYEMOrO  pacTeopa
IOJDKHO COOTBETCTBOBATh OCHOBHOMY IISITHY
Ha XpOMaTorpamMMe CTaHAapTHOTO pacTBopa.

3 | Uniformity of dosage
units / OaHopoaHoCTH

29/29

Acceptance value (AV) should be not more
than 15.0. / ITokazaTens npueMIeMOCTH

J03HPOBAHHA (AV) nomxeH ObITH He Oomnee 15,0.
4 | Dissolution / 99%, 98%, 98%, 97%, 97%, 98% [ Not less than 80 % (Q) of
PacrBopenue CyoHasN,05-C4H,O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He meunee 80 % (Q) C20H23N205'C4I_I404
(ananampuna wanear) OT HOMUWHAJIBHOTO
cozepxaHus depe3 30 MUH.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoxykt cooTreTcTRYET TpeboBanmsaM H]J

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0
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UIICUTILUIIEU LUPY

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

[Froduct: Enam tablets 10 mg / Iuam®, radaerkn 10 mr

Batch No. / Cepusa Ne : B2302801

Batch Size / O6bem cepuu: 492.000 KG/
492,000 KI'

2002FP23002064

Analytical Report No./ Ananmuruuecknii oruer Ne:

Date of Analysis / lata anamuza: 31-08-2023

Date of Manufacture / Jlara npousBoacTsa:

08/2023

Date of Expiry / Cpok rojinoctu:

07/2026

Analysis performed according ND / Ananus nposexen mo HJI: I1 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

S

) Test/ Iloxazarean
No.

Result / PesyabTaTt

Specification/ Hopma

5 | Related substances / PoacTBeHHbIe IPHMECH

Enalaprilat / Onananpunar

QHananpuia
JUKETOTIHIIEepa3uH

Enalapril diketopiperazine /

Not detected / He oOHapyeHa

Not detected / He nfHapyxeHna

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

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

Total impurities /
Cymma ripumeceii

Not detected / He 06HapykeHa

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

6 | Assay/KoauuecrBennoe
onpejejaeHne

9.9mg/9,9 mr
99.0% / 99,0%

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

/ Or 9,0 Mr 10 11,0 Mmr C20H28N205'C4H4O4
(3Hananpuna masear) B Tabaetke. (ot 90 %
10 110 % 0T HOMHUHAJIBHOT'O COAEPKaHU).

7 | Water / Boaa

0.6% wiw / 0.6%

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

8 | Microbial limits* / MuxpoOuosiornyeckasi 4HCTOTA*

a) Total aerobic microbial
count / O61mee yucio
a’poOHBIX
MUKPOOPraHU3MOB

Not Applicable

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

b) Total combined yeasts
and mould count / O61iee
YUCIIO APONCKEBBIX H
TUIECHEBLIX I'PHOOB

Not Applicable

Not more than 100 CFU/g /
He Gomnee 100 KOE/r

c) E. coli

Not Applicable

Shall be absentin 1 g/
JomKHBEI OTCYyTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpumeyanmne: [Iponykr cooteereTryer TpeboBanuam H]]

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

WI-GLOB-QA-0669-1.0
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vhicuniuvliicu woupy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAITIU3A

F_P_roduct: Enam tablets 10 mg / Inam®, raémerkn 10 mr

Batch No. / Cepusi Ne : B2302801

Batch Size / O6bem cepuu: 492.000 KG/
492,000 KT

Analytical Report No. / Ananutudecknii oT
2002FP23002064

gerT Ne:

Date of Analysis / Jara anamusza: 31-08-2023

Date of Manufacture / Jlara npoussojactsa:

08/2023

Date of Expiry / Cpok rognocri:

07/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananns nposenen no HJ[: 11 N014189/01-271021 (amend. Nel from

S

’ Test/ IloxazaTenn
No.

Result / PesyabsTaTt

Specification/ Hopma

9 | Subdivision of tablets /
OaHopoaHoCTL Mace TpU
AeJIEHHH TA0JIeETOK

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.
/

TabneTky COOTBETCTBYIOT TpeGOBaHHAM,
ecmd He Oomee 1 enuUHWYHasg Macca
OTKJIOHseTCs 3a mIpepensl 85 % - 115 % or
cpeaHei Maccehl. Tabnerku HE
COOTBETCTBYIOT TpeboBaHusM, ecid Oonee
yeM | MHIMBMOyanbHAasd Macca OTKIIOHSIETCA
OoT  3THX  npeAesioB  wnu, ecnu |
WHAMBWYanbHAs Macca OTKJIOHAETCA 3a
npenensl 75 % - 125 % oT cperHeit Macchl.

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr coorsercreyer Tpebo

parusm 1]

Conclusion : APPROVED /
3axmouenne: (JJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uvlicurituieu vupy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Iuam®, raénerkn 10 mr

Batch No. / Cepun Ne : B2302801

Batch Size / O6bem cepun: 492.000 KG / o
492.000 KT

Analytical Report No./ Ananntudeckmii oraer Ne:
2002FP23002064

Date of Analysis / Jara anaauza: 31-08-2023

Date of Manufacture / Jlara nponzsoacrea;

08/2023

Date of Expiry / Cpok rognocTn:

07/2026

Analysis performed according ND / Auanns nposenen no HJI: 11 N014189/01-271021 (amend. Nel from
18.01.2023 / m3m. Nel ot 18.01.2023)

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 6aucmepe w3
TPeXCcIOHHOM donbru
(OITA/An/TIBX) u anoMuHueBoi
¢oneru ¢ TepMOCBapHBacMbIM
NAKOBbIM MOKPbITUEM Ha
3aneyarblBaeMOM CTOPOLIE.

ITo 2 Gnucrepa ¢ MHCTPYKUHUEH 110
MPUMEHEHHFO B nauky
KapTOHHYIO.

I\i.) Test/ Iloxazarennb Result / Pe3yabTat Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 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/A1/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. /

Tabuemru 2,5 me

ITo 10 TabneTok B cmpune U3 allOMUHUEBOMN
oMby ¢ MONU3THICHOM HU3KOH IJIOTHOCTH
(ITOHIT) Ha 3ameuaTniBa€MOW CTOpPOHE U
IICJUTAKOBBIM ~ TIOKPBITHEM Ha Hapy»KHOM
CTOpOHE

WK

no 10 Tabnerok 6 Onucmepe U3
tpexcrnoiHoit ¢doneru (OITA/AN/IIBX) wu
aIIOMHHHEBOM dbonbru c
TEPMOCBAPHBAEMbIM JIAKOBBIM TOKPBITHEM
Ha 3aII€4aTHIBAEMOH CTOPOHE.

ITo 2 crpunma wnu 1o 2 Omucrepa c
WUHCTPYKLMEH TO TIPUMEHEHHIO B TIauKy
KapTOHHY!O.

Remarks : The Product confirms to ND/
Mpumeaanne: [poaykt coorpercrpyet Tpebosanuam T1]]

Conclusion : APPROVED /
3akmawuenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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viicuriuguiicu wupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIN3A

Product: Enam tablets 10 mg / Yuam®, tadaerku 10 mr

Batch No. / Cepua Ne : B2302801

Batch Size / O6bem cepun: 492.000 K G/
492,000 KI'

2002FP23002064

Analytical Report No. / AnaanTuueckuii order Ne:

Date of Analysis / Jlata ananuza: 31-08-2023

Date of Manufacture / lata npoussoactia: 08/2023

Date of Expiry / Cpok roanocti:  07/2026

18.01.2023 / mu3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3s nposenen mo H/I: I1 N014189/01-271021 (amend. Nel from

S

’ Test/ Xloxazarenn
No.

Result / PesyabTaT

Specification/ Hopma

Tatnemey 5 vz, 10 w2, 20 m2

ITo 10 TabneTok B cmpune U3 amoOMHUHHEBOH
(ONBTH € MOTUITUICHOM HHU3KO 1IUTHUCTY
(ITOHII) Ha 3amedaThIBAEMO CTOPOHE W
LIE/IAKOBBIM  TIOKPBITHEM  Ha  Hapy»KHOM
cropoHe

WIH

no 10 Tabneroxk 6 6Onucmepe w3
tpexcioinoit  donbru (OITA/An/TIBX) w
alOMMHUEBOH ¢donbru c
TEPMOCBAapPHUBAEMBIM JIAKOBBIM TOKPHITHEM
Ha 3arne4yaTbIBaéMOi CTOPOHE.

o 2, 5, 6, 10 ctpunos uan no 2, 5, 6, 10
6I1MCTEepOB ¢ MHCTPYKIMEH 1O IIPUMEHSHUIO
B MAYKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYeT TPeOOBAHUAM

According to ND /
B cootsercTBuu ¢ HJI

12 | Storage conditions /
Xpauenue

At temperature below 25 °C. / Ilpu Temriepatype He Bpie 25 °C.

13 | Shelf life / Cpox rognocru | 3 years /3 rona

* - 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.

* - IIpoBoauTcH NMPOU3BOAHTEJEM NPH BBHINMYCKe MEePHOJUYECKH: IS Kaxaol 20-oii cepuu HJIH
He MeHee 1 paza B roa. Iloka3atesib MOXKeT GbITh He BKJIIOYEH B CePTHPHKAT aHATH3A PHPMBI.

Remarks : The Product confirms to ND/

Iipumeuanne: [pozaykr cootsererayer Tpebosanuam HJ{

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q¢

B2302801
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Document No.
- Version

QUA-FT02-2515
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31-Aug-2023

Prepared By

Reviewed And
Approved By

Approved By QA

P00021162 Latha Dasi 31/08/2023
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