Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS
CEPTUHO®UKAT AHAJIU3A

Product: Enam tablets 10 mg / Jnam”, TaGericn 10 mr _ -
Batch No. / Cepusi Ne : B2103810 Batch Size / O6bem cepun: 487.900 KG
/ 487,900 KI'

Date of Analysis / [laTa anayu3a: 03-11-2021

Analytical Report No. / Auanurnueckuii oTyer Ne:
2002FP21002175 B - B -
Date of Manufacture / lata nponsBoactsa: 10/2021 Date of Expiry / Cpox roanocru: 09/2024

Analysis performed according ND / Anasnus nposeaen no HJI: IT N014189/01-251220 -

Pagelof4/Crp.1u3 4

S.

No. Result / Pe3yabTat

Test/ IlokazaTeJsb 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. /

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "10" a break line on the other side. /
Benbie unu noutu Oenble Kpyrible TabieTku

Benvlie kpyrnbie TabneTku CO | CO CKOLIEHHLIMHU KpasMH, ¢ THCHEHUEM
CKOLLICHHbIMH Kpasmu, ¢ | "EMT" na oxnHoii ctopone v uudpoil "10" n
TucHennem "EMT" Ha onHOM | pazaenutenbHod — puckoli  Ha  Apyrod
cropoHe u uudppoit "10" wu | cropore.

paznenuTenbHoW  pHckoW  Ha

Zpyroit cTopoHe.

2 | Identification /
IHoanuHHOCTHL

The retention time of the major peak in the
chromatogram of the sample solution shouid
| correspond with the retention time of
Enalapril peak in the chromatogram of
| standard solution (section "Assay"). / Bpems
yOCpXHBAaHUSL ~ OCHOBHOrO  MHKa  Ha
XpoMaTorpaMMme  HCMbITYEMOro  pacTBopa
JIOJKHO COOTBETCTBOBATH BpeMeHHU
yaAepKMBaHUs — [MKa ~ JHamanpusa  Ha
XpomarorpamMme CTaHJapTHOIo  pPacTBopa
(pasnen «KonnuecTBeHHOE ONpeaeiEHHEN).

Complies as prescribed /
CooTBeTcTByeT

3 | Water / Boaga 0.6% w/w / 0,6% Not more than 6.0 % / He 6onee 6,0 %

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
Tpumeuanue: TpoaykT coorBercTByeT TpedoBanuam HJI

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [IposepeHo: Onob6peno: Menemkep / Pykosoautess
Date / Date / Date / ‘
Hara: 03-11-2021 Hara: 03-11-2021 Hara: 03-11-2021
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Dr.Reddy’s ":'.

[Product: Enam tablets 10 mg / Iuam®, Tabnericu 10 Mr
Batch No. / Cepus Ne: B2103810

Analytical Report No. / AHanuTHYeCKHUH oTuer Nu:
2002FP21002175

Date of Manufacture / /lara npoussoacrsa: 10/2021
Analysis performed according ND / Anaan3 nposeaen no HJL: IT N0O14189/01-251220

CERTIFICATE OF ANALYSIS

CFPTUOUKAT AHAJIU3A

Batch Size / O0Lem cepun: 187.900 KG
/487,900 KI"

Date of Analysis / lata anaam3a: 03-11-2021

Date of Expiry / Cpoxk roanoctn: 09/2024

Page 20f4 /Crp.2mu3 4

1\?('). Test/ llokazaTenb Result / PesyabTar Specification/ Hopma
4 | Dissolution / 100%, 98%, 100%, 97%, 100%, Not less than 80 % (Q) of

PacrBopenne 97% C20H2sN205C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) ConzsNzOs'C4H4O4
(sHanampuna wmaneat) OT HOMHHAJIBHOTO
coaepxanus Hepes 30 MUH.

5 | Related substances / PoacrBeHHbIe IpHMecH

Enalaprilat / Dnananpunat | Not detected / He oGHapyxeHa Not more than 1.5 % / He 6onee 1,5 %

Enalapril diketopiperazine / Not more than 2.5 % / He 6onee 2.5 %

DHananpuia Not detected / He obHapyxeHa

JUKETONNIIEpa3uH

Individual unidentified | Not detected / He oGHapyxeHa Not more than 0.2 % / He 6onee 0,2 %

impurity /' Epunuunas

HerWaeHTUGULPOBaHHAS

npuMech

Total impurities / Not detected / He oGHapyxeHa Not more than 5.0 % / He 6onee 5,0 %.

Cymma npumecei

6 | Microbial limits / MukpoOHoJiornuecKkast YHCTOTa

a) Total aerobic microbial Less than 10 CFU/g / | Not more than 1000 CFU/g /

count / O61ee yucno Metee 10 KOE/r He 6onee 1000 KOE/r

a3poOHbIX

MHKPOOPraHH3MOB

b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g/

and mould count / O6wee Menee 10 KOE/r He 6onee 100 KOE/r

YHCNO APOXOKEBLIX U

TIECHEBbIX rpUOOB

c) E. coli Absentin 1g/ Shall be absentin 1 g/

OtcyTcTBYET B IT JTomkHbL OTCYTCTBOBaTL B 1 T

Remarks : The Product confirms to ND/
IIpumeuanne: Tpoayxr cootBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosaeHo: @»,@ [IpoBepeno: OnobpeHo: Menemxkep / PykoBoanTens
% i)

Date / Date / Date / '

Hara: 03-11-2021 Hara: 03-11-2021 JlaTa: 03-11-2021

A
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Dr.Reddy’s “:‘

S.
No..
7

Fro@uct: Enam tablets 10 mg / Iuam®, Tabaerkn 10 Mr
Batch No. / Cepust Ne : B2103810

Eal_ytical Report No. / AHanuTH4yecknii oTyeT Ne:
12002FP21002175 -
Date of Manufacture / lata npoussoacrsa: 10/2021

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Batch Size / O61.em cepun: 187.900 KG
/487,900 KI'

Date of Analysis / Nata ananmsa: 03-11-2021

Analysis performed according ND / Anaiu3 nposejeH no H: 1 N014189/01-251220

Test/ Ilokazareasb

Uniformity of dosage
units / OJHOpPOAHOCTD
AO3UPOBAHHUS

Result / PesyabTaT
24724

Assay / KoauyecTBeHnHoe
omnpenaeleHue

9.9mg/9,9 mr

Package / YnakoBka

Date of Expiry / Cpok roanocru: 092024

Page 3 of 4 /E"r{). 3uzd

Specification/ Hopma

Acceptance value (AV) should be not more
than 15.0./TTokazaTtens npueMnemoctr (AV)
Jomken ObITh He 6onee 15.0.

From 9.0 mg to  11.0 mg of
C20H28N20s5:C4H4O4 (Enalapril Maleate) per
tablet. / Or 90mMr gmo 11,0Mr

CaoH2sN»OsC4HsOy (pHananpuna manear) B
tabnerke.

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
[TA/AJI/TIBX//amomunreBoM

onucrepe. [lo 2 Onucrepa ¢
WHCTPYKLIHEH [0 pUMEHEHHIO B |
Mayky KapTOHHYIO.

Tablets 2.5 mg: 10 tablets in aluminum strip
or in PA/AL/PVC foil // aluminum foil
blister. 2 strips or 2 blisters and patient
information leaflet in a carton pack.

Tablets S mg, 10 mg. 20 my: 10 tablets in
aluminum strip or in PA/AL/PVC foil //
aluminum foil blister. 2, S, 6, 10 strips or 2,
5, 6, 10 blisters and patient information
leaflet in a carton pack. /

Tabnerkn 2,5 wmr. Ilo 10 Tabnetoxk B
anioMUHUEBOM cTpune WITH B
[TA/AJI/TIBX//antomunueBom biuctepe. [lo
2 crpuna vnu no 2 6iucrepa ¢ MHCTpYKLMER
MO MPUMCHEHUIO B NA4Ky KAPTOHHYIO.
Tabnetxu S mr, 10 mr, 20 mr. Ilo 10 TabiieTox
B allOMUHMEBOM  CTpune  WIM B
TTA/AJI/TIBX//antomunesom 6nuctepe. [lo
2, 5, 6, 10 cTpunoe unu no 2, 5, 6, 10
6JIUCTEPOB € HHCTPYKIHEH MO NPUMEHEHHIO
B MaYKy KapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET Tpeboanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Jara: 03-11-2021

Prepared by / Checked by / Approved by: Manager/Executive /
I‘[onrommlelm(m [TpoBepeHo: Onobpero: Menemxep / Pykosoaurens
Date / Date / Date / - /-

Hara: 03-11-2021

Jlara: 03-11-2021
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Dr.Reddy’s ":‘.

[Product: Enam tablets 10 mg / In
Batch No. / Cepusi Ne : B2103810

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

am"“, TabjeTkn 10 Mr

Batch Size / O6nem cepun: 487.900 KG
/ 487.900 KI'

2002FP21002175

Analytic_al Report No. / AHannTHYECKU I oruer Ne:

Date of Manufacture / /laTa npou3BoacTsa: 10/2021

| Analysis performed according ND / Anaans nposesen no HJL: [T N014189/01-251220

S.
No. | °
10 | Labeling / MapkupoBka

Test/ ITokazaTenanb

Result / PesyabTaTt

| Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUAM

Date of Analysis / laTa anajan3a: 03-11-2021

Date of Expiry / Cpok rognocru: (_)_9/2024

Pagedof4/Cip.4msd

Specification/ Hopma

| Accordingto ND /-
B cooteercTBuu ¢ HJ

1 | Storage conditions /
XpaHeHune

At temperature below 25 °C./ [Tpu TemnepaType He Bbilie 25 °C.

12 | Shelflife / Cpok roanocru

3 years / 3 rona

Remarks : The Product confirms to ND/
IIpumeyanue: [TpoaykT coorBeTcTBYET TpeboBaHuam HJT

Conclusion : APPROVED /
3akmiouenue: OJIOBPEHO

Jlata: 03-11-2021

Jara: 03-11-2021

Hara: 03-11-2021

Prepared by / Checked by / Approved by: Manager/Executive /

[ToaroToBneHo: @ [IpoBepeHo: OnoGpeno: Menenxep / Pykosonuresnb
% i)

Date / Date / Date / |
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