Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

Product: Enam tablets 5 mg / Dnam®, Ta6i1eTkH 5 Mr

Batch No. / Cepus Ne : B2102198

Batch

Size / O6bem cepun: 483.930 KG /

483,930 KI"

2002FP21001339

Analytical Report No. / AranuTHYeckHii oTyeT Ne:

Date of Analysis / JlaTa anam3a: 29-06-2021

Date of Expiry / Cpox roguocr: 05/2024

Date of Manufacture / JlaTa npoH3BocTBa: 06/2021
Analysis performed according ND / Anasms nposeten no HJL: I1 N014189/01-251220

Page1of3/Crp.1m33

Test/ Iloka3areanb

Result / PesyabTar

Specification/ Hopma

1 | Description / Onucauue

White round flat beveled edged'

tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side. /
Benble Kkpyrnbie TabNeTKH €O

CKOIIEHHBIMH KpasiMH, c
micHenneM "EMT" Ha opnoit
cropone ¥ 1nubpoit "5" wu
pasfenuTenbHOM  pHCKOH  Ha

JIpyroi CTOpOHE.

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.
/ Benple unu nouty 6enble Kpyribie TabneTkn
CO CKOIUEHHBIMH KpasMHM, C THCHEHHEM
"EMT" Ha omHo# cTopoHe u uudpoi "S"u
pasfenuTeNbHOM  pMCKOM  Ha  Apyrow
CTOpOHE.

2 | Identification /
IMopuHHOCTH

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
yIEp)KMBaHWsT ~ OCHOBHOIO  IIMKa  Ha
XpoMarorpaMMe HCHBITYEMOIO  pacTBOpa
JOJDKHO COOTBETCTBOBATH BpPEMeHH
yAepKUBaHWs ~ THKa  SHajanpuia  Ha
XpoMarorpamMme CTaHAapTHOTO pPacTBOpa
(pazaen «KonuueCTBeHHOE OlIpesieNIeHne).

3 | Water / Bopa

0.5% w/w / 0,5%

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

4 | Dissolution /
PacTtBopenne

98%, 99%, 98%,
97%, 100%, 99%

Not less than 80 % (Q) of
C20H2sN205-C4HsO4 (Enalapril Maleate) of
the 1label claim in 30 minutes. /
He wMeHee 80 % (Q) C20H28N205'C4H4O4
(3Hananpuna Manear) OT HOMMHAJIBHOTO
coaepxanus uepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykr cootBercTnyeT Tpebosanusm HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

Prepared by /
[ToaroToBIEHO:

-

Checked by /
ITpoBepeHo: }%

Approved by: Manager/Executive /
Onobpeno: Menejpkep / Pykooaurens

{

Date / ara: 30-06-2021

Date / J1ara: 30-06-2021

Date / Jlata: 30-06-2021"
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1\?('). Test/ ITokazarens Result / PezyabTaT Specification/ Hopma

5 | Related substances / PogcTBeHHbIE IPUMECH
Enalaprilat / Onananpunar | Not detected / ne obHapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / He obHapyxeHa Not more than 2.5 % / He 6onee 2,5 %
OHananpuna
JIMKETOTNINEepa3sHH
Individual unidentified | 0.14%/0,14% Not more than 0.2 % / He Gonee 0,2 %
impurity / EauHuuHas
HeWAeHTH UM POBaHHAs
MPUMECH
Total impurities / 0.1%/0,1% Not more than 5.0 % / He 6ouiee 5,0 %.
CymmMa npumMecel

6 | Microbial limits / MukpoOuoaoru4eckas 4Y4cToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / O01lee YHCIo Menee 10 KOE/r He 6osee 1000 KOE/r
a3poOHBIX
MHKPOOPTraHu3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / Ob1wee Menee 10 KOE/r He 60i1ee 100 KOE/r
UHCJIO APONOKEBBIX U
TJIeCHEBLIX TpHOOB
c) E. coli Absentin 1g/ Shall be absentin 1 g/

OtcyrcTByeT B Ir JIOMKHBI OTCYTCTBOBATb B 1 T

7 | Uniformity of dosage 45/4,5 Acceptance value (AV) should be not more
units / OHOPOAHOCTH than 15.0. / TTokasatens npuemiaeMoctr (AV)
J03UPOBAHUS JoJDKeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpogyKT cOOTBETCTBYET TPEOOBAHUAM HJI

Conclusion : APPROVED /
3axmwouenue: OJJOBPEHO

Prepared by /
[MoarotosneHo:

iy

Checked by /
[Tposepeno:

%

Approved by: Manager/Executive /
OpobpeHo: Meﬂe%p / PykoBoauTENb

Date / JJara: 30-06-2021

Date / Jlata: 30-06-2021

4
Date / [ata: 30-06-2021
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Test/ Iloxa3zaTean

Result / PesyabTat

Specification/ Hopma

S.
 No. o

8 | Assay/KoanuecTBennoe
onpejaesicHHe

4.9mg/49wmr

From 4.5 mg to 5.5mg of
C20H2sN205:CsH4O4 (Enalapril Maleate) per
tablet. / Or 45Mr pmo 5,5wmr
C20Ha2sN»05-C4H4O4 (3HaNanIpUna Maneat) B
TabJIeTKE.

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / Ilo 10 rabnerok B
ITA/AJI/TIBX//antoMuHHEBOM
6mucrepe. ITlo 2 Onmcrepa ¢
MHCTPYKIIMEH MO MPHUMEHEHHIO B
NavyKy 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 5 mg, 10 mg, 20 mg: 10 tablets in
aluminum strip or in PA/AL/PVC foil //
aluminum foil blister. 2, 5, 6, 10 strips or 2,
5, 6, 10 blisters and patient information
leaflet in a carton pack. /

Tabnerku 2,5 wmr. Ilo 10 Tabnerox B
ATIOMUHHEBOM cTpumne N B
[TA/AJI/TIBX//amomunuesom 6auctepe. 1o
2 cTpuna wiv no 2 611cTepa ¢ MHCTpyKIMen
10 IPAMEHEHHUIO B TIaUKy KAPTOHHYIO.
Tabnerku 5 mr. 10 mr, 20 mr. ITo 10 Tabnetok
B QIOMHHHEBOM  CTpPHIIE - WIH B
TTIA/AJI/TIBX//antomunueBoM Gnuctepe. 1o
2, 5, 6, 10 crpunoB mimm mo 2, 5, 6, 10
GIMCTEPOB ¢ UHCTPYKLIHUEH MO TPUMEHEHHIO
B NIAYKy KapTOHHYIO.

Xpanenue

10 | Labeling / Mapkupoeka | Complies as prescribed / According to ND /
Co0TBeTCTBYET TPEeOOBAHHAM B cooteerctBuu ¢ HJI
11 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbiiue 25 °C.

12

Shelf life / Cpok rognocrn

3 years /3 ropma

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cootBercTBYET Tpebosanuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosneHo:

o

Checked by /
I1poepeHo:

Approved by: Manager/Executive /

Date / Jlata: 30-06-2021

Date / Jlata: 30-06-2021

Ono6peHo: Meuempkep / Pykosoaures
;zM
2
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