Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIU3A
Product: Enam tablets 10 mg / Inam’, Tabaerku 10 mr - o [
Batch No. / Cepusi Ne : B2103809 Batch Size / O6nem cepuu: 486.150 KG '
- / 486.150 KT’ -
Ana—lytica_l R_eport No. / Avajgurudeckuii order No: Date of Analysis / Jlata ananuza: 31-10-2021 ‘
2002FP21002160 B | - -
Date of Manufacture / Jlara nponssoacrsa: 10/2021 Date of Expiry / Cpok roanocru: 09/2024 '
Xnaly_sis performed according ND / Anaim3s nposesen mo HJI: IT N014189/01-251220 __|

Page 1 0f_4/_CTp 1 n3_4_

Test/ Ilokazarenn Result / Pe3yabTar Specification/ Hopma

S.
No. | - B o o o -
1 | Description / Onucanue White round flat beveled edged | White to off-white round flat beveled edged
tablets with "EMT" debossed on | tablets with "EMT" debossed on one side and
one side and number "10" and a | humber "10" a break line on the other side. /
break line on the other side. /| benble K NOUTH DeNble KPyTbie TabNeTKU
Benble kpyrabie TabJeTKW €O | CO CKOLUEHHbIMU KPasMW, C THUCHEHUEM
CKOILIEHHBIMH KpasiMHu, ¢ | "EMT" Ha oaHoit cTopoHe v undpoir "10" u
TucHenuem "EMT" wa oaHoi | pazgenutensHod  puCKOd  Ha  Apyroi
ctopoie # uudpoii  "10" wn | cTopoHe.

pasfgenuTenbHoil  pUCKOM  Ha

LpYroil CTOpOHE. |

2 | Identification / Complies as prescribed / | The retention time of the major peak in the
IMoaIHHHOCTH CoorsercTByeT chromatogram of the sample solution should
correspond with the retention time of
Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yAEP)KWBAHMSL  OCHOBHOMO  MHUKa  Ha
XpoMarorpamme  UCTbITYEMOro pacTBopa
JOTIKHO COOTBETCTBOBAThL BpeMeHU
yAepKMBaHWS — TMKA  3Hajanmpuna  Ha
XpoMaTorpamMMme CTaHJapTHOro pacTsBopa
| (paznen «KonuyecTBeHHOE OLIPEAENEHUEN).

3 | Water /Boaa 0.6% w/w /0,6% | "Not more than 6.0 %/ He Gonee 6,0 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt coorBeTcTByeT Tpebosannsm HJI 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
I[logrorosneno: | é [1poBepeHo: &m\ OnobpeHo: Meunemxep / PykoBoauresib

(A
A
Date / Date / Date /
Hara: 31-10-2021 Hara: 31-10-2021 Hata: 31-10-202|

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com



Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

|Product: Enam tablets 10 mg / Juam®, Tabuerxn 10 mr
(Batch No. / Cepus Ne : B2103809

Elalytical Report No. / Ananutudecknii oruer Ne:

2002FP21002160

Date of Manufacture / /lata npoussoacrea: 10/2021

Batch Size / O6bem cepuu: 486.150 KG
/486,150 KI' -
Date of Analysis / JlaTa anaamsa: 31-10-2021

‘[Date of Ei(piry / CpbK FOJHOCTH: 0§_/2024

|Analvsis performed according ND / Ananus nposeaen no HJI: IT N014189/01-251220

Page 2 of ZI_/ Crp.2u3 4

Test/ IToxka3zaTean

Dissolution /
PacTBopenme

_Related substances / PoacTBenHbie npumecu

Result / PesyabTar

99%, 96%, 100%, 101%, 100%,

100%

Specification/ Hopma

Not less than 80 % (Q) of
ConngzOs'C4H404 (Ena]april Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) CaoHsN,0sC4H4O4
(pHanampuna maneatr) OT HOMHHANLHOTLO
| conepxanus yepe3 30 MUH.

Enalaprilat / Dnananpunat
Enalapril diketopiperazine /
DHananpuia
JUKETONHEPa3HH
Individual unidentified
impurity / EnuHuuHas
HeuJeHTHHUUMPOBAHHAS
TIpUMEChH

Total impurities /

CymMa npumeceii

Not detected / ne oGHapysena
Not detected / He oOHapyxeHa

Not detected / e obHapy»xena

Not detected / He o6HapyKeHa

| Not more than 1.5 % / He 60nee 1,5 %
Not more than 2.5 % / He 6onee 2,5 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 5.0 % / He 6onee 5,0 %.

Microbial limits / Mukpo6Hoorudeckass YuCTOTA

a) Total aerobic microbial

count / ObLuee uncno
a’poOHBIX
MMKPOOPraH13MOB

Less than 10 CFU/g /
Menee 10 KOE/r

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

b) Total combined yeasts
and mould count / O6usee
YHCIIO IPOACKEBBIX H
nnecHeBbiX rpubos

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

c) E. coli

Absentin 1g/
OrtcyTcTBYET B IT

Shall be absentin | g/
JoskHbl oTcyTcTBOBaTH B 1 I

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorsercTByeT TpeboBaHMsmM HJL

Conclusion : APPROVED /
3axrouenue: OJIOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 31-10-2021

[loaroToBJieHO: Qf“ , [Iposepeno: l:! Opobpeno: Menemkep / PykoBoautenb
%—— n
A
Date / Date / Date /

Hara: 31-10-2021

Hara: 31-10-2021

A

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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Factory : Survey No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 & 2203, Fax : 9140 4464 2276, www.drreddys.com




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Enam tablets 10 mg / Inam"”, Tabsierkn 10 mr
Batch No. / Cepus Ne : B2103809

2002FP21002160

Analytical RepTort No. / Ananntuuecknii oruer Ne:

Date of Manufacture / Jara npoussoactsa: 10/2021

Batch Size / O6bem cepun: 486.150 KG
/ 486. -
Date of Analysis / J/laTa ananu3za: 31-10-2021

150 KI"

Date of Expiry / Cpok rognocru: 09_/_2024

Analysis performed according ND / Anaau3 nposegen no HJI: IT N014189/01-251220

I’age_S i4__/Trp._3113 4

Result / PesyanTat

23/23

Specification/ Hopma

Acceptance value (AV) should be not more
than 15.0./Tlokazatens npuemsemoctu (AV)
JI0JKeH ObIThL He 6onee 15,0.

~10.0mg/ 10,0 mr

From 9.0 mg to 11.0 mg of |
C20H28N205-CsH4O4 (Enalapril Maleate) per
tablet. / Ot 90mr go 11,0wMmr
C0H25N205C4H4O4 (3Hananpuna manear) B
Tabnertke.

N Test/ Ilokazateb
No. s B B
7 | Uniformity of dosage
| units / OnHOPOAHOCTH
JI03NPOBAHNS
8 | Assay/ KoandecrBeHHOe
omnpejaejeHHe
9 Package / Ynakoeka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / [To 10 Tabnetok B
[TA/AJI/TIBX//anioMuH1eBOM
Oonucrepe. [lo 2 Oaucrepa ¢
MHCTPYKIMEH MO NPUMEHEHUIO B
Nayky 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. /

Tabaerkn 2.5 mr. llo 10 Tabnetok B
AIFOMUHHEBOM cTpurne Uiy B
[MA/AJI/TIBX//amomunuesoM 6auctepe. Tlo
2 cTpuna unu no 2 Gaucrepa ¢ HHCTpYKUUEH
N0 MPUMEHEHHUIO B MAYKY KAPTOHHYIO.
Tabnerkn S mr, 10 mr, 20 mr. ITo 10 Tabaerox
B aliOMHHUEBOM  CTpure WAl B
MMA/AJI/TIBX//antomunueom Gnuctepe. [To
2, 5, 6, 10 crpunos unu no 2, 5, 6, 10
611CTepOB ¢ HHCTPYKLUMEH N0 NPUMEHEHHIO
B MAUKy KapTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykr coorserctByet Tpedopanmam HJL

Conclusion : APPROVED /
3axmwuenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

Jara: 31-10-2021

[oarotosneno: {({ [Iposepeno: @h Ono6peno: Menemxep / PykoBoautens
= n
A
Date / Date / Date /

Hata: 31-10-2021

JHara: 31-10-2021

Py

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UNKAT AHAJIU3A

Product: Enam tablets 10 mg / Snam", Ta6nerxn 10 mr - B -
Batch No. / Cepusi Ne : B2103809 Batch Size / O6bem cepun: 486.150 KG

- _ | /486.150 KT -
Analytical Report No. / Anagutuveckunii oruer Ne: Date of Analysis / /laTa anann3a: 31 -10-2021
2002FP21002160
|Date of Manufacture / Jlata npoussoacrna: 10/2021 Date of Expiry / Cpox rogsocrn: 09_/_2@4
| Analysis performed according ND / Ananus nposejien mo HJ1: I N014189/01-251220 -

Pilgt‘_4¥4_/_ ?_Ip4—l/]3 4{_

1\?(') Test/ IlokazaTenn Result / PesysabTar Specification/ Hopma
10 | Labeling / MapkupoBka Complies as prescribed / | According to ND /
CooreeTcTBYeT TpeboBaHHAM B coorsercreuu ¢ HJ|
11 Sto;’age conditions / At temperature below 25 °C. / Tpu lTeMn_epaType He Bbiwwe 25 °C. R
XpaHeHue
12 | Shelflife / Cpox roasoctu | 3 years /3 roga o

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeyanue: [Ipoayxr coorsercrayet Tpebosanusm HJL 3axuouenne: OIOPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBnexo: | [TpoBepeHo: &h Onobpeno: Menemxep / PykoBoautens
IN

%y
Date / Date / Date /
Jara: 31-10-2021 Hata: 31-10-2021 Jata: 31-10-2021

A
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