Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam tablets 2.5 n;g / 3HaM_®TTaﬁ.ﬂeTKH 2,5 mMr B

Batch No. / Cepust Ne : B2201308

Batch Size / O6bem CepHH:
489.000 KG /489,000 KI'

2002FP22000946

Analytical Report No. / Anaautndecknii oryet Ne;

Date of Analysis / Iata ananusa: 29-04-2022

Date of Manufacture / lata npousBoacTsa: 03/2022

Date of Expiry / Cpok rognoctu: 02/2025

Analysis performed according ND / Anaan3 npoBenen mo HJI: IT N014189/01-271021

S- Test/ IlokazaTenn
No.| 777 |
1 | Description / Onucauue

Pagel1of 6 /Crp.1u3 6

Result / Pe3yabTaT

Specification/ Hopma

tablets with "EMT" debossed on
one side and number "2.5" and a
break line on the other side.

Cross Cut Description: White core.
/  benble, Kpyrable, IJIOCKHE
Tabnerku co CKOIUEHHBbIMHU
Kpasimu, ¢ TucHeHueM "EMT" Ha
OJIHO# cTOpoHE U LUbpoit "2.5" u
pasfenuTenbHOd  puckoil Ha
JpYroi CTOpOHE.

Ha nonepeuHom pa3pese sapo
Oenoro BeTa.

White round, flat, beveled edged

White to off-white, round, flat, beveled edged
tablets with "EMT" debossed on one side and
number "2.5" and a break line on the other
side.

Cross Cut Description: White to off white
core. / benble UM noutu Oenvie, kpyribie,
naockue TabJIeTKH CO CKOWIEHHbIMU KpasiMu,
¢ tucHenneM "EMT" Ha onHoli ctopone u
uddpoi  "2.5" wIM M pasgenuTENbHOT
pPHUCKOH Ha ApYyroil CTopoHe.

Ha nonepeunom paspese sapo Genoro unu
noytH Gesoro LBeTA.

Remarks : The Product confirms to ND/
ITpumeuanue: I[IpoaykT coorBeTcTBYeT TpeboBaHusaM HJI

Conclusion : APPROVED /
3axnwuenue: OJJOBPEHO

Prepared by /
IloaroroBneno:

Checked by /
IIpoBepeHo:

I s

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoautens

N

Date / 30-04-2022
Jlara:

Date / 30-04-2022
Jlara:

Date / 30-04-2022
Hara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 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
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHATH3A

Product: Enam tablets 2.5 mg / nam®, Ta6netku 2,5 Mr
Batch No. / Cepust Ne : B2201308

Batch Size / O6bem cepnn:_
489.000 KG /489,000 KI"

Date of Analysis / laTa ananuza: 29-04-2022 |

2002FP22000946

| Analytical Report No. / AHanuTHYecKuil 0TYeT Ne:

Date of Manufacture / laTa H_]I)OIBBOIICTBa: 03/2022

Date of Expiry / Cpoxk roanoctu: 02/2025

Analysis performed according ND / Ananus nposeaen mo HJT: I1 N014189/01-271021

Page 2 of 6/ Cp. 2 u3 6

= Test/ IloxazaTeinb
No. B
2 | Identification /

IMoanunHocTh

1. By HPLC / BOXX

2. By TLC/ TCX

Result / PesyabTaTt

Complies as prescribed /
CootBeTcTBYET

Complies as prescribed /
CooTeeTcTBYET

Specification/ Hopma

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
yIOCPXKUBAHUS ~ OCHOBHOTO  MHKa  Ha
XpoMmarorpaMMe  HCIbITYEMOrO  pacTBopa
JOJDKHO COOTBETCTBOBATh BpeMEHH
yAepKUBAHUS  MHKA  SHananpuina  Ha
XpoMmarorpamMme CTaHJApTHOrO pacTBopa
(paznen «KonuecTBeHHOE OnpeaeaeHue).

The principal spot in the chromatogram of the
test preparation should correspond to that in
the chromatogram of the standard
preparation. / OCHOBHOE NSTHO Ha
XpomarorpamMe  MCIBITYEMOro pacTsopa
JIOMKHO COOTBETCTBOBATH OCHOBHOMY MAITHY
Ha XpoMaTOrpaMMe CTaHAapPTHOTO PACTBOpA.

3| U_nif;njmitgl of d_osa_ge
units / O1HOPOAHOCTD
J03UPOBAHHA

4 | Dissolution /
PacTBopenne

3.7/3,7

98%, 101%, 97%
101%, 100%, 101%

“Not less than 80 % (Q) of

Acceptance value (AV) should be not more
than 15.0. / [Toka3sarens npuemMaemMocTu
(AV) nomxkeH 6bITb He Hogee 15,0.

Co0H28N,05-C4H404 (Enalapril Maleate) of
the label claim in 30 minutes. /

He menee 80 % (Q) ConzsNzOs‘C4H404
(3Hananpuna mMajgeaT) OT HOMUHAJIBHOTO
coaepxaHus yepes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanmne: [poaykT coorBeTcTBYeET TpeOOBaHUsIM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /

IloarorosneHo: !} SZ F

Checked by /
[IpoBepeHo:

futte

Approved by: Manager/Executive /
OnobpeHo: Menemkep / PykoBoauTteinn

NLE

Date / 30-04-2022
JlaTa:

Date / 30-04-2022
Hara:

Date / 30-04-2022
Hara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +91 40 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,
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIU3A

ﬁ)duct:_Enam tablets 2.5 mg / Dnam®, TaGrerkn 2,5 Mr
Batch No. / Cepust Ne : B2201308

Batch Size / O6nem cepuu:
489.000 KG /489,000 KI'

Analytical Report No. / AnasmTHuecknii oTuer No:
2002FP22000946

Date of Analysis / lata ananun3za: 29-04-2022

Date of Manufacture / Jlata nponssoactsa: 03/2022

Date of Expiry / Cpok rognoctu: 02/2025

Xnalysis performed according ND / Anasin3 nposeaen mo HJI: T1 N014189/01-271021

Page30f 6/Crtp.3 3 6

No Test/ Tlokazarenn Result / PesyabTar Specification/ Hopma
5 | Related substances / PoacTBennble npuMecH - I o
Enalaprilat / Dnananpunar | Not detected / ne obHapyxeHa Not more than 1.5 % / He 6osee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 6outee 2,5 %
Duananpuia Not detected / He oOHapykeHa
| IMKETOMUNEPa3nH - N
Individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / EauHnudas
HeHIeHTHUUUPOBAHHAS Not detected / He obHapyxeHa
TIpHMeCh
Total impurities /
CymMa npumeceit Not detected / He oOHapykeHa Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay / KoinuecTBeHHOE 2.482 mg/2,482 mr | From 2.25mg to 2.75 mg of
onpejejieHUe 3 5 C20H2sN>0s'C4H4O4 (Enalapril Maleate) per
(Q23953%) tablet (90 % to 110 % of the label claim).
/OT 2,25 MI 10 2,75 M ConzsNzOs‘C4H404
(sHananpuna manear) B Tabnerke. (o1 90 %
10 110 % OT HOMMHANBLHOFO COACPXKAHUS).
7 | Water / Boaa 0.7% wiw / 0,7% Not more than 6.0 % / He Gosnee 6,0 % '
8 | Microbial limits / MukpoGHnooruueckas YHCTOTA N
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / O61uee yucno Menee 10 KOE/r He 6osiee 1000 KOE/r
aspobHbIX
MUKpPOOpPTraHHW3MOB
" b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g/
and mould count / Ob1uee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO APOMHOKEBBIX U
TJIECHEBBIX rpUbOB

Remarks : The Product confirms to ND/
IIpumeuanwue: [Tpoaykr coorBeTcTByeT TpebosaHusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by /
ITpoBepeHo: J\\Qﬂf

Approved by: Manager/Executive /

Nep

OnoGpeno: Menemxep / PykoBoauress

[ToaroToBieHoO:
Date / 30-04-2022
Hara:

Date / 30-04-2022
Jara:

Date / 30-04-2022
Jlara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034,

Telangana, india. CIN : L85195TG1984PLC004507

Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Survey No. 42, 45 & 46, Bachupally Villags, 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 Q:.-

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product: Enam tablets 2.5 mg / Dnam®, TabaeTkn 2,5 vr . -
Batch No. / Cepus Ne : B2201308 Batch Size / O0bem cepuu:

~1489.000 KG /489,000 KI”

Analytical Report No. / AnannTndeckuii oryer Ne: Date of Analysis / laTa anajausa: 29-04-2022
2002FP22000946 -
Date of Manufacture / lata npousBoactsa: 03/2022 Date of Expiry / Cpok roguocru: 02/2025
Analysis performed according ND / Auaqn3 nposenen nmo HJI: TI N014189/01-271021

Page4 of 6 /Ctp. 4u36

Test/ [lokazaTenb Result / PesyabTat Specification/ Hopma

| ) E. coli Absent in 1g/ Shall be absentin 1 g/ -
OrcyTrcTBYeT B IT JosmkHb!l oTCyTCTBOBaTL B 1 T

9 | Subdivision of tablets / The tablets comply with the test, if not more
Opnnopoanoctk mace npu | Complies as prescribed / than 1 individual mass is outside the limits of
Jaejiennu TabJ1eToK CooTBeTCTBYET 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,
orif 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
Tabnerkn COOTBETCTBYIOT TpebOBaHUAM,
ecii He Oonee 1 endHuwunas macca
oTknoHscTCa 3a npegensl 85 % - 115 % ot
cpenHeit Macchbl. Tabnetku He
COOTBETCTBYIOT TpeboBaHHsIM, ecnd OGolee
yeM | MHAMBHAYaNbHAs Macca OTKJIOHSETCS
OT JTUX NpeaesioB  Wiad, ecad 1
WHJIMBUYaNbHAs Macca OTKIOHSETCS 3a
npeaennl 75 % - 125 % ot cpeaHel maccbl.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poxyxr coorsercTyeT TpeGosanusam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToaroTrosneHo: \deb/ [IpoBepeHo: W OnobpeHo: Menemxep / PykoBoautesb

Date / 30-04-2022 Date / 30-04-2022 Date / 30-04-2022
JlaTa: JHara: Jlara:

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
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Dr.Reddy’s ‘;"

CERTINICATE OF ANALYSIS

CEPTUDUKAT AHAJITHU3A

@Lt: Enam tablets 2.5 mg / Jnam’, _Tlﬁ.uenz" 2,5mr
Batch No. / Cepus Ne : B2201308

Batch Size / O0bem cepun:
489.000 KG /489,000 KI"

2002FP22000946

Analytical Report No. / AnajanTuecknii oryer Ne:

Date of Analysis / laTa anaiusa; 29-04-2022

_D_ate of Manufacture / ata nponssopcrsa: 03/2022

Date of Expiry / Cpok roiHOCTH: gz/ﬁzs

Analysis performed according ND / Anasu3 nposeaen no HJL: T1 N014189/01-271021

10 | Package/ YnakoBka

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 blisters and patient information
leaflet in a carton pack. /

[To 10 tabnerok 8 Oaucmepe w3
TPEeXCNOHHOM donbru
(OTTIA/ANTIBX) u antoMHUHHEBON
donbry ¢ TEpMOCBapUBAEMbIM
JIaKOBbIM MOKpPbITHEM Ha
3arnevyaTbhiBa€MON CTOPOHE.

[To 2 6aucTepa ¢ UHCTPYKLUEH MO
[IPUMEHEHUIO B nayvky
KApTOHHYIO.

Page S of 6/ CTP_. 536
Tablets 2.5 m
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 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. /

Tabremru 2,5 m2

[To 10 Tabnetok B crmpune n3 altOMUHUEBOM
($honbru ¢ NONUITUIEHOM HU3KOH MIOTHOCTH
(IT3HIT) Ha 3amevyarbiBa€MOil CTOPOHE U
LIENIJIAaKOBBIM  MOKPBLITHEM HA  HApYXKHOM
CTOpOHE

v

no 10 Tabserok 8 6aucmepe v3 TpEXCI0MHON
donbru (OIMA/An/TIBX) n anmoMuHueBOH
dbonbry ¢ TEpMOCBapUBAEMbIM  JTAKOBLIM
MOKPBITHEM Ha 3ane4aTbiBaEMOI CTOPOHE.
Mo 2 crpuna wnu no 2 OnucTtepa ¢
WHCTPYKUHEH 01O NPUMEHEHMIO B HAYKy
KapTOHHYIO.

Remarks ; The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorsercTByeT TpeGoBaHusam HJL

Conclusion : APPROVED /
3akmiouenue: OJOBPEHO

Prepared by /
[MoarotoBneHo:

Checked by /
[Iposepeno: W

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurens

N

Date/ 30-04-2022
Hara:

Date / 30-04-2022
Jara:

Date / 30-04-2022
Jara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
Product: Enam tablets 2.5 mg / Yuam®, TaGierku 2,5 mr _ -
Batch No. / Cepus Ne : B2201308 Batch Size / O6bem cepun:

489.000 KG /489,000 KI" -

Analytical Report No. / Anaauruueckuii oruer Ne: Date of Analysis / J/lata ananusa: 29-04-2022 |
2002FP22000946 - )
Date of Manufacture / llata npoussogersa: 03/2022 Date of Expiry / Cpok rognocrn: 02/2025 |
Analysis performed according ND / Ananun3s nposejen mo HJI: IT N014189/01-271021

Page 6 0?_§_/CTE. 6u36 _

s,

No Test/ IlokazaTenn Result / PesyapTar

Taonemiu 5 e, 10 m2, 20 v

Specification/ Hopma

[To 10 Tabnetok B cmpune U3 amOMUHHEBOM
(onbru ¢ NONUITUNEHOM HH3KOM TUIOTHOCTH
(IISHIT) Ha 3amevaTbiBa€MoOW CTOpOHE W
LUEJINAKOBBIM MOKPbITUEM HAa HAPYKHOM
CTOpOHE

AT

no 10 tabnetok 8 6aucmepe U3 TPeXCNoiiHOM
tdonbru (OITA/An/TIBX) u antomMunueBoil
donbrd ¢ TEPMOCBAPUBAEMbIM  JIAKOBbLIM
MOKPBITUEM Ha 3areyaTbiBaeMol CTOpPOHE.
ITo 2, 5, 6, 10 cTpunoB uau no 2, 5, 6, 10
6JIUCTEPOB ¢ UHCTPYKUHUEH 1O NPUMEHEHHIO
B Ma4Ky KApPTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTBeTcTBYET TPeOOBAHHSM

According to ND /
B coorBercTauu ¢ HJ

XpaueHnune

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbilie 25 °C.

13 | Shelf life / Cpox rognoctn | 3 years / 3 roaa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanwue: [Ipoaykt cooTBeTcTBYeT TpeboBaHUsM HJT 3akmouenne: OJOBPEHO

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

IToarorosieHo: [IpoBepeHo: W Opnobpeno: Menemxep / PykosoauTens
N

Date / 30-04-2022 Date / 30-04-2022 Date / 30-04-2022

Jara: Harta: Jlata:
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