Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

2002FP22000945

Analytical Report No. / AHaIuTHYeCKHAH oTueT Ne:

[Product: Enam tablets 2.5 mg / uam®, Ta6neTku 2,5 mr
Batch No. / Cepusi Ne : B2201307

Batch Size / O6bem cepun:
486.570 KG / 486,570 KI

Date of Analysis / [laTa anam3a: 29-04-2022

Date of Manufacture / Jlara npousBoactsa: 03/2022

Date of Expiry / Cpok [‘O,IIHECT_H:__O_ZQ_OZ_S B

Analysis performed according ND / Anasin3 nposeaen mo HJI: IT N014189/01-271021

Page 1 0f 6/ Crp. 1136

S.

Test/ IlokazaTenn
No.

Result / PesynabTaT

1 | Description / Onucanue

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 core.
/  benwle, Kkpyrable, njockue
TabneTkH co CKOLUEHHBIMH
Kpasmu, ¢ TucHenneMm "EMT" Ha
ONlHO# cTOpoHE W Uuudpoit "2.5" u
pa3feauTensHOM  pUCKOW  Ha
ApYroii CTOpPOHE.

Ha nonepeyHoM paspese saapo
ocJioro uBeTa.

Specification/ Hopma

“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 nnu noutu Gebie, KpPyrible,
MIoCKKe TabNeTKH CO CKOLUEHHbIMU KpasMHU,
¢ tucHenuem "EMT" Ha opHoii ctopoHe u
uudpot  "2.5" wunm W paznenuTeNbLHOI
pHUCKOH Ha Apyroil cTopoHe.

Ha nonepeunom paspese siapo Genoro uiu
nouTtH Gesoro 1BeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3axouenue: OJJOBPEHO

Prepared by /

[ToaroToBneHo: g p

Checked by /
[IpoBepeHo: JW

Approved by: Manager/Executive /
OnoGpeno: Menemxkep / PykoBoauTens

Myt

Date / 30-04-2022
Jlara:

Date / 30-04-2022
Hara:

Date / 30-04-2022
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 Q':’.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Enam tablets 2.5 mg / Juam”, Ta6nerxu 2,5 mr
Batch No. / Cepusi Ne : B2201307

|Batch Size / O6bem cepun:

486.570 KG /486,570 KI'

Analytical Report No. / AHanuTHUIeCKHIT 0T4eT Ne:
2002FP22000945

Date of Analysis / laTa ananm3a: 29-04-2022 |

Date of Manufacture / JlaTa HpOl/l3BOI(€TBa: 0372022

Date of Expiry / Cpok rogaoctu: 02/2025

A_nalysis performed according ND / Auann3 nposeaex mo HJL: IT N014189/01-271021

Page2 of 6/ Crp.2 u3 6

S. Test/ Iloka3zaTe/ib
No. |
2 | Identification /
INopuHHOCTDL

1. By HPLC / BRXX

2. By TLC / TCX

Result / PezyabTat

Complies as prescribed /
CooTBercTBYyeT

Complies as prescribed /
CooTBeTcTBYET

3 | Uniformity of dosage
units / OAHOPOAHOCTD
AO3HPOBAHMS

6.0/6,0

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
yAepKUBAHHS ~ OCHOBHOrO  MWKa  Ha
XpoMaTorpaMMme  UCMbITYEMOro  pacTrRopa
JOMKHO COOTBETCTBOBAThH BpeMEHU
yAep)KMBAHUS  NMUKa  dHananpuia  Ha
XpoMmaTorpaMme CTaHAApTHOrO pacTBopa
(paznen «KonuuecTBeHHOE OnpefencHue»).

The principal spot in the chromatogram of the
test preparation should correspond to that in
the chromatogram of the standard
preparation. / OCHOBHOE MOSATHO Ha
XpoMarorpaMMme HCMbITYEMOro pacTBopa
JIOJKHO COOTBETCTBOBATh OCHOBHOMY TSITHY
Ha XpOMaTorpamMMe CTaHJapTHOrO pacTBopa.

i Acceptance value (AV) should be not more
than 15.0. / [loka3zaTens npueMaemMocTu
(AV) nomxen Ob1ThH He 6onee 15,0.

4 | Dissolution /
PactBopenne

102%, 101%, 100%
102%, 100%, 100%

Not less than 80 % (Q) of
CaoH2sN>O5-C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /

He meuee 80 % (Q) ConzsNzOs‘C4H4O4
(pHananpuna Manear) OT HOMHHAIbHOTO
conepxanus yepes 30 MuH.

Remarks : The Product confirms to ND/
Hpumeuanue: [Iponykr coorBeTcTByeT TpeboaHusam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

[ToarorosneHo; Q !z

Checked by /
[TpoBepeHo: J}M

Approved by: Manager/Executive /
Ono6peno: Menenxep / PykoBoaurenn

Mg

Date / 30-04-2022
Jlarta:

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 : +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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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Batch No. / Cepust Ne : B2201307

Product: Enam tablets 2.5 mg / Juam®, Tabaerku 2,5 Mr

Batch Size / OﬁbeM_cepnn:
486.570 KG /486,570 KI'

AnalytiEal Report No. / AnaanTndyeckuii order Ne:
2002FP22000945

Date of Analysis / lata anaan3za: 29-04-2022

Date of Manufacture / Jata nponssoactsa: 03/2022

Date of Expiry / Cpok roamocta: 02/2025

Analysis performed according ND / Anann3 nposenen no HJI: IT N014189/01-271021

S.

Test/ [lokazaTenan
No.

Page 3 0f37(.‘1_‘p._3 us3 6

Result / PesynbTat

5 | Related substances / PoucTB_emlble NpUMecH

Specification/ Hopma

Enalaprilat / Duananpunar

Enalapril diketopiperazine /
Buanarnpuna
JAWKETONUNEepastH
Individual
impurity / EauHuvHas
HeujieHTHhULMpOBaHHAS
npuMech

Total impurities /

CymMa npumeceii

6 | Assay/ KosnuecTBeHnHnoe

unidentified

2.475 mg /2,475 mr

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He obHapyxeHa

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

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

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

| From 2.25mg to

of

2.75 mg
C20H28N205-C4H4O4 (Enalapril Maleate) per

%

onpeaeJieHne 0 0
(99.0%799,0%) tablet (90 % to 110 % of the label claim).
/Ot 2,25 MT 10 2,75 mr ConngzOs'C4H404
(sHananpuna maneat) B Tabnetke. (ot 90
10 110 % oT HOMMHANBLHOTO COAEPXKAHU).
7 | Water / Boaa 0.9% w/w /0,9% Not more than 6.0 % / He 6onee 6,0 %

count / Obuiee yuciao
a3pobHbIX
MUKpPOOPraHU3MOB

“a) Total aerobic microbial |

8 | Microbial limits / MukpoGHoorudeckas YHCTOTa

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

b) Total combined yeasts
and mould count / OGuiee
YUCNO IPOMCOKEBBIX U
MJIeCHEBbIX rPUGOB

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

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

| Not more than 100 CFU/g /
He 6osee 100 KOE/r

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorsercTByeT TpeboBasnam HJI

Conclusion : APPROVED /
3axmouyenue: OJJOBPEHO

Prepared by /

[ToaroToBaeHo: Qg ; b

Checked by /
IIposepeno:

it

Approved by: Manager/Executive /
OnobpeHo: Menemxep / PykoBoauTens

A

Date / 30-04-2022
Jlara:

Date / 30-04-2022
JlaTa:

Date / 30-04-2022

JHara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2900, Fax : +9140 49002999 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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CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A

Batch No. / Cepust Ne : B2201307

_P—roduct: Enam tablets 2.5 mg / Iuam®, Tabnerkn 2,5 Mr

Batch Size / O0nem cepuu:
486.570 KG / 486,570 KI'

2002FP22000945

Analytic_al Report No. / AHanuTnyeckHii oTyer No:

Date of Analysis / JlaTa aHamm3a: 29-04-2022

Date of Expiry / Cpok roanocru: 02/2025

Date of Manufacture / lata npousBoacrsa: 03/2022
| Analysis performed according ND / Ananu3 nposeaen no HJL: IT N014189/01-271021

Page 4 of 6 / Crp. 4 u3 6 '

S.

Test/ lloxa3zaTenanb
No.

Result / Pe3yabTat

c) E. coli

Absentin 1g/
OrcyTcTByeT B I

Specification/ Hopma

Shall be absentin 1 g/
JomxHbl oTCyTCcTBOBaTL B 1 1

9 | Subdivision of tablets /
OaHOPOAHOCTH MACC MpU
Je/leHHH Ta0JIeToK

Complies as prescribed /
CooTBETCTBYET

The tablets comply with the test, if not more
than | 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. /

TabneTku COOTBETCTBYIOT TpeOOBaHHSAM,
ecii He Oonee 1 emuHuyHas Macca
oTknousieTcst 3a npeaensl 85 % - 115 % or
cpenueit Macchbl. Tabnerku He

COOTBETCTBYIOT TpeboBaHusiM, eciu Oonee
yeMm | MHAMBUAYaNbHAS Macca OTKIIOHAETCS
OT 3THX [OpeaenoB  uaM, eciad |
WHAWBUyaflbHas Macca OTKJIOHSETCS 3a
npeaenbl 75 % - 125 % ot cpeaHeii Maccsl.

Remarks : The Product confirms to NI/
IIpumeuanne: [ponykr coorBeTcTBYET TpeGoBaHMsIM HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /

[ToAroToBieHO: li@{}/

Checked by /
IIpogepeHo:

Jotis”

Approved by: Manager/Executive /
OpnobpeHo: Menemxep / PykoBoauTens

N

Date / 30-04-2022
Hara:

Date / 30-04-2022
Jlata:

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 : +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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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product: Enam tablefg 2.5 mg/ Juam®, Tabaerku 2,5 Mr
Batch No. / Cepusa Ne : B2201307

|Batch Size / O6bem cepun:
486.570 KG /486,570 KI'

2002FP22000945

Analytical Report No. / AHaauTHYecknii oTuer No;

Date of Analysis / Jata anannsa: 29-04-2022

Date of Manufacture / lata npoussojcrea: 03/2022

Date of Expiry / Cpok roasoctu: 02/2025

Halysis performed according ND / Ananu3 nposesen no HJ/L: 1 N014189/01-271021

Page 5of 6/ Crp.5u3 6

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 @ brucmepe U3
TpcxcnoiHoi dhonbru
(OITA/An/TIBX) 1 amoMHHUEBOH
dosbrM  ©  TEPMOCBAPHBAEMbIM
NAKOBbIM NOKPBITUEM Ha
3arnevyarhiBaeMoii CTOpPOHE.

[To 2 6aucTepa ¢ MHCTPYKUHEH MO
MPUMEHEHUIO B nauky
KapTOIIIYIO.

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. /

Tabnemxu 2,5 m2

[lo 10 Tabnetok B cmpune U3 anlOMUHUEBOH
(hONIbTH C MONMITUIEHOM HU3KOH NJIIOTHOCTH
(TITOHIT) Ha 3anevarTbiBaEMOH CTOPOHE H
ILIEJIAKOBbIM TMOKPBITUEM Ha HAPYXHOMN
CTOpOHE

M

no 10 tabnetok ¢ 6aucmepe U3 TPEXCIOHHON
doneru (OTTA/AN/TIBX) u anoMuHueBoil
donbrd ¢ TEpPMOCBAPUBAEMBIM JIAKOBBIM
MOKPbITUEM Ha 3aMeyaTbIBAEMOi CTOPOHE.
[lo 2 crpuna unn no 2 Oaucrepa ¢
MHCTPYKLMEHl NO MPUMEHEHHUIO B TNAuKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpedoBanusam HJI

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

Prepared by /

[MoAroToBAEHO: lﬁ%,;_/

Checked by /
[TpoBepeHo: W

Approved by: Manager/Executive /
OnobpeHo: Menenxep / PykoBoautens

N

Date / 30-04-2022
Hara:

Date / 30-04-2022
Jara:

Date / 30-04-2022
JlaTa:

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,
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 2.5 mg / 3uam®, TaGeTkn 2,5 mr o -
Batch No. / Cepust Ne : B2201307 Batch Size / O6bem cepun:

~1486.570 KG /486,570 KI' -

Analytical Report No. / Ananutnyecknii otuer Ne: Date of Analysis / laTa ananusa: 29-04-2022 —
2002FP22000945 - -
Date of Manufacture / Jlata npousBoactBa: 03/2022 Date of Expiry / Cpok rognoctu: 02/2025
Analysis performed according ND / Anann3 nposeaen no HJI: IT N014189/01-271021

Page 6 of 6/Crp.6u36

Test/ IlokazaTesnb Result / PesyabTat Specification/ Hopma

S.
No.

Tabnemxu 5 me, 10 me, 20 m2

I1o 10 TabneTok B cmpune U3 antoMUHHEBOM
$oJbru ¢ NOJUITHIIEHOM HU3KOK MIOTHOCTH
(II2HIT) Ha 3anevatbiBaemoii cropoHe
UIC/ITAKOBLIM  MOKPBITHEM Ha  HapyXHOM
cTopolie

WY

no 10 tabnetok 6 6aucmepe W3 TpexciaohHol
donbru (OIMA/AN/IBX) v amomudueBoi
dbonern ¢ TEpMOCBapUBAEMbIM  JIAKOBBIM
MOKPLITUEM Ha 3afeyaTbiBaeMOi CTOpPOHe.
llo 2, 5, 6, 10 cTpunos uwau no 2, 5, 6, 10
OMMCTEPOB C MHCTPYKUHEH No NpHMEHEHHIO
B Ma4Ky KapTOHHY!O.

11 | Labeling / MapkunpoBka Complies as prescribed / According to ND /

CootBeTcTBYeT TpeOOBaHUAM B coorsercrBuu ¢ HJ

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Bbile 25 °C.
XpaHenue

13 | Shelf life / Cpok rognoctn | 3 years /3 rona

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [Tpoaykr coorBeTcTByeT TpeboBaHuam HJI 3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: \g;f/ IposepeHo: fo/ Ono6peHo: Menemxkep / PykoBoautens
Date / 30-04-2022 Date / 30-04-2022 Date / 30-04-2022

Hara: Hara: Hara:
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