Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Yuam®, Taéaerku 2,5 mr

Batch No. / Cepus Ne : B2102656

Batch Size / Oonem cepun:
489.010 KG /489,010 KI"

2002FP21001540

Analytical Report No./ AnaanTudeckmii oTuer Ne:

Date of Analysis / laTa anaausa: 26-07-2021

Date of Manufacture / Jata npoussoacta: 06/2021

Date of Expiry / Cpox rognoctu: 05/2024

Analysis performed according ND / Anasins nposegen no HJI: I1 N014189/01-251220

Page 1 of 4/ Crp.1u3 4

S.

Test/ IlokazaTean
No.

Result / PesyabraT

Specification/ Hopma

1 | Description / Onucanne

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "2.5" and a
break line on the other side. /
benble kpyribie TabneTKH CO

CKOLIEHHBIMH KpasMy, (S
THcHeHueM "EMT" Ha opgHoil
cropoHe ©u uudpoit "2.5" wu
pasjenuTenbHOM — puCKoil Ha

JIpyroii CTopoHe.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "2.5" or "5", or "10", or "20" and a
break line on the other side. / Bensie unu
noutd Oenple Kpyrible TabneTkH co
CKOLIEHHBIMH KpasiMH, ¢ TUCHeHHeM "EMT"
Ha OZXHOM cTopoHe u nudpoii "2.5" unu "5",
i "10", wim "20" M pasnenuTensHOR
PHUCKOIi Ha Jpyroil CTOpoHe.

2 | Identification /
Iopnunuocrs

Complies as prescribed /
CootBercrByer

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
yIOCPXKHBaHWS  OCHOBHOTO  TNHKa  Ha
XpoMaTrorpaMMe  HCIRITYEMOTO  PAcTROpa
JOJXKHO COOTBETCTBOBATh BpEeMEHU
yOepKWBaHWs  TMKAa  SHamanmpuia  Ha
XpoMarorpaMMme CTaHIapTHOI0 pacTBopa
(pasnen «KonudecTBeHHOE OIpefeIeHHe).

3 | Water / Boaa

0.6% w/w / 0,6%

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

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoaykr coorBercTByet TpeboBanusm HJI

Conclusion : APPROVED/
3akmouenue: OJJOBPEHO

Prepared by /

IToarorosneHo: | Eé !

Checked by /
IIpoBepeno: g

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautens

VA

Date //lata: 26-07-2021

Date / Tara: 26-07-2021

Date / ata: 26-07-2021

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 Viilage, 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

CEPTHOHUKAT AHAJIU3A

\Product: Enam tablets 2.5 mg / Yuam®, ta6nerxu 2,5 mr

Batch No. / Cepun Ne : B2102656

Batch Size / O6bem cepun:
489.010 KG / 489,010 KI'

Analytical Report No. / Ananutnueckuii orger Ne;
2002FP21001540

Date of Analysis / JlaTa ananu3za: 26-07-2021

Date of Manufacture / laTa npoussoacrsa: 06/2021

Date of Expiry / Cpox rogaoctu: 05/2024

Analysi. performed according ND / Anasns nposesxen sto HJI: II N014189/01-251220

Page2 of 4/ Crp.2 n3 4

S.

No Test/ Iloxazarenn Result / PesyanTar Specification/ Hopma
4 | Dissolution / 100%, 104%, 108%, Not less than 80 % (Q)
PacTBopenne 104%, 107%,101% C20H2sN;05°C4HsO4 (Enalapril Maleate) of

coaepxanns yepes 30 MuH.

S | Related substances / PoacTsennbie npumecu

Individual unidentified | 0.10%/0,10%
impurity  / Epunuunas
HEeUACHTH(PHUIUPOBAHHAS
TpUMech

Total impurities / 0.2%/0,2%
Cymma npumeceit

Enalaprilat / Quananpunar | Not detected / He oGHapy:eHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / ne o6napyxena Not more than 2.5 % / He 6onee 2,5 %
OHananpuia

JMKETONHUNepasuH

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

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

6 | Microbial limits / MuxpoGuosorugeckas ynerora

a) Total aerobic microbial Less than 10 CFU/g/
count / Obiee unc/o Menee 10 KOE/r
a3poOHBIX

MHKpPOOPTaHH3MOB

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

Remarks : The Product confirms to ND/
Ipumeyanne: [pogykt coorBercTByeT TpeGopanuam H]I

Conclusion : APPROVED /
3akarouenune: OJJOBPEHO

Prepared by / Checked by /

[loarorosnewno: vfi—’ Iposepeno: /%
A-H"

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

Date /Jata: 26-07-2021 Date / Jara: 26-07-2021

Date / Jlata: 26-07-2021

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 8 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

the label claim in 30 minutes.
He menee 80 % (Q) CioHzsN»Os5C4H4O4
(PHananmpuna Maneat) OT HOMHHAJBHOTO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Juam®, Tabnerkn 2,5 mr

Batch No. / Cepus Ne : B2102656

Batch Size / O6nem cepun:
489.010 KG /489,010 KT"

Analytical Report No. / Ananutuuecknii oruer Ne:
2002FP21001540

Date of Analysis / lata anannsa: 26-07-2021

Date of Manufacture / lara npoussoacrsa: 06/2021

Date of Expiry / Cpok rognocrn: 05/2024

Analysis performed accurding ND / Ananus nposenen no HJI:

I1 N014289/01-251220

Page3 of 4/ Crp.3 u3 4

1\?(; Test/ [loka3zarein Result / PesyabTat Specification/ Hopma
b) l'otal combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O61mee Mesnee 10 KOE/r He 6onee 100 KOE/r
YUCIIO APONOKEBBIX M
TIJIECHEBBIX TpuboB
c) E. coli Absentin 1g/ Shall be absentin 1 g/
OrcyrcTByeT B 1r JIOKHBI OTCYTCTBOBATb B 1 1
7 | Uniformity of desage 4.9/4,9 Acceptance value (AV) should be not more
units / OxuopogHoCTD than 15.0. / [Tokazatens npuemneMoctu (AV)
J03HPOBAHMSA JomkeH ObITh He Gonee 15,0.
8 | Assay/ Koanvecrsennoe 2.52 mg/ 2,52 mr From 225 mg to 2.75 mg of
onpejaereHHe CaoH2sN2O5:C4H4O4 (Enalapril Maleate) per
tablet,. / Or 225mMr g0 2,75wmr
C20H23N205'C4H404 (3Hananpm1a ManeaT) B
TabneTke.

Remarks : The Product confirms to ND/
Hpumeuanune: [TpoayKT COOTBETCTBYET TPeGOBAHUAM HI

Conclusion : APPROVED/
3axawyenne: OJJOBPEHO

Prepared by / Checked by /
IToarorosiaeHo: t g‘f ITposepeHo: g

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

Date /Jata: 26-07-2021 Date / Hata: 26-07-2021

Date / Jlata: 26-07-2021

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

CEPTHOUNKAT AHAJIN3A

Product: Enam tablets 2.5 mg / 3uam®, Ta6nerxn 2,5 Mr

Batch No. / Cepusa Ne : B2102656

Batch Size / O6bem cepuu:
489.010 KG / 489,010 KT"

2002FP21001540

Analytical Report No. / Ananutuuecknii oTuer Ne:

Date of Analysis / laTa anaausa: 26-07-2021

Date of Manufacture / lata npoussoacrsa: 06/2021

Date of Expiry / Cpok rogaocta: 05/2024

Analysis performed according ND / Anasnns nposegen mo HJI: IT N014189/01-251220 +

Paged of 4/ Crp. 4 13 4

S.
No.

Test/ Iloka3zaTenn

Result / PeayabTar

Specification/ Hopma

9 Package / YnakoBka

10 tablets in PA/AL/PVC foil //
aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / ITo 10 Tabnerok B
IMA/AJI/TIBX//amomMuHiEBOM
6aucrepe. Ilo 2 Gmucrepa c
UHCTPYKLMEN MO TPHMEHEHUIO 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 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. /

Tabaerku 2,5 wmr. Ilo 10 Tabnerox B
ATIOMHHHEBOM CTpHIe Wnu B
TTA/AJI/TIBX//amoMunueBom Gnucrtepe, ITo
2 cTpuna uiy 1o 2 6ucTepa ¢ HHCTPYKIKe
10 IPUMEHEHHIO B MAYKy KapTOHHYIO,
Ta6nerku 5 mr, 10 mr, 20 mr. ITo 10 Tabnerok
B aITIOMHHHEBOM  CTpUIE  HIH B
TTA/AJVTIBX//amomununeBoM Gnuctepe. ITo
2, 5, 6, 10 crpunoe mwiu mo 2, 5, 6, 10
O6IMCTEPOB ¢ HHCTPYKIIHEH 10 MPUMEHEHHIO
B YKy KapTOHHYIO.

10 | Labeling / MapkupoBka

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUAM

According to ND /
B coorBetctBUM ¢ H]]

11 | Storage conditions /
Xpanenne

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

12 | Shelf life / Cpox rogunoctn

3 years/ 3 rozga

Remarks : The Product confirms to ND/
ITpumeuannue: Ipoaykr cootBercTByeT Tpebopanusm HIT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IToaroroBneHo: L{Cf

Checked by /
IIposepeHno: %

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

Date /[ata: 26-07-2021

Date / Hara* 26-07-2021

Date / lata: 26-07-2021

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




