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CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product: Enam tablets 10 mg / Juam”, TaGaerku 10 mr
Batch No. / Cepus Ne : B2104645

Batch Size / O6bem cepuu: 492.000 KG
/492,

000 KI'

2002FP21002684

Analytical Report No. / AHanuTH4eckuii oraer Ne:

Date of Analysis / laTa anaaunsa: 05-01-2022

Date of Manufacture / lata npon3ssoacrsa: 12/2021

Date of Expiry / Cpok rognocru: 11/2024

Analysis performed according ND / Auanu3 nposesen mo HJL: IT N014189/01-251220

Page 1 of 4/_C'rp. 1u3 4

" S.

Test/ IloxazaTennb
No.

Result / PesynbTatT

Specification/ Hopma

1 | Description / Onncanne

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side. /
Benble Kpyrible TabneTku o
CKOLUEHHBIMHU KpasMH, c
tucHennem "EMT" mna onHo#
cropone ¥ uudpoir "10" u
pazaenuTenbHOH  puCkod  Ha
Jpyroi CTOpOHE.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "10" a break line on the other side. /
Benble unu mo4tu Henbie Kpyribie TabaeTKu
CO CKOLUEHHBIMH KpasiMH, C TUCHEHWEM
"EMT" Ha ogHoit cropore u uudpoit "10" u
pazfienuTenbHOd  puckoil  Ha  apyro#
CTOpOHE.

2 | Identification /
HopnuaHOCTL

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
yIAE€pXKHBaHMS ~ OCHOBHOTO  MNUKAa  Ha
XpoOMaTorpaMMe HUCHbITYEMOTO  pacTBOpa
JOJDKHO COOTBETCTBOBATb BpeMEHH
yAepXuBaHus ~ NHKa  JHajnanpuia  Ha
XpoMaTrorpaMme CTaHAapTHOrO pacTBOpa
(paszen «KonuuecTBEHHOE ONPERENEHUEN).

3 | Water/ Boga

0.5% wiw /0,5%

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

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tpoaykr coorBercTByeT TpeboBanuam H/I

Conclusion : APPROVED /
3akiaouenue: OJIOBPEHO

Hara: 05-01-2022

Prepared by / _ Checked by / Approved by: Manageﬂ@;eﬁcutive)f
[ToaroToBneHo: th {] [TpoBepeno: Q/{}]} Onobpeno: Menemkep / PYRoBo e b
Date / Date / Date /

Hara: 05-01-2022

Hara: 05-01-2022

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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CEPTUDHUKAT AHAJIM3A

[Product: Enam tablets 10 mg / Suam”, TaGaerkn 10 mr

Batch No. / Cepust Ne : B2104645

Batch Size / O6bem cepuu: 492.000 KG N
/ 492,000 KT

Analytical Report No. / Ananuru
12002FP21002684

yecknii oruer Ne:

Date of Analysis / Jarta ananu3a: 05-01-2022

Date of Manufacture / lata nponssojaerea: 12/2021

Date of Expiry / Cpok roauocru: 11/2024 -

Analysis performed according ND / Anamus nposesen no HJL: I N014189/01-251220

Page2of 4/ Crp.2 n3 4

1\?('). Test/ IlokazaTeJb Result / Pe3yabTaT Specification/ Hopma
4 | Dissolution / 102%, 99%, 100%, 101%, 105%, | Not less than 80 % (Q) of
PacTBopenue 102% C20H1sN,05:C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) ConzsNzOs'C4H4O4
(oHananpusa Majieatr) OT HOMMHAJLHOIO
coaepxanus uepes 30 Mun,
5 | Related substances / PoacTBeHHbIe MPHMECH
Enalaprilat / Dnananpunar | Not detected / He obnapyxeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 6onee 2,5 %
DHananpuna Not detected / He oGHapy»keHa
JIMKETONUnepasuH
Individual unidentified | Not detected / He obHapyxena Not more than 0.2 % / He 6onee 0,2 %
impurity ~ / Epndununas
HeuaeHTHHNLHPOBAHHAS
pUMEChH
Total impurities / Not detected / He obHapyxeHa Not more than 5.0 % / He 6onee 5,0 %.
Cymma npumeceit
6 | Microbial limits / Mukpo06noJiorH4ecKasi YUCTOTA
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Ob1wee yucio Menee 10 KOE/r He 6onee 1000 KOE/r
aspoOHbIX
MHKPOOPraHu3MOB
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / Ob1uee Metnee 10 KOE/r He 6onee 100 KOE/r
YUCTO APONOKEBBIX U
NJieCHEBbIX rpubOB
c) E. coli Absent in 1g/ Shall be absent in 1 g/
OTtcytcTByeT B Ir Jlo/oKHbI OTCYTCTBOBATL B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: [pogyxr coorsercrryer TpeGosanusm HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Iara: 05-01-2022

Prepared by / Checked by / Approved by: Manager(ﬁ;;:g@f
[loprorosneno: [IpoBepeHo: %c% Ono6peHo: Menemiep / 0/INTENb
Date / Date / Date /

Hara: 05-01-2022

Hara: 05-01-2022

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
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&)du_ct: Enam tablets 10 mg / Snam”, Ta6aerkn 10 mr

Batch No. / Cepusi Ne : B2104645

Batch Size / O6bem cepum: 492.000 KG
/492,000 KI"

2002FP21002684

| Analytical Report No. / Anaanrudeckuii oTyer Ne:

Date of Analysis / laTa anaausa: 05-01-2022

'Date of Manufacture / Jlata npoussoactsa: 12/2021

Date of Expiry / Cpok roguocru: 11/2024

Analysis performed according ND / Auanus npose/ien no HJI: I1 N014189/01-251220
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S.

Test/ IlokazaTesb
No.

Result / PesyanTaT

Specification/ Hopma

7 | Uniformity of dosage
units / OqHOPOAHOCTH
JI03UPOBAHHS

3.2/3,2

Acceptance value (AV) should be not more
than 15.0. / [Tokazatenb npuemieMocti (AV)
Jofixen ObiTh He 6onee 15,0.

8 | Assay / KoanuecTBennoe
onpenesjeHne

10.0 mg/ 10,0 mr

From 9.0 mg to 11.0 mg of
C0H28N205-C4H4O4 (Enalapril Maleate) per
tablet. / Or 90mMr g0 11,0wmr
C20H2eN,05:CsHyO4 (aHaNanpusa Manear) B
TabneTke.

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 Tabnetok B
ITA/AJI/TIBX//antoMHHKMEBOM
Gaucrepe. [lo 2 Onuctepa ¢
MHCTPYKLUEH MO NPUMEHEHUIO 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. /

Tabnerku 2.5 wmr. Ilo 10 Tabnetok B
AJIFOM UHUEBOM cTpHne Wiu B
ITA/AJI/TIBX//amtomunuesom 6auctepe. [1o
2 cTpuna uiu 1o 2 6aucTepa ¢ MHCTPYKIUeH
Mo NMPUMEHEHHIO B NAYKY KAPTOHHYIO.
Ta6aerku 5 mr, 10 mr. 20 mr. ITo 10 Tabnertok
B allOMMHHEBOM  CTpUIIE  WIH B
TTA/AJI/TIBX//amomunueBoM Oauctepe. Ilo
2,5, 6, 10 ctpunoB uiu no 2, 5, 6, 10
OANCTCPOB C HHCTPYKIHUEH MO NMPUMEHEHHIO
B MAYKY KAPTOHHYIO.

Remarks : The Product confirms to ND/
TIpumeuanue: [IpoayKT COOTBETCTBYET Tpedopanuam HJL

Conclusion : APPROVED /
3akarouenne: OJIOBPEHO

Jara: 05-01-2022

Prepared by / Checked by / Approved by: Managew

[ToarotoBneHo: \%L, [Iposepeno: C/Z\FE}" Opo6peno: Menemkep / PyRoBouTeb
OF N2

Date / Date / Date /

Jata: 05-01-2022

Iara: 05-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tol : +91 40 4900 2900, Fax : +91 40 4900 2999 Email : mail@drreddys.com www.drreddys.com

Factory : Survey No. 42, 45 & 46, Bachupally Viliage, 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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CEPTH®UKAT AHAJIM3A

Product: Enam tablets 10 mg / Ynam”, ta6aerin 10 mr
Batch No. / Cepus Ne : B2104645

Batch Size / O0bem cepum: 492.000 KG
/492,000 KT’
Date of Analysis / JJaTa anasm3a: 05-01-2022

Analytical Report No. / AnanuTuueckuii oruet No:
2002FP21002684 -
Date of Manufacture / Jlara nponssoacrsa: 12/2021 Date of Expiry / Cpok rogaocru: 11/2024
Analysis performed according ND / Ananu3 nposejen no HJL: I1 N014189/01-251220

Page4o0f4/Crp. 4u3 4

1\?(') Test/ llokazaTenn Result / PesyabTaT Specification/ Hopma
10 | Labeling / MapkupoBka Complies as prescribed / According to ND / o
CooTBETCTBYET TpeOOBAHUAM B coorsetcTeuu ¢ HJ|
11 | Storage conditions / At temperature below 25 °C. / TIpn TemnepaType He Bbiiue 25 °C.
XpaneHnue
12 | Shelflife / Cpox roguocru | 3 years /3 rona

Conclusion : APPROVED /
Zawmouenue: OJJOGPEHO

Remarks : The Product confirms to ND/
Ipumeuauue: [Tpoaykr cooTseTcTByeT TpebosaHusm HJL

Prepared by / Checked by / Approved by: Managerw

IToarorosineHo: (& ) [IpoBepeHo: C/@f:} Onobpeno: Menemiep / PykoBoauTe b
‘ NP

Date / Date / Date /

Hara: 05-01-2022 Hara: 05-01-2022 Hara: 05-01-2022

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



