Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHO®HUKAT AHAJIN3A

Product: Enam tablets 20 'mg / Dnam®, Tabiaerkn 20 mr
Batch No. / Cepus Ne : B2103998

Batch Size / O6wem cepun: 526.140 KG/
526,140 KI'
Date of Analysis / /lara anaamsa: 17-11-2021

Analytical Report No. / Ananutnueckuii or4er Ne:
2002FP21002232 -
Date of Manufacture / JJaTa npouspogcrsa: 11/2021 Date of Expiry / Cpok rognocru: 10/2024
Analysis performed according ND / Ananns nposenen no HJI: TI N014189/01-251220 )
Pagelof4/Crp.1n3d

S.
No.
1 | Description / Onncanue

Specification/ Hopma

Test/ [loxazaTenb Result / PesyabTar

White round flat beveled edged

White to off-white round flat beveled edged

tablets with "EMT" debossed on
one side and number "20" and a
break line on the other side. /

tablets with "EMT" debossed on one side and
number "20" and a break line on the other
side. / benple mnmM nodtH Oelnbie Kpyriibie

TabJIETKH CO CKOIUCHHBIMH KpasMH, C
tucHennem "EMT" ma opuoii cropome u
mubpoit "20" ¥ pa3geTHTENHOR PHUCKOH Ha
JpyTOil CTOpOHE.

Benbie kpyriele TabIeTKH CO
CKOLUEHHBIMHU KpasiMHy, c
TucaenveM "EMT" Ha opHOH
ctopoHe u 1mudpoir "20" m
pasdenuTenpHOM — pHCKOH  Ha
IpPYTO# CTOPOHE.

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
yAEP)KUBAHUA  OCHOBHOIO  [IMKa  Ha
XpOMATOTpaMME HCIBITYEMOI0 pacTBOpa
HOJDKHO COOTBETCTBOBATh BpeMeHH
yOepKMBaHMA  [HKa  OSHAJANpHia  Ha
XpoMaTorpaMme CTaHIAPTHOTO pacTBOpa
(pazmen «KONMYECTBEHHOE ONIPECIICHHE).

Complies as prescribed /
CooTtBercTBYET

2 | Identification /
IoaMMHHOCTHL

0.6% w/w / 0,6% Not more than 6.0 % / He 6oiee 6,0 %

3 | Water/ Boaa

Conclusion : APPROVED /
3axmoyenune: OJJOBPEHO

Remarks : The Product confirms to ND/
TIpnmeyanne: IlpoaykT cooTsercTByeT Tpebosanusm HJY

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

Ilogrorosneno: Ilposepeno: Ono6peno: Menemxkep / PykoBonurens
i Cipy )

Date / Date / Date / \

Hata: 17-11-2021 Hara: 17-11-2021 Hata: 17-11-2021

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




Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJITH3A

Product: Enam tablets 20 mg7§n_aM®, TadaeTku 20 mr

Batch No. / Cepun Ne : B2103998

Batch Size / O6bem cepun: 526.140 KG/

526,140 KT

Analytical Report No. / AHaauTnieckui oT4er Ne:
2002FP21002232

Date of Analysis / JJara anamasa: 17-11-2021

Date of Manufacture / lara npoussoacTsa: 11/2021

Date of Expiry / Cpok rognoctn: 10/2024

Analysis performed according ND / Auasu3 nposegen mo HJ/I: 11 N014189/01-251220

Page2 of4/Crp.2 uz 4

S.

No.

Test/ Iloka3aTeanb

Result / Pe3yabTar

Specification/ Hopma

4

Dissolution /
PacrBopenne

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

Not less than 80 % (Q) of
C20H28N205-C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205‘C4H4O4
(3Hananpmia Manear) OT HOMHHAIBHOIO
coepxxanus gepes 30 MuH.

Related substances / PogcTBeHHBIE IpHMecH

Enalaprilat / Dnananpunar
Enalapril diketopiperazine /
OHananpmia

JVMKETOHNIIEPA3UH
Individual unidentified
impurity /  EnuHnvHas

HEUJCHTUGHLIHPOBaHHAS
NpUMeCh

Total impurities /
Cymma npumecet

Not detected / He oOHapyxeHa
Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He 0GHapyxeHa

Not more than 1.5 % / He 6onee 1,5 %
Not more than 2.5 % / He 6oi1ee 2,5 %

Not more than 0.2 % / He 6o11ee 0,2 %

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

Microbial limits / Makpo6uoaoruyeckas 4uMcToTa

a) Total aerobic microbial
count / Obmee yucio
a3poOHBIX
MHKpPOOPTaHH3MOB

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 / Obmee
YHCJIO APOXIKEBBIX H
IIJIGCHEBBIX TPHUOOB

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

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

¢c) E. coli

Absentin 1g/
OtcyrctBYyer B Ir

Shall be absentin 1 g/
JomxHsI oTCyTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
Ilpumeuanne: [Tpoaykt cooteeTcTBYeT TpeboBanmam HJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: \f L,y IIposepeno: O @j}(}» Ono6peno: Menemkep / PykoBoaurens
v o
v
Date / Date / Date / \
Jara: 17-11-2021 Hara: 17-11-2021 Jara: 17-11-2021
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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




Qe
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Batch No. / Cepun No : B2103998

Product: Enam tablets 20 mg / duam®, Ta6aerkn 20 Mr

Batch Size / O6nem cepun: 526.140 KG/

526,140 KT’

Analytical Report No. / AuanuTnueckuii oraer Ne:
2002FP21002232

Date of Analysis / [lata ananmusa: 17-11-2021

Date of Manufacture / [lata npoussoacrea: 11/2021

Date of Expiry / Cpok rogHocTu: 10/2024

Analysis performed according ND / Anasms nposeaen no HJI: II N014189/01-251220

Page3of 4/Crp.3n3 4

S.

No.

Test/ Iloka3aTean

Result / PesyabTar

Specification/ Hopma

7

Uniformity of_dosagE: R
units / OgHopoaHoCcTh
JIO3HPOBAHUS

2.8/28

Acceptance value (AV) should be not more
than 15.0. / [Toka3sartens npuemiemoctd (AV)
JloJbkcH ObITh He 6once 15,0,

Assay / KosimuecTrBeHHOE
onpeje/ieHne

20.1 mg/ 20,1 mr

From 18.0 mg to 22.0 mg of
C20H2sN205C4sH4O4 (Enalapril Maleate) per
tablet. / Or 18,0mMr jgo 22,0wmr
C20H2sN205 CsH4O4 (3Haanpuna manear) B
TabJieTKe.

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//anoMHHAEBOM
omucrepe. Ilo 2 OGnucrepa c
HHCTPYKIMEH 110 NPHMEHCHHIO B
4Ky 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. /

Tabnetkn_ 2.5 mr. Ilo 10 Ttabnerok B
ATOMUHUCBOM cTpuIe WIN B
ITA/AJI/IIBX//amomunneBoM Gaucrepe. ITo
2 cTpuna wiy no 2 GmucTepa ¢ HHCTPYKUMEH
I10 IPUMEHEHHIO B Na4Ky KApTOHHYIO.
Tabnerku 5 mr, 10 mr, 20 mr. ITo 10 TabneTok
B AIOMUHHMEBOM  CTpUIIE HJIM B
ITA/AJI/IIBX//amomunueBoM Gnucrepe. [o
2, 5, 6, 10 crpunos uwnu mo 2, 5, 6, 10
OIMCTEPOR ¢ MHCTPYKIHUEH 10 IPUMEHEHHUIO
B [IaYKy KapTOHHYIO.

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpogykT coorBercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmovyenne: OJJOBPEHO

JHara: 17-11-2021

Prepared by / Checked by / Approved by: Manager/Executive /
Ilogrorosneno: IIpoBepeno: C/E}T% OnoGpeno: Menemkep / PykoBoauTens
Date / Date / = Date / '

Hara: 17-11-2021

Hata: 17-11-2021
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

[Product: Enam tablets 20 mg / Duam®, Tabaerkn 20 Mr

Batch No. / Cepua Ne : B2103998

Batch Size / O6bem cepuu: 526.140 KG/ ]
526,140 KI'

Analytical Report No. / AHaJINTHYecKHH oTder Ne:
2002FP21002232

Date of Analysis / Jlata ananmsa: 17-11-2021 l

Date of Manufacture / I[iTa npousBoacrsa: 11/2021

Date of Expiry / Ep(;c roguocry: 10/2024

Analysis performed according ND / Auaans nposener mo H/I:

11 N014189/01-251220

Page 4 of 4/ Crp. 4 n3 4

S.

Xpanenue

No Test/ [Toka3zaTen Result / PesynnTat Specification/ Hopma
10 | Labeling / Mapxuporxa Complies as prescribed / According to ND /
CootBercTByeT TpeOOBaHUAM B cootBerctBum ¢ H/L
11 | Storage conditions / At temperature below 25 °C. / IIpu Temnieparype He Bbiie 25 °C. - o

12 | Shelflife / Cpox rogmocry | 3 years / 3 roaa

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

Ipnmeuanne: IIpoaykr coorBercrByer TpeGopanmsiM HJI 3axkmouenne: OJIOBPEHO

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

ITogrorosneHo: IIporepeHo: CJ ﬁ\ OpoOpeno: Menemxep / PykoBogutenb
4 O w0

Date / Date / Date / \

Hata: 17-11-2021 Hara: 17-11-2021 Hara: 17-11-2021
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