Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Product: Enam tablets 2.5 mg / uam®, Taéaerkn 2,5 mr
Batch No. / Cepus Ne : B2103759

2002FP21002143

'Analytical Re[_mr_t_No. / AHAIMTHUECKHH oTYeT No:

Date of Manufacture / lata HpOﬂSBQI[_CTBE:__l_(WZT_

Batch Size / O6bem cﬁu_:
238.810 KG /238,810 KI' |
Date of Analysis / JlaTa anannsa: 30-10-2021

Date of Expiry /C[_)OK roadoctu: 09/2024

Analysis performed according ND / Anasiu3 nposeaen no HJL: I1 N014189/01-251220

S.
No. o
1 | Description / Onucanue

| .
‘ Test/ Iloka3zareiab
[

Result / Pesyabrar

White round flat beveled edged |

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

Page 1 of 4/ Crp.1 13 4
Specification/ Hopma

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. / Benbie wniu

Benble kpyrnbie Tabnetku co | moutd  Oenble  Kpyrible  TabnaeTku  co
CKOLUEHHbIMHU Kpasmu, C | CKOLUEHHBIMU KpasiMM, ¢ TucHenuem "EMT"
tucHenvem "EMT" Ha oaHoit | Ha ojHO#l cropoHe W whdpoit "2.5" unu "5",
cropoHe W umbport "2.5" w | wam "10", uau "20" wu pazgenurenbHOH
pasgenuTenbHOW  puckodt  Ha | puUCKOii Ha Apyroli cTopoHe.

JpYroH 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
yAepKHBaHMS ~ OCHOBHOMO  MWKa  Ha
XpoMmarorpaMme HCMLITYEMOr0  pacTBopa
AOIKHO COOTBETCTBOBATb BpeMEHH
yAepKUBaHUS — [¥Ka ~ JHAjanpuia  Ha
XpOMaTorpaMme CTaHJJapTHOro  pacTBopa
(paznen «KonnuecTBeHHOE ONpesecHUEY).

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

Complies as prescribed /
CoorBeTcTBYET

2 | Identification /
HopnuHHOCTL

3 | Water/Boaa 0.6% w/w / 0,6%

Conclusion : APPROVED /
3axmovyenune: OJOBPEHO

Approved by: Manager/Executive /
Ono6peno: Menemxep / Pykosoautenn
A

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT coorseTcTByeT TpeboBanusam HJL
Prepared by / Checked by /

[ToarorosneHo: (1 ( : [TpoBepeHo:

Date /[Jata: 31-10-2021

Date / Jlara: 31-10-2021 Date / JaTta: 31-10-2021

A
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Tel : +9140 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
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Batch No. / Cepust Ne : B2103759

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product: Enam tablets 2.5 mg/_f)HM_, Téﬁnen_cu 2,5mr

12002FP21002143

Analytical Re_port No. / Ananurudecknii oruer Ne:

Batch Size / O6bem cepuu:
238.810 KG /238,810 K™

Date of Analysis / laTa anaju3a: 30-10-2021

Date of Manufacture / JlaTa HpOerBO)lCTBa 10/2021

Date of Expiry / Cpox rogHocru: 09/2024

Analysn performed according ND / Anasins nposeaen no HJL: 11 NO14189/01-251220

Page ZE:I:/?T[). 2u34

&) Test/ [Toxa3zaTein
No. S
4 | Dissolution /

PacTBopenue

Result / PesyanTaT

103%, 98%, 95%,
102%, 99%,100%

‘ Specification/ Hopma

Not less than 80 % (Q) of
Cr0H28N>05-C4H4O0y4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) CaoHisN»OsCyH404
(aHananpuna manear) OT HOMWHalbHOIO
cogepxanus yepes 30 mu.

Enalaprilat / Duananpuaar
Enalapril diketopiperazine /
DHananpuna
JUKETOMnnepasuH
Individual unidentified
impurity / EpuHuyHas
HenaeHTH (UM POBaHHAS
fIPUMECH

Total impurities /
CymMa npumecen

5 | Related substances / PoacTBeHHBI€ IPHMECH

Not detected / He o6HapykeHa
Not detected / He o6HapyxeHa

Not detected / He oOHapyxeHa

Not detected / ne oOHapyxeHa

6 | Microbial limits / MukpoOHo10rHUecKas YHCTOTA

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

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

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

a) Total aerobic microbial
count / Ob1ee Yyucho
a’poOHbBIX
MUKPOOPraHu3MoB

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykt coorBercTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by /

[ToarotosneHo: [g E_E

Checked by /

[TpoBepeHo: Q @#

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PykosoauTens

A

Date /Hara: 31-10-2021

Date / lata: 31-10-2021

Date / JTata: 31-10-2021

A
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product: Enam tablets 25 mg/ 3HaM X TaﬁneTKu 25mr
Batch No. /Cepml Ne :

B2IO3759

| Batch Size / O6bem cepuu:

238.810 KG /238.810 KI"

Date of AnalySIs / Jara amaamsa: 30-10-2021

2002FP21002143

_Analytical Report No. / AHaTHTHUYECKR# oTyeT Ne:

Date of Manufacture / Jlara nponsBojicrsa: 10/2021

Date of Expiry / Cpoxk roanoctu: 09/2024

Analysis pcrfm med according ND / Anaau3 nposejen no HJ1: T1 N014189/01-251220

Test/ Iloka3zarenb
No.

| b) Total combined yeasts
and mould count / O0Lee
YUCNO APOAOKEBBIX H

nyiecHeBbIX rpndos

Page3of4/Crp.3m 4

Result / PesyapTar

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

Specification/ Hopma

Not more than 100 CFU/g/
He Gonee 100 KOE/T

) E. coli R

Absentin lg/
OTtcyTcTBYET B IT

Shall be absentin | g/
JlomxkHbI OTCYTCTBOBaTL B 1 1

[/ Uniforn_lity of dosage
units / OAHOPOAHOCTD
JLI03NPOBaHHsA

4.1/4,1

Acceptance value (;‘\_/) should be not more
than 15.0. / Tloka3aTenn npuemaemoctu (AV)
nomxkeH ObiTh He Oonee 15,0.

8 | Assay/KonuuecrBennoe
ompeaeseHue

2.49 mg/2,49 mr

From 2.25mg to 2.75 mg of
CyoH28N>05-C4Hy Oy (Enalapril Maleate) per
tablet. / Ot 225mr po 2,75wmr
C20H28N205-C4H4O4 (3Hananpuna manear) B
TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykr coorsercTByeT TpeboBanmsam HIY

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[ToarorosneHo: Qgg

Checked by /

[IpoBepeHo: < cay

Approved by: Manager/Executive /
On06peno: Menemxep / Pykosoantens

[

A

Date /TaTa: 31-10-2021

Date / JTata: 31-10-2021

Date / data: 31-10-2021
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Telangana, India. Tel :
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTH3A

2002FP21002143

Analytical Rep_ort No. / Ananutnueckuii oruer Ne:

Product: Enam tablets 2.5 mg / Suam’, T_aBJIeTKM_Z_,__s_ﬂF
Batch No. / Cepusa Ne : B2103759

|Batch Size / OGbem cepvm:'
238.810 KG /238.810 KI'

Date of Analysis / lata anaau3a: 30-10-2021

|Date of Manufacture / f{_l:h‘a NPOH3BOACTBA: 10/2021

Date of Expiry / CpOK roHOCTH :_f)_,‘_)/@m

Analysis performed according ND / Anaans nposeaen no HJ1: I1 N014189/01-251220

Page 4 of 4/ Ctp. 4 u3 4 _

1\?('). Test/ IlokazaTeanb Result / Pesyabtar Specification/ Hopma
9 '_Package/.VnaImBKa 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mp: 10 tablets in aluminum_strﬁ_
aluminum foil blister. 2 blisters | or in PA/AL/PVC foil // aluminum foil
and patient information leaflet in a | blister. 2 strips or 2 blisters and patient
carton pack. / Ilo 10 Tabnerok B | information leaflet in a carton pack.
[NA/AJUTIBX//antoMuHieBOM Tablets 5 mg. 10 meg, 20 myg: 10 tablets in
Gaucrepe. [lo 2 6Gaucrepa c | aluminum strip or in PA/AL/PVC foil //
MHCTpYKUKER no npumenennio B | aluminum foil blister. 2, 5, 6, 10 strips or 2,
nayKy KapTOHHYIO. 5, 6, 10 blisters and patient information
leaflet in a carton pack. /
Tabnctkn 2,5 wmr. [lo 10 Tabnerok b
anoMHHUEBOM cTpHne UIu B
TA/AJI/TIBX//antomuHuesom bauctepe. T1o
2 cTpuna wiv 1o 2 éaucrepa ¢ MHHCTpyKLMe#H
10 MPUMEHEHHUIO B NaYKy KAPTOHHYHO.
Tabnerku S mr. 10 mr, 20 mr. [To 10 TabaeTok
B allOMHHHEBOM  CIpUWIlE  WIH B
[TA/AJU/TNIBX//amomunuesom onucrepe. 11o
2, 5, 6, 10 crpunos unu no 2, 5, 6, 10
GNUCTEPOB C MHCTPYKLUHUEH MO MPUMEHEHUIO
B MAYKYy KapTOHHYIO.
10 | Labeling / MapxupoBKka Complies as prescribed / According to ND /
CootBeTcTBYET TPeOOBAHUAM B coorserctBuu ¢ HJI
11 | Storage conditions / At temperature below 25 °C. / Ilpu temneparype He sbiwe 25 °C.
XpaHeHHne
12 | Shelflife / Cpok rognoctu | 3 years /3 rona

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoyKT COOTBETCTBYET TpebOBaHUAM HJT

Conclusion : APPROVED /
3axmwuenne: OJOBPEHO

Prepared by /

[To/iIroToBJIEHO: ( g; ,;

Checked by /

[IposepeHo: /C\ O%'

Approved by: Manager/Executive /

Ono6peHo: Menemxkep / Pykosoaurelb
A

v

Date /Tata: 31-10-2021

Date / data: 31-10-2021

Date / JaTta: 31-10-2021
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