@ o
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product: Enam tablets 5 mg L%unm"?mﬁnenmémr
Batch No. / Cepust Ne : B2104266

|Batch Size / O6bem cepm;: 484.800 KG /
484.800 KT"

2002FP21002335

Analyti&l Report No. / AHamuTu4ecknii oTuer Ne;

Date of AnalysTs /I_laTa agaamsa: 01-12-2021

Date of Manufacture / Jlata npouzBoactea: 11/2021

Date of Expiry / Epuf rogHocru: 10/2024

Analysis performed according ND / Ananu3s npoBegen mo HJI: T1 N014189/01-251220

S.
No. - R
1 | Description / Onucaune

Test/ ITokazaTean

Page 1 0f 3/ Crp. 1us 3

Result / PesyabTart

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side. /
benbie kpyrable Tabnetkh co
CKOLLIEHHbIMH KpasmM, c
TucHeHuem "EMT" wHa opHoi
cropoie u nuudpoii  "S" wu
pasneNuTebHON  pUCKOH  Ha
ZIpyro# cTopose.

Specification/ Hopma

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "5" and a break line on the other side.
/ benbie uny no4TH Genble Kpyribie TabNCTKH
CO CKOUWIEHHBIMHM KpasMH, C THCHEHUEM
"EMT" na ogHo#i cropoHe v uudpoit "5"u
pasfaenuTenbHoi  puckol  Ha  apyroii
CTOpOHE.

2 | Identification /
ITopanunnoOCTH

Complies as p_rescribed /
CoorseTcTBYET

3 | Water/ Boaa

4 | Dissolution /
PacTBopenne

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

yAepXuBaHUs ~ OCHOBHOrO  MWKa  Ha

XpOMaTOrpaMMe  UCIbITYEMOrO  pacTBopa

JOJDKHO COOTBETCTBOBATH BpPEMEHU

YIEPXKMBAHMA  NMKa  JHajanpujia  Ha

XpomarorpaMme CTaHAApTHOrO pacTBopa

(paznen «KonuuecTBeHHOE OnpeesieHueN ).

0.7% wiw / 0,7%

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

196%, 101%, 99%,
99%, 98%, 99%

Not less than 80 % (Q) of
Ca0H2sN205C4H4O4 (Enalapril Maleate) of

| the label claim in 30 minutes. /

He meuee 80 % (Q) C20H23N205'C4H4O4
(PHananpuna wmanear) OT HOMMHAJIBHOIO
coaepxanus yepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBercTByeT TpeboBaumsm HJT

Conclusion : APPROVED /
3aximwouenue: OJIOBPEHO

Prepared by /

IToaroroBneHo: Q&ﬁ/

Checked by /

IIpoBepeHo: Q. %{T:}»

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / Pykosoaurens

U0

Date / Tara: 01-12-2021

Date / dara: 01-12-2021

Date / Jlata: 01-12-2021 \

A
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Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJNIN3A

Product: Enam tablets 5 mg / Dnam®, Taéuerku 5 mr
Batch No. / Cepusi Ne : B2104266

Batch Size / O6bem éeplm: 484.800 KG /
484,800 KT"

Analytical Report No. / AnanuTuyeckuii order No:
2002FP21002335

Date of Manufacture / /laTa nponﬁsfmcﬁ: 11/2021

Date of Analysis / laTa ananu3a: 01-12-2021

Date of Expiry / Cpok roanoctu: 10/2024

Analysis performed according ND / Anaan3 nposeaen mo HJI: 1T N014189/01-251220

Page20f3/Crp.2m33

1\?('). Test/ [Toka3zaTesan Result / PesyanTat Specification/ Hopma
5 | Related substances / PogcTBeHHble npuMecH o )

Enalaprilat / Dnananpunar | Not detected / He obHapykeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / | Not detected / He obHapyxkeHa Not more than 2.5 % / He 6onee 2,5 %
Dnananpuna
MUKETONMUMNEPA3UH
Individual unidentified | Not detected / ne 0OHapyxkena Not more than 0.2 % / He 6onee 0,2 %
impurity  / Eannnunas
HeWJIeHTHhUUIPOBAHHAS
npuMech
Total impurities / Not detected / He oOHapyxeHa Not more than 5.0 % / He 6onee 5,0 %.
Cymma npumeceit

6 | Microbial limits / MukpoGHoJiornyeckasi 4HCTOTA
a) Total aerobic microbial ‘Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a’poBHbIX
MHKPOOPTaHH3MOB ;
b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / Obiiee Meuee 10 KOE/r He 6onee 100 KOE/r
YUCIO JIPOXOKEBbIX U
J1eCHEBbIX rpudoB
¢) E. coli Absent in 1g/ “Shall be absent in 1 g/

OtcyrcTByer B IT JomxHel oTcyTcTBOBaTH B 1 T

7 | Uniformity of dosage 2.9/29 Acceptance value (AV) should be not more
units / OqHOpoaHOCTD than 15.0. / TToka3zarens npuemsiemoctu (AV)
JI03HpOBAHHA JoJKkeH ObITh He 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBauusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /
[ToarorosneHo:

Checked by /

[IpoBepeHo: d%f%

Approved by: Manager/Executive /
Onobpeno: Menenxep / Pykosoautens

Uy

Date / Tata: 01-12-2021

Date / Jata: 01-12-2021

AY

Date / Jara: 01-12-2021
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

_Progl_xct: Enam tablets 5 mg / Jnam®, TaGuierku 5 Mr
Batch No. / Cepus Ne : B2104266

Batch Size / O6bem cepum: 484.800 KG /
484,800 KI'

2002FP21002335

Analytical Report No. / AnajguTnueckmii oryer No:

Date of Analysis / laTa ananuza: 01-12-2021

Date of Expiry / Cpox rognoctn: 10/2024 B

Analysis performed according ND / Ananus nposegen no HJI: IT N014189/01-251220

_Page3of3/Crp.3m33

S.

Test/ IlokazaTenn
No.

ompejae/icHue

9 __Pz_lckage / Ynakoska

8 | Assay/KonudecrBeHHoe

Result / Pe3yabTaT

5.0 mg/5,0wmr

aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / Ilo 10 Tabaetok B
ITA/AJI/TIBX//amomunneBom
osmucrepe. [lo 2 Onucrepa ¢
MHCTpyKUUeH MO OpUMEHEHUIO B
navyKy KapTOHHYIO.

10

Labeling / Maplmi)oslca

Complies as prescribed /
CootseTcTBYeT TpebOBaHUAM

11 | Storage conditions /
Xpanenue

10 tablets in PA/AL/PVC foil // |

Specification/ Hopma

From 4.5 mg to 55mg  of
Ca0H2sN,05:C4H4O4 (Enalapril Maleate) per
tablet. / Ot 45Mr pmo 5,5wmr
C20H2sN205:C4HyO4 (3nananpuna manear) B
TabneTke.

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. /

Tabaetkn 2.5 wmr. Ilo 10 Tabnerok B
ANOMUHUEBOM cTpuIie WU B
HA/AJI/TIBX//anomunueBom 6aucrepe. ITo
2 cTpuna unu no 2 OucTepa ¢ HHCTPYKIUeH
MO0 MPUMEHEHHIO B NMAYKy KAPTOHHYIO.
Tabnetxu S mr, 10 mr, 20 mr. [To 10 Tabrerok
B QJIOMMHHEBOM  CTpUNle Wil B
[TA/AJI/TIBX//antomunresom Gaucrepe. Ilo
2, 5, 6, 10 ctpunoB i no 2, 5, 6, 10
0JIMCTEpPOB C HHCTPYKLMEH MO MPUMEHEHHIO
B MavKy KapTOHHYIO.

According to ND /
B cootseTcTBHE ¢ H/]

At temperature below 25 °C. / TIpu

12

Shelf life / Cpox roJHOCTH

3years/3ropa

Temrnepatype He Bbiine 25 °C.

Remarks : The Product confirms to ND/
Ilpumeyanmne: [Ipoaykr coorsercTByer TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /
[loarorosneHo:

&

Checked by /
[Tposepeno:

i

Approved by: Manager/Executive /
Opnobpeno: Menemxep / PykoBoaureiins

yw)

Date / Jlata: 01-12-2021

Date / Jata: 01-12-2021

Date / Jata: 01-12-2021
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