Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A

Product: Enam tablets 2.5 mg / Jnam”, Tabaerku 2,5 Mr

Batch No. / Cepusi Ne : B2200164

Batch Size / O6bem cepuu:
241.300 KG /241,300 KI'

2002FP22000039

Analytical Report No. / AHanuTHyeckuii oTuer Ne:

Date of Analysis / laTa ananuza: 11-01-2022

Date of Manufacture / lata npou3sojcrsa: 12/2021

Date of Expiry / Cpok rognocrn: 11/2024

_z_&nalysis performed according ND / Ananns nposeaen no HJL: I N014189/01-251220

Pagel of4/Crp.1nu34

- S.

Test/ Iloka3zaTeib
No.

Result / PesyabraT

Specification/ Hopma

1 | Description / Onncanue

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "2.5" and a
break line on the other side. /
Beneie kpyrnele TabneTku CoO
CKOLLEHHBIMH Kpasmu, c

TucHenuem "EMT" Ha opHo#
cropoie u unudpoit "2.5" n
pasmenuTenbHON  pucKOi  Ha

JIpyro# 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. / Beneie uan
noutd Oenple  kpyriible TabneTku  Co
CKOLIEHHBIMU KpasmH, ¢ THcHeHuem "EMT"
Ha ofHOM cropoHe u uudpoii "2.5" uan "5",
una "10", wnn "20" W paspenuTesbHOH
pUCKO# Ha Apyroli CTOpOoHe.

2 | Identification /
IMoaauHHOCTD

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
YAEPXKUBAHWUSI ~ OCHOBHOIO  NuKa  Ha
XpoMarorpaMMe  UCMbITYEMOrO  pacTsopa
JIOIKHO COOTBETCTBOBATb BpeMeHH
ylep)KuBaHWs ~ [HKa  3Hajanpuia  Ha
XpomarorpaMme CTaHJapTHOrO pacTBopa
(paznen «KoJu4ecTBEHHOE ONIPEAENEHUEN).

3 | Water/ Bona

0.7% wiw / 0,7%

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

Remarks : The Product confirms to ND/
TIpumeuanue: [Tpoaykr coorsercTBYeT Tpebosanusim HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by /

[ToArOTOBIEHO: E(Q—'

Checked by /

[IpoBepeHno: > @

Approved by: Manager/Executive /

Ono6peno: Menemxkep / Pykosoantens
[

A

Date /ITara: 12-01-2022

Date / Tata: 12-01-2022

Date / Jlata: 12-01-2022

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



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Enam tablets 2.5 mg / Juam”, Tadnerxu 2,5 Mr

Batch No. / Cepusi Ne : B2200164

Batch Size / O0bem cepun:
241.300 KG /241,300 K"

Analyticz;l Report No. / AHAITHTHYECKMii 0OTHET Ne:
2002FP22000039

Date of Analysis / JaTa ananmusa: 11-01-2022 R

Date of Manufacture / Jlara npoussojersa: 12/2021

Date of Expiry / Cpox roauocran: 11/2024

Halysis performed according ND / Ananus nposegen mo HJL:

I1 N014189/01-251220

Page 2 of 4/ Crp. 2 u3 4

No Test/ Iloka3aTe/ib Result / Pe3yasTaT Specification/ Hopma
| 4 | Dissolution / 97%, 96%, 99%, Not less than 80 % (Q) of
Pacreopenue 100%, 99%, 98% CyH2sN205-C4HsO4 (Enalapril Maleate) of

{he label claim in 30 minutes. /
He mMmeHee 80 % (Q) ConzsNzOs'C4H4O4
(pHananpuna Mmajear) OT HOMHKHANbLHOrO

conepxanus yepes 30 MUH.

5 | Related substances / PojgcTBenHbI€e lIpHMeCH

Enalaprilat / Dnananpunar
Enalapril diketopiperazine /
DHananpuna
AHWKETOMHMEPa3HH
Individual unidentified
impurity ~ / Exaunnunas
HedJeHTUDULINPOBAHHAS
npumech

Total impurities /
Cymma npumecen

Not detected / He obHapyxena
Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapykeHa

Not more than 1.5 % / He 6onee 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 %.

6 | Microbial limits / MukpoOnojornaeckas 4YHCTOTA

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

a) Total aerobic microbial
count / Ob1Uee Uucno
a’poOHBIX
MHKPOOPTraHu3MOB

Not more than 1000 CFU/g/
He Gonee 1000 KOE/r

Remarks : The Product confirms to ND/
ITpumeyanue: [IpoayKT COOTBETCTBYET rpebosanusam HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /

[ToarotoBneHo: L gxf [IposepeHo: @

Approved by: Manager/Executive /

n

J

On06peno: Menexep / PykoBoauTesb

Date /dara: 12-01-2022 Date / Tara: 12-01-2022

Date / Jlata: 12-01-2022

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
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Product: Enam tablets 2.5 mg / Juam”, Ta0aeTKH 2,5 MF

Batch No. / Cepust Ne : B2200164

Batch Size / O0bem cepum:
241.300 KG /241,300 KI'

Analytical Report No. / AHannTHueckuii oTyeT Ne:
2002FP22000039

Date of Analysis / lata ananu3a: 11-01-2022

Date of Manufacture / Jlata npousBoacrsa: 12/2021

Date of Expiry / Cpok roaunocru: 11/2024

Analysis performed according ND / Auajiu3 nposejeti no HJI: IT N014189/01-251220

Page 3 of 4/ Crp.3 n3 4

l\?(.) Test/ [lokazaTesb Result / PesyabTaT Specification/ Hopma
|| b) Total combined yeasts Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O61uee Menee 10 KOE/r He 6onee 100 KOE/r
YKCIO JPOXOKEBBIX U
MJIECHEBBIX I'PIOOB
c) E. coli Absent in 1g/ Shall be absentin 1 g/
OtcytcrByeT B 1T JIOJKHBL OTCYTCTBOBATL B 1 T
7 | Uniformity of dosage 4.6/4,6 Acceptance value (AV) should be not more
units / OaHOpOAHOCTDL than 15.0. / TToka3arenb npuemiemoctu (AV)
O03UPOBAHUS noskeH 6biTh He B6onee 15,0.
8 | Assay/ KoauuecrBenHoe 2.48 mg /2,48 mr From 2.25 mg to 2.75 mg of
onpeaejeHue C0H28N205:C4H4O4 (Enalapril Maleate) per
tablet. / Ot 225mr g0 2,75wmr
C20H28N205-C4HsO4 (9HANANpuna manear) B
TabJieTKe.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoyKT COOTBETCTBYET tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne; OJOBPEHO

Prepared by / Checked by /

[ToarorosneHo: {{2 [IpoBepeHo: o E}

Approved by: Manager/Executive /

i

Date /ara: 12-01-2022 Date / Jara: 12-01-2022

Date / Jlata: 12-01-2022

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034,

Telangana, india. CIN : L85195TG1984PLC004507

Tel : +91 40 4900 2900, Fax : +9140 4900 2999 Email : mail@drreddys.com www.drreddys.com
Factory : Surve.y 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

Ono6peHo: Mernemxep / PykoBoaurenb




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Enam tablets 2.5 mg / Jnam”, TaGueTky 2,5 Mr

Batch No. / Cepust Ne : B2200164

Batch Size / OﬁbeM_cepuu:
241.300 KG /241,300 KT’

Analytical Report No. / AHannTHuecKkuii oraer Ne:
2002FP22000039

Date of Analysis / laTa ananu3a: 11-01-2022 -

Date of Manufacture / Jlata npou3sojicraa: 122021

Date of I?.xpil'y / Cpoxk roanocrn: 11/2024

Analysis performed according ND / Anayu3s nposeen no HJL: II N014189/01-251220

Pagedof 4/ Crp. 4u3 4

S.

No. Test/ IlokasaTenan Result / Pesyabrar Specification/ Hopma
9 Package / YnakoBka 10 tablets in PA/AL/PVC foil // | Tablets 2.5 mg: 10 tablets in aluminum strip
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. / Tlo 10 tabnerok B | information leaflet in a carton pack.
[TA/AJI/TIBX//antoMnHUEBOM Tablets 5 mg, 10 mg, 20 mg: 10 tablets in
6auctepe. [lo 2 6aucrepa ¢ | aluminum strip or in PA/AL/PVC foil //
uHCTpykimell no npumeneuto B | aluminum foil blister. 2, 5, 6, 10 strips or 2,
MayKy KapTOHHYHO. 5, 6, 10 blisters and patient information
leaflet in a carton pack. /
Tabmerkn 2.5 wmr. Ilo 10 Tabnerok B
aNntOMHHUEBOM cTpune Y B
TTA/AJTI/TIBX//antomunuesom 6nucrepe. Ilo
2 cTpuna Wi no 2 6ymcTepa ¢ HHCTPYKUHUEH
10 OPMMEHEHHUIO B MAUKY KAPTOHHYIO.
Ta6nerkn 5 mr, 10 mr, 20 mr. ITo 10 Tabnerok
B aMOMHHHEBOM  CTpUNE  WIH B
[TA/AJTI/TIBX//antomuHueBom 6nucrepe. Ilo
2, 5, 6, 10 crpunoB uau no 2, 5, 6, 10
OAUCTEPOB ¢ HHCTPYKUMEH MO NPUMEHEHUIO
B AUYKy KapTOHHYIO.
10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CootBeTcTBYET TpebOoBaHUAM B coorsetctBuu ¢ HJ|
11 | Storage conditions/ At temperature below 25 °C. / Ilpu Temnepatype He Bbilue 25 °C.
Xpanenne
12 | Shelflife / Cpox roguocru | 3 years /3 roaa

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpebosaHusM HJL

Conclusion : APPROVED /
3akiouenue: OJOBPEHO

Prepared by /
[ToaroToBJicHO:

&

Checked by /

[TpoBepeHo: Q/b?%z

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

)]

A

Date /Jlata: 12-01-2022

Date / Tata: 12-01-2022

Date / JJara: 12-01-2022
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