; . ®.
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

Product: Enam tablets 10 mg / Duam®, rabaerkn 10 mr

Batch No. / Cepus No : B230101 1

Batch Size / OGbem cepun: 492.000 KG /492,000 KI'

2002FP23000806

Analytical Report No. / Ananurnueckuii oruer Ne:

Date of Analysis / lata ananusa: 23-03-2023

Date of Manufacture / lata nponssoxcrsa: 02/2023

Date of Expiry / Cpok roanocru: 01/2026

usm. Nel or 18.01.2023)

Analysis performed according ND / Auanus nposeaen no HJI: 11 N014189/01-271021 (amend. Nel from 18.01.2023 /

Page 1 of 6 /Crp. 1 u36

S.

Test/ Iloxa3zatean
No.

Result / PesyanrTar

Specification/ Hopma

1 | Description / Onucanue

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side.

Cross Cut Description: White core.
/ benble, kpyrasle, [MIOCKHE
TabAETKH €O CKOWEHHBIMU
kpasimMu, ¢ TMcHeHueM "EMT" na
0IHOI cTopone u uudpoit "10" u
pasgenuTensHOd  puckodl  Ha
JIpyro# cTopoHe.

Ha nonepeuHom paspese sapo
0enoro uBeTa.

White to off-white, round, flat, beveled edged
tablets with "EMT" debossed on one side and
number "10" and a break line on the other
side.

Cross Cut Description: White to off white
core. / benble unu noutu Geible, Kpyrible,
MJ10cKkUe TabAeTKH CO CKOUICHHBIMH KPasMH,
¢ tucHenuem "EMT" Ha oaHoll cropoHe u
uncpor "10" u paznenuTenbLHON pUCKOM Ha
Jpyroit cropoHe.

Ha nonepeunom pazpese syipo Genoro unu
noutu Oeoro uBera.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / [Toarorosneno:

D. Latha / Quality cpptrol-

Team Member ({//\Mf .
e

ITpumeuanue: [poaykr coorBeTcTBYET TpedoBanuam HJJ

" | Checked by / Iposepeto:
A.Susmitha / Quality control- Team
Member

&

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoauress
K. Narayana Swamy / Quality Assurance-
Team Member N*

Date / [lata: 31-05-2023

Date //lata: 31-05-2023

Date / lara: 31-05-2023

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : .85195TG1984PLC004507
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 “:‘O

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product: Enam tablets 10 mg / Juam®, Tabaerxn 10 mr

Batch No. / Cepua Ne : B2301011

Batch Size / O6bem cepun: 492.000 KG /492,000 KT

2002FP23000806

Analytical Report No. / Anaauriueckuii oruer Ne:

Date of Analysis / laTa ananusa: 23-03-2023

Date of Manufacture / lata npoussoacrsa: 02/2023

Date of Expiry / Cpox roanoctu: 01/2026

u3m. Nel ot 18.01.2023)

Analysis performed according ND / Auanus nposenen no HJ/I: 11 N014189/01-271021 (amend. Nel from 18.01.2023 /

Page2 of 6 /Crp.2 u3 6

2.By TLC/TCX

Complies as prescribed /
CooTtBeTcTBYET

I\?(; Test/ Ilokazarensn Result / Pesyabrart Specification/ Hopma

2 | Identification / The retention time of the major peak in the
Hopanunocrs chromatogram of the sample solution should
1.ByUV/VY- Complies as prescribed / correspond with the retention time of
cnekTpooToMeTpus Coorsercreyer Enalapril peak in the chromatogram of

standard solution (section "Assay"). / Bpems
YAEP)KHBAHHA ~ OCHOBHOrO  [WMKA  Ha
XpOMaTOrpaMMe  UCMbBITYEMOro  pacTBopa
JIOJDKHO COOTBETCTBOBATH BpEeMECHU
yAEpKMBAHUS  MMKa  BHAjanpuia  Ha
XpoMaTorpamMme CTaHAapTHOrO  pacTBopa
(paznen «KonuvectBeHHoe onpeaesenuen).

The principal spot in the chromatogram of the
test preparation should correspond to that in
the chromatogram of the standard
preparation. / OcCHOBHOE  [MSITHO  Ha
XpOMaTOrpamMMe  UCIBITYEMOI0  pacTBopa
JOJKHO COOTBETCTBOBATL OCHOBHOMY MATHY
Ha XpOMATOrpaMme CTaHJapTHOro pacTBopa.

3 | Uniformity of dosage
units / OgHOpOIHOCTH

1.7/1,7

Acceptance value (AV) should be not more
than 15.0. / Ilokazaresb npuemaeMocTu

J03MpOBAHUS (AV) nomxeH 6biTh He Gosee 15,0.
4 | Dissolution / 99%, 100%, 100%, Not less than 80 % (Q) of
PacTBOpenue 98%, 97%, 99% CaH2sN2Os:C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) C20H23N205-C4H4O4
(sHananpuna Masear) OT HOMHHAJILHOrO
coaepkanus yepes 30 MuH.

Remarks : The Product confirms to ND/
Mpumeuanue: [poaykr coorercTryer Tpedbosanusm HI

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / [Toarorosneno:
D. Latha / Quality control-
Team Member L

e

Checked by / IMposepeno:
A.Susmitha / Quality control- Team

Member -
G

Approved by: Manager/Executive /
OnobpeHo: Menekep / PykoBoauTenb
K. Narayana Swamy / Quality Assurance-
Team Member /\U—-L ««««««««

P A

Date / lata: 31-05-2023

Date / J{ara: 31-05-2023

Date //lara: 31-05-2023

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984PLC004507
Tel : +9140 4900 2200, 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 “:‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Enam tablets 10 mg / Quam®, Tabaerxcn 10 mr

Batch No. / Cepuna Ne : B2301011

Batch Size / Oobem cepun: 492.000 KG /492,000 KI"

2002FP23000806

Analytical Report No. / Anasuruuecknii oruer No:

Date of Analysis / lata anaauza: 23-03-2023

Date of Manufacture / lata npoussoacrea: 02/2023

Date of Expiry / Cpox roanocru: 01/2026

uzm. Nel or 18.01.2023)

Analysis performed according ND / Auasus nposeaen no H/1: I1 N014189/01-271021 (amend. Nel from 18.01.2023 /

Page30f6/Crp.3u36

S.

Test/ Iloxazaten
No.

Result / PesyasTar

Specification/ Hopma

S | Related substances / Poxcrsennble npumecu

Enalaprilat / Dnananpunar

Enalapril diketopiperazine /
DHananpuJa
JUKETONUNEepasuH

Not detected / He oGHapycena

Not detected / He 0GHapyxeHa

Not more than 1.5 % / He Gosee 1,5 %

Not more than 2.5 % / He Gonee 2,5 %

Total impurities /
CymMma npumeceit

Not detected / He oBGHapyskena

Not more than 3.0 % / He Gosnee 3,0 %.

6 | Assay/ Kosunuecrsennoe
onpejesaenue

10.0 mg /10,0 mr
100.4% / 100,4%

From 9.0 mg to 11.0 mg of
CaoH2sN>O5-C4H4O, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 MI 40 1 1,0 MI ConszzOs'C4H4O4
(3nananpuna manear) B tTabnerke. (ot 90 %
10 110 % oT HOMUHABHOTO COoEpIKAaHUS ).

~3

Water / Boaa

0.7 % w/w /0,7%

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

8 | Microbial limits* / Mukpo6uoaoruyeckas 4yucrora®

a) Total aerobic microbial
count / O6uiee yncno
a3pOoOHbIX
MUKPOOPraHH3MOB

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 / Obuiee
YUCIIO APOAIKEBDIX U
MIECHEBBIX I'PUBOB

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

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

c) E. coli

Absentin 1g/
OtcyrctByet B I

Shall be absentin 1 g/
HomxkHbl oTcyTcTBOBATH B 1 1

Remarks : The Product confirms to ND/

Hpumeuanue: Ipoaykr coorBerctyer Tpebosanuav HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / [Toarorosaeno:
D. Latha / Quality control-
Team Member k? \f

Checked by / IIposepeno:
A.Susmitha / Quality control- Team
Member

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykosoanTens
K. Narayana Swamy / Quality Assurance-
Team Member “

Date / lata: 31-05-2023

Date / lara: 31-05-2023

Date /Jlara: 31-05-2023

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 €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam tablets 10 mg / Duam®, rabaercu 10 mr

Batch No. / Cepusn Ne : B2301011

Batch Size / O6nem cepuu: 492.000 KG /492,000 KI'

2002FP23000806

Analytical Report No. / Anasuruueckuii oruer Ne:

Date of Analysis / lara ananusa: 23-03-2023

Date of Manufacture / lara npoussoacrsa: 02/2023

Date of Expiry / Cpox roanocru: 01/2026

uzm. Nel ot 18.01.2023)

Analysis performed according ND / Anannus nposeaen no HJL: 1 N014189/01-271021 (amend. Nel from 18.01.2023 /

Page40f 6 /Ctp. 436

S.

Test/ [Toxaszarenn
No.

Result / Pesyabrar

Specification/ Hopma

9 | Subdivision of tablets /
OnnopoaHocTs Mace npu
JejieHHU TabJIeToK

Complies as prescribed /
CooreercrByeT

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
85 % to 115 % of the average of mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits,
or if I individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabneTkn COOTBETCTBYIOT TpeGOBaHUSAM,
eciu  He Oonee | ejaMHWuHas  Macca
OTKJIOHsIETCs 3a npeaessl 85 % - 115 % or
cpenHeit Macchbl. TabneTiu He
COOTBETCTBYHOT TpeOoBaHUsAM, eciu 0oJiee
uyeM | MHAMBMaYallbHAS Macca OTKJIOHSETCS
OT  5TMX  NpenenoB  uium, eciam |
WHAKWBUIAYAlIbHAS MAcca OTKIOHSETCS 34
npeaenst 75 % - 125 % or cpeaneit macebl.

Remarks : The Product confirms to ND/
Ipumeyanne: [ponykr coorBeTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Prepared by / [loarorosneno:

D. Latha / Quality control-
Team Member \z\f

Checked by / [1posepeHo:
A.Susmitha / Quality control- Team
Member

Y e
4

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoautesb
K. Narayana Swamy / Quality Assurance-
Team Member AL ﬁ

Date / Jlata: 31-05-2023

Date / lata: 31-05-2023

Date /Jlara: 31-05-2023

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




’ ..
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Enam tablets 10 mg / Duam®, taénerxn 10 mr

Batch No. / Cepusi Ne : B2301011

Batch Size / O6nem cepun: 492.000 KG /492,000 KI”

2002FP23000806

Analytical Report No./ Auanurngeckuii oruer Ne:

Date of Analysis / lara ananusa: 23-03-2023

Date of Manufacture / lata npoussoacrsa: 02/2023

Date of Expiry / Cpox roanocru: 01/2026

u3m. Nel ot 18.01.2023)

Analysis performed according ND / Auaaus nposeaen no HJI: T NO14189/01-271021 (amend. Nel from 18.01.2023 /

Page 50of6/Crp.5u36

10 | Package/ YnaxoBka

10 tablets in blister of three-layer
foil  (OPA/AI/PVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing side.
2 blisters and patient information
leaflet in a carton pack. /

[To 10 tabnerok ¢ Gaucmepe w3
TpexcnoiHoi thosibru
(OITA/ATIBX) u amomuHueBoi
bonbry ¢ TEPMOCBApPUBAEMbBIM
JaKOBbIM TMIOKPLITHEM Ha
3aneyaThiBaeMON CTOPOHE.

ITo 2 Baucrepa ¢ UHCTPYKLKER 110
NPUMEHEHHIO B navky
KAPTOHHYIO.

Tublets 2.5 mg
10 tablets in Aluminum strip foil with Low-

Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2 strips or 2 blisters and patient information
leaflet in a carton pack.

Tablets S mg, 10 mg, 20 mg

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the sealing
side and shellac coating on top side

or

10 tablets in blister of three-layer foil
(OPA/AI/PVC) foil and Aluminum foil with
heat seal lacquer coating on the sealing side.
2,5, 6, 10 strips or 2, 5, 6, 10 blisters and
patient information leaflet in a carton pack. /

LTabremru 2,5 m2

[To 10 Tabnerok B cmpune n3 amoMuHHEBOH
(GoBIU € NONUITUICHOM HU3KOM MIIOTHOCTH
(IIDHIT) Ha 3aneuarbiBaemoil cropoHe u
IIEN/IAKOBBIM  TIOKPbITHEM HA HAPYIKHOM
cTopoHe

Ui

o 10 rabnerok 6 daucnmepe N3 TpexcaoiHom
donbru (OIMA/AN/TIBX) n amoMuHHEBoil
(Gonbry ¢ TEPMOCBAPUBAEMbIM  JIAKOBBIM
MOKPBITHEM Ha 3aleyaTbiBAEMO CTOpOHE.
[To 2 crpuna wuam no 2 Gaucrepa ¢
WHCTPYKUMER 10 NpPUMEHEHUIO B [auky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [1poaykr coorercrByer TpeGoBannsam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / [loarorosseHo:
D. Latha / Quality control-

Team Member Q Z
N

Checked by / I[Tposepeno:
A.Susmitha / Quality control- Team

Member
(g(«

Approved by: Manager/Executive /
Onobpeno: Menemkep / Pykosoaurens
K. Narayana Swamy / Quality Assurance-
Team Member [\VIES
<

Date / Jlata: 31-05-2023

Date / Jlara: 31-05-2023

Date /[lara: 31-05-2023

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 €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIU3A

Product: Enam tablets 10 mg / Duam®, taéaeriu 10 mr

Batch No. / Cepua Ne : B2301011

Batch Size / O6bem cepun: 492.000 KG /492,000 KI”

2002FP23000806

Analytical Report No. / AHaauTndeckuii oTaer Ne:

Date of Analysis / Jlata ananusa: 23-03-2023

Date of Manufacture / /lata npoussoacrsa: 02/2023

Date of Expiry / Cpoxk rognocru: 01/2026

n3m. Nel or 18.01.2023)

Analysis performed according ND / Ananus nposeaen no H/l: IT1 N014189/01-271021 (amend. Nel from 18.01.2023 /

Page 6 of 6 / Ctp. 6 u3 6

S.

Test/ Hoxka3zareian
No.

Result / Pesynbrar

Specification/ Hopma

Tavnemiu 5 me, 10 me, 20 me

[To 10 rabsertok B cmpune U3 amoMuHueBokH
honbry ¢ NoNMHTHIEHOM HH3KOM MIOTHOCTH
(IIDHIT) na 3aneuarsbiBaemoil cTopoHe M
UIEIAKOBbIM  MIOKPbITMEM Ha  HapyXKHOH
CTOpOHE

uin

no 10 Tabnerok ¢ Haucmepe w3 TPEXCNoHHOH
doabru (OINMA/ANTIBX) u antoMuHHEBO#
Gonbry ¢ TEPMOCBAPUBAEMbIM  TAKOBbIM
MOKPBLITHEM Ha 3aleuaThiBaeMOi CTOpoHe.
[To 2, 5, 6, 10 cTpunos uad no 2, 5, 6, 10
OJIMCTEPOB ¢ MHCTPYKUHEH MO TPUMEHEHHIO
B MMAYKy KapTOHHYIO.

11 | Labeling / MapkupoBska

Complies as prescribed /
CoorseTcTBYeT TpeGOBaHUSIM

According to ND /
B cootBetcTBUM ¢ H]I

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / [1pu temnepatype He Bbitue 25 °C.

13 | Shelf life / Cpok rogunoctu

3 years /3 roaa

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis.

* - IlpoBoaAMTCSI IPOM3BOMTE/IEM NPH BLINYCKe NEPHOAHYECKH: ANS Kammoh 20-0f cepuu wim
He MeHee 1 pasa B roa. IlokaszaTesib MokeT 6BITh He BKJIIOUEH B cepTUUKAT aHATN32 PUPMBL

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr cootBercTByeT TpeGopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / [Toarotosaeno:
D. Latha / Quality control-

Team Member \(iér/

Checked by / ITposepeno:
A.Susmitha / Quality control- Team
Member

Approved by: Manager/Executive /
OnobpeHo: Menemiep / Pykosogurens
K. Narayana Swamy / Quality Assurance-
Team Member y’\,(lgl;%pw

Date / JlaTta: 31-05-2023

Date / lara: 31-05-2023

Date /Hdara: 31-05-2023

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 : 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




