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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

[Product: Enam tablets 10 mg / Juam®, Ta61eTKH 10 Mr

Batch No. / Cepnst Ne : B2104646

Batch Size / O6beM cepun: 487.000 KG
/487,000 K"

2002FP22000001

Analytical Report No. / Auaautudeckuii oruer Ne:

Date of Analysis / laTta ananu3za: 07-01-2022

Date of Manufacture / Jlata npousBoacrsa: 12/2021

Date of Expiry / Cpok roanoctu: 11/2024

Analysis performed according ND / Ananus nposegen no HJL: IT N014189/01-251220
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S.

Test/ Iloka3aTeiab
No.

Result / PesyabTaT

Specification/ Hopma

1 | Description / Onncanune

White round flat beveled edged
tablets with "EMT" debossed on
one side and number "10" and a
break line on the other side. /
Benele Kpyrnsle Tabnerkn co

CKOIIIEHHbIMU KpasMH, c
tucHennem "EMT" Ha opHOM
cropoHe u uudpoir "10" wm
pasfenuTenbHON  pUCKO#H  Ha

JIpyroi CTopoHe.

White to off-white round flat beveled edged
tablets with "EMT" debossed on one side and
number "10" a break line on the other side. /
Benble unu noutu Geible Kpyribie TabaeTky
CO CKOLUEHHBbIMH KpasMH, C THCHEHHEM
"EMT" na onHoii cropore u uudpoit "10" u
pasgenuTenbHOi  puckoM  Ha  apyroi
CTOpOHE.

2 | Identification /
IloanuHHOCTHL

Complies as prescribed /
CoO0TBETCTBYET

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
yAepXWBaHUs ~ OCHOBHOrO  NWKa  Ha
XpoMaTorpaMMe HCHbLITYEMOrO  pacTBOpa
JIOTKHO COOTBETCTBOBATD BpeMeH!U
yAepXKUBaHUS  MUKA  dHAjlanpuia  Ha
XpoMaTrorpamMme CTaHAapTHOrO  pacTBOpa
(paznen «Konn4ecTBEHHOE ONPEAETEHHEN).

3 | Water / Boaa

0.6% w/w / 0,6%

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

Remarks : The Product confirms to ND/
Ipumeuauue: [poaykr coorsercTayer Tpebopannsm HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

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

[ToaroToBJyieHo: ﬁg ) [IpoBepeHo: 28 Ono6peno: Menemxep / PykoBoauress
Uy

Date / Date / Date / \

Hata: 08-01-2022 Jara: 08-01-2022 Jara: 08-01-2022

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
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Enam tablets 10 mg / Iuam”, Taéaerku 10 mr

Batch No. / Cepusi Ne : B2104646

Batch Size / O6bem cepun: 487.000 KG '
/ 487,000 KT

2002FP22000001

Analytical Report No. / AHaauTHuecKkuii oTaer Ne:

Date of Analysis / lata anaausa: 07-01-2022

Date of Manufacture / Jlara npouzsoacrsa: 12/2021

Date of Expiry / Cpok roasocru: 11/2024

Analysis performed according ND / Anasin3 nposesen o H/JL: I1 N014189/01-251220
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1\?(.) Test/ IlokazaTesib Result / PesyabTaTt Specification/ Hopma
4 | Dissolution / 101%, 98%, 99%, 98%, 100%, Not less than 80 % (Q) of
PacrBopenne 100% CH2sN205:C4H4O4 (Enalapril Maleate) of

the label claim in 30 minutes. /
He Menee 80 % (Q) C20H23N205'C4H4O4
(sHanampuna manear) OT HOMHHAJIBHOIO
conepxanus uepe3 30 MUH.

5 | Related substances / PogcTBennnie npHMecH

OHananpuia
JUKETONUIepa3sHH
Individual
impurity

TIPUMEChH
Total impurities /
Cymma npumeceit

Enalaprilat / Snananpunar
Enalapril diketopiperazine /

unidentified
/  EpunuuHas
HeuAeHTH(DUIMPOBAHHAS

Not detected / He oGHapyxeHa
Not detected / He oOHapykeHa

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

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 6ouee 5,0 %.

6 | Microbial limits / Mukpo6unoJiorHYecKas YHCTOTA

count / Ob1uee unciio
a’poOHbIX
MHKPOOPTraHU3MOB

a) Total aerobic microbial

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

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

YUCTIO APOXKIKEBBIX U
TIECHEBBIX IPHOOB

b) Total combined yeasts
and mould count / O61uee

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/
OtcytcTByeT B I

Shall be absentin 1 g/
JIOJDKHBI OTCYTCTBOBATb B 1 1

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr coorsercTyet Tpedbosanusm HJI

Conclusion : APPROVED /
3akarouenne; OJJOBPEHO

Jarta: 08-01-2022

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

[loaroroneHo: QQL——- [Tpoeepeno: % Ono6peno: Menemxep / PykoBoaurenb
tnap

Date / Date / Date / \

HNara: 08-01-2022

Jlata: 08-01-2022

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

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
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Product: Enam tablets 10 mg / Jnam”, Ta6aerkcn 10 mr

Batch No. / Cepus Ne : B2104646
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000 KT"
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Analytical Report No. / Anaautuueckuii oruer Ne:
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aluminum foil blister. 2 blisters
and patient information leaflet in a
carton pack. / ITo 10 TabneTok B
[TA/AJI/TIBX//antoMUHUEBOM
6mucrepe. Ilo 2 6aucrepa ¢
MHCTPYKUHEH MO TPUMEHEHHIO B
1AYKY KAPTOHHYIO.

NS(') Test/ [lokazaTean Result / PesyabTaT Specification/ Hopma
7 | Uniformity of dosage 1.9/1,9 Acceptance value (AV) should be not more |
units / OpHOpOAHOCTH than 15.0./[Toka3zatens npuemnemoctu (AV)
JO3HPOBAHUS JoJKeH ObITh He Gonee 15,0.
8 | Assay/ KoanuyecTBeHHOE 9.9 mg/9,9 mMr From 9.0 mg to 11.0 mg of
ompejaesicHue C20H2sN205-CsHsO4 (Enalapril Maleate) per
tablet. / Or 90mr pgo0 11,0wMr
C20H2sN205-CsH4O4 (3Hananpuna manear) B
TabneTke.
9 Package / YnakoBka 10 tablets in PA/AL/PVC foil // | 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. /

Tabnerku 2,5 wmr. Ilo 10 Tabnerok B
aNnOMHHUEBOM cTpune Ui B
TTA/AJI/TIBX//amomunueBom 6auctepe. Ilo
2 cTpMMa WM 1o 2 61ucrepa ¢ MHCTPYKUHei
Mo MPUMEHEHHIO B MAYKY KapTOHHYIO.
Tabnerku 5 mr, 10 mr, 20 mr. ITo 10 Tabnerok
B AmMOMMHHEBOM  CTpUNE  WIH B
[TA/AJI/TIBX//amomunueBoM Gauctepe. Ilo
2, 5, 6, 10 crpunmoB wau no 2, 5, 6, 10
GAUCTEPOB C MHCTPYKLMEH N0 MPUMEHEHUIO
B 114Ky KAPTOHHYIO.

Remarks : The Product confirms to ND/
Mpumeuanue: [poaykr coorsercrayer Tpedboanusam HJI

Conclusion : APPROVED /
3axaoyenue: OJIOBPEHO

Jara: 08-01-2022

Prepared by / \#Q‘ Checked by / Approved by: Manager/Executive /
[ToarorosnieHo: _,«J/— [IpoBepeHo: % Ono6peno: Menemxep / Pykosoaurennb
Date / Date / Date / l

Hara: 08-01-2022

Jlara: 08-01-2022

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
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A
Product: Enam tablets 10 mg / Quam", Ta6aeTkn 10 mr -
Batch No. / Cepus Ne : B2104646 Batch Size / O6bem cepun: 487.000 KG

/ 487,000 KI'

Analytical Report No. / AHAJIMTHYECKH# OT4eT Ne: Date of Analysis / JlaTta ananausa: 07-01-2022
2002FP22000001
Date of Manufacture / laTa npoussoacrsa: 12/2021 Date of Expiry / Cpok rognocru: 11/2024
Analysis performed according ND / Ananus nposenen no HJL: IT N014189/01-251220
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NS(') Test/ [TokazaTeab Result / PezyasTaT Specification/ Hopma
10 | Labeling / MapkupoBka Complies as prescribed / According to ND /
CootseTcTBYET TpeOOBaHUAM B coorBercTBuu ¢ HJ
11 | Storage conditions / At temperature below 25 °C. / Ipu temneparype He Bbiiie 25 °C.
XpaHeHue
12 | Shelflife / Cpok roanoctn | 3 years /3 roa

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

Ipumeuanue: [poaykr coorserctByeT Tpebopanusam HJ 3axmouenne: OJOBPEHO

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

[ToaroTosneHo: Q@} [TpoBepeHo: 5\ OpnoGpeno: Menemxep / Pykosoaurens
Uy

Date / Date / Date / ‘

Hara: 08-01-2022 Jara: 08-01-2022 Hara: 08-01-2022

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

Factory : Surve.y No. 42, 45 & 46, Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District, Pin Code - 500 090,
Telangana, India. Tel : 9140 4464 2202 8 2203, Fax : 9140 4464 2276, www.drreddys.com



