S
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

2002FP22000947

_P_r@c_t:_Enam tablets 20 mg / duam®, TabaeTkn 20 Mr
Batch No. / Cepust Ne : B2201279

Analytical Report No. / AHaIHTHYeCKHIA oruer Ne:

" |Batch Size / O6bem cepuM:
531.220 KG /531,220 KI'

Date of Analysis / laTa anaJjiu3a: 29-04-2022

Date of Manufacture / lata npon3BoacTsa: 03/2022

Date of Expiry / Cpok rognoctn: 02/2025

Analysis performed according ND / Anann3 nposesen no HJI: IT N014189/01-271021

Page 1 of 6/ Crp.1u36

S
No. |
1 | Description / Onucanue

Test/ Iloka3aTenn

Result / Pe3yabTaT

White round, flat, beveled edged
tablets with "EMT" debossed on
one side and number "20" and a
break line on the other side.

Cross Cut Description: White core.
/  benble, Kpyrible, nJA0OCKUe
TabJIETKM  CO  CKOLICHHbIMH
KpasiMi, ¢ TUCHeHueM "EMT" na
ofHol cTopoHe u uudpoi "20" u
pa3ienuTeNbHOW  pUCKOW  Ha
Ipyroii CTOpoHe.

Ha mnonepeuHoMm paspese sapo
6enoro usera.

Specification/ Hopma

White to off-white, round, flat, beveled edged
tablets with "EMT" debossed on one side and
number "20" and a break line on the other
side.

Cross Cut Description: White to off white
core. / benblie unu noutu Genble, Kpyrible,
NAocKue TabJIeTKU CO CKOIEHHbIMU KPasMHu,
¢ ThcHennem "EMT" Ha onHOW cTOpoHE M
undpoii "20" n pazgenutenbHON puckol Ha
[ pyroi CTOpOHE.

Ha nonepeuHoM paspese sapo Oenoro wuiu
nourty 6enoro uBera.

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykr cooTBeTcTBYET TpeOoBaHUAM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

[ToarotosneHo: C g

Checked by /
IIpoBepeHno:

fodis

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

Nyl

Date / 30-04-2022
Jarta:

Date / 30-04-2022
Hara:

Date / 30-04-2022
Jlara:

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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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A
Product: Enam tablets 20 mg / Dnam®, TabJjerkn 20 Mr - -
Batch No. / Cepus Ne : B2201279 Batch Size / Oobem cepun:

1 531.220 KG /531,220 KI" -

Analytical Report No. / AnaauTuuecknii order Ne: Date of Analysis / JlaTa ananun3sa: 29-04-2022
2002FP22000947 - L -
Date of Manufacture / JIata npou3Bogcta: 03/2022 Date of Expiry / Cpok roanocru: 02/2025
Analysis performed according ND / Anann3s nposeaen no H/I: IT N014189/01-271021

Page2of 6 /Crp.2u36

NS(') Test/ ITokazaTe/ib Result / PesyabTaTt Specification/ Hopma
2 | Identification / - ) The retention time of the major peak in the |
HopuHHOCTL chromatogram of the sample solution should
1. By HPLC / BDXX Complies as prescribed / correspond with the retention time of
CooTBeTCTBYET Enalapril peak in the chromatogram of

standard solution (section "Assay"). / Bpems
yIEpXKMBaHWS  OCHOBHOIO  MUKA  Ha
XpoMaTorpaMMe  MCTIBITYEMOro  pactsopa
JIOJDKHO COOTBETCTBOBATH BpeMeHH
yIEp)KMBaHWs  NUKa  DHajafpuia  Ha
XpomaTtorpaMMe CTaHAapTHOro pactBopa
(paznen «KonuuecTBEHHOE ONpeaeaeHUE).

Complies as prescribed / The principal spot in the chromatogram of the
CoorsercTByeT test preparation should correspond to that in
the chromatogram of the standard
preparation. / OCHOBHOE MSTHO Ha
XpomarorpaMMe  UCTILITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh OCHOBHOMY NSTHY
Ha XpoMaTorpamme CTaHJapTHOro pacTBOpa.

2. By TLC/TCX

3 | Dissolution / 99%, 98%, 101%, Not less than 80 % (Q) of

PacTBOpeHue 101%, 101%, 101% C20H28N205C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /

He menee 80 % (Q) ConzsNzOs'C4H404
(aHananpuna Manear) OT HOMUHAJIBHOTO
cojiepxxanus yepes 30 MUH.

4 | Uniformity of dosageﬂ— 1.6/1,6 Acceptance value (AV) should be not more
units / OgHOpOAHOCTH than 15.0. / [lokazaresib npueMaeMocTu
JA03HPOBAHHUA (AV) nomxeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/ Con'clusion : APPROVED /
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeGoBaHmaM HJJ 3akmouenne: OIOBPEHO

Prepared by / Checked by / pd m_ Approved by: Manager/Executive /
[loaroToBaeHo: [IpoBepeHo: Ono6peno: Menemxep / PykoBoautens

Date / 30-04-2022 Date / 30-04-2022 Date / 30-04-2022
Hara: Hara: Hara:

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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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

_P_roduct: Enam tablets 20 mg / Inam”, T&EII(EKH 20 mr

Batch No. / Cepusi Ne : B2201279

|Batch Size / O6bem cepun:
531.220 KG /531,220 KI'

Analyticz;l Report No. / Ananmurudeckuii oTuer Ne:
2002FP22000947

Date of Analysis / Jlata anannsa: 29-04-2022

Date of Manufacture / JaTa npousBoactsa: 03/2022

Date of Expiry / Cpok roanoctu: 02/2025

Analysis performed according ND / Anaan3s nposegen no HJI: I1 N014189/01-271021

Page3 of 6 /Crp.3 uz 6

S.

Specification/ Hopma

| Not more than 1.5 % / He 6osnee 1,5 %
Not more than 2.5 % / He 6onee 2,5 %

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

Not more than 3.0 % / He 6onee 3,0 %.

18.0 mg to 22.0 mg of
C20H2sN205C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/Ot 18,0 MI 10 22,0 MT Ca0H2sN 05 CaH4O4
(sHananpuia manear) B Tabnerke. (oT 90 %
10 110 % OT HOMUHANLHOTO COAEPKAHMS).

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

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

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

No Test/ Iloka3aTesb Result / PesynbTaT

5 | Related substances / PoacTeennbie npumecu -
Enalaprilat / Dnananpunar | Not detected / He oOnapyxena
Enalapril diketopiperazine /

OHananpuna

| AMKeTonMMCpasuH 1 Not detected / He 0OHapykeHa
Individual unidentified
impurity /  Enuauunas
HenIeHTUhULHPOBaHHas Not detected / He oOHapy»eHa
npyvMech
Total impurities / Not detected / He o6HapyxeHa
Cymma npumeceit

6 | Assay / Koandectennoe 19.9 mg/ 19,9 mr From

onpeacrerue (99.4% / 99,4%)

7 | Water / Bona 0.7 % wiw / 0,7%

8 | Microbial limits / Mukpo6uosornueckast 4ucTora B
a) Total aerobic microbial Less than 10 CFU/g /
count / O61wee uncno Menee 10 KOE/r
a’poOHbIX
MUKpPOOpPTaHHU3MOB
b) Total combined yeasts Less than 10 CFU/g/
and mould count / Obuiee Menee 10 KOE/r
YHCIIO APONOKEBLIX
nJIeCHEBBIX rpuboB

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorsercTByeT TpeboBaHusam HII

Conclusion : APPROVED /
3axnwuenne: OJJOBPEHO

Prepared by /
[ToarorosneHo:

G-

Checked by /
[IpoBepeHo:

Jater

Approved by: Manager/Executive /
Onobpero: Menemxep / Pykosoaurens

Nl

Date / 30-04-2022
Jara:

Date / 30-04-2022
JlaTa:

Date / 30-04-2022
Jlara:

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500 034, Telangana, India. CIN : L85195TG1984P.C004507
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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CERTIFICATE OF ANALYSIS

CEPTU®PHUKAT AHAJIA3A

"P_roduct:_Ena_m tablets 20 lfl_g / Inam®, TaGnerku 20 Mr
Batch No. / Cepus Ne : B2201279

|Batch Size / O6bem cepun:

531.220 KG /531,220 KT’

2002FP22000947

Halytical Report No. / Anaantudeckuii oruer Ne:

Date of Analysis / JlaTta anannsa: 29-04-2022

Date of Manufacture / Jlara npousBoactsa: 03/2022

Date of Expiry / Cpok roguoctu: 02/2025

Analysis performed according ND / Ana;iu3 nposesen no HJI: IT1 N014189/01-271021

Page4of 6 /C1p. 4 u3 6

S.

Test/ IloxazaTenb
No.

¢) E. coli

Result / PesyabTaT

Absent in 1g/
OrcytcTByeT B I

Specification/ Hopma

| Shall be absent in 1 g/
JTOo/mKHbBI OTCYTCTBOBATb B 1

9 | Subdivision of tablets /

JCJNCHHH TA0JIeTOK

OaHopoaHOCThL Macce NMpH

Complies as prescribed /
CooTBeTCTBYET

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 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /

TabneTku COOTBETCTBYIOT TpeOOBaHUSAM,
eciu He Oonee | eaMHMYHas Macca
OTKJIOHsieTCs 3a npeaeibl 85 % - 115 % ot
cpeaHei Macchl. Tabnetku He

COOTBETCTBYIOT TpeboBaHusaM, ecnu Oonee
yeM | HHAMBHYallbHasl Macca OTKIJIOHSAETCs
OT 3TMX 0peAedoB  uav, ecad 1
HHJMBH/yallbHAsi Macca OTKIOHsSeTCs 3a
npenensl 75 % - 125 % ot cpeaHel macesl.

Conclusion : APPROVED /
3axnwuenue: OJOBPEHO

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

Nt

Date / 30-04-2022
Jara:

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipogykr coorBercTByeT TpeboBaHuaM HJI
Prepared by / Checked by /
[Toarorosnexo: [TpoBepeHo:

Date / 30-04-2022
Hara:

Date / 30-04-2022
JlaTa:

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,
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

[Product: Enam tablets 20 mg / Duam®, TaGserkn 20 Mr
Batch No. / Cepus Ne : B2201279

Batch Size / O6bem cepu_u:
531.220 KG / 531,220 KT’

2002FP22000947

Analyticaﬁep(;t No. / AnanuTudeckuii oruet No:

Date of Analysis / laTa ananusa: 29-04-2022

Date of Manufacture / {laTta npousBoactsa: 03/2022

Date of Expiry / Cpox roanocru: 02/2025

Analysis performed according ND / Ananu3s nposenen no HJT: TI N014189/01-271021

Page 5of 6 /Crp.5u3 6

10 | Package / YnakoBka

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 rTabneTok ¢ Gaucmepe u3
Tpexcnoknoii donbru
(OINA/An/TIBX) u antoMUHUEBOH
donbru ¢ TEPMOCBAPUBAEMbBIM
JIAKOBBIM NOKPBITHEM Ha
3aMne4yarTbliBAEMOK CTOPOHE.

[lo 2 6aucrepa ¢ MHCTPYKLIMEHR 1O

Tablets 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 5 mg, 10 mg, 20 mg

10 tablets in Aluminum strip foil with Low-
Density polyethylene (LDPE) on the sealing

NPUMEHEHUIO B nauky | side and shellac coating on top side
KAPTOHHYIO. 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. /
Tabaemru 2,5 me

[To 10 Tabnerok B cmpune U3 altoMUHUEBOH
$HoNbry C MOJIMITUICHOM HU3KOW NIOTHOCTH
(ITOHIT) Ha 3aneyaTbiBa€MON CTOPOHE U
ILIE/NAKOBLIM TOKPLITUEM HA  HAPYXKHOMH
CTOpOHE

WU

no 10 TabaeTok @ bHnucmepe U3 TPEXCAOHHOM
¢donbru (OITA/AN/TIBX) u anoMuHHEBOH
donbru ¢ TEpMOCBapHBacMbIM  JIAKOBBIM
NOKPBITHEM Ha 3aMeqaTblBaeMOi CTOPOHE.
[lo 2 crpuma uam no 2 Onucrepa ¢
MHCTPYKUMEH MO NpPUMEHEHUI0 B MavkKy
KapTOHHYIO.

Conclusion : APPROVED /
3axknwuenune: OJOBPEHO

Approved by: Manager/Executive /
Ono6peHo: Menemxep / PykoBoautens

L

Date / 30-04-2022
Jara:

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

Prepared by / Checked by /
[IpoBepeHo: W

IToaroroBneHo: Q@ p
Date / 30-04-2022

Date / 30-04-2022
Jlara: Hata:
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product: Enam tablets 20 mg / Juam®, Tabaerkn 20 Mr
Batch No. / Cepust Ne ; B2201279

Batch Size / O6bem cepHMu:
531.220 KG /531,220 K[

Analyticaﬁ Report No. / AnanntHuecKknii order Ne: Date of Analysis / JlaTa aHanm3a: 29-04-2022
2002FP22000947
Date of Manufacture / TaTa npousBoactsa: 03/2022 Date of Expiry / Cpoxk roguoctu: 02/2025

Analysis performed according ND / Anaan3s nposeaen mo HJI: IT N014189/01-271021

Page 6 of 6 / Crp. 6 u3 6

8.
No.

Test/ IlokazaTe.b Result / PesyabTaTt

Specification/ Hopma

Tatnemsxu 5 me, 10 w2, 20 v
[To 10 TabneTok B cmpune U3 antoMuHHEBOH
¢donbry ¢ NoNU3ITUACHOM HU3KOH NNOTHOCTH
(ITDHIT) Ha 3aneyaTbiBa€MOM CTOpPOHE M
IIEIAKOBLIM MOKPBLITUEM HA HApY)XHOM
CTOpOHE

WIIH

no 10 TaGneTok g baucmepe VU3 TpexcnoiHoh
donsru (OIMA/ANTIBX) W antoMrHHeBOi
¢donbry ¢ TEPMOCBAPMBAEMbLIM  JIAKOBbLIM
MOKPHITHEM Ha 3aMe4aThbiBAEMOl CTOpPOHE.
Ilo 2, 5, 6, 10 cTpunos unu no 2, 5, 6, 10
ONUCTEPOB C UHCTPYKUUEH MO MPUMEHEHUIO
B MauKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /
CoorseTcTByeT TpebOBaHHIM

AccordingtoND/
B coorBeTcTBuu ¢ HJT

XpaHeHue

12 | Storage conditions / At temperature below 25 °C. / IIpu Temneparype He Bbiiue 25 °C.

13 | Shelflife / Cpox rognoctu | 3 years /3 roaa

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Ipoaykr cootBercTByet TpeboBaHusam HJT 3axmouenne: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosnexo: (\ @ ) [IpoBepeHo: OnobpeHo: Menemxkep / Pykosoanrens
Date / 30-04-2022 Date / 30-04-2022 Date / 30-04-2022

Jara: Hata: Hara:
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