Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJII3A

Product: Enam tablets 5 mg / Inam®, Tabaerku 5 mr

Batch No./ Cepusa Ne : B2202336

KI"

Batch Size / O6L.em cepun: 969.200 KG / 969,200

Analytical Report No. / Ananuriyccknii otuer Ne:

2002FP22001443

Date of Manufacturce / JlaTa nponssoacTea:

Analysis performed according ND / Anann3s nposexen mo HJI: TT N014189/01-271021

06/2022

|Date of Analysis / laTa anangu3a: 21-072022

Date of E_xpil_‘y / Cpoxk roguoctu:  05/2025

White to off-white, round, flat, beveled

N?). Test/ [Toka3zaTens Result / PesynbTart Specification/ Hopma
1 | Description / Onucanue White round, flat, beveled edged

tablets with "EMT" debossed on
one side and number "5" and a
break line on the other side.

Cross Cut Description: White
core. / benvle, kpyribie, TUIOCKHE
TabNeTKu €O CKOLUEHHbIMU
KpasmMu, ¢ THcHeHueM "EMT" na
oAHoit cropoHe W uudpoi "5" u
pasieNuTeNbHOH — pUCKOH — Ha
IPYyTOH CTOPOHE.
Ha nomepeunom
Genoro 1BeTa.

paspese Apo

edged tablets with "EMT" debossed on one
side and number "5" and a break line on the
other side.

Cross Cut Description: White to off white
core. / benble unu nouTn Senkie, kpyrivie,
njockne  TabNeTku cO  CKOLIEHHBIMU
kpasmu, ¢ TucHenwem "EMT" wa opmoit
cTopoHe M mudpoit "S" u pazpenurenchoii
pUCKOIf Ha Ipyroii cTopoHe.

Ha momepeaHoM paspese sOpo Gemoro Mitm
noutu 6enoro usera.

Remarks : The Product confirms to ND/
TMpumeuanne: [IpoaykT cooTBeTcTBYET Tpeboranmam H]I

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

I’roduct:fna[n tablets 5 mg / Inam"”, TabieTKm 5 Mr
Batch No. / Cepus Ne :

Analytical Ref)ort No. / Ananaraucekuii oract Ne:
2002FP22001443

B2202336

Batch Size / O6nem cepun: 969.200 KG / 969,200
KT

Date ofAnalisis / Hata auwaauza: 21 072022

Datc of Manufacture / JlaTa npou3soacTBa:

06/2022

Datc of Expiry / Cpok roanocTu: 05/3_02_5

Analysis performed according ND / Anaaus nposeaen no HJI: IT N014189/01-271021

S.
No.

Test/ ITokxa3zaTenb

Result / PesyanTaTt

Specification/ Hopma

2

Identification /
[MopnuuuocTEL
1. By HPLC / BOXKX

2. By TLC / TCX

Complies as prescribed /
CoOoTBETCTBYET

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
YHEpXKHWBaHWS  OCHOBHOTO  TIMKa  Ha
XpOMarorpaMMe MCMBITYEMOTO  pacTBopa
IOTDKHO COOTBETCTBOBATD BPEMEHU
VAepXKUBaHUS  [WKa  DHalanpuna  Ha
XpoMaTorpaMMe CTaHAapTHOTO  pacTBopa
(pasuen «KomidecTBEHHOE OTIPEaETEHHED ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TSATHO Ha
XpomatorpaMMe WCITBITYEMOTO  pacTBopa
JOJI’KHO COOTBETCTBOBATL OCHOBHOMY MSATHY
Ha XpOMAaTOrpaMMe CTaHAapTHOTO pacTROpA.

Uniformity of dosage
units / OgHOpoaAHOCTH
I03HPOBAHHS

1.1/1,1

Acceptance value (AV) should be not more
than 15.0. / Tlokazarens TIPHUEMIEMOCTH
(AV) nomxkeH 0vITh He 6onee 15,0,

Dissolution /
PacTBopenne

101%, 102%, 100%, 98%, 100%,

100%

Not less than 80 % (Q) of
CyoHagN,05:C4H4O,4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) CyHpN,O5C4HLOy
(3Hanampwia Masnear) OT HOMMWHAIBHOTO
cogepxkanus gepes 30 MUH.

Related substances / PoacrBennbie npumecu

Enalaprilat / namanpunar

Enalapril diketopiperazine /
OHamanpuna
JIAKETONHITePa3HH

Individual unidentified
impurity /  EpunudHas
HeuaeHTURUMpPOBaHHAS
NpHAMech

Total impurities /

CymMmmMma npumeceii

Not detected / He oGHapyxeHa

Not detected / He o6HapyXeHa

0.14%/0,14%

0.1%/0,1%

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 3.0 % / He 6onee 3,0 %.

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponykr cooteeTcTBYET Tpeborannsm HJL

Conclusion : APPROVED /
3akmwuenne: OJOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Enam tablets 5 mg / DAam¥, TabJaeTku 5 Mr

Batch No./ Cepus Ne : B2202336

Batch Size / O6bem cepun: 969.200 KG /969200 |
KT

'_Analytical Report No. / AnanuTuaceknii oraer Ne:
2002FP22001443

Date_of_Analysis/I[aTa awamuza: 21-07.2022 |

Date of Manufacture / JaTa npoussoacrea:  06/2022

Date of Expiry / Cpok roasoctn: 05/2@: -

|Analysis performed according ND / Auasnus nposeaen no HJI: T1 N014189/01-271021

OaHopoaHocTL Mace pA
JeJeHHH Ta0leToK

Complies as prescribed /
CooTBeTCTRYET

N?)' Test/ MoxasaTens Result / PezysibTaT Specification/ Hopma
6 | Assay/ KonuvecTrennoe 5.06 mg /5,06 mr From 4.5 mg to 5.5 mg of
ompeaeicHHe N o CyoH2sN,05-C4H,O4 (Enalapril Maleate) per
101.25%,/4101,5% tablet (90 % to 110 % of the label claim).
/ Ot 4,5 MI" 10 5,5 MI C10H28N205'C4H4O4
(sHanampwuna Maiear) B TabneTtke. (ot 90 %
10 110 % oT HOMWHATBLHOIO COAEPKAHA).
7 | Water / Boaa 0.9% w/w /0,9% Not more than 6.0 % / He 6onee6_,0 % |
8 | Microbial limits / Mukpodnosoruueckan 4ucToTa
a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
count / Obuiee UKCIIO Menee 10 KOE/r He 6omnee 1000 KOE/r
a3poOHBIX
MHKPOOPTraHU3MOB
b) Total combined yeasts Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / O611ee Menee 10 KOE/r He 6onee 100 KOE/r
YHCITO APOAOKEBBIX 1
NIecHEeBLIX rpuboB
c) E. coli Absent in 1g/ Shall be absentin 1 g/
OtcytctByeT B IT JIoJKHBI OTCYTCTBOBATL B 1 T
9 | Subdivision of tablets / 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.
/

TabnmeTkn COOTBETCTBYIOT TpeOOBaHUAM,
ecmi He OGonee 1 eAWHWYHas Macca
OTKJOHAeTCA 3a npenens! 85 % - 115 % ot
cpenneit MACCBI. Tabnetkun He

COOTBETCTBYIOT TpeboBaHnAM, ccnu Oonee
ueM 1 UHIMBULYAIbHAS MACCd OTKIOHAETCS
OT 3TUX TpeaenoB HWnH, ecmd |
WHIMBHUIyaJiIkHAs Macca OTKIIOHAeTca 3a
npemensl 75 % - 125 % oT cpenneif Macchl.

Remarks : The Product confirms to ND/

TMpumeuanue: [TponykT cooTBeTcTBYET Tpebosanusivm HII

Conclusion : APPROVED /
Jakawuenune: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

Batch No./ Cepust Ne : B2202336

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

_Product: Enam tablets S mg / ﬁam“i‘, TabJaeTkH 5 Mr

KI”

Batch Size / O6nem cepun: 969.200 KG /969,200

_Analytical Report No. / Anaantuiecicnii oret Ne:
2002FP22001443

Date of Analysis / laTa ananuza: 21-07-2022

Date of Manufacture / JlaTa nponssoacTea:

06/2022

Date of Expiry / Cpox l'(;IIHOCTﬂZ 05/2025

|Analysis performed according ND / Ananaus nposegen no HE IT N014189/01-271021

S.
No.

Test/ ITokaszarenn

Result / PesyabTaT

Specification/ Hopma

10

Packagé / 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. /

ITo 10 Tabnetok & Onucmepe W3
TpeXcNoWHOH bonbrun
(ONA/AWTIBX) u antoMitHnueBol
donsrm ¢ TepPMOCBapPHUBAEMBIM
JAKOBBIM NOKPLITHEM Ha
3a1eyaThIBAEMOW CTOPOHE.

ITo 2 6nvicTepa ¢ HHCTpYKUMEH 0
HpAMEHEHHIO B nayky
KapTOHHYFO.

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 s#rip 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. /

ITo 10 Tabnerok B cimpune N3 aFOMHHUECBOMN
($honbrU ¢ MOIMITUIIEHOM HU3KOW NIIOTHOCTH
(TTOHIT) wa 3amedaThiBaeMOU CTOpOHE W
LICNIAKOBEIM TTOKPBITHEM Ha Hapy>KHOH
CTOpOHE

Wi

no 10 rabnetok @ Onucmepe w3
Tpexcnohnoii  ¢onsru (OIA/An/TIBX) u
AMOMUHIEBOH ¢doeru c
TEPMOCBAPHBACMEIM JTAKOBLIM TTOKPBITHEM
Ha 3anevyaTbiBaeMoii CTOpOHE.

o 2 crpuna wm no 2 OGnwctepa c
WHCTPYKUWEH TIO TIPUMEHEANIO B TayKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanne: TIpoaykT cootBeTcTBYET Tpebopanusm HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6




Uncontrolied Copy

Batch No. / Cepuna Ne : B2202336

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTN3A

-__P__rodm: Enam tablets 5 mg / Owam®, TabaeTkH 5 Mr

Batch Size / O6sem cepun: 969.200 KG/ 969,2(F
KI'

Halytical Report No. / AnannTauecicnii order Ne:

2002FP22001443

Datc of Analysis / ata amamusa: 21-07-2022

Date of Manufacturce /_ﬂaTa MPOH3BOACTBA: 06/2022
Analysis performed according ND / Ananns nposegen no H/: T N014189/01-271021

Date of Expiry / Cpok roanoctu: 05/2025

S.

Test/ [Tokazarenn
No.

Result / PesynabTat

Specification/ Hopma

Tabaenicy § ve, 10y, 20 a2

TTo 10 TabmeTox B cmpune W3 aNntOMUHNEBON
GONBTH ¢ TTONUITHIICHOM HH3KOW TIJI0THOCTH
(TIDHIT) na 3aneyaTeIBAEMON cTopoHE U
UIEIUIAKOBBIM  TIOKPEITHEM HAa  HapyKHOMN
CTOpOHE

n

no 10 rabmeroxk & Gaucmepe w3
tpexcnoitoit donsrn (OIIA/An/TIBX) n
aJFOMMHUEBOH tdoneru c
TEpMOCBAPHBAEMBIM JTAKOBRIM TTOKPEITHEM
Ha 3aneyaThiBacMoli CTOpOHE.

TTo 2, 5, 6, 10 ¢rpunos wim o 2, 5, 6, 10
ONMCTEPOB C MHCTPYKLUMER MO TPUMEHEHUIO
B MauKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /

CooTBeTcTBYET TPEOOBARUAM

According to ND /
B cooreercTsuun ¢ H]|

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temmepatype He Bbiute 25 °C,

XpaneHne

13 | Shelf life / Cpok rognoctn | 3 years /3 rona

Remarks : The Product confirms to ND/

IMpumeuanne: [IpogykT cootTBeTcTBYET TpebGoBanusam HJT

Conclusion : APPROVED /
3axnwouenune: OJOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's €3¢

Title

B2202336

Document No.

QUA-FT02-1622

—Version . Approved Date |73_Jul-2022
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