Uncontrolled Copy

CERTIFICATE OF ANALYSIS

[Remarks : The Product confirms to ND/
Ipameuanne: TIpoaykr coorsercTByeT Tpebosanusam HJ[

CEPTUDPUKAT AHATIU3A
Product: Enam tablets 10 mg / Dnam®, tabaerku 10 mr
Batch No. / Cepun Ne : B2400829 Batch Size / O6nem cepuu: 492.000 KG /
492,000 KI'
Analytical Report No. / AnaanTudeckuii oruer Ne: Date of Analysis / lara anaauza: 16-03-2024
2002FP24000645
Date of Manufacture / JiaTa npouszsojctaa: 02/2024 Date of Expiry / Cpok rogmoctn: 01/2027
Analysis performed according ND / Ananns nposenen mo HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)
NS (') Test/ IlokaszaTeanb Result / PezyabTar Specitication/ Hopma
1 | Description / Onucanne White round, flat, beveled edged | White to off-white, round, flat, beveled
tablets with "EMT" debossed on | edged tablets with "EMT" debossed on one
one side and number "10" and a | side and number "10" and a break line on the
break line on the other side. other side.
Cross Cut Description: White | Cross Cut Description: White to off white
core. / Benble, kpyrisie, wiockue | core. / Benbie unu noutu Genble, kpyribie,
Tabnerky  CO  CKOLIEHHbIMM | njockne  TabneTkv €O CKOLIGHHbIMH
kpasmu, ¢ TuchenneM "EMT" wHa | xpasmu, ¢ Ttuchenuem "EMT" wa onnoit
omHo# cropore u uudpoit "10" u | cropore m wudpoit "10" u pazgenurensHOM
pasHeNuTENBHOW — PUCKOM  Ha | PUCKOM Ha Ipyroi CTOpOHe.
ApYyroi CTOpOHE. Ha nonepeuynom paspese aapo Geioro unu
Ha nonepeuyHom paspese sapo | mouru Genoro usera.
GeJoro 1BeTa.
2 | Identification / The retention time of the major peak in the
HMopnuunocTh chromatogram of the sample solution should
1. By HPLC / BOXX Complies as prescribed / correspond with the retention time of
CoOTBETCTBYET Enalapril peak in the chromatogram of
standard solution (section "Assay"). / Bpems
yOEep)KUBAaHWSA  OCHOBHOTO  IIMKa  Ha
XpOMATOTpaMMe  MCIIBITYEMOTO  PacTBOpa
JIOTDKHO COOTBETCTBOBATH BpPEMEHH
yAEPKMBAHMs ~ NMKa  SHananpuaa  Ha
XpOMaTorpaMMe  CTaHAapTHOrO  pacTBopa
(pasaen «KonuuecTBEHHOE OTIPEHENEHHER).
2. By TLC /TCX Complies as prescribed / The principal spot in the chromatogram of
CootsercrByeT the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TATHO Ha
XpPOMaTorpamMMe  MCIbITYEMOro  pacTeopa
JIO/IXHO COOTBETCTBOBATH OCHOBHOMY MATHY
Ha XpOMAaTorpamMme CTaH/[apTHOTO PacTBOpa.
3 | Uniformity of dosage 38/3,8 Acceptance value (AV) should be not more
units / OgropoanocTh than 15.0. / TToxasarens mpUemMIemMocT!
JI03MPOBAHNSA (AV) nomken 65ITh He 6onee 15.0.
4 | Dissolution / 98%, 100%, 99%, 97%, 96%, Not less than 80 % (Q) of
PacrBopenue 96% CyoHxN,0s-C,H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He wMenee 80 % (Q) C20H28N205'C4H404
(pHananpwia ManeaT) OT HOMMHAJILHOIO
comepxkanus yepe3 30 MuH.

Conclusion : APPROVED /
Saxmwouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Product: Enam tablets 10 mg / nam®, Tadaerku 10 mr

Batch No. / Cepusi Ne: B2400829

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

2002FP24000645

Analytical Report No./ Ananurnuecknii oTuer Ne:

Date of Analysis / lara anamsza: 16-03-2024

Date of Manufacture / Jlara nponssoacrsa: 02/2024

Date of Expiry / Cpok rognocra: 01/2027

18.01.2023 / uzm. Nel ot 18.01.2023)

Analysis performed according ND / Anaans nposexen o HJL: 11 N014189/01-271021 (amend. Nel from

S.

Test/ IlokazaTenhb
No.

Result / PesyabTar

Specification/ Hopma

5 | Related substances / PogcTBennbIC IPUMECH

Enalaprilat / Duananpunar

Enalapril diketopiperazine /
DHananpuna
JIAKETOTTHITEPa3iH

Not detected / ve obwapyskena

Not detected / He obHapyxKeHa

Not more than 1.5 %/ He 6onee 1,5 %

Not more than 2.5 % / He 6onee 2.5 %

Total impurities /
CyMmMa npuMecei

Not detected / He oOHapykeHa

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

6 | Assay/ KonugecrBenHoe
ompegeneHue

10.1 mg /10,1 mr
100.8% / 100,8%

From 9.0 mg to 11.0 mg of
CooHsN,05-C ,H404 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 mr o 11,0 Mr CoyoHysN,O5-C4H,04
(anananpuna manear) B tabnerke. (ot 90 %o
10 110 % oT HOMHMHAIBEHOIO COASPIKAHMA).

|

Water / Boga

0.6% /0,6%

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

8 | Microbial limits* / MukpoOuoJioruyeckast UMcToTa*

a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6uee uncio He 6onee 1000 KOE/r
a’pOOHEIX

MUKPOOPraHU3MOB

b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / OBuzee He 6onee 100 KOE/r

YHCIIO APOKIKEBEIX U

IUTeCHEeREIX IpUbOB

c) E. coli Not Applicable Shall be absentin 1 g/

JIOMmKHET OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpumeuanue: Ipoaykr coorsercTByeT TpeboBanmusam HIL
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A

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

Batch No. / Cepust Ne:  B2400829

Batch Size / O6bem cepuu; 492.000 KG /
492 000 KI'

2002FP24000645

Analytical Report No./ Anamuruaecknii oTuer Ne:

Date of Analysis / lata anaanza: 16-03-2024

Date of Manufacture / JIata mpouzsoacrsa: 02/2024

Date of Expiry / Cpox rogmnoctu: 01/2027

18.01.2023 / u3m. Nel or 18.01.2023)

Analysis performed according ND / Anasns nposeaen no HJI: IT N014189/01-271021 (amend. Nel from

S

: Test/ HoxazaTeab
No.

Result / PezynsTaT

Specification/ Hopma

9 | Subdivision of tablets /

Omnopoaunocrs Mace mpu | Complies as prescribed /
JejleHnH TaldJIeToK 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.
/

TabeTKd COOTBETCTBYIOT TpeGOBaHUSM,
ecnn He Oonee 1 eguHMuHas Macca
orxsioHsercs 3a npegenst 85 % - 115 % or
cpenHeit Macchl. Tabnerku He
COOTBETCTBYIOT TpeGOBaHMAM, ecnu Ooee
yeM | MHAUBMAyaIBHAS MAacca OTKIOHSETCS
OT OTUX T@pedesoB wmy, ecau |1
WHAMBMAYANAbHAs Macca OTKJIOHAeTCcs 3a
npenesbt 75 % - 125 % ot cpenueii macesl.

Remarks : The Product confirms to ND/

Hpumeuanue: TIpoayxr coorBercrByeT Tpeboranusm HJL

Conclusion : APPROVED /
3akmouenune;: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product: Enam tablets 10 mg / Dnam®, raéierkn 10 mr

Batch No. / Cepust Ne: B2400829

Batch Size / O6sem cepun; 492.000 KG /
492,000 KI'

Analytical Report No./ AnanmaTadeckuii oruaer Ne:
2002FP24000645

Date of Analysis / Jlara anaJjinsa:

16-03-2024

Date of Manufacture / ata npoussoacrea: 02/2024

Date of Expiry / Cpok roguocrn:  01/2027

Analysis performed according ND / Auanns nposenen no HJI: II N014189/01-271021 (amend. Nel from
18.01.2023 / uzm. Nel or 18.01,2023)

foil (OPA/AI/PVC) foil and
Aluminum foil with heat seal
lacquer coating on the sealing
side. 2 Dblisters and patient
information leaflet in a carton
pack. /

To 10 TaGnerok @ Gaucmepe u3
TpeXcIoHHOI donsru
(OINA/An/TIBX) n amroMuHMEBO#
donerm ¢ TEPMOCBAPUBACMbIM
JIaKOBbIM [OKPbITHEM Ha
3aIevyaTsiBaeMoi CTOpOHe,

Ilo 2 6rnmcrepa ¢ HHCTPYKIMeit no
[pAMEHEHHIO B MauKy
KapTOHHYIO.

NS(; Test/ IlokazaTe/ab Result / Pesyabrar Specitication/ Hopma
10 | Package/ Ynakosxa 10 tablets in blister of three-layer | 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 st7ip 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. /

Tabnemxu 2.5 e

[lo 10 TabneTok B cimpune U3 ankOMUHHUEBON
(p0abru ¢ NOAMSTUACHOM HU3KOM [IOTHOCTU
(ITDHII) Ha 3ameyaTbiBaeMOW CTOpOHE U
LIE/JIAKOBLIM MOKPLITUEM HA HapyXHOM
CTOpOHE

W

no 10 rtabnerox ¢ Omucmepe w3
rpexciobnoit ponsrn  (OTTA/AN/TIBX) u
anoMUHKEBOMN doneru c
TEPMOCBAPHBACMBIM MTAaKOBBIM IOKPBITHEM
Ha 3ale4yaThIBaeMoii CTOpPOHE.

ITo 2 crpuna uam no 2 Onucrepa ¢
MHCTPYKUMEH TNO NPUMEHEHUIO B MayKy

KAapTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: TIpoaykr coorsercrayer Tpebosanuam HJI

Conclusion : APPROVED /
3axsouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHATIN3A
Product: Enam tablets 10 mg / Dnam®, tabaerin 10 mr
Batch No./ Cepus Ne:  B2400829 Batch Size / O6nem cepun: 492.000 KG /
497000 KT”
Analytical Report No./ Ananntuaecknii orer Ne: Date of Analysis / JaTa anasnm3a: 16-03-2024
2002FP24000645
Date of Manufacture / Jiara npomssoacrsa: 02/2024 Date of Expiry / Cpox roguoct: 01/2027

18.01.2023 / u3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananns nposeaen mo HJ[: IT N014189/01-271021 (amend. Nel from

S

N (') Test/ Ilokazarenan Result / PezyapTat

Specitication/ Hopma

Tadnemn 5 me, 10 w2, 20 me

TTo 10 TabneTok B cmpune U3 akOMUHHEBOM
hONBIH C MOJUITUIEHOM HU3KOM [LIOTHOCTH
(1I9H11) pa 3ameyaTeIBaeMOM CTOpPOHE M
[IE/JIAKOBEIM  TIOKPBITHEM HA  Hapy»HOM
CTOpOHE

uiu

no 10 Tabnerox @ 6nucmepe w3
Tpexcnoinoit ¢oneru (OIIA/An/[1IBX) wu
AIIOMHUHHEBOR ¢onmeru c
TEPMOCBAPUBAEMBIM NIAKOBbIM MOKPbITHEM
Ha 3are4YaThiBAEMOI CTOPOHE.

Mo 2, 5,6, 10 ctpumoB wnu o 2, 5, 6, 10
OIKMCTEPOB ¢ MHCTPYKIHEH 10 IPUMEHEHUIO
B MaYKy KapTOHHYIO.

11 | Labeling/ Mapkuposka | Complies as prescribed /
CooTBeTcTBYET TpebOBAHUAM

According to ND /
B cootBerctBuu ¢ HJJ

Xpanenue

12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Bbiwe 25 °C.

13 | Shelflife / Cpox rognocru | 3 years/3 roga

* _ 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.

* - TIpoBOAMTCA TPOM3BOAHTE]IEM IPH BHIMYCKe NEPHOJMYECKH: MIA KaxioH 20-0if cepuu mim
ne menee 1 pa3a B roa. [lokasarean MOKET OLITL Ile BK/IIOIEH B CePTHOHKAT AHAIH3A Pnpmbl.

Remarks : The Product confirms to ND/
Ipumeuanne: TTpoayxr coorsercreyer Tpedoranuam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy's “:‘
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