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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A

Product: Enam tablets 10 mg / Ynam®, rataerkun 10 mr

Batch No. / Cepust Ne :

B2301011

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

2002FP23000806

Halytical Report No. / Anaautnyecknii oryer Ne:

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

Date of Manufacture / [lata npousBoacrea: 02/2023

Date of Expiry / Cpok roguoctu: 01/2026

Analysis performed according ND / Auanns nposeaen no HJI: I1 N014189/01-27102021 (amend. Nel from
18.01.2023 / uam. Nel or 18.01.2023)

Test/ IloxazaTean

Result / Pesyabstar

Specification/ Hopma

1 | Description / Onucanne

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, Kpyrible, MIOCKHE
TabJIETKK  CO  CKOIIEHHBIMH
kpasmu, ¢ TicHeHHeM "EMT" Ha
onHOM cTopoHe u uudpoi "10" u
pa3enuTeNnbHOM  pUCKOM  Ha
IpYroi CTOpOHE.

Ha monepeunoM pazpeze saapo
6emoro usera.

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. / Benbie unu moutu Genvie, Kpyribie,
IUIOCKWE  TabNeTKW €O  CKOIIECHHBIMHK
kpasMu, ¢ TUcHeHueM "EMT" Ha omwoit
cropoHe U uudpoi "10" u paznenurensHoi
pHCKOM Ha Ipyrod CTOpPOHE.

Ha monepedHoMm paspese sapo Genoro vim
mouTH GeJioro 1Bera.

2 | Identification /
IMoaauHHOCTDL
1. By HPLC / BOXX

2. By TLC / TCX

Complies as prescribed /
CootBeTcTBYET

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
VAEPXKWBAaHWS  OCHOBHOTO  NHKa  Ha
XpoMaTorpaMMe MCIBITYEMOTO pacTBOpa
JIOIKHO COOTBETCTBOBATE BpEeMEHH
yOepKUBaHUA  MHKa  SHajanpwia  Ha
XpoMaTorpamMme CTaHAApTHOTO pacTBoOpa
(pasnen «KonmuecTBeHHOE ONIpeieTIeHHE) ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TSTHO Ha
XpOMaTorpaMMe HCIBITYEMOr0  pacTBopa
JOJDKHO COOTBETCTBOBATH OCHOBHOMY ITSTHY
Ha XpoMaTorpaMMe CTaHAapTHOTO PacTBOpA.

3 | Uniformity of dosage
units / OxHOpOgHOCTE

1.7/1,7

Acceptance value (AV) should be not more
than 15.0. / TlokazaTens TpREeMIIEMOCTH

J03UPOBAHHS (AV) nomxen O6bITh He Gonee 15,0.
4 | Dissolution / 99%, 100%, 100%, Not less than 80 % (Q) of
PacTeopeHue 98%, 97%, 99% C,0HsN,05:C4H4O, (Enalapril Maleate) of

the label claim in 30 minutes. /
He menee 80 % (Q) CyoHpsN,05C4H,O4
(sHallapuna  Manear) OT HOMHHAJIBHOTO
conepxanrs yepes 30 MUH.

Remarks : The Product confirms to ND/
HMpumenanue: [Ipoxykr coorBercTByeT TpeGoBanusM HJI

Conclusion : APPROVED /
Saxiaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANU3A

Product: Enam tablets 10 mg / 9nam®, Ta6aerkn 10 mr

Batch No. / Cepust Ne:  B2301011

Batch Size / O6bem cepuu: 492.000 KG/
492,000 KI"

Analytical Report No. / Ananntageckuii oruer Ne:
2002FP23000806

Date of Analysis / laTa anaausza: 23.03-2023

Date of Manufacture / Jlata npoussoxcTBa: 02/2023

Date of Expiry / Cpoxk rogmoctu: 01/2026

18.01.2023 / n3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananus nposeaen no H/I:

TI N014189/01-27102021 (amend. Nel from

1\?(') Test/ IloxasaTens Result / PesyabTar Specification/ Hopma
S | Related substances / PoacrBennble npuMecH
Enalaprilat / Onananpunar | Not detected / He oOHapykeHa Not more than 1.5 % / He 6onee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He 6onee 2,5 %
DHananpura Not detected / He o6Hapy:keHa
IMKETONUIIepa3uH
Total impurities /
CymMa npumMeceit Not detected / He o6Hapyxena | Not more than 3.0 % / He 6onee 3,0 %.
6 | Assay/ KonmuuecrBenHoe 10.0 mg/ 10,0 Mr From 9.0 mg to 11.0 mg of
onpeaeienne 100.4% / 100,4% CyolpsN;O5-Cyl 1,04 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Ot 9,0 Mmr 1m0 11,0 Mr CyoH,sN,O5-C4H,O4
(sHamanpwra Manear) B Tabnerke. (ot 90 %
110 110 % OT HOMMHAJIBHOTO COAEpIKaHWUS).
7 | Water / Boga 0.7% w/w / 0,7% Not more than 6.0 % / He 6omnee 6,0 %

8 | Microbial limits* / Mukpoouosoruyeckass 9ucrora*

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

a) Total aerobic microbial
count / O01yee yucio
a3poOHBIX
MUKPOOPTraHU3MOB

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

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

b) Total combined yeasts
and mould count / Ob1ee
YUCTIO APOAOKEBBIX U
TJIeCHEBBIX TPHOOB

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

c) E. coli Absent in 1g/

OtcyTteTByeT B IT

Shall be absent in 1 g/
JIO/KHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Hpumeuanne: [Tpopykr cootsercTayer TpebosannsaM HJI

Conclusion : APPROVED /
3axmouenne: OJITOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A
Product: Enam tablets 10 mg / 9nam®, Taéaerku 10 mr
Batch No./ Cepus Ne :  B2301011 Batch Size / O6nem cepun: 492.000 KG/
492,000 K" ]
Analytical Report No. / Ananutudecknii orger Ne: Date of Analysis / JaTa anammsa: 23-03-2023
2002FP23000806
Date of Manufacture / Jata mpoussoacrsa:  02/2023 Date of Expiry / Cpox rogmocrn: 01/2026
Analysis performed according ND / Ananus nposeaen no H/{: TI N014189/01-27102021 (amend. Nel from
18.01.2023 / uam. Nel ot 18.01.2023)
1\?(') Test/ IloxazaTenn Result / PesyanTar Specification/ Hopma
9 | Subdivision of tablets / The tablets comply with the test, if not more
Oanopoaunocrs Mmace ipu | Complies as prescribed / than 1 individual mass is outside the limits
nedeHuH TabJIeTOK CooTretcTBYET 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.
/
TabneTky COOTBETCTBYIOT TpeOOBAHHUAM,
eciii He Oomee 1 enuHWuwHas Macca
oTkJIoHseTes 3a npenensl 85 % - 115 % or
cpeaHei Macchl. Tabnetkn HE
COOTBETCTBYIOT TpeboBaHWAM, ecnu Gosee
yeM | MHAUBUAYalibHAs Macca OTKIOHSIETCS
OT OSTHX TIpedesioB  wiu, ecau 1
WHIUBHAYalibHas Macca OTKJIOHSeTCs 3a
nipenensl 75 % - 125 % ot cpenHeit Macchl.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr coorsercreyer Tpebopaunsm HJI 3akiawyenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A

@)duct: Enam tablets 10 mg / Duam®, tabaerkn 10 mr

Batch No. / Cepus Ne :

B2301011

Batch Size / O6mem cepun: 492.000 K G/
492,000 KT"

Analytical Report No. / AnasuTa4yecknii oryer No:
2002FP23000806

Date of Analysis / Jlara ananusza: 23-03-2023

Date of Manufacture / Jlara npoussogcrpa:  02/2023

Date of Expiry / Cpok rognoctu: 01/2026

Analysis performed according NI / Ananus nposeaen mo HJ/I: T1 N014189/01-27102021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

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

ITo 10 Tabnerok & Oaucmepe W3
TpeXcnoiHoM dbonbru
(OTTA/AN/TIBX) n antoMiHHEBOH
donbru ¢ TEPMOCBApHBACMBIM
JIAKOBBIM TIOKPBITHEM Ha
3areyaTbiBaeMOH CTOPOHE.

ITo 2 6nucTepa ¢ MHCTPYKUMEH 110
MPUMEHEHUIO B ayky
KapTOHHYIO.

1‘?(; Test/ IloxazaTenb Result / PesyabTar Specification/ Hopma
10 | Package / YnakoBKka 10 tablets in blister of three-layer | Tablets 2.5 mg

10 wablets in Aluinum 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/AVPVC) 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. /

Tabuemnu 2,5 m2

ITo 10 Tabnerok B cmpune W3 amtOMHUHUEBOMH
($ONBrH C MOTUATHIEHOM HU3KO# TIIOTHOCTH
(IIBHIT) na 3amedaTbiBaeMOM CTOPOHE U
IIEJIAKOBBIM  TTOKPEITHEM Ha  HapyKHOM
CTOpOHE

120 1%

nmo 10 Tabnerok 6 6aucmepe U3
tpexcnobiHoi ¢donsru (OITA/An/TIBX) wu
ATFOMHHHEBON doneru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TOKPBITUEM
Ha 3aleyaThIBaeMOM CTOPOHE.

TTo 2 crpuna wim no 2 Onucrepa c
WHCTPYKUHMEH MO TPUMEHEHHIO B TaudKy

KapTOHHYIO.

Remarks : The Product confirms to ND/
IMpumeuanmue: [Mpoaykr coorsercryer Tpebopanusam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Drintad R
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHATIU3A

Product: Enam tablets 10 mg / dnam®, tadaerku 10 mr

Batch No./ Cepust Ne :  B2301011

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

2002FP23000806

Analytical Report No. / Ananurnyeckuii oruer Ne:

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

Date of Manufacture / lata npoussoacrea: 02/2023

Date of Expiry / Cpox rognocri:  01/2026

Analysis performed according ND / Ananu3s npoeegen no HJI: IT N014189/01-27102021 (amend. Ne1 from
18.01.2023 / n3m. Nel ot 18.01.2023)

Test/ Ilokazarean

Result / PesyabTar

Specification/ Hopma

Tabnemxu 5 m2, 10 m2, 20 m2

ITo 10 TabGnerox B cmpune U3 amoMUHHEBOK
(GONBrH ¢ OTMATHIIEHOM HU3KOH TNTOTHOCTH
(IISHIT) ma 3aneyaTeiBa€MOii cTropoHEe H
IIEJUTAKOBBIM  TIOKPBITUEM Ha  Hapy»XHOM
CTOpOHE

WIN

nmo 10 Tabnerok 6 6aucmepe W3
Tpexcinoithoit ¢donern (OITA/An/TIBX) wu
ATFOMUHHEBOM donbru c
TEPMOCBAPUBAEMBIM JIAKOBBIM TMOKPBITHEM
Ha 3arevarbiBaeMol CTOpOHE.

Tlo 2, S, 6, 10 crpumos mwim no 2, 5, 6, 10
6GNMMCTEpOB C HHCTPYKUUEH IO TPUMEHEHHIO
B MaYKy KapTOHHYIO.

11 | Labeling / MapkupoBka

Complies as prescribed /
CoOoTBeTCTBYeT TpeOOBaHUAM

According to ND /
B cootBerctBuu ¢ HJJ

12 | Storage conditions /
Xpaunenue

At temperature below 25 °C. / IIpu Temneparype He Bbiie 25 °C.

13 | Shelf life / Cpox rognoctu

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.

* - IIpoBoAHTCA MPOM3BOAUTENEM NPH BBLINYCKe MEPHOAHYECKH: JJs Kaxaoi 20-of cepuu win

He MeHee 1 pa3za B roa. IlokazaTe/Ih MoxeT OBITH He BKJIIOUeH B cepTHGHKAT aHa/IH3a pupMbI.

Remarks : The Product confirms to ND/
Hpumeuanne: IpoaykT coorBeTcTBYeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES
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- 1.0, CURRENT

Approved Date

27-Mar-2023

Drintad R+ W Nlaravana Quiraris

Prepared By P00021162 Latha Dasi 25/03/2023
17:38:45
Reviewed And P00034556 V Krishna Nimmakayala|  25/03/2023
Approved By - 22:15:09
Approved By QA P00019846 K Narayana Swamy 27/03/2023
11:58:24
Page 6 of 6

Drintad MatA 2 TikmA /IQTY- 27 N2 2N22 11-EQ-RD




