Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJTU3A

i’roduc_t: Enam tablets 10 mg / Ouam®, Ta6neTku 10 mr

Batch No. / Cepust Ne :

B2203205

KT

Batch Size / O6nem cepum: 492.000 KG / 492,000 |

Analytical Report No. / Ananutudeckuii oT4er Ne:

2002FP22002114

Date of Analysis / laTa aHaausa: 18-10-2022 |

Date of Manufacture / lata nponseoactea:  09/2022

Date of Expiry / Cpox rognocti: 08/2_0—_2_5

Analysis performed according ND / Ananns nposeaes mo HJI: T N014189/01-271021

S. Test/ [TokazaTenan Result / PesyabTaT Specification/ Hopma
No.

1 | Description / Onucanue 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, Kpyrible, miockue | core. / Benble mnu nmodtH Gemble, Kpyribie,
TableTKW €O  CKOWIEHHBIMH | TTOCKWE  TabNeTKM €O CKOIIEHHBIMH
kpasmu, ¢ TucHennem "EMT" Ha | kpasmy, c¢ TucHewneM "EMT" Ha opHoii
onHo# cTopoHe W 1dpoit "10" n | cropore n mmdpoit "10" u pazgennTenbHOlM
pasmenuTeNBHON  pHCKOH  Ha | pUCKOW Ha Ipyroi CTOpOHE.

IpYroii CTOpoHe. Ha nonepeuHom paspese anpo Genoro mnu
Ha morniepeurom paspese sipo | TodTH 6emoro mpeta.

bernoro nBera.

2 | Identification / The retention time of the major peak in the
MMoxTMHHOCTE 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
VAEpKUBaHMA  OCHOBHOTO  MMKa  Ha
XpoMarorpaMMe HCIBITYEMOTO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpeMeHH
yaepkMBaHMsA  [Mka  OSHalanpuia  Ha
XpoMarorpaMMe CTaHZapTHOTO pacTBopa
(paszen «KoJInyecTBEHHOE OMpeeTICHUE) ).
2 [EV4LICVANEK Complies as prescribed / The principal spot in the chromatogram of
CoOTBETCTBYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOe TSATHO Ha
XpoMatorpaMMe HCHBITYEMOro  pacTBopa
JOJKHO COOTBETCTBOBATH OCHOBHOMY TSATHY
Ha XpoMarorpaMme CTaHAapTHOro pacTBOpa.
3 | Uniformity of dosage 22/22 Acceptance value (AV) should be not more
units / QQHOPOAHOCTL than 15.0. / TlokasaTens MpUEMIIEMOCTH
J03HPOBAHMSA (AV) nomxeH 6bITh He Gonee 15,0.
4 | Dissolution / 101%, 98%, 100%, 100%, 98%, | Not less than 80 % (Q) of

PacTBopeHne

101%

CyoHysN,05-C4H40, (Enalapril Maleate) of
the label claim in 30 minutes. /
He wmenee 80 % (Q) CyHysN,O5C4H,O4
(oHanampuna Manear) OT HOMHUHANBHOTO
copepxanust yepes 30 MuH.

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axawuenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A

[Product: Enam tablets 10 mg / Iuam®, Tadaerku 10 mr

Batch No. / Cepus Ne :

B2203205

|Batch Size / O6nem cepum: 492.000 KG -/_492,000
KI'

2002FP22002114

'Xnalytical Report No. / Avanutnyecknii oryer Ne:

Date of Manufacture /-;[[-ﬂTa ylim_mu,rlc'rna: 09/2022

Datc of Analysis / laTa ananusa:

18-10-2022

Date of Expiry / Cpok roaunoctu: 08/2025

Analysis performed according ND / Anaans nposened mo H/L: IT N014189/01-271021

S. Test/ IMokasaTenn

Result / PesynbTar

Specification/ Hopma

5 | Related substances / PoxcTBeHHbIC NpUMecH

Enalaprilat / Dnananpunar
Enalapril diketopiperazine /

DHananpuia
JUKETOTUTIEPA3HH
Individual unidentified
impurity / EnuanuHas
HeUIeHTH O HUITNPOBAHHAS
TPUMECh

Total impurities /
CyMMa npumeceit

Not detected / He obHapykeHa

Not detected / He oOHapykeHa

Not detected / He oGHapyxeHa

Not detected / He 0GHapyXkeHa

Not more than 1.5 % / He Gonee 1,5 %
Not more than 2.5 % / He 6omnee 2,5 %

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

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

6 | Assay/KoJuuecTBeHHOE
onpeaeJeHUe

9.9mg/9,9wmr
(98.9 %/ 98,9%)

From 9.0 mg to 11.0 mg of
CyoHsN,05:C4H4O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Or 9,0 MTIT 10 11,0 Mmr C20H23N205'C4H404
(onananpuna Maneat) B Tabnerke. (ot 90 %
1o 110 % oT HOMHHAJIBHOTO COZIePIKAHUS).

7 | Water / Bona

0.7% wiw / 0,7%

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

8 | Microbial limits / Mukpo6unonoruieckan 4ucToTa

a) Total aerobic microbial
count / O6riee yncno
a’3poOHBIX
MUKPOOPTaHH3MOB

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

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

b) Total combined yeasts
and mould count / O6uree
qUCITO IPOMNIKEBEIX 1
TITIECHEBBIX TPHOOB

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 IT

Shall be absentin 1 g/
JIOMKHB! OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
IIpumeuanme: [Ipoaykr coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axaruenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A
|Product: Enam tablets 10 mé/ JHam®, Ta_ﬁJIeT;H 10 mr _ )
Batch No./ Cepust Ne:  B2203205 Batch Size / O6bem cepun: 492.000 KG /492,000
KI'
Analytical Report No./ AHanuTH4ecknii order Ne: Date of Analysis / IaTa anaysmsa: 18-10-2022
2002FP22002114 S __|
Date of Manufacture / [lata npousgojctBa:  09/2022 Date of Expiry / Cpok rognoctu: 08/2025

|Analysis performed according ND / Anaau3s nposenes no HJI: 11 N014189/01-271021

S. Test/ [TokazaTtean

Result / PesyabsTar

Specification/ Hopma

9 | Subdivision of tablets /

Oanopognocts Mace ipu | Complies as prescribed /
AeJieHUHU TabJaeToK 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.
/

TabneTkm COOTBETCTBYIOT TpPEeOOBAHMIM,
ecnmu  He Oomee 1 eawHWYHas Macca
OTKJIOHsETCS 3a npeaenst 85 % - 115 % or
cpenHeit Macchl. Tabnerku He
COOTBETCTBYIOT TpeOOBaHUAM, eciH Ooree
yeM 1 MHAWBUAYyanbHasd Macca OTKJIOHACTCS
OT 3THUX TIpeNeNioB  WIW, ecid 1
WHAWBUOyaNbHAs Macca OTKIOHSETCS 3a
npeaenbl 75 % - 125 % ot cpeaHeii Macchl.

Remarks : The Product confirms to ND/

TIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akarwydenne: OJOBPEHO
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Uncontrolled Copy

E@uct_: Enam tablets 10 mg / Juam®, Tadnerxn 10 mr
Batch No. / Cepust Ne :

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

B2203205

KI"

Batch Size / O6bem cepun: 492.000 KG / 492,000 |

1200

Analytical Report No. / Anaaurudeckuii oruer Ne:

2FP22002114

Datc of Analysis / laTa anannsa:

18-10-2022

Date of Manufacture / laTa npou3Boacrsa:

09/2022

Date of Expiry / Cpok roaHocru: 08/20__%5

Analysis performed according ND / Arasin3 nposegen mo HJL: IT N014189/01-271021

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

ITo 10 Tabnerok & 6nucmepe U3
TPeXCIOMHOM dbonbru
(OMTA/A/TIBX) v amoMHHUEBOI
donern ¢ TEpPMOCBapUBACMBIM
JTAKOBBIM MOKPBITHEM Ha
3arevyaThiBaeMoif CTOpOHE.

Ilo 2 GiucTepa ¢ UHCTpYKUUEH 110
TTPUMEHEHHTO B TTayKy
KapTOHHYHO.

S. Test/ Ilokazarens Result / PesyasTat Specification/ Hopma
No.
10 | Package / YnaxoBka 10 tablets in blister of three-layer | Tablets 2.5 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 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
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. /

Tabremru 2,5 me

ITo 10 TabneTok B cmpune N3 aIFOMUHUEBOMN
(OB C IOTUITHIEHOM HU3KOI TIITOTHOCTH
(ITOHIT) Ha 3amevarbiBaeMoil CTOpoHE W
LIEJUIAKOBLIM  [OKPBLITHEM Ha HapyKHOH
CTOpOHE

W

no 10 Tabnetok 6 Onucmepe U3
Tpexcnoittoit  doneru  (OITA/ANTIBX) wu
AMIOMUHHEBOM donbru c
TEPMOCBApHBACMBbIM JIAKOBBIM MOKPbITHEM
Ha 3aJ1e4aThIBaeMOil CTOpPORe.

ITo 2 crpuma wnu no 2 Onuctepa ¢
WHCTPYKLMEN NO TNPUMEHEHUI0 B Mayky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanmsam HJ

Conclusion : APPROVED /
3axaouenue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A

Product: Enam tab_let_s 10 mg / Inam®, Tabaerku 10 mr
Batch No./ Cepusi Ne:  B2203205

Batch Size / O6bem cepuu: 492.000 KG / 492,000
KT

Analytical Report N 0./ AHanuTHYecKuii oruer Ne:
2002FP22002114

Date of Analysis / lata ananuza: 18-10-2022

|Date of Manufacture / Jlara npoussoacrea:  09/2022

Date of Expiry / Cpok rognocru: 08/2025

Analysis performed according ND / Anasnus nposeaen no HJI: TT N014189/01-271021

S. Test/ IToxazaTens Result / PesyasTat

Specification/ Hopma

Tabtuemicu S mz, 10 me, 20 2

ITo 10 Tabnerox B cmpune 13 alFOMUHUEBOH
GoNbry ¢ MONMITUIIEHOM HU3KOH TIIOTHOCTH
(TIDHIT) Ha 3amedaTeIBa€MOW CTOpOHE W
IEIAKOBEIM  ITOKPHITUEM HA  HapyXHOM
CTOpOHE

WIn

no 10 Tabnerok 6 6nucmepe  u3
tpexcioitaoit  omerin  (OIMA/AN/TIBX) n
ATFOMHHWEBOH ¢donweru c
TEPMOCBAPUBAEMEIM JIAKOBBIM ITOKPBITHEM
Ha 3areyaTbiBaeMoii CTOPOHeE.

ITo 2,5, 6,10 ctpuno mwnu o 2, 5, 6, 10
OJIMCTEPOB C UHCTPYKUMEH N0 IPUMEHEHUIO
B MayKy KapTOHHYIO.

11 | Labeling / MapkupoBka Complies as prescribed /

CooTtBeTcTBYET TpeOoBaHUAM

According to ND /
B cootBeTcTBUn ¢ HJI

Xpanenne

12 | Storage conditions / At temperature below 25 °C. / ITpu Temnepatype He Beime 25 °C.

13 | Shelf life / Cpok roanoctu | 3 years /3 roza

Remarks : The Product confirms to ND/
Opumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanusMm HJJ

Conclusion : APPROVED /
Zaxiouenne: OJJOGPEHO
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