CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTU3A

Product: Enam tablets 10 mg / Jwam®, TaéieTku 10 mr
Batch No. / Cepus No: B2201886

Batch Size / O61nem cepuu: 492.000 KG/ 492,000_
KI
Date of Analysis / Tata anaamnsa: 10-06-2022

Knalytical Report No. / AHanurndecknii oraer Ne:
2002FP22001148

Y

Cop

Uncontrolled (

Date of Manufacture / lara II[_)UII?.BOEICTBE: 05/2022 Date of Expiry / Cpok rognoctn:  04/2025
Analysis performed according ND / Anaaus nposegen mo HJ1: T1 N014189/01-271021

S. Test/ [Toxazatens Result / Pe3yabsTaTt Specification/ Hopma
No.

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. / Bensle, KpyTible, IIOCKHE
TabNEeTKH €O  CKOIICHHBIMHU
Kkpasimy, ¢ TucHeHuem "EMT" Ha
omHOM cTopoHe W undpoit "10" u
pa3meNnuTeNnsHOW  puUckod  Ha
IpYroil cTopoHe.

Ha nonepeynoM paspese Aapo
Oenoro 1BeTa.

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. / benmble WM 1MOYTH O€INble, KpPYIJIEIE,
TUIOCKWe  TablleTKW €O  CKOMIEHHBIMH
kpaiMH, ¢ THcHenuem "EMT" wHa opHoii
cTopoHe W uudpoi "10" n pasgenurenbHOM
pPUCKOH Ha ApYTroi CTOPOHE.

Ha nonepeuHom paspese anpo Genoro unu
MOYTH OeToro 1BeTa.

2 | Identification /
MopIUHHOCTH
1. By HPLC / B3XX

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
ylepKUBaHus  OCHOBHOTO  IWKa  Ha
XpoMaTorpaMMe HCIBITYeMOTO  pacTBopa
TOJDKHO COOTBETCTBOBATh BpEMeHU
ylepXuBaHUs  IMKa  OSHajampuna Ha
XpoMaTorpaMMe CTaHHApTHOTO pacTBOpa
(pazmen «KonwuyecTBEHHOE OTIPEIENEHUEY ).

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHOBHOE TIATHO Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBopa
IOJKHO COOTBETCTBOBATH OCHOBHOMY TTATHY
Ha XpOMAaTorpaMmMe CTaHAapTHOTO pacTBopa.

3 | Uniformity of dosage
units / OqHopoaHOCTL
AO3UPOBAHUSA

2717127

Acceptance value (AV) should be not more
than 15.0. / TlokaszaTens NpHEMIEMOCTH
(AV) momxen 6bITh He Gonee 15,0.

4 | Dissolution /
PacTBOopenne

99%, 100%, 99%, 98%,98%, 98%

Not less than 80 % (Q) of
C20H28N205'C4H4O4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) C20H28N205'C4H4O4
(3Hanampuia ManeaT) OT HOMHHaNbHOIO
conepkanns yepes 30 MuH.

Remarks : The Product confirms to ND/
Hpumeuanne: [TpoayxT cooTBeTcTBYET TpeboanuaM HJL

Conclusion : APPROVED /
3akawouenne: ONOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product: Enam tablets 10 mg /_3HaM®, Tabaerkn 10 mr

Batch No./ Cepust Ne : B2201886

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

Analytical Report_No. / AHanuTHyecknii oTdet Ne:

Date of Analysis / JIaTa anaansza: 10-06-2022

2002FP22001148 |
Date of Manufacture / lata npoussoacrsa: 05/2022 Date of Expiry / Cpox rognoctu:  04/2025 |
Analysis performed according ND / Anajms nposenen o HJI: IT N014189/01-271021

S. Test/ IokasaTeanb Result / Pesyantar Specification/ Hopma

No.

5 | Related substances / PogcTBeHHbIe NpUMecH

Enalaprilat / nananpunat
Enalapril diketopiperazine /

OHananpuina
JIMKETOTIHIIEPa3HH
Individual unidentified
impurity / EnuHuuHas
HenIeHTHONUHPOBaHHAs
MpUMECh

Total impurities /
CyMmMa npuMeceii

Not detected / He oOHapykeHa
Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

Not detected / He o6HapyxeHa

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 %.

6 | Assay / KoinyecTBeHHOE
onpeaeaeHue

9.9 mg/ 9,9 mr
(99.4 %/ 99,4%)

From 9.0 mg to 11.0 mg of
C,oH,5N,O5-C4H,O4 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ OT 9,0 MTI" 1O 11,0 MT C20H23N205'C4H4O4
(sHananpuia maneat) B Tabnerke. (ot 90 %
1o 110 % oT HOMMHAJIBHOTO CONEpKAHNA).

7 | Water / Bona

0.7 % w/w /0,7%

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

8 | Microbial limits / Mukpo6unosornyeckas UucToTa

a) Total aerobic microbial
count / Ob1iee YKCITO
a’pobHBIX
MHKPOOPTaHH3MOB

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 / O6ee
YUCITO APOXKKEBBIX 1
TJIECHEBBIX IPUOOB

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

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

¢) E. coli

Absent in 1g/
OTcyTcTBYeT B IT

Shall be absentin 1 g/
JIOIXHBI OTCYTCTBOBATH B 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: [1ponykT cooTBeTCTBYET TpebopanusM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Enam tablets 10 mg / ':‘)_HaM?,Taﬁ.rleTKH 10 mr

Batch No. / Cepusn Ne : B2201886 Batch Size / Oobem cepuu: 492.000 KG / 492,000 |
KI"

Analytical Report No. / Anaautudeckni ot4er Ne: Date of Analysis / JlaTa aHaiau3a: 10-06-2022

2002FP22001148 .

Date of Manufacture / lata nponssoactea: 05/2022 Date of Expiry / Cpok roanoctu:  04/2025

Analysis performed according ND / Ananus nposejen mo HJL: ITN014189/01-271021

S. Test/ Ilokasatean Result / PesyasTar Specification/ Hopma
No.
9 | Subdivision of tablets / The tablets comply with the test, if not more
Oauopoanocts macec mpu | Complies as prescribed / than 1 individual mass is outside the limits
JeJleHud TabaeTok CoOTBETCTBYET 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.
/

Tabnerkl COOTBETCTBYIOT TpeOOBaHHSM,
ecnmd  He Oomee | eAWHHM4YHas Macca
OTKJIOHsETCA 3a npeneibl 85 % - 115 % ot
cpenHeit MacCHhI. Tabnerkn He
COOTBETCTBYIOT TpeboBaHHAM, ecnu Oonee
yeM | MHAMBMAYyanbHas Macca OTKJIOHAETCS
OT 3TWX TpemeNoB  WIM, ecan |
HHIUBUIYANkHAS MAacca OTKIOHACTCH  3A
npenensl 75 % - 125 % ot cpenHeii Maccht.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykT cooTBeTcTBYET Tpebosanuam HJI 3axarwuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIU3A

Product: Enam tablets 10 mg / Dnam®, Ta6aerkn 10 Mr

Batch No./ Cepus Ne : B2201886

Batch Size / O6nem cepun: 492.000 KG / 492,000

KI'
Analyt}cal Report No. / AHaanTnydecknit or4yer Ne: Date of Analysis / laTta anaausa: 10-06-2022
2002FP22001148
Date of Manufacture / lata nponssoacTBa: 05/2022 Date of Expiry / Cpok roanoctu:  04/2025

Analysis performed according ND / Ananu3z nposegex no HI: TT N014189/01-271021

Copy

{"\.

\

]

i
b

controlle

Un

S. Test/ [loka3zaTens Result / PezyanTaT Specification/ Hopma
No.
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg

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 e 6aucmepe W3
TPEXCIOWHOM dombru
(OITA/An/TIBX) u amoMHHUEBOI
¢doneru ¢ TEPMOCBapUBAEMbIM
JTAKOBBIM MOKPLITHEM Ha
3armeyaTeIBaeMO CTOpOHE.

ITo 2 Gnucrepa ¢ UHCTPYKLMEN 110
TIPUMEHCHHUIO B TTauKy
KapTOHHYIO.

10 tablets In Aluminum serip 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/AL/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.

Tublets 5 me, 10 me, 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. /

Tatnemeu 2,5 mz

ITo 10 Tabnerok B cmpune 13 amoMHUHUEBOMN
($ONBrY ¢ MOTUAITHIIEHOM HU3KOH INIOTHOCTH
(TIDHTI) Ha 3anedarbiBaeMOH CTOpPOHE W
IIeNIIAaKOBbIM  MOKPLITHEM Ha HapyXHOH
CTOpPOHE

Wit

no 10 Tabnerok 6 Orucmepe U3
tpexcioiitoit  donern  (OITA/AN/TIBX) u
AMOMUHUEB O doneru c
TEPMOCBAPHBAEMBIM JIAKOBBIM TOKPLITUEM
Ha 3ameyaTsiBaecMoit cTopoHe.

I[To 2 crpuma wmm 1o 2 O6nucrepa ¢
MHCTpYKLMEH 1O TNPUMCHEHUIO B MauKy
KapTOHHYIO.

Remarks : The Product confirms to ND/
Mpumeuanue: [Tpoaykt coorBeTcTBYET TpeboBanmsam HJL

Conclusion : APPROVED /
3akmoyenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product: Enam tablets l(l_r;lg / Dnam®, Tabaerkn 10 mr

—

Batch No. / Cepust Ne : B2201886 Batch Size / O6nem cepuu: 492.000 KG / 492,000
KT

Analytical Report No. / Anamarnueckmii or4yeT Ne: Date of Analysis / lata apanuza: 10-06-2022

2002FP22001148 - o

Date of Manufacture / lata npousBoacra: 05/2022 Date of Expiry / Cpox roauocru:  04/2025

Analysis performed according ND / Ananxus nposeaen no H/I: 1 N014189/01-271021

S. Test/ Iloxa3zaTens Result / PesyasTaT

Specification/ Hopma

Copy

Tabtmemcu 5 me, 10 sz, 20 me

TTo 10 TaGneTox B cmpune N3 ATIOMHUHNEBOM
(GONbTH C MONU3THIEHOM HU3KOH ITOTHOCTH
(TI2HIT) Ha 3ame4aTblBAEMON CTOpOHE H
LIEJIAKOBBIM  TTOKPBITHEM Ha  HapyXHOii
CTOpOHE

HITH

no 10 Ttabnerok 6 6nucmepe w3
tpexcrnoitaoit  gonbru  (OITA/AN/TIBX) u
aNFOMHUHNEBOH doneru c
TEPMOCBApUBAEMbIM JIAKOBBIM TOKPHITHEM
Ha 3are4aTblBaeMOol CTOPOHE.

ITo 2, 5, 6, 10 ctpumnoB mwiv 1o 2, 5, 6, 10
ONKMCTEpPOB ¢ MHCTPYKLNEH 10 IPUMEHEHUIO
B MTa4YKy KapTOHHYIO.

a

11 | Labeling / MapkupoBKka Complies as prescribed /

CooTBeTcTBYyeT TpeGoBaHHUAM

According to ND /
B cooteerctBuu ¢ HJI

12 | Storage conditions / At temperature below 25 °C. / Ilpu Temmnepatype He Bbie 25 °C.

Xpanenune

13 | Shelf life / Cpox rognoct | 3 years /3 roga

controlle

|1

Lt

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoayKT cooTBETCTBYET TpebosanusM HJ

Conclusion : APPROVED /
Baxuarwuenue: OJOBPEHO
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