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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Enam tablets 10 mg / Suam®, tagaerkn 10 Mr

Batch No. / Cepusa Ne : B2300562

KI

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

Analytical Report No. / Anaantuieckunii oTyer Ne:
2002FP23000458

Date of Analysis / aTa ananuza: 20-02-2023

Date of Manufacture / Jlara npoussojcrsa:  01/2023 Date of Expiry / Cpox rognoctu:  12/2025
Analysis performed according ND / Anasns nposejgen no HJI: IT N014189/01-271021

S. Test/ IlokazaTenan Result / Pesyabrar Specification/ Hopma
No.

1 | Description / Onmucanue

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, IIOCKHE
TabneTku €O  CKOWICHHBIMH
KkpasmMu, ¢ TucHenneM "EMT" Ha
oJHOM cTopoHe W uudpoi "10" u
pazenuTeNbHON  pUCKOM  Ha
JIpyTrOH CTOpPOHE.

Ha monepeunom pazpeze sapo
OeNnoro UBeTAa.

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. / benrle unu novru Oenele, Kpyrible,
nyockue  TabJIeTKH CO  CKOLIEHHBIMH
kpasmu, ¢ TrcHeHHeM "EMT" wa opwoit
cTopore n uudpoii "10" U pazgenurensHOM
PHCKOM Ha JIpyroif cTopoHe.

Ha nonepeuHoM paspese saapo OGenoro Unu
nouTH 6enoro uBera.

2 | Identification /
TMoguanoCTEL
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
yOep>KWBaHWS ~ OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMme HCIBITYEMOrO  pacTBOpa
JIOJKHO COOTBETCTBOBATH BpPEMEHH
yaep)KMBaHUA  M[WKa  OJHaJalmpuia  Ha
XpoMaTorpaMMe CTaHAapTHOTO pacTBOpa
(pasmen «KonmuuecTBEHHOE OTIpeieNleHHe» ).

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 HCHBITYEMOI'0  pacTBOpa
JOJDKHO COOTBETCTBOBATh OCHOBHOMY TIATHY
Ha XpomarorpaMMe CTaHZapTHOTO PacTBopa.

3 | Uniformity of dosage
units / OoHopogHOCTL
AO3HPOBAHHS

32/32

Acceptance value (AV) should be not more
than 15.0. / TlokasaTens mnpHeMIeMOCTH
(AV) nomxkeH ObITL He Oonee 15,0.

4 | Dissolution /
PactBOopenue

100%, 96%, 98%, 98%, 101%,
101%

Not less than 80 % (Q) of
CyoHpN,O5-C4H4O4 (Enalapril Maleate) of
the label <c¢laim in 30 minutes. /
He wmenee 80 % (Q) C20H28N205'C4H4O4
(oHamampuia MaljieaT) OT HOMHHAIBHOTO
cofiepkaHus depes 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebosanuam HJ[

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

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

Batch No. / Cepus Ne : B2300562

Batch Size / Oonem cepun: 492.000 KG / 492,000
KT

Analytical Report No. / Ananuruiecknii otaer Ne:

Date of Analysis / Jlata anannsa: 20-02-2023

2002FP23000458
Date of Manufacture / lata npouzsoacrea: 01/2023 Date of Expiry / Cpok rognoctu: 12/2025
Analysis performed according ND / Ananus nposesen no HJI: II N014189/01-271021
S. Test/ Iloka3zaTenn Result / PesyabTaTt Specification/ Hopma
No.

5 | Related substances / PogcTBeHHbIe NPHMECH

Enalaprilat / Dnananpunar
Enalapril diketopiperazine /

OHananpuna
JIMKETOTTUIIEPA3HH
Individual unidentified
impurity /  EpwHuynas
HEeUIEeHTM(GHLINPOBAHHAS
TpUMech

Total impurities /
CyMMa npumecei

Not detected / He oOHapyxeHa
Not detected / ne o6HapyxeHa

Not detected / He oOHapyxkeHa

Not detected / He oGHapyxeHa

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

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

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

6 | Assay / KoaunuecTBennoe
omnpejeneHne

9.9mg/9,9mr
(98.5 %/ 98,5%)

From 9.0 mg to 11.0mg of
CyoHsN,05:C4H404 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).

/ Ot 9,0 Mr mo 11,0 mr C,yH,3N,05-C4H,O,
(sHananpuna Manear) B tabnerke. (ot 90 %
10 110 % oT HOMHUHATBHOTO CONEPIKAHUA).

7 | Water / Boxa

0.5% w/w / 0,5%

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

8 | Microbial limits / MuxpoGHonorudeckas 4ucToTa

a) Total aerobic microbial
count / O6Giee vnco
a’pOOHBIX
MHMKPOOPTraHU3MOB

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

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

b) Total combined yeasts
and mould count / O61iee
YUCIIO JPOXIKEBBIX 1
TJIECHEBBIX TPUOOB

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

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

c) E. coli

Absent in 1g/
OtcyrcTByer B IT

Shall be absentin 1 g/
JIOJKHBI OTCYTCTBOBATEH B 1 T

Remarks : The Product confirms to ND/
IMpumevanue: [Ipogykr cooTBeTcTBYET TpeboBarusam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTM3IA

Product;: Enam tablets 10 mg / Inam”, rabaerkn 10 mr

Batch No. / Cepnsi Ne : B2300562

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

Analytical Report No./ AHaauTHYeCKU A
2002FP23000458

oTuer Ne: Date of Analysis / i[‘:rr:; aHammnsa: 20-02-2023 -

Date of Manufacture / Jlara npoussoacrsa: 01/2023

Date of Expiry / Cpok rognocTn:  12/2025

Analysis performed according ND / Arayms nposeaen mo HJI: I1 N014189/01-271021

S. Test/ IlokazaTean

Result / PesyabTar

Specification/ Hopma

9 | Subdivision of tablets /

Oanopoanocts Mace mpu | Complies as prescribed /
JeJIeHUH Ta0JIETOK CooTBeTCcTBYET

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.
/

TabneTkn COOTBETCTBYIOT TpeGOBaHUAM,
eciim He Oomee 1 eaWHM4Has Macca
OTKNOHsieTes 3a npexaensl 85 % - 115 % or
cpenueit MAacchl. Tabierkn He
COOTBETCTBYIOT TpeboBaHMAM, ecnmu Gonee
yeM | VMHAMBHAYyanbHAs Macca OTKIIOHSAETCS
OT 3THUX TIpeHeNioB WM, ecom 1
WHOMBUOyaJibHas Macca OTKIIOHAeTCs 3a
npegpenst 75 % - 125 % ot cpenHei Macchl.

Remarks : The Product confirms to ND/

Hpumeuanne: IpoaykT coorBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

“Pi)duct: Enam tablets 10 mg / Dnam®, Ta6aerxu 10 mr

Batch No. / Cepus Ne : B2300562

Anﬁﬁcal Report No. / AvanuTnaeckuii oaer Ne:

2FP23000458

KI'

Batch Size / O6bem cepun: 492.000 K G/ EQ,OOOF

Date of Analysis / lata anamuza: 20-02-2023

|Date of Manufacture / [lata nponssojicraa:  01/2023

Date of Expiry / Cpok rogmnocts:

12/2025

Analysis performed according ND / Anaans nposeaen mo HJ/I: IT N014189/01-271021

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 Tabnerox 8 6nucmepe U3
TPEXCIOUHON ¢donbru
(OITA/An/TIBX) w amoMUHHEBON
dhoneTH ¢ TepMOCBapUBAEMbIM
JIaKOBBIM MOKPBITHEM Ha
3arevaTeBaeMOl CTOpPOHE.

ITo 2 6nucTepa ¢ UHCTPYKLIUMEH O
MIPHUMEHEHHIO B mayky
KapTOHHYIO.

S. Test/ IlokazaTesnb Result / PesyanTaTt Specification/ Hopma
No.
10 | Package / YnakoBka 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 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/AV/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. /

Taonemicu 2,5 m2

TTo 10 Tabnetox B cmpune 13 alFOMUHHUEBO
(hOoNBTH ¢ MOMMATHIIEHOM HU3KOH MITOTHOCTH
(TISHII) Ha 3ameuaTblBaeMOH CTOpPOHE W
UIETIaKOBBIM  TIOKPBEITHEM Ha Hapy>KHOM
CTOpOHE

WInv

no 10 Tabnerok @ 6Oaucmepe U3
tpexcinoinoi donmeru  (OITA/An/TIBX) n
AFOMUHHUEBOH ¢dbomeru c
TEPMOCBAPMBAEMbIM JIAKOBBIM TMOKPLITHEM
Ha 3arevarbiBaeMOi CTOpOHE.

ITo 2 crpuna wunu mno 2 Onucrepa c
WHCTPYKIWEH 10 TIPHMEHEHHI0 B Madky
KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykT coorBeTcTBYET TpebosanuamM HJJ

Conclusion : APPROVED /
3akatouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product: Enam tablets 10 mg / uam®, TaGnerkn 10 mr

Batch No. / Cepust Ne : B2300562

Batch Size / O6Bem cepun: 492.000 KG /492,000
KI'

Analytical Report No. / AHannTHYecKHii oTuer Ne:
2002FP23000458

Date of Analysis / Jlara anamuza: 20-02-2023

Date of Manufacture / Iata npoussoacrea: 01/2023

Date of Expiry / Cpok rognocrn:  12/2025

Analysis performed according ND / Ananus nposegen no HJL: 11 N014189/01-271021

S. Test/ IlokazaTeasn Result / PesyanTar

Specification/ Hopma

el

Taonemiu 5 me, 10 me, 20 m2

TIo 10 TaGnetok B cmpune U3 aIFOMHUHHEBOMH
GbOBrH ¢ TONMHITHICHOM HU3KOM TIIOTHOCTH
(TISHII) Ha 3aneyaThIBAEMOM CTOpOHE K
IIeTTIAKOBBIM  TIOKPEITHEM Ha  Hapy>KHOM
CTOpOHE

WUnu

no 10 Tabmerok @ Oaucmepe w3
Tpexcnoiinoii  doneru (OIIA/An/ITIBX) wu
ATFOMHUHHUEBOH ¢donbru c
TEPMOCBAPUBAEMBIM JIAKOBBIM  JIOKPLITHEM
Ha 3areyaTsiBaeMOH CTOpOHE.

Mo 2, 5, 6, 10 crpuros wm no 2, 5, 6, 10
OGITUCTEPOB ¢ UHCTPYKLIMEH 10 TIpUMeHEHHTO
B MavKy KapTOHHYO.

11 | Labeling / MapkupoBka Complies as prescribed /
CooTteeTcTByeT TpeOOBaHUAM

According to ND /
B coorsercTeuu ¢ HJ{

12 | Storage conditions / At temperature below 25 °C. / Ipu temneparype He Bbiuie 25 °C.

Xpanenne

13 | Shelf life / Cpox rognocTu | 3 years / 3 rona

Remarks : The Product confirms to ND/
TIpumeuanne: IIpoaykt cooTBETCTBYET Tpebosanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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