Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANU3A
Product: Enam tablets 20 mg / Dnam®, Tabaerxn 20 Mr
Batch No. / Cepust Ne : B2301980 Batch Size / O6nem cepun: 540.000 KG /
- 540,000 KT
Analytical Report No. / AnaanTnaeckuii oraer Ne: Date of Analysis / lara anaimsa: 23-06-2023
2002FP23001505
Date of Manufacture / Jlata mponasonctea:  06/2023 Date of Expiry / Cpox rogroctn:  05/2026
Analysis performed according ND / Anayus nposezen no HJI: IT N014189/01-271021 (amend. Nel from
18.01.2023 / mam. Nel ot 18.01.2023)
NS(;. Test/ IloxazaTeanb Result / PesyasTaT Specification/ Hopma
1 | Description / Onncanne 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 "20" and a | side and number "20" 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. / Bensle, kpyrisie, mwiockue | core. / Bensie wim moutn Genbie, KPyrikIe,
tabierkdy  cO0  CKOMICHHLIMH | IUIOCKHME  TabJeTKH €O  CKOMICHHEIMH
kpasmu, ¢ TucHenneM "EMT" Ha | kpasdmu, C THCHEHHEM "EMT" Ha opjuoit
onHO# cTopone ¥ undpoi "20" u | cropone u mudpoi "20" u pasaeIMTENLHOK
pa3smeNMTENBHOM  PUCKOH  Ha | PHCKOW Ha JPYIOil CTOPOHE.
Jpyroif cropone. Ha nonepedsom paspese sapo 6enoro wmmm
Ha mnonepeyHoM paspese sapo | mouTH Genoro usera.
Georo 1usera.
2 | Identification / The retention time of the major peak in the
IopJnHHOCTD 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
yIep)XUBaHUS  OCHOBHOIO  IMKa  Ha
XPOMaTOrpaMMe MCIIKITYEMOTO  PacTBOpa
JIOJIKHO COOTBETCTBOBATh BpEMEHH
yOep)KMBaHUS TMKA  JHajanpuwia Ha
XpoOMaTorpaMMe CTaHAapTHOTO PacTBOpa
(paznen «KOMMYECTBEHHOE OIPENCICHHUED).
Complies as prescribed / The principal spot in the chromatogram of
2. By TLE/TCX CoOTBETCTRYET the test preparation should correspond to
that in the chromatogram of the standard
preparation. / OcHoBHOC TMATHO HA
XPOMATOIpaMMe HCIEITYEMOTO  PacTBOpa
JIOJDKHO COOTBETCTBOBATH OCHOBHOMY IIATHY
Ha XpOMATOrpaMMe CTaHJapTHOTO PACTBOPA.
3 | Dissolution / 99%, 101%, 101%, 99%, 99%, |Not less than 80 % (Q) of
PacTBopenne 101% CyoH2sN,05-C,H;0,4 (Enalapril Maleate) of
the label claim in 30 minutes. /
He menee 80 % (Q) ConzsNzOs‘C4H404
(3Hayjanpuia Mamear) OT HOMUHAIBHOIO
coxeprkanus yepe3 30 MuH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeganue: Iponyxr coorsercayer TpebosarusaM HJI 3axmnogenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIU3A
Product: Enam tablets 20 mg / 3uam®, Tabaerkn 20 mr
Batch No. / Cepus Ne: B2301980 Batch Size / O6bem cepuu: 540.000 KG /
540,000 KT
Analytical Report No. / AnasmTugeckuii oraer Ne: Date of Analysis / /lata ananmsa: 23-06-2023
2002FP23001505
Date of Manufacture / lara uponanoncrna:  06/2023 Date of Expiry / Cpox roguocrn:  05/2026

18.01.2023 / w3m. Nel o1 18.01.2023)

Analysis performed according ND / Anasiu3 nposexex o HJI: TI N014189/01-271021 (amend. Nel from

No Test/ Iloxa3aTenn Result / PesyarTar Specification/ Hopma
4 | Uniformity of dosage 34/34 Acceptance value (AV) should be not more
units / OxHOpOAHOCTH than 15.0. / Ilokasarens NpuUEMIEMOCTH
A03MpPOBaHUSA (AV) nomxen 6riTs He Gonee 15,0.

5 [ Related substances / PoacTBeHHEIE MpUMecH

Enalaprilat / Onananpunar | Not detected / ne o6mapysxena

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

Enalapril diketopiperazine / | Nt detected / re obnapysxena Not more than 2.5 % / He Gonee 2,5 %
OHananpuia
JHMKETONUIICPA3HUH
Total impurities /
Cymma mpuMeceit Not detected / ne o6uapyxena | Not more than 3.0 % / He Goxnee 3,0 %.
6 | Assay/ KosnuecTreHHOE 20.3 mg /20,3 mr From 18.0 mg to 22.0 mg of
onpeneneHue 101.3%/ 101,3% CaoH3sN;05-C,H,04 (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 18,0 Mr o 22,0 mr
CaoH2N;05-C4H,04 (3HaNanpmna maear) B
Tabnerke. (or 90% mo 110 % or
HOMMHANLHOTO COIEPKaNHs ),
7 | Water / Boaa 0.5%/0,5% Not more than 6.0 % / He 6oee 6,0 %
8 | Microbial limits* / Muxpoouoaorudeckas uacrora*
a) Total aerobic microbial Not Applicable Not more than 1000 CFU/g /
count / O6wee yucio He 6amee 1000 KOE/r
a3poOHEIX
MHKDOOPraHH3MOB
b) Total combined yeasts Not Applicable Not more than 100 CFU/g /
and mould count / O6uee He 6omnee 100 KOE/r
YHCIIO APONIKEBEIX H
TUIECHEBEIX IpH6OB
c) E. coli Not Applicable Shall be absentin 1 g/

JOIDKHET OTCYTCTBOBATE B 1 T

Remarks : The Product confirms to ND/
IIpnmeqanwe: IIpoaykT cooTReTCTBYET TpeGoBanusm HII

Conclusion : APPROVED /
3axsogenne: OIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANU3A

Product: Enam tablets 20 mg / Duam®, Tadnerku 20 mMr

Batch No. / Cepna Ne : B2301980

Batch Size / O6nem cepun: 540.000 KG /
540,000 KT’

Analytical Report No. / AHaJUTHIeCKHUii oTaer Ne:
2002FP23001505

Date of Analysis / Jlata ananm3a: 23-06-2023

Date of Manufacture / Jlata npouasoactea:  06/2023

Date of Expiry / Cpok rogaoctn:  05/2026

18.01.2023 / u3m. Nel or 18.01.2023)

Analysis performed according ND / Ananna nposegen no HJT: IT N014189/01-271021 (amend. Nel from

NS(; Test/ Iloxa3aTeanb Result / PeayarTat Specification/ Hopma
9 | Subdivision of tablets / The tablets comply with the test, if not more
OxHopoanocts Mace mpu | Complies as prescribed / than 1 individual mass is outside the limits
Ae1eHuu TalreTox CootBercTByeT 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.
/

TabneTku COOTBETCTBYIOT TpeOOBaHMSIM,
ecni He Oomee 1 emummmyHas Macca
oToHsercs 3a npeaensl 85 % - 115 % or
cpeaHei MAcCHL. TaGnerkn HE
COOTBETCTBYIOT TpeboBanusmM, ecim Gonee
yeM | MHIUBUAyaJEHAA MAacCa OTKIOHACTCA
OT OJTHX IpeaenoB wm, ecmm 1
HHMBHAYQIBHAS Macca OTKIOHSETCH 34
npenenst 75 % - 125 % ot cpenueit Macchl.

Remarks : The Product confirms to ND/
ITpnmeganwue: ITpoxykT cootBeTcTRYET TheboBarMaM HJI

Conclusion : APPROVED /
3arunouenne: OIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A

E‘oduct: Enam tablets 20 mg / Jnam®, Tabaerin 20 mr

Batch No. / Cepun Ne : B2301980

Batch Size / Oomem cepun: 540.000 KG /
540,000 KT

:&nalytical Report No. / AHanuTHIecKknii oTIeT Ne:
2002FP23001505

Date

of Analysis / J/lata ananmaa: 23-06-2023

Date of Manufacture Ll[aTa_npomnoucTna: 06/2023

Date

of Expiry / Cpok rognoctn:  05/2026

Analysis performed according ND / Anaxm3 nposeaen o H)I: II N014189/01-271021 (amend. Nel from
18.01.2023 / u3m. Nel ot 18.01.2023)

NS(;. Test/ IloxazaTesb Result / PesyastaT Specification/ Hopma
10 | Package / YnakoBka 10 tablets in blister of three-layer | Tablets 2.5 mg
foil (OPA/AVPVC) foil and | 10 tablets in Aluminum strip foil with Low-
Aluminum foil with heat seal | Density polyethylene (LDPE) on the sealing
lacquer coating on the sealing | side and shellac coating on top side
side. 2 ©blisters and patient | or
information leaflet in a carton | 10 tablets in blister of three-layer foil
pack. / (OPA/AI/PVC) foil and Aluminum foil with
[To 10 Tabnetox g Grucmepe u3 | heat seal lacquer coating on the sealing side.
TPEXCITORHOM toneru | 2 strips or 2 blisters and patient information
(OITA/AN/TIBX) n anmomunueroif | leaflet in a carton pack.
¢omerm ¢ TepMocBapuBacMeM | Tablets 5 mg, 10 mg, 20 mg
JIAKOBBIM TIOKPHITHEM Ha | 10 tablets in Aluminum strip foil with Low-
38I1€4aTLIBAEMOM CTOPOHE, - Density polycthylenc (LDPE) on the sealing
[To 2 6ancrepa ¢ uacTpykumei no | side and shellac coating on top side
PUMEHEHHIO B mayky | or
KapTOHHYIO. 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. /
Tabnemeu 2,5 mz
ITo 10 Tabnetox B cmpune ¥3 aMOMUHHEBOMH
(boLTH ¢ MOMMITUIEHOM HU3KOM INIOTHOCTH
(IISHII) Ha 3ameyaTEIBAEMOH CTOPOHE H
LIC/UIAKOBEIM TIOKPEITHEM Ha HAapYXHO#
CTOpOHE
HITH
mo 10 -Tabmeroxk 6 G6nucmepe u3
Tpexcioiinoit  domeru  (OITA/An/TIBX) u
ATFOMHHHEBOMH tdomern c
TEPMOCBAPUBAEMEIM JIAKOBEIM MTOKPBITHEM
HAa 3alICYaTRIBAEMOM CTOPOHE.
IlIo 2 crpuma wm mo 2 Gmicrepa ¢
HHCTPYKUMEH TI0 NPHUMECHEHHI0O B IIAYKy
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumewanue: IIpoayxT cooTBeTCTBYET TpeboBanusam HII 3aiunouenne: OIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A

Product: Enam tablets 20 mg / Yuam®, Tabnerkn 20 Mr

Batch No. / Cepusa Ne : B2301980

Batch Size / O6neM cepan: 540.000 KG /
540,000 KT'

2002FP23001505

Analytical Report No. / AHanuTn9ecknii oTaer Ne:

Date of Analysis / JlaTa ananmsa: 23-06-2023

Date of Manufacture / JlaTa npou3BoacTsa:

06/2023

Date of Expiry / Cpok rognoctn:  05/2026

18.01.2023 / m3m. Nel ot 18.01.2023)

Analysis performed according ND / Ananu3 nposeaen no HJI: I N014189/01-271021 (amend. Nel from .

NS‘;. Test/ Iloxa3aTean Result / PeayasTar Specification/ Hopma
TaGnemxu 5 me, 10 m2, 20 m2
Tlo 10 Tabnerox B crmpune U3 aJIOMUHUEROLH
(ONETH C MOMMATUICHOM HU3KOH INIOTHOCTH

k ([I2HII) Ba 3ameHaTHIBAEMOH CTOPOHE U

IIEJ/UIAKOBEIM IIOKPEITHEM Ha HapYXHOU
CTOPOHE
20)971
no 10 -Tabnetox 6 GOaucmepe u3
TpexcinoitHoit domeru (OITA/An/IIBX) wu
ATIOMHHHEBOH tdhomeru c
TEPMOCBAPUBACMEIM JIAKOBEIM TIOKPEITHEM
Ha 3alIe4aTEIBAEMOM CTOPOHE.
IMo 2, 5, 6, 10 cTpunoB wm mo 2, S, 6, 10
GIUCTEPOB C MHCTPYKUMEH 110 MPUMEHEHUIO
B 14Ky KapTOHHYIO.

11 | Labeling / Mapkuposka Complies as prescribed / According to ND /

CootBercTByeT TpeGoOBaHMAM B coorrercrrum ¢ H]
12 | Storage conditions / At temperature below 25 °C. / IIpa Temneparype He Briue 25 °C.
Xpanenne
13 | Shelf life / Cpox rogHocTu | 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.

* - IIpoBoaMTCH NPOM3BOAMTENEM NPHU BRINYCKEe NEPHOANYECKN: NI Kaxaoi 20-oif cepmm mim
He MeHee 1 pasa B rop. IToxalaTess MoxeT GLITh He BIJIIOYEH B CEPTHQAKAT aHAIN3A GUPMBI,

Remarks : The Product confirms to ND/

Hpumeganne: IIpoayxr coorBeTcTBYET TpeOOoBarmsaM HJ{

Conclusion : APPROVED /
3axmogenne: OJIOBPEHO
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Uncontrolled Copy
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