Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUDHEAT AHAJIM3A

Product: Enam tablets 5 mg / Duam®, Tabuerin 5 mr

Batch No. / Cepunt Ne : B2301440

Batch Size / O6mem cepuis: 492,000 KG/
492.000 KI'

Analytical Report No. / Amanrruvieckiii oruer Ne:

2002FP23001170

Date of Analysis / Jata amansza: 04-05-2023

Date of Manufacture / JTata nponssonerna:  03/2023

Date of Expiry / Cpox roanocti;

02/2026

Analysis performed according ND / Anavins nposeaen no HJL: T1 N014189/01-271021 (amend. Ne1 from

18.01.2023 / m3m. Nel ot 18.01.2023)

Test/ Morazarens

Result / Pesynnrar

Specification/ Hopma

1 | Deseription / Onneanne

White round, flat, beveled edged
tablets with "EMT" debossed on
one side und number "5" and a
break line on the other side.

Cross Cut Description: White
core. / Besble, kpyrieie, NI0CKne
TaGneTKn €O CKOIUCHHLIMH
kpasmi, ¢ THeinenueM "EMT" na
onwxoii croponc u widpoit "5" M

pasic/nTeNnksHOIT  puckoii  Ha
Jpyroii cropone,
Hua nonepeudoM  paspese  saapo

Genoro uBeTa.

White to off-white, round, fat, beveled
cdged tablets with "EMT" debossed on one
side and number "5" and a break line on the
other side.

Cross Cut Description: While to off white
core, / Benwie i novry Gensle, Kpyravie,
mjiockne  TAGACTKH €O CKOLICHHLIMH
kpasMu, ¢ Thencunem "EMT" na opnoit
cropoue W udpoil "5" 1 pasjicnTenLHOI
pHEKOIT 1a Jipyroii cTopotie.

Ha nornepeunom paspese sapo Genoro i
nourn Gelloro UBeTa.

2 | Tdentification /
HopaninoeTk
1. By HPLC / B2XKX

2. By TLC/TCX

Complies as preseribed /
Cootsercrnyer

Complies as prescribed /
CoOTHETCTBYET

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
VACPKHBAHNA  OCHOBHOIO  [HMKL  1Q
XPOMATOIPAMME  HCHBITYCMOTO  Pactsopi
JOJKHO COOTBCTCTHOBATE BpEMEHH
YACPHHBAHIS  HHKA  JHAANpWIG  HA
XPOMATOrPAMME  CTAHJAPTHOrO  PaCTBOpA
(pasnen «KonnyeerreHHoe OMpeACHEHIEN),

The principal spot in the chromatogram of
the test preparation should correspond to
that in the chromatogram of the standard
preparation.  /  Ocwnoproe  ISITHO i
XPOMATOIPUMME  JICTIBITYCMOIO  PACTBOP:
JOMKIIO COOTHETCTBOBATL OCHOBHOMY MATILY
T xpomu’l'm‘pnmmc GTHIIJ[UP'l'l'lDTD pacTnopit.

3 | Uniformity of dosage
units / OaHOpOANOETY
J103HPOBAHIS

24/24

Acceptance value (AV) should be not more
than 15.0. / TTokazarens 1pHEMICMOCTH
(AV) aoiskeH Gerts He Goaee 15.0.

Remarks : The Product confirms to ND/
Mpumeqanne: [TpoJIvkT cooTBeTCTRYET TPeOOBUIILM HJT

Conclusion : APPROVED/
Jarmoucunce: OJOLBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHMUEKAT AHAJIM3A

Product: Enam tablets 5 mg / Duam®, Tabaerin 5 mr

Batch No./ Cepua Nt :

B2301440

Batch Size / O0sem cepui: 492,000 KG /
492.000 KI"

Analytical Report No. / Anuanrnaecknii oruer Ne:

2002FP23001170

Date of Analysis / JaTa anmmnasa: 04-05-2023

Date of Manufacture / Tara npoussoncrsa: 03/2023

Date of Expiry / Cpox rognocrn:

02/2026

Analysis performed according ND / Anauus nposeacn no H/L: T N014189/01-271021 (amend. Nel from

18.01.2023 / uam. Nel or 18.01.2023)

l‘?o Test/ MNorasareln Resull / Pesyawrar Specification/ Hopma
4 | Dissolution / 09%,. 100%, 98%, 99%, 99%, Not less than 80 % (Q) of
Pacruopenue 29% Cala3Na205CyH,04 (Enalapril Maleate) of
the label cluim in 30  minutes. /
He meuce 80 % (Q) CagHagN2OsCiHLOy
(huananpuiia Manear) or  HOMHHAJIBHOrO
cojiepskanns yepes 30 mu,
5 | Related substances / Poacrpennnie npuMceci
Enalaprilat / Diranpunar | Not detected / e obnapyzrena Not more than 1.5 % / He Gonee 1,5 %
Enalapril diketopiperazine / Not more than 2.5 % / He Gonee 2,5 %
Duamanpuiia Not deteeted / 1e oGuapy:keita
ANKCTONNIICPATHH
Total impuritics /
Cymma npumeceii Not detected / 11¢ oGnapyskena | Not more than 3.0 % / He Gonee 3,0 %,
6 | Assay/ Kojuueersennoe 502mpg/ 5,02 mr From 4.5 mg to 5.5mg of
onpeaeacnne 100.5% / 100,5% CaoHasN205CyH,0, (Enalapril Maleate) per
tablet (90 % to 110 % of the label claim).
/ Or 4,5mMr 10 5,5Mr CQQHQHN:OHC‘;}.'!.[O.']
(omananpuia Magear) o rabnerke. (ot 90 %
10 110 % OT HOMHIWILHOTO COACPIGIIL),
7 | Water / Bona 0.6% / 0,6% Not more than 6.0 % / He Gonee 6.0 %
8 | Microbial limits* / MupoGunosorneekas ynerora®
a) Total acrobic microbial Not Applicable Not more than 1000 CFU/g /
count / Obutee uneho He Gonee 1000 KOE/r
aopobinIx
MIKPOOPTAHIIIMOB
b) Total combined yecasts Not Applicable Not more than 100 CFU/g/
and mould count / OGmee He Gomee 100 KOE/r
MIHCIIO OPOAGKCBLIX W
[UICCHEBBIX IPubon
c) L. coli Not Applicable Shall be absentin | g/
Jouakinnt oTeyTCTROBATE B | 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpuseqanne: [Tpojiyer cooTBeTeTnyeT TpeGoBaHITIM HJL Famouecnne: QJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHEAT AHAJTMIA

Product; Enam tablets 5 mg / Duam®, rudaericn 5 mr

Batch No. / Cepua Ne: B2301440

Batch Size / O6nem cepun: 492,000 KG/
492,000 KI" ‘

Analytical Report No. / Aminrrnuecinii orwer Na:

2002FP23001170

Date of Analysis / Lara anaassa: 04-05-2023

Date of Manufacture / Tara nponsnoncrea:  03/2023

Date of Expiry / Cpok roanoctir:

02/2026

Analysis performed according ND / Anaans nposeaen mo L TTN014189/01-271021 (amend. Nel from

18.01.2023 / nam. Nel or 18.01.2023)

S.

Test/ MokazaTenn
No.

Result / PeayanTat

Specification/ Hopma

9 | Subdivision of tablets /
OMopoANoCTb MIACC P
aexcnnn Tadaeror

Complics as prescribed /
C.Cu‘l‘l'lﬂ:'l'CTBycT

The tablets comply with the test, il 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 % ol the average mass.
/

TabJCTKH  COOTBETCTBYIOT TpCchOBAHMAM,
ecin ue Gonee 1 CAMHMMHAA  MacCCU
oTKIONACTEH 32 Npefenst 85 % - 115 % or
cpesuicit MICCBL TaGueriiu He

COOTBETCTBYIOT Tpuﬁommt-mm. ecmn Oonee
qeM | ML HIYAITBHAA MACCD OTKIIOMHACTCH
or  2rMX  TIpEAEnoB MM, GGl 1
HHAMBHIYATRHAA  Macca OTKJIOIMETCH  3a
npeieint 75 % - 125 % or epenieii Macest.

Remarks : The Product confirms to ND/

[pumeuanne: TpoaykT cooteercrayer rpeGonanmam HJIT

Conclusion : APPROVED /
3amoncnne: OJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHEAT AHAJIM3A

Product: Enam tablets 5 mg / Dnam®, Tabuaerin 5 mr

Batch No. / Cepua Ne :

B2301440

Batch Size / Oonem cepuns 492.000 KG /
492,000 KT

Analytical Report No. / Anmnnriuecienii oraer Ne:

2002FP23001170

Date of Analysis / Data anaansa: 04-05-2023

Date of Manufacture / Tata nponssoacroa:  03/2023

Date of Expiry / Cpox ropqnocru:

02/2026

Analysis performed according ND / Anaans nposeaen no HJL: TTN014189/01-271021 (amend. Nel from
18.01.2023 / n3m.

21 ot 18.01.2023)

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

[lo 10 Tabnetok & Gaucmepe M3
TPEXC0IHOMH (posinru
(OTTA/AR/MTIBX) 1 wnomuinnenoi
(honern  ©  TCPMOCHAPHEACMBIM
JAKODLIM MOKPBITHEM 1a
3AMNeUATEIBACMOIT CTOpONE,

[lo 2 Gunerepa ¢ wreTpykuneii no
HPHMENCHHIO B nauKy
KAPTOHHYIO,

NS” Test/ Morasarean Result / Peayantar Specification/ Hopma
10 | Package / Yiaronra 10 tablets in blister of three-layer | Tablets 2.5 mg -

10 tablets in Aluminum strip foil with Low-
Density polycthylene (LDPE) on the sealing
side und shellae 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 und patient information
leaflet in a curton pack.

Tahlcts 5 mer 10 me, 20 mg

10 tablets in Aluminum strip loil with Low-
Density polycthylene (LDPE) on the sculing
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
paticnt information leaflet in a carton pack. /
Tabgemen 2.5 a2, ,

[To 10 Tabnerox B empune N3 ATIOMIHHCRO
(oL € HOJHITHIICHOM HIIKO INIOTHOCTH
(I2HIT) nHa 3ancudrnLIBACMOli CTOpPOHE 1

WEAIAKOBLIM  HOKPBITHEM  HA  HAPYKNOI
cTopole

i

no 10 TaGnetok @ Oauemepe N3

rpexciioiinoii  donern  (OINA/ANTIBX) n
IIOMHHHEBOIT (paneru c
TEPMOCBAPHMEMBIM JIAKOBBIM  [TOKPLITHEM
114 sarneuaTeiBacMoil cropoue, .

Mo 2 crpuma wian no 2 GaHcTepa ¢
HHCTPYKIMEHT 110 OPHMEHENHIO 1 HAuKy
KapTOHHYI0,

Remarks : The Product confirms to ND/
Mpumeuanue: Npogykt cootsercrayer rpebonamiam T

Conclusion : APPROVED /
3aicaovenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHDHEKAT AHAJIH3A

Product: Enam tablets 5 mg / Quam®, rabaerin 5 mr

Batch No./ Cepus Ne: B2301440

Bateh Size / O6nem cepun: 492,000 KG/
492,000 KI

Analytical Report No. / Amunrrinteckuii oraer Ne:

2002FP23001170

Date of Analysis / Jata auamsa: 04-05-2023

Date of Manufacture / Jlara npomsponcrna:  03/2023

Date of Expiry / Cpox rogmocti:  02/2026

Analysis performed according ND / Anasmis nponejten no I1L: T N014189/01-271021 (amend. Nl from

18.01.2023 / siam. Nel o1 18.01.2023)

S.

Test/ Howasren.
No,

Result / PeayasTaT

Specification/ Hopma

Tatemin 5 vz, 10 pe, 20 y2

Mo 10 raGnerok B crmpunce 13 UHOMHHIEBOIT
(posBTH € MONHITHACHOM HHIKOIT IIOTHOCTH
(TIDHIT) na sarteyaTblBAEMOi ¢TOPOHE |
LICHNAKOBEIM  TOKPLITHEM 1A HAPYIKHOH
CTOPOHE

I

no 10 raGneroxk 6 Gruemepe  u3
tpexcnoition  (onern (OIA/AWTIBX) n
AMOMHHHEKOIT thonnru ¢
TCPMOCBAPHBACMBLIM JIAKOBBIM  [TOKPLITHEM
Ha 3anedaTLinaeMoil cTopore,

Mo 2, 5, 6, 10 crpunos umn no 2, 5, 6, 10
GricTepon ¢ HICTPYKUHET 110 NPHMEHEHIIO
B MAUKY KUPTOHHYIO.

11 | Labeling / Mapruponia

Complies as preseribed /
Coorserernyer rpeGoBaniam

According to ND /
B3 coorBercToun ¢ HIT

12 | Storage conditions /
Xpaneuue

At temperature below 25 °C. / TIpu Temneparype He oime 25 °C,

13 | Shelf life / Cpoi roanocts

3 years / 3 roma

* - 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.

* - [IpoBoaNTC HPOM3BOANTCACM MPH BLUIYCKC MNCPHOAMMECKH: JLIA kaauoi 20-0ii cepun win
me menee 1 pasza B roa. Morasareas MOKET GLITh He BIIIOHMCH B cepTH(IKAT Al (pupMBI.

Remarks : The Product confirms to NI/
Mpumeqwanue: poayet cootsercrnyetr tpeGosaniam HIT

Conclusion : APPROVED /
Zarmoucnue: QJOGPEHO
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Uncontrolled Copy
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