Lysenko
Vladislav

2937

CAHJI03

Ccbinka: 1604202016

BeinyweH:

Nlex GapmaceloTUKANC 4.4.
Beposwekosa, 57

1526 NMwbnsaxa, CnoseHns
Ten.: +386 1 580 2111
dakc: + 386 1 5683517

www.lek.si

NuueHauns Ha Npon3BOACTBO:
800-19/2018-11

CEPTH®UKAT COOTBETCTBHA

[Ipoaykr

Toprosoe HauMeHOBaHHE
Jlo3upoBKka

dopma 103HPOBKH
YnakoBka

Ob6beM yNaKoBKH

Koxa

Cepus Canaos

Jdara npousBo/acrea
Cpox roanocTu

Anpec NpoH3BOIHTEISE

Ajlpec BbINIYCKA

Ajlpec TeCTHPOBAHHS

AMOKSIKLAV QUICKTAB(AMOKCHKJIAB KBUKTAD)

250+62,5 MG 20DT RU

AMOKCHKIJIAB KBUKTAB

250 mr + 62,5 mr

TabneTku qucneprupyemble

briucrep

4 6auctepa X 5 TadNeTOK
44067395

KL6848

18.03.2020

28.02.2022

Jlexk ®apmackrOTHKAIC 1.1
[Tepzonanu 47

2391 Tlpepanbe,
Crnopenus

Jlex ®@apmachlOTHKAIC 1.1,
[Tepzonanu 47

2391 [lpesanse,
CroBenus

Jlek @apmacbkloTHKAIC 1.4,
[Tep3onanu 47

2391 IlpeBanse,

Tun Beinycka: BbINyck Ha pLIHOK

Jarta Bpimycka: 16-04-2020
Koanvecrso: 29277 vii.
Jluuensusi: 800-19/2019-11

Junenzns: 800-19/2019-11

Junenzna: 800-19/2019-11

CroBeHus
Cocrtag:
Ipoaykr Amokcukia DT 250+62.5 mr SI07 MS
Kon 42025572 baik Cepus: KK5500
O6mmii 00bLeM 595725 mir.
Ajipec IpOM3BOAUTE/IH Jlex @apmachrOTHKAIC 1.1, Jlunensusi: 800-19/2019-11

[Tep3onanu 47
2391 IlpeBanse,
Cnosenus

Crp.: 1/3

*B naHHOM JOKYMEHTE MocTaBlIeHa JIEKTPOHHAA NOANKCh B COOTBETCTBHH CO CTAHAAPTOM Cannos




CAHI[Og Bbinywen:

Nek ®apmackoTvkanc a.a.

Beposwkosa, 57

1526 Nobnana, Cnoeenva

Ten.: +386 1 580 2111

®akc: + 386 1 5683517
Cebinka: 1604202016 www. lek si

JInueH3ns Ha NpoW3BOACTEO:

800-19/2018-11

CEPTU®UKAT COOTBETCTBUS

ITpoaykr AMOKSIKLAV QUICKTAB(AMOKCHKIJIAB KBUKTAB)
250+62,5 MG 20DT RU
Toprosoe nanmenopanne AMOKCHUKIIAB KBUKTAD

Kon 44067395 Cepns Cannos: KL6848
CocraB:
Ipoaykr Knasynanat kanusg —D AB(ZB)PN 100% -P
Kon 783544 ®dapm.cyOcTaHIus Cepusn: B556170
Ajapec nIpou3BoUTE IS Jlex n.1. Jlenmasa itant API Juanenzus: 800-19/2019-11
Tpumnunu 2D
9220 JlennaBa
CrnoBeHus
CocTaB:
IIpoaykr Amoxcuumnauna tpuruapatr N ES31 DC C1 UE
Kon 472205 @apm.cyberannus Cepusi: B553306
Aapec npou3BOANTE!IsI Canno3 Munactpuan [Ipomakre C.A.

Crta. Granollers C-251 km.4
08520 Les Franqueses v. Del Valles (Barcelona)
Hcnanus

Cepusi npousBoauTe.s B553306

3akaoyenne:

HacTostmM noaTBepKaalo, 4To BCe MPOH3BOICTBEHHbIE HTAMbI 3TOH NAPTHH FOTOBOH NMPOLYKLMH ObLTH
MpOBe/IEHBI B MOJIHOM COOTBETCTBHH ¢ TpeboraHuamMu GMP u tpeGosanusm GMP EC u (korna He B EC) ¢
TpeOOBAHUAMH PETYIATOPHBIX OPraHOB CTPAHBI/CTPAH HA3HAUEHHS.

Kommenrapuu:

B npouecce npoussoacTBa M ynakoBKM NpoayKTa He Obl10 3ahMKCHPOBAHO KAKMX-THO0 OTKIOH
KOTOpPbIE MOI/IH Obl BJMATL Ha BBIMYCK NMPOAYKTA.

KommeHrapuii:
B npouecce Npou3BoncTBa M yNakoBKH NPOAYKTA He ObLI0 3a(hHMKCHPOBAHO KAKUX-THEO OTKIOHEHH, KOTOpS)
Obl BNMATH HA BbIMYCK NpoaykTa. [poayKkT NpoMapKHpOBaH B COOTBETCTBMM ¢ cyiluecTByoumm HJT Ne JITT
300117 u3m 1-3. [1poaykT ynakosad B cOOTBETCTBHH ¢ cywecTByiommM HJT Ne JIIT 004109-300117 u3m 1-3

Crp.: 2/3 *B 1aHHOM 10KYMeHTe NOCTaB/IeHa /1eKTPOHHAS MOAMNCH B COOTBETCTBUM cO cTaHaapTom CaH103



CAHJIO:; BbinyuweH:

Ilek ®apmaceoTvkanc 4.4.

Bepoewkoea, 57

1526 Niobnsaxa, Cnosexns

Ten.; +386 1 580 2111

daxc: + 386 1 5683517
Ccbinka: 1604202016 v ek si

JIMUeH3na Ha NPOW3BOACTBO:

800-19/2019-11

CEPTU®UKAT COOTBETCTBUS

Ilpoaykr AMOKSIKLAYV QUICKTAB(AMOKCHKJIAB KBUKTAB)
250+62,5 MG 20DT RU
Toprosoe naumenoBanne AMOKCHKIIAB KBUKTADB

Kona 44067395 Cepust Canjgos: KLO6848
Boinyck cepun / CepTudukat cosaan Briaaka 3aropcek, YoJIHOMOYEHHOE JTHLO

Buinyck cepun / [lata ceptidukata / Bpema  16.04.2020 / 18:15:24

Jlata coznanus ceprudukata / Bpems 16.04.2020 / 18:16:01

Crp.: 3/3 *B n1aHHOM AOKYMEHTE MOCTaB/le€Ha WEeKTPOHHAA NOANNCH B COOTBETCTBUH CO CT




Nek ®apmacetotukanc a.4. KoHTponb kavecTea
3aB0A NEHUUMNIMHOBOW NPOAYKLMM

Mep3oxanu, 47 MNepsonanu, 47

Cn-1391 Npesanse, CnoseHus 2391 Npeeanbe, Cnoeelus
Ten.: +386 (0) 2 824 63 31 Ten.: +386 (0) 2 824 63 43
Dakc: + 386 (0) 2 823 16 66 dakc: + 386 (0) 2823 17 75

CEPTUOUKAT AHAJIM3A

IMPOJAVKT: AMOKCHKJIAB(R)
HOMEP P.V.: JIIT - 004109
HOMEP CEPUMU: KL.6848
| TAPAMETPBI | TEXYCJIOBUS | PE3VJIbTATDI |
BHELIHWH BU/L Kpyrnele tabneTku oT CBETI0-KENTOrO CoorBercTBYET

10 HENTOr0 UBETA C BKPATLIEHHSAMH
KOPHYHEBOIrO LIBETA M C
nonychepuieckumM yrayduenuem ¢ odenx
CTOPOH H ¢ rpaBUPOBKOI «SN 34» Ha
OIIHO# CTOpOHE

[MOAJIMHHOCTh: TCX AMOKCHLMLIHH (B BHIE AMOKCHLMIIIHHA CoorgercTByeT
TpUruapara)

NOJJIMHHOCTL: TCX KnasynaHosoii kncaotsl (8B Buae Hatpus CoorsercTByeT
K1aBay/aHara)

MOJIUHHOCTD: BOXX AMOKCHUHIUTHH (B BHIE aMOKCHLMITHHA CooTBercTByeT
TpUruapara)

NOJITHHHOCTb: BOXKX Kiaynanosoii KHCa0Tbl (B BUae HATpHA CooTseTcTBYET
K/laBay.laHaTa)

PACITAJAEMOCTB He Gonee 7 mun ( T=37° C) CooTBeTCcTRYET

MACCA 640 Mr +5 % CootsercrByer

BOIA He Sonee 7,5 % 63 %

KOJIMYECTBEHHOE 90,0-110,0 % AMOKCHUMIIHH: 994 %

OINPEJEJIEHHUE B2XKX 250,0 mr/Tad. (90,0 — 110,0 %)

KOJIMYECTBEHHOE 90,0 -110,0 % KnaeynaHoBas Kuc/JI0Ta: 99.6 %

OINPEJAEJIEHUE B2XKX 62,50 mr/Tad. (90,0 — 110.0 %)

OJIHOPO/JHOCTb AMOKCHUWIIIHH 258,38 255,67 253,65 249,95 248,83

JO3HPOBAHMA 247,68 248,65 252,57 249,06 255,30

OJIHOPOJIHOCTb cpelHee 3HauYeHHe 251,97

JO3HPOBAHWA

OJHOPOJHOCTHL AV< 15,0 (n=10) unn AV< 15.0 35

JO3HUPOBAHHS KOJIM4ECTBEHHOE ColepikaHue

OEeHCTBYIOLLEro BELECTRA JONAHO
HaxoauTbcA B UHTepBane 0,75M-1,25M
(n=30)

T

-
e

/* HcnbiTanne npoeoautces BRIGOPOUHO. MCTbITaHHe MPOBOAMTCH HAa OTAEMbHBIX CepHAX B COOTBETCTBMM ¢
YTBEPHIEHHBIM rpauKkoM,



Nek dapmacsoTHkanc 4.4. KoHTpons kavecTBa
3aBoA NeHMUUNNWHOBOW NPOAYKLMU

Mepaonanu, 47 Mepaonanu, 47

Cn-1391 MNpeeanebe, Cnoeexuns 2391 MNpeeanse, CnoseHus
Ten.: +386 (0) 2 824 63 31 Ten.; +386 (0) 2 824 63 43
dakc: + 386 (0) 2 823 16 66 ®ake: + 386 (0) 2823 17 75

CEPTUOUKAT AHAJIM3A

INPOJAYKT: AMOKCHKJIAB(R)
HOMEP P.V.: JITT - 004109
HOMEP CEPHUMN: KL6848

| TAPAMETPBI | TEXYCJIOBUSI | PE3YJIbTATBI |
OJHOPOJIHOCTL KnaeynaHoBaa kucnoTa 63,29 62,28 63.29 63,11 64.10
JTJOSUPOBAHHWA 62,61 62,86 63,20 62,52 63,35
OIHOPOJHOCTL cpeaHee 3HAUYEHHE 63.06
JO3MPOBAHMA
OJHOPOJIHOCTb AV=Z 15,0 (n=10) unn AV< 15,0 2.0
JO3HUPOBAHMS KOJIHYECTBEHHOE COIEPKAHUE

JEHCTBYIOIIETO BELIECTRA [IOMKHO
HaxoauTbcs B uHTepBane 0,75M-1,25M

(n=30)
PACTBOPEHHE He menee 80% (Q) aMOKcHUMIIIMHA 34 9299 100 100 95 98

15 MHH.

CpenHee 3HaueHUe 97
PACTBOPEHHE He menee 80% (Q) knaBynaHoso# kucaoter 89 100 100 98 90 97

3a 15 MHH.

Cpennee 3HaueHHe 96
POICTBEHHBIE NMPUMECH He Gonee 4.5 % Cymma Bcex npumeceii 0.82 %
YIKX (aHa/I0r AaMOKCHLMILIIMHA)
POJICTBEHHBLIE  TIPUMECH He 6onee 0.5 % Menee 0.05 %
YIKX EnnHuyHoN HenaeHTHNLUMPOBAHHOH

(aHaOr aMOKCHLIMILJTMHA )
POACTBEHHBIE [TPUMECH He 6onee 1,0 % snumep | Menee 0.05 %
VIAKX AMOKCHUMIMHHNEHHLIMANOBAA KUCIIOTA

- POJAICTBEHHBIE ~ TIPUMECH  He Gonee 1,0 % 3numep 2 0,17 %

VOXKX AMOKCHLMUTMHNEHULIWIIOBAA KUCITOTA
POJACTBEHHLIE ~ TIPUMECH He donee 1,0 % 4-ruapokcu 037 %
VKX (PeHUNTTHLMIAMOKCHLIM/UTIHA
POACTBEHHBLIE  TTPUMECH He Gonee 1,0% AMOKCHUMAIMHNIEHUTOBAS Menee 0,05 %
YIOHKX KHcnoTa 3numep |

Crp.2u3z 4
WcnbiTahie npoBoAMTCA BhIOOPOUHO. McnbiTaHue NPOBOANTCA HA OTIEAbHBIX CEPUSIX B COOTBETCTBHM C
YTBEPKIEHHBIM rpadkom.

/*



Nek ®apmacerTUKaNC 4.4.

KoHTpone kayectea

3aBoA NEHUUWMNNWHOBOW NPOAYKUMW

Mepsonanu, 47

Cn-1391 NMpeeante, Cnogexuns
Ten.: +386 (0) 2 824 63 31
dakc: + 386 (0) 2 823 16 66

Mepaoranu, 47

2391 Npeeanbe, CnoseHus
Ten.: +386 (0) 2 824 63 43

dake: + 386 (0) 28231775

CEPTHUDOUKAT AHAJIM3A

INPOAYKT: AMOKCHKJIIAB(R)
HOMEP P.V.: JIIT - 004109
HOMEP CEPHUH: KIL.6848

| IAPAMETPbBI | TEXYCJIOBUSI | PE3YJIBTATDI
POJCTBEHHBIE  TTPHUMECH He Gonee 1,0% AMOKCHLMIIIHHIIEHHIIIOBAS Menee 0,05 %
YIIKX KHCI0Ta dJnuMep 2
POJCTBEHHBIE  TIPUMECH He Gonee 2,5 % AMOKCHUMAIHH Menee 0,05 %
YIXKX JMKETOMUMEPA3HH
POJACTBEHHBIE  TMPUMECH He 6onee 2,0 % Jumep aMOKCHUMIUTMHA 0,28 %
YIOXKX

POJICTBEHHBIE [TPUMECH
VIKX
POJICTBEHHBIE TPUMECH
YIKX
[MOJIMMEPHBIN ITPOJIYKT
JIETCPAJIALIMM KAJIUS

- KJIABVJIAHATA
MHKpOGHOJ‘IOFH‘[ECI{aH YHCTOTA-
Egp.®. 5.1.4:
OBIEE YUCJIO ABPOBHBIX
BAKTEPUH(TAMC):
OBLIEE YMCJIO IPOAOKEN U
[JIECEHEBBIX
'PUBOB(TYMC):

He 6onee 0.5 % INMupasuH 3T-NPOH3BOIHOE
p P

He 6oaee 0.5 % CymmMa (aHamor
KJABYJIdaHOBOMH KHCIOTBI )
He 6onee 6,00 %

He donee 10° KOE/r

He Gonee 10> KOE/r

Menee 0,05 %

Menee 0,05 %

Menee 0,7

/* Heneitanne npoBoauTcs BbiGopouHo. HcenbiTaHue MpoBoAMTCA Ha

YTBEPHKIEHHBIM rPaiKOM.

OTIACJILHbLIX

Crp.3m3 4

CEpHAX B COOTBETCTBHUH

C



Nek ®apmackoTUKaNc 4.4.

3aB0A NEHULMNNMHOBOR NPOAYKLNAN
MepacHanm, 47

Cn-1391 Npesanse, CnoseHus
Ten.: +386 (0) 2 824 63 31

dakc: + 386 (0) 2 823 16 66

CEPTUOHKAT AHAJIU3A

KoHTpons kauectea

Mep3soHanw, 47

2391 MNpeeanse, CnosexHus
Ten.: +386 (0) 2 824 63 43
®akc: + 386 (0) 282317 75

MMPOJIVKT: AMOKCHKJIAB(R)
HOMEP P.V.: JITT — 004109
HOMEP CEPUU: KL6848
[ MIAPAMETPBI | TEXYCJIOBHUSI | PE3VJILTATbI |
¥

Escherichia Coli: OTCYTCTBHE / T

Jlata npownssonctea: 18.03.2020
Jlata okoHuaHus cpoka roaHoctu: 28.02.2022

Ortpeuaer TpeGosaHusam cneunduraunn HopmMaTHBHON 10KyMeHTaLNHK

YcnoBus XpaHeHuUs:

Jata ytepxaeHus: 16.04.2020

[MPH TEMITEPATYPE HE BBILLE 25°C, B OPUTHHAJILHOM YITAKOBKE

KoHTtpone kauecTsa

Hynps ®pece-Onepnan

/* HcnbiTanue npoBoautcs BIGOPOUHO. HcmbiTaHMe NPOBOIMTCS HA OTAEbHBIX cepHax

YTBEPKAEHHBIM rpadKOM.




