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BUBYEHHS 3AJIMIIKOBHUX KIJIBKOCTEM ITIPENAPATY «AMOKCHJIEB 60» Y IPOJAYKTAX
TBAPUHHHUITBA

Cauyk P.M., T'oprox 10.B., nokrop Bet. Hayk, pog.
3BO «llodinvcokuit depacasnuil ynieepcumemy», m. Kam’aueys-Ilodinscokuil
Cauyk P. M., nokTop Bert. HayK, mpod.
Pisnencokuit deporcasnuii cymanimapuuil ynigepcumemn
Kypunac JI.B., c.H.c.
[lepatcasnuii HAQYK060-00CIOHUITI KOHMPOJILHUIL IHCIUMYN 6eM ePUHAPHUX NPENApPamie ma Kopmoeux 000a6oxk

Jlo BeTeprHApHUX MpenapartiB, 0 BUKOPUCTOBYIOTh Y TBAPMHHHUIITBI IS JIIKYBaHHS Ta NPO(]IIaKTUKU 3aXBOPIOBaHb
CLTBCBKOTOCIIONAPCEKUX  TBAapHH, BIJHOCATh aHTHOAKTepiasbHI 3aco0HM, AaHTHTENbMIHTHKH, TOPMOHAIBHI CIIONYKH,
Je31H(EeKTaHTH, CTUMYJISITOPH IIPOLYKTHBHOCTI TBAPHUH, aHTHOKCHUIAHTH TOIIIO.

Bukonanus [Tmany nepskaBHOTO MOHITOPHHTY 3aJIMINKIB BETEPUHAPHUX IIperapartiB Ta 3a0pyqHIOBAYIB y JKUBHX
TBapHHAX 1 HEOOPOOJIEHWX Xap4yoOBHX MPOJYKTAaX TBAPUHHOTO ITOXOKCHHS € HAI3BHYAiHO BAaXIMBUM, II€ JAE€ 3MOTY
EKCIIOPTYBATH Xap4oBi IPOAYKTH Ta PO3IINPIOBATH MIXKHAPOIHI PHHKH.

KoHTposp 3anumkiB BeTepHHAPHUX IpenapariB Ta 3a0pyJHIOBAYIB y KHBHX TBAPHHAX 1 HEOOPOOIEHHX XapyOBUX
MPOJYKTaX TBAPHHHOTO MOXOKEHHS 3HIDKY€E PU3UK OTPATLITHHS Ha CIIOKUBYMH PUHOK HEOE3MEUHNX MPOLYKTiB TBAPHHHOTO
MOXO/DKEHHS, MiJBHINYe KOHKYPEHTOCIIPOMOXKHICTh MPOAYKTIB YKpPaiHCHKOTO BHPOOHHILTBA Ta 3ade3medye iX BHXiJ Ha
30BHILIHIA PUHOK, 30KpeMa puHKH €Bporneiicskoro Coro3y.

BusHaueHHs 3aMIIKIB aHTUOIOTHUKIB y MPOAYKIIi TBAPHHHUIITBA METOJOM PiIMHHOI XpoMmaTorpadii e HalOiLbII
HaJiHHUN METOJ IeTeKIii OLIBIIOCTI CIONYK 1 BEeTEPUHAPHUX IIPEnapaTiB aHTUMIKpOOHOT Mii.

MeToro HalKX JOCIIIKESHB OYJIO BUBYCHHS BUBEICHHS JIIFOY0I0 PEUOBHHU Npernapary «AMokcues 60», cepii 010220,
surotoBieHoro TOB «/IEBIE», y BiIHOBiZTHOCTI 3 METOIMYHUMH peKoMeHIanissMu «TOKCHKOIOTIYHUN KOHTPOJb HOBHX
3aco0iB 3axucty TBapuE» (1997) 1 «/lokmiHiuHI JOCTIIKEHHS BETEPHHAPHUX JIiKapChKUX 3aco0iBy» (2006).

Jlnst BUSIBICHHS 3aIMIIKOBUX KUIBKOCTEH aMOKCHUIMIIHY Yy TPOAYKIil TBApHHHHUITBA BHKOPHCTOBYETHCS METO]
BucokoedexkTnBHOI piauHHOT Xpomatorpadii (BEPX) 3 cmekTpodoTOMETpHYHMM [AETEKTyBaHHSAM IICIS TOABIHHOT
TBepao(}a3HOT eKTpaKIIii.

Bauinarist metomxy — 3a Guidance for industry — bioanalytical method validation. Biopharmaceutics Coordinating
Committee, Center for Drug Evaluation and Research, U.S. Food and Drug Administration, Rockville, MD, 2001.

CrenudiqHiCTh METOy — BUCOKA (BUKOPUCTaHHS BHYTPIMIHbOTO cTanaapty). Yymmsicts — 0,1 Mkr/r 6iomaTepiany.

Jliana3oH niHIHHOCTI BUMipIOBaIbHUX KOoHIIeHTpamii — 0,17-4,4 Mkr/r GiomeTepiany.

IIpaBunpHicts — 101,2-107,4%.

Tounicts — 5,4-8,4%.

BigrBoproBanicts — 10 93%.

CrabinbHicTh 3pa3KiB NpH 30epiranni: y 6iocyberparax Ta 6ydepi Buminenns npu -80°C — 2 micsui; mpu 5°C — 6 1i6.

JIiis BU3HAUCHHS 3aHIIKOBUX KUTBKOCTEH aMOKCHIWIIHY TpuTiapary y OiocyOcTparax Micis MepopabHOTO
3acTOCyBaHHs npenapary «AMokcunaeB 60» BinOupanu 3pa3ku M’s3eBoi TKAHMHH Ta BHYTPILIHIX OpraHiB (Tl€4iHKa, HUPKH,
JKHPOBa TKaHMHA) CBUHEH Ta KypuaT-Opoiinepis Ha 1, 2, 3 Ta 5 100y miciist OCTaHHBOTO 3aCTOCYBaHHS IIpErapary.

Bwmict amokcunmitiny Tpurizpaty B 6iocyOcTparax BU3Ha4aIM METOAOM piguHHOT XpoMatorpadii (3rigao JDVY-1 ta
EPh 6.0). 3a qupextuBamu BTO, makcumansHO gomyctumuii piBens (MJIP) 3amuiikiB aMOKCHIIIITIHY y TKAHWHAX TBAPHH Ta
nrui — 50 MKr/Kr.

Pesynerati mocmimpkeHs HaBeneHi y Tabdi. 1 Ta 2.

Tabn. 1
BMiCT aMOKCHIIMIIIHY TpUriaparty (MKI/KT) B TKAHHHAX CBHHEH BIPOJOBXK Mepioay crnocrepexxenHs, M+m, n=5.
Biocy6erpar Jlo6a crioctepexeHHs
1 2 3 5
IMeuinka 31,5+£9,8 10,8+2,7 - -
Hupku 38,5+11,3 142425 - -
XKupopa TkaHUHA 5,1£3,4 - - -
M’s130Ba TKaHHHA 15,1+7,8 3,5+1,2 - -
[Tpumitka: M/IP 3aiMIIKiB aMOKCHIIMITIHY y TKAHUHAX TBapUH — 50 MKI/Kr
Tabn. 2
BMicT aMOKCHIIHITIHY TPHTiIpaTy (MKI/KT) B TKAHHHAX KypUyaT-OpoiijiepiB BIIPOJOBK MEPIOY CIIOCTEPEKEHHS,
M=+m, n=5.
Biocybctpat Jlo6a crioctepexeHHs
1 2 3 5
ITeuinka 14,1+2,1 - - -
Hupku 18,3+3,2 - - -
XKuposa TkaHUHA 3,740,2 - - -
M’s130Ba TKaHWHA 6,6+1,1 - - -

IMpumitka: M/IP 3aiiikiB aMOKCULIMITIHY Y TKAHWHAX TBapuH — 50 MKI/KT
OTxe, Ha OCHOBI OTPUMAaHHX JaHHUX, MEepiod KapeHIil akTHBHO Ail040l peuyoBHHHU mpenapary «Amokcuzaes 60»
CKJIaae: st M’sica CBMHEH — 3 100U, M’sica nTuii — 2 100u.
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Cnucox BUHKOPHUCTAHHUX JIZKepeJ1

1. MeToauyHi BKa3iBKH 100 OpraHi3alii Ta BUKOHAHHS IJIaHY AEPKaBHOTO MOHITOPUHTY 3aJIMIIKiB BETEpUHAPHUX
IpernapartiB Ta IHIIUX 3a0pyJHIOBAUIB y JKMBHX TBapHHAX, HEOOPOOJIEHHX XapyUOBHX MPOIYKTaX TBAPHHHOTO MOXOKCHHS:
Meto. BkaziBku / [B.O. 3arpebensunii, F0.M. HoBoxwuibka, O.I'. [mymenko Ta in.]. K., IHAUIABCE, 2015. 45 c.

2. Council Directive 96/23/EC OF 29 April 1996 on measures to monitor certain substances and residues thereof in
live animals and animal products and repealing Directives 85/358/EEC and 86/469/ EEC and Decision 89/187/ EEC and
91/664/ EEC, Brussels.

2. Commission Decision 97/747/EC of 27 October 1997 fixing the levels and frequencies of sampling provided for by
Council Directive 96/23/EC for the monitoring of certain substances and residues thereof in certain animal products// Official
Journal of the European Communities. 1997. L. 303. 12 p.

3. Commission Decision 2002/657/EC of 12 August 2002 implementing Council Directive 96/23/EC concerning the
performance of analytical methods and the interpretation of results. Official Journal of the European Commission. 2002. L.
221.P. 8-28.

4. IInan nep)kaBHOTO MOHITOPHHIY 3aJIMIIKIB BETEPMHAPHHUX MperapaTiB Ta 3a0pyAHIOBadiB y KUBHX TBapHHAX 1
HEOOpOOJICHHX XapuoBHX MPOAYKTaxX TBapuHHOro moxo/pkeHHs Ha 2013 pik / Hakaz JlepxaBHOi BeTepuUHApHOI Ta
(hitocanitapHoi ciryx0u Ykpainu Bix 11.12.2012 p. Ne 441.

CEKIIISA V.
MOJIOJIHM IT-CIIELIAJTICT

3ABE3NEYEHHSA BE3NEPEPBHOCTI HAJIAHHSA IT-MTOCAYT HIJISTIXOM ABTOMATHU3AIIN OCHOBHUX
IMPOLECIB YIIPABJITHHSA

JlaBpymikin C.B., 3m00yBau cTyneHs BUIIOT OCBITH «OaKaiaBp»
unakapuyk H.B., kaHmumaT TeXHIYHUX HAYK, JOIEHT Kadeapy iHGopMaLifHUX TEXHOIOTIH Ta MOACTIOBaHHS
Pisnencokuit depoicasnuii 2ymanimapHuii ynigepcumem

Ianyctpis indopmaniitaux Texaonoriit (IT) mporsrom Bke 6araTboX POKIB € OJHIEI0 3 HAWOUTBIINX Tairy3el, 1o
aKTHBHO PO3BHBAEThCSA. 3pocTaHHs 3HauymocTi IT BuiMKaHWH B mepury depry 30UIBLIIEHHSM KiNBKOCTI 1 CKJIaJHOCTI
HpOrpaMHOTro 3a0e3MeUeHHs Ta YCTaTKyBaHHs, MOCTIHHO MiJIBUIIYIOTHCS BUMOTH JI0 CHCTeM i (axiBIliB, a TaKOX OCOOIHMBO
aKTyaJbHO OCTaHHIM YacoM — 0a)KaHHSIM KepiBHUITBA KOMIIaHIH MaKCHMalbHO ONTHUMIi3yBaTH BUPOOHHYI BHUTPATH LUIIXOM
oprani3aiii eheKTHBHHX MpolieciB yrpasiiHas Ha ocHosi IT [1].

TIponecn ynpasminas [T 11 KoMIaHii € TOCUTH CKIaJHUMH, OCKUTBKH ITOTPIOHO BpaxoBYBAaTH iHTEpecH OaraTbox
YYaCHHKIB, 3aJy9eHUX NI0 CTBOpPEHHs 1 BukopucTanHs [T-pecypciB, ToOTo: iHpOpMamis, iHbpacTpykTypa, mepconar. s
CTOIICHHS YNPAaBIiHHSA B KOMITaHII CTBOPIOIOTECS abo 3amydatoTsest [T-cimy:x6mu. Born B cBoro wepry 3a momomoroto 1T-
pecypciB 3 BUKOPUCTAaHHAM METOJIOJIOTIi, i IBUIYIOTh PiBeHb HagaHHs [ T-mociyr B koMnaHii.

OCHOBOIO yCHiNIHOro Oi3Hecy € OesmepebiliHe (QYHKI[IOHYBaHHS iHGOpMAIiHHIX CHCTEM, sKi 3a0e3MeuyroTh
KOHKYPEHTOCTIPOMOXHICTh 1 MpHOYTKOBicTh KommaHil. OcHoBHe 3aBmaHHs IT-ciyxOu — 3abe3medeHHst Oi3HeC-MPOIECiB
iHpopMaLiifHUM 00CIYrOBYBaHHSAM 33/1aHOT SIKOCTI 3 BUKOPHCTAHHSAM BiNOBiIHUX iHMOpMaliiHuX TexHouorii. [linTpumka
iHpopMmaLiiiHuX mpoueciB 3xiiicHIOeThesl 3a jpomomororo IT-cepBiciB i3 3amaHumu  xapakrepuctukamu. IT-cepmic B
KopropatuBHOMY cepenosuiii — e IT-nociyra, sy [ T-minpo3ain (nemapramMeHT, BiaaiI, cioyxo6a) Hamae 6i3HeC-miapo3aijaaM
KOMITaHii JUIs MATPUMKH iX Oi3Hec-mpornecis [2].

IT-cmyx06a koMmaHii, K MPaBUIIO, OPTaHI30BYE CBOIO po0OOTY 3a HoTHpMa (DYHKIIOHATEHIMHA HAITPSIMKaMH:
TUTAaHYBAHHS Ta OpTaHi3allis;
po3pobKa, pUAOaHHS Ta BIIPOBaKCHHS;

HaJaHHs Ta cynpoBomkeHHs [ T-cepaicy;
MOHITOPHHT.

HeoOXinHicTh BUKOPHCTaHHS BU3HAYCHUX MPaBWJI OpraHi3auil ynpasiaiHHS MOCIyraMyd B KOMITaHIi Ui CTabiIbHOCTI
6i3Hec-Tpoliecy MpOIMOHye cBiToBa OibmioTeka iHdpacTpykTypu iHdopmaniiinux TexHonoriii (Information Technology
Infrastructure Library, anrs. ITIL). Ha ii ocHoBi poui i mictst [T-ciy:k6u B CTPYKTYpi KOMIIaHii BU3HAYAE KOHIICTIIIIS 1 MOJENb
ynpasiiHHs sikicTio iHpopMmaniitnux mocnyr (IT Service Management, anrn. ITSM). Mozaens ITSM pospoGriena B pamkax
npoekty ITIL, mo onucye nponecHuii miaxin g0 HaganHs Ta miaTpuMku [ T-cepicy. bisHec-poriecu cboroIHI HEpO3AiIbHI 3
MPOTPaMHUMH 3aCTOCYHKAMH, TEXHIYHUMH pecypcamH 1 IisuTbHiCTIO mepcoHany IT-cmyx0, SKICTH poOOTH SKHX, CTa€
HaBaXITUBIIIUM (AKTOPOM, IO BU3HAYAE €(PEKTUBHICTD MisTIBHOCTI KOMITaHIi B IILJIOMY.

Brok miarpumku IT cepBiciB BKIIIOYae HACTYIHI OCHOBHI mpotecH [2]:
YIpaBIiHAA IHIUICHTAMU;
YIIPaBIIiHHS IPOOIEMaMH.

OCHOBHHM JIOKYMEHTOM, II0 pPeriaaMeHTye B3aeMuHH IT-ciryxOu Ta 6i3Hec-NmiApo3AiNiB MiANIPUEMCTBA, € YTOJa TIPO
piBeHs cepgicy (Service Level Agreement, anri. SLA). B naHoMy TOKyMEHTi Ja€Thes siKicHe 1 KinbKicHe onucanus [T-mocuyr,
K 3 ToukH 30py IT-cimyx0n, Tak i 3 ToukH 30py Oi3HEC-IiIPO3ILIIB.

BpaxoByroun mpoaHaiizoBaHy iHpopMmamito, st 3abesmedeHHs Oe3nepepBHOCTI HamaHHs [T-mocmyr nusixom
aBTOMAaTH3allii OCHOBHHUX IIPOLIECIB YIIPaBIiHHSA, IPOMOHYEThCs cTBopenHs Jenapramenty Texuiunoi [Tinrpumku (JITIT) ais
peecrpariii 3anuTiB (IHUKACHTIB, IPOOIEM) Bil KOPUCTYBAUiB, L0 J03BOJIUTH KOOPIUHYBATH POOOTY y4aCHHKIB IPOLECIB, HA
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