IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EKCHUIIEHEM

(EXIPENEM)

Cknao:

ditoua pe4osuHa: MepPOIIEHEM;

KOXXHMY (JIaKOH MICTUTh MEePOIIeHEMY TPUTIApaT y KiJbKOCTI, IO BiATIOBia€ MePOIEHEMY
1000 wmr;

0onomidcHa peuosuHa: HaTpito KapboHaT O€3BOOHUM.

JlikapcbKa ¢popmMa. [TopoIiIok st pO34YUHY OIS iH'€KITiN.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: TIOPOIIOK Bif 6ilI0ro g0 CBIT/I0-KOBTOT'0 KOJILOPY.

dapMakoTepaneBTHYHA rpyna. [IpoTuMikpoOHi 3aco6u Oy CUCTEMHOI'0 3aCTOCYBaHHS. [HImi B-
7makTaMHi aHTHOioTHKM. KapOanenemu. MepomeHeM.

Kom ATX JO1IDHO2.

PapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

MeponeseM YuHUTL 6AaKTEPULUAHY [il0 IIJIAXOM iHTi0yBaHHS CHHTE3y CTiHOK OaKTepianbHUX KITITHH
y TPAMIIO3UTUBHUX i 'paMHETaTUBHUX OAKTepil MIIsgxoM 3B’sI3yBaHHS 3 OiIKaMu KPOBI, 1110 3B’SI3YI0Th
neHimuiia (PBP).

4k i gns inmmx 6eTa-TakKTaMHUX aHTUOAKTEpiabHUX 3aC00iB, TOKA3HUKYU Yacy, IIPU SKUX
KOHIIEHTPallil MepOIIeHeMYy ITepeBHUIIyBaIy MiHiManbHi inribyioui KormenTpaiiii (MIC) (T>MIC),
BKa3yBaJId Ha BUCOKUMU CTyNiHb Kopenauil 3 edhekTrBHiCTIO. Ha HOKIiHIYHNX MOAENsAX MeponeHeM
IIPOIEMOHCTPYBaB aKTUBHICTh IIPU KOHIIEHTPALigX y Ij1a3Mi KpoBi, 110 nepesuiysanu MIC gns
iHdikyrounx MikpoopraniamiB npubnau3no Ha 40 % Bif iHnTepBany mo3yBaHHs. Lle 1inTbOBe 3HAUEHHS
He 0yJI0 BCTAHOBJIEHO KITiHIYHO.

BbakTepianbHa pe3uCTEHTHICTh 0O MEPOIIEHEMY MOXKe BUHUKHYTH Y pe3ynbTaTi: (1) - 3HUKEHHS
IIPOHUKHOCTI 30BHIIIHBOI MEMOPaHU rpaMHEraTUBHUX OaKTepil (V 3B'I3KY 31 3HUKEHHSIM



MIPOOYKYBaHHS IIOPHKHIB), (2) - 3HWKEHHS CIIOPigHEeHOCTi 3 1inboBuMHu PBP, (3) - migBuieHHs
eKcIpecil KOMIIOHEHTIB eIIIOKCHOT0 Hacoca Ta (4) - mpoayKyBaHHS O6eTa-nakTaMas, SKi MOXYThb
rimponizyBaTu KapbaneHeMu.

Y €spomelicbkkoMy Coro3i Oy 3apeecTpoBaHi BorHUIIA iH(eKIIii, cipuunHeHi 0aKTepisIMu, CTIHKUMU
no KapbameHeMiB.

[TepexpecHa pe3uCTEHTHICTh MiK MepOIeHeMOM i JTiKapChKUMHU 3acobaMu, IO HajiexkaTh [0 KJ1aciB
XiHOJIOHIB, aMiHOTJIIKO3U/IiB, MAaKpOJIiAiB Ta TETPALUKIIIHIB, 3 YpaxyBaHHSAM LIJIbOBUX MIKPOOPraHi3MiB
BigcyTHs. TuM He MeHIe, 6aKTepil MOXKYTh MPOSABIATA PE3UCTEHTHICTE [0 OINbIN HiXkK OHOTO KJI1acy
aHTubaKTepiaabHUX IIpernapaTiB y BUMAAKY, KOJIK 3a/Iy4eHui [0 [il MexaHi3M BKIIOYae
HEIIPOHUKHICTh MeMOpaHU KIiTHH Ta/ab0 MPUCYTHICTL e(II0KCHOTO (-UX) Hacoca (HacociB).

'panuuni 3HavenHs MIC, 1o Oyu BU3HaYeHI y X0fi KITiHIYHUX [OCHIXKeHb €BPOIENChKAM
KOMITETOM 3 BU3HAYEHHS YyTIUBOCTI 10 TPoTUMiKpoOHUX npenapaTiB (EUCAST), HaBefeHi HUXKYe.

MikpoopraHiam yTtnusuii (S), (Mr/m) PesuctentHui (R), (Mr/m)
[F'nterobacteriaceae <2 > 8

[Buou Pseudomonas <2 > 8

[Buou Acinetobacter <2 > 8
Streptococcus, epynu A, B, C, G [TpuMiTKa 6 [TpuMiTKa 6
Streptococcus pneumoniae’ <2 > 2

[HIIi CTPENTOKOKH' <2 > 2

[Buou Enterococcus - -

[Buou Staphylococcus MpUMiTKa 3 MpUMiTKa 3
Haemophilus influenzae'” ma <2 > 2
Moraxella catarrhalis®

Neisseria meningitidis™ < 0,25 > 0,25
['paMIO3UTHBHI aHaepoOu, Kpim <2 > 8
Clostridium difficile

['paMHeraTHBHI aHaepoOu <2 > 8
[isteria monocytogenes < 0,25 > 0,25
['paHNYHI 3HAUEHHS, He TI0B'A3aHi 3 |< 2 > 8
BUaMU MiKpOOpPraHi3Mis’

1FpaHHqu 3Ha4YeHHS MepoIeHeMy Oysa Streptococcus pneumoniae Ta Haemophilus influenzae nipu
MEHIHTiTi cTaHOBNATh 0,25/ Mr/n (4yTiauBi) Ta 1 Mr/i (pesucrentsi).

IMramu MiKpoOpraHi3MiB 3i 3HadeHHsAMU MIC, BUIIUMU 3a T'PaHUYHI 3HaYeHHS S/R, € OyXe
pimkicHuME a00 PO HUX HA JAaHWH Yac He MOBimOMIISAIU. AHaTi3u 100 imeHTUdiKaIlil Ta
IPOTUMIKPOOHOI YyT/IMBOCTI 110 BiHOIIEHHIO N0 6yIb-IKOT0 TAKOTO i30/I9TY HEOOXiTHO IOBTOPUTH, i
SIKIIIO pPe3yJIbTaT MMiATBEPAXKY€EThCS, i30T HAaPaBIATH OO0 eKclepTHoi mabopaTopii. [To Toro 4acy,
IIOKY € [aHi PO KJIiHIYHY BigNOBigb A1 BepudikoBaHUX i30714TiB 3 MIC, BULIMMU 3a MOTOYHI
TrpaHNYHI 3HaUYEeHHS Pe3UCTEHTHOCTI (TI03HaYeHO KyPCUBOM), i30JIATH CJIifi PEECTPYBATHU SIK CTiMKi.

SqYTHHBiCTB ctadinokoKiB 10 KapOameHeMiB IPOTHO3YETLCS, BUXOASYHU 3 JTaHUX YYTIUBOCTI 0
11e(DOKCUTIHY.

41_'paHI/IT-IHi 3HAYEHHS BiJHOCATHCS TiIbKU OO MEHIHTITY.



5lﬁpaHI/I‘ﬂlHi 3HAUYEeHHS, He II0B’s13aui 3 BugaMu MiKpoopraHi3mis, 6y BU3HaUeHi B OCHOBHOMY, BUXOOSUU 3 HaHUX
OK/®[I, i He 3anexaTs Bif po3noginy MIC okpeMux BupiB. BoHu npu3HaudeHi [y BUKOPUCTAHHS 10 BiJHOIIEHHIO 0 BULB,
He 3a3HaYeHux y Tabmuui Ta BUHOCKax. | paHUYHI 3Ha4YEHHS, He 10B’g3aHi 3 BugamMu, 6a3ylThCd Ha
HaCTYIIHUX [03aX: rpaHu4Hi 3HaueHHsT EUCAST 3acTocoByioTh 10 MeporeHeMy 1o 1000 mr 3 pa3u Ha
no0y BHYTPiIIHEOBEHHO IPOTSIroM 30 XBUNIMH SIK HAWHUKYOI 103U. Po3risgmanucs mo3u mo 2 T' 3 pa3u
Ha 700y Mpu BaXKUX iHPEKINAX i Mpu MPOMiKHUX/PE3UCTEeHTHUX T'PAHUYHUX 3HAUEHHSIX.

® Bera-naxramua YyTIUBICTh CTPENTOKOKOBUX Irpyn A, B, C i G IpOrHO3y€eThCS, BUXOAAYH 3
YYTIIMBOCTI 10 MEHIUUTIHY.

«-» [IpoBeeHHs aHasi3y O[O BU3HAYEHHS YYT/IMBOCTI He PEKOMEHYETHCS, OCKITIBKY BUT €
IIOTAHOIO MillIeHHIO I TPOBEOEeHHS JiKyBaHHS JTiKapChKUM 3ac000M. [307151TH MOXKYThL OyTH
BH3HAYeHi IK Pe3uCTeHTHi 6e3 momepegHbOro TECTYBaHHS.

[TourmpeHicTs HaOyTOI pe3UCTEHTHOCTI MOXKe 3MiHIOBATUCS reorpadidyHo Ta y 49aci 4jisi OKpeMux
BUJIiB, TOMYy 6akaHO CIIMPATUCS Ha MiClleBY iH(poOpMaIlito CTOCOBHO Pe3UCTEHTHOCTI MiKpOOpraHi3MmiB,
0CcOo0NIMBO IPH JIIKYBaHHI TAXKKUX iHGeKIiN. Y pa3i HeoOxigHOCTi, KoMK piBeHb MOMKUPEHOCTI
PE3UCTEHTHOCTI MiKpOOPraHi3MiB Ha MiCIleBOMY PiBHI € TaKUM, 1110 KOPUCTH Bifl 3aCTOCYBaHHSA
JiKapchbKOro 3aco0y, MpUuHaWMHI 110 BifHOIIEHHIO 00 AesKUX BUMIB iH(DeKIlil, BUKJIUKAE CYMHIBH, CIIif
3BEPHYTHUCS 3a KOHCYJIbTALE 0 eKCIepTa.

Huxue nepepaxoByOThCA ITaTOreHHI MIKPOOPraHi3MU, BUXOOAYU 3 KJIIHIYHOTO JOCBIAY i
TepaneBTUYHUX IIPOTOKOIB JIiKyBaHHS 3aXBOPIOBaHb.

3a3BUyYail YYTIWUBI BUOU

'pammo3uTUBHI aepodu

Enterococcus faecalis’

Staphylococcus aureus (MeTHIUTIHYy TIBHIA)"®

Buou Staphylococcus (MeTUITUIIHYYTAUBUM), Y TOMY uncii Staphylococcus epidermidis
Streptococcus agalactiae (rpyna B)

I'pyna Streptococcus milleri (S. anginosus, S. constellatus ta S. intermedius)
Streptococcus pneumoniae

Streptococcus pyogenes (rpyma A)

['pamHeraTuBHi aepobu

Citrobacter freundii

Citrobacter koseri

Enterobacter aerogenes

Enterobacter cloacae

Escherichia coli



Haemophilus influenzae

Klebsiella oxytoca

Klebsiella pneumoniae

Morganella morganii

Neisseria meningitides

Proteus mirabilis

Proteus vulgaris

Serratia marcescens

'pammo3uTHBHI aHaepoOu

Clostridium perfringens

Peptoniphilus asaccharolyticus

Buou Peptostreptococcus (y Tomy gucni P. micros, P. anaerobius, P. magnus)
['paMHeraTvBHI aHaepoOu

Bacteroides caccae

I'pymna Bacteroides fragilis

Prevotella bivia

Prevotella disiens

Bunu, nns sikux HabyTa pe3nCTEHTHICTh Moxke OyTy mIpobaeMoio
['pamno3uTHBHI aepobu

Enterococcus faecium”®

'paMHeraTuBHi aepobu

Buou Acinetobacter Burkholderia cepacia
Pseudomonas aeruginosa

3a CBOEI MPUPOIOI0 PEe3UCTEeHTHI MiKPOOPraHi3Mu
['pamHeraTuBHi aepobu

Stenotrophomonas maltophilia

Budu Legionella

IH11i MIKpOOpraHi3Mu



Chlamydophila pneumoniae

Chlamydophila psittaci

Coxiella burnetii

Mycoplasma pneumoniae

"Bupiy, SIKi BUSIBUJIM IPUPOMHY IPOMIiKHY YyT/IMBICTD.

8yci METHULUTIHPE3UCTEHTHI CTapiIOKOKU € Pe3UCTEHTHUMU [0 MEPOIIEHEMY.

*[ToKa3HUK pe3UCTEeHTHOCTI > 50 % B onHiit a60 KilTbKOX KpaiHax EC.

Carm i Mesmioifno3: BUKOPUCTAHHS MepoIleHeMy V jiofieli 6a3yeThCs Ha JaHUX YYTIUBOCTI 0o B. mallei i
B. pseudomallei in vitro i Ha 06MeXeHUX HaHUX y ofedt. Jlikapi mOBUHHI cITMpaTHCs Ha HalliOHAJbHI
Ta/ab0 MiKHapPOHI KOHCEHCYCHi IOKYMEHTH, 1[0 CTOCYIOThCS JIIKyBaHHS Cally i MeJioifo3y.

dapmMaxkoKiHemuxka.
Y 3mopoBuUX NMofel cepenHil mepion HamiBBUBENEHHS 3 IJ1a3MU KPOBI CTAHOBUTD IMTPUOIM3HO

1 ropuny; cepenHiit 06’eM po3mofiny cTaHOBUTH npubnu3no 0,25 n/Kr (11-27 11); cepenHi KiipeHc
CTaHOBUTH 287 MJI/XB IIpY 3aCTOCYBaHHI Iipenapaty y 0o3i 250 Mr, 31 3HUKEHHAM KIIipEHCY [0

205 MJ1/xB IpU 3aCTOCYBaHHI IIpemnapaTty y fo3i 2 r. [Ipu 3acTtocyBaHHi npenaparty y fgo3ax 500, 1000 i
2000 wmr, 1m0 BBOTUIIU Y BUTTIAAL iHQY3il npoTsrom 30 XBUNKH, cepenHi 3HaueHHS Cmax BifTIOBiTHO
CTaHOBIATEL MpubIu3Ho 23, 49 i 115 Mkr/mn; BigmoBigHi 3HauenHs AUC cranosunu 39,3, 62,3 i

153 mxrxrog/mi. [licns npoBefgeHHs iHPY3il TpoTsaroMm 5 XBUINH 3HaueHHA Cmax CTaHOBATE 52 i
112 mkr/Mmn npu BBepeHHI npemnapaty y fo3ax 500 i 1000 mr BignosigHo. [Ipy BBefeHi KilbKOX 103
IIpenaparTy KOXHi 8 TOOUH MallieHTaM 3 HOpMaJlbHOI (PYHKIIi€I0 HUPOK HaKOIMYEeHHS MepolleHeMy He
CIocTepiranocs.

Y xopi mpoBeneHHS OOCHIAXKEeHHS 3 y4acTio 12 malieHTiB, AKUM BBOAUIIX MeponeHeM y 1o3i 1000 mr
KOXKHi 8 rofivH Mmicist mpoBedeHHs XipypriuHol omepaliil 3 nmpuBony iHTpaabmoMiHanbHUX iHPEKITiH,
Oynu BUsABIEHI 3HaUeHHS IT0Ka3HUKIB Cmax i mepiofly HamiBBUBEHEHHS, IKi BillIOBiIaIOTh
IMOKa3HWKaM 3[IOPOBUX JII0HeH, ajne GinbuIuit 06’eM po3nominy (27 ).

Po3nopin

CepeniHe 3HaYEHHS 3B’sI3yBaHHS MepoIleHeMY 3 OiTKaMH IJla3MH KPOBi CTAHOBUIIO TPUOIKU3HO 2 % i
He 3aJjIe’ka’io Bif KOHILEeHTpaIlil mpemnapary. [licyig IMBUAKOTO BBeIeHHS IIpenapaTy

(5 xBunuH abo MeHIe) hapMakoKiHeTHKa € 6ieKCIIOHEHITiaTbHOIO, ajle 1ie € HabaraTo MeHII
oueBuOHUM Iicng 30-xBUNIMHHOI iHPY3il. Byno BUSBIEHO, 10 MeponeHeM f00pe IPOHUKAE ¥ AedKi
piovHY Ta TKAHWHYU OpraHi3My, BKJIIOUAO4H JieTeHi, OpOHXianbHUYN CEKPEeT, KOBY, CHIMHHOMO3KOBY
pimuHy, TKAHWHU CTATeBUX OPraHiB XKiHKY, MIKipy, (actil, M'34 i TepuTOHeasNbHi eKCynaTH.

MeTaboizm

MepomnerneM MeTabo0i3yeThCS UIIAXOM TigpoJi3y OeTa-1aKTaMHOT0 KilbIlsl, yTBOPIOIOYU
MiKpo0OiooTiyHO HeaKTUBHUN MeTa0oJIiT. B yMoBax in vitro MeporneHeM JeMOHCTPYE 3HUKEHY
CIIPUMHSATIIUBICTE [0 Tigponi3y mig mieio merigponentupas3u-I (II'TI-I) moguHu TOPiBHSHO 3
imineneMoM i motpebu B OIHOYACHOMY 3acToCyBaHHi inribiTopa [II'TI-I HeMae.



BuBeneHHda

MeponeHseM y Iepiy 4epry BUBOOUTLCS Y He3MiHEHOMY BUTTIAMI HupKaMmy; 01u3bpKo 70 % (50-75 %)
[03U IIpenapaTy BUBOOUTHCA Y HE3MiHEHOMY BUTJIAAl IpoTAroM 12 ropus. e 28 % BupinseTscs y
BUTJISIAI MiKp0o6ionoriuHo HeakKTUBHOTO MeTaboiTy. BuBeileHHS 3 KaJloM sIBJIsiE cO00I0 nuiile 6IU3bKO
2 % Big mo3u. BumipsiHuit HUPKOBUY KiIipeHC Ta edeKT MpobeHelnay M0Ka3yooTh, 110 MepPoIleHEM
migmaeThcs K GinbTpaliil, Tak i KaHANBIEBIN CEKpelril.

HupKkoBa HEIOCTATHICTh

[TopyieHHs GYHKIII HUPOK 3YMOBJIIOE MOSIBY BUCOKUX NMOKa3HUKIB AUC y mia3Mi KpoBi i TpuBailmn
nepion HamiBBUBeNeHHS AJIst MeponeHeMy. Crioctepiranocs 36inbineHHs moka3HukiB AUC y 2,4 pa3sa
y TaIliEHTIB 3 MOMipHUM IOpYyIIeHHAM GYHKII HUPOK (KiipeHc KpeaTuHiny (KK) 33-74 Mi/xB), ¥ 5
pasiB - y malfieHTiB 3 TAKKUM mopyieHHIM ¢yHKii HupoK (KK 4-23 mi/xB) i B 10 pasiB -y
Malli€HTiB, sIKi mepeOyBaoTh Ha remopiani3i (KK <2 My/xB) mopiBHSHO 3i 3mopoBuMu ocobamu (KK
>80 mn/xB). [Tokazuuku AUC MiKp06ioIorivHo HeaKTUBHOT'O MeTa0OoJIiTy 3 BITKPUTHUM KiJlblIeM TaKOXK
3HAYHO MigBUIIYBaIUCS y MALI€HTIB 3 MOPYIIEeHHIM (QyHKIil HUPOK. KOpekIisa fo3u npenapaTty
PEKOMEHAYEThCA MallieHTaM 3 IOMIpHUM Ta TSKKHM IMOPYIIEHHSAM (QYHKIi1 HUPOK (OUB. PO3MiN
«Croci6 3acTocyBaHHS Ta HO3U»).

MepormeHeM BUBOOUTLCS IIJITXOM TeMofiai3y 3 KiipeHcoM, 1110 6yB I Yac mpoBefeHHs reMofiani3y
npu6OnIKU3HO B 4 pa3u BUILIUH, HiXK y MaIli€HTiB 3 aHypi€lo.

[TeuyinKoBa HEOOCTATHICTh

HocniaKeHHs 3 y4acTIO NaLi€HTIB 3 aJIKOTOJIbHUM IIMPO30M [IE€UiHKU [10Ka3y€ BiICYTHICTh BIIJIUBY
3aXBOPIOBAHHA ITeYiHKY Ha (h)apMaKOKiHETHUKY MEPOIIeHEMY IIiCJis 3aCTOCYBaHHS IIOBTOPHUX H03
mpernapary.

I[Topoci nallieHTn

HocnigxeHHS papMaKOKiHETUKHY, TPOBEHEH] 3 y4acCTIO MMalliEeHTiB, He BUSBUIIM 3HAUHUX
(dhapMaKOKiHETUYHUX BifMiHHOCTE! MOPIBHSHO 3i 3HOPOBUMHU 0co0aMH 3 aHAJIOTiYHOI0 (QYHKIIiE0
HUpOK. [TonynsmiiiHa Mofenb, po3po0iieHa Ha OCHOBI faHux 79 mailieHTiB 3 iHTpaabooMiHaIbHOIO
indexkiriero abo MHEBMOHI€I0, TTOKa3aJlla 3a/IeskHiCTh OCHOBHOT'O 00’€MY Bifl Macu Tifa, KIJIipeHCy
KpeaTHHIiHY i BiKy.

it

HocrnigxeHHs papMaKOKIHETUKY Y HEMOBJIAT i AiTe 3 iH(EKIIi€0 IPU 3aCTOCYyBaHHI Ipenapary y
mo3ax 10, 20 i 40 Mr/Kr mpogeMoHCTPyBanu 3HaueHHd Cmax, 1110 Ha0IuKaloThCsA 10 3HAaU€eHb,
BUSIBJIEHUX Y OOPOCTIUX IIiCJIg 3aCTOCYBaHHA npemapaty y fo3ax 500, 1000 i 2000 mr BigmosigHO. ¥
XO[li TPOBEIeHHS TIOPiBHAHHSA Oyu BUSIBIIEHI (hapMaKOKiHETUYHI XapaKTePUCTUKYU MiX 03aMu
Ipemnapary i nepiogamu HalliBBUBELEHHS, TOAiI0HI 0 TaKUX, II0 CIIOCTEPIraaucs y HOPOCINX, V BCiX,
KpiM HalMOJIOAIINX MallieHTiB (< 6 MmicsamiB t1/2 1,6 ropuHa). CepenqHi 3HaUYEeHHS KIipeHCY
MepoIieHeMy CTaHOBUIM 5,8 MII/XB/KT (6—12 pokiB), 6,2 My/xB/KT (2-5 poKiB), 5,3 MJI/XB/KT

(6-23 micsimi) i 4,3 mmn/xB/KT (2-5 MmicsiB). [Tpubmau3no 60 % mo3u BUBOOAUTHLCS 3 Ce4er0 MPoTsroM 12
TOJOUH y BUTTISIAIL MeponeHeMy Ta 1ie 12 % - y Burnazi metabonity. KoHlleHTpallil MeponieHeMy y
CIIMHHOMO3KOBIM piguHi y fiTelt 3 MEHIHTiTOM CTaHOBIATH Mpubau3Ho 20 % Bif omHOYACHO



BUSIBJIEHUX DiBHIB IIpelapary y jia3Mi KpoBi, X04a Mae Miclle 3HayHa MiXIiHAUBiyalbHa
BapiabebHICTh TOKA3HUKIB.

d®apMaKOKiHETHKa MepPOIIeHeMY V HOBOHAPOOKEHUX, IKUM 3aCTOCOBYBa/IM aHTUOaKTepianbHe
JiKyBaHHS, IPOAEMOHCTPYBala BULIUHN KITipeHC Y TaKMX HOBOHAPOMXKEHUX, BiK IKUX € OiNbIIUM Bif
HapomxkeHHS abo i3 GinbIIKMM recTaliiHUM BiKOM i3 3arajJibHUM CepegHiM IepiofoM HalliBBUBEIEeHHS
2,9 roguuu. MopentoBaHHS mporecy 3a MonTe Kapro 3 ypaxyBarnaaM nomnynsaniiHol OK-mopeni
II0Ka3aJIo, 110 NMpX pexkuMi fo3yBaHHs 20 Mr/Kr KoxHi 8 rogun 6yno mocarayro T>MIC 60 % mo
BigHOIIEHHIO [0 P. aeruginosa y 95 % HOBOHapOOXKeHUX, sIKi HAPOOUIIUCS ependacHo, iy 91 %
OOHOIIIEHNX HOBOHAPOOKEHUX.

[TaliedTy TiTHLOTO BiKY

HocnipxeHHS papMaKOKiHETUKH ¥ 3MOPOBUX 0Ci0 MiTHLOTO BiKYy (65-80 poKiB) moKa3anu 3HUKEHHS
KJIIPEHCY IIJIa3MU KPOBI, 1110 KOPEJIIoE 31 3HUKEHHSAM KIIipEeHCY KpeaTHHIHY, II0B’93aHUM 3 BiKOM, a
TaKOXK He3HayHe 3HUKEHHS HEeHUPKOBOTO KilipeHCy. Kopekiis qo3u mpemnapaTy He noTpibHa
malfieHTaM JIiTHBOTO BiKY, 3a BUHSATKOM BUIIA[KiB MOMIPHOTO i TSAKKOTO MOPYIIeHHS QYHKIIil HUPOK.

Kniniuni xapaKTepuCTHKH.
Iloka3zaHHA.
Excunenem nokasaHuy Oy JiKyBaHHS TaKuX iHQEKIIM y JOPOCIUX i OiTel BiKOM Biff 3 MICHIIB :
ITHEBMOHII, y TOMY YMCJIi HETOCIIiTalIbHOI Ta TOCIIiTaIbHOI THEBMOHII;
OpoHxonereHeBux iHGEKIiN ITpyu MyKOBiCIU03i;
yCKIagHeHUX iHQEeKIIi CEYOBUBIIHUX IIISXIiB;
yCKJIaflHeHUX iHTpaabmoMiHaNbHUX iHQEKIIiH;
iH(beKIIi} Iif Yac MOIOTiB i MiCAAI0I0TOBUX iHDEKITIH;
yCKJIagHEeHUX iHQeKLil WKIipu i M IKUX TKaHUH;
rocTporo 0akTepiaJbHOI'0 MEHIHTITY.

Excunenem MOXHa 3aCTOCOBYBaTHU [JIS JIIKYBaHHSA IAlli€HTIB 3 HEUTPOIIEHI€IO i IPONacHULEI0 IPU
migo3pi Ha Te, ITI0 BOHA CIpUYNHEeHa 0aKTepialbHOI iHBEKITieo.

JIikyBaHHS MallieHTiB 3 6aKTepieMi€elo, ssKa MMOB’'s13aHa a60 Moxe OyTH 1MOB’s13aHa 3 6yIb-sIKOI0 3
3a3HAYeHUX BUIINE iHPEKIIi.

Cnip BpaxoByBaTH oQilifiHi peKoMeHpalii oo BigmoBiIHOr0 3aCTOCYBaHHS aHTHOAKTepiaTbHUX
Ipenaparis.

IIpomunoka3aHHA.

[TinBuIeHa YyTIUBICTE [0 AiI040l peYoBUHU ab0 m0 OyIb-sIKOi 3 HOMOMIXKHUX PEYOBUH Ipernapary.



[TigBuIeHa YyTIUBICTE M0 OyIb-IKOTO iHIIIOI0 aHTHOAKTEPiaTbHOTO 3aco0y Ipymu KapOameHeMiB.

TsXKa mifBUIlleHa YYTIUBICTh (HaIpuKiIaf aHadilakTUYHI peakiiil, TAKKi peakiiil 3 60Ky MIKipHu) H0
Oymb-sIKOTO iHIIOrO TUMY OeTa-TaKTaMHOTO aHTUOaKTepianbHOro 3aco0y (Hampukiaf MeHinuIiHiB abo
11eanoCIopuHiB).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

HocmimKeHHS 000 B3aEMO[Iii ITpemapary 3 iHIMKUMHU JTiKapChbKUMU 3aco6aMu, KpiM pobeHeLuay, He
IIPOBOOUIIH.

[TpoGenenun KOHKYPY€E 3 MEPOIIEHEMOM IIOI0 aKTUBHOT'O KAHAJIbIIEBOTO BUBENEHHS i TAKUM YUHOM
IPUTHIYY€e HUPKOBY €KCKpELlil0o MepoIlleHeMY, 1[0 IPU3BOOUTE A0 30i/bIIEHHS Iepiony
HalliBBUBEJEHHS Ta MiABUIIEHHS KOHI[EHTPAllil MeponeHeMy y Iyia3Mi KpoBi. Criif IposiBIATH
00epexkHiCTh Yy BUNAKY OOHOYACHOT'0 3aCTOCYBaHHS IPOOEHEIUTy 3 MEPOIIEHEMOM.

[Motenniiuui BB EkcunieHeMy Ha 3B’g3yBaHHA 3 OiTKaMu iHIINX IpenapariB abo MeTabomi3m He
BUBYaIH. [IpoTe 3B’s13yBaHHS 3 OiIKaMy KPOBi HACTI/IbKY He3HAYHeE, 1[0 B3a€MOii 3 iHIITUMU
CIIOJIyKaMU 3 ypaxXyBaHHSIM LIbOI'0 MeXaHi3My MOXKHa He O4iKyBaTH.

[Tpu ogHOYACHOMY 3aCTOCYBaHHi 3 KapbaneHeMaMu 0yJ10 3apeECTPOBAHO 3HUXKEHHS PiBHIB
BaJIBIIPOEBOI KUCJIOTU B KPOBi, Y pe3yabTaTi 4Oro 3HUXKEHHS PiBHIB BalIbIIPOEBOI KUCIIOTH MPUOIM3HO
3a 2 pgHi ctaHoBuio 60-100 %. Yepe3 mBUOKUY [T0YATOK [il Ta CTYIiHb 3HUKEHHS OMHOYAaCHE
3aCTOCyBaHHS Ba/IbIIPOEBOI KUCIIOTH/BaIbIIPOaTy HaTPil0/BaIbIpOMify i KapOamneHeMiB BBaXKa€eThCs
TaK{M, IO He MiJaeThCsl KOPUTYBAHHIO, TOMY CIIiJ] YHUKaTH TaKol B3aEMOfil (IUB. pO3Ain
«OCc06IUBOCTi 3aCTOCYBAHHS»).

I[TepopanbHi aHTUKOATYISIHTH

OpHoYacHe 3aCTOCYyBaHHS aHTUOIOTHKIB 3 BapdhaprHOM MOKe IIOCUJIIOBATH MOTO aHTUKOATyITHTHUH
edekT. Byno 3apeecTpoBaHo OaraTo IMOBiIOMJIEHb PO MiABUINEHHS aHTUKOATYISHTHOTO e(PeKTy
IIepopabHUX aHTUKOATYISHTHUX IIperapariB, y TOMY YHCIi BappapuHy, y Nalli€HTiB, SKi OMHOYaCHO
OTPUMYIOTh aHTHOaKTepianbHi mpemnapaTy. PU3UK MOXKe 3MiHIOBATHUCS 3aJI€3KHO Bifl BULY OCHOBHOI
indexii, Biky i 3araJlbHOT0 CTaHy MallieHTa, TAKUM YMHOM BHECOK aHTHOAKTepialbHUX IIperaparTiB y
migBuIieHHs piBHIB MHB (MixKHapogHOr0 HOPMaJsli30BaHOI'O BiTHOIIEHHS) OI[IHUTH BaXKO.
PexoMeHOyeThCS IPOBOOUTY YaCTUM KOHTPOJIb piBHIB MHB npoTsarom ta ogpasy miciisi OGHOYaCHOTO
3aCTOCYBaHHS aHTUOIOTUKIB 3 IEPOPAIbHUM aHTUKOATYITHTOM.

iTn

Yci gocnifxeHHs TiKapChKUX B3a€EMO/iN IPOBOAUIIN TiITBKH ¥ JOPOCIIUX.

Oco61ueocmi 3acmocyeaHHs1.

[Tpu BuGopi MepomneHeMy K 3aco0y JTiKyBaHHS CJIif 6paTu M0 yBaru JOLITbHICTh 3aCTOCYBAHHS
aHTubaKTepiambHOTO 3aco0y rpynu KapbaneHeMiB, BpaxOBYIOUH TakKi (GaKTOPH 5K TSIXKKiCTh iHpeKii,
IOIMPEHICTh PE3UCTEHTHOCTI OO0 iHIMMX BigTOBiMHUX aHTHOAKTEpiaTbHUX 3aC00iB, a TAKOXK PU3UK
BUOOpY Ipenaparty Ioao 0akTepii, CTINKUX 0o KapOarneHeMiB.



PesucrenTHicTh 00 Enterobacteriaceae, Pseudomonas aeruginosa ta Acinetobacter

Y €ponericbkkomy CO03i pe3uCTEeHTHICTE 40 TeHeMiB Enterobacteriaceae, Pseudomonas aeruginosa i
Acinetobacter BapitoeThcs. [Ipy pr3HaYeHH]i IpenapaTy peKOMEHOYEThCS BpaX0BYBaTH MiCI[EBY
PE3UCTEHTHICTh I[uX GaKTepilt mO IeHeMiB.

Peaxkliii rimep4yTnuBOCTI

4K i mpu 3acTocyBaHHi iHINNX 6eTa-TakKTaMHUX aHTHOIOTHKIB, TOBIIOMIISANIN NP0 BUMAAKU CEPUO3HUX,
iHOMi 3 NMeTanbHUMM HACTiIKaMH, peaklliil MigBUIIeHO0] YyTIUBOCTI (IUB. po3minu «[IpOTUIIOKa3aHHS»
Ta «[TobiuHi peaxiii»).

[MamienTy, y IKUX B aHaMHe31 3apeeCcTPOBaHi BUMAKY MiBUIIEHOI YYTIUBOCTI 00 KapbarneHeMis,
neHiuIiHiB abo iHIMX OeTa-TaKTaMHUX aHTUOIOTUKIB, MOXKYTh TaKOXK MaTH MiABUILIEHY YyTIUBICTH
1o MeponeHeMy. [Iepen moyaTkOM Tepalil MEPOIIEHEMOM CIIi[] IPOBECTU PETeJIbHE OMUTYBaHHS OO0
IoTIePEeHIX peakKIliil MiBUIIIeHO]l YYTIUBOCTI f0 OeTa-TaKTaMHUX aHTUOIOTUKIB.

[Ipy BUHMKHEHHI TSKKOI aJleprivyHol peakllil 3aCTOCYBaHHS IIpelapaTy CJIif IPUNUHUTH Ta BOATUCS
IIO BiAIOBIMHMX 3aXOMiB.

Korit, 11oB’sI3aHK# i3 3aCTOCYBAHHSAM aHTHOIOTHKIB

[Tpu 3acToCyBaHHI MPAKTUYHO BCiX aHTHOAKTEpialbHUX IIPelaparTiB, y TOMY YHCIIi MeporneHeMy, Oynu
3apeecTpoBaHi BUMIQIKX KOJIiTy, TIOB’SI3aHOT0 i3 3aCTOCYBAHHSM aHTHOIOTUKIB, i BUMTaiKU
TICeBIOMeMOPAHO3HOTO KOJITY, CTYIiHb TAKKOCTI IKUX MOKe BapiloBaTH Bif IETKOTO [I0 TAKOTO, 1110
CTaHOBUTH 3arPO3Y XKUTTH. TOMY BaXKJIMBO IPUUHATHU OO0 YBaru MOXKJIUBICTh TAKOTO AiarHO3y Y
TAIEHTIB, V AKUX i Yac a0o miciisg 3aCTOCYBaHHS MepOIeHeMy BHHHUKIIA miapes (IuB. PO3Min
«[Tobiuni peakuii»). Cnig po3TNSHYTH NUTAHHS PO IPUIMHEHHS JIIKyBaHHS MEPOIIEHEMOM Ta
3aCTOCYBaHHS Celu(pivyHOro JIiKyBaHHA, cipsaMoBaHoro npotu Clostridium difficile. He crig
IIpU3HayvaTH JIiKapChKi 3aco0H, SKi MPUTHIUYIOTh IEPUCTAIbTUKY KUIIEYHUKY.

Cynomu

[Tig yac nmikyBaHHS KapOaleHeMaMH, Y TOMY YHCJIi MEPOIIEHEMOM, PifKO MOBiIOMIISIIIN IIPO CYAOMU
(muB. po3min «ITobiuHi peakirii»).

KouTponb QVHKIII IeYiHKH

Y 3B’S13Ky 3 pU3UKOM PO3BUTKY ITE€YiHKOBOI TOKCUYHOCTI (TOPYILIeHHS QYHKIII IEeYiHKHU 3 X0IeCTa30M
i IMTOMI30M) Iif Yac NiKyBaHHS MePOIIEHEMOM CJIifl peTeIbHO KOHTPOJIIOBATH MEYiHKOBI QyHKIIi1
(muB. po3min «ITobiuHi peakirii»).

3acToCyBaHHS IIpenapary MalieHTaM i3 3aXBOPIOBAaHHAMHU II€YiHKHU: IIiJ Yac JIiKyBaHHS MEepPOIIeHeMOM
y HAli€HTIB 3 yXKe iCHYIOUUMU 3aXBOPIOBAHHAMU II€YiHKHU CJIi] PeTeIbHO KOHTPOJIIOBATH II€YiHKOB1
¢yukuii. KopuryBaHHS 0o3u NpenapaTy He moTpibHe (muB. po3min «Crocid 3acTocyBaHHS Ta JO3U»).

CepoKOHBepCis TPAMOT0 aHTUTII00YAIHOBOTO TecTy (peakirigs Kymbca)

JIikyBaHHSI MEPOIIEHEMOM MOXKe IIPU3BECTU N0 BUHUKHEHHS [TO3UTUBHOI IIPSIMOi/HEePSIMOl peakiiii
Kywm0ca.

OEHO‘-IaCHe 3dCTOCYBAHHA MEDPOIIEHEMY i BaHBHQOGBOT KHCJIOTH/BaJIBIIPOATY HaTQiI-O[BaJIbHQOMigy HE

PeKoMeHOyeThCs (IUB. PO3Min «B3aemois 3 iHIIMMM TiKapPChbKUMU 3aco0aMu Ta iHIN BUOU
B3aEMOJIIN»).



Excumnenem mictuth 61mu3pko 2,0 MEKB a6o 4,0 MEkB HaTpito Ha 500 Mr abo 1 r §o3u mpenaparty
BiiMOBiIHO, 1110 HEOOXiOHO BpaXOByBaTH IIpU IIPU3HAYEHHI IIpenapary mnallieHTam, siki nepebyBaoTh
Ha [i€Ti 3 KOHTPOJIbOBaHKUM BMICTOM HATPIIO.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb
IaHi 000 3aCTOCYBaHHS MEPONIEHEMY BariTHUM XKiHKaM BifcyTHi abo ix KinbKicTh oOMexkeHa.

IocmimXeHHs Ha TBapMHAX HE BUSIBUIYU IIPSIMUX ab0 OrmocepeaKoBaHUX e(peKTiB PENIPOAYKTUBHOL
TOKCUYHOCTI. ¥ SIKOCTi 3amo6izkHOTo 3axony 6axKaHO YHHKATH 3aCTOCYBAHHS MepPOIleHeMY Y Iepiof
BaAriTHOCTI.

TI'odyeaHHA 2py00to

HeBenuka KinbKiCTh MepOIIeHEMY IIPOHUKAE Y TPYAHE MOJIOKO JTIOAUHUA. MepomeHeM MOXKHa
3aCTOCOBYBATH Yy Mepiof roAyBaHHS TPYAMI0 JIUIIEe ¥ BUMIaAKaX, AKII0 OYiKyBaHa KOPUCTh MO MaTepi
IIepEeBULLYE TOTEHLINHUN PU3UK AJ1 OUTUHU.

30amHicmb enaueamu Ha weudKicms peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

HocnimKeHHS BIJIMBY IIpelapaTy Ha 3MaTHICTh KepyBaTU TPAHCIOPTHUMU 3aco0aMu Ta IIPaIloBaTH 3
MexaHi3MaMu He TPOBOIHUIIH.

[Tpu KepyBaHHi aBTOTPAHCIIOPTOM ab0 po6oTi 3 iHIIKMU MeXaHi3MaMU PEKOMEHIYEThCS
NOTPUMYBATUCS 0CO0IMBOI 06€PeKHOCTI, BpaXOBYI0YM MOXKJIMBICTh PO3BUTKY I'OJIOBHOTO 0OJIIO,
mapecTesiit abo cymoM, po sIKi MOBiOMIISIIM IIPY 3aCTOCYBaHHI MEpPOIIEHEMY.

Cnoci6b 3acmocyeaHHss ma do3u.

Io3yBaHHS

HaBepeni Huxk4e TabauIli MicTSITh 3arajibHi peKOMeHallii IIogo 403yBaHHS JTiKapChKOTo 3aco0y.

Ilo3a MepoIieHeMy i TpUBAICTh TiKYBaHHS 3a7€XKUTh Bifl BUAY 30yOHUKA XBOPOOHU, TIKKOCTI
3aXBOPIOBAHHS Ta BIANOBiML HA JIIKYBaHHA.

ExcumeHeM 1pu 3aCTOCYBaHHi y 1031 7o 2 T Tpuyi Ha K06y y MOPOCNIUX Ta AiTed 3 Macoio Tina OinbIie
50 Kr Ta y 0o3i go 40 Mr/kr Tpudi Ha o0y y miTest Moxke OyTH 0COGIMBO HOIITBHUM IIPH JTiKyBaHHi
IessKUX BUMAIB iHQEKIIM, CHpUYMHEeHNX MEHII YyTIMBUMU BuoaMu OakTepii (Halpukiaj, BUOU
Enterobacteriaceae, Pseudomonas aeruginosa, Acinetobacter) abo pu fyxe TSXKKUX iHPEKITiAX.

Heo06xigHO JOTPUMYBATHCS NOOATKOBUX PEKOMEHMAIIi 00 NO3yBaHHS MIPH JIiIKyBaHHI MallieHTiB i3
HUPKOBOIO HE[OCTATHICTIO (OUB. HUXYeE).



PexomeHn0OosaHi 0o3u 015 dopocaux ma dimetl 3 macor miaa binvwe 50 K2

Tabnuis 1
Indexris OngHOpa30Ba mo3a [OJis BBeNEeHHSI KOXKHI
8 rogun
[THeBMOHIs, Yy TOMY YHUCIIi HETOCIIiTa/IbHa Ta 500 Mmrabo 1 r
roCIIiTasbHa MTHEBMOHIS
BponxonereHesi iHQeKIl Tpu MyKoBiCIU03i1 2T
YckiagHeHi iHGeKIlil CeY0BUBITHUX ITIISXIB 500 mMrabolr
YcknagHeHi inTpaabmomiHanbHi iHdexii 500 Mmrabo 1 r
[HdexkIrii mig yac mosoris i micnsmonorosi iHdekrii [500 mra6o 1 r
YcknapHeHi indexii mKipy i M IKUX TKaHUH 500 Mmrabo 1 r
[ocTpuii OaKTepiaJbHUN MEHIHTIT 2T
JTikyBaHHS MaIlieHTiB i3 GiOpunbHOIO HelTpomeHieo |1 T

ExcuneHneM 3a3Bu4ay CJifl 32CTOCOBYBATH Y BUTJISAMI BHYTPIIHBOBEHHOI iHQY3il TpuBasicTio Bif 15 1o
30 xBUNIHH.

Kpim Toro, mo3u npemnapaTy g0 1 © MOXKHa BBOOUTH y BUTJISAI BHYTPIITHROBEHHOI 00JIIOCHOI iH’ €Kil
IPOTATOM MPUONMU3HO 5 XxBUNMKH. [aHi 3 6e3MeKy, 0 MiATBEPOXKYIOTh BBEIeHHS NOPOCIUM IIperapaTy
y m03i 2 T' y BUTJISIi BHYTPIIIHLOBEHHOI 00JTIOCHO] iH'€K1Iii, 00MexkKeHi.

ITopyweHHA pYHKUII HUPOK

PexomeHdosaHi 0o3u npenapamy 045 dopocaux ma dimet 3 macorw miaa biavwe 50 K2, AKW,0
K/AIPeHC KpeamuHiHy y nayieHmie cmaHogums meHwe 51 ma/xs

Tabmnuig 2
KnipeHC KpeaTuHiHy OpHOpa3oBa [o3a HacToTa
(M11/xB) (muB. TaOmuiro 1)
26-50 [MOBHA OOHOpPa30Ba [03a KOxKHi 12 romun
10-25 TI0JI0BMHA OHOPA30BOi HO3K lkoxHi 12 rogun
<10 TI0JIOBMHA OJHOPA30BOi J03H lkoxwi 24 romuan

HaHi, 1m0 miATBepAXKYIOTh 3aCTOCYBaHHS BKa3aHUxX y TaOnuili 2 go3 npenapaTy, BiTKOPUTOBaHUX Ha
OOUHULIIO 003U 2 T, 00MeXKeHi.

MeponeHeM BUBOIUTLCS 3a IOIIOMOTI0I0 reMofiiani3y Ta reModinbTpatiii, ToMy HeoOXigHy [03y
Ipernaparty CiIif BBOOUTH IiCJIg 3aBePIIEeHHS MIPOLEOypPH reMoiamisy.

PekxoMeHpgarii om0 BCTAHOBIEHO1 NO3U IIPeNapaTy s Malli€HTiB, sIKi OTPUMYIOTh TIEPUTOHeaTbHUMN
miaji3, HeMae.

IMopyweHHA pyHKUII neviHKu

[7g nauieHTiB 3 MopyuIeHHSAM (QyHKIIII TeYiHKY KOPUTYBaHHA 03U IIpenapaTty He MoTpiOHe (OuB.
po3min «OcobIUBOCTI 3aCTOCYBAHHS»).



Ilo3ysaHHA 014 nayieHmis AiMmHb020 BIKY

II71g malieHTiB IITHHOTO BiKy 3 HOPMaJIbHOIO (QYHKITEI0 HUPOK a0 31 3HaUeHHSIMU KITipEeHCY
KpeaTuHiHy Buie 50 MJI/XB KOPUTYBaHHS NO3U He MOTpPiOHE.

Himu sikom 0o 3 micsauis

HeMmae manux mnpo 6e3mneky Ta eheKTUBHICTbE MepOIIeHeMY y [iTel BikoM [0 3 MiCAIIiB, i onTHManbHUN
pexXuM N0o3yBaHHS He BCTAHOBJIEHUU. ICHYIOTh 00MexkeHi (hapMaKOKiHeTUYHi faHi, AKi

00T PyHTOBYIOTH 3aCTOCYBaHHS J03U MeponeHeMy 20 MTI/KT KOXHi 8 rofguH (OUB. PO3Min
«PapMaKOKiHEeTUKA»).

PexomeHndosaHi 0o3u npenapamy 014 dimet s8ikom 8i0 3 micsayie do 11 pokie i 3 macoio miaa 6o
50 ke

Tab6muia 3
[HbeKITisS OpHOpa30Ba [03a [JI BBeIeHHI KOXHIi 8 roguna
[THeBMOHIs, y TOMY YHUCIIi HETOCIIiTaIbHa Ta 10 a6o 20 mr/kr Macu Tina
roCIiTasbHa MTHEBMOHIS
BponxonereHesi iHQeKIl Tpu MyKoBiCIUI031 40 MI/KT Macu Tina
YcknapHeHi iH@eKIlil ce40BUBITHUX IIIISIXiB 10 a6o 20 Mr/Kr Macu Tina
YcknapHeHi iHTpaabmominanbHi iHdexkril 10 a6o 20 Mr/Kr mMacu Tina
YcknapHeHi iHQeKIil mKipy i M'IKuX TKaHUH 10 abo 20 Mr/kr Macu Tina
['ocTpuii OaKTepiaabHUN MEHIHTIT 40 MI/KT Macu Tina
JTikyBaHHS MallieHTiB 3 GiOpunbHOI0 HelTpomneHieo [20 MT/Kr Macu Tina

Limu 3 macor miaa 6invwe 50 Ke
Crmip 3aCTOCOBYBaTH 03y, K OJISI JOPOCIIUX IAIli€HTIB.

IocBiny 3acTocyBaHHS IpenapaTy AiTSM 3 MOPYIIeHHSIM QYHKIII HUDOK HEMaAE.

Cnocib 3acTocyBaHHS

Excumnenem 3a3Bu4ain CjIiff 3aCTOCOBYBaTH y BUTJIAAI BHYTPIIIHROBEHHOI iHQY3il TpuBasmicTio Big 15 mo
30 xpunuH. Kpim Toro, go3u MeporneHeMmy fo 20 MI/KT MOXKYTh OyTU BBEHEHI y BUTIISAOL
BHYTPILIHEOBEHHOI 060/TI0CHOI il €KIIil TpoTaroM npubnau3Ho 5 XBUNuH. [laHi 3 6e3meku, 110
MigTBEPAXKYIOTh BBEIEHHS [iTSAM IpenapaTy y mo3i 40 Mr/Kr y BUTISANI BHYTPIIHLOBEHHOI O0JTIOCHO1
in’ex11ii, oOMexeHi.

[IpoBemeHHs BHYTPIITHLOBEHHOI O0OMIOCHOI iH’ €KIIii

Po3uun ag 60110CHOI iH'€KIIil CITi TOTYBaTH IIJISXOM PO3YHMHEHHS JTiKapChKoro 3aco0y ExcumneHnem y
BO[i {71 iH’ €Kil 10 OTPUMaHHs KOHIIeHTpallii 50 Mr/miI.

XimiyHa i (pisuyHa cTabiTbHICTh IPUTOTOBAHOTO PO3YUHY A7 60/II0CHOI iH €Kil Oyia
IIPOEMOHCTPOBaHA MPOTIToM 3 TORUH Impu TeMmepaTypi 7o 25 C abo 12 roguH y XONOAUTbHUKY
(2-8 C).



3 MiKpOOiOJIOTiUHOI TOYKM 30DPY, SKIIO METOJ BiTKPUTTS/BiIHOBIEHHS/PO3BEEHHS He BUK/TIOUAE
pu3uKy MikpoOionoriunoro 3a6pynHeHHS, TiKapchbkuil 3aci6 HeoOXigHO BUKOPUCTATU HETaMHO.

ko nikapchKuit 3aci6 ogpa3y K He BUKOPUCTAHO, CIIif] peTEIhHO KOHTPOJIIOBATH TEPMIH Ta YMOBH
Mioro 30epiraHHs MPUTOTOBAHOT'O PO3YUHY.

[IpoBemeHHs BHYTPIITHEOBEHHOI iHGY3i1

Po3uun ang indysii cnig roTyBaTy IUISXOM PO3UYMHEHHS JTiKapchbKoro 3aco0y ExcumeneM y 0,9 %
PO3uUMHi HaTpilo XJI0puny Ois iHPy3ii abo v 5 % po3unHi r10K03u (GeKCTpo3u) ais iHdy3ii Ko
OTpUMaHHS KOHUeHTpauil 1 — 20 mr/mi.

XimiuHa i pisryHa cTabinbHICTS MPUTOTOBAHOTO PO3UMHY A iH}Y3ii 3 Bukopuctanusam 0,9 %
PO3YKHY HaTpiio xjopuay Oysa MpogeMOHCTPOBaHa IPOTAToM 3 roguH npu temnepatypi 25 C ab6o
BIIPOMIOBXK 24 ToOuH y XonogunbHUKy (2-8 C). 3 MikpoOiosoriuHol TOUKHK 30py TiKapCchKui 3acid
HeoOXiTHO BUKOPHCTATH HeralHo. AKIIO JTiKapChbKui 3acib ofipa3y K He BUKOPHCTAHO, CIIif] PETEJIbHO
KOHTPOJIIOBAaTA TEPMiH Ta YMOBHU MOT0 30epiraHHs IPUTOTOBAHOT'O PO3YUHY.

[TpuroroBanuut 3 5 % PO3UMHOM I'JIIOKO3U (OEKCTPO3U) po3YrH EKCUNIeHEeMY CJliff BUKOPUCTATHU
HeramHo.

He crig 3aMOpoXyBaT IPUT0TOBaHI PO3YUHU.

Himu.

[IpemapaT 3aCTOCOBYBATH AiTIM BiKOM Bifl 3 MiCSLiB.

Ilepedo3yeanns.

BimHOCHe mepeno3yBaHHS MOXKJIMBE Y MAIli€HTIB 3 MOPYIIEHHSAM (QYHKIII HUPOK Y BUMIAAKY, SKIIIO
Io3a IpenapaTy He KOPUTYETLCS, K ONMCaHO y po3aini «Crocib 3acTocyBaHHS Ta J03u». [loCBif
IIOCTMapKeTUHTOBOTO 3aCTOCYBaHHS IIpenaparty o0OMexkeHu. ToMy SIKINO IiCs nepego3yBaHHs
BUHUKAIOTh HebaxaHi peakilil, BOHU y3roAXKYyIOThCS 3 MpodineM 3a3HayeHuX NOOIYHUX peakIlii,
omucaHux y po3mini «[To6iuHi peakmii» i, IK mpaBuIo, IETKi 3a TAKKICTIO IPOSIBIB i MUHAIOTE IIiCTIS
BigMiHM npemnapaTty abo 3HUKEHHS Horo mo3u. Crif po3rnsgHyTH HeoOXigHICTh CUMIITOMaTUYHOTO
JIIKyBaHHS.

B oci6 3 HopManbHOIO GQYHKIIIE€I0 HUPOK BiOyBa€eThCS IIBUAKE BUBEEHHS IIperapaTy HUPKaMHu.

F'emopmiamni3 BUBOOUTH MePOIIeHEM i H0T0 MeTaboJIiTH 3 OpraHi3my.

ITo6iyHi peakxuii.

Y xopni ornsapy panux 4872 i3 5026 nauieHTiB 000 BIJIUBY JIIKYBaHHS MepPOIeHEMOM HaldaCTilIUMU
HeOakaHUMM PeakIlisiMu, 0B’ I3aHUMH i3 3aCTOCyBaHHSIM MeporieHeMy, Oynu miapest (2,3 %), BUCUIT
(1,4 %), nymota/O6mtoBanHs (1,4 %) Ta 3amaneHHs y Miclli BBefieHH iH'eknii (1,1 %). HattuacTimumu



He0akaHUMH, TI0B’sI3aHUMU i3 3aCTOCYBaHHSIM MepoIleHeMY SiBUIIaMu 3 60Ky 1ab0paTopHUX
TIOKA3HUKIB, PO sIKi moBimomusinu, 6ynu TpomOoruTo3 (1,6 %) Ta mifBUIEHHS PiBHIB NEeYiHKOBUX
dbepmenTis (1,5-4,3 %).

Y HaBepneHil HUXKYe TabnuIi Bci moOiyHi peakuii 3a3HaueHi 3a KJ1aCOM CUCTEMU OpraHiB i 4aCcTOTOIO:
nyxke 4dacTto (= 1/10); gyacto (Big = 1/100 go < 1/10); HewacTo (Big = 1/1000 mo < 1/100); pimko (Bix
= 1/10000 go < 1/1000); my=xe pigko (< 1/10000); yacTtoTa HeBimoMa (He MOXKHA OL[IHATH Ha OCHOBI
HasIBHUX [laHUX). Y MexkKax KOXKHOI I'PyIH 4acToT Mo6iuHi peakilii 3a3HaueHi y MOPSAAKY 3MeHIIeHHS
IIPOSIBIB.

IHpeKuii ma iHeasii — HevacTo: OpaJlbHUM Ta BariHaIbHUM KaHIUIO03.

3 60Ky kposi ma AiMpamuyHoi cucmeMu - 4aCTO: TPOMOOLIUTEMIsT; HEYACTO: €03UHODITis,

TPOMOOLIUTOIEHis, TIeNKOIEeHisl, HeUTPOIIeHisl, arpaHyJIOIUTO3, TeMOJIITUYHA aHEeMis.

3 boky iMyHHOI cucmemu - HEYACTO: aHTiIOHEBPOTHYHMM HaOPSK, aHadiTaKTUYHA peaklis (quB.
po3minu «IIpotunoka3anHsa» Ta «OCOONIMBOCTI 3aCTOCYBaHHS»).

3 boky Hepeogoi cucmeMu — 4acTO: TOJIOBHUM 0iNlb; HEYACTO: APECTe3ii; pigKo: CymoMu (OWB. PO3MIi
«Oco0IMBOCTI 3aCTOCYBaHHS»).

3 60Ky WAYHKOBO-KUWKOB020 MPAKmMy — 4acTo: miapesi, 6JIi0BaHHS, HyHOTa, 6i7b Y KUBOTi; HEYACTO:
KOJIIT, acoIlilioBaHUY i3 3aCTOCYBAHHSM aHTHUOIOTHKIB (IUB. po3min «OcoOIUBOCTI 3aCTOCYBAHHS»).

3 60Ky neviHkU ma #08408UBIOHUX W /AXi8 — YaCTO: MiABUILEHHS PiBHIB TpaHCaMiHa3, MiIBUIIEHHS
piBHIB myxkHOI pochaTasu y KpoBi, MiABUILIEHHS PiBHIB IaKTaTAETiApOreHa3y y KPOBi; He4acTo:
nifBUIeHHS PiBHIB OinipyOiHy B KPOBI.

3 boky wkipu ma niOwKipHOi MKAHUHU — 9aCTO: BUCHII, CBepOiXkK; HeYacTO: KPOIIUB THKA, TOKCUYHUN
elrijepManbHUX HEKPOITi3, cuuapoM CriBeHca-[[2KOHCOHA, MyNIbTU(OPMHA EPUTEMA; YaCTOTa
HeBifloMa: MeAuKaMeHTO3Ha aeprisa 3 eo3uHodiniero i cucreManmu cumnroMamu (DRESS-curppom).

3 60Ky HUPOK i ceyosuBiOHUX W/AXi8 - HEYACTO: MiABUIIEHHS PiBHIB KpeaTUHIHY B KPOBI,
MiJBUIIIEHHS PiBHIB CEUOBUHU B KPOBI.

3aeanvHi po3aadu ma cmaHu y mMicui ese0eHHA npenapamy — 9acTo: 3amaneHHs, 0i/ib; He4acTo:
TpoMbodebit, 6inb y micti iH’exii.

HeMae HiSKUX JaHUX, IO CBiIYaTh Mpo 30iNbIIeHHST pU3UKY MO0IYHUX SBUIN Y OiTEH Ha MmifgcTaBi
0o0MeXkeHOI KiTbKOCTi IOCTYITHUX [aHuX. YCi oTprMaHi IOBimoOMIeHHS BifmoBiganu mobiuvHum
peakuisiM, CIoCTepekyBaHUM y JOPOCIIUX MMalli€eHTiB.

ITogidomaeHHs npo nido3prosaHi nobiuHi peakuyii

[ToBimomeHHs PO Mimo3pioBaHi mo6GiYHi peakiii micisg peecTpaliii 1iKapchbKOro 3aco0y Ma€e BaxKJIMBe
3HaueHHd. Lle 3a6e3meyye MOCTIMHUIE MOHITOPUHT CIiBBiOHOLIEHHS KOPUCTH/PU3UK JIiIKAPCHKOTO
3aco0y. MegruHUM TIpalliBHUKAM CJIij] 3BiTyBaTH PO Oy/b-gKi MMiio3pioBaHi mob6iuHi peakiiii 3rigHo
3aKOHO/IaBCTBA.

Tepmin npudamHocmi. 3 POKH.



BiI[HOBJ'IeHI/Iﬁ poO34nH CJIi):[ 3aCTOCYyBaATH HE IIi3HilIe HixX 3a TOOMHY 3 MOMEHTY IIPUTOTYBAHHI.

YMmoBH 30epiranns.

36epiratu nmpu Temmepatypi He Buine 30 °C B opuriHaibHii ynakosii. He 3amopoxyBaTu. 36epiratu
B HE[IOCTYIIHOMY AJISI JiTe MICIIi.

[1ig yac IpuUroTyBaHHS PO3YUHY CIIi 3aCTOCOBYBATU CTAHOAPTHI aCeNTUYHI METOLUKU.
CTpy1yBaTy IPUTOTOBAHUY PO3YUH Iepe[ 3aCTOCYBaHHAM.

Yci prakoHu mpu3HAYEH] NTUIIe A7 OMHOPA30BOTO BUKOPUCTAHHS.

Hecymicnicmub. EkcurnieHeM He CJIif 3MinryBaTé abo JoflaBaTH [0 iHIIKX JTiIKapChbKUX 3aco0iB.

Excunenem, sikuii Oyne BUKOPUCTOBYBATHCS it OOTIOCHUX BHYTPIIIHbOBEHHUX iH'€KIIiH, CITif
BiTHOBJIIOBATH Y CTEPUJIbHIN BOA1 AJ1s iH €KLIiM.

MepormeHeM y prakoHax s BHYTPIIIHbOBEHHUX iHQY3ilt MoxKHa 6e3mocepenHbo BigHOBUTH ¥ 0,9 %
po3unHi HaTpito xmopuny abo 5 % po34uHi IMI0KO3U [JId IPOBeieHHs iHY3iil.

YmnakoBka. [To ogHOMY (J1aKOHY Y KQPTOHHIN KOPOOIIi.

Kareropis Bigmycky. 3a peLenTom.
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