IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

P®OCPOKOK

(FOSFOCOC)

Cknao:
ditoua peyvosuHa: fosfomycin;

1 came mictuth pochominuay TpoMeTaMmony 5,631 r, 10 eKBiBaJIeHTHO 3 T PoCHOMILUHY;
O0ONOMINCHI peyoBUHU: caXapo3a, CaxapuH HATPil0, apoMaTU3aTOP MaHIAPUHOBUH,
apoMaTu3aTop anelbCUHOBUM.

JIikapcbKa ¢opmMa. ['paHyH s OPaIbHOTO PO3UKHY.

OcHosHi ¢izuko-xiMiyHi 8aacmusocmi: Tpanynu Oinoro abo maiizxke 6i10ro Kombopy 6e3 rpymodok a6o
YaCTOK.

®apMakoTepaneBTHYHA I'pyma. [IpoTumMikpoOHi 3aco0u [ CUCTEMHOT'0 3aCTOCYBaHHS. [HIIi
npoTuMikpo6Hi 3acobu. dochominua. Kog ATX JO1X XO01.

Papmakono2iuHi e1acmusocmi.

Jlikapcbkuit 3acib MicTUTh fitoyy pedoBuHy dochominuu y Buriami comni dochominmuuy TpometTamonty.
®ocdhominun € anTubioTHKOM OaKTepuUUaHOI fil (moxigHe pochoHoBOI KucnoTu). Bin iHribye cunTe3
KJIITUHHOI CTiHKY OaKTepii, OJI0KYI0YH OfIMH 3 MEePIIXUX eTalliB CUHTE3y MeNTUAOTIIiKaHy.

®apmakoduHamika.

Jlikapcekuit 3aci0 MicTuTh hochoMinyH [MOHO (2-aMiHO-2-TigpoKCcHMeTun-1,3-Iponanmion)
(2R-11uc)-(3-meTunokcupatin) hochoHaT] - aHTUOIOTHUK, TKHM 0OePXKYIOTh i3 G0oCchHOHOBOI
KVCJIOTH Ta 3aCTOCOBYIOTH IJIs JIIKyBaHHS iH(QEKIiM Ce90BUBIIHUX HIIAXiB. ®ochoMinmH
BIIJIBA€E Ha MEPIUIMYU eTall CHHTE3Y KIITUHHOI CTiHKY OakTepiii. CTpyKTypa dbochoMinuny
aHaJIoTiuHa CTPYKTypi pocdoenonmipyBaty. CamMme TOMY BiH iHAKTUBY€E (PEPMEHT €HOJIIiPYBis-
TpaHchepasy, TUM caMUM HeoOOpPOTHO OJT0OKYI0uM KOHOeHcalio ypunguaaudocdar-N-
ameTUNTII0Ko3aMiny 3 (ocoeHOITipyBaTOM, OOHY 3 IIEPIIUX CTafill CUHTe3y KIIITUHHOI
cTiHKu OakTepii. PochoMilmH MOXKe TaKOXK 3HMUKYBATHU afresito 6aKTepiit Ha emiTenil



CIIM30BO1 00OJIOHKH CEY0BOTO MiXypa, sika Moxke OyTH IPOBOKYIOYUM (PAaKTOPOM PO3BUTKY
PeLuOUBYIOUYNX 1HPEKIIIN.

Y Tabnuni HUXK4e NMpefCcTaBIeH] JaHi aKTUBHOCTI (OCPOMILIMHY TPOMETAMOY in Vitro MpoTH KIiHIYHO
i3ompoBaHMX MiKpoopraHiaMiB. MinimanbHa inri6ytoua koHueHnTpauis (MIK) 6yna Bu3HaueHa AUCKO-
ou(py3HUM METOLOM 3 BUKOPHUCTaHHAM AUCKIB PpochoMinuny TpoMeTamony 200 MKr. MikpoopraHizmu
3 miaMeTpoM 30HM IIOBHOTO NMPUTHiIYeHHS > 16 MM (Ha cepemoBuilli Mwonnepa-XiHToHa)
KnacudpikyBanucs K 4yTnusi (o Bignosigae 200 MKr/mi).

MIK,, (Mkr/mn) |diama3oH

UyTnuBi MiKpOOpraHizMu

F. coli ] 0,25-128
Klebsiella 32 2-128
Citrobacter spp. 2 0,25-2
[F'nterobacter ssp. 16 0,5-64
Proteus mirabilis 128 0,12-256
S. faecalis 60 8-256

Criiki MiKpoopraHiaMu (giameTp 30HU IIOBHOTO
npurHidveHHsa > 16 M)

Serratia spp. 32
[Enterobacter cloacae 256
[Pseudomonas aeruginosa 256
IMorganella morganii >256
Providencia rettgeri >256
Providencia stuartii >256
[Pseudomonas ssp. >256

Pesucmenmuicmb/I[lepexpecHa pe3ucmeHmHicmo

®ochowminun 36epirae cBow epeKTUBHICTh MIOK0 HaWOiNbII MOMKXPeHNX OaKTepill, BUIBIEHUX IIPU
iH(DEeKITiIX CeYOBUBIOHUX HIJISXIB.

Jlume pesiki 6akTepii MOXKyTh HaOyTH Pe3UCTEHTHOCTI. [loKa3HUK pe3ucTeHTHOCTI E. coli, 1Ka
CIIPUYUHSE PO3BUTOK HEYCKIagHEHUX iH(EKI[i! CeYOBUBITHUX IUISAXIB, € BKpall HU3bKUM.
Benuka yacTuHa MyJIbTUPE3UCTEHTHUX E. coli Ta iH1IIMX eHTepobakTepil, 10 mpoaykyoTs BJIPC
(6eTa-nmakTamMa3u PO3UIMPEHOI0 CIIEKTPY), YyTnuBi 1o dhochominuny. Tak camo, OiMbIICTL TUIIIB
PE3UCTEHTHOT0 [0 METULIUIIIHY 30JI0TUCTOTO CTa(iIoOKOKa 4yTnuBi 1o Gochominuny.

o 11por0 Yacy He OyJI0 3apeeCcTPOBaHO BUIAIKIB IIepeXpPeCcHOl Pe3UCTEHTHOCTI 3 iHIIUMU
aHTHOAKTepiaTbHUMHU peyoBUHAMU. [lepexpecHa pe3uCTeHTHICTh MaJloMMOBIpHA, OCKITbKH
dochominuH BigpisHAETHCA Bif Oyab-IKOT0 iHIIOr0 aHTUOIOTUKA 3a XiMiYHOI0 CTPYKTYPOIO Ta Mae
VHiKaTbHUN MeXaHi3M mil.

KniHniyHa ehekmugHicmb.

®ochomilH BoJIOfli€ MIMPOKKUM CIIEKTPOM aHTUOaKTepianbHOI [iii, B TOMY YKCIIi Ha GibINiCTh
rPaMIIO3UTHBHUX i TpaMHEraTUBHUX MiKPOOPTaHi3MiB, III0 CIPAYMUHSIOTH iHPEKITl CEeY0BUBITHUX
II/IAXiB, @ TAKOXK MEeHIIUIIHA30IPOAYKYOUi ITaMMu.

In vivo criocTepiraeTbcst pe3nUCTeHTHICTL mo Enterobacter spp., Klebsiella spp., Enterococci, Proteus
mirabilis, Staph. aureus ta Staph. saprophyticus.



Kpiwm Toro, nikapchkuii 3acib 3HUXKY€e aAresito 6akTepiil Ha emiTestil cIM30B01 000JIOHKY CEY0BOTO
Mixypa, sKa Moxe OyTH IPOBOKYI0OUUM (HaKTOPOM PO3BUTKY PELUAUBYIOUUX iHDEKIIiMH.
dapmakoKiHemuxka.

BemoxkmysaHHA.

[Ticnsa npuiioMy BHYTpimHBO 61136K0 50 % dhochomMinuHy TpoOMeTaMoTy IIBUAKO BCMOKTYETHCH.
[licna npuiiomy 50 MI/KT Macu Tina, t,,, CTaHOBUTH 2-2,5 ropgunu i C,,,, cTaHOBUTH 20-30 MKI/MIL.

Po3nodia.

3B’sa3yBaHHs GhocoMinuny 3 OinKamMu 11a3Mu KpPoBi fyxke HU3bKe (MeHIIe 5 %). O6’eM po3mominy
CTaHoOBUTH 1,5-2,4 /KT MacHu Tina.

®ocdominue TpoHUKAE Yepes ITalleHTapHui 6ap’ep Ta y TpyaHe MOJIOKO.
Memaboaism.

®ochominuu He MeTabOMTi3yETHCS.

BuodinenHs.

[Tepion HamiBBHMBeEeHHS 3 IJIa3MU KPOBi CTaHOBUTE O6/1M3bKO 4 TofuH. [1ic/is 0qHOPa30BOT0 MIPUIOMY
3 r dochominuHy TpoMeTaMomy KoHIeHTpalis B cedi 1800-3000 MKT/MI JOCATAETLCI depes

2-4 ropunu. TepaneBTuuHO edekTHBHI KoHIeHTpaIlil (200-300 mkr/mi) 36epiratucs mo 48 rogux
micns BBegeHHs. 40-50 % m03U BUBOOUTHCS i3 CEUEI0 IIPOTArOM NepLInxX 48 roguH y He3MiHEHOMY
BUTJISIIL.

Kinemuka 8 ocobausux 2pyn nayieHmia.

Y mairieHTiB i3 HUPKOBOIO HEJOCTATHICTIO BUBEIEHHS JIIKapChKOT0 3ac00y CIIOBiTbHIOETHCS BifTIOBIAHO
[0 CTyneHsd (QYHKLIIOHATBHOTO IOPYIIeHHS, TOA1 K IIepiof HaliBBUBENEHHS 3 IIJIa3MU KPOBi
36inbmyeTses (t,, mo 50 ropuH mpu KiipeHci kpeaTuHiny 10 Mi/xB).

Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

JIikyBaHHS TOCTPOT0 HEYCK/IagHEHOTO LIUCTUTY B XKIiHOK Ta [AiBYaT BikoM Bif 12 pokis. [IpodinakTuka
iHGeK1if y mopocauX YONIOBIKiB IpU TpaHCPeKTabHil 6iomcii mepeMixypoBoi 3a1o3u.

Cnip BpaxoByBaTH oQilifiHi peKOMeHpallii III00 HaleXHOr0 3aCTOCYBaHHS aHTHOAKTepialbHUX
3aco0biB

IIpomunoka3aHHs.

[imep4yyTaUBICTh 10 KOMIIOHEHTIB IIpenapary, TskKKa HIPKOBa HE[JOCTATHICTh (KJIipeHC
KpeaTuHiHy < 10 MJ1/xB), DUTS4UY BiK 10 12 POKIB, IPOXOIXKEHHS reMOoiai3y.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

OpHOYaCHUY IPUMOM 3 METOKJIONPaMigoM Ta 3 iHIIUMHU JTiKapCbKUMHU 3aC00aMH, 110 MigBUINYOTh
MoTopuky IIIKT, 3HMKYE BCMOKTYBaHHS (OCHOMIIMHY, II0 MTPU3BOAUTE [0 3HUKEHHS KOHIIEHTpAIlii
niKapchKOro 3aco0y B CUPOBATIIi KPOBi i cedi.

[Tpu mpuiiomi TiKapchKoro 3acoly mif 4ac imu piBHI ¢pocdominuHy y m1a3Mi KpoBi Ta cedi
3HUKYIOThCA. TOMy PEKOMEHYEThCA IPUIMaTH JTiKapChbKui 3acib HaTie abo yepe3 2-3
TOAWHMY IIICIA 1AM YU NIPUMOMY iHIINX JTiKapChKUX 3aCO6iB.

Cneuueiuni npobaemu npu KoausaHHsax MHB (miscHapoOH020 HOpMOBaHO20 8ioHoweHHsA, INR). €
TIOBiIOMJIEHHS ITPO YMCEJIbHI BUTIQMIKHY ITigBUIIEHO]I aHTArOHiCTUYHOI aKTUBHOCTI aHTuBiTaMiny K y
NallieHTiB, SIKi IpuUiMaloTh aHTUOIOTUKH. [10 HaKTOPiB PU3UKY HallexXaTh: Cepro3Hi iHGpeKIil abo
3amajieHHs, JIiTHIX BiK 1 mOraHui 3arajJbHUY CTaH 300POB'S. Y IUX BUIIagKaX BaXkKO BU3HAUUTH,
noB'a3aHa 3MiHa MHB 3 iH(QeKIiitHuM 3aXBOPIOBaHHSAM YU BOHA CIIPUYWHEHA IPUMOMOM
mikapchKoro 3acoby. [IpoTe iCHYIOTh MeBHI KiTacu aHTHOIOTHKIB, 3aCTOCYBAaHHS SKUX YacCTillle
IIOB'sI3yI0Th 3 KonmuBaHHIMU MHB, 30KkpeMa: pTOpXiHOMOHY, MAaKpOIiou, IUKITiHHY,
KOTPHUMOKCA30]1 i iesiKi nedaloCIopuHu.

HocmigxeHHsT B3a€MO{Iii TPOBOAMIY TiJIbKY 3 Y4aCTIO JOPOCTUX TAIli€HTIB.

Oco6.1ueocmi 3acmocy8aHHs1.
Peakuii 2inepuymausocmi.

[Tig yac nikyBaHHS PochHoMiIIMHOM MOXKYTh BUHUKATH CEPHO3Hi Ta iHKONIU JieTalbHi peakiiii
Timepy4yTNIuBOCTI, BKIIOYalouy aHadinakciio Ta aHapinaKTUYHUN 10K (OUB. PO3Oinu
«[Iporunoka3anusa» Ta «I1o6iuHi peakii»). ¥ pa3i BUHUKHEHHS TaKUX Peaklliii TiKyBaHHS
dhochoMinmHOM HEOOXiTHO HETAalHO IPUIMHUTH Ta BXKUTH BiIIOBITHUX HEeBiOK/IagHUX 3aXOiB.
Clostridioides difficile-acouitiosaHa diapes.

[Tpu 3acTocyBaHHi hochHOMILMHY TOBIJOMIISIN IIPO BUIIaAKH KOJIITy, acoliioBaHoro 3 Clostridioides
difficile, Ta ceBpoMeMOpPaHO3HOT0 KOJIITY, CTYIiHb TSIKKOCTi SKUX MOXKe BapiloBaTHCS Bif] IETKOT0
[0 TAKOTO, II0 3arPOXKY€E XKUTTIO (AKB. po3ain «OcobIUBOCTI 3aCTOCyBaHHS»). TOMY BazKJIBO
BpPaXOBYBaTHU LIed OiarHO3 y MAIli€HTIB, SIKi MalOTh giapelo Iifg yac abo micis 3acTOCyBaHHS
dbochominuny. Cif po3TAIHYTU NUTAHHS [IPO NIPUINHEHHS Tepalil (ochoMInUHOM i IpU3HaYeHHS
crenudiunoro nikyBauHs Clostridioides difficile. He crmig 3acTocoByBaTH IiKapchKi 3acobu, 1110
IPUTHIYYIOTh IEPUCTANIBTUKY. [IediampuyHi nauieHmu.

Besneka Ta epeKTUBHICTh 3aCTOCYBaHHS (PochoMinmHy miTsIM BikKOM 10 12 POKiB He BCTAHOBJIEHI.
Tomy 1e#t nmikapchKuii 3acib He CIIifl 3aCTOCOBYBATH 1IiX BiKOBi# rpymi (ouB. po3gin «Cmocib
3aCTOCYBaHHS Ta JO3U»).

ITepcucmyroui iHGpeKyii ma nauieHmu yos08i4oi cmami.

Y pagzi crifikux iHpeK1i peKOMEHIYEThCS peTeibHe 00CTeKeHHS Ta MOBTOPHA OIliHKa [IiarHo3y,
OCKIiJIbKH 11€ YaCTO II0B’I3aH0 3 YCKIagHEHUMU iHPEKIIMHU CeYOBUBITHUX IIISXiB @60 IOUIMPEHICTIO
pe3ucTeHTHUX 30yOHUKIB (Hanpukmnan, Staphylococcus saprophyticus, ouB. po3min
«PapmMakoguHaMika»). 3arasioM iHQeKIlii CeYOBUBITHUX IISXIB Y MalliEHTIB Y0I0Bi4Ol CTaTi CIif
PO3TAfaTy K yCKIagHeHi iH(eKIil Ce40BUBIIHUX MINIAXIB, AJIS JTiKyBaHHS SIKUX el JTiKapChbKUU



3acib He mMoKa3aHuM (OUB. po3min «Iloka3aHHSI»).
Hupkxosa HedocmamHicme.

KonnenTpanis GpochominuHy B cedi 3aUIIAETLCSA TePaNeBTUYHO e(PEeKTUBHOI ITPOTAToM 48 rofus,
SKITO KJIipeHc KpeaTuHiny Buile 10 mi/xB.

Bascausa iH(hopmauisi npo 0ONOMIHCHI pe4oB8UHU.

JlikapceKui 3acib MicTUTh caxapo3y. XBOPUM Ha IYKPOBUY Oia0eT Ta THM, XTO IOBUHEH
NOTPUMYBATUCH AIETH, CIIiT BpaXxOBYBaTH, 110 B 1 calle nmpemnapaTy MicTAThCA 2,213 T caxapo3H.
Jlikapcekuii 3aci6 ®OCPOKOK He cItifi 3aCTOCOBYBATH MalliEeHTaM 3 HEITEPEHOCUMICTIO HPYKTO3H,
TJII0K030-TaJIaKTO3HUM MabaOCoOPOLiHHNM CHHAPOMOM abo mediliuToM caxapo3u-i3oMabTal3u.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
BazimHicmb.

3acTocyBaHHS Pa30BUX [03 AJIS JIiKyBaHHS iHQEKIIi! CeYOBUBITHUX IUISXIB V BariTHUX XKiHOK He
BBaXXa€ThCS OOLITBHUM.

HocnifKeHHS Ha TBApHHAaX He BUSBUIM NPSIMOl a00 HeIPsIMOl TOKCUYHOCTI, IO BIIJIUBA€E Ha
BariTHicTh, eMOpioHaNbHUN PO3BUTOK, PO3BUTOK IIofa Ta/abo MocTHATaNIbHUN PO3BUTOK. € nuiie
oOMexeHi gaHi mpo 6e3mneKy 3acTocyBaHHs GochoMinuuy BariTHuM xKiHKaM. LIi maHi He BKa3yoTh Ha
PO3BUTOK BPOMXKEHUX Bafl ab0 ¢heTanbHOI/HEOHATAIBHOI TOKCUYHOCTI pochoMinuHy.

Y nepion BariTHOCTI 3aCTOCyBaHHS JIiIKapChKOTO 3aC00y MOXKIIKMBe y pa3i He0OXimHOCTI, KOJIu
O4YiKyBaHHUU e(eKT Tepallil Ijid BariTHOI epeBUIy€e NOTEHUIMHNN PU3UK [JId IIJI0fa.

I'odyeaHHA 2py00to

®ocdominuH TPOHUKAE Y TPyOHE MOJIOKO HaBiTh ITiCJIg IPUNAOMY Pa30Bol J03u. Y mepiof rofgyBaHHS
TPYOAI0 3aCTOCYBaHHS JTIKapChKOT0 3aC00Y CJIifi IPUITMHUTH.

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

®ochominue MoxKe CIIPUUMHATH 3allaMOPOYEHHS, 110 MOXKe BIUIMHYTH Ha 3[aTHICTh KEPyBaTH
TPAHCIOPTHUMU 3acobamu ab0 3MATHICTD MpAIlOBATH 3 MeXaHi3MaMu.

Cnocid 3acmocyeaHHs1 ma 0o3u.
JIiKyBaHHA 20cMpP0O20 HEYCKAAOHeHO020 yucmumy.

ITopocnuMm XKiHKaM Ta AiB4aTaM BikoM Bif 12 pokiB 3 Macoro Tina Big 50 Kr mpu3HadaTy 1o
1 camre mikapcbkoro 3aco6y (3 r) 1 pa3 Ha mo0y.

ITpogpinakmuxka iHpexuiti y dopocaux 40408iKi8 npu mpaHcpeKkmaavHiu bioncii



nepeomixypoeoi 3a103u.

YomosikaM 3 Macoo Tina Bif 50 Kr npu3HadaTtu 1Mo 1 carme (3 r) 3a 3 ToguHYT OO i 4epes
24 TOOVHY MiC/s BTPY4YaHHS.

Cnocib 3aCcTOCyBaHHS.

I71s1 IepopaIbHOTO 3aCTOCYBAHHS.

[l1s1 MiKyBaHHSI TOCTPOTO HEYCKIaAHEHOT 0 IUCTUTY y KIHOK 1 AiBYaT BiKOM Bif 12 poOKiB cif
IpuiMaTH HaTinecepile (mpubiau3Ho 3a 2-3 roguHy [0 abo yepe3 2-3 TOOUHM IiciIs 1xXi),
0axkaHO Imepeq CHOM i ITiCJIs CIIOPOXKHEHHS CeY0BOTO Mixypa.

BMicT callle po3urMHUTHU B 1 CKISHI BOOY i 0Ofpa3y XK BUIIUTUA IPUTOTOBAHUM PO3YMH.

Himu.

3acToCOBYBaTH fiB4YaTaM BiKOM Bif 12 pokiB A4 JIiKyBaHHS rOCTPOr0 HEYCKIIaAHEHOTO LIUCTUTY.
Besneka Ta e(peKTUBHICTh 3aCTOCYBaHHS (pocHoMinmHy HiTsSM BiKOM 40 12 pOKiB He BCTAHOBJIEHI.

Ilepedo3yeanHsi.

IaHni mpo nmepeno3yBaHHs dochoMinHy Tpu mepopaabHOMY CI1ocobi 3acToCyBaHHST 00MeXKeHi.
Cumnmomu.

BecTuOymnspHi mopyIIeHHSs, MOTiPIIeHHS CIIyXy, MeTaJIeBUH IIPUCMAK y POTi i 3arajnbHe 3HUKEHHS
CMaKOBOI'O CIIPUMHSTTS.

Bumnapku rinoToHii, TSXKKOI COHIMBOCTI, €JIEKTPOJIITHI MOPYIIEHHS, TPOMOOIIUTOIEHIS, @ TAKOXK
rinonporpoMbinemist Oy 3apeeCcTPOBaHi ITpU TapeHTepaIbHOMY BBefleHHi ¢hochoMinuHy.
JIiKy8aHHA.

CumnToMaTH4Ha i MATprMyBanbHa Teparmis. Y pa3i nepego3yBaHHsI HE0OXioHO CIIOCTepiraTu
3a natieHToM (0Cc0o0JIMBO 3a PiBHEM €JIeKTPOJIITiB Y IIJIa3Mi/CHUPOBaTIIi KPOBi).
PekoMeHyeThCS BXKUTH Oarato piguuu s 36inbiieHHs miype3y. ®ochominua epeKTHBHO
BUBOAUTHLCS 3 OPraHi3My 3a [OIIOMOI0I0 reMofiai3y i3 cepefHiM mepiofoM HalliBBUBEOEHHS
puOIU3HO 4 TOONWHU.

ITob6iyHi peakuii.

o HatyacTimmx mob6ivHUX peakIliii Mpu OgHOPa30BOMY MpuiioMi ¢pochoMiluHy TPOMETaMOIy
HanexaTb nopymenHs pobotu IIKT, B ocHoBHOMY fiapes. Li sBuilla 3a3BU4ail HETPUBAJII i
IIPOXOIOATH CAMOCTIMHO.

Y Tabnuli HUXK4Ye HaBedeHO HenepenbadyeHi mo0ivHi peakiiii, aKi OyiIu 3apeecTpoBaHi 3
KJTiHIYHKX BUIIPOOyBaHHAX ab0 BifoMi 3 TOCTMapKEeTHHTOBOTO NOCBIMY.



Yci mo6iuHi peakiril BKa3aHi 3a CHCTEMOIO KJIaciB Ta OpraHiB Ta YacTOTO0: myxKe YacTo (= 1/10),
yacTto (= 1/100 - < 1/10), HewacTo (= 1/1000 - < 1/100), pigko (= 1/10000 - < 1/1000), pigkichi
(< 1/10000), yacToTa HeBimoMa (He MOXKYThH OyTH OLiHEeHi 3a HASIBHUMU HAaHUMHU). Y KOXKHIN
YaCTOTHIY rpymi mobiuHi peakilil mpefCcTaBIeHO y MOPSAAKY 3MEHIIEHHS 1X TSKKOCTI.

Knacu cucteMm [To6iyHi peaxiiil Ta 4acTOTa IX PO3BUTKY

OpraHis JacTo HeuacTo Pinko Hesimomo

IH¢eKuil ma iHeasil |[BynbBOBariHIT

3 60Ky iMyHHOT AHadinakTHYHi

cucmemu peaxiril, BKI4aydn
aHa(dinaKTHUHUT
10K, TiepYyTIUBICTH

3 60Ky Hepsosoi [ConoBHu O0inb, |[lapecTtesis

cucmemu 3aI1aMOPOYEHHS

3 boky cepueao- Taxikapmig |[imoTeH3is

CcyOuHHOI cucmemu

3 60Ky AcTMa

pecnipamopHoi
cucmemu, Op2aHis
2pyOHOI KAimKu ma
cepedoCmiHHA

3 60Ky WyHK080- [iapes, HynoTta, [bmroBaHHS, Oinb ACo1ii0OBaHUM 3

KUWKO0B8020 mpakmy [po3namu [y JKMBOTI QHTUOIOTKOM KOJIiT
TpaBIEHHS

3 60Ky wkipu ma Bucwur, AHTIOHEBPOTUYHUM

niowkipHoi KPOIIUB’ sTHKA, HaOpsSK

KAIMKOBUHU cBepbixK

3az2anvHi po3aadu ma Broma

peakuii y micyi

BBCOCHH A

ITogidomMaeHHs npo ni003pr8aHi nobiyHi peakuii.

[ToBimomneHHs mpo mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXK/IMBe 3HAYEHHS.
lle nae 3MOry IPOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI ILOTO
niKapchKOro 3acoby. MeguyHuM Ta ¢apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IalieHTaMm abo ix
3aKOHHUM IIpe[CTaBHUKAM CJIif] TIOBiTOMJISITH TIPO YCi BUTTAAKHU Ii03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI TiKapchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMaIliliHy CUCTEMY 3
(dapMakoHarnsany 3a nocunaHHAM: https://aisf.dec.gov.ua

Tepmin npudamHocmi.

3 POKM.

YMmoBH 30epiraHHsi.

30epiraTu B OpuUTiHaNbHIN yrakoBIi npu TeMnepaTypi He Buile 30 °C. 36epiraTu y HELOCTYITHOMY
IJISL OiTed Micoi.



YnaxoBka.

[To 8 r rpanyn y cartie; mo 1 abo 2 callle B KapTOHHIH Haylii.

Kareropis Bignmycky. 3a perenTom.

BupoOHHK.

Jlabiana ®apmaceioTikasnc, C.JI.Y./Labiana Pharmaceuticals, S.L.U.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca Micusi IPpoOBaIKeHHs MOro Tis/IbHOCTI.
Byn. Kacanosa, 27-31, Kop6epa e JIbo6perat, Bapcenona, 08757, Icnanis/

C/Casanova, 27-31, Corbera de Llobregat, Barcelona, 08757, Spain.



