3ATBEP/I’)KEHO
Haxa3 MinicTrepcTBa 0X0poHH
300pOB’s1 YKpaiHu
25.08.2020 Ne 1957
PeecTpauiiine nocigueHHs

Ne UA/14617/01/01
IHCTPYKIIA
JJISI METMYHOT0 3aCTOCYBAHHS JIIKAPCHKOro 3aco0y
IIUITPOHEKC®
(CIPRONEX)

Cknao:

oitoua pevosuna: ciprofloxacin;

1 MT po3YHHY MICTUTHP 3 MI' LHUIPO(IIOKCAIUHY Y BUMNIAAI LHUIPOGIIOKCANUHY TiIPOXIIOPHIY
MoOHoripary 3,5 mr;

oonomioicni pevosunu: Mauit (E 421); HaTpito anerar, TpUriapar; KMCIOTa OLITOBA JIbOASHA; TUHATPIIO
ezerat; OEH3aJIKOHIIO XJIOPU, pO34MH; BOJa OYHIIIEHA.

Jlikapcska ¢opma. Kparuti oyHi Ta ByIHi, pO3uHH.
OcHogni ¢hizuxo-ximiuni enacmusocmi: Maibxe O6e30apBHa CBITJIO-)KOBTa ab0 CBITJIO-3€JIeHa IPO30pa
piauHa.

dapmakoTepaneBTHYHAa rpyna. 3acobu Juis 3acTocyBaHHS B OQTambMoyorii Ta OTOJOTII.
[Tporumikpo6Hi 3acobu. Kox ATX S03A A07.

Dapmakono2iuHi enacmueocmi.
DapmarxoouHamika.

Mexani3m nii

I{unporexc® MicTHTH IHUIpPO(IOKCAMHY TiIpPOXJIOpHA i3 Kiacy XiHOJOHiB. Baxrepummina is
XiHOJIOHIB, 1[0, TOJOBHMM 4YWHOM, BiuBae Ha cuHTe3 JIHK Oaxtepiii, BHpa)kaeTbCs MUISIXOM
npurHivenns JJHK-ripasu.

[{unpodiiokcanliH Ma€ BHCOKY AaKTHBHICTb i Vifro BIZHOCHO OIiNBILIOCTI TIpaMHEraTUBHHX
MIKpoOopraHi3MiB, Bkiovyarouu Pseudomonas aeruginosa. Bin Takoxx e(peKTUBHHM 1010 aepoOHUX
IPaMIIO3UTHBHUX MIKpPOOPraHi3MiB, TaKHX K CTa(iTOKOKH i CTPENITOKOKH.

YyTauBicTh 10 MiIKPOOpraHi3MiB

Ogpmanemonoziune 3acmocyeans

SIK TmpH IOCHIIPKEHHSX in Vitro, Tak 1 NpU KIIHIYHOMY 3acTOCYBaHHI IpU O4YHMX iH(pekuisx Oyio
JIOBEJICHO, 110 LUMPO(IIOKCAIMH aKTUBHUMN 1010 O1TBLIOCTI IITaMiB HHKUYSHABEACHHX OpPraHi3MiB.
AepoOHi rpaMIO3UTHBHI MiKPOOPraHi3MHu:

Staphylococcus aureus (BKIIOYAIOYM INTAMU K YyTJIMBI IO METHULHMIIHY, TaK i PE3UCTEHTHI IO
MeTuuminy); Staphylococcus epidermidis; Staphylococcus spp., 1HIII Koaryjaa3oHEraTHBHI BHIH
Staphylococcus spp., Bkinouarouu S. haemolyticus ta S. hominis; Corynebacterium spp.; Streptococcus
prneumoniae; Streptococcus rpynu Viridans.

AepoOHi rpaMHEeraTuBHI MiKpOOpPraHi3MHu:

Acinetobacter spp.; Haemophilus influenzae; Pseudomonas aeruginosa; Moraxella spp. (BKIIO4ar04In
M. catarrhalis).

3acmocyeanns 6 omonozii —

LlunpO(bnoxcauHH Ma€ BUCOKY aKTHBHICTb in Vifro BiTHOCHO OiJbIIOCTI @é‘ﬁbﬁuﬂx s’ﬁaMHeramBHHx
MiKpoopraHi3miB, Bkmouatouun Pseudomonas aeruginosa. BiH Takox £4 emﬁﬁt Hm»‘r ‘;1{0;:[9\ aepoOHUX
IPaMIIO3UTHBHUX MIKpOOpPraHi3MiB, TaKUX SIK cw@moxoxn i CTpenTOK@ __wf}hg ﬁoxasaHo i
unnpocbnoxcaunﬂ JIMOHCTpY€e mnpomn criektp aii in vivo (MITKogg rifZMKr,{Mﬂ I
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Tabmums 1

Bun 6aktepiit [30omsaTH MITKmin MIIKs0 MIIKgg MITKmax
N= (MKr/MIT) (Mxr/min) | (Mkr/min) | (MKr/mon)
Pseudomonas aeruginosa 1089 0,03 0,13 0,25 16
Staphylococcus aureus 221 0,13 0,50 1,0 128
Staphylococcus epidermidis 257 0,06 0,25 0,50 128
Staphylococcus caprae 75 0,13 0,50 0,50 2,0
Enterococcus faecalis 53 0,50 1,0 2,0 4,0
Enterobacter cloacae 45 0,004 0,016 0,032 0,25

[Munpodiokcany TaKoX aKTHBHUN IIPOTH MATOTEHHHUX MIKpOOPraHi3MiB, BHAIIEHHX y IAIlE€HTIB i3

TOCTPHM OTHTOM CEPEAHBOI0 ByXa i3 BAKOPUCTAHHIM TUMIIAHOCTOMIYHUX TPYOOK.

Tabmuns 2

Bup Gaxtepiit Bomsatr | MITKmin MIIKs0 MITKyo MITKmax

N= (MKr/MIT) (Mxr/min) | (Mxr/min) | (MKr/mo)
Streptococcus pneumoniae 197 0,25 1,0 2,0 8.0
Staphylococcus aureus 134 0,06 0,25 1,0 >128
Pseudomonas aeruginosa 132 0,03 0,25 0,50 128
Haemophilus influenzae 122 0,004 0,008 0,016 0,25
Staphylococcus epidermidis 103 0,06 1,0 64 64
Moraxella catarrhalis 37 0,008 0,03 0,06 0,06
Escherichia coli 15 0,008 0,03 128 >128

[TorpanuyHi 3HaYEHHSI iaMETPiB 30H MPUTHIYEHHS POCTY MiKPOOPraHi3miB

Ogmanvmonoziune 3acmocyeanmsi

[Munpodnoxcalud BHUSIBUBCSI aKTUBHUM [N VifFo BIJHOCHO OUIBIIOCTI INTaMiB HHXK4Ye3a3HAUCHUX
MIKpOOpraHi3MiB, OJTHaK KJTiHIYHA 3HAYUMICTh IIUX JaHUX ITPU O TAITBMOJIOTIYHHX iH(EKIisX HeBlaoMa.
besneka Ta e()EeKTUBHICTH 3aCTOCYBaHHS HUNPO(MIOKCAIUMHY IIPH JIIKYBaHHI BHpa30K POTIBKH abo
KOH IOHKTHBITIB, CIPUYMHEHUX LIUMH MIKpOOpraHi3MaMH, B aJIEKBaTHUX Ta HOOpe KOHTPOJILOBAHUX
KIIIHIYHUX JOCIIHKEHHIX HE BCTAHOBJIECH].

HwxuenaBeneni Oakrepii BBaXAIOTHCS YyTAHMBUMH IIPH OIUHII 13 3aCTOCYBaHHSIM CHCTEMHHX
NOTPaHUYHUX 3HAYEHB JliaMeTpiB 30H IPUTHIYEHHs pOCcTy MikpoopraHizmiB. OIHaK B3a€MO3B’ 130K MiXK
CHUCTEMHHMH 3HAQYEHHSAMM JiaMeTpiB 30H MPUTHIYEHHS pOCTY MIKpOOpraHi3MiB in vitro Ta
odransmooriyHor0 e€(EeKTUBHICTIO HE BCTaHOBIeHUH. llumpoduiokcauuH in vifro JEMOHCTPYE
MiHiMaIbHI purHivyBayibHi koHLeHTpamnii (MIIK) 1 Mxr/Mi abo MeHIne (CHCTEMHI T'paHUYHI 3HAYEHHS
JiaMeTpiB 30H YyTJIHBOCTI LIOJO IIPUTHIYEHHSI POCTy MikpoopraHismiB) mpotu Oinmsurocti (90 %)
IITaMiB HHXKUEHABEICHUX OUYHUX ITATOT€HHUX MIKPOOPIaHi3MiB.

AepoOHi rpaMIO3UTHBHI MiKPOOPraHi3Mu:

BUM Bacillus.

AepobHi rpaMHeraTuBHi MiKpOOPraHi3MH:

Acinetobacter calcoaceticus; Enterobacter aerogenes; Escherichia coli; Haemophilus parainfluenzae;
Klebsiella pneumoniae; Neisseria gonorrhoeae; Proteus mirabilis; Proteus vulgaris, Serratia
marcescens.

[Hmi

Peptococcus spp., Peptostreptococcus spp., Propionibacterium acnes ta Clostridium perfringens €
4y TJIMBUMH MiKpOOpraHi3sMaMu.

HeuyTnusi

Hesxi wramu Burkholderia cepacia ta Stenotrophomonas maltophilia € pe3UCTEHTHUMH JI0
unpodIoOKCaIiHy, K i neski aHaepoOHi 6akTepii, ocobnuBo Bacteroides fragilis.

In1ra iHpopmais _—

MinimanbeHa Gaxrtepunuana koHueHtpanis (MBK) 3aszBudail He nepeBHmyq(MfJKxﬁmbmq HIK Ha
KoedimieHT 2. NG
3acmocysanns 6 omonozit
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MiKpoOpraHizmiB, OZJHAK KJIiHiYHA 3HAYMMICTh LUX JAHUX IPH BYyLIHUX iH(eKuisx HepigoMa. besmneka
Ta e(pEeKTHBHICTh 3aCTOCYBaHHs LUIPO(IOKCAIMHY IPH JIIKYyBaHHI IOCTPOrO 30BHILIHBOIO OTHUTY,
CIIPUYMHEHOT0 LHMH MIKpOOpraHi3MamMu, B aJeKBaTHUX Ta J0Ope KOHTPOJbOBAaHUX KIIHIYHHX
JIOCJTJUKEHHSIX HE BCTAHOBIIIOBAIIUCE.

HwxueHaBeneHi Oakrepii BBaXKAOTHCS 4YyTIHBHMH IIPH OLUHII 13 3aCTOCYBaHHSM TI'PAHHYHHX
CHCTEMHMX 3HAUEHb JiaMETPiB 30H MPHUTHIYEHHS POCTY Mikpooprani3miB. IIpoTe B3aeM03B’30K MiX
CHCTEMHHMH 3HAUEHHSAMM [iaMeTpiB 30H NPUTHIYEHHS pOCTY MIKpOOpraHismiB in vifro Ta
e(heKTHBHICTIO NIPH 3aCTOCYBaHHI Y ByXO He BCTaHOBJIeHHH. llunpodokcanun nemMoHCTpye in vitro
MIIK 1 mkr/mMn abo MeHire (CHCTEMHI TpaHMYHI 3HAYEHHS AiaMeTpiB 30H YyTIMBOCTI WIOJO
IPUTHIYEHHS POCTY MiKpoopraHiamMiB) npotu 6inbocti (90 %) mwramMiB HUKYEHABEIEHUX ITATOTEHHUX
MiKpOOpraHi3mis.

AepoOHi rpaMIIO3UTHBHI MiKPOOpPraHi3MHU:

Bunu Bacillus; Bumu Corynebacterium; Enterococcus faecalis; Staphylococcus aureus; Staphylococcus
epidermidis; Staphylococcus caprae; Staphylococcus capitis;, Staphylococcus haemolyticus;
Streptococcus pneumoniae; Streptococcus rpynu Viridans.

AepoOHi rpaMHeraTUBHI MiKpOOpraHi3MHu:

Achromobacter xylosoxidans subsp. xylosoxidans, Acinetobacter baumanii; Acinetobacter junii;
Acinetobacter Iwoffi; Acinetobacter radioresistans; renoBunu Acinetobacter 3; Citrobacter freundii;
Citrobacter koseri; Enterobacter aerogenes, Enterobacter cloacae; Escherichia coli; Haemophilus
influenzae; Klebsiella oxytoca; Klebsiella pneumoniae; Moraxella catarrhalis; Proteus mirabilis,
Pseudomonas stutzeri; Serratia marcescens.

Takox uuMnpodIoOKcanvH BUSBHBCS aKTHBHUM i1 Vilro MpOTH OLMBLIOCTI INTaMiB HHXKYCHABEICHUX
MIiKpOOpraHi3MmiB, SIKi CHPUYHUHSIOTE OTHT CEPEHBOr0 ByXa.

Aepo6Hi rpaMIIO3UTHBHI MiKPOOPraHi3MHu:

Staphylococcus aureus; Staphylococcus epidermidis; Streptococcus pneumoniae.

AepobHi rpaMHeraTuBHI MiKpOOpPraHi3Mu:

Escherichia coli; Haemophilus influenzae; Moraxella catarrhalis, Pseudomonas aeruginosa.
Pe3ucTeHTHICTH /10 HUIPOGIIOKCAIMHY 3a3BUYall pPO3BUBAETHCS NOBUIBHO. OIHAK y 1€l rpymy iHriGiTopiB
ripasy CIOCTEPiracThCs MapaiebHa Pe3HCTEHTHICTb.

Y pesynbrari JOCHIIPKEHb YYyTJIMBOCTI OakTepiii BHSBIEHO, MO OiNBINICTE MIKpOOpraHi3MiB,
PE3UCTEHTHHUX JI0 LUNPOQIIOKCALUHY, € PE3UCTEHTHUMH TaKoX 0 IHIHUX (rTopxiHoyoHIB. YacToTa
BHI1IEHHS IITaMiB i3 HaOyTOIO pEe3UCTEHTHICTIO 0 nunpodaokcanuny Oyna HU3bKOIO.

3aBasiku 0coOIMBOMY criocoly Aii He iCHye nmepexpecHol pe3HCTEHTHOCTI MidK HUIPO(IOKCAHHOM Ta
IHIDMMHU aHTHOAKTepiaTbHUMH 3aco0aMu 3 DPI3HUMH XIMIYHHMH CTPYKTypaMH, TaKUMH sK Oera-
JAKTaMHI aHTHOIOTHKH, aMIiHOIJIIKO3WJM, TETPAlMKIIHU, MAaKpOJigd Ta MENTHIM, a TaKoX
cynb(oHaMiny, IOXiIHI TPUMETONPUMY Ta HiTpodypaHy. TakuM YHHOM, MiKpOOPraHi3Mu, Pe3UCTEHTHI
JIO IIMX JIIKAPCHKHX 3aC00iB, MOXYTh OyTH Yy TIIMBUMH JI0 LUIPOQIIOKCALIUHY .

Dapmakoxinemuxa.

ITicnst MicLeBOro 3aCTOCyBaHHS B OKO JIFOAMHH HUIpodIIoKcanuH 1o6pe BCMOKTYEThes. KoHueHTpartist
LUIPO(IIOKCAIlMHY, BHUSBICHA y CIi3HiIM IUIiBLi, poriBLi Ta NepemHi kaMmepi OKa, Bif AECATH JI0
JEKiTbKOX COTeHb pa3iB Buina 3a MITKgo st 4y TIHMBHX OYHHX MATOTCHHUX MiKPOOpPraHi3MiB.
Cucremna abcopbuisi nunpodIoKCalHy IiCIs MICLIEBOTO 3aCTOCYBaHHS B OKO HH3bKa. PiBHI
UIpodIOKCalMHY Y IUTa3Mi Miciist 7-A€HHOr0 MiCIIeBOI0 3aCTOCYBAHHS KOJIMBAJIUCS BiJ PiBHIB, L0 HE
MiIAI0TECS KITbKICHOMY BU3Ha4YeHHIO (<1,25 ur/mi), 1o 4,7 Hr/mit. CepeHe 3HaYEHHS MAKCHMATBHOT
KOHIEHTpalii 1unpodIOKCaluHy y IUla3Mi, OTpEMaHe Iicisl MICIEBOr0 3aCTOCYBaHHS B OKO, OyJio
npubnu3Ho y 450 pasiB MeHIIe 3a 3HAYEHHS, IO CIIOCTEPIrajocs IIiCIs IepOpPaILHOTO 3aCTOCYBaHHS
oL[Hopa:mBo'f JI03H unnpoq)JIOKcauHHy, o craHoBuia 250 Mmr.

V miteit 3 oTOpe€io i3 BUKOPUCTAHHSAM THMIIAHOCTOMIYHOI TpyOku abo 3 nep(bopame}o 6apabanHol
IIEPETUHKH MiCLIeBE 3aCTOCYBaHHSI unnpmbnoxcaunﬂy Y BYXO IPH3BOJHIIO 10" pmﬁ (
UIpoIIOKCaHy Y IJIa3Mmi, o He MiANaloThCS KiJbKICHOMY annaqeﬂﬂ;o,\r}pﬁ Me)Klﬁ nﬂBneHHﬂ 5
Hr/MIL. Y TBapPlH unnpO(bnoxcauHH pO3MOAIIABCS Yy IUIasMi Ta pmnyf \¢epemn>or‘ KByXa micins
BHYTPIIIHBOM 30BOi iH’€KIIii Ta BCMOKTYBABCSl Y BHYTPIIIHE BYXO mcnsf Ql{ﬁﬁ}i) x;?twls}a\cgiocynanm y
CEepeIHE BYXO. ~
CucremHi (papMaKkoOKiHETHYHI BIAaCTHBOCTI uun;icﬁp‘spﬁgauqﬁymwpe B B‘{Q\I:R




[unpodiokcanut n00pe po3MOAUISIETECS Y TKaHHHAX Tijia, 3 piBHEM BMICTY Y TKaHHHAX 3a3BUYaii
BHUIIUM 32 piBeHb BMIcTy y miaa3mi. O6’eM posnominy y crabinbHOMY cTaHi cTaHOBUTE 1,7-2,71 n/kr.
3B’s3yBaHHA 3 OLIKOM CHpPOBAaTKU CTaHOBUTH 16-43 %. Ilepion HamiBBUBeAEHHS LMITPOQIIOKCAIIMHY i3
CHPOBAaTKU KpOBi CTaHOBUTH 3-S5 roauH. [Ticis mepopaibsHOro 3acToCyBaHHs OAHOPa30BOl H03H Bix 250
10 750 Mr y TopociuX MamieHTiB 3 HOpMaNbHOIO QyHKIIi€io HUpok 15-50 % 1031 BHIIAETECS ¥ ceuy Y
BHUIJISIZIL HE3MIHEHOT Jlikapchkoi peuoBuHH Ta 10-15 % — y Burisai MetabositiB mpotsrom 24 roaus. Sk
LUIPO(IIOKCAMH, TaK i HOro YOTHPH NMEPBUHHI MeTabOJITH BUIINAIOTECA Y cedy Ta Kai. HupkoBuii
KiaipeHc nunpodiokcanuHy 3a3Buuail craHoBUTh 300-479 ma/xB. IlpuGnusno 20-40 % mosu
BUBOJHUTHCS 3 KAJIOM y HE3MIHEHOMY BUIIISIZ Ta Y BUIVISIAI METa0OJITiB IPOTATOM 5 JIHIB.

Kuriniyni xapakTepucTHKH.

Ilokazanna.

Bupasku poriBku Ta noBepxHeBi iH¢ekuil oka (oueif) i #oro mpHmaTKiB, CIPUYMHEHI IITaMaMH
OaxTepiit, 9y TIMBUMHU JO HUMPO(IIOKCAIIUHY.

["ocTpuit OTUT 30BHIIIHBOTO ByXa, 4 TAKOX FOCTPUIl OTUT CEPEAHBOrO ByXa i3 3aCTOCYBAHHAM JAPEHAKY
Yyepe3 TUMIIAHOCTOMIYHY TPyOKy, CIIPUYMHEH] lTaMaMy GakTepiif, 4y TIAMBUMHE 10 HUIPOIIOKCAIUHY.

Ilpomunoxaszanns.
I[linpumena dyTiuBicTe N0 ImIpoduokcaiuHy abo J0 IiHIIMX XiHOJOHIB, a6o 10 Oyap-KOTO 3
KOMITOHEHTIB IIpenapary.

B3aemooia 3 inmumu nikapcokumu 3acobamu ma iHuwi 6uou 63aemooii.

Ockinpky IUNPOQIIOKCAIHH IPH MiCLIEBOMY O TaIBMOJIOTIYHOMY 200 OTOJIONIYHOMY 3aCTOCYBaHHI Mae
HHM3bKY CHCTEMHY KOHIIEHTPALilO, B3aEMOJisl 3 IHIIUMHM JIKapCEKUMH 3aco0aMu € MajoMMOBIpHOIO.
SIKII0 ONHOYACHO 3aCTOCOBYIOTH KiJIbKa JIIKAPCHKHUX 3acO0iB U MICIIEBOrO 3aCTOCYBaHHS B OKO,
HEOOXiZIHO 3a4YeKaTH IIOHAMMEeHIIe 5 XBUIMH MiX iX 3acTocyBanusaM. OuHi Masi ciij 3aCTOCOBYyBaTH
OCTaHHIMH.

Ocobnugocmi 3acmocysanus.

Tinbku 11 0 TaIBEMOIOTIYHOTO 3aCTOCY BAHHS.

3aranbHi

e VY nauieHTiB, fKi IPOXOAMIIM TEPAIil0 XiHOJIOHOM, CIIOCTEPIraiucsl CepHo3Hi Ta iHKOMM JIeTalbHi

(anaginakTydni) peakuii miBUINEHOT Yy TIIMBOCTI, AESKi — ITiCJIs 3aCTOCY BAHHSI TEpIIoi 1031, JlesKi
peakxuii CympoBOKYBATHCS CEPLEBO-CYIMHHOIO HEIOCTATHICTIO, BTPATOIO CBiIOMOCTI, IIIyMOM Y
ByXax, HaOpSAKOM IJIOTKH ab0 00JINYYs, JUCITHOE, KPOIIUB’ SHKOIO Ta cBepOexeM. JIuIue y neKinpkox
TAL[iEHTIB CIIOCTEPIraaucs peakiii rinepuyTiauBOCTi.

o CepiHo3Hi BMIAAKM TOCTPOi TiNEPUYTIUBOCTI JO HUIPOGIIOKCAMHY MOXYTh IOTpeOyBaTH
HEBIJKIANHOro JiKyBaHHA. IIpu KIIHIYHEX IOKa3aHHSAX CIiJ MPOBECTH KHUCHEBY Tepalilo Ta
BiJTHOBJICHHS MPOXiTHOCTI JUXAIBHHUX LUIAXIB.

o Crin IPUIIMHATH 3aCTOCYBAHHS LUMPOQIOKCAIMHY [IPH MEPIIMX O3HAKAX BHCHIIAHb HA LIKipi a6o
Oy Ib-SIKMX IHIIUX O3HAKaX PeaKIlil MmiABUINEHOT Iy TIUBOCTI.

e SIx i mpu 3acTocyBaHHI BCiX aHTHOaKTepiaJbHHUX IIpemapariB, TPUBAIE 3aCTOCYBAaHHS MOKE
IIPU3BECTH JI0 HAJMIPHOTO POCTY HEYYTIMBUX JIO aHTHOIOTHKIB GaKTepiallbHUX MITamiB abo rpubis.
V pasi po3BUTKy cynepiH(eKIil ¢y MpoBeCTH BiANOBiAHY Teparriro.

e 3anajeHHs Ta PO3PHB CyXOXXHJUIS MOXIIHBI IIPH CUCTEMHIN Teparii (PTOpXiHOJOHAMH, BKIIOYAIOUH
UnpoQIIOKCaluH, 0COOIMBO y MAIi€HTIB JITHBOrO BiKy, @ TAKOX y MALIE€HTIB, SIKMM CYIyTHbO
3aCTOCOBYIOTh KOPTMKOCTEPOiny. TakuM 4YuMHOM, JKyBaHHS i3 3aCTOCYBAaHHSAM OYHHX/BYLIHHX
Kparieyb LIanOHeKc® CJIiJ] IPUITMHUTY [IPH IEPIIMX O3HAKAX 3arajeHHs cyxoxmmm

Ouni kpami o :

e Kniniynuii 1OCBix 3aCTOCYBaHHS IIpenapaTy AiTsaM Bikom 10 1 poky, oco6n BO HO OHapO,IDKeHHM
JIOCUTH OOMEXKEHHUH,

e He pekOMEHIYEThCs 3aCTOCYBAHHS OYHHMX Kparess Iunponexc® HOBG&Ha‘{ ;ﬁ){(e’}’i
| @ Tl { | @it

HOBOHApPOJPKEHUX TI'OHOKOKOBOI'O Ta XJIaMl,Z[lI/IHOI‘O HOXO,Z[)K@H;UI Oé)KlJ'I
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TNalieHTiB JaHoi kareropii. HoBoHapommkeHi 3 GlI€HOPEEI0 HOBOHAPOKEHNX TIOBUHHI OTPUMYBATH
JNiKyBaHHS, BIJINOBIIHE iX CTaHY.

e Ilpu3acTocyBanHi ounmX Kpanenb Llunponexc® ciia 6paty JI0 yBaru pusK NOTPAILISHHS Iperapary
y HOCOTJIOTKY, 1[0 MOYKE CPHUYHMHATH BUHUKHEHHS Ta MOLIMPEHHS GaKTepiaibHOl pe3UCTEHTHOCTI.

* V namieHTiB i3 BHPa3KOIO POTriBKH Ta YaCTHM 3aCTOCYBaHHAM OYHMX Kpamesb, IO MiCTSTh

uunpodiokcanu, crnocrepiramu 6im ouHi mpermmiTaté (3QIMLIKE JHKAapchKoro 3aco®y), sKi

3HUKAJIU TiCJIS 3aKiHYEHHS 3aCTOCY BaHHSI OUHHUX Kparieib. BUHUKHEHHs NpenumiTaTis He BUKITIOUae

MOJAJBIIOrO 3aCTOCYBaHHS OYHMX Kpanenb, a TaKoXXK HEe Mae€ HEeraTMBHOTO BIUIMBY Ha Iepebir

3axBoproBanHs. [Ipenumnitaty Bigmivanu Bix 24 ronus o 7 mHiB micis mowatky Tepamii. IloBHe

3HUKHCHHS IPELMIIITaTiB BiAOyBaeThCs Binpasy abo npotsrom 13 i micyis moyarky Teparii.

Ouni kparuti Llunponexc® MicTaTh GeH3aIKOHII0 XJIOPH/, SKAH MOXKE CIIPUYUHSTH NOJIPa3HEHHS Ta

3HeOapBIIIOBATH M’sIKi KOHTAKTHI JIIH3H.

e He PEKOMEH/IY€EThCsT HOCUTH KOHTaKTHI JIIH3H ITiJT 9ac J'IiKyBaHHSI OuHOI 1H(eKil.

OTxe, manieHTaM Ciij nopeKOMeHzxyBam HE HOCHTH KOHTAKTHI JIIH3H Il Yac JiKyBaHHS OYHUMHU
kpamisvu L{unporexc®. SIKIo nanienTaM J03BONHIM HOCUTH KOHTAKTHI JIH3H, 1X CJTi/ 3HATH nepen
3aCTOCYBaHHSAM OYHHUX Kparesb Ta I09€KaTH He MEeHIIE 15 XBUIIMH Nepe]] TUM SIK 3HOBY OJISTHYTH.

Bymmni kparti

¢ EdexTusHicTs Ta 6e31eKa 3aCTOCYBaHHS IIpeiapaTy JiTsaM BikoM 10 1 poKy He OLiHIOBAJIKCL.

* Xoua € iy>ce 0OMexeHi aHi 010 MalieHTiB, SKi He JOCATIH BiKy 1 pOKY, SKHM JIiKyBaJH FOCTPHil
30BHIWHIM OTAT, y Wil nomynamii namieHTiB Hemae BiaMiHHOCTeH y camomy mepebiry
3aXBOPIOBAHHI, 110 O MEPEIIKOKAIIO 3aCTOCYBAHHIO LIBOTO JIIKapChKOro 3acoby. Buxoasauu 3 mysxe
0OMEXCHHUX JIaHUX, JiKap, KU} NpU3HaYae Ipenapar JTsaM BikoM 10 1 poky, MOBHHEH 3BaXyBaTH
KIiHIYHI TlepeBar 3acTOCYBAaHHS BiJ BiIOMHX Ta, MOX/IMBO, HEBiJOMHX pH3MKiB. Besmexa Ta
e(EeKTHBHICTh 3aCTOCYBaHHS JIKapChKoro 3acofy Llumponexc® He BuBUammCcs 3a HaABHOCTI
neppoposanoi GapabaHHOI IEPETHHKH, TOMY HOr0 ClIijl 3 06EPEXKHICTIO 3aCTOCOBYBATH MALliEHTAM
13 Binomoro mepdopaniero abo migo3poro Ha mepdopanio, abo y BHIAAKY, KOJH iCHYE PHU3UK
nepdoparnii 6apabaHHOT IEpETHHKM

e JSlkmo micig 3acTOCYBaHHS JIKapChbKOro 3aco0y IPOTArOM THDKHS O3HAKH 1 CHMITTOMH
3aXBOPIOBAHHS HE 3HUKAIOTh, PEKOMEH Iy €ThCSI IIPOBECTH IIOBTOPHY OLIHKY CXEMH JIIKYBaHHSI.

* VY mnauieHTiB, KAM 3aCTOCOBYBAlHM CHCTEMHI XiHOJIOHH, BiI3Hauanu peakuil (OTOUyTIHBOCT
pisHoro crymens. OCKiNbKM JaHMH JiKAapCHKWH 3aci6 3aCTOCOBYETBCS MICIEBO, peaKiiii
(oTouyTIMBOCTI Mao- HMOBIpHI. ‘

o Ilpu 3akamyBaHHi y ByXO CNifl 3ZiMCHIOBATH 4YacTHil MENMYHMI MOHITOPHHI JUIS MOMIHBOCTI

CBO€YACHOI0 IIPOBEICHHS IHIIUX TEPAIEBTHYHUX 3aXOiB.

3acmocyeanna y nepioo eazimmocmi abo 200ysanns 2pyooio.
PenponykrusHa QyHKIlig

JloCIi/pKeHHs 3 METOIO OLIHKM BIUIMBY Ha PEHPOAYKTHBHY (YHKIIIO MpPH MiCIIEBOMY 3aCTOCYBAHHI
npenapary [{unponexc® He 3xilicHIoBaHCSL.

BaritHicTb

Hemae apmexBaTHMX JaHMX IIOJO 3acTocyBaHHS mpemapary Llumponexc® BariTHEM KiHKaM.
JlocnikeHHs Ha TBapHHAX HE BKA3yOTh HAa NPSMMH IUKIUIMBHHA BIUIMB 4Yepe3 PENpOLyKTHBHY
TOKCHYHICTb.

Baxxano yHMKaTH 3aCTOCYBaHHS MIpENapaTy i/ 4ac BariTHOCTI.

lonyBanHg rpyuio

[pu MePOPaTLHOMY 3acToCyBaHHI uNpodIIokcauH OyIo BUSIBICHO y TpyaHOMY Mojowui. Herinomo,
YM BUAUISETHCS NMIPOQIOKCAIHH y IPyIHE MOJIOKO IIiCIIs MiCIEBOTO 3aCTOCYBaHHS B OKO a60 BYXO.
Crin 3 o6epexHicTio 3actocoByBatu Llunponexc® sxinkam, ki roayroTs rpyamo.

Mexanizmamu. g
I[aHI/IIfI npenapar HE BIIJIMBAE abo Ma€ He3HAYHMI BIUIMB HA 30aTHICT Kef}‘/ TI/I
iHmmMMu MexadizMaMu. TumdacoBe 3aTyMaHCH§5t43[OF% aGOﬁHI.ﬁI (0] 0)%11( 3
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3JIaTHICTh KEPYBAaTH aBTOTPAHCIIOPTOM abo iHIIMMHU MexaHi3MaMHU. SIKIO 3aTyMaHEHHs 30py BHHUKAE
IiJ Yac 3aKallyBaHHS, IALieHTy HEOOXiZHO 3aueKaTH, JOKU 3ip NPOSCHUTHCSH, IEPII HDK KepyBaTh
ABTOTPAHCIIOPTOM a00 iHIIUMU MEeXaHi3MaMH.

Hemae XONHHX NaHHX ILIOAO BIUIMBY ByImIHHX Kpamens I[umponexc®
aBTOTpAHCIIOPTOM ab0 IHITUMH MEXaHI3MaMH.

Ha 3JaTHICTb KepyBaTH

Cnocio 3acmocysanna ma 003u.
3acmocysanns 6 oghpmanvmonozii
Jlopocii, BKJIIOYAO4X NAIiEHTIB JITHHOTO BiKY. Ta HiTH
Bupasku poziexu
Iunporexc® cITiz 3aCTOCOBYBATH 3 TAKMMH iHTEpBAIaMH, BKIIOYAIOUM HiUHMI yac:
y 1-i1 meHb 3aKammyBaTH Mo 2 Kparuii y KOH FOHKTHBaJIbHUN MILIIOK (-KH) ypa)XeHOro oka (o4eit) KoxXKHi
15 XBWJIMH MPOTSATOM IMEPIINX 6 TOAUH, MOTIM — IO 2 Kparuli KoXkHi 30 XBHJIMH NPOTATOM NEpLIOi
nobu;
Ha 2-i JeHb 3aKamyBaTH 10 2 Kpallli Y KOH IOHKTHBAJIBHHM MIIIOK(-KH) ypaskeHOro oka (ouei)
IIIOTOTUHM;
3 3-ro mo 14-ii meHp 3aKamyBaTH IO 2 KpaIll Y KOH’IOHKTHBAJbHUM MIIIOK(-KH) ypa)keHOrO OKa
(oyeit) KOKHI 4 TOIUHH.
[Ipu Bupasui poriBKU JIiKyBaHHS MOXKE TpuUBaTé Oinblie 14 AHIB, cXeMy NO3yBaHHS Ta TPUBAIICTh
JiKyBaHHs BU3HAYAE JIiKap.
Baxmepianeni nosepxmegi inghexyii oka ma tioeo npuoamxie
CranmapTHa 032 CTAaHOBUTH 1-2 Kparul y KOH'IOHKTHBAJIBHHUN MIIIOK (-KH) ypakeHOro oka (oueit) 4
pa3u Ha JIeHb.
ITpu TsoxKuX iHGEKIINX 1032 MOXE CTAHOBUTH 1-2 Kparuli KOXHi 2 TOJMHHU Yy Neplli 1Ba JHi IPOTIroM
JICHHOTO 4acy.
3a3Buyail JiKyBaHHs TpuBae 7-14 nHiB.
[Ticns iHCTHIALI] peKOMEHAYETHCS IIITBHE 3aKPUTTS MOBIK a0 HOCOCIBO30Ba OKM03is. Lle 3HImKYye
cucTeMHy abcopOlito mpenapary, BBEACHOIO B OKO, L0 3MEHIIY€E BipOTiAHICT CHCTEMHUX MOOIUYHMX
edexTiB.
VY pasi cymyTHBOI Tepamii i3 3aCTOCYBaHHSM iHIIMX MICIEBHX O(TaIbMOJIOTIYHKX TIpenapaTiB CIij
JOTpUMYBAaTUCH iHTEepBay 10-15 XBUIHH MiX X 3aCTOCY BAaHHSIM.
iTH
Jlo3yBaHHS IS JiTeit BiKOM BiJl 1 pOKYy € TaKUM e, SIK i IS TOPOCIIHX.
VY pesynbrati KJIiHIYHOrO JOCTIPKEHHS 3aCTOCYBaHHSI IIpenapaTy HOBOHAPODKEHUM Ta JITSIM BiKOM J10
OJTHOTO MicsIs BUsIBIIEHO, mo I [umponexc® € KIiHiuHO Ta MiKpOGiONOTiUHO e(hEeKTHBHUM JUTS JTiKyBaHHS
OaxTepiaTbHOrO KOH FOHKTHUBITY Y L€l KaTeropii mamieHTiB 1Py 3aCTOCYBaHHI 3 pa3u Ha JEHb IPOTIrOM
4 nuis.
[TanieHTH 3 NOpYIIEHHIMHU QYHKIIT NEYiHKYU Ta HUPOK
3acrocysanns npenapary Ilunponexc® uit kateropii manieHTis He BUBYATOCS.
3acTepeskHi 3aX0/IM IPU 3aCTOCYBaHHI
1106 monepenuTu 3a0pyIHEHHS KiHYMKa KpaleJbHULIL Ta pO3YHHY, HeoOXiTHO OyTH 00epeKHUMH 1 He
TOPKATHCS MOBIK, IPUJIETIIMX AUISHOK a0 IHIIKMX IOBEPXOHb KIHYMKOM (hlaKOHa-KpareIbHHUII.
3acmocyeanms 8 omonozii
Jlo3yBaHHsI
Jopocii, BRIIOYAIOYX NAIEHTIB JITHBOTO BIKY
JI1s TOpoCHMX f03a CTAHOBHUTH 4 kpari npenapary L{unponexc® y ByLIHuit kaHa 2 pasH Ha JIEHb.
JIis mamieHTiB, SIKMM MOTPiOHE 3aCTOCYBaHHS BYIIHHUX TaMIIOHIB, O3y MOXKHA ITOJBOITH TIIBKH IPH
HepLIOMY 3aCTocyBaHHi (TobTO 6 Kpamnenb I AiTe# Ta 8 Kpanens s JOPOCITHX).
3araom TPUBAJICTH JTiKyBaHHS He IIOBUHHA NIEPEBUIyBaTd 5-10 AHIB. Y NeSKUX BUIIAAKAX JIKYBaHHS
MOKHa IPOJIOB)KHTH, AJIE Y TAKOMY pasi peKOMEHYEThCSI IEPEBIPUTH quHHBlCT 1cueB01 ¢bopu.
VY pasi cynyTHbm Teparii IHIIUMH MiCIIEBUMH JIIKAPCHKUMU 3aC00aMu cmn Bi¢ TpumyBafHCB iHTEpBaIly
10-15 XBUJIHMH MiX iX 3aCTOCYBaHHSIM.

XUTPHY H.B.
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iTH
Jlo3za CTaHOBUTH 3 Kparul IpenapaTy Iunponexc® y BymHM# KaHan 2 pasu Ha JeHb. besmeka Ta
e(eKTUBHICTB 3aCTOCYBaHHs IIpEMapary ITunponexc® mociimKyBsamucs y gitei BikoM Bix 1 10 12 pokis.
Besreka Ta e()eKTUBHICTh 3aCTOCYBaHHsI [IperiapaTy AITsM BikoM 10 1 poKy He BCTaHOBJIEHI.
[TarieHTH 3 NOPYIIEHHSIMH (YHKINT IEYiHKM Ta HUPOK
3acrocysanns npenapaty L{unponexc® niit kareropii mamieHTiB He BUBYANIOCH.
3acTepe)kHi 3aX0/IH [PH 3aCTOCYBaHHI
Cutix peTeIbHO IPOYMCTUTH 30BHiIHIH cryxoBuii kanai. 1106 3amo6irti BecTHOYIApHiN cTUMYIISNIT,
PEKOMEH/Ty€ThCSI BBOAUTH PO3YHH KiMHATHOI TeMIIepaTypH abo TeMIIEpaTypH Tila.
[TanieHT MOBHHEH NepeOGyBaTH B MOJIOXKEHHI JISXa4yd Ha IPOTUIIEKHOMY OOI BiIHOCHO ypa)KeHOro
Byxa. BaxkaHo mepefyBaTu y TakoMy MOJOXeHHI nmpotsiroM 5-10 xBumuH. Takox micns MicueBOro
OUHMINEHHS y CIIYXOBHIX IIPOXi/l MOYKHA BBOJUTH 3MOYCHHI TaMIIOH i3 Mapii abo 3 rirpocKomivHoi BaTH
Ha 1-2 nHi, ane #oro HeoOXiqHO 3MOYYBaTH ISl HACHYEHHSI IPerapaToM 2 pa3y Ha JEHb.
11{06 monepenuTH 3a6py THEHHS KiHUMKA KpareJIbHULI Ta PO3UHHY, HeoOXiqHO OyTH 06epekHUMH 1 HE
TOPKATHCS BYIITHOI PaKOBHHH a60 30BHILIHEOrO BYIIHOIO IIPOXOJY, IPUIIETIHX AiMSHOK abo iHIIMX
TIOBEPXOHB KIHUUKOM (hITaKOHA-KpaIleJIbHHLI.

Himu.
OuHi kparuti
3acTOCOBYBATH JITSAM BiZl HAPOKEHHS (IUB. po3Ais « OcobIMBOCTI 3aCTOCY BAHHS» ).

BymHi kpamuti
3acTocOBYBaTH JITSIM BIKOM BiJ 1 pOKy.

Besneka Ta eeKTUBHICTH IPH 3aCTOCYBaHHI AITSIM BiKOM JI0 1 pOKy HE BCTaHOBJIEHI.

Ilepedosysanna.

3Ba)kalouM Ha XapaKTePUCTHKH JaHOTO Mpenapary, IpU3HaYeHOro Ul 30BHIIIHBOIO 3aCTOCYBaHHS, HE
OUiKyeThCs OyIb-9KOr0 TOKCHYHOrO e(ekTy Ipu Horo 3actocyBaHHI B odTanpMojorii/oTosorii B
PEKOMEHIOBAHKX 038X, a TAKOXK IIPU BUIIaJIKOBOMY KOBTaHHi BMIiCTy OHOTO (JIaKoHa.

Io6iuni peakuii.

Hmxuenapeeni mobiuni peaxiii kiacugpikyBaniyu TakuM YHHOM: mysxe 4dacti (>1/10), wacti (=1/100,
<1/10), mewacri (>1/1000, <1/100), mooxuuoki (>1/10000, <1/1000), pinkicui (<1/10000) abo HeBimoMi
(HEMOKIIMBO OLIHUTH YaCTOTy iX BMHUKHEHHS 3 iCHYIOUMX JaHMX). Y MexaxX KOXKHOI Ipynu moGiuni
e()eKTH IIpEeACTAaBIIEH] y TIOPSIKY 3MEHIIEHHS iX CTyneHs TshKKocTi. Jlani mono nobiuaux epekris Oyiu
OTpHMaHi IIiJ] Yac KIHIYHUX JOCIIPKEHb Ta IIPOTIroM IIOCTMapKETHHIOBOT'O IIEPiOJy 3aCTOCYBAaHHSI.

TTo6iuni edexTH, SKi COCTEpiraaucs Micis 3acTocyBanHs npernapaty L{unpornexc® B oko

Tabmuus 3
Kiacu cucrem oprais IToGiuHi peakuii 3rigHo 3 knacudikaropom MedDRA
Iadexuii Ta iHBa3il I1000uHOKI: SUMiHb, PUHIT
3 Goky imyHHOI cucTeMH [1000uHOKI: TiABUILIEHA Yy TIUBICTh
3 60Ky HEpBOBOI Yacmi: pucres3ist
CHUCTEMU Heuacmi: ronoBHui 61116
Iloo0uHoKi: 3a1aMOpPOYEHHS
3 00Ky oprasis 30py Yacmi: BiAKIaJEHHS Ha POTIBIIi, BiXIyTTs qCKOM(GbOPTY B OIIi, TimepeMis oka

Heuacmi: kepatomnaris, iH}inbTpaTu poriBku, 3a0apBICHHS POTiBKY,
CBITJIODO0S3HB, 3HIXKEHHSI TOCTPOTH 30py, HaOpSK NOBIiK, 3aTyMaHEHHS 30Dy,
O1JIb B OITi, CYXiCTh OKa, npnnyxnicn oueii, cBepOiX OKa, BIIUYTTS
CTOPOHHBOTO TiJIa B OIli, MiZIBUIIEHA CIIHO30TeYa, BUIIICHHS 3 OKa, yTBOPEHHS
nycoqox TI0 KpasiX MOBIK, Ty IEHHST TIOBIK, Ha6p;u< SIS

KOH’ IOHKTHBH, epHTEMa MOBIK g

3 OOKy OprasiB CIyxy Hoodunom. 61m> y ByCi

S
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3 60Ky pecmipaTopHoi | [Tooounoxi: rinepcekpelis IPMHOCOBHX Ia3yX
CHCTEMH, TOPaKaJIbHI Ta

MeTiacTHHAIbHI

HOPYIICHHS

3 60Ky LIUTyHKOBO- Heuacmi: nynota

KHMIIIKOBOT'O TPaKTy Iooounoxi: niapesi, 6iJib y 5KUBOTI
3 GoKy LIKipH Ta IlooOunoxi: nepMaTuT

i IIKiPHAX TKAaHUH

[Topymenns 3aranbHOro| [1000uHoKi: HENMEPEHOCUMICTh IIPENapaTy
XapakTepy Ta CTaHH,
OB’ sA3aHi 3 MiclEM

BBEJICHHS
Jla6opartopHi IToodunoxi: BiIXUJIEHHS Bil HOpMH pPe3yJIbTaTiB J1a00paTOPHUX
JIOCTTi JDKEHHS JIOCIiDKEHb

[To6iuni peakiii, Ipo SAKi MOBIZOMIISIIOCS IIPU 3aCTOCYBaHHI IIpenapaTy ITunponekc® y Byxo

Tabnuus 4
Krnacu cucreM opratis ITo6Giuni peaxitii 3rigHo 3 KiacubikaropoMm MedDRA
3 60Ky HEpPBOBOI CHCTEMH Heuacmi. nnakcUBicTh, TOJIOBHUH 0i11b
3 GoKy OpraHiB CIIyXy Ta JaOipHHTY Heuacmi: 6ins y Byci, 3aKJIaJICHICTh ByXa, OTOpes,

cBepOiX y Byci
Heegioomi: 13BiH y Byxax

3 6OKy LIKipH Ta MiJMKIpHUX TKAaHUH Heuacmi: nepmMatut

[TopymenHs 3araqpHOTO Xapakrepy Ta | Heuacmi: rineprepmis
CTaHH, II0B’A3aHi 3 MiCIIEM BBEJICHHS

Onuc HaBeAeHUX MOOIYHUX peakiin
[Tpu MicieBoMy HaHeCeHHI (TOPXiHOJOHIB My’Ke PiIKO BUHUKAIM TakKi peakIii sik (reHepai3oBaHHi)
BUCHII, TOKCHYHHM emmigepmori3, ekcdoriatuBHui aepmatut, cuHiapoMm CriBeHca-/[koHcoHa Ta
KpOIUB’ STHKA.

B okpemux BHIAIKax IPH 3aCTOCYBaHHI LMNPO(IOKCAMHY B OKO CIOCTEpIrajucs BHIIAIKH
3aTyYMaHEHHS 30pY, 3HIXKEHHS TOCTPOTH 30pY Ta O3HAKH 3aJIMIIKY IIpenapary.

PiZkO KOMIIOHEHTH IIpemapary MOXXYThb CIHPHUMHUTH pEaKmilo IIiJBUINEHOI YyTJIHBOCTI IIpH
3acTocyBaHHi y Byxo. OfHaK, sIK i IpH HaHECEHHI Ha LIKipy Oy ab-sKO1 peYOBHHH, 3aBX U € HMOBIPHICTh
BUHMKHEHHS aJIEPTiYHOl peakiii Ha Oy Ib-sIKUi 3 KOMIIOHEHTIB IIpenapary (TUIBKY JUIsl By LIHUX Kparneib
[unponekc®).

ITpo cepiio3Hi, a y esIKMX BUIIAAKAX — PO JIeTanbHi (aHadinakTHyHi) peakuii migBUIIEHO] Yy TIMBOCTI,
iHOmi micys mepIoi T03H, HMOBINOMIISUIOCS Yy IALiEHTIB, SKUM 3JiHCHIOBaNacs Teparis CHCTEMHHUMH
Xinosionamu. JIesiki peakiiii CyImpoBOIKYBaIHCS CEPLIEBO-CYJHHHUM KOJIAlCOM, BTPATOIO CBiZOMOCTI,
MTOKOJIIOBAHHSAM, HAOPSKOM IJIOTKH ab0 00IHYYs, AUCITHOE, KPOIIMB’ SHKOIO Ta CBEPOEKEM.

VY mamieHTiB, SIKi OTPUMYB&IM CHCTEMHi (PTOPXIHOJIOHHM, NOBIZOMIISIIOCS IIPO PO3PHBH CyXOXKHIUIS
IUIeYa, KUCTi, axiJZIOBOrO0 CyXOXWJUIi ab0 iHIIMX CYXOXHJIb, sKi MOTpeOyBalIMd XipypriuHoro
BiJIHOBJIEHHS a00 NMPU3BOAMIIM 1O TPUBAJIOi Hexie3gaTHOCTi. JIOCHiMKEeHHS Ta NMOCTMApPKETHHIOBUMN
JIOCBIJl 3aCTOCYBaHHSI CHCTEMHHX (TOPXIHOJIOHIB BKa3yIOTh Ha Te, IO PU3UK BUHUKHEHHS TaKHX
PO3pUBIB MOXeE 301IbLIYBATHCS Y TALIEHTIB, IKi OTPUMYIOTH KOPTHKOCTEPOIIH, OCOOIMBO y MAIliCHTIB
JITHBOTO BIKY, Ta IPU BEIMKOMY HaBaHTA)XCHHI HA CyXOXHIUIs, BKIIIOYAIOYH axXiuioBe cyxoxuiuia. Ha
CHOrOZIHI KJIiHIYHI Ta IOCTMApKETHHIOBI JdaHi He TPO/IEMOHCTPY BAITH YITKOTO 3B’;131<y MK
3acTocyBaHHAM Tpemnapary Llumponekc® Ta moGiuHuMu peakiismu 3 GOKy CKEJETHO-M ’130BOI  Ta
cnonyqﬂm TKaHUH. x

VY namieHTiB 3 BUPa3KOIO pormxn IIPH YacTOMY 3aCTOCYBaHHI npenapary Hnnpoaexc cnoc*replrch;I
Oinuit mpermmiTar B Oui (3AIMIIOK MHpenapary), SKHH 3HHKaB IiCIA 'rronaﬂbmo 10 3ACTOCY BAHHSL.
HasiBHicTh mpenumnitaTy He HOTpeGye IIPUIIMHEHHS 3aCTOCYBaHHS Iperna aTy HHHpOH_ o8y a{ffgaxom HE
Ma€ HEraTWBHOTO BILIUBY Ha KJIIHIYHY KapTHHY IIPOLECY BHLYKaHHS. dinl

XHTPHY H.B. %
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Tepmin npuoamuocmi. 3 poxu. He 3acrocoByBaTd IiCNs 3aKiHUEHHS TEpPMiHY NPHUIATHOCTI,
3a3HAYEHOTO Ha YNaKOBIIi.
TepMiH NpUIATHOCTI NpenapaTy IMicis MePILIOro BiIKPUTTS — 4 THOKHI.

YMoBu 30epiraHus.
36epiraTu B OpUTiHAJIBHIM yIaKoBLI IpH Temrepatypi He Buie 25 °C.
30epiraT y HEJOCTYIHOMY AJIS iTeH Mici.

YnakoBka. [lo 5 M mpemapaTy B NOJIETHICHOBOMY (DakoHi-KpamenbHHUI MICTKICTIO 5 M, 3
KPHUIIKOIO 3 rapaHTiiHuM KinbueM. ITo 1 ¢uakony B kapTOHHI# KopoOui.

KaTreropis Bignycky. 3a penentom.

3agBHHK.
®apmanestuunuii 3aBoj “TIOJIbOAPMA” C.A./
Pharmaceutical Works “POLPHARMA?” S.A.

Micue3naxo/zkeHHs 3asiIBHHKA Ta aJipeca Miclsl NPOBa/I’KeHHS HOro JXisyIbHOCTI.
By [Tenprummabcka 19, 83-200, Craporapa I'nauscku, [Tonsma/
19, Pelplinska Str., 83-200 Starogard Gdanski, Poland.

Bupo6uuk.
JDKAJTIPAH TAJIEHCBKI JIABOPATOPIH n.11./
JADRAN GALENSKI LABORATORIJ d.d.

Micue3naxo:keHHs BAUDOOHHKA Ta ajgpeca MicLsi IPOBAI:KeHHsI HOro qislyIbHOCTI.
Csinno 20, Pimxeka, 51000, Xopsaris/
Svilno 20, Rijeka, 51000, Crotia

JaTa ocTAaHHBOIO NeperJsiay.

XUTPUY H.B. /
03.06.2025 /
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