IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TOBPEKC °

(TOBREX?)

Cknao:
ditoua pevyosuHa: 1 M pO3YUHY MIiCTUTH TOOpPaAMillUHY 3 MT;

donoMidicHi peyosuHu: OEH3ANKOHII0 XJIOPUA, KKCIT0Ta O0pHA, HATpito cynbdaTr 6e3BOIHUN, HATPilO
XJIOPH, TUIIOKCATIOJI, KUCJIOTa cipyaHa Ta/ab0 HATpiio TiTpoKCH[, BOfa OUMIIEHa.

JlikapcbKa ¢popma. Kparmni ousi.

OcHo8HI (pi3uko-xiMiyHIi 81acmusocmi: IPO30pPUK PO3YUH Bif 6e36apBHOTO 0 6I1i0-K0BTOTO ab0
KOPUYHEBOTO KOJILOPY.

®dapMakKoTepaneBTHUYHA rpymna.

3acobwu, 110 3aCTOCOBYIOTHCS B 0dTanbMosorii. [TpotuMikpoOHi 3acobu. AnTubioTHku. Kog ATX SO01A
Al2.

dPapmakono2iuHi e1acmueocmi.
®apmakoduHamika.

To6paMiluH - MBUAKOMi0YNI GaKTepUIUIHIIN aHTUOIOTHK I'PyIX aMiHOTTiKO3uAiB. Horo ronosHa fis
cupsiMOBaHa Ha OakTepiasnbHi KJIITUHY i TOsArae y NpUrHidYeHHi KOMIIEKCY TOJIIENTUIB Ta CHHTE3Y
y pubocoMax.

Pe3ucTeHTHICTh 10 TOOPaMilliHy Ma€ KilbKa Pi3HUX MeXaHi3MiB BUHUKHEHHS, BK/IIOHYAl0YH 3MiHU
pubocomManbHUX CyOOOUHUIL ¥ OaKTepianbHil KITiTHHI, MOPYIIeHHS TPaHCIOPTYBaHHS TOOpaMilluHy
[0 KJIITUHY Ta iHaKTHUBALlil0 TOOpaMilluHy T'PYIOI0 afieHino04ux, GochOopuoloyrx Ta alle TUII0IYIX
¢dbepmenTiB. ['eHeTHYHa iHpOpPMAaIlis I[00 TPOAYKYBaHHS iHAKTHBYI0UMX (hepPMEHTIB MOXKe
IIEPEHOCUTHCS ¥ XpoMocoMax abo mia3Migax 6akTepiit. Moxk/IBe BUHUKHEHHS IIePeXpecHol
PE3UCTEHTHOCTI A0 IHIIUX aMiHOTIIKO3UMiB.

HuxxueHaBeneHi rpaHUYHI 3HAYEHHS Ta CIIEKTP aKTUBHOCTI in vitro 6a3yi0ThCS Ha CUCTEMHOMY
3actocyBaHHi. Lli 3HaueHHT MOXYTh OyTH HEIPUUHATHUMMU IIPU 3aCTOCYBaHHI JIiKapchKOTO 3ac00y
MICIIEBO B OKO, OCKiJIbKM ITPH MiCIIEBOMY 3aCTOCYBaHHi IoCATaOThCS OiNbII KOHIIEHTpallil Ta Miciesi
(Gi3nyHi/XiMiYHI YMOBH MOXKYTh BIIJIMBATH Ha aKTHUBHICTH IIpenapaTty y Miclli BBeileHHS. BignmoBigHo [0



€BpOmeNCchKOTro KOMITETY 3 BU3HAUEHHS YyTIUBOCTI Mo aHTuOioTUKiB (EUCAST), mnst ToOpaMinuny
BU3HAYEHO TaKi rpaHUYHi 3HAaYEHHS:

Enterobacteriaceae S <2 wm2/n,R >4 me/n,
Pseudomonas spp. S <4 me/a, R> 4 me/n,
Acinetobacter spp. S <4 me/a, R >4 me/a,
Staphylococcus spp. S <1 wme/n, R>1me/n,
Hesupocnenudiuni S =2 me/a, R >4 me/n.

IHdopMmaliisi, HaBegeHa HUXKYe, Hajgae MPU6IU3Hi HaHi 040 TOro, YU OymyTh MiKpoopraHi3Mu
4y TIMBMMHE 10 ToOpaMinuHy y cknafi npenapaty TOBPEKC®. B iHCTpyKIlil HaBe[IE€HO TiJIbKU Ti BULK
OakTepil, 110 3a3BUYal CIPUYUHSIOTh 30BHIIIHI iHPEKII] 0Ka, TaKi SK KOH I0OHKTHBIT.

Po3noBcromxkeHicTh HabyTOi Pe3UCTEHTHOCTI MOXKe 3MiHIOBaTHUCS reorpadivyHo Ta y 4aci mis
BiTIOBigHMX BU[IiB MiKpOOPTaHi3aMiB, ToMy 0azkaHO MaTH MiclleBY iH(opMallifo 040 Pe3UCTEHTHOCTI
MiKpoopraHi3miB, 0co6/IMBO IIpH JTiKyBaHHI TAXKKUX iHGeKIiN. Y pa3i HeoOXigHOCTI C/Iifl 3BepHYTUCS
3a MOpafoo [0 CleliamicTa, AKIo MiclleBa PO3MOBCIOAXKEHICTh PE3UCTEHTHOCTI € TAKOI0, III0
aKTHBHICTh TOOpaMIil[MHy, IPUHAUMHI IPOTH [EeSAKUX BUMIB iHPEKIIiH, € CYMHIBHOIO.

YyTnusi BUOK
AepoOHi rpaMIO3UTHBHI MiKpoopraHizMu

Bacillus megaterium

Bacillus pumilus

Corynebacterium accolens
Corynebacterium bovis
Corynebacterium macginleyi
Corynebacterium pseudodiphtheriticum
Kocuria kristinae

Staphylococcus aureus (49yTnuBi O METULUIIIHY)
Staphylococcus haemolyticus (4yTnuBi 0O METUIUIIIHY).
Aepo06Hi rpaMHeraTUBHiI MiKpOOpraHiaMu
Acinetobacter junii

Acinetobacter ursingii

Citrobacter koseri

Escherichia coli

Klebsiella oxytoca

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella oslonensis

Morganella morganii

Neisseria perflava

Proteus mirabilis

Pseudomonas aeruginosa

Serratia liquifaciens.

YMOBHO pe3UCTEHTHI BUON
Acinetobacter baumanii

Bacillus cereus

Bacillus thuringiensis

Kocuria rhizophila



Staphylococcus aureus (CTiMiKi 10 METULIUATIIHY)
Staphylococcus epidermidis

Staphylococcus haemolyticus (CTi#iKi 4o MeTUIUTIHY)*
Staphylococcus, iH1Ii Koaryna3oHeraTuBHI BULU
Serratia marcescens.

PesncTenTHI MIKpOOpPraHizMu

AepoOHi rpaMIO3UTUBHI MiKpOOpraHi3Mu
Enterococci faecalis

Streptococcus mitis

Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus sanguis.

AepoOHi rpaMHeraTHBHI MiKpoOpraHizMu
Chryseobacterium indologenes

Haemophilus influenzae

Stenotrophomonas maltophilia

AnaepoOHi 6akTepil

Propionibacterium acnes.

*Pe3nCTEeHTHICTL CTAaHOBUTE Oinbire 50 %.

HokmiHiyHi naHi 3 6e3neKu

IaHi om0 CUCTEMHOI TOKCUYHOCTI € 00pe BuBYeHUMHU. CUCTEMHUY BIIJIUB TOOPaMIlUHY Y
TOKCUYHUX J103aX, SIKi HabaraTo nepeBUIly0Th 403y IIPU MiCIIeBOMY 3aCTOCyBaHHi B 0KO, MOxKe OyTH
IIOB’sI3aHUH i3 HE(POTOKCUYHICTIO Ta OTOTOKCHYHICTIO.

HocnigxeHHs ToOpaMilUHY in Vitro Ta in vivo MyTareHHOI Iil He BUSBUIIY.

ToOpamiH TPOHKUKAE KPi3b IIJIALIeHTY Y KPOBOOOIr II0[a Ta HAaBKOIOMIigHi Bogu. [TocIimKeHHS Ha
TBapUHaX IIPY CUCTEMHOMY 3aCTOCYBaHHi BariTHUM TBapHMHAaM BeJIMKUX 003 TOOpaMiluHYy IIig 9ac
OpraHoreHe3y BUSIBUJIM HUPKOBY TOKCUYHICTh Ta OTOTOKCHUYHICTb IIJIOfA. [HIII moCifKeHHs, IKi Oynu
IIPOBefieHi Ha Ifypax Ta KPoJigX, i3 mapeHTepaibHUM 3aCTOCYyBaHHIM ToOpaMiluHy ¥ no3ax Butie 100
Mr/Kr/moby (> 400 pasis 3a MakCHMalbHY KIiHIYHY 003y) He BUSBUIN KONHUX BUNAAKIB IOPYIIEHHS
bepTunbHOCTI a0 MWIKIATUBOTO BIJIUBY Ha ILTiA.

He Oyno nmpoBeneHo OyAb-IKUX OOCHIIXKEHb [JIST OI[iIHKY KaHIIEPOTeHHOI Iii ToOpaMilluHy.
iTn

[Tonap 600 miTe#t 6ynu BKmodeHi B 10 KITiHIYHUX JOCTiZKeHb 3aCTOCYBaHHS 0YHUX Kpareib abo
O4YHOI Ma3i ToOpaMiluHy [ JTiKyBaHHS 6aKTepialbHOTO KOH IOHKTHBITY, 611edaputy abo
6redapokoH 10OHKTUBITY. Bik mamieHTiB KonusaBcs Bif 1 mo 18 pokis. 3aranom npodins 6e3neku y
miTedt OyB MOPIBHAHHUM 3 TaKUM Y JOPOC/IUX MallieHTiB. [[11g miTeit BikoM 1o 1 poky He Moxe OyTu
[aHO HiIKUX PEKOMEH[alliy 100 N03YBaHHSA Y 3B’43Ky 3 HE[JOCTaTHICTIO JaHUX.

dapmakoKiHemuka.

CucteMHa €KCIO3ullis TOOpaMilliHY MiC/s MicIieBOro opTaabMOJIOTiYHOT'0 3aCTOCYBAHHS OYHUX
kpamnens TOBPEKC® Hu3bka. PiBHI KOHIIeHTpaliil ToGpaMiluHy y I71a3Mi KPOBi He HifgaBaiucs
KiTbKiCHOMY BU3Ha4eHHIO Yy 9 3 12 mallieHTiB, SKi 3aCTOCOBYBaIu 0PTanbMOJIOTiYHy CYCIIEH3i10, 1110



Mmictuna Toopaminuny 0,3 % Ta mekcameta3ony 0,1 %, y KozKHe 0KO 4 pa3u Ha 000y MPOTSTOM OBOX
MIOCTiHOBHUX AHIB. HavBulluii BU3Ha4YeHU piBeHb cTaHOBUB 0,25 MKr/M, 1110 ¥ 8 pa3iB HUXKYe, HiXK
KOHI[EHTpaLlisd 2 MKI/MJI, sIKa, 9K BilOMO, 3HaXOOUTHCS HUXKYE MeXi PU3UKY BUHUKHEHHS
He(POTOKCUYHOCTI.

ToGpamimuH MBUIKO Ta EKCTEHCUBHO €KCKPETYEThCS Y Ceuy IIJITX0M TIIOMepysapHoi inbrpariii,
TOJIOBHUM YMHOM y He3MiHeHOMY CTaHi. [lepion HaliBBUBEEHHS 3 IIJlTa3MU KPOBL CTAHOBUTH
npubnu3Ho 2 roguHu 3 Kiipercom 0,04 n/rop/kr Ta 06’emoM po3noginy 0,26 51/kr. 3B’s13yBaHHS 3
Oimkamu I1a3MH KpoBi € He3HauHUM, MeHIe 10 %. BiomocTynHiCTs Ipu ITepopaIbHOMY 3aCTOCYBaHHI
ToOpaMiIMHy HE3bKa (<1 %).

iTn

TOBPEKC® mMoxHa 3aCTOCOBYBATH HiTSIM BiKOM Bifi 1 poKy y Till ke [03i, o i gopocnuM. lomo
3aCTOCyBaHHS OiTAM BikoM 10 1 poky iHdopmanis oOMexkeHa.

KrinigHi XxapaKTepHCTHKH.
IToka3zanHus.

JIikyBaHHS 30BHIIIHIX iH(pEKIiN 0Ka Ta MPUIETINX TKaHWH, BUKITUKAHUX YYTIUBUME [0 TOOpaMilluHy
[IaTOTeHHUMU MIKpOOpraHi3MaMu.

IIpomunoka3aHHs.

[TigBuIeHa YyTNIUBICTh M0 aKTUBHOI PeYOBUHHU ab0 10 6yab-IKOT0 3 MOTIOMiXKHUX KOMIIOHEHTIB
mpenapary.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

[Tpu ogHOYACHOMY 3aCTOCYBaHHI MicIleBUX KOPTUKOCTEPOIMiB Ta ToOpaMillMHy B KOHIIEHTpAallii3 Mr/Mi
MOXKJIMBE MaCKyBaHHS KJIiHIYHUX 03HaK OakTepianbHOl, rpubKOBOi ab0 BipycHOI iHeKIIil Ta
IPUTHIYEHHS peakKllil MigBUIIEeHO] Yy TIUBOCTI.

[ToBimoMIISINIOCS TIPO B3A€EMOIIO0 3 iHIIMMM JTiIKapChKUMU 3ac00aMu IIiC/s CUCTEMHOT'0 3aCTOCYBaHHS
tToOpaminuHy. OfHaK cucTeMHa abcopOiliss ToOpaMillMHY ITiCIIsT MiCIIEBOT0 3aCTOCYBAHHSI HACTiNTbKU
HU3bKa, 110 PU3UK OyAb-sIKOI B3a€MOIii € MiHiMaTbHUM.

ZK1I10 0OgHOYACHO 3aCTOCOBYBATH AEKilbKa JTiIKapCchbKUX 3aC00iB [IJIsT MiCIIEBOT'0 3aCTOCYBAHHS B OKO,
HeoOximHwuit iHTepBar moHaliMenIre 10—15 XBUIMH MixX iX 3acTocyBaHHsAIM. OuHi Ma3i cJlig HAHOCUTH
OCTaHHIMH.

Oco06.1ue8ocmi 3acmocyeaHHsi.

e TinbKu s MicLeBOTO 0TaIbMOIOTiYHOT0 3aCTOCYyBaHHs. He mpu3HauyeHo [y iH' €Kil Ta
IIePOPaJIbHOTO 3aCTOCYBaHHS.

e [Ticns mepIoro BimKPUTTS (IakKOHA CHIif 3HATH 3aXKMCHE Kilblle, IpU3HadeHe OIS KOHTPOIIIO
IIePIIOrO BIAKPUTTA.



Y mesiKuX Mali€eHTiB MOXKe 3'IBUTHUCS YYTJIUBICTh OO aMiHOTIiKO3UMIB, 1110 3aCTOCOBYIOTHCS
MicueBo. TSKKiCTh peakiliii migBUIIEHOl YYTIUBOCTI MOXKe BapiloBaTUCS Bifl TOKaIbHUX e(eKTiB
[0 TeHepasIi30BaHUX peakKllil, TaKuX SK epuTeMa, CBepOixkK, KPOIIUB'THKA, UIKipHI BUCUIIH,
aHadinakcisg, aHadinakToigHi peakiii abo 0yn1b03Hi peakilil. ¥ pa3i BUHUKHEHHS MigBUIIEHOI
YYTIUBOCTI Iif Yac JiKyBaHHS JaHUM IIpellapaToM CIIi[ IPUIKXHUTY KO0 3aCTOCYBaHHS, SIK i
iHIKX JTiKiB, III0 BUKOPUCTOBYIOTHCA (OUB. po3xin «I1o6iuHi peakIii»).

e Moxe BUHMKHYTH IIepexpecHa MifiBuIlleHa YyTAMBICTh A0 iHIIWX aMiHOTJIIKO3HUIiB; TaKOXK CITif
B3SITHU [0 YBary, IO MAIi€HTH, SKi CTAIOTh YYTIMBUMH 00 TOOPAMIIMHY, III0 3aCTOCOBYETHCS
MICIIEBO B OKO, TAKOXK MOXKYTb CTATH YYTJIMBUMHU M0 iHIIMX aMiHOTTIKO3U/IiB MiciieBoi Ta/abo
CUCTEeMHOI mil.

o Cepiio3Hi nobivHi peakii, BK/II04aO4Y HEUPOTOKCUYHICTh, OTOTOKCUYHICTh Ta
He(POTOKCUYHICTh, BUHUKAIH Y MAlliEHTIB, SKUM IIpU3HAvYaId TOOPaMilliH SK CUCTEMHY
Tepariio. PekomeHayeTbcst OyTH 00epeXKHUMHY ITPYU CYITyTHROMY 3aCTOCYBaHHI TOOpaMiluHy 3
MICIIEBUMH Ta CUCTEMHUMHM aMiHOTJIiIKO3UaMu, He0OXiTHO KOHTPOJIIOBATH 3arajlbHy
KOHIIEHTPAIIil0 aMiHOTTIKO3UIiB B CHPOBATIN KPOBi (MuB. po3min «[To6iuHi peakirii»).

 HeoGxinHo 3 06epexHicTio npu3Hadatu npenapat TOEPEKC® mamienTaM 3 BinoMuMu a6o
IiI03pI0BAaHMMU HEPBOBO-M SI30BUMHU TOPYLIEHHSIMHU, TAKUMU K MiacTeHis rpaBic abo xBopoba
[TapkiHcoHa. AMIHOTJIIKO3UAXA MOXKYTh IIOCUJIUTH CIabKiCTh M’s13iB Yepe3 IOTEHI[INHUY BIIJIUB
Ha HEPBOBO-M'5130BY (YHKIIiIO.

o SIK i IpU 3aCTOCYBaHHI iHIIKX aHTUOIOTHKIB, TPUBAJe 3acTocyBaHHs npenapaTy TOBPEKC®
MOXKe MTPU3BECTH OO HAIMiPHOT'0 POCTY HEUYTIUBUX MiKPOOPraHi3aMiB, BKiIoYawuu rpudu. I1pu
BUHUKHEHH] cynepiHdekiil Mmae OyTu Mpu3HayeHa BifTIOBigHa Tepartis.

e He peKoOMeHIyETHCS KOPUCTYBATUCS KOHTAaKTHUMH JIiH3aMMU IIif] Yac JIiKyBaHHS iHQEKLIiNHNX
3aXBOpIOBaHb 04Yel. ToMy malieHTaM He PEeKOMEHAYEThCI HOCUTH KOHTAKTHI JIiH3M IIif 4ac
JIiKyBaHHS IpernapaToM.

» TOBPEKC"®, kpami 04Hi, MiCTUTh GEH3aJIKOHII0 XJIOPH, KA MOXKe CIPUYMHATH IOIPa3HEeHHS
i, IK Bimomo, 3He0apBIIOBaTH M sKi KOHTAKTHi liH3u. CIlif YHUKATH KOHTAKTY 3 M IKUMHU
KOHTaKTHUMU JIiH3aMU. fKIIO0 IaljieHTaM q03BOJIIEThCI KOPUCTYBATUCSA KOHTAKTHUMMU JIIH3aM¥,
IX crtif mpoiHpOpMyBaTH Ipo Te, Mo mepef 3acTocyBanHaM mpenapaTy TOGPEKC® Heo6xinHO
3HATU KOHTAKTHI JIIH3U Ta 3a4eKaTd 15 XBUJIMH MiC/S 3aKalyBaHHS, IEPII HiXK 3HOBY
ONSITHYTM KOHTAKTHI JIiH3H.

e [IT06 monepenuTu 3a0pyIHEHHS Kpalo KpaneabHUI Ta PO3YUHY, HEOOXigHO JOTPUMYBATHUCS

00epexkHOCTi i He TOPKaTUCS IOBIK, MPUJIETIUX OiNSHOK a0o0 iHIMX IT0OBEPXOHb KpaeM ¢iakoHa-

KpalelbHHUII.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.
PenponykTrBHa QYHKIIiS

HocnifKeHb BIJIUBY TOOPaMilliHy Ha PENPOAYKTUBHY (PYHKIIiIO TI0OAWHYU a0 TBAPUH NIPU MiCIIEBOMY
3aCTOCyBaHHI He TPOBOAWIHN (OUB. Po3xin «®apMaKoIOTigHi BIACTUBOCTI»).

BariTHICTD

IaHuX 000 3aCTOCYBaHHS TOOpaMIiI[MHy MiCIIeBO B OKO BariTHUM XiHKaM HeMa€ a00 BOHU OyXKe
oOMexkeHi. [IocmiKeHHs 3a y4acTi0 0OOPOBOJIBIIB He BUSBUIIM 3B'I3KY MiX 3aCTOCYBaHHSIM
ToOpaMillMHY Ta BaflaM{ PO3BUTKY. ITic/st BHYTPIITHROBEHHOTO BBEIEHHS BAaTiTHUM XKiHKaM
ToOpaMilliH MepeTUHAE IJaleHTy i focsrae miopa. [Tpu BIIuBI in utero ToOpaMilluH He CIIPUYMHSIE
OTOTOKCHYHOCTI.



IocmigXeHHsT Ha TBapHHAX MPOOEMOHCTPYBaIM TOKCUYHUY BIJIUB Ha PENPOOYKTUBHY QYHKIIIO V
[03ax, 1110 TIePEBUIYI0Th MaKCUMaJIbHO JO3BOJIEHY O3y AJIS JTI0OOUHYU, TOMY 1ii IaHi MaloTh 06MexeHe
K/IiHiYHe 3Ha4YeHHs (guB. po3nin «®apMaKoIOTiuHi BITaCTABOCTI»).

He3Baxalouu Ha Te, 10 CUCTEMHUH BIIUB TOOpaMilluHy IPU MiClIeBOMY 3aCTOCYBaHHI, SIK
OUiKY€ThCS, € He3HAYHUM, 3 3a00iKHUX MipKyBaHb Kpallle YHUKATH 3aCTOCYBaHHS TOOpaMilMHY IIif
yac BaritHocTi. TOBPEKC® MoxHa 3aCTOCOBYBaTHU XKiHKaM, 1110 IJIaHYIOTh BariTHICTH. TOBPEKC® He
PEKOMEHAYETLCA 3aCTOCOBYBATH V IIEPiof BariTHOCTI.

[Tepion nakTatii

MiHiManbpHa €KCIIO3UIlisg TOOpaMilliHy B TPYIHOMY MOJIOLI XKiHOK Oyia BUSIBJIEHA ITiCTIS
BHYTPIITHbOBEHHOT0 ab0 BHYTPIITHROM s130BOT'0 BBeeHHS 0o 150 Mr ToOpaMilnuuy Tpu pa3u Ha fo0y.
He3Bakaiouu Ha BiflCyTHICTh KOHKPETHUX JaHUX IIOA0 CHCTEMHOI eKCII03ullil ToOpaMiluHy micis

0o TaIbEMOJIOTiYHOT0 3aCTOCYBaHHS, 3 OTJISINy Ha HabaraTo MeHIi 03U Ipenapary, 0 BBOASTHCS
MICIIEBO B OKO, V ITIOPiBHAHHI 3 CHCTEMHUMH [103aMHU, 3a3HaYeHUMHU BUIIE, IPU MiHiMalIbHOMY
IOTPAIUISHH] Y TPyIHE MOJIOKO He OYiKyeThCS HiIKUX HACIAKIB IPU IPYIHOMY BUTOLOBYBaHHI
HOBOHAPOIKEHOT0/HEMOBIATH. MiciieBe opTambMOJIOTiuHe 3aCTOCYBAHHS TOOPaMIlIMHy MOXKIIHBE IIifI
Yyac rogyBaHHA I'PYAAI0, SKIIO KOPUCTH Bifl 3aCTOCYBaHHS IIpenapary AJIs MaTepi lepeBaxkae pUu3nk
[J11 HOBOHAPOMXKEHOT'0/HEMOBJISATH, SKOT'0 TOOYIOTh I'PYALIO0.

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

BnuBy Ha 3IaTHICTH KepyBaTH aBTOTPAHCIOPTOM a00 mpamioBaTH 3 iHIIUMHA
MexaHi3MaMu mijJ 9ac 3acTocyBaHHs npenapary TOBPEKC® nemae a060 Bin 30BciM
He3HauHuH. THMYacoBe 3aTyMaHEeHHs 30py a0o0 iHIIi MOpyIIeHHsT 30Ppy MOXKYTh
BIINBATH Ha 3JaTHICTh KepyBaTH aBTOTPAHCHOPTOM a0o0 IpanioBaTH 3 iHIIUMHA
MexaHi3MaMHu. K110 3aTyMaHEeHHS 30py BUHHKAE IiJ Yac 3aKallyBaHHS, MAalli€HTY
HeoOXiTHO 3aYeKaTH, MOKH 3ip MPOsICHUTHCsI, MePIIl HiK KepyBaTH
ABTOTPAaHCIOPTOM a00 MmpaIoBaTH 3 iHIIMMH MeXaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.

4K i mpu 3acToCyBaHHI iHIIWX aHTUOI0THKIB, HEOOXIMHO 3MiMCHIOBATHY BiIIOBIqHUI MOHITOPUHT
YyTIUBOCTI OaKTEpid mo mpemapary.

3acToCyBaHHS TOPOC/IMM, BKIIIOYAIO4YH
Nali€HTiB IITHBOI'O BiKY

[Tpu nerkoMy Ta cepenHbOl TAKKOCTI Tepediry 3aXxBoploBaHHS 3aKallyBaTd 10 1—2 Kpari y
KOH IOHKTMBAJIbHUY MIIIOK (-KH) YPaKeHOro OKa (04el) KOXKHi 4 TOOUHU.

[Tpu TsaKKOMY Tepebiry 3aXBOopiOBaHHS 3aKalyBaTH M0 1—2 Kparti y KOH I0OHKTHUBAJIbHUM MIIIOK (-KH)
ypaxKeHoro oKa (o4ell) KOXKHY TOIUHY [0 MOJIIIEeHHS CTaHy; YaCTOTY 3aCTOCYBAHHS Ipemnapaty CJIif
TIOCTYIIOBO 3MEHIIIYBATH [I0 IIOBHOT'O MTPUIIMHEHHS.



3a3Buyail ikyBaHHA TpuBae 7—10 gHiB.

[Ticns iHCTUNALII peKOMEHOY€EThCSI 00epekHO 3aKPUTH MOBIKM a00 MPUTUCHYTHU B OiNSHII
HOCOCJIO30BOTO O0TBODY. Lle 3HUXKy€e cucTeMHy abcopOuiio iKiB, BBEOEHUX B OKO, III0 3MEHIIy€
BipOTifHICTh BUHUKHEHHSI CUCTEMHUX MOOIYHUX ePeKTiB.

Y pasi cynyTHbBOI Teparii iHIKUMEA MiClIeBUMH 0 TaIbMOJIOTIYHUMY IIpernapaTaMu CIIif
moTpuMyBaTHCs iHTepBany 10—15 XBUIMH MiXK 1X 3aCTOCYBaHHSIM.

[NauieHTH 3 MOpyIIeHHAM QYHKIIiH evinku abo/Ta HUPOK.

BigcyTHi maHi mocnmigxens 3acTocysanHs npernapary TOBPEKC® mii kateropii mamienTis. OgHak
yepe3 HU3BKY CUCTeMHY abcopObilito ToOpaMilluHy Py MiCIIeBOMY 3aCTOCYBaHHi ITperapaTy HeEMa€e
HeoOXiTHOCTi Yy KOpUTyBaHHi JO3H.

oiTh.

Oumri kpanni TOGPEKC® MoxHa 3aCTOCOBYBaTH AiTAM BIKOM Bif 1 pOKy y Tiil Xe H03i, 110 1 AOPOCIIUM.
Hapa3i HasgBHi gaHi onucaHo y po3aini «®apMaKoIOTriyHi BTaCTUBOCTI». be3neka Ta e(eKTUBHICTH
ouHux Kpanenb TOBPEKC® nnsa giteit BikoM o 1 POKY He BCTaHOBJIEHI.

ITepedo3yeaHHs.

Bynp-9KOro TOKCUYHOI'O BIUIMBY Y pa3i Iepefo3yBaHHs [IPU MiCLIeBOMY 3aCTOCYBaHHI IIpemnapary, a
TaK0XK IIPY BUIIaIKOBOMY KOBTaHHi BMicTy 1 (priakoHa, 3BakKal04y Ha XapaKTePUCTUKH IIbOT0
npenapary, He 04iKy€eThCs.

Mo2K/IiBi KITiHiUHI 03HAK¥ Ta CUMITOMH Hepefo3ysanHs npenapaTroM TOBPEKC® (ToukoBHit
KepaTuT, epuTeMa, IIiiBUIleHa CIb030Te4a, Ha0PsK Ta cBepOixK MOBiK) MOXKYTh OyTU MOAIOHUMHU [0
no0iYHUX peakllii, 0 CIIOCTepiranucs y AesiKuX MallieHTiB.

Hapnumok npenapaty TOBPEKC® y pa3i BAHMKHEHHS IIepefo3yBaHHs [IPH MiCIIeBOMY 3aCTOCYBaHHi
HeoOXimHO BUMUTH 3 OKa (04ell) TeIIoio BOMIOoIo.

ITobiuni peakuii.

ITig yac KMiHIYHEX DOCTiAXKEHbh HAUIOMHUPEHIIIUMY MOOIYHUMY peakiisMu Oy rimepeMis ouei Ta
BiIUyTTSI OUCKOMMOPTY B 04aX, sIKi BUHUKanu mpubau3no y 1,4 % ta 2 % malieHTiB BifNOBifHO.
HuxxueHaBeneHi mo6iuHi peakilii criocTepiranucs mif yac KIiHIYHUX JOCHIIXKEeHb ITpernapary
TOBPEKC® Ta KnacudpikyBaJuCs 3a 4aCTOTOI0 TaKUM YMHOM: qyxkKe dacTo (=1/10), gacto (=1/100,
<1/10), mewacrto (=1/1000, <1/100), mooguuoki (=1/10000, <1/1000) Ta pigkicHi (<1/10000). ¥
MexKax KOXKHOI Tpynu o0iyHi peakilii 3a3Ha4yeHi y IOPSIAKY 3MEHIIEHHS iXHbOTO CTYIIEeHS TSIKKOCTI.

CucTteMH oprasis IMo6iuni peakmii
[BigmoBigHo mo MedDRA (Bepcis.15.1)]




[CucTemu opranis

[Mo6iuni peakirii
[BimmoBigHo mo MedDRA (Bepcis.15.1)]

3 00Ky iMyHHOI CHCTEMHU

[Heyacmo: nifBUIlleHa Yy TJIUBICTb.

3 00Ky HEPBOBOI CHCTEMU

Heuacmo: TOJIOBHUH Oifb.

3 00Ky opraHiB 30py

Yacmo: BifuyTTs OUCKOM(MOPTY B 04YaX, rinepeMis ouen.

[Heuyacmo: KepaTuTt, abpa3is poriBKu, MOTipIIeHHs 30Dy,
3aTyMaHeHHS 30py, epuTeMa I0BiK, HabpsK MOBiK, HAOPSK
KOH'IOHKTHBHU, TTIOAPa3HEHHS 04ei, Oib B 049ax, CyXiCTh
ouel, BUOiNeHHS 3 0Uel, IopyIIeHHs 3 00Ky IOBIK,
cBepOixk ouel, migBUINIEHa CITbO30TeYa.

3 00Ky LIKip# Ta MmifgImKipHOi [Heuacmo: KpOIIUB dHKa, OepMaTUT, Mafapo3, JIEMKogepmMa,
TKaHUHU cBepOixkK, CyXiCThb IIKipH.

YV nepion mocTMapKeTHHIOBOTO HATJsIAy OyyI0 BUSIBIIEHO HUXKYe3a3HaueHi JomaTKoBi mobiuHi peakirii,
YaCTOTy BUHUKHEHHS SKUX 3a HaABHUMHU JAHUMU OLIIHUTU HEMOXKJIUBO.

[CucTemu opranis IMo6iuni peakmii

[BigmoBigHo mo MedDRA (Bepcisn.15.1)]
AHadinakTu4YHa peakiis

3 00Ky opraHiB 30py OuHna anepris, cBepOixk MOBIK

3 00Ky LIKip# Ta MmifgmKipHOi BucunaHnHs, eputeMa, CuHAPoM CTiBeHca - [I2KOHCOHa,
TKaHUHU MyJETU(QOPMHA epuTeMa.

3 00Ky iMyHHOI CUCTEMHU

Onuc deskux nobiYyHUX peakuiti

Y mesikuX Mali€HTiB MOXKe BUHUKHYTHU YYTJIUBICTh OO aMiHOTIIKO3UMIB, 1110 3aCTOCOBYIOTHCS
MicieBo (muB. po3min «OcoOIUBOCTI 3aCTOCYBAHHSI»).

Y nari€enTiB, IKUM Ipu3Havyanu TOOpaMilliH SIK CUCTEMHY Teparlilo, BUHUKAU CEPHUO3Hi
no6iyHi peakiii, BKII0Ya0UYd HEHPOTOKCUYHICTh, OTOTOKCHYHICTE i HeppoToKcuuHicTh. OOHAK MiCs
MiCIIeBOT'0 3aCTOCYBaHHS TOOPaMiIlMHy B OKO IIPO IIi peakilil He MOBimOMIIsAIOCS (IUB. PO3Min
«Oc00IUBOCTI 3aCTOCYBaHHS»).

Ousi kpanni TOBPEKC® MoxHa 3aCTOCOBYBaTH HiTAM BiKOM Bif 1 PoKy y Tiif Xe [03i, o i
popocnuM. Hapasi HasiBHI gaHi onucaHo y po3aini «PapMaKoIoriyHi B1acTuBOCTI». be3neka Ta
e(eKTUBHICTh OYHUX Kpaleb TOBPEKC® mnst miTeit BikoM 1o 1 POKY He BCTaHOBJIEH] (OUB. pO3Min
«Crocib 3acToCcyBaHHS Ta HO3U»).

Tepmin npudamHocmi. 3 POKH.

Tepmin 36epiraHHs Iic/is nepIIoro BinKpUTTs (akoHa - 4 TUXKHI.



YMoBu 30epiranHsi.

30epiratu npu TeMiepaTypi He Buile 25 °C y HeIOCTYIIHOMY A7 fAiTel Miciii. TpuMaTtu QprakoH
IIiJTBHO 3aKPUTHM.

YnakoBka.

ITo 5 mMn y ¢pnakoni-kpanensruLi «JIpon-Teiinep®»; Mo 1 GpraKoHy-KpaleabHUIN y KOPoOLi 3 KapTOoHYy.

Kareropis BigmycTKy. 3a penenToM.

BupoOHUK.

AnkoH-Kysprop/Alcon-Couvreur.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 aJpeca MicCIisi IPOBaAKeHHsI Tis/TbHOCTI.

Pitikcser 14, B-2870 Ilyypc, Bensrig/Rijksweg 14, B-2870 Puurs, Belgium.



