THCTPYKUIA
JJIS1 MEIMYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3ac00y

TOBPEKC®
(TOBREX®)

Cknao:

Oitoua peyoguna: 1 M pO3UMHY MICTUTH TOOpaMiluHy 3 MT;

00NOMIdICHI peuosuHy: OSH3AIIKOHIIO XJIOPHI, KUCIOTa OOpHA, HATPito Cynb(ar 6e3BOAHUMN, HATPIO
XJIOPH/I, THJIOKCATIOJ, KHCIIOTA cipuaHa Ta/abo HAaTpiro T1IPOKCHI, BOIA OYHUIIICHA.

Jlikapcbka ¢opma. Kparuti ouHi.
OcHosHi i3uko-XimiuHi enacmueocmi: TIPO30OPUN PO3UMH BiJl 6€30apBHOTO 0 OJi10-)KOBTOTO 200
KOPUYHEBOTO KOJIBOPY.

dapmakoTepaneBTHYHA Ipyma.
3acobu, 110 3aCTOCOBYIOThCS B odTanbmodiorii. [Ipotumikpo6Hi 3acobu. Antudiotuku. Kog ATX
SO1A Al2.

Dapmakonoiuni enacmueocmi.

Dapmaroouramixa.

ToGpaMilMH — MBHAKOMIIOUMII OAKTEPUIMIHMN aHTHGIOTHK TPYMH aMiHOTTiKo3uiiB. Moro
rojIOBHa /i CHpsAMOBaHAa Ha OakTepialbHI KJIITMHM 1 MOJSATa€ y NPUTHIYEHHI KOMIUIEKCY
MOJIMENTH/IIB Ta CHHTE3Y Y puOocoMax.

Pe3uctenTHICTH 0 TOOpaMIIMHY Ma€ KiTbKa PI3HUX MEXaHI3MIB BUHMKHEHHS, BKIIOUAIOUN 3MIHU
pubocoMabHUX CyOOAWHUIL y OakTepialdbHId  KIITHHI, TMOPYIIEHHS TPaHCIOPTYBaHHS
TOOpaMinHy A0 KIITHHU Ta 1HAKTUBAIIO TOOPAMIIIMHY TPYIIOI0 aIeHUTIOI0UNX, (POCPOpUITIOI0UNX
Ta anetwioounx (epmenrtiB. ['eHetmyHa iHdOpMaIlsd WIOM0 MPOAYKYBAaHHS IHAKTUBYIOUHX
(hepMeHTIB MOKEe TIEPEHOCUTHCS Y XpOMOcoMax abo 1urazmigax Oaktepiid. MoXJIMBe BUHUKHEHHS
MepeXpecHOi Pe3UCTEHTHOCTI JI0 IHIITUX aMIHOTJIIKO3H/IIB.

HwkdenaBeneHi rpaHUYHI 3HAYCHHS Ta CIEKTP aKTHBHOCTI IN VItro 6a3yroThCs Ha CHCTEMHOMY
3actocyBaHHi. L{i 3HaUeHHS MOXYTh OyTH HENPUHUHATHUMHU IIPU 3aCTOCYBaHHI JIIKAPCHKOTO 3aC00y
MICIIEBO B OKO, OCKUIBKM TIPH MICIICBOMY 3aCTOCYBaHHI JOCSTAIOThCA OUIBIIT KOHIIEHTpAIi Ta
MicueBi (i3MYHI/XIMIYHI YMOBH MOXYTh BIUIMBAaTH HAa aKTHBHICTh Ipemapary y MicCIli BBEJCHHSI.
BiamoBinHo 10 €Bponeiichbkoro KOMITETY 3 BU3HaYeHHs 4yTauBocTI 10 aHTHO0THKIB (EUCAST),
JUI TOOpaMIlIMHY BU3HAUYEHO TaKi I'paHWYH] 3HAUECHHS:

Enterobacteriaceae S <2 me/n, R> 4 me/n,
Pseudomonas spp. S <4 me/n, R >4 me/n,
Acinetobacter spp. S <4 me/n, R >4 me/n,
Staphylococcus spp. S <1 .me/n, R>1 me/n,
HeBunocneuundiyni S <2 me/n, R >4 me/n.

Indopmariis, HaBegeHa HUXKYE, HaJa€ MPUOIU3HI AaHI LIOJO0 TOro, 4u OyayTh MIKpOOpPraHi3MH
YYTIMBUMM JI0 ToOpaminuHy y ckiani npenapary TOBPEKC®. B incTpykilii HaBeeHO TUIBKHU Ti
BUIM OakTepiil, 10 3a3BUYall CHPUYMHSIOTH 30BHINIHI iH(eK1ii 0Ka, TaKi IK KOH IOHKTHUBIT.
Po3noBcro/pkeHICTh HAaOyTO1 pPE3UCTEHTHOCTI MOKE 3MIHIOBATHCS reorpadiuHo Ta y 4Yaci Juis
BIIMOBIIHUX BUAIB MIKpPOOPraHi3MiB, ToMy OaxaHO MaTu MicleBy iH(GOpPMAII0 100
PE3UCTEHTHOCTI MIKpOOPraHi3MiB, 0COOJIMBO MPH JIKYBaHHI TSHKKUX 1H(QEKIIH. Y pa3i HeoOXiTHOCT1
CIIifl 3BEPHYTHUCS 3a TIOPaJIoo 70 CIeliaiicTa, KO MicleBa PO3MOBCIOIKEHICTh PE3UCTEHTHOCTI €
TaKoI0, 1110 aKTHUBHICTh TOOpaMILMHY, IPUHANMHI IPOTH JIESKUX BUAIB 1H(DEKIiH, € CyMHIBHOIO.

Uytnusi BUAU



AepoOHi rpaMIIO3UTHBHI MIKpPOOPraHi3MH
Bacillus megaterium

Bacillus pumilus

Corynebacterium accolens

Corynebacterium bovis

Corynebacterium macginleyi

Corynebacterium pseudodiphtheriticum
Kocuria kristinae

Staphylococcus aureus (4yTiuBi 10 METHIIAIIHY)
Staphylococcus haemolyticus (uyTiuBi 10 METHIHITIHY).
Aepo0OHi rpaMHETraTHBHI MIKPOOPraHi3MHU
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 pPE3UCTEHTHI BUJIU

Acinetobacter baumanii

Bacillus cereus

Bacillus thuringiensis

Kocuria rhizophila

Staphylococcus aureus (cTiiiki 10 METHITHITIHY)
Staphylococcus epidermidis

Staphylococcus haemolyticus (criiiki 10 MeTUIIHTIHY)*
Staphylococcus, iHrri koaryaa3oHeraTUBHI BUIH
Serratia marcescens.

Pe3ncTenTHI MIKpOOpraHi3sMu

AepoOHi rpaMIIO3UTHBHI MIKPOOpTraHi3Mu
Enterococci faecalis

Streptococcus mitis

Streptococcus pneumoniae

Streptococcus pyogenes

Streptococcus sanguis.

AepoOHi IrpaMHEraTHBHI MIKPOOPraHi3MHU
Chryseobacterium indologenes

Haemophilus influenzae

Stenotrophomonas maltophilia

AmnaepoOHi GakTepii

Propionibacterium acnes.

*Pe3UCTEHTHICTh CTAHOBUTH OuIbIie 50 %.

JlokniHiyHi J1aHi 3 6e3neKu




JlaHi OO0 CHUCTEMHOT TOKCHYHOCTI € J00pe BuBYeHMMH. CHCTEeMHMH BIUIMB TOOpaMmiluHy Yy
TOKCHYHHUX J103aX, SIKi HabaraTto MEpeBUINYIOTH J03y MPU MICLHEBOMY 3aCTOCYBaHHI B OKO, MOXKE
OyTu NoB’A3aHUH 13 HEQPOTOKCHUYHICTIO Ta OTOTOKCHYHICTIO.
JocnimpkenHs: ToOpaminuHy IN VIitro Ta in Vivo MyTareHHoi Jii He BUSBIJIH.
ToOpamilvH TPOHUKAE KPi3h IUIANICHTY Y KPOBOOOIr MI0AA Ta HABKOJOILIIIHI BOAU. J{OCHiKeHHS
Ha TBapHHAX MPH CHCTEMHOMY 3aCTOCYBaHHI BariTHUM TBapWHAM BEIUKUX /103 TOOPaMIIMHY Mif
9ac OpPraHOTeHe3y BHUSBWJIA HHPKOBY TOKCHYHICTH Ta OTOTOKCHYHICTH IIoJA. [HINI MOCTiIKEeHHS,
gKki Oymu TpoBeAeHI Ha HIypax Ta KpOJISX, 13 MapeHTEepaJbHUM 3aCTOCYBAaHHSIM TOOpaMiluHy Y
no3ax Bumie 100 mr/kr/moly (> 400 pasiB 3a MakCUMaJIbHY KIIHIYHY J03Y) HE BUSBHIIN YKOJTHHX
BUIAIKIB MMOPYIIEHHS (PepTUIBLHOCTI 00 MIKIUTMBOTO BIUIMBY Ha TUTI.
He 6yii0 mpoBeneHo Oyab-sIKUX JOCIIPKEHB IS OI[IHKU KaHIIEPOT'eHHOT JTii ToOpaMiluHy.

iTH
[Tonan 600 miteit Oynu BkItoueHi B 10 KIIHIYHUX JOCTIKEHb 3aCTOCYBAHHS OYHHUX Kpameib abo
OYHOI Ma3l TOoOpaMillMHY Ui JIIKyBaHHS OakTepiaJbHOTO KOH IOHKTUBITY, Onedapury abdo
6nedapokoH IOHKTUBITY. Bik namienTtiB konusascs Bif | 1o 18 pokis. 3arasom npoduib O0e3mexku y
nirel OyB MOPIBHAHHUM 3 TaKUM y JIOPOCIMX HaIfieHTiB. [ airel BikoM 10 1 poky He MOxke OyTH
JTAHO HISIKUX PEKOMEHAIIN 11010 T03yBaHHS Y 3B’ A3KY 3 HEJJOCTATHICTIO TaHUX.
DapmakoKiHemuka.
CucremMHa €KCIO3HIlisT TOOpaMIlMHY TICs MICIIEBOTO O(TaIbMOJIOTIYHOTO 3aCTOCYBAHHS OYHHX
kpaneis TOBPEKC® umspka. PiBHi koHIeHTparii To6paMilHy y TiasMi KpoBi He ITiggaBamucs
KUTbKICHOMY BU3HAYCHHIO y 9 3 12 marieHTiB, 5K 3aCTOCOBYBAJIN O (PTAIBMOJIOTTIHY CYCIIEH3110, 110
mictuna toopamiuay 0,3 % Ta mekcametasony 0,1 %, y xoxHe oko 4 pa3u Ha J00y MPOTATOM
JBOX TIOCHIOBHUX AHIB. HalBummii Bu3HaueHW! piBeHb craHoBuB 0,25 MKr/mul, mo y 8 pa3siB
HUKYe, HDK KOHIEHTpaulisi 2 MKI/MJ, sKa, SK BIIOMO, 3HaXOJUTHhCS HIXKYE MEXI PHU3UKY
BUHUKHEHHS HE(PPOTOKCUIHOCTI.
ToOpaMilliH MIBUIKO Ta €KCTEHCHUBHO €KCKPETYETHCS y CeUy MIJISAXOM TIIOMEPYISIpHOi (iIbTpaIrii,
TOJIOBHUM YHHOM Y He3MiHeHOMY cTaHi. [lepioa HamiBBHBEJCHHS 3 IJIa3MH KPOBI CTAHOBUTH
npuOsm3HO 2 ronuuu 3 kiripencoMm 0,04 n/rop/kr ta 06’emom posnoaury 0,26 n/kr. 3B’ sa3yBaHHS 3
OlTKaMM TIa3MH KpoBi € He3HayHuM, MeHme 10 %. BiomocTynHIiCTh mnpu nepopaibHOMY
3acTocyBaHH1 TOOpaMinuHy HU3bKa (<1 %).

iTu
TOBPEKC® moxHa 3aCTOCOBYBATH JITAM BiKOM BiJ 1 poky y Tiit ke 1031, mo i gopocaum. [lomo
3aCTOCYBaHHS JITSAM BIKOM 710 1 poky iH(dopMmallis oOMexeHa.

KuiniuHi xapakTepucTuKm.

Ilokazanns.

JlikyBaHHS 30BHINIHIX 1HQEKII oOka Ta MNPWIETTUX TKAHWH, BUKIUKAHUX YYTJIMBUMH JIO
TOOpaMIIIMHy TaTOTEHHUMH MIKpOOpraHi3Mamu.

Ilpomunokazanns.

[ligBuiieHa 4yTJIMBICTh O AKTUBHOI PEUOBHMHU a00 MO OyAb-SIKOTO 3 JOMOMDKHMX KOMIIOHEHTIB
npenapary.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMO0ill.

IIpu oHOUaCHOMY 3aCTOCYBaHHI MICLEBUX KOPTHKOCTEPOiAiB Ta TOOpaMillMHy B KOHIEHTpalliil
MI'/MJI MOKJIMBE MAaCKyBaHHs KJIIHIYHUX O3HAaK OakTepianbHOi, IpuOKoBOi a00 BipycHOI iH(eEKIii Ta
MIPUTHIYEHHS peaKilii MiABUIIEHOT YyTIUBOCTI.

[ToBizoMmsmocs TPO  B3aEMOJI0 3 IHIIMMHU JIIKAPCBKUMU  3acO00aMH  MICIsI  CHUCTEMHOTO
3acTocyBaHHs ToOpaminuHy. OpfHak cucteMHa abcopOuis TOOpaMilMHY Micias MICIEBOTO
3aCTOCYBAaHHSI HACTUIBKU HU3bKA, 110 PU3UK OY/Ib-SKO1 B3a€EMOJII] € MIHIMAIbHUM.

SIKIIO OJTHOYACHO 3aCTOCOBYBATH JIEKUIbKA JIIKAPCHKHX 3acO0IB Ul MICIIEBOTO 3aCTOCYBaHHS B
OKO, HeOOXimHMI iHTepBan moHaiMenmie 10—15 xBunuH Mk X 3acrocyBanHsM. OdHI Ma3i CIiJ
HAaHOCUTH OCTAHHIMHU.



Ocoobnueocmi 3acmocyanns.

Tineku ans MiceBoro o(praabMOJIOTIHHOTO 3aCTOCYBaHHs. He mpu3HadyeHo [uis iH €Kil Ta
NEPOPATHLHOTO 3aCTOCYBAHHS.

[Ticnst meproro BiAKpUTTS (pIIaKoHa CIifl 3HATH 3aXHUCHE KUIbLE, TPU3HAYEHE JUIsI KOHTPOJIIIO
MEPIIOTO BIAKPUTTSL.

VY nesiKuX MamieHTiB MOXe 3’ SIBUTHUCS YYTJIUBICTh 0 aMiHOTJTIKO3H/IIB, IO 3aCTOCOBYIOTHCS
MicrieBO. TSOKKICTh peakIfiii MiJBUIICHOI YyTIMBOCTI MOKE BapilOBATHCS BiJ JIOKAIBHUX
e(eKTiB 10 reHepalli3oBaHUX PEaKIliid, TaKUX SIK epuTeMa, CBEpODLK, KPOIHB SHKA, MIKIpHI
BUCUTIH, aHa(inakcid, aHadiTakToigHi peakmii abo Oynbo3HI peakmii. Y pa3i BUHHUKHEHHS
MIZIBUIEHOI YYTIMBOCTI TiJ Yac JIIKyBaHHS JaHUM IIPErapaToM CIiJl NPUOUHUTHA HOTO
3aCTOCYBaHHS, SK 1 IHIIMX JIIKIB, 110 BUKOPUCTOBYIOTHCS (IUB. po3aul «I1o01uH1 peakiii).
Moske BUHMKHYTH ME€peXpecHa MiJBUIIEHA YYTJIMBICTh /10 HIIUX aMIHOTJIIKO3UAIB; TaKOX
C B3ATH JO YyBarW, IO TMAIll€EHTH, fKI CTAalOTh YYTJIUBUMHU J0 TOOpaMillMHY, IO
3aCTOCOBYETBCS MICIIEBO B OKO, TaKOX MOXYTb CTaTH YYTJIUBUMH JIO IHIIHX
aMIHOTJIIKO3UAIB MICLI€BOi Ta/ab0 CUCTEMHOI i

Cepito3Hi MOOIMMHI peakilli, BKIIOYAOYH HEHUPOTOKCUYHICTh, OTOTOKCHYHICTH Ta
He(POTOKCUYHICTh, BUHMKAJIM Y TMAIlI€HTIB, SKUM IpHU3HAYaIM TOOpaMIUH SK CHUCTEMHY
Tepamnitoo. Pexkomennyerbcs 0yt 00epexHUMU IIPU CYITyTHROMY 3aCTOCYBaHH1 TOOpaMIUHY
3 MICUEBUMHU Ta CHCTEMHHMHU aMIHOTJIIKO3UJAaMH, HEOOXITHO KOHTPOJIIOBATH 3arajibHy
KOHIICHTPAIIII0 aMIHOTJIIKO3H/IIB B CHPOBATIIl KPoBi (uB. po3aut «I1o6iuHi peakiii»).
Heo6xinHo 3 06epexwnicTio npusHadatn npenapat TOBPEKC® mamientam 3 BimomMumu a6o
MiZ03PIOBaHUMH HEPBOBO-M SI30BUMHU TMOPYIICHHSIMH, TaKMMHU SIK MiacTeHis TpaBic abo
xBopo6a IlapkiHCOHA. AMIHOTJIIKO3UIM MOXKYTh TOCHIUTH CIAOKICTh M’S31B 4epes
MOTEHIIHHUN BIUIMB HA HEPBOBO-M SI30BY (DYHKIIIIO.

SAx 1 mpu 3acTtocyBaHHI IHIIMX AaHTHUOIOTHKIB, TpHUBAJE 3aCTOCYBaHHSA Tperapary
TOBPEKC® Moe TNpH3BECTH [0 HAa[MIPHOTO pPOCTY HEUYTIMBHX MiKpOOPTaHi3MiB,
BKJIIOYaroun Tpubu. [lpm BUHHWKHEHHI cynepiHdekiii Mae OyTH MpU3HAYECHA BiAIMOBiTHA
Teparnis.

He pexkoMeHayeTbcsi KOPUCTYBAaTHCS KOHTAaKTHMMM JIH3aMHM IIiJf dYac JIIKYBaHHS
1H(pEKIIHHUX 3aXBOPIOBaHb ouel. Tomy maiieHTaM He PEeKOMEHIYEThCS HOCUTH KOHTAKTHI1
JIH3M i1 Yac JIIKyBaHHS MpernapaToM.

TOBPEKC®, kpamii OYHI, MICTUTh OCH3AIKOHIIO XJIOpHJ, SKHI MOXke CHPHYHHATH
MOJPa3HEHHS 1, K BIIOMO, 3HEOAPBIIFOBATH M K1 KOHTAKTHI JIiH3U. CI1iJ] yHUKATH KOHTAKTy
3 M’SKMMH KOHTAaKTHUMHU JH3aMH. SIKIO mMalieHTaMm J103BOJISETbCS KOPHUCTYBATHCS
KOHTAaKTHUMH JIIH3aMH, iX ciIig npoiHGopmMyBaTH Hpo Te, IO Iepeld 3acTOCYBaHHIM
npenapary TOBPEKC® Heo6XiqHO 3HATH KOHTAaKTHi JiH3M Ta 3aueKaTd 15 XBUIMH ITicis
3aKarnyBaHHs, MEPI HK 3HOBY OJITHYTH KOHTAaKTHI JIIH3H.

{06 monepenuTu 3a0pyTHEHHS Kparo KparneabHUIll Ta pO3YHHY, HEOOXiTHO TOTPUMYBATUCS
00€pe)HOCTI 1 HE TOPKATUCS IOBIK, MPUJIETIIUX AUITHOK a00 IHIIMX MOBEPXOHb KpPaeEM
(hmaxoHa-KpareabHHIII.

3acmocysanns y nepioo eazimnocmi abo 200y8ans epyooio.
PenpoaykruBHa QyHKILis

JlocmipkeHb  BIUIMBY TOOpaMIlMHY Ha penpoAyKTUBHY (YHKIiIO JIOAUHM ab0 TBapUH IpHU
MICIIEBOMY 3aCTOCYBaHHI HE IPOBOAUIH (IUB. po3Ai «DapMaKoIOTIdHI BIaCTUBOCTI»).

BarirHicTh

JlaHUX 110710 3aCTOCYBaHHs TOOpaMillMHYy MICIIEBO B OKO BariTHUM >KIHKaM Hemae abo BOHM OYXe
oOMmexeHl. JloCHi/pkeHHST 3a y4acTiO JOOpOBOJIBIIIB HE BHSBHIM 3B’SI3Ky MDK 3aCTOCYBaHHSIM
TOOpaMillMHY Ta BaJaMHu pO3BUTKY. Ilicns BHYTpIIIHBOBEHHOTO BBEJECHHS BAariTHUM JKIHKaM
TOOpaMILIMH MEPEeTHHAE TUIAIICHTY 1 Aocsrae rioaa. [Tpu BrumuBi in Utero ToopaMiliH He COPUYHHSIE
OTOTOKCHUYHOCTI.



JlocmipkeHHsT Ha TBapUHAX MPOJAEMOHCTPYBAIU TOKCUYHUIN BIUIMB HA PETPOAYKTHUBHY (YHKIIIO Y
703aX, M0 TEPEBUIIYIOTh MaKCHUMAaJbHO JO03BOJICHY 103y JUISl JIFOAWHH, TOMY IIi JiaHi MaroTh
oOMexeHe KIIiHIYHE 3HaYeHHS (JUB. po3aul «DapMakoIoTidH1 BIACTUBOCTI).

He3Baxaroun Ha Te, IO CHUCTEMHHMH BIUIMB TOOpaMIlMHY TPH MICLIEBOMY 3aCTOCYBaHHI, SK
OUIKY€TBCS, € HE3HAYHHUM, 3 3aMO00DKHUX MIPKYBaHb Kpallle YHUKATH 3aCTOCYBaHHS TOOpaMiluHY
nig uyac BaritHocti. TOBPEKC® MmoHa 3acTOCOBYBaTH KiHKAM, IO IUIAHYIOTh BariTHICT.
TOBPEKC® ne pekoMeHIyeThCs 3aCTOCOBYBATH Y MIEPiOJl BATITHOCTI.

[epiox nakrartii

MiHiManbHa EKCHO3MIlsA TOOpaMillMHy B TPYyAHOMY MOJIOII KIHOK Oyla BHUSBJICHA ITICIA
BHYTPIITHLOBEHHOTO 200 BHYTPINIHHOM SI30BOTO BBEIeHHS /10 150 Mr ToOpaminuMHy TpH pa3u Ha
no0y. He3Baxkarouu Ha BiCYTHICTh KOHKPETHUX JAHHX IOJ0 CHCTEMHOT €KCITO3HIIii TOOpaMIUHY
micist 0(pTaaTbMOJIOTIYHOTO 3aCTOCYBAaHHS, 3 OIVIAAYy Ha Habarato MEHIII JO3W Tperapary, Io
BBOJATHCS MICIIEBO B OKO, y TOpPIBHSHHI 3 CHCTEMHHMH J03aMH, 3a3HAYEHUMH BHIIE, IPH
MIHIMAJIbHOMY MOTPAIUIIHHI y TPYIHE MOJIOKO HE OYIKYETHCS HISKMX HACHIIKIB MpPU TPYJHOMY
BUI'OJIOBYBAHHI ~ HOBOHApO/KEHOTO/HEMOBIATH. MicueBe oQTaJbMOJIOTIYHE  3aCTOCYBaHHS
TOOpaMIIIMHY MOXJIMBE MiJ Yac rOAyBaHHS I'PYAJIO0, SKIIO KOPHUCTh BiJl 3aCTOCYBaHHsI Ipernapary
IUTSL MaTepi MepeBaXkae pU3MK JJIsl HOBOHAPOKEHOTO/HEMOBIISATH, SIKOTO TOYIOTh TPYIIIO.

30amuicmv enaueamu Ha WBUOKICMb pearkyii npu KepysaHHi A8MOMPAHCNOPMOM aO0 HWUMU
MeXaHiZMamu.

BnnuBy Ha 34aTHICTH KEpyBAaTH aBTOTPAHCIIOPTOM ab0 MpPallOBaTH 3 IHIIMMU MEXaHi3MaMH i1 yac
3acrocysanns npenapary TOBPEKC® Hemae a6o BiH 30BciM He3Haunmil. TUMYacoBe 3aTyMaHEHHS
30py a0o 1HIII HOPYLIEHHS 30py MOXYTh BIUIMBATH HA 3/IaTHICTh KEPYBAaTH aBTOTpPAHCIOPTOM abo
MpaloBaTH 3 IHIIMMU MeXaHI3MaMHu. SIKIO 3aTyMaHEHHS 30py BHUHHMKAE M 4Yac 3akKalyBaHHS,
MaIieHTy HEOOXITHO 3a4eKaTH, TIOKH 31p MPOSCHUTHCS, TIEPIT HIK KEPpyBaTH aBTOTPAHCTIOPTOM abo
MpaIfoBaTH 3 HITUMHU MEXaHI3MaMH.

Cnocio 3acmocysannusa ma 003u.

Sk 1 mpu 3aCTOCYBaHHI IHIIWX aHTHUOIOTHUKIB, HEOOXITHO 3IIMCHIOBATH BIAMOBIIHUNA MOHITOPHHT
YyTIUBOCTI OaKTepiil A0 mpemnapary.

3acTocyBaHHS JOPOCJIUM, BKIIIOYAIOYH TMALIIEHTIB JITHBOTO BIKY

[Ipn nerkomy Ta cepelHbOl TSDKKOCTI Mepediry 3axBOpIOBaHHS 3akamyBaTH Ho 1—2 kpamm y
KOH FOHKTHBAJIbHUMA MIIIOK (-KH) YpaX€HOTO OKa (04ei) KOXHi 4 TOAMHH.

[Ipu TsDKKOMY TTepe0iry 3aXBOPIOBaHHS 3aKamyBaTH 1Mo 1—2 Kparutl y KOH FOHKTHBAJIbHUA MIIIOK (-
KH) YpaKEeHOTro oka (oued) KOXKHY TOJUHY /[0 TOJIMIIEHHS CTaHy; 4YacTOTy 3acTOCYBaHHS
mpenapaTy CJiJi HOCTYIIOBO 3MEHIIYBATH JI0 MOBHOTO MPUIMHEHHS.

3a3Buyaii nikyBaHHs TpuBae 7—10 aHIB.

[Ticnst iHcTUNALIT PEKOMEHIYEThCS OOEPEKHO 3aKpUTH TMOBIKM ab0 MPUTUCHYTH B IUISHIN
HOCOCJILO30BOTO OTBOpY. Lle 3HmKye cucteMHy abcopOilito JiKiB, BBEIEHUX B OKO, IO 3MEHIIYE
BIPOT1IHICTh BUHUKHEHHS CUCTEMHHUX MOOIYHUX €(EKTIB.

Y pa3i cynyTHbOI Tepamii IHIIMMHU MICHEBUMU OQTAIBMOJIOTTYHUMHU TMpernapaTaMu  CIif
noTpumyBatucs iHTepBany 10-15 XBUIUH MK iX 3aCTOCYBaHHSIM.

[arienTy 3 NOpyIeHHsIM QYHKIIINA ne4iHKU a00/Ta HUPOK.

BincyTHi naHi 1ocnimKeHb 3aCTOCYBaHHSI MpenapaTy TOBPEKC® it kareropii mamieHTiB. OmgHak
yepe3 HU3bKY CUCTEMHY abcopOIito ToOpaMilliHy MpU MICIIEBOMY 3aCTOCYBaHHI Ipenapary Hemae
HEOOXIJJTHOCT1 y KOPUTYBaHHI J103H.

Himu.

Ouni xparmni TOBPEKC® moxna 3acTocoByBaTH AiTAM BikOM Bin 1 poky y Tiil ke 103i, mo i
nopocinuM. Hapasi HasiBHI JaHi onucaHo y po3faini «PapMakoJIOTiuHI BIacTUBOCTI». besneka Ta
eextuBHicTh ounnxX kpanenb TOBPEKC® nns nireit BikoM 10 1 poKy He BCTaHOBIIEH.



Ilepeoosysannas.

Bynb-sSK0T0 TOKCHYHOTO BIUTUBY Y pa3i nepeao3yBaHHs MPU MIiCIIEBOMY 3aCTOCYBaHHI Ipenapary, a
TaKOX NPU BUMNAJKOBOMY KOBTaHHI BMicTy | ¢uakoHa, 3Ba)Karoud Ha XapaKTEPUCTHKH IIHOTO
npernapary, He O4iKyeThCsl.

MosIuBi KITiHIYHI O3HAKM Ta CUMNTOMH mHepenosyBanHs npemapatom TOBPEKC® (ToukoBwuit
KepaTuT, epuTeMa, MiIBUIIEHA CIO30TeYa, HAOPSIK Ta CBEepODK MOBIK) MOXKYTh OyTH MOIIOHUMHU /10
MOOIYHUX PEAKIIiH, 10 CIIOCTEPIraucs y NEAKUX MAaIliEHTIB.

Hamgmamox mnpemapatry TOBPEKC® y pasi BUHUKHEHHS TiepelO3yBaHHS IIPH MiCIIEBOMY
3aCTOCYBaHHI HEOOXiTHO BUMHUTH 3 OKa (0Ueil) TEIIo0 BOIOKO.

I06iuni peakuii.

[lig yac KJIIHIYHUX JOCHIPKEHb HAMMOIIMPEHIIIMMHU MOOIYHUMH peakissMi Oylu rinepeMis oueit
Ta BIQUYTTS AUCKOMQOPTY B 04ax, sIKi BUHUKAIU npubnusHo y 1,4 % Ta 2 % mnaiieHTiB BIANOBITHO.
HwxuenaBeneni moOi4H1 peakilii crocTepiraiucs TMiJ Yac KIIHIYHUX JOCHIPKeHb Mpenapary
TOBPEKC® Ta knacudikyBamics 3a 4aCTOTOIO TaKUM YHHOM: Jyke dacto (>1/10), wacto (>1/100,
<1/10), neuacto (=1/1000, <1/100), nmooaunoki (=1/10000, <1/1000) ta pinkicui (<1/10000). ¥
MeXax KOKHOI TpynH MOoOIYHI peakiii 3a3Ha4eHl y MOPSAAKY 3MEHIIEHHS iXHbOTO CTYNEHS
TSKKOCTI.

CucremMu opraxis Io0iuHi peakuii

[Bixmosigno 10 MedDRA (Bepcisi.15.1)]

3 00Ky IMYHHOT CUCTEMU Heuacmo: nigBuiieHa 4yTiIUBICTb.
3 60Ky HEPBOBO1 CHCTEMH Heuacmo: ronoBHuii OU1b.
3 60Ky opraHiB 30py Yacmo: BimayTTS TUCKOMBOPTY B 0YaX, TiIepeMis OUeH.

Heuacmo: xepatut, a0pa3is pOTIBKH, MOTIPIIEHHS 30DY,
3aTyMaHEHHS 30Dy, epuUTeMa IMOBIK, HAOPSK IMOBIK, HaOPsK
KOH IOHKTHBH, TIOJpa3HEHHs O4Yei, OUTh B OdYaX, CyXICTh
odYeil, BHUIUICHHS 3 O4YeH, MOpyIIeHHS 3 OOKy TIOBIK,
CBepODK OueH, MiIBUIIICHA CIIO30TEYa.

3 OOKy WIKIipH Ta MiIMIKIpHOT Heuacmo: xponuB’siHKa, IEpMaTHT, Maaapo3, JeHKoaepma,
TKaHUHU CBEpODK, CYXICTh IIKIPH.

VY mepiol MOCTMapKETHHIOBOTO HArjsay OyJ0 BHUSBICHO HIDKUYE3a3HA4YeHI JOJATKOBI MOOIUHI
peaxilii, 4YacTOTy BUHUKHEHHS SIKMX 32 HASSBHUMU JJAHUMH OIIIHUTH HEMOXJIUBO.

Cucremu opraniB IHo6iuni peakmii

[Bixmosigno 10 MedDRA (Bepcisi.15.1)]

3 OoKy IMyHHO{ cCTeMHU AnadimaKkTH4HA peaKiis

3 00Ky opraHiB 30py Ouna aneprisi, cBepODK MOBIK

3 Ooky wmKipu Ta migmkipHOi | Bucunanus, epurtema, cunapom CriBeHca — JI>)KOHCOHa,
TKaHUHU MyJIbTH()OPMHA epUTEMA.

Onuc desxux nobiunux peaxyiu
e VY JesKuX MAIlIEHTIB MOKE€ BHHHKHYTH YYTJIMBICTH JO aMIiHOTJTIKO3HUIIB, IO 3aCTOCOBYIOTHCS
MiCIeBO (IuB. po3ail «OcoOIUBOCTI 3aCTOCYBAHHS»).




e V mMami€eHTiB, SKUM NpPU3HAYAIM TOOPAaMIIMH SIK CHCTEMHY TEpaIllilo, BUHHKAJIU Cepio3Hi
noOiuHI peakuii, BKIIOYAOYH HEHPOTOKCHYHICTh, OTOTOKCHYHICTH 1 He(pOTOKCHYHiCTh. OnHak
ITICJISE MICIIEBOTO 3aCTOCYBAHHS TOOpaMIIIMHY B OKO TIPO IIi PEaKIil He MOBIIOMIISUIOCS (IUB. PO3ALT
«Oco0IMBOCTI 3aCTOCYBaHHS»).

e Ouni kpamti TOBPEKC® moxHa 3acTocoByBaTH IiTsM BikoM Bif 1 poky y Tii e 103i, mo i
nopocnuM. Hapasi HasBHI gaHi omucaHo y po3aun «®dapmakosoriyHi BiIacTUBOCTI». besmeka ta
edextuBHicTh ounnx kpanens TOBPEKC® nns xireii Bikom 10 1 poKy He BCTaHOBJIEH] (IUB. PO3in
«Crocib 3acTOCyBaHHS Ta IO3M»).

Tepmin npuoamnocmi. 3 poku.
Tepmin 30epiranHs MicIIs NEPIIOTO BIAKPUTTA (DIaKoHa — 4 THXKHI.

YmoBu 30epiranus.
30epiratu npu temrneparypi He Buile 25 °C y HegocTynHOMY ais Aited micui. Tpumaru draakon
LIUTBHO 3aKPUTHUM.

YnakoBka.
o 5 mn y dmakoni-xpanensaumi «JIpon-Teitnep®»; mo 1 (makoHy-KpanenbHUII y KopoOIi 3
KapTOHY.

Kareropis Bignycrky. 3a perentom.

BupooOHuk.
Ankon-Kysprsop/Alcon-Couvreur.

Micue3Haxoa:KeHHsI BAPOOHHUKA Ta MOro aapeca Micusi NPOBa’KeHHS JislJIbHOCTI.
Piiikcer 14, B-2870 Ilyypc, Bensrist/Rijksweg 14, B-2870 Puurs, Belgium.
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