Dorithricin

UHCcTpyKUuMs no npuMmeHeHuio: UHdopmauusa ans nonb3oBaTenen

Dorithricin® Ta6nertku ot 6onm B ropne «Knaccuk» 0,5 mr / 1,0 mr/ 1,5 Mr, cocaTenbHble Tabnetku
[JencTeytowme BewecTsa: TMPOTPUUNH / 6eH3ankoHus xnopua / 6eH30kanH

BHMMaTesSIbHO NPOYTUTE BCHO MHCTPYKLUIO MO NPUMEHEHUIO, NpeXxae YeM HauvyaTb NpUMMeHeHue
AAHHOIO JIEKAapCTBEHHOro CpeACTBa, MNOCKOJIbKY B HEeil coAep>KUTcA Ba)kHas MHbopMauums.

MpUHUMaTE AaHHbIA NeKapCTBEHHbIV NpenapaT Bceraa B COOTBETCTBUM C peKoMeHAaLMsaMu,
coAepXaluMMUCS B AAaHHOM MHCTPYKLUUWU MO NPUMEHEHWUIO, USIM B CTPOIFOM COOTBETCTBUM C MpeAnncaHnsMu
Bawero Bpaya wau cdapmauesTa.

e CoxpaHuTe MHCTPYKLUIO MO NpuMeHeHno. Bo3aMoxHO, BaM 3axoueTcsa no3xe npounTaTth ee elle pas.
e O6paTtuTech K BaweMy dapmaueBTy, ecniv Bam noHagobutcsa ganbHeiwas MHdopMaumsa Uam coBer.

e Ecnu Bbl o6Hapyxute nobouHble apdekTbl, 0bpaTnTECh K CBOEMY Bpady Mau dpapmauesBTy. ITO KacaeTcs
Takxe Tex Nob6ouHbIX 3dEKTOB, KOTOPbIE HE YKa3aHbl B J@HHOMW MHCTPYKLUMKN NO nNpuMeHeHuto. CM.
pasgen 4.

e Ecnu yepes 2 gHa Bbl He 3aMeTuUTE yNy4dLWEHNN UK Aaxke NoYyBCTByeTe cebs xyxe, obpatutech K
CBOEMY Bpauy.

YTOo coaepXUTCA B AAHHOW MHCTPYKLMU NO NPUMEHEHUIO

1. Yto npencrasnstoT coboli Dorithricin® Ta6neTku oT 60nu B ropne «Knaccuk», U ¢ Kakow Lienbio OHU
npuMeHsatoTca?

2. Ha uTo cneayet 06paTuTh BHMMaHue nepes npuemoM Dorithricin® TabneTtok ot 6onm B ropne
«Knaccumk»?

Kak cneayet npunumath Dorithricin® TabneTku ot 6onmn B ropne «Knaccuk»?
Kakne noboyHble adhdekTbl MOryT HabnoaaTbCs?

Kak cneayet xpaHuTb Dorithricin® Tabnetkn ot 6onun B ropne «Knaccmk»?
Coaep>xxuMmoe ynakoBku W ganbHenwas nHpopmauus

ounkw

Dorithricin® Tabnetkun oT 6011 B ropne «Knaccuk» npeacTaBasioT coboii NekapcTBEHHOe CPpeacTso ANs
JledeHuns NnosaoCTM pTa U rNoTKW.
Moka3aHua K NPpUMEHEeHUIo

Ona cuMnTOMaTnyeckoro nevyeHus VIHd)EKLI,VIVI NnoNoCTU pTa U MMOTKKU, CONPOBOXAatoLUnXxca 6onblo B ropne u
3aTpyYAHEHHbLIM MOTaHNEM.

Dorithricin® Ta6neTku ot 60nu B ropae «Knaccuk>» Henb3si NPMHUMaTb

. ecnu y Bac nmeetcs anneprus Ha TUpPOTpUUMH, 6eH3anKoHUS xnopwa, 6€H30KamH UM Ha OHO U3
BCMOMOraTesibHbIX BELECTB, CoOAepXaLllnXca B Dorithricin® Tabnetkax oT 60n1u B ropne «Knaccuk» un
rnepe4yuncreHHblX B pasgene 6.

NMpepocTepe>xeHnsi U Mepbl NPEeROCTOPOXKHOCTH

Mpw TSXenbIX aHrMHax unan 60nun B ropsaie, CONPOBOXAAOLWENCS BbICOKON TeMnepaTy pon, ronoBHOM 60sbto,
TOLIHOTOM UM pBOTON, cneayeT 06paTUTbCS 3a KOHCY/bTauMen K Bpayy.

B 0co6eHHOCTU NpW FHOMHbIX BOCNaneHnsaxX MMHAANMH C BbICOKOW TeMMepaTypoy Bpad pellaeT, MOXeTe n
Bbl npuHuMaTh Dorithricin® Tab6neTkn oT 6011 B ropne «Knaccuk» Hapsay € ApYrMMM BUAAMU fleYeHns,
HanpuMmep, NpUeMoM aHTMOBMOTUKOB.

MpW HanUuUMM CBEXUX paH B NOMOCTM pTa W FNOTKW CeayeT oTKasaTbes oT npuema Dorithricin® tabnetok ot
6onun B ropne «Knaccmk».

MaumeHTaM COo CKNOHHOCTLIO K peakunaM NoBbILWEHHON YYBCTBUTENBHOCTM KOXM (@ansiepruyeckomn
KOHTaKTHOM 3K3eMolt) cnefyeT usberaTtb npuema Dorithricin® Ta6netok oT 601M B ropne «Knaccunk», Tak Kak
BO3MOXHbl peakUnmn NMOBbILLEHHON YYBCTBUTENBbHOCTMU.
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MOCKObKY HEBO3MOXHO FrapaHTUpOBaTb COOTBETCTBYIOLWMNI cnocob NnpuMeHeHnsa (CocaHune) y MnageHues u
ManeHbkux geteit, Dorithricin® Tabnetkun oT 6011 B ropne «Knaccuk» HenpuroaHbl AN NPUMEHEHNs Y
MNageHuUeB M ManeHbknx geten (4o 24 mMecsiues).

Mpy NpUMeHeHUM y AeTell cneayeT obpallaTb BHUMAHWE Ha TO, YTO6bl Y HUX YyXe 6blil pasBUT HaBblK
KOHTPOJIMPOBAHHOIO COCaHMS.

Mpuem Dorithricin® Ta6netok ot 601M B ropne «Knaccuk» BMecTe ¢ APYrMMM IeKapCTBEHHbIMM
cpeacTtBamMm

MpounHdopMUpyiiTe cBOEro Bpaya unu dapmalesTa, eciv Bl NnpuHMMaere agpyrue nekapcTBeHHble CpeacTBa,
HeJaBHO MPUHUMANM ApYyrue NeKapCcTBEHHbIE CPEACTBA UM COBUPAETECh MPUHUMATL ApYyrue feKapcTBEeHHbIe
cpeacTsa.

Mpu MCNONb30BaHMM COMMTACHO MPEeANUCAHUI0 HUKAKMX B3aUMOAENCTBUI C APYTMMU NIEKAPCTBEHHbIMU
cpeacTBaMm A0 CUX MOp OTMEYEHO He 6bino.

BepeMeHHOCTb U KOpMJIeHUe rpyabio

[0 cx nop He 6bI10 BLIABNEHO KakuxX-MMbo BpeaHbIX BO3AEHCTBMIA Ha Nnoa co cTopoHbl Dorithricin®
Tabnetok oT 60nn B ropne «Knaccmk». OgHaKo M3 coobpa)keHU NpefoCcTOPOXHOCTU UX NPUEM BO BpeEMS
6epeMeHHOCTM U FpyAHOro BCKapMAMBaHUA AO/KEH MPOU3BOANTBLCS TOSILKO NMOCAE KOHCYAbTauumu ¢ Bawum
Bpa4yoM unu dapMaleBTOM.

Dorithricin® Ta6neTku ot 6onu B ropne «Knaccuk» cogepkat copéburton

MpuHumaitTe Dorithricin® Ta6netku oT 60nu B ropne «Knaccuk» TONbKO NOCAE KOHCYbTalMu CO CBOUM
Bpa4yoM, ecnm Bam naesecTtHo, 4TO Bbl CTpagaeTe HeENepeHOCMMOCTbIO onpeaeneHHbIX BUAOB caxapa.

MauneHTaM C peaKol HacneACTBEHHOW HEeNepeHOCUMOCTbIO PYKTO3bl He cneayeT npuHuMaTh Dorithricin®
TabneTtkun ot 60nun B ropne «Knaccmi».
UHdbopmalma ana anabetnkos

1 Tabnetka ansa cocaHmsa cogepxut 0,87 r copbutona (MCTouHUK 0,22 r HPpPyKTO3bl) M COOTBETCTBYET MNpPUM.
0,07 xnebHbix eanHuny, (XE). Copbuton MoXeT okasbiBaTh Jierkoe crabutenbHoe gencTeune.

MpUHUMalTE AaHHOE SleKapCTBEHHOE CPEACTBO BCErAa B CTPOrOM COOTBETCTBMM C TEM, KaK 3TO yKasaHo B
JaHHOM MHCTPYKLMK MO MPUMEHEHUIO UM COMMIacHO peKOMeHAaLmMsM Bawero Bpaya unu dapmMaueBTa.
O6paTtuTech 3a KOHCYbTaUMeR kK cBoeMy Bpady unu dapMaueBTy, ecnn y Bac ecTb Kakme-nmbo COMHeHMs.
PekoMeHAOBaHHas f03a COCTaBnseT

Mo HeobxoAMMOCTM MeasIeHHO paccacbiBanTe 1 -2 TabneTkn ANs COCaHMA HECKONbKO pas3 B A€Hb, Kaxable 2 -
3 yaca.

MNMocne ynyyweHnsl caMovyBCTBUS NieYeHue crieayeT NpoAo/KaTh B TEUEHUE eLle O4HOMO AHS.
Ecnum Bbl npuHanm 6onbluee konuvectso Dorithricin® Ta6nerok or 60nu B ropne «Knaccmk», yem
cneayer

Mpv NpaBUILHOM MpUMeHeHun oTpaBneHue Dorithricin® Ta6neTtkamu ot 6onun B ropne «Knaccuks»
HEBO3MOXHO M A0 CUX Nop He Habnaanoco.

Mocne npueMa o4yeHb 60MbLIOro KoNMyecTsa TabneTok MoryT BO3HUKHYTb HApYLIEHUSI CO CTOPOHbI
XKEeNnyAo4YHO-KMLLEYHOro TpakTa, a Takxe, B 0COBEHHOCTU Y AeTel, NOoBbILWEHHOE coaep)aHne
MEeTreMorno6mMHa B KpoBUM. BO3MOXHbBIMM NMPU3HAKAMU 3TOMO SABMSKOTCA OAbILIKA M CUHIOWHOCTb ry6 1 NManbLues

pYK.
Mpy NoA03pEHUM Ha 3HAUUTENbHYHO Nepeao3npoBKY NPoMHGOpMMpyTe 06 3TOM Bpaya.

B kauecTBe OTBETHbIX MEpP PEKOMEHAYETCS MPUEM AOCTAaTOYHOIrO KoOsM4ecTBa Boabl U Tabnetok
aKTMBMPOBAHHOIO Y5, @ TakxXe npn Heob6xoaMMOCTM NPUHSATUE BpavyOM COOTBETCTBYHOWMX MEpP NPOTUB
MeTremornobmHemmu.

Ecnum Bbl 3a6b1nm npuHaTb Dorithricin® Ta6neTkn ot 6onm B ropne «Knaccuk»

He npuvHuManTe ABOMHYO 403y NpenapaTa, ecnv Bbl nponyCcTnnu npeabiayLwmn npuem.

Cpasy nococute 1 Tabnetky Dorithricin® ot 6011 B ropne «Knaccuk» v ganee npoaosnxainiTe Npuem B
06bIYHON [O3NPOBKE.

Kak Bce NlekapcTBEHHbIE NpenapaTbl AaHHOe NlIeKapCTBEHHOE CPeACTBO TakKe MOXET UMETb NoboUHble
3 deKTbl, KOTOPble, 0AHAKO, HE 0653aTeNbHO AO/KHbI MPOSBUTLCA Y KaXA0ro nauueHTa.

Mpu oLEHKEe YacTOTbl BO3HMKHOBEHUS NOB6OYHbIX 3DEKTOB 3@ OCHOBY 6pannch cleayolmMe nokasaTesnu:
. OyeHb YacTo: 6onee yem 1 nauneHT 13 10
. YacTo: ot 1 go 10 nauymenHtoB n3 100



o NHorpa: ot 1 no 10 naumenToB 13 1.000

. Pepko: ot 1 no 10 nauneHToB 13 10.000

. OueHb peako: MeHee yeM 1 naumeHT 13 10.000

. HeunzBecTHO: YacToOTy HEBO3MOXHO OLLEHWUTb Ha OCHOBE UMELLMNXCS AaHHbIX

Bo3MoO>Hble No604Hble 3chdeKTbl

Peako:

B peakux cnydasix BO3MOXHbl peakunu NoBbILUEHHOM YYBCTBUTEIbHOCTU, B OCOBEHHOCTM Ha NPOAYKT
pacnaga 6eH3okanHa (3up aMMHOBEH30MHOM KMUCOThI).

Mpu Hapy>XHOM NpUMeEHeHUN, B 0cobeHHOCTH Yy aeten n npn HaAHECEHUN Ha 6onbwne paHeEBbIE MOBEPXHOCTHU,
OTMEYa/I0Cb NOBbLILWLWEHHOE CcoAEpPXXaHNe mMeTremornobuHa B KpOBW. BO3MOXHbIMW NpU3HaKaMn 3TOro ABNSIOTCSH
oAbllWKa N CUMHIOLWHOCTb FYG M nanbueB pyK.

YacTtoTa Hem3BecTHa:

Y YyBCTBUTENbHbIX MaUMEHTOB MOMYT TakXXe BO3HMKATb anfeprmyeckne peakummn Ha BeLLECTBa, KOTOpble
HaxXOASTCS B XMMUYECKOM poACTBE C 6EH30KaMHOM, TaKmMe KakK, HanpuMep, NeHUUWIMNHBI, CylbdaHunamMmnabl,
KOCMeTMYECKMe CpeacTBa ANs 3alnTbl OT COMHUA, N-aMMHOCaNLMAOBYH KMCAOTY (Naparpynnosas
ceHcnbunmsaums).

Apyrmne Bo3MokHble No60uHble 3chdeKTbl

Y cooTBeTCTBEHHO CEHCMGMHMBMDOBaHHbIX NMaunMeHTOB MOTyT BO3HUKHYTb peaKunn NOBbILLEHHOWN
4yBCTBUTEJSIbHOCTU HA MATHOE MaAcC/o (BK}'IIOLIaFI OﬂbIUJKy).

Coob6ueHne o no6ouHbIx apdekTax

Ecnu Bbl 3aMeTuTe nobouHble addekTbl, 0bpaTuTeCh K CBOEMY Bpaydy wav dapMaueBTy. DTO KacaeTCs Takxe
n Tex NobouHbIX ahdheKToB, KOTOpble He YKa3aHbl B JAaHHOMW MHCTPYKLUMK MO NMpUMeHeHu0. Bbl Takxxe MoxeTe
€coobWMTb 0 NO60YHBLIX 3hdheKTax HaNpsAMYy Yepe3 HauMoHaNAbHY MHAOPMALMOHHYO CUCTEMY.

anga FrepmaHunmn:

Bundesinstitut fir Arzneimittel und Medizinprodukte
Abt. Pharmakovigilanz

Kurt-Georg-Kiesinger Allee 3

D-53175 Bonn

BebcanT: http://www.bfarm.de

ana Jlrokcembypra

Direction de la Santé - Division de la Pharmacie et des Médicaments

Villa Louvigny - Allée Marconi

L-2120 Luxembourg

BebcanT: http://www.ms.public.lu/fr/activites/pharmacie-medicament/index.html

Bawwu coobueHuns o nobouHbiX addekTax byayt cnocobcTeoBaTb C6OPY AOMNOAHUTENBHOW MHbOPMaLMn O
6e30nacHOCTM AaHHOrO NeKapCTBEHHOIro CpeacTaa.

XpaHuTe faHHOe neKkapcTBEeHHOEe CPeACTBO B MeCTe, HeJOCTYMHOM A/S AeTen.

Henb3s ucnonb3oBaTb AaHHOE 1eKapCTBEHHOE CPpeACTBO MOC/e UCTeYEHNS CPpOKa FrOAHOCTU — AaTbl
«Verwendbar bis:», ykazaHHOW Ha KapTOHHOM KOpobKe 1 ynakoske. [lata OKOHYaHWSA CpoKa rogHOCTYH -
nocneaHWn AeHb yKasaHHOro Mecsua.

YcnoBusi XxpaHeHuUs

XpaHuTb Npun TeMmnepaType He Bbiwe 25 °C.

He Bbi6pacbiBaiiTe eKapCTBEHHbIE CPEACTBA B CTOYHbIE BOAbI MU 6bITOBbIE 0TX0AbI. CrpocuTe y Bawero
apMaueBTa, Kak cneayeT yTUIM30BaTh S1IeKapCTBEHHOE CPEeACTBO, ecniv Bbl ero 60Mblie He UCNOSb3yeTe.
TeM caMbiM Bbl BHECETE CBOI BK/1a4 B 3alUUTY OKpYXXatowen cpeabl.

Yto copeprkurtca B Dorithricin® Ta6nerkax or 60amn B ropne «Knaccumk»

J ,U,eVICTBYPOU.lMMM BELWECTBAMU ABNAOTCA:
1 TabneTka 4nsa cocaHus:

TnpoTpUUmMH 0,5 mr
BeH3ankoHusa xnopua 1,0 mr
BbeH3okanH 1,5wmr

e BcrnomoraTtenbHbIMW BeLLECTBAMU ABSIOTCA:
Cop6uton (Ph. Eur.), Tanbk, caxapo3sbl cteapat tvn III, caxapuHaT HaTpusa 2 H,O, MsTHoe macro,
nosmaoH (K 25), kapmennosa Hatpusa (Ph. Eur.)
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Kak BbirnagsaT Dorithricin® Ta6netkmn ot 601m B ropne «Knaccumk» n cogep>xmmoe ynakoBKu
Benble, kpyrnbie TabneTtkun
YnakoBku ¢ 20 Tabnetkamm ans cocaHus n 40 Tabnetkamu ans cocaHus

OepaTenb perucTpaLuMoHHOro yaocroBepeHus

MEDICE Pharma GmbH & Co. KG
Kuhloweg 37, 58638 Iserlohn

TenedoH: (02371) 152790
®dakc: (02371) 937-329

e-Mmenn: info@medice-pharma.de

NMpoussoauTesnb U cCO-AUCTpUGHLIOTOP

MEDICE Arzneimittel Pitter GmbH & Co. KG
Kuhloweg 37, 58638 Iserlohn

dakc: (02371) 937-0
Telefax: (02371) 937-329

e-menn: info@medice.de
www.medice.de

[AaHHaA MHCTPYKUMA No NpUMeHeHuIo 6bln1a nepepaboraHa B nocneaHuit pa3 B anpene 2015.
HeodwnumanbHbIli NepeBo HEMELKOro IMCTKa-BKNaablLwa.



