JUCTOBKA



JIucToBka: nadopManHs 32 NanREHTa

Tuoszuna 4 mg/2 ml HHXKEeKIIHOHEH PA3TBOP
Tiyozid 4 mg/2 ml solution for injection

THOKONXKHKO3KA (thiocolchicoside)

V¥V To3u nekapcTBEH NPOAYKT MOINEKM Ha AOMBLIHMTENHO Habniogende. Tosa we nossosu O6bp30TO
yCTaHOBABAHE Ha HOBa HHQOpMaLMA OTHOCHO OezomacHocTra. MoxeTre na ganere CBOA MPHHOC KaTo
ChOOIIMTE BCAKA HEXEJaHA peakilysd, KOATO CTe MOAy4W/IW. 3a HauMHA Ha cboOlljaBaHe Ha HEXKEJIaHH
peaKkLiuM BHXKTE Kpas Ha TO4Ka 4.

IIpoueTeTe BHEMATENHO ANATA JHCTOBKA, IPE/IH Aa 3aN04HETE A8 IPHEMATE TOBA JIEKAPCTBO, Thi

KATO TH ChABPKA BaxkHA 3a Bac nadpopmannus.

- 3anasere Tasu AMCToBKa. MoOxe na ce Hanoxw Aa A NMpo4eTeTe OTHOBO.

- AKo MMaTe HAKAKBH JOMBJIHUTEHY BRIIPOCH, NonuTaiTe Baluuks nekap wnd gapMaLesT.

- Tosa nekapeTBo € npennucaHo AUWYHO Ha Bac. He ro npeorcreneaiire Ha apyry xopa. To Moxe aa um
HaBpedH, HE3ABUCUMO Y€ NMPH3HALMTE Ha TAXHOTO 3aD0NIsBaHE ca ChIIMTE KaTo Bawwure.

- AKO MOJlyYyHTe HAKAKBH HEXE/JAHH JIEKAPCTBEHHU peaklvH, yBeaoMere Baluug nekap wam ¢apmauesT.
ToBa BKJIHOUBA H BCHYKH BE3MO’KHH HEXXEJIaHH peaKlIMM, HEONMMCAHM B Ta3M JUCTOBKA. BuxkTe TOUKA 4.

H3MBHUTENHA ATEHLNR N0 NEKAPCTBATA

NucmoBka - MNpounomarue 2

KakBo chABLPAA TA3H JACTOBKA

Kakso npeacraenasa THo3ya ¥ 3a KaKBo ¢e U3MNON3Ba
. Kakso Tpa6sa na 3Haere, npeay Aa npuemere THO3HA
Kak na npuemare Tuosma

B13MO0XKHH HEXKETAHH peakLvH

Kak na cexpaHseate THo3na

. Cpabp:kaHHe Ha ONAKOBKAaTa W JOMbJHUTEIHA, HHOD
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1. KaxkBo npeacrapiasisa THO3HA H 32 KAKBO Ce H3M0J13Ba

ToBa lekapCTBO € MYCKYJIeH penakcaHT. To ce ynotpebaBa npH Bb3pacTHH Y IOHOLIK HA 16 roauHHU K no-
roJIEMHM KaTo amOBAHTHO fledyeHHe Ha Oone3neHH MyCKYJIHM KOHTpakTypH. TpaOBa Ja ce HW3non3sa 3a
OCTPH CBbCTOAHHA, CBBP3aHHU ¢ rppOHauYHNsS CTHIO.

2. Kaxso Tpabsa na 3naere, npeas Aa npuemMere THO3HA

He npuemaiite THO3HA:

- AKO cTe anepruyeH/a KbM THOKOJXHKO3HMA WIM KbM HSKOA OT OCTAHAIWTE CBLCTABKM Ha TOBa
nekapcTBO (H3OpPOEHH B TOUKA 6);

- AKo cre OpeMeHHa, MOXe 1a 3a0peMeHeeTe UiIH CUKTATE, Ye MOXE Na CTe OpeMEeHHa;

- AKO cTe JKeHa ¢ JeTepoieH NOTeHUHaJ, KOSTO He MpUWiara NpoTHBO3a4aTbuHH MEPKU;

- AKO KbpMMTE.

IlpeaynpexaeHHs H NPEANAIHE MEPKH
["oBOopeTe ¢ Baluuns nexkap unM gapMauesT, npeam aa npuemere THO3MA.

Crieunaniy npeanasHyi MEpPKH TpA6Ba a ce B3eMaT 10 BpeMe Ha npydema Ha THosua:
- AKO HMaTe enuierncds WIM PHCK OT CbPYOBE — TOBA JIEKAPpCTBO MOXE [a MNpeIH3BHKA
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« 1IpH HHTPAMYCKYJIHO MNPWIOKEHHE MOXE A3d C€ MOABAT peakuWH Ha KPbBOHOCHUTE ChIOBE.
[IpenopbuBa ce NpociesBaHe Ha MalHeHTa ¢S] NOCTABAHE Ha HHXKEKUHUATA.

Ctporo cwbmoaasaiTe 403uTe W MPONBLIKHTENHOCTTa Ha JICYEHHE ONMHCaHW noapobHo B Toyka 3. He
TpsaOBa Ja ynotpebABaTe TOBa JIEKAPCTBO B NMO-BUCOKH A03H WM 34 NTO-NPOIBKATENCH NEPHOA OT 5 AHM.
[IpyunHaTa 32 TOBa €, Y€ €AMH OT NPOAYKTUTE, KOHTO ce ofOpasyea B opraHd3Ma TpH NMpuUeMaHe Ha
THOKOJIXHKO3HM] BbB BHCOKM [03H, MOXE Aa MNPHYHHHU YBpeXIaHe Ha HAKOU KIETKU (pa3znuueH oOT
HOpMaJiHUA Opoii xpoMo3oMH). TOBa € YyCTaHOBEHO B HAKOM MPOYUBAHHUA C XKMBOTHH U NpH NabopaTopHH
npoyuBaHui. [1py xopa To3H BUA YBpeXKAAHE HA KIETKATE € PUCKOB (PaKTOp 3a paK, YBPEAKAAHE Ha TUIoAa
M HApYIIEHHE HA MBXKHA PepTUAUTET. AKO UMATE HAKAKBU JONBJIHHUTEIHK BBNPOCH MOCHBETBANTE CE C
Bawuus nexap.

Bawuar nekap uwe Bu uHHpopMHpa 3a BCHUKH MEPKH CBbLp3aHU ¢ €(PEKTUBHOTO TNpEAna3BaHe oOT
3a0peMEHABAHE M 32 NOTCHLUMATHHUA PHCK OT OpeMEHHOCT.

Hlena \ 1oAOmMA
He npapaiiTe TOBA AEKAPCTBO HA I€LA M FOHOWIM HA BB3pacT nog 16 roauHu nopaau cbobpaxeHud 3a
De30nacHoOCT.

Hpyre nexapcrsa 1 THo3na
B3aumo1eliCTBHETO Ha TO3H JIEKAPCTBEH NPOAYKT € OPYrd JEKAPCTBEHH NMPOAYKTH HE € U3BECTHO.

Hudopmupaiire Bamus nekap wau gapmaneBT, ako npyueMarte, HAaCKOpPO CTe NMPUEMANIH WIIH € Bb3MOXKHO
Ia MPUEMETE APYTH JICKApPCTBRa.,

Tro3HA ¢ XpaHa, HAMHATKH H AJKOX0J
[lo BpeMe Ha NEYCHUETO ¢ TOBA IEKAPCTBO HE TPAOBA J1a e KOHCYMHpa ankoxo.

BpeMenBOCT, KbpMeHe H pepTHARTET

He npuemMaiite ToBa NEKAPCTBO aKoO:

- cre OpemeHHa, Moxke J1a 3abpeMeHeeTe WK CUUTATE, YE MOXKE 1a CcTe OpeMenHa;

- CT€ XEHa C AeTepOeH NOTEeHLKMA, KOATO He Npuiara MpoTHBO3a4aTbuyHy MEPKH.

[Ipuynnara 3a TOBa €, Y€ TOBA JIEKApCTBO MOXE Ja yBpedHd mioda. He mpHeMaWTe TOBa JIEKapCTBO aKoO
KbpMHTE. [IpHunMHaTa 3a TOBA €, Y€ TOBA JICKAPCTBO MOXKE Ja MPEeMHHE B KbpMaTa. ToBa jieKapcTBO O6u
MOTJIO Ja NOpU4YMHM NpodneMH ¢ MBXKKHA (EepTWIMTET NOpagd MOTEHUMANHOTO YBpeXlaHe Ha
criepMaTo3ouauTe (pa3dnnueH OT HOpManHua 6pol xpomosomu). ToBa ce oCHOBaBa Ha JiabopaTOpHH
npoyuraHua (Buxre Touka 2 ,JlpeaynpexaeHvs 1 npeanasHu MEpKH™).

IMogpupane B padboTa ¢ MANIUHH

Hama HanvuybHa HHPOpMauMs 3a €PeKTHTE BBPXY CrocobHocTTa 3a wodupaHe H paboTa ¢ MaLHHH.
KnuHWYHUTE NMpOy4YBaHUA HE MMOKa3BaT €(EKT HA THOKOJIXUKO3MI BBPXY NCUXOMOTOPHHUTE (DYHKLIMH.
Bbnpekn TOBa NMpH NMPUEM HAa THOKOJXHKO3HA Ca CbOOIIABAHM PpEAKH C/y4ad Ha CHHIMBOCT MO
OTHOYEHHE Ha crocOOHOCTTA 3a 1odupaHe U padoTa ¢ MatlIMHH,

Tuo3ua cbaAbLpxka HATPHIE, 0-Manko oT | mmol (23 mg) Ha 1034, T.€ PAKTHYECKU HE ChABIIKA HATPHH.
Tuo3ua MOXe Ja NOBJKAE HA Pe3yITATUTE OT J1aDopaTOPHUTE TECTOBE.

3. Kak ga npuemate Tnozua
Bunary npuemMaiite ToBa NeKapcTBO TOWHO KakTto Bu e kasan Bawus sexkap unu ¢apmaieBT. Ako He CTe

e

CHUTYPHH B HEllIO MonuTainTe Baliua nekap unu ¢papMaLeBT. T




[IpenoppuMTEnHaTa 1 MAKCUMAJIHA 103a ¢ 4 mg Ha BcekH 12 yaca (1.€. 8 mg Ha fieH).
IpOoaB/HKUTENTHOCTTA HA JICUEHUETO € OrpaHHYEHa 10 5 NOCIEAOBATENHH JHH.

He HaaBUIIaBANTE MPEHOPBHUUTEIIHATE J03K H NPOABDKHTEHOCT Ha JIe4EeHHE.
Topa nexkapcTBo He TpAaOBa [a c€ M3NOA3BA2 3@ NPOALDKUTENIHO JE4YeHHE (BHXKTE TOuka 2
SpeaynpexxaeHUs U Npeanasid MEpKU*®).

Tro3ua e 3a HHTPaMYCKYJTHO PWIOKEHHE,

Ynorpeba npu gena H HHOMH
He papaliTe TOBa JIEKaPCTBO HA JI€Lia W KOHOLIM HA BBL3IPACcT noa 16 roavHu nopaau choOpaxkeHus 3a
Oe30nacHoOCT.

AKO CTe npHeSH noBeyve oT HeobOXoaAuMaTa 3032 THO3HA
AKO MO HEBHMMAaHUE CTE MPpUEIM noseue oT Heodxoaumara Jo3a Tuozua, Tpabea na ce nMocbBETBATE C
Bamus nekap, papMaueBT UNHM MEJULIMHCKA CECTpa.

AKO CT¢ NpONyCcHAJIH Aa npreMere THOIRA

He B3emaitTe ABOHHA 0034, 3a Ja KOMIIEHCHpAaTe NPOMYyCHATATA 034,

AKO MMaTe HAKAKBH AOITLIHHTEIHM BBLIPOCH, CBBP3aHU C ynoTpebaTa Ha TOBa JIEKaApCTBO, NMONHTaTE
Bawusa nekap, ¢apMaueBT WiH MEQULIMHCKA CECTpa.

4. Bb3MOKHH HEXeJIAHH PEAKIHH
KakTo BCHUYKH JIEKapCTBA, TOBA JICKAPCTBO MOXKE [a NPC/AM3BHKA HEXEIIAHH PEaKUMH, BBIPEKH Y€ HE

BCCKH I'1 NOJIy4aBa.

Hexenanure NCKAPCTBCHH PCAKIIWMH CC OLUCHABAT B 3aBUCHMOCT OT HCCTOTATAa, INPH KOATO CC CPCLLAT.
3a Ta3y Lied Ce U3NOJ3BAT CACIHHTE KAaTCIr'OpHH 3a HCCTOTA HAa HEKCJIAHHTC JICKAPDCTBCHH PCAKIIMHA.

MHoro 4ecTH: MOraT Aa ce npoABAT NpH noeeuye ot 1 Ha 10 yoBeka

Yectn: MOTrarT Ja ce nposBaT npu Ao 1 Ha 10 yoseka
HeuecTn: MOT'aT Aa ¢e npoaBaT npu no-manko ot |1 Ha 100 yoseka
Penku: MOTaT Aa ce npoaBaT npu no-manko ot | Ha 1000 yoreka

MHOro peaku : MOorar aa ce nposisat npH no-manko ot 1 Ha 10 000 yoseka
C HEeH3BECTHA HYECTOTa: HE MOraT Aa ObAaT OLEHEHH OT HAJIMYHHATE JAHHH

Hapywenus na umynnama cucmema.
MHoro penku: aHapUNaKTHYHM peakLUHH, ChpDeX, ypTHKapus, aHrdoeaeM, aHaduIakTUYEH LLIOK

BCICACTBUE OT HHTPAMYCKYIHO NMPUITIOKEHHE,

Hapywenus na kooicama u nOOKodCcHume mbvKanu:
Penku: ANIepryu4yHM peakLuun Ha KoXaTa

Hapywenua na nepenama cucmema
Penku: COMHOJIEHTHOCT / CHHJIMBOCT

Cmomauuno-upesuu Hapyeuus.

Peaku: AHapug, ractpairus, NoBpbltaHe, raicHe _,..771'“;.*;:1.‘.,‘,1:% re . BNy
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CoofmaBane A HEXKEJIAHH PeAKIHH

AKO MOJIy4HTE HAKAKBH HEXKENIAHW JICKAPCTBEHH PEeakuMW ysenoMere Baiva nexkap wiu dapmauesT.
Toea BKIKOUBA BCHUKH BBb3MOXHHU, HEOITMCAHU B Ta3H JIMCTORKA HEXENAHW peakuMd. Moxere ¢bLlo Ja
ChOOLIMTE HEXKENaHM JICKAPCTBEHU peakLUn JUPEKTHO Ypes:

M3nbiaHUTENHA areHuus ro JeKapeTBara
yin. ,,Jamsan I'pyep™ Ne 8

1303 Codus

TeN.: +359 2 8903417

en. noia: bda@bda.bg
yebcaliT: www.bda.bg

Karo cbobiuiaBare HEXKENAHUA peakilud, MOXKETE Aa AajJeTe CBOA NPUHOC 3a MOJyvYaBaHE Ha [OBEYE
HHPpOpMaLIHA OTHOCHO DE30MacHOCTTa Ha TOBA JIEKAPCTBRO.

5. Kak aa coxpanapare Tuoiuna
Ja ce cbxpaHABa Ha MACTO, HEJOCTLITHO 32 AeLia.

Jla ce cpxpaHasa nop 25°C.
Ha ce cbxpaHsaBa B OpUrHHaIHA OMAKOBKa, 3a 1a CE€ MPEANas3H OT CBET/IMHA.

He u3anonszpaiiTe TOBa NeKapCTBO CJIEA CPOKA HA FOJHOCT OTOENA3aH BLPXY KAPTOHERATA OMAKOBKA CJIE]
»lofen no:“. CpoKbT Ha rOgHOCT OTrOBaps Ha NMOCAeAHUA AEH OT OCOUEHHS MECEL.

He n3xebpssiTe neKapcTBaTa B KaHAM33LUMATA WIH B KOHTeHHepa 3a JoMallHH oTnagbiiy. [lonurakre
Bamna ¢apMaueBT Kak Ja M3XBpiATE NEKApCTBaTa, KOMTO BeYe HE H3Mmoj3Bare. Te3d Mepku e
CIIOMOTHAT 3a OMa3BaHe HA OKOJIHATA Cpena,

6. ChanLpkaHne Ha OMAKOBKATA H J0NBJAHHTEIRA HHQOPMALHS

KakBo cbabpxa THOIHA
- AKTHBHOTO BelIECTBO €: THOKOAXUKO3uA (thiocolchicoside). Beska ammyna or 2 ml cbabpxa

4 mg THOKOJIXHKO3HA.
- Jpyrvre CbCTABKH Ca: HATPUEB XJIOPHA H BOHAA 38 MHIKEKLUH

Kak m3rjiexaa THo3aa H KAKBO ChALPAKA 0NAKOBKATA
JKBAT npo3payeH pasTBop B NPO3pavHH CTHKJICHH aMmIyid (Tvm I, 2 ml), o 6 ammynu B 6ucrep,
[IOCTABCHH B KAPTOHEHA KYTHSAL.

IpaTexaTen HA palpellleHHETO 34 YROTpeda H NPOH3IBOHTE

HOBEJ1 PAPMA EOO/

Oyin. ,,bearapusa” Nel(9
Codus 1404, bearapus

JlaTa HA MOCAEAHO Npepa3riekiaHe HA JIHCTOBKATA:
10/2025 . -



