I;IX)onstyl 4 mg

© Thuécnay chidung theo don thuéc.

© Docky huéng dan sirdung trudc khidung.

e Déxatamtaytréem.

e Tohuéng dan sitdung néu tém tat cacthong tin quantrong ciia thuéc.
Né&u can thém théngtin, xin hdiy kién bac sy hodcdugcsy.

THANH PHAN CONG THUCTHUGC: Méi vién nén chuta:

Thanh phan dugc chat: Thiocolchicosid 4mg
Thanh phan ta dugc: Mannitol, Lactose, Starch 1500, Povidon K30, Natri
croscarmellose, Magnesi stearat, Colloidal silicon dioxid A200.

DANG BAO CHE: Vién nén.

Mé ta dac diém bén ngoai ctia thudc: Vién nén mau vang nhat, hinh tron,
mot matvién c khdcvach, mat con laikhdc s6 4618, canh vathanhviénlanh
lan.

CHIiPINH:

Diéu tri hé trg cac con dau do co ciing co cdp tinh trong bénh ly cot séng &
ngudilén vathanh thiéu nién tir 16 tuditrg lén.

LIEUDUNG, CACHDUNG:

Liéudung:

Luén dung thudc ding liéulugng trong don thudc.

Liéu khuyén cao t&idala 8 mg/12 gi& (16 mg/ngay). Thai gian diéu tri khong
nénqua7 ngayliéntiép.

Khong st dung liéu cao hon liéu khuyén cdo hodc st dung dai han (xem
phéan Canh bao va than trong khidung thuéc).

Tréem:

DPéantoan, khéng dung cho tré em va thanh thi€u nién dudi 16 tudi.
Cachdung:

-Dung udng, uéng thudc véi motly nudc day.

-Truong hop quén uéng mét liéu dung: Hay uéng ngay khinhé ra. Néu thai
gian gan vdilan dung thudc tiép theo, bo qua liéu da quén va hay dung liéu
tiép theo vao thai gian thudng lé. Khéng dung liéu gap déi dé bu vao liéu da
quén.

-Trudng hgp uéng qua nhiéu vién thuéc: Hay gdp ngay bac sy hoac téi khoa
Héistc- Cap ctu clia bénh vién gan nhat.

CHONG CHiDINH:

- Qua man vdi thiocolchicosid, colchicin hodc bat ky thanh phan nao ctia
thudc.

- Phu nir dang mang thai hoac nhiing phu nit cé khd nang mang thai do
khéng strdung bién phap tranh thai phu hgp, phu nit cho con bu (xem phan
Strdung thudc cho phu nirco thaiva cho conbu).
CANHBAOVATHANTRONG KHIDUNGTHUGC:

Canhbao:

-Bénh nhan dong kinh hodc cé nguy co co giat, nén can nhac gitta nguy co/Igi
ich clia thiocolchicosid va tang cudng theo déi lam sang vi thiocolchicosid cé
thé lam thic day co giat. Ngung diéu trj khi xuat hién con co giat.

- C4c trudng hgp tén thuong gan (nhu viém gan do tiéu hdy té bao hodc i
mat) da dugc bao cao khi diing thiocolchicosid. Truong hgp ndng (viém gan
cp tinh) da dugc bao cdo & nhiing bénh nhan dung déng thai thiocolchicosid
Vi cac thuéc nhém NSAID hodc paracetamol. Nén ngung diéu trj va lién hé véi
bac sy diéu tri néu phét hién cac dau hiéu va triéu chiing tén thuang gan (xem
phanTac dung khéng mong mudn ctia thudc).

Thén trong khi dung thuéc:

-Gidm liéu khicé triéu chiing tiéu chay.

-Dung chung véi thudc bang se bao vé niém mac da day khi can.

- Cac nghién ctu tién 1am sang cho thdy rang mét trong nhitng cht chuyén
hoa ctia thiocolchicosid (SL59.0955) gay ra dot bién dj boi (su bat thudng vé
56 lugng va su sdp x&p cac nhiém séc thé) tap trung & ngudi dung liéu uéng
8 mg x 2 1an/ngay. Thé dj boi dugc xem la mot yéu t6 nguy co gy di tat thai,
gay doc cho phéi/bao thai, sdy thai tu nhién va suy gidm kha nang sinh san &
ngudi cling nhula motyéu té nguy co tiém &n ung thu. Dé phong ngtsa, tranh
strdung thuéc liéu cao hon liéu khuyén cao hodc st dung dai han.

- Bénh nhan can dugc théng béo luu y cdc nguy co tiém &n trong qud trinh
mang thaivadung cacbién phap tranh thai hiéu qua.

-Thuéc cé chtiamannitol, c6 thé cé tdc dung nhuén trang nhe.

- Bénh nhan c6 van dé vé dung nap galactose, bénh nhan thiéu hut enzym
Lapp lactase hodc kém hap thu glucose - galactose khéng nén dung thudc
nay.

Sirdung thudc cho phu nii cé thaiva cho conbi:

-Thoiky mang thai:

+ Dt liéu vé viéc st dung thiocolchicosid & phu nit mang thai con han ché
Do d6, nhitng nguy cd tiém tang lién quan dén phéi thai va thai nhi chua
dugcbiétdén.

+Céacnghién clu trén dong vat cho thay thiocolchicosid gay di tat thai.

+ Chéng chi dinh dung thiocolchicosid cho phu nit dang mang thai hoac
nhiing phu nit c6 kha ndng mang thai do khong st dung bién phap tranh
thai phtthgp (xem phan Chéng chidinh).

-Thoiky cho conbu:

Chéng chi dinh & phu nit dang cho con bu do thiocolchicosid dugc bai tiét
qua sttame (xem phan Chéng chidinh).

Anh huéng ctia thudclén kha nang lai xe, van hanh may méc:

Cac nghién cu trén 1am sang khong thdy bat ky réi loan than kinh nao lién
quan dén thiocolchicosid. Tuy nhién, buén ngt cé thé thudng xay ra, can
than trong khilaixe va van hanh may moéc.

TUONGTAC, TUONGKY COATHUOC:

Tuong tacchathudc:

Chua cébéo caodirliéuvé tuong tac cliathudc.

Tuongky ctia thudc:

Do khéng c6 cac nghién cdu vé tinh tuong ky clia thuéc dung dudng uéng,
khéng tron lan thudc nay véi cac thudckhac.

TACDUNGKHONG MONG MUGN CUATHUGC:

Bang tém tat cac phan iingkhéng mong muén:

Cac co quan | Tan suat (¥) Cac phan iing khéng mong muén

Phdnungquéa| Hiémgdp |Phanungquémannhundimay day.
mén

Khéngré |Cac phan tng qua man nhu phu Quincke,

phén ing phan vé va dicbiétla séc phanve.

Phantngda ltgdp Céc phan ting ngoai da nhu ngura, ban do da,

ban datsan, ban mun nudc.

R&i loan tiéu | Thudng gdip |Tiéu chay (xem phan Canh béo va than trong
hoéa khidung thuéc), dau da day.

ftgdp  |BubnnodN, noN.

RGi loan gan| Khéngré |Suy gan (nhu viém gan do tiéu hdy t€ bao
mat hodc & mat) (xem phan Canh bao va than
trong khidung thudc).

RGi loan than| Thuong gdp [Busn nga.
kinh - tam
than

Khéngré |Ching co giat hoac co giat tai phat & bénh
nhan déng kinh (xem phan Canh bao va than

trong khidung thudc).

(¥) Tan sudt tac dung khéng mong mudn dugc dinh nghia nhu sau: Rat
thuang gap (ADR = 1/10), thudng gap (1/100 < ADR < 1/10), it gap (1/1000
< ADR < 1/100), hiém gap (1/10000 < ADR < 1/1000), rdt hiém gap (ADR
<1/10000), khéng rd (khéng dugc udc tinh tird i liéu c6 san).

QUALIEUVA CACH XU TRi:

Triéu chiing va biéu hién khistrdung thuéc qua liéu:
Cécréiloantiéuhéanhutiéu chdy hodc nén cothéxayra.

Cach xtitri khidung thuéc qua liéu:

Trong trudng hgp qua liéu, nén dugc theo déi béi nhan vién y té va diéu tri
triéu chiing.

Tich cuc theo déi dé cé bién phap xrtri kip thoi.

PACTINHDUGCLUCHOC:

Nhém dugcly: Thudc gian co.

Ma ATC: MO3BXO05.

Thiocolchicosid 1a mét hgp chat téng hgp ¢6 luu huynh ctia mét glucosid
thién nhién trich tir cay “colchique”, thiocolchicosid cé hoat tinh dugc ly nhu
mét chat lam gian co & ca ngudi va dong vat. Thiocolchicosid gidp loai bo
hodc lam gidm dang ké su co thit co c6 nguén géc trung uong: Trong bénh
tang truong lyc co co cling, né lam gidm su dé khang thu dong cda co khi
dubiva gidm hay x6a bd su co thit co tén luu. Tac ddng gian ca con biéu hién
trén conditang, dacbiéttréntlrcung.

Mt khéc, thiocolchicosid khéng c6 bat ky tac dung ngén chan than kinh co:
N6 téc ddng qua trung gian hé thdng than kinh trung uong va khdng gay liét
tdm van déng ma no tac dong. Ca ché tac dong cua thiocolchicosid dugc
lam sang té timg phan; nghién ctu gan day (2003 va 2007) da chira rang tac
dong gian co la két qua cla tac dong chl van trén thu thé glycinergic ndm
chdyéu §than nao va tly séng. Thiocolchicosid khong tac ddng trén co cht
y,vith€ khong anh hudng dén hé ho hap.

Thiocolchicosid khéng anh hudng dén hé tim mach.

Cuéi cling, thiocolchicosid cling tdc ddng nhu mot chat déi khang cac thu
thé& GABAA (chl y&u ndm trong vd nao) cé tinh dugc ly gay co giat hodc tién
cogiat.

DACTINHDUGCDPONGHOC:

Hapthu:

- Sau khi uéng, thiocolchicosid khdng dugc tim thdy trong huyét tuong. Chi
¢6 hai chat chuyén héa dugc tim thay: Chat chuyén hoéa c6 hoat tinh
SL18.0740va chatchuyén héakhéng cé hoat tinh SL59.0955.

- D&i véi hai chit chuyén héa nay, néng do6 dinh trong huyét tuong dat
dugc 1 gig sau khi dung thiocolchicosid. Sau khi uéng don liéu 8 mg
thiocolchicosid, néng dé dinh trong huyét tuong ctia SL18.0740 khoang
60ng/mLvaAUCIa 130 ng.h/mL.D&ivai SL59.0955, cac gid trinay thap hon
nhiéu: C_,, khodng 13 ng/mL, AUCIa 15,5 ng.h/mL (AUC dat dugc sau 3 gid)
va 39,7 ng.h/mL (AUC dat dugc sau 24 gid).

Phéan bé:

Thé tich phan bé cla thiocolchicosid udc tinh khodng 42,7 L sau khi tiém
tinh mach 8 mg.Khéng c6 ditliéu vé hai chat chuyén hoa.

Chuyén héa:

Sau khi uéng, thiocolchicosid dugc chuyén héa thanh aglycon 3-demethyl-
thiocolchicin hodc SL59.0955. Viéc nay xay ra chli yéu do chuyén héa & ruét,
diéu nay gidi thich viéc khdng tim thay thiocolchicosid trén dudng udng.
SL59.0955 sau d6 dugc két hgp vai glucuro ctia SL18.0740 c6 hoat tinh dugc
ly tuong Ung vdi thiocolchicosid va do d6 gop phan vao tac dong dugc ly sau
khi uéng thiocolchicosid. SL59.0955 cing dugc demethyl héa thanh
formamethyl thiocolchicin.

Thaitrie:

- Sau khi uéng thiocolchicosid dugc danh dau, tat ca lugng phéng xa dugc
thai trir cht yéu qua phan (79 %), trong khi bai tiét qua nudc tiéu chi chiém
20 %. Thiocolchicosid dang khéng déi khéng dugc bai tiét qua nudc tiéu
hodc phan. SL18.0740 va SL59.0955 dugc tim thay trong nudc tiéu va phan
trong khi didemethyl-thiocolchicin chi dugc tim thay trong phan.

- Sau khi uéng thiocolchicosid, ch&t chuyén héa SL18.0740 dugc thai trir véi
thai gian ban thai tir 3,2 - 7 gid va chat chuyén héa SL59.0955 c6 thai gian
ban thaikhoang 0,8 gid.

QUYCACHDPONGGOI:

Hop 1vix10vién, hop 3 vix 10vién, hop 10vix 10 vién.

PIEUKIEN BAO QUAN:

Bdo quan &: Noikho, nhiét d6 dudi 30 °C, tranh dnh sang.

Bdo quan trong bao bi gdc ctiathude.

HAN DUNG: 36 thang ké tif ngay san xuat. Khéng dung thudc qué han st
dungdaghitrénnhan.

TIEU CHUAN CHAT LUQNG:TCCS.

CO SO SAN XUAT:

CONGTY CO PHAN XUAT NHAP KHAU Y TEDOMESCO

Bia chi: S6 66, Quéc 16 30, Phudng My Phu, Thanh phé Cao Lanh,
TinhBéngThap

DOMESCO Diénthoai: 1800.969.660
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