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Thiorokhicmide 4 mg th6ng didtdr,Gnh b6ovithrntmngyi d(

Tii drlft: Lados€ monohydratg (ellulose thong tin l{uc rln rem td hrrdng dln srldgrq'
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Ti
tablets,4i!

Thiocolchicoside, 4mg
BIOFARII Sp. z o.o.

Tiocolis
uableus, 4 mg

Thiocolchicoside, 4mg
BIOFAF.A Sp. z o.o.

Tiocolis
tablets, 4 mg

Thiocolchicoside, 4mg
elOFAeA Sp. z o.o.

Tiocolis
tablets, 4 mg

Thiocolchicoside, 4mg
OIOFA$A Sp. z o.o.

Tiocolis
tablets, 4 mg

Thiocolchicoside, 4mg
elOFAQl4 Sp. z o.o.

Tiocolis
tablets, 4 mg

Thiocolchicoside, 4mg
BlOFAeti Sp. z o.o.

Tiocolis
tablets, 4 mg

Thiocolchicoside, 4mg
BIOFAAI4 Sp. z o.o.

Tiocolis
tablets. 4 mg

Thiocolchicoside, 4mg
glOFAeA Sp. z o.o.

is
tablets, 4 mg

Thiocolchicoside, 4mg
gaOFAeA Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
ilOFAezl{ Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
g,OFAeA Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
BlOFAQ.ll Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
BIOFAR/i Sp. z o.o.

Tiocolis
cablets, 4 mg

Thiocolchicoside, 4mg
BaOFAQA Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
BIOFAP,A Sp. z o.o.

Tiocolis,
tablets, 4 mg

Thiocolchicoside, 4mg
glOFAeA Sp. z o.o.
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Fcr- Thuiic kA don Huhng ddn s* dang thudc

tablets,4mg
ocolchicoside 4 mg)

. Dpc W hudng ddn s& &1ng tru6c khi dilng. NOu cin thAm th6ng tin, xin hdi y
kiAn bdc sT hodc dmtc si.
o Th6ng bdo cho bdc s7 nhfrng tdc dyng kh6ng mong mu6n g,ip phdi khi s* d4ng
thu6c.

. Dd thu6c xa tim tay tri em.

o Kh6ng dimg thu6c qud hqn in ffAn bao bi.

THANHPHAN
Thirnh phAn ho4t ch6t: Thiocolchicoside 4 mg
Thinh phAn ti duqc: Lactose monohydrate, Cellulose microcrystalline type 101,
Cellulose microcrystalline type 102, Povidone (Type K30), Sillica colloidal anhydrous,
Crosspovidone (Type A) Magnesium stearate.

MO TA
D4ng bio ch6: Vi0n ndn

M6 ti d4ng bdo ch6: Vi€n n6n hinh trdn, hai m6t l6i miru vdng.

CHiDINH
Di€u tr! b6 tro co cimg co g6y ilau trong b6nh li cQt s6ng c6p tinh d ngudi ldn vir thanh
thi6u ni€n tu 16 tu6i tu6 len-

LrtuDtNG vA cAcn ntxc
Li,iu dirng:

LiAu khuyi5n c6o vi li6u t5i da li 8 mg m5i 12 gid (tuc li 16 mg m5i ngiy).
Thdi gian di6u tr! ttuqc gidi h4n trong 7 ngiy li6n tuc.
Ndn tr6nh dirng li€u vuqt qu6 fi6u khuyi5n c6o ho4c sri dr,rng l6u dii.
Dudns dr)ng:

Dulng uting. Thu5c n6n duo. c u5ng cung vdi nu6c.
T16 em

Kh6ng n€n du-o. c sri dung cho tr6 em vd thanh thiiiu ni6n duoi 16 tu6i.

https://trungtamthuoc.com/
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CHONG
Kh6ng duoc c6c trudng ho. p sau:

- Nhiing bdnh tim v6i hoat ch6t hoic v6i Uat tY ta duoc nio cfra thu5c ndy
- Phu nir trong thdi kj, mang thai vd cho con b[
- Phu nt c6 khi nlng sinh cl6 kh6ng su dung bi6n phrip tr6nh thai

cANH sAo vA THAN TRQNG KHI DUNG THUOC
Cinh b6o tllc bi6t
Thin trong khi sir dung thiocolchicoside cho bdnh nhdn d6ng kinh hodc b6nh nhdn rdng
nguy co co gidt, vi thiocolchicoside c6 th6 thric d6y khdi phrit con d6ng kinh. NOn drinh
gi6 rl l0 loi ich - nguy co cria thiocolchicoside vd tdng cudng theo d6i lAm sdng. Trong
trudng hop xu6t hi6n co gi4t phdi ngirng didu tri.
C6c trubng hqp t6n thucmg gan (vi du vi6m gan ri6u tC bdo ho6c ri mQt) de duoc b6o c6o
v6i thiocolchicoside k6 tir khi ltru hdnh. Cri trudng hqp nghi6m trong (vi6m gan t6i c6p)
dd duoc brio c5o o nhtng b€nh nhdn dnng d6ng thdi NSAID hodc paracetamol. B€nh
nhdn ndn ngimg di6u tri vd li6n hB vdi b6c si n6u c6 d6u hiQu vh tri6u chimg t6n thumg
gan.

Thin trons khi sfi' dune
Trong trudng hqp ti6u chiy, gi6m li6u luqng.
N6u cAn thi6t, c6 th6 dnng thu5c cirng vdi thu5c kh6ng axit.
Thu5c niy c6 chfra lactose. BQnh nhdn c6 c6c v6n ai; di truyen hi6m gap vd k]r6ng dung
nap galactose, thi6u hut lapp lactase todn phin hodc k6m h6p thu glucose-galactose kh6ng
ndn ding thu6c ndy.

C6c nghidn cuu tiAn l6m sdng dd chi ra ring m6t trong nhimg ch6t chuy6n h6a crla
thiocolchicoside (SL59.0955) g6,y rathd lQch bQi ( nghia ld s6 tuqng nhi6m sic th6 b5t
thudng trong t6 bio sau khi phdn chia 16 beo) 6 n6ng dQ gAn vdi n6ng 116 clugc quan s6t
thdy 6 ngudi khi dirng li0u 8 mg hai l6n m5i ngny. ThC lQch bQi dusc coi ld m6t y6u tii
nguy co g6y qu6i thai, nhi6m dQc ph6i/ thai nhi, s6y thai tu nhi6n vd suy gi6m khi nhng
sinh sin d ngudi cfrng nhu mQt y6u tii nguy cry tiAm 6n gdy ung thu. Nhu mQt biQn phrip
phdng ngira, n6n tr5nh sri dung thui5c ndy vdi li€u lucrng cao hon li6u lu<mg khuy6n crio
hodc su dung lau drii.

B6nh nh6n cin duoc thdng b6o cin thdn vd nguy co mang thai tidm dn vd cric bi6n ph6p
trrinh thai hi6u qui di5 tudn theo.

STTDUNG THUOC CHO PHU NTIC6 THAI VA CHO CON BU
Thai kj,

https://trungtamthuoc.com/
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C6 m6t vi6c sri dung thiocolchicoside d phu nft c6 thai. Do d6,
nhirng nguy ph6i thai vir thai nhi v6n chua tluoc bi6t 16.

Chc nghien cfu 6ng vQt cho thdy tric dung gAy qu6i thai.
Thiocolchicoside dugc ch6ng chi dfnh trong thdi kj' mang thai vi d php nt c6 kh6 nEng

sinh tl6 kh6ng sr? dung biQn ph6p trrinh thai.

Cho con bri

Vi n6 di vdo sta cira ngudi mg, vi6c sri dpng thiocolchicoside bi chiing chi rlinh trong
thdi kj, cho con bri.

Khi ndns sinh san

Trong mQt nghi€n cfu vd khe nang sinh sin dugc thgc hi6n tr€n chu6t, kh6ng th6y suy
giim khd ning sinh sin d li€u l6n d€n 12 mg /kg, tuc ld d mric li6u kh6ng g6y ra t6c
dpng l6m sdng. Thiocolchicoside vir cilc chilt chuy6n h6a cria n6 c6 ho4t tinh kh6ng uu
sinh d c6c mfc n6ng dQ kh6c nhau, li m6t yi5u t6 nguy co ldm suy giim khi ning sinh
siin cria con ngudi.

ANU urJdnc cuA THUoc LtN KHA NiNG LAr xE vA v{N HANH MAy
M6C
Kh6ng c6 dt liQu ndo chi ra ring thiocolchicoside 6nh huong diin khA nnng l6i xe vd sri
dung m6y m6c.

Mic dt cdc truong hgp bu6n ngu ri6ng 16 <ld rlugc quan s6t th6y. Do d6, d nhfrng bQnh

nhAn dy <tinh l6i xe, thgc hiQn c6c ho4t rlQng nguy hi6m tiim i, hoAc sr? dr,rng mdy m6c,
phnn rmg vdi snn phim thutic ndy n6n dugc xem xdt.

TTIONG TAC THU6C
Khdng 6p dpng

TAC DUNG KHONG MoNG MU6N (ADR)
TAn su6t x6y ra t6c dgng kh6ng mong mu5n dugc thiist lap dua tr6n phuong ph6p sau:

- R6t thuong gnp (>l/10);
- Thuong g?p (>1/100 vi <l/10);
- it gap (21/1000 vd <l/100);
- Hi6m sflp (il/10000 diin rll1000);
- Rdthi€m(<1/10000);
- TAn su6t kh6ng x6c dinh (kh6ng thiS u6c tinh tri dt li€u c6 s8n).

Phin riarg qui m6n

https://trungtamthuoc.com/
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- Hi6m
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Phin i'ng da

nhu mdy day

Quincke vd s6c phin vQ ddc biQt, phan rmg phin vQphfr

- It gqp: ngria, ban d6, ph6t ban d6t sdn, phrit ban mun nu6c
R6i to4n ti6u hria

- Thudng glp: ti6u ch6y, dau da ddy
- it g4p: bu6n n6n, n6n

Riii lo4n gan mit
- Tin su6t kh6ng xdc dinh: t6n thuong gan (vi du vi6m gan tiCu 16 bAo ho6c f mat)

R5i to4n thAn kinh - tim th6n
- Thuong gqp: bu6n ngir
- Tdn sudt kh6ng x5c dinh: co gidt hodc t6i ph6t co gidt 6 bQnh nh6n <l6ng kinh

QUA LrEU VA Xtlrni:
- Cric tri6u chims qu6 liAu:

C6c phAn img ti6u h6a c6 th6 xAy ra nhu ti6u ch6y hodc n6n mria.
- Xt tri:

Trong trudng hqp quri li6u, ndn girim s6t y t6 va didu tri tri6u chrng.

DIIOC LU. C HOC
Nh6m duqc lf: Cric thu6c t6c dung trung uong kh6c
Mi ATC: M03BX05
c6c dac tinh duoc luc hoc cria ch6t tuong tu luu huj,nh cria colchicine glucoside
thiocolchicoside c6 trong tu nhi6n bao g6m t6c dr,rng ldm gidn co c6 d ngudi vd d6ng vdt.
trc chti ho6c ldm gi6m d6ng k6 su co co tap trung gay ra: trong su co co t6ng do co cring,
n6 lim gi6m sric cdn thu rl6ng cira co trong khi du6i vi lim gidm ho{c loai b6 sfc cing
cdn lai. Thiocolchicoside cflng hoat d6ng nhu mQt ch6t gi5n co nQi tang: drc bi6t dugc
chung minh cho cn tu cung.
Mat khac, thiocolchicoside kh6ng cho thAy tiic dung cta curarine vi n6 hoat <l6ng th6ng
qua h6 thAn kinh trung ucrng md kh6ng th6ng qua su xdm nh6p cria tAm v6n d6ng.
co ch6 t6c dpng cta thiocolchicoside duoc ly dd duoc biet mQt phAn: c6c nghiCn criu m6i
lhAt (2003 vA 2007) cho th6y ring sy gian co la do chu viin thu thA elycinc trong thAn nio
vd triy s6ng. Do d6, thiocolchicoside kh6ng cin trd nhu d6ng kh6ng tu cht, gAy t6 li6t, do
d6 kh6ng gdy ra bdt kj,nguy co r6i lo4n chtc nlng h6 h6p ndo.
Thiocolchicoside kh6ng dnh huong d6n hQ th6ng mach m6u. Hon nira, thiocolchicoside
hoat d6ng nhu chdt AOi nrang thu th6 GABA (chn y6u d th6n ndo), tric dung ndy duoc
cho ld do c6c dic tinh tdng co gidt hodc co gi6t dugc l1i.

https://trungtamthuoc.com/
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lchicoside xAy ra trong 30 phrit vd dat dugc gie tri I l3
ngl mL sau khi dirng li6u 4 mg vd 175 ng / mL sau khi ding lidu 8 mg. Gi6 tri tucrng img
ctia AUC lAn luot lit 283 vir 417 ng.h / mL.
Ch6t chuy6n h6a c6 hoat tinh duoc li SL 18.0740 cflng duoc quan siit thAy 6 n6ng d6 th6p
hon vdi Cmax ld 11,7 nglmL xiy ra sau 5 gid ding li6u vd AUC ld 83 ng.h / mL.
Kh6ng c6 sin d[ li6u cho ch6t chuy6n h6a kh6ng hoat d6ng SL59.0955.
Sau khi u6ng, kh6ng c6 thiocolchicoside ndo duoc ph6t hi6n trong huy5t tuong. Chi c6
hai chit chuy6n h6a duoc quan s6t thdy:
ch6t chuycn h6a c6 hoat tinh duoc li sL18.0740 vd ch6t chuy6n h6a kh6ng c6 hoat tinh
SL59.0955. O6i vOi ci hai ch6t chuydn h6a, n6ng dQ t6i da trong huy6t tuong xAy ra
trong 1 gid sau khi dirng thiocolchicoside. Sau mQt liiiu u6ng duy nh6t 8 mg
thiocolchicoside, Cmax vd AUC cria SL18.0740 lAn lugt ld khodng 60 ng / mL vd 130
ng.h / mL. O6i vOi SL59.0955 cic giir tri ndy th5p hon nhidu: Cmax khoing 13 ng / mL
vd AUC dao d6ng tt 15,5 ng.h / mL (cho <l6n 3 gid) d6n 39,7 ng.h/ mL (cho d6n 24h).

- PhAn b6:

ThC tich phdn bi5 bi€u ki6n cta thiocolchicoside duoc u6c tinh kholng 42,7 L sau khi
ti6m bip 8 mg. Kh6ng c6 sin dir li6u cho ci hai ch6t chuydn h6a.

- Chuy6n h6a:

Sau khi u6ng, thiocolchicoside duoc chuy6n h6a diu ti6n trong aglycon 3-
demethyltiocolchicine holc SL59.0955. Bu6c ndy chri y6u x6y ra bdi qud trinh chuy6n
h6a 6 ru6t gi6i thich sU thi6u hut thiocolchicoside kh6ng d6i trong tudn hodn theo dulng
dirng niy.
SL59.0955 sau d6 duoc li0n hqp glucuro thdnh SL18.0740 c6 hoat tinh duoc ly tuong
duong v6i thiocolchicoside vd do d6 h5 trq hoat tinh duo. c lj sau khi u6ng
thiocolchicoside. SL59.0955 cfrng dugc khri methyl thinh didemethyl-thiocolchicine.

- Thii trir:
Sau khi ti6m bip, thdi gian b6n thni bi€u ki6n cria thiocolchicoside ld 1,5 gid vi dQ thanh
thtii trong huytlt tuong ld 19,2L / giir.
Sau khi u6ng, tiing hoqt tl6 ph6ng xa tluuo rhai trir cht y6u qua phen e9%) trong khi bii
ti€t qua nuoc tiSrr chi chi6m 20910. Kh6ng c6 thiocolchicoside kh6ng thay d6i ndo dunc
bdi ti6t qua nu6c ti6u hodc phan. sL18.0740 vd SL59.0955 duoc tim thdy trong nu6c tii.lu
vd phAn trong khi didemethyl-thiocolchicine chi duoc phpc h6i trong phin.

Sau khi ti0m

https://trungtamthuoc.com/
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Sau ch6t chuy6n h6a SL18.0740 duoc thii trir v6i thdi gian

gio vd chit chuy6n h6a SL59.0955 c6 thdi gian b6n thii

+48 61/66-51-500
+48 61/66-51-505

bdn thAi

trung binh ld 0,8 gid.

euYcAcHD6xcc6r
HQp 0l vi x 10 vi6n ; HQp 2 vi x l0 vi€n ; HQp 3 vi x 10 viOn ; HQp 02 vi x 7 vi6n ; HQp

04vix7vi€n.

DrEU KrEN rAO QUAX
Bio quan noi kh6, trdnh 6nh sring, nhiQt <lQ kh6ng qu6 30"C.

HANDtTNG
02 nim k6 tu ngiy sin xu6t.

TIf,U CHUAN CHAT LI.IqNG
Nhi sin xu6t

sAN XUAT BOI
Biofarm Sp,z o.o.

Ul.Walbrzyskal3, 60-198 Poznan, Ba Lan.

Tel:
Fax:

3,2 d€n 1

https://trungtamthuoc.com/


