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sif dung thudc

1. THANH PHAN CONG THUC THUOC: M3i vién nén chila:

- Hoat chat. Thiocolchicosid.............4 mg

- T4 dugc: Lactose monohydrat, cellulose vi tinh thé PH 101, povidon K30, natri croscarmellose,
silic oxyd dang keo khan, magnesi stearat.

2. DANG BAO CHE: Vign nén

_ 3. QUY CACH BONG GO!: KL
Hop 2 vi x 10 vién nén. - é
4. DUGC LYC HOC >

Nhém dugc ly: Thubc gian co

Ma ATC: MO3BX05

Thiocolchicosid 1a mot ddn xudt ban tng hop ¢6 luu huynh, din xudt glucosid ty nhién cla

colchicosid vGi hoat tinh dugc ly gidn co trén c¢d ngudi va dong vat. NG loai bod hodc lam giam <

déng k€ su co co do trung uong thdn kinh: trong lic co that, n6 1am gidm sic cin thu dong clia fg

cd bip dé lam gidn va gidm hodc loai bd su co con lai. Hoat tinh gidn co clia thiocolchicosid {;5

cling biéu hién trén co tron bao gém ca tif cung. \%}. (=

Trai lai, thiocolchicosid khong cd bat ky tac dung clia chat nhya cdy doc: N6 tic dung thong qua

hé thong thdn kinh trung uong va khdng gdy liét khép ndi than kinh co. Co ché tac dung clia

thiocolchicosid phan nao da rd rang: nghién ciiu gdn day (2003 va 2007) da chi ra riang hoat
— tinh gidn co I k&t qua clia hoat tinh chli van trén thu thé glycinergic ndm chl y&u & than ndo va

tly séng. Do d6 khong lam thay d6i kha ning tu van dong, khong gy té liét va nhd do tranh

dugc moi nguy cd gdy nguy hiém vé duding hd hap.

Thiocolchicosid khong c6 tac dung trén hé tim mach.

Cudi cling, thiocolchicosid cling c6 hoat tinh nhu chat déi khéng thy thé GABA-A (chl y&u nm &

v0 ndo), tac dung dugc Iy cling dugc biét dén la ¢ dac tinh tién co giat hodc co giat.

5. DUGC PONG HOC

Hap thu

Sau khi udng, thiocolchicosid khong dugc tim thdy trong huyét tuong. Chi c6 hai chdt chuyén hoa

dugc tim thdy: Chat chuyén hoa co hoat tinh dugc Iy SL18.0740 va chét chuyén hoa khong hoat

tinh SL59.0955. D&i voi hai chdt chuyén héa nay, ndng do dinh trong huyét tuong dat dugc 1 gid

sau khi udng. Sau khi udng liéu don duy nhdt 8 mg thiocolchicosid, gid tri Cmax va AUC clia

SL18.0740 I4n lugt khodng 60 ng/ml va 130 ng.gio/ml. BGi v6i SL59.0955, nhitng gid tri nay thap
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hon nhiéu: Cra khodng 3 ng/ml va AUC tif 15,5 ng.git/ml (AUC tinh dén 3 git) dé&n 39,7
ng.gid/ml (AUC tinh dén 24 qio).

Phén bd:

Thé tich phan b& cla thiocolchicosid duogc ubc tinh khodng 42,7 L sau khi tiém bip 8 mg
thiocolchicosid. Khéng cé dif liéu cho ca hai chat chuyén hoa.

Chuyén hoa

Sau khi udng, thiocolchicosid chuyén hoa I&n ddu thanh aglycon 3-demethyl-thiocolchicin hodc
SL59.0955. Giai doan nay chi y&u xdy ra do qua trinh chuyén héa & dudng rudt, diéu ndy gii
thich cho su vdng mit clia thiocolchicosid khdng bign déi trong tudn hoan khi ding thusc dubing
udng.

Sau do, SL59.0955 lién hgp vé6i glucuronic thanh SL18.0740 c6 hoat tinh dugc Iy nhu
thiocolchicosid, va do d6 gép phdn tao ra hoat tinh dugc Iy sau khi dung thiocolchicosid duding
udng. SL59.0955 ciing bi khir methyl thanh didemethyl-thiocolchicin.

Thai trir

Sau khi udng, t6ng s6 déng vi phong xa dugc thai trir chll yEu qua phan (79%) trong khi bai tiét
qua nuc ti€u chi chi€m 20%. Khdng c6 thiocolchicosid khéng bign di dugc bai tiét vao nubc tiéu
hodc phan. SL18.0740 va SL59.0955 dugc tim thdy trong nudc tiéu va phan trong khi
didemethyl-thiocolchicin chi dugc tim thay trong phan.

Sau khi udng thiocolchicosid, chat chuyén héa SL18.0740 dugc thai trir véi thoi gian bén thai tu
3,2 — 7 gid va chat chuyén héa SL59.0955 vi thdi gian ban thai trung binh 0,8 gid.

6. CHI BINH

Thubc c6 tic dung gidn co, diéu tri hd trg cho chitng co cling cd cdp tinh trong bénh Iy cot séng
cho ddi tugng ngudi I6n va thanh thigu nién tir 16 tudi tré 18n.

7. CACH DUNG, LIEU DUNG:

C4ch dung: Udng nguyén vién v6i mot ly nubc, gilta bia an.

Liéu ligng: Chi diing thubc cho ngudi 16n (tir 16 tudi trd Ien).

Liéu dung théng thuding 12 4 vién mdi ngay, chia lam 2 1&n.

Liéu udng toi da khuy&n céo 12 8 mg mdi 12 gid, thoi gian diéu tri khong nén qua 7 ngay lién
ti€p.

8. CHONG CHi DINH:

- Qua mén vai thiocolchicosid hodc bat cir thanh ph&n nao clia thubc.

- Phu nii c6 thai va cho con ba.

- Tré em dudi 16 tudi.

- Thiocolchicosid khong nén sif dung & nhiing phu nii c6 khd ning mang thai do khéng sl dung
bién phép tranh thai phu hgp.

9. LUU Y VA THAN TRONG:

- § b&nh nhan bi ddng kinh hodc c6 nguy co co gidt, thiocolchicosid cd thé thic ddy su xudt hién
clia cac con co gidt, khuyén cdo danh gid lgi ich - nguy co clia thiocolchicosid va téang cudng theo
doi 1am sang. Nén ngung diéu tri néu xdy ra cdc con co giat.

- Trudng hgp t6n thuong gan (nhu viém gan tigu t€ bao hodc viém gan ( mat) da dugc bdo cao
vGi thiocolchicosid sau khi lwu hanh. Trudng hgp ning (viém gan t6i cép) dd dugc béo cdo &

2/4

W/



https://trungtamthuoc.com/

nhiing bénh nhan dung d6ng thoi voi thudc khang viém khong steroid hoic paracetamol. B&nh
nh&n nén ngung diéu tri va lién hé voi bac sy néu co cac dau hiéu va triéu chiing cla t6n thuong
gan tién trién.

- Cén giam liéu trong trudng hop tiéu chay.

- UBng vién thubc trong biia an.

- C4c nghién ciu tién 1&m sang d4 chi ra ring mot trong nhiing chit chuyén héa cla
thiocolchicosid (SL59.0955) g4y ra di bdi (hodic bat thudng s6 nhiém sic thé trong phan chia t&
bao) & néng dd gin véi sy phai nhiém & ngudi duoc quan sat thdy véi li€u 8 mg 2 1&n mdi ngay.
Di bdi dugc coi la y&u t& nguy co gdy qudi thai, doc tinh phdi/thai nhi, sdy thai tu nhién, suy giam
kha ning sinh san & nam gidi cling nhu 1a y&u t6 tiém 4n gdy nguy co ung thu. D& phong nglra,
trdnh dung liéu cao hon liéu dé nghi hoac dung lau dai.

- Thén trong thong bdo cho bénh nhan cdc nguy co tiém &n cho thai ky, va dung cac bién phap
tranh thai c¢6 hiéu qua.

Thubc ndy c6 chida: Lactose. Bénh nhdn c6 vin dé vé di truyén hiém gip khéng dung nap
galactose, thigu hut Lapp lactase hodc kém hap thu glucose-galactose khdng nén dung thudc nay.
Thdi ky mang thai: DU liéu vé viéc sl dung thiocolchicosid & phu nii mang thai con han ché. Do
d6 nguy co xdy ra cho phdi va thai nhi chua dugc biét dén. Cac nghién ciu trén dong vét cho
thdy tac dung gdy qudi thai. TERTOBIN chdng chi dinh trong thai ky va phu nit c6 khd ning
mang thai do khdng sli dung bién phap tranh thai.

Thdi ky cho con bii: Do thiocolchicosid vao sita me, chéing chi dinh trong thai gian cho con bi.
Anh hudng ciia thudc d8i véi cong viée: Chua co di liéu vé viéc tic dong cla thiocolchicosid
Ién kha n3ng lai xe va vin hanh mdy moc. Mac du hiém trudng hgp budn ngll da dugc béo cdo,
diéu nay phai dugc quan tdm khi ldi xe, van hanh may mdc, lam viéc trén cao va céc trudng hgp
khac.

10. TUGNG TAC THUGC

Chua ro.

11. TAC DUNG KHONG MONG MUGN

Thueng gdp, 1/100 < ADR < 1/10

R&i loan tiéu hoa: Tigu chay, dau da day

R&i loan tdm th4n: Bubn ngl

It gdp, 1/1000 < ADR < 1/100

R&i loan tiéu hoa: Budn ndn, ndn

Cac phan (ing da: Cdc phan (ng di Gng da nhu ngifa, phat ban, phét ban sén, n6i mun nuéc
Hiém gap, 1/10000 < ADR < 1/1000

R6i loan mi&n dich: Phan (ng qué man nhu may day.

Chua biét tin suét

R6i loan mién dich: Phan ng qud man nhu phu Quincke, dic biét sdc phan vé; phan (ng phan
vé.

Ri loan gan: Tén thuong gan (vi du viém gan tiéu t€ bao hodc viém gan 0 mat).

R&i loan tdm than: Co gi4t hodic con dong kinh tai phat & nhiing nguoi bi dong kinh.
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Hubng dén xi tri ADR:

N&u ADR xay ra, giam liéu dung va ti€n hanh diéu trj triéu ching.

Phai ngiing thudc néu xay ra tén thuong gan.

12. QUA LIEU VA CACH XU TRi

Triéu ching: Tiéu chay hodc non c6 thé xay ra.

Cach xi tri Trong trudng hop qud liéu xdy ra, dé nghi gidm séat y t€ va hd trg diéu tri triéu
ching.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khdng diing qué li€u chi dinh.

14. DIEU KIEN BAO QUAN: § nhigt do dudi 30°C, nai kho rdo, tranh dnh sang.

15. HAN DUNG CUA THUDC: 36 thang k& tif ngay sdn xudt. Khdng dung thudc khi qua han dung.
16. TEN, DIA CHI, BIEU TUGNG CUA O SO SAN XUAT
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i Pharmaceuticals
WHO-GMP
CONG TY CO PHAN DUGC PHAM OPV
86 27, Pudng 3A, Khu Cong Nghiép Bign Hoa II, Phudng An Binh, Tp. Bién Hoa, Tinh Bdng Nai.
DT: (061) 3992999 Fax: (061) 3835088

17. NGAY XEM XET SUA 861, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUGC
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