nay chi ding theo don thudc

THIOCOLCHICOSID CAP MDS 8SMG

“PDé xa tim tay tré em”

“Poc k¥ huéng dan st dung trude khi ding”
1. Thanh phin céng thirc thudc: M3i vién nang cimg chira:
Thanh phdn diroc chdt: Thiocolchicosid 8mg
(Duéi dang Thiocolchicosid két tinh trong ethanol).
Thanh phc‘fn td dwoe: Mannitol, Cellulose vi tinh thé, Natri croscarmellose, Magnesi stearat,
- Colloidal silicon dioxide, V6 nang ciing (Titanium Dioxide, FD&C Red No.3, Iron Oxide
Yellow, Nude tinh khiét, Gelatin).
2. Dang bao ché: Vién nang cing.
MO ta: Vién nang cing sd 2, mau cam — cam, nang lanh I3n, khéng mép méo. Bot thude bén
trong mau vang, kho toi, déng nhét.
3. Chi dinh
Digu tri bd trg cdc con co thit co gdy dau dén trong bénh Iy cip tinh ciia cot séng & ngudi 1on
va thanh thiéu nién tir 16 tubi.
4. Céch ding, liu ding
Cich ding: Thudc diing duwong ubng. Nén ubng sau bita #n hoic theo chi dn cia bac s§.
Liéu ding:
Liéu khuyén c4o t6i da 12 8 mg mdi 12 gio (16 mg / ngay). Thoi gian didu tri gioi han trong 7
ngay lién tuc.
Nén trnh dung lidu cao hon liéu khuyén céo hogc sir dung trong thoi gian dai.
Tré em
Khong nén sir dung Thiocolchicosid cho tré em dudi 16 tudi do cac van dé an toan.
5. Chéng chi dinh
- Qua mén vdi thiocolchicosid hodc vai bt ky thanh phin nao cia thudc;
- Liét mém hodc truong lyc co thép;
- Thoi ky mang thai va cho con bu,
- Phu ni¥ trong @9 tudi sinh dé khong st dung bién phap trdnh thai trong khi diéu tri bing
thiocolchicosid va trong 1 thang sau khi ngimg diéu tri;
- Nam gi¢i khong sin sang sir dung bién phép tranh thai hi¢u qua khi dang diéu tri bing
thiocolchicosid va trong 3 thdng sau khi ngting diéu tri.
6. Canh b#o va théin trong khi ding thudc
O nhitng bénh nhin bi déng kinh ho#ic ¢6 nguy co co gidt, nén danh gid loi ich-nguy co cta
thiocolchicosid va ting cudng theo dai 1Am sing. Neimg didu tri khi xut hién con co giét.
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op ton thuong gan di dugc bao cdo véi thiocolchicosid ké tir khi thube dugc dua
Céc tradng hop nghiém trong (viém gan t6i cap) d& dwgc bbo cdo & nhitng bénh
ong thm voi NSAID hoac Paracetamol Benh nhan nen nglmg diéu tri va lién hé

Dﬁgﬁr}ﬁlﬁw I,;l

Cac_nghlen ctu tién lam sang dd chi ra ring mot trong nhung chit chuyén hoéa cta
thiocolchicoside (SL59.0955) gay ra hién twong 1&ch bdi (tirc 1a sb lwvgng nhiém séc thé bt
thuong trong té bao sau khi phan chia té bao) & ndng d6 gin véi ndng do quan sat duge &
ngudi dung lidu 8 mg hai 1An méi ngay qua duong udng. Di boi duge coi 13 yéu 6 nguy co
gy quai thai, nhiém d(;‘)c phdi/thai nhi, séy thai ty nhién va suy giam kha ning sinh san &
nguodi cling nhu la yeu td nguy co tiém 4n gy ung thu. D& phong nglra, nén tranh sir dung
san phdm véi lidu cao hon lidu khuyén céo hoic str dung lau dai.

Bénh nhan cén duogc théng béo cin than vé nguy co c6 thé xay ra khi mang thai va 4p dung
céc bién phép tranh thai hiéu qua.
Néu xay ra tiéu chiy, cin phai giam liéu thudc.
Khi cén thiét, c6 thé uéng thudc bao vé niém mac da day.
Canh bdo td duoc:
" Thube chira mannitol: C6 thé ¢6 tac dung nhuén trang nhe.
MOi 2 vién thube chita it hon 1 mmol (23 mg) natri, nghia 13 vé co ban khong chira natri.
7. Sit dung thudc cho phy ni¥ c6 thai va cho con bii
St dung thuoc cho phu nit ¢é thai
Dit ligu vé viée sir dung thiocolchicosid & phu nit ¢6 thai con han ché. Do d6, tiém &n nhidu
nguy co cho phéi thai va thai nhi ma khong biét trude duoc.
Céc nghién ctru trén dong vat cho thiy tac dung gay quai thai.
Thiocolchicosid chéng chi dinh trong thoi ky mang thai va & phu nft c6 kha ndng mang thai
nhung khong sir dung céc bién phdap trénh thai.
Stt dung thuoc cho phu ni¥ cho con bii
Thiocolchicosid qua sita me, chong chi dinh sir dung thiocolchicosid trong thoi ky cho con
bu.
8. Anh huéng cita thudc 1én kha niing I4i xe va vAn hanh mdy méc
Khong c6 dir liéu ¢6 sén vé anh huong dén vige 14i xe va vin hanh m4y moée.
Céc nghién ctru 1am sang két ludn ring thiocolchicosid khéng c6 anh hudng dén chire ning
van dong tam than.
Thudng xay ra budn ngt, cin luu y khi 1ai xe va van hanh may moc
9. Twong tac, twong ky ciia thubc
* Twong tc ciia thude

Chua c6 bao cao.



Eﬁé\/fﬁ/ dung khoéng mong mudn dwgc phan loai theo tAn suét nhu sau: rét thuong gip
(21/10), thudng gép (=1/100 va <1/10), it gdp (=1/1000 va <1/100), hiém gip (>1/10000 va
<1/1000), rt hiém gip (<1/10000), chwa rd tin sudt (khong thé wée tinh tir dit lidu c6 siin).

Réi loan hé mién dich

- Hiém gidp: phan ing qua man nhu may day.

- Chua rd tAn suét: phan tng quéa min nhw phlt mach va ca biét 1a séc phén vé,
+ Chua rd tan suét: phan (g phéan vé.

Réi loan da v md dwéi da

-t gdp: cac phan Umg ¢ da nhu ngira, ban d6, ban dat san va c4 biét 1a ban muyn nudc.

Roi loan tiéu héa

- Thudng gép: tiéu chay, dau da day.

Tt gép: budn ndn, ndn.

Rdi loan gan mit

+ Chua rd tan sudt: ton thuong gan.

Roi loan hé thin kinh

- Thudng gip: budn ng.

- Chua rd tan sudt: co gidt hodc co giét tai phit & bénh nhan dong kinh.

Théng bdo ngay cho bdc sy hodc dwoc sy nhitng phén ting cé hai gép phdi khi siv dung thudc.
11. Qua liéu va cach xik tri

Triéu chirng qua lidu:

C6 thé c6 tri¢u chiing trén duong tiéu héa nhv tiéu chay hodc non.

Xik tri qua liéu:

Trong trudng hop qué lidu, ¢in c6 sur giam sét y té va didu tri tridu ching.

12. Pic tinh dwge luc hoc:

Nhém duge ly: Thube gidn co tic dung trung vong

Nhom ATC: M03BX05

Thiocolchicosid 12 mot dan xuét luu huynh ban téng hop ciia colchicosid, ¢6 hoat tinh dugc
ly gidn co, ca & ngudi va dong vit.

Thiocolchicosid loai bé hodc lam giam dang ké sy co cting c6 ngudn gbc trung tAm: trong
chimg tang truong luc co ciing, thiocolchicosid lam gidm sttc can thy dong ciia co d6i véi su
kéo gidn va 1am gidm hodc loai bo sy co cing con lai ctia co. Tac dung 1am gidn co cling xudt
hién trén cdc co ndi tang: ddc biét trén tir cung,.



tac dung dugc ly cua thiocolchicosid da duwgc 1am séng to mot phan: nghién ctru
(2003 va 2007) da chi ra rang hoat d0ng gidn co 1a két qué cuia téc dong chu vén 1én
cac thu thé glycinergic nim chi yéu & than niio va tiy séng. Do d6, né khéng 1am thay di
khé niing vin dong tu nguyén, khong gy té liét va do dé tranh dugce moi nguy co vé ho hép.
Thiocolchicosid khong c¢6 anh huéng dén hé tim mach.

Cubi cung, thiocolchicosid ciing hoat ddng nhu mdt chit déi khang thu thé loai GABAA (chit
yéu nim & vo ndo), tdc dung dugc 1y ndy duge biét 1a c¢6 dic tinh gy co giét hoidc tién co
giat.

13. Déc tinh dwge djng hoc:

Hip thu:

Sau khi uéng, khong phat hién thdy thiocolchicosid huyét twong. Chi c6 hai chét chuyén hoa
da dugc quan sat thdy: chit chuyén héa c6 hoat tinh dwgc ly SL18.0740 va chét chuyén hoa
khong 6 hoat tinh SL59.0955. Hai chit chuyén héa dat ndng dé dinh trong huyét tuong sau
khi ding thiocolchicosid 1 git. Sau mét lidu uéng 8 mg thiocolchicosid, Cmax va AUC cua
SL18.0740 twong ting la khoang 60 ng / ml va 130 ng.h / ml. Péi véi SL59.0955 céc gia tri
ndy thip hon nhiéu: Cmax khoang 13 ng / ml va AUC trong khoang 15,5 ng.h / ml (& 3 gio)
dén 39,7 ng.h / ml (6 24 gio).

Phiin bé:

Thé tich phan bé biu kién ciia thiocolchicosid dwoc tinh 1a khoang 42,7 lit sau khi tiém bip 8
mg. Khong c6 sén dit lidu cho c4 hai chit chuyén héa.

Chuyén héa:

Sau khi udng, thiocolchicosid chuyén héa budc 1 thanh din xuét glycoside, 3-
demethylthiocolchicin hogic SL59.0955. Su chuyén hoa nay xay ra chi yéu qua qué trinh
chuyén hoa & rudt, diéu nay giai thich sy thiéu hyt thiocolchicosid dang nguyén ven trong
tudn hoan khi ding duong udng.

SL59.0955 1a dAn xut lién hop glucoronid véi SL18.0740, ¢6 hoat tinh dugc ly twong duong
- v6i thiocolchicosid va do dd, hd trg hoat dong dugc 1y sau khi uéng thiocolchicosid.
SL59.0955 ciing trdi qua qué trinh khir methyl thanh didemethyl-thiocolchicin.

Thai trie:

Sau khi udng, thiocolchicosid thai trir qua phéin (79%) va qua nuéc tiéu (20%). Khong c6
thiocolchicosid dang nguyén ven duge bai tiét qua nuée tiéu hoic phan. Hodc SL18.0740
hodic SL59.0955 tim thay nwéc tidu hoic phan, trong khi didemethylthiocolchicin chi tim thay
trong phén.

Sau khi udng thiocolchicosid, chit chuyén hoa SL18.0740 dwoc thai trir v6i ti/2 trong khoang
tir 3,2 dén 7 givr va chét chuyén hoa SL59.0955 ¢6 ti trung binh 13 0,8 gio.
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10 vién. Hop 6 vi x 10 vién.

ién bdo quan

0, nhiét do khong qua 30°C.

16. Han dung

36 théng ké tir ngay san xuét.

17. Tiéu chuin chét lrgng thube

TCCS.

18. Tén, dia chi clia co s& sin xuit:

Tén co sé san xuat | CONG TY CO PHAN DUGC PHAM ME DI SUN

Dja chi: 86 521, khu ph§ An Loi, phudmg Hoa Loi, thi xa Bén C4t, tinh Binh Duong.



