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Maivién nén chiia: Chi dinh, Liéu lvgng va cach dung,
Thiocolchicoside 8 mg Chéng chi dinh, Cinh béo va thin trong va cic
Té d: Lactose monohydrte, ellufose thdng tin khac: xin xem to huéng dén si dung.
microcrystalline type 107, Cellulose Buong dung: Dudng Uong

microcrystaliine type 102, Povidone Tiéu chudn chat luong: Nha san xuat

(Type K30), Sillica colloidal anhydrous, Han ding: 2 nam ké ti ngay sin xudt. Khong diing

(rosspovidone (Type A), Magnesium stearate.  thudc qud han st dung
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Mbivién nén chia: Chi dinh, Liéu lugng va cich ding,
Thiocolchicoside 8 mg Chéing chi dinh, Canh bdo va than trong va cic
T g Lactose monohyeirale, Celllose thdng tin khic: xin xem t& hudng dan sit dung.
microcrystalline type 101, Cellulose Budng ding: Dudng Uong

microcrystalline type 102, Povidone Tiéu chudn chdt lugng: Nha san xuat

(Type K30), Sillica coltoidal anhydrous, Han diing: 2 nam ké tir ngay san xudt. Khong ding

Crosspovidone (Type A), Magnesium stearate.  thudc qud han st dung
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Bdo qudn: Noi khd mat, trénh anh séng. Dia chi: 56 58 duang Bau (4t 7, phudng 14,
Nhiét dd khang qua 30°C. quan Tan Binh, TP HG Chi Minh
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Mdivién nén chiia: Chi dinh, Liéu lugng v cich diing,
Thiocolchicoside 8 mg Chéng chi dinh, Cinh bdo va than trong va dic
Th e Lactose monohydrate, Celose théng tin khdc: xin xem t& hugng dan si dung.
microcrystalline type 101, Cellulose Duigmg diing: Dutng Udng

microcrystalline type 102, Povidone Tiéu chudn chdt luong: Nha san xuat

(Type K30), Sillica colloidal anhydrous, Han diing: 2 nam k& tif ngay san xudt. Khong ding

Crosspovidone (Type A), Magnesium stearate.  thudc qud han sii dung
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Quy cach déng géi: Hop 04 vix 07 vién DNDK: Cdng ty TNHH Nhén Sinh
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Nhiét 3¢ khong qua 30°C. qudn Tan Binh, TP. H6 Chi Minh
. - o Nha san xudt: Biofarm Sp. 2 0.0
Docky hudng dan stdung trudc khi ding. - pya e . Watbrayska 13, 60-198 Poznar, Poland
Dé xa tam tay tré em. DNNK:
Visa No./ SBK:

- = g Rx - Thuéc ké don
I é e g n [ ]
| EEE 1I0COIIS
g 5
2 g tablets, 8mg '
g 3 Thiocolchicoside
s =
~ 1
S

28 vién nén BIOFARM
1 B

varnish
free area

Name Tlocolls, tablets, 8 mg, 28 tablets VN (Wietnam)




https://trungtamthuoc.com/

=
| g \E"
= o
= -
g 2
= 5
S =
-9 (-9
= =
3 3
3 2
- -1
‘ ]
~ ~
|
varnish
free area

01 95 /0N Yieg

Mbi vién nén chida: Chi dinh, Liéu lugng va cach diing,

Thiocolchicoside 8mg Chang chi dinh, Canh bao va than trong va cic
Té du: Lactose monohyarate Cellfose théng tin khdc: xin xem t huéng dén sit dung.
microcrystalline type 107, Ceffulose Dudmg dung: Huong Udng

microcrystalline type 102, Povidone Tiéu chudn chdt lugng: Nha san xuit

(Type K30}, Sillica colloidal anhydrous, Han dang: 2 nam ké tir ngay san xudt. Khong dung

Crosspovidone (Type A), Magneslum stearate.  thudc qud han sif dung
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BIOFARM Sp. z 0.0.

Tiocolis,

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. z 0.0,

Tiocolis

tablets, 8 mg
Thiocolchicoside, Bmg
BIOF4ARM Sp. zo.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, Brng
BIOFARM Sp. z 0.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, 8mg
BIOFARM Sp. z 0.0.

Tiocolis

tablets, 8 mg
Thiocoichicoside, 8mg
BIOFARM Sp.z 0.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. zo.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp.z 0.0,

BIOFARM Sp. z c.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp.zo.0.

Tiocolis.

tablets, 8 mg
Thiocolchicoside, Brng
BIOFARM Sp. z 0.0.

Tiocolis,

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. z 0.0.

Tiocolis.

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. z o.0.

Tiocolis,

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp.zo.0.

Tiocolis

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. z 0.0.

Tiocolis,

tablets, 8 mg
Thiocolchicoside, Bmg
BIOFARM Sp. z 0.0.
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/ Hucong dan sir dung thuoc

Fod
o

Rx- Thuéc ké don

iocolis, tablets, 8 mg
A Thiocolchicoside 8 mg)

* Doc ky huong n s dung trude khi ding. Néu can thém théng tin, xin hoi y
kién béc st hodic dirorc si.

e Thong bdo cho bdc st nhiing tdc dung khéng mong muon gdp phai khi sir dung
thuéc.

e Dé thude xa tam tay tré em.

o Khéng ding thuéc qud han in trén bao bi.

THANH PHAN

Thanh phin hoat chit: Thiocolchicoside 8 mg

Thanh phian ti dwge: Lactose monohydrate, Cellulose microcrystalline type 101,
Cellulose microcrystalline type 102, Povidone (Type K30), Sillica colloidal anhydrous,
Crosspovidone (Type A), Magnesium stearate.

MO TA
Dang bao ché: Vién nén
Mo ta dang bao ché: Vién nén hinh tron, hai mit 16i mau vang.

CHI PINH
Diéu tri bé trg co clmg co giy dau trong bénh ly ¢t song cép tinh & ngudi 16n va thanh
thicu nién tir 16 tudi tr 1én,

LIEU DUNG VA CACH DUNG

Liéu dung:

Liéu khuyén cdo va liéu t5i da 1a 8 mg mdi 12 gio (tirc 1a 16 mg mdi ngay).
Thoi gian diéu tri duoc gi6i han trong 7 ngay lién tuc.

Nén tranh ding lidu vugt qua lidu khuyén céo hodc str dung lau dai.
Duong dung:

DPuong udng. Thude nén duge udng cing véi nude.

Tré em

Khéng nén dugce st dung cho tré em va thanh thi¢u nién dudi 16 tudi.
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CHONG CHI DIN®
Khong duoc chi d '

CANH BAO VA THAN TRONG KHI DUNG THUOC

Canh bao dac biét

Thén trong khi str dung thiocolchicoside cho bénh nhan dong kinh hodc bénh nhan ting
nguy co co giat, vi thiocolchicoside c6 thé thuc diy khai phat con dong kinh. Nén danh
gia ty 1¢ lgi ich — nguy co ctia thiocolchicoside va ting cudng theo ddi 1dm sang. Trong
trudng hop xuat hién co gidt phai ngimg diéu tri.

Cac trudong hop ton thuong gan (vi du viém gan tiéu té bao hoic @ mat) da dugc bao cao
v6i thiocolchicoside ké tir khi luu hanh. Cé trudong hop nghiém trong (viém gan ti cip)
da duge bao cdo ¢ nhitng bénh nhan ding dong thoi NSAID hoic paracetamol. Bénh
nhin nén ngimg diéu trj va lién hé v6i bac sT néu c6 diu hidu va triéu chimg tén thuong

gan.
Théan trong khi sir dung

Trong trudmg hop tiéu chay, giam liéu lugng.

Néu cin thiét, c6 thé dung thude cing véi thude khéng axit.

Thude niy c6 chira lactose. Bénh nhan ¢6 cac véan dé di truyén hiém gip vé khong dung
nap galactose, thiéu hut lapp lactase toan phan hoic kém hap thu glucose-galactose khong
nén dung thude nay.

Céc nghién ctru tién 1am sang da chi ra ring mot trong nhitng chat chuyén héa cua
thiocolchicoside (SL59.0955) gay ra thé léch boi ( nghia 1a s§ lwong nhidm séc thé bat
thudng trong té biao sau khi phén chia t& bao) & nong d6 gin vdi ndng dé duoc quan sat
thiy & ngudi khi ding lidu 8 mg hai 1dn mdi ngay. Thé léch boi duoc coi la mot yéu td
nguy co gy quéi thai, nhiém doc phoi/ thai nhi, say thai tu nhién va suy giam kha niang
sinh san & nguoi cling nhu mét yéu té nguy co tidém an gay ung thu. Nhu mét bién phap
phong ngira, nén tranh sir dung thudc nay véi lidu lwong cao hon lidu lugng khuyén céo
hodc sir dung lau dai.

Bénh nhan can duge thong béo can than vé nguy co mang thai tiém an va cac bién phap
tranh thai hiéu qua dé tuén theo.

SUDUNG THUOC CHO PIIY NU CO THAT VA CIHO CON BU
Lhai ky
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Céc nghién ciru TréfFdong vit cho thay tac dung giy quai thai.
Tiocolis duge chéng chi dinh trong thoi ky mang thai va ¢ phu nir ¢6 kha nang sinh dé
khong sir dung bién phéap tranh thai.

Cho con bu
Vi no di vao sira ctia nguoi me, viéc st dung thiocolchicoside bi chéng chi dinh trong
thoi ky cho con bu.

Kha ning sinh san

Trong mot nghién ciru vé kha ning sinh san dugc thuc hién trén chudt, khong thiy suy
giam kha ning sinh san ¢ li¢u 1én dén 12 mg / kg, tic 13 & mirc liéu khong gdy ra tac
dung l1am sang. Thiocolchicoside va cic chit chuyén héa cta né c6 hoat tinh khong uu
sinh & céc mic nong do khac nhau, 1a mét yéu t6 nguy co lam suy giam kha nang sinh

san cua con nguoi.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC

Khéng c6 dir liéu nao chi ra rang thiocolchicoside anh hudng dén kha ning lai xe va st
dung may moc.

Mic du céc truong hgp budn ngu riéng 1¢ da duoc quan sat thiy. Do d6, & nhirng bénh
nhén du dinh lai xe, thyc hién cic hoat dong nguy hiém tiém 4n hodc sir dung méy méc,
phan {mg véi san pham thudc nay nén duoc xem xét.

TUONG TAC THUOC
Khong ap dung

TAC DUNG KHONG MONG MUON (ADR)
Tan suét xay ra tic dung kh(")ng mong muén dugc thiét 1ap dua trén phuong phap sau:
- Rat thuong gip (>1/10);
- Thudng gip (>1/100 va <1/10);
- It gap (=1/1000 va <1/100);
- Hiém gap (>1/10000 dén <1/1000);
- Rit hiém (<1/10000);
- 'l'an suit khong xac dinh (khong thé wée tinh tir dit liéu c6 séin).

Phéan irng qua man




https://trungtamthuoc.com/

- Hiém g4
- Tén suat RRONE

Phan ing da S Ao
- It gap: ngira, ban do, phat ban dat san, phat ban mun nude
Roi loan tiéu héa
- Thuong gép: tiéu chay, dau da day
- gip: budn non, non
Réi loan gan mat
- Tan suat khong xéac dinh: ton thuong gan (vi du viém gan tiéu té bao hodc i mat)
Roi loan than kinh — tim thén
- Thuong gip: budn ngu
- Tan sudt khong xéac dinh: co giat hodc tai phat co gidt & bénh nhan dong kinh

QUA LIEU VA XU TRi:

- Céc triéu chimg qua liéu:
Céc phan mg tiéu hoa c6 thé xay ra nhu tiéu chay hodc nén mira.
Trong truong hop qua li¢u, nén giam sat y té va diéu tri triéu chimg.

DUQC LUC HQC

Nhém dwge Iy: Cac thude tac dung trung wong khac

Ma ATC: M03BX05

Cac dac tinh duge luc hoc cua chét tuong tu luu huynh cia colchicine glucoside
thiocolchicoside ¢6 trong tu nhién bao gém tac dung lam gidn co ca & ngudi va dong vat.
Ut ché hodc lam giam déng ké su co co tap trung gy ra: trong su co co ting do co cimg,
n6 lam giam stre can thu dong cla co trong khi dudi va lam giam hodc loai bo sirc cing
con lai. Thiocolchicoside ciing hoat dong nhu mét chat gidn co ndi tang: dic biét dugce
ching minh cho co tir cung.

Mit khéc, thiocolchicoside khéng cho thay tac dung ctia curarine vi né hoat dong thong
qua hé thin kinh trung wong ma khéng théng qua sy xam nhap cia tim van dong.

Co ché tac dung cta thiocolchicoside duge 1y da duoc biét mot phan: cac nghién ctru méi
nhét (2003 va 2007) cho thiy ring sy gidn co 1a do chi vén thu thé glycine trong than ndo
va tiy song. Do d6, thiocolchicoside khong can tré nhu dong khong tu chu, gay té liét, do
d6 khong gay ra bat ky nguy co réi loan chire ning hé hip nao.

Thiocolchicoside khong anh huéng dén hé théng mach mau. Hon nita, thiocolchicoside
hoat dong nhu chit ddi khang thu thé GABA (chi yéu & than ndo), tic dung nay duge
cho la do cac dic tinh tang co gidt hoac co giat dugc ly.
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ng / mL sau khi ding 1eg va 175 ng / mL sau khi dung lidu 8 mg. Gia tri trong ing
cta AUC lan luot 12 283 va 417 ng.h / mL.
Chat chuyén hoéa c6 hoat tinh dwoc Iy SL18.0740 ciing dugc quan sat thiy & ndng dé thap
hon véi Cmax 1a 11,7 ng / mL xay ra sau 5 gio dung liéu va AUC la 83 ng.h / mL.
Khong c6 sin dir liéu cho chat chuyén hoa khong hoat dong S1.59.0955.
Sau khi uéng, khéng c6 thiocolchicoside nio duge phét hién trong huyét tuong. Chi c6
hai chat chuyén héa dugc quan sat thay:
Chat chuyén héa c6 hoat tinh dugc ly SL18.0740 va chit chuyén hoa khéng c6 hoat tinh
S1.59.0955. Déi véi ca hai chit chuyén héa, nong do tdi da trong huyét twong xay ra
trong 1 gio sau khi dung thiocolchicoside. Sau mét liéu ubng duy nhit 8 mg
thiocolchicoside, Cmax va AUC cua SL18.0740 lan luot 1a khoang 60 ng / mL va 130
ng.h / mL. Pdi véi SL59.0955 cac gia tri nay thip hon nhiéu: Cmax khoang 13 ng / mL
va AUC dao dong tir 15,5 ng.h / mL (cho dén 3 giv) dén 39,7 ng.h / mL (cho dén 24h).

- Phan bé:
Thé tich phan bd biéu kién cta thiocolchicoside duogc ude tinh khoang 42,7 L sau khi
tiém bap 8 mg. Khong c¢6 sin dit liéu cho ca hai chét chuyén hoa.

- Chuyén héa:
Sau khi udng, thiocolchicoside dugc chuyén hoéa dau tién trong aglycon 3-
demethyltiocolchicine hodc SL59.0955. Bude nay cha yéu xay ra boi qua trinh chuyén
héa & rudt gidi thich sy thiéu hut thiocolchicoside khéng dbi trong tudn hoan theo duong
dung nay.
SL59.0955 sau d6 dugc lién hop glucuro thanh SL18.0740 c6 hoat tinh dugce ly twong
duong véi thiocolchicoside va do d6 hd trg hoat tinh duge 1y sau khi udng
thiocolchicoside. SL59.0955 ciing dugce khir methyl thanh didemethyl-thiocolchicine.

- Thai trur:
Sau khi tiém bip, thoi gian ban thai biéu kién cia thiocolchicoside 1a 1,5 gior va dé thanh
thai trong huyét tuong 12 19,2 L / gio.
Sau khi uéng, tong hoat do phong xa duge thai trir chi yéu qua phén (79%) trong khi bai
tiét qua nude tiéu chi chiém 20%. Khong c6 thiocolchicoside khong thay doi nao duoc
bai tiét qua nude tiéu hodc phan. SL18.0740 va SL59.0955 dugc tim thay trong nudre tiéu
va phén trong khi didemethyl-thiocolchicine chi duoc phue héi trong phén,
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Sa aggfchicoside, chat chuyén héa SL18.0740 duoc thai trir vai thoi gian
ban thaida K tir 3.2 dén 7 gior va chit chuyén hoa SL59.0955 ¢6 thoi gian ban thai

trung binh 1a 0.8 gio.

QUY CACH PONG GOI
Hop 01 vi x 10 vién ; Hop 2 vi x 10 vién ; Hop 3 vi x 10 vién ; Hop 02 vi x 7 vién ; Hop

04 vi x 7 vién.

DPIEU KIEN BAO QUAN
Bao quan noi kho, tranh anh sang, nhiét d¢ khong qua 30°C.

HAN DUNG
02 nam ké tir ngay san xuit.

TIEU CHUAN CHAT LUQNG
Nha san xuat

SAN XUAT BOI
Biofarm Sp.z o.o.
Ul.Walbrzyskal3, 60-198 Poznan, Ba Lan.
Tek: +48 61/66-51-500
Fax: +48 61/66-51-505



