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CONG TY CP DUQC TRUNG U/ONG MEDIPLANTEX
358 dudng Gidi Phong, Phuong Liét, Thanh Xudn, Ha NGi

DUNG THEO LIEU CHI BINH
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Composition: Each tablet contains

Storage: Keep in a dry place, protected from light , below 30°C

Colchicine 1,0mg Spedfication: Manufacturer's
Excipients gsfitablet  Keep outof reach of children.
Indications, contra-indications, dosage, administration ~ Read carefully the leaflet before use.
and other information: See the leaflet endlosed. SBK/ ReG.NO:......err
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Ta duoc vita 8 1 vién Tiéu chudn dp dung: TCCS
Chi dinh, chéng chi dinh, liéu ding, cich diing va cac Bocky hudng dan sif dung trudc khi diing
théng tin khac: Xin doc trong té huting dan sif dung é thudc xa tam tay cila tré em
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TO HUONG DAN SU DUNG
COLCHICINE 1mg
Dang bao ché: Vién nén
Quy cdch: Hop 01 vi x 20 vién.
Thanh phan: cho 1 vién
(85151 (1 1 PORU—— 1,0 mg

Ta duoc: Lactose monohydrat, microcrystallin cellulose, vang tartrazin, do erythrosine, PVP K30,
magnesi stearat, natri starch glycolate, aerosil vira du 1 vién. w,

Duwge lue hoc },

- Colchicin, mét dan chat cua phenanthren, lay duoc tir cdy Colchicum (cdy Ba cho). Tac dung
duoc 1y chinh cua colchicin 1a chéng bénh git. Thube c6 tac dung chdng viém yéu va khong co
tic dung giam dau. Thude khong c6 tac dung bai tiét acid uric qua nudc ticu, khong c6 tac dung
d6i v6i ndng do, tinh hoa tan hodc gén vio protein huyét thanh ctia urat trong huyét thanh. Tuy co
ché tac dung chbng bénh gt cua colchicin chua duge biét ddy du, thudc lam giam dép (mg viém
déi voi ling dong céc tinh thé mononatri urat 1én ciac md cia khop, co thé bing cach tc ché
chuyén héa, di chuyén, hoa (mg dong ctia bach cau da nhn va/hodc céc chirc ndng cua cac bach
cau khéac. Cochicin ciing ngén can natri urat ling dong bing céch truc tiép 1am bach cu da nhén
giam san xudt acid lactic va lam giam thyc bao nén gian tiép giam tao acid (tinh acid tao thuén loi
cho céc vi tinh thé urat ling dong).

- Tac dung chéng phan bao: Colchicin (rc ché giai doan giita va giai doan sau cta qua trinh phan
chia té bao do tac dong Ién thoi va 1én su bién déi gel - sol. Sur bién ddi thé gel va thé sol & céc té
bao chua phén chia ciing bj ¢ ché. Tac dung chdng phan bao ctia colchicin gdy ra céc tac dung c6
hai 1én cac mo dang ting sinh nhu tiy xuong, da va long téc.

- Céc tac dung khac: In vitro, colchicin G ché sur tiét ra protein A amyloid 1a 1 protein dugc té
bao gan téng hop va la thanh ph?m cha yéu cuia nhiém amyloid trong bénh sot Pia trung hai c6
tinh chat gia dinh.

- Colchicin uéng gdy ra mot hoi chimg kém hap thu héi phyc dugc nhu giam hap thu Vitamin
B12, md, natri, kali, nito, xylose va céc dudong duoc véin chuyén tich cuc khac, nhu véy dan dén
giam ndng do cholesterol va caroten trong huyét thanh. Céc tdc dung nay do colchicin tac dong
[én niém mac hoi trang. Colchicin 1am giam hoat tinh cta lactic dehydrogenase va lam tang hoat
tinh ctia enzym lysosom ctia niém mac ru¢t. Ngoai ra Colchicin con lam giam than nhiét, (rc ché
trung tdm hé hép, co thit mach mau lam tang huyét ap thong qua kich thich trung tdm van mach.
Duwge dong hoc

- Hép thu: Colchicin dugc hdp thu & ng tiéu héa va chuyén héa mét phan & gan. Thubc va céc
chat chuyén hoa vao lai dudng rudt qua mat va thuéc khéng chuyén héa dugc hap thu tir rudt
(vong tudn hoan rudt — gan). Ndng dd colchicin trong huyét tuong gidm 1 — 2 gio sau khi udng va
sau d6 lai tang 1&n, c6 kha ndng 1a do tai hip thu thude chua chuyén hoa.

- Phén bé - chuyén héa: Sau khi tai hdp thu, colchicin nhanh chéng loai khoi huyét tuong va phan
bd vao cac mo. Colchicin tap trung ¢ bach chu. Thube va cac chét chuyén hoa cling phan b vao
cac mo khac bao gém than, gan, lach va rudt trir tim, co xuong, va nao. Thude phan bd véo sita
me va néu udng dai ngay voi lidu 1 — 1,5 mg/ngay, ndng do dinh cua thude trong sita tuong tu
nhur nong d6 trong huyét thanh va dao dong tir 1,9 — 8,6 nanogam/ml.

- Pao thai: Nira doi cia thuée trong huyét tuong khoang 20 phut, nira doi trong bach ciu khoang
60 gid. Colchicin bi khir acetyl mot phan & gan va cling bi chuyen héa chdm ¢ cdc mo khéc.
Colchicin va céc chét chuyén héa chu yéu dao thai vao phan, mot s it vao nudc tiéu. Bénh nhéan
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suy thin ning dao thai it hodc khong dao thai colchicin hodc céc chét chuyén héa vao nude tiu,
lam nira doi thude trong huyét twong kéo dai hon.
Chi dinh
- Pot cdp ciia bénh gut: Colchicin cAn ubng sém trong vong vai gio dau, néu ubng muodn sau 24
gidr bi bénh, két qua kém hon. Khi uéng colchicin trong vong vai gio dau dot git cap, trén 90%
ngudi bénh dap tmg tt; néu udng mudn hon, sau 24 gid, chi 75% ngudi bénh dép (mg tot. Tuy
vdy, colchicin dugc coi la thudc ding hang thir 2, vi d& gdy doc khi dung lidu cao, nén co thé
dung dé didu trj dot gat cdp khi bénh nhan khéng dap (mg hodc khéng dung nap dugc céc thubc
chbng viém khéng steroid nhu indometacin, ibuprofen, naproxen.
- Phong tai phat viém khép do gat va diéu tri dai ngdy bénh gat: Colchicin can phdi hop véi
alopurinol hodc moét thudc acid uric — niéu (nhu probenecid, sulfinpyrazol) dé lam giam ndng do
urat trong huyét thanh. Lidu du phong Colchicin phai cho trudce khi bit dau cho alopurinol hodc
liéu phap acid uric — niéu vi ndng do urat huyét thanh thay doi dot ngot ¢é thé thic day dot git
cap. Sau khi nong dé urat huyét tuong da gidm t6i mirc mong mudn va khong xay ra dot gut cip
nao trong vong 3 — 6 thang, co thé ngimg colchicin va c6 thé tiép tuc diéu tri don doc thube lam
giam urat. Colchicin thuong phdi hop véi probenecid dé diéu tri du phong gt man tinh.
- Sbt Dia trung Hai ¢6 tinh chit gia dinh (sét chu ky) va nhiém dang tinh bot (Amyloidosis).
- Viém khdp trong sarcoidose, viém khép kém theo ndt u hdng ban, viém sun khép cp co calci
hoa.
- Tri liéu dai ngay & bénh nhan bi xo hda dudng mét nguyén phat (colchicin ¢6 tac dung t6t lam
giam ty 1& tir vong), bénh nhén bi xo gan (theo mdt nghién ciru & Mehico). Diéu nay dua trén tac
dung trc ché tong hop protein ctia Colchicin, dac biét 1a 1én sy tong hop chat collagen. ﬂj}/‘
Cich ding va liéu diing
- ot gt cép: Lidu ban ddu 12 0,5 — 1,2 mg, sau d6 ¢ cach 1 gid lai ung 0,50 — 0,60 mg hodc clt
cach 2 gid lai uéng 1 — 1,2 mg cho dén khi hét dau hodc bi non hay ia chay. Téng liéu trung binh
colchicin udng trong mét dot diéu tri 1a 4 — 6 mg. Pau va sung khép thudng giam sau 12 gio va
thuong hét hin sau khi ding thudc 48 - 72 gio. Néu ubng lai thi dot udng mai phai cach lan ubng
cii 3 ngay néu khéng thi colchicin c6 thé gy doc vi thubc c6 thé bi tich tu.
- Du phong viém khép gt téi phat (bénh nhan c6 1 hodc vai dot cdp mdi nam): 0,6 mg/ngdy, 3 —
4 1An/tuin. Dy phong cho ngudi bi git phai phiu thudt (ca tiéu phdu): 0,6 mg/lan, 3 1an/ngdy trong
3 ngay trudc va 3 ngay sau phau thuat.
- Dy phong lau dai trong bénh sét chu ky (S6t Dia trung hai c6 tinh chat gia dinh). O ngudi lon:
Ubng 1 — 2 mg/ngdy chia2 - 4 lan/ngay. Néu ¢6 rdi loan tiéu hoa, rat liéu xubng 0,6 mg/ngay. (¢}
tré em, do an toan va hiéu qua chua dugc xac dinh: 0,5 mg/ngay cho tré dudi 5 tudi; 1 mg/ngay
cho tré 5 — 10 tudi; 1,5 mg/ngay cho tré trén 10 tudi
- Didu tri xo ha dudng mat nguyén phat: Uéng 0,5 mg colchicin, 2 1dn/ngdy, 1dp lai nhiéu ngay.
- Pidu tri xo gan: Mdi tuan ubng 5 ngay, mdi ngay 1 mg.
- Liéu lugng & ngudi suy than, suy gan:

+ V6i ngudi ¢é thanh thai creatinin vugt qua 50 ml/pht: ubng 0,6 mg/lan, 2 lan/ngay.

+ Véi ngudi c6 thanh thai creatinin 35 — 50ml/phut: udng 0,6 mg/ 1an/ngdy.

+ Véi nguoi c6 thanh thai creatinin 10 — 34 ml/phat: udng 0,6 mg cach 2 -3 ngay/lan.

+ Khong diing thude khi thanh thai creatinin < 10ml/phat. Colchicin thuong khong dugc dung
cho ngudi bénh [am tham phan méu.
Téac dung khong mong mubén (ADR)
- Thuong gap, ADR > 1/100
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+ Budn ndn, nén, dau bung.
+ Véi lidu cao: Tiéu chay nang, chay mau da day - rudt, ndi ban, tén thuong théan.
- It gdp. 1/1000 < ADR < 1/100
+ Suy tity xuong kém chimg mét bach ciu hat, giam tiéu cau, thiéu mau bét san, viém thin kinh
ngoai bién, bénh co, phét ban, rung téc xay ra trong diéu tri kéo dai, giam tinh trung (h6i phuc
duoc).
Huong din cach xir tri ADR
- Tac dung phu thudng gip nhat khi ubng colchicin 1a budn nén, dau bung, nén va ia chay. Cén
ngimg ding colchicin néu c6 cac triéu chimg rdi loan tiéu héa trén vi d6 1a céc déu hiéu bao dong
som vé kha nang c6 thé s& bi ngd doc nang hon. Tri liéu chi duoc tiép tuc khi hét cac triéu chimg
trén va thuong sau 24 — 48 gid. C6 thé ding cac thube chéng ia chay hay thude 1am chdm nhu
dong rudt dé diéu tri ia chay do colchicin gay ra
- Piéu tri dai ngay: Can theo doi déu dan xem nguoi bénh c6 bi téc dung phu khéng, kiém tra déu
dan cac té bao mau, cdng thire bach cdu
- Khi ¢6 tac dung phu thi phai hiéu d6 1a ddu hiéu ddu tién cua ngd doc. Nén ngimg ding
colchicin hodc phai giam liéu

Thong bdo cho bic si nhitng tic dung khong mong mubn gip phii khi sie dung thube
Chdng chi dinh
- Suy thdn ning, suy gan niang.
- Ngudi mang thai
- Bénh dudng tiéu héa ning 1}/‘
- Bénh tim ndng hodc loan dong mau. /L /
- Man cam véi Colchicin va cac thanh phan cta thude
Than trong
- Khi ding dé diéu tri dot git cap: Phai than trong & ngudi bi suy than hodc suy gan.
-Than trong véi ngudi mac bénh tim, bénh gan, thin hay bénh tiéu héa. Bénh nhan cao tudi bi suy
nhuoc d& bi ngd doc do tich tu thude.
- Khi diéu tri 1au dai colchicin, phai dinh ky dém té bio mau. Ngoai ra, dinh luong noéng do
creatinin kinase huyét thanh (CK, creatin phosphokinase, CPK) it nhat 6 thang mot lan & ngudi
suy than (thanh thai creatinin < 50 ml/phit) vi nhirng bénh nhan nay co tdng nguy co bi bénh co
va suy tuy.
Twong tac thude
- Diing ddng thoi colchicin va ciclosporin lam ting doc tinh cta ciclosporin.
- Colchicin lam giam hip thu vitamin B12 do tac dong doc dbi v6i niém mac rudt non. Sur hap thu
nay co thé duoc phuc hoi.
- Colchicin c6 thé ting dap mg véi thude gidng than kinh giao cam va thudc trc ché than kinh.
Phu nir ¢6 thai hofdc dang cho con b1
- Thoi ky mang thai: Tranh ding colchicin cho ngudi mang thai.
- Thoi ky cho con bii: Colchicin dao thai qua sira me. Nguoi ta chua théy tré bi ngd ddéc qua
duong stra nhung ngudi me co thé trdnh 1am ndng do thudc cao trong sira biang cach udng thubc
vao budi ti trude khi nghi va cho con b sau 8 gio.
Nguwoi dang lai xe hay van hanh may méc: Ding dugc
Qus lidu va xir tri
Qud lidu: Nhidm doc c6 thé xy ra khi ding liu cao 13p lai nhiéu 1dn hogc dung 1 lan. Tir vong da
xdy ra v6i lidu thip 7mg, tuy c6 ngudi da sdng sét véi lidu cao hon nhiéu. Liéu giy doc khoang
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10 mg. Liéu gay chét & ngudi uée khoang 65 mg. Ng doc colchicin chu yéu 12 do y dd tu tir. Ngd
doc 1a rat nang va ty 1é tir vong rit cao (30%).

- Céc triéu chimg ngd doc xuat hién sau khi udng thude tir 1 dén 8 gio: Dau bung nhiéu va lan tda,
non nhidu, liét rudt, ia chay nhidu cé thé c6 méu. Ngoai ra con cé thé bi viém da day, dau khép,
ha canxi huyét, sét, phat ban, ké ca ban nhu sbt hﬁ"mg ban, sau dé 1a méat nudc dan dén thiéu niéu.
Tén thuong than din dén thiéu niéu va dai ra mau. Gan to va cdc transaminase ting rét cao. Ton
thuong mach nang gdy séc va truy tim mach. Céc réi loan vé mau (tang bach cdu rdi sau do la
giam bach cAu va tiéu cau do ton thuong tiy), thd nhanh, rung toc (vao ngay thi 10). Nhuge co
nang va co thé liét than kinh trung uong di 1én trong lic bénh nhan van tinh tdo. Tién lugng kho
khan. Tir vong thudng xay ra vao ngay thir 2 hodc ngay thir 3 do roi loan nudc - dién giai, suy ho
hip, truy tim mach va nhim khuan huyét.

Xur tri: Khong c6 thudc khang doc dac higu cho ngd doe colchicin

- Manh Fab dic hiéu cta colchicin didu ché tir khang huyét thanh dé da dugc ding dé didu tri
nhiém d6c niang de doa tinh mang. Diing 480mg manh Fab déc hiéu cta colchicin cho mdt bénh
nhan sau khi udng colchicin liéu Tmg/kg, da lam ting gép 6 lan bai tiét colchicin qua nudc tiéu.

- Néu ubng colchicin trong vai gio diu, co thé rua da day hodc giy nén. Co thé cho than hoat.
Piéu tri triéu chimg va hd tro: giam dau bung bing atropin, chéng sdc, hé trg hé hap. Cé thé ding
filgrastim dé diéu trj giam huyét cdu toan thé do nhiém dc colchicin. Loi ich cua thim phan mau,
cudng buc loi niéu, truyén loc mau qua than hoat hodc thadm phan mang bung trong diéu tri qua
liéu colchicin chua dugc xdc dinh.

Bio quan: Noi kh, tranh anh sang, nhiét do dudi 30°C.

Han ding: 48 thang ké tir ngay san xuat \/\

Tiéu chudn: Tiéu chuin co s ﬂﬂl/

Thuéc nay chi diing theo don ciia Bic sy
Dé xa tam tay ciia tré em.
Poc kj huwong din sie dung trwde khi ding
Néu ciin thém thong tin, xin héi y kién thiy thubc
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