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Prescription Drug

COCILONE

Colchicine Tablets 1 mg

Thanh phan: M&i vién nén khéng bao chira:

Colchicin 1mg U

Chi djnh, lidu dung va cach dung, chéng chi dinh

thén trong, twong tic thubc va céac thdng tin khac:

xem t& hudng dén str dung thuéc.
Bdo quan: & nhiét 4§ khdng qué 30°C
Tiéu chudn chét lvgng: BP

Nha nhép khiu:

R Thuéc ban theo don

COCILONE

Vién nén Colchicin 1 mg

10 h¢p x 1 vi x 10 vidn

D6 xa tdm tay tré em
Doc ky hudng dén st dung trude khi ding
Céc théng tin khéc xem té hudng dén sir dung kém theo

Mfg. Lic. No.:671-OSP(H)

Reg. No./SBK

Batch No./S4 16 SX:

Mfg. Date/NSX h
Exp. Date/HD
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Prescription Drug

COCILONE

Colchicine Tablets 1 mg

Manufactured by: i ?
¢, BRAWN
LABORATORIES LIMITED
13, NIT, Industrial Area,
Farridabad 121001, 860C€66 005€88

Haryana, India.

Bao quan: & nhiét d§ khdng qua 30°C

Tidu chuén chét lwgng: BP
DE XA TAM TAY TRE EM
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Rx-Thudc bdn theo don
To hwong din sir dung thude

1. Tén thuée: COCILONE

2. Cac dau hiéu lru y va khuyén cao khi diung thude

Doc ky hieomg dan sir dung trude khi dimg

Dé xa tam tay tré em.

Thong bdo cho bdc sT hodc dwoc sT nhitng tde dung khéng mong muon gdp phai khi sir dung
thuoc.

Thude nay chi dimg theo don thuée

3. Thanh phan cong thirc thube %

MJdi vién nén khéng bao chira: \ N

Théanh phan hoat chat:

Colchicin Img

Thanh phan té duwoc:

Lactose 72,5 mg, silic keo khan 0,61 mg, tinh bot ngd 72,38 mg, dau thau dau hydro héa 1,71
mg, tinh bot natri starch glycolat 3,7 mg, methyl hydroxybenzoat 0,25 mg, propyl
hydroxybenzoat 0,06 mg, povidon 1,8 mg.

4. Dang bao ché: vién nén khong bao

Mo ta: Vién nén khong bao hinh tron, mau tring, mot mat c¢6 vach chia déu

5. Chi dinh

Thudc duoc dung cho ngudi 16n dé:

- Diéu tri con gtt cap

- Du phong gut cép trong giai doan dau diéu tri véi allopurinol va uricosuric

6. Cach dung, liéu ding

Liéu diing

Nguoi [6n

Diéu tri con gut cdp

- Liéu ban dau 14 0,5 — 1,0 mg, sau do6 cir cach 1 -2 gio lai udng 0,5 mg hodc cir cach 2 gio lai
udng 1 mg cho dén khi hét dau hodc bi non hay ia chay.

- Tong liéu trung binh colchicin udng trong mot dot diéu tri 1a 4 — 6 mg. Pau va sung khép
thudng giam sau 12 gio va thuong hét han sau khi dung thube 48 - 72 gio.

- Néu udng lai thi dot ubng méi phai cach lan udng cii 2 - 3 ngay néu khong thi cac ton thuong do
colchicin gay ra chua kip hdi phuc va thude cé thé bi tich tu.

Du phong giit cdp trong giai doan dau diéu tri véi allopurinol va uricosuric

- Liéu thong thuong 12 1 mg/ngay. Khoang thoi gian diéu tri tuy thude vao cac yéu té nhu tin
suét bung phat con git, khoang thoi gian ctia con git, su hién dién va kich thudc ciia hat tophi.
Bénh nhan suy thin

Can than trong khi str dung cho bénh nhan suy than nhe. Véi bénh nhan suy than mic do trung

binh, giam liéu hodc tdng khoang céach gifra cac liéu. Can theo doi chat ché cac tac dung khong
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mong mubn cua colchicin trén cac bénh nhan nay. Thubc chéng chi dinh v&i bénh nhan suy than
nang.

Bénh nhan suy gan

Can thén trong khi st dung cho bénh nhan suy gan muc do nhe hoac trung binh. Can theo doi

chat ch& céc tac dung khong mong mudn cia colchicin trén cac bénh nhan nay. Thudce chdng chi
dinh v6i bénh nhan suy gan nang.

Nguoi cao tudi

Than trong khi str dung cho bénh nhan cao tudi. %

7. Chéng chi dinh \

Thudc chéng chi dinh trong cac truong hop:

- Man cam véi hoat chat hodc bat cir thanh phén nao cua thube

- Bénh nhén r6i loan tao mau

- Phu nir ¢6 thai va dang cho con bt

- Phu nir ¢6 kha ndng mang thai néu khong sir dung cac bién phap tranh thai an toan

- Bénh nhéan suy thén nang.

- Bénh nhan suy gan néng.

- Colchicin khéng nén dung trén bénh nhan dang trai qua chay than nhan tao vi thubc khong thé
bi loai bo béng loc mau hoac truyén thay méu

- Colchicin chéng chi dinh véi bénh nhén suy gan, thdn dang st dung thuc wc ché P-
glycoprotein hodc thude e ché manh CYP3A4

8. Canh bao va than trong khi dung thudce

Colchicin khé doc vi thé didu quan trong 12 khong udng qua liéu nhu da chi dinh ciia bac si.
Colchicin c6 khoang diéu tri hep. Céan ngimg thudc néu xuét hién cac triéu ching ngd doc nhu
budn ndn, ndn, dau bung, tiéu chay.

Colchicin c6 thé gay uc ché tuy xuong tram trong (mét bach cdu hat, thiéu mau khong tai tao,
giam lugng tiéu cau). Su thay doi sb luong té bao mau cé thé xay ra tir tir hodc rat dot ngot. Thiéu
méu khong tai tao dac biét gay ty 1é tir vong cao. Kiém tra dinh ky cong thic mau la can thiét.
Néu bénh nhan cé cac dau hiéu hodc triéu chirng tién trién cua thiéu mau khong tai tao, nhu sot,
viem miéng, dau hong, chay mau kéo dai, tham tim hodc cac rdi loan da, can ngung diéu tri
colchicin va tién hanh xét nghiém huyét hoc day du ngay lap tic.

Can than trong trong cac truong hop sau:

- Suy gan hoéc suy thén

- Bénh tim mach

- Réi loan tiéu hoa

- Bénh nhan cao tudi va bi suy nhuoc

- Bénh nhan ¢ sb luong té bao mau bt thuong

Bénh nhén suy gan hodc than can theo doi chat ché cac tac dung khong mong mudn cua colchicin
Dung dong thoi véi céc thube te ché P-gp va/hodc tic ché trung binh hodc manh CYP3A4 s& lam
ting nong do cta colchicin, diéu nay c6 thé gay ra ngd doc colchicin bao gdm tur vong. Néu diéu

tri v6i thube tc ché P-gp hoac thube we ché trung binh hoac manh CYP3A4 duoc yéu cau trén

’,

.l,‘ i w5



https://nhathuocngocanh.com/

bénh nhan c6 chic ning gan than binh thuong, giam liéu hodc ngimg dung colchicin duoc
khuyén céo.

Cocilone chtra ta duogc lactose, vi vdy khong nén dung thube cho bénh nhéan ¢ cac van dé di
truyén hiém gdp nhu khong dung nap galactose, thiéu hut Lapp lactose hodc kém hap thu
glucose-galactose.

9. Str dung thube cho phu nir ¢6 thai va cho con bi

St dung cho phu nit cé thai [b:(

Colchicin ¢6 thé gdy dot bién gen trong in vitro va in vivo, va gdy quai thai trong cac nghién ctu
trén dong vat.

Do do, colchicin chdng chi dinh véi phu nir ¢6 thai.

Phu nir ¢6 kha niang mang thai can sir dung cac bién phap tranh thai an toan trong qué trinh diéu
tri.

Sur dung cho phu nir dang cho con bu

Colchicin duoc bai tiét qua sita me. Do do, colchicin chéng chi dinh v6i phu nit dang cho con bu.
10. Anh hwéng cia thude 1én kha ning lai xe, van hanh may moéc

Khoéng c6 dir liéu vé anh hudng cua thude dén kha nang lai xe va van hanh may moc. Tuy nhién,
kha nang xay ra hoa mat, chong mat can duoc luu y.

11. Twong tac, twong ky ciia thude

Colchicin 12 mot co chét cia ca CYP3A4 va protein van chuyén P-gp. Khi c6 mat cac thude tc
ché CYP3A4 va P-pg, ndng do ciia colchicin trong mau tang én. Poc tinh, bao gém tu vong, da
dugc ghi nhéan khi s dung déng thoi cac thude e ché CYP3A4 hoic P-pg nhu céc macrolid
(clarithromycin va erythromycin), ciclosporin, ketoconazol, itraconazol, voriconazol, thudc tc
ché protease HIV, chen kénh canxi (verapamil va diltiazem) va disulfiram.

Colchicin chéng chi dinh véi bénh nhan suy gan hodc than dang dung thubc tc ché P-gp (nhu
ciclosporin, verapamil hodc quinidin) hodc thudc (rc ché manh CYP3A4 (nhu ritonavir,
atazanavir, indinavir, clarithromycin, telithromycicn, itraconazol hodc ketoconazol).

Giam liéu hoac ngimg dung colchicin duoc khuyén céo trén bénh nhén ¢ chic nang gan hodc
than binh thuong, can diéu tri véi cac thude tc ché P-gp hoic thude e ché manh CYP3A4.

Giam 4 lan liéu colchicin dugc khuyén céo khi dung dong thoi véi thude e ché P-gp va/hodc
thude e ché manh CYP3A4. Giam 2 lan liéu colchicin duoc khuyén cdo khi ding cung thude tre
ché CYP3A4 trung binh.

Tam quan trong cua tuong tac véi thude e ché manh va trung binh CYP3A4 ciing nhu véi thude

re ché P-gp tir cac nghién ciu in vivo dugc tom tat ¢ bang dudi day:

Liéu don colchicin khéng kém | S6  luong | % thay déi thong s6 duoc | Hudng dan
hodc kém theo: tinh nguyén | dong hoc cua colchicin giam liéu

Vién Crnax AUCo4
Thubc e ché manh CYP3A4 N=23. 297 339 4 lan
Clarithromycin = 250 mg x 2 Phac do diéu
lan/ngay trong 7 ngay tri @it cap tinh
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Ketoconazol 200 mg x 2 lan/ngay | N=24 190 287 dugc lap lai
trong 5 ngay khong sém hon
Ritonavir 100 mg x 2 lan/ngay | N=18 267 345 3 ngay

trong 5 ngay

Thudec e ché trung binh | N=24 130 188 2 lan

CYP3A4 Phac do dicu
Verapamil ER 240 mg x 1 lan/ngay tri gat cap tinh
trong 5 ngay duoc lap lai
Diltiazem ER 240 x 1 lan/ngay | N=20 129 177 khong sém hon
trong 7 ngay 3 ngay

Nude ép budi 240 ml x 2 lan/ngay | N=21 93 95

trong 4 ngay

Thudc tre ché P-gp N=23 324 317 4 1an
Cyclosporin 100 mg liéu don Phac d6 diéu

™

tri gut cép tinh
duoc lap lai
khong sém hon

3 ngay

Do thuoc co6 thé gy ra mot so tdc dung khong mong muodn, nén cén than trong khi dung cung céc

thudc c6 anh hudng Ién luong t€ bao mau hoac tac dong ti€u cuc dén chirc nang gan va/hoac than

Ngoai ra, cac chét nhu cimetidin va tolbutamid lam giam chuyén hoéa colchicin va do dé lam tiang

nong do colchicin trong huyét tuong.

Nude ép budi co thé lam ting ndng do colchicin trong huyét tuong. Do dé khong nén sir dung

nudc budi cung colchicin.

Su kém hép thu c6 thé hoi phuc cua cyanocobalamin (vitamin B12) c6 thé xay ra do su thay doi

churc nang niém mac rudt

Colchicin lam thay déi chic nang niém mac rudt, do dé lam giam hap thu cyanocobalamin

(vitamin B12). Su giam hép thu nay c6 thé duoc phuc hoi.

Nguy co xay ra bénh co va tiéu co van tiang Ién khi két hop colchicin voi cac statin, fibrat,

ciclosporin hodc digoxin.

12. Tac dung khong mong mudn cia thube

Tén suat xuat hién tac dung khong mong muon dugc quy udce nhu sau:

Rét thuong gap > 1/10

Thuong gap > 1/100 va < 1/10

it gap > 1/1000 va < 1/100

Hiém gap > 1/10000 va < 1/1000
Rét hiém gap < 1/10000

Chua ro (khong thé ude tinh tir dir lidu c6 sin)

Céc tac dung khong mong muon sau da duoc ghi nhan:
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ROi loan mdu va hé bach huyét
Chuea ro: e ché tuy xuong voi giam bach cau hat, thicu mau khong tai tao va giam tiéu cau

ROi loan hé than kinh trung uong

Thuwong gap: dau bung, budn nén, non va tiéu chay
Chuea ro: xuat huyét tiéu hoa

Roi loan gan mét

Chuea ré: ton thuong gan

R0Oi loan da va mé dudi da

Chuea ro: rung toc, phat ban /p

Roi loan xuong co va mo lién két

Chuea 6. bénh co va tiéu co van

Roi loan than va tiét ni€u

Chua ro: ton thuong than
Ro6i loan hé sinh san va vu
Chuea ro: mat kinh, dau bung kinh, giam tinh trung, khong cé tinh trung

Thong bdo cho bdc sTnhitng tac dung khong mong muon gdp phai khi sir dung.

13. Qua liéu va cach xir tri

Liéu gay doc 1a khoang 10 mg. Liéu gdy chét la trén 40 mg.

Ngo6 doc colchicin chu yéu 1a do y do tu tu. Ngo doc la rat niang va ty 1é tir vong rat cao (30%).
Céc triéu ching ngd doc xuét hién sau khi udng thude tir 1 dén 8 gio: Pau bung nhiéu va lan toa,
non nhiéu, liét rudt, ia chay nhiéu c6 thé c6 mau. Ngoai ra con cé thé bi viém da day, dau khop,
ha canxi huyét, sbt, phéat ban, ké ca ban nhu sbt héng ban, sau d6 12 mat nudc dan dén thiéu niéu.
Tén thuong than dan dén thiéu niéu va dai ra mau. Gan to va cac tranzaminase ting rat cao. Ton
thuong mach ning gay sdc va truy tim mach. Cac rbi loan vé mau (tang bach cau roi sau do la
giam bach cau va tiéu cau do ton thuong tuy), thé nhanh, rung téc (vao ngay tha 10). Nhuoc co
nang va cé thé liét than kinh trung uwong di 1én trong lic bénh nhéan van tinh téo. Tién luong kho
khan. Tu vong thuong xay ra vao ngay thir 2 hoc ngay thir 3 do rdi loan nude - dién giai, suy ho
hép, truy tim mach va nhiém khuan huyét.

Khoéng cé diéu tri dac hiéu cho ngd doc va qua liéu colchicin. Tang dao thai thude béng rua da
day roi sau d6 1a hit ta trang va dung than hoat.

Céc bién phap diéu tri hd tro 1a phuc hoi can bang nudc - dién giai, dung khang sinh toan than va
khang sinh duong tiéu héa véi liéu cao, ¢é thé tiém atropin hay morphin dé giam dau bung, dung
tri liéu chong sbc, cho tho oxy dé dam bao trao doi ho hép tdt. Néu cé suy chirc ning
than thi co thé phai loc than nhan tao hoac tham phéan phtc mac.

14. Pac tinh dwge lue hoc

Nhom duge 1y: Thube diéu tri gat, khong anh huong dén chuyén hoa acid uric

Ma ATC: M04ACO1

Colchicin ¢6 nhiéu tac dung: Tac dung chong bénh gut: Colchicin lam giam su di chuyén cua céc
bach cau, tc ché thuc bao céc vi tinh thé urat va do dé lam ngung su tao thanh acid lactic, gitr

cho pH tai chd dugc binh thuong vi pH la yéu t6 tao diéu kién cho cac tinh thé monosodium urat

| Qg
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Ny

két tua tai cac mo & khop. Thude khong co tac dung 1én sy dao thai acid uric theo nude tiéu, 1én
nong do. do hoa tan hay kha nang gan véi protein huyét thanh cua acid uric hay urat.

Tac dung chong viém khéng dac hiéu: Colchicin 1am giam su di chuyén cta cac bach cau, tc ché
ung dong hoa hoc, chuyén hoa va chiic ning cua bach cau da nhan nén lam giam cac phan (ng
viém. Tac dung chdng viém cua thude ¢ mic do yéu.

Tac dung chéng phan bao: Colchicin Gc ché giai doan giiia (metaphase) va giai doan sau
(anaphase) clia qué trinh phan chia té bao do tac dong Ién thoi va lén su bién doi gel - sol. Su bién
dbi thé gel va thé sol & cac té bao dang khong phan chia ciing bi tic ché. Tac dung chdng phén
bao cua colchicin gay ra cac tac dung co6 hai 1én cdc mo dang tang sinh nhu tuy xuong, da va long
toc. Colchicin ding theo dudng udng c6 thé 1am giam hap thu vitamin B12, m&, natri, kali, cac
dudng duoc hép thu tich cuc nhu xylose, dan dén giam nong do cholesterol va ndng do vitamin A
trong mau. Céac tac dung nay do niém mac rudét non bi tac dung cua colchicin.
Céc tac dung khac: Lam tang stic bén mao mach, kich thich tuyén vé thuong than, phan huy té
bao lympho, Gic ché pho giao cam, kich thich giao cam, chéng ngra, gdy ia chay, Gc ché in vitro
kha nang ngung tap va két dinh tiéu cau. :

15. Pac tinh dwgc dong hoc M

Colchicin hap thu nhanh va gan nhu hoan toan sau khi ubng.
Nbng do dinh trong huyét tuong dat dugc 30 phit dén 2 gio sau khi udng. Thoi gian ban thai tir 3
dén 10 gio. Ty 1& gén v6i protein huyét tuong gan 30%. Colchicin bi chuyén héa mot phan qua

—

gan va sau d6 mot ph?m qua mat. Thudbc tich liiy & bach cau.

Colchicin duogc thai trir phan 16n (80%) dudi dang khong doi va dang chét chuyén héa qua phan.
10-20% thai trir qua nudc tiéu.

Bénh nhdn suy thdn

Colchicin thai trir phan 16n qua nudc tiéu & nhitng nguoi khoe manh. D9 thanh thai cua colchicin

giam trén bénh nhan suy giam chuc nang than. Tong thanh thai co thé cua colchicin giam 75%
trén bénh nhan suy than giai doan cudi dang diéu tri béng loc mau.

16. Quy cach dong goi

Hop 1 vi x 10 vién nén

17. Piéu kién bao quén, han ding, tiéu chuén chit lrgng ciia thude
Piéu kién bao quan: Bao quan ¢ nhiét do khong qua 30°C.

Han ding: 36 thang ké tir ngay san xuat

Tiéu chuan chét lwong: BP

18. Tén, dia chi ciia co sé san xuat thube

BRAWN LABORATORIES LIMITED

Dia chi: 13, NIT, Industrial Area, Faridabad-121001, Haryana, An DPo.

TUOLCUC TRUONG
P.TRUGNG PHONG
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