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1. Tén thuée: LUMAN COLCHICIN \G\HANH HO, / /
2. Céc dAu hi¢u va khuyén cdo khi ding thudc: \r}jq—;\—//

Dé xa tam tay tré em
Doc ky huwong dan sir dung trude khi ding
Thuéce nay chi diing theo don thudc
Khéng dieng thuéc dgt ngot
3. Thanh phin céng thire thude

Cho 1 vién chira

Thanh phan hoat chat:
Colchicin 1 mg

Thanh phan té dwgc:

Microcrystalline cellulose, lactose, povidon, phiam mau erythrosin, phim mau | 4 1vie
. 3 o . vua du vien
tartrazin, colloidal anhydrous silica, magnesi stearat.

4. Dang bao ché

- Dang bao ché: Vién nén

- Mo ta san phém: Vién nén hinh tru det dudng kinh 5 mm, mau hf‘mg, hai mit nhén, thanh va canh
vién lanh lan.

5. Chi dinh

- Pgt cép ctia bénh git: Colchicin la thude duge chon ding dé giam dau trong cc dot gut cAp nhumg
néu ding ngin ngay thi indomethacin hay phenylbutazon ciing c6 tac dung nhur colchicin va duge
dung nap tét hon. Colchicin duge ding dé chdn doan viém khép do git (néu c6 dép img véi tri lidu
thi chimg t6 1a ¢6 tinh thé urat vi tinh thé nay khé bi phét hién, nhat 1a khi chi bi & céc khdp nho).

- Phong téi phat viém khop do git va diéu trj dai ngay bénh git: Véi liéu thudng dung thi colchicin
lai to ra dugc dung nap tot hon va c6 hiéu qua hon 13 indomethacin hay phenylbutazon. Colchicin
thudmng duge ding phdi hop probenecid dé tang kha nang du phong.

- Moi tri liéu dai ngdy bing cac thude lam gidm acid uric huyét va giam urat niéu do trc ché tong hop
acid uric (allopurinol, tisopurin, benzbromaron, trir azapropazon) can phai dugc tién hanh bing tri
liéu véi colchicin va/hodc véi cac thuéc chdng viém khéong steroid trude do it nhét 12 mot théang dé
tranh céc con cap do sw huy dong céc urat. Viée sir dung céc thubc giam acid uric huyét chi dugc bit
dAu sau khi diéu trj khoi dot git cAp it nhat 12 15 ngay va phdi hop véi colchicin liéu 1 mg/ngiy trong
thoi gian tir 1 dén 6 thang. Diéu nay ciing c6 thé ap dung trong céc trudng hgp 6 bt thuong vé téng
hop purin, cic bénh ung thu va héa tri li¢u gdy thodi héa manh acid nucleic. Cén chu y 1a tang acid
uric trong méu con xay ra trong suy than man tinh, wu nang cén gidp, nghién ruvou va nhiing bénh lam
giam dao thai acid uric theo nude ticu.

- Viém khdp trong sarcoidose, viém khop kem thém ndt u hdng ban, viém sun khép cp c6 canxi héa.




- Liéu phap dé phong ngén han trong giai doan dau cua tri lidu véi allopurinol va cac thudc ting dao

thai acid uric. m Y
- Tri liéu dai ngay & bénh nhén bi xo héa duong mét nguyén phat (wlchmmA;ﬁa‘fc : G m
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ty 1€ tir vong), bénh nhan bi xo gan (theo m¢t nghién ctru & Mehico). DIGL{W}@ @Aft\%g @1’1‘0
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6. Cich dung va li¢u dung =0

Cach ding:

Dung duong udng.

Liéu dung:

- Pot gt cap: Liéu ban dau 1a 1 vién, sau d6 cir cach 2 gio lai uéng 1 vién cho dén khi hét dau hoac
bi nén hay ia chay. Téng lidu trung binh colchicin udng trong 1 dot diéu trj 12 4 — 6 vién. Pau va sung
khép thuong giam sau 12 gior va thuong hét hin sau khi ding thudc 48 — 72 gio. Néu uéng lai thi dot
uéng mdi phai cach 1an udng cii 2 — 3 ngay néu khéng thi céc tén throng do colchicin gy ra chua
kip héi phuc va thude c¢6 thé bi tich tu.

- Diéu trj xo gan: Mdi tudn udng 5 ngdy, mdi ngay 1 — 2 vién.

7. Chong chi dinh

- Suy thdn nang

- Suy gan ndng

- Nguoi mang thai

- Bénh nhin c¢6 nguy co bi glocom goc hep, bi bi dai

8. Canh b#o va thin trong khi dung thuéc

- Khi ding dé diéu tri dot gut cdp: Phai than trong & ngudi bi suy than hodc suy gan.

- Than trong véi ngudi mac bénh tim, bénh gan, than hay bénh tiéu héa. Bénh nhén cao tudi bi suy
nhuoc dé bi ngd doc do tich tu thude.

- Thude cé chira ta duoc lactose. Bénh nhan bj roi loan di truyén hiém gap nhu khéng dung nap
galactose, thiéu hut lactase hoan toan hodc kém hap thu glucose- galactose khong nén ding thude
nay.

- Thudc c6 chira ti duge pham mau erythrosin, phdm mau tartrazin, khi uéng cé thé giy ra céc phin
ung di ung.

9. Sir dung thudc cho phu nir ¢é thai va cho con bi

- Phu nir ¢6 thai: Tranh dung colchicin cho ngu¢i mang thai.

- Phu nir cho con bii: Colchicin dugc dao thai qua sira me. Nguoi ta chua thay tré bi ngd dic qua
dudng sita nhung ngudi me ¢6 thé tranh 1am ndng d6 thude cao trong sira bing cach udng thudc vao
budi téi trurde khi di ngu va cho con bu sau 8 giér

10. Anh huéng cia thudce 1én kha niing l4i xe, vin hanh miy méc.

Khdng dnh hudng.

11. Twong téc, twong Ky ciia thude

Tuwong tic thube:

- Ding déng thoi colchicin va ciclosporin lam tang doc tinh cia ciclosporin.



- Colchicin lam giam hrfip thu vitamin B12 do tac dong doc d6i v6i niém mac rudt non. Su hép thu
ndy ¢ thé duge phuc héi

Tuwong ky:

Do khong c6é cac nghién ciru vé tinh twong ky ctia thude, khong tron 1an thude nay véi
12. Tac dung khong mong muon.

* Thuong gap, ADR > 1/100

- Budn nén, nén, dau bung. Véi liéu cao: la chay ning, chiay mau da day — rudt, n6i b
than

* jt gap, 1/1000 < ADR <1/100

- Viém day thin ngoai bién, rung toc, réi logn vé méu (tri lidu dai ngay), giam tinh tring (h&i phyc
duogc).

Théng bdo ngay cho bac sy hodc duoc sy nhitng phan wng c6 hai gap phai khi sir dung thuoc.
Huéng dan xir tri ADR

- Téc dung phu thudng giip nhat khi uéng colchicin la budn nén, dau bung, ndn va ia chay. Can ngimg
diing colchicin néu c6 céc triéu chimg réi loan tiéu hoa trén vi d6 la cdc dau hiu bo dong sém vé
kha nang cé thé s& bi ngd doc ning hon. Tri liéu chi duge tiép tuc khi hét cac triéu ching trén va
thudmg sau 24 — 48 gid. C6 thé dung cac thube chéng ia chay hay thudc 1am cham nhu déng rugt dé
diéu tri ia chiy do colchicin gay ra.

- Didu trj dai ngdy: Cin theo doi déu din xem ngudi bénh 6 bj tac dung phu khong, kiém tra déu dzn
céc té bao mau, cong thire bach cau.

- Khi ¢ céc tac dung phu thi phai hiéu d6 1a d4u hiéu dau tién ctia ngd ddc. Nén ngimg dung colchicin
hodc phai giam lidu

13. Qua liéu va cach xir tri

Qui liéu:

- Lidu gy ddc 1a khoang 10 mg. Liéu gy chét 14 trén 40 mg.

- Ngé doc colchicin chu yéu 1a do y dd tur tir. Ngd doc 1a rit ning va ty 1& tir vong rat cao (30%)

- Céc triéu ching ngd d6c xuat hién sau khi udng thudc tir 1 dén 8 gio: Pau bung nhiéu va lan ta,
nén nhiéu, liét ruét, ia chay nhiéu c6 thé cé mau. Ngoai ra con c6 thé bi viém da day, dau khép, ha
canxi huyét, s6t, phat ban, ké ca ban nhu sot hfmg ban, sau d6 12 mét nude din dén thiéu niéu. Tén
thuong thin din dén thiéu nidu va dai ra mau. Gan to va cdc tranzaminase ting rit cao. Ton thuong
mach niing gy séc va truy tim mach. Céc rbi loan vé& mau (tang bach ciu réi sau d6 la giam bach cau
va tidu cAu do tén thuong tiy), the nhanh, rung téc (vao ngay thir 10). Nhugce co ning va ¢d thé liét
than kinh trung wong di 1én trong lic bénh nhan van tinh tdo. Tién lugng kho khan. Tir vong thuong
xdy ra vao ngdy thi 2 hodic ngay thir 3 do rdi loan nudc — dién giai, suy ho hép, truy tim mach va
nhiém khuan huyét.

Cdch xir tri:

Khong c6 diéu tri dic hidu cho ngd doc va qua lidu colchicin. Tang dio thai thuoe bing rira da day
rdi sau d6 1a hut t4 trang va ding than hoat. Cac bién phap diéu tri hd trg la phuc hoi cén bang nude

— dién giai, dung khing sinh toan thin va khang sinh duéng tiéu héa véi liéu cao, cd thé tiém atropin




hay morphin dé giam dau bung, dung tri liéu chdng soc, cho thé oxy dé dam bao trao d6i hé hap tot.
Néu ¢6 suy chirc ning than thi c6 thé phai loc than nhén tao hodc thim phan phﬁ
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- Co ché tic dung: (‘? THANH HOA/-&}'

Colchicin ¢é nhiéu tic dung: ﬁ-.r-—ﬁh
- Téc dung chéng bénh git: Colchicin lam giam s di chuyén ctia cdc bach cdu, (rc ché thuc bao céc
vi tinh thé urat va do @6 lam ngimg su tao thanh acid lactic, giir cho pH tai chd duge binh thuéng vi
pH la yéu t6 tao diéu kién cho cac tinh thé monosodium urat két tia tai cac mé & khop. Thude khéng
c6 tic dung lén su dao thai acid uric theo nudc tiéu, 1én ndng do, do hoa tan hay kha ning gin véi
protein huyét thanh ctia acid uric hay urat.

- Téc dung chéng viém khéng dic hiéu: Colchicin 1am giam sy di chuyén cia céc bach céu, tc ché
{mg dong héa hoc, chuyén héa va chirc nang cia bach cau da nhin nén lam giam cac phan (mg viém.
Tac dung chéng viém cua thude & mirc do yéu.

- Tac dung chéng phan bao: Colchicin trc ché giai doan giira (metaphase) va giai doan sau (anaphase)
ctia qué trinh phan chia té bao do tac dong 1én thoi va Ién sy bién ddi gel — sol. Sy bién d6i thé gel va
thé sol & cac té bao dang khong phan chia ciing bi trc ché. Téc dung chéng phéan bao cua colchicin
gdy ra cac tac dung c6 hai 1én cdc mé dang tang sinh nhu tiy xuong, da va long toc. Colchicin ding
theo duomg udng co thé 1am giam hip thu vitamin B12, mg, natri, kali, cic dudng dugce hap thu tich
cuc nhu xylose, din dén giam ndng d6 cholesterol va nong d¢ vitamin A trong mau. Céc téc dung
nay do niém mac rugt non bi tac dung cua colchicin.

- Céc tac dung khac: Lam tang sirc bén mao mach, kich thich tuyén vo thuong than, phan hiy té bao
lympho, trc ché pho giao cam, kich thich giao cam, ching ngira, gy ia chay, trc ché in vitro kha nang
ngung tap va két dinh tiéu cau.

15. Dic tinh duge djng hoc

-Colchicin dugc hép thu ¢ éng tiéu hoéa va di vao vong tuan hoan rudt — gan. Nbng 46 dinh huyét
twong xuat hién sau khi uéng 2 gio. Thudc ngdm vao cdc md, nhat 1a niém mac rudt, gan, thin, lich,
trir co tim, co van va phéi. Thude duge dao thai chii yéu theo phan va nude tiéu (10 — 20 %). Khi lidu
hing ngay cao hon 1 mg thi colchicin sé tich tu & mé va cé thé din dén ngd ddc.

16. Quy cach dong goi

- Hdp 1 vi x 20 vién, hop 5 vi x 10 vién, hgp 10 vi x 10 vién.

17. Piéu kién bio quin, han ding, ti¢u chuin chit lugng ciia thude.

17.1. Piéu kién bao quan

Noi kho, tranh anh séang, nhiét do khong qua 30°C.

17.2. Han dung

36 thang ké tir ngay san xudt

17.3 Tiéu chudn chat I wong:

TCCS.




18. Tén, dia chi co sé sin xuat.
CONG TY CO PHAN DUQC - VAT TU' Y TE THANH HOA
S6 04 duomg Quang Trung, Phudng Ngoc Trao, Thanh phd Thanh Héa, Tinh Thanh Hoa.
SDT: 0237 3737888 Hotline: 1800 8140

e LUMAN?® 1a nhan hiéu thwong mai da dang ky cua Thephaco
thephoc . N ’
0N 84232 duong Trin Phi, Phudng Lam Son, Thanh phé Thanh Héa, Tinh Thanh Hoéa.

Thanh Hoa, ngay 17 thang 11 nam 2022
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thephoco

RX 1huéc ké don / Prescription drug

COLCHICIN

Colchicin 1mg

*Luman la nhan hiéu thuong mai da dang ky cua Thephaco
$6 232 Trdn Phd, phudng Lam Son, thanh phé Thanh Hoa, tinh Thanh Héa

Box of 1 blisters x 20 tablets

CHi DiMH, CACH DUNG, CHOWG 5 DINH YA CAC TRORG TH HAC: TIEW CHUANSPECIFCATION: TCCS | In-house

Yeem trong 1 hudng dén i dung thudc kém thea SBkReq. No:

o A 1y TRE EM
See the enclosed leafler. DO KT HUONG DAN 541 DUNG TRUDL KHI UG
BAO QUAR: Nai ki, trinh dnb shng, nhidt 36 khéng qua 3070 KEEP DUTT OF THE REACH OF CHIl DREN

STORAGE I a dry place, temperature below 30°C, protect from light READ THE PACK INSERT CARESURLLY BETORE Lt

+/

thephoco

RX thuéc k dom / Prescription drug

COLCHICIN

Colchicin Tmg

“Luman is the registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward, Thanh Hoa City, Thanh Hoa Province

vi x 20 vién nen

COLCHICIN

LUMAN"*
Colchicin 1mg
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READ THE PACK INSERT CAREFULLY BEFORE USE
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thephoco

RXThusc ke dan / Prescription drug

I COLCHICIN

Colchicin 1Tmg
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565 232 Trin Phi, phioing Lam San, b s Thankh Hoa, tink Thanh Hia
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THONG TIN KHAC:

Xem trong 1 hudng dan sif dung thudc
kém theo,

INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION:

See the enclosed leaflet.

BAOQUAN:
Nai khé, tranh anh sdng, nhiét do khéng
qud 30°C.

STORAGE:

In a dry place, temperature below 30°C,
protect from light.

TiEU CHUAN/SPECIFICATION: TCCS / In-house
SDE/Reg. No:

Hop 10 vi x 10 vien nen
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thephoco

nx'!‘lm&q: ki don / Prescription drug

MM COLCHICIN

Colchicin 1mg

‘\mhlhmlrmdmo
No 232 Tran Phu Street, Lam

Son Ward, Thanh Hoa City, Thanh Hoa Province

COLCHICIN

[UMA

Colchicin Tmg
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THANH PHAN: Cho 1 vién
Colchicin
Ta duoc vd 1 vién
_ 2 mal d3 dang ky cuia Thephaco
COMPOSITION: For 1 tablet Luman i the registered trademark of Thephaco
Colchicin TMQ g 237 Tran Ph Street, Lam Son Ward, Thanh Hoa Ciy, Thanh Hoa Province
(274701 K —— . Viablet  Cossin medtManufacturer:
- Cong ty c6 phin Duge V3t tu y 18 Thanh Hoa

POC KY HUONG DAN SU DUNG TRUGC KHIDUNG.

KEEP OUT OF THE REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE

Thanh Hoa medical matenals pharmaceueal J5C

S5 (4 udng Ouang Trung. phuéing Ngo« Tra, thanh phd Thanh Hoa, tinh Thanh Hoa
No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Haa City, Thanh Hoa Province
DT/Tek: 0237 3737888 - Hotline: 1800 8140

56 16 SX/Batch No.:

NSX/Mfg.date:

HD/Exp.date:

e

thephoco

RX 1husc ké dan / Prescription drug

COLCHICIN

Colchicin Tmg

*Luman la nhan hiéu thuong mai da dang ky cia Thephaco
54 232 Trdn Pht, phutng Lam San, thanh pho Thanh Hoa, tinh Thanh Héa

Box of 5 blisters x 10 tablets

CHi DINH, CACH DUNG, CHONG CHI BINH VA CAC BAO QUAN:
THONG TINKHAC: Noi kho, tranh anh sang, nhiét do khong qua 30°C.
Xem trong t& hudng din st dung thudc STORAGE:
kém theo. In a dry place, temperature below 30°C, protect
from light
INDICATIONS, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER INFORMATION: TIEU CHUAN/SPECIFICATION: TCCS / In-house
See the enclosed leaflet. SBK/Reg. No:
thephoco

RX thudc ké don / Prescription drug

COLCHICIN

Colchicin Tmg

*Luman is the registered trademark of Thephaco
No 232 Tran Phu Street, Lam Son Ward Thanh Hoa City, Thanh Hoa Province

Hép 5 vi x 10 vién nén

COLCHICIN

LUMAN"
Colchicin Tmg




