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1. Miu nhin Hop 10 vi x 10 vién

THANH PHAN: M8i vién chia

Colchicin. 1 mg
Ta dudc:(Lactose, tinh bt mi, avicel, natri starch glycolat, povidon, natrl
lauryl sulfat, tale, magnesi stearat, mau quinolin) vifa di .............. 1 vién.

CHi DINH - CACH DUNG - CHONG CHi DINH VA CAC THONG TIN KHAC
Xem trong t¥ hurémg dfin sir dyng thubc kém theo.

TIEU CHUAN: TCCS

BAD QUAN: Noikho mat, tranh dnh sing, nhiét d§ dudi 30°C
SDK/Reg. No.:
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1. MAu nhén Hp 05 vi x 10 vién

THANH PHAN: M&i vién chia TIEU CHUAN: TCCS
Colehlain .

1 mg BAO QUAN: Noikh ma, trinh dnh sing, nhiét d¢ dudi 30°C
Té dugc: (Lactose, tinh bot mi, avicel, natri starch glycolat, povidon, natri gy i
lauryl sulfat, talc, magnesi stearat, mau quinolin) vifa dii ..............1 vian. DE XA .;._..__ LE TRE EM

CHI DINH - CACH DUNG - CHONG CHi D]NH VA CAC THONG TIN KHAC 90C KY HUGNG DAN SUf DUNG TRUGC KHI DUNG
Xem trong t& hiréng dfin sir dyng thubc kém theo.
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1. MAu nhin Hgp 02 vi x 10 vién

THANH PHAN: M8I vign chara TIEU CHUAN: TCCS

Colchicin 1 mg BAO QUAN: Noi khé mat, trénh 4nh séng, nhiét d¢ dugi 30°C
T4 duge:(Lactose, tinh bdt ml, avicel, natri starch glycolat, povidon, natri SDK/Reg. No.:

lauryl sulfat, talc, magnesi stearat, mau quinolin) vita di ..............1 vién. 2 e

5 N 5 i i e , . DE XA TAM TAY TRE EM
CHIDINH - CACH DUNG - CHONG CHI D|NH VA CAC THONG TIN KHAC D0C KY HUGNG DAN SU DUNG TRUGC KHI DUNG
Xem trong t& hirémg dfin si dyng thude kém theo.
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MAu nhin hwéng din si dung
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“Théng bdo ngay cho bic st hodic dwpe si nhimng tdc
dyng khéng mong mudn giip phai khi sic dung thuéc”
“Thudc nay chi diing theo don cita béc si”

3.Thinh phin céng thire thude:

M3 vién nén chéra:
Thinh phin hogt chit: Colchici 3

. 1 mg.
Thanh u__»s t duge: Lactose, tinh bt mi, avicel PH101, natri starch
glycolat, povidon K30, natri lauryl sulfat, tale, magnesi stearat, miu
T A S S vira i 1 vién,
4, Dang bio ché : Vién nén,

M ti dong bdo ché: Vién nén mu ving, hinh trdn, dudng kinh 6,5
mm, mgt mit vién cb vach ngang, ¢6 thé bé ddi vién, thinh vi canh
vién lanh I§n.

5. Chi djnh:

Ngudsi Iém

« Didu trj bénh git cdp tinh .

. .w“_é&:m com git trong khi bit du didu trj bing allopurinol va
thuoc uricosuric

6. Cich dang, liu dong:

*Liéu hegng va cdch dimg:

Nguai lém

Biéu tr con giit &V,.

1 mg (1 vién) Mm E—w&: sau 500 microgram (1/2 vién) sau 1 gidy,
Khong duge udng thém 12 gi¢r ticp theo

Sau 12 gid, didu trj ¢6 thé _mwv tye néu clin thiét vai lidu 18i da 500
microgram (1/2 vién) mdi 8 gi¢r cho dén khi hét trigu chimg.

Qué trinh ditu trj nén két thic khi céc tri¢u chimg dugc thuyén gidm
hofic khi da uéng aam:a vién). Khéng nén ding qua 6 mg (6 vién)
trong mt qud trinh dicu trj,

Dot didu trj tiép theo nén biit dhu sau it nhit 3 uﬁw (72 gid).

Dye phéng con git trong khi bit dau diéu trj bang allopurinol vi
thuoc uricosuric:

500 microgram (1/2 vién), hai lin mdi ngay.

Théi gian didu trj nén duge quyét dinh sau khi cée yéu t§ nhu thn sé
biing phét, thdi gian b§nh ght va sy hign dign va kich thudc ciia tophi
dii duge dinh gid.

Bgnh nhén suy thin

Sir dyng thiin rong & bénh nhin suy thin nhe. D4i v6i binh nhin suy
thin vira, gidm lidu hofic ting khodng clch gitta céc litu. Nhing binh

nhin ndy nén duge theo ddi cin thin vé edc tic dyng phy cila colchicin
Chéng chi dinh déi véi binh nhin suy thin njng.
Bénh nhén suy gan

Sir dyung thin trong & bénh nhin suy gan nhe/trung binh. Nhimg bénh
nhin ndy nén duge theo ddi cdn thiin vd cée tic dung phy cta colchicin
Chéng chi dinh déi véi binh nhin suy gan ning.
Nguoi cao uél

sir dung thiin trong & bénh nhin cao tudi.
7. Ching chi djnh:
Miin cim véi colchicin hofic bt ky thinh phin t4 duge ndo ciia thude
« Bénh nhiin ¢6 16i loan tgo méu
= Phy nir mang thai
= Phy nir dang cho con bii
* Phy nit ¢6 kha ning sinh dé tni khi sir dung céc bi¢n phap trinh thai
higu qua
* B¢nh nhén suy thin ning
* B¢nh nhiin suy gan nfing
* Khéng nén sir dyng colchicin & bé¢nh nhin trdi qua chay thin nhiin
tgo vi khong thé logi bd bing lge méu hofic trao ddi miu.

» Chéng chi dinh colchicin & b{nh nhin suy thiin hojc gan dang ding
thubc irc ché P-glycoprotein (P-gp) hofc chit e ché CYP3A4 manh.
8. Cinh biio vi thin trgng khi ding thube:

Khi ding didu trj dot git cip: Phii thin trong cho ngudi suy thin
hoiie suy gan, b

Thiin trong vé&i ngudi mic binh tim , bénh gan, thin hay bénh tiéu
héa. Bénh nhin cao tudi bj suy nhuge d& bj ngé dgc do tich ty thude.
Khéng duge tiém colchicin vio co thé theo duémg dudi da hoje tiém
biip vi 58 gly dau nhitu & chd liém.

Nha sin xuilt khuyén co khi didu trj liu ddi colchicin, phai djnh _nw
dém té bio mau. Ngoai ra, djnh lu¢mg =w=u 4§ creatinin kinase huyét
thanh (CK, ereatinin phosphatkinase, CPK) it nhft 6 thing mét 1dn &
ngudi suy thin (thanh thai creatinin...50 mUphét) vi nhimg bénh
nhin ndy ¢6 ting nguy co bj binh co vi suy ty.

Trinh ding colchicin cho ngutri mang thai.

Sir dung ._ME" thr colchicin véri che ehit tre ché P-gp vivholic cdc
chit trc ché CYP3A4 vira phai hofic manh s& lam ting tiép xtc véi
colchicin, ¢ thé diin dén ngd ddc colchicin bao gdm ¢d tir vong. Néu
cin ditu trj bing thudc tre ché P-gp hojic chit (e chd CYP3A4 vira
phai hofic mpnh & nhimg bénh nhin ¢é chirc nling thin vi gan binh
thutmg, nén gidm lidu colchicin hofic ngimg didu trj bing colchicin.
Do trong thinh phiin ciia thube ¢6 chira lactose, khdng ding thude
cho nhimg binh nhin c6 vin ¢& di truyén hiém gip khéng dung nop
galactose hojic thiéu hyt glucose-galactose.

Tinh bt mi: 6 trong thude ndy chi chira him lwgng gluten rit thip vi
it 6 khd ning c6 hai néu bénh nhin cé bénh Celiac. Néu bj di img véi
laa mi, bénh nhin khéng nén ding thuée niy.

9, Sir dyng thubc cho phy nir ¢6 thai vi cho con bii:

Thai ky mang thai: Khéng si dyng thudc trong thdi ky mang thai.
Thsi ky cho con bi: Colchicin ddo théi qua sira mg. Ngudi ta clura
thfly 1ré bj ngd dde qua duimg sira nhumg ngwési me c6 thé trinh lim
ndng 4 thude cao trong sira biing cdch udng thubc vio budi 14i tnrée
khi di ngii va cho con bii sau khi uéng thuéc 8 gid.

10. Anh huwémg ciin thude 1en khi niing 161 xe, vin hanh mdy méc:
Khéng c6 théng tin chi it vé anh huéng cia colchicin d6i véi kha
niing 16i xe vl sir dyng miy mée. Tuy nhién, cin phai tinh dén khi
niing budn ngii v chéng mit.

11. Tuwong tde, twong ky cdn thubc:

Ding ddng théi cochicin va ciclosporin lim ting ddc tinh cud
ciclosporin.

Colchicin lim gidm hdp thu Vitamin B12 do tdc djng d8i véi niém
myc ruft non,

Sy hip thu ndy c6 thé duge phye héi.

Colchicin ¢6 thé ting dbp img véi céic thubc gibng thin kinh gino cim
va thubc trc ché thiin kinh,

12. Téic dyng khdng mong mudn cia thube:

Thudmg gip, ADR > 1/100

Budn non, non , dau byng.

Véi liéu eao: I chiy nlng, chiy méu dg ddy- rugt, ndi ban, tn
thuong thiin.

ft gip, 1/1000 < ADR <1/100

Viém thin kinh ngopi bién, nyng toe, réi loan vé mau( tr ligu dai
nghy), gidm tinh tring, (hdi phye dugc)

* Hudng dén xiz tri ADR:

The dung thudmg gip nhit khi ubng colchicin 13 budn nén, dau byng,
ndn va ia chiy. Cin ngimg ding colchicin néu ¢é céc trigu chimg _,Mm
logn tiéu hoa trén vi dé I cée ._mc hiu bio ddng sém vé khi niing c6
thé bj ngd déc niing hon. Trj ligu chi duge tidp tye khi hét cdc tridu
chimg trén vi thwdmg sau 24-48 gids, C6 thé diing cde thube chéng ia
chiy hay thubc lim chim nhu dong rujt dé diéu trj ia chiy do colchi-
cin gily ra.,

Biéu tri dai ngay: Cin theo di ddu din xem ngudi binh c6 bj thc
Awsu phy khong, ki¢m tra du dfin céc & bio méu, cdng thire bach
cau.

Khi ¢6 céic tic dyng phy thi phii hiéu d6 13 déu higu diu tién cia ngd
dfic. Nén ngimg diing colchicin hoic phai gidm liéu,

Théng béo cho Béc sTnhimg téc dung khdng mong mudn gip phal
khi sit dyng thudc.

13. Qué liu vi cdich xir triz

Qui liéu:

Nhifm doc c6 thé xay ra khi ding lidu cao Iip lgi nhidu lin hoje ding
mit 1in. Tir vong 4 xdy ra véi lidu thip 7 mg, tuy b ngudi di séng
36t véi lidu cao hom nhiéu. Lidu déc 13 khoang 10 mg. Lidu gay chét
uée khodng 65 mg. Tir vong di xdy ra khi tiém tinh mach liu gy
tich lily 5,5 mg. Ng6 dfe colchicin chi yéu 13 do ¥ dd ty . Ngé dge
rlt ning v ty 18 1 vong it cuo (30%) .

Cic dfu higu ngp dgc xuit hign sau khi uéng thubc tr 1-8 gié: Pau
byng nhidu va lan (da, ndn nhiku, ligt rudt, in chiy nhidu c6 thd c6
méu.Ngodi ra c6 thé bj viém da ddy, dau khép, ha calci huydt, sét,
phéit ban, ké ¢4 ban nhu sét hdng ban, sau 6 1 mft neée din dén
thitu nigu. Tén thuong thn din dén thidu nigu va d&i ra méu. Gan 1o
vil cfic transaminase ting rél cao. Tén thuong mach ning gy sbe vi
tryy tim mach. Cic ri loan vé méu ( tiing bach ciu rdi sau d6 13 giam
bach clu va tidu clu do tn thuong nly) thér nhanh, rung t6¢ (vio
ngdy thir 10). Nhuge co niing va ¢6 thé lit ddy thin kinh trung womg
di 1én trong lie bénh nhin vin nhin biét duge. Tir vong thuimg xdy
ra vio nglly thir 2 hofic thir 3 do rdi logn nuée dién gidi, suy hd hip
tryy tim mgch va nhiém khudn huyét.

Xir tri: Khdng <6 thube khéng dge dfic hi¢u cho colchicin, Ménh Fab
dfic higu cia colchicin didu ché t¥ khdng huyét thanh dé d duge
diing dé didu trj nhifm dge ning de doa tinh mang. Ding 480 mg
minh Fab djic hi¢u cia colchicin cho m§t bénh nhin sau khi uéng
colchicin litu 1 mg/lkg, d& Iim ting glp 6 1dn bai tiét colchicin qua
nuée tidu. Néu ubng colchicin trong vai gitr ddu, ¢6 thé nita da ddy
hojc gy nén. C6 thé cho than hopt. Didu trj trigu chimg va hd trg:
gidm dau byng bing atropin, chéng sc, h trg hé hp. C6 thé ding
fingrastim dé didu trj giam huyét chu todn thé do nhidm dge colehicin,
Lgi fch ctia thim phén méu, cudng birc loi ni¢u, truyén loc mu qua
than hogt , hofic thim phin ming byng trong didu trj qué lidu colchi-
cine chua duge xéc djnh.

14. Djic tinh duge lyc hge:

Ma ATC: MO4AACOI1

Logl thube: Thube didu trj git.

*Ducgre lwe hoc:

Colchicin, mjt din chfit ciia phenanthren, 1y duge tit cdy colchicum
(céy b ché). Téc dyng duge Iy chinh ciia ciy colchicin 13 n_._wam bénh
git.

Thubc ¢6 the dung chéng viém yéu vi khéng c6 the dung gidm dau,
‘Thude khng ¢6 tic dyng bai tiét acid uric qua nude tidu, khong ¢6 tic
dyng véi ndng d§ , tinh héa tan hojie gin vio protein huyét thanh ciia
urat trong huyét thanh. Tuy co ché tic dyng chéng bénh git cia
colchicin chua dwge biét dlly dv, thube 1m gidm dép img viem déi
véi ling dong cdc tinh thé mononatriurat Ién chc md ctia khép, ¢6 thé
biing céch tre ché chuyén héa, di chuyén, héa img dgng cia bach ciu
da nhin vivhojic cdc chirc ning cia bach cdu khic, Colchicin cling
nglin cin natri urat 1ing dong biing cdch tnye tiép lim bych clu da
nhén gidm sin xuft acid lactic va lim gidm thyc bio nén gifn tiép
gidm tgo acid ( tinh acid o thufn lgi cho efe vi tinh thé urat ling
dong). Khi ubng thubc colchicin trong vang vai gitr diu dot git &w.
trén 90% ngudri binh dip img tét wy viiy colchicin duge coi 1a thude
dimg hang thir 2 vi d& gdy ngd doc khi ding lidu cao, nén c6 thé ding
dé didu trj dgt giit clip khi binh nhan khong dép img hofic khong dung
ngp duge che thube chéng viem khéng steroid nhu indometacin,
ibuprofen, naproxen.

Téc dyng chong phan bio: colchicin trc ché giai dogn giita (meta-
phase) vi gioi dogn sau (anaphase) cia qué trinh phin chia té bio do
the dgng 1én thoi va 1n sy bién déi gel-sol. Sy bicn ddi thé gel va thé
sol & cdc té bdo chua philn chia cing bj tre ché,
Téic dyng chéng phin bio ciia colchicin ghy ra tic dyng c6 hai Ién cdc
mb dang ting sinh nhw tiy xwong, da vi long tbc.
Cée tde dyng khde: In vitro, colchicin rc ché sy tiét ra protein
amyloid 13 | protein dugc té bio gan tdng hop va 13 thinh phin chi
yéu ciia nhim amyloid trong bénh sét Dja trung hai ¢6 tinh chft gia
dinh.

Colchicin uéng gay ra hji chimg kém hip thu hdi phuc dugc nhu
gidm hip thu eyanocobalamin (vitamin B1 2), mé, natri, kali, nito,
xylose va cdc duimg duge viin chuyén tich cyc khdc, nhw viiy din dén
gitm ndng d¢ cholesterol vA caroten trong huyét thanh, Cde tde dyng
ndy do colchicin tic dgng Ién niém mgc hdi tring. Colchicin lim
gim hogt tinh cia lactic dehydrogenase vi lAm ting hogt tinh cia
enzyme lysosom ciia niém mge ruft. Ngodi ra, colchicin cén 1im
gifm thiin nhigt, e ché trung tim b hilp, co thit mach méu 1Am ting
huyét dp thang qua kich thich trung tim vin mach.

15, Dijic tinh dugre ddng hoe:

Colchicin duge hip thu nhanh vi gin nhu hoin toin sau khi uéng.
Nong dg huyét wong tdi da duge dip img thudmg sau 30 dén 120
phit. Théi gian bén thai tir 3 dén 10 gidr. Lidn két protein huyét nrong
xiip xi 30%. Colchicin duge chuyén héa mét & gan vi sau 46
mét phiin qua mit. Colehoicin tp trung & bich chu. Colchicin duge
bii tiét chil yéu (80%) & dang khang déi va chit chuyén héa qua
phin, 10-20% duge bai tiét qua mrée tiéu.

Bénh nhdn suy thin, suy gan

Colchicin duge bai tiét ding ké trong mudre tidu & nhimg ngudi khoe
manh. D thanh thii cia colchicin gidm & b§nh nhén suy giam chirc
niing thin. B§ thanh thai cda colchicin di gism 75% & nhimg binh
nhén bj bénh thin giai dogn cubi trdi qua loc mau,

Anh huéng ciia suy thin trén duge dgng hoe ciia colchicin duge dénh
gid trong mdt nghién ciru & gia dinh bénh nhan sét Dja Trung Hai
(FMF), 5 phy nir v 4 nam gii, véi 4 ngudi khing bj suy thin va §
ngudi bj suy thin. D tudi trung binh 12 30 tudi (khoang 1942 tudi).
Tét ¢4 § binh nhan suy thin déu ¢6 chimg xo amyloidosis sinh thidt;
4 bgnh nhin dii dwge chay thin nhin tgo va 1 bénh nhén ¢6 creatinine
CLhuyét thanh 13 15 ml/ phit. Clic d8i twegmg nhin duge | mg colchi-
cin ngogi trir 1 déi tugng bj xo gan nhin duge 500 microgam. PG
thanh thai colchicin CL gidm 4 1in & nhimg ngudsi bj suy thin so véi
nhimg ngudi c6 chire nling thin binh thutmg (0,168 + 0,063 Vvkg so
véi 0,727 & 0,10 Uivkg). Thisi gian bén thai 13 18,8 + 1,2 h ddi véi
nhimg ngudi bj suy thiin njing va 4,4 1,0 h & nhimg ngudi ¢6 chirc
néng thin binh thuémg. Bénh nhin bj xo gan ¢6 ¢ thanh thii CL thip
hem 10 1 so véi cdc déi tugng ¢6 chire nling thin binh thuémg.

Tré em

Khong c6 dit ligu v& duge dong hoc & tré em.

16. Quy cdch déng géi:

Hép 2 vi x 10 vién (PVC/ALU), kém don huéng din str dung.
Hop 5 vi x 10 vién (PVC/ALU), kém don huong din sit dung.
Hop 10 vi x 10 vién (PVC/ALU), kém dom hudng din sit dung.

17. Bio quén: Noi khd mét, trénh dnh sfng, nhiét 4§ khong qué
300C,

18. Han ._.,EM" 36 théng, ké tir ngdy sin xui.

19. Tiéu chuiln: Titu chudn co sé
> Co sé phin wrm..w
cOHa TY 6 PHAN DUGC PHAM LINH DAT
LNHDATPHARMA D18 chl:Khu g th] Lac Héng Phic, Phudng

Nhén Hda, Th x& My Hio, Tinh Hung Yén

*NITA TN CHO SOC 100 ®

‘1 ad Co sé sin xuat:
CONG TY 0P VA TM PHUONG DONG - (TNHH)
Wr | 7] DC: TS 509, t3 bin d6 56 01, Cym CN Hap Linh
P. Hap Linh, TP Bdc Ninh, T, Bdc Ninh
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