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COLCHICINE TABLETS BP 1.0 MG

Vién nén colchicine 1,0mg

Quy cach: Hop 10 vi x 10 vién nén

100% TDT
Ra-Thude bin theo dom

COLCHICINE TABLETS BP 1.0MG  SDK: VNexuxa.an

(Vién mém khing bao) !

Hoai chir-ham bhreng A viim nen cive Colchicine | Omg Chi dink. chdng

| chi dink, itw dang. cich dimg va cac théng tin khic xem %o huong din s |

| dung Bae quam Dwo: 30'C. wranh anh sang Trinh bay Hp 10 v x 10 vaén ,
|
1
|

{ oem S6 I SX. NSX, HD xem Basch No. Mfg date. Exp date win bao be Sin |

xudl bin: WINDLAS BIOTECH PRIVATE LIMITED, Plant-2. Khairs No |
141 w 143 & 145, Mohasbewals Industnal Area. Dehadrun-248110. Uttarakhand. |
An Db, Law i Dé xu v tay tre em, dpc A7 harowg din sw dung traein khi
dumg. DNNK:

Rx-Thudc ban theo don

COLCHICINE TABLETS BP LOMG  SDK: VN-xxxx-xx

(Vién nén Khéng bao)

Hoat chiat-ham lwgng: Mdi vién nén chira: Colchicine 1.0mg. Chi dinh, chéng
chi dinh, liéu ding, cich ding va cic théng tin khic: xem 1o huéng din su
dung. Bao quan: Duai 30°C, tranh anh sang. Trinh bay: Hop 10 vi x 10 vién nén.
So 16 SX, NSX, HD: xem Batch No., Mfg.date, Exp. date trén bao bi. San xuit
boi: WINDLAS BIOTECH PRIVATE LIMITED, Plant-2, Khasra No. 14] to
143 & 145, Mohabewala Industrial Area, Dehadrun-248110, Uttarakhand, An Dé.
Lueu y: Dé xa tam tay tré em, dpc ki huwedng din sie dung trieée khi ding. DNNK:
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Rx- Thude bin theo dom

COLCHICINE TABLETS BP 1.0 MG

& .
TE

(Colchicine BP 1.0 mg) o ala
“Dpe kf hiedmg ddn sie dung trude ki ding ™

“Dé xat tdm tay tré em”

.ﬂhg:::wdobklf hodc duge 5 nhitng tic dung khing mong mudn gdp phai khi sse
dung thuic™

“Thisde ndy chi ding theo dom ciia bic 5§~
Thinh phin, him lugng }l’
Mdi vién nén chira -
Hoat chdr: Colchicine BP 1mg
T dre: lactose, maire starch, polyvinyl pymolidone (K-30), colloidal anhydious silice. purified
talc, magnesium stcarate.

M té sin phim _ )
Vién nén tron, mau trang. mdt bing. mdt md1 cb khic vach.

Qui cich ding goi
Hop 10 vi, mbi vi 10 vién nén (10x10°s).

Thube ding cho bénh gi?
Di!-uuignm;ip .
Du phong ngiin han trong giai doan diu sir dung allopurinol hode céc thude ting thi uric

Nén diang thuic nay nhw thé nio va lidu lugng?

+ Didu trj giit cip: liéu ban diu 13 0,5 - 1,2 mg, sau 86 cir cdeh | - 2 gid lai ubng 0.5 - 0,6 mg hode
ciz cich 2 gicr Igd udng 1 - 1.2 mg cho dén khi bét dau hodic bi ndn hay tidu chay. Téng liéu trung
binh colchicine udng trong mdt don didu trj 14 4 - 6 mg. Dau v sumg khap thudng giam sau 12 gio
vii thuimg hét hin sau khi diing thude 48 - 72 gid. Néu udng lgi thi dot wdng méi phai cich linugg
:._12;3 ngiy néu khong thi cic thn thuong do colchicine giy ra chua kip hdi phuc va thude co thé
) tich .,

+ Dy phing ngin han trong giai dogn diu sic dung allopurinol hode cde thudc ting théi uric:
0,5mg x 2 - 3 lin mdi ngay.

Tré em: Tinh an todn va hi¢u qui chua duoe thidt Bp cho viée didu tr gint & iré em.

Ngudi cae tudi: Lya chon lidu phai thin trong cho didu tri nguiri cso tudi bi git. cin nhéc thn sudt
cao vé vige suy gidm chire ning thdn v cic binh thin khae.

Suy gan. suy thin: Thin trong khi diing thube va di¢u chinh lidu khi cin thiét. Khong ding thube
cho bénh nhin suy gan hode suy thdn khi ¢b dang ddng thin dimg thude ire ché CYP3A4 hodc thude
trc ché b vin chuyén P-glycoprotein .

Khi ndo khing nén ding thude nay?

Khong ding colchicine cho nhimg bénh nhin:

- Dj img v6i colchicine hoje bt ¢ thanh phdn ndo cia thude,

- Bénh nhin ¢d rdi logn 1o mdu.

= Phy nif cho con bi.

- Phy nir ¢6 kha ning mang thai trir khi ¢6 sir dyng céc bién phap tranh thai hidu qud.
= Khéng ding & b{nh nhdn dang loc méu nhin tgo vi colchicine khing qua loc miu.
- Bénh nhéin suy gan hoge suy thin dang sir dung mdt chdt ire ché CYP3IA4 manh,
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Tée dyng kbing mong mudn
Tén suiit gdp phai cdc 1ic dung khing mong mubn dwge lidt ké nhu sau:
Rit phd bién: = 1/10
Thomg gdp : > 1/100 va <1/10
I gap - > 11000 vé < 1/100
Hiém 2> 110 000 va < 1/1000
Rdr hiém  : <1/10 000 X
Khdng bidt (khdng thé wic Tugmg 1ir dix lidw ¢6 sdn)
Céc tic dung phy gdp phai:
+ Rbi logn mdu va bach huyér:
Khdng biét: gidgm ty xuong c6 ting bach chu, thidu miu bt thuimg vi gigm tiéu cdu.
+ Roi logn b¢ thiin kinh:
Khong biét: viém thin kinh ngogi bién, bénh thin kinh.
+ ROl logn h¢ tiéu ha:
Thuimg gip: dau bung. budn ndn. ndn mira vi titu chiy. I
Khong biét: xuiit huyét tidu hoa
+ Réi logn gan mjr:
Khong biét: tén thuong gan
+ Rbi logn md da va md diedi da:
Khéng biét: ryng to¢, ndi ban.
+ Réi logn co xwemg vd md lién kér:
Khing biét: chimg dau oo va tidu co vin
+ Réi logn thin v tiét migu:
K biét: hu thin.
+ H§ g sink san:
Khong biét: chimg vb kinh, chimg dau bung méu, suy gidm midn dich, thidy méu.

Nin tranh ding nhimg thubc hode thye phim gi khi dang sir dung thuic niy?

Colchicine 14 chit nén cho cd CYP3A4 v protein vin chuyén P-gp. Vi sy hign dién coa chit G

ché CYP3A4 hoge P-gp. ndng 89 colchicine trong méu ting lén. Dix tinh, bao gém cic tuimg hop

tir vong, di duge béo céo trong qud trinh sit dung ddng thin cic chit irc ché CYP3IA4 hogc P-gp

nhu macrolide (clarithromycin vi enythromycin), ciclosporin, ketoconazole, itraconazole,

voriconazole, chit e ché protcase HIV, thude chen kénh calci (verapamil va diltiazem) vih

disulfiram.

Colchicine ching chi dinh & nhimg bénh nhin suy thin hogc suy gan dang ding thuds i ché P-gp

(vi du ciclosporin, verapamil hojic quinidine) hode chit e ché CYP3IA4 mgnh (vi dy ritonavir,

atazanavir, indinavir, clarithromycin, telithromyein, itraconazole hodc ketaconazole).

Vide gidm lidu colchicine hodic ngimg ding colchicine duge khuyén cio @ nhimg bénh nhin ¢6

chirc ning thin hode gan binh thirong ndu cin didu trj v thudc i ché P-gp hoje thube e ché

CYP3A4 mgnh.

Nén gidm 4 lin lidu colchicine khi phdi hop v thude i ché P-gp vi' holic chit e ché CYP3A4

mgnh. Gidm 2 ldn lidu colchicine duge khuvén cdo khi ding déng thin vai thulc (e ché CYP3A4

vira phii. .

nounhché_:ecua:mdwxmmmnhmtmmg&mmgmmm

thudc ¢6 thé dnh huimg dén sb lumg mdu hodic ¢ anh huimg tiéu cye &én chire ning gan v Modic

thin.

Ngodi ra, cic chit nhu cimetidin va tolbutamide ldm gidm sy chuyén héa cia colchicine. do dé
dd colchicine huyét twong tang lén. )

Nudx ép budi ob thé lim ting ndng 8§ colchicine trong huyét twong. Khing nén ding nude ép buri

cling v colchicine.

Colchicine lam gidm hdp thu c6 hbi phuc cyanocobalamin (vitamin B12) do chirc néng thay 85i cis

niém mac rudt.
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Nguy co binh co v chin dodn tiéu co viin ting 1én do sy két hop gilta colchicine i st -.*‘

ciclosporin hodie digoxin. 'I oUTE PHAN ) 3 )

Ciin lam gi khi m{t lin quén ding thube?
B qua lin udng da quén vi tiép tpc 1in ké tiép nhu binh thuimg.
Khang due ding gip d6i liéu (cling mt thir diém) dé thay mfcruhéuaqmndcmg_

Ciin bao quin thubc niy nhwr thé nio?
Bao quin noi khd rao nhiét 43 dudi 30°C. Trinh tidp xix true tiép vin dnh sing,

Nhirng diu hifu va trifu chimg khi ding thude qus lidu? Dy

Liéu giy djc 1 khoing 10 mg. Lidu yehémutnmr:z )

Ngd déc colchicine chi yéu 13 do ¢ 80 . Ngd ddc 14 ning vi 1y 1§ ir vong riit cao (307%).
Céc tri¢u chimg ngd ddc xudt hién sau khi ubng thube tir 1 dén 8 gitr Dau byng nhidu vé lan toa,
ndn nhiéu, li¢t rujt, ia chiy nhidu o6 thé o6 méu. Ngodi ra cdn cb thé bj viém dg diy. dau khip, ha
canxi huyét, sét, phit ban, ké c ban nhur sét bdng ban, ssu 86 i mét nude diin dén thiku nidu. Tén
thuemg thin diin dén thiu nigu v ddi ra méu. Gan 10 vi cic tranzaminase ting rit cao. Ton thwong
mach ning giy sic vi tryy tim mach. Céc rdi loan v miu (Uing bach ciu ri sau d6 14 giam bach
cu vi tiéu ciu do tdn thuong tiy), th nhanh, rung ¢ (vio ngdy thir 10). Nhuge co niing vi o6 thé
liét thin kinh trung womg di 1én trong lic bénh nhin vin tinh 0. Tién lugng kho khan. Ti vong
thuimg xay ra vio ngiy thir 2 hodc ngiy thir 3 do rdi logn audc - dién gidi, suy bd hip, wyy tim
mach vi nhiém khudn huyét,

Ciin phii lam gi khi diing thude qué lidu Khay én cdo?
Nén ngung dimg thudc, bio ngay cho bic s§ hodc dua ngay binh nhin vio bénh vién.

Nhimg diéu ciin thin trong khi ding thude nay )

Thude 6 & tinh cao, khoang diéu trj hep, o6 thé gy e ché wy x ning. Ciin ngumg thude
trong trwmg hop xudt hign r8i logn tao mau nhr sbt, chiy méu, xuyét huyét du da.

Colchicine co thé giy gidm iy xwomg nghiém trong (bach chu trung tinh, thiéu méu bdt djnh, gidm
tidu cdu). Sy thay dbi lugng mau c6 thé la diin din hode rlt 3t ngdt. Thidu méu bit sin dic biét co
ty ¢ tix vong cao. Kiém tra djnh k¥ cdng thirc méu 1 cdin thide.

Khi ding 8¢ didu trj dot gint cip: Phai thin trong & ngudi bj suy thin hode suy gan, )
Thin wong vii nguin mac bénh tim, bénh gan, thin hay bénh titu hoa. Bénh nhin cao tudi bj suy
nhuge of bj ngd doe do tich ty thuie,

Thud 6 thinh phin t4 duge lactose nén thin trong trong tnsomg hop khdng dung ngp galactose,

Phu nir ¢é thai vi cho con ba

Phuy nit c6 thai: Colehicine c6 dgc tinh di truyén trén in vitro vi in vive, va giy quii thai khi nghién
clu trén ddng vil. Ching chi dinh & phy nix ¢ thai.

Phu nit cho con bii: Colchicine duoe phin bb vio st me. Chlag chi dinh sir dung colchicine trong
thid gian cho con bik.

Anh hiimg lén khi ning 40 xe va vin hinh miy méc

Chura ghi nhin duge bio cdo phin (mg bdt Igi hodic chim c6 nghién cir nito vé dnh hudmg cua thube
lén kha ning vin hinh mdy méc, 14i thu xe, ngudi lam viée trén eao va ciic truimg hop khic.
Thube cb thé giy tic dyng khing mong 14 chong m3t vl bubn ngi, cin thin trong trong ciic
truimg hop nay.

Khi nito ciin tham viin béc s§, duge s§
Néuhx:ﬁ:rillﬁyhﬁlhuhlgkhidﬁmmu&. nén lidn lge v bde s3 ciia ban,
Néu cdn thém thong tin xin hoi  kifn boc s hode digre 57
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Han dung cua thube '
36 thang ké tir ngay san xuat

Nha san xuat: WINDLAS BIOTECH PRIVATE LIMITED
Plant 2. Khasra No 141-143 &]45, Mohabewala Industrial Area.
Dehradun-248110, Uttarakhand, An D§

Ngay xem xét swa doi, cdp nhdt lai noi dung hedmg dan sw dung thuée: dd'mm/yyyy
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T huimg din sir dung thudc cho cin bé v 1é tfs/'c:\;.- P,
/IR WE gy e 7
Rx- Thube bin theo don 3| Sreway )3
COLCHICINE TABLETS BP 1.0 MG
(Colchicine BP 1.0 mg)
Thanh phan, ham legng

M&i vién nén chira

Hoat chdr: Colchicine BP 1mg

T dargre: lactose, maize starch, polyvinyl pymolidone (K-30). colloidal anhydrous silica, purified
talc, magnesium sicarate.

M3 ti sin phim M

Vién nén tron, miau tring. mit bing. m{t mat cd khéc vach. -

Duye lyc hoe :
Cﬂd?;c#ng:(mmbiél:ﬁhninlcéncoch&ﬁcdhgchinhxﬁcmwkhicinctrongbhhgu
nhung thudc cé lién quan dén vige gidm sy sin xudt acid lactic bai bach clu. din dén vige giam
ling dong acid uric va gidm sy thyrc bao, kém theo giam dip img viém. )

Tdc dung chong binh git: Colchicine lam gidm sy di chuyén cia cic bach ciiu, irc ché thue bio cée
vi tinh thé urat vi do 86 lim ngimg sy 130 thinh acid lactic, gilt cho pH tai chd duge binh thuomg vi
pH 14 yéu 1 190 didu kidn cho cic tinh thé monosodium urat két tia tai cic md & khap. Thudc
khing cd tic dung lén sy dio thii acid uric theo nude tidu, Jén ndng 49, di hoa tan hay khi ning
gin véi protein huyét thanh cia scid uric hay urat,

Téc dung ching viém khing dic hi¢w: Colchicine lim gidm sy di chuyén cia cic bach ciu, iic ché
img &mg haa hoc, chuyén héa va chirc niing cia bach clu da nhin nén lim gidm cée phan img
viém. Téc dt::g,chdng viém cia thube & mire 40 yéu.

Tic dung chong phdn bio: Colchicine irc ché giai dogn gilta (metaphase) va giai dogn sau
{anaphase) ¢l qud trinh phén chia té bio do tic ddng 1én thoi v Kn sy bién ddi gel - sol. Sy bién
ddi thé gel vii thé sol & cic 1& bdo dang khong phin chia cling bj tre ché. Tac dung chbng phin bio
cua colchicine gly ra cée tic dung ob hyi ln céc md dang ting sinh nhu thy xuong, da vi long 16¢.

Duye dijng hoe

Hip thu: Colchicine duge hlip thu 6 dng tidu hoa va di vio vong tudn hoan rudt - gan. Nong dd
dinh huyét twong xudt hidn sau khi ubng 30 phit dén 2 gio. Thai gian bdn hiy 13 3 dén 10 gid.
Thudc gin két protein khodng 30%.

Phin bé: Thude nglm vio cic md, nhilt 1 niém mge rudt, gan, thin, lach, tnr co tim, co vin va
phdi. Colchicine duge phin bd vio sita me.

Khi liéu hing ngiy cao hon 1 mg thi colchicine s& tich ty & mé vii 6 thé diin dén ngd dfe.

Chuyén héa: Colchicine duge de-acetyl héa mit phin & gan va chuyén bba mdt phin qua mitL
Colchicine bj khir methyl & gan béi cytochrom P450 isoenzyme CYP3A4 tpo ra hai chit chuyén
héa chinh li 2-O-demethylcolchicin v 3-Odemethylcolchicin, va mat chit chuyén héa phy 14 10-0-
demethyloolchicin. Ndng 83 cia chdt chuyén héa trong huyét trong nho.

Dio thai: Colchicine lém dugc bii tiét (80%) & dang khdng thay 85i va nhu chit chuyén hoa
trong phén. Thubc duge dio thii chi yéu theo phin vi nude tidu (10 - 20%),

Déi teyng djc bigr: :

Tré em: Duge 8ing hoc cia colchicine khng duge dinh gid trén tré em.

Ngawdi cao mdi: Lya chon liéu ding cho bénh nhdn cao tudi mic bénh git nén thin trong, phin dnh
thwﬁgiimchﬁcnhgﬂﬂubﬂhkhkhﬂnli&upﬁpdi&uiﬂngmfm.
.zgrhdn:Ihmdonshqcglhco]chidmﬂbénhnhinwydﬂnnhwiuwbirhkhdngdlmbi&
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A {1 Ty
j ‘-‘;“-3 -"‘-':"r"‘
Suy gan: Céc bio cdo vé duge ddng hoe cia colchicine & binh nhin bi bénh ﬁﬁ:h'm\-\
wrong cling nhu ahimg nguin ¢6 chimg xo gan do nugu hojc xo gan mdt chiy ?:H ¢
binh thuimg cho thiy ¢ sy thay 35i. O m{t s bénh nhin o6 xo gan nhe dén 1 ;&_'ﬂiﬁng'
17
o

thich colchicine s& giam ding ké vi thon gian bén thii trong huyét tuong kéo diicza's
nguii khoe mgnh. O nhimg binh nhin bj xo gan mit, khdng 6 xu hudmg nhdt quin’
li¢u vé duge ddng hoe cho bénh nhin suy gan ning. ==

Qui cich déng goi ne
Hop 10 vi. mbi vi 10 vién nén (10x10°s). %

Chi djnh
Diéuuiguulgﬁp .
Dy phing ngin han trong giai dogn diu sir dung allopurinol hodic ede thude ting thii uric

Litu legng vi cach ding

+ Didu trf giit cdp: liéu ban &iu 14 0,5 - 1.2 mg. sau d6 ol céch 1 - 2 gid lai udng 0,5 - 0.6 mg hode
cir cich 2 gio lgi udng 1 - 1.2 mg cho dén khi hét dau hodie bj ndn hay tiéu chiy. Tdng lidu trung
binhoolchicincpﬁnglmngm{ltdq'ldiéuuiHl-ﬁl:ng.pauﬁsungkh&pthuﬁngui&nmlz i
va thudmg hét hin sau khi ding thudc 48 - 72 gi. Néu udng lgi thi dot udng mdi phai cach lin

¢ 2 - 3 ngay néu khong thi cic tén thuong do colchicine gy ra chua kip bbi phyc va thubc c6
bj tich ty.

+ Dy phimg ngin hgn trong giai dogn diu sic dung allopurinol hogc cde thubc ting thii wric:
0.5mg x 2 - 3 lan mdi ngav.

Tré em: Tinh an todn vi hi¢u qui chua duye thidt p cho vide didu trj git & tré em.

Ngudi cao midl: Ly chon lidu phai thin trong cho diéu tri ngudi cao tudi bj git, cin nhic tin sudt
cao vé vige suy giém chirc ndng thin vi céc bénh ddng thivi khac.

Suy gan, suy thgn: Thin trong khi ding thudc v di.ﬁ. chinh lidu khi cin thiét. Khdng ding thubc
cho bénh nhin suy gan hoje suy thin khi c6 dang dng this diing thudc irc ché CYP3A4 hoic thudc
trc ché hé vén chuyén P-glyeoprotein

Chéng chi dinh

Khing ding colchicine cho nhimg bénh nhin:

- Dj img véi colchicine hojc bt cir thanh phin ndo cis thube.

- Bénh nhjn o6 rbi loan tg0 méu.

- Phy n@ cho con bi.

- Phy it c6 kha ning mang thai trir khi c6 sir dung céc bi¢n phép trénh thai hi¢u qui.
- Khiing dimg & bénh nhin dang Joc mau nhin tao vi colchicine khdng qua loc mau.
- Bénh nhén suy gan hojc suy thin dang sir dung mdt chit irc ché CYP3A4 manh.

Thin trgng

Thubc cd dde tinh ca0, khoing didu tri hep, 6 thé gy e ché tiy xwomg niing. Clin ngumg thube
trong tnaimg hop xudt hign rdi logn 190 méu nhur sbt, chiy mau, xuyét huyét dudi da.

Colchicine c6 thé gly gidm tiy xwong nghiém trong (bach cdu trung tinh, thidu mau bét dinh, gidm
uéudu].51,1duyd&ihwnﬁucﬁﬂ:élidhdhhmr&dﬂmmﬁumbﬁmmbiﬁcﬁ
1y 1¢ tr vong cao. Kiém tra djnh ki cdng thire méu 14 cdn thide

Khi ding dé diéu tr dot gt cip: Phai thin trong & nguini bi suy thin hojc suy gan.

Thin trong v6i ngudi mac bénh tim, binh gan, thin hay bénh tiéu hoa. Bénh nhin cao twdi b suy
nhﬁnﬁhinﬁddgdolich ty thudc.

Thude ©6 thinh phin ti dugc lactose nén thin trong trong tneimg hop khdng dung nap galactose,
thiéu Lapp lactase hode rdi loan hp thu glucose-galactose,
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Phy nir ¢6 thai va cho con bi | _
Pl nit cé thai: Colchicine cb dixc tinh di truyén trén in vifro va in vivo, va gy g Imﬁm
ciru trén ddng vit. Ching chi dinh & phy nik c6 thai. Ao i,-:'l.. )
Phu nit cho con bii: Colchicine duge phin bd vao sia me. Chdag chi dinh sit dung \;!b" 1:1&[

thdi gian cho con bi. =

Anh hirimg lén kha ning lii xe via van hanh méy moe -

Chuza ghi nhin duoe bao cio phan tmg bit Igi hoje chua 6 nghién ciru nio vé dnh himg cua thude
1én kha ning vin hinh may méc, 14i thu xe, i lam vide trén cao v cic trudmg hop khéc.

Thude ¢ thé giy tic dung khing mong m 14 chong mit vi bubn ngi, cin thin trong trong cic
truimg hop ndy.

Twong tic cia thube vii cde thude khie va cie logi twong tic khic

Colchicine 14 chdt ndn cho ¢4 CYP3IA4 va protein vin chuyén P-gp. Vi sy hién dién cia chét e

ché CYPIAL hoic P-gp, ndng 4§ colchicine trong miu ting Ién. Dic tinh, bao gbm céc trudmg hop

ur vong. dil dupe bio cio trong qua trinh sir dung ddng thv cée chit e ché CYP3AS hode P-gp

nhu macrolide (clarithromycin vi erythromycin), ciclosporin, ketoconazole. itraconazole,

voriconazole, chiit e ché protease HIV, thubc chen kénh calei (verapamil vi diltiszem) va

disulfiram.

Colchicine chdng chi dinh & nhimg bénh nhin suy thin bodc suy gan dang ding thube de ché P-gp

(vi dy ciclosporin, verapamil hoje quinidine) hojc chit irc ché CYP3A4 manh (vi du ritonavir,

atazanavir, indinavir, clarithromycin, telithromy<in, itraconazole hoge ketaconazole).

Viée giam lidu colchicine hojc ngimg ding colchicine duge khuyén céo & nhimg bénh nhin cb

chirc nang thin hojc gan binh thuimg néu cln didu i véi thude tc ché P-gp hode thude e ché

CYP3IA4 manh.

Nén giam 4 lan lidu colchicine khi phdi hop v thude e ché P-gp vt/ hodic chdt ire ché CYP3IA4

mgnh. Giam 2 lin liéu colchicine duge khuyén cdo khi ding ddng thoi voi thude e ché CYP3A4

vira phai.

Do tinh chit cla cée tic dung khing mong mudn, nén thin trong khi sir dung ddng théi voi cic

thudc c6 thé anh huimg dén sb lugng méu hoge ¢6 dnh hudmg tidu cye dén chirc ning gan vi /hode

thin.

Ngodi ra, céc chit nhu cimetidin vi tolbutamide lim giam sy chuyén hoa cia colchicine, do do
d colchicine huyét twong tang kn.

Nutw ép budi oo thé lam ting ndng 43 colchicine trong huyét womg. Khing nén ding nude ép buii

cung vdi colchicine.

Colchicine lim gidm hip thu 6 hbi phue cyanocobalamin (vitamin B12) do chirc nang thay dbi cia

niém mge L .

Nguy co bénh co v chin dodn tiéu co viin tng 1én do sy két hop gitra colchicine vii statin, fibrate,

ciclosporin hode digoxin.

Tée dung khilng mong mudn )
Thn sudt gip phai céc tic dung khong mong mudn duge 1iét ké nhu sau:
Rit pha bién: > 1710
Thueomg gdp = > 1100 va <1710
irgap 2= V1000 vé < 1/ 100
Hiém == 1/10 000 vi < 1/1000
Rdt hiém  : <1/10 000
Khing bide (khdng thé wire heomg sic dit ligu cé sdn)
Céc tic dyng phy gip phai:
+ Roi fogn mdu v bach huyét:
Khong bidt: gidm tiy xuomg ¢6 ting bach ciu, thiéu méu bit thuimg va gidm tiéu cdu.,
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{‘: o7 chng Ty NI\

D f A Snfungs s, ¥
“ Réi logn b thin kinh: ol St |
Khong biét: viém thin kinh ngogi bin, bénh thin kinh. \:f\‘ ViET TIN Lo
GoVIET TN,/ /’

FoT TrAMA REN

+ Réi logn h§ tiéu hoa: )
Thuimg gip: dau byng. budn ndn. ndn mira vi tiéu chiy.
Khdng biét: xudt huyét tiéu hoa.
+ Roi logn gan mt: ne
Khong biét: 10n thuong gan, Y~
+ Rbi logn mé da vi mé duwdi da:
Khdng bidt: rung 16¢, ndi ban,
+ Réi logn co xwong v mé lién két:
Khdng biét: chimg dau co vi tidu co vin
+ Rbi logn thin va tiét nigu:
Khong bict: hu thin.
+ H§ thong sink san:
Kbdng bidt: chimg v0 kinh, chimg dau bung méu, suy giam mién dich, thiéu méu.

A=

SlP S

Qui liéu v cdeh xir tri

Liéu gly dbe 14 khoang 10 mg. Lidu gy chét 1i trén 40 mg.

Ngb dde colchicine chi yéu la do ¥ 40 tyr tir. Ngd ddc 14 rit nang vil 1y 1¢ tir vong rit cao (30%).
Céc tri¢u chimg ngd doc xudt hién sau khi ubng thude tir 1 dén 8 gid: Dau bung nhiéu vi lan 16a.
ndn nhidu, 1ié rudt, ia chiy nhidu ¢ thé c6 mau. Ngoai ra con 6 thé bj viém dg day. dau khdp, ha
canxi huyét, sit, phit ban, ké ca ban nhu sdt hong ban, sau d6 1a mét nuéc din dén thiéu ni¢u. Tén
lhmgdﬁndﬁndénlhiéuniéuﬁdﬁinnﬁmﬁmm\'icﬁclranmninmw:gn‘ucw,Ténlhums
mach ning ys&cdlruylimmach.(?icrfrikwvémnhghch&ur&imdﬁligi&nbach
chu v tiéu ciu do 16n thuomg tiy), thé nhanh, ryng ¢ (vio ngay thir 10). Nhuge co ndng vi co thé
li¢t thin kinh trung wong di Jén trong lic bénh nhin vin tinh t4o. Tién lugng khé khan. Tir vong
thuimg xdy ra vio ngdy thir 2 hojc ngdy thir 3 do rdi logn nudx - dién giai, suy hd hdp, truy tim
mach va nhiém khudn huyét. :
Céc bién phap diéu tri qua lidu:

Khong c6 didu tri dic hidu cho ngd dbc vi qué lidu colchicine. Ting dio thii thubc bing ria da day'
rbi sau 86 | hit 1 tring va dimg than hogt. Cic bign phip diéu trj h trg 1 phyc hdi cin bing nud
- dién giai, ding khing sinh toin thin va khing sinh dudmg tidu hoa vi lidu cao, c6 thé tiém atrop
hay morphin 8¢ gidm dau bung, ding tr ligu ching sbc, cho thd oxy dé dam bao trao dbi ho hip 14t

Bio quan .
Bao quan noi khé réo nhiét 43 dudi 30°C. Trinh tiép xic tryc tiép voi dnh <ing.

Han ding
36 thing ké tir ngdy sin xudt

Luru ¥ v khuyén cdo:
-Khéng dimg thudc qud han sie dung. . )
-Khing diing nhizng vién thudc co bat ky s thay déi bir thuimg nao vé méu sdc.

N sin xudt: WINDLAS BIO'I: ECH PRIVATE LIMITED
Plant 2, Khasra No 141-143 &145, Mohabewala Industrial Arca,
Dehradun-248110, Unarakhand, An D§.

Ngdy xem xét stea 361, cdp nwhdi lai ndi dung Inemg ddn sie dung thudc:



