https://vnras.com/drug/

e »

CUC QUAN LY DUGC
pA PHE DUYE

Lén adus 220 Q0. b5

Traphaco”

THANH PHAN: M4i vién chia:

G 5 oo | ORSRNTP—— 1mg
Ta dugc Budng trdng. Lactose. Tinh bt, PVP, Taic,
Magnesi stearat, Sunset yellow lake)...vda dU...1 vién

BAO QUAN: Nai khé rao. nhiét a6 khéng qud 30 °C. tranh anh sang.

CHI DINH:
- Dot cdp cla bénh gut: cdn udng sém trong véng 24 gid
déu.

. - Dy phdng bénh gut téi phat, phdng ngla con cdp cla
bé&nh gut trong vai thang ddu khi thiét Iap ché dé didu tri
bdng cdc thudc ha acid uric mdu, cdc thudc gdy uric
nigu (tang ddo thadi acid uric.)

- Bénh s&t chu ky.

LIEU DUNG VA CACH DUNG:

Dung theo chi dinh cda bdc sy.

Vién nén cé chia vach 8 gida nén cé thé st dung liéu 1/2
ho&c 3/2 vién.

Pyt gat cap:

- Lidu ban ddu: udng 1 vién.

-Sau ds6 ¢ cach 2 gid lai udng 1 vién cho dén khi hét
dau hodc bj nén hay tiéu chdy

T8ng liu udng trong 1 dot didu tri khdng qué 6 mg. Bot
diéu tri sau phdi céch dat didu tri trudce it nhdt 3 ngdy.
Dy phéng cho ngudi bi gut phdi phdu thudt (ngay cd
fi€u phdu): % vién /Ian, 3 1dn/ngdy trong 3 ngdy trude va

: lChiCin 1mg

CHONG CHI BINH VA CAC THONG TIN KHAC: Xem foa hudng didn st @

TN 290 F
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U HQP VIEN NEN COLCHICIN
Hop 1 vi x 20 vién nén
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Hép 1 vi x 20 vién né

Dy phéng viém khdp gat tai phat: USng % vién mdi ngay,
3-414n mdl tudn.
Bénh sét chu ky:
- Lidu dung cho ngudi I8n: udng 1 - 2 vién/ngdy chia thanh
nhiéu I1&n. N&u ¢é 18i logn tidu hda, rat liéu xudng % vién/
ngay.
- Liéu dung cho tré em: & tré em, dé an todn vé hiéu qud
chua dugc xdc dinh, Colchicin da duge dé dy phong ldu
ddi 3 tré em vai liéu nhu sau;
+ Tré em dudi 5 tudi: % vien/ngay.
+Tré em 11 5 - 10 tudi: 1 vién/ngary.
+Tré em trén 10 tudi: 1,5 vién /ngay.
Da&i vdi bénh nhan suy thén:
+ Thanh thai creatinin > 50 mi/phdt: udng % vién/lan, 2
14n méi ngéry. 4
+ Thanh thdi creatinin 35 - 50 mi/phdt: udng % vién/ngdy. | ¥
+ Thanh thdi creatinin 10 - 34 mi/phdt: udng % vién cach
2-3ngay 114n.
+ Thanh thdi Creatinin < 10 mi/phdt: trdnh diing thudc.
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3 ngdy sau phdu thudét,
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Traphaco" BM50/03
CONG TY CP TRAPHACO BH/SD:03/09/14

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

MAU HQP VIEN NEN COLCHICIN
Hop 1 vi x 20 vién nén

Ha Noi, ngay 20 thang 10 nim 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET
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Ho so dang ky thuéc Colchicin | me

- Trqphqco‘*’

/CONG TY \
¢O PHAN

Colchicin ..oooovveeeeeiciecieecee 1 mg
Ta dugce (Pudng tring, Lactose, Tinh bot, PVP, Talc, Magnesi stearat,
Sunset yellow lake)....... vira du ..... 1 vién.

DUQC LY
Diege lie hoc:

- Tac dung chong bénh git: Colchicin ngin can ling dong cac vi tinh thé?rmg cach
truc tiép 1am bach céu da nhén gidm san xudt acid lactic va lam giam thuc bao nén gian
tiép lam giam tao acid, giir cho pH tai chd duge binh thuong vi pH acid 1a yéu t6 tao diéu
kién cho céc tinh thé urat két tua tai cac mo & khop. Thube khong anh huéng dén ndng
d acid uric trong mau va sy dao thai cia acid uric qua nude tiéu.

- Tac dung lam giam dap Gng viém doi voi lang dong tinh thé urat 1én cac md cua khaop
¢6 thé bang cach {rc ché chuyén hda, di chuyén, hoa ing dong cua bach cau da nhan va/
hodc cic chire ndng cia cac bach cau khac.

- Tac dung chdng phan bao: Colchicin trc ché giai doan gifta (metaphase) va giai doan
sau (anaphase) cua qua trinh phan chia té bao do tac dong Ién thoi va Ién su bién doi gel-
sol. Su bién ddi thé gel va thé sol & céc té bao chwa phan chia ciing bi e ché. Tac dung
chdng phan bao cua colchicin giy ra cac tac dung c6 hai 1én cic mé dang tang sinh nhu
tuy xuong, da va long toc

- Cac tac dung khac: In vitro, colchicin trc ché su tiét ra protein A amyloid la | protein
dugce té bao gan tong hop va la thanh phan chi yéu cua nhiém amyloid trong bénh Sét
dia trung hai c6 tinh chét gia dinh.

- Colchicin uéng gdy ra mot hoi chimg kém hip thu hdi phuc duge nhu giam hép thu
cyanocobalamin (vitamin B12), m&, natri, kali, nito, xylose va céc dudong dugc vin
chuyén tich cuc khéc, nhu vay din dén giam nong do cholesterol va caroten trong huyét
thanh. Cac tac dung nay do colchicin tac dong lén niém mac hoi trang. colchicin lam
giam hoat tinh cta lactic dehydrogenase va lam ting hoat tinh cua enzym lysosom cua
niém mac rudt. Ngoai ra, colchicin con lam gidm than nhiét, trc ché trung tim ho hap, co
thit mach mau lam ting huyét dp thong qua kich thich trung tim van mach.

Dugce dong hoc:

Hap thu: Colchicin dugc hip thu & dng tiéu hoa va chuyén hoa mot phan & gan. Thudc va
cac chét chuyén hoa vao lai duong rut qua mat va thude khong chuyén héa duogc hap
thu tir rudt (vong tudn hoan rudt — gan). Néng do colchicin trong huyét twong giam 1 — 2
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Traphaco”

Hb so dédng ky thude Colchicin 1 mg

gid sau khi udng va sau dé lai ting 1én, c6 kha ning la do tai hip thu thudc chua chuyén
hoa.

Phan bd: Sau khi tai hép thu, colchicin nhanh chong loai khéi huyét twong va phan bd
vao cdc mo. Colchicin tép trung & bach ciu. Thudc va cac chét chuyén hoa ciing phén bd
vao cac mo khac bao gém than, gan, lach va rudt trir tim, co xwong, va ndo. Thude phan
bd vao sita me va néu udng dai ngay voi liéu 1 — 1,5 mg/ngay, nong do dinh cta thude
trong sita twong tu nhu ndng do trong huyét thanh va dao dong tir 1,9 dén 8.6
nanogam/ml.

Pao thai: Sau khi tiém tinh mach mot liéu diéu tri duy nhét, colchicin nhanh chong bi
loai khoi huyét tuong; nira doi trong huyét tuong khoang 20 phiit. Nira doi cua thude
trong bach cau khoang 60 gidr. Colchicin bi khir acetyl mot phan & gan va ciing bi chuyén
hoa cham & cac md khac. Colchicin va cdc chat chuyén hoéa chi yéu dao thai vao phan,
mot sb it vao nudce tiéu. Bénh nhan suy thdn ndng dao thai it hodc kho ao thai
colchicin hodic cac chit chuyén héa vao nudc tiéu, 1am nira doi thude trong huyét tuong
kéo dai hon.

CHI PINH:
- Dot cip cia bénh gut: cin udng sém trong vong 24 gid dau.
- Du phong bénh gut tai phat, phong ngira con cip cta bénh gut trong vai thang dau khi
thiét 1ap ché @b diéu tri bang cac thudc ha acid uric mdu, cac thude gy uric niéu ( tang
dao thai acid uric.)
- Bénh sét chu ky.
LIEU DUNG VA CACH DUNG: Ding theo chi dinh cua bac sJ.
Vién nén c¢o chia vach & giira nén co thé st dung liéu 1/2 hodc 3/2 vién.
Dot gt cap:
- Liéu ban dau: ubng 1 vién
- Sau d6 cir cach 2 gior lai udng 1 vién cho dén khi hét dau hoac bi non hay tiéu chay.
Tbng liéu udng trong 1 dot diéu tri khéng qua 6 mg. Dot didu tri sau phai cach dot diéu
tri trude it nhét 3 ngdy. Du phong cho nguoi b giit phai phdu thut ( ngay ca tiéu phau):
1, vién /lan, 3 lan/ngay trong 3 ngay trude va 3 ngay sau phau thuat.
Dur phong viém khop gut tdi phat: Ubng "4 vién mdi ngay, 3 - 4 lan mdi tudn
Bénh sét chu ky:
- Liéu dimg cho nguoi lon: Udng 1 - 2 vién/ngay chia thanh nhiéu 1an. Néu c6 rdi loan
tiéu hoa, rut lidu xudng ¥4 vién/ngay.
- Liéu dung cho tré em: O tré em, d6 an toan va hiéu qua chua duoc xac dinh. Colchicin
da duogc dé du phong lau dai ¢ tré¢ em voi liéu nhu sau:
+ Tré em dudi 5 tudi: Y2 vién/ngay
+ Tréemtir 5 - 10 tudi: 1 vién/ngay
+ Tré em trén 10 tudi: 1,5 vién /ngay
Déi véi bénh nhan suy than:
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Traphaco®

Ho so dding ky thuée Colchicin | mg

+ Thanh thai creatinin > 50 ml/phit: udng % vién/lan, 2 1an mdi ngay
+ Thanh thai creatinin 35 - 50 ml/phut: udng % vién/ngay
+ Thanh thai creatinin 10 - 34 ml/phit: uéng % vién céch 2 - 3 ngay 1 lan
+ Thanh thai creatinin < 10 ml/phut: tranh dung thudc
CHONG CHIi PINH:
- Mén cam v6i mét trong céc thanh phén cua thube.
- Bénh nhén mic déng thoi bénh gan va thén.
- Suy than ning, bénh nhan dang chay than nhan tao.
- Suy gan néng.
- Suy gan hodc suy than dang st dung chét (rc ché P-glycoprotein hoic CYP3A4.
- Bénh tim néng hodc loan ddong mau.
- Bénh dudng tiéu hoa ning.
- Phu nit mang thai, tré em duéi 2 tudi.
- Cho phu nir ¢6 kha ndng mang thai, trir khi dang diing bién phép tranh thai hiéu qua
TAC DUNG KHONG MONG MUON:
Cdc tdc dung khong mong muon dwoc sdp xép theo hé co qua&%/rd‘n suat gap.

STT Hé co quan Tén suat Téc dung khéng mong muén
1 | Mau va hé bach ft gap: Giam bach cau, giam bach cdu
huyét trung tinh, giam tiéu ciu

1/1000 <ADR< 1/100

Rat hiém gap: Giam toan thé huyét cau: hong

cdu, bach cdu, tiéu cau.
ADR < 1/10.000

2 | Hé than kinh Chua da sb liéu dé danh | Viém day than kinh ngoai bién
gia
3 | H¢ tiéu hoa Thuong gép Pau bung, budn non, non.

( 1/100 < ADR < 1/10)

Chua du s6 liéu dé danh | Xuat huyét tiéu héa

gia

4 | Gan, mat Chua du sb lidu d& danh | Tén thuong gan
gia

5 | Davamo dudi da | Hiém gip Phéat ban

( 1/10000 <ADR<
1/1000)
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' Traphaco Ho so dang ky thude Colchicin 1 mg
STT H¢ co quan Tén suét Téc dung khong mong muén

6 | Co xuong khdp it gap: Réi loan thin kinh- co ¢6 hdi phuc

va md lién két
1/1000 < ADR < 1/100

Rat hiém gap: Tiéu co van

ADR < 1/10.000

7 | Than va hé tiét Chua dii s liéu dé danh | Tén thuong than
ni¢u gia

8 | H¢ sinh san va Chua du s6 ligu dé danh | V6 kinh, dau bung kinh, gidm tinh
tuyén va gia trung, vo tinh tring ( hdi phuc sau

khi diéu tri).

M

Théng bdo cho bdc st nhiing tdc dung khéng mong muon gdp p@ZM ding thuoc
THAN TRONG:
- Khéng dung qua liéu so véi chi dan cuia bac si do colchicin 1a mét hoat chét ¢ doc tinh
cao.
- Colchicin c6 cira s6 diéu tri hep vi vdy cin dimg ngay thude néu xuét hién cac triéu
chirng ngd doc sém nhu: budn non, non, dau bung, tiéu chay.
- Pinh k¥ kiém tra mau la can thiét vi colchicin c6 thé gdy ra trc ché tuy xuong ning va
su thay dbi cong thirc mau khi str dung colchicin c6 thé thay ddi tir tir hodc dot ngot.
- Néu bénh nhan xuét hién cac diu hiéu hodc triéu chung cua rdi loan dong mau nhu: sOL,
dau hong, chay mau kéo dai...can dimg ngay viéc sir dung colchicin va danh gia cac chi
) huyét hoc can duoc tién hanh.
- Thén trong véi nguoi méc bénh tim, bénh gan, than, bénh tiéu hoa hay bat thuong vé
cong thirc mau. Bénh nhan cao tudi bi suy nhuoc dé bi ngd doc do tich tu thude.
- Chi str dung Colchicin véi cac thude tre ché P-glycoprotein hodc cac thude tre ché trung
binh, manh CYP3A4 & bénh nhan chirc nang gan than binh thuong khi that su can thiét.
Khi sir dung két hop can duoc giam sat chit ché.
- Bénh nhan mic cac rdi loan di truyén hiém giip vé dung nap fructose, galactose, chimg
thiéu hut lactase Lapp hay rdi loan hap thu glucose-galactose khong nén st dung thude
nay.
- San phdm chira ta dugc mau Sunset yellow ¢6 thé gay ra cac phan ung di (mg.
TUONG TAC THUOC
- Than trong khi st dung dong thoi colchicin va cyclosporin. Tang nong do cyclosporin
trong mau, tang doc tinh trén than da dugc ghi nhin & bénh nhan ghép than s dung dong
thoi colchicin va cyclosporin. Céac bing chimg lam sang chi ra rang, viéc st dung dong
thoi 2 duge chit nay lam tang rd rét cac tic dung khong mong mudn nhu: tiéu chay, ting
bilirubin trong mau, ting ndng do Creatinin trong huyét twong.

17
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- Traphaco®

Hé so déing ky thude Colchicin | mg

- St dung ddng thoi colchicin voi céc tae nhan e ché manh CYP3A4 nhu: atazanavir,
clarithromycin, itraconazole, ketoconazole...c6 thé lam ting dang ké nong do colchicin
trong huyét twong, vi vy tang nguy co xay ra cac tic dung phu nhu: tiéu co véan...Vi vay
can giam sat chit ché khi sir dung két hop colchicin véi céc thudc (e ché manh CYP3A4,
- Str dung dong thoi colchicin véi cac tac nhan tre ché P- glycoprotein nhu :cyclosporin,
verapamil, quinidine...c6 thé lam tang doc tinh cua colchicin. Vi véy, chi két hop khi that
su can thiét va can theo ddi chat ché khi phai két hop.
- Tac dung cua colchicin bi giam hoic bét hoat béi cac tac nhén acid hoa nhu: amonium
chloride, acid ascorbic, acid phosphates. Ngugc lai cac tac nhan base hoa lam ting tac
dung cua colchicin.
- Colchicin ¢6 thé tang dap tmg clia ngudi bénh vai cac thude gidng thin kinh giao cam
nhu: adrenaline, dopamin... va thudc @rc ché than kinh nhu: opiate, benzodiazepin...
- Dung colchicin véi ruou lam ting nguy co xay ra doc tinh trén dudng tiéu hoa va giam
hiéu qua du phong bénh giit ctia colchicin do lam tang ndng dd acid uric trong mau.
- Dung colchicin véi NSAID ¢é thé 1am ting nguy co viém loé ofig tiéu hoa va xuét
huyét. Ding colchicin véi phenylbutazon lam ting nguy co giam bach céu, giam tiéu cau
va suy tay.
- Duing colchicin véi thube chéng ung thu lam giam hiéu qua du phong bénh gut do 1am
tang ndng dd acid uric trong mau. Dung Colchicin déng thoi véi liéu phap chiéu xa lam
tang nguy co tre ché tily xuong.
- Ding colchicin véi thude giy loan déng mau hodc suy tuy nhu: thudc (e ché men
chuyén, thudc chdng viém, amphotericin B lam ting tac dung phu giam bach cau, giam
tiéu cau.
- Colchicin lam giam hr?ip thu Vitamin B, do tac ddng 1é€n ni€ém mac rudt non. Su hép thu
nay ¢ thé duoc phuc hoi.
- Colchicin lam ting tac dung cuia cac thude chéng doéng mau khang Vitamin K, vi vay
tang nguy co xudt huyét.
- Colchicin tang tac dung phu trén co van cua cac thudc ha lipid méau nhém Fibrat va
Statin, dac biét la tac dung phu tiéu co van.
- Dung colchicin vai fluconazole lam tang tac dung khong mong mudn cua colchicin.
- Str dung dong thoi colchicin véi cac khéng sinh nhém macrolid ( nhu spiramycin).
pristinamycin, cac thube diéu tri viém gan C: Ombitasvir / Paritaprevir lam tang tac
dung khong mong mudn cia colchicin, c6 thé gy tir vong. Do d6, can chong chi dinh su
phéi hop thube nay.
SU DUNG CHO PHU NU CO THAI VA PHU NU' CHO CON BU
- Tranh dung Colchicin cho nguoi mang thai
- Colchicin duge dao thai qua stra me. Chua thiy tré bi ngd doc qua dudng sita nhung
ngudi me co thé tranh 1am nong do thude cao trong sira bang cach ubng thude vao budi
tdi trude khi di ngl va cho con bi sau 8h.
TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
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. Traphaco®

Hb so ding ky thude Colchicin 1 me

Chua c6 béo cdo vé anh hudng cia thude dén dén kha nang lai xe va van hanh may moc.
Tuy nhién kha ning thubc c6 thé gy chéng mit va budn ngu can dugc cha y.

QUA LIEU VA XU TRIi:

- Liéu doc vao khoang 10 mg. Liéu gay tir vong khoang 65 mg.

- Céc triéu ching ngd doc xuat hién sau khi udng thude tir 1- 8 gid, trung binh la 3 gio:
dau bung nhiéu va lan toa, ndn nhiéu, liét rudt, tiéu chay nhiéu (co thé c6 mau). Ngoai ra
con ¢6 thé bi viém da day, dau khdp, ha Canxi huyét, sét, phat ban. Tén thuong than din
dén thiéu niéu va dai mau. Gan to va cac Tranzaminase sé tang rat cao. Ton thuong mach
ning gy sdc va truy tim mach. Céc réi loan vé méu (tang bach cdu rdi sau do la giam
bach cau va tiéu cau do tén thuong tiy), thé nhanh rung téc (vao ngay thir 10). Nhuoc co
ning va c6 thé bi liét than kinh trung wong di 1én trong luc bénh nhan vn tinh tao.

- Tién luong kho khan: Thudng gy tir vong vao ngay thir 2 hodc 3 do rdi loan nuée dién
giai, suy ho hép, truy tim mach va nhiém khuan huyét.

* X tri:

Khéng c6 thude diéu tri diic hiéu cho ngod doc va qua liéu @ﬁ{c/ln Manh Fab dic hiéu
cta colchicin diéu ché tur khang huyét thanh dé da dugc dung dé diéu tri nhiém doc niang
de doa tinh mang. Dung 480 mg méanh Fab déc hiéu cuia colchicin cho mot bénh nhén sau
khi udng colchicin liéu 1 mg/kg, da lam ting 6 lan bai tiét colchicin qua nudc tiéu. Néu
udng colchicin, trong vai gitr dau co thé rira da day hogic gay non. C6 thé dung than hoat.
Diu tri triéu chimg va hd tro: giam dau bing atropin, chong sdc, hd trg hd hap. Co thé
dung filgrastim dé diéu trj giam huyét céu toan thé do nhiém ddc colchicin.

Loi ich cta thim phan mau, cudng buc loi niéu, truyén loc mau qua than hoat hodc tham
phin mang bung trong diéu tri qué liéu colchicin chua dugc xac dinh.

BAO QUAN: Noi khé réo, nhiét ¢ khong quéa 30°C, tranh anh sang.

HAN DUNG: 36 thang ké tir ngay san xuét

THUOC NAY CHI DUNG THEO PON CUA BAC SY
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si

CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Noi
Sén xudt tai : Ngo 15, duomg Ngoc Hdi — P. Hoang Liét — Q. Hoang Mai - Ha N§

Tua.cyc TRU{JNG
P.TRUONG PHONG
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