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

Fot H 45¢

lChiCin 1mg

Hép 1 vi x 20 vién nén‘;

THANH PHAN: M4i vién chua:

¥ IGolehiCInt s 1mg
Té dugc (Buong trdng. Lactose, Tinh bét, PVP, Taic,
Magnesi stearat, Sunset yeliow lake)...vda du...1 vién
BAO QUAN: Nai kho rGo, nhiét d6 khong qua 30 °C. tranh Gnh sang.

CHI PINH:

- gci cdp cla bénh gat: cdn udng sém trong vong 24 gid
ddu.

- DU phong bénh gut téi phdat, phdng nglia con cdp cla
bénh gut trong vai thang déu khi thiét Idp ché doé diéu tr
bdng cdéc thudc ha acid uric mdu, céc thudc gdy uric
niéu (tang dao thdi acid uric.)

- Bé&nh s&t chu ky.

LIEU DUNG VA CACH DUNG:

Dung theo chi dinh clia bac sy.

Vién nén cé chia vach 3 gida nén cé thé st dung liéu 1/2
hodc 3/2 vién.

gt gat cp:

- Liéu ban ddu: udng 1 vién.

- Sau dé cd céeh 2 gid lgi udng 1vién cho dén khi hét
dau hodc bj nén hay tiéu chdy.

T8ng liéu udng trong 1 dot didu trj khdng qud 6 mg. Dot
diéu tri sau phdi cach dot diéu tri trudc it nhét 3 ngay.
Dy phdng cho ngudi bj gut phdi ph&u thudt (ngay cd
tiéu phdu): % vién /Idn, 3 1dn/ngdy trong 3 ngdy trudc va
3 ngdy sau phau thudt.

CHONG CHI BINH VA CAC THONG TIN KHAC: Xem toa hudng dén

BE XA TAM TAY T
BOC KY HUONG DAN SU DUNG TRUSC KHI

1mg

icin

C Ich

Dy phéng viém khdp gat téi phat: USng % vién mdingdy.,

3-418n méi tudn.
Bénh sét chu ky:
- Lidu duing cho ngudi I6n: udng 1 - 2 vién/ngdy chia thanh
nhiéu I&n. N&u cé r8i logn tiéu héa, rat lidu xudng % vién/
ngay.
- Liéu dung cho tré em: & tré em, dé an todn va hiéu qud
chua dugc xdc djnh. Colchicin da dugc d8 dy phdng lau
dai & tré em véi liéu nhu sau:
+Tré em dudi 5 tudi: % vién/ngdy.
+Trd em tU 5 - 10 tudi: 1 vién/ngdy.
+Tré em trén 10 tudi: 1,5 vién /ngdy.
D&i v8i bénh nhan suy thén:
+ Thanh thdi creatinin > 50 mi/phdt: udng % vién/lan, 2
1&n m&i ngary.

+ Thanh thdi creatinin 35 - 50 mi/phat: udng % vién/ngdy.

+ Thanh thdi creatinin 10 - 34 mi/phtt: udng % vién cach
2-3ngdy 114n.
+ Thanh thdi Creatinin < 10 mi/phut: trdnh dung thudc.

SPK:

S& 16 SX:
NSX:

HD:

75 Yén Ninh - Ba Binh - Ha N6i Tel: (84-4) 36810724 Fax: (84-4) 36811542

Sdn xudt tai: Ngé 15, Budng Ngoc Héi - P. Hoang Liét - Q. Hoang Mai - TP.

KT: 135mmx16mmx60mm

CONG TY C3 PHAN TRAPHACO
Dién thogi lién hé: 18006612
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CONG TY CP TRAPHACO BH/SD:03/09/14

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

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

Ha Ngi, ngay 20 thang 10 nam 2016
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Ho so dang ky thuée Colchicin 1 mg

Trqphqco“’

- -
PHAN: Moi vién chira

Colchicin ...coooveviiiiiiiiic 1 mg
T4 dugc (Puong triang, Lactose, Tinh bot, PVP, Talc, Magnesi stearat,
Sunset yellow lake)....... vira du ..... 1 vién.

DUQC LY
Duweoc lue hoc:

- Téc dung chong bénh gut: Colchicin ngin can ling dong cac vi tinh th%g cach
truc tiép lam bach cdu da nhan giam san xuat acid lactic va lam giam thuc bao nén gian
tiép lam giam tao acid, gilt cho pH tai chd dugc binh thuong vi pH acid 1a yéu t6 tao diéu
kién cho céc tinh thé urat két tua tai cac mo & khép. Thude khong anh hudng dén nong
do acid uric trong méu va su dao thai ctia acid uric qua nudc tiéu.

- Téc dung lam giam dap Gng viém doi voi lang dong tinh thé urat 1én cac mo cua khop
¢o thé bang cach rc ché chuyén hda, di chuyén, hoa irng dong cua bach cau da nhan va/
hodc céc chure nang cua cac bach cau khac.

- Tac dung chdng phan bao: Colchicin we ché giai doan gilta (metaphase) va giai doan
sau (anaphase) ctia qua trinh phan chia té bao do tac dong Ién thoi va 1én su bién ddi gel-
sol. Su bién d6i thé gel va thé sol & cac té bao chua phan chia ciing bi tc ché. Tac dung
chdng phén bao cua colchicin gay ra céc tic dung co hai 1én cdc md dang ting sinh nhu
tuy xuong, da va long toc

- Cac tac dung khac: In vitro, colchicin trc ché su tiét ra protein A amyloid la 1 protein
dugc té bao gan tong hop va la thanh phan chii yéu ciia nhiém amyloid trong bénh Sot
dia trung hai c6 tinh chét gia dinh.

- Colchicin uéng gy ra mot hoi ching kém hap thu hdi phuc duge nhu giam hap thu
cyanocobalamin (vitamin B12), m&, natri, kali, nito, xylose va cac dudong dugc vén
chuyén tich cuc khac, nhu vay din dén giam nong do cholesterol va caroten trong huyét
thanh. Céc tac dung nay do colchicin tac dong lén niém mac hdi trang. colchicin lam
giam hoat tinh cua lactic dehydrogenase va lam tang hoat tinh cia enzym lysosom cua
niém mac rudt. Ngoai ra, colchicin con lam giam than nhiét, trc ché trung tam ho hép, co
thit mach mau lam tang huyét ap thong qua kich thich trung tim van mach.

Durgc dong hoc:

Hap thu: Colchicin dugc hép thu & dng tiéu hoa va chuyén hoa mot phan ¢ gan. Thude va
céc chat chuyén hoa vao lai duong rudt qua mat va thude khong chuyén hoa duge hap
thu tir rudt (vong tudn hoan rudt — gan). Nong do colchicin trong huyét tuong giam 1 — 2

14

Y - e



Traphaco®

Ho so dang ky thuée Colchicin 1 mg

gior sau khi ubng va sau do lai tang 1én, c¢6 kha ning la do tai hp thu thudc chua chuyén
hoa.

Phan bd: Sau khi tai hap thu, colchicin nhanh chong loai khoi huyét tuong va phan b
vao cac mo. Colchicin tap trung & bach cau. Thudc va cac chéat chuyén hoa ciing phéan bd
vao cac mo khac bao gém than, gan, lach va rudt trir tim, co xuong, va nio. Thudc phén
b6 vao sita me va néu udng dai ngay vai lidu 1 — 1,5 mg/ngay, ndng do dinh cua thude
trong sita twong ty nhu ndng do trong huyét thanh va dao dong tir 1,9 dén 8.6
nanogam/ml.

Pao thai: Sau khi tiém tinh mach mat liéu diéu tri duy nhat, colchicin nhanh chong bi
loai khoi huyét twong; nira doi trong huyét twong khoang 20 phiit. Nira doi cua thude
trong bach cdu khoang 60 gi¢r. Colchicin bi khir acetyl mot phan & gan va ciing bi chuyén
hoa cham & cac md khac. Colchicin va cac chat chuyén hoa chu yéu dao thai vao phan,
mot s6 it vao nude tiéu. Bénh nhan suy than nang dao thai it hodc kho ao thai
colchicin hodc cac chit chuyén hoa vao nude tiéu, lam nira doi thudc trong huyét tuong
kéo dai hon.

CHI PINH:
- Dot cap ciia bénh git: can udng sém trong vong 24 gio dau.
- Du phong bénh gut tai phat, phong ngira con cép cua bénh gut trong vai thang dau khi
thiét 1ap ché do diéu tri bang cac thudc ha acid uric mau, cic thubc gy uric niéu ( ting
dao thai acid uric.)
- Bénh sét chu ky.
LIEU DUNG VA CACH DUNG: Dung theo chi dinh cua bac s¥.
Vién nén ¢6 chia vach & giira nén c6 thé st dung liéu 1/2 hodc 3/2 vién.
Dot gut cap:
- Liéu ban dau: uéng 1 vién
- Sau d6 cu cach 2 gio lai udng 1 vién cho dén khi hét dau hoac bi non hay tiéu chay.
Téng lidu udng trong 1 dot diéu tri khong qua 6 mg. Dot diéu tri sau phai cach dot diéu
trj trude it nhat 3 ngay. Du phong cho ngudi bi gut phai phau thuat ( ngay ca tiéu phau):
1, vién /lan, 3 lan/ngay trong 3 ngay trudc va 3 ngay sau phau thuat.
Du phong viém khop gut tdi phat: Ubng Y4 vién mdi ngay, 3 - 4 1an mdi tuan
Bénh sot chu ky:
- Liéu diing cho nguoi lon: Ubng 1 - 2 vién/ngay chia thanh nhiéu 1an. Néu c6 rdi loan
tiéu hoa, rut lidu xudng ¥4 vién/ngay.
- Liéu ding cho tré em: O tré em, do an toan va hiéu qua chua dugc xdc dinh. Colchicin
da dugc dé du phong lau dai ¢ tré em voi liéu nhu sau:
+ Tré em dudi 5 tudi: ¥ vién/ngay
+ Tré em tir 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®

Hb so ding ky thude Colchicin 1 mg

+ Thanh thai creatinin > 50 ml/phut: uéng % vién/lan, 2 1an mdi ngay
+ Thanh thai creatinin 35 - 50 ml/phut: udng ¥ vién/ngay
+ Thanh thai creatinin 10 - 34 ml/phit: ung ¥; vién cach 2 - 3 ngay 1 lan
+ Thanh thai creatinin < 10 ml/phut: trdnh dung thudc
CHONG CHI PINH:
- Man cam véi mot trong cac thanh phan cua thube.
- Bénh nhan mic déng thoi bénh gan va thén.
- Suy than ning, bénh nhan dang chay than nhan tao.
- Suy gan n@ng.
- Suy gan hodc suy than dang st dung chét trc ché P-glycoprotein hoic CYP3A4.
- Bénh tim ndng hodc loan dong mau.
- Bénh duodng tiéu hoa nang.
- Phu nit mang thai, tré em dudi 2 tudi.
- Cho phu nit ¢6 kha ndng mang thai, trir khi dang dung bién phép tranh thai hiéu qua
TAC DUNG KHONG MONG MUON:
Cdc tdc dung khong mong muon dwoc sdp xép theo hé co qu,a;%/td‘n sudt gap.

< , \ -
STT Hé co quan Tan suat Tac dung khéng mong muon
1 | Mau va hé bach it gap: Giam bach cau, giam bach cau
huyét trung tinh, giam tiéu cau

1/1000 <ADR< 1/100

Rét hiém gap: Giam toan thé huyét cau: hong

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

2 | Hé than kinh Chua du s6 liéu dé danh | Viém day than kinh ngoai bién
gia
3 | H¢ tiéu hoa Thuong gédp Dau bung, budn ndn, ndn.

( 1/100 < ADR < 1/10)

Chua du s6 liéu dé danh | Xuét huyét tiéu héa

gia

4 | Gan, mat Chua du sb liéu dé danh | Tén thuong gan
gia

5 | Davamo dudida | Hiém gap Phat ban

( 1/10000 <ADR<
1/1000)
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@
' Traphaco Ho so ddng ky thuée Colchicin 1 mg
STT H¢ co quan Tén suét Téc dung khong mong muén
6 | Co xuong khép it gap: R&i loan than kinh- co ¢6 hdi phuc

va md lién két
1/1000 < ADR < 1/100

Rét hiém gap: Ti€u co van

ADR < 1/10.000

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

8 | Hé sinh san va Chua du s6 liéu dé danh | V6 kinh, dau bung kinh, giam tinh
tuyén vu gia tring, vo tinh tring ( hdi phuc sau
khi diéu tri).

M

Théng bdo cho bdc st nhitng tdc dung khéng mong muon géip p@% diing thuoc
THAN TRONG:
- Khong diing qua liéu so vai chi dan cua bac si do colchicin 1a mot hoat chét c6 doc tinh
cao.
- Colchicin ¢6 ctra s6 diéu tri hep vi vdy can dimg ngay thudc néu xuat hién cac triéu
ching ngd doc sém nhu: budn nén, nén, dau bung, tiéu chay.
- Pinh ky kiém tra mau 1a can thiét vi colchicin c6 thé gdy ra trc ché tiy xuong ning va
su thay dbi cong thirc mau khi stir dung colchicin c¢6 thé thay ddi tir tir hodc dot ngot.
- Néu bénh nhan xuit hién cac dau hiéu hoic triéu ching cua roi loan dong mau nhu: st
dau hong, chay mau kéo dai...can dimg ngay viéc st dung colchicin va danh gia cac chi
) huyét hoc can dugce tién hanh.
- Than trong véi nguoi miéc bénh tim, bénh gan, than, bénh tiéu hoa hay bét thuong vé
cong thirc mau. Bénh nhéan cao tudi bi suy nhuge dé bi ngd doc do tich tu thudc.
- Chi sir dung Colchicin véi cac thude wre ché P-glycoprotein hodc cac thude trc ché trung
binh, manh CYP3A4 & bénh nhan chirc ndng gan thén binh thuong khi that su can thiét.
Khi str dung két hop can duoc giam sat chit ché.
- Bénh nhan mic cac roi loan di truyén hiém gip vé dung nap fructose, galactose, chimg
thiéu hut lactase Lapp hay réi loan hap thu glucose-galactose khong nén str dung thude
nay.
- San pham chtra ta dugc mau Sunset yellow ¢ thé gay ra cac phan ing di ing.
TUONG TAC THUOC
- Than trong khi st dung dong thoi colchicin va cyclosporin. Tang ndng do cyclosporin
trong mau, ting ddc tinh trén than da dugc ghi nhan ¢ bénh nhan ghép than s dung déng
thoi colchicin va cyclosporin. Cac bang ching 1am sang chi ra rang, viéc st dung dong
thoi 2 duge chéat nay lam ting rd rét cac tic dung khong mong muén nhu: tiéu chay, ting
bilirubin trong mau, ting ndng do Creatinin trong huyét tuong.
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- Traphaco”

Hb so ddng ky thuée Colchicin 1 mg

- Str dung déng thoi colchicin véi céc tac nhan (e ché manh CYP3A4 nhu: atazanavir.
clarithromycin, itraconazole, ketoconazole...cé thé lam tang dang ké néng do colchicin
trong huyét turong, vi vay tang nguy co xdy ra cic tac dung phu nhu: tiéu co van...Vi vay
can giam sét chat ché khi sir dung két hop colchicin véi cac thude e ché manh CYP3A4.
- Sir dung ddng thoi colchicin véi céc tac nhan e ché P- glycoprotein nhu :cyclosporin,
verapamil, quinidine...cé thé lam tang doc tinh cua colchicin. Vi vay, chi két hop khi that
su can thiét va can theo doi chét ché khi phai két hop.

- Téac dung cuia colchicin bi giam hoac bét hoat bdi céac tac nhan acid hoa nhu: amonium
chloride, acid ascorbic, acid phosphates. Ngugc lai cac tdc nhan base hoa lam ting tac
dung cua colchicin.

- Colchicin c6 thé ting dap (g ciia ngudi bénh véi cac thube gidng than kinh giao cam
nhu: adrenaline, dopamin... va thudc trc ché than kinh nhu: opiate, benzodiazepin...

- Dung colchicin véi ruou lam tdng nguy co xay ra doc tinh trén dudng tiéu hoa va giam
hiéu qua du phong bénh gut ctia colchicin do 1am ting ndng do acid uric trong mau.

- Dung colchicin véi NSAID c¢6 thé lam ting nguy co viém loé ofig tiéu hoa va xuét
huyét. Dung colchicin véi phenylbutazon lam ting nguy co giam bach ciu, giam tiéu cau
va suy tuy.

- Dung colchicin véi thude chdng ung thu 1am giam hiéu qua du phong bénh git do lam
tang nong do acid uric trong méau. Dung Colchicin dong thoi véi liéu phap chiéu xa lam
tang nguy co trc ché tily xwong.

- Dung colchicin véi thude giy loan dong mau hodc suy tiy nhu: thudc rc ché men
chuyén, thudc chdng viém, amphotericin B lam ting tic dung phu giam bach cdu, giam
tiéu cau.

- Colchicin lam giam hép thu Vitamin B, do tdc dong 1€n niém mac rudt non. Su hép thu
nay c6 thé duge phuc hdi.

- Colchicin lam tang tac dung cta cac thudc chéng dong mau khang Vitamin K, vi vay
tang nguy co xuat huyét.

- Colchicin tang tac dung phu trén co van cua cic 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 cta colchicin.

- St dung dong thoi colchicin véi cac khang sinh nhém macrolid ( nhu spiramycin),
pristinamycin, céac thubc diéu tri viém gan C: Ombitasvir / Paritaprevir lam tang tac
dung khong mong mudn cta colchicin, c6 thé gy tir vong. Do do. can chong chi dinh su
phdi hop thudc nay.

SU DUNG CHO PHU NU CO THAI VA PHU NU' CHO CON BU

- Tranh dung Colchicin cho ngu¢i mang thai

- Colchicin dugc dao thai qua sita me¢. Chua thay tré bi ngd doc qua duong sita nhung
ngudi me c6 thé tranh lam ndng do thude cao trong sita bang cach udng thude vao budi
tdi trude khi di ngi va cho con b sau 8h.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
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... Traphaco®

Hb so déing ky thuée Colchicin | mg

Chua c6 bao cdo vé anh hudng cua thudc dén dén kha nang lai xe va van hanh may moc.
Tuy nhién kha nang thudc c6 thé gy chong mit va budn ngu can duge cha y.

QUA LIEU VA XU TRI:

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

- Cac triéu chimg ngd doc xuét hién sau khi ubng thube tir 1- 8 gi0, trung binh la 3 gio:
dau bung nhiéu va lan téa, ndn nhiéu, liét rudt, tiéu chay nhiéu (c6 thé c6 mau). Ngoai ra
con ¢6 thé bi viém da day, dau khép, ha Canxi huyét, st, phat ban. Tén thuong than dan
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 ri loan vé méu (tang bach cau rdi sau d6 la giam
bach cau va tiéu cau do tén thuong tuy), thd nhanh rung toc (vao ngay tha 10). Nhuoc co
ndng va co thé bi liét than kinh trung wong di Ién trong lic bénh nhan van tinh téo.

- Tién luong kho khan: Thuong gay tir vong vao ngay thir 2 hodc 3 do rdi loan nude dién
giai, suy ho hap, truy tim mach va nhiém khuén huyét.

* X tri:

Khong cé thubc diéu tri dic hiéu cho ngd doc va qué lidu C%l Manh Fab dac hi¢u
cta colchicin diéu ché tur khang huyét thanh dé da dugc dung dé diéu tri nhiém doc ning
de doa tinh mang. Dung 480 mg manh Fab dac hi¢u cua colchicin cho mgt bénh nhéan sau
khi udng colchicin liéu 1 mg/kg, da lam tang 6 lan bai tiét colchicin qua nuéc tiéu. Néu
udng colchicin, trong vai gior dau co thé rira da day hodc gay non. C6 thé dung than hoat.
biéu tri triéu ching va hd trg: giam dau bang atropin, chong sdc, hd trg ho hap. C6 thé
dung filgrastim dé diéu tri giam huyét cau toan thé do nhiém doc colchicin.

Loi ich ctia thAm phén méu, cudng birc loi ni¢u, truyén loc mau qua than hoat hodc thadm
phén mang bung trong diéu tri qua liéu colchicin chwa dugc xac dinh.

BAO QUAN: Noi kho réo, nhiét do 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
Sdn xudt tai - Ngd 15, dudng Ngoc Hdi — P. Hoang Liét — Q. Hoang Mai - Ha N§

TUQ.CyC TRuc’;NG
P.TRUONG PHONG

CUE Mink Hun,

R

* 30

dO-L -



https://nhathuocngocanh.com/

)
"



