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ORACU Vién nang

THANH PHAN:
M1 vién nang cimg chira:
Diacerhein .......... .50 mg
Td dieor: Lactose Hydrate, indnnc. Magncsmm Siea:atc

DUQC LLC HOC:
Khic véi cde thude khang viem khong steroid, co ché tic ding cia Diacerhein kbang lién
quan dén sy 1dng hop prostaglandin. Die tinh chdng viém xuwong khop va kich thich sun da
duege chimg minh trén s vifro va trén mo hinh déng viit. Diacerhein va rhein tre ¢hé sir san
xudt interleukin-1 béta bdi cdc bach cdu dom nhin 1o & ngudi va i ché wic dung ctia
cytokine trén 1€ bao sun in vitro. Thude the hign 1ic dung bao vé sun trén sun nhin o nudi
| ciy va giam mire dg ton thuomg mang hoat dich, xuong vi sun trong bénh vwm xuomg
khdp. Chung ciing ¢6 vil tac dyng (e ché lren s hoat hda va di :hu}en cua bach cau, diéu
ndy gop phin vio tac dung khéng viém yeu cha thubde. Cie nghién ciru di ¢hi ra rﬁng
Diacerhein khéng ire ché sy tong hop prostaglandin, thromboxane, hodie leukotriene nhung
thire té cb thé kich thich sir ong hop prostaglandim, djc bi¢t 1a PGF-2 alpha, mit
prostaglandin e6 tie dung bao vé t& bio niém mac da day. Diacerhein khéng lam thay doi
hoat tinh eyclooxygenase tiéu cau hode than va do d6 ¢o the duge dung nap & nhimg bénh
nhan co chirc ning thin phy thudc vao prostaglandin.

DU ()'C BONG HQC:

Hap thu: Sinh kha dung duimg udng cla Diacerhein khoang 35% dén 56%: Udng thube
cang véi thire &n km chign thin gian dat n:mg 44 dinh wr 2.4 gitr dén 5.2 gidr (p=0,05),
nhung tang su hap thu 1én 25%, Do vy, nén udng thudic cling lic &n.
Phéin bis: Lién két vii protein todn phin cia thein 13 khodng 99% véi albumin huyét tuong
v lién két it hon voi lipoprotein va gamma-immunoglobulin, Néng 4o thude trang hogt
dich dat khoang 0,3 dén 3 mg/L.,

| Chupén ida: Sau khi ding biing dudmg udng, Diacerhein duge chuyén hoa chi yéu & gan
thinh rhein 1 ch&l chuyen héa ¢d hoat tinh di khir nhém acetyl, tnrée khi vio wan hodan
chung. Cic chilt chuyén hoa ¢b hogt tinh chi véu 1i Rhein glucuronide va Rhein sulfate vei
thoi gian bén thai tir 7 dén 8 gid.
Thii triv; Sy bai 1iét vio muede tiéu cha Diacerhein dudi dang ¢hit chuyén hoa 13 khoang
35% ~ 60%, vii kheang 20% & dang rhein tye do va 80% & dang rhein lién hgp.

CHI DINH:
Diéu 1rj trigu chimg bénh viém xuomg khop, cic bénh khdap vi thodi hoa kKhap.

LIEU LUQNG VA CACH DUNG:
Thude duge ding bing duomg uéng, - _ o
Khai dau, ding licu 1 vién nang x 1 lan/ngay vao budi 16i trong 2 dén 4 tun ddu, sau do
ding liéu | vién nang x 2 ldn/ngdy.
Liéu tharémg diing: | vién nang x 2 lan/ngay.
Thude dugre hip thu 16t nhat khi udng ciing lic 4n.

CHONG CHi DINH: : ?
Qi min vdi diacerhein hodic bt el thinh phin nie coa thude,
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' '.- ce n t ra I Bénh viém rudt (vidm loét két trang, bénh Crobn), tie nghn rudt.

THAN TRONG VA CANH BAO:
Thin trong chung

« Nén didu trj ]{hél dflu v liéu mbt vién nang udng vao budi 161 trong 2 dén 4 twin dau do
vige dimg thudic te dédu cqihé lam ting nhu dong rudl. . .

= Nén diéuo iri lién 1uc it nhat 6 thang: cdc thir nghiém lam sang 43 chaimg minh rang 6 theé
diing thude nay trong 2 ndm ma khéng ¢o tae dung ngﬂm ¥ nghiém trong nio.

+ N vdi cde i liéu 1au dai khdc, nén theo ddi cac chi s6 xét nghigm. ké ca men gan, mdi &
thang.

» Trinh diing dong théi vai cac thude nhudn tring.
Suy thin
a nhl?mg hénh nhan suy thin trung binh dén ning, 6 sy gia ting ding k€ AUC vi gidm sy
thanh thai toén phin so vai ngwrdi wrdng think khoe manh. Trwdmg hop suy thin ning
(thanh thai ¢reatinine 10 dén 27 mil/phiit) giam déng ké sir thanh thai rhein & thin, do vy,
<cén phai giam 30% liéu diacerhein & nhimg bénh nhin suy thin ning.
Suy gan
Khing cb sy khac hlq:l dang ké cdc théng 50 dirge déng hoc cii rhein trong huyét oM
hasic trong mrée 1iéu gitra nhimg bénh nhin suy gan vA ahimg ngudi tinh nguyén khioe
manh. Tuy nhién, X gan e thé dnh heimg dén sy tich Hiy thude sau khi ding da lidy, nén
theo ddi lim sang chiit che trén nhimg bénh nhan suy gan.
Ding th uéie cho npwivi cao tudi
Liéu ding hang ngay vugt qui 100mg ¢in dam bao theo ddi lim sang chiit ché & nhimg
Bénh nhin cao tdi, %
Diwng thudc cho bénh nhi
Duge ding hoc coa diacerhein chira duge nghién cira trén nhom dén s0 bénh nhi, do viy
khong nén ding thude trén nhom dan sé nay.

TAC DUNG NGOAT ¥: ] )
Nhin chung, thuoe duge dung nap tot. Tae dung khing mong mudn duge bio cao thong
thudmg nhart 1 ting thin gian nhiu déng rudt (e chay & 37% bénh nhin). Vai trué'ng hop
bi dan bung duge mé 1a. Pé giam thigu nhﬁng tac dyng ngoai ¥ nay, duge phép ditu chinh
ligu o thin diém dﬁu didu tri (2 dén 4 wdn). Cée tae dung ngoai ¥ khac dirge ghi nhan 14
mét mau nude tidu & 14,4% trnuimg hop va cide truimg hq,!p riéng 1 bj gudm kali mau, doc
tinh trén gan din dén viém gan cdp vA hoai 1ir bidu hi nhifm dc gay 1r vong (hdi chimg
Lyelly.

Thing hio che Bdc st nlimmg fde dung khing mong muin gdp phi ki sie ding th o,

SUDUNG THUOC O PHU NITMANG THAI VA CHO CON BL):
Sir dung thuic phy nir mang thai: Khong nén ding diacerhein cho phy nit o6 thai.
Khing cd cde div ligu 1am sing ve vige dimg diacerhein cho phy nd mang thai, Chua biét
cdc nguy co tiém dn khi dimg thuiie nay trén phy nir mang thai.
Sir dung thude & phy nir cho con bii: Khong nén dimg cho phy nit cho can b vi duge
ddng hpe eta diacerhein chua duge nghién cinu trén phu nir nudi con bang sita mg.

TAC DUNG LEN KHA NANG LAI XE VA VAN HANH MAY MOC: Khing co.
TUONG TAC THUOC: _ )
Céac nghién ciru Jdm sang da chimg minh rang khong cé su tuomg tde vin cde thude khac

nlur ; warfarin, tolbutarmide, aspinin, chlorpromazine, indomethacin,

QUA LIEU & XI7 TRi:



