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Td huéng din si dung Ry: Thubc ban theo don

ORKAN SOFTCAPSULE

(Calcitriol 0,25 pg)
Poc kj hwong din sii dung trude khi diing
Néu cdn thém théng tin xin héi y kién bic sp, dwgc sj.

Tén thudec: ORKAN SOFTCAPSULE

Thanh phan Mdi vién nang mém chira:

Hoat cht:

I e s o, . Y A BT L § 0,25 ug.

Td duoc: polyethylen glycol 400, butylated hydroxy toluen, gelatin, glycerin dam dac, dung dich
sorbitol (70%) methylparaben, propylparaben, titan oxid, mau vang s6 203.

Dang bao ché

Vién nang mém.

Qui cach dong goi
10 vién/vi x 3 vi/hop.

Duwgrc lwe hoe

Calcitriol 1a mét trong nhitng chat chuyén héa co hoat tinh cia vitamin D, binh thuong //;
duoc tao thanh & than tir mét tién chét cia né 1a 25-hydroxycholecalciferon. Calcitriol thiic day IQ%
kha nang hfip thu canxi tir dwong ti€u hoa va duy trit tai than vi vdy lam tang n6ng dd canxi huyét, f -;;) ,
lam giam ndng d6 phosphat dur thira trong huyét thanh, giam nong do hormon tuyén cén giap. “‘\\.";..\& ’

Hai vi tri tac dung cua calcitriol la duong ti€u hoa va xuwong. Receptor lién két vai \\\g

calcitriol ¢6 trong mang nhdy dudng tiéu hoa ¢ ngudi. Ngoai ra cac bang chimg ciing goi y rang
calcitriol c¢6 thé tac dung 1én ca than va tuyén can giap. Calcitriol c¢6 hiéu qua trong diéu tri
chirng giam canxi huyét va wu nang tuyén gidp thir phat & bénh nhan bi loan dudng xuong do
than

Duwgc dong hoc

Calcitriol dugce hdp thu nhanh & rudt. Sau khi udng liéu duy nhat 0,25 pg dén 1 pg
calcitriol, cac nong d6 toi da dat dwoc sau 3 dén 6 gio. Sau khi udng lap lai nhiéu lan, ndng do
calcitriol trong huyét thanh dat trang thai can bang sau 7 ngay. Calcitriol lién két v&i cac protein
chuyén biét cua huyét tuong trong qua trinh van chuyén trong mau. Calcitriol cé ngudn gdc
ngoai sinh qua dwoc hang rao nhau thai va bai tiét qua sita me. Calcitriol ¢c6 nhiéu chat chuyén
héa khac nhau, thé hién cac tac dong khac nhau cua vitamin D. Thoi gian ban thai cia calcitriol
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khoang 9 dén 10 gio. Tuy nhién thoi gian duy tri tic dung duoc 1y cia 1 lidu duy nhét khoang 7
ngay. Calcitriol duoc bai tiét qua mat va chiu anh huong cua chu ky gan-rudt

Chi dinh

- Coi xuong phu thude calcitriol.

- Loan dudng xwong do than.

- Thiéu nang cn giap va gia thiéu nang can giap: Calcitriol ¢ thé 1a thude duoc lya chon dé diéu
tri tam thoi ha canxi mau trong khi cho mot dang vitamin D tac dung cham dat hi¢u qua.

Liéu lwong va cach ding

- Co1 xuong phu thudc calcitriol.
Tré em hodc nguoi I6n: Udng 1 pg/ ngay.
- Loan dudng xuong do than.
Liéu udng cua calcitriol dung cho bénh nhén suy than man tinh ¢ loc mau:
Nguoi lon: 0,5-1 pg/ ngay.
Tré em: 0,25-2 pg/ ngay.
- Thiéu nang c4n giap va gia thiéu niang can giap:
Nguoi 16n va tré em tir 1 tudi trd 18n: Udng lidu khoi dAu thong thuong 1a 0,25 pg/ ngay;
phan 16n nguoi 16n va tré em tir 6 tudi trd 1én can udng véi lieu 0,5-2 pg/ ngay; da sb tré em tir 1-

5 tudi can udng calcitriol véi lidu 0,25-0,75 pg/ ngay.
Chong chi dinh

Bénh nhan tang canxi huyét hodc ¢6 dau hiéu cua n 20 doc vitamin.

Bénh nhan co tién str qua man voi bat ky cac thanh phan nao ciia thudc.

Théan trong

- Sarcoidosis hodc thiéu nang can giap (co thé gay tang nhay cam véi calcitriol); suy chirc ning

than; bénh tim; soi than; xo vira dong mach.

- Thot ky mang thai
Khéng nén sir dung calcitriol véi liéu 1én hon ADR cho ngudi mang thai. Da xay ra hep
van dong mach chu, bénh than va cham phat trién vé& tim than va/hodc chim phat trién co
thé khi c6 tang calci mau kéo dai & tré nho va tré so sinh ma me chung da bi tang calci mau
trong thoi ky mang thai. Tang calci mau trong thoi ky mang thai co thé gay giam nong do
hormon cén giap & tré so sinh dan dén ha calci mau, co giat, va dong kinh.

- Thot ky cho con b
Calcitriol tiét vao sita, vi vay khong nén ding calcitriol voi liéu 1on hon liéu ADR cho

ngudi cho con bu.
Téac dung khéng mong mudn

Dung calcitriol v&i liéu khéng vurot qua nhu cau sinh 1y thuong khong doc.
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Dau hiéu va triéu ching ban dau cta ngd doc calcitriol 14 diu hiéu va triéu ching cua
tang calci mau (xem dudi). Tang calci mau co cuong calcitriol 1a do don thuan nong do trong
mau ctia 25 - OHD rat cao, con nong do ciia PTH va calcitriol trong huyét twong déu giam.

Tang calci huyét va nhiém doc calcitriol c6 mot so tac dung phu nhur sau:
Thuong gap, ADR > 17100

Than kinh: Yéu, mét, ngu ga, dau dau.

Tiéu hoa: Chan an, khé miéng, vi kim loai, budn nén, ndn, chudt rat & bung, tdo bon, ia

chay, chong mat.

Khac: U tai, mat diéu hoa, ngoai ban, giam truong luc co, dau co, dau xuong, va dé bi

kich thich.

It gap, 11000 < ADR < 1/100

Niéu - sinh duc: Giam tinh duc, nhidm calci than, réi loan chirc ning than (dan dén da

niéu, tiéu dém, khat nhiéu, giam ty trong nude tiéu, protein niéu).

Khac: S6 miii, ngtra, lodng xuong & ngudi 16n, giam phat trién co thé & tré em, sit cén,

thiéu mau, viém két mac voi hoa, s¢ anh sang, voi hoa nhiéu noi, viém tuy, voi hda mach

ndi chung, con co giat.
Hiém gdp, ADR = 1/1000

Tim mach: Tang huyét ap, loan nhip tim.

Chuyén hoa: Cé thé tang calci niéu, phosphat niéu, albumin niéu, nito uré huyét,

cholesterol huyét thanh, nong d6 AST (SGOT) va ALT (SGPT). Giam ndng d6 men

phosphatase kiém trong huyét thanh.

Khac: Loan tdm than rd, r6i loan dién giai trong huyét thanh cung voi nhiém toan nhe.

Théng bdo ngay cho bdc st néu cé nhitng tic dung phu sau khi ditng thudc.
Twong tac thube

- Khéng nén diéu tri ddng thoi calcitriol voi cholestyramin hodc colestipol hydroclorid, vi ¢6 thé
dan dén giam hap thu calcitriol & rudt.

- St dung dau khoang qua mirc ¢6 thé can tré hap thu calcitriol & rudt.

- Diéu tri dong thoi calcitriol voi thude loi niéu thiazid cho nhitng nguoi thiéu nang can giap cé
thé dan dén tang calci huyét. Trong truong hop do can phai giam liéu calcitriol hodc ngimg dung
calcitriol tam thoi. Dung loi tiéu thiazid & nhirg ngudi thiéu nang can giap gdy tang calci huyét
co I¢ la do tang giai phéng calci tir xuwong.

- Khong nén dung dong thoi calcitriol voi phenobarbital va/hoac phenytoin (va co thé voi nhimmg
thuoc khac gdy cam (mg men gan) vi nhitng thudc nay cé thé lam giam nong d6 25 -
hydroxyergocalciferol va 25 - hydroxy - colecalciferol trong huyét tuong va tang chuyén héa
calcitriol thanh nhirng chat khong co hoat tinh.

- Khong nén dung dong thai calcitriol véi corticosteroid vi corticosteroid can tré tic dung cua
calcitriol.
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- Khéng nén dung dong thoi calcitriol vdi cac glycosid tro tim vi dc tinh cua glycosid tro tim
tang do tang calci huyét, dan dn loan nhip tim.

Qua lidu va cich xir tri

- Nén thong bao cho ngudi bénh vé nhitng nguy hiém va triéu chimg qua liéu calcitriol dan dén
curong calcitriol va nhiém doc calci huyét thanh do calcitriol nhu trong phan ADR.

- Piéu tri nhiém ddc calcitriol: Ngimg thudc, ngimg bd sung calci, duy tri khau phan an co it
calci, uéng nhiéu nude hodc truyén dich. Néu can, c6 thé dung corticosteroid hoac cac thude
khac, dac biét thudce loi tiéu tang thai calci (nhu: furosemid va acid ethacrynic), dé giam noéng do
calci trong huyét thanh. C6 thé sir dung loc mau than nhan tao hodc tham tach mang bung dé thai
calci tu do ra khoi co thé. Néu ngd doc calcitriol cap, vira méi udng, thi ¢6 thé ngan ngira tiép tuc
hép thu calcitriol bang gdy nén hodc rira da day. Néu thude d3 qua da day, diéu tri bang dau
khoang co thé thuc day thai trir calcitriol qua phan. Vi nhimmg chét chuyén héa 25 - OH cua
ergocalciferol va colecalciferol dugce tich lity trong co thé, nén ting calci mau co thé kéo dai 2
thang hodc 1au hon, sau khi diéu tri dai ngay voi nhimng liéu 16n cta nhimg thude nay. Sau khi
ngimg diéu tri bang dihydrotachysterol hodc calcifediol, ting calci mau van con ton tai trong
khoang tuwong trng 2 hodc 2 - 4 tuan. Sau khi nging diéu tri bang calcitriol, nong d6 calci huyét
thanh trg vé binh thuong trong vong 2 - 7 ngay.

Thoi ky mang thai va cho con bu
Phu nit mang thai:

Calcitriol dugc nhan thiy 1a c¢6 kha ning giy quai thai ¢ tho udng lieu 0,08 -0,3 meg/kg.
Tét ca bao thai & 3 nhom dung cac lidu nay cho thdy su bat binh thuong & xuong va ngoai da.
Tuy nhién, khong cé bao thai nao ngoai 23 nhom (156 bao thai) co bat thuong vé xuong va da so
voi nhom ching. Nghién ctru vé kha nang gdy quai thai trén chudt cong & lidu 1én t6i 0,45
meg/kg dudong udng, khong c6 bang chirng nao cho thdy thudc cé kha ning giy quai thai. Chua
¢ nghién ciru ddy du vé danh gia vé tic dung cua calcitriol trén phy nit mang thai vi vy can
phai danh gia duoc loi ich va nguy co tiém tang dbi voi bao thai khi sir dung cho phu nit ¢6 thai.
Phu nit nuoi con bii:

Ngudi ta van chua biét duoc thude co tiét vao sira me hay khong. Do co rat nhiéu thube
tiét vao sira va nguy co gdy tac dung phu khong mong mudn nghiém trong cho nhiing tré em bu
sita me, cho nén viée quyét dinh ngirng dung thude hay ngirng cho con bi, can phai tinh toan dén
tam quan trong cuia thude trén phu nir mang thai.

Anh hwéng téi kha niing 1ai xe va van hanh may méc

Thude ¢ thé gay dau dau, budn ngi, chong mat nén can than trong khi 14i xe va van hanh

may moc.
Bao quan
Bao quan trong bao bi kin, tranh anh sang, tranh 4m, nhiét d6 dudi 30°C
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Han ding: 36 thang ké tir ngay san xuét.
PE THUOC TRANH XA TAM TAY TRE EM.
Nha sdn xuat
YOUNG POONG PHARM. CO. LTD.
333, Hambangmoe-ro, Namdong-gu, Incheon, Han Québc.
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