‘GALCHOLIC

Vién nén bao phim

Thuoc nay chi dung theo don thuoc.

Khéong ding thudc qud liu chi dinh.

Khéng diung thudc qua han dung ghi trén bao bi.

Dé xa tam tay tré em.

DPoc ki hwéng din sir dung trwrde khi dung,

Théng bdo ngay cho bac sy hodc dwrge s§ nhirng tic dung
khﬁng mong muén gip phdiKkhisirdung thudc.

Néu ciin thém thong tin xin héi y kién bac s§.

THANH PHAN

- Duwrge chat
GALCHOLIC 100: Acid ursodeoxycholic 100 mg.
GALCHOLIC 150: Acid ursodeoxycholic 150 mg.
GALCHOLIC 200: Acid ursodeoxycholic 200 mg.

GALCHOLIC 300: Acid ursodeoxycholic 300 mg. :
- T4 dugec: Lactose monohydrat, cellulose vi tinh thé 101, natri

lauryl sulfat, povidon K30, crospovidon, magnesi stearat, silic
dioxyd keo khan, HPMC 615, HPMC 606, PEG 6000, talc,
titan dioxyd.

MO TA SAN PHAM

- GALCHOLIC 100: Vién nén tron, bao phim mau tring, hai
mat 101, tron, canh va thanh vién lanh I3n.

- GALCHOLIC 150: Vién nén tron, bao phim mau tring, hai
mat 16i, tron, canh va thanh vién lanh lan. ,

- GALCHOLIC 200: Vién nén tron, bao phim mau trang, hai
mat 161, mot mit cé khic vach ngang, canh va thanh vién lanh
lin. Vién c6 thé bé doi (wrong img véi lieu 100 mg).

- GALCHOLIC 300: Vién nén tron, bao phim mau tring, hai
mat 16i, mot mat ¢6 khac vach ngang, qgmh va thanh vién lanh
lin. Vién co thé bé do1 (twong ung vai liéu 150 mg).

CHIPINH '

- Diéu tri so6i mat cholesterol thau xa (vi du s6i khong can quang)
& bénh nhén c6 chirc nang ti1 mat binh thuong.

- Piéu tri xo gan mét nguyén phat. '

- Roi loan chirc ning gan mat lién quan dén xo nang & tré em 6 —
18 tudi.

LIEU LUONG VA CACHDUNG

Liéu lrgng
Strdung vién GALCHOLIC ¢6 ham lugng phu hop.

Diéu tri s6i mat cholesterol:
Ngueoi lon va ngudi cao tuoi:

- Liéu hang ngay 8 — 10 mg/kg (450 — 600 mg) s€ lam giam d¢
bdo hoa cholesterol trong phén 16n céc truomg hgp. Licu thap
nhat c6 hiéu qua 1a 4 mg/kg. C6 thé sir dung phuong phép do
chi 56 lithogenic tirdjch giau mat dan luu ta trang sau 4 — 6 tuan
diéu tri dé xac dinh liéu toi thiéu c6 higu qua. ‘

- Thoi gian diéu trj thuong khong vugt qua 2 ndm va can theo
doi X-quang tii mét thuong xuyén. Nén tiép tuc diéu trj trong 3
—4 thang sau khi phong xa ciia s61 mét bién mat. :

- Bat cir khi nao ngung diéu trj, néu kéo dai trong 3 — 4 tuén, s&
gay ra tinh trang mét tr¢ lai trang thai qua béo hoa, dan dénxkéo
dai thoi gian diéu tri. Trong mot sO truong hgp soi co the tai
phat sau khi da diéu trj thanh cong.

Tré em: Liéu dung dugc diéu chinh theo cin ning.

Diéu tri xo gan mat nguyén phit:

Nguai lom va ngudi cao tuéi; 10— 15 mg/kg/ngay, chialam 2 —
4 lan

Tré em: Liéu dung dugc diéu chinh theo cin ning.

Xo nang otré em 6 - 18 tuji:

20 mg/kg/ngay, chia lam 2 - 3 |4n, c6 thé ting licu dén 30
mg/kg/ngay néu can thiét
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CHONG CHi piNy
- Quaman véi acid ursodeoxycholic hodc bat ky thanh et
cua thuog, '
"\F/il"icm i mathodc éng din mat cap.
z Thc Equng mat (tac ong mét chu hogc 6Hng tii mét).
Y WONg Xuyén gap phai con dau quin gan.
- ©0Imatcan quang bi voi hoa.
Gidm chire nang co thit thi mat.
- Matchire nang t; mat.
- Bénh viém duon g rudt.
Ca.c bénh vé gan va ruot anh huong tdi chu trinh gan — ruot e
acid mit nhu viém hoi trang ting vung, (r mat ngoai gan, U o
tr?ng gan, cat hoi trang, viém hoi trang.
- Bénh gan niing cap tinh hodc man tinh.
- Loétdaday - t4 tran g tién trién.,
- Phunirmang thai.
- Phau thugt néi thong mit rugt khong thanh cong hay khong
Phuc héi dan lwu dwong mét & tré em tac nghén dudng mat.

THANTRONG VA CANH BAO ,

- Trong 3 thang dau diéu tri, bac sy nén theo ddi cac thong so
chirc néng gan AST (SGOT), ALT (SGPT) va yGT moi 4 tuan,
va sau d6 moi 3 thang.

- Khidiéu tri s6i mét cholesterol:

+ Dé déanh gia tién d9 dicu tri va phat hién kip thoi tinh trang voi
hoa cua s61 mat, tlly thude vao kich thudc soi, tii mat nén dugc
theo doi bang hinh anh sir dung cht can quang véi tam nhin
tong quan trong tu thé dimg va nim ngira (diéu khién siéu am)
tir 6 — 10 thang sau khi bit dau diéu tri. ,

+ Khong sirdung GALCHOLIC néu tui mét khong thé nhin thay
dugc trén anh chup X-quang, hoic trong trurdong hop soi mat bi
vOi héa, cé suy giam chirc ning co thit tii mat hodc thudmg
Xuyeén co cac con dau quin gan. ,

+ Tranh ché d§ an udng qua nhicu calo va cholesterol, phoi hgp v

ché do an udng it cholesterol c6 thé cai thién hiéu qua cua thudc.

Khidiéu tri xo nangtién'trié‘n:

+ Trong cac truong hop rat hiém gip, suy gan mat bu duoc quan
sat thay sau khi ngimng diéu tr. ‘

+ Trong mot sO trurong hop hiém gép, tri¢u chimg 1am sang c6 thé
tro nén xau khi bat dau dicu tr (nhu tri¢u chimg ngira tang).
Trong truomg hop ndy nén giam lidu, sau d6 ting liéu tir tir dén
licu khuyén cdo. :

- Néu xay ra tiéu chay, phai giam liéu va trong cac trudng hop
tieu chay kéo dai, nén ngung dung thudc.

- Ché phim GALCHOLIC ¢0 chira ta dugc lactose, khong sir
dung ¢ bénh nhén c6 céc roi loan di truyén hiém gip vé khong
dung nap galactose, thiéu hut Lapp lactase hodc kém hfip thu
glucose — galactose.

SUDUNG CHO PHUNUMANG THAI VA CHO CON BU
Phu nir trong d0 tudi sinh san nén stir dung dz“ay du cac bi¢n phap
tranh thai khong hormon hodc estrogen thap khi diéu tri voi
acid ursodeoxycholic. Tuy nhién, & nhirng bénh nhan dung
GALCHOLIC dé diéu trj s6i mt, bi¢n phap tranh thai khong
hormon nén dugc sir dung, vi thude tranh thai ndi tiét to ¢6 thé
lam tAng sO1 mat.

Phu nir mang thai ‘

Khong c6 day du dir li¢u vé vice sir dung acid ursodeoxycholic
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& phu nir mang thai, dac,\blc} 13 ‘mng b,
nohién ctru trén dong vat da cung cAD bino -
g;‘a_v quai thai trong glal.dogm SOM cua thai ky me :
GALCHOLIC trong khi mang thai tri ki g, s .
ning mang thai phai duQe l0ai trir trrge ki sy an. o LHEL Kha
Phu nircho con bu : | | au didy trj,

Khong co du liéu lam SAng vé iy, ‘
ursodeoxycholic ¢ phu 0 dang chq o 1 Ua acid
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TUONG TAC, TUONGKY CUATHUGC

Twong téc cua thuoc

- Nhua gin acid mét (cholestyramin, colestipol) va me
khang acid (vi du nhom hydroxyd) ¢6 thé vre ché «ir 14
tic dung cua GALCHOLIC. Néu vige SW hép thy va
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_ Trong béo céo ca riéng bi€t, acid ursodeox e

giémgsu hap thu cua ciprc;ﬂoxacin. oxycholic ¢6 thé 1am

- Trong mot nghi'én cuu .ﬁm sdng & neudi 4 . |

manh sir dung két hop a\md ursodeoxycgl:;nc (?l(;onlilggn‘ khoc?
rosuvastatin (20 mg/ngay) lam tang nhe ndng dg huyé%ftil)r') va
clia rosuvastatin. MOi trong quan 1am sang ciia twong t4 ong
véi cac statin khac chua dugc bieét. § 1ac nay

- Acid ursodeoxycholic da dugc chimg minh 13 [Am eiam na
d6 dinh (C_.,) va dién tich dudi dudng cong ( AUC)B;I;I:;(‘)I%%
chen calci nitrendipin. ‘

- Tuong tic lam giam hi¢u qua diu tri cia dapson ciing da dugc
bao c4do. Nhimg bao cao néy cung vai nhirng két qua thir
nghiém in vitro c6 thé cho thay kha ning cam {m 2 cytochrom
P450 3A cuaacid ursodeoxycholic.

- Khong khuyén cao dung chung GALCHOLIC véi cac thube

lam tang thai trir cholesterol trong mét (estrogen, thudc tranh

thai, cac thuoc giam cholesterol trong mau. . .).

Twong ky cua thubc

Khong ap dung.

TAC DUNG KHONG MONG MUON
Céc tac dung khong mong muon dugc phan nhom theo tan
suét: rat thuong gap (ADR > 1/10), thuéng gip (1/100 < ADR
<1/10), it gép (1/1.000 <ADR < 1/100), hiém gap (1/10.000 <
ADR < 1/1.000), rat hiem gép (ADR < 1/10.000) va khong rd
thn suit (khong wéc tinh dugce tin suat tir cc dir liéu sin co).

- Réi loan duomg tiéu héa: Tiéu chay, phan nhdo (thuong gap).
Pau bung trén nghiém trong (rat hiém gap). No6n, bubn non
(khong rd tén suat). ‘

- Roi logn chiec nang gan mat: V6i hda so6i mat, xo gan mat bu
(rat hiém gép). g ‘

- Davamé dudida: May day (rat hiém gap). Ngira (khong rd tan
suat).

QUA LIEU VA CACH XU TRI

Tri¢u chirng -
C6 thé xay ra tiéu chay. Thong thuong, céc tricu chimg qua licu
khac khong thé xay ra vi sy hap thu acid ursodeoxycholic giam
khi tang liéu va do d6 ting dao thai thuoc qua phan.

Céch xir tri | WS
Khéng can phuong phap diéu trj dac higu. Dié‘u trj trigu chung
tiéu chay bang phuc hoi cin bang nudc va chat ﬂlé}l glc’i}. TUAY
nhién vigc sur dyung céc nhya trao dbi ion c6 thé giir acid mat
trong rudt. Khuyén cdo theo doi chirc nang gan.

DUQCLUCHOQC
Phén loai dugely: Acid mat va dén xuat.

MAATC: AOSAA02.

Cochétcdyung

Acid ursodeoxycholic 1a mot acid mat, thon
mat va1 ty 1€ rat nho (dén 5%) trong tong aci
acid ursodeoxycholic, 1am ting nong d¢ lién

acid ursodeoxycholic tr¢y thanh acid mét chu yéu (40— :
u la do giam hap thu &

g thuong chi c6 @
d mat. Khi uong &
quan dén liéu va
: 0- "500/0), ,

lam gidm bai tiét cholesterol mat, chu yéu
cholesterol tir rudt; du¢mg nhu khong ¢
cholesterol hodc sinh téng hop acid mat. Choles
hoa tan tur sO1 mét. : o
Tré em: Céic béo co lam sang kéo dai dén > 10 ndm khi dung &
acid ursodeoxycholic ¢ tré em bi roi loan gan rpét lien
x0 nang. D3 co bﬁng ching cho thay ‘,"é“ ir T 7%
ursodeoxycholic 1am sy gia tang nhanh cta 6ng dan mat, ngan
chin su tién trién tén thuong mo hQC,Vél tham Ch' hot ph’uc
nhitg thay d6i gan- mat néu dung thudc trong gial doan som &
ctia bénh. Diéu tri véi acid ursodeoxycholic nén dugc bat da‘}
ngay khi chan doan rbi loan gan — mat lién quan den xonang de
toi wu hba higu qua dicu tri. :

6 4nh hudng trén &
terol dan dugc %

vGi acid &

DUGCPONG HQC

Hﬁp thu: Sau khi uéng, acid ursodeox)fcholic hap thu tot qua
duong tiéu héa, d¢ thanh thai budc dau khoang 50 — 60%. &
Nghién ciru cho thiy co ché hap thu 1a qua trinh khuech tan thu - &
dong, thudc di vao vong tuan hoan gan rut va dugc hap thu;tot
tai gan. Su x4m nhp vao hé thong mau 1a khong dang ke. NO}}S
d6 1am sang khéng quan trong nhung c6 the hiru ich trong viee &
danh gi4 sy tuan thi cua bénh nhan. Thuoc dat nong do to1da &
khoang 60 phit sau khi uéng va xuat hién mot dinh khac dattai &
3 gid.
Phan bo: Sau khi hap thu acid ursodeoxycholic nhanh chong &
l1€n hop véi glycin va taurin trong gan.
Chuyén héa: Qua trinh chuyén héa sinh hoc nho vi sinh vat &
cua thudc va cac chit chuyén héa xay ra khi ching roi khoichu
ki gan rudt, dan dén hé quala nong do cua acid‘lithochglic va7l- &
ketolithocholic ting cao trong phan khi diéu tri bang acid &
ursodeoxycholic.
Thai trir: H¢ sinh vat duong rudt thuy phan dang lién hop giai &
phdng ra dang hop chat ban dau, acid ursodeoxycholic vaacid &
chenodeoxycholic. :

QUY CACHDPONG GOI

GALCHOLIC 100, 200, 300

Hop 03 vix 10 vién nén bao phim. Vibam AVPVC trong.
Hop 05 vi x 10 vién nén bao phim. Vibim AVPVC trong.
Hop 10 vix 10 vién nén bao phim. Vibam AI/PVC trong.
GALCHOLIC 150

Hop 03 vix 20 vién nén bao phim. Vi bzflm Al/PVC trong.
Hop 05 vix 20 vién nén bao phim. Vibadm AI/PVC trong.
Hop 10 vix 20 vién nén bao phim. Vibam AI/PVC trong.

BAO QUAN

Noi kho, dudi 30°C. Tranh anh sang.

HAN DUNG

36 thang (ké tir ngdy san Xuit).

TIEU CHUAN CHAT LUQNG

Tiéu chuan co s0.

g MR

HASAN

Co s& san xuat

CONG TY TNHH HASAN - DERMAPHARM
Puong sb 2, KCN Dong An, Binh Duong, Viét Nam

quandén




