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MAU TG HUGNG DAN SU DUNG THUOC
(MAT TRUGC)

1. TEN THUOC:

Dosicalcin

2.CACDAUHIEULUU Y VA KHUYEN CAQ KHI DUNG THUGC:
DE XATAMTAY TREEM

POC K¥ HUGNG DAN SUDUNG TRUGC KHIDUNG

THUOC NAY CHi DUNG THEOQ BON THUOC

LAC KY TRUGC KHI DUNG

3. THANH PHAN CONG THUC THUGG:
M&i Sl hén ajck chira:

duwe kiém chibng nhung duoc cho (& khd hoa tan hon sc vl s6i thau
quang. S6ikhéng chira cholesterol chiém 10-15% lugng sdi thau guang va
<6 khd ndng khting bihoa tan bdi acid mat.

Ngudi cao tudi Khang cé bAng chirng cho thiy cén thay d8i lidu & nguéi
cao ludi, nhung can sin sang cac bién phap 48 phang thich hep

Tréem:

S4i giau cholesterol va xo gan mat tidn phat 14 rat hiém & tré em nhung khi
pap phdi, nén chinh lidu lwgng theo thé trong. Kndng cb diliéu Sy at: vé an
toan va higu qua & nham tudi nay,

Roiloan gan mat cé xornang:

Tréem

Tré bj xo nang tir 1 thang 6&n 18 tudi: ubng 20 mglkg thé lrongfngay chia
1am 2-31&n, ting dan t&i 30 mo/kg thé trongin gay n&u can thiét

Bénh rit hiém khi gap & tré em dudi 10 kg thé trong. Trong trudng hop nay
né&n sirdyng xilarh dé phan ligu,

+ Khong qua 10 kg thé trong: Li¢u 20 mg/kg thé trong/ngay

Dungcy phan lidu ding xi lanh

Thanh phan hoat chit: Acid ursodeoxycholic ..., 250 mg Thé trong Liéu (ml)
Thanh phén ta duoc, natri citral, acid citric, aspartam, (kg)
nalri benzozal. natri clorid, gomxanthan, Avicel RC 581, Sang Toi
sorbital 70%, huwong cam dng . vuradasml P oa 08
4, DANG BAO CHE: H8n dicn dbng nhét, mau rdng, chira bot khi nha,
huong cam, vingot, e sau covi ddng 48 0.9 09
5.C|:|IB]NH'. 5 1,0 1.0
- Biéu tr] xo gan mat tién phat va hoa tan khdi sdi mat thau quang, trong
trueng hop i mathoat déng bink thudng, 55 1.1 11
- Trén ré em diéuriroi loan ohirc n&ng gan mat cd xo nang & ré il 1 thang 6 12 12
dén 18 tudi
6. CACH DUNG VA LIEU DUNG; 65 13 13
Han dich Desicalcin khang han cné a4 tudi ngLrei st dung treng diéu trj xor 7 1.4 14
gan mat tién phat va hoa tan khéi 86 mat thau quang. Lidu hang ngay
khuyén cao sau day 4p dung cho cacchidinh khac nhau: 7.5 1.8 1.5
D¢ diéu tri xvgan mit tién phat (PBC) 18 e
Liéu dung hang ngay pnu thudc vao thé trong, vao khodng 14 £ 2 mg Acid ; :
ursodeoxycholic cho mbi kg thé trong 85 1.7 17
Trang 3 thang S4u didu trf, nén chia liéu hang ngdy thanh nhidu tan sl dung.
Khi cac thong 54 ¢h e néng gan duoc cdi thign, lidu hang ngay o thé diing 8 1.8 18
mét in vao buditdi. a5 19 19
Thétrong | Liéu hang ngay theo thé trong Lidu udng 10 20 20
(kg}) {mgikg thé trong) 1 laningay (mil)
! §-11 12-16 25 « Trén 10 kg thé trong: Lidu 20-25 mgikg th& trong/ngay
[ 1z- 1218 375 : 5 j '
— b K = Thétrgng | Liéu hang ngay theo thé trong Ligu (ml) |
16 -19 13-16 5 | (kg) (myl/kg thé trong) Séng 6 |
! 20-23 13-15 6,25 | 11 =12 2123 2.5 25
i i 4 1616 21-24 25 | a7s
wh =91 tr=19 818 16- 18 21-23 375 | 375
32=26 1Z2="18 i 19-21 21-23 375 5
40 -47 13-18 125 T = s =
bl il U 18 24 —26 22-23 5 825
85 =p0 Ll i [ 27-28 2223 675 | 625
S =50 To=16 29 30-32 21-23 825 | 7.6
86 =115 13-18 | 30 23 _ 15 21'_23 75 7.6
Trén 115 [ 2 3838 21-23 75 | 875
Nén si dung han dich Dosicalcin theo lidu ding khuyén céo trén, va phai 39 — 41 2122 8,75 875
udng déu dan, thong xuyén. . o T
Bénn nhan xo gan mat lign phat cé thé uéng Dosicalein lién tuc, khdng gidi 42-47 20-22 : 10
han thai gian ligu trinh digu tr. 48 - 56 2023 11,26 11,25
Dé hoatan soi matcholesterol:
Lidu hang ngay khuyén cao cuaAcd ursodenxycholic knodng 10mgikg thé 57 -68 20-24 13.75 1375
trong/ngay ) :
Nen udng Dosicalcin vao bubi i tride khi di ngu va phéi udng thudng 69 — 81 2024 1o.25 gl
xUyEn 82-100 20 - 24 29 20
Thon gian 38 hoa 1an s3i mat co thé dac ddng 1r 6 dén 24 thang 10y thudc = 225
vaokich thudre vé thanh phin 84 > 100 225 5 |

Cac phép chup mat @b hodc sigu dmduos thychién mdi 6 thang co thé hiry
{ch cho dén khi 5o mat bidn mat,

N&n tiép tuc didu tr| cho gén khi 2 mat dé vainoac két qua siéu am lién tiép
cach nhau 4-12 an khéng thé phat hin s6i mat Didu nay 14 do cac ky
thuat nay khang cho kétqua trec quan dang tin cdy néu s6i co dwdng kinh
nhé hon 2mm. Kha nang tai phat soi mat sau khi hoa tan bang ligu phap
ding acid mat duoc woc tinh khoang 50% sau 5 nam Hiéu gqua cla
Dosicalcin trong digl 1 s8i mat can quang hodc can quang mat phan chua

7 CHONG CHi DINH:

Khéng nén st dung Dosicalein trén bénhi nha _
-Viémcaptinh i mathodcdudmgfat .\ e
- Tée dudng mét (bao gdm bng gin méthoac ong nang). -
- Thudng xuyén gépcon daudosoimat: sy | \
- 50 vdi héa canquang. I/ & e i | ’
-SuygEamkhanangecoboptdimat o PITAL
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MAU TO HUGNG DAN SUf DUNG THUOC
(MAT SAU)

-Quéa man camvdi acid mat hodc bat ky thanh phan naa clia cdng thie.
Treng trudmg l'cgp diing @8 didu tri rbi loan gan mat co xo nang & tré em tir 1
thang d&n 18 tudi:
- Khi thuc hién tha thuét Kasai khdng thanh edng hode chva khdl phye duge
déng chiy mat&tré em bl teo duérng mal.
8. CANH BAO VA THAN TRONG KHIDUNG THUSC:
Nén st dyung Dosicalein dirdi sy gidm saty t&.
Trong 3 théng dAu gidu L1, cac théng sé chire ndng gan AST (SGOT), ALT
(SGPT)va y-GT nén duocdo mdi4 tuln saudd ol 2 thang mot 1an. Ngoa|
ViEC d& xae dinh dap (g cUa bénh nhan didy t xo gan mat ién phat, xét
nghiem nay cling cho phep phat hién sém nguy co suy gan, dac biét 1a &
nhieng b&nh Ahan xo gan mattién phatgiai doan tién tridn
Khichl dinh dé diéu tri xo gan mat tién phat giai doan tién trién:
- Rat hiém khi tinh trang xo gan mé1 bi) dwroe quan sat thay, mat sé L nét
sau khinglmg &ieu brj.
- O nhirng odnh nhan bi xo gan mat tién phat, trong mét s it rudmng hop,
céc lrigu chirng |am sang co thé ram trong hom vée luc bat ddu didu tri, vi du
nhu ngira co thé tan | en Trong tneomg hop ndy, liéu Dosicalein nén giam
xudng cdn 260mg M ngay va sau dotang dan o1 liéu khuyén cao

N&u c6 tieu chay, phal gidm liéu dung va trong truedmg hop tiéu chay kéo
dai. nén ngung thubc
Khichidinh dé héa tan séi mét cholesteroi:
- D danh gia tidn 40 ditu trl va phat hign kip thév sdl mat val héa, 1y thude
vao kich thutre 581, ti mal nén dwoc quan sat (chup duwding mét co udng can
quang) mdt cach toan the, quan sat vi trf tac & tw thé ding va ndm nglra
(si8L &m) 6 - 10 théng sau khi bat dau didu tri
- N&u twi mat khang hién thi trén hinh chyp X quang, o&s trang trudng hop
s0! mat vai hoa, suy gidm khd nang co bop tWi mat hodc cae con dau do s
matthieéng x uyén, khéng nén sir dung Dosicalcin,
- Bénh nhan nir dung Dosicalein 4& hoa tan s0i mat nén sl cung phuong
phap tranh thal hiéu gué va khdng thude loal ndi tiétté, vi thudc tranh thai ndi
tiétta ob thé lam tang s& mat
- M&i 5 ml Dosicalcin chira 5,23 mg natri. Didu nay nén duoc can nhic &
bénh nhan dang phai ap dung ché dg kidm soat natri trong bivs an
9. SUDUNG THUGC CHO PHU NU CO THAI VA CHO CON BU:
Cac nghién ciru trén @dng v&l khéng cho thédy anh hudng cua acid
ursodeoxycholic 450 véi khad nang sinh san. Chua co di liéu ngnign ol rd
rang rén nguos
Phu nicd thai !
Khéng oo day ¢d di ligu ve vige s dung acid ursodeaxycholic & phu nd
mang thai. Gac nghién ciru trén dong vat da cho thay dac tinh trén sinh sdn
trong gial don d&u cla thai ky. Khidng duoe chidinh Dosiealein cho phund
cothai trirkhi that can thiét
Phu nirtrong d6 ludl sinh sén-
Chinén ehi dinh Dosicalein néu stz dyng bign phap tranh thai d4ng tin cay:
Khuyén c0 sir dung bién phap trarh thai khdng thude nhém néi tiét 15 hoac
chira lgng nho estregen. Tuy nhién, & nhirng bénh nhan ding Desicalcin
d# héa tan 561 mal, chinén dung bign phap tranh thai khdng thudc nhém ndi
tiét t, vi thude tranh thal ndi i&HA b thé 1am tang séi mat >
Trudng hop da mang thai phai dwoc 10ai trir tnedre khi bat dau diéu try
Fhut nircho conbu:
Theo sd it béao cao da dwoc ghi nhan & phu nik cho con by, lkeng acid
ursodeoxycholic trong sra me |4 rit tn&p va c6 |2 khéng cd phan dng batlgi
napxayraduwéblsiame )
10. ANH HUGNG COATHUGC LEN KHA NANG LAI XE, VAN HANH MAY

MOC: Chira o bang chizng v& dnh hirdng ctia thudc 1&n kha nang 13l xe,
van hanh méy mac

11. TUONG TAGZ, TUONG KY CUA THUGC:

- Khéng nén diing d6ng thévi Dosicalcin vai colestyramin, colestipol hosc
thube khang aeig b chira nhém hydroxyd valhodc smectit (nhém oxya), bén
vi cac ché phdm nay lign ikét v acis ursodeoxycholic trong rudt, do dé
ché hp thu va giam hiéu qua cia thudc. Néu cén thét st dung ché phdmca
churz mot trong cac chat trén, pha: & dung it nha1 2 ity trudie hods sau khi
sldung Doslcalcin ’ )

- Dosicalcin cd thé dnh hudng dén su hap thy ciglosporin W rudt. O nhing
bénh nhan dang didu I béng ciclosponn. bAc si can theo déi ndng dd
ciciosporin trong mau va digu chinh [iéu ciclospann néu ¢an _

- Trong vAi brwong hop ca biét, Dosicalcin co thé lam gidm hép thu
ciprofioxacin

- Trong mét nghién ciru [@m sang trén nhirng tinh nguyén vién khoe manh,
st dyng dong thii acid ursodeoxycholic (500ma/ngay) va rosuvastatin
{20mgingay) ddn dén ndng 86 rosuvastatin trong huyét twong tang nhe, Su
lign quan |am s&ng cla trong lac ndy va cac cac statin khac chira dugc bist
- Azid ursodeoxycholic d& duge chirng minh 1a lam gidm ndng 86 ginh trang
huyét tiang (Cmax) va dién tich cwdi dedng cong (AUC) cla thube chen
kénh canxi nitrendipin & nhing finh nguyén vién khée manh, Nén theo doi
chal ché ket qua sirdung déng thai nitrendipin va acid ursodegxycholic. Co
né cén tang lidu nitrendipin. Mat teong tac 1am gidm higu qué Ay tn cia
dapson ciing 42 duoc bao cao. Nhimg bac 2o nay, cling véi cac phat hign
in vitro, 2ha thay tidm ndng gay cam (g cac enzym cylocrom P450 3Acla
acid ursodeoxychalic. Tuy nnién lrong mél nghién clu dwoe thiét ké ot
khdng phat hién tvong tac thude véi budesonid, 1a mét chat chuydn héa qua
cylocrom P450 3A

- Cac hormen Oestrogen va cac thubc lam gidm cholesterol rong mau nnw

clofibrate lam tang thai cholesterol & gan va do o ¢b thé kich thich séi mat

phattrnén, the oung nguere lal véi acid ursodeaxycholic,

12, TAC DUNG KHONG MONG MUON CUA THUOC (ADR)

Thueng gdp (1/10= ADR = 1/100).

Tituhda:

Phan leng, liéu chay.

Raithiem (ADR <1/10.000):

-Tiéuhoa

Blau ha sun phai nghidm trong trong qua trinh didu tr| xo gan mattién phat

-Ganmat.

Vi hda séi mat,

Trong diéu Ir| so gan mat tién phat giai doan tién trign, cd ghl nhan trwémg

hop matbl cla xo gan, mot sé by hét sau khi ngimg digu trj
Davamddudida

NAimé day

13. QUALIEU VA CACH XU TRI: :

Tiéu chay co thé xdy ra trong trudng hop qua lidu Noi chung, cée trgu

ching khac cia qua liéu rél kho xdy ra, béi vi cang tang lidu ding acia

ursodeoxycholic, hé tiéu hda cang gidm hap thu va tang bai tiét theo pnan. -

Khéng can bién phap xt i cu thé, hién tugng tidu chdy nén duoc didutr .

trigu chisng dbng thes phyc hdican bang nuére va dign gial,

Thong tin thém:

Pidu tri acld ursedeoxycholic libu cao, 1au dai (28-30 mg/kg thé trongingay) . by
& nhi¥ng bénh nhan viém dudng mat xo nda nguyén phal (st dyng ngodichi |

ginh ¢6 ghi nhan tang tj 16 cac bién cb bat Igi nghigm rong
14. DAC TINH DUGC LUC HOC:

Nham dhoc . Acid mat

MaATC ADBARDZ

- Acid ursedeoxycholic 1a mdt acid mat ¢ tac dyng lam gidam cholesterol
trong dich mat bang cach hoa tan cholesterol va tao thanh pha tinh thé léng
Acid ursodeoxycholic tAe dong 1 si luu théng mudi mét trong chu trinh gan
Tudtbang cach gidm t4i hép thu tai rudl clia céc mudi ky nude néi sinh va co
dgc tinh cao hon nhwr acid cholic va acid chenodeoxychalic.

- Cac nghién ciru in vitro cho thiy acid ursadsoxycholic e6 tac dung bdo vé
gan tryc Uép va lam gidm doe tinh trén gan cla cac mudi mat ky nwée. Tac
dyng mién dich cling dugre minh ching béng sw gidm bidu hién bat thudng
cda khang nguyén HLS nhém | trén té bao gan ciing nhw (re ché sy san xuét
cytokin va interleakin
- Xznang—Nhikhoa
Ti béo cdo |am sang che thdy acid ursodeoxycholic cé thé ding trén bénh
nhan nhi méc réi loan gan mat ¢o xo nang lién tuc trong 10 ndm hodc hon
D4 cd bing chiing cho thay acid ursodeoxycholic ¢é thé lam giam sy gia
tang 6ng dan mét, ngan chan sy tién tridn cda 14n thuong mé va tham chi
Ao ngLeee nhivng thay ddi vé gan métnéu dung & gial Goan dau cla rdi loan
gan matco xo nang. Nén bdt dhu didu trj bing acid ursodeoxycholic ngay
khichén doan duwge rdl loan gan mat cb xer nang 6é ti Ly héa hiéu qua didu
ir1

15. DAC TINH DUQC BONGHOC:

Acid Ursodeoxycholic 14 chét tr nhign cd trong oo thé, asid ursodeoxycholic
dugre hap thu nhanh crong véa hoan toan theo dudng uéng Ti I8 lién két véi
pratein huyét trong la $6-98%, dugc gan chiét loc mot cach higu qua va bai
téi theo méat dudi dang lien hop glyein va taurin. Trong rubt, mét sé duge
giai lign hop va tai hdp thu. Cacdang lién hgrp cOng c6 thé durge dehydroxy
hoa thanh acid lithocholic. mét phén trong 86 dioe hip thu, dwos sulfat hda
béi gan va bal tidt qua duwdrng mat

16. QUY CACH BONG GOI:

Hop 11 100ml, hop 11p 250ml

17. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUEN CHAT LUONG
cUATHUGC:

Diéukign bao quan: Noi khd, nhigt 60 due 30°C, tranh dnh sang

Handing: 1

Longuyén: 36 théng ké t(r ngay sdn xudt
Lo @& md: 03 thang k& tu khi mé n3p.
Khéng dung qua thdi han ghi trén bao bi.
Titu chudn chét lwgng ciathube: TCCS
18. TEN, DIACHI CUA CO 50 SAN XUAT:

CONG TY cO PHAN DUTC PHAM TRUNG UONG 2
8 Trén Thanh Tong - Q. Hai Ba Trig - Ha Noi - VIET NAM
DT 024.39715439 FAX: 024.38211815

San xudt tei.'_

e

/.’ ‘. -,
L& 27, KCN Quang Mifih - M& Link - Ha N&i - VIET NAM

DT: 02439716201 / © o .
ONG

FAX: 024.35251484
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