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I. TEN THUOC:
Rx

Legimax 500

2. CACDAU HIEU LUU ¥ VA KHUYEN CAO KHI DUNG THUOC:
DéE xa tam tay 1ré em

boc ki hudng dan s dung trude khi dimg

Thudc nay chi ding theo don thude

3. THANH PHAN CONG THY/C:

Cho 01 vién nén bao phim:

Thénh phdn hoat chdr: Acid A A L 500 mg
Thanh phan i dirge: Avicel PH 101, PVP K30, natij glycolat starch, magnesi stearat, HPMC |5 cps.

PEG 6000, Titan dioxyd, talc. .
4. DANG BAO CHI: {.-’.’,_’;‘-‘/
Vién nén bao phim mau tring hoiic lré"mg nga, hinh caplet, c6 vach ngang & gitra, vién chiic, canh va i ],r
thanh vién lanh Lan, \‘
5. CHi DINH: \

- Diéu tri xo gan mat tién phéat (PBC) trir truong hop X0 gan mat b,

= Hoa tan khoi séi (i mét cholesterol. S6i ma phai thau quang (khong tao hinh mé wen phim chyp
X quang), duong kinh khong qua 15mm va chiic nang thi mat van binh thuong.

= Trén wré em:
biéu tri rdi loan chire ning gan Mt ¢o xo nang & tré wr 6 dén 18 wdi.

6. CACH DUNG, LIEU DUNG:

Legimax 500 khong ¢ han ché gi6i han do éi trong diéu trj X0 gan mat tién phit va hoa tan khéi soi

mét thau quang. Trudng hop bénh nhén duéi 47kg hodc khong thé udng dang vién nén, ¢6 thé sir dung

vien nang hoge hén dich thay thé,

Liéu hing ngay khuyén cio sau day dp dyung cho céc chi dinh khae nhau:

bé didy lri X0’ gan mét tién phat (PBC)

I.i?}u ding hang ngay phy thude vio thé trong, vao khoang 14 + 2 mg acid wrsodeoxycholic cho mdi kg
\ the trong.

Trong 3 thang ddu diéu tj, nén chia lidy hang ngay thanh nhiéu Ian sir dung. Khi edc chi sé chire nang

s 3 3

gan dugce cdi thién, lidy hang ngay cé (hé ding mét lan vao budi 16i.

Liéu hang ngay (vién)
Lidu hing
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Bénh nhan xo' gan mar tién phét ¢6 thé udng Legimax 500 lién tuc. khong giGi han thoi gian li¢uy
trinh diéu trj.

Dé hoa tan séi mat cholesterol;
L.icu hang ngay khuyén cio cua Acid ursodeoxycholic khoang 10mg/kg thé trong/ngay.

Thé trong (kg) - Liéu hang ngay |

(vién)
Los60 ! |
S .
e ——
=10 2% |

Nén uong Legimax 500 cing vdi nude vao budi (di tuse khi di nga, khéng nén nghién hogic nhai
vé phai dam bio uéng déu dan, thudng xuyeén,

)

$0i. Néu kich thude soj khong giam sau 12 thiing, nén dimg thudc,

( Céc phép chyp X quang hoic siéu am nén duge thyue hién méi 6 théng dé theo doi tac dung dicu trj cua
thude va kiem tra xem ¢6 Sur voi héa soi hay khong. Néu c6 déu hi€u véi hoa, phai dimg dicu tri.

Thoi gian dé hoa tan s mét ¢é thé dao dong tlr 6 - 24 thang tiy thude vio kich thude va thanh phan

Kha nang tai phat s6i mat sau khi hoa lan hzlm.g li¢u phap ding acid mét duge ude tinh khoang 50% sau
5 nam, Hi¢u qua cta Legimax 500 trong dicu tri s6i mat can quang lmﬁc‘ can quang mét phan chua
duge kiem chimg nhung duge cho 1a kho hoa tan hon so vai soi thau Quang. Soi khéng chira
cholesterol chiém 10-15% lugng soi thiu quang va c6 kha nang khong bi hoa tan boi acid mat.

Neguwoi cao tuoi:

Khong c6 bing chimg cho thiy cin thay ddi lidy & ngudi cao (wdi, nhung cin sin sang cdc bién phip
dé phong thich hop.

fré em:

S0i cholesterol va xo gan mét tién‘phﬁ[ 14 rét hiélq 0 tré em nén khdng ¢ du div licu ten 1am sang.
Trong truomg hop nay, nén chinh liéy luong theo thé trong va tinh trang stic khoe cua bénh nhan.

ROi loan gan mat ¢ xo nang:

Ire em:

Tré bj xo nang 6 dén 18 tuéi: udng 20 mg/kg thé trong/ngay chia lam 2-3 lan, tang dan téi 30 mg/ke
( the rong/ngay néu cin thiée.
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7. CHONG CHI PINH;
Khong nén sir dyng Legimax 500 uén bénh nhan:
= £ . 5. A PO ~
= viem cap tinh thi mat hoic dudng mat
- tic dudng mat (bao gdom ong dan mét hoic dng nang)
= cac con dau quin mét thudng xuyén
= s0i vai hoa can quang
- suy giam kha niing co bép tai mat
= qud mdn cam voéi acid mét hodic bat ky thanh phén néo ctia cong thirc
Trong trwrong hop ding dé diéu i rdi loan gan mdt ¢6 xo nang & tré em (i | thang dén 18 wéi:

= Khithoe e phau huat Kasa khong thanh cong hodic chua khai phue duge dong chay mat & tré
em bj teo dudng mat.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nén sir dung Legimax 500 dudi su giam sat y té.

Trong 3 thing dau diéu tri, cac thong s chire nang gan AST (SGOT), ALT (SG PT) va y-GT nén duge

do méi 4 tuan, sau dé cir 3 thang mot lan, Ngoai vi€e dé xdc dinh dap ting ctia bénh nhan diéu uj xo

gan mat tién phat, xét nghiém nay ciing cho pheép phat hién som nguy co suy gan, dac biét 1a ¢ nhing

bénh nhan xo gan mit tién phat giai doan tién trién.

Khi chi dinh dé diéu (i xo gan mdt tién phat giai doan tién (rién;

= Rathiém khi tinh trang xo gan mit bir dugc quan sat thiy, mot sé twr hét sau khi ngimg diéu tri.

-0 nhl'_ing‘ bénh nhén bj xo gan mat tién phat, trong mot s it truomg hop, cac triéu ching lam sang
¢o the tram trong hon vio lac bét déu dicu tri, vi dy nhur ngia ¢6 thé tang 1én. Trong trudng hop
nay, licu Legimax 500 nén giam xuong con 250mg mo6i ngay va sau do tang dan 16i lieu khuyén
céo.

-~ Néu ¢6 tiéu chay, phai giam liéu ding va trong trudng hop tiéu chay kéo dai, nén ngung thude.

Khi chi dinh dé hoa tan soi mét cholesterol:

- Pé danh gid tién do diduy tri va phat hién kip thoi soi mat véi hoa, tiy thuge vao kich thude soi. tii
mat nén duge quan sél (chup duong mat co uéng can quang) mot cach toan thé; vi i tic & wr thé
dimg va ndm ngira (siéu dm) 6 - 10 thang sau khi bit diu diéu tri.

-~ Néu tdi mét khong hién thj wén hinh chup X quang, hoic trong trudng hop soi mét voi hoa, suy
giam kha ning co bép tai mét hodc cdc con dau do séi mat thudng xuyén, khong nén sir dung
Legimax 500.

- Bénh nhan nir ding Legimax 500 dé hoa tan sOi mat nén sir dyng phuong phdp tranh thai hiéu qua
va khong thudce loai ndi tiét 16, vi thudc tranh thai nGi tidt 16 ¢6 thé lam ting soi mat.

9. SUDUNG THUOC CHO PHUNU CO THAI VA CHO CON BU:

Céc nghién ciu trén dong vit khéng cho thiy anh hudng cia acid ursodeoxycholic d6i véi kha nang

sinh san. Chua ¢6 dir ligu nghién et 1o rang trén ngudi.

Phu nir ¢6 thai

Khéng co day di dir ligu vé vige str dung acid ursodeoxycholic & phy nit mang thai. Cac nghicn ciru

trén dong vat da cho ths“iy doc tinh trén sinh san trong giai doan diu cia thai ky. Khéng dugc chi dinh

Legimax 500 cho phy ni¥ ¢6 thai trir khi that can thiét.

Phu nir trong dé tudi sinh san

Chi nén chi dinh Legimax 500 néu sir dung bign phap tranh thai dang tin cdy: Khuyén cdo sir dung
bién phép tranh thai khong thudc nhém ndi tiet to hogic chira lrong nho estrogen. Tuy nhién, ¢ nhimg_

bénh nhan ding Legimax 500 dé hoa tan soj mat, chi nén ding bién phap wranh thai khong tl o Hho

ar o af X 2 , soogum all Sk g X e A 7y
NO1 et 10, vi thude trénh thai ni iét (5 ¢6 (hé lam tang soi mat. ]

Truong hop da mang thai phai duoc loai trir trude khi bat déu didu .
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Phu nir cho con b

'[f:co'sé it bdo céo da duge ghi nhén 0 phy nir cho con b, luong acid ursodeoxycholic lrong stra me la

rat thap va cé 1€ khang c6 phén Gng bat loi ndo xay ra ¢ tré bl sira me.

10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chura ¢6 bing chimg vé anh hudng cia thude Ién kha nang ldi xe, van hanh may mac.

1. TUONG TAC, TUONG KY CUA THUOC:

- Khéng nén ding dong thoi Legimax 500 vai colestyramin, colestipol hoge thudce khang acid ¢6
chira nhém hydroxyd vi/hodic smectit (nhém oxyd), béi vi cde ché pham nay lién két véi acid

ursodeoxycholic trong HOLdo-ddre—chéhap-tha—va BT ST qua ctia thuoe, Neu can that str

dung ché pham ¢6 chira mQL trong cac chit trén, phai str dung it nhdt 2 giey (rudic hodc sau khi sir
dyung Legimax 500.

E chi{uax 500 ¢6 thé anh hu‘é‘ng dén sy hip thu ciclosporin tir ruét. 3 nhtmg bénh nhin dang diéu
tri bang ciclosporin, bac si cin theo doi nong do ciclosporin rong médu va diéu chinh liéy
ciclosporin néu can.

- Trong vai trudong hop ca bi¢t, Legimax 500 ¢6 thé lam giam hap thu ciprofloxacin.

- Trong mét nghién ciru 1am sang rén nhirng tinh nguyén vién khoe manh, sir dung déng thoi acid
ursodeoxycholic (500mg/ngay) va rosuvastatin (20mg/ngay) dan dén nt’ing do rosuvastatin trong
huyét twong ting nhe. Sy lién quan [dm sang cta twong tic nay va céc cic statin khac chua duge
biét.

= Acid ursodeoxycholic da duge chimg minh 13 lam giam néng do dinh trong huyét twong (Cmax) va
dién tich duéi duong cong (AUC) chia thude chen kénh calei 13 nitrendipin & nhing tinh nguyén
vién khoe manh. Nén _theo doi chat ché két qua sir dung dong thoi nitrendipin v acid
ursodeoxycholic. Co thé cin tang lieu nitrendipin, Mot twong tac lam giam hi¢u qua dicu tri clia
dapson ciing da duoc bédo cho. Nhing bao cdo nay, ciing v6i cac phat hicén in vitro. cho thay ticm
nang gay cam ung cac enzym cylocrom P450 3A cua acid ursodeoxycholic, Tuy nhién,l’rung mot
nghién ctiu duge thiét ké tdu, khong phat hign trong téc thuoe véi budesonid, 13 mot chat chuyén
héa qua cytocrom P450 3A.

= Céc hormon nhém estrogen va céc lhEtflc lam giam cholesterol trong mau nhu clofibrate lam tang
tiét cholesterol & gan va do dé ¢6 thé kich thich soi mét phat trién, tac dung nguoe lai vai acid
ursodeoxycholic.

12. TAC DUNG KHONG MONG MUON CUA THUOC:

! Tiueéng gap (1/10> ADR > 1/100):

Tiéu hoa:

Phan long, tigu chay.

Ret hiém (ADR < 1/10.000):

= Tiéu hoa:

Pau ha swdn phai nghiém trong trong qué trinh dicu tri xo gan mat tién phi.
- Gan mat:
VoI héa soi mét;
Trong diéu tri so' gan mat tién phét giai doan lién trién, co ghi nhén truomg hop mat bir cia xo pan,
mot so tu hét sau khi ngimg dicu trj.
- Da va md dudi da:
Néi may day.
13. QUA LIEU VA CACH XU TRi:
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Tiéu chay co (hé Xdy ra trong trudng hop qud lidu. Noi chung, cdc riéu chimg khic cia qua licu ril
kho xay ra, boi vi cang ting liéy ding acid ursodeoxycholic, hé tiéu héa cang giam hdp thu va ting bai
tict theo phan.

Khéng can bign phap xir tri diic biét, nén dicu wi wi¢u chimg chay nén bang cich phuc hdi can bing
nudce va dién giai.

Théng tin thém:

Diéu tri acid ursodeoxycholic lidu cao, lau dai (28-30 mg/kg thé trong/ngay) & nhimg bénh nhan viém
duong mét xo héa nguyén phat (str dung ngoai chi dinh) ¢6 ghi nhin ting ty 1€ cdc bicén ¢6 bat loi
nghiém trong.

A DACTINH DUQC LUC HOC;

Nhom diege Iy: Acid mét

M ATC: AOSAAD2

- Acid ursodeoxycholic chiém mgt lirgng nhé trong acid mét cua nguroi. o

= Acid ursodeoxycholic ¢é tac dung giam sy bao hoa cholesterol mit thong qua tr¢ cheé hdp thu
cholesterol tai rugt va giam ong hop cholesterol tai gan; tang hoa tan soi cholesterol bang vice
thac day hinh thanh pha tinh thé long.

Téc dyng cua acid ursodeoxycholic trong diéu tri cdc bénh gan mat 1a nhd kha nang thay thé cic
acid mét co hai, ki nude béng acid ursodeoxycholic wa nwée hon va khdng gdy hai, cai thién chire
ndng ctia té bao gan, g6p phan didu hoa midn dich.

- Xonang — Nhj khoa
Tir béo cdo lam sang cho thdy acid ursodeoxycholic ¢é thé ding trén bénh nhan nhi mic i loan
gan mat ¢6 xo nang lién we trong 10 nam hodc hon. Da ¢6 bing chimg cho thay acid
wrsodeoxycholic ¢6 thé lam gidm syr gia ting dng din mdt, ngan chin su tién trién cta (én thuong
mo va tham chi dao nguoc nhimg thay déi vé gan mét néu ding & giai doan ddu cua v loan gan
mdt ¢6 xo nang. Nén bt diu didy tri bing acid ursodeoxycholic ngay khi chin doén duge 16i loan
gan méit ¢6 xo nang dé (6i wu hoa hiéu qua diéu 1.

[5. DAC TINH DUQC PONG 1HoC:

- Acid ursodeoxycholic 1a chét tw nhién cé rong co thé, acid ursodeoxycholic duge hip thu nhanh
chéng va hoan toan theo duong uéng. Ti 1€ lign két véi protein huyét trong 1a 96-98%, duge gan
chiét loc mdt cach hi¢u qua va bai tiét theo mat dudi dang lién hop glyein va taurin, Trong rudt,
mot s6 duge giai lién hop va ti hap thu. Cac dang lién hop ciing ¢d the duge dehydroxy hoa thanh
acid lithocholic, mot phan trong do duge hap thu, duge sulfat héa bai gan va bai tié qua dudng
mat.

16. QUY CACH PONG GO1:

Hop 03 vi x 10 vién

Hdp 06 vi x 10 vién

Hgp 10 vi x 10 vién,

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA TUUOC:

Dicu kién béo quan:

Noi khé, dudi 30°C, tranh 4nh sang.

Han dimg: 36 thang ké ur ngay san xudt.

Tiéu chudn chdr ‘wong: Tiéu chudn co s¢

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUGC PHAM TRUNG UONG 2

S6 9 Tran Thanh Téng - Quan Hai Ba Trung - Ha Noi

Dién thoai: 024.39715439 lFax: 024.38211815

Sein xutat 1gi: 1.6 27 - Khu cong nghi¢p Quang Minh - Mé Linh - Ha Noi
Dién thoai: 024.3971629] Fax: 02435251484




