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MAUDANG KY
TG HUOGNG DAN SU DUNG THUGC MEYERURSOLIC

Rx Thue bdn theo don Tigu chudn TCCS

MEYERURSOLIC
Boc ky hudng dén sif dyng trude khi ding
B¢ xa tim tay tré em

Théng bdo ngay cho béc si hoje duge si nhing tée dung
khéng mong muén gdp phal khi st dyng thude

Thuée nay chi ding theo don cla béc af

Thanh phén, him lugng cla thude:

Acid ursodeoxycholic 800 mg

T4 duge: Lactose. PVP K30, microcrystallin cellulose 101,
natn lauryl sulfal, nalil croscarmeliose, aerosil, magnesi
stearal, HPMC 606, HPMC 615 PEG 6000, talc, litan dioxyd,
sunset yallow lake, tartrazin yellow, ponceau via di 1 vign

Mé ta san pham: Vign nén hinh biu duc, hal mat tron 16i, bao
phim mau cam, bén frong méu tréng.

Qul céch déng gél:
- Hép gifly chida 03 vi' bim, mdi vi 10 vién nén bao phim
(vl nhaminhém)
- Hép gifly chia 10 vi bam, mdi v 10 vién nén bao phim
(vi nhdmimham)

HUGNG DAN SU DUNG THUGC GHO NGUSHI BENH

Thude diing eho bénh gi:

- Cdl thién chide niing gan trong xd gan mat tién phit hay
bé&nh gan man tinh loal C.

- Thude duge chi dinh @4 1am tan sél cholesterol & nhilng
ngudt bénh séi mat cé Wi mat vin cén hoal dong.

Nén ding thuse nay nhu thé nao va lléu lugng:
* Nauds 1én vé nqudl cao tuli:

- CAi thign chic ning gan trong xo gan mAt tidn phdt: Lidu
thudng ding hang ngdy 14 2 - 4 vian, 1y thude vao can nang,
chia f4m 2 - 4 14n.

- Lam tan sdi cholesterol: Lidu thuting ding héng ngay 14
1~ 3 wign, thy thube véo cdn ndng, chia 1am 2 idn hodc udng
1 li&u duy nhét vac budi 16,

Théi gian didu tn c6 thé 1én dén hai nam, tiy thudc vao
kich thude cla séi, va nén duge idp tuc ba thang sau khi sdéi
tan.

* Tré om:

Lidu dung cho tré em 6 thé thdp hon lidu ding thong
thudng clia ngudi 18n. Béce si sé tinh lodn lidu ding theo trong
lugng c¢ thé ciia tré.

- Tré em bi ching xo nang, tuffi i 6 dén dudl 18 Lidu
diing duge Bde sTtinh theo trong lugng co thé clia tré.

Khi nio khéng nén ding thude nay:

- Qua min vdi bil ¢d thanh phén nao ela thube.

- \i&m eip tinh tGi mat hode dudng din maL

- Tée nghén duding dén mét (thc nghén &ng mat chung
hodic &ng dfin 10l mét)

- Thudng c6 tridu ching con dau sdl mat.

- Bénh co that t0i mat.

« Sbi cn tla X (sdi calci).

« Phu nil o6 thal hodc ¢d dy dinh mang thal va phy nd cho
con b,

- Bénh gan man tinh, viém rudt hodc lost da day - t4 trang.

Tae dyng khéng mong mubdn:

* A&l logn tiéu héa:
- Thuéng giip (1/100 < ADA < 1/10): Phdn 1dng, tidu chiy
- A&t hiém géip (ADR < 1/10.000); Pau bung trén bén phii

nghigm lrong d& xdy ra trong qud trinh didu Iri Xo gan mat lién
phat. ,

. xycholic ¢6 thé gy budn nén va ndn (tn s&
xay ra chua Ya). s
* Ré& loan gan mal:

R4t higm glip (ADR < 1/10.000) S mal b| w4l héa, xd
gan mét bl
* R& logn da va md dudi da

- Rt higm gdp (ADR < 1/10.000) May day

- Acid urscdeoxychollc ¢ thé ghy ngda (t4n 8§ wdy ra
chua r3).

Théing bde cho Béc s cac tde dung khdng mong mudn gip
phdi khi sif dung thude
Nén trénh diing nhiing thudc hojc thyc phdm gl khi dang
sif dyng thudc nay:

S0 dyng thufc khic khl dang didu tr béng acid
ursodeoxycholic ¢b thé Anh hudng d&n hidu qua didu 1 cda
thufc. Hay thang béo cho Béc si hodc Duge s néu ban dang
sl dyng hay gén day o6 sd dung bét ky thube ndo khdc nhu

- Thudic uding trénh thal, hormon esirogen.

- Thudie 1am gidm cholestarol frong mdu nhu clofibrat,
colestyramin, colestipol NEU cin Ihif! phai sd dung ce thude
ndy. nén uéng N nhat 2 gid Inide hodic sau khi uling acid
ursodeoxycholic.

- Thudie didu tr dau da ddy nhu than hoal, thubc khing
acid cé chia nhdm. N&u cdn phdl s dung cdc thube ndy, nén
udng It nhdt 2 gid Infbc holic sau khi udng acid
ursodeoxycholic.

- Cdc thude khdc nhu Cyclesporin, ciprofloxacin, dapson,
nitredipin

Cén lam gi khi mét I8n quén ding thusc:

Khi mét 1&n quén ding thude, hay udng thude ngay khi
nhd ra- Tuy nhién, néu nhy gén dén théi gian ung lidu ké
1iép, thi bé qua lidu da quén. Khéng nén udng lidu gdp doi aé
bi cho mét lifu da quén.

Céin bao quan thuéc nay nhu thé nao:
Bdo quén thufic & ndi khd, nhiét d6 khong qué 30°C, trdnh
dnh sdng

Nhiing déu higu va trigu ching khi diing thudc qud lidu:
©6 thé b tidu chy,

Can phai lam gl khi diing thudc qua lléu khuyén cdo:

Né&u xdy ra qud lidu, ¢dn bdo ngay cho Béc ST, Duge si
hode d8n ngay co s& y t& gdn nhat. Mang theo toa thudc nay
v thuSc cdn sé lal gl cho Thiy thude

Nhiing diéu cdn than treng khi ding thusc nay:

- Trong 8 thang ddu diéu 1n, cdc thdng 56 chdc ning gan
nhu AST, ALT va +GT nén duge theo ddi méi 4 tufin, sau d6
mdi 3 théng.

- Trong trutng hop didu tn sbi Wi mit cholesterol, nén
wiém tra hidu qud diéu in bAng chin dodn hinh dnh sau 6
théang. Néu X-quang khéng thay duge tGi mat, sdi mat bj vbi
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hda, tdi mat gidm co bdp hoZc thudng xuyén xudl hién cde
con dau quin mdt, Meyerursolic khing duge st dung.

+ Néu bj liéu chay, phai gidm liéy, trudng hop fidu chdy
vlin c&n, nén ngung thuse.

- Trdnh phd) hop vé cde thube cb dbc tinh vdi gan

- Thanh phén 14 duge cla thude ¢ chia laclose, nén
khéng nén sd dung cho bénh nhan khéng dung nap galactose,
thi€u hut Lapp lactase, réi loan hip thu glucose-galactose.

- Théan trong véi thanh phdn td duge mau cia thubc
(sunse! yellow, tartrazin, ponceau) ¢6 thé gy phan ung df
ung.

* Trudng hop phu nd €6 thal vd eho con bu:

- Khéng nén sd dyung acid ursodeoxycholic cho phy nii cé
thal hoac cd k& hoach mang thai.

- Khong nén cho con by khi dang sd dyng acid
ursodeoxycholic. '

* Truding hip Iai xe v vin hanh may mée:

ThuSc khong dnh hudng dén khd ndng ldi xe hay vén

hanh may méc.

Khl nao céin tham vén Béc sf, Dugc si:
Néu ban cdm thdy bit thuding trong khi diing Ihubc, nén
lién lac wdéi Bdc sThodic Dugc sicla ban,
Néu cdin thém théng tin xin héi 3 Kién Bde s hede Duge sT

Han ding clia thuéc: 36 thang k& 1 ngay sdn xull.

Tén, dja chi cla ¢d 56 san xudl:

- CONG TY LIEN DOANH MEYER-BPC

- 86 6A3 quéc 16 60, P. Phd Tan, TP Bén Tre, tinh Bén
Tre, Viét Nam

Ngay xem xét sifa d6l, cdp nhat 19l ndl dung hudng din su
dyng thude:

HUGNG DAN SU DUNG THUGG CHO CAN BO ¥ TE

Duge lje hge:
Acid ursodeoxycholic |a mél acid mat Wy nhién hién dién
véi 58 lugng I trong mé! ngudi Acid ursodeoxychollc de ché
sy t8ng hop va bal tiét cholesterol & gan va dc ché sy hip thu
cholesterol & rudl Thude duge ding d€ 1am tan cde =4i gidu
cholesterol & ngudi b&nh 6 10 mat van cdn hoat ddng.

Duge dong hec:

- Hép thu. Acid ursodeoxychalic hdp thu qua dudng tidu
héa sau khi ung va trdl qua ehu irinh gan-rudt,

- Phén bd: Acid ursodeoxycholic duge lign hop mét phin &
gan truée khi bai 1iét vao mit

- Chuyén héa vA thal 1y Dudi tde déng cla vi khufin
dudng rudt, thudc & dang W do va dang llén hop trai qua qud
frinh 7-a-dehydroxy héa tao thanh acid lithaeholic, mét phéin
dao hdi tryc 1ifp qua phdn, phdn con lai duge hip thu, chi
yéu 1a llén hop va sullal & gan lrude khi ddo thai qua phan

Chi dinh:

- Cdi thign chic ndng gan trong xa gan maf tién phat hay
bénh gan man tinh loai C.

- Thubc duge chi dinh dé 1am fan séi cholesterol d nhing
ngudi bénh sdi mat cé tii mét vin con hoat déng.

Liéu lugng va cdch ding:
* Xo gan mdt tién phatl:

- Ngu#i 16n va ngudi cao tudi 10 — 15 ma/ka/ ngdy, chia
lam 2 — 4 (#n.
- Tré em: Lidu ding tinh theo trong luong cc thé.
* Lam tan sbi cholesterol
Nguisi 16n va ngudt cao tudi; 6 - 12 ma/kgingdy, chia 1am 2
14n holic ubng 1 lidu duy nhal vao budi t§i Liu ding o6 thé
1ing dén 15 mg/kg/ngdy & bénh nhin béo phi, néu cén,

Théi gian didu 1 ¢4 thé kéo dal d&n hai ndm, tiy thudc
vaa kich thude cla sdi, vé& nén duge 1ifp tuc ba thdng sau khi
501 tan

Tré em; Lidu dang tinh theo trong luong co thé.

L] "l}i ﬂ_l

Tré em bl ching x¢ nang, 10 6 Wdi d&n dudi 18 wdi: 20
mg/kgingdy chia 1am 2 - 3 ldn, ting lén 30ma/kgingdy ndu
céin,

Chéng chi dinh :

- Qua m&n vdi bat e thanh phdn néo clia thude:

- Viém cdp linh Wi mat hodc dudng ddn mat.

- Tée nghén dudng dén mét (td¢ nghin Sng mét chung
hode 8ng dén tdi mat)

- Thuding c6 triéu ching cdn dau séi mal,

- Bénh co thl 1l mal.

- S8l cdn tia X (sdi caldl).

- Phu niI ¢é thai hodc ¢é di dinh mang thai va phy nii cho
con bu.

- Bénh gan man tinh. viém rudt hodc loé! da day - 14 trang.

Céic trudng hgp than trong khi diing thude:
- Trong 3 \hdng ddu didu i, cac thong s& chuc ning gan

nhu AST, ALT va y-GT nén duge theo d&i mdi 4 1udn, sau 46
mdi 3 théng.
- Trong 1 didu In 360 10 mat cholesterol, nén

kidm tra higu qué diéu tr bAng chdn dodn hinh dnh sau 6
théng. Néu X-quang khdng thiy duge 10i mél, sél mat bi voi
héa, Wi mal gidm ¢o bdp hodc thudng xuyén xuil hidn cde
con dau quén mét, Meyerursolic khéing duge si dung.

- Né&u bj tieu chdy, phdi gidm lidu, truéng hop lidu chay
wviin con, nén ngung thutic )

- Trénh phéi hop vdi cdc thude c6 dbc tinh véi gan.

- Thanh phén t& duge cla thudc cd chia lactose, nén
knéng nén si dyng cho bénh nhan khdng dung nap galactose,
thidu hyt Lapp lactase, réi loan hip thu glucose-galactose

- Than frong véi thanh phédn td duge mau cda thube
{sunsel yellow, lartrazin, ponceau) ¢6 thé gy phan (ng d|
ing.

* Trudng hop phy nir o6 thal va chio con bi

- Thol ky mang thai: Khong cd di lidu diy 00 vé vide si
dung acid ursodeoxycholic, dic biét 14 trong ba thang ddu cla
thar ki Géc nghién clu trén déng vat da cho thdy khad nang
gdy quai Thai trong giai doan sém cda thal ky. Do dé khong
duge st dung thube trong khi mang thai trd khi that sy cén
thiét

- Thdi ky cho con bu; Chua ¢6 di lidu 1&m sdng vé sy an
todin cia acid urscdeoxycholic & phy ni dang cho con ba. Vi
vy, Meyerursolic khéng duge khuydn cdo cho nhém bénh
nhan ndy.

* Truigng hop 18 xe va ven hanh mdy moc: Thude khéng énh
huéng dén khi ning |4i xe hay van hanh may méc.

Tudng téc cta thuéc vdi cde thudc khdc va cde logl tuang
tée khic:

- Khdng nén ding déng thé actd ursodeoxycholic véi than
hoat. colestyramin, colestipol hodc thude khdng acid cé chia
nhém hydroxyd vahosic smeclil {oxyd nhém). béi vi cac ché
phém nay gén két vdl acid ursodecxycholic trong rudt 1am de
ché sy hép thu va hidu qud cda thubc. N&u cin thiét phél si
dyng cde thudc nay, nén ubng It nhét 2 gi¥ trude hofic sau khi
ufing acid ursedeoxychelic.

- Acid ursodeoxycholic 6 thé lam tang sy hdp thu
cyclosporin tir rudt, & nhing bénh nhan dang diéu trj
oyclosponn, cin kidm tra nfng d6 cyclosporin trong mau va
didu chinh li&u néu cén thigt,

- Trong mbt s truéng hop acid ursodeoxycholic e thé
1am gidm sy hdp thu ciprolloxasin.
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- Acid ursodeoxycholic d& duge ching minh 14 lam gidm
néng d& dinh trong huy&t tuong (Cmax) va dién tich dudi
dudng cong (AUC) clia nitrendipin chat d&i khéng calei. Mot
sy tuong téc lam gidm hiéu qua diéu trj cla dapson cling 04
dugc bédo céo.

- Thudc trénh thai dudng udng, hormon estrogen va céc
thudc 1am gidm cholesterol trong mdu nhu clofibrat cé thé lam
tang s3i mAt, tac déng ngude lai véi acid ursodeoxycholic
dugc s dyng dé [am tan s6i mat

Téac dung khéng mong muén:
* Réi loan tidu héa:
- Thudng gdp (1/100 < ADR < 1/10): Phén léng, tiéu chay.
- Rat hiém gdp (ADR < 1/10.000): Pau bung trén bén phai
nghiém frong da xay ra trong qué trinh didu trj xo gan mat tién
phat.
- Acid ursodeoxycholic ¢é thé gay budn nén va nén (tdn s6
xdy ra chua rd).
* Réi loan gan mat:

R&t hifm g#p (ADR < 1/10.000): Séi mét bi v8i hda, xo
gan mét bi.
* Réi loan da va mé dudi da:

- R4t hiém gdp (ADR < 1/10.000): May day.

- Acid ursodeoxycholic c6 thé gay ngda (tdn s8 xdy ra
chua rd).

Théng bédo cho Béc sT cée tdc dung khdng mong mudn gap
phdi khi st dung thube

Qud lidu va cach xif &f;

- Triéu ching: Cé bi figu chdy. N6i chung, cdc triéu
ching khée clia qué liéu hdu nhu khéng cé, bdi vi sy hdp thu
cilia acid ursodeoxycholic gidm khi tang lidu va do d6 duge bai
tiét nhiéu hon vao phan.

-~ XU tri: Diéu tri triéu ching tiéu chay két hgp phuc hédi can
béng nude va dién gidi. Nhya trao ddi ion cé thé hiu ich aé
adn két cdc acid mat trong rubt. Khuy&n khich kiém tra chic
néing gan,

$ONG GIAM POC

ruQ. cucC TRUONG
TRUONG PHONG

Nouyén Huy Hing




