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Orlistat STADA 120 mg

THANH PHAN
M&i vién nang cumg chira:
(Duwéi dang vi hat orlistat)

MO TA
Vién nang cing sb 1, dAu va than nang mau xanh dwong, cb in
chr “STADA", chi¥a vi hat hinh cAu mau trdng dén triing nga.

D LUC HQC

UC?;I?stat 1& mot chét (rc ché thuén nghich cac men lipase. Thude thé
hién hoat tinh tri liéu & 1dng da day va rudt non béng cach tao lién
két cdng héa tri tai vi tri serin hoat ddng cla céc men lipase da da
va tuyén tyy. Lipase bj b4t hoat nén mét kha nang thiy phan chét
béo trong thirc &n & dang triglycerid thanh céc acid béo tw do va
cac monoglycerid hdp thu duwoc, Céc triglycerid khdng tiéu héa
khong dugc hép thu, két qua 1a 1am thibu hyt calo, cé hidu qua tich
cye trong viéc kidm soat thé trong. Do vdy, sw hdp thu toan than
clia thubc khdng can thiét cho hoat tinh clia thube.

O lidu didu tri 120 mg x 3 IAn/ngay, orlistat trc ché sy hip thu chét
béo trong thirc &n khodng 30%.

Téc ddng cla orlistat gay tang chét béo trong phan dugc thiy sau
24-48 gitr ubng. Khi ngung ding, lwgng chét béo trong phan trd vé
mirc trrdre khi didu tr, thwemg trong vong 48 - 72 gid.

DUQ'C DONG HQOC

- Hép thu: Sy hép thu cla orlistat rdt it. Ndng do nguyén thiy cia
orlistat khéng do dwere (< 5 ng/ml) sau khi 8 gid. Noi chung &
lidu @idu tr, r4t kho phat hién orlistat trong hul;gt twong va nbng do
cing rét thép (< 10 ng/ml hodc 0,02 mol), khdng c6 bAng chirng v&
si tich 0y, didu nay cling phi hop véi sy hép thu khdng dang k.

- Phan bé: Khong xac dinh dugc thé tich phan b vi thuée duwoe hép
thu rét it va vi vay khéng xé4c dinh dugc duge ddng hoc toan than,
Trén in vitro, orlistat gén két véi hom 99% protein huyét twong (chii
zgu 1a lipoprotein va albumin). Mt ligrng nhé orlistat gén vao héng

u.

~ Chuyén héa: Trén bénh nhan béo phi, phin nhd cla lidu duoc hip
thu toan than, va dwoc chuydn héa thanh hai chét chuyén héa
chinh la M1 (thly phan & vong lacton 4 nhanh) va M3 (14 M1 véi
phén N - formyl leucin bj tach ra), chiém khodng 42% tdng ndng a6
thubc trong huyét twong. Hai chat chuyén héa M1 va M3 c6 vong
lacton m& va hoat tinh (rc ché men lipase rét yéu, kém hon hoat
tinh cia orlistat 1000 I&n (v&i M1) va 2500 I14n (véi M3). Xét v& mét
hoat tinh (rc ché yéu va ndng d6 trong huyét twong thép & lidu
didu tri (M1 c6 ndng @6 trung binh 26 ng/ml va M3 c6 ndng 4o
trung binh 108 ng/mi), c6 thé xem cac chét chuy&n héa nay khéng
¢ tac dung dwoc Iy quan trong.

— Thdi tr: Khodng 97% lwong thube ubng vao dugc thai trir qua
phén va trong sb d6 khodng 83% dwéi dang orlistat nguyén thay.
Toan thé Iwgng orlistat tich [Ty Iai cing chi thai qua than < 2% lidu
dung. Thoi gian d8 dat sy thai trir hoan toan (qua phan va nwéc
tiéu) 12 3 - 5 ngay. Sy phan bd clia orlistat gitra ngudi c6 thé trong
binh thudng va ngudi béo phi trong dwong. Orlistat, M1 va M3
ddu bai tiét qua mat.

CHI B|NH
Orlistat dwoc chi dinh hd tro cung véi ché @ &n gidm nhe calo
trong didu tri béo phl va ngira tang can tré lai & bénh nhan cé chi
sé khéi co' thé (BMI) 2 30 kg/m? hodic bénh nhan thira can (BMI 2
28 kg/m?) kém theo céc yéu t& nguy co (nhw tang huyét ap, dai
thao dwéng, tang lipid huyét),

LIEU LUQNG VA CACH DUNG
Liéu ding
Didu trj béo phi va ngira ting can trd lai & nguei I6n va thanh thidu
nién tir 12 tudi tré Ién: 120 mg x 1 vién x 3 lAn/ngay trong m&i bira
an chinh c6 chét béo.

Céch dang

~ Nén ubng thubc véi nwée ngay trére, trong khi &n hodic cho dén 1
gi& sau mdi bira &n chinh. Néu bd 1&¥ mdt bira &n hodc bira &n
khong c6 chét béo thi khéng cin diing orlistat.

- Lidu diing qué 3 IAn/ ngay khéng tang thém Igi ich.

- Néu bénh nhan khdng thé giam can sau 12 tudn didu tr voi
orlistat, nén tham khdo y kién béc sT ho#ic dwgc sT. Néu cin cb thé
ngung didu tri.

Lweuy

~ Ché db &n kiéng va tap thé dyc 13 nhirng phdn quan trong clia
chwong trinh gidm can. Khuyén cao nén bat dAu chirong trinh &n
kiéng va tap thé duc trwdrc khi bt dAu didu trj véi orlistat,

- Trong khi uéng orlistat, bénh nhan nén thyrc hién ché a8 can bing
dinh dw&ng va gidm calo nhe, chira khodng 30% calo tir chat béo.
Nén %hgp bd Igng chit béo, carbohydrat va protein &n vao hang

w120 M@

~ Nén tiép tuc churong trinh &n kiéng va tap thé duc sau khi ngung
didu trj v&i orlistat.

— Tinh an toan va hiéu qua cla thubc ding trén 4 ndm chua duoc
danh gia.

~ Tré em: Tinh an toan va hiéu qua & tré em dudi 12 tdi chra dugc
thiét 1ap.

— D liéu v& viéc dung orfistat cho ngudi I6m tudi con han ché. Tac
dyng cila orlistat trén nhirng ngwrdi bj suy gan va/hodc suy than chua
dugc nghién ciru. Tuy nhién, do orlistat duwgrc hap thu rét it nén
khéng Ign didu chinh lidu & nguwdi Ién tudi va nhirng ngudi suy gan

va'hodc

CHONG CHI BINH

suy than.

~ Qué mén véi orlistat hoc bét cir thanh phn nao cua thubc.

~ Hoi chirng kém h4p thu man tinh hoZc bénh & mat.

THAN TRONG

- Orlistat dwgc ding than trong trén bénh nhan co tidn sl tang
oxalat niéu hodc sdi calci oxalat & than. Can diéu chinh lidu dung
cia thubc ha dwérng huyét trén bénh nhén dai thao dwéng typ 2 do
viéc kiém soat chuydn hoa dugc cdi thign sau khi gidm can trén
nhirng bénh nhan nay. Bd sung céc vitamin tan trong diu cb thé
cAn thiét trong khi didu tri 1au dai, nhung nén ubng ti thidu 2 gier
trwrérc hodic sau khi ubng orlistat hay Itc di ngd.

- Hiéu Iyc cla hormon tranh thai c6 thé gidm trong trwomg hop
orlistat g8y tiéu chdy nang va khuyén céo cac bénh nhan can sir
dung thém phuong phap tranh thai h trg.

TUONG TAC THUOC

- Ciclosporin: M&t nghién ciru vé& twong tac thubc @& thdy cb sy
giam ndng dd trong huyét twong clia ciclosporin khi dung déng
théri orlistat vé&i ciclosporin.

- Acarbose: Chwa cé nghién ciru twong tic vé duoc ddng hoc, nén
tranh ding adng thoi orlistat va acarbose.

- Thuéc chéng dbéng duwdng ubng: Khi ding adng théi warfarin ha
cac thube chéng ddng khac clng véi orlistat, nén theo dbi ty s
chudn héa quéc t& (INR).

- Vitamin tan trong ddu: Didu tr orlistat c6 khd ning lam giam sy
hép thu clia c4c vitamin tan trong diu (A, D, E va K).

- Levothyroxin: Gidm nang tuyén gidp da dwoc bao cdo & nhirng
bénh nhan ding ddng théi orlistat va levothyroxin. Nén theo doi
nhirng thay ai v& chirc néng tuyén gidp & nhirng bénh nhan diing
dadng thei orlistat va levothyroxin. Nén dung levothyroxin va orfistat
cach nhau it nhét 4 gi&.

PH NO' CO THAI VA CHO CON BU

- Phy ntr c6 thal: Chua c6 nghién clru ndo ddy dl va chat ché vé
st dyng orlistat trén phy n@ cé thai. Khuyé&n cdo khéng sl dung
orlistat trong théri gian mang thai.

~ Phy ntr cho con ba: Chwa biét rd orlistat c6 qua stra me khéng.
Vi vy, orlistat khéng duwgc ding cho phy nir dang cho con bu.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Orlistat khdng anh huéng trén kha néing I4i xe va van hanh may méc.

TAC DUNG PHY
Céc tac dung phy thudng gap trong khi didu tri véi orlistat dac biét
khi c6 nhiéu chét béo trong bia &n a4 duwoc béo céo 14 ching réi
loan tiéu héa bao gdm cam giac gép di tigu va dai tién khdng kiém
soét, ddy hoi va phan c6 m&. C4c tac dyung khac gdm dau dAu, lo
l&ng, mét mai, chay mau tryc trang va kinh nguyét khong déu.

QUA LIEU

~ Don lidu 800 mg orlistat va da lidu dén 400 mg x 3 IAn/ngay trong
15 ngay dwgc thlr nghiém trén ngudi c&n néng binh thwong va
ngudi béo phi ddu khdng thdy tac dung phy dang ké.

- Trwing hop xay ra qua lidu orlistat, bénh nhan nén dwoc theo dbi
trong 24 gi&. Tac dung toan than c6 lién quan dén tinh chét e ché
men lipase ciia orlistat nén dwec phyc hdi nhanh chéng.

BAO Q!.MN : Trong bao bl kin, noi khd. Nhiét d§ khdng qué 30°C.

HAN DUNG : 24 thang ké tir ngay san xuét,

DONG GOI : Vi21 vién. Hop 2 vi.

TIEU CHUAN AP DUNG: Tiéu chudn nha sdn xuét.

Dé xa tim tay tré em
Khéng ding thubc qué thoi han sir dung
ﬁc‘y hwéng din st dung trude khi ding
u can thém thoéng tin, xin héi y kién béc sT
Théng béo cho béc si nhimg téc dung khéng mong muén gap
phéi khi sir dung thubc

Ngay duyét ndi dung toa: 19/06/2013

e CTY TNHH LD STADA-VIET NAM

S‘rADA 40 Bai 16 Ty Do, KCN Viét Nam-Singapore,
Thuén An, Tinh Binh Dwong, Viét Nam.

Tel: (84).650.3767470-3767471  Fax: (84) 650.3767469
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