AstaOrlis 120 mg

Doc ky huéng dan sur dung tru'de khi ding.
Néu can thém théng tin xin héi y kién bac si. D& xa tim tay cua tré em.

THANH PHAN

M0i vién nang cing chira:

Thanh phan hoat chat: Orlistat .................. 120 mg

(dudi dang Orlistat pellets 50% w/w)

Thanh phan td duoc: Talc, vé nang sé 1 (Gelatin, Titanium dioxide, Brilliant blue, Carmoisine, Tartrazine).

Thanh phan ta dugc vi hat: Lactose monohydrate, Microcrystalline cellulose (PH 101), Cross carmellose sodium,
Sodium stearate, Sodium lauryl sulphate, Polyvinyl pyrrolidone K30, Polyethylene glycol 6000.

DANG BAO CHE: Vién nang ciing
Ma ta: Vién nang cling, cd nang s6 1, mau xanh duong, nap nang cé in hoa tiét S mau xanh duong ddm, than nang
c6in s8 120 mau xanh duong dam; bén trong chifa vi hat hinh c3u mau tring dén trang nga.

CHIiBINH

Orlistat duge chi dinh hé trg' cling vdi ché dd an gidm nhe calo trong diéu trj bénh nhan béo phi cé chi s6 khoi co
thé (BMI 2 30 kg/m?) hodc bénh nhan thira can (BMI 2 28 kg/m?) kém theo cac yéu td nguy cd (nhu cao huyét ap,
tiéu dudng, tang lipid huyét).

Nén ngung diéu tri vdi orlistat sau 12 tuan néu bénh nhan khang thé giam tai thiéu 5% trong luong ca'thé so vai khi
mdi bat dau diu tri.

LIEU LUONG VA CACH SU DUNG

Cach dung

Chi diing duding udng.

Ligu chi dinh ctia orlistat la mdt vién nang 120 mg, dugc udng véi nudc ngay trude, trong khi an hodc cho dén 1 gio
sau mdi bira &n chinh. N&u thinh thodng bira an bj nhd hodc khdng cd chét béo thi khong can dung orlistat

Lidu lwong

Ngudiidn: 120 mg x 3 lan/ngay. Lidu dung vugt qua 120 mg x 3 lan/ngay khong tang thém Lgi ich.

Bai trong déc bigt: TAc dung clia orlistat & bénh nhén suy gan va/hoac suy than, tré em, ngudi cao tudi chua dudc
nghién cuu.

Khdng c6 chi dinh pht hop cho tré em.

CHONG CHi DINH

Man cam vdi orlistat hay bt c( thanh phan nao cla thudc.

Haéi chitng kém hap thu man tinh.

Bénh & mat.

Phu ni¥ cho con ba

THAN TRONG

Khi diéu tri bang orlistat, bénh nhan dai thao duong type 2 giam thé trong it han so vai bénh nhan khong bj dai thao
dudng. Bénh nhan phai dugc theo déi chat ché khi dung thudc digu tri dai thdo duding cung vdi orlistat.

Khéng nén sir dung dong thai orlistat vai ciclosporin.

Bé&nh nhén nén duy tri ché dd an kiéng.

Kha ndng xay ra cac phan (rng bat i & duding tiéu hda cd thé tang 1én khi dung orlistat vdi ché do an nhiéu chat béo
(nhu trong ché do &n kiéng 2000 kcal/ngdy, > 30% calo ti chat béo tuong duong > 67g chat béo). Luang chat béo
hang ngay nén dugc phan bd trén 3 bira an chinh.

Céc truding hop chay mau truc trang khi diing orlistat da dugc bao cdo. Theo ddi chét ché trong truding hop c6 céc
triéu ching nghiém trong hodc kéo dai.

Hiéu luc clia thude trénh thai dudng udng c6 thé giam trong truding hop orlistat gy tiéu chay nang va khuyén céo
céc bénh nhan st dung thém phuong phap tranh thai hé trg.

Céc thong s6 dong mau nén dugc theo déi & bénh nhan diéu tri bang thudc chéng dong dudng udng.

Viéc strdung orlistat cé thé lien quan dén chiing tang oxalat niéu hodc soi oxalat ¢ than, déi khi dan dén suy than.
Nguy co'nay tang [én & bénh nhan bj bénh than man va/hodc gidm thé tich.

Hiém khi xay ra nhugc gidp vashodc gidm kiém soat nhugc giap. Co ché nay, mac di chua dugc chiing minh, cé
thé 1am gidm hap thu mudi iod va/hoac levothyroxin.
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Bénh nhan dung thudc chdng dong kinh: Orlistat c6 thé lam giam héap thu céac thudc chdng déng kinh, dan dén co
giat.

Thudc khang virus HIV: Orlistat c6 thé lam giam hap thu céc thude khang virus HIV va anh hudng tiéu cuc dén hiéu
qua ctia thudc.

sU’' DUNG THUOC CHO PHU N’ CO THAI VA CHO CON BU

Thai ky mang thai:

Chua c6 dir liéu ldm sang vé tiép xtc vai orlistat ciia phu nir mang thai.

Nghién cltu trén dong vat cho thdy khéng c6 nhirng tac déng c6 hai trurc ti€p hodc gian ti€p ddi véi phu nir mang
thai, su phat trién cla phoi/thai nhi, su sinh nd hoac phat trién sau sinh.

Than trong khi dung thudc cho phu nir mang thai.

Thoi ky cho con ba:

Do khdng biét lidu orlistat cé duoc tiét vaao trong sita me hay khéng, orlistat chéng chi dinh trong thoi gian cho con
ba.

ANH HU'O'NG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong anh hudng

TU'ONG TAC, TUONG KY

Twong tac thuoc;

Ciclosporin

Mot nghién cltu vé trong tac thude da cho thay cd sif gidm nong do trong huyét tuong cla ciclosporin khi ding
dong thoi orlistat vdi ciclosporin, dan dén giam hiéu qua trc ché mién dich. Do dé, khéng ding dong théi orlistat
véi ciclosporin. N&u bat bude ding ca 2 loai thudc, nén theo ddi nong dé ciclosporin thuding xuyén, ca sau khi diing
thém orlistat va khi ngung dung orlistat & bénh nhan diéu tri bang ciclosporin. Theo ddi ndng dd ciclosporin cho
dén khi 8ndinh.

Acarbose

Chua c6 nghién clu tuong tac vé dugc dong hoc, nén tranh dlng dong thoi orlistat va acarbose.

Thuéc chéng déng duong uéng

Khi diing dang thoi warfarin hay cac thudc chéng dong khac cung vdi orlistat, nén theo déi chi sé binh thuding hod
qudc té (INR).

Vitamin tan trong dadu

Diéu tri orlistat ¢ kha nang lam gidm hap thu cla cac vitamin tan trong dau (A,D, EvaK).

Phan én bénh nhan dugc dieu tri bang orlistat trong sudt 4 ndam nghién clu déu c6 ndng d vitamin A,D, EvaK @
mtic binh thuting. D& dam bao dinh dudng day du, bénh nhan nén c6 ché dd an kiéng nhiu rau qua va ¢ thé bo
sung vitamin téng hop. Dung vitamin tdng hop it nhat 2 gidi sau khi dung orlistat hoac trudc khi di ngd.

Amiodaron

O ngudi tinh nguyén khoe manh, ndng dé amiodaron trong huyét tuong giam nhe sau khi uéng ligu duy nhat
amiodaron ddng thdi véi orlistat. O bénh nhan dang didu tri véi amiodaron, sy lién quan ldm sang clia tuong tac
nay vin chua dugc biét, nhung cé thé lién quan 1am sang trong mot s truong hop. O bénh nhan diing dong thi 2
thudc nay, ting cudng theo ddi ldm sang va dién tam do.

Thuéc chong dong kinh

Co giat da dugc bdo cdo ¢ nhiing bénh nhan diéu trj dong thdi orlistat va thudc chdng dong kinh (valproat,
lamotrigin). Do d6, nhitng bénh nhan nay nén dugc theo doi sif thay di tan s6 va/hodc muc dd co giat.

Hi&m khi xay ra nhuoc gidp va/hodc giam kiém soat nhuoc gidp. Co ché nay, mac du chua dugc chiing minh, cd
thé lam gidm hap thu mudi iod va/hodc levothyroxin.

C6 mot s& bao céo vé truding hop giam hiéu qua clia thudc khang virus HIV, thudc chdng rdi loan tam than chong
tram cam (k& ca lithi) va benzodiazepin & nhirng bénh nhan da dugc kiém soat tot trudc day khi bat dau diéu tri
dbng thoi vdi orlistat. Do do, chi bat dau ding orlistat sau khi xem xét cén than téc dong cé thé xay ra @ nhirng bénh
nhan nay.

Khéng cd tuong tac

Nghién clru trong tac thude da ching minh orlistat khdng cé tuong tac vai cacth udc sau: amitriptylin, atorvastatin,
céac biguanid, digoxin, céc fibrat, fluoxetin, losartan, phenytoin, phentermin, pravastatin, nifedipin dang phong
thich kéo dai GITS, nifedipin dang phong thich chdm SR, sibutramin, rugu.

Nghién cltu trong tac thudc da ching minh khdng cé tuong téc giita orlistat va thudc tréanh thai dudng udng. Tuy
nhién, orlistat c6 thé gian tiép lam giam sy hap thu ctia thudc tranh thai duding udng va dan dén mang thai ngoai
mudn trong mot s truding hop. Mot phuang phép tranh thai bo sung nén dudc st dung trong truding hop tiéu chay
nang.
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Tuong ky: Do khdng c6 cac nghién citu vé tinh tuong ky cla thudc, khéng trdn lan thude nay vdi cac thude khéc.,

TAC DUNG KHONG MONG MUGN

Céc téc dung khdng mong mudn clia orlistat xay ra chi yéu & da day- rudt. Ty [é cdc tac dung khdng mong mudn
giam khi str dung orlistat kéo dai.

Tan sudt cac tac dung khong mong mudn dugc quy udc nhy sau: rat thudng gap (21/10), thudng gap (21/100 dén
<1/10), itgap (21/1000 dén <1/100), hiém gap (21/10 000 dén <1/1 000), rat hiém gép (<1/10000), khong rd (khong
thé udc tinh trén dir liéu hién c6)

Coquan Tac dung khang mong muén Tan suat xuat hién
Rdi loan hé than kinh dau dau Ratthudng gap
R6iloan hé hdp, long nguc | nhiém tring dudng hd hap trén Rat thudng gap
va trung that nhiém triing duding ho hap dudi Thudng gap
Rai loan hé tiéu héa dau bung/khé chiu bung, dém dau tirtruc trang, trung tién | Rat thudng gap
nhigu, cam giac dai tién gap, phan cé ma@, day hoi, phan
long, dai tién ra dau, dai tién nhidu (3n hon binh thudng.
dau /kh6 chiu truc trang, phan mém, dai tién khéng tv | Thudng gap
cht, chudng bung, rdi loan ve rang, roi loan vé nudu
chay mau tryc trang, viem tui thira, viem tuy Khong ro
Rdi loan than va hé tiét | nhiem tring dudng tiét nigu. Roi loan chuyén hda va dinh | Thudng gap
niéu dudng
sOi oxalat than c6 thé dan dén suy than Khong ré
RGi loan chuyén hoa va | Ha dudng huyét Rat thuong gap
dinh dudng =
Nhiém khuan cum Rt thudng gap 106
Réi loan chung mét moi Rat thutng gap
ROi loan hé sinh san va | rdiloan kinh nguyét Thudng gap e
tuyén v ST/
Réiloan tdm than lo au Thuong gap {CAR
K&t qua xét nghiém tang transaminase va alkalin phosphatase, tang INR va | Khéngré
mat can bang cac thong s huyét dong da dugc bao céo ¢ g
nhiing bénh nhan diéu tri thudc chdng dong cung vdi =
orlistat |
Réiloan dava mé dudida | ndibong nudc Khong ro
Roi loan hé mién dich quaman (ng(ta, phatban, may day, phiimach, cothat phé | Khéngr
quan, sdc phan vé) .
Réi loan gan mat sOi mat; viém gan nghiém trong, mot sd truing hop tir | Khdng rd |
vong hoac can ghép gan da dudc bao cdo

Thong bdo ngay cho béc st hodc duoc si nhirng tac dung khong mong mudn gap phai khi sir dung thude.

Ngung dung thudc néu xay ra cac tac dung khéng mong mudn nghiém trong.

Théng bao ngay cho bac sy hoac dugc sTkhi gap cac tac dung khong mong mudn nhu trén khi st dung thudc; hoac
bao cdo cac phan (ng cé hai ctia thude vé Trung tdm Thong tin thudc va Theo doi phan ing c6 hai cua thudc (ADR)
Qudc Gia taidiachi: 13- 15 Lé Thanh Tong - Hoan Kieém - Ha Noi; dién thoai: 024.3.9335.618; fax: 024.3.9335642;

email; di.pvcenter@gmail.com”.
QUA LIEU VA CACH XU’ TRi
Qua ligu:

Pon lidu 800 mg orlistat va da litu dén 400 mg x 3 [an/ngay trong 15 ngay dugc thir nghiém trén ngudi thé trong
binh thudng va ngudi béo phi déu khéng thay tac dung bat loi dang ké. Ngoai ra, ligu 240 mg x 3 lan/ngay da dudc
strdung cho ngudi béa phi trong 6 thang.

Phan lén truding hop qua lidu orlistat da dugc ghi nhan sau khi thudce lwu hanh khong gay ra tac dung ngoai ¥
hodc cé tac dung ngoai ¥ tuong tu nhu' @ Ligu khuyén céo.

X tri:

Trwong hop xay ra qud ligu orlistat, can theo ddi bénh nhan trong 24 gid. Dyra trén cac nghién clu & ngudi va dong
vat, tac dung toan than cd lién quan dén tinh (rc ché men lipase cua orlistat déu dugc hdi phuc nhanh chéng.

Trang3/5



https://trungtamthuoc.com/

DUQC LU'C HOC

Nhém duge ly: Thude chéng béo phi tac déng ngoai vi

MaATC: AOBA BO1

Orlistat La mot chdt (rc ché manh, déc hiéu, lau dai cdc men lipase & dudng tiéu héa. Thudc thé hién hoat tinh trj
liéu ¢ long da day va rudt non bang cach tao lién két cong hoa tri bén virng vdi phan serin clia men lipase cla da
day va tuyén tuy. Lipase bi bat hoat nén mat kha nang thuy phan chét béo trong thirc an d dang triglycerid thanh
cdc acid béo tu do va cdc monoglycerid hdp thu duge. Céc triglycerid khong tiéu hoa khdng duge hip thu, két qua
la 1am thi€u hut calo, cé hiéu qua trong viéc kiém soat thé trong.

Trong cac nghién clu kéo dai 2 nam va mét nghién cltu kéo dai 4 nam, mdt ché dd an it calo duoc két hop véi digu
tri trén hai nhom sir dung orlistat va gia dugc.

Dir lidu tong hap tir 5 nghién cifu kéo dai 2 ndm vdi orlistat va ché do an it calo cho thdy 37% bénh nhéan diing
orlistat va 19% bénh nhan ding gia dugc giam it nhat 5% can nang ban dau sau 12 tuan diéu tri. Trong s6 nay, 49%
bénh nhan dung orlistat va 40% bénh nhan dung gia dugc tiép tuc giam 2 10% can nang ban dau sau 1 nam. Ngugc
lai, trong s6 nhirng bénh nhan khdng giam dugc 5% cdn nang ban dau sau 12 tuan diéu tri, chi 5% bénh nhan ding
orlistat va 2% bénh nhan dung gia dugc giam dugc 2 10% cin nang ban dau sau 1 nam. Sau 1 nam diéu tri, ty 1&
20% bénh nhan dung 120 mg orlistat gidm = 10% can nang so vdi 8% bénh nhan dung gia dugc. Mdc giam can
trung binh khi diing thudc so vdi gia dugc la 3,2 kg.

Dir liéu tir th(r nghiém lam sang XENDOS kéao dai 4 nam cho thdy 60% bénh nhan dung orlistat va 35% bénh nhan
diing gia duoc gidam it nhat 5 % can ndng ban dau sau 12 tuan diéu trj. Trong s0 nay, 62% bénh nhan dung orlistat
va 52% bénh nhan dung gia dugc giam = 10% can nang ban dau sau 1 nam. Sau 1 nam diéu tri, 41% bénh nhan
dung orlistat so vdi 21% bénh nhan dung gia du'gc gidm 2 10% cén nang, véi mutc giam can trung binh la 4,4 kg gitra
hai nhém. Sau 4 nadm diéu trj, 21% bénh nhan ding orlistat so v&i 10% bénh nhan ding gia duge giam 2 10% can
nang, vai muc giam trung binh la 2,7 kg.

So v6i 5 nghién ctiu kéo dai 2 ndm, nhidu bénh nhan trong nghién ctru XENDOS gidm 2 5% céan nang ban dau sau S
12 tudn hodc = 10% sau 1 nam. Nguyén nhan c6 thé do 5 nghién c(u 2 nam cé giai doan ban dau an theo ché d ﬁ
trong 4 tuan (chi 4p dung ché do an va gia dugc) trude khi bat dau diéu tri, trong d6 bénh nhan giam trung binh 2,6 _
kg. :

Dir liéu tir thir nghiém lam sang kéo dai 4 nadm ciing goi ¥ rdng viéc giam can khi s(r dung orlistat gidp tri hoan su
phéttrién ciia bénhtiéu duding loai 2 (ty L& mac tiéu dudng tich LOy: 3,4% trong nhém dung orlistat so vai 5,4% trong
nhém ding gia dugc). Phan 16n cac truding hop tiéu duding xudt phat tir nhém bénh nhan c6 tinh trang dung nap
glucose suy gidm ban dau, chiém 21% bénh nhan ngau nhién. Tuy nhién, chuard liéu nhitng phat hién nay cé mang
lai lgi ich lam sang Lau dai hay khong.

O nhimg bé&nh nhan béo phi mac tiéu dudng loai 2 khdng kiém soat t6t bang cac thudc ha dudng huyét, dif liéu tir
4 thir nghiém 1Am sang kéo dai 1 ndm cho théy ty |& dp (g (giam 2 10% can nang) la 11,3% khi udng orlistat so
Vi 4,5% gia dugc. O bénh nhan dung orlistat, mirc gidm can trung binh so vdi gia dugc La tir 1,83 kg dén 3,06 kg,
va murc gidm HbA1c trung binh L2 tir 0,18 % dén 0,55 %. Chua c6 bang ching cho thay tac dong lén HbA1c déc lap
vdi viéc giam can.

Trong mdt nghién clru da trung tdm (Hoa Ky, Canada), song song, mi déi, cé kiém sodt gid duoc, 539 bénh nhan
thanh thiéu nién béo phi dugc phan ngau nhién dé nhan 120 mg orlistat (n=357) hodc gia dugc (n=182) ba lan moi
ngay, k&t hop ché do an it calo va tap thé duc trong 52 tuan. Ca hai nhém déu dugc bd sung vitamin tong hop. Muc
tiéu chinh la nghién ctiu sy thay déi chi s6 kh&i cothé (BMI) tir ban dau dén khi két thic nghién citu.

K&t quéa cho thiy nhém dung orlistat vuot trdi dang ké (sy khac biét BMI 1a 0,86 kg/m? nghiéng vé orlistat). 9,5%
bénh nhan dung orlistat gidm 2 10 % cn nang sau mot nam so vai 3,3% bénh nhan dung gia duoc, vdi gid tri trung
binh 14 2,6 kg gitta hai nhém. K&t qua nay chi y&u dén tir nhdm bénh nhén gidm 2 5% can ndng sau 12 tuan diéu tri
bang orlistat, chiém 19% déi tugng nghién clru ban dau. Tac dung phu tuong tu nhu ¢ ngudi l6n, nhung cd su gia
tang khdng gidi thich dugc vé ty 1é gay xwang (6% ¢ nhdm dung orlistat va so vai 2,8% ¢ nhom dung gia dugc).

DUQC PONG HQC

Hap thu

Céc nghién clru trén ngudi c6 can ndng binh thudng va ngudi béo phi cho thdy mic dd hap thu clia orlistat 1a rat
thdp. NOng do chat nguyén thiy orlistat trong huyét tuong khéng do dugc (< 5 ng/ml) sau 8 gid ké tir khi udng
orlistat. Nhin chung, & lidu digu tri, sir phat hién chat nguyén thiy orlistat trong huyét tuong la khdng thuding xuyén
va ndng do rat thap (< 10 ng/ml hoac 0,02 pmol), khong cé bang ching vé sy tich Ly cho thay phi hop vdi su hédp
thu khong déang ké.

Phan bd

8\ &
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Khang xac dinh dugc thé tich phan bd vi thudc dude hap thu rét it va vi vay khdng xac dinh dudgc dugc dong hoc
toan than. Trén invitro, 99% orlistat gan vdi protein huyét tuang (chi yéu |a lipoprotein va albumin). Mat luong nhd
orlistat gan vio hdng cau.

Chuyén héa

Dua vao nhifng dir liéu trén dong vat, qua trinh chuyén hoéa cua orlistat c6 kha nang xdy ra chi yéu ¢ thanh rugt.
Dufa trén mat nghién cltu ¢ bénh nhan béo phi, phan nho ligu duge hap thu vao hé thong tuan hoan, hai chat chuyén
héa chinh, M1 (thuy phan ¢ vong lacton 4 nhanh) va M3 (1a M1 vdi phan N - formyl leucin bj tach ra), chiém khoang
42% tdng ndng dd thudc trong huyét tirong. Hai chat chuyén héa M1 va M3 cé vong beta-lacton m& va hoat tinh Gc
ché lipase rdt yéu kém hon hoat tinh ctia orlistat 1000 [&n (v&i M1) va 2500 lan (véi M3). Véi hoat tinh (e ché thdp
va nong dg huyét trong thap & ligu diéu tri (M1 cé ndng do trung binh 26 ng/ml va M3 ¢6 nong dg trung binh 108
ng/ml), cO thé xem céc chat chuyén hoa nay khong co tac dung dugc Ly quan trong.

Thai triz: Céc nghién clru @ ngudi cd thé trong binh thuding va bénh nhan béo phi cho thay phan Lén thudc khong
durgce hap thu va duge thai trir qua phan. Khoang 97% luong thude udng vao duge thai trir qua phan va trong so dé
khoang 83% dudi dang orlistat nguyén thuy. Toan thé lugng orlistat tich luy lai cling chi thai qua than < 2% liéu
dung. Thoi gian dé dat dugc su thai trlr hoan toan (qua phan va nudc tiéu) [a 3 - 5 ngay. Sy phan bd cla orlistat &
ngudi cd thé trong binh thudng va béo phi tuong dudng. Orlistat, M1 va M3 déu bai tiét qua mat.

HAN DUNG: 24 thang ké tir ngay san xuét.

BAO QUAN: Kndng qua 30°C, & noi kha réo. Tranh anh sang.

TIEU CHUAN: TCCS

QUY CACH DONG GOI: Hop 1 vix 21 vién; HOp 2 vix 21 vién.

Ngay xem xét s(a doi, cap nhat to hudng dan sir dung: 27.05.2025

San xudt tai CONG TY CO PHAN ASTA HEALTHCARE USA
L6 D1, D2, D6, D7 va D8 tai Khu cang nghiép Hoa Hiép 1,
P.Hba Hiép Béc, Tx. Ddng Hoa, T. Phii Yén, Viét Nam.
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