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SPECIFICATION:
In-house standard

COMPOSITION: Each capsule tablet contains:

Orlistat R S ..120 mg
(as pellets 50%)
Excipients .5 ............. .. 1 capsule

INDICATIONS / DOSAGE & ADMINISTRATION /
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions

Manutactured by:
DAVI PHARM CO., LTD

Lot M7A. D17 St.. My Phuac Ind. Park, Thoi Hoa
Ward, Ben Cat Town, Binh Duong Province, Vietnam

STORAGE:
In dry place, protected from light, below 30°C

Orlistat 120 mg
(as pellets 50%)

ORLITAX

Orlistat 120 mg
(as pellets 50%)

" WHO

weN 1A ‘BUONG HUIE UULL 12O UE BX UL "BOH UL
Bupnud ‘1 20nud AW NO nuy ‘210 Bueng 'YLN 01
NHd IA LV@ NYHd D0NA HHNL ALD

183 1gnX ugs

200€ Bnb Buoyy 0p 191yu
'BuBs yug yuel 'oBs QU 1IN :NYND OYE

Bunp ps ugp Bugny 93 90p uix

:OYHM NIL DNQHL OYD

’? ONOHL NYHL/ HNI@ JHO DNQHO
/'ONNA HOYD / ONNA NI/ HNIG JuD

nas
: Bunp uey QI st 0P B0A 20NP BL
Xs Aeby " (90 s1yed Buep 19np)
Gz sio
XS o198 BNy BuBU UBIA 1IN INYH HNYHL
1gNX UBS BYU UPNYD N@IL ONNA IHX

PONONT LYHD NYNHO NIIL

=...77c.-./-vzj""/'j:§":'ﬂ?p Ugrl

LIANG dHd V@&
200d A TNVAD 21D
dL A Od

(%06 si9j1ad buép jonp)
bw gz 18181110

XV1I7d0

ODNHEL ONNA NS NYA ONONH AN 20@

WHVHJINA

(%06 s19)12d buép jonp)

buw gz} 18181140

- XV1ITdOo

XV1I740 :weyd ues ug|

H’/Z.fé’ nq



Tén san pham: ORLITAX

Ti1& in bing 100% kich thudc thuc t
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Orlistat (duéi dang pellets 50%) ............. 120 mg.
Ta duoc (cua pellets): Purified talc, microcrystallin cellulose Powder PH 101, natri starch

glycolat, PVPK 30, titan dioxyd.

DPac tinh dwoe lue hoc:
Orlistat 1a mot chit e ché thuan nghich cdc men lipase. Thudc thé hién hoat tinh tri liéu &
long da day va rudt non bang cach tao lién két cong hoa tri bén viing véi phan serin clia men
lipase ctia da day va tuyén tuy. Lipase bi bit hoat nén mét kha nang thily phan chét béo trong
thire &n ¢ dang triglycerid thanh céc acid béo tu do va cac monoglycerid hép thu duoc. Céc
triglycerid khong tiéu hda khong duoc hap thu, két qua 1a 1am thiéu hut calo, _¢6 hiéu qua trén
viée kiém soat thé trong. Do vay, su hép thu vao co thé ctia thudc khong can thiét cho hoat
tinh ctia thube.Véi liéu diéu tri duge khuyén cao 120 mg x 3 1an/ ngay, orlistat trc ché khoang
30% su hap thu chét béo trong thic an.

Pic tinh dwoc dong hoc:

Hip thu

Su hip thu cua orlistat rit it. Nong d6 nguyén thiy cua orlistat khong do duoc (< 5 ng/ml)
sau khi udng 8 gio.

N6i chung & lidu diéu tri, rt kho phat hién orlistat trong huyét twong va ndng do ciing rét
thép (< 10 ng/ml hozc 0,02 umol), khong cé bang chimg vé su tich lity, diéu nay pht hop véi
su hép thu khong déng ké.
Phin bé

dugc dugce dong hoc toan than. In vitro, orlistat gan két v6i hon 99% protem huyét tuon
(chu yeu 1 lipoprotein va albumin). Mot luong nhé orlistat gan vao hdng cau. '
Chuyén héa

Trén bénh nhén béo phi, phan nho cua lidu duoc hip thu vao co thé, va duoc chuyen héa
thanh hai chat chuyén hoa la Mi (thiy phén ¢ vong lacton 4 canh) va Ms (la M véi phan N —
formyl leucin bi tach ra), chiém khoang 42% tong ndng do thudc trong huyet tuong.

Hai chéit chuyén hoa M va M3 ¢o vong B-lacton mé& va hoat tinh tre ché men lipase rit yéu,
kém hon hoat tinh cta orlistat 1000 lan (véi M) va 2500 lan (véi Ms). Xet vé mit hoat tinh
tic ché yéu va nong do trong huyét twong thip & liéu diéu tri (M ¢6 nong do trung binh 26
ng/ml va M3 c6 ndng d6 trung binh 108 ng/ml), c6 thé xem céc chat chuyén héa nay khong
cé tac dung duogc ly quan trong.

Thai trir 5
Khoang 97% luong thudc udng vao duoc thai trir qua phéan va trong s6 d6 khoang 83% dudi
dang orlistat nguyén thuy.

Toan thé luong orlistat tich lity lai ciing chi thai trir qua than < 2% liéu ding. Thoi gian dé
dat su thai trir hoan toan (qua phén va nudc tiéu) 1a 3 - 5 ngay. Su phén bd cia orlistat &
ngudi ¢ thé trong binh thuong va béo phi twong duong. Orlistat, M; va M déu thai trir qua
mat.
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CHI PINH
Orlistat dugc chi dinh hd tro cung véi ché dd an giam nhe calo trong diéu tri Bénh nhan béo

phi cé chi so kho1 than (BMI) > 30 kg/m2 hodc bénh nhan thira can (BMI > 28 Kg/m?) kém
theo cac yéu t6 nguy co (nhu cao huyét 4 ap, tleu duong, tang lipid huyet)

Nén ngung diéu tri v6i orlistat sau 12 tuan néu bénh nhan khong thé giam t6i thiéu 5% trong
luong co thé so voi khi méi bat dau diéu tri.

LIEU DUNG - CACH DUNG:
Ciach dung
Liéu chi dinh cta orlistat 1a mot vién nang 120 mg dugc ubng véi nude ngay trude, trong khi
4n hodc cho dén 1 gio sau mdi bita an chinh. Néu thinh thoang bita an bi nh& hodc khong c6
chét béo thi khdng can dung orlistat.
Liéu lwong
- Nguoi 16n: 120 mg x 3 lan/ngay. Liéu dung vuot qua 120 mg x 3 lan/ngay khong tang thém
loi ich.
- Tré em: Orlistat khong dugc sit dung cho tré em.

CHONG CHI PINH:
- Ho1 ching képl hép thu man tinh hodc bénh & mat. )
- Bénh nhin man cam véi bat ky thanh phan nao cia thudc.

LUU Y PAC BIET VA THAN TRONG KHI SU DUNG:

Orlistat dugc dung than trong trén bénh nhén c6 tién st tang oxalat niéu hodc so1 calci oxalat
& than. Can didu chinh lidu ding cua thudc ha duong huyét trén bénh nhan tiéu dudng typ 2
do kiém soat chuyén hoa dugc cai thlen sau khi gidm cén trén nhiing bénh nhan nay. Bo sung
céc vitamin tan trong dau co thé can thiét trong khi diéu tri lau dai, nhung nén udng t6i thiéu
2 gid trude hodc sau khi udng orlistat hay lic di ngt. Hiéu luc ctia hormon tranh thai ¢6 thé
giam trong trudng hop orlistat gy tiéu chay ning va khuyén cdo cac bénh nhan can st dung
thém phuong phap tranh thai h tro.

Dé xa tam tay tré em.

TUONG TAC THUOC, CAC DANG TUONG TAC KHAC

Ciclosporin

Mbt nghién ctru vé tuong tac thubc da thdy c6 su giam ndng do trong huyét twong cua
ciclosporin khi ding ddng thoi orlistat véi ciclosporin.

Acarbose

Chua c6 nghién ciu tuong tic vé dugc dong hoc, nén tranh dung dong thoi orlistat va
acarbose.

Thubc chéng dong dwong udng

Khi dung dong thoi wafarin hay cac thubc chéng dong khac cing véi orlistat, nén theo doi ti
s6 chudn hoa québc té (INR).

Vitamin tan trong dau

Diéu tri orlistat c6 kha nang lam giam sy hap thu ctia céc vitamin tan trong dau (A, D, E va
K).

Levothyroxin

St dung ddng thoi véi levothyroxin gay suy giap.

PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai
Chua c6 nghién ctru nao day du va chat ché vé orlistat str dung trén phu nit c6 thai. Orlistat
khong duoc khuyén céo st dung trong thdi gian mang thai.
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Phuy nir cho con bu
Chua biét rd orlistat c6 qua stta me hay khong. Vi vay, orlistat khong duoc ding cho phu nit
dang cho con bu.

TAC PONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chua c6 thong tin.

TAC DUNG KHONG MONG MUON
Céc tac dung khong mong muon thudng gap trong khi diéu tri v6i orlistat dd duoc bao céo la
chimg rbi loan tiéu hoa bao gdm cam giac gap di tiéu va dai tién khong kiém soat, day hoi va
phan c6 m&. Céc triéu ching trén c6 thé giam thiéu bang cach han ché lugng chit béo trong
bita dn. Tac dung khong mong mubn khac dd dugc béo cdo bao gdm nhirc dau, lo 4u, mét
moi va kinh nguyét khéng d&u. Mot bao céo v& tang huyét 4p da xay ra voi orlistat. Huyét ap
giam khi ngung dung orlistat va tang trd lai sau khi ubng.
Da: min ngtra, kho da.
Tai miii hong: viém tai miii hong.
Tiéu hoa: dau bung.
Tiét niéu, sinh duc: viém 4m dao, oxalate niéu.
Gan: viém gan.
Co xuong: dau lung, viém khop.
Théng bdo cho thiy thudc cdc tic dung khong mong muon gap phdi khi sir dung th uoc.

QUA LIEU - XU TRI
Don liéu 800 mg orlistat va da liéu dén 400 mg x 3 lan/ngay trong 15 ngay dugc thir nghiém
trén ngudi cAn ning binh thudng va ngudi béo phi déu khong thiy tac dung phu dang ké.
Truong hop xay ra qua liéu orlistat, bénh nhan nén duoc theo ddi trong 24 gid. Tac dung toan
than c6 lién quan dén tinh chét trc ché men lipase cua orlistat nén dugc phuc hoéi nhanh chéng.

PONG GOI: Hop 6 vi x 10 vién.
BAO QUAN Noi kho rao, tranh anh sang, nhiét do khong qua 30°C.
TIEU CHUAN CHAT LUON G: Tiéu chuan nha san xuat.
HAN DUNG: 36 thang ké tir ngay san Xut.
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San xuét tai: '
CONG TY TNHH DUQC PHAM PAT VI PHU
(DAVI PHARM CO., LTD)
L6 M7A, Pudong D17, Khu CN M§ Phuée 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh Binh
Duong, Viét Nam
Tel: 0650-3567689  Fax: 0650-3567688
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