ttps://trungtamthuoc.com/ L=
\ Q-g:\c- P«LS ;\
2 .« ,4:;/’_\6}1\’\%
- < <
= < GBS A
% €\ |Z] /&
. NN
w ( WTAoALi g0 |  Each hard gelatin capsule contains: &P Rx “Thubc bén theo don”
Orkstat......cciicenn.. 80 Mg Thn shuidc ; ITAGRL 80
Approved colours used in capsule shells. o), onp i e
Dose: As directed by the Physician. R e o 0
Store below 30°C, protected from light & moisture. G380 och dirg o cH ol gt ik
Specification: Manufacturer's own GPSX, s‘&‘ S i X NSX,HD: Xam phin Mig Lic.No, Visa
Indication, administration, contraindication, s i e
direction for use: See in the leaflet. i mmes eirpse g pesa sy WD O
Mfg. Lic. No.: B.No. Nha NI Bis chl:
Visa No.: ) Béo quén: Bio quan dudi 30°C, tréinh énh séng véadm,
MFD  : dU/mMlYY  pocig mnimg dlin tnase ki st dung.
Manufactured by: EXP  : dd/mmyy ::l‘u_b:l:mmﬂm; g ol
INTAS PHARMACEUTICALS e theo.
Camp Road, Selaqui, Dehradun, Uttarakhand - INDIA

08 ITHOVLNI \
Qe
W o | WD
;E a 09 ITHOV.LNI
oS i
23R 2 Bw 09 $3INSdYD LYLSITHO
S |
& 3 sainsded o x ding | Suripe uchdiaeald Xy )
‘A|uo Jauoniaeld 3sn IH0438
1Bo1pepy paiaisiBey e jo uondussaud ATIN4A3YYD 13714937 LH3ISNI avayd
au uo jieyal Ag pjos oq o) :Buluiesy NIHATHD 40 HOVY3Y 40 N0 433X /




https://trungtamthuoc.com/

VArouLLY UV iy

INTAORLI 60

(inTaS)
ORLISTAT
CAPSULES 60 mg
INTAORLI 60
(inas)

ORLISTAT
CAPSULES 60 mg

INTAORLI 60
(70

ORLISTAT
CAPSULES 60 mg

INTAORLI 60

(nTa8)
ORLISTAT
CAPSULES 60 mg
INTAORLI 60
(m7a3)
ORLISTAT
CAPSULES 60 mg

INTAORLI 60
(inTAS)

ORLISTAT
CAPSULES 60 mg

INTAORLI 60
(mTAS)

ORLISTAT
CAPSULES 60 mg

INTAORLI 60
(inTAg)

ORLISTAT
CAPSULES 60 mg

INTAORLI 60
(7a8)

AR INTAT

Each hard gelatin capaula containa:
Ouliptat v SO MG

Approved colows used in capaule shalls
Dosa As dwncied by tha Phyaician.
Siowe balow 30°C,
protacted from fight & molsturs.

Waming: To be sald by retall on the
prescription of & Regletersd Medicsl
Practitionar only

Mg Lic. No:

45 PHARMACEU m‘at S
Each had guahn cnpmia coniaine
Orliwtad ... ST

Approvad cokers usad in capsula eholls
Dosa As diraciad by the Physician
Stowa batow 30°C,

proleciad from light & molstrs.

Wharning: Ta be sold by retall on tha
preacription of a Registered Medical
Praciitioner enly.

Mig Lic No

Each hard galalin capaule cortaing:
Oristal .................. B0 mg

Approyed colours Lsed In capsule shalls
Crosie: As directnd by tha Physician
Store balow 30'C,

protacted from Nght & molgiura

Waming: To be said by ratail on the
prescription of a Ragislerad Madical
Practitionar anly.

Mfg. Lic. Na:

IN ")lS Ph M RMMCEU"TLAL S

Mhmnﬂmmmw

Quliglat ., .....80mg

Approved cakure uud in capsule shells
Dosa: As direcisd by tha Physictan.
Siore balow 30°C,

proteciad from light & moistura.

Waming: To be sold by retali on the
prascaption of 8 Ragistared Madical
Practilionar only

Mg Lic No:

— [imTa
INTAS PHARMACEUTICALS

Each hard gelaiin capsula containe:
Orligtat ... 80 mg

Approved colours used In capaula shalls.

Dose: As diraciad by tha Physican.
Siore betow 30°C,
protactad from light & moisture.

Warning: Te be soid by reiall an the
prescriptian of a Reglstered Madical
Practitioner only,
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HUONG DAN SU DUNG
Thuéc ndy chi ban theo don cua béc s§
Boc ki huéng dan st dyng trirdre khi ding
Mudn biét thém théng tin chi tidt xin hdi bac s§ hodc dugc si

INTAORLI 60

(vién nang Orlistat 60 mg)

THANH PHAN: m8i vién nang gelatin cirng cé chira:

Hoat chét: Oristal 60 mg

Té dwee: microcrystallin cellulose, natri starch glycolat, natri
lauryl sulphat, talc inh khiét. vién nang EHG mau xanh/xanh c&

1.
DUQC LYC HOC:
Orlistal 1& ¢ ch& men lipases o6 héi phuc. Thudc nay tao ra
hoat dgng tri lidu & da day va rudt non bang céch tao thanh lign
k&l ddng hoa Ui vol phln cdn lal serine cd hoal tinh cia men
lipases tyy va da day Cdac enzym b4t hoat 13 khéng sin co aé
thiy phan chit béo trong ché dd &n dudl dang triglycerides
thanh acid béo ty do cé thé hip thu dugc va monoglycerides.
Do lrlglzcerides chura tléu héa 1a khdng dugce hdp thu, din dén
vi@e thidu hyt nang lugng ndy cé tac dyng tét ad kidm sodl can
nang. Viéc hap thu cia thubc vao hé théng do dé 13 khéng cin
thiét cho hoal dgng cua nd. O lidu khuyén cdo didu tr 120 mg,
3 1An mdi ngdy. orlistat ¢ chd hap thu chét béo trong ché dd
an khodng 30%.
DU'Q'C BONG HOC:
HA4p thu: phoi nhidm hé théng cda orlistal 13 rdt nhé. Sau khi
ufng iidu 360 mg "C-orlistat, hoat ddng phéng xa dal dinh
trong huydl trong vao khoang B glér, néng dé trong huyét
twong cha orlistat phdn nguyén ven 14 gan giodi han cla sy
phat hign (<5 ng/ml). Trong cdc nghlén ciru diéu trj cd thea dai
miu huydt twong, sy phal hién cda orlistat nguyén ven frong
huyét trong hiém gap vé ndng 86 thap (<10 ng/ml hodc 0.02
uéM]. lahang c6 bang chirng tich Ity va nhit quan vér sy hip thy
tdi thiu,
Phan phéi: orlistal gan k&l >80% véi proteins huydl turong
{lipoproleins va albumin I3 cac protein gén két chii yéu). Orlistat
gxrn két 18i thidu vao hdng clu.
Chuyén hda: chuyén hoa cla orlistat xudt hién chi yéu & da
day rudt. Hal chét huydn héa M (véng lactone 4 thanh phan
dugce thiy phan) va My (M, v&i N-formyl leucine moiety duoc
chia tach), chiém khoang 42% tdng sd hoat ddng phdng xa
trong huyét twong.
M; va M; cé mdt véng beta-lactone mé va cd tic dyng (rc ché
lipase rAl ydu (tvong (ng It hon 1000 va 2500 IAn so voi
orlisiat). Do téc dyng trc ché thdp va ndng d§ thip trong huyél
twrong o lu didu trj, nhimg chét chuyén hda nay dugc xem I3
khéing quan trong vé dugg Iy,
Chét chuyén hoa ddu tién M, cé thdi gian ban hiy ngén
{khodng 3 gl&) trong khi chdt chuyén héa thir hai My khéng con
o tbc d8 chdm hon (thei gian ban hiy khodng 13.5 git). O
nhirng bénh nhan béa phl. ndng dd & Irang thai dn dinh trong
huydl rong cta M;, nhung khéng phai My, gia tang li 1& theo
lidu cua orlistat
Thal trie: sau khi ding lidu don 360 mg "“C-orlistat trén ca
ngudr can néng binh thuéng va ngudi béo phi, sy thal tiét qua
phén cla thubc khéng duec hdp thu duge im thdy 14 dudng
thai trir chinh. Orlistat va cac chat chuyén hda cia né M; va My
ciing dugc thdl tnr qua dudng mat. Khodng 97% cua hoal
aéng phéng xa dugc dua vao dwge bal 181 qua phan, 83%
trong s dé dugc lim thdy 13 orlistal dwdl dang khang dd. Sy
bai 1iét qua Ihan tich Iy ciia tdng hoal ddng phong xa |3 <2%
clia lidu 360 mg '‘C-Orlistat. Thol gian dé dat thai trir hoan
todn (qua phan cdng véi qua nudc tigu) 13 3 t&rl 5 ngay. Khuynh
hwéng nay cda orlistal (6 ra 1a lwong iy gida ngudl co can
ndng hinh thudng va ngudi béo phl. Dya trén cdc di liéu, thdl
gian ban hoy cla orlistat dwgc hédp thu 1a vao khoang 1 dén 2
iy
%an sb dac bigt: Do thubc nay duge hdp thu téi thidu, cac
nghién clru trén cdc dan s6 ddc blgt (ngudi cao tudi, ré em,
chong t§c khac nhau, bénh nhan bj suy than hodc suy gan) da
khéng dugc thye hién.
CHI BINH:
Orlistat dugc chi dinh trong idu trj béo phl bao gdm gldm cin
va duy Irl can n@ng khi dung két hgp vél ché dd an gidm calori,
Orlistal ciing dwge chi dinh trong ldm gidm nguy co tang can l3i
sau khl d8 glam cén frwede d6. N6 cling duge chl dinh déi vivi
bénh nhan béo phl cd cac yéu 1é nguy co khac (nhu 1dng huyét
ap, lidu duomng, 8l logn lipld mau).
LIEU LUQNG VA CACH DUNG:
Orlistat 60 mg 3 IAn mai ngay ding kém véi bira an nhw 1& mét
lidu phap h8 trg véi ché do an kiéng va tap luyén,

Bénh nhan nén dwgce khuyén ding bd sung da vitamin c6 chira
céc vitamin tan trong chét béa dé dam bao dinh dudng a4y do
bi vi orlistat dd cho thay 1am glam hap thu cia mot sd vitamin
tan trong ché! béo va bela-caroten. Thém vao dé, ndng 63 cla
vitamin D va bela-caroten c6 thd thdp & nhiing ngudi béo phi
s0 w&l nhirng nguwdi khéng bj béo phi

Vidc bd sung nén duge thye hign mgt 1An mdi ngay, 18i thidu 2
gi® tnréve hodce sau khi ding orlistat, vi dy nhu khi di ngi.
CHONG CHI BINH:

Orlistat dwge chbng chi dinh & nhirng bénh nhén cé hdi chirng
kém hép thu man tinh hodc (r mat va & nhirng bénh nhén dugc
biét tang mAn cam voi orlistat holc bAt ky thanh phdn ndo cua
thube. .

TAC DUNG NGOAI Y:

Cdc tac dung ngoal y thuong gép 13 dém ddu md, ddy hoi, di
ligu khdn cAp, phan nhidm md, sy bai tidt chdl ddu, tang @i
tiéu, di tiéu khéng ty chi.

Céc l4c dyng ngoai y it gép d3 durge quan sat thdy 14 lidu chdy
nhidm trang, dau/kho chiu tnye trang, rél loan rang, réi logn gy,
nén, nhiém tring dutng hé hép dudl, dau & dau chl dudi, viém
khérp, dau co, roi logn khop, viem dy chdng. Pau diu, ching
mat, mét moi, rdi loan gidc ngl, ndi ban, kinh nguyét khéng
dbu, vidm am dao, nhidm tring duéng niéu, lo Idng, trAm cam,
ylém fai, phi,

ndng sinh san:

L/’Khﬂ ndng gay ung thw, dt bidn gen va suy gidam chive
, N

Céc nghién ciru v& kha ndng géay ung thu & chudl cbng va
chudt nhat khang cho thdy tidm nang gay ung thw cda orlistat &
lidu rong Ung lén &1 100 mg/kg/ngdy 1500 mgrkgingay, B
v&i chudt nhit va chudl cdng, nhirng lidu nay 12 gdp 38 va 46
IAn lidu hang ngdy & nguéi Orlistat khdng gay dél bidn gen
hay déc tinh ddj voi gen. Khl dua vio cho chudt céng & Il8u
400 mg/kg/ngdy Irong nghién ciu vé sinh san, orlistal khéng
quan sal thdy 1ac dyng ngoai y. Bay 14 lidu gdp 12 1An lidu hang
ngay & ngudni.
Phu ni¥ c6 thal: tac d§ng gay qudi thal va phy nl¥ cé thal
loai B:
Céac nghién ciru v& 1dc ddng géy quai thal durgc thyc hign trén
chuft cdng va tho & lidu lén t&i 800 mglkg/ngdy. Khéng cé
nghlén ciru ndo cho thdy déc tinh ddl véi phai thai hay gy quéi
thai. Bay la lidu tuong (mg gdp 23 va 47 |4n lidu hang ngay &
ngudi.
Phu ni¥ cho con bi: Ngudi ta khang biét liéu orlistat cd bai tidt
trong si¥a me hay khéng. Do dd, orlistat khdng nén st dyng
cho phu ni¥ cé thai.
Tré em: Bg an lodn va hiéu qua cla orlislat & banh nhan Iré
em chua dugec thiél [3p.
Ngudl cao tudl: Cac nghién ciru 1dm sang cua orlistal 03
khéng bac gdm di sd lugng cac bénh nhan 65 tudi hodc hon
dé xac dinh xem lidu hp cé dap trng khac véi bénh nhén tré
twél hon hay khéng.

Hdy théng béo gn béc si cua ban céc tée dung khéng mong

_ mudn g8p phéi cb ién quan dén sl dung thube
CANH BAQ:
Céc nguyén nhan thyc thé cda béa phi {vi dy nhroe gidp) cAn
duoc logi trir trrdre khi ké don orlistat
THAN TRONG:
N6i chung
Céc bénh nhan nén dirge khuyén tuan thi véi cdc hudng dan
ché @9 an. Cac bién cb dudng ligu héa co thd gia tang khi
ding orlistal véi ché d§ an nhidu chét béo (>30% léng sb calo
héng ngay Iir chét béo). N&u oristat dugc ding véi ba an rét
nhigu chdl béo, cé kha nang 1ac dgng trén dirbng lidu hoéa gia
fang.
Bénh nhin nén duge khuyén ding bd sung da vitamin cé chira
céc vitamin tan trong chét béo dé dam bao dinh dwéng diy ad
b&l vi arlistal d& cho thdy 1am gidm hép thu cla mét sg vitamin
tan trong chét béo va beta-caralen, Thém véo dd, ndng dd cla
vitamin D va beta-carolen cd thé thdp & nhirng ngudi béo phi
50 v&¥l nhirng nguti khdng bj béo phl.
Vigc bd sung nén duec thyc hign mot 14n mdi ngay, 18i thidu 2
gity tnrére hodc sau khi dung orlistat, vi dy nhu khi di ngt.
MGt s8 bénh nhan co thé phat trién tang ndng dd oxalate Irong
nuore lidu sau khi dugc didu tr vol orlistal. Can thdn trong khi
ké don orlistal cha nhi¥ng bénh nhan cd tidn st b 1ang oxalate
trong nurérc tidu hodc bi soi thdn calci oxalate.
Viéc 1am qidm can bdi orlistal cé thd dbng théi 1am cal thign
kiém soal chuyén hoa & bénh nhan lifu dwdmg, do dé cd thé
cAn gidm lidu cia thubc ha duong huydt udng (vi du
sulfonylureas, metformin) hodc insulin.
Tidm nang sir dung khdng dung: Ciing nhu adl vér cac thubc
glam cén khac, co 11dm néng s dyng orlistal khéng dung &

-
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nhan biéng an th&n kinh hay chirng cudng an).

Théng tin @81 v&l bénh nhdn: cac bénh nhin cin doc thang
lin danh cho bénh nhan trudc khi bt dhu didu t véi orlistat va
mai 1An duoc ké don tiép e,

TUHONG TAC THUGC:

Vide sir dyng rrgu véi orlislal khong 1dm thay @81 dugc dong
hgc clia nrgu clng nhw dwoc ddng hec cha orlistal {thai tny
chdt bda qua phan) hodc hdp thu hé théng ciia arlistal. Ciing
nhw @él vol nifedipin, nhirng b&nh nhan diing orlislal 120 mg 3
1&n m&i ngay trong 6 ngay khong Iam anh hwdng dén kha dung
sinh hoc clia nifedipin.

& nhiig bénh nhan ding orlistal 120 mg 3 1An mél ngay trong
6, 7 va 23 ngay lwong Gng dbi v digoxin, phenyloln va thufg
tranh thai duwdrng uédng khéng gay ra bAt ky thay dbl nao v
duge ddng hoc cia lidu don etia nhimg thudc nay

Khéng cd céc nghign ciu vd twong tac thude duoc Thirc hign
vl orlisial va cyclosporin. Do sy thay dbl vé hap thu
cyclosporin da dugc bao cdo voi vige ding cac ché a9 an khac
nhau, cAn than trong khi ding dbng thivi orlistal véi ché da &n
kleng & nhing ngudi dang ding idu phdp cyclosporin, Mal
nghién ctru v& luong 1ac duge ddng hoc che thay gldm hip thu
30% beta-caroten bd sung khi ding ddng théi véi orlistat,
orfistat (e ché hép thu cla vitamin E acetate bd sung khodng
80%. T&c dong cia orlisiat |én hip thu cda vitamin D, vilamin
A, va ddn xut vitamin K b8 sung |a khong dugc bidt.

O nhirng bénh nhan ding orlisiat 80 mg 3 14n mdi ngdy trang 5
ngay, orlistal khdng lam thay ddi dugc ddng hoc hay duge luc
hoc {{lam glam duong huyg!] cua glyburide. O nhiing nguél
tang cholesteral mau dung orlistat 120 mg 3 IAn mdi ngay trong
10 ngdy, 1d4c ding cla orlistat la cgng hurdng v tac gdng lam
giam lipid clia pravastatin. Sir gla tdng nhd (khodng 30%) néng
a4 pravastalin trong huydt trong 3 dugc quan sal thdy khi
ding ddng thol véi odistat

PHO CUC TRUONG

C/Vgag;é'n Vin Chank

Vigc str dyng 120 mg 3 1An mai ngay trong 16 ngdy khéng gy
ra b4t ky thay dbi n3o v& dugc ddng hoc cia warfarin (cd 2
dgng dbng phdn R- v& S) hay dugc luc hoc (héi glan
profinombm va yéu 6 Vil tung huyél thanh), Mac dd
undercarboxylated osteocalcin, mgt chi diém cla tinh trang
dinh dufrng vitamin K, I khong thay ddi khi ding orlistat, ndng
dé vitamin K cé khuynh hwéng gidm & nhirma ngudl dung
orlistal Do @6, hdp lhu vilamin K cé thé bj gidm véi orlistat,
nhiing bénh nhdn dang ding lidu én dinh warfarin ma dugc ké
don arlistat nén dwee theo ddi chil ché sy thay abi cac thong
sb vA ddng mau.

QUA LIEU:

Liéu don 800 mg orlistat va da lidu 18n dén 400 mg 3 1an méi
ngdy trong 15 ngay di duwgc nghign clu & nhitng ngudi can
n3ng binh thuéng hodc béo phi ma khong thiy cic tac dyung
ngoal y dang ké.

Khuyén céo nén theo ddi b&nh nhan trong 24 gid. Dya trén cac
nghi&n clru trén ngurdl va agng vat, tc dong hé théng clia dac
linh rc ché men lipase ctia orlistal nén duoc phyc hdl nhanh
chéng.

DIEU KIEN BAO QUAN:

Bao quan dudi 30°C, tranh 4nh sang va dm wét.

HAN DUNG:

24 théng ké tir ngdy sén xuét.

TIEU CHUAN:

Tiéu ghudn nha san xuét

TRINH BAY:
% wé‘p 1vix 10 vién nang va 11& hedng dén st dyng
\

San xuét béi:
INTAS PHARMACEUTICALS
Camp Road, Selaqui, Dehradun, Uttarakhand — An D6




