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T& hudéng dén sir dung thude

Rx Thudc nay chi ding theo don thube
VACOPRID 50

Dé xa tim tay tré em.
Dgc ky hudng dan sit dung trudc klli dung.
Néu céin thém thdng tin xin hoi y kién Bic si.

Thanh phin cong thire th ude: M3i vién chira:

Thanh phﬁn dugc chét: Itopride hydrochloride 350 mg

Thanh phan t4 duge: Hydroxypl opyl methylcellulose 615, tinh bét bip, lactose monohydrat,
croscarmellose natri, magnesi stearat, colloidal silicon dioxid, hydroxypropyl methylcellulose

603, talc, titan dioxyd, polyethylen glycol 6000.

Dang bao ché: Vién nén bao phim. )
Vién nén tron, bao phim mau trang, mt mat c6 vach, mot mat ¢6 chir T, canh va thanh vién
lanh 13n (ki hiéu trén mat vién dugc khac trén chay, khong sir dung muc in).

Chi dinh

Diéu tri cdc triéu chimg vé da day-rudt gy ra boi viém da day man tinh (cam gidc chudng P

bung, dau thugng vi, chan &n, ¢ néng, budn ndn va non). /,z,;i/
y s

Cich ding, liéu ding _ 'z( cd
Liéu dimg ' , ‘:‘.;-..‘_i\\v /

Liéu khuyén cdo & ngudi 16n: 1 vién/lan x 3 lan/ngay, udng trude bita an. i "\fQ,:\

C6 thé giam liéu theo tudi va mirc do bénh ciia bénh nhan. N
Cdch dimg

Uéng VACOPRID 50 trude biia dn véi mét lugng nudce vua da.

Chiong chi dinh
Qua man véi bét ky thanh phan nao cta thudc.

Phu nir ¢6 thai, cho con bi.

Cinh bdo va thin trong khi ding thude
Céanh bao va than trong chung

Nén luu ¥ khi sir dung vi thude nay lam ting hoat tinh ctia acetylcholin.

Khong nén dung kéo dai khi khong thdy c¢6 su cai thién cdc triéu ching duong tiéu hoa.
Déi tuong dic biét

Tré em: DJ an toan cua thude trén tré em van chua duoc xdac dinh.

Ngudi cao tudi: Vi chiic ning sinh ly & ngudi cao tudi giam nén nhitng tac dung khong mong
mudn dé xay ra hon. Cin theo ddi cin than, dic biét & nhiing bénh nhan ri loan chirc ning gan
than, cé cac bénh Iy mic kém hodc dung ddng thdi cac thude khac. Néu c6 bét ky tac dung khdng
mong mudn nao xuit hién, nén si dung nhiing bién phap xu tri thich hgp, nhu giam liu hodc
ngimg thudc.

Canh béo t& dugc

Thudc nay c6 chira dudi 1 mmol (23 mg) natri trong mdi vién, vé co ban duoc xem nhu
khong chira natri.

Thubc ¢6 chira lactose, nhiing bénh nhan khong dung nap dugc galactose, thiéu hyt enzym
lactase hodc kém hip thu glucose-galactose thi khéng nén ding thude nay.

| Str dung ?hut“')c cho phu nir ¢6 thai va cho con bu
' Doi v6i phu nir ¢6 thai: Sy an toan cua itopride trong thai ky chua duge chiing minh, vi
vay khéng dung thude cho phu nir ¢6 thai.

Do6i véi phu nir cho con bii: Pi ¢d bdo cdo cho théy itopride bai tiét qua stra me & dong
vat. Khong dung thude cho phu nir trong thoi ky cho con bu.

Anh hudng cia thude 1én kha _néng lii xe, vin hanh miy moc
Téac dung khoéng mong mudn nhu chdng mét c6 thé xay ra. Khuyén cdo bénh nhan than trong
khi tham gia céc hoat dong nguy hiém cén sy tinh tao nhu van hanh may moc hodc lai tau xe.
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Twong ky, trong tac thube
Nén luu ¥ khi dung két hop véi nhitng thude sau

Thube Diu hi¢u, tri¢u chimg va Co ché tac dung va nhirng
diéu tri yéu t6 rii ro
Nhirng thudc khing Triéu ching Co ché
cholinergic C6 thé lam giam tac dung ting | T4c dung (¢ ché cia nhimg
Tiquizium bromide, nhu dong da day-rudt cua | thubc khéng cholinergic co
scopolamine butyl bromide, | itopride (tdc dung khéng thé c6 tac dung duge ly dbi
timepidium bromide cholinergic) khang tdc dung cia itopride

Twong ky
Do khéng ¢6 cdc nghién clru vé tinh tuong ky ctia thude, khong tron 1an thube nay voi céc

thude khéc.

Téc dung khong mong muén cua thube (ADR)

Tai thoi diém thude duogc cp phép luu hanh tai Nhat: Nhitng tdc dung khdng mong muon
dugc lhay ¢ 14 (2,45%) trén 572 bénh nhén (19 truong hop: 3,32%). Tac dung khong mong muén
chi yéu 1a tidu chay (4 trudng hop: 0,70%), dau dau (2 trudng hop; 0,35%), dau bung (2 truong
hop; 0,35%). Nhitng bit thudng vé céc dit liéu xét nghiém 1a giam bach cau (4 trudng hop), ting

prolactin (2 trudng hop),..
Tai thoi diém danh gla lai: Nhiing téc dung khéng mong mudn dugc thdy & 74 (1,25%) trén

5913 bénh nhan (104 trudng hop; 1,76%). Nhing tac dung khong mong mudn chinh c¢6 bt
thuong vé cac dir liéu xét nghiém 14 tiéu chay (13 trudng hop; 0,22%), dau bung (8 trudng hop;
0.14%), tdo bon (8 trudng ho‘p; 0,14%), tang AST (GOT) (8 trudng hop; 0,14%), ting ALT
(GPT) (8 truong hop; 0,14%)...

" Nh*lng tdc dung khong mong muon c6 y nghia lam sang
- Soc¢ va phan img qua man (1i 1é méc chwa diroe bre.’) Sée va phan g qua man ¢é thé xuit

hu.n va nén theo dai bénh nhén chit ché. Néu thdy bat ky ddu higu nao cua soc va phan g qué
man, nhu tut huyci ap, khd thd, phu thanh quan, ndi may day, tai nhot va toat md hoi.... nén
ngimg ngay thudc va ¢é nhiing bién phép diéu tri thich hop.

- Roi loan chire ning gan va vang da (ti 1é méc chiea diroc bfet) R01 loan chirc nang gan va
vang da cung vai tang AST (GOT), ALT (GPT) va y-GTP... c6 thé xudt hién va bénh nhén nén
dugc theo doi chat che. Néu phat hién thay nhiing triéu chimg bat thuong trén nén ngiing ngay
thudc va ¢o nhiing bién phép diéu tri thich hop.

* Nhiing téc dung khong mong mudn khic (ADR)

0,1% < AR < 5% AR <0,1% Ti 1é méc chura biét"
Qué man @ Phét ban, man do,
ngua...
Tridu chimg ngoai thap ¥ Run ray...
Noi tiét Téng prolactin Chirng vi to & dan ong
Huyét hoc Giam tiéu cau, giam
bach ciu
Dudng ticu hoa Tiéu chay, tao Budn nén, tang tiét
bon, dau bung...  |nuée bot...
Tam than Pau dau, cam giac kho
chiu, rdi loan giéc ngu,
chéng mat. ..
Gan Tang AST (GOT), |Tang y-GTP,
1 taing ALT (GPT) |ting AI-P, ...
Than Tang BUN, tang
creatinin...
Céc loai khac Pau lung hodc ngue, |
mét moi.... |

Ghi chi: ) )
)" Ti J¢ mic chua dugc biét do day la nhimg bdo cdo tu phat.
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Néu ¢6 bat ky dau hi¢u bét thuong nao duge phat hién, nén c6 nhiing bién phdp xir tri

thich hop, nhu nglrng ding thude..
Théng bdo cho Bdc st nhitng tac dung khong nong muon gdp phai khi sir dung thude.

Qua liéu va cach xir tri
Khéng c6 dir liéu vé sir dung thude qua lidu, khong ding qua lidu chi dinh cua thudc.

Dic tinh duge lue hoc

Loai thude: Thube kich thich nhu dong da day rudt.

Ma ATC: AO3FAOQ7
Co ché tac dung

Itopride hydrochloride lam téng su giai phong acetylcholin (ACh) do tac dung dbi khéng véi
thu thé D2 dopamin va (rc ché su phdn huy acetylcholin dugc giai phong qua viée e ché
acetylcholin esterase, dan dén lam tang nhu déng da day-rudt.
Lam tang nhu déng da day-rudt

Lam ting nhu dong da day: Itopride hydrochloride lam ting nhu dong da day cia cho lic
thie, phy thuge vao lidu.

Tang kha nidng lam réng da day: Itopride hydrochloride lam téng kha ndng rdng da day &
nguoi, chad, chudt cbng.
Lam giam ndn

) Itopride hydrochloride trc ché nén & ché gy ra bai apomorphin, tic dung nay phy thude vao

licu.

Dic tinh duge dong hoc
Nong do trong huyét thanh

Nong do thude - trong huyét thanh va nhimg thong s6 duge dong hoc & ngudi 16n khoe manh,
sau mot liéu don uéng 50mg itopride hydrochloride ltc déi dugc chi rd trong hinh sau.
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. Thoi gian sau khi udng
Nhiing thong s6 dugc ddng hoc

Licu (mg) | Cuax (ug/ml) Tmax (hr) AUCqo(uG.hr/ml) T2 (gid)
50 0,28 + 0,02 0,58 0,08 0,75+ 0,05 5,77 £ 0,33
Gia trj trung binh + do Iéch chuan, n=6
Phdn bo

Két qué thu dugc tir nhirng thi nghiém trén dong vat
- Nong do téi da dat duge ¢ hau hét tit cac cac md tir ! dén 2 gio sau liéu udng don Smg/kg
%C- itopride hydrochloride & chudt cbng va 2 gio sau khi udng dat nong d¢ cao & thén, rudt non,

gan, tuyén thuong than, da day (theo mic dé glam dan tir cao xudng thdp) va phan thudc di vao
hé thong thin klnh trung vong, nhu ndo va tiy son;:, la rét it.

- Khi dua "“C-itopride hydrochloride véi liéu Smg/kg vao té trang cho chudt cdng, nong do
hoat tinh phong xa trong nhirng 16p co da day cao hon l\hoang 2 14n so v&i ndng do trong mau.

- Sy bai tiét qua sira: Khi dung liéu uéng Smg/kg "*C-itoprid hydrochlorlde cho chudt cong,
ndng do hoat tinh phéng xa trong sira so voi trong huyét thanh cao hon 1,2 lan vé Cmax, 2,6 lan
cao hon vé AUC, va 2,1 lan cao hon vé Typ.
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Chuyén héa va thai trir

- O li¢u ubng don 100mg itopride hydrochloride dung cho ngudi 16n khoe manh (6 nam gioi)
khi doi, ty 18 bai tiét qua nudc tiéu trong vono 24 gitr sau khi udng cao nhét 1a dang N-oxide
[67.54% cua lidu ding (89 41% cia phan bai tiét qua nude tidu)] va sau d6 la dang thudc khong
ddi (4,14%) va nhirng chét con lai 1a khong dang ké.

- Trong nhing thi nghiém su dung microsome biéu thj CYP hoac flavin monooxygenase
(FMQ) cua ngudi, cho thay FMOI va FMO3 tham gia tao chat chuyén hoa chinh N-oxide. Tuy
nhién, khéng phét hién thdy hoat tinh N-oxygenase ciia CYP1A2, -2A6, -2B6, -2C9, 2C9, 2C19,
2Dé, 2E1 hoac 3A4.

Céic vdn dé khdc
Ti 1¢ lién két protein huyét thanh: Ti 1¢ lién két protein huyét thanh 12 96% sau khi dung liéu
don uéng 100mg itopride hydrochloride cho ngudi khoe manh (6 nam gidi) khi doi.

Quy cach dong goi

STT| M ta tém tit quy cdch déng géi
Hop 2 vi x 10 vién

Hop 10 vix 10 vién

1Hop 100 vi x 10 vién

Hop 10 vi x 20 vién

Hop 50 vi x 20 vién

Doéng chai 100 vién

Doéng chai 500 vién

Péng chai 1000 vién

SO =[O | s LIt —

Diéu kién bio quiin: Noi kho rdo, thodng mat, tranh énh sang, nhiét do khéng qua 30°C.
Han duing: 24 thang ké tir ngay san xuat.
Tiéu chuéin chiit lwgng: NSX

Tén, dia chi ciia co s& diing ky va sin xuit Céng ty C6 phin Dugc VACOPHARM
S& 59 Nguyén Hug, Phudng 1, Thanh phd Tén An,
gﬁ‘&v‘a‘ copharm] Tinh Long An

'Dién thoai: 02723 826111-829311
Sin xuit tai: Km 1954, Qudc 10 1A, Phudng Tin
Khénh, Thanh phé Tin An, Tinh Long An
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