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Trang 2/7
Hudng dan str dung thude
Rx APITOPRID 50
“Doc kj hiedng din sie dung truede khi ding”
“Dé xa tdm tay fré em”
“Thude nay chi ding theo don thube”
THANH PHAN CONG THUC THUOC
MObi vién nén bao phim chia:
- Thanh phan duoc chat:
HORIEAS By IGIIE, . oot s R Y A T S O TS Sesa ranna s e 50 mg

Thanh phan ta dugc:

Lactose monohydrate 200, maize starch, carmellose, hydroxypropyl cellulose, colloidal silicon
dioxide, magnesium stearate, opadry AMB Il white.

(Thanh phdan opadry AMB II white: polyvinyl alcohol, tale, titanium dioxide, glyceryl
monacaprylocaprate, sodium lawryl sulfate).

DANG BAO CHE

Vién nén bao phim.

s » " . \ & F £ . . u " a % -
Vién nén tron bao phim, mau trang dén trang nga, canh va thanh vién lanh lin.

CHI PINH

Chita trj nhitng triéu chimg vé da day — rudt gy ra béi viém da diy man (cam gidc ddy chuéng bung,
dau byng trén, chan in, ¢ néng, budn ndn vi nén).

CACH DUNG, LIEU DUNG

Ciéch diung:

Thuée ding bang dudng uéng,

Liéu dimg:

Liéu uong thong thucmg cho nguoi lén la 150 mg 1topnde hydrochloride (3 vién) mdi ngay, chia 3

Idn, m3i lan 1 vién, uéng trude bita an. Lidu nay co thé giam bt thy thude vao tudi tac va bénh trang
cua tirng bénh nhan.

Str dung thude cho ngwoi cao tudi
Vi chitc niing sinh ly & ngudi cao tudi giam nén nhiing tac dung khong mong mudn dé xay ra hon.
Do dd, nhitng bénh nhén cao m01 sir dung thudce ndy nén duge theo déi can thin, néu cd bat ky tac

dung khﬁng mong mudn ndo xuvat h1¢n nen sir dung nhimg bién phép x0 tri thich hop, vi dy nhw
giam lidu hofic ngiing thude,

Sir dung trong nhi khoa

D{ an toan ctia thudc trén tré em van chua duoe xac dinh (Con ¢6 it bing chimg lam sang).

Néu quén udng mét liéu thudc, nguoi bénh uong ngay khi nhé. Tuy nhién, néu gan thoi gian udng
lidu tiép theo thi bo qua liéu da quén. Khong ubng gip dbi lidu dé ba liéu da quén.

Tham khdo y kién bde sT trude khi dimg thudc.

Khong co yéu ciu dic biét vé xie Iy thudc sau khi siv dung.
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CHONG CHIi DINH
- Bénh nhén cé tién sir man cam véi bt ky thanh phén nio ciia thude.
- Khéng diing cho phy nif ¢6 thai hodc cho con bi trir khi thye sy cAn thiét,
CANH BAO VA THAN TRONG KHI DUNG THUOC
Chi ¥ quan trong:
- Nén luu ¥ khi sit dyng vi thudc nay lam ting hoat tinh cua acetylcholin.
- Khong nén dung kéo dai khi khéng thy ¢6 sir cai thién ve nhiing tri¢u chiing cuia da diy — rugt.
Nhirng thin trong khi phin phéi thube:

- D4i véi nhimg thuoc dong vi bam, huéng din bénh nhén lﬁy thuoc ra khoi bao bi truGe khi sir dyng.
(P ¢6 bao cdo ring néu tdm nhém — PVC/ PVDC bi nudt, gac séic nhon ctia né 6 thé dim thing
thye quan giy nén bién chimg rat nghiém trong)

Canh bio ta duge:

B Thuoc: nay co chira lactose. Bénh nhéan b| 16 loan di truyén hiém gip nhu khéng dun g nap galactose,
thiéu hut lactase hoan toan hodic kém hap thu glucose-galactose khéng nén dimg thude nay.

SU DUNG THUOC CHO PHY NU' CO THAI VA CHO CON BU

Phu nit ¢6 thai va ¢6 kha niing mang thai:

Thuﬁc nay chi nén sir dung & phu ni¥ ¢6 thai, hojic & phy nit c6 thé mang thai chi khi lgi ich mong
mudn cciia trj ligu lén hon nhitng rlii ro ¢6 thé gap phai (Syr an toan cia san phim ndy & phy nir co
thai vén chua duge x4c dinh).

Phu nir cho con bi:

Tét nhat 1a khéng nén st dung thude ndy trong thoi ky cho con bt, nhung néu cn thiét, trénh cho
con b trong qué trinh diéu tri. (D3 c6 bao cdo cho thay ltoprlde hydrochloride dwoc bai tiét qua sita
& nhitng thi nghiém trén ddng vat (chudt cdng)). (Xem phan “Dic tinh duge dong hoc”)

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC

- Tac dung khéng mong mudn nhu chéng mit co thé xay ra. Kha niing l4i xe va vén hanh mdy méc cd
thé bj giam xudng.

TUONG TAC, TUONG KY CUA THUOC
% Twong tac thube:

- Nén luu y khi ding thude véi nhiing thude sau:

Thube Df‘{u hiéu, tri¢u ching va | Co ché tac dung va nhimg
dieu trj yéu to riti ro

Nhitng  thude khéng | Triéu chimg: Co ché:

Cholimergic Co6 thé lam giam tac dung ting | Tic dyng (o ché cta nhimg

Tiquizium bromide, | nhu déng da day — rudt ciia | thudc khang cholinergic c6 thé

scopolamine butyl bromide, | itopride (tic dung cholinergic) | c6 tac dung duge Iy hoc ddi

timepidium bromide, ... khang tic dung cua itopride.

vai cac thude khac.

% Twong ky thude: Do khdng cé cac nghién ciru vé tinh tvong ky cla thude, khong tron lan thude nay
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TAC DUNG KHONG MONG MUON CUA THUOC

Tai thovi diém thude dwge cip phép lwu hanh tai Nhit: Nhiing tic dung khéng mong n}uén duge
thiy & 14 (2,45%) trén 572 bénh nhan (19 trudmg hop, 3,32%). T4c dyng khong mong mudn chil yéu
la tidu chay (4 trudmg hop; 0,7%), dau dau (2 trudng hop; 0,35%), dau bung (2 truong hep; 0,35%).
Nhitng bét thudng vé cac dif lidu xét nghiém I3 giam bach cau (4 trwomg hop), ting prolactin (2
trudng hop), ...

Tai thoi diém ddnh gia lai: Nhiing tdc dung khéng mong mudn duoc thiy & 74 (1,25%) trén 5913
bénh nhén (104 trudmg hop; 1,76%). Nhitng téc dyung khéng mong mudn chinh cé bit thudng vé cac
dir liéu xét nghiém 4 tiéu chiy (13 truomg hop; 0,22%), dau bung (8 truwdng hop; 0,14%), tao bon (8
truomg hop; 0,14%), ting AST (GOT) (8 trudng hop; 0,14%), ting ALT (GPT) (8 trudng hop;
0,14%),....

* Nhiing tac dung khdng mong mudn ¢6 ¥ nghia 1im sang

Sée va phan g qud mdn (ti 16 méc chira duge biéy): sbe va phan img qui mén c6 thé xudt hién, va
nén theo dai bénh nhén chit chd. Néu thiy bat ky ddu higu ndo cia soc va phan ing qua mén, vi dy
nhu tut huyét ap, khé the, phi thanh quin, ndi mé day, tai nhot va toat mo héi..., nén nging ngay
thude va ¢6 nhitng bién phép diéu tri thich hgp.

RGi logn chikc ning gan va vang da (ti 1§ mée chia duge biét): Réi loan chirc ning gan va vang da
cling véi ting AST (GOT), ALT (GPT) va y-GTP... ¢6 thé xuat hién va bénh nhén nén dugc theo doi
chiit ch&. Néu phat hién thiy nhiing tri¢u chiing bat thudng trén nén ngling ngay thudc va cé nhiing
bién phéap didu trj thich hop.

# Nhitng tac dung khéng mong mubdn khic (ADR)

0,1% < ADR < 5% ADR < 0,1% Ti 1¢ mic chwa biét @
Qua man @ Phat ban, min do,
nglra. ..
Triéu chirng _ Run ray
ngoai thap ¥ '
Nai tiét @ Tang prolactin Chirng to v & dan éng
Huyét hoc @ Giam tiéu cdu, gidm
bach céu ...
Dudng tiéu héa | Tiéu chay, tdo bon, dau Budn ndn, tang tiét nude
bung ... bot ...
Tam thin Pau ddu, cam gidc kho
chiu, réi loan gidc ngy,
chong mit ...
Gan Tang AST (GOT), tang | Tang y-GPT, tang AI-P,
ALT (GPT) ...
Thén Téng BUN, ting
creatin...
Cac loai khac Pau lung hodic ngure,
mét moi...
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Ghi chu:
(M Tj 1& miic chua duge biét do day 12 nhitng bdo cdo tu phat.

®Néu co bit ky déu hiéu bit thudng nio duoc phét hign, nén c6 nhitng bién phdp xir tri thich hap,
vi dy nhu ngirng ding thuoc. .. i
Béo cfo cic phan fng ¢6 hai: Hily bdo ngay cho bac sT hodc duge s nhiing phén img c6 hai khi st
dung thude, ké ca cac tac dung chwa duge liét k&, hodic bdo cdo cac phan (mg co hai clia thudc vé
Trung tdm Théng tin thudc va Theo ddi phan (ing co hai cia thude (bao cdo ADR online tai dia chi
http://baocaoadr.vn).

QUA LIEU VA CACH XU TRi

Quid lidu:

- Qué lidu chua xdy ra & nguoi. Khong cé dit lidu vé sir dung thubc qué lidu, khong ding qua liéu chi
dinh ciia thudc.

Cach xiu tri:

- Trong trudng hop qua lidu, nén 4p dung cac bién phép rira da day théng thudng va dicu tri trigu
chimg,

PAC TINH DUQC LUC HQC
_ Nhém tée dung duge Iy: Thude didu trj i loan chirc niing tiéu hoa.

Mi ATC: A03FAQ7.
Co ché tac dyung :

- Itopride hydrochloride 1am ting sy giai phong acetylcholin (ACh) do tac dyng ddi khang v6i thy thé
D; dopamin, va (¢ ché sy phan huy acetylcholin dwoc gidi phong qua viée (e ché acetylcholin
esterase, dan dén lam ting nhu dfng da day — rudt.

Lam ting nhu djng da day — rudt
- Lam tdng nhu dong da day

Itopride hydrochloride 1am ting nhu dong da day ciia chd lic thirc, phu thude vao lidu.

Tang kha nang lam réng da day

Itopride hydrochloride lam tang kha nang rdng da ddy & ngudi, ché, chudt cong.

Lam gidm nén

Itopride hydrochloride trc ché non & ché gdy ra béi apomorphin, tic dung nay phy thugc vao lidu.
PAC TINH DUQC PONG HQC

Néng dp trong huyét thanh

Nong d6 trong huyét thanh va nhiing théng s6 duge déng hoe & ngudi 16n khde manh, sau mot liéu
don udng 50 mg itopride hydrochloride hic d6i dugc chi rd trong hinh 1 va bang 1.

- Hinh 1: Nbng d6 trong huyét thanh sau mot lidu don udng 50 mg itopride hydrochloride (ngudi lém
khoe manh lic ddi, gia trj trung binh +S.E.)
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Thoi gian sau khi uing
- Bang 1: Céc théng s& duge dong hoc
Liéu (mg) Couax (pg/mL) T max (1) AUCg (ng.hr/mL) Tz (gid)
50 0,28 £0,02 0,58 +0,08 0,75 £ 0,035 5,77%x10,33

Gi4 tri trung binh £ do 1éch chudn, n=6.
Phén bé:
Két qua thu duge tir nhiing thi nghiém trén dong vét

Nong d¢ tdi da dat duge ﬁr hau hét tit ca cac md tLr 1 dén2 gm’ sau liéu udng don 5 mg/kg “C- -itopride
hydrochloride & chudt ¢dng, va 2 gm’ sau khi udng dat nong dg cao & than, rugt non, gan, tuyen
thugng thin, da day (theo mic dg glam dan tir cao xubng thap) va phén thudc di vio hé théng than
kinh trung wong, nhu néo va tiy séng, la rit it.

Khi dua "C-itopride hydrochloride véi lidu § mg/kg vao ta trang cho chudt cbng, ndng d6 hoat tinh
phdng xa trong nhirng l6p co da day cao hon khoang 2 1an so v&i ndng dd trong mau.

- Sy bai tiét qua sita : Khi ding liéu udng S mg/kg “C-itopride hydmchiorlde cho chugt cbng, nong
d9 hoat tinh phong xa trong sita so vdi trong huyét thanh cao hon 1,2 1dn v& Cuay, 2,6 l4n cao hon vé
AUC va 2,1 lan cao hon vé Ty,

Chuyén héa va thai tri:

- Oliéu uong don 100 mg 1top1 ide hydrochloride ding cho nguoi 16n khde manh (6 nam gidi) khi déi,
ty 1€ bai tiét qua nudrc ti¢u trong vong 24 git sau khi ubng cao nhit 1a dang N-oxide [67,54% clia
liéu diing (89,41% cuoa phan bai tiét qua nudc tiéu)] va sau d6 13 dang thude khong ddi (4,14%), va
nhitng chit con lai 1a khéng dang ké,

Trong nhiing thi nghi¢ém sir dyng microsome biéu thj CYP hoic flavin monooxygenase (FMO) ciia
ngudi, cho thdy FMO1 va FMO3 tham gia tao chat chuyén héa chinh N-oxide. Tuy nhién, khong
phét hién thiy hoat tinh N-oxygenase ciia CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hoiic
JA4.

Cic viin @@ khic

Ti 1¢ lién két protein huyét thanh: Ti 1¢ lién két protein huyét thanh la 96% sau khi ding liéu don
uong 100 mg itopride hydrochloride cho nguoi khoe manh (6 nam gioi) khi doi.
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QUY CACH PONG GOIT
Hdép 2 vi x 10 vién, vi nhém — PVC/PVDC.
- Hdp 4 vix 10 vién, vi nhém — PYC/PVDC.
- Hop 10 vi x 10 vién, vi nhém — PVC/PVDC.
Hdp 1 chai x 100 vién, chai HDPE.
Hap 1 chai x 200 vién, chai HDPE.
DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
- Pitu kién bdo quin: Pé noi khd rdo, tranh anh sang, nhiét d6 khong qué 30°C.
- Han ding; 36 thang ké tir ngay san xut.
- Tiéu chuin chit lwong: Tiéu chudn co s (TCCS).
CO SO SAN XUAT
Céng ty C6 phiin Dwgec APIMED
- Dja chi try s¢: 263/9 Ly Thudng Kiét, Phutmg 15, Quén 11, Thanh phé Hd Chi Minh, Vigt Nam.

- Dia chi nha may: Bu‘o’ng NI, cuym c¢dng nghiép Phi Thanh - Vinh Thanh, xa Vinh Thanh, huyén 3
Nhon Trach, tinh Pdng Nai, Viét Nam.
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