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Vién nén
R*GEFORI
Itopride hydrochloride 50 mg

Khuyén cdo:
Doc k§y hu:ong dan str dung trude khi dung
Dé xa tAm tay tré em

Thong bo ngay cho béc st hodc duoc si nhiing tic dung khong mong muén gip phai khi str
dung thudc
Thudc nay chi dung theo don thubc

1. Thanh phin céng thirc thube:
M®i vién nén c6 chira:
Thanh phin dwgc chat: Itopride hydrochloride...............oooovvvveeeereeere, 50 mg
Thanh phin ti dugc: Lactose, Tinh bot bip/ngd, Natri croscarmellose, Sillic dioxyd keo khan,
Magnesi stearat.

2. Dang bao ché: Vién nén.
M0 ta san phdm: Vién nén tron mau tring, hai mat tron, canh va thanh vién lanh lin.

3. Chi dinh:
Chita tri nhiing triéu chting vé day day rudt géy ra boi viém da day man (cam gidc day chuéng bung,
dau bung trén, chan &n, ¢ néng, budn nén va nodn).

4. Liéu diing, cich dung:
Liéu uong thong thuong cho nguoi 16n 1a 150 mg Itopride hydrochloride (3 Vlen) mdi ngay, chia 3
1an, mdi 14n 1 vién, udng trude bita &n. Lidu nay c6 thé giam bét thy thudc vao tudi tac va bénh trang
cua ting bénh nhéan.
D9 an toan ciia thudce trén tré em vin chua duoc x4ac dinh.

5. Chéng chi dinh:

- GEFORI chéng chi dinh cho nhitng bénh nhan cé tién sit min cam véi bat ky thanh phan nao cua
thude.

- Khong dung cho phu nit ¢6 thai hodc cho con bt trir khi that su can thiét.

6. Canh bdo va thin trong khi ding thudc:

- Nén Iuu y khi sit dung vi thudc nay lam tang hoat tinh cta acetylcholin.

- Khong nén dung kéo dai khi khong théy c6 su cai thién vé nhiing triéu ching cua da day-ruét.

- Vi chirc nang sinh ly & ngudi cao tubi giam nén nhiing phan ung bét 101 d& xay ra hon. Do dé, nhitng
bénh nhan cao tudi str dung thube nay nén dugc theo ddi cdn thin, néu c6 bét ky phan tng bét loi
nio xut hién, nén st dung nhiing bién phap xt trf thich hop, vi du nhu gidm lidu hoiic ngimg thubc.

- D) an toan ciia thudc trén tré em vAn chua duoc x4c dinh (c6 it bing chimg lam sang).

- Td duoc lactose: Vién nén GEFORI ¢ chira lactose. Nhitng bénh nhén ¢ van dé di truyén hiém gap
khéng dung nap galactose, thiéu hut Lapp-lactase hodc kém hép thu glucose-galactose khong nén
dung thubc nay.

7. Sit dung thuéc cho phu nir c6 thai va cho con bi:
Phu nit c6 thai



https:/ / tr“@%ﬁﬂt@é&ﬁéﬁ: l?ogl]c/("y phu nit c6 thé mang thai chi str dung thubc nay khi loi ich mong mudn cia

10.

tri liéu 16n hon nhiing rui ro c6 thé gip phai (chua c6 tai liéu nghién ctru v& su an toan khi dung cho
phu nif ¢6 thai va cho con bu).

Phuy nit cho con bu

T4t nhat 1a khong nén st dung thudc nay trong thoi ky cho con bu, nhung néu can thiét, tranh cho
con bt trong qué trinh diéu tri (d4 c6 béo co cho thdy Itopride hydrochloride duoc bai tiét qua sira &
nhing thi nghiém trén déng vat (chudt cbng). (Xem phin “Duoc dong hoc”).

Anh hwéng ciia thudc 1én kha nang ldi xe, vin hanh may méc

Chua c6 théng tin vé viéc Itopride hydrochloride anh huéng 18én kha nang ldi xe va vén hanh may
moc. Tuy nhién, khong thé loai trir kha ning mét tinh téo vi chéng mit, dau dau do thubc (rét hiém
khi xay ra).

Twong tic, twong ky ciia thudc:

Twong tic ciia thudc:

Nén Ivu y khi dung két hop Itopride hydrochloride véi nhiing thubc khéng cholinergic (tiquizium
bromid, scopolamin butyl bromid, timepidium bromid,...) vi ¢4 thé lam gidm tdc dung ting nhu
dong da day — rudt cta Itopride (tac dung cholinergic). Tac dung trc ché cua nhitng thudc khang
cholinergic c6 thé do tac dung dwoc 1y d6i khang véi tac dung cua Itorpride.

Twong ky ciia thudc:

Do khoéng c6 cac nghién ciru vé tinh twong ky cia thudc, khong tron 14n thudc nay véi cac thube
khac.

Téc dung khéng mong muén ciaa thudc:

Tan suét cla cac tac dung khong mong mubn duoc phén loai nhu sau: rit thuong gip (> 1/10),
thuong gép (> 1/100 dén < 1/10), it gip (> 1/1000 dén < 1/100), hiém gip (> 1/10.000 dén <
1/1000), rét hiém gip (< 1/10.000), khong biét (khong thé wéc tinh tir dit lidu c6 sin).

Itopride duoc dung nap tét va khong quan sat thdy phan g bét loi nghiém trong nao trong cac thir
nghiém l4m sang.

Roi logn mdu va hé bach huyét:

It gap: giam bach cau*.

Khéng biét: giam tidu cau.

Réi logn h¢ mién dich:

Khéng biét: phan ung phan vé.

Réi loan ndi tiét:

It gap: tang prolactin mau**,

Khong biét: chimg vii to & nam gié6i.

Réi loan hé thin kinh:

It gdip: dau du, chong miit.

Khéng biét: run rdy.

Réi logn hé tiéu héa:

It gdp: tiéu chay, tdo bon, dau bung, tdng tiét nuéc bot.

Khéng biét: budn nén.

Roi loan hé gan - mat:

Khéng biét: vang da.

Réi logn da v mé dudi da:

Hiém gdp: phat ban, ban do, ngia.

Xét nghiém:

Khéng biét: tang AST, ALT, y-GTP, alkaline phosphatase, bilirubin.
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an quan sdt can thén thong qua kiém tra huyét hoc. Nén ngimg diéu tri khi quan sdt thdy bdt ky
ddu hiéu bdt thuong nao.
**Néu xdy ra hién tuong tiét sita hodc chitng vii to & nam gidi, viéc diéu tri phdi gidn doan hodc
chdm diit.
St dung cho nguwoi cao tudi
Vi chirc néng sinh 1y & ngudi cao tubi giam nén nhitng tic dung khong mong mudn d& xay ra hon.
Do @6, nhitng bénh nhéan cao tudi sir dung thubc nay nén duogc theo ddi cAn than, néu cé bat ky tac
dung khéng mong muén nao xuit hién, nén sir dung nhimng bién phap xir tri thich hop, vi du nhu
giam liéu hodc ngimg thudc.
Théng bdo cho bdc st hodc dwgc st cdc téc dung khéng mong muén gdp phdi khi dimg thudc.

Qua lieu va cach xi tri:
Hién chua c6 ghi nhan vé qu4 liéu. Néu xay ra qua li€u, can dua ngay bénh nhéan dén co s¢ y té gin
nhat d€ duogc diéu tr triéu ching va hd tro.

Cic dac tinh dwge hoc

Dic tinh dwoc lyc hoc

Nhom duoc [y: thube didu tri rdi loan chirc nidng duodng tiéu hda, nhém diéu hoa nhu dong.

Ma ATC: AO3FA07

Nghién ciku ldm sang

Nhiing nghién ctru 14m sang mé va nhiing nghién ctru so sanh mu ddi ciia Itopride hydrochloride da
duoc tién hanh. Két qué cho théy ty 18 ¢6 hiéu luc cua Itopride hydrochloride dbi véi nhiing triéu
chimg vé da day ruét & bénh viém da day man 1a 77,6% (277/357 bénh nhan cai thién tir muc trung
binh tr& 1én).

Co ché tic dung

Itopride hydrochloride lam ting su giai phong acetylcholin do téc dung @i khang véi thy thé D2-
dopamin va trc ché si phan huy acetylcholin dugc giai phéng qua viéce trc ché acetylcholin esterase,
dan d&n va 1am tang nhu dong da day — rudt.

Itopride hydrochloride 1am téng nhu dong da day ctia ché luc thire, phu thudc vao liéu.

Itopride hydrochloride 1am ting kha ning rdng da day & nguoi, ché, chudt cng.

Itopride hydrochloride trc ché nén & ché géy ra bdi apomorphin, tdc dung nay phu thudc véo lidu.
Ddc tinh dwoc dpng hoc

N(‘“)ng do trong huyét thanh va nhitng thong sé duge dong hoc & ngudi 16n khée manh, sau mot lidu
don ubng 50 mg Itopride hydrochloride luc déi dwoc thé hién trong hinh 1 va bang 1.
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Thi gian sau khi udng

Hinh 1: Nong do trong huyét thanh sau lidu ubng duy nhét 50 mg Itopride hydrochloride (ngudi 16m
khoe manh Itic d6i, gié trj trung binh = S.E.)



httpS //trungtamthuog COfp Céc thong sé duge dong hoc (gid tri trung binh + d6 1éch chudn)

Liéu (mg) Cmax (ug/mL) Tmax (gi0) AUC ¢-o (pg.gio/mL) T2 (gio)
50 0,28 £ 0,02 0,58 £0,08 0,75 +£0,05 5,57 £ 0,33
Hap thu:

Itopride dugc hip thu nhanh chéng va gan nhu hoan toan qua dudng tiéu héa. Sinh kha dung twong
déi khoang 60% 1a do hiéu tmg vuot qua l1an diu. Thirc in khong anh huéng dén sinh kha dung cta
thudc. Nong d6 t6i da trong huyét tuong dat dwoc sau 30 dén 45 phut sau khi dung 50 mg.

Sau khi dung I3p lai cé4c liéu trong khoang 50 dén 200 mg, 3 lan/ngay trong 7 ngay, Itoprlde va cac
chét chuyén héa ctia n6 cho thay duoc dong hoc thudc loai tuyén tinh véi sy tich liiy tdi thiéu.

Phén bé:

Ty 1é lién két protein huyét thanh la khodng 96% sau khi dung liéu ubng 100 mg Itopride
hydrochloride cho ngudi khée manh (6 nam giéi) khi déi.

Két qua thu dugc tir nhitng thi ngh1em trén dong vat:

Nong d6 tbi da dat duoc & hiu het tit ca cdc mo tir 1 dén 2 gio sau lidu udng 5 mg/kg “C-itopride
hydrochloride & chudt cbng, dat ndng do cao & thén, rudt non, gan, tuyén thuong thén, da day (theo
mirc d6 giam dan tir cao xuong thap) 2 gid sau khi udng. Phan thubc di vao hé théng than kinh
trung wong nhu néo va tiy song 1a rét it.

Khi dua 'C-itopride hydrochloride véi lidu 5 mg/kg vao ta trang chudt cdng, ndng d6 hoat tinh
phdng xa trong nhung 16p co da day cao hon khoang 2 14n so véi nong doé trong mau.

Khi dung liéu ubng 5 mg/kg “C-itopride hydrochloride cho chudt cong, ndng do hoat tinh phéng xa
trong sita cao hon so véi trong huyét thanh (Cmax cao hon 1 ,2 14n, AUC cao hon 2,6 14n, Tis cao
hon 2,1 14n).

Chuyén hoa va thdi trie:

O lidu uong 100 mg Itoprlde hydrochloride dung cho ngucn 16n khoe manh (6 nam gi6i) khi déi, ty
1¢ bai tiét qua nuéc tiéu trong vong 24 gid sau khi udng cao nhét 13 dang N-oxid [67,54% cua liéu
ding (89,41% ctia phan bai tiét qua nuée tidu)] va sau dé 1a dang thubc khong ddi (4,14%), nhiing
chat con lai la khong dang ké.

Trong nhiing thi nghiém st dung microsom biéu thi CYP hogc flavin monooxygenase (FMO) ctia
ngudi, cho thdy FMO1 va FMO3 c¢6 tham gia tao chét chuyén héa chinh N-oxid. Tuy nhién, khong
phat hién thiy hoat tinh N- -oxygenase cua CYP1A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1 hoic

3A4.
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14. Piéu kién bdo quan, han ding & tiéu chuin chit lwgng ciia thude:
Diéu kién bdo qudn: Noi kho réo, tranh anh sang, nhiét do khong qué 30°C.
Han ding: 36 thang ké tlr ngay san xuét.
Tiéu chudn chit lugng: TCCS.

15. Tén, dja chi co s6 san xuit, co sé ding ky thudc:
Co 56 sin xuit: CONG TY CO PHAN DUQC PHAM PHONG PHU —
CHI NHANH NHA MAY USARICHPHARM
Lo sb 12, duong s6 8, KCN Tan Tao, phudng Tén Tao A, quan Binh Tan, TP. Hd Chi Minh

Co s¢ diing ky: CONG TY CO PHAN DUQC PHAM LIVIAT
Tang 46, Tda nha Bitexco, sb 2 Hai Triéu, phuong Bén Ngheé, quan 1, TP. H5 Chi Minh

Ngayotfthang 04nam 2023
Cong ty C6 Phin Duwgc Phim LIVIAT
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SO'Y TE TP HO CHi MINH CONG HOA XA HQI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Doc 1ap - Ty do - Hanh phuc

MAU HOP 2 vi x 10 vién
GEFORI

Cong thirc: Méi vién nén chira: CHIBINH, CACH DUNG, CHONG CHi BINH VA CAC
Itopride hydrochloride......... 50 mg THONG TIN KHAC: )
T& dwoe ...ooooe. vira @1 vién ;‘;’: :zgiw hudng dan s dung thusc kém theo
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Co s& dang ky: Cdng ty C& phan Dwgc Phdm LIVIAT “DE XA TAM TAY CUA
Dia chi: Tng 46 Toa nha Bitexco, S6 2 Hai Tridu,
Phuimg Bén Nghé, Quan 1, TP. HCM TRE EM -DOC KY
Co sd san xudt:  Cang ty Co phan Dugc phim Phong Phi — HUPONG DAN S DUNG

Chi nhanh Nha méy USARICHPHARM %
L6612, Budng s68, KCNTanTao, P TanTaoA, Q. Binh Tan, TRHCM ~ TRUGIC KHI DUNG »
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SO'Y TE TP HO CHi MINH CONG HOA XA HOQI CHU NGHIA VIET NAM
CONG TY CO PHAN DU'Q'C PHAM LIVIAT Béc 13p - Ty do - Hanh phic

Mau vi 10 vién
GEFORI
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