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RK Ettaby 
THUOC NAY CHi DUNG THEO DON THUOC. 

CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY 

PE XA TAM TAY TRE EM. DOC K¥ HUONG DAN SU DUNG TRUOC KH DUNG 

1. Thanh phan 

M6i vién nén bao phim chira 

Thanh phan hoat chdt: Itopride IC] 50 mg. 
Thanh phan ta duoc: Lactose, Maize starch, Calci carmellose, Colloidal silicon dioxid, Magnesi 

stearat, Hypromellose 6 cps, Polyethylen glycol 6000, Tacl, Titan dioxid. 

2. Dang bao ché ‘ 

Vién nén bao phim. 

AO enh A Fe eet . : ee? oe 6 fis tal va | 
M6 ta san pham: Vién nén hinh tron, bao phim mau trang, hai mat tron, canh va thanh vién lanh p 

lan. 

; >) 
3. Chi dinh diéu tri a 

Diéu tri nhting triéu ching vé da day-rudt gay ra boi viém da day man tinh (cam gidc: chuéng 
bung, dau bung trén, chan an, ¢ néng, buén nén va nén). 

4. Cach ding - Liéu ding 

Liéu ding: 

> Liéu khuyén cdo cho ngudi 1én 1a 150 mg itopride hydrochloride (3 vién) mdi ngay, chia 3 lan, 

méi lan 1 vién, udéng truéc khi Sn. 

> C6 thé giam liéu, thy thudc vao tudi tac va tinh trang bénh. 

5. Chong chi dinh 

Qua man v6i hoat chat hoac bat ctr thanh phan nao ciia thuéc. 
Khéng dung cho phy nff cé thai hodc cho con bt, trv khi thuc su can thiét. 

6. Canh bdo va than trong khi ding thudec 

- Itopride hydrochloride lam tang hoat tinh ctia acetylcholin. 

- Khdéng nén ding kéo dai khi khéng thay cé sy cai thién vé nhitng triéu ching cua da day-rudt. 

Newoi cao tudi: Vi chire nang sinh ly 6 ngudi cao tudi gidm nén nhiing tac dung khong mong mu6én dé 
xay ra hon. Do dé, nhting bénh nhan cao tudi str dung thuéc nay nén duoc theo déi cén than, néu cé bat 

ky tac dung khéng mong mudn nao xuat hién, nén str dung nhitng bién phap xv tri thich hop, vi du nhu 
giam lieu hoac ngung thudc. 

Tré em: Dé an toan cua thuéc trén tré em van chua duge xac dinh (con cé it bang chimg lam sang). 

Thong tin vé (a duoc: Ettaby cé chia lactose. Bénh nhan bi r6i loan di truyén hiém gap nhu khéng 

dung nap galactose, thiéu hut lactase hoan toan hoiic kém hap thu glucose - galactose khéng nén ding 
thuédc nay. 
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7. Sir dung thuéc cho phu nif cé thai, cho con bi va kha nang sinh san f 

Str dung thudc cho phu nit cé thai 

Thudc nay chi nén str dung 6 phu nit cé thai, ho&c 6 phy nt cé thé mang thai chi khi loi ich mong 

mu6n cua tri ligu 16n hon nhiing rui ro 06 thé gap phai (Su an toan cia san pham nay 6 phy ni cé 

thai van chwa duoc xac dinh). 

Sir dung thudc cho phu nit cho con bii 

‘Tét nhat la khong nén str dung thudc nay trong thoi ky cho con bu. Néu can, tranh cho con bi 

trong qua trinh diéu tri. (Da cé bdo cdo cho thay itopride hydrochloride duoc bai tiét qua stia, & 

nhting thi nghiém trén dong vat (chudt céng). 

8. Anh hw ong trén kha nang lai xe va van hanh may méc 

Tac dung khong mong muén nhw chong mat cé thé xay ra. Kha nang lai xe va van hanh may méc 
c6 thé bi anh huong. 

9. Twong tac va tong ky cia thuéc 

9.1. Twong tic thudc: 

Than trong khi ding két hop Ettaby véi nhiing thuéc sau: 

Thuée Dau hiéu, triéu ching va diéu | Co ché tac dung va nhirng yéu t6 rui 

; tri ro | 

Ishang cholinergic: Triéu chitng: Co ché: 
Tiquizium bromide, C6 thé lam giam tac dung tang Tac dung tre ché cia nhting thuéc khang 

scopolamine butyl nhu d6ng da day - ruét ctia cholinergic cé thé c6 tac dung duge ly 
bromide, timepidium itopride (tac dung cholinergic) hoc déi khang tac dung cua itopride. 
bromide,... 

9.2. Twong ky cia thuéc: Khong ap dung do chua ¢6 cdc nghién ctu vé tuong ky ctia thuédc, khéng 
tron ldn thuéc nay véi cde thudéc khac. 

10. Tac dung khéng mong mudén cia thuée (ADR) 

Tai thoi diém thuoc duoc cép phép leu hanh tai Nhat: 

Nhiing tac dung khéng mong mudn duoc thay & 14 (2,45%) trén 572 bénh nhan (19 trudng hop, 
3,32%). Tac dung khong mong muén chil yéu 1a tiéu chay (4 truong hop; 0,7%), dau dau (2 trudng 

hop; 0,35%), dau bung (2 trudng hop; 0,35%). Nhting bat thuong vé cdc dit liéu xét nghiém 1a 
giam bach cau (4 trong hgp), tang prolactin (2 trudng hop)... 

Tai thoi diém dénh gid lai: 

Nhiing tac dung khong mong muén duoc thay & 74 (1,25%) trén 5913 bénh nhan (104 trudng hgp; 
1,76%). Nhting tac dung khéng mong muén chinh cé bat thudng vé cae dit liéu xét nghiém 1a tiéu 

chay (13 truong hop; 0,22%), dau bung (8 trudng hop; 0,14%), tao bon (8 trudng hop; 0,14%), 
tang AST (GOT) (8 trong hop; 0,14%), tang ALT (GPT) (8 truong hop; 0,14%).... 

ADR cé ¥ nghia lam sang 

Sée va phan ing quad man (ti 1é mdc chua duoc biét): Séc va phan tng qua man cé thé xuat hién, 
nén theo d6i chat ché. Néu thay bat ky dau hiéu nao ctia séc va phan img qua man, vi du nhv tut 

huyét 4p, khé thé, phi thanh quan, noi may day, tai nhot va todt mé héi..., nén ngiyng ngay thudc 
va cé nhting bién phap diéu tri thich hop. 

Réi loan chive nding gan va vang da (ti lé méic chua duoc biét). Réi loan chire nang gan va vang da 
cung vai ting AST (GOT), ALT (GPT) va y-GTP... cd thé xudt hién va bénh nhan nén duoc theo 

déi chat ché. Neu phat hign thay nhiting triéu ching bat thudng trén nén ngirng ngay thudc va cé 
nhting bién phap diéu tri thich hop. 
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Nhiing tac dung khong mong muén_khdec (ADR): 

ngoai thap 

0,1% < ADR <5% ADR <0,1% Ti lé mac chia biét™ 

Qué min® 
Phat ban, man dé, 
negra... 

ae pe Run ray... 

NOi &t™ Tang prolactin... 
Ching to vu 6 dan 

dng 

Huyét hoc™ 
Giam tiéu cau, giam 

bach cau... 

Duong tiéu hoa 
Tiéu chay, tao bon, 

dau bung... 

Budn non, ting tiét 
nude bot... 

Tam than 

Dau dau, cam giac 
kho chiu, réi loan giac 

ngu, chong mat... 

Tang AST (GOT), . 

ie tang ALT (GPT)... | Tang y-GTP 

Than 
Tang BUN, tang 

creatinin... 

CAc loai khéc Dau lung hoac nguc, 

met mol... 

Ghi chu. 

(1) Ti lé mde chua duoc biét do day la nhitng bdo cdo tu phit. 

(2) Néu c6é bat kp ddu hiéu bat thuong nao duoc phat hién, nén co nhiing bién phdp xi tri 

thich hop, vi du nhw ngting dting thuoc... 

THONG BAO NGAY CHO BAC Si HOAC DUOQC Si NHUNG PHAN UNG CO HAI GAP 

PHAI KHI SU DUNG THUOC. 

11. Qua liéu va xi tri 

Oud liéu: Khong co dtt liéu vé str dung thuéc qua liéu, khéng ding qua liéu chi dinh ctia thudc. 

Xr tri: Trong trudng hap bi qua liéu, tich cye theo doi dé co bién phap xt tri kip thoi. 

12. Dic tinh dug lie hoc 

Nhoém dug ly: Thudéc ding cho diéu tri rdi loan chite nang dudng tiéu héa; thc day nhu déng duong 

tiéu hoa. 

Phén loai ATC: AQ3FA07 

Co ché tac dung 

Ettaby lam tang sy giai phong acetylcholin (ACh) do tac dung déi khang v6i thy thé D2 dopamin va tre 

ché sy phan hity acctylcholin duoc gidi phéng qua viée tre ché acetylcholin esterase, dan dén lam ting 

nhu déng da day-ruét. 

Lam téng nhu dong da day-ru6t 

- Lam tang nhu déng da day: Itopride hydrochloride lam tang nhu déng da day cna ché luc thie, phy 

thudc vao liéu. 

- Tang kha nang lam rong da day: Itopride hydrochloride lam tang kha nang rong da day 6 ngudi, 

ché, chuét cong. 
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Lam giam non: t 
Itopride hydrochloride tre ché nén & cho gay ra béi apomorphin, tac dung nay phu thudc vao liéu. 

13. Cac dic tinh vé duoc déng hoc 

Nong dé trong huyét thanh 

Nong d6 trong huyét thanh va nhting thong sé duoc dong hoc 6 ngurdi 1én khée manh, sau mot liéu don 

udng 50 mg itopride hydrochloride lic d6i duoge chi r6 trong hinh 1 va bang 1. 

Hinh 1: Néng d6 trong huyét thanh sau mét iéu don udéng 50mg itoprid 
hydrochlorid (ngudi lon khoe manh Itc ddi, gid tri trung binh +5.E.) 

a 4) 

03 4 

& 
2 o.1 

r Re 
avr? if oa 4 G re 

Thai gian sau khi wone 

Bang 1: Cac thong sé duge dong hoc. 

+X Cmax AUC. Tink 
Liéu (m Tmax (h a (™8) | (ugimL) ©) | qgivmL) (gid) 

50 0,28 + 0,02 0,58 + 0,08 0,75 + 0,05 5/1 4:01:33 

Gid tri trung binh + dé 1éch chuan, n=6 

Phéin bo 
Két qua thu duge tir nhting thi nghiém trén déng vat 

Ning d6 téi da dat duge & hau hét tat ca cdc mé tir 1 dén 2 gid sau liéu uéng don 5 mg/kg '4C- 
itopride hydrochloride & chudt céng, va 2 gid sau khi udng dat nong dO cao 6 than, rudt non, gan, 

tuyén thuong than, da day (theo mute do piam dan tir cao xudng th4p) va phan thudc di vao hé théng 

than kinh trung wong, nhu nao va tly sdng, la rat it. 

Khi dua “C-itopride hydrochloride véi liéu 5 mg/kg vao ta trang cho chudt céng, ndng dé hoat tinh 

phong xa trong nhting lép co da day cao hon khoang 2 lan so voi nong dé trong mau. 

Sw bai tiét qua sta: Khi ding ligu uéng 5 mg/kg '4C-itopride hydrochloride cho chudt céng, nong 

dQ hoat tinh phong xa trong stta so voi trong huyét thanh cao hon 1,2 lan vé Cmax, 2,6 1an cao hon 

vé AUG, va 2,1 lan cao hon vé T 1p. 

Chuyén héa va thai tree 

G liéu udéng don 100 mg itopride hydrochloride dung cho ngudi l6n khée manh (6 nam gidi) khi 

doi, ty 1¢ bai tiét qua nude tiéu trong vong 24 gid sau khi uéng cao nhat 1a dang N-oxide [67,54% 

cua liéu dung (89,41% cua phan bai tiét qua née tidu)] va sau d6 la dang thudc khong déi (4,14%), 

va nhting chat con lai la khong dang ké.



https://trungtamthuoc.com/ a 

- Trong nhting thi nghiém str dung microsome biéu thi CYP hoac flavin monooxygenase (FMO) cua 
ngudi, cho thay FMO1 va FMO3 tham gia tao chat chuyén héa chinh N-oxide. Tuy nhién, khéng 

phat hién thay hoat tinh N-oxygenase cla CYPI A2, -2A6, -2B6, -2C8, -2C9, 2C19, 2D6, 2E1, hoac 

3A4. 

Cade van dé khdec 

Ti 1é lién két protein huyét thanh 14 96% sau khi ding liéu don uéng 100 mg itopride hydrochloride cho 

ngudi khde manh (6 nam gidi) khi ddi. 

14. Quy cach déng g6i: Hdp 3 vi x 10 vién nén bao phim 

15. Diéu kién bao quan, Han ding, Tiéu chun chat lwong: 

Piéu kién bdo quan: Noi khé, nhigt dé khong qua 30°C 

Han ding: 36 thang ké td ngay san xuat. 

Tiéu chudn chat luong: TCCS 

16. Tén — Dia chi co’ sé sn xuiit: Cong ty TNHH DRP INTER 

L6 EBS, Duong sé 194A, Khu cong nghiép Hiép Phuc 

- Xd Hiép Phudc, Huyén Nha Be, Tp. H6 Chi Minh 

_ TL.CUC TRUONG ; 
-P. TRUGNG PHONG BANG K¥ THUOC 

PHO TRUONG PHONG 
& 


