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Vién nén bao phim
ZURMA

Thuéc ban theo don
P& xa tAm tay tré em
Poc ky huéng din sit dung trude khi dung
Théng bdo ngay cho bdc s§ hodic duge s§ nhitng tic dung khong mong mudn khi sit dung thud'c

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan

Mbi vién nén bao phim chia:

Mosaprid citrat dihydrat

tuong dudng Mosaprid citrat .................... Smg

T4 dudc: Povidon (Kollidon 30), copovidon, cellulose vi tinh thé M101, tinh bét ngé, talc,
magnesi stearat, silicon dioxyd, HPMC EG6, titan dioxyd, polyethylen glycol 4000, polysorbat
80, dau thdu ddau, mau green.
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2. M6 ta san pham: Vién nén tron, bao phim mau xanh, mdt mit c¢6 dap logo -, mat kia
c6 dap gach ngang.

3. Quy cach déng géi: Hop 10 vi (PVC - Nhom) x 10 vién.

4. Thuoc dung cho bénh gi?

ZURMA chita thanh phan chinh ¢6 tac dung dugc ly 1a mosaprid citrat. Thude duge st dung
dudi su chi dinh ctia bac s§ dé diéu tri cdc triéu ching da day - rudt (néng rudt, budn ndn/ 6i
mtfa) ¢6 lién quan dén bénh trao ngudc da day - thuc quan man tinh.

5. Nén dung thuéc nay nhu thé nao va liéu lugng? \\/
Lu6n dung thude chinh xdc nhu hudng din cia bdc s§ hodc duge s§. Néu ban chua 16, hdy
hdi lai cho chic chin.

Liéu dung:

Ngudi I6n: Udng 1 vién/ 1an, ngdy 3 lan, udng trudc hodc sau bita an.

Cdch dung: Thudc dude dung theo dudng uong.

6. Khi nao khong nén dung thudc nay?
Khong nén dung thudce ndy néu ban min cdm vdi mosaprid citrat hodc bat ky thanh phan
nao cua thudc.

7. Tac dung khéng mong muén

Nhu cdc thude khdc, mosaprid citrat ¢6 thé gy tic dung khong mong mudn, nhung khong
phdi ai cling gdp phai.

Cdc tdc dung khong mong mudn thuong gdp:

Da day - rudt: Tiéu chdy, phdn 1éng, kho miéng, dau bung.

Gan: Tdang AST, ALT, ALP.

Tim mach: Pdnh tréng nguc.
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Co quan khac: Khé thd, chodng vdng, cdm gidc dau diu nhe, ting bach ciu ua acid, ting
triglycerid.

Thudc cé thé cé tdc dung khéng mong mudn khdic, thong bdo cho bdc sy nhitng tdc dung
khong mong mudn gdp phdi khi sit dung thudc.

8. Nén tranh diung nhitng thudc hoic thue pham gi khi dang sit dung thudc nay?

Thong bao cho bac s§ hodc duge s§ clia ban vé tat cd cdc loai thudc ma ban dang st dung,
bao gdm c4 cdc thudc ké don hodc khong ké don, cdc vitamin hodc thude tir duge liéu.

Théng bdo cho bdc s hodc duoc s¥ néu ban dang sit dung cdc thudc sau:

Thudc khdng cholinergic nhu: Atropin sulfat, butylscopolamin bromid.

Stz dung thudc cing vdi thite dn va do udng

Ban c¢6 thé udng thudc nay trudc hodc sau bita dn.

9. Canlam gi khi mét l1an quén khong dung thudc?

N&u ban quén khong ding 1 liéu, nén udng liéu do ngay khi ¢6 thé. N&u thdi diém nhd ra da
ngay gan thdi di€m dung liéu thudc tiép theo, khong dung liéu da quén ma dung thudc theo
ding lich trinh cfi. Khong udéng gap doi licu.

10. Can bao quan thudc nay nhu thé nao?

Gitt thudc trong bao bi gdc cia nha sdn xudt, ddy kin.

Pé thude noi kho rdo, tranh dnh sdng, nhiét d6 khong qud 30°C, va ngoai tim véi cla tré
em.

Khong stt dung thudc sau ngdy hét han ghi trén bao bi (hdp va vi thudc).

11. Nhitng dau hiéu va triéu chitng khi diing thuéc qu4 liéu

Diing thudc chinh xdc nhu hudng din clia bdc s§. Néu ban dung qud liu hodc tré em nudt
phai thudc, lién hé ngay vdi bdc s§ hodc trung tAm y t& gin nhi't. Khi dung qud liéu ban c¢6
thé bi dau bung va tiéu chay.

12. Can phai lam gi khi diung thuéc qua liéu khuyé&n cdo?

Ngung dung thudc va lién lac ngay véi bdc s§ hoidc trung tim y t€ gan nhat.

Mang theo vién thudc cling vdi bao bi d€ bdc s§ bi€t ban di udng thude gi va c6 bién phdp
xit 1§ kip thdji.

13. Nhitng diéu can than trong khi dung thudc nay

Trudc khi ding thudéc nay, thong bdo cho bdc sy néu ban dang cé cdc van dé vé sic khde sau
déy:

Ngudi 16n tudi.

Phu n{t ¢6 thai va cho con bu.

Khong nén ti€p tuc dung thudc néu diéu tri trong vong 2 tudn ma khong thay triéu ching
dudc cdi thién. Hay hdi y ki€n bac sy.

Thudc ¢6 chifa polysorbat 80 ¢6 thé gay di ing va dau thau ddu ¢ thé giy dau bung, tiéu
chdy, budn ndn, non.

Dung thudc cho tré em

Khong diing thudc nay cho tré em dudi 18 tudi.

Phu nit mang thai hodc cho con bu N/

Chua xdc dinh do an toan clia thudc doi vdi phu nit ¢6 thai va phu nit cho con bi. Do dé, bac
s§ s& can nhic va chi quyét dinh dung thudc nay cho ban trong trudng hop that can thiét.
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Ldi xe va vdn hanh mdy moc

Chua c6 thong tin vé dnh hudng clia thude trén khd ndng 14i xe va van hanh mdy méce. Tuy
nhién, thudc c6 thé giy chodng vang, ban khong nén thuc hién cdc cong viéc cin tap trung
cao dod nhu 141 xe hodc van hanh mdy moc, cho dén khi xdc dinh chidc chdn khong gip tdc
dung khong mong mudn trén.

14. Khi nao can tham van béc sy, dugc sy?
Né&u can thém thong tin xin hdi y ki€n bédc s§ hodc dudc sy .

15. Han dung cta thudc: 36 thing k€ tif ngay sdn xuat.
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PHAN 2. HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

1. DUGC LUC HOC

Nhém duge 1y: Thudc chd van chon loc thu thé serotonin 5-HT.
Mosaprid 1a din xudt cda benzamid c6 tdc dong § da day, do d6 tdng cudng luu thong da

day - ru6t va lam rdng da day.
Co ché tdc dong

Thudc chi van chon loc thu thé serotonin 5-HT. N6 kich thich thy thé 5-HT ctda dau tan
cting than kinh da day - rudt, lam ting ti€t acetylcholin, dan dén gia ting luu thong da day -

rudt va lam rong da day.
Duoc lam sang

Nghién cifu thue nghiém § ngudi trudng thanh khoé manh va bénh nhin bi viém da day man

tinh, dung riéng v4i 5 mg mosaprid citrat dé tang cudng lam réng rudt.

Hiéu qud dong luc 0 da day

Thudc lam ting tinh luu thong § da day va td trang sau bita an & nhitng ngudi tinh nguyén.
Thudc it dnh hudng trong luu thong k&t trang.

Hiéu qud tang cuong lam rong da day

Thudc gia ting qué trinh lam rdng da day vdi phan dich 16ng va dic. Sv gia ting qud trinh
nay sé gidm sau mot tuin 1ap lai di€u tri.

2. DUGC PONG HQC

o] ngudi trudng thanh khoé manh, ldc déi dung liéu 5 mg mosaprid citrat

Thnax (g10)

Coax (g/ ml)

TVa (gity)

0,8

30,7

2,0

Gin két protein huyét twong: 99,0% (In vivo huy€t tuong ngudi ¢ nong d6 1 pg/ mh).

Nhitng chat chuyén héa chinh va dudng chuyén hoéa:

0 Chat chuyén héa chinh: Hgp chat des-fluorobenzyl.

0 Pudng chuyén héa: Mosaprid citrat chuyén hda qua gan, ¢ d6 nhom 4-fluorobenzyl bi cit,
sau do6 tu oxy héa vong benzen ¢ vi tri sO 3.
Puomg bai tiét va tdc do bai tiét: Sau khi udng thude 48 gid, trong nudc ti€u tim thay 0,1%

dang thudc khong ddi va 4,0% dang chuyén hoa chinh (hgp chat des-fluorobenzyl).

3. CHI PINH

Cic triéu ching da day - rudt (néng rudt, budn ndn/ 6i mita) ¢6 lién quan dén bénh trao

ngudc da day - thuc quan man tinh.

4. LIEU DUNG - CACH DUNG
Liéu dung:

Ngudi 16n: Uong 5 mg/ lan, ngay 3 1an, udng trude hodc sau bita dn.

Cich dung: Thudc duge diing theo dudng udng.

5. CHONG CHIi PINH

M3n cam véi mosaprid citrat hodc bat ¢t thanh phdn nao cla thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
Khong khuyén cdo ti€p tuc dung thude, néu didu tri trong vong 2 tuan ma khong thdy triéu

chitng dugc cai thién.

\&
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P6 an toan clia thudce nay trén tré em chua duge ching minh (khong ¢ kinh nghiém lam
sang).

Nguoi cao tudi:

Do ngudi I6n tudi thudng bi suy gidm chiic ning sinh 1y ciia gan va thin, nén than trong khi
st dung thudc. Trong trudng hgp ¢6 tdc dung khdng mong mudn, nén gidm liu.

Canh bdo vé ta dugc

Thudc ¢6 chita polysorbat 80 ¢6 thé giy di ¢ng va diu thiu diu c6 thé gay dau bung, tiéu
chay, budén ndn, ndn.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Chua xdc dinh do an toan cda thudc ddi v6i phu nit ¢6 thai va phu ni cho con bi. Do do, chi
st dung thudc nay khi Igi ich diéu tri vugt troi hon nguy co ¢6 thé co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua ¢6 thong tin vé& dnh hudng cda thudc trén khd ning ldi xe va van hanh mdy méce. Tuy
nhién thudc ¢ thé giy chodng vang, khuyé&n cdo bénh nhin khong nén thyc hién cdc cong
viéc cdn tap trung cao do nhu ldi xe hodc vdn hanh mdy mdc, cho dén khi xdc dinh chic
chidn khong gip tdc dung khong mong mudn trén.

7. TUONG TAC CUA THUOC VGI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

Tuong tic vdi cdc thudc khdng cholinergic nhu: Atropin sulfat, butylscopolamin bromid. Do
khi uéng chung thudc khdng cholinergic lam gidm hiéu qud cua thudc, nén than trong udng
cdc thude nay cdch xa thdi gian udng mosaprid.

Cd ché va y&u o nguy cd: Vi hiéu qui dong luc & da day cla thude la do kich hoat than kinh
cholinergic, nén thudc khang cholinergic lam gidm hiéu qué ctia thudc.

8. TAC DUNG KHONG MONG MUON /s
Tdc dung khong mong mudn ghi nhin 40 trong 988 bénh nhin (4,0%) & nhitng diéu kién thi f}
nghiém ldm sang. ’
Téc dung khong mong mudn chli yéu la tiéu chdy, phin 1éng (1,8%), kho miéng (0,5%), kho

chiu (0,3%)...

Gid tri xét nghiém bat thudng ghi nhdn 30 trong 792 trudng hgp (3,8%) gdm c6 ting bach

cAu di toan (1,1%), ting triglycerid (1,0%), ting AST, ALT, ALP va y-GTP (0,4%).

Co quan lién quan 5% > ty suat > 0,1%
Da day - rudt Tiéu chdy, phin 16ng, khé miéng, dau bung.
Gan Tang AST, ALT, ALP
Tim mach Panh trong nguc
Coquan Khiia I%h() thd, di()él}_g veing,vcﬁm.giéc d.au dau nhe,
ting bach cau di toan, tang triglycerid

Thudc co thé gdy ra cdc tdc dung khong mong mudn khdc, khuyén bénh nhdn thong bdo cdc
tdc dung khéng mong mudn gap phdi khi ding thudc.

9. QUA LIEU VA CACH XU TRi

Triéu ching
Triéu chiing qud liéu mosaprid gom ¢6 dau bung va tiéu chay. \\/
Xut tri
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Nén rita da day, dung than hoat va theo ddi diau hiéu ldm sang. Thudc gin két cao
protein huyé&t tuong nén khong thé loai bd bing thim tach.

10. CAC DAUHIEU CAN LUU Y VA KHUYEN CAO: Khong ding qud lidu chi dinh.

i1. TEN, PIA CHI VA BIEU TUGNG CUA CO SO SAN XUAT
San xudt tai:

& W

CONG TY CO PHAN DUGC PHAM PAT VI PHU
(DAVI PHARM)

véi

L6 M7A, Pudng D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cit,

Tinh Binh Duong, Viét Nam
Tel: 02743567.687 Fax: 0274.3567.688

12. NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG HUGNG DAN
DUNG THUOC ‘

Téng Giam Dédc

Pham Gai Cuimg

TUQ. CUC TRUUNG
TRUONG PHONG
i & 9/ TN
A Getson Moy Hine
7 ; :
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