RXTHU6C BAN THEO PON
TO® HOOUNG DAAN SOU DUING THUOAC
Viean neun bao phim

ZURMA

Thuoac baun theo fi6n
Nea xa taam tay treti em
Noic kyd hédung dadn s6G duing tréduc khi dugng

Thoang bauo ngay cho bauc syo hoaéc dodic syd nhoong tauic duing khoang mong muoan khi s6i
duing thuoac

PHAAN 1. HOOUNG DAAN SO0 DUING THUOAC CHO NGOO®@I BEANH
1. Thagnh phaan

Moai viedn neun bao phim choua:

Mosaprid citrat dihydrat

toong 6Ong Mosaprid citrat .........ccuueeee. 5mg

Tau doadic: Povidon (Kollidon 30), copovidon, cellulose vi tinh theG M101, tinh bodt ngod, talc,
magnesi stearat, silicon dioxyd, HPMC E6, titan dioxyd, polyethylen glycol 4000, polysorbat 80,
daau thaau daau, magu green.

2. Moa tal salin phaam: Viean neln trogn, bao phim magu xanh, moat maét col dadp logo

, maét kia col dadp gaich ngang.
3. Quy cauch fioling goui: Hodp 10 vae (PVC - Nhodm) x 10 viean.
4. Thuoac dugng cho bednh gi?

ZURMA choua thagnh phaan chinh cou tauc duing dodic Iyl lag mosaprid citrat. Thuoac fi66ic
s60 duing dooui soi chae fonh culia balic syo fied fieau tro calc triedu choung dai dagy - ruoat
(noling ruoat, buoan nodn/ oli moda) cou liedn quan fiedn bednh trago ng6oic dai dagy - thoic
qguadn main tinh.

5. Neadn dugng thuoac nagy nho thea nago vag lieau 166ing?

Luoan dugng thuodc chinh xauc nho hoéung dadn cula balc syd hoaéc dodic sys. Nedu bain
choa rood, hady hodi laii cho chaéc chaén.

Lieau dugng:
Ngoogi I16un: Uoang 1 viedn/ laan, ngagy 3 laan, uoang tréouc hoaéc sau boda aén.
Cauch dugng: Thuoac fiddic dugng theo N66@Nng uoang.

6. Khi nago khoang nean dugng thuoac nagy?
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Khoang nean dugng thuoac nagy nedu bain maan callm voéui mosaprid citrat hoaéc baat kyg
thagnh phaan nago culia thuoac.

7. Tauc duing khoang mong muoan

Nho cauc thuoac khauc, mosaprid citrat cou thea gaay tauc duing khoang mong muoan, nhong
khoang pha(i ai cudng gaép phali.

Cauc tauc duing khodng mong muodn thééang gaép:

Dai dagy - ruoat: Tiedu chaly, phaan lolng, khoa miedng, fiau buing.
Gan: Taéng AST, ALT, ALP.
Tim maich: Naunh trodng ngéic.

Co6 quan khauc: Khou tho(, choaung vaung, calm gialc Aau Aaau nhei, taéng baich caau 6a
acid, taéng triglycerid.

Thuodc cou thed cou tauc duing khodng mong muodn khatic, thodng batio cho balic sy6
nhéong tatc duing khodng mong muodn gaép phaii khi s6d duing thuodc.

8. Nean traunh dugng nhoong thuoac hoaéc thoic phaam gi khi fiang s60 duing thuoac nagy?

Thoang balo cho balc syd hoaéc dodic syd culia bain vea taat cali cauc loaii thuoac mag bain
nang sol duing, bao goam cal cauc thuodc kea fion hoaéc khoang kea fidn, calic vitamin hoaéc
thuoac tog dooic liedu.

Thodng bato cho batic sy hoaéc dédic syd nedu bain fiang s60 duing catc thuodc sau:

Thuodc khaung cholinergic nho: Atropin sulfat, butylscopolamin bromid.

S64 duing thuodc cugng véui théluc aén vag Aoa uodng:

Bain cou thed uoang thuoac nagy tro6uc hoaéc sau bdda aén.
9. Caan lapm gi khi moét laan quean khoang dugng thuoac?

Nedu bain quean khoang dugng 1 lieau, nedn uoang lieau fiou ngay khi cou thea. Neadu thogi
fiiedam nhou ra iad ngay gaan thogi nieam dugng lieau thuodc tiedp theo, khoang dugng lieau
fad quean mag dugng thuoac theo fiuung loch trinh cud. Khoang uoang gaap fioai lieau.

10. Caan batio quaiin thuodc nagy nho thea nago?
Gioo thuodc trong bao bi godc culia nhag salin xuaat, fiady kin.

Nea thuoac ndi khoa rauo, traunh aunh saung, nhieét fiod khoang quau 30°C, vag ngoagi taam
voui cula trel em.

Khodng s60 duing thuodac sau ngagy heat hain ghi trean bao bi (hodp vag vee thuodc).
11. Nhoong dadu hiedu vag triedu chéung khi dugng thuoac quau lieau

Dugng thuodc chinh xalic nh6 hééung daan culia bauc syd. Nedu bain dugng quau lieau hoaéc
tre( em nuoat phadi thuodc, liean hea ngay voui bauc syd hoaéc trung taam y tea gaan nhaat.
Khi dugng quau lieau bain cou thea bo fiau buing vag tiedu chaly.
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12. Caan phaiii lagm gi khi dugng thuoac quau lieau khuyean cauo?

Ngong dugng thuoac vag liean laic ngay voui bauc syd hoaéc trung tadm y tea gaan nhaat.
Mang theo viean thuoac cugng voui bao bi fied balc syd biedt bain fiad uodng thuoac gi vag
col biedn phaup x60a lyu kop thogi.

13. Nhoong iieau caan thaan troing khi dugng thuoac nagy

Trééuc khi dugng thuodc nagy, thodng bato cho batc syé nedu bain Aiang col cauc vadn fiea
vea séuc khoiie sau fady:

Ngoogi 16Un tuoai.
Phui n6o cou thai vag cho con bud.

Khoang nean tieap tuic dugng thuoac neau fieau tro trong vogng 2 tuaan mag khoang thaay
triedu choung nooic cadi thiedn. Hady hodi yu kiedn bauc syd.

Thuoac col chola polysorbat 80 cou thed gady do dung vag daau thaau daau cou thea gaay
nau buing, tiedu chady, buoan noan, noan.

Dugng thuodc cho trel em

Khoang dugng thuodc nagy cho trell em dodui 18 tuoai.

Phui n66 mang thai hoaéc cho con buul

Choa xauc nonh fiod an toagn cula thuodc fodi voui phui ndd cou thai vag phui n6d cho con
bul. Do fiou, balc sy sed cadn nhaéc vag chae quyedt ionh dugng thuoac nagy cho bain trong
troo@ng hoip thaat caan thieat.

Laui xe vag vadn hagnh mauy mouc

Choa col thoang tin vea alinh h66lng cula thuodc trean khal naéng lali xe vag vaan hagnh
mauy mouc. Tuy nhiean, thuodc cou thea gaay choaung vaung, bain khodang nean thdic hiedn
calc codng viedc caan tadp trung cao nod nho laui xe hoaéc vaan hagnh mauy mouc, cho fiedn
khi xauic ionh chaéc chaén khoang gaép tauc duing khoang mong muoan trean.

14. Khi nago caan tham vadan bauc sy6, dodic sy6?
Nedu caan theam thoang tin xin hodi yu kiedn bauc syd hoaéc dooic syo.

15. Hain dugng cula thuodac: 36 thaung kea t6g ngagy saln xuaat.
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PHAAN 2. HOOUNG DAAN SOU DUING THUOAC CHO CAUN BOA Y TEA
1. DOOIC LOIC HOoiC
Nhoum dé6ic lyu: Thuoac chul vaan choin loic thui thea serotonin 5-HT.

Mosaprid lag dadan xuaat cuia benzamid cou tauc fiodang 60 dai dagy, do fiou taéng c66@ng |6u
thoang dai dagy - ruoat vag lagm roang dai dagy.

C6 ched tauc nodng

Thuodc chu( vaan choin loic thui thea serotonin 5-HT. Nou kich thich thui thea 5-HT cu(a fiaau
tadn cugng thaan kinh dai dagy - ruoat, lagm taéng tieat acetylcholin, dadn fiedn gia taéng I6u
thoang dai dagy - ruoat vag lagm roang dai dagy.

Dééic lagm sagng

Nghiedn couu thoic nghieam 60 ngddepi trodlng thagnh khoel mainh vag bedanh nhaan bo
viedm dai dagy main tinh, dugng riedng voui 5 mg mosaprid citrat fied taéng co66@ng lagm
roang ruoat.

Hiedu quad fiodng I6ic 64 dai dagy

Thuoac lagm taéng tinh I16u thoang 60 dai dagy vag tau tragng sau bdda aén 60 nhédng ngdo@i
tinh nguyean. Thuodc it alinh h660ng trong |6u thoadng keat tragng.

Hieéu quad taéng c66@ng lagm roding dai dagy

Thuodc gia taéng quau trinh lagm roang dai dagy voui phaan doch loling vag faéc. SOi gia
taéng quau trinh nagy sed gialm sau moat tuaan laép laii Aieau tro.

2. DO6OIC NOANG HOIC

00 ngoogi troding thagnh khoel mainh, lutic fioi dugng liedu 5 mg mosaprid citrat

Tmax (gi69) Crmax (1g/ mL) T% (giog)

0,8 30,7 2,0

Gaén kedt protein huyedt t66ng: 99,0% (In vivo huyeat todng ngddgi 60 noang fiod 1 pug/ mL).
Nho6ng chaat chuyean houa chinh vag fio6@ng chuyean houa:
- Chaat chuyean houa chinh: HOip chaat des-fluorobenzyl.

- Nodégng chuyedn houa: Mosaprid citrat chuyedn hola qua gan, 60 fAoUu nhoum
4-fluorobenzyl bo caét, sau fiol t6i oxy hola vogng benzen 60 vo tri soa 3.

Né6@ng bagi tiedt vag todc fiod bagi tiedt: Sau khi uodng thuodac 48 gidg, trong ndduUcC tiedu tim
thady 0,1% daing thuoac khoang fodi vag 4,0% daing chuyean houa chinh (hoip chaat
des-fluorobenzyl).

3. CHZE NONH

Cauc triedu chéung dai dagy - ruoat (noung ruoat, buoan noan/ olii méda) cou liedn quan fiedn
bednh trago ngodic dai dagy - thoic qualin main tinh.

4/6 TOA200CBB



4. LIEAU DU@NG - CAUCH DU@NG

Lieau dugng:

Ngo60ogi lI6un: Uodng 5 mg/ laan, ngagy 3 laan, uoang tréouc hoaéc sau boda aén.
Cauch dugng: Thuodc fidoic dugng theo 66@ng uoang.

5. CHOANG CHZA NONH

Maan calim voui mosaprid citrat hoaéc baat c6u thagnh phaan nago cu(ia thuoac.

6. CAUNH BAUO VA® THAAN TROING KHI DU@NG THUOAC

Khoang khuyedn calo tiedp tuic dugng thuoac, neau nieau trdo trong vogng 2 tuaan mag
khoang thady triedu choung nooic cali thiean.

Noa an toagn culia thuodc nagy tredn tre(l em chda fiddic chéung minh (khodng cou kinh
nghiedm ladm sagng).

Ng66gi cao tuodi:

Do ngoogi l6un tuoai thoo@ng bo suy gialm chouc naéng sinh lyu culia gan vag thaan, nean
thaan troing khi s duing thuoac. Trong tro6gng héip col tauc duing khodng mong muoan,
nean gialm lieau.

Calinh bauio vea tau dooic

Thuoac col chola polysorbat 80 cou thed gady do 6ung vag daau thaau daau cou thea gady
nau buing, tiedu chady, buoan noan, noan.

SO0 DUING CHO PHUI NOO cOU THAI VA@ CHO CON BUU:

Choa xauc nonh fod an toagn cula thuodc fiodi voui phui ndd cou thai vag phui n66 cho con
buu. Do fou, chae s60 duing thuodc nagy khi 16ii ich fiieau tro vooit trodi hon nguy cé cou thea
cou.

AUNH HOOUNG CcUUA THUOAC LEAN KHAU NAENG LAUI XE VA@ VAAN HA@GNH MAUY
MoUC

Choa col thoang tin vea alinh h6dang cula thuodc trean khal naéng lali xe vag vaan hagnh
mauy mouc. Tuy nhiedn thuodc cou thea gaay choaung vaung, khuyedn cauo bednh nhaan
khoang nean thdic hiedn calc coang viedc caan tadp trung cao fiod nho lali xe hoaéc vaan
hagnh maluy mouc, cho nean khi xauc fionh chaéc chaén khoang gaép tauc duing khoang mong
muoan trean.

7. TOONG TAUC cCUUA THUOAC VOUI CAUC THUOAC KHAUC VA® CAUC LOAII TOONG TAUC
KHAUC

Toong tauc voui cauc thuodc khalung cholinergic nho: Atropin sulfat, butylscopolamin bromid.
Do khi uoang chung thuoac khaung cholinergic lagm gialm hiedu qual cula thuoac, nean
thaan troing uodng calc thuoac nagy cauch xa thégi gian uodng mosaprid.

Co ched vag yeau toa nguy co: Vi hiedu qual noadng |6ic 60 dai dagy cula thuoac lag do kich
hoait thaan kinh cholinergic, nean thuodc khaung cholinergic lagm giallm hiedu qua( cuda
thuoac.
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8. TAUC DUING KHOANG MONG MUOAN

Tauc duing khoang mong muoan ghi nhadn 40 trong 988 bedanh nhaan (4,0%) 64 nhodng fieau
kiedn thol nghiedm ladm sagng.

Tauc duing khoang mong muoan chull yeau lag tiedau chally, phaan lolng (1,8%), khoa miedng
(0,5%), khou chou (0,3%)...

Giau tro xeut nghiedm baat tho6gng ghi nhaan 30 trong 792 tro6@ng hoip (3,8%) goam cou
taéng baich caau aui toan (1,1%), taéng triglycerid (1,0%), taéng AST, ALT, ALP vag y-GTP
(0,4%).

Co quan liedn quan 5% > tyQ suadt > 0,1%
Dai dagy - ruoat Tiedu chaly, phaan loling, khod miedng, fau
buing.
Gan Taéng AST, ALT, ALP
Tim maich Naunh trodng ngéic
. . Khou th60, choaung vaung, caim giauc fiau fiaau
Co6 quan khauc . A . . n . .
nhei, taéng baich caau auli toan, taéng triglycerid

Thuodc cou thed gady ra cauc tauc duing khodng mong muodn khatic, khuyedn bednh nhadn
thodng batio catc tauc duing khodng mong muodn gaép phaiii khi dugng thuodc.

9. QUAU LIEAU VA@ CAUCH XOU TR

Triedu chélung

Triedu chélung quau lieau mosaprid goam cou fau buing vag tiedu chady.
X6 tri

Nean rola dai dagy, dugng than hoait vag theo dodi dadu hiedu ladm sagng. Thuodc gaén keat
cao vOui protein huyeat to6ng nean khoang thea loaii bol baéng thaam talch.

10. CAUC DAAU HIEAU CAAN LOU YU VA@ KHUYEAN CAUO: Khoang dugng quau liedu chae
fionh.
11. TEAN, NOA CHZ VA® BIEAU TOOING CUUA c6 sO60 SAUN XUAAT

Sadn xuadt taii:

DAVIPHARM

COANG TY COA PHAAN DOOIC PHAAM NAIT VI PHUU
(DAVIPHARM)

Lod M7A, N6dgng D17, Khu Coang nghiedp My Phoduc 1, Phédgng Thoui Hoga, Tho xad Bedn
Caut, Teenh Binh D66ng, Viedt Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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