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Ry - Thude nay chi ding theo don thuic
AZEKMOTIC
Dé xa tam tay tre em
Poc kv hiedng dan sir dung treée khi dimg

I. THANH PHAN CONG THU'C THUOC

Mdi g0i 0.5 g chira:

Thanh phﬂfn hoat chat:

Mosapride citrate (dudi dang Mosapride citrate dihydrate 5.29 mg)........ccccceeee.
Thanh phan té dirge; Mannitol, natri saccharin, polyethylene glycol 6000, natri croscarmellose,

transcutol, tween 80, magnesium stearate, PVP K30.

2. DANG BAO CHE
Bot pha hon dich udng.
M6 ta: Bot dong nhat, khé toi. mau triing dén tring nga, hdn dich sau pha dong nhit, vi ngot.

3. CHI BINH

Thuoce duge chi dinh dé diéu i céc tricu chung duong ticu hoa 1ién quan dén bénh viém da day
man tinh (¢ nong, budn non, non).

HO tro trong thao thut rudt sach hoan toan trude khi chup X-quang

4. LIEU LUONG VA CACH DUNG

Diéu trj cac triéu chitng dirong tiéu hoa lién quan dén bénh viém da day man tinh (o nong, huon

non. non)

Li¢u dung cho ngudi [6m: 15 mg/ ngay, chia thanh 3 lin/ngay, u("'mg trude hodc sau an.

Ho tror trong thao thut rugt sach hoan toan treée khi chup X-quang

Thong thuomg, dbi vai ngudi 16m, 20 mg Mosapride citrate duge ding cung thuée gay thut thao
duong rudt (khoang 180 ml) khi bit dau dung thude ria rudt biang duomg udng. Va sau khi dung

thudc gay thut thao dudng rudt, udng Mosapride citrat 20 mg vai mot it nude, |

Cach dang: Ding dudng uong
Hoa hét goi thude vé mét lugng nude vira da va uong ngay sau khi pha.

5. CHONG CHI DINH .
Chong chi dinh st dung sdn pham nay trong cac truong hop qua man véi Mosapride citrate hay

bat ky thanh phan nao cua thude i

6. CANH BAO VA THAN TRONG KHI DUNG THUOC “
Khi dicu tri cac triéu chimg duong ticu hoa lién quan dén bénh viém da day man tinh, sau khi

dung thudc trong mot khoang thoi gian nhét dinh (thudng la 2 tudn), su cai thién cac trigu chimg [
dudng tiéu hoa nén duoc danh gia va xem xét vé vide Iiép tuc diéu tri. | |
Khong tu v sir dung thude trong mot thoi gian dai do nguy co viém gan cap tinh, roi loan chirc
nang gan nghiém trong, vang da. Ngoai ra, bénh nhin nén hudng din va lién hé véi bac sinéu
xudt hién cdc tricu ching nhu kho chiu, chdn an, nude ticu sam mau, vang mit,...sau khi dung ,
thue.
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Nguoi cao twol: o ngudi cao tudi, chire nang than va gan thuong bi suy giam. Do do can than
trong khi ding thude bang cich theo doi bénh nhan. Néu xuat hién cic tac dung khong mong
mudn trong qua trinh dicu ri cée tricu chimg dudng tidu hoa lién quan dén viém da day man, nén
¢0 bign phap xu tri thich hgp nhu giam licu (Mosapride citrate 7.5 mg/ngay)

Chua ¢6 nghién ctru 1lam sang nao dugc thuce hién trén tr¢ em.

Thude nay ¢o chira dudi 1 mmol (23 mg) natri trong moi goi bot. vé co ban duge coi nhu khong

chira natri

7. SU DUNG THUOC O PHU NU CO THAI VA PHU NU DANG CHO CON BU

Phu niv mang thai:

Phu nir mang thai hodc phu nir ¢ kha niang mang thai chi nén dung thude sau khi can nhic ky va
loi ich diéu tri vuot troi so voi nguy co.

Phu nir ¢ha con bii:

Nén can nhic dén viée tiép tuc hodac ngimg cho con bu, can nhiie loi ich cua diéu tri va loi ich
cua cho con bu. D co bao cdo thude duoc bai tiét vio sita trong cac nghién ciru trén dong vat.

8. ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Mot s6 tac dung khong mong nuén cia thude ¢o thé xay ra nhu chong mat, dau diu do dé can

than trong khi su dung Mosapride citrate khi lai xe va vin hinh may moc

9. TUONG TAC, TUONG KY CUA THUOC

Can than trong khi dung phoi hop

Loail thuoc Bicu hién lam sang va xua tri | Co ¢ché va yéu 16 nguy co

Cac thuoe ¢6 hoat tinh khéng | Do tac dung cua Mosapride | Do tac dung lam tdng nhu

cholinergic:  atropin.  butyl | citrate ¢ thé giam khi sir dung | dong rugt duong ticu hoa cua

scopolamin..... ddng thai voi cac thude khang | Mosapride citrate 14 do tde
| cholinergic. luu ¥ ding cac | dung kich thich thin kinh giao |
thude cich xa nhau cim, cac  thude khang
cholinergic ¢ ché tac dung

nay

Khi str dung Mosapride citrate 15 mg/ngay cang vai erythromyein 1200 mg/ngay. nong dd dinh

trong huyeét twong cua Mosapride tang tir 42,1 mg/mL [én 65,7 ng/mL so véi khi khong ding két
hop. Thot gian ban thai tang w0 1.6 gior thang 2.4 gio va AUCo. ting tr 62 ng.gid/mL thanh 114
ng.gio/mL (8 nguoi truong thanh khoe manh)

Tuong ky cua thudc: Do chua cd cac nghién ciru vé twong ky cua thude. khdng tron lan thuoe

nay voi thuoc khac.

10. TAC DUNG KHONG MONG MUON

Céce tac dung khong mong muén ¢6 thé xay ra. Vi viy, can theo ddi sat bénh nhin va néu quan
sat thay bt ky diu hiéu bat thuong nao, can thye hign cée bign phap thich hop nhu ngimg thude
Cac tac dung khong mong mudn nghiém trong : viém gan kich phat, vang da (khong ro tn sudt),
viém gan ¢ap tinh, roi loan chie nang gan nghiém trong vai sur gia ting rd rét vé AST, ALT va y-
GTP. vang da... ¢6 thé xay ra va da ¢6 trudmg hop i vong.

Cac tac dung khong mong mudn khac
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- Khi diéu tri cde triéu chimg dieong tiéu héa lien quan dén viem da day man tinh

Phan loai co quan

| Qua man

‘ 0,1%-<2% <0,1%
] Phu, may day

i Midu

[ I1¢ tiéu hoa
|

|

|

Gian

[ Tim mach
| Than kinh tam than

| Tidu chay. phan long.

| Tang ALT (GPT)

; Tang bach cau ai toan | Giam bach cau

Khang ro tin sudt
Phat ban

Ro1 loan vi gidc, day
kho miéng, dau bung, | bung

budn nén. non

' Mat cam giac bung
mi¢ng nhu ludi, moi

Tang  AST (GOT),
ALP. v-GTP vil
bilirubin

‘Dénh fl‘fmng nguce
Chong mat, mé sang,
dau dau

Khac

Phan loai co quan
Tiéu hoa

MéEt  moi, m& | Run

bung

ting

- M6 trg trong thut thao rudt sach hoan toan trude khi chup X-quang
[ Dudi 1%

Yo- dudt 3%

Day bung, budn non. dau bung | Kho chiu, ¢ hot

Gan
Than kinh tam than

Khac

Dau dau

nicéu

Bao cido cic tic dung khong mong mudn
Viée bdo cdo cae tic dung khong mong mudn sau khi thude duoc phé duyét 1a rit quan trong,
Dicu nay cho phép tiép tuc theo ddi danh gia loi ich/rii ro cta thude. Cac chuyén gia chim soc
strc khoe dugce yéu ciu bao cao bat ky tac dung khong mong mudn nao t6i:

Trung tim DI & ADR Qudc gia, 13 - 15 L& Thanh Téng. Hoan Kiém, Ha Noi, Viét Nam,

Website: http://canhgiacduoc.org.vn/

1. QUA LIEU

'I’Eng bilirubin
‘Budn ngu
| Nude tiéu 1an mau, protein | Tie ngue. én lanh, kho chiu,
| sung mat, tang LDIH

Chua ¢o bao cio ve sur dung thuoce qua licu. Trong truomg hop uong qua licu, can dua bénh nhan

dén cac co so y 1€ gan

nhat dé duoe dicu i kip thoi.

12. PAC TINH DUQC LUC HQC
Nhom dwoce [y: Thude tiéu hoa

Ma ATC: AO3FA99

Co c¢hé tac dung: Mosapride la chat chu vin chon loe thy thé serotonin 5-1T4, kich thich thu thé
5-HT4 ¢6 trong dam r6i than kinh trén duéng tiéu hoa. No duge cho la ¢o tac dung lam ting nhu

dong rudt.
- Tac dung lam tang n

hu dong tai phan trén cua ong tiéu hoa

+ Tac dung lam tang nhu dong da day. ta tring
Thuoce ¢6 tic dung lam tang nhu dong da day ta trang sau khi dn va tac dung nay phu thude licu

(o cho)
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Tac dung lam tang toc dé lam réng da diy
Thude co tae dung lam tang nhu dong da day, @ trang ddi voi thie an dang long (o chudt nhat,
chudt dfmg] hode dang dac (o chugt dong). Mat khac, dung thuoe lap lai trong mot {uan lam
giam téc dung lam tang tde do lam rdng da day cua thude (chudt dong)
- Tac dung lam tang nhu déng tai phan dudi ong tiéu hoa
+Tac dung lam tang nhu dong dai trang va su vén chuyén thure an qua dai trang
Thude ¢6 tic dung lam tang nhu dong dai trdang va su vin chuyén thirc in qua dai tring v 1ac
dung niy phu thudc li¢u (¢ chudt lang)
+ Tac dung léy X0 va giam luong nudce o dai trang (khi sur dung d(:mg thoi voi cac thube edy thut
thao dudmg rudt)
Thude lam tang cudng tac dung lam sach rudt cia cac thude gay thut thao dudng rudt va tiép do

lam giam lugng nude tai dai rdang (0 chudt lang)

13. DPAC TINH DUQC DONG HQC
Hep th
- Khi dung liéu don (5 nguéi truong thanh khoe manh, sir dung Mosapride citrate 5 mg/ngay, lic

doi)
Tnax (10) _ Cnax(ng/mL) T|"‘(E{ii¥} B ;\11( 0 (ng g:of 'mL.) ]
0.8 0.1 30,7+£2,7 20402 ﬁ ’

Gid lrl trung binh + do lu.h chudn

- Khi dung phm hop voi thude gay thao thut duong rujt

Nguoi truong thanh khoe manh dung Mosapride citrate 20 mg (licu dau tién) lac doi va thube
gdy thut théo dudng rudt, 2 gio sau | licu déu tién, uunﬂ Mosapride citrate 20 mg (licu thir hai)

lhtri dwm dunt' lhuuc. J| Im W (“IUI' ( max (ng/ml.) | AUC (ng. e10/mL)
Liéu diu tién (N-24) j 1.0+0.5 116.1 4 35,1 _ h(] + 45.2 (0-2)
Liéu thtr hai (N=23) | 2.5+0,2 372, 6+80.9 ' ‘Hh.% + 301.4 (0-24)

Gid tri trung binh + do !u.h chuin

Phan bé

99.0% (invitro, huyét thanh ngudi, 1 meg/ml., xac dinh bang phuwong phap siéu lgc hay tham
phan ¢ian bang)

Chuyén hoa

Chat chuyén hoa chinh cua Mosapride citrate 1a des-4-fluorobenzyl. Mosapride bi chuyén hoa
chu yéu bang cach loai bo gde 4-Muorobenzyl thong qua cytochrom P-450 CYP3A4 tai gan, sau
dd 1iép tue bi oxy hoa o vi tri s 5 trén vong morphorin va hydroxyl hoa tai vi tri s0 3 trén vong
benzen.

Thai trir

Thude dao thai qua phan va nude ticu. Ti 1& thude trong nude tiéu 48 gio sau khi udng la 0.1%
dudi dang khong déi va 7.0% dudi dang chat chuyén hoa chinh (des-4-fluorobenzyl) (6 ngudi

truong thanh khoe manh, li¢u duy nhit S mg, uéng lic doi)

14. QUY CACH DONG GOI
Hop 30 goix 05 ¢

15. PIEU KIEN BAO QUAN
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Noi kho rao, tranh anh sang. nhiét do khong qua 30°C.

16. HAN SU DUNG
36 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUQNG

Tiéu chuan co so.

18. TEN, DIA CHI CUA CO SO SAN XUAT
CONG TY CO PHAN DUGC PHAM SOHA VIMEX
Dia chi: Buong N1 - Khu cong nghi¢p Yén My 1L th tran Yén My. huyén Yén My, tinh I lung
Yén. Viét Nam.
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