Rx-Thubc nay chi diung theo don thuéc

Huéng dan sir dung thuéc

ABAMOTIC

(Mosaprid citrat....5 mg)

“Doc ki’ huéng dan sic dung trude khi ding”

“Dé xa tam tay tré em

Thanh phan:
Méi géi bét 0,5 g chia:

Thanh phén hoat chat: Mosaprid citrat (dudi dang mosaprid citrat dihydrat).............cccccecueeuenee. 5mg
Thanh ph : mannitol, cellulose vi tinh thé (PH 101), natri saccharin, hydroxypropy! cellu-

lose, magnesi stearat, silica dang keo khan.
Dang bao ché: Bt pha hén dich uéng.

Mb ta dang bao ché: Bt mau trdng dén trdng nga, déng nhat, khé toi, khdng bi 4m, vén, khdng

mui, vi ngot.

1. Pac tinh dugc luc hoc

Nhém dugc ly: Nhém thudce tiéu hoa.

Ma ATC: AO3FA

Mosaprid citrat c6 tac dung chon loc trén thy
thé 5-HT4, déng thdi c6 tinh d8i khang véi thy
thé 5-HT3. Mosaprid citrat kich thich cac thu
thé 5-HT4 trong dam ri than kinh tiéu héa, fam
tang phéng thich acetylcholin, ddn dén ting
cudng sy van dong clia da day-rudt va sy thao
réng da day.

2. Pac tinh dugc déng hoc :

Néng dd trung binh trong huyét tuong cla
mosaprid citrat khdng thay déi khi dung dudng
ubng & liéu 10 mg/kg can n&ng & ca ché dyc va
choé cai, va dat néng dé t6i da sau 0,5 gio dua
thudc. Néng dd téi da & ché duc 1a 198 ng/ml va
3 cho cai la 289 ng/ml. Sau dé, ndng dd nay
nhanh chéng gidm xudng. Thai gian ban thai
ctia thudc 1a 1,5 gid. Sau khi cho ché udng
mosaprid citrat liéu 10 mg/kg can nang, néng
doé thudc & cac méd do dugc bing phéng xa dat
t6i da sau 1 gid. Nong dd thuéc & md cao hon
10 lan so v6i ndng dé thudc trong huyét tuong,
va cao hon so vdi ndng dé thudc & trong gan,
rugt non, da day, than, tuyén thugng théan.
Néng ddé mosaprid citrat trong ndo va nhan cau
thdp, chi bang khoang % néng dé trong huyét
tuong.

Trong mét nghién clu & ngudi, néng dé téi da
dat dugc sau 0,8 + 0,1 gid dua thudc, sau khi
udng mosaprid citrat liéu duy nhat 5 mg, néng
dd thudc t6i da cé trong huyét tuong la 30,7 +
2,7 (ng/ml). Thai gian ban thai la 2,0 + 0,2 gid.
Ty 1é lién két protein huyét tuong la 99,0%.
Mosaprid citrat chuyén héa chl yéu qua gan,

vdi hop chét chuyén héa chinh 1a des-4-fluoro-
benzyl.

Mosaprid citrat dugc dao thai chl yéu qua nudc
tiéu va qua phan. Trong mau nudc tiéu 18y dugc
& thoi diém 48 gid sau khi uéng 1 liéu duy nhat
5 mg mosaprid citrat, 0,1% dugc bai tiét dudi
dang hgp chat khéng déi va 7,0% dugc bai tiét
dudi dang chat chuyén héa chinh (hgp chat
des-4-fluorobenzyl).

3. Chi dinh:

- Chi dinh trong céac triéu ching tiéu héa lién
quan dén viém da day man tinh (¢ néng, buén
ndn, nén), cac triéu chidng lién quan dén bénh
trao ngugc da day thyc quéan (g hdi, ¢ chua, ¢
néng, buén nén, nén).

- H6 trg lam sach da day trudc khi chup X
quang can quang 8ng tiéu héa vdi barium.

4. Liéu lugng va cach dung:

Chi dinh trong céc triéu chiing tiéu héa lién
quan dén viém da day man tinh va trao
ngugc da day thyc quan:

Cach dung: Udng truéc hodc sau bda an.

Liéu dung: 5 mg/lan x 3 lan/ngay.

Hé trg lam sach da day trudc khi chup X
quang can quang éng tiéu hoéa voi barium:
Uéng 20 mg mosaprid citrat trong khodng 180
ml nuéc dé rlia dudng tiéu hoa, sau dé udng
ti€p 20 ml mosaprid citrat v6i 1 it nuéc.

5. Chéng chi dinh:

Bénh nhan c6 tién sl qua man cam véi mosap-
rid hay véi bét ky thanh phan nao cla thudc.

6. Canh bao va than trong khi ding thudc
Khi st dung thuéc nay dé diéu tri cac triéu
chung tiéu héa lién quan dén viém da day man



khéng phii 13 nai cén bdi thubc, ria tay sach say khi bdi thudc.
;‘:r;l::ws dgv‘: chuyén héa chi yéu qua gan. Mic di 4 cla
thudc vao tudn hodn chung rét thip nhung <ing cdn thin trong khi st
dung cho bénh nhan suy gan.
Cdnh bdo lién quan dén td dugc
Thuéc mé Tacropic 0,03% c6 chda polysorbat 80 ¢6 thé gay g ing.

7.5U DUNG CHO PHY N €O THAI VA CHO CON BU
Théi ky mang thal
Chm:gngN"g\c\'mvésadunq!hubtnwtxvolmmpangou&aphuw
mang thai. Khi nghién ciu & ddng vat, tacrolimus dung dudng toyn than
cho thiy ¢6 ddc tinh trén sinh sdn. Khong rd nguy co 481 véi )
Khéng nén si dung thudc md tacrolimus trong thoi gian mang thal
tris khi thit sy cdn thiét.
Thai ky cho con ba
D liéu nghién cdu & ngudi cho thdy sau khi s dyng tacrolimys g
todn thn, tacrolimus ¢6 thé bai tiét vao sta me. M3c di dir lidu 1am <,
cho thy lugng tacrolimus tdc dung toan than rat thip khi s dvnqng
dang thuSc md, khdng khuyén cdo sif dung Tacropic cho phy nir dang
cho con ba.

8. ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thubc khdng dnh hudng hodc dnh hudng khéng dang ké trén k
18 xe va vdn hanh mdy méc. L g

;. TUONG TAC, TUONG KY CUA THUGC

Ch::'? nghién ciu vé tuong tac thudc d8i vai thudc ma tacrolimus boi
ngoai da.

Tacrolimus khéng bj chuyén héa bdi da ngudi, cho thiy khong <6 kha
nang xdy ra tuong tic ngodi da c6 thé anh hudng dén chuyén héa cia
tacrolimus.

Luong tacrolimus hdp thu duoc chuyén héa bdi cytochrom P450 3A4
(CYP3A4). Lugng thudc c6 tac dng todn than khi s dyng dang thubc
mé& r§t thip (< 1 ng/ mL) va do d6 khéng bi dnh hudng bdi cac chit
Uc ché CYP3A4. Tuy nhién, khong thé loai tris kha ndng tuong tac khi
s dyng chung voi céc thudc Uc ché CYP3A4 (vi dy: Erythromycin,
itraconazol, ketoconazol va diltiazem) & bénh nhdn bi dién rdng va/
I;::lc 44 da, than trong khi sif dung cho cac bénh nhin ndy.

em

Tuong téc véi cic vic-xin viém ndo md ciu nhém huyét thanh C d3 duge
nghién cdu & tré em tir 2 3én 11 tubi. Khdng c6 dnh hudng dén tic dung
cUa vic-xin, tri nhé midn dich, midn dich thé dich hodc mién dich thdng
qua trung gian té bdo.

Khéng dp dung.

10. TAC DUNG KHONG MONG MUON
Trong céc nghién clu ldm sang khodng 50% bénh nhan a3 trdi qua mot
56 phdn Ung bt lgi vé kich Ung da tai vung bdi thudc. Cim gidc ndng va
ngua rit thudng gdp, thudng tis nhe dén trung binh va kéo dai trong
vong mot tudin ké tis khi bt du diéu tri. Ching 84 da |a phdn ing kich
Ung thudng gdp trén da. Cdm gidc §m, dau, di cdm va phit ban & viing
da bdi thubc ciing thudng gép. Khdng dung nap duac d6 ubng c6 cbn
(85 mat, kich Ung da) 13 thudng gdp.
mhnhhcbu\‘cbngwwblvﬂmmnqlmmvﬂ'mdvb
%‘mmmmm 1/10)
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Toan than ?1?\'; trf dung thubc: Ving da bdi thudc ngda, cdm gidc
mmbong' ADR < 1/10)
Th (1/100 < <
Nhiém tgrgrp\g va ky sinh trung: Nhiém tring da tai chd bit ké nguyén
nhan cu thé, bao gém: Eczema thé ndng, viém nang Idng, Herpes simplex,
nhiém virus Herpes, dgt bing phét Kaposi's varicelliform. ]
Chuyén héa va dinh dung: Khong dung nap Gugc rugu (86 bimg mat
vlkkhc‘mgdauukhlsddmdcth&dngcbcén),
Thén kinh: Di cm va r6i loan cm gidc (cam gidc té, néng)
Da va mé duéi da: NgUa.
Vi tri s dung: Viing da bdi thusc néng, 46, dau, kich Ung, dj cdm va
phét ban.
Itgdp{l/?.OM(ADﬂ< 1/100)
Davbmbdw:;:munmhgd
Khéng rd tén sust L
thémlrﬂngvbky‘smhm:NhémHupesbma.
oavamomgxcm“ 46 mét, a6i méi.
Vi trf st dyng: X
Xét nghiém: Tang néng a6 cia thubc.
Sau khi dua ra thi trudng

Céc trudng hop 4¢ tinh, bao gém trén da (U lympho té bdo T & da) va cic
lo.lu'ymphokhk.ungthudaadmbéododbenhnmn,am
thubc md tacrolimus.

Piéy tri duy tri

Trong mot nghién ciu vé diéu tri duy trl (2 180/ tudn) & ngudi I6n va tré
mummwmmvsnmmwmmmm".wm
nvﬁt‘nsultuohmmnhbmdﬂr@unhch&wv,na“m)
vsnNémkhulncvﬁngbathu&(G,A%Mréernva6.3%¢w|¢,.)_
Tréem

Theo cdc bdo cdo, tin sudt, thé loai va 36 ning cia cac phan Ung khon
mm&nﬁ&ﬂmgﬁmmuﬁm. oo Py » ¢

(<] ra cic téc dyng khdng mong m khuyén cdo
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11. QUA LIEU VA XU TRI

HIEm khi xdy ra qué liéu khi s& dyng thubc ngodi da.

N&u nubt phal, nén sir dyng cac bién phap hd trg bao gém

theo doi dfu hidu sinh tén va tinh trang 1m s3ng. Do tink chit cia thubc

md, khdng khuyén cio gdy ndn hay rira da ddy.

SU DYNG THUGC

12. DAC TINH DU C

M3 ATC: D1 IANOI‘.’c hchoc

Nhém dugc Iy: Thubc i ché mién dich.

Tacrolimus 13 mét macrolid (macrolactam) chiét xust tis Streptomyces
tsukubaensis, c6 tic dyng uc ché manh mién dich giéng nhu
cyclosporin vé mjt dugc ly nhung khéng lién quan dén ciu tric;
Thubc cing c6 hoat tinh khing khu:gn nhung rdt han ché. Co ché chinh
xdc tac dung Uc ché midn dich ca tacrolimus chua dugc biét rd.

& bénh nhan bj viém da co dia, vic cai thién cic tén thuong da trong
qué trinh diéu trl vél thube mé tacrolimus ¢6 lién quan dén viéc gidm thu
thé Fc & 16 bao Langerhans va gidm tac ddng kich thich qua muc len &
bao lympho T. Thubc mé tacrolimus khang dnh huding dén sy téng hop
collagen & co thé ngudi

13. DAC TINH DUGC DONG HOC

Hdp thu

Dt liéu trén ngudi khde manh cho thly khéng c6 hodc 8t it tdc dOng
10an than khi bdi ngoai da thubc my tacrolimus mét 18n hodc I3p lai.
sinh kha dyng dang thubc m& dudi 0,5%. Hsu hét bénh nhan bj viém da
coautnguuwmumem)mawumamuéumyupw thubc md
racrolimus (0,03 - 0,1%), va tré 50 sinh t 5 thang tui trd lén iy tr voi
thubc md tacrolimus (0,03%) c6 néng 4 thubc trong méu < 1,0 ng/ mL.
Khi quan sat, néng dd tacrolimus trong méu trén 1,0 ng/ mL chi xdy ra
thodng qua. Néng dd thubc tic dyng todn than ting Ién khi dién tich
viing da boi thubc tang Ién. Tuy nhién, muc 86 va 16¢ 44 hip thu déu
gidm khi da 13nh. U ¢d nguti 16n va tré em véi dién tich vung da bdi
thudc trung binh khodng 50% dién tich ca thé, néng 84 toan than (nghia
13 AUC) cdia tacrolimus it han khodng 30 1n 5o véi liéu ubng c6 tac dung
e ché midn dich & bénh nhan ghép gan va ghép than. Chua ré néng 46
thubc thip nhit trong méu |3 bao nhiéu.

Khoéng c6 bing chiing cho thiy cé sy tich Gy tacrolimus & bénh nhan
(ngudsi 16n va tré em) diéu tri dai han bing thubc md tacrolimus.

Phén b6

Khi sif dung thuéc md tacrolimus, lugng thudc ¢6 tac dung toan than
St thip, thubc gdn két nhiéu véi protein huyét tuong (> 98,8%) va
khéng ¢6 y nghia trén 1dm sang.

Khi bdi thubc mé tacrolimus Ién da, tacrolimus téc ddng chon loc trén da
va h3p thu rét it vdo tudn hoan.

Chuyén héa

Khong phat hién tacrolimus dugc chuyén héa bdi da. Sau khi vao tudn hoan,
tacrolimus chuyén héa rst manh & gan va dudng tiéu héa qua hé théng
enzym oxidase, tru6c hét 1a hé théng cytochrom P-450 (CYP3A4) tao
thanh 8 chit chuyén héa (chst chuyén héa chd yéu 1 31-demethyl
umc;'dguscomdvnggl&ummmmwm).

©9 thanh thai trung binh sau khi tiém truyén tinh mach tacrolimus lén

luot 12 0,040; 0,083 va 0,053 lit/ gidv kg d&i véi ngudi tinh nguyén khde

manh, ngudi I6n ghép thin va ngudi I6n ghép gan. B4 thanh thii cing

gidm & bénh nhan bi suy gan nghiém trong.

Sau khi sir dung liéu 13p lai thudc mé tacrolimus, thai gian ban thii trung

mhcﬁamﬁmmu&uﬂhl&7$gw6rvguolla\v36$gioowem.
em

Dugc ddng hoc cla tacrolimus sau khi s dung ngoai da & tré em

giéng nhu & ngudi 16n, véi néng d$ tic Adng toan thin nhéd va khéng

<6 bing ching vé tich 10y thuéc.

14.QUY CACH DONG GOI: Hop 1 tuyp (10 g).

15. NGAY XEM XET SUA D61, CAP NHAT LAI NOI DUNG HUONG DAN
:01/08/2019

DAVIPHARM

Sdn xudt tai: CONG TY €O PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM) <
L6 M7A, Buding D17, Khu Cong nghiép My Phudc 1, Phudng =
Théi Hoa, Thi xa Bén Cat, Tinh Binh Duong, Viét Nam g
Tel: 0274.3567.687

Fax: 0274.3567.688




