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MOSAPRIDE - US
a thuoc
3 chira:
SitratAuGi dang Mosaprid citrat dihydrat) 5mg

Ta dugc: Lactose, Natri starch glycolat, Tinh bdt ngd, Aerosil (colloidal silicon dioxyd), Polyvinyl
pyrrolidon (PVP) K30, Acid stearic, Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, PEG 6000.

Dang bao ché: Vién nén bao phim

Céc dic tinh dwoc lye hoc, dwge dong hoc

Duoc luc hoc:

Mosaprid citrat 1a chit cha van thy thé 5-HT4 chon loc. Thude dugc cho 1a ¢6 tac dung kich thich

thu thé 5-HT4 & dam rdi than kinh da day- rudt, lam tang phong thich acetylcholin, dan dén tang
~ cuong su van dong cua da day-rudt va sy thao rong da day.
Mosaprid citrat lam tang si van dong da day va té trang sau bira &n ¢ chd con tinh.
Mosaprid citrat ting cudng su thao rong da day chira chét 16ng (& chudt nhit va chudt cdng) va chét
déc (6 chugt cong) Téc dung ting cudong thdo rong da day giam di sau khi dung liéu lap lai trong |
tudn (& chudt cbng).
Trong nghlg:m phap thao rong da day & ngudi 16n khoe manh va bé an viém da day man tinh,
udng lidu duy nhét 5 mg thudc nay lam ting thdo rong da day.
Dugc dong hoc:
Hdp thu: Sau khi cho 5 ngudi 16n khoe manh nhin doi, udng liéu duy nhat 5 mg mosapride citrat
thu duoc céac thong s0 sau: Toax- 0.8 + 0.1 (gi0); Ciax=30,7 £ 2,7 (ng/mL).
Phdn bé: Mosaprld citrat lién két manh véi proteln huyét tuong (99,0%) (trong ong nghiém, huyét \Q»
thanh nguoi, & nong d6 Imeg/mL, phuong phap siéu loc hodc tham phén cén bing)
Chuyen héa: Chét chuyén hoéa chinh: hop chat des-4-fluorobenzyl. Mosaprid citrat duoc chuyén
héa chi yéu & gan, noi nhom 4-fluorobenzyl bi ldy di, tiép theo la su oxy héa vong morpholin & vi -
tri 5, va hydroxyl héa vong benzen & vi tri 3. Enzyme chuyén hoa la cytochrome P-450 (chu yéu la
CYP3A4)
Thai trie: Mosapnd citrat dugc thai trir trong nude tiéu va phan. Trong nudc tiéu sau 48 gid 0 nguoi
I6n khoe manh, udng lidu duy nhét 5 mg mosaprlde citrat khi d6i thi ¢6 0,1% duoc bai tiét dudi
dang hop chét khéng dbi va 7,0% duoc bai tiét dudi dang chit chuyén héa chinh (hop chat des-4-
fluorobenzyl). Thoi gian ban thai cta thudc & ngudi 16n khée manh, udng liéu duy nhét 5 mg
mosapride citrat khi doi la t;, = 2,0 £ 0,2 (gio)

Cac nghién ciru lam sang
Két qua ctia cac nghién clru 14m sang trén tong sb 435 truong hop, trong d6 ¢6 mdt nghién clru so
sanh mi doi, dugc tom tit dudi day.

LAV

Bénh chinh Triéu chirng Ty 1€ cai thién
Viém da day man | O néng 74% (130/176)
tinh Buon non/ndn | 77% (150/196)
Quy cach doéng goi:

Hop 3 vi x 10 vién nén bao phim;
Hop 5 vi x 10 vién nén bao phim;
Hop 10 vi x 10 vién nén bao phim
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Chi dinh:
Céc triéu chimg da day-rudt két hop véi khé tiéu chirc nang (viém da day man tinh), ¢ néng, budn
non, non.

Lleu dung:

D6i voi ngudi 16n tir 18 tudi tra 1én, lidu ding hang ngay thuong 14 15 mg mosaprid citrat, chia 1am
3 lan, cir 5 mg/lan

Déi véi tré em dudi 18 tudi: Do an toan ctia mosaprid citrat trén tré em chwa dugc chimg minh
(khong c6 kinh nghiém lam sang).

Cach dung:
Mosaprid citrat dugc dung theo dudng udng. C6 thé sir dung mosaprid citrat udng trude hodc sau
bira an.

Chong chi dinh: , ‘
Bénh nhén c6 tién sir qua man cam véi mosaprid citrat hay voi bat ky thanh phan nao khac cua
thudc.

Cac truong hop thin trong khi dung thube: /
Néu khong thdy su cai thién nao vé triéu chimg da day-rudt sau mdt thoi gian dung 5c (thudng
la 2 tudn) thi khong nén ding thubc ndy mot cich vo ich trong mot thoi gian dai.
St dung ¢ ngueoi cao tuoi:
Vi chirc nang sinh ly cia than va gan thuong suy giam ¢ bénh nhan cao tué’i, nén phai can than khi
-"diing thude nay bang cach theo dai tinh trang ctia bénh nhan. Néu thay c6 bat ky phan (g phy nao,

nén ap dung cac bién phap thich hop nhu giam liéu (vi du giam con 7.5 mg/ngay).

; Swr dung o tré em:

“ Do an toan cua thude nay trén tré em chua duoc chimg minh (khong c6 kinh nghiém lam sang).

=~  ..Than trong khac:

Khi cho loai gam nhdm ubng mosaprid citrat véi liéu gép 100 dén 330 lan liéu dugc khuyen nghi
lam sang (30-100 mg/kg/ngay) trong mot thoi gian dai (104 tudn & chudt cong, 92 tuan & chudt
nhit), di quan sat thdy ting ty 1é u tuyén té bao gan va u tuyén t& bao nang giap.
Thdn trong voi ta diege lactose:
Bénh nhan c6 cac roi loan di truyén hiém gap vé dung nap galactose, ching thiéu hut lactose Lapp.
hozc rdi loan hép thu glucose — galactose khong nén sir dung thudc nay.
Thoi ky mang thai :
Khong nén dung mosaprid citrat cho phu nif ¢6 thai, phu nit c6 thé dang mang thai, trir khi loi ich
diéu tri du tinh vuot trdi hon céc nguy co c6 thé c6 do diéu tri (D6 an toan cua thude nay trén phu
nir c6 thai chua dugc chimg minh).
Thoi ky cho con bu :
Nén tranh mosaprid citrat cho nguoi me dang nudi con bu. Néu nhét thiét phai ding, ngudi me nén
ngung cho con b me trong thoi gian diéu tri [Thi nghiém trén dong vét (chudt cdng) cho thdy
thude duge bai tiét qua sira me].
Anh hwong khi ldi xe va vgn hanh mdy moc:
Chua dugc ghi nhéan

Twong tic cia th ube voi cac thude khac va cic loai twong tac khac:

- Thuoc khang cholinergic (Atropin sulfat va butyl-scopolamin bromid, v.v...): C6 thé 1am giam tac
dung cua mosaprid citrat. Do do, néu ding chung véi cac thudc khang cholinergic, nén than trong
uong céc thude cach nhau it nhét 2 gjo.

- Khang sinh erythromycm Khi dung chung erythromycin Ileu 1.200 mg/ngay v&i mosaprid citrat &
liéu 15 mg/ngay, so véi khi udng mosaprid citrat don doc, nong doé mosaprid citrat cao nhét trong
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mau tang tir 42,1 ng/mL Ién 65,7 ng/mL, thoi gian ban huy kéo dai tir 1,6 gio 1én 2,4 gio va AUC4
tang tr 62 ng.gio/mL l1én 114 ng.gio/mL/gid (O ngudi lén khoe manh).

Tiac dung khong mong mudn:

Trong cac thi nghrem lam sang: cac phan ang phu duoc ghi nhén ¢ 40/998 truong hop (4,0%). Céc
phan (rng phu chu yeu la tiéu chay/phan long (1.8%), kho miéng (0,5%), kho ¢ (0,3%)... Céc tri 56
xét nghiém cén lam sang bat thuong duogc nhéan thiy & 30/792 truomg hop (3,8%), chu yéu 1a ting
bach cau 4i toan (1,1%), tang triglycerid (1,0%). AST (GOT). ALT (GPT). ALP va gamma-GTP
(0.4%).

Cac phan tng phu co y nghia lam sang

Viém gan cap, rbi loan chirc nang gan va vang da (< 0,1%)

Vi viém gan cap, r6i loan chirc nang gan nghiém trong di kem vai tang rd rét nong do AST (GO’ r),
ALT (GPT) va gamma-GTP,... va vang da ¢6 thé xay ra va mot so truong hop gay tir vong, nén céan
theo k¥ bénh nhan va néu thay c6 bit cir bat thuong nao phai ngung ding thude ngay va ap dung

cac bién phép thich hop.
Cdc phan ung phu khdac
Phén logi 0,1% dén <5 % Khong rd tan suat
W Qua man cam Phu Noi ban, mé day
Huyét hoc Tang bach cau 4i toan, giam bach cau
Duong da day-ru¢t | Tiéu chay/phan long, kho miéng, dau | Cam gidc chudéng bung, té
bung, budn ndon/ndn, thay doi vi giac miéng (ké ca ludi va mdi...)
Gan Tang AST (GOT). ALT (GPT), ALP,
gamma-GTP va bilirubin | s I
H¢ tim mach Danh trong nguc - M 3?\
Tam than kinh Choang vang/vang dau, nhic dau =N G,
Triéu ching khac | Kho 6, ting triglycerid Run Tf \\ Y
JUKAN
Huwéng din cach xir tri ADR A USH -

Ngimg diéu tri mosaprid citrat va hoi y kién bac sy hodc dugc s3.

Qua liéu va cich xir tri:
Trudng hop qua liéu chua duoc ghi nhan

Piéu kién bdo quin:
Béo quan thudc & noi kho, thoang, nhiét do dudi 30°C, tranh 4nh séng.

Han diing ciia thude: 36 thang ké tir ngay san xuét

Tén, dia chi cia co s6 san Xuat:

CONG TY TNHH US PHARMA USA , ‘

L6 B1 — 10, Pudng D2, Khu cong nghiép Tay Bac Ca Chi — TP. Ho Chi Minh — Viét Nam.
Moi thiic mdc va thong tin chi tiét, xin lién hé s6 di¢n thoai 028-37908860

Ngay xem xét sira dbi, cip nhat lai ni dung hwomg din sir dung thude: 26.09.2017
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2 O THONG TIN CHO BENH NHAN (PIL)

MOSAPRIDE - US
“Doc kj huéng dan sir dung truce khi ding”
“Dé xa tam tay tré em”
“Thong bao ngay cho bac sy hodc dwoc sy nhitng tac dung
khong mong muon gap phai khi sic dung thuéc”

Thanh phin, ham lwgng cia thube:

Moéi vién nén bao phim chua:

Mosaprid citrat (duéi dang Mosaprid citrat dihydrat) 5mg

Té dugc: Lactose, Natri starch glycolat, Tinh bdt ngd, Aerosil (colloidal silicon dioxyd), Polyvinyl
pyrrolidon (PVP) K30, Acid stearic, Hydroxypropylmethyl cellulose (HPMC) 606,
Hydroxypropylmethyl cellulose (HPMC) 615, Titan dioxyd, Talc, PEG 6000

- M@ ti sin phdm: Vién nén bao phim
Quy cach déng goi: Hop 3 vi x 10 vién; Hop 5 vi x 10 vién; Hop 10 vi x 10 vién
Thuoc dung cho bénh gi
Céc tri¢u chimg da day-rudt két hop vai kho tidu chirc ning (vi%ﬁy man tinh), ¢ néng, budn
non, non.
Nén diing thudc nay nhw thé nao va liéu lwong:
Mosaprid citrat dugc dung theo dudng udng. C6 thé sir dung mosaprid citrat ubng trude hodc sau
bira an.
D6i voi ngudi 16m tir 18 tudi trd 1én, lidu ding hang ngay thuong 1a 15 mg mosaprid citrat, chia lam
3 lan, cir S mg/lan
Déi véi tré em dudi 18 tudi: PO an toan ctia mosaprid citrat trén tré em chwa duge chimg minh
(khong c6 kinh nghiém lam sang).
Khi nao khong nén diing thude nay:

U Bénh nhan c6 tién sir qua min cam v&i mosaprid citrat hay v6i bt ky thanh phin nao khac cua

thude.

Téc dyng khéng mong mudn:

Trong cdc thir nghiém lam sang: cac phan img phu dugc ghi nhdn ¢ 40/998 trudong hop (4,0%). Cac
phan (g phu chii yéu 1a tiéu chay/phan long (1,8%), khd miéng (0,5%), kho & (0,3%)... Céc tri 50
xét nghiém cédn 1am sang bat thuong duoc nhan thay & 30/792 trudong hop (3,8%), chu yéu la tang
bach cau ai toan (1,1%), ting triglycerid (1,0%), AST (GOT), ALT (GPT), ALP va gamma-GTP
(0.4% ).

Cdc phan itng phu co y nghia ldm sang

Viém gan cdp, r6i loan chirc ning gan va vang da (< 0,1%)

Vi viém gan cép, r6i loan chirc nang gan nghiém trong di kém v&i tang rd rét nong do AST (GOT),
ALT (GPT) va gamma-GTP,... va vang da c6 thé xay ra va mot sé trudng hop gdy tir vong, nén cin
theo k§ bénh nhan va néu thiy c6 bit cir bat thuong nao phai ngung ding thuée ngay va ép dung
cac bién phap thich hop.

Cdc phan g phu khac
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Phén loai 0,1% dén <5 % Khong rd tan suat

Qua man cam Phu Noi ban, mé day

Huyét hoc Tiang bach cau ai toan, giam bach cau

Duong da day-rudt | Tiéu chay/phan long, khé miéng, dau| Cam gidc chuéng bung, té
bung, bubn nén/ndn, thay doi vi giac miéng (ké ca ludi va mdi...)

Gan Tang AST (GOT), ALT (GPT), ALP,
gamma-GTP va bilirubin

Hé tim mach Panh tréng nguc

Tam than kinh Choéng vang/vang dau, nhirc dau

Triéu ching khac | Kho ¢, tang triglycerid Run

Huwéng din cach xir tri ADR

Ngiing diéu tri mosaprid citrat va hoi y kién bac sy hodc dugc sy

Nén tranh ding nhirng thudc hoic thwe pham gi khi dang sir dung thude nay:

- Thude khang cholinergic (Atropin sulfat va butyl-scopolamin bromid, v.v...): Cé thé lam giam tac
dung ctia mosaprid citrat. Do dd, néu diing chung véi cac thuc khang cholinergic, nén than trong
udng céc thude cach nhau it nhat 2 gio.

- Khéang sinh erythromycin: Khi ding chung erythromycin liéu 1.200 mg/ngay véi mosaprid citrat &
liéu 15 mg/ngdy, so véi khi udng mosaprid citrat don doc, ndng do mosaprid citrat cao nhét trong
mau tdng tur 42,1 ng/mL 1én 65,7 ng/mL, thoi gian ban hiy kéo dai tir 1,6 gio 1én 2,4 gio va AUCo4
téng/?r/& ng.gid/mL l1én 114 ng.gio/mL/gio (O ngudi 16n khoe manh).

é’ﬁj}]ﬁ‘]l‘_ﬂ gi khi mét lin quén khong ding thude: v/

Néu 16 quén mat mot liéu thube, nén ubng ngay khi nhé ra. Tuy nhién néu\g%(thfri gian cho liéu
_‘tiép theo, hdy bo qua lidu di quén va thuc hién theo ding lich ung thuéc trong ngay.

Cin bio quin thube nay nhw thé nao:

Bao quén thude & noi kho, thoang, nhiét do dudi 30°C, tranh anh séng.

Nhirng diu hi¢u va tri¢u chirng khi ding thudc qua lidu:

Trudmg hop qua lidu chua duogc ghi nhéan

Nhirng diéu cin thin trong khi dung thude nay:

Néu khong thdy su cai thién nao vé tri¢u chimg da day-rudt sau mét thoi gian ding thudc (thuong la
2 tuan) thi khong nén dung thudc ndy mot cach vo ich trong mot thoi gian dai.
Str dung ¢ nguoi cao tuoi:

Vi chire néng sinh ly cla than va gan thudong suy giam & bénh nhan cao tudi, nén phai can than khi
dung thudc nay bing cach theo dai tinh trang ctia bénh nhan. Néu thdy c6 bat ky phan (g phu nao,
nén ap dung cac bi¢n phap thich hop nhu giam lidu (vi du giam con 7.5 mg/ngay).
Siwr dung o tré em:

Do an toan cua thube nay trén tré em chura dugc chimg minh (kh6ng c6 kinh nghiém lam sang).
Than trong khdc:

Khi cho loai ggm nhdm udng mosaprid citrat véi liéu gap 100 dén 330 lan lidu dugc khuyén nghi
lam sang (30-100 mg/kg/ngdy) trong mot thoi gian dai (104 tun & chuét cng, 92 tudn & chuot
nhat), da quan sat thdy tang ty 1¢ u tuyén ¢ bao gan va u tuyén té bao nang giap.
Thdn trong véi ta duoc lactose:

Bénh nhan ¢6 céc r6i loan di truyén hiém gdp vé dung nap galactose, chimg thiéu hyt lactose Lapp.

hodc r6i loan hap thu glucose — galactose khong nén sir dung thudc nay.
Thoi ky mang thai :
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Khéng nén diing mosaprid citrat cho phu nir c6 thai, phu nir c6 thé dang mang thai, trir khi loi ich
diéu tri du tinh vuot trdi hon céc nguy co c6 thé c6 do diéu tri (D9 an toan cua thubc nay trén phu
nit ¢6 thai chua dugc chirng minh).

Thoi ky cho con bu .

Nén tranh mosaprid citrat cho ngudi me dang nuéi con bi. Néu nhét thiét phai dung, nguoi me nén
ngung cho con b me trong thoi gian diéu tri [Thi nghiém trén dong vat (chudt céng) cho thiy thude
dugc bai tiét qua sira me.

Anh huwéng khi ldi xe va van hanh mdy moc:

Chua duoc ghi nhan

Khi nao cin tham vén bac sy, dwgc si:

Khi gip phai nhitng tac dung khong mong mudn khi sir dung thude va khi ding qua liéu quy dinh.
“Néu can thém thong tin xin hoi y kién béc sy hodc duge si”

Han dung cia thude: 36 thang ké tir ngay san xuat

A . 2 A A - o 2 o A
Tén, dia chi, bieu twgng (néu cé) cua co s6' san xuat

US PHARMA USA
CONG TY TNHH US PHARMA USA g I
L6 B1 — 10, Puong D2, Khu ¢ong nghlep Tay Béc Ci @V% HO6 Chi Minh — Viét Nam. P ‘\“:’y
Ngay xem xét sira di, cip nhat lai ndi dung hwéng din siv dung thude: 26.09.2017 '"8““,"%
WA USA 5
<
02

TUQ CUC TRUONG
P.TRUC MJ"I‘”" el

(F/ 1 ;
*!”y‘(ﬂl i”J L.ﬂ'” ()



https://trungtamthuoc.com/



