R THUOC BAN THEO PON

TO HUONG DAN SU DUNG THUOC

Vién nén bao phim
LAMPAR

Thudc nay chi diung theo don
Dé xa tam tay tré em
Poc kj huéng din sir dung truwée khi ding
Théng bao ngay cho bac s§ hoic dwgc sy nhimg tic dung khéng mong mudn khi sir dung thude

1. THANH PHAN CONG THU'C THUOC

MBoi vién nén bao phim LAMPAR chta:

Thanh phan dwoc chit:

Mosaprid citrat ..................... S mg

Thanh phan td dwoc:

Povidon (Kollidon 30), copovidon, cellulose vi tinh thé M101 , tinh bot mi, talc, magnesi stearat,
silicon dioxyd, HPMC E6, polyethylen glycol 6000, mau green.

2. DANG BAO CHE
Vién nén tron, bao phim mau xanh, mot mat dap logo mat kia dap gach ngang.

3. CHI PINH ’
Céc triéu chung da day - rudt (n6ng rudt, buon noén/ 6i mua) cé li€n quan dén bénh trao ngugc
da day - thyc quan man tinh.

4. CACHDUNG - LIEU DUNG

Cach dung:

Thudc duoc ding theo duong udng.

Liéu dung:

Nguoi 16n: Udng 5 mg/ 1an, ngay 3 1an, udng trude hodc sau bita an.

5. CHONG CHI PINH , ‘ ,
Man cam v61 mosaprid hodc véi bat ky thanh phan nao cua thuoc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong khuyén céo tiép tuc dung thude néu diéu tri trong vong 2 tudn ma khong thay triéu chimg
duoc cai thién.

Thudc c6 thé gay viém gan, réi loan chitc ning gan nang va vang da. Ngoai ra thudc con c6 the
gdy cac triéu chimg nhu mét moi, chan an, nude tiéu ddc hon va vang mat. Huéng dan bénh
nhan ngimg thude va lién hé véi bac sy néu xuat hién nhiing triéu chtng trén.

Khong dung thude trong thoi gian dai. Néu trong thoi gian ding thude co bt ki biéu hién bat
thudng nao thi nén ngimg thudc va cé bién phap xr tri thich hop.

Nén doc to huéng dan sir dung cta thude 1am rdng dudng tiéu hoa ding duong udng dung diéu
tri truéce khi xét nghiém X-quang bang thudc can quang bari.

Do an toan cua thudce ndy trén tré em chua duge chimg minh (khong c6 kinh nghiém 1am sang).
Khi str dung thudc nay cho cdc triéu chting tiéu hoa dudng rudt lién quan dén viém da day man
tinh, nén danh gia su cai thién cdc triéu ching duong tiéu hoa va can nhic su can thiét cia viéc
tiép tuc dung thuoc sau khi ding trong mot khoang thoi gian nhét dinh (thuong la 2 tuan).

Viém gan t6i cip, suy giam chtc niang gan nghiém trong va vang da c6 thé xdy ra. Khong nén
dung mosaprid citrat trong thoi gian dai. Trong khi dung thudc, bénh nhan can dugc theo doi
can than. Néu xay ra bat ky bt thuong nao, can ngimg thudc va thyc hién céc bién phap thich
hop. Nén huéng dan bénh nhan ngung thudc va lién hé véi bac sy néu gip bat ky triéu chimg
nao nhu mét moi, chan an, nude tiéu sAm mau, vang két mac. .. sau khi ding thudc.
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Ngueoi I6m tudi:

Do nguoi 16n tudi thuong bi suy giam chirc ning sinh 1y cua gan va than, nén than trong khi su
dung thubc. Trong truong hop c6 tac dung khong mong mudn, nén giam lidu.

Cinh bdo lién quan dén ta dwoc

Thudc ¢6 chira tinh bot mi, bénh nhan bi di utng véi lda mi (khong phai bénh khdng dung nap
v6i gluten) khong nén ding thude nay.

7. SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Chua Xé.C’ dinh d6 an toan cﬁgl thude doi voi phu nir c6 thai Vﬁqphl'l nit cho con bu. Do d6, chi st
dung thudc nay khi loi ich diéu tri vuot trgi hon nguy co c6 thé cé.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 thong tin vé anh huong ctia thude trén kha nang l4i xe va van hanh mdy méc. Tuy nhién
thubc c6 thé gy choang vang, khuyén cdo bénh nhan khong nén thyc hién cdc cong vigc can tap
trung cao do nhu l4i xe hodc van hanh may moc, cho dén khi xac dinh chic chan khong gap téc
dung khéng mong mudn trén.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tac véi cic thude khang cholinergic nhu: Atropin sulfat, butylscopolamin bromid. Do khi
ubng chung thudc khang cholinergic 1am giam hiéu qua ciia thudc, nén than trong, udng céc
thude nay cach xa thoi gian uéng LAMPAR.

Co ché va yéu t6 nguy co: Vi tic dung duoc ly ¢ da day cua thudc 1a do kich hoat than kinh
cholinergic, nén thudc khang cholinergic 1am giam hiéu qua cua thudc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Truong hop triéu chung dwong tiéu héa (o nong, buon nén, nén) do viém da day man tinh

Téac dung khéng mong muén ghi nhén 40 trong 988 bénh nhén (4,0%) ¢ nhiing diéu kién thir
nghiém 1am sang khédc nhau. Tac dung khong mong mudn cha yéu 14 tiéu chay, phan long
(1,8%), kho miéng (0,5%), khé chiu (0,3%). ..

Gi4 tri xét nghiém bat thudng ghi nhan 30 trong 792 trudng hop (3,8%) gom c6 ting bach cau 4i
toan (1,1%), tang trlglycerld (1,0%), tang AST, ALT, ALP va y-GTP (0,4%).

Tac dung khong mong mubn ghi nhan 74 trong 3.014 bénh nhan (2,5%) sau khi dua thudc ra thi
truong Tac dung khéng mong mudn chu yéu 1a tiéu chay, phan long (0,8%), dau bung (0,4%),
kho miéng (0,3%)...

Hb tro trong diéu tri bang thuoc lam réng da day truée khi xét nghiém X-quang véi thudc cdn
quang bari

Tac dung khéng mong mudn ghi nhan 34 trong 241 bénh nhén (14,5%) & nhing diéu kién thir
nghiém 1am sang khac nhau. Tac dung khong mong mudn bao gdm ca bat thuong trong cac gia
tri xét nghiém.

Téac dung khong mong mudn chi yéu 1a cam giac day bung (3,7%), budn nén (3,3%), mau an
trong nudc tiéu (2,1%), dau bung (1,2%), nhic dau (1,2%), protein niéu (1,2%) va mot sb tac
dung khong mong mudn khac.

Tac dung khong mong mudn ghi nhan 3 trong 1.306 bénh nhan (0,2%) sau khi dua thudc ra thi
truong.

Tac dung khong mong mudén nghiém trong

Viém gan t01 cap, r6i loan chirc nang gan, vang da (t6ng tan sut < 0,1%).

Viém gan tdi cap, ting dang ké AST (GOT), ALT (GPT), y-GTP

Réi loan chtrc ning gan nghiém trong kem vang da c6 thé xuat hién, va co thé gay tir vong.
Nén theo ddi trong khi st dung thudc va néu cé bat thudng xay ra nén ngimg thudc ngay va co
xtr tri phu hop.
Tdc dung khéng mong muon khdc
Truong hop triéu chirng dwong tiéu héa (o néng, buon nén, nén) do viém da day man tinh
| Hécoquan | Tansudt0,1-2% | Tinsuit<0,1% | Chuwa ré tin suit |
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Dj ting Phu, n6i may day Phat ban
Mau Tang bach cau ai toan | Giam bach cau
o Tltiu chAay, phan long, Loan vi gidc, cam gidc Cam glackte ¢ miéng
Tiéu hoéa kho miéng, dau bung, | .» (bao  gom  ludi,
A A A day bung a
buo6n nén, nén moi...)
. Tang AST (GOT), y-
G Tang ALT (GPT
o ang ALT (GPT) GTP, bilirubin
Tuan hoan Danh trong nguc
Than kinh Ch’ongkmat, dang tri,
nhuc dau
Khic N{@t moi, ) tang chat Run
béo trung tinh

Ho tro trong diéu tri bang thuoc lam rong da day triede khi xét nghiém X-quang voi thuoc can
quang bari

H¢ co quan Tan suit 0,1 - 5%
Tiéu héa Cam giac day bung bat thuong, non, dau bung, kho chiu da day, ¢.
Gan Tang bilirubin.
Than kinh Nhirc dau, budn ngu.
., Kho chiu ¢ nguc, lanh, m¢t moi, phu mat, méu an trong nudce tiéu,
Khac N
protein ni¢u, tang LDH.

Viém gan t6i cap, roi loan chirc nang gan, vang da: Viém gan t6i cap, roi loan chirc ning gan
nghiém trong kém theo tang dang ke AST (GOT), ALT (GPT) va y-GTP... va vang da c6 thé
xay ra dan dén tr vong trong mot 50 truong hop. Bénh nhén can duoc theo doi can thén va néu
xay ra nhiing bat thuong, can ngimg thudc ngay va thue hién cdc bién phap thich hop.

Thuoc cé thé gdy ra cdc tdc dung khong mong muon khdc, khuyén bénh nhdn thong bdo cdc tdc
dung khong mong muon gdp phai khi ding thudc.

11. QUA LIEU VA CACH XU TRI

Triéu chirng:

Triéu chimg qua liéu mosaprid gém c6 dau bung va tiéu chay.

Xur tri:

Nén rtra da day, dung than hoat va theo doi diu hiéu 1am sang. Thude gén két cao voi protein
huyét twong nén khong thé loai bo bang tham tach.

12. PAC TINH DUQC LUC HQC

Nhém dwoe ly: Thude 13 dong van chon loc cua thu thé 5-HT.

Mosaprid 1 dan xuét ctia benzamid c6 tac dong ¢ da day, do d6 ting cudng luu thong da day -
rudt va lam rong da day.

* Co ché tac déng: Thube 1a dong van chon loc ctia thu thé 5-HT. No¢ kich thich thy thé 5-HT
ctia dau tan cung than kinh da day - rudt, lam ting tiét acetylcholin, dan dén gia ting luu thong
da day - ruot va lam rong da day.

* Duoc lam sang: Nghién ctru thuc nghiém & nguoi trudéng thanh khoé manh va bénh nhén bi
viém da day man tinh, ding riéng v6i 5 mg mosaprid citrat dé ting cudong lam rong rudt.

* Hiéu qud déng e ¢ da day: Thude 1am tang tinh luu thong ¢ da diy va ta trang sau bita an &
nhitng nguoi tinh nguyén. Thuéc it anh huong trong luu thong két trang.

* Hiéu qua ting cuong lam rong da day: Thude gia ting qua trinh lam rong da day véi phan
dich 16ng va dic. Sy gia ting qua trinh ndy s& giam sau mot tudn lap lai diéu tri.

13. PAC TiNH DUQC PONG HQC ‘
O nguoi truong thanh khoé manh, lic d6i dung liéu 5 mg mosaprid citrat.

Tmax (g10)

Ciax (ug/ mL)

T% (gid)

0,8

30,7

2,0
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Gan két protein huyet tuwong: 99,0% (in vivo huyet trong ngudi  néng do 1 pg/ mL).

Nhiing chat chuyen hoa chinh va duong chuyén hoa:

+ Chat chuyén hoa chinh: Hop chit des-fluorobenzyl.

+ Pudng chuyén hoa: Mosaprid citrat chuyén hoa qua gan, & d6 nhom 4-fluorobenzyl bi cit, sau
d6 tu oxy hoa vong benzen & vi tri s6 3.

Puong bai tiét va toc do bai tiét: Sau khi udng thudc 48 gio, trong nude tiéu tim thdy 0,1% dang
thudc khong doi va 4,0% dang chuyén hoa chinh (hop chat des-fluorobenzyl).

14. QUY CACH PONG GOI
Hop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan:

Giir thudc trong bao bi gbc clia nha san xudt, day kin.

Pé thude noi kho rao, tranh dnh séng, nhi¢t d6 khdng qua 30°C va ngoai tam véi cua tré em.

Han dung 36 thang ké tir ngly san xut.

Tiéu chuin chét lwong: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Sdn xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phude 1, Phudng Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Vi¢t Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
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