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Tén san pham: Hop Lampar

* BOC KY HUONG DAN SU DUNG TRUGC KHI DUNG

THANH PHAN: M8i vién nén bao phim chua:
id citrat S5mg
T o 1 vien

CHI DINH / LIEU DUNG / CACH DUNG / CHONG CHi
DINH/THAN TRONG & CAC THONG TIN KHAC:
Xin doc 1§ hudng dan sif dung

* BAO QUAN: Noi khé rdo, trénh dnh sdng, nhiét do
khéng qua 30°C

® CAREFULLY READ THE PACKAGE INSERT
BEFORE USE

©® COMPOSITION: Each film coated tabiet contains:
ide citrate 5mg
q.s 1 {.c. tablet

* INDICATIONS / DOSAGE / ADMINISTRATION /
CONTRAINDICATIONS /PRECAUTIONS &
OTHER INFORMATION:

Refer to the package insert for use instructions
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HOP 6 Vi X 10 VIEN NEN BAO PHIM:

o TIEU CHUAN CHAT LUQNG:
Tiéu chudn nha san xudt
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Ngay SX :
Han diing :

SBK

© 60 TABLETS

BOX OF 6 BLISTERS x 10 FILM COATED TABLETS

© STORAGE: in dry place, protected from light,
below 30°C

© SPECIFICATION: In house standard
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Tén san pham: Vi Lampar (Alu Alu)




\EQY HUONG DAN SU DUNG THUOC
Vién nén bao phim

LAMPAR

Thudc nay chi ding theo don
Dé xa tam tay tré em
Poc kj huong din sir dung trude khi dung
Thong bao ngay cho béc s§ hodc duwge sy nhirng tac dung khong mong mudn khi sir dung thude

1. THANH PHAN CONG THUC THUOC

MBJi vién nén bao phim LAMPAR chira:

Thanh phin dwoc chit:

Mosaprid citrat ..........ccceeueene. Smg

Thanh phan td dwoc:

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

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

3. CHIPINH
Céc triéu ching da day - rudt (néng rudt, budn ndn/ 6i mira) c6 lién quan dén bénh trao nguoe
da day - thuc quan man tinh.

4. CACH DUNG, LIEU DUNG

Cach dung:

Thubc duge dung theo duong udng.

Liéu dung

Nguoi 16n: Udng 5 mg/ 14n, ngay 3 14n, udng truéc hodc sau bita &n.
5. CHONG CHI PINH

M&n cam v6i mosaprid hodic v6i bat ky thanh phan nao ctia thudc.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khong khuyén cdo tiép tuc dung thube néu didu tri trong vong 2 tudn ma khong thay triéu ching
dugce cai thién.

Thudc c6 thé gdy viém gan, rdi loan chirc ning gan ngng va vang da. Ngoai ra thubc con co thé
gdy cdc triéu chung nhu mét moi, chan &n, nudc tidu diac hon va vang mat. Huéng din bénh
nhén ngirng thudc va lién hé véi bac s§ néu xudt hién nhung triéu chimg trén.

Khong dung thudc trong thoi gian dai. Néu trong thoi gian dung thude ¢ bat ki biéu hién bt
thuong nao thi nén ngung thube va c6 bién phap xur tri thich hop.

Nén doc t& huéng dan sir dung cua thube 1am rdng dudng tiéu hoa dung dudng ubng dung diéu
tri trude khi xét nghiém X-quang béng thudc can quang bari.

D0 an toan cua thube nay trén tré em chua duge ching minh (khdng ¢6 kinh nghiém lam sang).
Khi sir dung thudc nay cho cac triéu ching tiéu héa duong rudt lién quan dén viém da day man
tinh, nén danh gia sy cai thién cac triéu ching dudng ti€u hoéa va can nhic sy can thiét cia viée
tiép tuc ding thuoc sau khi dung trong mdt khoang thoi gian nhit dinh (thuong la 2 tuan).

Viém gan toi cdp, suy giam chire nang gan nghiém trong va vang da c6 thé Xay ra. Khoéng nén
ding mosaprid citrat trong thoi gian dai. Trong khi dung thudc, bénh nhén can duge theo dsi
cin than. Néu xay ra bét ky bat thudng nao, can nging thudc va thue hién cac bién phép thich
hop. Nén huéng din bénh nhan ngu’ng thudc va lién hé véi bac st néu gap bat ky triéu chiing nao
nhu mét méi, chén an, nudc tiéu sAm mau, vang két mac, ... sau khi dung thude. \;:{l
Ngueoi 16m tudi:

Do nguoi 16n tudi thudng bi suy giam chirc ning sinh ly cuia gan va than, nén than trong khi st
dung thudc. Trong trudng hop c6 tic dung khong mong mudn, nén giam lidu.
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Canh bdo lién quan dén ta dwgc
Thuoc c6 chira tinh bdt mi, bénh nhéan bi di ing voi lta mi (khong phai bénh khong dung nap
v0i gluten) khong nén dung thudc nay.

7.  SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Chua x4c dinh do an toan cta thubc dbi véi phu nit c6 thai va phu nit cho con bu. Do do, chi st
dung thude nay khi lgi ich didu tri vuot troi hon nguy co c6 thé cé.

8. ANH HUON G CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chua c6 thong tin vé anh huong cta thube trén kha nang 14i xe va vin hanh may moéc. Tuy nhién
thudc ¢6 thé gdy choang vang, khuyén cédo bénh nhén khong nén thue hién céc cong viée can tap
trung cao d nhu 14i xe hodc van hanh may moc, cho dén khi xé4c dinh chéc chian khong gap tac
dung khéng mong mubn trén.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tac voi cac thudc khang cholinergic nhu: Atropin sulfat, butylscopolamin bromid. Do khi
udng chung thudc khang cholinergic lam giam hidu qua cta thudc, nén than trong, ubng céc
thube nay cach xa thoi gian uong LAMPAR.

Co ché va yéu tb nguy co: Vi tac dung dugc ly ¢ da day cua thude 1a do kich hoat than kinh
cholinergic, nén thudc khang cholinergic lam giam hiéu qua cia thudc.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Truong hop triéu chitng duong tiéu hoa (¢ nong, buodn nén, nén) do viém da déy man tinh

Téc dung khong mong mudn ghi nhan 40 trong 988 bénh nhan (4,0%) ¢ nhimg diéu kién thir

nghiém 14m sang khac nhau. Tdc dung khong mong muén chi yéu 13 tiéu chay, phan 16ng

(1,8%), kh6 miéng (0,5%), kho chiu (0,3%)...

Gié tri xét nghiém bt thuong ghi nhan 30 trong 792 trudng hop (3,8%) gdm c6 tang bach clu ai

toan (1,1%), ting triglycerid (1,0%), tang AST, ALT, ALP va -GTP (0,4%).

Tac dung khong mong mudn ghi nhan 74 trong 3014 bénh nhén (2,5%) sau khi dua thudc ra thi

truong. Tac dung khong mong mudn cht yéu 1a tiéu chdy, phan léng (0,8%), dau bung (0,4%),

khd miéng (0,3%), .

H6 tro trong diéu trz béng thudc lam réng da day trudce khi xét nghiém X-quang voi thudc can

quang bari

Tac dung khong mong mudn ghi nhan 34 trong 241 bénh nhén (14,5%) ¢ nhitng didu kién thir

nghiém 14m sang khac nhau. Tac dung khdng mong muén bao gom ca bét thudong trong céc gid

tri xét nghiém.

Téc dung khong mong mudn cht yéu 1a cam gidc day bung (3,7%), budn nén (3,3%), mau an

trong nudc tiéu (2, 1%), dau bung (1,2%), nhuc du (1,2%), protein niéu (1,2%) va mot sd tac

dung khoéng mong muon khac.

Tac dung khong mong mudn ghi nhan 3 trong 1306 bénh nhén (0,2%) sau khi dua thudc ra thi

truong.

Tdc dung khong mong muon nghiém trong

Viém gan t01 cap, roi loan chirc nang gan, vang da (téng tAn sudt < 0,1%)

Viém gan tdi c4p, ting déng ké AST (GOT), ALT (GPT), -GTP.

Réi loan chirc ning gan nghiém trong kem vang da co6 thé xudt hién, va c6 thé gay tir vong.

Nén theo ddi trong khi str dung thubc va néu c6 bat thuong xay ra nén ngimg thudc ngay va cd

xur tri phu hop.

Tdc dung khong mong muon khdc u\/
N

Truong hop triéu chitng duong tiéu hoa (o nong, buon ’non non do viém da day man tmh
He¢ : n. S 1 ¢ [" Chuwa rd tan suat
Di Uing Phu noi may day Phat ban
Mau Tang bach cau ai toan | Gidm bach céu
Ti€u chay, phan léng, . oo . ., | Cam giac té & miéng
A 12 N Loan vi giac, cdm giac A .
Tiéu héa kho miéng, dau bung, | _x (bao  gom  ludi,
S o day bung g
budn ndn, nén moi, ...)
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" Tang AST (GOT), -
Gan Tang ALT (GPT) GTP. bilirubin
Tudn hoan bénh trong nguc
A1 Chéng mit, dang tri,
Than kinh nhire dAu
, Mét moi, ting chat
Khie béo trung tinh Run

H& tro trong diéu tri bang thudc lam rong da day trudc khi xét nghiém X-quang véi thubc can
quang barz

. Tinsudt0,1-5% o
Cam giac day bung bat thuong, non, dau bung, kho chlu da day, :

Tleu hoéa
Gan Tang bilirubin

Than kinh Nhtec dau, budn ngu

Khé chiu ¢ nguc, lanh, mét moi, phu mat, mau 4n trong nudc tiéu,

Khac

protein ni€u, ting LDH
Viém gan tdi cap, rdi loan chuc nang gan, vang da: Viém gan t61 cap, rdi loan chuc ning gan
nghiém trong kém theo tang dang ke AST (GOT), ALT (GPT) va y-GTP,... va vang da co the
xdy ra dan dén tir vong trong mot 5O truong hop. Bénh nhan can dugc theo d01 cén than va néu
xdy ra nhimg bét thuong, can ngimg thube ngay va thue hién cac bién phap thich hop

Thuéc cé thé gady ra cdc tac dung khong mong muén khdc, khuyén bénh nhén thong bdo cdc tdc
dung khéng mong mudn gdp phai khi ding thuéc.

11. QUA LIEU VA CACH XU TRi

Triéu chung

Triéu chimg qué liéu mosaprid gbm c6 dau bung va tiéu chay.

X tri

Nén rtra da day, dung than hoat va theo doi dAu hidu 1am sang. Thudc gin két cao véi protein
huyét trong nén khong thé loai bo bang tham tach.

12. PAC TINHDUQC LUC HQC

Nhém dugc ly: Thuoc 1a ddng vén chon loc cta thu thé 5-HT.

Mosaprid la dan xudt ctia benzamid c6 tac dong & da day, do do tang cuong luu thong da day -
rudt va lam rdng da day.

* Co ché tde dong: Thubdce 1a ddng van chon loc cla thy thd 5-HT. N6 kich thich thu thé 5-HT
ctia ddu tén clng than kinh da day - rudt, lam tang tiét acetylcholin, d4n dén gia tang luu thong
da day - rudt va lam rdng da day.

* Dugc ldm sang: Nghién ctu thuc nghiém & nguoi trudng thanh kho¢ manh va bénh nhan bi
viém da day man tinh, dung riéng v&i 5 mg mosaprid citrat dé tang cuong 1am rong rudt.

* Hiéu qua dong luc & da day: Thube 1am ting tinh luu thong & da day va ta trang sau bita n &
nhitng nguoi tinh nguyén. Thuoc it 4nh hudng trong luu thong két trang.

* Hiéu qua tang cuong lam rong da day: Thubc gia ting qué trinh lam rong da day véi phan
dich léng va dic. Su gia tdng qua trinh nay s€ giam sau mot tudn lap lai diéu tri.

13. PAC TINH DUQC PONG HQC

O ngudi truong thanh khoé manh, ltic d6i dung lidu 5 mg mosaprid citrat \Q
Tmax (g10) Crmax (pg/ ml) TV (gio)
0,8 30,7 2,0

Gén két protein huyét twong: 99,0% (in vivo huyét trong nguoi & noéng do 1 pg/ ml).

Nhimng chét chuyén hoéa chinh va duong chuyén hoa:

+ Chét chuyén hoa chinh: Hop chét des- -fluorobenzyl.

+ Pudng chuyén hoa: Mosaprld citrat chuyén hoa qua gan, & d6 nhém 4-fluorobenzyl bi cét, sau
d6 tu oxy héa vong benzen & vi tri s6 3.
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Duong bai tié'tqu toc dg bai tiét: Sau khi ubng thubc 48 gio, trong nudc tiéu tim thay 0,1% dang
thuoc khong doi va 4,0% dang chuyén hoa chinh (hgp 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 bio quan:

Gift thudc trong bao bi gbc ciia nha san xut, day kin.

Pé thudc noi kho réo, tranh anh sang, nhiét 6 khéng quéa 30°C, va ngoai tim véi cua tré em.
Han dung: 36 thang ké tir ngay san Xuét.

Tiéu chuan chat hrgng: TCCS.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU
(DAVIPHARM)

L6 M7A, Budng D17, Khu Cong nghiép My Phuée 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh\"q
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
17. NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG-HUONG DAN SU DUNG
THUOC —4
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