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{f HUONG DAN SUDUNG THUOC
Vién nén bao phim

LAMPAR

Thudc niy chi ding theo dom
Dé xa thm tay tré em
Doc ki hudmg din sir dyag trudie khi ding
Théng bio ngay cho bic s hodc duye s§ nhimg tie dyng khong mong mubn khi sir dyng thubc

1. THANH PHAN CONG THU'C THUOC
MDi vién nén bao phim LAMPAR chira:
Thanh phin dwge chit:

Mosaprid ci

silicon dioxyd, HPMC E6, polyethylen glycol 6000, mau green.

2. DANG BAO CHE 0
Vién nén tron, bao phim mau xanh, mdt m3t dip logo #7, mit kia djp gach ngang.

3. CHIiDINH
Ciic wrigu chimg da diy - rudt (néng rudt, budn ndn/ 6i mim) c6 lién quan dén binh trio nguge
da ddy - thyc quin man tinh.

4. CACH DUNG, LIEU DUNG
g&mmmmm -
Liéu ding

Ngudri lom: Udng $ mg/ liin, ngay 3 lin, ubng truée hodic sau bira an.

5. CHONG CHI DINH
Miin cim voi mosaprid hodjic véi bit ki thinh phin ndo ciia thube,

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
WmmﬁmmmmaﬂuﬁmmzmmMWMchm
Thudc ¢6 thé gy viém gan, rdi logn chirc ning gan nfing vi ving da. Ngodi ra thubc con ¢6 thé
giy céc tridu chimg nhur mét moi, chin dn, nuwoc tiéu djc hon va vang mit. Hudmg diin binh
mmmumﬁcﬁmummwahmﬁmhmmmm.

Khong ding thubc trong thii gian dii. Néu trong thai gian ding thudc c6 bt ki bidu hi¢n bit
thuimg nio thi nén thude vi ¢6 bi¢n phap xi tri thich hop.

Nén doc 1& huéng din sir dyng cila thube lim rdng dudmg tiéu héa ding duimg udng ding diéu
trj trude khi xét nghi¢m X-quang bing thude cin quang bari,

D an todn cia thude niry trén tré em chua duge chimg minh (khong ¢6 kinh nghi¢m lim sing).
Khi sir dung thude ndy cho cic tri¢u chimg tiéu hoa dwimg rudt lién quan dén viém dg diy man
tinh, nén dénh gid sy ci thi¢n cée tri¢u chimg duimg tiéu hoa va cin nhic sy cdn thiét cia vige
uépm@xumkmmmwmmmmgiannhacim(mmuzuﬂn).
Viém gan ti cdp, suy gidm chizc ning gan nghiém trong vi ving da c6 thé xiy ra. Khong nén
diing mosaprid citrat trong thisi gian dii. Trong khi ding thude, binh nhin cin dugc theo ddi
cén thin. Néu xiy ra bit k§ bit thudmg nlo, clin ngimg thubc va thyc hign céc bién phip thich
hop. Nén huéng diin binh nhin ngimg thube va lién hé voi bic s néu gip bit ky tri¢u chimg nio
nhu mét mdi, chén an, nude tiéu sim miu, ving két mac, ... sau khi ding thude.
Nguedi lim i

Do ngudi lom twdi thudmg bj suy gidm chire nang sinh 1 cia gan va thin, nén thin trong khi sit
dyng thude. Trong tneimg hgp o6 tic dung khdng mong mudn, nén gidm liéu.

Iri > !
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Cinh bio lién quan dén ti dwge
Thube c6 chira tinh bt mi, bénh nhin bj dj img véi lia mi (khéng phai bénh khong dung nap
véi gluten) khong nén diing thube niy.

7. SUDUNG THUOC CHO PHU NI CO THAI VA CHO CON BU
Chua xéc dinh 49 an 10én ctia thude ddi véi phy nir ¢6 thai va phu nit cho con bi. Do d6, chi sit
dung thudc niy khi lgi ich diéu tri virot 1rdi hon nguy co <6 thé ¢6.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Chusa ¢6 théng tin vé anh huéng ciia thude teén kha niing 14 xe va viin hinh miy moc. Tuy nhién
thubc ¢6 thé gly chodng véng, khuyén cio bénh nhin khong nén thye hién cic cong vige cdn tip
trung cao 4§ nhu I4i xe hofic vin hinh mdy méc, cho dén khi xdc dinh chic chin khéng gip tic
dyng khong mong muén trén.

9. TUONG TAC, TUONG KY CUA THUOC

Tuong tée véi chic thude khing cholinergic nhu: Atropin sulfat, butylscopolamin bromid. Do khi
chung thubc khing cholinergic lam gidm hi¢u qui cia nén thin trong, udng cic
niy céch xa thoi gian ubng LAMPAR.

Co ché va yéu 16 co: Vi tie dung duge I & da diy cia thude la do kich hoat thin kinh

dﬂimmuwmmmmmmummw.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Trueomg hop triéu chiong deomg tiéw hba (g ndng, budn nén, nén) do viém da déy man tinh

Téc dyng khong mong mudn ghi nhin 40 trong 988 bénh nhin (4,0%) & nhimg diéu kién thir
nghiém lim sing khic nhau. Téc dung khong mong mudn chil yéu 14 tiéu chiy, phin long
(1,8%), khd migng (0,5%), khé chiju (0,3%)...

Giid trj xét nghiém bét thudmg ghi nhiin 30 trong 792 tnsimg hop (3.8%) gdm c6 ting bach clu i
1oan (1,1%), ting triglycerid (1,0%), ting AST, ALT, ALP va -GTP (0,4%).

Tic dyng khdng mong mudn ghi nhin 74 trong 3014 bénh nhin (2,5%) sau khi dua thubc ra thi
truimg. Téc dung khdng mong mudn chi yéu la tiéu chy, phin long (0.8%), dau bung (0,4%),
khé migng (0,3%), ...

H3 try trong didu trj bing thubc lim rdng da déy triede khi xét nghigm X-quang vii thude cdn

quang bart
Tic dyng khong mong mudn ghi nhin 34 trong 241 bénh nhin (14,5%) & nhimg diéu ki¢n thir
bao ci bit thuimg trong céc gid

nghi¢m lim sing khic nhau. Téc dung khdng mong mudn

trj xét nghi¢m.

Téc dung khong mong mudn chit yéu 1 cim gide ddy byng (3,7%), budn non (3,3%), miu dn
mm&cﬁéu{zmmmu.zm.muu (1,2%), protein ni¢u (1,2%) va mt sb tic
dyng khing mong khic,

Téc dyng khong mong mudn ghi nhiin 3 trong 1306 bénh nhin (0,2%) sau khi dua thudc ra thi

tnrimg.

Tdc dung khong mong muén nghiém trong
Viémpu&ic‘fa.r&ihmcmcmm.mda(t&uﬁnsuh<0.l%)
Viém gan 16i cdp, ting ding ké AST (GOT), ALT (GPT), -GTP.
R&hmduhr&ummi&amkmwdaddﬁxuhmﬂwﬁmt&w

Nén theo ddi trong khi sir dung v néu c6 bit thudng xiy ra nén ngimg thude ngay vi co
xir tri phis hp.
Tic dung khing mong mubn khde
Dj img hu,
Miu ?
Tiéu chdy, phan long, = Cim gidc 1€ & migng
Tituhéa | khd miéng, dau byng, h""‘b;“““"“‘“"“ (bso i,
bubn nén, non Y mbi, ...)
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Gan | Tang ALT (GPT) E';;" il
Tulin hodn Dénh
o Chéng mdt, ding tri,
M@t méi, ting
Khie |\ g tioh Run

Hé trg trong diéu trj bing thude lam réng da déy trice khi xét nghi¢m X-quang véi thuée cdn
|-

Gan | Tang bilirubin

Thin kinh | Nhirc ddu, budn ngd

Khoé chju & ngye, lanh, mét moi, phit miit, méu dn trong nude tiéu,
protein nigu, ting LDH

Viém gan 15i cdp, rdi loan chirc gan, vang da: Viém gan t5i cdp, rdi logn chirc ning gan
nghiém kém theo ting ding ké AST (GOT), ALT (GPT) vit v-GTP.... vi ving da ¢6 thé
xdy ra dlin dén tir vong trong mt sb truimg hop. Bénh nhdn cdn duge theo ddi cdn thiin va néu
xdy ra nhimg bit thuémg, cin ngimg thubc ngay va thyc hign cde bién phip thich hop

Thudc c6 thé gdy ra cic tic dung khing mong mudn khdc, khnyén bénh nhdn thong béo cdc tde
dung khdng mong mudn gdp phai khi dimg thudc.

11. QUA LIEU VA CACH XU TRi

Trigu chimg

Tridu chimg qué liéu mosaprid gdm c6 dau byng vi tiéu chiy.

Xit tri

Nén rira dg diy, ding than hogt va theo ddi diu hi¢u lim sing. Thube gin két cao véi protein
huyét tuong nén khdng thé logi bo bing thim tich.

12. PAC TINH DUQC LYC HQC
mamﬁmu&ud&mmmlwmmmés-m.
Mosaprid 14 déin xuft cila benzamid ¢6 tic dong & dg diy, do do ting cutmg lwu thong da diy -
rudt vi lam ring dg dity.

* Co ché tac dgng: Thude 14 ddng viin chon loc ciia thy thé 5-HT. N6 kich thich thy thé S-HT
ciia du tin ciing thin kinh dg diy - rudt, lim ting tié acetylcholin, din dén gia ting lwu thong
da dity - rudt vi lam rdng da diy.

* Diege ldm sang: Nghién ciru thyre nghiém & ngudi trudmg thinh khoé manh va bénh nhén bj
viém dg diy man tinh, ding riéng v6i § mg mosaprid citrat dé ting cudmg lim rdng rudt.

* Hi¢u qua dong lee & da day: Thude lam ting tinh luu thong & dg diy vit td tring sau bira in &
nhimg nguoi tinh nguyén. Thubc it nh huémg trong luu thong két tring.

* Higu qud tdng cueomg lam réng da déy: Thube gia tang qud trinh 1am rdng da diy véi phin
dich 1ong v djic. Sy gia ting qué trinh ndy s& gidm sau mdt twdn 1p lgi diéu tr.

13. PAC TINH DUQC DONG HOC
O ngudi truémg thinh khoé manh. e d6i ding lidu § id citrat
Tonas (8i0) | Conne (pg/ ml; TV (gidy) ‘k‘

Gdn két protein twomg: 99,0% (in vivo wong ngudr & nong d 1 pg/ ml).

chit chuyén héa chinh va dudmg chuyén hoa:
+ Chit chuyén hoa chinh: Hop chit des-fluorobenzyl.
+ Duimg chuyén héa: Mosaprid citrat chuyén héa qua gan, & d6 nhém 4-fluorobenzyl bj cit, sau
d6 e oxy héa vong benzen & vi tri 56 3.
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Dudmg bai tiét v tbe 4 bai tiée: Sau khi ubng thubc 48 gid, trong nude tidu tim thiy 0,1% dang
thubc khdng dbi va 4,0% dang chuyén hoa chinh (hop chit des-fluorobenzyl).

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

15. n&f:" KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THU

n&uqum: )
Giit trong bao bi géc ciia nha sin xudt, diy kin.

Dé thudc noi khé rio, trinh dnh sing, nhiét 49 khdng qué 30°C, v ngodi tim véi cia tré em.
Han ding: 36 thang ké tir ngdy sin xudit

Tiéu chuin chit lwgng: TCCS.

16. TEN, DJA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
S xudit 1gi:
DAVIPHARM

¥
CONG TY CO PHAN DUQC PHAM DAT VI PHU &
(DAVIPHARM) “i
L& M7A, Duimg D17, Khu Céng nghiép My Phudc 1, Phudmg Théi Hoa, Thi xii Bén Cit, Tinh1/®
Binh Duong, Vi¢t Nam ‘)
Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC Ao\

L0 CLC TRUOMNG
TRLUNG PHONG

}am/; N wy Hene
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