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Rx: Thubc ban theo don

HUONG DAN SU’ DUNG THUOC
_ BIPANDO
THANH PHAN: Mai vién nén bao phim tan trong ruét chira:
Hoat chat:
- Pantoprazol. (Dwéi dang natri pantoprazol).... 40,00 mg

(Calci Stearat, Manitol, Crospovidon, Natri carbonat, Povidon K30, Eudragit NE
30D, Hypromellose 603, Polysorbat 80, Polyethylen glycol 6000, Mau ethyrosin,
Ethanol 96°, Nwéc tinh khiét, Aceton).

DUQ'C LUC:
- Pantoprazol 1a mot dan xuét thay thé clia benzimidazol, né (rc ché s bai tiét
acid trong da day dwoc biét dén nhuw 1a chéat (rc ché hiru hiéu bom proton.

+ Pantoprazol dwoc chuyén ddi thanh dang cé hoat tinh trong cac tiéu quan ném
& thanh té bao, la noi nd (rc ché I1én lién két cdng hda tri clia enzyme H+, K+ -
ATPase, nghia Ia trc ché giai doan cudi cung san xuét ra acid hydrochloric & da
day. Kha ning ¢ ché clia Pantoprazol phu thuéc vao ligu lwong va cé tac doéng
trén ca sw bai tiét acid co ban cling nhw bj kich thich bat ké nguyén nhan nao. Lién
két H+, K+ -ATPase trong qua trinh (rc ché si bai tiét van bj tac dong sau 24 gio.

+ Trén phan I&n bénh nhan, cac triéu chirng sé dwoc cai thién sau 2 tuan. Clng
nhw v&i cac thude trc ché bom proton va (rc ché thu thé H, khac, viéc diéu tri voi
Pantoprazol cé thé gay ra sy giam acid & da day va do dé lam tang gastrin theo ty
|& giam acid. Tuy nhién sy gia tang gastrin ¢ thé dao nghich. Vi Pantoprazol gan
véi enzym xa v&i thu thé ndm & té bao, do d6 né co thé anh nwéng dén sy bai tiét
acid hydrochloric doc lap véi sy kich thich b&i cac tac nhan khac (acetylcholin,
histamin, gastrin) va tac dong nay la nhw nhau néu dung Pantoprazol & dang uéng
hodc tiém tinh mach.

+ Céc chi s6 gastrin gia tdng sau khi dung Pantoprazol. Khi dung thudc trong thoi
gian ngdn, hau nhw cac chi s6 nay khong vwot qua giéi han trén cla mic binh
thwerng. Trong cac didu tri dai han, hau hét cac trwong hop co chi sb gastrin tang
g4p déi. Tinh trang gia ting qua mlrc chi xay ra & mét vai trwong hop. Két qua la
co sw gia tang ti¥ nhe dén vira cac té bao endocrine dac hiéu (ECL) & da day dwoc
ghi nhan trong mét nhém nhd bénh nhan dung Pantoprazol trong mét théi gian dai.
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thuéc nay domperidon khéng dé& dang qua dwoc hang rao mau nao. O ngudi st
dung domperidon, d&c biét 1a nguwoi I&n, tac dung phu nhw hdi chirng ngoai thap rat
hiém gap, nhwng domperidon thic day sw tiét prolactin tai tuyén yén. Tac dong
chéng ndn c6 thé do su phéi hop cla tac dong ngoai bién (van déng da day) va
viéc khang thu thé dopamine tai ving cam trng hoa CTZ (chemoreceptor trigger
zone) ndm & ngoai hang rao mau nao. Nghién ctru trén stc vat cho thay nbéng doé
th&p trong n&o, chi rd tac dung clia domperidon chu yéu trén cac thu thé dopamine
ngoai bién.

DUQC DONG HOQC:

— Pantoprazol dwoc hép thu nhanh sau khi uéng véi sinh kha dung trung binh la
77%, th&i gian ban hly khoang 1 gio, ndng d6 dinh (Ca) 12 2,5 meg/ml dat duoc
trong 2-3 gi® (Tmax)- TY 1€ gan két clia Pantoprazol vGi protein huyét twong khoang
98%. Chét chuyén héa chinh 1a desmethylpantoprazol, duoc két hop voi sunphat
tao thanh lién hop cb th&i gian ban hay 1a 1,5 gio. Cac chét chuyén hoa dwoc dao
thai qua nwére tiéu dén 80%, 20% con lai qua phan.

- Domperidon:

+ O nhi*ng nguoi doi, domperidon hap thu nhanh sau khi udng, v&i ndng do dinh
trong mau dat dwgc khoang 1 gi¢ sau. Kha nang sinh hoc thap clia domperidon
dwong uéng (xAp xi 15%) 1a do thubc dwoc chuyén héa manh qua giai doan 1, &
thanh ruét va gan. Kha dung sinh hoc ctia domperidon téng lén & nguwdi binh
thwong khi dwgce dung sau bira an, nhwng thwong gay rdi loan tiéu héa. Néng dé
acid trong da day giam sé lam giam su hap thu domperidon. Kha dung sinh hoc
dwong ubng sé gidm néu trwéc d6 bénh nhan ubng cimetidine hay sodium
bicarbonate. Thai gian dat néng do dinh sé hoi cham va AUC sé hoi tang khi thuée
dwoc ubng sau khi an.

+ Ndng d6 dinh trong huyét twong dat dwoc sau 90 phut la 21 ng/ml sau khi
udng 30 mg/ngay trong 2 tuan thi hau nhw twong duong Vo ndng d6 dinh 18 ng/ml
dat dwoc sau lidqu uéng dau tién. Ti 1& domperidon gan két protein huyét twong la
91-93%. U(V
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+ Thai trir qua nwoc tiéu 1a 31% va phan la 66% lidu ubng. Thoi -*-" b3
trong mau sau khi udng liéu don la 7-9 gio & nguoi khde manh nhuhg
bénh nhan suy chirc nang than tram trong.
CHi PINH:

- Pidu tri viém loét thye quan do trao nguoc da day, thyc quan kém theo
budn nén.

LIEU LWONG VA CACH DUNG:

- Cach dung: Bipando la dang vién bao tan trong ruét, do vay khi ubng phai nudt
nguyén vién véi nwéc. Nén uéng thubc trwdc cac bira an khoang 1 gi®, néu can co
thé uéng trwdc khi di ngu.

- Liéu dung

+ Lidu théng thwéng dung 1a 1 vién/ngay. Ca biét, khi khéng dap (rng véi cac
bién phap diéu tri khac, co thé tang liéu |én 2 vién/ngay.

+ Chu ky diéu tri voi Pantoprazol thwong la 2 tudn va kéo dai khéng qua 8 tuan.

+ Thu6éc chira Domperidon: Liéu hang ngay t6i da cua Domperidon la
80mg/ngay.

CHONG CHi DINH:

- Bénh nhan qua man cam v&i natri pantoprazol, hoac vOi bat ky cac thanh phan
nao cla thuéc.

— Cac tredng hop viéc kich thich van déng da day co thé gay nguy hiém nhw
dang xuét huyét tiéu hoa, téc rudt co hoc hoac thiang tiéu hoa.

- Khéng dung chung voi thudc e ché CYP3A4 do kha nang lam kéo dai khoang
QT nhw ketoconazol, itraconazol, fluconazol, voriconazole, erythromycin,
amiodaron, amprenavir, atazanavir, fosamprenavir, indinavir, nelfinavir, ritonavir,
saquinavir, diltiazem, verapamil va cac chat chéng nén (rc ché thu thé neurokinin-1
& nao.

- Nguwoi bi tang sinh gidi phong Prolactin cuta tuyén yén.

- Phu nir mang thai va cho con bu.

THAN TRONG:

- Bénh nhan can dwoc chan doan bing phwong phap ndi soi triedc khi diéu tri voi
Bipando nham loai trlr bénh u ac tinh & da day va thwc quan vi viéc diéu trj voi
Bipando c6 thé cai thién cac triéu chirng va do do6 l1am chan doan tré nguyén nhan
gay bénh.

— Khi dung thuéc cho bénh nhan suy chirc nang gan, ndng doé cac men gan phai
dwoc theo doi can than. 1/!/
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— Péi voi bénh nhan suy than nang phai dwoc xem xét thwdng xuyén gy
rat nhé thubc dwéi dang khéng chuyén héa dwoc thai trir qua than, k
didu chinh lidu & bénh nhan suy than khi chi diéu tri cAp mot liéu duRg
Tuy nhién, v&i viéc sir dung lap di lap lai, liéu dung thwéng xuyén phai gia "

1-2 lan/ngay, tuy thudc vao mirc dé suy than trdm trong nhw thé nao ma can phal
giam liéu.

- Domperidon khéng dwoc dung lau dai va khdéng dung trong phong chéng nén
triwéc va sau phau thuat.

- St dung than trong & nhirng bénh nhan cé nguy co cao nhu:

+ CO khodng thdi gian dan truyén xung déng tim kéo dai (dac biét la khoang QT).
+ Bénh nhan cé rbi loan dién giai ré rét (ha kali mau, ha magnesi mau).
+ Bénh nhan c6 bénh tim mach (nhw suy tim sung huyét).

— Khéng khuyén céo str dung cho tré em vi chwa co tai liéu chirng minh.
TUONG TAC THUOC:

— C6 thé anh hwédng dén sw hap thu cla cac thube co6 sinh kha dung phu thudc
vao pH nhw Ketoconazole khi ding dong thoi.

— Céc thubc chéng tiét Acetylcholine cé thé dbi khang véi tac dung chong rdi loan
tiéu hoa ctia Domperidon.

TAC DUNG KHONG MONG MUON:

— Thinh thoang: nhirc dau, tiéu chay.

~ Hiém g&p: budn nén, dau thwong vi, ddy hoi, ngra, néi man, chéng mét va réi
loan thi giac.

- Nguy co' loan nhip that nghiém trong hodc dét t&» do tim mach cao hon & bénh
nhan dung liéu hang ngay I&n 3 vién (30mg domperidon) va bénh nhan trén 60 tubi.

Théng bdo cho bac sy nhikng tac dung khéng mong muén gap phai khi
sty dung thuéc
PHU N’ cO THAI VA CHO CON BU:

- Khéng dung cho phu ni¥ c6 thai va nudi con bu.

SU’ DUNG CHO NGUO!I LAl XE VA VAN HANH MAY: Chi dung thubc nay khi
khéng lam viéc. )
QUA LIEU VA XU TRI: 1

- Chua thay c6 triéu chirng qua lidu dwoc ghi nhan & ngudi déi véi Pantoprazol.
Triéu chirng qué liéu cia Domperidon bao gdm ngl ga, mat dinh hwéng va phan
(rng ngoai thap dac biét & tré em.
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- Khi cé trwedng hop ngd déc thuée véi nhikng triéu chirng trén 1am sang, cé thé
ap dung nhitng cach giai doc théng thweng (than hoat va cac thuée déi khang) dé
Xt ly tirng trwdng hop cu thé.

BAO QUAN: Noi kho thoang, tranh anh sang, nhiét dé phong (< 30°C)
HAN DUNG: 36 thang ké tir ngay san xuét
DONG GOI: Hop 3 vi x vi 10 vién nén bao phim tan trong ruét.
TIEU CHUAN: Tiéu chudn nha san xuét.
DE XA TAM TAY CUA TRE EM
THUOC NAY CHi DUNG THEO PON CUA BAC SY
POC KY HUONG DAN S’ DUNG TRUO'C KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY
KHONG DUNG THUOC QUA HAN SU’ DUNG
Tén va dja chi nha san xuét: W
CONG TY CO PHAN SPM (SPM CORPORATION)
(_\‘ www.spm.com.vn
SPM 551, Puwong sb6 2, KCN Tan Tao, P. Tan Tao A, Q. Binh Tan, Tp. HCM
DT: (08) 37 507 496 - Fax: (08) 38 771 010
Tén va dia chi Nha phan phbi
CONG TY CO PHAN VN PHARMA

vNPHARMA 666/10/3 dwong 3/2, P. 14, Q. 10, Tp. HCM
PT: 1900 558825 - Fax: (08) 6264 7662

Tp. H6 Chi Minh, ngay 12 thang 11 ndm 2013
g3iam Doc




