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Td HUﬂNG DAN SU' DUNG THUGC
Vidn nén bao phim tan trong rugt

0ZZY-40

Thue ndy chi diing theo dan thuée
O xa thm tay trd em
Boc kf hutdng diln s dung trude khl ding
Thing bie ngay che bic 5§ hodc due 5§ nhimg tc dung khing mong
mudn khi sit dung thuéc

(duidh dang Natrl pantoprazol sesquitiydrat)
Thanh phén td dugc:

calcl hydroxy rid gnes! stearat, talc, natri lauryl sulfat, HPMC E15,
polyethylen glycol 6000, nmgn L100, anyd 8t vang, titan dioxyd.

2. DANG BAO CHE
Vign nén trdn, bao phim tan trong rudt mau vang dat, hai mat tran,

3.CHIDINH

Noui lom:

-Loét da day - th tring.

- Diing phdi hap véi phic 88 khing sinh thich hop € diét Helicobacter pylori (H. pylori) & bénh
nhin loét da diy - té tring kibm nhidm H. pylori
Hai chimg Zollinger-Ellison vi céc tinh trang ting tiét bénh Iy khic.

Nguaes Idn vé thanh thidy nién = 12 tudi:

- Tréo ngugc da diy - thye quan.

4. CACH DUNG - LIEU DUNG

Lidu ding

Ngudi iém va tré em = 12 tudiz

Trido nguio da ddy - thut qudn:

Uéng mdi ngay mét lén 40 mg pantoprazol trong 4 tudn, ¢6 thé udng thém 4 tudn nia néu vin
cdn triéu chiing hodc biéu hién t8n thuong chua lién. Trong mét sé truang hop ¢6 thé ting liéu
nnmw ngdy, dic biét 14 khi khdng 83p Ung véi cac lidu phip dibu tri khic.

dbenh-ﬂanlmoadaynmnmnm Wcom“ummmtuphippbahmm“
can nhic nhing hudng din chinh thic tai dla phuong (vi du: Khuyén cdo quéc gia) vé khd ndng
khang khudn, cich sir dyng va ké don cac thudc khing sinh hap I Tuy sy dé khing, céc phéi
hop dudi diy duge khuyén cdo sir dung dé diét H. pylori

- Pantoprazol 40 mg x 2 ldn/ ngly

+ 1000 mg amoxycillin x 2 18n / ngay

+ 500 mag clarithromycin x 2 ln/ ngay.

- Pantoprazol 40 mg x 2 l§n/ ngay

+400- 500 mg metronidazol (hodc 500 mg tinidazol) x 2 lin/ ngay

+ 250 - 500 mg clarithromycin x 2 lSn/ ngdy.

- Pantoprazol 40 mg x 2 14n/ ngdy

+ 1000 mg amoxyeillin x 2 180/ ngdy

+ 400 - 500 mg metronidazol (hofc 500 mag tinidazol) x 2 1in/ ngdy.

Trong liéu phip phdi hgp diét H pylori, pantoprazol liéu thi hai trong ngdy nén ubng truée bita
&1 1 g Nhin chung, libu phip phéi hop duge thuc hign trong 7 ngay va c6 thé kéo dal thém 7
ngay nlia, tdng thai glan diéu tri Ién dén 2 tudn, Néu pantoprazol dug: chi dinh diéu tr thém
dé dam bao chiia lanh cac viém loét, cic khuyén cdo lidu cho loét da day - té tring nén duge cin
nhdc.

Néu lidu phip phéi hap khéng phii 1a mét lua chon, nhu & bénh nhan xét nghiém H. pylor dm
tinh, céc huédng din liéu dudi diy &p dyng cho pantoprazol dan tri:
Dy tri loét dig ddy:
40 mq pantoprazol x 1 1dn/ ngay.
Trong mét s truting hap, liéu co thé ting gdp déi (B0 mg/ ngay), dac bigt 1 khi khéng dép ung
voi cac lidu phip diéu trj khic.
Thét glan ding thubc trong diéu trf loét da day thubing 1 4 tuin, Néu chua khél hin, co thé
ding thudc thém 4 tudn nda.
Diéu trifoét td trdng
40 mg pantoprazol x 1 1n/ ngay. Trong mét s& trubng hop cé thé dung liéu gip 48l (B0 ma/
ngay), ddc biét 1a khi khdng d4p dng vl cac lidu phdp diéu trj khac. Loét td trang 6 thé duoc
chila khéi trong véng 2 tudin diing thuc. Néu sau hal tudin viin chua khél hin, cd thé didu tr
M?luhn&a

Dldh!ulrldtl h-anhouhunqzollnperilllscn uldulnh lrangtlngu"[ bénh ly khac, nén khai
ddu voi liéu BO mg, chia udng 2 ldn/ ngay. Sau a6 diéu chinh liéu khi cén thiét tly theo dap ung
cia tung bénh nhin. C6 thé tang tym théd liéu trén 160 mg/ ngdy nhung khéng nén p dung
kéo dal hon mic cin thi€t dé kiém sodt acid ddy @0

Thas glan diu ) hol chilng Zollinger-Ellison va céc tinh trang ting tét bénh I khic 3 khdng
gléi han va cdn duge didu chinh theo nhu cdu trén 1dm sing,

Liu ding cho cde 46/ tugng dgc bige:

Tré em <12 tudl:

Thésng tin an todn va hidu qué cda thude & tré em dudl 12 tuél con hgn ché. Khing khuyén cdo
ding thubc cho tré em dudl 12 wéi,

Ngutes suy gan:

Khéng vugt qué liéu pantoprazol 20 mg/ nghy & bénh nhan suy gan ning, do dd, dang ché
phdm nby khéng phi hgp ding cha bénh nhn suy gan ning.

Khéing duge ding pantoprazol trong phél hap didu trf diét H. pylorl & bénh nhan suy gan trung
binh v ngng v chua cb da iéu vé an tobn va hidu qué clia pantoprazol treng phél hap diéu i)
& nhing bénh nhan ndy.

Ngud suy thén:

Khéing chn chinh liéu cho binh nhiin bj suy gidm chic ndng thin, Khéing dugic diing pantoprazol
trong phél hgp diu trj didt H. pylori & bénh nhbn suy thin vi chua ¢b dil ligu vé an toln vi higy
qui cla pantoprazol trong phéi hgp diu tr] & nhimg bénh nhdn nay.

Wguth coo 1wl (2 65 twdi): Khong cln phdl chinh I8y & nguoi cao 1l

Cdch ding:

Pantopiazol khong bn dinh trong méi truting acld, nén phil uéng thudc dudi dgng vién bao tan
tong ruit & khong bl phé hiy & dy diy vb ting sinh kha dyng. Phil nust nguyén vién thude
v nude, khong duge nghin nhd, nhal hobe lam vé vin,

Uding thubic trudc bita bn it nhit mét gio.

Phii twdn thi cb dgn dkbu tf,

st
Quit mn von pantoprazol hoje che din chiit thi benzimidazol, ky thanh
Mmmmm@“&mwm Bl b

&, CANH BAG VA THAN TRONG KiI DUNG THUBEC

Xudt hién cde tridu chimg cdnh bdo

Khi 6 ede tridu ching cAnh bio (nhu sit cdn khang ehil §, ndn téi didn dinh kY, khé nudt, nén

ra méu, thiéu méu hosc dai tién phan den) va khi nghi ngds hode bi loét da diy, phai logi trir khi

niing xult hitn cic bénh K be tinh (nhu ung thul vi thubic ¢ théé che Ip tiéu ching va lim

chim chin dodn.

Cn nhic khio st thém néu cic tridu ching kéo dal cho di 48 duge diéu trf thich hop,

Suy gan

@ bénh nhan bj suy gan ning, nén tién hanh theo dbi dinh ki enzym gan trong qué trinh diéu

tri wil pantoprazol, dic bigt 13 khi ding thubc kéo dil. Ngung dibu trf néu thiy ting cic enzym

gan.

Suy thdn

Da 36 cie nghién ciu déu khéng thiy sy thay d6i vé duge déng hoc clia pantoprazol. Khéng

Khuyén ciio phai diéu chinh liéu & nhém bénh nhan nay. Tuy nhién, chi nén ding iéu uéng dén

65/ da 40 mg.

Didu trf phdi hop

Khi diéu tri phél hgp, tém tit dac tinh sin phdm cda cac ché phiim tuong (ng nén dugc xem it

Diing phdi hgp vl atazanavir

Khéing khuyén cao ding déng thii pantoprazol vi atazanavir. Néu bit budc ding déng thit

phai theo dai chit ché, tng liéu atazanavir lén 400 mg phéi hop vél 100 mg ritonavir, khéng

nén ding pantoprazol qué 20 mg.

Hdp thu vitamin 812

¢3 bénh nhan bi héi ching Zollinger-Ellison va céc tinh trang ting tit bénh Iy khic cin didu tri

kéo dai, nh céc thubc khing acid khic, pantoprazol cé thé lam gidm hdp thu vitamin B12

{cyanocobalamin) do téc dyng lam glam hodc thiéu acid dich vl. Cén cdn nhéc khi ding thudc

cho bénh nhan bi gldm dy trirvitamin B12 hodc c6 cde yéu 16 nguy cd ldm gidm hip thu vitamin

B12 khi didu tr| kéo dai hodc thiy c6 cac tridu ching lim sang tuang (ng.

Cdc xét nghwtm cdn ldm sdng

Tang muc Chromogranin A (CgA) ¢ thé gly cin trd cho viéc chdn dodn cac khéi u thdn kinh ndi

tiét. DE tranh dnh hudng nay, ngung pantoprazol it nhiit 5 ngdy trudc khi tién hanh xét nghiém

Cﬂﬂhm&mﬂmmmwﬁﬁnim&qﬂumchﬂuuulindohmdiun!nt!p

tue do |3p lai sau 14 ngdy ngung diéu tri bing thudic Uc ché bom proton.

Bénh nhdn didu trj kéo d&i (3de biét trén | ndm): Nén duge theo dal thuéng xuyén.

Nguy co gdy xuong

Khi diing céc thudc tc ché bom proton, ddc biét khi ding lifu cao va kéo dai (= 1 ndm), ¢b thé

1am ting nguy co giy xuang chiu, xuang ¢ tay hodc cdt séng do lodng xuong, chil yéu xdy ra

& ngui cao tudl hodc ngudi ¢b sin cic yéu 18 nguy ca. Ca ché cla hién tuong nay chua duge

gidi thich, nhung ¢ thé do gidm hap thu calcl khong hoa tan do ting pH da day. Khuyén cio

dung léu thip nhit co téc dung trong théi gian ngdn nhit co thé, phi hgp vai tinh trang lam

ﬂngNmngbannmncongwmwmgdcbqumntndungd&aldnmwinb.

dénh gia tinh trang xuang va cham séc theo hudng din 1am sing.

Nhidm tring dutng tiéu hda

Cic thubic Uc ché bom proton ¢é thé lam tang 6 lugng vi khudn thuiing hién dién & duéng tiéu

héa trén, Dibu trf véi edc thude Ue ehé bom proton cé thé lam ting nhe nguy ca nhiém triing

dudng tidu hda nhu Samonella va Campylobacter.

Cé thé ting nguy co tidu chily do Clostridium difficile khi ding cde thudc de ché bom protan.

Hg magnesi huyét (c6 hodc khang c6 tridu chiing)

B ¢ truding hop xdy ra ha magnesi huyét ndng & nhiing bénh nhin didu trj véi thude Uc ché

bom proton nhu pantoprazol trong it nhdt 3 thing va trong hiu hét cic truding hop ding kéo

dai trén 1 nam. Biéu hign nghiém trong clia ha magnesi huy#t nhu mét méi, co cing, mé sing,

co gidt, chéng mat v réi loan nhip thit co thé xdy ra, nhung cic triéu chdng ndy cd thé khéng

thé hién 16 ring vA bj bé qua. & nhing bénh nhin bj nh huéng nhidu nhit, tinh trang ha

magnes! huyét cé thé dugc cai thién sau khi ngiing thude va bé sung magnesi.

D61 voi bénh nhan cd khd ndng phai diéu tri bing thude U ché bom proton kéo dai hodc dung

phéi hap digaxin hodc cac thubc c6 thé gly ha magnesi huyét khac (nhu thudc It tidu), nén tidn

hanh kiém tra, ddnh gid néng 8¢ magnesi huydt trude khi bit diu didu tri va dinh ky trong qud

trinh didu tr| véi céc thudc e ché bom proton, bao gém ci pantoprazol.

Lupus ban d6 bdn cdp & da (SCLE)

D4 cé bio cdo SCLE & bénh nhin ding thudc Uc ché bam proton. Néu cé tén thuong xdy ra, dic

biét 13 ving da tiép xikc truc tiép vdi dnh ndng mit trdi, co di kitm dau khdp, khuyéin clo bénh

nhan dén gip bac sy va can nhic viéc ngung thudc cho bénh nhin. Bénh nhin 43 c6 tién s bj

SCLE sau khl ding mét thudc Uc ché bom proton cé thé ting nguy ca bi SCLE véi cic thudc dc

ché bam proton khic.

Viém teo dg doy

Di cobdo céoviém teo da diykhi sinh thiét da day & bénh nhan diéu trf kéo di véi pantoprazol,

dc biét 13 & bénh nhin ¢ H. pylori duang tinh.

Vigm thin ké cdp

B4 cd bdo cdo viém than ké cp & bénh nhin ding cdc thude Uc ché bom proton, bao gém

pantoprazol.

Viém thin ké cip co thé xdy ra & bt ki thai didm ndo trong khi didu trj vl ede thude e ché bom

zm:umuwquumhwmmmmammu
P Xy ra.

Nauy coung thy

Dotfrm:hﬂmanlinhtﬂanhh‘tonglmdad&ylhu:whcéMdndimquodu

pantoprazol Trong cic nghién cuu dai han trén ddng vit gém nhim, pantoprazol | chit gly

ung thir vh gdy cic dang hiém clia cdc khdi u dubing tiéu héa. Sy lién quan cia nhing phat hién

ndy 881 véi sy phit trién khéi u & ngubi chua ra.

Cidnh bdo td duge

Thude cé chia mannitol ¢6 thé gdy nhudn trdng nhe.

D& xatdm tay tré em.

7. 50/ DYNG THUGC CHO PHY NU' CO THAI VA CHO CON BU

Thirl ky mang thal

Chua cd ddy di di lidu vé vide sif dung pantoprazol cho phy ni mang thal. Nghién ciu trén
@4ng vt cho thdy cé d4c tinh sinh sdn. Nguy ca trén nguidi chua rd. Khdng dung pantoprazol
cho phuy nil mang thal tris khi thiit syi clin thide

Thénl ky ¢ho con ba

Nghién cuu trén ddng vit cho thdy pantoprazol tiét vio dupc sifa me. DA o6 bio co pantopra-
20l tiét vio sifa & ngudi. Do dd, phil quyét dinh ngiing cho con bl hodc ngiing thudc, tuy theo
1ém quan trgng cla vide dung thudc 88 voi nguidi me va Il ich cla viée cho tré b

Khi ndng sinh san

Khéing thiy o bing ching vé vigc suy gidm khd ndng sinh sin sau khi ding thudc trong cic
nghién ciu trén ddng vit.

8. ANH HUONG COA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC

4 tinh tho nhu lam vige trén cao, van hinh mdy méc hode 1 tau xe,

9. TUONG TAC, TUONG KY CUA THUOC

Anh hudng ca pantoprazol dén duipe dgng hos ca cde thudc khdc:

Do tic dyng us chi tidt acid manh v kito dal, pantoprazol cd thé lam gidm
sy hiip thuy cla mgt 38 thude ¢d sinh khd dyng phy thude acid di diy, nhu
mdt s thubc khing nim nhdm azol (ketoconazol, iaconazol,
posaconazol) vi mot 18 logl thude khic nhu erlouinib,

Thudc didu tr] HIV (abasanavik

Dang ddng thal atazanavie vh cie thude didu tr| HIV khic ¢b sy hip thu phy
thude pH vol cie thude Je ¢hé bam proton cd thé Wm gldm ddng ké sinh
khd dyng cda che thube did ir) HIV vi cd thil dnh hudng dén hidu qud cda
nhimg thude ndy, Do @4, khang khuydn cdo ding ddng thail cde thude e



nras.com/drug

Thude chdng ddng coumarin (phenprocoumon hode warfarin)

Tang INR va thisl glan prathrombin khi ding warfarin déng thi véi thude de
ché bam proton, cd thé gy chdy mdu bt thutmng v ti vong. Theo déi INR
v thof glan prothrombin lic bdt déu va khi két thuc didu tri holc trang khi
s dyng khong thudng xuyén pantoprazol & nhing bénh nhin dang ding
warfarin hodc ce din xust coumarin khic.

Clopidogrel:

Ding ddng thol pantoprazol vi clopidogrel & nguil khde manh khang thiy
6 dnh hutmg cd y nghia lam sing trén ndng A cdc chidt chuyfn hoa cd hoat
tinh cla clopidogrel hode clopidogrel trong huyét tuong lam gidm tic dung
(e ché tiéu chu. Khong cdn chinh lidu khi ding déng thél clopidogrel vi

D4 ¢t bio cdo duong tinh gid xét nghiém sang loc tetrahydrocannabinol (THC) trong nude tiéu
& bénh nhin dang ding céc thudc e ché baom proton. Cin nhie sif dung phuong phip dic
hidu thay thé 4 xdc minh két qud duong tinh

!

Tang néng 8¢ methotrexat & mét val bénh nhin khi dung ddng thal mett liéu cao (vidu:
300 mg) v cée thudic U ché bam proton. Cin nhic vide ngung tam théd pantoprazol khi chl
dinh lidu cao methotrexat (nhu trong didu tri ung thu, bénh vy nén) cho bénh nhan.

Cde nghkén ciu tutomg tdc thude khde:

Pantoprazol chuyén hda chi yéu trong gan thdng qua hé enzym cytochrom P450. Con duding
chuyén héa chinh 1 demethyl héa bél CYP2C19 va nhiing dutmg chuyén hoa khac bao gém sy
oy hba bii CYP3A4,

Nghién ciu tuiong tc vol cae thude cng chuyén hda qua nhimg dudng nay nhu carbamazepin,
diazepam, glibenclamid, nifedipin, va cdc thudc tranh thal duéng uéng ed chita levonargestrel
va ethinyl oestradiol khéng thily cd tuong tde thude co ¥ nghia lim sing,

Pantoprazol khdng dnh hudng dén sy chuyén hda cla cic chit duge chuyén hda bt CYP1AZ
(nhus caffein, theophyllin), CYP2C9 (nhy metoprolol), CYPZE1 (nhu ethanol) hodc khéng can trds
sufhdip thu lién quan P-glycoprotein cla digaxin.

Khting thiy cb tuong téc thuc khi ding déng thai voi cac thudc khang acid.

Cac nghién ciu tuomg tée thude duge thye hign khi dung déng thisi pantoprazol v cée khing
sinh tuong tng (clarithromycin, metronidazol, amoxyeilling khing thiy c6 tugng tie thudc lidn
quan trén lam sing.

Tutang ky: Khéng ép dung.

10.TAC DYNG KHONG MONG MUGN CUA THUGC

Nhin chung, pantaprazol dung nap tét ci khi diéu tri ngdn han va dai han, Cic thubc dc ché
bom proton 1am glém a8 acid da diy, ¢6 thé tang nguy co nhidm khusn dung tiéu héa.

It gdp. 1/1.000 < ADR < 1/100

Tam thén: RS loan gldic ngil.

Thin kinh: Chéng mat, dau dsu.
‘MuMa:Suénndm‘non,tﬂuchly.chmbqngvadiyhol,mbdn.khnmdlubungvi
khé chju,

Gan - mdt: Tang enzym gan (transaminase, y-GT),

Da va mé dudi da: Ban dé/ ching phit ban/ phat ban, ngifa.

Ca'- xuang - khdp: Gly xudng hong, cé tay, cbt séng.

Todn than: Suy nhuge, mét méi, khé chiu.

Hidm gép, 10.000 < ADR < 1/1.000

Huyét hoc: M8t bach cfu hat. -

Mién dich: Phan tng qué mdn (phin (g phin vé, séc phin vé).
mmmumdmnngmmuunglpidnuu:mglymid.chuhmmn,mwodi
én ndng.

Tam thén: Trém cdm (vh 1am ndéng thém tinh trang trém cim).

Thin kinh: R8I loan | gléc.

Tiéu héa: Viém miéng, rdi loan tidu hoa.

Mét: Ri loan thi gldc/ nhin mé

Gan - mit: Ting billrubin,

Da va mb dudi da: My day, phi mach, ban dt sin, tring c4, rung téc.

Co - xuong - khdp: Dau khép, dau co.

Sinh sin va tuyén vio: N héa tuyén wi, it duong, bt luc & nam gidi.

Thin - tét nidu: Tiéu ra mau.

Ton than: Tang than nhigt, phii ngoai bién,

Rdit hiém gdp, ADR < 1/10.000

Huyét hoc: Gidm tiéu clu, gidm bach ciu, gidm todn thé huyét cu.

Tam thin: Mt phuang hudng (va ldm ning thém)

Chua ré, chua 6 did idu vé tdn sudt gdp ADR

Chuyén hoa va dinh duéng: Ha natri huyét, ha magnesi huyét, ha cald huyt (kém vai ha
magnesi huyét), ha kall huyét,
mm:hg&.mhw&wuammmnmadnmmm nhu lam ndng
thém nhing tridu chiing ndy & nhiing bénh nhin d3 bj 1 trude),

Thién kinh: Dj cém.
CunAmﬂ:ﬁnmumgtlbbogln,nwusuylémnglnmmﬁmwmglm

Da va mb duol da: Hoi ching Stevens-Johnson, hi chiing Lyell, héng ban da dang, nhay cim
#nh sang; Lupus ban dé bdn cip & da.

Ca- xuang - mé lién két: Chudt it (do 1l loan dién gidi)

Thin - tiét nigu: Viém thin ké {co khd nang tién trién suy thin).
Mwwwyc«mmmmmmmmmz@mnmmmw
¢ho bdc 5§ khi gdp phd cde tdc dyng khdng mong mudn khi dung thudc.
Huiéng din xif tri ADR:
Panwpruo!rhubnqdnngmpu.’n:Daubunghchby.nhadiunmmdlmmhﬂlmmipl\u
ﬂubtritllkh{phllmlhuﬁcfhtmwﬂcmeuchlhlgnhunmnm.ldmdm,m
da, déi ra méu, phit ban, li¢t duong... Néu kéo dai phdi ngiing thuic hodc chuyén sang thubc
khic.

11. QUA LIEU VA CACH XU TRI

Triéu ching qué lidu pantoprazol & nguti chua dugc biét.

Diing dubng toin thin dén liéu 240 mg tiém tinh mach trong han 2 phit duge dung nap tét.
Thém tach méu khéing c6 tc dyng ting thil trif thudc vi thude gdn nhidu vao protein. Trong
truing hop qud iy véi cie tridu ching 1m sbng nhidm ddc, chi yéu diéu tr trigu ching va
8idu tr} hd teg, khéing b didu tri die hibu dugc khuyén cho thuc hign.

12. BAC TINH DUGC LIJC HOC

Nhém duge b Thubc e chié bal tét acld da diy thude nhdm de ché bom proton,

M ATC: ADZBCO2.

Pantoprazol 1 mit thudc cé ciu tric va the dyng tuong ty omeprazol. Pantoprazol 1d mot din
chit thé benzimidazol. Pantoprazol duge chuyén thanh chat cé hoat tinh trong mai truding ac id
0 té bao thanh dy diy, gén vl H'/K*-ATPase lcén gol 1a bam proton) & té bao thanh cua da day,
1am bt hogt hit théng enzym nay, ngdn cAn budc cudl eling cda sy bbi tidt acid vao long da day.
Tac dung G chéé ndy phy thube léu. Pantoprazol e ché da diy 1iét lugng acid cobdn va cd khi
bl kich thich do bét ky thc nhan no, Sau khi uéing, thc dyng chéng tiét ciia pantoprazol kéo dai

Pantoprazol c6 thé kim hhmmmmwangwbenhlmum-umw
hoacvmmthwquhlmwmmu&muwnm_mmmmuwmm
khéng sinh (nhu amaxicillin, clarithromycin) c6 thé tiét tris H, pylori kém theo lién & loét va
thuyén gldm bénh 13y dai han,
cgacnngw-qkhfgummdd-mmtmmmc.pammunhm\gunmlnsmm
khéi u thin k-nhnﬁlmmmumwmmmsmvnnﬁnmmaocuﬂlu
mycothlcmwpmocco&,wwﬂuannguMswmﬁummM&dﬂm
proton, trdf vé khodng tham chidu,

13. DAC TINH DUGC BONG Hoc

Heip thu:

Pantoprazol hip this nhanh sau khi udng va dat néng 88 cao nhat

sau khi ding thubc ngay cb sau uhlmmmumm”rmmrm
khodng 2.5 gy, gid trl ndy dugc duy tl sau khi uéing liéu I3p lai.

Dufge dong hoe khting thay d6i sau khi ding fiéu don va iéu 13p 131, Trong khedng liéu tir 10 - 80
mg, d6ng hoc cia pantoprazol trong huyét tuang tuyén tinh sau khi ding duéing uéng hoge
dutng tiém tinh mach.

Sinh knnm:wwmmmmmmmﬂahmm
huiting dén AUC, €.y v sinh kh dung cdia thusc nhung cé thé Ism chém hip thu thuéc.
Phén bé:

Khodng 98% pantoprazol gén vao protein huyét tuong. Thé tich phan bé khodng 0,15 L kg,
Chuyén héa:

Thubc chuyén héa chis yéu & gan, Phin In duge chuyén hda bing cich demethyl héa bt
CYP2C19 va sau 86 lién hop véi sulphat, mét phin dugc chuyén héa blng cich oxy héa béi
CYPIAA,

Chit chuyén héa chinh trong cd huyét thanh vi nudc tiéu 3 desmethylpantoprazol, chét nay
duee lién hatp véi sulphat.

Thii trir:

Thisl gian ban thii tdn cling clia pantoprazol khodng 1 gid va 44 thanh thai khodng 0,1 L/ gisr
kg. Trong mét 56 trutmg hop, su thal trir thudc bj chdm lai. Do s gén két dac hidu cia pantopra-
20l vo bom proton & té bao thanh dj day, théi gian bin thii ciia pantoprazol khéng ¢6 tuong
quan vdi sy kéo dai théfi gian tée dung (U ché tiét acid).

Khodng 80% liéu udng duoc thii trir duei dang céc chit chuyén hba khéing c6 hoat tinh trong
nudc tiéu, phdn con lal dugc thii tris trong phdn. Théi gian bin thai cia chit chuyén hda chinh
(khodng 1,5 gidy) khéng kéo dii hon so véi pantoprazol.

Duigre 84ng hoc trén cic 48i tugng dic bidt:

Nguti chuyén héa thudc kém:

& mét 8 ngués vi thiu enzym CYP2C19 hoat déng do di truyén, nén lam chim chuyén héa
pantoprazol, O nhing ngudi nay, chuyén héa clia pantoprazol chis yéu duge xic tic bl enzym
CYP3A4. Sau khi udng liéu don pantoprazol 40 mg, gia tri AUC & ngudi thiu enzym CYP2C19
cao gip 6 lin so i ngubi cé di enzym. Néng 86 dinh trong huyét tuong ting khodng 60%.
Didu ndy khdng cé dnh huding d6i véi liéu ding cia pantoprazol.

Suy gan:

Mic dis bénh nhdn xo gan (Child Pugh A va B) cé thés gian bén thai ting tir 7 dén 9 gids va AUC
ting gdp 5 - 71dn, néng dd dinh trong huyét tuong chi ting nhe, gdp 1,5 l4n so vdi nguisi binh
thudng.

Suy thn:

Khéng khuyén cdo gidm liéu cho bénh nhan suy thin (bao gém ca nhiing bénh nhin thim tich
midu), Clng nhu & ngudl lém khéde manh, pantoprazol ¢ théi gian ban thai ngén. Chi mét lugng
rét nhé pantoprazol bj thim tich. Mac di chit chuyén héa chinh bi kéo dai thés gian ban thii
mét cich tuang A8 (2 dén 3 gid), suthdi trirvdn ctin nhanh va do dé, khéing et suf tich lily thude.
Ngudi cao tudi

Ting nhe AUC va C.,. & ngudi tinh nguyén cao tudi so vai ngudi tré tudi, khdng cb su lién quan
vé mét lam sang.

Tréd em:

Sau khi ding liéu don pantoprazol 20 mg hodc 40 mg cho tré em tir 5 - 16 twéi, cic gid tri AUC
it Congy tuiong ty nhu & nguis lon & cd 2 lidu.

Sau khi diung liéu don 0,8 hodc 1,6 mg/ kg pantoprazol duding tiém tinh mach cho tré em 2 - 16
tudi, khding thiy 6 lién quan déng ké gida d¢ thanh thai pantoprazol vdi tudi hodc cin nang.
AUC v thé tich phin bé tuong ty nhu & ngudl Ién.

14.QUY CACH BONG GOI
Hip 3vi (Nham - Nham) x 10 vién.
Hisp 10wl (PVC - Nhom) x 10 vién.

15. BIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUKN CHET LUONG cUA THUGC

‘Diéu kién bio quan: Nol kh réo, trinh dnh sing. nhiét 49 khéng qua 30°C va ngoai tim vl cla

tréem.
Han diing: 36 thang k& i ngay sin xudt.
Théu chudin chit lugng: Tibu chuSin Nha sin xult.

umunmﬂ;nmcpmwm DUNG HUGNG DAN SU DUNG THUGC:
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17.TEN, DIA CHI VA BIEU TUONG CUA €O SO SAN XUAT:
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e ché nay lén 16l B5%. Bal uiét acid dg dby 1rés gl binh thuging trong vong 1 udn sau khi ngling
pantoprazol va khéng théy cé hién tugng tang tét trd Il O hiu hét bénh nhan, cdc tridu ching
6 th bién mét sau 2 twén didu tr), Nhu cae thudc e ché bam proton khic v cde thusc uc ché
Uy thé Ha, diéu tr] vor pantoprazol lam gidm néng do acid trang da ddy v do dd lam ting
GRLrin Wwang Ung vol sy gidm néng a4 add. Sy ting tidt gastrin 1 thudn nghjch.

Pantopiazol dudng ubng hode tidm tinh mach cha tac dyng wong ty nhau.
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