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Rx

TOPRAZ 20
Vién nén khang dich vi pantoprazol 20

Cic dau hiéu luu y va khuyén cao khi ding thudc:

Doc k¥ huéng dan str dung trude khi st dung.

Pé xa tim tay tré em.

Thong bao ngay cho bac sy hoidc duge sy nhitng tac dung khong mong mudn gip phai
khi str dung thude.

Thubc nay chi ding theo don thude

Thanh phéan, ham hrong

Mbi vién nén khang dich vi chira:

Thanh phan hoat chat: Natri pantoprazol sesquihydrat trong duong 20 mg pantoprazol
Thanh phén té duwoc: Mannitol, crospovidone, sodium carbonate, hydroxypropyl cellulose,
calcium stearate, hypromellose, ferric oxide, methacrylic acid — ethyl acrylate copolymer
(1:1) dispersion, triethyl citrate.

Mo ta san phfum: Vién nén bao tan trong rudt mau vang nhat, hinh oval, 2 mat 16 va tron.
Dang bio ché: Vién nén khang dich vi.

Chi dinh:

Pantoprazol dugc chi dinh sir dung & nguoi 16n va thanh thiéu nién tir 12 tudi tré 1én dé:

« Diéu tr triéu chirng bénh trao nguoc da day thyc quan.

« Kiém soat lau dai va phong ngira tai phat trong viém thuc quan trao nguoc.

Dbi v6i kiém soat 1au dai va phong ngira tai phat trong viém thyc quan trao nguoc:

* Pantoprazol dugc chi dinh str dung ¢ nguoi 16n trong trudong hop: Ngan ngtra loét da day ta
trang gy ra do thudc khang viém khong steroid khong chon loc (NSAID) trén cac bénh
nhan c6 nguy co loét ma van sir dung cac thudc NSAID.

Liéu dung va cach ding

Cdch ding: Ding qua duong udng. Thudc khong duoc nghién hodc nhai, va nén udng thube
cung vdi nudc trudce bira an 1 gio.

Liéu ding:

Ngueoi [6n va thanh thiéu nién trén 12 tuéi

Diéu tri triéu chirng bénh trao nguoc da day thue quan

Liéu udng dugc khuyén céo 1a 1 vién pantoprazol 20 mg/ngdy. Nhin chung cac triéu ching
giam trong vong 2-4 tuan diéu tri. Néu chua du, c6 thé diéu tri thém 4 tuan nita. Khi cac
triéu chimg déa giam bat, co thé ngan ngura tri¢u ching tai phat bang 1 vién 20 mg/ngay néu
can thiét. C6 thé phai chuyen sang diéu trj lién tuc trong truong hop khong kiém soat cac
triéu chirng day du du da diéu tri v6i liéu trinh theo yéu cau.

Kiém so4t 1au dai va phong ngira téi phat trong viém thuc quan tro nguoc

Trong diéu tri kéo dai, khuyén cdo dung liéu duy tri 1 vién pantoprazol 20 mg/ngdy, ting
lidu 1én 40 mg pantoprazol/ngay néu c6 tai phat. Co thé dung vién pantoprazol 40 mg trong
truong hop nay. Sau khi di kiém soat duogc cic triéu ching cua con tai phat, c6 thé giam liéu
tro lai 20 mg pantoprazol.

Nguoi [on

Ngin ngira loét da day ta trang gy ra do thubc khang viém khéng steroid khong chon loc
(NSAIDs) trén cdc bénh nhin ¢ nguy co loét ma van phai sit dung cac thude NSAID

Liéu khuyén céo: uéng 1 vién pantoprazol 20 mg/ngay.
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Nhom bénh nhén dac biét:

Bénh nhan suy gan: Khong dugc vuot qua lidu hang ngay 20 mg pantoprazol & bénh nhan
suy gan nang.

Bénh nhén suy than: Khong can thiét diéu chinh lidu & bénh nhan bj suy chirc ning than.

Ngudi cao tudi: Khong can thiét diéu chinh liéu & bénh nhan cao tudi.

Tré em: Dir liéu vé an toan va hiéu qua ¢ tré em con han ché. Vi vay khong khuyén céo
dung pantoprazol ¢ tré¢ em dudi 12 tudi.

Chéng chi dinh

Qua man véi thanh phﬁn hoat chét, cac thudc thuoc nhém benzimidazol hodc vi bét ky
thanh phan t4 duoc ndo cua thude.

Canh bao va than trong khi diung thudc:

Suy gan:

Q bénh nhan bi suy gan ning, can theo dbi cic enzym gan déu din trong thoi gian diéu tri
bang pantoprazol, dac biét la sir dung dai han. Trong truong hop tang enzym gan, phai
ngung diéu tri.

Ding dong thoi véi thubc khdng viém khong steroid (NSAIDs):

Can han ché sir dung pantoprazol 20 mg dé phong loét da day ta trang gy ra do diéu tri voi
thude khang viém khong steroid (NSAIDs) trén cac bénh nhan van phai tiép tuc diéu tri voi
cac thudc khang viém NSAIDs va bénh nhan co nguy co tang cac bién chimg dudng tiéu
hoa. Su gia tang nguy co phai duoc danh gia theo cac yéu t6 nguy co cao trén timg ca the, vi
du: tudi cao (>65 tudi), ngudi cb tién sir bi loét da day hodc ta trang hodc c6 tiéu sir xuit
huyét duong tiéu hoa trén.

Bénh da day ac tinh

Dap tng triéu ching bang pantoprazol ¢ thé 1am che 14p cac dau hiéu ctia bénh da day ac
tinh va lam cham tré chan doan. Khi c6 bat ky d4u hiéu canh bao nao (nhu gidm can 1o rét
khéng c6 chu y, non tai dién, kho nudt, nén ra mau, thiéu mau hodc phan den) va khi nghi
ngo hodc co biéu hién loét da day, phai tién hanh chin doan loai trir loét 4c tinh.

Can tién hanh thém cac nghién ctru tham kham dé danh gia néu cac tridu chirng canh béo
trén van ti€p dién du da co diéu tri thich hop.

Két hop véi cdc thude ikc ché HIV protease:

Khong khuyén céo dung két hop pantoprazol véi cac thudc e ché HIV protease nhu
atazanavir vi kha nang hap thu phu thudc vao pH da day, do d6 lam giam dang k¢ sinh kha
dung cua nhirng thudc nay.

Anh huéne dén su hap thu vitamin B12:

Pantoprazol, ciing nhu tat ca cac thude e ché tiét acid khac c6 thé 1am giam hép thu vitamin
B12 (cyanocobalamin) do giam hodc thiéu acid hydrochoic dich vi. Nén xem xét & nhiing
bénh nhén bi giam dy trit trong co thé hodc c¢6 cac yéu té nguy co lam giam hap thu vitamin
B12 khi diéu tri dai han hoic néu co céc tridu chimg tuong tng trén 1am sang.

Piéu tri dai han:

Trong diéu tri dai han, dic biét 1a khi thoi gian diéu tri vuot qua 1 nam, can phai giam sat
bénh nhan thuong xuyén.
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Nhiém tring dwong tiéu hda do vi khuan:

Viée diéu tri lgﬁing pantoprazol c6 thé ddn dén ting nhe nguy co nhiém trung dudng tiéu hoa
do cac vi khuan nhu Salmonella va Campylobacter hoac C. difficile.

Gay xuong:

Céc thube e ché bom proton, dic biét khi sir dung & lidu cao va thoi gian diéu tri dai (>1
nim), co thé lam tang vua phai nguy co gdy xuong hong, co tay va cot song, phan 16n ¢
ngudi cao tudi hodc & nhirng bénh nhan c6 nhing yéu t6 nguy co khac. Nhiéu nghién ctru
quan sat cho thay cac thude trc ché bom proton co thé 1am ting nguy co giy xuong khoang
10-40%. Mot sd trudong hop nay co thé do cac yéu td khac. Bénh nhéan co nguy co lodng
xuong nén duge chim séc theo hudng dan 1dm sang hién hanh va nén bd sung ddy du
vitamin D va calci.

Giam magnesi huyét

Giam magnesi huyét nang da dugc bao cdo & nhiéu bénh nhan duoc diéu tri bé“lng céc thube
{rc ché bom proton (PPI) nhu pantoprazol trong it nhat 3 thang, va & hau hét cac truong hop
trong 1 ndm. Tri¢u chimg giam magnesi huyét ndng nhu mét moi, co cing, mé sang, co giat,
chong mit/hoa mit va loan nhip tm that co thé xay ra nhung nhimg triéu chimg nay co6 thé
khoi dau mot cach 4m tham va bi bo qua. O phan 16n cic bénh nhan bi anh hudng, ha
magnesi mau duoc cai thién khi duge bd sung magnesi va ngung sir dung PPL

Ddi voi cac bénh nhan duogc du kién phai diéu tri 1au dai hodc st dung nhiing thude PPI véi
digoxin hodc thudc co6 thé gay giam magnesi mau (nhu thuoc lgi tieu), chuyén gia y t€ nén
xem x€t do nong dd magnesi trude khi bat dau diéu tri voi PPI va dinh ky trong khi di€u tri.

Lupus ban dé ban cdp trén da (SCLE):

Thubc {rc ché bom proton cé lién quan dén nhitng truong hop hiém bi lupus ban do ban cép
trén da. Néu xay ra ton thuwong, dic biét 1a ¢ nhitng ving da tiép xtic voi anh ning mit troi,
va néu di kem triéu chimg dau khép, bénh nhén nén tim kiém su tro giup y té kip thoi va
nhan vién y té nén cin nhic ngimg st dung pantoprazol. Bénh nhan lupus ban do ban cap
trén da sau dot dleu trj trude d6 voi thude e ché bom proton c6 thé lam ting nguy co méc
lupus ban do ban cap trén da véi thude e ché bom proton khéc.

Anh huéng dén két qud xét nghiém:

Chromogranin A (CgA) tang c6 thé gay trd ngai cho viéc chan doan cac khdi u than kinh.
bé tranh diéu nay, nén ngung diéu tri bang pantoprazol it nhat 5 ngay trudc khi do CgA.
Néu ndng d6 CgA va gastrin khong tré vé pham vi tham chiéu sau khi do 1an dau, nén lap lai
céc phép do 14 ngay sau khi ngung diéu tri bang thudc trc ché bom proton.

Str dung cho phu nir ¢é thai hodc dang cho con bu
Phu nir co thai:

Dit liéu trén phu nit mang thai (trong khoang 300-1000 phu nit mang thai) cho thay khong
c6 di dang hodc doc tinh trén bao thai/tré so sinh do pantoprazol. Cac nghién ctru trén dong
vat da cho thay ddc tinh doi véi sinh san.

Dé than trong, nén tranh ding pantoprazol trong qua trinh mang thai.
Phuy nir cho con bu:

Cac nghién ctru trén dong vét da cho thay pantoprazol bai tiét qua stra. Khong du dir liéu vé
su bai tiét cua pantoprazol qua sira me¢ nhung dé c6 bao cao vé su bai tiét nay. Khong thé
loai trir nguy co ddi véi tré so sinh/tré nho. Vi vay dé quyét dinh nén ngirng cho con bd hay
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10.

ngumg diéu tri bang pantoprazol can dya vao danh gia loi ich cua viéc nudi con bang sita me
va loi ich cta viéc diéu tri pantoprazol dbi véi nguoi me.

Kha ndng sinh sdn:
Khong co bang chimg vé suy giam kha ning sinh san sau khi ding pantoprazol trong nghién
cuu trén dong vat.
Anh huwéng ciia thudc 1én kha ning lai xe va van hanh may méc
Pantoprazol khong c6 hodc anh huéng khong déng ké 1én kha ning 1ai xe va van hanh may
moc.
Céc tac dung khong mong mudn ctia thude nhur chong mat va rdi loan thi giac c6 thé xay ra.
N¢éu bi anh hudng, bénh nhan khong nén lai xe hoac van hanh may moc.
Tuong tic, twong ky ciia thude

11.1 Twong tic ciia thudc:

Thuéc cé diroc dong hoc hdp thu phu thuéc pH:

Do tac dung tc ché tiét acid da day manh va kéo dai, pantoprazol c6 thé 1am can tr& sy hap
thu ctia cac thuoc c6 sinh kha dung duong uong phu thudc vao pH da day, vi du mot s6
thuoc khang nam nhém azol nhu ketoconazol, itraconazol, posaconazol va thudc khac nhu
erlotinib.

Thuéc tre ché HIV protease

Khong khuyén cao diung két hop thudc trc ché bom proton véi cac thube tc ché HIV
protease ma sy hdp thu phu thudc pH da day nhu atazanavir vi c¢6 thé lam giam dang ké sinh
kha dung cua cac thudc nay.

Néu viéc két hop cac thube e ché HIV protease voi thude trc ché bom proton 1a khong thé
tranh khoi, thi can theo ddi 1am sang chat ché (vi du: tai luong virus). Liéu dung cua
pantoprazol khong nén vugt qua 20 mg mdi ngay. C6 thé ciing can diéu chinh liéu ctia thude
{rc ché HIV protease.

Thuoc chong dong coumarin (phenprocoumon hodc warfarin):

Dung ddng thoi pantoprazol véi warfarin hodc phenprocoumon khong anh huéng dén duoc
dong hoc cua warfarin, phenprocoumon hodc chi s6 INR. Tuy nhién, da c6 bao cao vé viée
tang chi s INR va thoi gian prothrombin & nhimng bénh nhan ding dong thoi thude e ché
bom proton v6i warfarin hodc phenprocoumon. Sy gia tang chi s6 INR va thoi gian
prothrombin ¢6 thé dan dén chay mau bit thuong, va tham chi tor vong. Bénh nhan dugc
diéu tri voi pantoprazol va warfarin hoac phenprocoumon c6 thé can duoc theo ddi vé mirc
do tang cua chi so INR va thoi gian prothrombin.

Methotrexat:

Dung dong thoi cac thude e ché bom _proton vdi methotrexat lidu cao (nhu 300 mg), c6 thé
lam ting ndng d6 methotrexat & mot s6 bénh nhan. Do do, khi st dung methotrexat lidu cao,
vi du trong diéu tri ung thu va bénh vay nén, nén xem xét viéc ngung st dung tam thoi
pantoprazol.

Cdc nghién ciru vé tuwong tdac khdc:

Pantoprazol dugc chuyén héa manh ¢ gan qua hé enzym cytochrom P450. Duong chuyén
hoa chinh 1a khtr methyl boi CYP2C19 va cac duong chuyén hoa khac bao gom su oxy hoa
bdi CYP3A4.
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11.

Céac nghién ciru vé tuong tac véi nhimg thude khac ciling duge chuyén, héa qua cac con
duong nay nhu carbamazepin, diazepam, glibenclamid, nifedipin va thudc ngua thai dang
uong chura levonorgestrel va ethinyl oestradiol khong cho thay tuong tac dang ké vé mat 1am
sang.

Khong thé7loai trir kha nang tuong tic clia pantoprazol voi cac thue hodc hop chat khac
dugc chuyén hoa bdi cung hé enzym.

Két qua tr mot loat cac nghién ctru vé tuong tac ching minh rang pantoprazol khong anh
huong dén sy chuyén hoa cua cac hoat chat dugc chuyén hoéa boi CYPIA2 (nhu caffein,
theophyllin), CYP2C9 (nhu piroxicam, diclofenac, naproxen), CYP2D6 (nhu metoprolol),
CYP2E1 (nhu ethanol) hoac khong can tré sy hap thu digoxin lién quan dén p-glycoprotein.
Khong c6 twong tac véi cac thude khang acid khi ding dong thoi.

Céc nghién ctru vé tuong tac ciing da duoc thuc hién bang cach dung dong thoi pantoprazol
voi cac khang sinh twong tng (clarithromycin, metronidazol, amoxicillin). Khong thay co
cac tuong tac lién quan dén lam sang.

Thuéc trc ché hodc cam rng CYP2CI9:

Thudc e ché CYP2C19 nhu fluvoxamin, c6 thé lam ting ndng d6 toan than cua
pantoprazol. Co6 thé can nhac giam liéu cho nhitng bénh nhan diéu tri lau dai véi pantoprazol
liéu cao hodc bénh nhan bi suy gan.

Céc chat gdy cam ung enzym CYP2C19 va CYP3A4 nhu rifampicin va dugc liéu St John's
wort (Hypericum perforatum) c6 thé 1am giam nong do huyét twong cua céc thude rc ché
bom proton chuyén hoa qua cac hé enzym nay.

11.2 Tuong ky ciia thudc:

Do khéng c6 nghién ciru vé tinh twong ky cta thude, khong tron 1an thude nay voi cac thube
khéc.

Tac dung khéng mong muén:

Khoang 5% bénh nhén c6 thé gip cac tac dung khong mong mudn cta thude (ADR). Céc tac
dung khong mong muon dugc bao cao thuong gap nhat la tiéu chay va nhuc dau, xay ra ¢
khoang 1% bénh nhan.

Bang dudi day liét ké cac tac dung khong mong mudn di dugce bao cédo voi pantoprazol,
duogc sap xép theo phan loai vé tan suat sau day:

Rét thuong gap (>1/10); thuong gép (>1/100 dén <1/10); it gap (=1/1.000 dén <1/100); hiém
gdp (=1/10.000 dén <1/1.000); rat hiém gap (<1/10.000), khong rd (khong thé ude tinh tir
cac dir liéu hién co).

Pbi véi tﬁit ca cac tac dung khong mong ml}én duge bao cao tur kinh nghiém sau khi luu
hanh thuoc, khong thé ap dung bat ky tan suat nao va do dé duoc de cap la tan suat “khong

~9

ro .

Trong mdi nhém tin suét, cac tic dung khéng mong mudn dugce trinh bay theo thir tu do
nang giam dan.

Bang: Cac tac dung khong mong mudn cia pantoprazol trong thir nghiém 14m sang va kinh
nghiém sau khi luu hanh thudc.
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Tan suat

Phan loai theo Thlf(mg it gap Hiém gap Rat El em Khong rd
N g4ap gap
h¢ co quan
R&i loan mau va Maét bach cdu  |Giam tiéu cau
hé bach huyét hat Giam bach
cau
Giam toan
thé huyét cau
R&i loan hé Qua man (bao
mién dich gd6m phan trng
phan vé va sdc
phan v¢)
R6i loan chuyén Tang lipid Ha natri huyét
hoa va dinh mau va tang Ha magnesi huyét
dudng lipid Ha calci huyét("
(triglycerid va Ha kali huyét
cholesterol)
Thay ddi can
nang
R6i loan tAm Réi loan gidc ngti | Tram cam (va |Mat dinh Ao giac
than tat ca cac tinh |hudng (va tat [Nham 1an (ddc
trang nang cd cactinh  |biét & nhitng bénh
thém) trang nang  |nhan dé mic,
thém) cling nhu lam

ndng thém cac
triéu chuing nay

trong truong hop
da co bénh tur
trudc)
R6i loan than Nhire dau R6i loan vi Di cam
kinh Choéng mat giac
R&i loan mat R&i loan thi luc
/nhin mo
Réi loan tiéu  |Polyp Tiéu chay
hoa tuyén tién |Budn nén/ndn
liét (lanh |Chudng bung va
tinh) day hoi
Téo bon
Kho mi¢ng
Pau bung va kho
chiu
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Rdi loan gan Téng enzym gan |Tang bilirubin Tén thuong té bao
mat (transaminase, Y- gan
GT) Vang da
Suy té bao gan
Réi loan da va N6i ban/ngoai May day Hoi chung
mo dudi da ban/phat ban Phu mach Stevens-Johnson
Ngura Hoi chung Lyell
Hong ban da dang
Nhay cam anh
sang
Lupus ban do6 ban
cap

Roi loan co
xuong khop va
mo lién két song

Gay xuong hong, [Dau khép Co that co®

cO tay hodac cot  |Pau co

ROi loan than va
tiét niéu

Viém than k& (cé
thé tién trién

thanh suy than)
R6i loan sinh Chimg vii to &
san va tuyén va nam gioi
R6i loan toan Suy nhugc, m¢t | Tang than
than va tai noi moi va kho chiu  |nhiét

dung thude

Phu ngoai bién

12.

13.

! Ha calci huyét lién quan dén ha magnesi huyét.

2. Co that co do roi loan dién giai.

Qua liéu va cach xir tri

Hién chua rd triéu chimg quaé liéu & nguoi.

Sy dép mg toan than véi lidu 1én dén 240 mg khi ding dudng tinh mach trong 2 phut da
dugc dung nap tot. Vi pantoprazol lién két chu yéu voi protein, do do thudc khong de dang
bi loai bd bang tham phan.

Trong trudng hop qué lidu voi cac ddu hiéu nhiém doc trén 14m sang, ngoai viéc diéu tri
tri¢u chung va dicu tri ho trg, khong thé dua ra khuyén céo di€u tri dac hiéu nao.

Pac tinh dugc lwe hoc

Nhom duoe 1Iy: Thude e ché bom proton.

Ma ATC: A02BC02

Co ché tac dung:

Pantoprazol 12 mét dan xuat cua benzimidazol c6 tac dong trc ché bai tiét acid hydroclorid
da day bang cach urc ché chon loc bom proton cua cac t€ bao thanh da day.

Pantoprazol duoc chuyén hoa thanh dang c6 hoat tinh trong moéi truong acid tai cac té bao
thanh da day dé gdy tic dong trc che enzym H+, K+-ATPase, tic 1 giai doan cudi cung san
sinh acid hydroclorid trong da day. Su ¢ ché phu thudc liéu dung va tac dong dong thoi 1én
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14.

ca qua trinh bai tiét co ban va bai tiét do kich thich. O hau hét cac bénh nhan, nhimng triéu
ching mat hoan toan trong vong 2 tuan. Cung nhu cac chét trc ché bom proton va trc ché thu
thé H2 khac, pantoprazol ¢6 thé lam giam nong do acid da day, tir do lam nong do gastrin
tang ty 1€ voi nong do acid bi giam. Sy tang nong do gastrin co thé hoi phuc. Vi pantoprazol
c6 thé gan két véi enzym 0 Vi tri xa thu thé té bao, nd c6 thé gay tc ché doc 1ap viéc bai tiét
acid hydroclorid bang cach kich thich cac chat khac (nhu acetylcholin, histamin, gastrin).
Tac dong nay gidng nhau ké ca khi diéu tri theo dudng udng hoic duong tinh mach.

Tac dung dwoc luc hoc

Tri s6 gastrin luc d6i ting theo pantoprazol. Trong hau hét trudong hop khi dung ngén han,
céc tri sb nay khong vuot qua gioi han trén cua mure binh thuong. Trong thoi gian diéu tri
dai han, nong d6 gastrin ting gap d6i trong hau hét cac truong hop. Tuy nhién, sy tang qua
murc chi xay ra trong cac truong hop riéng l¢. Két qua d3 quan sat thay sy ting nhe dén vira
vé s6 luong té bao noi tiét ddc hidu (ECL) trong da day ¢ mot s6 it truong hop khi diéu tri
dai han (don gian 1a tang san u dang tuyen) Tuy nhién, theo cac nghién ctru da dugc tién
hanh cho dén nay, sy hinh thanh cac tién khéi u dang carcinoid (ting san khong dién hinh)
hodc cac u carcinoid da day dugc nhan théy trong céac thtr nghiém ¢ dong vat nhung chua
dugc quan sét thiy trén ngudi.

Theo két qua trong cac nghién cuu trén dong vat, khong thé loai trir hoan toan viéc diéu tri
dai han bang pantoprazol hon mot nim anh hudng dén cac thong sb noi tiét cta tuyén giap.

Trong qué trinh diéu tri bang thudc chéng non, ndng do gastrin huyét thanh ting twvong tng
véi viée giam ti€t acid. CgA ciling tang do giam acid da day. Muc CgA tang co6 thé gay trd
ngai cho viéc xét nghiém cac khoi u than kinh.

Bang ching dugc cong bd cho thiy réng nén nging st dung thudc e ché bom proton trong
khoang thoi gian tir 5 ngay dén 2 tuan trude khi do CgA. Pidu nay 1a dé mic CgA trd vé
pham vi tham chiéu vi mtc CgA bi ting cao dot ngdt sau khi diéu tri bang PPI.

Pac tinh dwgc dong hoc

Hdp thu

Pantoprazol dugc hap thu nhanh va dat ndng do cao nhét trong huyet tuong ngay ca sau khi
dung mot lidu uong duy nhit 20 mg. Trung binh sau khi dung thudc khoang 2 ,0-2,5 gio,
ndng d6 cao nhét trong huyét thanh dat dugc 1a khoang 1-1,5 pg/ml va nhimg tri s nay van
khong thay d6i sau khi dung nhiéu lan.

Duoc dong hoc ciia thude khong thay doi sau khi diéu tri don lidu hodc diéu tri nhac lai.
Trong khoang liéu diéu tri tir 10-80 mg, dong hoc trong huyét twong ctia pantoprazol gan
nhu tuyén tinh ca sau khi ubng va diéu tri duong tinh mach.

Sinh kha dung tuyét d6i cta vién nén dugc ghi nhan khoang 77%. Khi ding chung véi thic
an khong anh hudng dén AUC, ndng do dinh trong huyét thanh va do d6 khong anh huéng
dén sinh kha dung. Thoi gian dé dat cac thong sb duge dong hoc s& ting 1én boi luong thirc
an st dung dong thoi.

Phdn bo

Ty 1& gan két protein huyét tuong cta pantoprazol khoang 98%. Thé tich phan bd khoang
0,15 l/kg.

Chuyén héa

Thudc duge chuyén hoa gan nhu hoan toan qua gan. Pudng chuyén héa chinh 1a khtr methyl
boi CYP2C19 va sau d6 lién hop véi sulphat, duong chuyén hoa khac bao gdm sy oxy hoa
boi CYP3A4.

Thai trie
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15.
16.

17.
18.
19.

Thoi gian ban thai cubi cing khoang 1 gio va d6 thanh thai khoang 0,1 1/giovkg. Trong mot
sb truong hop co6 hién tuong thudc thai trir cham. Do su gén két chon loc cua pantoprazol
vao cic bom proton tai cac té bao thanh, thoi gian ban thai cua thude khong tuong quan véi
kha nang kéo dai thém tac dong cua thudc (tac dong 6 trc ché bai tiét acid).

Céc chat chuyén hoa caa pantoprazol thai tru chu yéu qua than (khoang 80%), phan con lai
thai trir qua phan. Dang chuyén hoa chinh ca trong huyét thanh va trong nudc tiéu la
desmethylpantoprazol, chit s& lién hop véi sulphat. Thoi gian ban thai cua dang chuyén hoa
chinh (vao khoang 1,5 gi¢) khong dai hon so véi thoi gian ban thai cua pantoprazol.

Nhom bénh nhéan dac biét

Ngwoi chuyén hoa kém:

Khoéang 3% dan sb chau Au thiéu enzym chae nang CYP2C19 va dugc goi la nguoi chuyen
hoa kém. O nhitng ngudi nay su chuyen hoéa cua pantoprazol ¢ thé dugc xtc tac chu yéu
boi CYP3A4. Sau khi dung mét lidu don pantoprazol 40 mg, dién tich dudi dudng cong
AUC trung binh cao hon khoang 6 1an & nguoi chuyén héa kém so véi nhitng ngudi c6
enzym CYP2C19 hoat dong binh thuong (ngudi chuyén hoa binh thuong). Nong do dinh
trong huyét twong ting khoang 60%. Nhitng phat hién nay khong anh huong dén liéu lugng
cua pantoprazol.

Bénh nhdn suy than:

Khong khuyén c4o giam lidu trén cac bénh nhan suy chirc ning than (bao gdm ca bénh nhan
phai tham tach mau). Cung nhu trén nguoi khoe manh, thoi gian ban thai cua pantoprazol
ngan. Chi c6 mot luong rat nho pantoprazol duoc thim tach. Mic du dang chuyen hoa chinh
clia pantoprazol c6 thoi gian ban thai twong ddi chdm (2-3 gid), qua trinh bai tiét van dién ra
nhanh va khong thay hién tuwong tich luy.

Bénh nhdn suy gan:

Maic du trén cac bénh nhan xo gan (loai A va loai B theo hé théng phan loai Child), thoi gian
ban thai ting trong khoang tir 3-6 gir va dién tich duéi dudng cong ting 1én theo hé s 3-5,
nhung ndng d6 tdi da trong huyét thanh ciing chi ting nhe theo hé sb 1,3 so véi nguoi khoé
manh.

Nguoi cao tuoi:

C6 su ting nhe vé gia tri dién tich dudi duong cong (AUC) va nong d6 tdi da (Cmax) trén
ngudi tinh nguyén 16n tudi khi so voi nhém it tudi hon, song khong c6 lién quan vé mit 1am
sang.

Tré em:

Sau khi dung cac heu udng duy nhat 20 hodc 40 mg pantoprazol cho tr¢ em tir 5-16 tudi,
AUC and Cmax nam trong pham vi céc tri s6 twong tmg & ngudi 16n.

Sau khi tiém tinh mach liéu duy nhét 0,8 hodc 1,6 mg/kg pantoprazol cho tré em tir 2-16
tudi, khong c6 sy lién quan dang ké giira d6 thanh thai ctia pantoprazol va do tudi hodc can
ning. AUC va thé tich phan bd phu hop véi cac dir liéu ¢ nguoi 16n.

Han dung ciia thudc: 24 thang ké tir ngay san xuat.
Quy cach dong goi: Hop 3 vi x 10 vién.

Piéu kién bio quan ciia thude: Bao quan dudi 30°C. Tranh am

Tiéu chuén chit lugng ciia thude: TCCS

Tén, dia chi, biéu twong (néu c¢6) ciia co sé san xuit:

Sdn xuat tai: Aurobindo Pharma Limited

Dia chi: Unit-VII, SEZ, TSIIC, Plot No. S1, Survey No’s: 411/P, 425/P, 434/P, 435/P &

458/P, Green Industrial Park, Polepally Village, Jedcherla Mandal, Mahaboobnagar District,
Telangana State, An Do.
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