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Tai liéu thong tin thudc cho cén bd Y té
Thong tin chi tiét xin xem tlf trang 2 dén trang 4

" oms-pANTOPRAZOLE
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pms-PANTOPRAZOLE

(Pantoprazole 40mg)

Chi dinh cho truong hgp

Loét da day ta trang

Trao ngugc da day thuc quan
Hoi chirng Zollinger-Ellison

THANH PHAN:
Hoat chét: Pantoprazole 40.0mg
Ta dugc: khdng cd

QUY CACH PONG GOI:
Hop 1 lo bét pha tiém

DAC TINH DUQC LY:

Dugc lyc hoc

M3 ATC: A02BCO2

Nhém tri liéu: Chét Uc ché chon loc bom proton, V& céu tric héa hoc 1a dan xudt clia Benzimidazol.

Pantoprazole I3 mét chat (c ché bom proton. Pantoprazole sodium 13 mét chat (e ché chon loc enzyme H+, K+ - ATPase (bom
proton) chuyén trach sy tiét acid cia té€ bao thanh da day.

Pantoprazole sodium 13 mét din xuét benzimidazole sau khi dugc hdp thu né tich luy trong méi trudng acid cua céc té€ bao thanh
da day. Pantoprazole sau dé dugc chuyén vé thé hoat ddng, mét sulphenamide vong, né gén vdi bdm enzym H+, K+ - ATPase, do
dé (fc ché tiét acid da day & ca trang thai binh thudng hay kich thich. Pantoprazole sodium thé hién tac dyng trong méi trudng acid
(pH<3), va gan nhu bi bdt hoat & méi trudng pH I6n han.

c dgng hoc

quthu: Pantoprazole dugc hdp thu nhanh qua dudng tiéu héa nhung thay déi tly theo liéu va pH da day. Sinh kha dung dudng
udng so véi dudng tiém tinh mach 13 77% va khong thay déi khi ding da lidu. Sau khi diing liéu 40 mg, Cmax khoang 25mcg/mi
vdi Tmax 1a 2 dén 3 gid. Dién tich dudi dudng cong (AUC) 5 mcg.h/ml. Thifc &n khéng &nh hudng tdi AUC (sinh kha dung) va
Cmax.
Phén bé: Pantoprazole gan 98% vdi protein huyét tudng. Thdi gian ban thai, do thanh thai va thé tich phan bd khéng phu thudc
vao liédu.
Chuyén hod: Pantoprazole chuyén hod gan nhu hoan todn qua gan. Pantoprazole sodium dugc chuyén hod chi yéu bdi CYP2C19 va
mét lugng nhé qua CYPs 3A4. Céc nghién cltu & ngudi khdng cho thdy né Uic ché hay hoat hod cytochrome P450 (CYP450) & gan.
Thai trir: Céc chat chuyén hoa clia pantoprazole chuyén hod chi yéu qua than (khoang 82%), céc chat chuyén hod con lai dugc
thai trif qua phan. Chat chuyén hod chinh trong huyét thanh va nudc ti€u 1a desmethylpantoprazole lién hgp vdi sulphate. Thdi gian
ban thai khéan 30-90 phut.
Téc dung: Thudc Uc ché dic hiéu va khéng hdi phuc bam proton do tac dung chon loc trén thanh té& bao da day nén thudc tac dung
nhanh va hiéu qua han céc thudc khac. Ty |& lién seo (lam lanh vét l6et) c6 thé dat 95% sau 8 tudn didu tri.

Chi dinh

pms-Pantoprazole dugc ding didu tri cho nhifng trudng hdp sau:

- Loét da day té trang

- Bénh trao ngugc da day thyc quan (GERD) cho nhifng bénh nhdn nhédp vién ma khéng diung dugc thubc dudng udng.

- Tang tiét acid da day bénh ly kém theo hdi chirng Zollinger-Ellison, nhitng bénh nhan nhép vién ma khéng ding dugc thudc
dudng ubng.

Lidu lugng va cach dung

Gu khuyén cdo va diéu chinh liéu lugng

0 ngugc da day thyc quéan: Liéu khuyén ding cho nhirng bénh nhén nay |3 40 mg/ngay, béng céch tiém tinh mach chdm 2 dén

5 phat, hodc truyén tinh mach trén 15 phut.
Tang tiét acid da day bénh ly kém theo hdi ching Zollinger-Ellison: V&i nhirng bénh nhan tang tiét acid da day bénh ly kém theo
héi ching Zollinger-Ellison, liéu khuyén ding cho ngudi Idn 1a 80 mg/12 gid, truyén tinh mach trén 15 phuit. Liéu 120 mg x 2
lan/ngay va lidu 80 mg x 3 [dn/ngay ciing dugc si dung dé kiém soat tiét acid dudi 10 mEq/gid.
& nhing bénh nhan viém léet da day va ta trang. Nhiém Helicobacter pylori (dudng tinh). Can thuc hién viéc diét vi khuadn bang tri
liéu phéi hgp. Liéu phap phdi hgp chi cn diéu tri bay ngay (7 ngay) la di dé diét Helibacter Pylori va lam lanh vét l6et. Tuy theo
kiéu khéang thudc co thé theo cac sd dd phdi hdp sau dé diét Helicobacter Pylori:

Phéc d6 1: M&i ngay 2 [dn x (1 vién Pantoloc + 1000 mg amoxicylline + 500 mg clarithromycine) x 7 ngay.
Phac d6 2: Mdi ngay 2 Ian x (1 vién Pantoloc + 500 mg metronidazol + 500 mg clarithromycine) x 7 ngay.
Phéac d6 3: M&i ngay 2 Ian x (1 vién Pantoloc + 1000 mg amoxicylline + 500 mg metronidazol) x 7 ngay.

L1410/ /#

Cach ding va pha ché: Khi chuén bi truyén tinh mach, cé thé si¥ dung tii truyén bang PVC, polymer két hdp cua ethylene va
propylene. Pms-Pantoprazole khéng nén dung clng ddy truyén vdi cac dung dich ding duding tinh mach khac, nén ding day truyén
chuyén dyng hodc day truyén da dudc trdng rira bang NaCl 0.9% tiém hodc Dextrose 5% tiém.

ém ti : Bom 10 ml dung dich nudc mudi sinh ly (dung dich Nacl 0,9%) vao lo chira chit bot dong khd Pantopra-
zole 40 mg, dugc dung dich c6 ndng ddé 4mg/ml, ding tiém chdm trong 2 dén 5 phit.

Chat trung gian pha ché S« dyng trong vong

NaCl 0.9% tiém 24 gis ( ; phar ma
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pms-PANTOPRAZOLE

(Pantoprazole 40mg)

Chi dinh cho trudng hop

Loét da day ta trang

Trao ngugc da day thuc quan
Hoi chirng Zollinger-Ellison

i : Pha lodng Pantoprazol vdi 90 ml NaCl 0.9% tiém hodc 90 ml Dextrose 5% tiém. Dung dich sau khi pha
lodng c6 néng dé 0.4mg/ml, diing dé truyén tinh mach it nhat 1a 15 phdt.

il : Can dling 2 lp Pms-Pantoprazole. Mdi lo cin dugc pha ché véi 10 ml dung dich NaCl sinh ly. Sau dé pha
lodng vdi 80 ml NaCl 0.9% tiém hodc 80 ml Dextrose 5% tiém. Sau khi pha ché& dugc dung dich 0.8 mg/ml, st dung truyén trong
thdi gian I6n han 15 phit.

Khi pha lodng hdn, dung dich pha ché trong chai phai dugc pha lodng trong véng 3 gi& sau khi md ndp lan dau.
Khi pha lodng hon vdi NaCl 0.9% tiém dé& truyén, dung dich cdn dugc ding trong vong 21 gid.
Khi pha lodng hon vdi Dextrose 5% tiém dé truyén, dung dich cin dugc dung trong vong 12 gid.

Pha lodng Pha loang hon trong vong Diing trong véng
NaCl 0.9% tiém 3 gig 21 gid sau khi pha lodng
Dextrose 5% tiém 3 gid 12 gid sau khi pha lodng

Ciing nhu vdi cac thubc ding ngoai duding tiéu hod, dung dich sau khi pha ché hodc pha lodng hon can dugc kiém tra mau sic, két
ta, do trong hodc su ro ri. Loai bd phan khéng sif dung.

g chi dinh

Qt;:g nén ding pms-Pantoprazol cho nhiing cdc truding hgp c¢é tién sir man cam vdi Pantoprazol.

Ciing nhu cac thudc (c ché& bom proton: nhu omeprazole (Prilosec), esomeprazole (Nexium), rabeprazole (Aciphex), khéng nén ding
pantoprazole cling vdi atazanavir, "bdi vi néu sir dyng chung thi ham lugng clia Atazanavir s& giam 76% trong khu vuc atazanavir
dudi dudng cong ndng dé-thdi gian (AUC) va giam 78% trong huyét tudng viing thip (CMIN).

N6i cach khéc, thubc Uc ch@ bom proton 1am giam téc dyung clia atazanavir.

Canh bao va than trong

Luu y chung: Khi c6 céc ddu hiéu canh bdo (gidm cin nhanh khéng rd nguyén nhan, nén kéo dai, khé nudt, xudt huyét, thiu méu,

hodc phén den) va khi nghi ngd loét da day, cdn xem xét kha ning &c tinh trudc khi diu tri bing pantoprazole tiém vi pantoprazole

tiém co6 thé lam giam céc triéu chiing va chdn doan cham. Cin xem xét lai néu cac triéu chitng van con méc di da diéu tri day du.

Gan/Mat/Tuy: Liéu hang ngay d nhiing bénh nhan suy gan niing khéng nén vugt qué 20 mg pantoprazole. & nhifng bénh nhan suy

gan bi hgi chirng Zollinger-Ellison, liéu lugng pantoprazole cdn dudgc digu chinh theo mic dé tiét acid va ding & liéu thap nhat cé hiéu

qua.

Than: Liéu hang ngay & nhitng bénh nhén suy thdn khéng nén vugt qud liéu dugc chi dinh.

Nhém déi tugng dic biét:

- Tré em: Hiéu qua va dé an toan cua pantoprazole sodium & tré em van chua dugc thiét lap.

- Phy nif cé thai: Khdng cé nhitng nghién ciru ddy di va cb kiém soat tét d nhitng phu nif cé thai. Pms-Pantoprazole khéng nén dung

cho phuy nif c6 thai trir khi Igi ich hon hdn nguy cd déi vdi thai nhi.

- Phy nif cho con bu: Céc dif liéu vé sir dung pantoprazole cho phy nif cho con bt con han ché. D3 phét hién thdy pantoprazole thai

tri vao sifa me sau khi ngudi me diing 40 mg pantoprazole duting udng. Lién quan |3m sang cta phat hién nay chua dugc biét. Panto-

prazole sodium khéng nén diing cho phy nif cho con bu trif khi Igi ich hon han nguy cd dadi vdi tré.

- Ngudi gia (I6n hon 65 tudi): Khdng can didu chinh lidu & ngudi gia. Liéu hang ngdy & ngudi gia khéng nén vugt qua ligu khuyén
g.

Tac ddng Ién kha néing lai xe va vdn hanh may méc

~ » ~ 2 LY Y a AH"‘
Thudc khéng gdy anh hudng dén kha ndng I4i xe va van hanh may moc.

Tuong thc AT/RIAF

Tudng tac thudc: Pantoprazole sodium khéng tudng tic vdi carbamazepine, caffeine, diclofenac, naproxen, piroxicam, ethanol,
glibenclamide, metoprolol, antipyrine, diazepam, phenytoin, nifedipine, theophylline, digoxin, cac thudc trénh thai duding uéng, holic
céc cyclosporine, Sif dung ciing céc thudc khang acid khéng lam anh hudng dén dugc déng hoc clia pantoprazole sodium.

Cac nghién cltu 18m sang cho thdy khéng cé su tudng tac dugc déng hoc gilta pantoprazole sodium vdi cac thudc khang sinh két hgp
sau: metronidazole va clarithromycin, metronidazole va amoxicillin, amoxicillin va clarithromycin.

Méc du trong céc nghién cltu duge déng hoc 1am sang khéng quan sat thiy sy tudng tac khi diing pantoprazole sodium cling vdi
warfarin, 43 c6 mét sé bdo cdo riéng lé sau khi luu hanh vé su thay d8i cic chi s& chudn trong cac xét nghiém. Do d6, nhitng bénh
nhan dang dudc diéu tri véi céc thudc chéng déng mau nhém coumarin, can theo déi thdi gian prothrombin/céc chi s& xét nghiém ltc
bét ddu, két thic hodc trong sudt thdi gian ding pantoprazole.

Tuodng tdc thudc va thiic n: Thirc &n khéng anh hudng tdi duge déng hoc cua pantoprazole.

Qua lidu

P& cé6 mot 56 béo cdo vé qua ligu khi ding pantoprazole. Cac triéu chiing qua ligu khéng nhét quan sau khi dling liéu cao pantoprazole
sodium. Liéu hang ngay Ién téi 272 mg pantoprazole sodium tiém tinh mach, va lidu don 240 mg ding trong hon 2 phit dudc dung
nap tét.

Didu tri qué liéu can diéu tri hd trg va didu tri triéu ching. Khéng loai bé dugc pantoprazole béng

thadm tach mau.

Téc dung phy ( ; phar ma
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PmMs-PANTOPRAZOLE

(Pantoprazole 40mg)

Chi dinh cho trudng haop

Loét da day ta trang

Trao ngudc da day thuc quan
Hoi chirng Zollinger-Ellison

Dudng tiéu hod: Khé miéng

Hé than kinh: chéng mat, réi loan thi gidc (nhin md)

Da va cdc té chic dudi da: may day, phl, phat ban da, mdn cam vdi dnh séng, cdc phan (ng ning & da nhu hdi chirng
Stevens-Johson, hdng ban da dang, hoai tr da nhiém déc.

Gan mét: Tang cdc enzyme gan (transaminase, GGT), tdn thudng t& bao gan nang dan tdi vang da c6 thé suy gan hodc khéng.
Xu'dng, cdc mé lién két va cd xuong: dau cd, dau khdp, cdn cd niéu kich phat.

Toan than: tang nhiét dd cd thé, phi ngoai bién

Chuyén hoa: ting triglyceride

Hé mién dich: phan (mg phan vé bao gdm shock phén vé.

Tam than: c ché, hoang tudng, mat dinh hudng, I 1An dic biét & nhitng bénh nhan nguy cd, ciing nhu 1dm ndng thém céc tridu
chiing nay & nhitng bénh nhan da bi tir trudc.

Thén va tiét niéu: viém than ké

Huyét hoc va hé bach huyét: giam bach ciu, giam tiéu ciu.

Toan than va tai chd: viém tinh mach huyét khgi.

Hay théng bao cho bdc sy/dugc sy cdc tic dung khéng mong muén gép phai khi sir dung thuée.

udc ddng hoc clia pantoprazole la tuyén tinh. AUC va Cmax t3ng Ién ti I& thudn vdi liu lugng trong khoang liéu 10 mg dén 80 mg
u khi diing ca duding tiém tinh mach va dudng udng. Théi gian ban thai, do thanh thai va thé tich phan bS khéng phu thudc vao

u lugng. Sau khi ding liu 13p lai duding udng hodc duding tiém tinh mach, sinh kha dung cla pantoprazole tudng tu' nhu & lidu don.

O nhém déi tugng déc biét

- Tré em: D3 an toan va hiéu qua cla pantoprazole vin chua dudc thiét I3p.

- Ngudi gia: Sau khi diing liéu 13p lai & ngudi gia khoé manh, tdng dé thanh thai clia pantoprazole sodium gidng nhu quan sat thay
¢ ngudi tré khoé manh. Khéng cén diéu chinh ligu & nhitng d6i tugng ndy. Ligu thudng dung & ngudi gia khdng nén vugt qua ligu
khuyén dung.

- Bénh nhén suy gan: Thdi gian bén thai téng |én 7 dén 9 gid, AUC ting Ién 5 dén 7 Iin, va Cmax ting 1.5 [An & nhifng bénh nhan
xd gan so vdi nhitng ngudi khoé manh sau khi dung liéu 40 mg pantoprazole. Tugng tu, sau khi diing lidu 20 mg, AUC ting 5.5 Ian
va Cmax tang 1.3 an & nhifng bénh nhan xd gan so véi nhiing ngudi khoé manh. Lién quan dén tuyén tinh dugc dong hoc clia panto-
prazole, AUC téng 2.75 lan & nhitng bénh nhén xd gan sau khi diing liéu 20 mg so véi nhitng ngudi khoé manh sau khi diing ligu 40
mg. Do dé liéu hang ngay & nhiing bénh nhan suy gan ning khdng nén vugt qua lidu 20 mg pantoprazole.

O nhifng bénh nhan suy gan ndng bi hdi chiing Zollinger-Ellision, liéu lugng pantoprazole cdn digu chinh theo miic tiét acid, ding ligu
thap nhat cé hiéu qua.

- Bénh nhan suy than:

O nhitng bénh nhén suy than ndng, cic dic tinh dugc ddng hoc clia pantoprazole sodium tudng tu nhu & ngudi khoé manh. Khéng
cén diéu chinh liéu & bénh nhén suy thdn ho3c dang th&m tach mau.

Han dung:
- 24 thang ké tir ngay san xut.
- Khéng diing thudc da qua han si¥ dung in trén bao bi.

&o quan :
a0 quan & nhiét dd 15 - 30°C. Khéng dé& déng lanh, trénh anh sang. =

Nha sén xubit: N4/ 02/ 4F
PHARMASCIENCE INC.
6111 Avenue Royalmount., Suite 100, Montreal (Quebec), H4P 2T4, Canada

Tel: +514 340 9800 Fax: +514 340 9920
Tiép thi va phan phéi:

TADA PHARMA

44a Dinh Cong Trang, Quéan 1, Tp.HCM

Tel: 08. 6264 2241 Fax: 08. 6264 2235

Email: info@tadapharma.vn
www.tadapharma.vn

Moi chi tiét xin vui long lién hé:

VPPD Pharmascience Inc.,

L3u 17, Téa nha Nam A, 201-203 Cach Mang Thang Tam, phutng 4, quan 3, Tp.HCM, Viét Nam
Tel: 08.3832 9847/ 08.3832 9848 Fax: 08.3832 9849

www.pharmascience.com
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