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Thudc nay chi ding theo don thudc
1. Thanh phén céng thirc thude:

Thanh phén hogt chit : Ham lwgng
Pantoprazol (dudi dang Natri Pantoprazol) 20 mg

Thanh phin té dwge: Mannitol, Crospovidone, Sodium croscarmellose, | Vira du 1
Sodium Bicarbonate, Povidone K30, Magnesium Stearate, Hydroxypropyl vién
methylcellulose 606, Hydroxypropyl methylcellulose 615, Polyethylene glycol

6000, Talc, Titanium dioxide, Sodium Hydroxide, Mau quinoline yellow lake,
Eudragit L30 D-55. J

2. Dang bao ché:

Vién nén bao tan trong rudt hinh tron, mau vang.

3. Chi dinh

Hadupanto dugc dung dé didu tri trong cic trudong hop sau:

Trio nguoc da day - thyc quan.

- Loét da day, ta trang.

- Du phong loét da day, ta trang do dung thudc chéng viém khong steroid, do stress.

- Hoi chimg Zollinger - Ellison.
4. Liéu ding, cach ding:
4.1. Liéu ding:
Liéu khuyén céo cho nguoi I6n va tré em tir 12 tudi tré lén:
Bénh trao nguoc da day - thwc quan: Lidu ubng khuyén cao 1a mot vién Pantoprazol 20 mg mbi
ngay. Céc triéu chimg thudong giam sau 2-4 tuln sir dung. Néu cac triéu chimg chwa c6 déu hiéu
thuyén giam, c6 thé sir dung thudc trong vong 4 tudn nira. Néu céc trigu chimg c6 déau hiéu tai
phét, co thé sir dung ché do diéu tri theo yéu cau 20 mg mdi ngay mdt 14n, uéng mot vién khi can
thiét. Viéc st dung thudc lién tuc c6 thé duge xem xét trong trudng hop khong thé kiém soat cac
triéu chimg bang ché do didu tri theo yéu chu.
Lidu didu tri kéo dai va ngdn ngira tdi phdt viém thuc quan trao ngugc: Trong didu tri kéo dai,
duy tri 1 vién Hadupanto 20 mdi ngdy, tang 1én 40 mg Pantoprazol mdi ngdy néu tai phat (ding
mdt vién nén bao tan trong rudt Pantoprazol 40 mg cho truong hop nay). Sau dot tai phat, co thé
giam xubng liéu 20 mg mdi ngdy.

Liéu khuyén cao cho ngudi lom:
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Phong ngiea loét da day ta trang do thubc chong viém khéng steroid khéng chon loc (NSAID)
gdy ra & nhitng bénh nhén c6 nguy co cdn diéu tri NSAID lién tuc: Liéu udng khuyén céo 1 vién
Hadupanto 20 mdi ngay.

Péi teong ddic biét:

Liéu dung cho bénh nhén suy gan: Khéng nén vugt qua lidu hang ngay 20 mg pantoprazol &
bénh nhén suy gan ning.

Lidu dimg cho bénh nhan suy thin: Khong can diéu chinh lidu & bénh nhén suy giam chirc nang
than.

Lidu ding cho ngudi cao tudi: Khong cAn diéu chinh liéu & bénh nhén cao tudi.

Lidu dung cho tré em va thanh thiéu nién: Thubc khong dugc khuyén céo sir dung cho tré em
dudi 12 tudi do dit lidu v& tinh an todn va hiéu qua con han ché.

4.2. Cach dung

Pudng ubng: Ding mdi ngdy mot lan vao budi sang, trude hofic sau bita dn déu duoc. Thube
khéng acid c6 thé ubng ddng thdi v6i thube nay.

Vi pantoprazol bi ph4 hity & méi truomg acid nén phai dung duéi dang vién bao tan trong rudt.
Khi udng pantoprazol phai nubt ca vién, khong duge bé, nhai 1am v& vién thubc. Phai tuan thu ca
dot didu tri.

5. Chong chi dinh:

Quéa man véi bit ky thanh phin nao cua thuc.

6. Cinh bdo va than trong khi ding thudc

Truéc khi ding pantoprazol hodc cac thubc ttc ché bom proton khac, phai loai trir khd ning bi
ung thu da day hofic thuc quén vi thude c6 thé che 1p céc tri¢u ching va lam chim chan doan
ung thu.

O nguoi suy gan ning, cin xem xét giam liéu pantoprazol hodc ding cach ngay. C6 thé dung lidu
ubng hodc tiém tinh mach t61 da 13 20 mg/ngiy hodc ubng 40 mg, cach 1 ngay 1 1an. Lidu trén 40
mg/ngdy chua duge nghién ciru & ngudi bénh suy gan. Phai theo ddi cac enzym gan trong qua
trinh didu tri. Néu thdy tang, phai nging thude.

O nguodi suy than: Pa sO cac nghién ciu déu khong thiy su thay ddi vé duge dong hoc cua
pantoprazol. Khéng khuyén céo phai diéu chinh liéu ¢ nhom bénh nhén nay. Tuy nhién chi nén
dung lidu ubng dén ti da 12 40 mg.

Tré em: Dit lidu & tré em con han ché. Khéng ding pantoprazol cho tré em dudi 12 tudi

7. Sik dyung thudc cho phu nif ¢6 thai va cho con bi:

Thoi ky mang thai

Chua c6 nghién ciru ddy di khi ding pantoprazol trén ngudi trong thoi ky mang thai. Chi ding
pantoprazol khi that can thiét trong thoi ky mang thai
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Thoi ky cho con bu
Pantoprazol cé phan bb vao sita me, cAn can nhéc ngimg cho con bi hogc ngimg thudc tiy theo
1oi ich cia pantoprazol v6i ngudi me
8. Anh huéng ciia thudc 1én kha niing lii xe, vin hanh may méc.
Thubc khong gy anh hudng dén kha ning 14i xe va van hanh may moc.
9. Twong tic thube, twong ky, ciia thude

Twong téc thubc:
Pantoprazol dugc chuyén héa qua gan nhd hé théng enzyme cytochrom P450. Khong loai trir ¢6
thé c6 tuong tdc véi mot chét khéc ciing dugce chuyén héa qua chinh hé théng enzym nay. Tuy
nhién khong thiy cé tuong tic nao cb y nghia 1dm sang giita pantoprazol vdi cic thudc nhu
carbamazepin, cafein, diazepam, diclofenac, digoxin, ethanol, glibenclamid, metoprolol,
naproxen, nifedipin, phenytoin, piroxicam, theophylin  va thubc trénh thai ubng.
Gibng nhur cac thube trc ché bom proton khac, pantoprazol c6 thé 1am gidm hép thu mét sé thude
ma su hip thu cia ching phu thugc vao pH da day nhu ketoconazol, itraconazol. Khéng c6
twong tac gifta pantoprazol voi cac antacid ubng cing.

Twong ky ciia thudc:

Do khéng cb céc nghién ctru vé tinh tuong ky cta thude, khéng tron 13n thudc ndy véi cac thude
khac.

10. Tac dung khdng mong muén:
Nhin chung, pantoprazol dung nap tbt ca khi diéu trj ngén han va dai han. Céc thudc trc ché bom
proton 1am gidm do acid da day, c6 thé tang nguy co nhiém khuén dudng tiéu hoa.
Thuéng gap, ADR > 1/100
Toan than: Mét, chéng mat, nhirc dau.
Da: Ban da, may day.
Tiéu héa: Khé miéng, budn noén, nén, ddy hoi, dau bung, téo bon, ia chay.
Co khép: Pau co, dau khép.
it gap, 1/1 000 < ADR < 1/100
Toan than: Suy nhugc, choang vang, chéng mit, mét ng.
Da: Ngura.

Gan: Tang enzym gan.
Hiém gip, ADR < 1/1 000
Toan than: Toat md héi, phil ngoai bién, tinh trang kho chiu, phan vé.
Da: Ban dat sén, trimg c4, rung toc, viém da tréc véy, phit mach, hdng ban da dang.

Tiéu héa: Viém miéng, ¢ hoi, r6i loan tidu hoa.

Mit: Nhin md, chirng s¢ 4nh séng.

3/5



https://trungtamthuoc.com/

Thén kinh: Ngi g3, tinh trang kich déng hoic {rc ché, i tai, nhim lan, 4o gic, dj cim.

Mau: Ting bach cAu ura acid, giam bach ciu hat, gidm bach cau, giam tiéu cau.

Noi tiét: Liét duong, bat huc & nam gidi.

Tiét nidu: D4i mau, viém thén k&.

Gan: Viém gan vang da, bénh nfo & ngudi suy gan, ting triglycerid. R&i loan dién giai: Giam
natri huyét.

Hwéng din cich xir tri ADR

Pantoprazol thuong dung nap tbt: Pau bung, ia chay, nhiic d4u, mét moi thudng hét khi tiép tuc
didu tri, rAt it khi phai ngimg thudc. Cin phai theo dbi céc triéu chimg nhu nhin ma, tram cam,
viém da, dai ra mau, phat ban, liét duong... Néu kéo dai phai ngimg thudc hodc chuyén sang
thude khéc

11. Qua lidu, cich xi tri:

Dit liéu vé qué lidu & ngudi con han ché. Biéu hién vé qué liéu c6 thé hay gép nhit c6 1& 12 ha
huyét 4p va nhip tim nhanh; ciing c6 thé gip nhip tim chdm do kich thich than kinh d6i giao cam
(day than kinh phé vi). Néu ha huyét ép tri¢u chimg xay ra, phai didu tri hd tro. Ca losartan va
chéit chuyn héa c6 hoat tinh déu khong thé loai bo dugc bang thim phéan méu.

12. Céc dic tinh dwge Ire hoc:

Pantoprazol 13 thudc trc ché bom proton c6 cdu tric va tac dung tuong ty nhu omeprazol. La mot
benzimidazol d4 gin nhém thé, pantoprazol dugc proton héa thanh dang hoat dong trong céc ong
tiét acid cua té bao thanh da day, tai d6 thudc wc ché enzym H+/ K+ATPase con goi 12 bom
proton, giai doan cudi cing ciia bai tiét acid da day. Sau khi ubng, tac dung chéng tiét cua
pantoprazol kéo dai hon 24 gio. Trong vong 2,5 gio sau khi cho ngudi khoe manh udng 40 mg
pantoprazol, bai tiét acid cia da day bi irc ché khoang 51%. Néu ubng ngay mot 1an 40 mg trong
7 ngdy thi sy e ché nay 1én t6i 85 %. Bai tiét acid da ddy trd lai binh thudng trong vong 1
tudn sau khi ngimg pantoprazol va khong thdy c6 hién tugng ting tiét tror lai. Sau khi tiém tinh
mach, tac dung chéng tiét acid ctia pantoprazol kéo dai 24 gid. Véi 1 liu tiém tinh mach tir 20
dén 120 mg pantoprazol cho ngudi khoe manb, tdc dung cia thudc bét dau trong vong 15 - 30
phut va su e ché luong acid da day tiét ra trong 24 gi® phu thudc theo liéu trong khoang 20 - 80
mg. Trong vong 2 gid sau khi tiém tinh mach 80 mg pantoprazol, d3 dat dugc sy kim ham tdi wu
luong acid tiét ra; véi lidu 120 mg, sy kim hdm nay khong thdy ting thém déng ké.
Pantoprazol ¢6 thé kim ham dugc vi khuén Helicobacter pylori & nguoi bénh loét da day ta trang
vi/hotic viém thue quan trao ngugc bi nhidm vi khuan nay. Phéi hop diéu tri pantoprazol véi
thubc khang sinh (thi du clarithromycin, amoxicilin) c6 thé tigt trir H. pylori kém theo lidn & loét
va thuyén giam bénh lau dai han.

13. Céac dic tinh dwge djng hoc

4/5



https://trungtamthuoc.com/

Nhom duge 1y: Thubc trc ché bom proton, rc ché tiét acid dich vi.

M3 ATC: A02BCO02

Pantoprazol hép thu nhanh vi ndng dd trong huyét tuong dat cao nhét sau khi udng khoang 2 -
2,5 gio. Thubce it bi chuyén héa buéc mot & gan, sinh kha dung dudng ubng khoang 77%.
Khoang 98% pantoprazol gin vao protein huyét twong, thé tich phan bd khoang 0,17 lit/kg.
Pantoprazol chuyén héa chii yéu & gan nhd isoenzym CYP2C19 cua cytochrom P450 dé thanh
desmethylpantoprazol. Mgt phin nho dugc chuyén héa béi CYP3A4, CYP2D6 va CYP2CS.

Céc chat chuyén héa dugc dao thai chi yéu qua nudc tiéu (80%), phin con lai qua mit vao phan.
Nira doi thai trir cia pantoprazole khoang 1 gid, va kéo dai trong suy gan; nira doi thai trir &
ngudi xo gan 1a 3 - 6 gid.

14. Quy céch déng goi

——

Hop 04 vi x 07 vién, 03 vi x 10 vién, 10 vix 10 vién, kém theo t& huéng dan sir dung thude.

N ——t

15. Didu kién biio quan, han ding, tiéu chuin chit lwgng ciia thube:

- Piéu kién bdo qudn: Noi kho réo, nhiét d khong qua 30°C, tranh énh sang.
- Han diing: 36 thang ké tir ngay san Xuét.

- Tiéu chudin chat lugng: TCCS.

16. Tén, dia chi co s& sin xuét thude:

@ HDPHARMA
) SiNCE i1z 4
NHA MAY HDPHARMA EU-
CONG TY CO PHAN DUGC VAT TU Y TE HAI DUONG
P/c: Ting 2, Toa nha 4A, Thira 4t s6 307, Cum Cong nghiép Cam Thuong, Phudng Cam
Thuong, TP Hai Duong, tinh Hai Duong.
DT: 02203853848
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