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R, Thuoc ké don

HUONG DAN SU DUNG THUOC

NOLPAZA 20 MG

» Thude nay chi dung theo don thudc.
» Doc ky hudng dan st dung trude khi ding. Néu can thém
thdng tin, xin hoi y kién béac sT hoac duoc si.
+ Théng béo cho bac si nhing téc dung khéng mong mudn
gap phai khi str dung thuoc.
» Pé thudc xa tam tay tré em.
» Khéng dung thudc qua han in trén bao bi
1. Tén thuoc: Nolpaza 20 mg
2. Thanh phan céng thirc thudc:
Mai vién nén khang dich da day chira:
Hoat chat: Pantoprazol 20 mg (dwéi dang pantoprazol natri
sesquihydrat 22,55 mg)
Ta dugce: manitol; crospovidon; natri carbonat khan; sorbitol
(E420); Calci stearat; hypromellos (2.4 - 3.6 mPas); povidon
(K25); titan dioxyd, E 171; sat oxyd vang, E172; propylen
glycol; methacrylic acid - ethyl acrylate copolymer (1:1)
dispersion 30%:; talc, macrogol 6000, ntdrc tinh khiét
3. Dang bao ché: Vién nén khang dich da day
Ma ta: Vién nén bao phim 2 mat hoi 16i, mau vang nau nhat,
hinh bau dyc.
4. Chi dinh:
» Ngudi Ion va tré em trén 12 tudi:
+ Bénh trao nguoc da day — thire quan.
+ Kiém soat lau dai va phong ngira tai phat viém thuc
quan do trao ngugc.




https://nhathuocngocanh.com/

+ Ngudi Ion: Dy phong loét da day - ta trang do dung thudc
chong viém khéng steroid (NSAIDs) khdng chon loc &
nhirng bénh nhan cd nguy co va s dung NSAID kéo dai.

5. Cach dung, lieu dung:

Liéu lwrong:

» Nguoi I6m va tré em trén 12 tudi

Bénh trao nquoc da day - thuee quan.

Lieu khuyen cdo 1a 1 vién Nolpaza 20 mg méi ngay. Triéu

chirng thurdng céi thién sau 2-4 tuan, hodc nhiéu nhat 13 sau

4 tuan ké tiep. Sau khi cac triéu chirng da thuyén giam c6

thé duy tri liéu 20 mg/ngay dé kiém soat tai phat triéu chimg

néu duge yéu cau. Diéu trj lién tuc co thé dwoc can nhéc
trong treang hop kiém soat triéu ching khdng dat duoc.

Kiém soat 4u dai va phong nqira tai phat viém thuc quan

trao nguoc.

Dé kiém soat lau dai, liéu duy tri khuyén céo [a 20 mg méi

ngay, tang I&n 40 mg mdi ngay néu co tai phat. Sau khi diéu

trj duoc tai phat cé thé giam liéu xudng 20 mg mdi ngay.

* Nguoi lom;

Du phong loét da day — 4 trang do dung thudc chong viém
hi steroid (NSAIDs) khdng chon loc & nhitng bénh nhéan cd

nguy co va st dung NSAID kéo dai: Liéu khuyén céo I3

1 vién Nolpaza 20 mg moi ngay.

» Nguoi cao tudi: khdng can thiét dieu chinh liéu & bénh
nhan cao tuoi.

* Bénh nhan suy gan:

Lieu hang ngay 1a 20 mg va khong dugc virot qua doi voi

bénh nhan suy gan nang.

« Bénh nhan suy than:

Khdng can thiét chinh liéu & bénh nhan suy gidm chirc ndng

than.

« Tré em dudi 12 tudi
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Khong khuyén cao str dung Nolpaza cho déi tuong tré em
dudi 12 tudi do chwa co d di liéu vé an toan va hiéu qua
trén doi tugng nay.

Cach dung:

Khdng nhai hoc nghién nat vién thudc, nén nuét toan bd
vién thude véi nude trurde khi dn 1 gio.

6. Chong chi dinh:

Man cam vdi bat cir thanh phan nao clia thudc, voi dan xudt
benzimidazol hoac sorbitol

7. Canh béo va than trong khi diing thudc:

Bénh nhan suy gan:

Trén bénh nhan suy gan nang can theo doi men gan thudng
xuyén khi diéu trj v&i pantoprazol, dac biét khi diéu tr dai
ngay. Trong treong hep tang men gan nén ngung su dung
thuoc.

St dung dong théi voi cac NSAID:

Viéc str dung Nolpaza 20 mg dé phong ngura loét t4 trang va
ta trang gay ra bdi cac thude chong viém khong steroid
(NSAIDs) khong chon loc nén dugc lya chon cho nh[’rng
bénh nhan can diéu tri NSAID lién tuc va co nguy co mac
cac bién chirng da day-rudt. Nguy co gia tng nén dugc
danh gia theo cac yéu t nguy co ¢a nhan, vi dy: cao tudl

(> 65 tudi), tién str loét da day, ta trang hodc xuat huyét trén
da day-rudt

Tridu chirng b4o ddng ve ung thw da day

Néu c6 bat ky triéu chirng bdo dong vé ung thu da day nao
(gidm can khéng chli y, ndn mira tai phat, kho nudt, xuat
huyét, thiéu mau, sét) hodc khi nghi nger c6 loét da day thi
nén loai trir 4c tinh do diéu tr bang pantoprazol cé thé che
|ap c4c frigu chirng va lam cham chan doan ung thu.

Str dung ddng thoi véi antazanavir
Str dung ddng thoi antazanavir véi thude (e ché bom
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proton khong dugc khuyén khich. Néu viée sir dung dong
thor [a bat budc, can theo dai lam sang chat ché (tai luong
virus). Tang lieu antanavir 1&n 400 mg cling véi 100 mg
ritonavir. Liéu pantoprazol khdng vurgt qua 20 mg mdi ngay.
Anh hwéng dén sw hap thu vitamin B12

O nhitng bénh nhan ¢4 hdi ching Zollinger-Ellison va cac
tredmg hop tang tiét acid khac khac doi hol didu tri 14u dai.
pantoprazol cling nhur c4c thudc tre ché tiét acid khac co thé
lam gidm hap thu vitamin B12 (cyanocobalamin) do thuéc
lam giam tiét acid trong da day.

Diéu trj kéo dai:

Didu trj kéo dai dac biét qua 1 nam cAn duorc theo dai
thuong xuyén

Nhiém tring dwong tidu héa gy ra béi vi khudn
Pantoprazol giong nhur céc thude PP khac, cd thd lam gia
tang khdng mong mudn b lwgng vi khudn & dudng tidu hoa
trén. Dieu trj véi Nolpaza cd thé dan dén tang nhe nquy co
nhiém trung dudng tiéu hda gay ra bdi cae vi khudn nhu
Salmonella, Campylobacter va C. difficile.

Glam magie huyét

Giam magie huyét néing da dugc béo cdo trén nhimg bénh
nhan didu trj bang pantoprazol it nh&t 3 thang va hAu hét
cac bénh nhan diéu tri 1 ndm. Céc biéu hién nghiém trong
cia ha Magie huyét nhur mét moi, dau that lung, mé sang,
co giat, chéng mét va loan nhip that cd thé xay ra, tuy nhién
chung thudng biéu hién &m thdm va cd thé bj bd sét. Tinh
trang giam magie huyét co thd dugc cai thién sau khi bd
sung magle va ngung diéu trj PPI. Nhirng bénh nhan didu tr
ldu dai voi PPI va digoxin hay cc thude lam gidm magie
huyét khac nhu thude loi tidu cAn dugc theo doi mire magie
huyét trude khi bt dAu didu trj bing PPI va dinh ki trong
qua trinh diéu trj.
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Gay xwong:

Céc chat (rc ché bom proton, dac biét néu ding liéu cao va
kéo dai trén 1 ndm cd thé lam ting nguy co gay xuong
hdng, c6 tay, cot sdng, chli yéu & ngudi cao tudi hodc ngudi
c6 cac yéu t0 nguy co khac. Cac nghién ciru cho thay PP
lam t&ng nguy co gdy xuong Ién 10-40%. Bénh nhan co
nguy co lodng xwong can dugc cham soc va bd sung day
du Calci, vitamin D.

Ton thwong da dang lupus ban d6 ban cp (SCLE)

C4 rat it bao cdo cho thdy SCLE ¢4 lién quan dén thubc tre
ché bom proton. Tuy nhién néu tdn thuong xay ra, dic biét
& ving da tiép xdc voi anh ndng mat trdvi, kém theo dau
khdp, bénh nhan can thdng bao ngay cho bac s§. Can nhic
nglrng PPI néu can thiét.

Anh hwong dén két qua xét nghiém

Murc Chromograpnin tang cd thé can trd chdn doan cac khéi
u thdn kinh, do do cn ngirg thudc it nhat 5 ngay trudre khi
xét nghiém CgA. Néu CgA va gastrin khong trd lai pham vi
tham chiéu sau khi do |an du, phép do phai duoc 1ap ai

14 ngdy sau khi ngirng diéu tri bang PP

Nolpaza chtra sorbitol

Nolpaza chira sorbitol, bénh nhan cd van dé di truyén hiém
gap ve hap thu fructose khdng nén st dung thuéc.

8. Str dyng thudc cho phuy ni¥ cé thai va cho con bu:

Chua c6 ddy du d ligu lam sang trén déi twong phy nd o6
thai. Nghién ctru trén dong vat cho thay cé dac tinh sinh

san. Nolpaza khong nén st dung cho phu nir ¢é thai trir khi
that can thiét.

Str dung thudc cho phu nt cho con b

Nghién ciru trén dong vat cho thay pantoprazol bai tiét qua
stra me. Can can nhac loi ich = nguy co clia thube dbi voi

ngudi me dé quyét dinh viéc str dung thuée.
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9. Anh hwréng cla thudc Ién kha néng lai xe, vin hanh
may mac:

Tac dung khdng mong muon nhw chéng mét va nhin mé ¢6
the xay ra. Néu bj anh hudng, bénh nhan khéng nén l4i xe
va van hanh may méc.

10. Twong tac, twong ky clia thudc

Anh hwéng cla pantoprazol dén sw hap thu cua cac
thudc khac:

Do s trc ché tiét acid clia pantoprazol kéo dai nén né &nh
hudng dén sy hap thu clia cac thube co sinh kha dung phu
thudc pH da day nhu mot s6 thude chong nam thudc nhém
azol (ketoconazol, itraconazol, posaconazol) va cac thudc
khac nhu erlotinib.

Cac thuoc diéu tri HIV (antazanavir)

Str dung dong théi thude (re ché bom proton voi
antazanavir va cac thuoc dieu tri HIV khac co su hap thu
phu thudc pH c6 the Iam gidm sinh kha dung clia cac thudc
diéu trj HIV. Khong dung dong thei thudc (rc ché bom proton
vol antazanavir.

Cac thuc chong dong méau coumarin (phenprocoumon
hoac warfarin)

Mac du khong co turong tac khi st dung dong thoi véi
phenprocoumon hoac warfarin trong cac nghién ctru duoc
dong hoc vé lam sang, mot s tredng hop co s thay doi
trong chi s INR da dugc bao céo. Vi vay bénh nhan dang
dieu tri bang thuéc chdng dong mau coumarin
(phenprocoumon hodc warfarin) nén theo dai thai gian
prothrombin/INR khi bat dau, két thic hoac khi st dung
pantoprazol khong thuwong xuyén,

Methotrexat

Str dung lieu cao methotrexat (300 mg) cling véi thudc (e
ché bom proton da dwoc bao cao lam tang nong do
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memotrexat irén mol vai bénh nhan. Do dé trén nhung bénh
nhan can dung liéu cao methotrexat (bénh ung thu, vay nén)

can can nhac tam ngirng pantoprazol néu cAn thiét
Cac trong tac khac

Pantoprazol chuyén héa phan Ion qua gan thong qua hé
enzym cytochrom P450. Con dwdng chuyen hoa chinh 1a
demethyl héa bai CYP2P19, mét phan nhé bj oxy héa béi
CYP3A4 va chuyén hoa thnng qua cac enzym khac.

Nghién clru trén cac thudc cling chuyén hoa qua con duong
nay nhu carbamazepm d:aze;aam glibenclamide, nifedipine,
va mdt thudc tranh thai dur:rng uong cb chira levonorgestrel
va ethinyl oestradiol khdng thay c6 trong tac nao xay ra.
Két qua tir cac nghién ciru cho thay pantoprazol khong &nh
hudng den sir chuyén hoa cla cac hoat chat duoc chuyén
hoa thong qua CYP1A2 (caffein, theophyllin), CYP2C9
(piroxicam, diclofenac, naproxen), CYP2D6 (metoprolol),
CYP2E1 (ethanul) va khéng dnh huwrdng dén p-glycoprotein
lién quan den sy hap thu dignmn

Khéng co twong tac khi st dung dong thai voi cac antacid
Cac nghién ctru duoc thye hién gilba patoprazol va cac
khang sinh (clarithromycin, metronidazol, amoxicillin) cho
thay khong cd trong tac trén 1am sang.

1. Téc dung khong mong muon cla thudc:

Xap xi 5% bénh nhan cé thé gap phai cac tac dung khéng
mong muon (ADR) Céc ADR duoc béo cao ch yeu la tidu
chay va nhirc dau, ca hai xay ra trén khoang 1% bénh nhan
str dung thuac.

Tan s0 udc tinh clia cc ADR duoc sap xép theo quy worc sau:
thuong gap (2 1/100, <1/10); it gap (2 1/1.000, <1/100);

hiém gap (2 1/10.000, <1/ 1.000); rat hiém

(<1/10.000), khéng duoc biét den (khdng thé woc tinh
duoc tir d liéu co san).
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muon gap phal khi sir dung

12. Qua lidu va cach xi tri;

Khéng e triéu chimg khi ding thudc qua (iU trén ngurdi,
‘Jgém finh mach vér idu dén 240 mg cha thdy sy dung nap
1L

XU fri;

Pantoprazol lign két nhidu véi protein huyét twong nén
khong thé thm tich,

Trong trurdmg hop qué lidu co ddu hidu ngd dde, ngodl didu
trj tridu chimg va hd trg, khdng co chi dinh didu trf dic hidu
nao khac. ;

13. Bic tinh duge Iye hoc:

Pantoprazol 1 dn xudt cla benzimidazol - chilt e ché 1t
acid hydrocloric da ddy bang céch ire chéd chan loc bom
proton cia 14 bao thanh da day,

Pantoprazol dugre chuydn thanh dang o hoat tinh khi vio
céc dng 1t acld cla 18 bdo thanh da day, ire chd enzym H',
K*-ATPase enzym, do d5 ngdn cin bude cull cling trong
qué trinh sén xudt acld hydrocloric da day. Sur tre ché phy
thuge vito libu ditng v the ddng rén cd qua lrinh 1ét acid co
béin v c4 K da ddy b] kich thich do bt ky nguyén nhan
néo. Trén phin 1én cac banh nhan, cdc tridu chimg cdi thign
sau 2 tuln, Clng nhir cAc chill (e ché bom proton vi chit
G chd thy thé H, khc, didu trj biing pantoprazol [Am gidm
ackd trong da diy vi do 6 lam tng gastrin. Sy gia king
gastrin cd thd ddo ngugre. Vi pantoprazol gén vir enzym xa
véi thy thé ndm & 18 bao, do do c6 thé dnh hurdmg dén sy
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bai tiét acid hydroclorid doc I3p voi s kich thich bdi cac tac
nhan khac (acetylcholin, histamin, gastrin). St dung dudng
udng hodc tiém tinh mach déu cho tac ddng nhu nhau.
Murc gastrin tang khi sir dung pantoprazol. Sau théi gian
ngan str dyng, trong hau hét cac tneomg hop bénh nhan
Khong vurgt qua gidi han trén cla mire binh throng. St
dung trong thoi gian dai, hau hét céc trudng hop tang gap
doi mirc gastrin. Sy tang qua murc chi xdy ra & mot s
trudng hop dac biét. Két qué Ia cd sy gia tang tir nhe dén
vira cdc té bao endocrine dic higu (ECL) & da day duoc ghi
nhan trong mdt nhém nhé bénh nhan dung pantoprazol trong
mt thoi gian dai (tang san tuyén tién liét lanh tinh). Tuy
nhién, theo cac nghién clru duoc tién hanh cho dén hién tai,
chua thay c6 sy hinh thanh c4c tién than carcinoid (tang san
khong dién hinh) hodc gastrin carcinoid trong da day nquodi
nhu da dugc tim thay trén cac thir nghiém voi dong vat.
Trong qua trinh diéu trj véi thude (re ché bal tiét, gastrin
huyet thanh ting dép tmg vor viée gidm tiét acid. CgA ciing
tang do sy gidm acid da day. Sy tang CgA c6 thé gay can
tré trong chan doan khdi u than kinh.

Cac bang chung cho thy ring thube trc ché bom proton
nén dugre ngimg trude 5 ngdy dén 2 tudn khi tién hanh dinh
lugng mire CgA. Diéu nay cho phép mire CgA tang dot bién
do didu trj bang PPI cd thé trd v& pham vi tham chidu.

Theo céc nghién ciru trén ddng vat, didu trj kéo dai
pantoprazol hon 1 ndm khong thé loai trir hoan toan céc chi
s0 ndi tiét clia tuyén gidp.

14. Dic tinh dwoc ddng hoc:

Pantoprazol hap thu nhanh chong va nong do t4i da trong
huyet trong dat dugc ngay ca khi ding 1 li8u 20 mg dudng
uong. Trung binh sau khoang 2,0-2,5 gi¢r néng do t6i da trong
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huyét thanh khodng 1-1,5 p/mol va khéng thay i sau khi
dung da lieu. Dugc dong hoc cla pantnprazul khdng thay doi
khi dung don hay da lieu. Trong khoang liéu tir 10-80mg,

dong hoc huyet trong clia pantoprazol tuyén tinh sau khi
dung durong udng va dwng tiém finh mach. Sinh kha dung
dang vién nén Ia 77%. Su hap thu dong thoi véi thirc an
khnng anh hudng den AUC, C__ va sinh kha dung. Chi co su

bién thién thoi gian tré (lag-time) tang I&n khi thuéc dugc hap
thu dung thoi voi thiee an.
Phan bo:

Pantoprazol lién ket vai protein huyét twong 98%. Thé tich
phén bo khoang 0,15 I/kg.

Chuyén hda, thai trir

Pantoprazol chuyén hda chi yéu qua gan bang cach
demethyl hoa bdi CYP2C19 sau do lién hop vai sulfat, mot
phan nhd dugc chuyén hoa bang cach oxy hda béi
CYP3A4. Thaoi gian ban hly khodng 1 gio va do thanh thai
khoang 0,1 lgid/kg. Moi vai treong hop cham thai trir do sur
lién két dac hiéu clia pantoprazol voi bom proton cﬂa té bao
thanh da day. Cac chat chuyén héa thai triz chli yéu qua
than (BU%) con lai qua phan. Thoi gian ban hdy cia chat
chuyén héa chinh khoang 1,5 qid.

Bénh nhan suy gan, than

Khéng giam liéu pantoprazol khi st dung trén bénh nhan
suy gan, than (ké ca bénh nhan chay than). Cing nhu voi
ngl.rtrl khde manh, thoi gian ban huy cla pantnprazm la
ngén Chi c6 mot Iur,mg nhd pantoprazol duwoc tham tach.
Mac du chat chuyén héa chinh co thoi gian ban thai cham
(2-3 gid’) nhung qua trinh bai xuat nhanh nén sy tich Idy
khdng xay ra. Voi bénh nhan suy gan (nhém A va B theo
Child), thoi gian ban thai tang lén tir 3-6 gid, AUC tang thém
(tr 3-5, nong dJ tdi da trong huyét thanh chi tang nhe 1,3 1n

I
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so vo1 nhirng ngudt khoe manh.
Ngwoi cao tuoi:
Su tang nhe AUC va C__ & ngudicao tuoi so voi ngu o1 tre
khong cd lién quan dén Iam sang.
Cac doi tqug d@c biét khac
O' mét s6 ngudi thiéu hyt enzym CYP2C19, thudc loai
chuyan hoa cham, qua trinh chuyen héa panmprazal cd the
chl yéu do xdc tac béi CYP3A4. Sau khi dung liéu duy nhét
40 mg pantoprazol, dién tich trung binh dudi ducmg cong
nong dé - thai gian trong huyat trong xap xi xap i 6 1an so
VGi nhimg ngudi khong thiéu hut enzym CYP2C19, nbng do
dinh trong huyét twong trung binh tang Ién khoang 60%.
Nhimng phat hién nay khong cé y nghia doi véi viéc xac dinh
ham Irong pantoprazol.
Bénh nhan nhi
Sau khi dung lieu don 2040 mq pantoprazol cho bénh nhan
5-16 tudi, AUC va Cmax nam trong khoang gia tri twong
duong voi ngudi lan. Sau khi dung liéu don 0,8 hoac
1,6 mg/kg ¢ tré em tir 2 dén 16 tuoi khdng o sir lién quan
gitra d9 thanh thai v61 tudi hodc can nang. AUC va thé tich
phan bo cua tré trong tw ngudi \on.
15. Quy cach dong goi: Hop 2 vi x 14 vién.
16. Dieu kién bao quan, han ding, tiéu chuan chat
lwong cua thuoc:
Dieu kién bao quan; Bdo quan & nhiét do khang qua 30°C,
tranh am.
Han dung: 36 thang ke tir ngay san xuat.
Tiéu chuan chat lwong cla thuoc: Nha san xuét
17. Tén, dia chi co so san xuat thuoc:
KRKA, d. d., Novo mesto,
Dia chi: Smarjeska cesta 6, 8501 Novo mesto, Slovenia



