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Rx — Thuéc ban theo don

EUROPANTA

(Vién nén bao tan trong rudt Pantoprazole 40 mg)

CANH BAO PAC BIET:

Chi sit dung thudc nay theo don cia bdc st

Poc kv hudng dén sit dung trude khi st dung

Hay tham khdo ¥ kién bdc st dé cd thém thong tin.

Khong diing qud liéu da duoc chi dinh

Xin thong bdo cho bdc st biét cdc tdc dung khdng mong mudn trong qud trinh sit dung.
Khéng sit dung thude dd qud han ditng.

PE thudc ngoai tdm véi ciia tré em.

THANH PHAN:

M3Bi vién nén bao tan trong rudt ¢ chifa:

Hoat chér: Pantoprazole natri sesquihydrate twong duong Pantoprazole ...........40 mg

Td dugc: Ludipress (Lactose monohydrat, Kollidon 30, Kolliden CL), crospovidon, silic
dioxid keo (Aerosil-200), magnesi stearat, HPMC 15 cps, HPMC 6 cps, PEG 6000, titan
dioxid, methacrylic acid copolymer, tale, oxid sit vang, oxid sit dd. t

DUGC LUC HOC : 5}

Pantoprazole 12 mot din xuit cila benzimidazol, né e ché€ su bai tiét acid & da day bing mét
tac dong chuyén biét trén bom proton & t€ bao vién.

Pantoprazole duge chuyén déi thanh dang c6 hoat tinh trong cédc tiu quin nim & t€ bao
vién, thudc e ché enzyme H', K*-ATPase, 12 giai doan cudi ciing sdn xuét ra acid da day.
Khd niang ¢ ché€ cia Pantoprazole phu thudc vao lién Iugng va c6 tic ddng trén cd sy bai
ti€t acid cd bdn ciing nhr khi bi kich thich. Trén phin 16n bénb nhén, c4c triéu ching s& duge
cdi thién sav 2 wan. Ciing nht v6i cdc thudce ife ché bom proton va e ch€ thu thé H, khéc,
viéc diéu tri v6i Pantoprazole c6 thé gay ra sy gidm acid & da day va do d6 1am ting gastrin
theo ty 18 gidm acid. Tuy nhién sy gia ting gastrin ¢6 thé ddo nghich.

Pantoprazole ¢6 thé 1fc ché- syt bai i€t acid dde 1ap-v6i sy kich thich bdi cdc tdc nhan khic
nhau (acetylcholin, histamin, gastrin) va tic d6ng nay 14 nhit nhau khi diing Pantoprazole d
dang uéng hoic tiém tinh mach.

DUJC PONG HOC :

Pantoprazole dwde hap thu nhanh sau khi uéng. Thdi gian bdn hiy vao khodng 1 gi® va sinh
khé dung 12 77%. Thdi gian ban thdi trung binh huyé&t tirong khéng tuong guan v&i thdi gian
e ché€ bai ti€t acid do thuc tp trung ¢ t€ bao thanh cia da day. Ty 1& gin két cia
Pantoprazole véi huyét trong rat cao (khodng 98%) va dudc chnyén héa qua hé théng
cytochrome P450.

Kbi ning tich tu thuSc trong cd thé chwa duge ghi nhin. Cic chit chuyén héa chi yéu dige
bai ti€t qua nudc tién (80%) va qua phan (20%). Sn phdm chinh ciia qué trinh chuyén héa 1a
Demethyl-Pantoprazole 12 mdt sulphat lién hgp ¢4 thdi gian bdn hiiy 14 1,5 gid.

CHI PINH:

Pantoprazole dudc chi dinh cho cdc trudng hop :
- Loét da day, t4 trang,

- Trao ngudc da day thue quén,
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- Hoi chitng tang ti€t acid (hoi chiing Zollinger-Ellison).
LIEU LUGNG VA CACH DUNG:

Ding theo su chi din ctia bac si diéu tri.

Liéu lugng phai duge diéu chinh cho phit hgp vdi tinh trang 14am sang ctia titng bénh nhan.
Vién nén bao zan trong ru6t EUROPANTA phdi dudc nudt nguyén ca vién, khong duge bé
hoidc nhai nét.

Chi ding cho ngudi 16n.

Liéu dé nghi thong thudng ddi vdi loét t4 trang, loét da day, viém thyc quin trao ngudc &
ngudi 16n 12 1 vién (40 mg), 1 lan/ngay.

Trong mot vai trudng hdp dic biét, liéu dung c6 thé ting 1én 2 vién/ngay, chia 1am 2 14n.

Tré em: Chua ¢6 nghién citu vé st dung Pantoprazole cho tré em. Do d6 khong sif dung vién
nén bao tan trong ruét EUROPANTA cho tré.

CHONG CHI PINH

Min cdm vdi Pantoprazole natri hay bat ky thanh phan nao cia thudc.

Phu nif ¢é thai va cho con bd.

KHUYEN CAO VA THAN TRONG

Khi diing thudc cho bénh nhin suy chifc ning gan, ndng dd cic men gan phai dugc theo ddi
cin than.

Bénh nhan can dugc chan dodn bing phuong phép ndi soi trude khi diéu tri v4i Pantoprazole
nhim loai tr¥ bénh u 4c tinh & da day va thyc quin vi viéc diéu tri v6i Pantoprazole c6 thé
cai thién cdc triéu chitng va do d6 1am chan doén tré nguyén nhan giy bénh.

Do chiwa c¢6 nghién citu vé st dung Pantoprazole cho tré em, vi vdy khong s dung
Pantoprazole cho tré.

ANH HUGNG TREN KHA NANG LAI XE VA VAN HANH MAY MOC: ﬁ
Khong thdy c6 bdo cdo lién quan. //
SUDUNG CHO PHU NU CO THAI VA CHO CON BU :

Kinh nghiém 1am sang vé sit dung Pantoprazole cho phu nif ¢6 thai con han ché. Trong cic
nghién cifu vé sinh sdn & dong vat, cdc ddu hiéu vé ddc tinh trén bao thai dang nhe dugc ghi
nh4n & liéu trén 5 mg/kg. Do dé khong st dung Pantoprazole cho phu nif mang thai.

Chura biét thudc ¢6 dugce bai ti€t qua sita me hay khong, do d6 khong sit dung Pantoprazole
cho phu nif cho con b hodc ngitng cho con bi néu bit budc phai ding thudc.

TUONG TAC THUOC:

Pantoprazole dudc chuyén héa 3 gan thdong qua hé thdng cytochrome Pyso. Vi thé, tudng tac
thudc giita Pantoprazole va céc thudc c6 cling con dudng chuyén héa 1a khong thé loai trir.
Céc thudc dugc liét ké dusi day di dugc ghi nhin la c¢6 trong tic khong ddng ké vdi
Pantoprazole: diazepam, warfarin, theophyllin, digoxin, fenitoin, carbamazepin, diclofenac,
glibenclamid, nifedipin va metoprolol.

Viéc sit dung Pantoprazole ddng thdi vdi cdc thude ¢6 do hap thu phy thudc vao do pH nhu
ketoconazol cin dudc theo dbi chit ché.

Khong ¢6 tuong tac thude nao véi cdc thude khang acid duge ghi nhén.

TAC DUNG KHONG MONG MUON:

GAn 5% céc trudng hop c6 thé xay ra cic tic dung khdng mong mudn trén 14m sang:

Thudng gdp: tiéu chdy, budn ndn va dau diu.

It gap:

- Hé than kinh va gidc quan: R&i loan gidc ngd, hoa mit.

- Hé tiéu héa: dau bung, day hdi, tdo bén, khé miéng, ting enzym gan, non.
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- Da va m6 mém: ban da, ngoai ban, man ngifa.

- Toan than: Suy nhugc, mét mdi, khé chiu.

Hiém gdp:

- Hé mién dich: Min cdm (nhu phdn ¢ng qud man va shock phan vé)

- Hé dinh dudng va chuyén héa: ting lipid huyét va ting triglycerid, cholesterol, thay d&i cin
niang

- Hé than kinh va gidc quan: Tram cdm, loan thi, nhin mgJ

- Gan: Tang bilirubin

- Da va cdc md dudi da: May day, phit mach

- Hé cd xuong va cac md lién két: Nhitc khép, dau cd

- Cd quan sinh san, nguc: Vi to d nam

- R&i loan chung va tai ndi dung thudc: Ting thian nhiét, phil ngoai bién.

Rét hiém gdp:

- M4u va hé bach huyét: Giam tiéu cau

- Hé than kinh: m4t phuong huéng

Ngoai ra c6 thé gdp cdc tdc dung ngoai ¥ sau:

Ha natri méu, do gidc, co giit, ton thuong t€ bao gan, vang da, suy t€ bao gan, hoi chiing
Stevens-Johnson, hdi chitng Lyell, héng ban da dang, da nhay cdm véi 4nh sdng, viém thin
k&, .

QUA LIEU:

C6 rat it trudng hgp qué liéu Pantoprazole dudc ghi nhin. Cic liéu tiém truyén Pantoprazole
378, 230, va 266mg/kg (gip 38, 46 va 177 1an liéu goi ¥ trén ngudi tinh trén dién tich bé mat
da) gay tlt vong & chudt cdng, chudt nhit va ché. Céc triéu chitng doc tinh cAp nhu mat thing
bing, gap ngudi, méo miéng, 1éch ngudi, mat phan xa thinh gidc va ring minh.

Pantoprazole khong dudc loai trit bing tham tdch. Trong trudng hdp qud liéu, nén diing cic
bién phép diéu tri hd trg.

TIEU CHUAN CHAT LUQNG: Nha sin xuat 4‘7
BAO QUAN: p2
Giff thuSc noi kho mét, nhiét d6 dudi 30°C. Tranh dnh sdng va 4m

HAN DUNG:

36 thang ké tif ngay san xuit.

S6° 16 sdn xudt (Batch No.), ngay sdn xudt (Mfg. date), han ding (Exp. date): Xin xem trén
nhan hép va vi.

DANG BAO CHE VA QUY CACH PONG GOI:

Hop 3 vi x 10 vién nén bao tan trong rudt

Sdn xuat bdi:

NAVANA PHARMACEUTICALS LTD

Tru s3: 3/C, Purana Paltan, Dhaka, Bangladesh

Nha mdy: Rupshi, Rupgonj, Narayangonj, Bangladesh.

Cong ty dang ky: )
CONG TY TNHH DUGC PHAM HUY NHAT |
37/13/27 Ngb T4t T8, phudng 21, quan Binh Thanh, thanh phd H6 QH

Ngay xem xét lai t& huéng din st dung: 07/04/2011

y éc )C TRUGNG

*Z on Vi /GM



