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Do nhiing thay déi vé quy dinh, ndi dung cla T théng tin bénh nhan sau

day co thé khac véi noi dung trong géi thudc cla ban.

Vui 1ong so sanh 'Ngay chudn bi/sdfa déi td rdi' & phadn cudi cha td roi dé xac
dinh xem c6 bt ky thay ddi nao khoéng.

Néu ban c6é bat ky nghi ngd hodc thdc mdc nao vé thudc cla minh, vui long lién hé
véi bac si hodc dugc si cua ban.

Td rdi géi: Thong tin cho ngudi dung

Vién nén bao phim Stivarga 40 mg

regorafenib

Poc ky td roi nay trudc khi ban bat dau dung thudc nay vi né chla nhiing théng tin quan trong cho ban.

- Hay gil td rdi nay. Ban cé thé can phai doc né mot 1lan nifa.

- Néu ban c6 thic mdc gi thém, hdy hdéi bac si hodc dugc si.

- Thubdc nay chi dugc ké cho ban thoi. Blng truyén né cho ngudi khac. N6 cé thé gay hai cho ho,
ngay ca khi ddu hiéu bénh tat cta ho giéng nhu cua ban.

- Néu ban gap bt ky tac dung phu nao, hay néi chuyén véi bac si hodc dugc si. Pidu nay bao gdm bat ky tac dung phu nao cé
thé xay ra khong dugc 1iét ké trong t3 rdi nay. Xem phan 4.

Cé gi trong td roi nay

1. Stivarga 13 gi va dung dé lam gi

2. Nhilng diéu ban cin biét trudc khi dung Stivarga
3. Cach dung Stivarga

4. Tac dung phu c6 thé xay ra

5. Cach bdo quan Stivarga

6. NOoi dung clia géi va théng tin khac

1. Stivarga la gi va dung dé 1am gl

Stivarga chiia hoat chdt regorafenib. N6 1a mot loai thubc dung dé didu tri ung thu bdng cach lam cham sy phat

trién va lan rdng cla cac té bao ung thu va cdt dut ngudn cung cép mau gidp té bao ung thu phat trién.

Stivarga dugc si dung dé
didu tri: - Ung thu rudt két hodc truc trang d5 lan sang cac bd phan khac cta co thé & bénh nhan trudng thanh da dugc didu
tri bing cac phudng phap diéu tri khac hodc khéng thé diéu tri bing cac loai thudc khac (hda tri liéu dya trén

fluoropyrimidine, 1iéu phap chéng VEGF va thubc chéng liéu phap EGFR)

- khéi u mé dém dudng tiéu héa (GIST), mdt loai ung thu da day va rudt, cé
lan sang cac bd phan khac clia cd thé hodc khéng thé phdu thuat dugc, & nhiing bénh nhan trudng thanh trudc

day da dugc didu tri bang cac loai thudc chéng ung thu khac (imatinib va sunitinib)

- Ung thu gan & bénh nhan ngudi 16n trudc day da dugc didu tri bang thubc chbng ung thu khac

(sorafenib).
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Néu ban c6 bat ky cau hdéi nao vé cach hoat dong cla Stivarga hodc tai sao thudc nay dugc ké don cho ban, vui

long hoéi bac si.

2. Nhing diédu ban cadn biét trudc khi dung Stivarga

Khong dung Stivarga néu
ban bi di Ung véi regorafenib hodc b&t ky thanh phin nao khac cla thubc nay (dugc liét ké trong
phan 6).

Canh bao va d& phong
N6i chuyén vdi bac si hoac dugc si cla ban trudc khi dung Stivarga.

bac biét than trong véi Stivarga
B néu ban c6 bat ky vdn d& nao v& gan bao gdm hdi ching Gilbert véi cdc ddu hiéu nhu: da va long
tréng mdt chuyén sang mau vang, nudc tiéu sim mau, 1G 13n va/hodc mit phuong hudng. Diéu tri

bing Stivarga c6 thé din dén nguy cd mic cac van d& v& gan cao hon. Trudc va trong khi didu tri
bang Stivarga, bac si s& lam xét nghiém mau dé theo doi chic nang gan cGa ban. Néu chuc nang

gan cta ban bi suy giam nghiém trong, ban khéng nén didu tri bing Stivarga vi khéng cé dif liéu vé

viéc sU dung Stivarga & nhiing bénh nhan bi suy gidm chdc ndng gan nghiém trong.

néu ban bi nhiém trung vdéi céc ddu hiéu nhu sbt cao, ho di déi cé hoic khéng tang tiét chét nhéy
(dom), dau hong dif doi, khdé thd, ndng rat/dau khi di tiéu, tidt dich am dao bat thudng hodc kich
Gng, d, sung va /hoic dau & bt ky bd phan nao trén cd thé. Bac si c6 thé tam thoi ngling didu tri

cho ban.

néu ban da hodc c6 bat ky van d& chay mau nao va néu ban dang dung warfarin, phenprocoumon hodc mét
loai thudc khac lam loZng mau d& ngdn ngifa cuc mau déng. Didu tri bang Stivarga cé thé din dén nguy
cd chay mau cao hon. Trudc khi ban bit dau dung Stivarga, bac si c6 thé quyét dinh lam xét nghiém

mau. Stivarga co thé gay chay mau nghiém trong trong hé théng tiéu héa nhu da day, ) hong, truc trang
hoac ruét, hodc & phéi, than, miéng, am dao va/hodc ndo. Nhan trg gilp y té ngay lap tuc néu ban

gdp cac triéu ching sau: di tiéu ra mdu hoac di tiéu phén den, di tidu ra mau, dau da day, ho/nén ra

mau.

- néu ban g3p cac van d& nghiém trong vé& da day va rudt (thing hodc rd dudng tiéu héa), bac si nén quyét
dinh ngiing didu tri bing Stivarga. Nhan trg gidp y té& ngay 1lap tlc néu ban gap cac triéu chilng sau:

dau da day di déi hoac dau da day khong thuyén gidm, nén ra mdu, phan dé hodc den.

néu ban bi dau nguc hodc cé bdt ky vin d& v& tim. Trudc khi ban bit diu ding Stivarga va trong
qué trinh didu tri, bac si sé& kidm tra xem tim ban hoat ddng tét nhu thé nao. Nhan trg gitp y té
ngay 1lap téc néu ban g3p cadc triéu ching sau, vi ching cé thé 14 diu hiéu cda con dau tim hoic
giam luu lugng mau dén tim: khé chiu & nguc hodc dau cé thé lan ra ngoai nguc dén vai, canh tay,
lung, cé, rdng, ham hodc da day va cé thé dén i di; hut hoi; dd md hoi dot ngdt, da lanh,

dm udt, cam thdy chéng mit hodc ngét xiu.

- néu ban bi dau diu dif doi va dai ddng, réi loan thi giac, co gist hodc thay ddi trang thai tam than
(chéng han nhu nhim 13n, mdt tri nhd hodc mit dinh hudng), vui long lién hé véi bac si ngay 1ap
tuc.
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- néu ban bi huyét ap cao Stivarga c6 thé 1am tang huyét 4p cda ban. Bac si s& theo d6i huyét ap cda ban trudc

va trong khi didu tri va cé thé cho ban thudc didu tri huyét ap cao.
néu ban da hoac dang bi ching phinh dong mach (m& rong va suy yéu thanh mach mdu) hodc rach thanh mach mau.

néu ban da hoac dang bi tén thuong cac mach mau nhé nhat (bénh vi mach huyét khéi (TMA)).

Hay cho bac si biét néu ban bi sét, mét mdi, bam tim, chay mau, sung tdy, 1 13n, gidm thi lyc va co giat.

- néu gin day ban da hodc sip thuc hién phiu thuat Stivarga cé thé anh hudng dén qué trinh lanh vét thuong cta ban

va viéc didu tri cé thé cin phdi ding lai cho dén khi vét thuong cla ban lanh lai.

- néu ban gap vén d& vé da Stivarga c6 thé gay dd, dau, sung hodc phdng rop ¢ long ban tay hodc 1ong ban chan. Néu ban
nhan théy bat ky thay ddi nao, hdy 1ién hé véi bac si cda ban. pé kidm soat cac triéu ching cua ban, bac si cé

thé khuyén ban nén sd dung kem va’/hodc st dung dém giady va gang tay. Néu ban g3p tac dung phu nay, bac si c6 thé

thay @i 1iéu lugng hodc ngiing didu tri cho dén khi tinh trang clGa ban dudc cai thién.

Trudc khi dung Stivarga, hdy néi véi bac si néu cé bat ky tinh trang nao trong sé nay ap dung cho ban. Ban c6é thé can

didu tri ching va cé thé thyuc hién cac xét nghiém b sung (xem thém phén 4 'Cac tac dung phu cé thé x3dy ra').

Tré em va thanh thiéu nién

Khéng cé viéc sd dung Stivarga & tré em va thanh thiéu nién khi c6 diu hiéu ung thu rudt két hodc truc trang dd lan
sang cac bd phan khac cia cd thé.

Sy an toan va hiéu qud cua Stivarga & tré em va thanh thiéu nién trong chi dinh khéi u mo6 dém dudng tiéu héa (GIST)
chua dugc thiét 1ap. Khdng cé dit 1iéu cé sén.

Khong c6 viéc s dung Stivarga & tré em va thanh thiéu nién lién quan dén diu hiéu ung thu gan.

Cac loai thubc khac va Stivarga

Hay cho bac si hodc dugc si cGa ban biét néu ban dang dung, gan day da dung hodc c6 thé dung bat ky loai thubc

nao khac. Piéu nay bao gdm cac loai thudc mua khéng cdn don hodc tham chi cac loai thubc khong ké don, chéng

han nhu vitamin, thyc phdm bd sung hodc thubc thdo dugc. Mot sé loai thubc c6 thé anh hudng dén cach hoat dong ctia Stivarga

hodc Stivarga cé thé anh hudng dén cach hoat déng cta cac loai thudc khac va gdy ra cac tac dung phu nghiém trong.
Pac biét, hay cho bac si biét néu ban dang dung b&t ky loai thubc nao trong danh sach nay hodc bat ky loai thubc nao khac:
- mot sé loai thudc diéu tri nhiém ndm (vi du ketoconazol, itraconazol, posaconazol va
voriconazol)
- mot sé loai thubc diéu tri dau (vi du axit mefenamic, diflunisal va axit niflumic)
- mot sé loai thudc didu tri nhidm khudn (vi dy rifampicin, clarithromycin, telithromycin)
- céac loai thudc thudng ding dé didu tri bénh dong kinh (co giat) (vi du phenytoin, carbamazepine hoac

phenobarbital)

methotrexate, mot loai thudc thudng dugc sU dung dé diéu tri ung thu

rosuvastatin, fluvastatin, atorvastatin, thudc thudng dung dé didu tri cholesterol cao - warfarin hoac
phenprocoumon, thuéc thudng diing dé 1am lodng mau
John's wort (thubc ciing khéng cdn ké don), mdt phudng phap didu tri béng thao dugc cho bénh tram cam.

Hay héi bac si hodc dugc si d& dugc tu van trudc khi ding bt ky loai thudc nao.

Ding Stivarga ciing vdi thic an va db ubng

Tranh uéng nudc budi trong khi dung Stivarga. Piéu nay cé thé anh hudng dén cach hoat déng cua Stivarga.
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Mang thai, cho con bl va khd ndng sinh san

Hay cho bac si biét néu ban nghi minh dang mang thai, c¢ thé dang mang thai hodc dy dinh c6 thai

vi Stivarga khong nén dugc st dung trong thdi ky mang thai trif khi thuc sy cin thiét. Bac si s& thao luan vdi
ban v& nhiing nguy co tiém 4n khi dung Stivarga trong thdi ky mang thai.

Tranh mang thai khi dang didu tri bdng Stivarga vi thudc nay c6 thé gay hai cho thai nhi cta ban.

C4 phu nil trong do tudi sinh san va nam gidi nén sd dung bién phap tranh thai hiéu qua trong qua trinh didu tri

va trong it nhdt 8 tudn sau khi két thac didu tri.

Ban khéng dudc cho con bd trong thdi gian didu tri bdng Stivarga vi thubc nay cé thé can trd sy tang trudng

va phat tridn cla con ban. Hay cho bac si cda ban néu ban dang cho con bu hoac dy dinh cho con ba.

Stivarga c6 thé 1am giam kha ning sinh san & cd nam va nil. Hay hoi bac si dé dugc tu van trudc khi dung

Stivarga.

Lai xe va sU dung mdy mdc

Ngudi ta khong biét liéu Stivarga cé lam thay dbi kha nang 1ai xe hodc sd dung may méc hay khéng. Khdng 1ai xe hoac su
dung bat ky cbng cu hodc mdy méc nao néu ban gdp cac triéu ching lién quan dén didu tri anh hudng dén kha nang tap trung va
phan (ng cda ban.

Théng tin quan trong vé mot sé thanh phdn cda Stivarga
Thubc nay chda 56,06 mg natri (thanh phan chinh ca mudi an/mubi an) trong mdi lidu hang ngay (4 vién). Con sb

nay tudng dudng vdi 3% lugng natri an vao téi da hang ngdy dudc khuyén nghi cho ngudi 16n.
Thubc nay chda 1,68 mg lecithin (cé ngudn gbc tU dau nanh) mdi 1idu hang ngay (4 vién).

3. Cach dung Stivarga

Ludn dung thubc nay chinh x&c nhu bac si d& néi véi ban. Kiém tra véi bac si hodc dugc si néu ban

khéng chic chén.

Lidu khuyén cdo hang ngdy 8 ngudi 16n 1a 4 vién Stivarga 40 mg (160 mg regorafenib). Bac si c6 thé thay ddi
1idu cta ban. Dung 1idu Stivarga ma bac si ké don cho ban.
Bac si thudng sé yéu ciu ban dung Stivarga trong 3 tudn va sau d6 diing lai trong 1 tudn. Pay 13 1 chu ky

didu tri.

Ubng Stivarga vao ciing mét thai diém méi ngay sau blfa an nhe (it béo). Nubt cad vién véi nudc sau blia an nhe
chita it hon 30% chdt béo. Vi du vé& blla &n nhe (it béo) s& bao gdm 1 phan ngii cbc (khodng 30 g), 1 ly sifa gdy,
1 1at banh mi nudng phét mit, 1 ly nudc tao va 1 tach ca phé hodc tra ( 520 calo, 2 g chit béo). Ban khdng nén

ding Stivarga cung véi nudc ép budi (xem thém phdn 'Dung Stivarga cung véi thic &n va dd ubng').

Trong trudng hgp nén mifa sau khi dung regorafenib, ban khéng nén diing thém vién thudc va nén théng bao cho
bac si.

Bac si c6 thé cin phai giadm 1idu hodc c6 thé quyét dinh tam ding hodc nguing didu tri vinh vidn néu can

thiét. Ban thudng sé& dung Stivarga mi&n 13 ban dugc hudng 1gi va khéng phai chiu nhiing tac dung phu
khong thé chdp nhan dugc.
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Khong can didu chinh 1idu lugng néu ban bi suy gidm chic ning gan nhe. Néu ban bi suy gidm chidc nang
gan nhe hodc vifa phdi khi dang didu tri bang Stivarga, bac si nén theo déi ban chat ché&. Néu chic ning
gan cla ban bi suy gidm nghiém trong, ban khéng nén didu tri bdng Stivarga vi khéng cé dit liéu

vé viéc sd dung Stivarga & nhiing bénh nhan bi suy gidm chdic nang gan nghiém trong.

Khong can didu chinh 1idu lugng néu ban bi suy gidm chic ning than nhe, trung binh hodc nang.

Néu ban ding nhidu Stivarga hon mdc ban nén
Hay cho bac si cla ban ngay 13p tuc néu ban ding nhidu hon 1idu quy dinh. Ban c6 thé can dudc cham

séc y té va bac si c6 thé yéu clu ban ngiing dung Stivarga.

Ding qua nhiéu Stivarga co thé 1am cho mét sé tac dung phu dé& xady ra hon hodc nghiém trong hon, dic biét 1a:
- phan Ung da (phat ban, phdng rép, dé, dau, sung, nglia hoac bong tréc da)

- thay ddi giong néi hodc khan giong (chlng khé phat am)

- di tiéu thudng xuyén hodc phén 16ng (tiéu chay)

- 18 miéng (viém niém mac)

- khdé miéng

- gidm sy thém an

- huyét &p cao (tang huyét ap)

- mét mdi quad mdc (mét mdi).

Néu ban quén ubng Stivarga
Néu ban bé 18 mot 1idu, hay ubng ngay khi nhé ra vao ngay hém d6. Khéng ding hai 1idu Stivarga trong
cing mdt ngay dé bu cho 1idu d& quén ngay hém trudc. Hay cho bac si cua ban vé bat ky 1idu bi bd 18.

4, Tac dung phu c6 thé xay ra

Gidng nhu tdt ca cac loai thubc, thudc nay c6 thé gay ra tac dung phu, mic du khéng phai ai ciing gip phai.

Thudc nay ciing c6 thé anh hudng dén két qua cda mot sé xét nghiém mau.

Cac tac dung phu nghiém trong nhdt, gdy td vong da dugc quan sat thdy, la:

- Cac véan dé nghiém trong vé gan (bao gdm suy gan), chdy mau, thing dudng tiéu héa va

sy nhiém tring.

Hay cho bac si cla ban ngay 14p tdc néu ban c6 bt ky triéu ching nao sau day:

vén dé& cudc séng

pidu tri bing Stivarga c6 thé din dén nguy co mic cac vén dé& nghiém trong vé& gan cao hon. Nhan trg giup
y té ngay 1ap tic néu ban nhan dudc cac triéu ching sau:

) sy ddi mau vang cua da va long trdng cla mit
Nudc tiéu dam

nham 14n va/hodc mit phudng hudng.

bay co thé 1a diu hiéu cta tén thuong gan nghiém trong.

Sy chdy mau
Stivarga c6 thé gay chay mau nghiém trong trong hé thbng tiéu héa nhu da day, cb hong, truc trang hodc
rudt, hoac & phéi, thaén, miéng, am dao va’hodc ndo. Nhan trg gilp y té ngay lap tuc néu ban gdp cac
triéu ching sau:

di ra madu trong phan hodc di ra phan den

di tidu ra mau

dau bung
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ho/nén ra mau.

pay c6 thé 1a ddu hiéu chay mau.

Cac van dé& nghiém trong vé& da day va rudt (thing hodc rd dudng tiéu hoda)
Nhan trg gilp y té ngay 1ap tic néu ban gdp cac triéu ching sau:

- dau bung (bung) dif déi hodc dau bung khéng thuyén gidm - ndn ra mdu - phan
dd hodc den.

pay c6 thé 1a diu hiéu cla cac van dé nghiém trong vé da day hodc rudt.

Sy nhiém tring

Pidu tri bing Stivarga c6 thé dan dén nguy cd nhilm tring cao hon, ddc biét 1a dudng tiét niéu,
mii, hong va phdi. Pidu tri bing Stivarga ciing c6 thé din dén nguy cd nhiém ndm & mang nhdy, da
hodc co thé cao hon. Nhan trg giup y té ngay lap tuc néu ban gap cac triéu chdng sau: -

sét cao

- ho nang c6 hodc khéng tang tiét chit nhdy (ddm) - dau hong dif doi

- hut hoi

- néng rat/dau khi di tiéu

- tiét dich am dao bat thudng hodc kich Ung
) dd, sung va/hodc dau & bat ky bd phan nao trén cd thé.
pay c6 thé 1a ddu hiéu cda nhim trung.

Cac tac dung phu khac vdi Stivarga dugc 1liét ké theo tdn sudt:

Tac dung phu rit phd bidn (c6 thé anh hudng dén hon 1 trén 10 ngudi dung)

- giadm sé lugng tidu cdu trong mau, dic trung bdi d& bi bam tim hodc chdy mau (giam tidu
céu)

- gidm s lugng hdng cdu (thiéu mau)

- gidm sy theém an va lugng thilc an an vao

- huyét ap cao (tang huyét ap)

- thay dbi giong néi hodc khan giong (ching khé phat am)

- di tiéu thudng xuyén hodc phan 1éng (tiéu chay)

- Pau hodc khd miéng, dau 1udi, 18 miéng (viém miéng va/hodc viém niém mac)

- cam thiy khé chiu (budn nén)

- ndn mUa

- Nong d6 bilirubin trong mau cao, mdét chit do gan san xudt (tang bilirubin mau)

- nhiing thay ddi vé enzym do gan san xudt, diédu nay co thé cho thiy c6 didu gi dé khong én vei
gan (tang transaminase)

- d6, dau, phdng rop va sung 1long ban tay hoic 1long ban chan (tay-chan).
phan Ung da)

- phat ban

- suy nhugc, thiéu sdéc luc va nang lugng, mét méi qua mic va budn ngl bat thudng
(suy nhugc/mét méi)

- dau (bao gdm dau bung va dau lung)

- tdo bén
- sot
- gidm can.

Tac dung phu thudng gap (c6 thé anh hudng dén 1 trén 10 ngudi ding)

- gidm sé lugng bach cdu (giadm bach cau)
- Giam hoat dong cla tuyén giap (suy giap)
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- Nong do kali, phét phat, canxi, natri hodc magié trong mau thap
(ha kali mdu, ha phosphat mau, ha canxi mdu, ha natri mdu va ha magie mau)

- Ndng do axit uric trong mdu cao (tang axit uric mau)

- mdt nudc trong co thé (mdt nudc) -

dau dau

- rung chuyén (run réy)

- réi loan than kinh c6 thé gay ra thay ddi cam giac, chdng han nhu té, ngla ran, yéu hoic dau (bénh
than kinh ngoai bién)

- roi loan vi giéac

- khé miéng

- ¢ nong (trao ngugc da day thuc quan)

- nhi&m trung hodc kich Ung da day va rudt (viém da day rudt)

- rung téc (rung toéc)

- da khd

- phat ban kém theo bong tréc hodc bong tréc da (phat ban bong tréc)

- sy co cd dot ngdt, khdng tu chi (co that co)

- Protein trong nudc tidu (protein niéu)

- ndng do cao cda mot sb enzyme lién quan dén tiéu hoa (tang amylase va lipase)

- Tinh trang déng mau bat thudng (Ty 1& binh thudng héa quéc té bat thudng).

Tac dung phu khong phd bién (c6 thé anh hudng dén 1 trén 100 ngudi dung)

- cac ddu hiéu/triéu chiing chia phan Gng di dUng c6 thé bao gdm phat ban ning lan réng, cam giac
ém, sbt, kho thd, vang da, thay ddi cac chat héa hoc do gan san xuét
(phan (ng qua man)

- dau tim, dau nguc (nhéi mau cd tim va thiéu mau cuc bg)

- Huyét &p tang cao nghiém trong gay nhic ddu, 1G 13n, md mdt, budn nén, nén va co gidt (cdn tang huyét ap)

- viém tuyén tuy dic trung bdi dau & vung da day, budn nén,
nén mifa va sbét (viém tuy)
- 16i loan méng tay (céac thay ddi & méng nhu c6é dudng gd va’/hodc ndt méng)

- phat ban da nhiédu 13n (hdng ban da dang).
Tac dung phu hiém gsp (c6 thé &nh hudng dén 1 trén 1.000 ngudi dung)

- cyc mdu déng trong cac mach mau nhd (bénh vi mach huyét khéi)

mot sé bénh ung thu da (keratoacanthoma/ung thu bidu mé té bao vay cla da)

nhtc ddu, 1u 13n, co giat va mét thi lvc 1ién quan dén hodc khong kém theo huyét ap cao (hoi ching
bénh nao hdi phuc sau/PRES)

phan ting nghiém trong trén da va/hodc mang nhdy c6 thd bao gdm mun nudc dau dén va sét, bao gdm ca

bong tréc da trén dién réng (hdéi ching Stevens-Johnson va hoai tU biéu bi nhidm doc) .

Khéng biét (khéng thé udc tinh tan sudt tu dif liéu c6 sdn)

- sy md réng va suy yéu cla thanh mach mdu hoac vét rach trén thanh mach mdu (phinh déng mach va

béc tach ddéng mach).

Bdo cdo tac dung phu

Néu ban gap b&t ky tadc dung phu nao, hay néi chuyén véi bac si hodc dugc si cta ban. Didu nay bao gdm bit ky tac
dung phu nao cé thé xdy ra khéng dugc 1liét ké trong td rdi nay. Ban cling cé thé bao cao tac dung phu truc

tiép théng gua Chuong trinh Thé vang, Trang web: www.mhra.gov.uk/ yellowcard hodc tim kiém Thé vang MHRA trong

Google Play ho3c Apple App Store. Bang cach bio cdo cac tac dung phu, ban cé thé gitp cung cdp thém thong tin vé
dd an toan cla thubc nay.
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5. Cach bdo quan Stivarga
Gitt thudc nay xa tdm mit va tim véi cia tré em.

Khéng s dung thudc nay sau ngay hét han dugc ghi trén thing va nhdn chai sau EXP. Ngay hét han
d& cap dén ngay cudi clng cla thang dé.

Bio quan trong bao bi gbc dé tranh am.
Gid chat chai.
Sau khi md chai, thubc sé& bi loai bd sau 7 tudn.

Pling vt bd bdt ky loai thudc nao qua nudc thadi hodc rac thai sinh hoat. HAi dugc si cla ban cach

viit bd nhiing loai thudc ban khong con sd dung. Nhiing bién phap nady sé& gilp bao vé méi trudng.

6. NOi dung go6i va cac thdéng tin khac

Stivarga chda nhiing gi

- Hoat ch&t 1a regorafenib. Mdi vién nén bao phim chia regorafenib 4@ mg.

- Cac thanh phin khac 1a: xenluloza vi tinh thé, natri croscarmellose, magie
stearate, povidone (K-25) va silica dang keo khan, oxit s&t dd (E172), oxit sat mau vang
(E172), lecithin (c6 ngudn gbc tif dau nanh), macrogol 3350, rugu polyvinyl (thay phan mot
phan), talc va titan dioxide (E171 ) (xem thém phdn 'Théng tin quan trong vé& mot sb
thanh phin cua Stivarga').

Stivarga tréng nhu thé nao va ndi dung cla géi
Vién nén Stivarga 40 mg c6 mau hdng nhat va hinh b3u duc, moét mat cé khdc chir “BAYER” va mat kia
c6 sbé “40" .

Mdi chai chdfa 28 vién nén bao phim.
Vién nén Stivarga 40 mg cé sdn trong géi chda mét chai hodc ba chai.

Khong phai tét ca céc kich c& géi c6 thé dugc ban trén thi trudng

Gill chdt hat dm trong chai. Ch&t hat 3m 1a vat liéu hat dm dudc dung trong mot hop nhd dé
bdo vé vién thubc khoi bi am.

Ngudi gill gidy phép tiép thi
Tap doan Bayer

400 dudng South Oak
boc
RG2 6AD

nha ché tao

Bayer AG
Kaiser-Wilhelm-Allee

51368 Leverkusen
nuéc Dbuc
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Moi théng tin vé& thubc vui long 1ién hé Bayer plc, BT: 0118 206 3000.

T8 roi nay dugc slia ddi 1an cudi vao thang 3 nim 2023.
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