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TO HUONG DAN SU DUNG THUOC
Vién nén bao phim GRATRONSET 1
- Thudc bdn theo don
Dé xa tim tay cila tré em
Doc ki hudng din sir dyng trude khi diong
Thing bdo ngay che bdc sT hodc diege st nhimg tic dung khidng mong mudn gdp phai khi sie dung thude

. HUONG DAN SU DUNG _THUOC CH
NGUOT BENH

THANH PHAN, HAM LUQNG CUA THUOC

= Granisetron hydroclorid tuong duong
GIRRISEION, ... comiisitirmsmisnissstommenemensiin ) VI

= T duge vira dU.........ccccnnnerrapensnsnsnssnensassnanes | VIED

(Natri starch glycolat, celulose vi tinh thé 102, lactose

monohydrat, hypromelose 6eps, magnesi stearat, silic

dioxyd keo, polyethylen glycol 6000, tale, titan dioxyd)

MO TA SAN PHAM ,

Vién nén dai, bao phim mau tring, hai mat khum, trom,

canh va thanh vién lanh I3n.

QUY CACH DONG GOI: Hop 3 vi * 10 vién.

THUOC DUNG CHO BENH Gi:

Thudc chi ding cho ngudi 1én. _

- Phong non va budn nén do didu trj ung thu bing hoa tri.
- Phong non va bubn nén do xa trj.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU
LUQNG:

Cdch ding:

Dung dudng udng.

Thube phai duge ding dang theo huéng din cia béc sf.
Liéu luong:

Liéu diu tién cia GRATRONSET | nén dugc ding trong
vong 1 gidr trude khi bit ddu héa trj hay xa tri.

Liéu ding 1A:

- 1vién GRATRONSET 1, 2 lin trong ngay, hay

- 2 vién GRATRONSET 1, 1 lén trong ngay

Cho dén mot tudn sau khi héa trj hay xa trj.

KHINAO KHONG NEN DUNG THUOC NAY:

- Ngudi bénh qué min véi granisetron holdc céc thanh phin
khic cia thubc.

- Ngudi bénh qua min véi thube d6i khéng thy thé 5-HT,
khac (dolasetron, ondansetron)

- Ngudi bénh ¢6 hgi chimg QT kéo dai blm sinh.

TAC DUNG KHONG MONG MUON (ADR)

Cén théng béo véi bic sT ngay ldp tic khi c6 cic triéu
chimg ctia phin img dj (mg nhu: stmg moi va miéng, sung
mat, ¢b hong; khé nudt hay khé tha.

Cic tdc dung khdng mong mudn khéc bao gbm:

_ Phd bién, ADR > 1/10
ROi loan tiéu hda: Téo bon,
Hé thin kinh; Dau ddu
Thudng gdp, ADR > 1/100
Toan than: Sot.
Tim mach: Tang huyét dp
Gan: Tang thodng qua AST va ALT

Hé thin kinh: Kich dong, lo 4u, kich thich thin kinh trung
uong, chong mat, mét ngy, ngd ga
Gidc quan dac biét: Réi loan vi gidc

It gap, 171000 < ADR < 1/100
Tim mach: kéo déi khoing QT
Qud min: Phin img qué mén (vi du nhu sbc phan vé, khé
thd, ha huyét 4p, ndi mé day).

inh: Héi chimg Serotonin;

Da: Fh?t ban da

Hiém gaip, ADR < 1/1000
Tim mach: Ha huyét ép, loan nhip tim, nhjp chdm xoang,
rung nh, ngh&n tdm thit va nhT thit, lac thét bao gdm nhj
tim nhanh khéng bén vimg, bit thuéng dién tim d
(electrocardiogram: ECG), dau thit ngye, ngét.
Hé thin kinh: H¢i chimg ngoai thip
Cic téc dung khéng mong muén phé bién gin lién vi héa
tri liéu: giam bach ciu, gidm sy thém an, thiéu médu, rung
téc, giam tiéu ciu.

NEN TRANH DUNG NHUNG THUOC HOAC THUC
PHAM Gi KHI DPANG SU DUNG THUOC NAY

Cin thong bio ngay cho bac sT néu dang st dung nhimg
thube sau day:

- Thuée ding dé trj loan nhip tim, nhimg thube déi khing
thu thé §-HT; khéc nhir dolasetron hay ondansetron.

- Phenobarbital (mt loai thubc trj dong kinh)

- Ketoconazol (thudce khang ném)

- Erythromyein (thudc khéng sinh)

- Thudc tc ché téi hdp thu chon loc serotonin (selective
serotonin reuptake inhibitors: SSRI) ding dé diéu trj trdm
cam hay lo ling bao gbm: fluoxetin, paroxetin, sertralin,
fluvoxamin, citalopram, escitalopram.

- Thubc c ché tai hip thu serotonin va noradrenalin
(serotonin noradrenaline reuptake inhibitors: SNRI) ding
dé diéu trj trdm cim hay lo ling bao gdm: venlafaxin,
duloxetin .

CAN LAM Gi KHI MQT LAN QUEN KHONG DUNG
THUOC

Néu quén khong ding thude, cin théng bao cho bic si.
Tuyét ddi khong dugc ubng gip doi liéu.

CAN BAO QUAN THUOC NAY NHU THE NAO

Noi khd, nhi¢t 4§ khong qué 30°C, trdnh 4nh sing.

DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC
QUA LIEU

Tri¢u chimg cta qué liéu bao gdm nhimg con dau ddu nhe.
CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU
KHUYEN CAO

Trong trudng hop qué lidu, ngudi bénh cin dén gap ngay
bac sT hodc cac co sa y té gin nhit.
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NHUNG DIEU CAN THAN TRONG KHI DUNG
THUOC NAY
Cin thong bdo ngay véi bic st hay duge st trude khi
ditng GRATRONSET 1, diic bigt la khi:
- C6 cac véin dé khi di ngoai vi thubc c6 thé gdy tic rudt.
- C6 mic cdc bénh vé tim, dang diéu trj ung thu bing cic
thude 6 thé gdy tdn thuong tim; hay c6 cdc bit thudmg vé
ndng 49 cic chit dién gidi trong mau (nhyr Kali, natri hay
calei).
- Dang ding cic thudc dbi khdng thy thé 5-HT, khic nhur
doalsetron, ondansetron.
- C6 céc viin dé vé di truyén hiém gip nhu khong dung nap
galactose, khdng dung nap fructose do thiéu hyt enzym
Lapp-lactase, rbi‘loan hip thu glucose-galactose thi khong
nén str dyng thude nay, vi cé thé gip cic tri¢u chimg khong
dung nap nhu: chuéng bung, déy hoi, bubn non va ddi khi
ndn, tiéu chay.
H{i chirng Serotonin: )
Hoi chimg Serotonin tuy hiém khi xay ra nhung de doa rét
16n dén tinh mang ngudi bénh. Bao gdm céc trigu chimg
nhu: kich ddng, la I§n. nhip tim nhanh, co gidt co hodc
cimg khép, sbt, mét y thirc hofic hon mé.
Hoi chimg ndy xdy thudng xdy ra khi phdi hop voi cdc
thudc khéng serotonin khéc, nhung cling c6 thé xdy ra khi
str dyng thube dom 1€, Vi vy, cin thong bdo véi bic sT tét
ca céc thubc dang st dyng.
Tdc ding cia thubc khi ldi xe va vin hanh mdy méc
Khdng cé dir ligu vé téc dung cia granisetron trén khd
niing lai xe, tuy nhién dd c6 bdo cdo thudng xuyén vé bubn
ngd, dau ddu ... trong céc nghién ctru 1dm sang, do d6 phai
thén trong khi lai xe, v@n hanh may hofic nhimg cbng vigc
cin tinh tdo.
Phuy nir cd thai va cho con bi
- Khéng nén ding GRATRONSET 1 khi dang mang thai,
¢6 ké hoach mang thai hay cho con by,
- Ciin théng béo véi bac s néu mang thai, dang cho con bu
hay ¢6 ké hoach mang thai trudc khi ding thude nay.
KHINAO CAN THAM VAN BAC Si, DUQC SI
Ngudi bénh sir dung thubc khic khi dang diéu trj véi
GRATRONSET 1.
Phy nir mang thai hofic ¢ ké hoach mang thai.
Phy nir cho con bu.
Néu cén thém théng tin
xin hoi § kién bdc sT hodc dwge st .

HAN DUNG CUA THUOC:
36 thang ké tir ngay sin xult
SAN XUAT TAL

FRACH * 0L wy W

CTY CO PHAN DUQC PHAM SAVI

(Sawipharm ] §.C)

Ld Z.01-02-03a Khu cdng nghi¢p trong Khu ché xuit Tan
Thudn, phutmg Tan Thuin DPdng, quin 7, thinh phé Hb
Chi Minh.

Di¢n thoai: (84.8) 37700142-143-144

Fax: (84.8) 37700145

NGAY XEM XET SUA DOI, CAP NHAT LAI NQI
DUNG HUGONG DAN SU DUNG THUOC:

B. HUONG DAN SU DUNG THUOC CHOQ CAN
BOYT.

DUQC LYC HQC

Granisetron 1a chit déi khang chon loc thy thé 5-HT; (thy
thé serotonin nhém 3), 6 tdc dyng chéng nén. Thube c6
tc dung cd & ngogi vi, trén diy thin kinh phé vj va ca ¢
trung tdm, trong ving thy thé héa hee.

Nghién ciru hop chit gin phong xa cho thiy cic lién két
clia granisetron ¢6 di lyc khéng ding ké& d8i véi cdc loai
thy thé khéc nhu 5-HT (5-hydroxytriptamin), alpha 1 va
alpha 2, cdc thy thé beta adremergic, histamin H,,
picrotoxin, benzodiazepin, opioid vd dopamin D,. Héa tr
vi Xa trj c6 thé gly gidi phdng serotonin (5-HT) ¢ rudt non
va gdy phin xa nén bing cich hoat héa'ddy thin kinh phé
vi thdng qua thy thé 5-HT;. Granisetron trc ché thy thé nay
din t¢i tre ché sy khéi diu phan xa non. Tuong ty nhur vy,
kich hoat ddy thin kinh phé vj ciing c6 thé giy giai phon
5-HT trong viing kich thich thy thé héa hoc & san nio thit
IV va gdy nén qua co ché trung tim nén phin xa ndy ciing
bj granisetron irc ché do tic dung trc ché thy thé & sin ndo
thdt IV, Céc co ché chéng buén non va non sau phiu thujt
chua duge biét rd, nhung c6 18 cling theo co ché chéng nén
va budn n6n do nhidm doc té bio.

* 0 ngudi khée manh, granisetron khong gdy ra nhimg lhag

4bi 1én trén nhip tim, huyét 4p hoic dién tim d

(Electrocardiogram: ECG). Granisetron khéng anh hudng
dén ndng 480 prolactin hofic aldosteron. Lilu tiém
granisetron cho thiy khéng c6 4nh huéng dén nhu dong
rudt & ngudi binh thudng khi nhén lidu duy nhit 1én dén
200 meg/kg. Tuy nhién, liéu ubng duy nhit va da liéu cia
granisetron lam gidm nhu d{ng ruft & ngudi binh thudmg.

DUQC PONG HOC .

Hip thu: Granisetron hydroclorid dugc hip thu nhanh va
hoan toan, dat ndng 4 dinh trong huyét twong khodng 2
git sau khi ubng. Viéc dénh gia chinh xdc sinh kha dung
dirdmg udng ciling nhur dnh hudmg cia thirc &n trén sinh kha
dung dudng ubng rit phirc tap do sy thay déi 1én cia céc
théng sb duge dong hoc trong ciing mot ddi tugng va gitra
cic ddi tugng véi nhau. Tuy nhién, bing nhidu phuong
phép khéc nhau, sinh kha dung duge uéc tinh la 60%.

Phin bd: Granisetron hydroclorid ¢ thé tich phin bd
khoang 3 lit’kg; 65% gin két véi protein huyét tuong;
g;anise:ron ty do phén bd & huyét twong va céc té bao héng
cau.

Chuyén héa: Granisetron hydroclorid chii yéu duge
chuyén héa & gan, bing cdc phin img N-demethyl héa va
oxy hoa vong thom, sau d6 14 cdc phin tmg lién hgp. Cde
nghién ciru trén dong vit cho thdy mot s chét chuyén héa
cia granisetron hydroclorid ciing ¢6 hoat tinh di khing
thy thé 5-HT;. Tuy nhién, & ngudi céc chit chuyén hoa co
mit v&i ndng 46 rit thip va dugc xem rihir khong ¢ dong
gop vao tac dung dugce ly.

Thai tri: Nira doi thai trir trung binh cla granisetron
hydroclorid 1a 9 gid. Nong d¢ granisetron hydroclorid
trong huyét tuong khong c6 twong quan rd rang véi hi¢u
qua chéng non. Loi ich lam sang c6 thé dat duge ngay ca
khi khong thdy sy c6 mjt clia granisetron hydroclorid trong
huyét twong.

Granisetron hydroclorid dugc bai tiét khoing 12% duéi
dang khong ddi qua nudc tiéu trong 48 gid, trong khi s
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con lai duge bai tiét dudi dang cdc chit chuyén hoa bao
2dm 47% trong nude tiéu va 34% trong phén,

Duegre ding hoc ciia nhitng trucng hop ddc bigt

- Ngwoi cao tudi:Duge dong hoc cia thude tuong ty nhu &
ngudi tré tudi.

- Suy thdn: Céc chi sb duge ddng hoc giéng nhu ngudi
binh thudng.

- Suy gan: O nhitng ngudi bénh suy gidm chirc ning gan
do ung thu gan, d§ thanh thai clia granisetron giam khoiang
Y: so v6i ngudi binh thudmg. Tuy nhién, khdng cin phii
hiéu chinh liéu.

CHI DINH DIEU TR]

Thube chi ding cho ngudi lon

- Phong ndn va budn ndn do diéu trj ung thr biing héa tri.

- Phong nén va bubn nén do xa tri.

LIEU LUQNG VA CACH DUNG

Cdch ding:

Diing dudng udng, ubng nguyén vién, khdng bé vién.
Liéu hegmg :

Neudi lon:

1 mg, 2 lin mdt ngdy hay 2 mg, 1 lin mét ngay; cho dén
mdt tudn sau héa tri hay xa trj.

Liéu diu tién cia GRATRONSET 1 nén duge ding trong
vong | gid trude khi bit ddu hoa tri hay xa tri.

Co thé dung phéi hop véi dexamethason duéng udng véi
liéu dexamethason 1én dén 20 mg, 1 lin/ngdy.

Cdc bénh nhin dic biét

- Tré em: An todn va hi¢u qua cua granisetron chua dugc
thiét 13p & tré em.

- Ngudi cao tudi: khéng cé canh bdo nio lién quan dén
viée diing thude & ngudi cao tudi.

- Ngudri bénh suy thian: khong c6 canh bdo nao lién quan
dén viée ding thube & ngudi bénh suy than,

- B¢nh nhan suy gan: chua cé bing chimg chimg minh cé
syr gia ting cic téc dung khéng mong muédn & nhimg ngudi
bénh suy gidm chirc ning gan. Khéng cdn hiéu chinh liéu
d6i v&i nhém bénh nhén nay, tuy nhién cin thin trong.

CHONG CHIi BINH

- Ngudi bénh qud mién v&i granisetron hofic céc thanh phin
khéc cia thube. :

- Ngudi bénh qud min véi thude ddi khang thy thé 5-HT,
khiéc.

- Nguréi bénh ¢6 hdi chimg QT kéo dai bAm sinh,

CANH BAO VA THAN TRQNG KHI SU DUNG

Cidc tinh trang cdn thin trong khi ding thude

- Hoi chimg Serotonin

H{i chimg Serotonin (bao gém: kich déng, 16 1n, nhip tim
nhanh, co gidt co hodc cimg khop, sot, mat y thirc hodic hon
mé) xay ra khi serotonin dugc tich lily & mirc cao trong co
thé. Diéu nay thutmg xay ra khi phdi hop véi céc thude
khdng serotonin khic, nhung ciing ¢ thé xay ra khi sir
dung thuéc don 1é&. Viéc chdn dodn sém hdi chimg
serotonin 13 rit quan trong vi diéu nay c6 thé din téi tr
vong néu khdng duge diu trj.

Nén chi dinh granisetron vdi muc dich dy phong, khong
diing v&i myc dich diéu trj, vi thude ndy chi ding dé phong
nén va bubn nén chir khdng ding chira nén.
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- Do granisetron ¢6 thé lam giam nhu dong rudt nén bénh
nhin c6 ddu higu tic rugt cdp tinh cin dugc theo doi y té
sau khi sir dung granisetron.

- Tuong ty nhu thudc déi khing 5-HT; khac, trudng hop
lam thay déi ECG bao gbm kéo dai khoang QT d dugc
bdo cdo v&i granisetron. Nhiing thay ddi ECG do
granisetron 13 nhé, thuéng khéng cé y nghia ldm sang va
dic biét, khong ¢6 bing chiing cta chimg loan nhip tim
(proarrhythmia), Tuy nhién, & nhimg bénh nhén loan nhip
tim hodc réi loan din truyén tim, diéu ndy c6 thé din dén
hdu qua lim sang. Vi viy, ¢in thin trong ¢ nhimg bénh
nhin ¢é bénh tim di kém, héa tr lidu ddng thoi véi thude
gdy doc tim va/holic c6 bit thudmg vé chét dién gidi.

- Dj Ung chéo gitra céc thudc d6i khang 5-HT,; di dugce bdo
cdo.

- Do sy hién di¢n cta lactose trong ché phim, ngudi bénh
cé vin dé vé di truyén hiém gip nhw khéng dung nap
galactose, khéng dung nap fructose do thi€u hyt enzym
Lapp-lactase, r6i loan hip thu glucose-galactose c6 thé giip
cdc trigu chimg vé khdng dung nap lactose. Do 46 khéng
nén ké don thudc nay. '

- Tuong ty nhu thude ddi khang 5-HT; khéc, truémg hop
xay ra hoi chimg Serotonin (bao gbm ca trang théi tim thén
thay ddi, rbi loan chirc nang ty trj va nhimg bit thuong
thédn kinh co) d3 dugce bdo cdo sau khi sir dung granisetron
ddng thai vai cic thube serotonergic khac. Néu phai diéu
tri granisetron ddng thoi vai thube serotonergic khac, cin
c6 gidm sat y té thich hop cho ngudi bénh.

- Khong cén phai thin trong dic biét cho ngudi cao tudi
hodc bénh nhén suy th{n, suy gan.

Cdc khuyén cdo ding thudc cho phy nix cé thai va cho
con bii
Tricamg hop cé thai
Chua c6 kinh nghi¢m sir dung granisetron trong thai ky
thai nghén. Vi cdc nghién ciru trén dfng vit khong tién
dodn dugc phin mg cia con ngudi, thuéc ndy chi nén
duge sir dyng trong qud trinh mang thai khi tht can thiét.
Trudng hop cho con bii h
Khéng c6 s6 ligu vé sy bai tiét granisetron vio sita me, do
dé chi sir dung khi lgi ich cho m¢ hon hian nhitng rii ro cho
tré ba me.
Tdc djng ciia thude khi ldi xe va vin hanh mdy méc
Khong cé dir liéu vé tic dung cua granisetron trén kha
nang lai xe, tuy nhién da c6 bdo cdo thudmg xuyén vé budn
ngi, dau ddu ... trong cdc nghién ciru 1dm sang, do d6 phai
thén trong khi ldi xe, vin hianh méy hofic nhilng cdng vigc
cln tinh tio.
TUONG TAC CUA THUOC VOI CAC THUOC
KHAC VA CAC LOAI TUONG TAC KHAC
Gibng nhu cdc thubc dbi khing thy thé 5-HT; khdc,
granisetron ciing c6 kha ning gdy kéo dai khoang QT. Do
viy, cin thin trong khi ké don v6&i nhitng thube khac ciing
gdly kéo dai khoang QT hay gdy loan nhip tim.
Granisetron khéng gdy ciam (mg hofc (¢ ché hé men
cnéochrom Pyso trong céc nghién ciru trén ddng vit gim
nham.
O ngudi khée manh, granisetron dugc xem I3 an toan khi
sir dung dOng thdi véi cdc benzodiazepin, thude an thin
kinh, va thubc chéng loét thuomg dugc chi dinh trong
phuong phép diéu trj chéng non.

'y
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Ngodi ra, granisetron cho thiy khéng c6 twong téc thube rd
rang vai hoa trj trong diéu tri ung thu.

Khéng c6 nghién ciru twong téc cy thé duge thyuc hién &
nhimg bénh nhén bj gy té, nhung granisetron da dugc sir
dung an toan véi thudc gdy mé va thubc giam dau thdng
thuomg. Hom nita, nghién clru in vitro trén vi thé
(microsom) cia nguén d3 chira r&ng cdc cyiochrnm Pysa
phan hg 3A4 (tham gia vio qua trinh chuyén héa mdt sb
hoat chit ciia nhém thude giam dau gdy ngi chinh) khéng
bi bién déi boi granisetron.

TAC DUNG KHONG MONG MUON
Phé bién, ADR > 1/10
R&i loan tiéu héa: Téo bén.
H¢ thin kinh: Dau diu
Thweeng gdp, ADR > 1/100
Toan thin: Sét.
Tim mach: Tang huyét 4p
Gan Tang thodng qua AST va ALT
Hé thin kinh: Kich ddng, lo &u, kich thich thin kinh trung
uong, chéng mit, mét ngy, ngﬁ ga
Gidc quan dac biét: Rbi loan vi gide -

It gap, 171000 < ADR < 1/100

Tim mach: kéo dai khoang QT
Qué mdn: Phan l.még qua mén (vi dy nhu séc phan vé, kho

thd, ha huyét 4p, ni mé day).
inh: Héi chirng Serotonin;
Da: Phat ban da

Hiém gdp, ADR < 1/1000
Tim mach: Ha huyét 4p, loan nhip tim, nhip chim xoang,
rung nhi, ngh&n tdm thgt v nhi thit, lac thit bao gém nhj
tim nhanh khéng bén vimng, bt thudng dién tdm ag
(electrocardiogram: ECG), dau thit ngyc, ngét.
Hé thén kinh: Hi chimg ngoai thap
Céc tac dung khong mong mudn phd bién gin lién vai héa
trj ligu: gidm bgch cdu, gidm sy thém #n, thiéu méu, rung
toc, giam tiéu cau

QUA LIEU VA CACH XU TRi

Khéng ¢6 thude gidi doc dic hi¢u cho granisetron. Trong
trudmg hop qua licu, can phai dugc didu tri tridu chimg va
theo ddi. Qué liéu ca vé dudmg ubng va dudng tiém tinh
mach 3 xdy ra. Qué lidu 1én dén 38,5 mg granisetron trong
mét lidu tiém duy nhit 41 duge bio cdo méd khdng thdy co
tri¢u chimg xay ra holic chi ¢é sy xuft hién dau dAu nhe.
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