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Granisetron

Dé xa tm tay tré em. Boc ky hurding din sir dung truée khi dang.
Chi dinh, cach diing, chéing ehl dinh va cac thang tin khéc: xin xem
& hwéing dén sir dung.

Hép 5 ng 1ml. M&i éng 1mi chira Granisetron hydroclorid tuong
duong véi 1mg Granisetron

Khéng bao quan & nhigt d§ trén 30°C. Bao quan noi khd rao
thodng mat.

SBK:

Granisetron

Keep out of reach of children. Read the package insert before use
Indications, method and administration, contraindications and other
information: see the package insert.

Box of 5 ampoules 1ml. Each ampoule contains Granisetron
hydrochloride equivalent to 1mg Granisetron

Do not slore above 30°C. Store in a cool, dry place.

Visa No.:

1 mg/1 ml

NSX: Labesfal — Laboratorios Almiro, S.A. Manufactured by. Labesfal - Laboratorios Almiro, S.A.

Zona Industrial do Lagedo, 5465-157 Sanfisga dé Besiairas, Zona Industrial do Lagedo, 3465-157 Santiago de Besteiras, Portugal

Portugal (B4 Dao Nha)
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D¢ xa tim tay tré em. /A
Doc ki huéng din siv dung trude khi ding. (=

P \‘" ®\ -1
Néu ciin thém thdng tin, xin hoi y kién bic sy. NG

Thong bido ngay cho bic sy hodc duwge sy nhirng tic dung khong mong m\u&lga;):phﬁlkhl
sir dung thudc.

Granisetron Kabi 1 mg/ml

THANH PHAN
M®bi 6ng 1 ml chira:
Hoat chdt: Granisetron 1 mg dudi dang granisetron hydroclorid

Td duge: Natri clorid, acid citric monohydrat, natri hydroxid, acid hydrocloric, nuée cét pha
tiém

DANG BAO CHE
Dung dich ddm dic pha tiém truyén

QUY CACH PONG GOI
Hop 5 6ng 1 ml.

PAC TINH DUQC LUC HQC

Nhom duge ly tri ligu: Thube déi khéng serotonin. Ma ATC: AO4AA02

Granisetron 1a thude chdng nén manh, déi khdng chon loc véi céc thu thé cwa s otonin (5-
hydroxytryptamin (5-HT3) receptor). Cac nghién ciru trén thudc c6 danh M ong xa cho
thiy granisetron khong géin trén céc loai thy thé khac ctia 5-HT va dopamin D2.

Granisetron ¢6 hiéu qua trong ca du phong lan diéu tri nén muta khi sir dung qua dudng tinh
mach. Co ché tac dong thé hién qua su ngan chin phan (g non gy ra boi cac thude hoa tri
hodic xa tri trén toan bo co thé.

DAC TINH DUQC DONG HQC

Hﬁg thu

Sau khi tiém tinh mach liéu tir 20-160 pg/kg, duge dong hoc trong huyét tuong (Ciax va AUC)
ty 1é theo liéu lugng sir dung & trén ca d6i tugng khoe manh va ca & bénh nhan dang dugc héa
tri. Thoi gian ban thai trung binh 1a 5.2 gio & ddi tugng khoe manh va 8.7 gior & ddi tuong dang
duoc hoa tri.
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Phén bd

Granisetron dugc phan bd rong trong co thé. Thé tich phan bé trung binh 1a 3 lit/kg; thude lién
két voi protein huyét tuong khoang 65%.

Chuyén hoa

Qué trinh chuyén hoa bao gbm qua trinh khir nhom metyl & vi tri N va su oxy héa vong thom,
sau do la phan Gng lién hop.

Thai trir

Thuéc duoc thai trir chi yéu qua gan. Sy thai trir thube & dang khong chuyén hoa trong nuéce
tiéu chiém khoang 12% trong khi cac chit chuyén héa chiém khoang 47%. Phin con lai thai
trir qua phan & dang chuyén héa. Thoi gian ban thai trung binh 1a khoang 9 gid va ¢6 su dao
dong 16n trén timg cd thé.

Duge ding hoc trén cde dbi tugng dic biét

Bénh nhdn suy than

O bénh nhan suy thin ngng, cde dit ligu cho thy céc thong s6 duge dong hoc sau khi tiém tinh
mach liéu don la tuong tu nhu ¢ doi tugng binh thudng.

Bénh nhdn suy gan

O bénh nhén suy gan do ung thu gan, téng lugng thanh thai trong huyét tuong sau lidu don tinh
mach giam mot nira so voi bénh nhan khoéng suy gan. Tuy nhién khéng cin chinh liéu & nhirng
déi turgng nay.

Nguroi cao tuoi

O bénh nhén cao tudi sau khi tiém tinh mach liéu don granisetron, cdc théng sé dugc dong hoc
ndm trong khoang thong sé do duoc trén dbi tugng khong thude nhém cao tudi.

Tre em

O tré em sir dung liéu don qua dudng tinh mach, duge dong hoc cling tuong tu nhu 6\gi Jon
khi nhirmg théng sb (thé tich phén bd, sy thai trir khoi huyét tuong) 14 binh thudng tinh thé
trong.

CHI PINH

Granisetron Kabi dugc chi dinh & ngudi 16n trong viée ngin ngira va diéu tri:
- Budn ndén va ndn mira do hoa tri va xa tri.

- Budn nén va nén sau phiu thudt.

. . . A 3 . A \ ~ A ~ . A A . .
Granisetron Kabi duoc chi dinh dé phong ngira budn ndn va nén thé cham lién quan dén hoa tri
va xa tri.

Granisetron Kabi duoc chi dinh & tré em tir 2 tudi tré 1én dé phong ngira va diu tri budn non
va ndn cap tinh lién quan dén hoa tri.

LIEU LUQNG VA CACH DUNG

Chi sir dung Granisetron Kabi qua duong tinh mach.
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PHA DUNG DICH PE TIEM TRUYEN

Ngudi 16n: Thanh phin trong 6ng 1 ml duge pha lodng thanh 5 ml; thanh phén trong éng 3 ml
duoc pha lodng thanh 15 ml.

Granisetron Kabi cé thé dugc pha lodng trong 20-50 ml dich truyén khéng gdy twong ky vd
truyén trong thdi gian 5 phit bing mot trong céc dung dich tiém truyén sau:

NaCl 0,9 % kl/tt

Glucose 5 % klitt

Dung dich Ringer Lactat

Khéng str dung céc loai dich truyén khac dé pha dung dich tiém.

Tré tir 2 tudi trér 1én: D& pha ché lidu 20 - 40 pg/kg, cin rat ding thé tich va pha loiing véi dung
dich tiém truyén (tuvong tw nhu & ngudi 16n) thanh tdng thé tich 10-30 ml.

Nhur trong phdn khuyén cdo chung, khéng pha tron Granisetron Kabi véi cdc thubc khic trong
cung mot dung dich.

Granisetron Kabi khong gy tuong ky v6i dexamethason dinatri dihydrogenphosphat & nong
d6 granisetron tir 10-60 pg/ml va ndng d6 dexamethasonphosphat tir 80-480 pg/ml, pha loding
trong dung dich NaCl (,9% hay glucose 5% trong thdi gian 24 gid.

LIEU DUNG
Nguwdai lon

Dung dich sau khi pha losing véi dich truy&n thich hop khéng gdy tuong ky c6 thé ding dé
tiém lidu tdn cdng tinh mach trong thoi gian tdi thiéu 30 gidy. Thanh phin cia dng thudc 1 ml
cin dugc pha loang thanh 5 ml; dng 3 ml cdn dwoc pha loding thanh 15 ml.

Granisetron Kabi cfing cé thé pha lodng thanh 20 — 50 ml trong dich truyén va truyén trong 5
phut.

Du phong:

Liéu khuyén cdo ctia Granisetron Kabi 12 | mg hay 3 mg tlly vdo nguy co gdy ndn mira ciia héa
tri hay xa tri. Trong céc thtr nghiém l&m sdng, phan I6n céc bénh nhan chi can 1 lidu don
granisetron d& kiém sodt bubn non va ndn mira trong vong 24 gid.

P c6 kinh nghigm lam sang sir dung thudc cho bénh nhin trong 5 ngay lién tyc trong 1 dot tri
liéu.

Sir dung thudc khdng qué 30 phit trude khi bt diu héa trf hay xa tri. Lidu du phong bing
Granisetron Kabi cin duoc két thic truée khi bit ddu héa tri hay xa tri.

Didu tri:

Sir dung Granisetron Kabi liéu twong duong nhu liu dy phong. Sir dung liéu bd sung phai sau
do t6i thidu 10 phut,

Liéu luong tdi da mdi ngay:

C6 thé sir dung dén 3 lidu 3 mg Granisetron Kabi trong 24 gid. Liéu tdi da ctia Granisetron
Kabi sir dung trong 24 gid khong duge vugt qua 9 mg.
3
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Str dung ddng thoi vai corticosteroid:

Hiéu qua ctia Granisetron Kabi c6 thé gia ting khi phdi hop véi dexamethason (8 — 20 mg)
hodc methylprednisolon (250 mg).

Tré tir 2 tudi tré Ién
Du phong:
Str dung liéu don tir 20 — 40 pg granisetron/kg thé trong (t6i da 3 mg) truyén qua tinh mach,

pha loang trong 10-30 ml dich truyén va truyén trong vong 5 phat. Truyén thude phai két thic
trude khi bit diu hoa tri hodc xa tri.

Diéu tri:
Str dung granisetron voi licu lugng tuong tu nhu licu st dung trong du phong.

C6 thé sir dung thém 1 lidu 20-40pg granisetron/kg thé trong (t6i da 3 mg) trong vong 24 gid &
dang liéu don hogic chia [am 2 lan. Lidu bd sung ndy phai sir dung cach liéu truyén ban dau 10
phut.

Chua ¢6 du sd liéu vé viée st dung & tré dudi 2 tudi. Vi thé khéng sir dung Granisetron Kabi ¢
tré dudi 2 tudi.

Bénh nhin cao tudi

Khong ¢6 yéu cau dic biét.

Bénh nhin suy thin

Khdng co yéu cau dic biét.

Bénh nhan suy gan

Khéng ¢é yéu cau dic biét.

CHONG CHI PINH

Qua min vdi hoat chét hodic bit ky thanh phédn nao cua thude.

CAC TRUONG HOP THAN TRONG KHI DUNG THUOC

Granisetron ¢6 thé lam giam nhu dong rudt. Can theo d&i k§ nhitng bénh nhdn cg cédc triéu
chiing tic nghén rudt ban cip tinh sau khi sir dung Granisetron Kabi.

Granisetron 12 thube déi khang serotonin (5-HT3 antagonist) ¢6 thé c6 lién quan dén loan nhip
tim hay bét thuong trén dién tam dd. Diéu nay c6 thé téc dong c6 ¥ nghia lam sang trén bénh
nhédn da bj loan nhip hay rdi loan chuc nang dan truyén & tim. Do d6, cin thén trong khi sur
dung granisetron trén nhiing bénh nhan c¢6 bénh tim, diéu tri bing cic thude c6 doc tinh trén
tim, bénh nhén ¢6 rdi loan dién giai db.

Pi ¢6 bdo cao vé hoi chig serotonin voéi viée sir dung don doc céac thube dbi khang 5-HT3
nhung chu yéu 1a két hop véi cic thude tac dung Ién hé serotoninergic khac (bao gbm ca céc
chit tc ché chon loc tai hép thu serotonin (SSRIs), va cic chét e ché tai hép thu serotonin
noradrenalin (SNRIs). Cén theo ddi cac bénh nhén cé triéu chimg gidng hdi chimg serotonin.

Khong yéu cau luu y dic biét & bénh nhan cao tudi, bénh nhédn suy gan hay suy than. Mic du
4
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cho dén thai diém nay chua ¢o diu hiéu cho thiy cé su gia ting tac dung c6 hai trén bénh nhén
suy gan, nhung do dic diém dugc dong hoc cua thude, can than trong khi sir dung cho céc bénh
nhan thuoe nhom déi tuong nay.

Ché pham nay chira 1,37 mmol Natri (hay 31,5 mg) cho 9 mg liéu tdi da trong ngay. Can luu y
khi str dung cho déi tuong ¢6 ché do kiéng Natri.

SU DUNG O PHU NU CO THAI VA CHO CON BU
Phu nir ¢é thai

Céc thi nghiém trén dong vét cho thiy thude khéng ¢6 tic dung giy qudi thai, tuy nhién vin
chua ¢6 kinh nghiém si dung granisetron & phu nir mang thai. Vi thé khong sir dung
Granisetron Kabi cho phu nit dang mang thai, trir truong hop c6 yéu cau bit bude trén lam
sang.

Phu nir cho con bi

Khong ¢6 dir liéu cho thdy granisetron bai tiét qua sita me. Tuy nhién, ¢an ngimg cho con b
trong thoi gian tri liéu véi Granisetron Kabi.

ANH HUONG DEN KHA NANG LAI XE VA VAN HANH MAY

Budn ngu la tac dung phu thudng gip clia granisetron. Tuy thude vao phan ting cua timg bénh
nhén, didu nay co thé tic dong dén kha ning lai xe, vin hanh méy hodc lam viéc ¢ d§ cao. Néu
bénh nhén ¢6 triéu chimg budn ngi, hoa mét sau khi diéu trj véi Granisetron Kabi, can khuyén
c4o bénh nhén khong l4i xe, vin hanh may va khong thuc hi¢n céc cong viéc cAn dam bao an
toan.

TUONG TAC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Chua ¢6 nghién ctru tuong tac thube-thude cu thé nao duge tién hanh. Granisetron dugc
chuyén hoéa chii yéu boi enzym CYP3A va ciing khong gdy cam (mg hay trc ché céc enzym
CYP khac.

In vitro, su chuyén hoa cta granisetron bi tic ché bai ketoconazol, mot chit e ¢hé maph

CYP3A. Str dung granisetron cling luc véi ketoconazol (dang ¢6 tdc dung toan than
tang thoi gian ban thai clia granisetron.

O nguoi, su cam Gmg enzym gan gdy boi phenobarbital ¢6 thé lam tang tong lugng thanh thai
trong huyét tuong clia granisetron khoang 25%. Y nghia lam sang cta diéu nay chua dugc hicu
rd.

Cho dén nay, chua xdc dinh dugc sy tuong tc gitra granisetron va cac thuoc khac thuong dugce
str dung trong diéu tri chdng nén, ching han nhu benzodiazepin, thudc an than va thude chdng
loét.

Granisetron khong cho thiy ¢6 su tuong téc véi cde thude hoa tri gy buon ndn, ndn mira.
Chua ¢ nghién ctu vé tuong tac thude duge tién hanh trén bénh nhdn gdy mé, nhung
granisetron ¢6 thé sir dung an toan véi cic thude mé va thude giam dau thong thudng.
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Hoi chimg serotonin (bao gdm ca trang thai tinh thin bj thay ddi, khong én dinh tu tri, va céc
triéu chimg than kinh co) duge bdo cdo sau khi sir dung ddng thoi cac thude déi khang 5-HT3
vd cdc thude tic dung lén hé serotoninergic, bao gdm cé céc chit te ché chon loc tai hdp thu
thu thé serotonin (SSRI) va cic chit uc ché tai han thu thyu thé serotonin va noradrenalin
(SNRIs).

Kéo dai QT da dugc béo cdo vai granisetron. Str dung granisetron dong thoi véi cac thude gay
kéo dai khoang QT va/hoiic kéo dai qua trinh gdy loan nhip tim c6 thé din dén nhing hau qua
trén lam sang.

TAC DUNG KHONG MONG MUON

Tac dung khong mong mudn thudng gip la nhic diu, xay ra trén khodang 14% bénh nhan.
Nhiing tac dung khong mong mudn khac gdm phan (g qua min (phan vé), tdo bon, tiéu chay,
suy nhuge, budn ng.

Céc tac dung khdng mong mudn duge xdc dinh nhu sau:

Rét thudong gap (=1/10), Thudng gip (=1/100 dén <1/10), it gdp (=1/1000 dén <1/100), Hiém
gip (=1/10000 dén <1/1000), Rat hiém gip (<1/10000); khong xéc dinh (khong thé ude tinh tir

céc dit liéu sdn cd).

He¢ co quan Tan sudt
R6i loan tim Hiém gdp: loan nhip nhu chdm nhip xoang, rung nhi, ngh&n nhi-

thit & nhiéu mac do, léch nhip thét (bao gdm ca nhanh nhip tim
khong kéo dai), bt thuong ECG

R6i loan hé than kinh

Rét thuong giip: nhirc dau

Thudng gap: budn ngu, bon chon, lo du, mat ngu, roi loan vi gidc

Hiém gdp: biéu hién rdi loan than kinh vén dong va rdi loan van
dong xay ra khi dung cac thude nhém ddi khang thu thé 5-HT3

R6i loan mat

[t gap: bt thuong thi gidc

R6i loan tai va tién dinh

Thudng gip: hoa mit, chéng mit

R6i loan tiéu hoa

Thuong gap: tiéu chay, tao bon, chan dn
5N /

Ro6i loan da va mé dudi
da

it gap: néi man da (W
Hiém gap: kich ¢mg tai vi tri tiém sau khi tiém tinh mach liét lap

lai

R6i loan mach mau

Thudng gap: ting huyét ap
Hiém gap: ha huyét ap

R6i loan chung

Thudng gap: sot, suy nhuge

Roi loan hé mién dich

Hiém gip: phan (g qua man, dbi khi nghiém trong (phan vé, tho
néng, ha huyét dp, ndi mé day)
Rét hiém gap: phi (ké ca phii & mit)

Ro6i loan gan

Hiém gap: bt thudng chirc ndng gan, tang transaminase
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QUA LIEU

Qua liéu dén 30 mg granisetron (gdp 10 lan liéu khuyén cdo) da xay ra nhung khong c6 biéu
hién triéu ching hodc chi bi nhire dau nhe. Khong c6 thude diéu tri dac hiu khi qud lidu
granisetron. Trong trudng hop qud liéu, cén diéu tri tri¢u ching.

TUQNG KY

Khéong duge tron 1dn Granisetron Kabi vdi cée dung dich khéc, ngoai trir nhitng dung dich
duoe dé cap trong phén liéu lwgng va cich ding.

CAC DAU HIEU LUU Y VA KHUYEN CAO

Pha lodng trude khi st dung. Phai kiém tra dung dich tiém/tiém truyén bing mit thudng trude
khi str dung dé phat hién cdc phin tir la. Chi str dyung néu dung dich trong sudt va khéng ¢6
phn tir la.
Sau khi mé éng thude: phai sir dung ngay sau khi mo. ’

” 7 Y l
Sau khi pha loding: dung dich thudc duge chimg minh on dinh vé mit hoa hoc'va [yét ly trong
vong 24 gid ¢ nhiét dg 25°C va tranh dnh sing tryc tiép.

Thude chi sir dung 1 1an. Bé phén thube thira khong sir dung.

BAO QUAN

Khong bao quan ¢ nhiét dd trén 30°C. Bao quan noi kho rdo thodng mat.

HAN DUNG

36 thang ké tir ngdly san xuat.

NHA SAN XUAT: Labesfal — Laboratorios Almiro, S.A.
Zona Industrial do Lagedo, 3465-157 Santiago de Besteiros, Portugal (Bé Pao Nha)

TUQ.CUC TRUGNG
P.TRUONG PHONG



