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50 Ampoules }

RX-Prescription drug

Santasetron 3mg/3ml

Solution for injection

Granisetron hydrochloride 3.35mg
eqv. to Granisetron 3mg

Composition: Each 3ml solution for injection contains: |
Granisetron hydrochloride 3.35mg eqv. to Granisetron 3mg.
Indications, Contra-indications, Posology and

Administration, Warnings and Precautions for Use, : ia chi: XXX
Undesirable effects: See package insert. PR RIS e X
Storage: Store below 30°C, in a dry and cool place, Batch: XXXXX

store in the original package to protect from light. M.D.: dd mm yy

Do not freeze. EXP.: dd mm yy

Keep out of reach of children. Read carefully the
package insert before use.

SHK: XX-XXXX-XX.

Hoat chét: M&i 3ml dung dich chira Granisetron hydroclorid 3,35mg twong
dwong v&i Granisetron 3mg. Quy cach déng goi: Hép 50 6ng x 3ml dung dich
tiém. Dwéng dung: Tiém hodc truyén tinh mach. Sé6 16, X, NSX, HD xem
“Batch”, “M.D.” va “EXP.” trén bao bi. Bado quan dugi 30°C nm Kho réo va
thoang mat, trong bao bi géc dé tranh anh sang. Khong du lam déng Ianh
Chi dinh, chéng chi dinh, cach ding, liéu diing, tac dung khéng mong muébn
va cac dau hiéu can lwu y: Xem trong t& hwéng dan s dung. Cac théng tin
khac dé& nghi xem trong t& hwéng dan siv dung kém theo.

Dé xa tam tay tré em.

Doc k§ hwéng dan sir dung trwére khi ding.

L.V.
RX-Thuéc ban theo don 20.Ampoules

Santasetron 3mg/3ml

Solution for injection

Granisetron hydrochloride 3.35mg
eqv. to Granisetron 3mg

San xuét tai Tay Ban Nha béi:
Laboratorios Normon, S.A.
Ronda de Valdecarrizo, 6, 28760 Tres Cantos (Madrid) - Spain (Tay Ban Nha)
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Santasetron - Ampoule

LV. 3ml
Santasetron 3mg/3ml

Solution for injection
Granisetron hydrochloride 3.35mg eqv. to
Granisetron 3mg
Mfg. by: Laboratorios Normon, S.A. - Spain
Batch: XXXXX EXP.: dd mm yy




Doc k§ huwong din siv dung truée khi ditng. Néu cin thém théng tin xin héi y kién bdc sj. Dé
thube ngodi tim tay tré em. Thuioc nay chi dang theo don cia bdc sy.

Santasetron 3mg/3ml
Dung dich tiém

Thanh phén:

Hoat chét: Mbi 3ml dung dich chira granisetron hydroclorid 3,35mg twong duong véi
granisetron 3mg.

Ta duwepc: Natri clorid, acid citric monohydrat, natri hydroxyd, acid hydrocloric, nuée pha tiém.

biac tinh dwge lue hoc:

Phén loai duge tri lidu: Thude chéng nén va chf‘mg bubn non, thude dbi khang serotonin (5-HT3).
Ma ATC: AG4AAQ2.

Co ché thén kinh, budn ndn va nén qua trung gian serotonin.

Serotonin 1a chét dan truyen than kinh chinh chiu trach nhidm cho tinh trang nén do hoa trj va xa
trj. Céc thy thé 5-HT3 ndm tai 3 vi tri: DAu tan day thin kinh phé vi & dudmg tidu hoa, vung kich
hoat céc thy thé nhay cam véi héa chit (CTZ) tai ving dudi néo that tu va nhan b6 don doc cua
trung tdm nén ¢ thén née. Vang kich hoat cac thy thé nhay cam véi héa chét ndm & cudi dudi ndo
that IV (vung postrema). Céu tric nay thiéu hang rao mau nio hiru hi¢u va s& de cac chét giy nén
trong tuin hoan chung x4m nhdp vao dich nio tity. Trung tim nén ndm & cAu tric thy cda than
nfo. Trung tAm ndén nhén c4c tin hidu chinh tir viing kich hoat céc thu thé nhay cam véi héa chit,
tin hiéu phé vi va giao cam tir rudt.

Sau khi tlep xtic v&i phong xa hodc cée thude gdy doc t& bao, serotonin (5-HT) dwroc phéng thich
tlr cde t& bdo ua crém & niém mac rudt non, cdc t€ bio nay k& sat cic noron hudng tdm phé vi, noi
¢co céc thu the 5-HT3. Luong serotonin duge phong thich s€ hoat hoa cac noron phé vi qua c4c thy
thé 5-HT3, cudi cung dua dén d4ap img giy ndén manh qua trung gian vimg kich hoat céc thy thé
nhay cam v&i héa chat trong viing dudi nfio thit tu.

Co ¢hé tac dung:

Granisetron 12 mdt thude chéng nén manh va 13 thube d6i khéng chon loc cao trén thu thé 5-
hydroxytryptamin (5-HT3). Céc nghién ciu gin phéi tir phdng xa cho thiy granisetron ¢6 4l luc
khéng dang ké voi cac loai thu thé khac, k& ca 5-HT va céc vi tri gén dopamin D2,

Budn nén va nén do héa tri va xa tri:

Granisetron sir dung theo duong tinh mach giip du phong budn ndn va non do héa tri diéu tri ung
thu & ngudi 16n va twé em tir 2 dén 16 tudi.

Bubn ndn va nén sau phiu thuét:

Granisetron st dung theo dudng tinh mach ¢é hiéu qua trong dy ﬁong/ﬁa didu tri budn ndn va
non sau phiu thuét & ngudi 1én. VM

Bic tinh duoc 1y ctia granisetron: ML

Twong tac véi thube hudng thin kinh va cic thube khac qua hoat tinh trén cytochrom P450 da
duoe ghi nhan (xem muc Tuong tdc v6i cdc thude khac, cic dang trong tac kbéc).

Céc nghién citu in vitro cho thiy cytochrom P450 phan nhém 3A4 (lién quan dén chuyén héa mot
s6 thude ng chinh) khong bi thay d6i boi granisetron. Mic dit ketoconazol (rc ché vong phan tng
oxy hoa ctia granisetron in vitro, tac dung ndy khong duge xem 12 ¢ y nghia 1dm sang.

Méc du tinh trang kéo dai khoang QT di duge ghi nhin khi sir dung cac thudc dbi khang thu thé
5-HT3 (xem muc Nhitng canh bdo dac biét va than trong khi sir dung), su xuft hién va cudng do
cla hién twong nay khéng gy énh hudng déng ké trén 1am sang & ngudi binh thudng. Tuy nhién,
cin gidm sat cé dién tam a6 (ECG) va cac bét thuong trén 1am sang khi diéu tri cho bénh nhan
dimg ddng thoi cdc thude da bidt 1a gy kéo dai khoang QT (xem muc Tuong tic véi cdc thube
khée, cic dang tuong tac khac).

Str dung cho tré em:

Viée sir dung granisetron cho bénh nhén nhi trén 14m sang dd duge ghi nhan boi Candioti va cdng
su. Mgt nghién cltu tién oy, da trung tdm, ngau nhién, m déi, thiét ké nhém song song danh gia
157 tré em tir 2 dén 16 tubi duge md chuong trinh. Hidu qua kidm sodt budn nén va nén trong 2
gidy déu tién sau phiu thuit d3 duoc ghi nhén & hau hét bénh nhan.




Dae tinh dwge déng hoce;

Bufin nén va non do héa tri liéu:
O ngudi 16n méc ung thy dang trai qua héa tri lidu va & ngudi tinh nguyén, dit lidu dwge ddng hoe
trung binh thu duge khi truyén tinh mach granisetron hydroclorid lidu don 40 ug/kg duge trinh
bay trong Bang 1 dudi day.

Bang 1: Céc thong s6 duge ddng hoc & ngudi 16n méc ung thu dang trai qua héa tri lidu va &
nguodi tinh nguyén sau khi truyén tinh mach gramisetron hydroclorid liéu 40 pg/kg

Nong d§ dinh | Thoi gian ban thai | P thanh thai | Thé tich phin bd
trong huyét pha cudi trong toan phan (L/kg)
twong huyét twong (L/giv/ke)
(ng/mL) (gid)
Bénh nhin ung
thir
Trung binh 63,8 8,95! 0,38 3,07
Khoéng 18 dén 176 0,90 dén 31,1 0,14 3én 1,54 0,85 dén 10,4
Nguwdi tinh nguyén
21 dén 42 tudi
Trung binh 64,3 4,91* 0,79 3,04%
Khoang 11,2 dén 182 0,88 dén 152 0,20 dén 2,56 1,68 dén 6,13
65 dén 81 tudi
Trung binh 57* 7,69 0,44° 3,97
Khotng 14,6 &n 153 2,65 dén 17,7 0,17 ¢én 1,06 1,75 to0 7,01

truyen trong 5 phut

truyen trong 3 phat.

Phdn bé: Ti 18 lién két voi protein huyét twong 13 khodng 65%. Granisetron phan bd tir do gifta
huyét tuong va té bao hdng cau.

Chuvén héa: Qua trinh chuyén héa granisetron bao gdm N-demethyl héa va oxy héa vong thom,
sau d6 1a lién hop. Cac nghién citu iz vitro trén microsom gan ngudi cho thdy con dudng chuyen
héa chinh clia granisetron bi tic ché béi ketoconazol, goi ¥ rdng qua trinh chuyén héa thude duoc
thue hién qua trung gian cytochrom P-450 phén nhém 3A. Cac nghién ctu trén dng vat cho théy
mot s chit chuyén héa cta granisetron ciing ¢6 the ¢6 hoat tinh ddi khang thy thé 5-HTs.

Thai trir: Qué trinh thai trir duge thie hién chi yéu théng qua chuyén hoa & gan. O nguoi tinh
nguygn binh thudng, khoang 12% lidu sit dung duge dao thai nguyén ven qua nude tiéu trong 48
git. Phin con lai cua lidu ding duge thai trir dudi dang cdc chét chuyén hoa, 49% qua nudc tidu
va 34% qua phan.

Cdc nhom bénh nhin diic biét:

Gidi tinh: C6 su dao déng 1én vé dugc dong hoc cla granisetron giita cigybénh nhén va trong
cung bénh nhan dugce ghi nhin trong cac nghlen clru nay. Khong ghi nhar{/ 1 khac biét vé tri sb
AUC trung binh gilta nam va nit, méc dit nam gidi thudng cd Cyax cao hon. [/
Ngudi cao tudi: Khoang gid tri cha cac thong sb dugc ddng hoe & ngudi tinh nguyén cao tudi
(trung binh 71 tudi) khi dung thube tiém granisetron hydroclorid v&i lidu don 40 pg/kg theo
dudng tinh mach nhin chung tuong ty nhu & ngudi tinh nguyén khoe manh tré tudi hon; & ngudi
cao tudi, d6 thanh thai trung binh thdp hon va thdi gian bén thai trung binh kéo dai hon (xem
Bang 1).
Bénh nhdn nhi: Mot nghién ctru duge dong hoc trén bénh nhan nhi méc ung thu (2 dén 16 tubi) sir
dung thude tiém granisetron hydroclorid véi liu don 40 pg/kg theo dudmg tinh mach cho théy thé
tich phén bd va d6 thanh thai toan phin ting theo tudi.  Khong ghi nhén mbi lién hé gitta ndng do
dinh trong huyét twong hodc thoi gian ban thai pha cubi ciia thube trong huyét tuong voi do tudi.
Khi thé tich phén bb va dd thanh thai toan phan duge hiéu chinh theo cdn ning, duoc déng hoc
clia granisetron & bénh nhén nhi va ngudi 16n méc ung thu 13 twong tu nhau.
Bénh nhén suy thén: DO thanh thdi toan phén cla granisetron khong bi anh hudng & bénh nhén bi
suy than ning sit dung thude tiém granisetron hydroclorid voi 1idu don 40 pg/kg theo dudmg tinh
mach.




Bénh nhan suy gan: MOt nghi€n ciru duge ddng hoc trén bénh nhéan suy gan do khéi u t4n sinh &
gan cho thdy dd thanh thai toan phan clia granisetron giam gin mét nira so v&i & bénh nhén khong
b1 suy gan. Do ¢é su dao dng lén vé cac thong s6 duge ddng hoc clia granisetron trén bénh nhén,
khéng cdn hidu chinh liéu khi ding cho bénh nhén suy gan.

Budn nén vi nén sau phiu thujt:

O bénh nhan 13 ngudi lén (tir 18 dén 04 tudi) dang hdi phuc sau phau thuét chon loc va da duoc
gdy mé cén bang toan than, cic thdng sb duoc dong hoc trung binh cta granisetron khi ding lidu
don 1 mg thubc tiém granisetron hydroclorid theo dutmg tinh mach trong 30 gidy dugce trinh bay
trong Béng 2.

Béng 2 Cic thong s6 dwge dong hoe trén 16 bénh nhin 1 ngudi 16m dwge phiu thuit
Sau khi ding lidu don 1 mg thude tiém granisetron hydroclorid theo dudng
tinh mach

Théi gian ban théi pha cudi | D§ thanh thii toan phin | Thé tich phin b
trong huyét twong (L/gio/kg) (L/kg)
(gi0)
Trung binh 8,63 0,28 242
Khoang 1,77 dén 17,73 0,07 dén 0,71 0,71 dén 4,13

Duge dong hoe cla granisetron trén bénh nhan dang trai qua phiu thuat trong tu nhu & bénh nhén
ung thu dang dugce héa tri.

Chi dinh diéu tri:

Dung dich tiém granisetron duge chi dinh cho ngudi 16m @& du phong va didu tri:

- Budn ndn va ndn cép do héa tr1 va xa tri.

- Budn ndn va ndn sau phiu thuit.

Dung dich tiém granisetron duoc chi dinh dé du phong budn ndn va ndn xvét hién mudn do héa
tri va xa tri.

Dung dich tiém granisetron duge chi dinh cho tré em tir 2 tudi tré 1én dé dy phong va didu tri
budn nén va ndn cip do hoa tri.

Liéu lwgng va cach ding:

Liéy lirong:

Budn nén va ndn do hoa tri va xa tri:

Dy phong (buc?;n nén vi non ciip va xudt lién mugnj:

Nén st dung mdt lidu 1-3mg (10-40pg/kg) granisetron theo dudng tiém tinh mach chim hodc
truyén tinh mach dung dich pha loéing 5 phit trude khi bat ddu hoa tri hodc xa tri. Nén pha loing
dung dich thanh 5ml cho mdi mg.

Biéu tri (buon noén va non cip):

Nén st dung mdt liéu 1-3mg (10-40pg/kg) granisetron theo dudmg tlemrtmh mach chim hoac
truyén tinh mach dung dich pha lo@ng trong 5 phit. Nén pha loéng dufhg/déch thanh 5ml cho moi
mg. €6 thé tiém thém céc lidu duy tri dung dich granisetron véi khoarigitach/tm thi¢u 10 pht,
Liéu t&i da sir dung trong 24 gits khéng nén viot qui 9mg. [/

Phéi hop véi steroid vo thwong thin:

Hiéu qua ctia granisetron dung theo dudng tinh mach ¢6 thé tang 1én khi str dung mdt lidu steroid
vé thugng thin bd sung theo dudng tinh mach, ching han 8-20mg dexamethason ding trude khi
bit du lidu phép kim té bao hoiic 250mg methyl-prednisclon ding trude khi bit diu hodc ngay
sau két thic héa tri ligu.

Bénh nhén nhi:

D§ an toan va hi¢u qua ciia dung dich tiém granisetron & tré em tir 2 tudi tré 18n da duoe chimg
minh trong dy phong va didu tri (kidém so4t) budn ndn va ndn cap do hoa tri va trong du phdng
budn nén va nén xuét hién mudn do héa tri. Nén sir dung mot heu 10-40pg/ke thé trong (t61 3mg)
theo duorng truyén tinh mach, pha lofing trong 10-30ml dich truyén va dung trong 5 pht trude khi
bit dau héa tri lidu. C6 thé sir dung mot lidu bd sung trong vong 24 gi¢ neu can. Khong nén str
dung | iéu bd sung trong vong 10 phut sau khi truyén liéu ban dau.

Bubn nén v non sau phiu thugt:




Nén sir dung mot 1idu 1mg (10pg/kg) dung dich tidm theo dudng tiém tinh mach chim. Liéu tbi
da ciia granisetron st dung trong vong 24 gi&r khdng nén vugt qua 3mg.

Dé dy phong budn ndn va ndn sau phiu thuat, nén hoan tt viée sir dung granisetron trude khi
khéi mé.

Bénh nhian nhi:

Dit li¢u hign c6 duge trinh bay trong muc Déc tinh duoc lue hoc nhung khéng thé dua ra khuyén
c40 nao vé lidu dung. Chua c6 dit bing chimg lam sang d& khuyén cdo sir dung dung dich tiém
granisetron cho tré em dé dy phong va didu tri budn nén va nén sau phiu thuit.

Céc ddi tuong bénh nhan dic biét:

Bénh nhén cao tudi va suy thin:

Khéng ¢o lvu y ddc biét khi sir dung gramsetron cho bénh nhan cao tudi hodc bénh nhan suy thén
ho#c suy gan.

Suy gan:

Cho t&i nay, chua ¢6 bang chimg vé viée ting tin sudt cAc bién c¢b bat lgi & bénh nhan bj 181 loan
chirc ning gan. Dua trén déng hoc cua thube, mac di khong can hiéu chinh liéu, cin than trong
khi sir dung granisetron cho nhom bénh nhan nay (xem muc Béc tinh duoc dong hoc).

Cdch dung: ‘
Co thé sir dung theo dudng ti€m tinh mach chém (trén 30 gidy) hodc truyén tinh mach dung dich
pha lodng trong 20 dén 50m! dich truyeén va st dung trén 5 phut.

Ching chi dinh: _ ‘ '
Qud man va&i granisetron hodc bét ki thanh phin nao cia thude.

Nhirng ¢inh bio diic biét va thin trong khi st dung:

Do granisetron ¢ thé tam giam nhu ddng rudt, bénh nhin cé céc ddu hiéu tic rudt ban cép cin
duoc gidm sat sau khi dimg thude.

Twong tu nhw v6i cée thube dbi khang thu thé 5-HT3 khac, nhiing thay dbi dién tdm db (ECG), ké
ca kéo dai khoang QT, da dugc ghi nhén khi sir dung granisetron. G bénh nhan bi loan nhip tim tir
trude hodce bi rot loan dAn truyén trong tim, st dung granisetron cé the giy ra cac bién ¢b trén lam
sang. Do d6, can than trong khi sir dung granisetron cho bénh nhan mic bénh tim, bénh nhén dang
hoéa tri véi thube ¢ doc tinh trén tim vi/hodc ¢6 cic bét thirdong dién giai dong thdi (xem muc
Tuong tic voi céc thube khéc, cac dang twong tac khac).

Hién tugng nhay cadm chéo gifta cac thude dbi khang 5-HT3 (nhu dolasetron, ondansetron) d&
dugce ghi nhén.

Than trone v& hdi chimg serotonin:

Tinh trang tién trién hoi chitng serotonin da dugc ghi nhan khi sir dung céac thube dbi khang thu
thé 5-HT3. Hau hét bio cdo ghi nhédn duogc ¢6 lién quan dén viée sur dung déng thoi cac thube tac
dung trén hé serotonergic (nhu cic thude tre ché tai hé“ip thu chon lgc serotonin (SSRI), céc thube
{tc ché t4i hép thu serotonin v norepinephrin (SNRI), cdc thube (e ¢hé monoamin oxidase,
mirtazapin, fentanyl, lithi, tramadol va xanh methylen tiém tinh mach). D& ghi nhin mgt sd ca tir
vong. Héi chimg serotonin xudt hién do qua 1idu mét thude @i khang thy thé 5-HT3 khac cling da
duoe ghi nhan. Phin 16n béo cdo vé hoi chimg serotonin ¢6 lién quan déu'Vigr st dung thude ddi
khang thu thé 5-HT3 xay ra & don vi chim séc héu phau hoac trung tdm fru %ﬁdlch

Triéu chimg lién quan dén hoi chimg serotonin cé thé bao gdm két hop V/t:’lau hiéu va triéu
chimg sau: Thay dbi tam tinh (nhu kich dong, ao gidc, sang va hdn mé), mét &n dinh than kinh tir
tr1 (nhr nhip tim nhanh, huyét ap khéng bn dinh, chong mit, toat mé héi, néng bimg, tdng thén
nhiét), cde triéu chimg than kinh co (nhu run, ¢ng co, rung giat co, tang phan xa, mat phdi hop),
dong kinh, ¢6 thé ¢6 hogc khong xuét hién cac tri¢u chimg ¢ dudng tiéu héa (nhu budn nén, nén,
tidu chay). Bénh nhn ¢in duge giam sit viée xudt hién hoi ching serotonin, déc biét 13 khi ding
déng thoi granisetron cting voi cac thube khéc tac dung trén hé serotoninergic. Néu cdc triéu
chimg cuia hoi ching serotonin Xuét hign, cén ngimg st dung granisetron va tién hanh diéu trj hd
trg. Can théng bao cho bénh nhin v& gia ting nguy co mac hoi ching serotonin, ddc bigt la khi
granisetron dugc ding dbng thoi vl cae thude khic tic dung trén hé serotoninergic (xem muc
Tuong tic v6i cac thude khée, cae dang tuong tic khéc).




Thén trong vé ham lwong natri ¢6 trong thube:

CAn tham vAn bac s§, v ta hodc duge s§ tre khi sir dung granistron néu bénh nhén ¢6 van de vé
tim, dang dugc didu tri ung thu bing mot thude di duge biét 1 gay ton thuong tim hodic ¢6 vin d&
v6i ndng dd cac mubi nhu kali, natri ho3ic calei trong co thé (bat thudng dién gii).

Twong tde vai cic thube khic, cic dang twong tic khac:

Tuong ty nhu véi cdc thude dbi khang 5-HT3 khéc, cc trudng hop thay dbi dién tam dd (ECG),
ké ca kéo dai khoang QT da dugc ghi nhan khi sir dung granisetron. (3 bénh nhan duge diéu tri
dong thoi bing cac thudc da biét 1a pay kéo dai khoang QT vi‘hoiic gdy loan nhip, st dung
granisetron c6 thé giy ra cdc bién cb trén trén 1am sang (xem muc Nhig canh béo dic biét va
than trong khi sir dung).

Trong céc nghién ctru trén ngudi khoe manh, khong thiy bang chimg v& bit ki twong tic no gilta
granisetron voi benzodiazepin (lorazepam), thudc an thin (haloperidol) hosc cac thude chéng loét
{cimetidin). Ngoai ra, granisetron khdng ¢6 tuong tac dang k& véi céc thude héa trj liéu chéng ung
thu ¢6 dic tinh gay non.

Chua tién hanh nghién et diic hidu vé tuong tac thude trén bénh nhén di duge gay mé.

Tuong tac véi cée thude tac dung 18n hé serotonergic khae (nhw SSRIs. serotonin, SRNIs):

Hdi chimg serotonin (bao gdm thay ddi tam tinh, méit 6n dinh thdn kinh tu tri va cdc triu ching
thin kinh co) d& duge ghi nhan sau khi st dung dong thoi thude dbi khang thu thé 5-HT3 cling
véi cae thude khac tac dung trén he scrotonergic, bac gf’}m céc thudc e ché tai hép thu chon loc
serotonin (SSRI), cac thube tic ché tai hép thu serotonin va norepinephrin (SNRI) (xem muc
Nhimg canh bao dic biét va than trong khi st dung).

Sir dung cho phu nir ¢d thai va cho con bn:

Phu ni¢ co thai:

Chua cé ¢ dit 1iéu v& viée st dung granisetron cho phu nit c6 thai. Cac nghién ctru trén dong vét
khéng cho thdy tac dung gdy hai trire tiép hay gian tidp khi danh gia dc tinh véi sinh san. Dé than
trong, nén tranh sir dung granisetron trong thai ki.

Phuy nii cho con bi:

Chua 18 granisetron hofic cac chét chuyen hoéa cé duge tiét vao sita me hay khong. Dé than trong,
khéng nén cho con bu trong qua trinh diéu trj bing granisctron.

Kha ning sinh sin:

& chudt ¢bng, granisetron khong gdy hai di voi kha ning sinh san.

Anh hwong dén khi ning I4i xe va vin hanh miy méc:

Granisetron khong dugc dy doan la lam gidm kha nang lai xe hoge véan hanh may méc. Tuy nhién,
cée tac dung khdng mong mudn nhu tidu chay, dau dAu, mit ngi...d3 duoc ghi nhin, cin than
trong khi 1ai xe hay van hanh may moc.

Tiac dung khéng mong mudn:

Tém tét ve tinh an toan:

Cac phan tng bat lgi hay gap nhét cia granisetron 14 dau dAu va téo bon, co thé chi xuét hién
thoang qua. Nhitng thay d6i dién tdm db (ECG), ké ca kéo dai khoang T/ [1d dugc ghi nhén khi
sir dung granisetron (xem cac muc Nhimg canh bao déc biét va than tron\gk hi su/dung va Tuong
tac voi cac thuoc khéc, cac dang twong tac khdc).

Béng tom tit cic phan (g bét loi: ’

Bang duéi day 1iét ké cac phan img bét loi ghi nhan duoe tir cée thir nghidm 14m sang va dit lidu
theo d&i sau khi thube duge Iuwu hanh d8i voi granisetron va cic thube dbi khing 5-HT3 khic.

Céc nhém tin sudt nhu sau:

Rét hay gap: >1/10.

Hay gap: >1/100 dén <1/10.

it gap: >1/1.000 dén <1/100.

Hiém gip: >1/10.000 dén <1/1.000.

Rét hiém gap: <1/10.000.

Rbi foan hé mién dich:
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- It gap: Céc phan mg qua min nhu phan vé, may day.
Réi logn tim thin:

- Hay gdp: Mét ngi.
Réi loan hé thin kinh:

- Kich dong, lo 4u, kich thich hé thn kinh trung wong va mat ngu da dugc ghi nhén dudi
2% bénh nhan. Hji chu’ng ngoai thap xudt hién voi tAn sudt hiém gip va chi xay ra khi sit
dung granisetron ciing v6i cac thudc khac ¢6 lién quan dén hdi chimg nay.

- Rdt hay gdp: Pau diu.

Roi loan tim mach:

- Tang huyédt 4p (2% bénh nhén), tut huyét ap, r8i loan nhip tim nhu nhip xoang, rung nhi,
thay dbi mirc do bldc nhi-thit, ngoai tdm thu tht, k& ca nhip tim nhanh khong kéo dai lién
tuc va bt thuong dién tdm db da duoc ghi nhén voi tin suét hiém gép.

- It gap: Kéo dai khoang QT.

Réi logn tiéu héa:
- Rdt hay gap: Tao bon.
- Hay gdp: Tiéu chay.
Réi loan gan mit:
- Hay gap: Tang transaminase gan*.
Réi logn da va mé dwdi da:
- It gap: Phat ban.
*Xudt hién voi tAn sudt tuong tu ¢ bénh nhéan sir dung liéu phéap so sanh.
MG td cdc phan iing bat loi chon loc:
Tuong tu nhu véi céc thube dbi khang 5-HT3 khac, nhing thay ddi dién tdm d6 (ECG), ké ca kéo
dai khoang QT da dugc ghi nhén khi str dyng granisetron (xem cac muc Nhiing canh bao déc biét
va than trong khi sir dung va muc Tuong téc véi cac thude khac cac dang tuong tac khac).
Théng bdo cho bdc sy bét ki tic dung khong mong mudn nao gip phdi trong qud trinh diing
thubc.

Qua liéu:

Chua c6 thudc giai doc déc hi¢u cho granisetron. Trong trudng hop qua liéu theo dudng tiém, nén
tién hanh dicu tri triéu chimg. Cac muc liéu t6i 38,5mg granisetron, dung lieu don theo dudng
tiém da dugc ghi nhén 1a gy ra cic triéu chimg dau dau nhe nhung khong dé lai di ching.

Twong ky:
Vé than trong chung, khong dugc tron 1An dung dich tiém _granisetron véi céc thude khéc, trir cac
dich truyén dugc dua ra trong muc Nhiing luu y dac biét vé tiéu huy.

Han dung:

36 thang ké tir ngay san xut.

Bio quén:

Bao quan dué6i 30°C, & noi khd rdo va thoang mat, trong bao bi goc dé h{J anh-sang. Khong
duoce lam dong lanh.

Doéng goi:

Hdp 50 6ng x 3ml.

Nhirng luu y dic biét vé tiéu hiy:

Cdch pha dich truyén:

Ngtro': lon:

- Dé pha liéu Img, rtt 1ml tir éng thudc tiém rdi pha lodng v6i Sml natri clorid 0,9%. Khong nén
sir dung cac dung moi pha loéng khac.

- bé pha lifu 3mg, thudc duge rit tir éng thude tiém rdi pha lodng thanh tong thé tich dich truyén
tir 20 dén SOml v6i mot trong cac dung dich sau: Natri clorid 0,9%, natri clorid 0,18%, glucose
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4%, glucose 5%, dung dich Hartmann, natri lactat va mannitol 10%. Khong nén str dung cac dung
mdi pha loang khéc.

Tré em: Liéu thich hop duge rut ra va pha loang véi dich truyén (twong tu nhw d6i véi ngudi 1én)
thanh téng thé tich tir 10 dén 30ml.

Cin pha ché dich truyén granisetron tai thoi diém sir dung. Tuy nhién, granisetron 6n dinh trong
24 gid trong cac dung dich trén khi bao quan ¢ 25°C véi anh sang trong nha binh thudng (4nh
sang ban ngay tu nhién cung voi dnh sang huynh quang).

Viée loai bo phan thube khong str dung hodc tat ca cac vat liéu tiép xtc véi thude duge tién hanh
theo céc yéu ciu tai co s& didu tri.

San xuét tai TAy Ban Nha béi:
Laboratorios Normon, S.A.
Ronda de Valdecarrizo, 6, 28760 Tres Cantos (Madrid) - Spaind/fayBan Nha)
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