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TO HUONG DAN SU DUNG THUOC

RXRAPOGY 2
Vién nén bao phim

Thuéc nay chi ding theo don thudc
Doc kj huéng din sir dung truée khi dung
Dé xa tim tay tré em
Thong bdo ngay cho bdc si hodic dugc si nhitng tic dung khong mong muon
gdp phii khi sir dung thuéc

THANH PHAN CONG THU'C THUOC
Granisetron (dudi dang Granisetron hydrochloride) 2 mg

Téa duogc vira du cho 1 vién nén bao phim
(CombiLac, Natri starch glycolat, Magnesi stearat, Hypromellose 606, Polyethylen glycol 6000,
Titan dioxyd, Talc)

DANG BAO CHE
Vién nén bao phim
CHI PINH

Vién nén bao phim Rapogy 2 dugc chi dinh ¢ ngudi 16n dé phong ngira va diéu tri budn nén va

nén cép tinh do diéu tri ung thu bang hoa tri va xa tri.

Vién nén bao phim Rapogy 2 dugc chi dinh ¢ ngudi 16n dé phong ngira budn nén va ndén mudn

do diéu tri ung thu bang hoa tri va xa tri.

CACH DUNG, LIEU DUNG

Cidach diung
Nén nudt nguyén vién thude véi nude.

Liéu ding -
2 mg x 1 lan/ngdy trong vong mot tuan sau khi xa tri hodc hoa tri. Nén ubng liéu Rapogy dau :
tién trong vong 1 gio trude khi bit dau diéu tri.

Khoéng can chinh lidu & bénh nhan suy gan, suy than va bénh nhan 1é6n tudi.

CHONG CHI PINH
Qua man v&i Granisetron hodc bét ky thanh phén nao cia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC
- Do granisetron c6 thé lam giam nhu dong rugt doan dudi, bénh nhéan c6 ddu hiéu tic rudt ban

cép nén duoc theo ddi sau khi dung thudc.

- Tuong tu céc thudc ddi khang 5-HT; khac, thay dbi trén dién tim d6 bao gém kéo dai khoang
QT da dugc bao cao voi granisetron. O bénh nhén bi réi loan _nhip tim hodc rbi loan din
truyen tim tr trude c6 thé dan dén hau qua lam sang. Do d6 can than trong & nhiing bénh
nhan dong thoi bi bénh tim mach dang ding thudc va/hoic ddng thoi bi rdi loan dién giai.

- Da cb bao céo vé su nhay cam chéo gitra cac thube ddi khang 5-HT3 (vi du nhu dolasteron,
ondansetron).

- Bénh nhén c6 véan d& di truyén hiém gip khong dung nap galactose, thiéu hut lactase hodc
kém hap thu glucose-galactose khong nén dung thudc nay.

- Da c6 béo cdo ve hoi ching serotonin khi sir dung chat d6i khang 5- HTj3 ngay ca khi don tri,
nhung chu yéu trong phdi hop véi céc thube serotonergic khac (bao gdm céc thudc wre ché tai
hdp thu chon loc serotonin (SSRIs) va thubc wc ché tai hip thu serotonin-noradrenaline
(SNRIs)). Bénh nhin cin dwoc quan sat chit ché vé& cic triéu chimg gidng hoi chimg
serotonin. )

- Chua c6 ching cir rd rang vé 1am sang dé khuyén céo sir dung granisetron dudng ubng cho
tré¢ em.
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SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nit co thai

C6 rat it dir liéu tir viée st dung granisetron ¢ phu nir ¢6 thai. Nén tranh sir dung granisetron
trong thai ky.

Phu nix cho con bu
Khong rd granisetron hogc cac chat chuyén hoa c6 bai tiét trong sira me hay khong. Khong nén
cho con bu sita me trong khi diéu trj vé6i Rapogy 2.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Rapogy khong gy anh hudng dang ké dén kha ning 14i xe va st dung may moc.
TUONG TAC, TUONG KY CUA THUOC

Gidng nhu cac thubc dbi khéng 5-HT;3 khéc, thay dbi trén dién tim dd bao gdm kéo dai khoang
QT da dugce béo cdo véi granisetron. O cac bénh nhén didu tri ddng thoi véi cac thude gay kéo
dai khoang QT va/hodc gdy loan nh1p tim c6 thé d4n dén hau quad lam sang.

Trong céc nghién ciru & nhitg ngudi khée manh, khong ¢ bang ching vé bit ky su twong téc
nio giita granisetron va benzodiazepine (lorazepam), thudc an than (haloperidol) hodc thudc
chong loét da day (cimetidine).

Thudc serotonergic (vi du: SSRIs va SNRIs): da c6 béo cdo vé hoi chung serotonin sau khi sir
dung ddng thoi cac thude ddi khéng 5-HT;3 va cic thude serotonergic khéc (ké ci SSRIs va

SNRIs).

TAC DUNG KHONG MONG MUON CUA THUOC (ADR) m
Rit thuong gdp (= 1/10) N
R&i loan hé than kinh: nhirc dau ggii:;

R&i loan tiéu hoa: tdo bon UGC PHAM
Thuong gap (= 1/100 dén < 1/10) ‘EDBOLIDE

R6i loan tam than: mat ngu

Réi loan tiéu héa: tidu chay w

Réi loan gan mét: ting transaminase gan
It gdp (2 1/1.000 dén <1/100)
Rdi loan hé mién dich: phan ¢ g qua man nhu sb¢ phan vé, ndi me day ~
R&i loan hé than kinh: phan 1 ung ngoai thap, hoi ching Serotonin
Réi loan tim mach: kéo dai khoang QT
Réi loan da va md dudi da: phat ban
Théng bdo cho bic si cdc tic dung khong mong muén gdp phdai khi diing thudc.
QUA LIEU VA CACH XU TRi
Khong c6 thude giai doc dac hiéu cho Rapogy 2. Trong trudng hop dung thude qué liéu, bénh -
nhan can duoc diéu tri triéu ching.
PAC TiNH DUQC LUC HQC
Phén nhém diéu tri: Thudc chdng budn nén va ndn, nhém chét dbi khang serotonin (5-HT3).
Co ché than kinh cua triéu chimg budn nén va nén qua trung gian serotonin:
Serotonin 14 chat dn truyén than kinh chinh giy non sau khi hoa tri hodc xa tri. Sau khi tlép xuc
voi blrc xa hodc hoa chit diéu tri, serotonin (5-HT) dugc giai phong khoi té bao
enterochromaffine trong niém mac rudt non, nam gin cac neuron than kinh phé vi huéng tim
coO cac thu thé 5-HT3. Su phong thich nay kich hoat neuron than kinh phe vi thong qua céc thu
thé 5-HT3 dén dén phan tmg non nghiém trong qua trung gian viing phan g thu quan véi héa
chit trong viing postrema.
Co ché tac dong ciia Granisetron:
Granisetron 1a thudc chéng noén manh va 1a chét dbi khéng c6 tinh chon loc cao dbi véi cac thu
thé 5-hydroxytryptamine (5-HT3). Granisetron c6 ai luc khéng dang ké ddi véi cac loai thu thé
khac bao gdbm 5-HT va cac vi tri gin két dopamine D2.
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Budn nén va ndn do hoa tri va xa tri:

Granisetron dung duong ubng da dugc ching minh 14 ¢6 tac dung ngin ngira budn nén va noén
do diéu tri ung thu bang hoéa tri & nguoi lon.

Budn nén va nén sau phiu thuét:

Granisetron dung dudng udng di dugc chimg minh 1a ¢6 hidu qua trong viéc phong ngtra va
diéu tri budn nén va noén sau phiu thut & nguoi lon.

PAC TINH DUQC DONG HOC

Hiip thu
Granisetron dugc hap thu nhanh va hoan toan, méc du sinh kha dung duong uong giam xudng
con khoang 60% do chuyén hoa qua gan lan thtr nhit. Sinh kha dung duong uong khong bi anh
hudng bdi thuce an.

Phin bé
Granisetron duoc phan bd rong rdi v6i thé tich phan bd trung binh khoang 3 I/kg. Ti 1¢ gin két
protein huyét twong khoang 65%.

Chuyén héa
Granisetron dugc chuyén hoa chii yéu ¢ gan do qué trinh oxy hoa va lién hop. Céc hop chét
chinh la 7-OH-granisetron va cac hop chit sunphate va glycuronide.
Con duong chuyén hoa chinh qua trung gian céc chét thuc nhém cytochrome P450 3A ciia
granisetron bi trc ché bai ketoconazole.

Thai triv
Granisetron dugc thai trir chu yéu do su chuyén héa & gan. Granisetron dugc bai tiét qua quéc
tiéu dudi dang khong d6i khoang 12% liéu ding va duéi dang céc chét chuyén hoa khoang
liéu ding. Phan con lai dugc thai ra qua phan dudi dang cac chét chuyen hoéa. Thoi gian ba)

trung binh trong huyét twong ciia bénh nhan khoang 9 gio.
QUY CACH PONG GOI 53
Hop 1 vi x 10 vién, kém 1 t& huéng din sir dung. y
PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Diéu kién bdo qudn: Noi kho mat, tranh 4nh sdng, nhiét d6 khong qué 30°C.
Han ditng: 36 thang ké tir ngay san xuét. A
Tiéu chudn chit lwong: USP 41. ‘%
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San xuit tai:
CONG TY CO PHAN DUGC PHAM PHONG PHU
CHI NHANH NHA MAY USARICHPHARM
L6 12, BPuong s6 8, Khu Cong nghiép Tan Tao, phuong Tan Tao A, quan Binh Tan, TP. HCM

Phén phdi béi:
CONG TY CO PHAN DUGC PHAM MEDBOLIDE
Phong 09, lau 10, toa nha The EverRich 1, s6 968, duong 3/2, phudng 15, quén 11, TP. HCM

TUQ CUC TRUGNG
PTRUONG PHONG
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