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Ondansetron Orally
Disintegrating Tablets USP

ONDEM- MD 4 MG

1 Blister x 10 Tablets
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Ondansetron Orally
Disintegrating Tablets USP Rx  Thudc ban theo dan

"DEM Vién nén khong bao ONDEM-MD 4MG  SBK:
- 4 MG (Ondansetron 4mg)
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Poc kj hedng ddn stk dung truede khi dimg.
Néu cdn thém thong tin, xin hoi ¥ kién thay thudc.
Chi diing thube nay theo sy ké dom ciia thay thube.
Dé xa tdm tay tré em.

ONDEM-MD 4MG
ONDANSETRON 4MG

THANH PHAN
M3di vién chira:
Hoat chat: Ondansetron 4mg

T¢ duwoc: Mono ammonium glycyrrhizinat, Sucralose, Crospovidon, Pearlitol SD 200, Avicel 200,
Magnesi stearat, mau Sunset yellow (Lake), Aerosil-200, Trusil Orange RSV, mui Peppermint DC-117.

DUQC LUC HQC

Ondansetron 12 mot chét déi khang thu thé 5-HT3 c6 chon loc. Céc tac nhan hoa tri va xa tri ¢6 thé gdy
gii phéng 5-HT3 & rudt non va gdy phan xa nbn bang cach hoat héa diy thin kinh phé vi théng qua thu
thé 5-HT3. Ondansetron ¢6 tac dung \rc ché su khoi ddu phan xa niy. Hoat héa diy than kinh phé vi
cling ¢4 thé gay giai phéng SHT trong ving postrema & san ndo that IV va didu nay ¢6 thé gy ndn qua
co ché trung uong. Nhur vy tic dung cia ondansetron trong diéu tri ndn va budn ndn do héa tri va xa tri
c6 thé 12 do su ¢di khang cac thu thé 5-HT3 trén céc ddy than kinh & ca ngoai vi va hé than kinh trung
wong.

DUQC PONG HOC

Ondansetron duge hip thu tot qua dudng tidu héa va trai qua mét sb chuyén héa 1an dau. Sinh kha dung
trung binh & ngudi khde manh sau khi udng mdt vién 8 mg dat xap xi 56%. Sinh kha dung cta thude hoi
ting khi ¢6 su hién dién clia thic &n nhung khéng bi anh hudng bdi thude khang acid.

Sau khi ubng mot lidu 8 mg, ndng dé t6i da trong huyét tuong dat khoang 30 ng/mL vao khoang 1,6 gid.
Su phin b cta ondansetron khi tiém tinh mach va ubng thude twong tw nhau véi thoi gian ban thai
khoang 3 gi¢r va dat thé tich phéan b én dinh khoang 140 L. Ty 1& gén két protein huyét twong khodng
70-76%.

Ondansetron duge chuyén héa trong co thé ngudi, ¢d khoang 5% liéu ding duéi dang hoat chét me
dwgc tim thdy trong nude tidu. Con dudng chuyén héa chinh 1a hydroxy héa vao vong indol tiép theo 14
lién hop glucuronid hodc lién hop sulfat. Mic dit ¢é mét s6 chit chuyén hoa khong lién hgp cling cd
hoat tinh duge 1y, nhung khdng duoc tim thdy trong huyét twong & nbng dd c6 ¥ nghfa sinh hoc.,

Do su da dang cia cac enzym ¢6 kha ning chuyén héa ondansetron, nén néu mét enzym nao d6 bi e
ché hodic mat mat (vi du, thiéu hut gen CYP2D6) thi s& duge bu dép boi nhitng enzym khac do do khéng
lam thay déi nhidu su chuyén héa ondansetron.

Su chuyén hoéa thude gidm & bénh nhan suy gan nang, muc dd thanh thai cla ondansetron giam & rét,
théi gian ban thai kéo dai (15 — 32 gid), sinh kha dung dudng ubng dat gin 100%.

Ondansetron duge d2o thai sau chuyén hoa va c6 it hon 5% lidu ding duge bai tiét trong mxée tidu dudi
dang khong do1.

J\;’\”Q/
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Nghién clru trén cdc tinh nguyén vién Ién tudi khoe manh cho thiy kéo dai thoi gian bén thai (5 git) va
hoi tang sinh kha dung ctia ondansetron (65%).

CHI PINH

Ngwoi lon:

1. Phong ngira ndn va budn nén do dang thudc hda tri ung thu cé kha niang gy nén cao, bao gom
cisplatin > 50mg/m®.

2. Phong ngura ndn va budn non khi bt dau didu trj hodc cac dot didu trj lip lai bing c4c hoa chét giy
non vira phai.

3. Phong ngira ndn va budn ndn do xa tri & cac bénh nhén xa tri toan than hay xa trj mét lidu cao duy
nhit & bung hay xa tri hang ngay & bung.

4. Phong ngira nén va bubn nén san phin thuat. Nhu céc thude chdng ndn khac, dr phong thudmg khéng
diroce khuyén céo cho bénh nhan it ¢6 kha nang bi non sau phiu thuat. O nhitng bénh nhan bat bude nglra
budn nén va nén sau phiu thuat, ondansetron duge khuyén céo sir dung ngay ca trong truong hop kha
ning bi non la thép.

Trée em:

Phong ngira ndn va budn nén khi bit dau diéu tri hoae cac dot didu tri 1ap lai bing cac héa chit gay ndn
vira phai,

LIEU DUNG VA CACH DUNG
Céch diang: Dt 1 vien ngdm ONDEM-MD 4mg 1én du ludi, thudc s& tan trong vai gidy. Nubt thubc
véi nude bot, Khdng can dung véi nude.

Liéu ding:

1. Phong ngiva nén va bubn non do ditng thuée hoa tri ung thie ¢ kha ndng gy nén cao:

Liéu khuyén cdo 1& 24mg ondansetron, ding 30 phit truée khi bét ddu lidu didu tri 1 ngay héa chét gay
nén cao, bao gdm ca ciplastin > 50 mg/m*.

Tré em: Khong c6 kinh nghiém st dung mét lidu 24 mg ondansetron & bénh nhén nhi khoa.

Ngudi gia: Lidu ding khuyén cdo tvong tu nhu dbi véi cac dbi trong khac.

2. Phong ngira nén va buon nén khi bit dau diéu tri hodc cdc dot didu tri ldp lai bing cde hdéa chit
gy non vira phai.

Liéu khuyén céq ch‘o ngl‘réri 16n 14 8mg or}dans!etron, 2 14n mét n‘g,ély. Liéu ddu tién phai duge dang 30
phut trude khi bat dau diéu tri hoa tri, va lidu tiép theo 8 gid sau lidu diu tién,

Nén ding 8mg ondansetron hai 1dn mét ngay (mdi 12 gidy), 1-2 ngdy sau khi hoan it dot hoéa tri.

Tré em: E?éi vt cac bénh nhi 12 tudi trér 1én, lﬁéu ding twong ty nhu cho ngudi 1ém. Bdi voi cac bénh
nhi tu “ Qén 11 tudi, dilng 4m’g ondansF:tron, 3 lan mét ngé;‘,/. Li‘éu déu tién phai duge dung 30 phit truédce
khi bat dau hoa tri, cac ligu tiép theo ubng 4 va 8 gidy sau liéu dau tién.

Nén ding 4mg ondansetron 3 1in mdt ngay (mbi 8 gid), 1-2 ngdy sau khi hoan tit dot hoa tri.

Nguéi gia: Lidu dung khuyén céo trong tu nhu ddi véi cac déi tugng khic.
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3. Phong ngira non va budn nén do xa tri & cdc bénh nhin xa tri toan than hay xq tri mt licu cao
duy nhét & bung hay xa tri hing ngay ¢ bung.
Liéu khuyén cdo 12 8mg ondansetron, 3 1An mdt ngay.
Xa tri toan thén: 8mg ondansetron mdi ngay, trudc mdi 14n xa tri.
Xa tri mét licu cao duy nhdt & bung: Mot vién ondansetron 8mg trude va sau moi 14n xa tri.
Xa tri hc%ng ngay ¢ bung: Mot vien ondansetron 8mg tru6c va sau mbi lan xa tri.
Tré em: Khong ¢6 kinh nghiém vé& vige sir dung ondansetron trong viéc phdng ngira ndn va budn ndn do
xa tri & bénh nhéan nhi khoa.
Nguoi gia: Lidu dung khuyén céo twong ty nhu 861 véi cae dbi twong khéc.

4. Phong ngiva non va buén non sau phiu thuit

Liéu khuyén cdo 14 16 mg (2 vién ondansetron 8mg), 1 gidy treée khi khdi mé.

Tré em: Khong c6 kinh nghiém vé viée st dung ondansetron trong viée dir phong nén va budn nén sau
phéau thuét & bénh nhén nhi khoa.

Ngwedi gida: Lidu ding khuyén céo tuong tu nhu dbi véi cdc dbi tugng khac.

Piéu chinh lidu cho bénh nhén suy thin:

Liéu ding khuyén cdo twong tu cae déi tugng binh thudmng.

Diéu chinh liéu cho bénh nhén suy chire ning gan:

( nhitng bénh nhén suy gan trung binh dén nang, lidu ddng téng cong khong vuot qua 8 mg/ngay.

CHONG CHI PINH
Chéng chi dinh cho bénh nhin c6 tién st min c&m véi ondansetron hoac bét cir thanh phén nao cua
thube.

TAC DUNG KHONG MONG MUON
Thuong gip, ADR > 1/100

Thén kinh trung wong: Dau dau, sbt, an than.
Tiéu hoa: Téo bén, ia chay.

it gap, 1/1000 < ADR < 1/100

Théan kinh trung uong: Chong mat.

Tieu hoa: Co cung bung, kho miéng.

Thén kinh - co - xuwong: Yéu.

Hiém géip, ADR < 1/1000

Toan than: Qud man, sde phén vé.

Tim mach: Nhip tim nhanh, loan nhip, ha huyét ap.
Trung vong: Pau dau nhe, con dong kinh.

Da: Nbi ban, ban xuit huyét.

Nai tiét: Giam kali huyét,

Gan: Tang nhét thoi aminotransferase va bilirubin trong huyét thanh.
H6 hép: Co that phé quan, thé ngin, the kho khe.
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Phan ting khdc: Pau nguc, néc.
Théng bdo cho bdc si nhitng tic dung khéng mong mubn gip phai khi sie dung thubc.

CANH BAO VA THAN TRONG

Canh bao:

Bénh nhén suy gan: J bénh nhan suy gan trung binh dén ning, d6 thanh thai cta ondansetron giam dang
ké va kéo dai thoi gian ban thai huyét twong. Do d6 d61 voi nhitng bénh nhan ndy, khéng nén ding qué
8mg/mgdy.

Than trong:

Phan ung mén cam da duoc béo cdo & nhitng bénh nhan nhay cam véi cac thude dbi khéng thu thé 5-
HT3 khac.

Bénh nhan cé diu hiéu tic rudt nén duge theo dai sau khi ding ondansefron vi thudc 1am tang thoi gian
lru & rudt gid. San phm cé chira aspartam, nén than trong & bénh nhin phenylketon niéu.

TUONG TAC VOI CAC THUOC KHAC

Khéng c¢6 bing chimg cho thdy ondansetron lam tang hodc e ché suw chuyén hoa cla céac loai thube

khac ding chung véi né. Nghién ctru cu thé cho thiy khdng c¢6 tuwong tac dugc dong hoc khi

ondansetron dung chung v& ruou, temazepan, furosemid, tramadol hodc propofol.

Ondansetron duge chuyén héa bai nhiéu men gan cytochrome P-450: CYP3A4, CYP2D6 va CYPI1A2.

Do su da dang ciia cic enzym c6 kha nang chuyén héa ondansetron, su ttc ché hodc cam ung mot trong _

nhitng enzym trén (vi du nhu thiéu CYP2D6 do di truyén) s& duge b dép bing cac enzym khac nén két >

quéa 12 téng lidu ondansetron thay di rét it hojic khong c¢6 ¥ nghia. :

Phenytoin, carbamazepin va rifampicin: O bénh nhan dugc didu tri bing chét cam tmg manh men gan

CYP3A4 (nhu phenytoin, carbamazepin va rifampicin), d6 thanh thai ondansetron dudng udng tang lén ¢

va ndng d6 ondansetron trong mau da giam xubng. N
: | Tramadol: S& ligu tir c4e nghién ciru nhé cho thdy ondansetron ¢6 thé lam gidm higu luc giam dau cla /
% Tramadon.

SU DUNG G PHU NU €O THAI VA CHO CON BU

Phu nir cd !thai: DJ an toan trén phu nit c6 thai chua duoc thiét 1ap. Chi sir dung cho phu it ¢6 thai khi
that can thiét.

Phu {11‘1’ cho con ba: Cac thi nghiém cho thiy ondansetron di vao siia me & dong vét thir nghiém. Do do
khuyén cao rang cac ba me khi diing ondansetron khéng nén cho con bil.

TAC PONG LEN KHA NANG LAl XE VA VAN HANII MAY MOC
Thude ¢6 thé gay dau diu, ha huyét dp va m& mét thodng qua nén can thén trong khi 141 xc hodc van
hanh may méc.

QUA LIEU VA CACH XU LY

Co it tri¢u chimg vé qua liéu cua endansetron dd dugc bict. Tuy nhién trén mot s6 it bénh nhin d4 bi qué
liéu bicu hign da duge bao cao bao gom rdi loan thi giac, tdo bon ning, ha huyét ap. Khong cé thube giai
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doc dic hiéu cho ondansetron, do d6 trong moi truong hop nghi ngo qua lidu, didu tri triéu ching va
didu tri hd tro dugc cho 14 thich hop.

PIEU KIEN BAO QUAN
Bao quan & noi khd mat, nhiét do dudi 30°C. Tranh 4nh sang.

HAN DUNG
24 thang ké tir ngay san Xuét.

QUY CACH PONG GOI
Hop c6 1 vix 10 vién

TIEU CHUAN CHAT LUQNG
Dugc dién My 36

Nha san xuét {
ALKEM LABORATERIES LTD. iﬁ
Dja chi: Vill. Thana, Baddi, Dist. Solan. (H
Tel: +91-1795-398299  Fax: +91-1795- 3!

TUQ. CUC TRUONG
P.TRUONG PHONG
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