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SCALE: 85%

Rx Thufic k& don  OSETRON &mg

Hogt chét, him Igng: Ondansetran Hydrochioride USP .d v Ondansetron Bmg
Béng goi: Hop & hdp nhé x 2 vi x10 vidn

Chi dinh, céch diing, chéng chl dinh: xin doc 1&r hiedng diBn sG dung kém thea.

B xa thm tay iré em

Boc ki hudng dén sir dyng inréc khi ding.

Buimg ding Busing ubng

Dang bao ché Vién nén bac phim SBK:

56 1, Ngdy sin xubt, Hen diing, xin xem myc: B.No, MFD, EXP trén v hdp va nhan vi.
Bio quén BAo quan dudi 250C, tranh nh séng va Am.

Han dina: 36 théng ké tir ngay sin xubt

Titu chulin chilt lugng: Nha sdn xuél

Nha nhap khau:

Nha san xubt' Or Reddy's Laboratorfes Lid

Plot No. 137, 138 & 146 5.V.Co-op.Industrisl Estate, Bollaram, Jinnaram Mandal, Medak Districi - Indid

Cac théng in khéc xin xem t&r hurding diin sir dyng kém thea
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Each film-coated tablet contains:
Ondansetron Hydrochloride USP
equivalent to Ondansetron 8 mg

INDICATION, CONTRAINDICATION,
DOSAGE & ADMINISTRATION :

Please see the enclosed package

OSETRON 8
Visa No. :
MM Reg No. :
M.L.; 28/MD/AP/35/B&F/R
Code No. : DRUGS/AP/28/95
Manufactured by:
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OSETRON 8

1t for details. Dr. REDDY'S LABORATORIES LTD., 88
Plot Nos. 137, 138 & 146, S.V.Co-op.Ind| Estate., 5%
3 Bollaram - 502 325, Jinnaram Mandal, ;._‘3 oa
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OSETRON 8mg e Y DR.REDDY'S

Ondansetron Tablets

HUONG DAN SU DUNG
OSETRON 8mg
(Ondansetron Tablets)
THANH PHAN
Moi vién nén bao phim chira:
STT Thanh phan Titu chufn| TAMONE/MEL | b dinh
vién (mg)
Ondansetron Hydrochloride
1 | (twong duong Ondansetron usp 9.976 Hoat chét chinh
8mg) *

2 | Microcrystalline Cellulose ** BP 170.024 Ta duge don
3 | Maize Starch BP 40.000 Ta dugce don
4 | Lactose BP 26.000 Ta dugc don
5 | Magnesium Strearate BP 2.000 Ta dugc tron
6 | Colloidal Anhydrous Silica BP 2.000 Ta dugc dinh
7 | Hypromellose (15¢ps) BP 4.000 Chit tao film
8 | Titanium Dioxide BP 1.000 Chét lam mo
9 | Talc tinh khiét BP 0.500 Chong dinh
10 | Propylene Glycol BP 0.500 Chat déo
11 | Dichloromethane @ BP Vira du Dung méi
12 | Isopropyl Alcohol @ BP Vira da Dung méi

*

A

tiéu chuan ctia Microcrystalline Cellulose (Ultra 102).
@ : Khéng déng gdp vao ham luwong sau cling ctia vién.

DANG BAO CHf

: Ham luong thire sy ctia thude d€ dat 100% ham luwong va 0% ham &m
: Ham luong b8 sung dé€ dat 100% ham Iwong va 0% ham dm thuee hién theo

e

Vién nén bao phim, tron, mau tréng, 16i hai m&t. Mot mat tron va mot mat ¢ chi Rx.

Dung duong udng.

TRINH BAY
Hop 5 hop nho x 2 vi 10 vién nén bao phim

CHI PINH

Ondansetron chi dinh dé€ ki€m soat buén non, éi mira doc tinh t& bao héa trj liéu hay

xa tri.

Dr. Reddy’s Laboratories Limited

Trang 1/4
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OSETRON 8mg = ;( DR.REDDY'S
Ondansetron Tablets

THONG TIN CAN BIET TRUGC KHI SU DUNG

Chéng chi dinh

Ondansetron chéng chi dinh & bénh nhan man cam véi thudc nay, déi khang chon
loc thy thé 5-HT3 hay bdt cit thanh phan nao trong cdng thirc va & phu nit mang thai
va cho con bu.

Can trong va canh bio

Dung ondansetron & bénh nhén sau khi gidi phdu bung hay bénh nhan hda tri liéu
gdy bubn nén va 6i mtta ¢ thé che dau tic rudt hay sung phdng rudt. Phan ting
man cam thay & bénh nhan d6i khang chon loc thu thé 5-HT3.

Dung 6 bénh nhéan suy chirc nang gan:

O bénh nhan suy gan ngng, d6 thanh thai giam va thé tich phan bd ting, két qua ting
thoi gian ban thai huyét teong. O nhitng bénh nhan nhu vay tdng lidu hang ngay
khéng nén vueot qua 8mg.

Dung ¢ bénh nhéin suy chitc nang than:
Khéng thay déi liu hang ngay hay s& lan dung hay dwong dung. Chua c6 trai
nghiém ngoai duing ondansetron ngay diu tién.

Dung ¢ nguoi gia: Khdng c6 sy khdc nhau vé d6 an toan va hiéu qua ¢ bénh nhén
hon 65 tudi va bénh nhan tré. Nhung d6 min cdm cao hon & mét s& bénh nhéan 16n
tudi la khéng ngoai 1é. Diéu chinh liéu & bénh nhan cao hon 65 tudi la khong can

thiét. /
/
Tuong tac thudc Z

Khéng c6 bang ching ondansetron cam ting hay tkc ch& chuyén héa thudc khéc khi
dung chung. Tuy nhién chat cam ting hay trc ch& men c6 thé thay déi do thanh thai
va thoi gian ban thai cia ondansetron. Ondansetron khéng tuong tic véi ruoy,
tamazepam, frusemide, tramadol va propofol.

Carmustine, etoposide va Cisplatin khong anh hudéng dén dwgc déng hoc cta
Ondansetron.

—

Téc dong & phu nit ¢6 thai va cho con b

Dung & phu nit ¢6 thai va cho con bi:

D6 an toan va hiéu qua churra dugc thiét lap & phu nit ¢6 thai va cho con bu.
Dung & nguoi sinh dé: Khong c6 bao céo.

Dung 6 khoa nhi: Khéng c6 béo céo.

Dr. Reddy’s Laboratories Limited Trang 2/4
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OSETRON 8mg . \; DRrR.REDDY'S
Ondansetron Tablets

Tac dong trén kha nang 1ai xe va van hanh mdy méc: Khong c6 bao cao.

Téc dung khéng mong muén

Hau hét tdc dung khéng mong mudn noi chung & > 5% bénh nhan nhin 8mg
ondansetron hai hay ba lan/ngay 1a dau dau, mét méi, tdo bén, tiéu chay va chéng
madt. Phat ban xudt hién & khoang 1% bénh nhan dung ondansetron. Céc tac dung
khong mong mudn khac bao gém: hiém khi séc phan vé, co thit phé quan, nhip tim
nhanh, dau thit nguec, giam kali huyét, tic mach va 1én con ddng kinh 16n. Ngoai tri
co thit ph& quan va s6c phan vé, méi lién hé véi ondansetron khong rd rang.

PAC PIEM DUQC LY

Tac dong dwoc 1y:

Ondansetron ttc ché chon loc va canh tranh thu thé€ serotonin kiéu 5-HT3 (5-
hydroxytryptamine). Héa tri liéu gay ddc té bao lién quan dén phoéng thich serotonin
tlr t& bao ndi tiét dwong rudt trong rudt non. Phong thich serotonin kich thich hudng
vao than kinh phé vi théng qua thu thé 5-HT3 va bit ddu phan xa 6i. Vi thé
Ondansetron c6 thé ngdn ngira budén nén, ¢i mira do hda tri liéu va xa tri & bénh
nhan ung thu. /
Duwoc dong hoc: /
Ondansetron hap thu t6t duong rudt va trai qua chuyén hoéa lan ddu. Lugng
Ondansetron trong toan co thé khéng ting twong tng vdi li€u. Sinh kha dung trung
binh ctia thudc sau khi diing don li€u vién nén 8mg la khoang 56% va ciing téng nhe
khi ¢6 thitc an. Nong d¢ dinh huyét tuong ondansetron déi véi liéu 8-mg khoang
50.1 ng/ml. Sy gdn két véi protein huyét trong ctia ondansetron do dugc trong
phong thi nghiém la 70% dén 76% vugt qua khoang néng dd 10-500 ng/ml. Thudc
phén bd nhanh chéng toan co thé véi thé tich phan bd 163 + 25.1. Trong nghién ctru
thit nghiém chuyén héa cho thay ondansetron la co chat cho men gan & nguoi
cytochrome P-450 k& ca CYP1A2, CYP2D6 va CYP3A4, ndi chung CYP3A4 déng vai
trd quan trong trong chuyén ondansetron. Boi vi v6 s men chuyén héa ¢ kha ning
chuyén héa ondansetron, duong nhu mat hay e ché' mdt men sé dwgce bu trir va két

qua it thay d6i t6c do thai néi chung ctia ondansetron. Chi lwgng nhé ondansetron
thai trir qua thanh loc & than (5%).

HUGNG DAN CACH DUNG THUOC

Liéu lwgng va cich dung:

D¢ ngan ngira budn nén va 6i mira lién quan dén thudc héa tri ung thu giy nén
trung binh:

Ngudi 16n: Liéu khuyén cdo duong udng 1a 8mg, 1-2 gidr trude khi tri lidu, tiép theo

Dr. Reddy’s Laboratories Limited Trang 3/4
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OSETRON 8mg e~ \; DrR.REDDY'S
Ondansetron Tablets

dung 8mg sau dé 12 gio.
Pé chong lai viéc ndn mbra 1lau va kéo dai sau 24 gid dau, nén tiép tuc udng
ondansetron trong 5 ngay sau khoa tri liéu. Liéu khuyén cdo la 8mg, ngay 2 1an.

Tré em > 12 tudi: Liéu gibng nhu & ngudi 16n.

Tré em 4 — 11 tudi: Li€u mot vién 4 mg, 3 1dn/ngay. Liéu dau nén udng 30 phit trudce
khi héa tri liéu gay nén, voi li€u sau dé 4 va 8 gid sau liéu dau tién. Vién
ondansetron 4mg nén diing 3 1dn mot ngay (mdi 8 gid) trong 1-2 ngay sau khi héa trj
hoan tat. Ngin ngita nn va 6i mtra lién quan dén xa tri.

Pé& ngidn ngira budn nén va 6i mira do xa tri:

Nguoi Ién: Liéu duong udng la vién 8mg, 3 1an/ngay.

Tré em: Chura ¢6 kinh nghiém dung san pham nay trong ngan ngira budén nén i mita
O nguoi xa tri.

Qua liéu:
Cao huyét ap va ngat xudt hién & bénh nhan dung 48mg ondansetron. Khong ¢4
thudc giai ddc cho qua liéu ondansetron. Bénh nhan nén dugc diéu tri hd tro thich

o /
KHUYEN CAO

Doc kj huéng dan str dung trude khi dung. Tham khao ¥ kién béc s§ d€ ¢ thém
thong tin. Chi dung theo sy chi dinh ctia bac sy. Thong bao cho bac sj nhitng tic
dung khong mong mudn gép phai khi st dung thubc. Tranh xa tam tay tré em.

HAN DUNG: 36 thang k& tir ngay san xuat
BAO QUAN: Béo quan dudi 25°C.

Tranh anh sang va dm.

Trénh xa tam tay tré em

TIEU CHUAN: Nha san xuat

NHA SAN XUAT

DR. REDDY’S LABORATORIES LIMITED.

Plot No. 137, 138 & 146, S.V.CO-OP, Indl.Estate, Bollaram, Jinaram Mandal, Medak
District, INDIA.

_.-'Tni'(mg vangphc‘) g dai dién

/%0 /AN PHONG N\
/ 5/ \ ) \

Dr. Reddy’s Laboratories Limited Trang 4/4

PH® CYC TRUONG

'
s R

D



