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AN THUOC VIEN NHUAN TRANG OVALAX
Hop 1 vix 10 vién
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i OVALAX

Iﬁii Bisacodyl 5 mg _
Lan dau:obd./ 06...¢ .

£€ XA TAM TAY TRE EM
BOC KY HUGNG DAN sU DUNG
TRUGIC KHI DUNG

— - —— @ :
; | iaphoco Hoép 1 vix 10 vién bao tan frong rudt
nwu-lm.l\n M3i vién chio: CH BINH- Biéu tri tao bon Cy
Bisocodyl.... siiiminiiin B NG - Thdi sgch rudt trudc khi phdu thudt.
Té dugc:.. NOO D i 1 vién - Chudin bi X-quang dgi trang.
BA0 QUAN: uuuhorm nhiét 6 khong UEU DUNG - CACH DUNG, CHONG CH BINH VA
qud 30°C. franh anh sang. CAC THONG TIN KHAC: (fem teo foa hudng ddn s dung)

3"3ALAX®
Bisacodyl 5 mg P ’

»
Tl'aphaco Box of 1 blister x 10 enteric coated tablets
CONG TY CG PHAN TRAPHACO 2:5 e
75 ¥én Ninh - Ba  Binh - Hd NG - Tel: (B4-4) 36810724 | Fax (84-4) 36811582 =
T wéin khich hang: 18006412 NSX:

$6n xudt fob Nod 15. Buding Ngoc i - P HoANg g1 - O Hodng Mai - TR HS N: HD:

KT hop: 105 mm x 16 mm x 45 mm
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KT vi: 100 mm x 41 mm. S6 16 SX va HD dwgc in ddp noi trén vi.
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TrapRoRg .
~ 'SD:03/09
CONG TY CPTRAPHACO

HO SO THIET KE MAQUETTE SAN PHAM DANG KY

MAU NHAN THUOC VIEN NHUAN TRANG OVALAX
Hop 1 vix 10 vién

Ha N¢i, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET
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DS.Hoang Thanh Thiy ThS. Lé Thanh Qué
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AN THUOC VIEN NHUAN TRANG OVALAX
Hop 2 vix 10 vién
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OVALAX
Bisacodyl 5 mg F,

B€ XA TAM TAY TRE EM
BOC KY HUSNG DAN sUDUNG
TRUGC KHI DUNG

N 4

Traphaco HSp 2 vix 10 vién bao tan trong rudt :

e

THANH PHAN: Mdi vin chio- CHI BINH:- Biéu frj tao bén. y

BRI s e rescossorsmeswssapemsnsssassanssns sesso i AN - Thdi sgch rudt trude khi phdu thudt -
T QUGS e KTV o1 1vién - Chudin bj X-quang dgi trang.

BAO QUAN: Nai kho réo. nhiét dé khdng LIEU DUNG - CACH DUNG, CHONG CHI BINH VA ;

Qud 30°C. frénh Gnhsang. CAC THONG TIN KHAC: Yem meo toa huing adn <7 dung ‘

Laxative tablet
OVALAX
Bisacodyl 5 mg P
TrCIthCO' Box of 2 blister x 10 enteric coated tablets

CONG TY C8 PHAN TRAPHACO e

75 Y&n Ninh - Ba Dinh - s NGi - Tet (B4-8) 36810724 [ Fox: (84-8) 36811502 56 16 SX:
Dign oo Bén hi: 18008612 :
Sdn xult fgi Ngd 15. Putng Naoc HAi - P Hodng Lt - QHoang Mai - TPHa gy HD:

KT hop: 105 mm x 22 mm x 45 mm
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KT vi: 100 mm x 41 mm. S6 16 SX va HD diwoc in ddp néi trén vi.
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Tl'OthCO' Bf;fj(mﬁ
f SD-03/09/14
CONGTY CPTRAPHACO BH/SD:( /

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

MAU NHAN THUOC VIEN NHUAN TRANG OVALAX
Hop 2 vix 10 vién

Ha Ngi, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET
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DS.Hoang Thanh Thuay ThS. Lé Thanh Qué
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F - Bisacodyl 5 mg
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W >
3
d " TraphOCO' H&p 5 vi x 10 vién bao tan trong rudt
LIEU DUNG - CACH DUNG, CHONG CHI DINH VA CAC THONG TIN KHAC: .
Xem theo toa hudng ddn st dyng _
= -
BAO QUAN: Nai khé rdo. nhiét d6 khéng qud 30 °C. tranh anh sang. i
CONG TY CO PHAN TRAPHACO "
75 Yén Ninh - Ba Binh - Ha N&i - Tel: (84-4) 36810724 / Fax: (84-4) 36811542 I
Dién thogi ién hé: 18006612 ‘
SGn xudl dgi: NgG 15. Budng Ngoc Hai - P Hoang Liét - @ Hoang Mai - TP.Ha Noi 1
P
Laxative fablet o 4. s
® i 8
= 3z
OVALAX
Bisacodyl 5 mg < S
3 5
i > :
= | i@ |
» ) ) 3 2
Traphaco Box of 5 biister x 10 enteric coated fablets
THANH PHAN: M3 vién chua: SBK:
[} e T, R - ; (| $6 16 SX:
Taé duge...............vla dd.............1 vién NSX:
CHI BINH: HD:
- Biédu fri tdo bén.

- Thai sach rudt trudc khi phdu thugt.
- Chudn bj X-quang dgqi trang.

Bé XA TAM TAY TRE EM
BOC K¥ HUONG DAN 5U DUNG TRUAC KHI DUNG

KT hop: 105 mm x 37 mm x 45 mm
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KT vi: 100 mm x 41 mm. S6 16 SX va HD dwoc in ddp noi trén vi.
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Traphaco”® BMS0/03
P /SD-03/09/1
CONGTY CPTRAPHACO BH/SD:03 4

HO SO THIET KE MAQUETTE SAN PHAM DPANG KY

MAU NHAN THUOC VIEN NHUAN TRANG OVALAX
Hop 5 vix 10 vién

Ha Ngi, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET
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DS.Hoang Thanh Thay ThS. Lé Thanh Qué
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NHAN THUOC VIEN NHUAN TRANG OVALAX

Hop 10 vi x 10 vién

Bisacodyl 5 mg

Traphaco”

Hép 10 vi x 10 vién bao tan trong rudt

UEU DUNG - CACH DUNG:
Nuét tron ven cd vién thudc (khéng dugc nhai, béd). USng thuSc cach xa sda hodc cdc
thudc khang acid 1 gid. Nén udng thudc vao budi 16i trudc khi di nga.
Diéu ti tao bon:
- Ngudi In va tré em trén 10 tudi: 1 - 2 vién /Idn/ ngay.

- Tré em 4 - 10 tudi: 1 vién /1&n/ ngdy. Néu didu fii tdo bén man tinh hodic kéo dai phdi theo -
sy chi ddn clia bdc si. _r
bj X-quang dai frang hodc phau thugt: =
Theo chi ddin clio bac si. ThlﬁhgstJngthlhdpthUﬁCUdﬁgMMCdﬂiWC"dngdé -
thdo sach nudt hodn todin. s
- Ngudi I6n va tré em trén 10 tudi: uSng 2 vién vio budi sang va 2 vién vao budi t6i trudc X
ngdy lam thi thudt va dat trnde trang 1 vién 10mg vao budi sdng hém sou. trudc khi chup
chi§u hodic phdu thudt. x
-Tré em 4 - 10 tudi: uSng 1 vién vao budi 18i trudc ngdy lam thi thudt va dat fndc frang 1 £,
vién 5 mg vao budi sang hém sau, trudc khi chup chi§u hodc phdu thudt, ]
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Loxative tablet g ;g
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Bisacodyl 5 mg s
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Trqphaco Box of 10 biister x 10 enferic coated tablets H 3
THANH PHAN: Mdi vién chio: Pk
BOOCON. .o B G 56 16 SX:
168 QUIC.co.. via ad 1 vien NSX:
CHI DINH: HD:
- Didu trj tdo bon.
- Thdi sach rudt trudc khi phdu thudt.
- Chudin bj X-quang dai trang
CHONG CHi BINH VA CAC THONG TIN KHAC:
(Xem theo toa hudng ddn s dung)
CONG TY CO PHAN TRAPHACO

BAO QUAN: Nai khd rGo, nhiét ad khdng qud
30°C. franh Gnh sang

BE XA TAM TAY TRE EM
BOC K¥ HUONG DAN S DUNG TRUGC KkHI DUNG

KT hép: 105 mm x 57 mmx 45 mm

75 Y&n Ninh - Ba Binh - Ha NI -
Tet (B4-2) 36810724 / Fax: (84-4) 36811502
Bign thoql Bén hé: 18006612
N 15. Buding Nooc HAI -
P Hodng Ligt - @.Hodng Mai - TP.Ha NG
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KT vi: 100 mm x 41 mm. S6 16 SX va HD diegc in dp mf:' trén vi.
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Traphaco” BMS50/03
A BH/SD:03/09/14
CONG TY CP TRAPHACO

HO SO THIET KE MAQUETTE SAN PHAM DPANG KY

MAU NHAN THUOC VIEN NHUAN TRANG OVALAX
Hop 10 vix 10 vien

Ha Ngi, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET

DS.Hoang Thanh Thuay ThS. Lé Thanh Qué
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Hé so dang ky thuée Vién nhudn trang OVALAX 2013

CONG TY
cO PHAN

.fmj_y . cho 1 vién
PERIROREITL . 1o sncxemom s e o A S AR IS 5,0 mg

(Tinh bot, Lactose, Microcrystalline cellulose, Magnesi stearat. Talc,
HPMC, Eudragit L100, Triethyl citrat, Titan dioxyd)
DUQC LUC HOQC:
Ma ATC: A0O6AB02, AO6AG02
Bisacodyl 1a thudc nhudn trang tiép xuc thugc nhom dan chét cia diphenylmethan.
Thudc ¢6 tac dung truc tiép 1én co tron rudt, kich thich d4m réi than kinh trong thanh rudt
chi yéu & dai trang nén lam tang nhu dong dai trang. Dong thoi, tre ché tai hap thu nudc
& rudt, dan dén ting tich liy nuéc, dién giai trong long dai trang. Do d6, bisacodyl kich
thich dai tién, giam thoi gian dai tién va lam mém phan. 3
Bisacodyl tac dong chu yéu ¢ phan dudi cua d tiéu hoa va khong anh huong
dén qua trinh tiéu héa va hap thu dinh dudng & rudt non.

DUQC PONG HOQC:

/')
co

sau udng 6 - 12 gidr. Tac dung nhuén trang cua bisacodyl khong tuong quan véi nong do\¢
BHPM trong huyét twrong ma thay vao d6 BHPM tac dong tai chd & phan dudi cua
duong tiéu hoa. D6 1a 1y do bisacodyl duge bao ché dudi dang vién bao tan trong rudt dé
c6 thé dugc giai phong chu yéu tai dai trang - vi tri tac dong mong mudn.

Luong nhé thude hip thu duge lién hop & thanh rudt va gan tao thanh dang bt hoat
BHPM glucuronid. Nura doi sinh hoc cia BHPM glucuronid khoang 16.5 gio. Trung binh
51,8% luong thube duge thai trir qua phan & dang BHPM va trung binh 10,5% lugng
thudc dugce thai trir qua nuée tiéu dudi dang BHPM glucuronid.

CHI PINH:

- Diéu trj tdo bon

- Chuén bi X-quang dai trang

- Thai sach rudt trudc khi phau thuét
LIEU DUNG - CACH DUNG:

Nudt tron ven cé vién thude (khong dugc nhai, bé). Uéng thudc cach xa sira hodc
cac thude khang acid 1 gi. Nén udng thude vao budi tdi trude khi di ngu.
Diéu tri tdo bén:

- Ngudi 16n va tré em trén 10 tudi: 1 - 2 vién /lin/ ngay.
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Traphaco®

Hé so dang ky thuée Vién nhudn trang QVALAX 2015

- Tréem 4 - 10 tudi: 1 vién /lan/ ngay. Néu diéu tri tdo bon man tinh hodc kéo dai

phai theo sur chi din cua béc si.
Chuin bi X-quang dai trang hoiic phiu thuat:

Theo chi dan cua bac si. Thuong sir dung phdi hop thude udng va thude dat truc
trang dé thao sach rudt hoan toan.

- Nguoi 16n va tré em trén 10 tudi: udng 2 vién vao budi sang va 2 vién vao budi toi
trude ngay lam thu thuat va dat truc trang 1 vién 10mg vao budi sang hom sau.
trudce khi chup chiéu hodc phg‘lu thuat.

- Tré em 4 - 10 tudi: uéng 1 vién vao budi téi trudce ngady lam thu thuat va dat truc
trang 1 vién Smg vao budi sang hom sau, trudc khi chup chiéu hodc phau thuat.

CHONG CHI PINH:

- Tic rudt, dau bung cép tinh bao g("im viém rudt thira, viém rudt cép tinh.

- Tinh trang mét nudc nang.

- Man cam véi Bisacodyl hodc bét cir thanh phan nao cta thudc.

TAC DUNG KHONG MONG MUON:

Cac tac dung khong mong muén khi dung Bisa€odyl ngin ngay thuong nhe va tu
hét. Tac dung khong mong mudn thudng gip nhét 1a dau bung, ia chay. Nén nudt tron
ven ca vién thudc (khéng duoc nhai, bé), giam liéu néu bi ia chay.

He tiéu hoa

Thuong gip: dau bung, co thit bung, tiéu chay, budn non.

it gap: non, d@iy bung, cam giac kho chiu & hau mon, truc trang, mau lan trong phan.
Hiém gap: viém dai trang.

Chuyén héa va dinh duong

Hiém gap: mat nudc.

Hé than kinh

it gap: chong mat.

Hiém gap: Ngat

Hé théng mién dich

Hiém gdp: phan tng phan vé, phit mach, qua mén.

Théng bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong mong muén gap phii
khi sir dung thuéc.

THAN TRONG:

- Khéng nén ding thude qué 5 ngay ma khong tim hiéu nguyén nhén tao bon.

- Dung thudc kéo dai c6 thé din dén mat can bang nudc, dién giai va ha kali mau,
Mit nude dudng rudt cé thé dan téi tinh trang mat nude, co hai cho ngudi suy than,
ngudi cao tudi, cin than trong khi ding thude cho déi tuong nay.

- Thudc nhuén trang khong gitp giam can.

- Dung thudc kéo dai c6 thé gay mat truong luc co, giam hoat dong rudt.

- C6 thé xuat hién mau trong phan, nhung tinh trang nay thuong nhe va tu khoi.
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Traphaco®

Hé so dang ky thuée Vién nhudn trang OVALAX 2015

- Choéng mat va / hodc ngit da duoc ghi nhan & nhitng bénh nhan dung thudc chira
bisacodyl. Nhitng chi tiét c6 dugc tir nhimg trudng hop nay goi v ring cac triéu
chimg d6 phu hop véi chirg ngét khi dai tién (ngit do rin géng sirc), hodc véi phan
xa than kinh phé vi do dau bung lién quan dén ching tdo bén lam cho bénh nhan
phai ding céc thudc nhudn trang chir khong nhét thiét lién quan dén viéc ding
bisacodyl.

- C6 nhirng bao cdo vé dau bung va tiéu chay 1an mau sau khi ding bisacodyl. Mot s6
truong hop da biét 1a do lién quan dén tinh trang thiéu mau niém mac dai trang.

- Tré em dudi 10 tudi dung Ovalax can c6 su tu van cua can bd y té. Khong nén dung
cho tré dudi 4 tudi vi dang bao ché khong phu hop.

- Thubdc ¢6 chira thanh phan lactose, bénh nhén c6 réi loan di truyén hiém gip khong
dung nap galactose, thiéu hut enzym Lapp - lactase hodc bat thuong hap thu glucose
- galactose khong nén dung thudc nay.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢6 thai: Chua c6 nghién ctru dz:fly du W&ém soat vé anh huong cua
bisacodyl trén phu nir mang thai. Hién khong c6 bang ching vé viéc phu nir mang thai
gip tac dung khong mong muén hay bi hu thai khi dung bisacodyl.

Phu nir cho con bu: Dir li¢u lam sang cho théy. dang hoat tinh cua bisacodyl
(BHPM) va dang lién hop glucuronid ctia né déu khong duoc bai tiét vao sira.

Tuy nhién, cing nhu tat ca cac thude khac, khong nén dung Ovalax trong thoi ky
mang thai, dac biét 1a ba thang dau, va trong thoi gian cho con bu trir khi lgi ich du kién
thu duoc 16n hon bét ky nguy co nao cé thé.

TUONG TAC THUOC:

Str dung Ovalax ddng thoi cing cac thude khang acid dich vi, sira lam giam tinh
khang acid cua 16p bao tan trong rudt , thude co thé tan ra sém tai da day co thé dan dén
kho tiéu va kich thich da day.

Dung lidu cao Ovalax dong thoi cung thude loi tiéu va corticosteroid lam tang nguy
co mét can bing dién giai. Mét cin biang dién giai c6 thé dan dén tang nhay cam voi
glycosid tim.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Chua ¢6 nghién ctru vé anh hudng cua bisacodyl dén kha nang lai xe va van hanh
may moc. Tuy nhién néu bénh nhan bi dau bung, co that, ¢ nguy co chong mat hoac
ngét xiu do sir dung bisacodyl thi nén tranh l4i xe ho@c van hanh méay moc.

QUA LIEU VA XU TRI:

Triéu chirng qua liéu: Tiéu chay, co thit & bung; ¢6 biéu hién mét nudce, kali va chat
dién giai trén lam sang. Sur dung qua liéu dai ngay c6 thé gay tiéu chay man tinh, dau
bung, ha kali mau, cudng aldosteron thir cép. soi than, ton thuong éng than, nhiém kiém
chuyén hoa, suy nhugc co thir cap do ha kali mau két hop vai tinh trang lam dung thude
nhudn trang man tinh.
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@
TI’OphOCO Hoé so déing ky thuéc Vién nhudn trang OVALAX 2015

Xir tri: Giam téi da su hép thu bisacodyl bing cach gay nén hodc rira da day. Duy tri bu
nudc va theo doi kali huyét thanh, dic biét chu y diéu chinh can bang dién giai, nhat la ¢
ngudi gia va tré em. Thude chéng co thit c6 thé phan nao c6 gia tri.
BAO QUAN: Noi kho ro, nhiét ¢ khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xuét.
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

CONG TY CO PHAN TRAPHACO

75 Yén Ninh - Ba Dinh - Ha Eg%
Sin xuit tai: Ngd 15, dwong Ngoc Hoi, P. Hoang Liét, Q. Hoang Mai, TP. Ha Nji

1UQ.CUC TRUONG
P TRUONG PHONG
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