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CHI BINH:- Bidu frj 160 bon. dﬁ?

- Thai sach rudt truée khi phdu thudt.

- Chudn bj X-quang dgi trang.

BAO QUAN: Noi khoé rdo, nhiét dé khéng LIEU DUNG - CACHDUNG, CHONG CHI BINHVA |
qud 30°C, trénh &nh sang. CAC THONG TIN KHAC: (Xem theo toa hudng ddn s dung) ‘

Laxative tablet

OVALAX

Bisacodyl 5 mg

e R I,

Tr aphacov Box of 1 blister x 10 enteric coated tablets

CONG TY C8 PHAN TRAPHACO S5 16 SX:
75 Yén Ninh - Ba Binh - Ha N6 - Tel: (84-4) 36810724 / Fax: (84-4) 36811542 }
Tu véin khGch hang: 18006612 NSX:
$6n xudt fgi: Ng6 15. Budng Ngoc Hai - P.Hodng Liét - Q Hodng Mai - TP.HA Noi 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 dwoc in dap néi trén vi.



Traphaco® BM50/03
8 SD:03/09/1-
CONG TY CP TRAPHACO BH/SD:03/09/14

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

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

Ha Néi, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET
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DS.Hoang Thanh Thuy ThS. Lé Thanh Qué




- Traphaco”

THANH PHAN: M3 vién chia:

BAO QUAN: Noi kho rdo, nhiét dé khéng
Qqué 30°C, tranh anh sang.

CHI BINH:- Bidu trj tao bon.
- Thai sqch rudt trudc khi phdu thudt.
- Chudn bj X-quang dqi trang. ‘

LIEU DUNG - CACH DUNG, CHONG CHI BINH VA
CAC THONG TIN KHAC: Xem theo toa hudng dén st dung
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HOp 2 vix 10 vién bao tan trong ruét |
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\ Laxative tablet WHO-GMP
Bisacodyl 5 mg
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[ |
R S— Traphacow Box of 2 blister x 10 enteric coated tablets
CONG TY C8 PHAN TRAPHACO SBK:
75Yén Ninh-Ba Binh - Ha NGi - Tel:(84-4) 36810724 / Fax: (84-4) 36811542 $616 SX:
Dién thoal lién hé: 18006612 NSX:
SGn xuét fai: Ngd 15, Budng Ngoc Hai - P.Hodng Liét - Q Hoang Mai - TPHaNoi 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 dwoc in ddap néi trén vi.

N THUOC VIEN NHUAN TRANG OVALAX
Hop 2 vix 10 vién

BE XA TAMTAY TRE EM
POC KY HUGNG DAN SU DUNG
TRUSC KHI DUNG
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Traphaco” BM50/03
) SD:03/09/14
CONG TY CPTRAPHACO BH/SD:03/09/14

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

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

Ha Noi, 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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 SOVALAX

JAN THUOC VIEN NHUAN TRANG OVALAX
Hop 5vix 10 vién

nhudn trang

Bisacodyl 5 mg

Traphaco®

o

HOp 5 vix 10 vién bao tan trong rudt

LIEU DUNG - CACH DUNG, CHONG CHi PINH VA CAC THONG TIN KHAC:
Xem theo toa hudng ddén st dung

BAO QUAN: Nai khé rdo, nhiét dé khéng qua 30 °C, tranh anh sang.

CONG TY C3 PHAN TRAPHACO
75 Yén Ninh - Ba Binh - Ha Néi - Tel: (84-4) 36810724 / Fax: (84-4) 36811542
Dién thogqi lién hé: 18006612
Sdn xuét tai: Ngé 15, Budng Ngoc Hbi - P.Hoang Liét - Q Hoang Mai - TP.Ha Néi

%/‘

Laxative tablet

OVALAX

Bisacodyl 5 mg

Laxative tablet

®

OVALAX

Bisacodyl 5 mg

» ' )
Traphaco Box of 5 blister x 10 enteric coated tablets ‘
o o 1
THANH PHAN: M3i vién chia: SBK: ‘
=156 [oTeTo .V HERRRRREEUERTN— 50mg $616 SX:
TG dUGC....cccvvvnd VA AUssanis 1vién NSX:
CHI DINH: HD:

- Piéu tri tdo bén. )
- Thdi sach ruét truéce khi phdu thudt.
- Chudn bj X-quang dqi trang.

BE XA TAM TAY TRE EM
POC KY HUGNG DAN sU DUNG TRUSC KHI DUNG

KT hép: 105 mm x 37 mm x 45 mm
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KT vi: 100 mm x 41 mm. S6 16 SX va HD duoc in dap néi trén vi.

Box of 5 blister x 10 enteric coated tablets
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CONG TY CPTRAPHACO BH/SD:03/09/14

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

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

Ha N¢i, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET

L Il

DS.Hoang Thanh Thuay ThS. Lé Thanh Qué




+on1 Buoly Uy 0DG URIA QL X JA 0L dOH

8w ¢ |Apooesig

Traphaco®

H&p 10 vi x 10 vién bao tan trong ruét

LIEU DUNG - CACH DUNG:

Nuét tron ven cd vién thuSc (khéng dugce nhai, bd). USng thuSc cdch xa sta hodc cdc
thuSc khang acid 1 gid. Nén usng thudc vao budi 16i trudc khi di ngu.

Piéu tri tdo bén:

- Ngudi I8n va tré em trén 10tudi: 1 - 2 vién /I&n/ ngay.

-Tré em 4- 10 tudi: 1 vién /I&n/ ngdy. N&u didu tri tdo bén man tinh hodic kéo dai phdi theo
sy chi d&n clia bdc si.

Chuén bj X-quang dai frang hodc phau thuat:

Theo chi dan clia bdc si. Thudng st dung phéi hgp thudc usng va thudc ddt tryc trang dé
thdo sach ruét hodan toan.

- Ngui I6n va 1ré em trén 10 tudi: udng 2 vién vao budi sdng va 2 vién vao budi téi trudc
ngdy lam thd thudt va dat trc trang 1 vién 10mg vao budi séng hém sau, trude khi chup
chiéu hodc phdu thuat.

-Tré em 4 - 10 tudi: udng 1 vién vao budi t6i trudc ngdy lam thd thudt va dat truc trang 1 /
vién 5 mg vdo budi séng hém sau, trude khi chup chi§u hodc phdu thudt. i

Laxative tablet

OVALAX

Bisacodyl 5 mg

Laxative tablet

Bisacodyl 5 mg

OVALAX

Box of 10 blister x 10 enteric coated tablets

Traphacoo Box of 10 blister x 10 enteric coated tablets
THANH PHAN: M6 vién chua: gak:
Bisacodyl. 616 SX:
5 ¥ NSX:
CHI DINH: HD:

- Bidu trj téo bén. - —
- Thdi sach ruét trudc khi phdu thudt.
- Chudn bj X-quang dai trang.

CHONG CHi BINH VA CAC THONG TIN KHAC: ‘
(Xem theo toa hudng ddn su dung) = R =
CONG TY C8 PHAN TRAPHACO
75 Yén Ninh - Ba Binh - Ha Noi -
Tel: (84-4) 36810724 / Fax: (84-4) 36811542
Bién thogi lién hé: 18006612
Sdn xudt fai: Ngé 15, Budng Ngoc Hbi -
P.Hoang Liét - Q. Hoang Mai - TP.Ha Noi

BAO QUAN: Nai kho rdo, nhiét dd khong qua
30°C, trédnh &nh sang.

BE XA TAM TAY TRE EM
BOC KY HUGNG DAN sU DUNG TRUSC KHI DUNG

KThop 105 mm x 57 mm x 45 mm _
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KT vi: 100 mm x 41 mm. S6 16 SX va HD dwoc in ddp n&i trén vi.




Traphaco” BM50/03
® BH/SD:03/09/14
CONG TY CP TRAPHACO ’

HO SO THIET KE MAQUETTE SAN PHAM PANG KY

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

Ha Néi, ngay 17 thang 10 nam 2016

NGUOI THIET KE NGUOI KIEM TRA, DUYET

et o

DS.Hoang Thanh Thuy ThS. Lé Thanh Qué




Traphaco®

Hb so ding ky thuée Vién nhudn trang OVALAX 2015

Bisacodyl......c.ooiiiii i, 5,0 mg
i L [ R, vura du
(Tinh bdt, Lactose, Microcrystalline cellulose, Magnesi stearat, Talc
HPMC, Eudragit L100, Triethyl citrat, Titan dioxyd)
DUQC LUC HOQC:
Ma ATC: A0O6AB02, A0O6AG02
Bisacodyl 14 thudc nhuan trang tiép xtc thudc nhom dan chat cua diphenylmethan.
Thudc c6 tac dung truc tiép 1én co tron rudt, kich thich dam rdi than kinh trong thanh rudt
chu yéu ¢ dai trang nén lam tang nhu dong dai trang. Pong thoi, e ché tai hip thu nudce
& rudt, dan dén tang tich Iy nudc, dién giai trong long dai trang. Do dé, bisacodyl kich
thich dai tién, giam thoi gian dai tién va lam mém phan. ,,
Bisacodyl tac dong chii yéu & phan dudi cia didT tiéu hoa va khong anh hudng
dén qua trinh tiéu hoa va hip thu dinh dudng & rudt non. .
DUQC PONG HOC: =
Sau khi ubng, bisacodyl nhanh chéng bi thily phan bdi enzym esterase & rudt tao

b

A .ag

BHPM trong huyét twong ma thay vao d6 BHPM tac dong tai chd & phan dudi cia
duong tiéu hoa. D6 1a 1y do bisacodyl duoc bao ché duéi dang vién bao tan trong rudt dé
c6 thé duoc giai phong chi yéu tai dai trang - vi tri tic dong mong mudn.

Luong nhé thudce hip thu duge lién hop & thanh rudt va gan tao thanh dang bat hoat
BHPM glucuronid. Ntra doi sinh hoc cia BHPM glucuronid khoang 16,5 gio. Trung binh
51,8% lugng thudc duoc thai trir qua phan ¢ dang BHPM va trung binh 10,5% luong
thudc dugce thai trir qua nude tiéu dudi dang BHPM glucuronid.

CHI PINH:

- Diéu tri tao bon

- Chuén bi X-quang dai trang

- Thai sach rudt trudce khi ph?lu thuat
LIEU DUNG - CACH DUNG:

Nubt tron ven ca vién thudc (khong dugc nhai, bé). Uéng thudc cach xa sira hodc
cac thude khang acid 1 gio. Nén udng thube vao budi téi trude khi di ngu.
Piéu trij tdo bon:

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

14
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Tl'aphClCO Hé so déing ky thuée Vién nhudn trang OVALAX 2015

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

phai theo su chi dan cua béc si.
Chuén bj X-quang dai trang hoiic phiu thuat:

Theo chi din cua bac si. Thuong st dung phdi hop thude ubng va thude dit 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 tdi
truée ngdy lam thu thuat va dat truc trang 1 vién 10mg vao budi sang hom sau,
trude khi chup chiéu hodc phiu thuat.

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

CHONG CHI PINH:

- Tic rudt, dau bung cap tinh bao gdm viém ruét thira, viém rudt cip tinh.

- Tinh trang mét nudc nang.

- Man cam véi Bisacodyl hodc bat ctr thanh phan nao cua thudc.

TAC DUNG KHONG MONG MUON:

Céc tac dung khong mong mudn khi dung BisAcodyl ngin ngay thuong nhe va tu
hét. Tac dung khong mong mudbn thudong gip nhét 1a dau bung, ia chay. Nén nudt tron
ven ca vién thude (khong dugc nhai, bé), giam liéu néu bj ia chay.

Hé tiéu hoa

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

it gap: non, day bung, cam giac khé chiu & hau mén, tryc trang, méu 1an trong phan.
Hiém gap: viém dai trang.

Chuyén héa va dinh dudng

Hiém gdp: mit nudc.

Hé than kinh

it gap: chong mat.

Hiém gap: Ngat

Hé théng mién dich

Hiém gap: phan tng phan vé, phi mach, qua man.

Thong bdo ngay cho bdc sy hodc dwoc sy nhitng tic dung khong mong muén gap phai
khi siv dung thubc.

THAN TRONG:

- Khong nén dung thudc qua 5 ngay ma khong tim hiéu nguyén nhan téo bon.

- Dung thuc kéo dai c6 thé din dén mat can bang nudc, dién giai va ha kali mau.
Mt nu6e dudng rudt cé thé dan téi tinh trang mat nudc, ¢6 hai cho nguoi suy than,
ngudi cao tudi, can than trong khi dung thudc cho dbi tugng nay.

- Thudc nhuan trang khong giup giam can.

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

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

15
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- Chéng mit va / hodc ngat da dugc ghi nhan & nhitng bénh nhan dung thudc chua
bisacodyl. Nhirng chi tiét c6 dugce tir nhitng trudng hop nay goi v rang cac triéu
ching d6 pht hop véi chimg ngit khi dai tién (ngit do ran gang sirc), hodc voi phan
xa than kinh phé vi do dau bung lién quan dén ching tdo bon lam cho bénh nhéan
phdi dung cac thudc nhuan trang chtr khong nhat thiét lién quan dén viéc dung
bisacodyl.

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

- Tréem dudi 10 tudi ding Ovalax can cé su tu van ciia can bd y té. Khong nén dung
cho tré dudi 4 tudi vi dang bao ché khong phu hop.

- Thubc ¢ chira thanh phan lactose, bénh nhén ¢6 rdi loan di truyén hiém gdp khong
dung nap galactose, thiéu hut enzym Lapp - lactase hodc bat thudng hép 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 ciu day du @Fg&ém soat vé anh huong cua
bisacodyl trén phu nit mang thai. Hién khong c6 bing chimg vé viéc phu nit mang thai
gip tac dung khong mong mudn hay bi hu thai khi dung bisacodyl.

Phu n&t cho con bu: Dt 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, ciing nhu tit ca cac thudc khac, khong nén dung Ovalax trong thoi ky
mang thai, dac biét 1a ba thang dau, va trong thoi gian cho con bu tru khi lgi ich du kién
thu duge 16n hon bat ky nguy co nao c6 thé.

TUONG TAC THUOC:

Str dung Ovalax ddng thoi ciing céc thude khang acid dich vi, sita lam giam tinh
khang acid ctia 16p bao tan trong rudt , thudc cé thé tan ra sém tai da day c6 thé dan dén
kho tiéu va kich thich da day.

Dung lidu cao Ovalax dong thoi cing thude loi tiéu va corticosteroid lam tang nguy
co mat can bang dién giai. Mt can bang dién gidi c6 thé din dén tang nhay cam voi
glycosid tim.

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

Chua ¢ nghién ctru v& anh huong ciia bisacodyl dén kha nang lai xe va van hanh
may modc. Tuy nhién néu bénh nhan bi dau bung, co thit, c6 nguy co chéng mat hoic
ngit xiu do sir dung bisacodyl thi nén trénh l4i xe hodc van hanh may moc.

QUA LIEU VA XU TRIi:

Triéu chirng qua liéu: Tiéu chay, co that & bung; c6 biéu hién mat nudc, kali va chét
dién giai trén lam sang. St dung qua lidu dai ngay c6 thé giy tiéu chay man tinh, dau
bung, ha kali mau, cuong aldosteron thir cép, soi than, ton thuong 6ng than, nhiém kiém
chuyén héa, suy nhugc co thir cap do ha kali mau két hop v6i tinh trang lam dung thude
nhuan trang man tinh.
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Traphaco Ho so ding ky thudc Vién nhudn trang OVALAX 2015

Xir tri: Giam tdi da su hdp thu bisacodyl bang cach gdy non hodc rira da day. Duy tri bu
nudc va theo doi kali huyét thanh, ddc biét chii y diéu chinh can bang dién giai, nhét la &
ngudi gia va tré em. Thudc chdng co thit c¢6 thé phan nao co gia tri.
BAO QUAN: Noi khé rdo, nhiét do khong qua 30°C, tranh anh sang.
HAN DUNG: 36 thang ké tir ngay san xuat.
POC KY HU:(')’NG D:&N 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 Noi
San xuit tai: Ngd 15, dwong Ngoc Hoi, P. Hoang Liét, Q. Hoang Mai, TP. Ha Noi

1UQ.CUC TRUONG
P TRUBNG PHONG

Q& Mink Hois:g
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