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Real size

Surbex — Z, the sub-label in Vietnamese

SURBEX - Z SBK xx-xxxxx-xx
Hdp 10 vi 10 vién nén bao phim

Chi dinh, cach ding, lidu dung, ching
chi dinh, than trong va cac luy y khac
xem tdy hudng din s dung

5618 5X, ngiy 5X, HD xem Lot No
Mfg Date, Exp Date wrén bao bi

Bao quan gidr thude & nhiét 4o khang
qua 30°C

Pyc ki !umng din sir dung tracdc khi
ding. Pé xa tim fay tré em

San xuit bait PT Abbott Indonesia,

JI Raya Jakana Bogor Km 37, Depok
164185, Indonesia

DNNK Céng ty cd phan Duoc liéu
TW2, 24 Nguyen Thj Nghia, Quinl,
TP HCM

Enlargement

SURBEX - Z SDK: xx-xXxXX-XX

Hop 10 vi 10 vién nén bao phim.

Chi dinh, céch ding, liéu dung, chéng chi dinh, than trong va cac luu y khac: xem t&
huong dan sir dung.

S6 16 SX, ngay SX, HD: xem Lot. No., Mfg. Date, Exp. Date trén bao bi.

Bao quan: giir thudc & nhiét 46 khong qua 30°C.

Doc ky huing din sir dung trudc khi ding. Dé xa tam tay tré em.

San xuat bai: PT. Abbott Indonesia, JI. Raya Jakarta Bogor Km 37, Depok 16415,
Indonesia.

DNNK: Céng ty c6 phan Dugc ligu TW2, 24 Nguyén Thi Nghia, Quanl, TP. HCM
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Vo Thi Hang, Pharm
Regulatory Aifairs Marager
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Front side of the blister

Lisi New. B152

SURBEX-Z

List Mo BI52 List No. B152

SURBEX-Z SURBEX-Z

List Nn BI52

SURBEX-Z

E AhboL a Abhont a Abhon a Abboti

List N B152 List No. 8152

SURBEX-Z SURBEX-Z

List Ko, 8152

SURBEX-Z

List Mo B152

SURBEX-Z

10/ G54 29IRA - E1

a Abbott a Ahhott a Abhaon a Abbaott

List No B152

SURBEX-Z

List No. 8152 List No. 8152

SURBEX-Z SURBEX-Z

List No. 8152

SURBEX-Z

45 mm

List No. B152 List Mo. B152 Lisi Mo B152

SURBEX'Z SURBEXZ SURBEXZ SURBEXZ ;ﬁ/

a Abbuott a Abiban a Abbott a Abbott

TVHININ ANV NINVLIA ILTNW TVIENIN ANV NINVLIA ILTOW TVHENIN ANV NIANVLIA ILTNW TVHENIN ANV NIWVLIA ILTAWN
TVHININ ONY NINVLIA ILTNW TVHININ ANV NINVLIA ILTOW TVEENIN ANV NIANVLIA ILTNN TVEENIN ANV NINVLIA ILTNW

MADE IN MADE IN MADE IN MADE IN
INDONESIA INDONESIA INDONESIA INDONESIA
146 mm
@ RIHindograMiine
JOAWNo :OTBS/ART/0rOT Colors Artwork Checked
Customer :PTABBOT Design.dept [ Marketing dept
Product : SURBEX-Z VIETNAM -

Spec. Code : SBZV.000.ABT.15.00.K0

' < 45MM x 146 MM

¢ Type : SURFACE |
$Date : 03 JANUARI 2008 '

\ gpr

fber : R4/C pcit

VAN PHON®e
DAl DIEN
TAl

Vo Thi Hang, Pharm
Requlatory Affairs Manager



Back side of the blister

Remark: Batch number, expiry date and manufacturing date will be imprinted on
back side of the blister in the format as follows.

XXXXXXX (for batch number)
dd/mm/yyyy (for manufacturing date)
dd/mm/yyyy (for expiry date)

N PHONG \
A I;I
TAI
T.P HA NOI

Vo ThiHang, Pharm
Regulatory Affairs Manager
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Z . XATINS

— P —— ®
53 SURBEX:Z

9 . Vitamin B-complex, Vitamin C-750 mg
¥ Vitamin E, Folic acid and Zinc

Widn nen bao plum chise Vitaman 0 comples, Vimmn © 750m. Vitamin E. Acid fulic vi Kim
Thi dunk, Chéing chi dink, Cheh dump Lo dng vi coe Tum v bhde

Xin e 10 hudmpg din s dung

Dre b husing din v dung wuoe bh dung DN opos than @y iré en

Bl & a1 A8 ko qud 30°C

1i9p 3 vi 2 & vien SOK se-sanx-sx

50 165X, NSX, HD- Xew “Loa No, Mig Date, Exp Date ™ irén bao bi

Sdn xuadt i PT ABBOTT INDONESIA, 1 Raya fakana Bogoe Kin 17, Depok 16413, Indonesia
Nha nhyp ki, Comg ry CF philn Deee: 2 TW 2. 24 Nguydn Thi Nenia. Q1 TP HE Cni Minn

Each tablet conining: Derse:

Vitamiin E (di-aipha Tocophery] Acetaic) 0L One tablet daily ar aceording ta doctor’s direction.
Vitamin C e TS0 Each abler 1 grey and iurked with 8 ax denury of
ONCBEN i viric e iosiresbriasrbon . A ey Abbuott Production

Vitamin B { Thianine Mononirate] ISy Filmiab-film couting tebles. Abbutt.

Vitamin B2 (Riboflaving - —— L T

MBI, e D0 Contra-indicanon & Side eMects: See e package nsen

20mg
12incg  Sture 8 room temperuture i exceeding 307 C
20myg  Carefully resd the packaye msen before use
11.5me
Keep oul of reach of children

Manulaciured by:

PT ABBOTT INDONESIA
J1 Rauya Jakana Bogor km 37
Depok |6413- Indonesi

KT: 16.5x8x4cm

%/c




Front side of the blister

Lins Mes. B152

SURBEX-Z

Lisi No, H152

SURBEX-Z

Lisi No, 8152 List N B152

SURBEX-Z SURBEX-Z

List N, B152

SURBEX-Z

List Nn. 8152

SURBEX-Z

it N, 8152 List No. 8152

SURBEX-Z SURBEX-Z

Ty a%4 25194 - €L

= = = =

List N, 8152

SURBEX-Z

List No. 8152 Liss N B152

SURBEX-Z SURBEX-Z

Lisi No. 8152

SURBEX-Z

45 mm

Lim No. 8152

SURBEX-Z

List No. 8152 List Mo 8152

SURBEX-Z SURBEX-Z

Lisi o H152

SURBEX-Z

IVHEANIN NV NIWVLIA ILTAW TVHENIN ONV NIAVLIA ITTAW TYHENIN ANV NIAVLIA ITTAN TVHENIN ANV NINVLIA LN
IVHANIN ANV NIWVLIA ILTNW TVHININ ANV NINVLIA ILTNW TVIENIN ANV NINVLIA ILINW TVEININ ONV NIWVLIA LLTNW

MADE IN MADI (N MADE IN MADE IN
INDONESIA INDONESIA INDONESIA INDONESIA
146 mm
19 pLindegravera
- O7T85/ARTIOSOT Color_s_l_"Artwork | Checked
Customer :PTABBOT _— N ) | o;ugn-.up-t -W Marksting. dept
Product : SURBEX-Z VIETNAM | - |
Spec. Code : SBZV.000.ABT.15.00.K0 | ‘
Pitchx Up  : 45MM x 146 MM |
Print Type : SURFACE
i Output Date : 03 JANUARI 2008
R e 1 apr
LRl I ; peci
Vo Thi Hang, Pharm

Regulatory Aifairs Manager



Back side of the blister

Remark: Batch number, expiry date and manufacturing date will be imprinted on
back side of the blister in the format as follows.

XXXXXXX (for batch number)
dd/mm/yyyy (for manufacturing date) g/
dd/mm/yyyy (for expiry date)

Vo Thi Hang, Pharm
Regulatory Affairs Manager
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Doc ki hiromg din sir dung tricge khi disng. Néu can thém thong tin, xin hoi § kién bic si.

SURBEX - Z
MO TA SAN PHAM
Mai vién nén bao film chira:
Vitamin:
Vitamin E (dl-Alpha Tocopheryl Acetate) 301U
Vitamin C 750 mg
Acid folic 400 mcg
Vitamin B (Thiamine Mononitrate) 15 mg
Vitamin B2 (Riboflavin) 15 mg
Niacin 100 mg
Vitamin B6 20 mg
Vitamin B12 12 meg
Pantothenic acid 20 mg 97/
Khodng char:
Kém 22,5 mg

Td duoe;
Povidone, Magnesi stearat, Cellulose Microcrystalline, Colloidal Silicon Dioxide, C.S Aquecous
Gray, C.S Aqueous Clear vd.

CHI DINH _
Surbex - Z chira ham lugng vitamin cao va kém, dung dé diéu tri chimg thiéu cac vitamin nhom B.
vitamin C va kém.

LIEU DUNG VA CACH SU DUNG ]
Lieu dung: Ngay uong mot vién hodc theo chi dan cua bac si.

CHONG CHI PINH

Khdong ding cho nhimg nguoi man cam vai bat ky thanh phan nao cua thude

Khéng sur dung cho tre em.

Khong nén sir dung cho phu nir ¢6 thai do thude chira liéu cao vitamin B6. Pa ¢ bao cio bang y van vé
dj tat chi o tré so sinh voi liéu sir dung 50 mg mot ngay.

CANH BAO VA THAN TRONG

Giir thude xa tam tay tre em.

Nén than trong khi str dung vitamin C cho bénh nhan suy than va bénh nhan dang dung acetyl salicylic.
(xem phan Tac dung khéng mong muon).

TUONG TAC THUOC

Pyridoxin co thé tuong tac voi levodopa. co thé khac phuc bang cach dung levodopa phdi hop vai mét Y
thude trc ché decarboxylase. fo
Da c6 ghi nhan vé tuong tac thude khi sir dung dong thoi niacinamide va alcohol. ngé doc ruou va nhiém

acid lactic. “
Di c6 bao cao vé tinh trang nong do birng va chong mat tang Ién khi sir dung dong thoi niacin va nicotin, l.
Do pyridoxine c6 tac dong Ién dopamine. twong tac thudc co thé xay ra. Da ghi nhan tuong tac thude gitia "
pyridoxine v&i levodopa nhung co thé tranh dugc néu dung levodopa phdi hop voi thude e ché
decarboxylase.

Da co bao cao vé giam nong do phenytoin va phenobarbital ¢ bénh nhan sir dung 80-200 mg vitamin B6

mat ngay.



Co lién quan gitra viéc sur dung thudc chdng gidt va sulfasalazine voi sur thiéu hut folate, ngay ca khi uéng
acid folic. ‘ ]
Dung dong thoi vitamin C voi thuoc chong dong mau lam giam thoi gian prothrombin.

PHU NU'MANG THAI VA CHO CON BU. _
Khéng nén sir dung cho phu nir ¢6 thai do thude chira lieu cao vitamin B6.
Vitamin B-complex khuech tan qua nhau thai va co trong sira me.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC
Chua c6 bao cao vé tac dong cua thuoc trong khi lai xe va van hanh may moc.

TAC DUNG KHONG MONG MUON

Cac phan tng di ing, bao gom phat ban, ngua phan tng phan vé da duoc bao cao khi st dung vitamin.
Céc thanh phan cta thudc ¢ thé c6 mot s6 anh hudng trén duong tiéu hoa nhu néng rat, ¢ hoi, dau va co
climg vung bung, tiéu chay, non, budn nén va chan an.

Pa co bao cao vé suy chitc nang gan voi cac bét thuong xét nghiém chiic nang gan, bao gdm ca tang
bilirubin mau.

Da ghi nhan tinh trang nang 1€n cua trimg ca do hodc ngoai ban dang tring ca voi mot s6 thanh phan cia
thude.

Pa ¢6 bao cao vé st dung vitamin B2 lam chuyén mau nudc tiéu sang mau vang sang. ’
Niacinamid c6 tac dung gian mach manh, c6 thé gdy nong do birng, chéng mait, choang vang hodc ngat.
Bénh than kinh cam giac ngoai bién da dugc ghi nhan khi str dung vitamin B6.

Y van da co ghi nhan vé tao soi, tinh thé niéu, loan chuyén hoa oxalat khi sir dung vitamin C. ﬁ

QUA LIEU

Liéu cao cuia cac thanh phan trong thudc co thé gdy eczema va ngoa| ban da, mét moi, mat ngu.

Dung liéu cao vitamin B6, di c6 bao cao bénh than kinh cam giac ngoai bién va ton thuong da dang mun
nuoc.

ba ghi nhan théy ton thuong gan, gout va loét khi ding Iléu cao niacinamid.

Da c6 bao céo ve tac dung gian mach nhu choang vang, ngat, con mach than kinh phé vi, sdc phan vé.

Da c6 bao cao vé tan mau khi dung liéu cao vitamin C, dic biét trén bénh nhan thiéu enzym glucose 6
phosphat dehydrogenase.

DUQC LY HQC

Vitamin B-complex trong vién Surbex - Z dugrc hfip thu boi qua trinh van chuyén tich cuc. Cac vitamin B
duoc dao thai nhanh va khong tich lai trong co the.

Calcium pantothenate dugc hap thu nhanh tir dudng tiéu héa va phan b tai cac té bao cua co thé.

Vitamin C hap thu nhanh tir duong rudt, va khoang 80-90% vitamin C dugc hap thu tir thirc an.

DU LIEU AN TOAN TIEN LAM SANG

Vitamin C

Vé co ban, vitamin C khong gay ddc trir khi uong liéu cao bat thuong (4-12 g). Khi sur dung cac liéu cao
ndy, nudc tiéu bi acid hda, cling nhu trong mot s6 nhiém khuan dudng niéu man tinh, c6 thé gay két tua
sOi urate va cystin.

Niacinamide
Khong c6 bao céo riéng biét cho niacinamide.

Vitamin E
Thuong dap img tot. Liéu cao doi khi gdy roi loan dudng tiéu hoa, mét moi, yeu mét.



Calcium Pantothenate

Vé co ban. khong gy doc. Liéu gay doc cap o chudt nhét la 10 g/kg khi dung duong udng, 091 gfkg khi
ding duong tiém. Quan sat trén 15 ngudi tiém ven liéu 100 mg pantothenate (dudi dang mudi canxi hoac
mudi natri), khong thiy thay doi dang ké vé huyét ap, mach, nhiét d6 hoac nhip tho.

Vitamin Bl ] ) .

Tiém tinh mach gy doc cho chuét cong vai lieu 125 mg/kg, gay doc cho chd vai liéu 350 mg/kg. Khi
dung duong udng, liéu gay doc cao gap 40 lan dung dudng tiém. Vé phuong dién lam sang, doi khi cé
bao cao phan trng doc tinh v&i viéc sir dung duodng tiém, co thé do nhay cam cao.

Vitamin B2 o ) )
Hau nhu khéng gay ddc tinh. Vi lieu uong 10 g/kg cho chudt cong, 2 g/kg cho cho khong thay gay doc.

Vitamin B6 i ) ) _

Liéu cao tir 3 tdi 4 g/kg co thé gay co giat va tir vong & dong vat. Liéu ding thap hon c6 thé khong cho
tac dung rd rang.

Vitamin B12

Ve co ban, khong gy doc. Tiém tinh mach chudt vai liéu 1,6 g/kg tinh thé vitamin B12 khéong gy doc o

chudt nhat. Vé phuong dién l1am sang, tiém vitamin B12 khéng dau va khong gay phan ing tai chd tiém.
Tiém bap va tiém dudi da liéu cao 1000 mcg, tiém ven liéu cao 3000 mcg khong thay cé phan tng phu.

Folic Acid
Vé co ban khong gay doéc. ‘?L

Kém
Udng lugng 16n kém gdy budn ndn, mat nude, mat sy phdi hop co, chéng mat, mat can bang dién giai.

BAO QUAN
Giir thuoc & nhiét do khéng qua 30°C.

Khéng diing thudc qua han sir dung. Dé thude ngoai tim tay tré em.

Théng bdo vdi bdc si hodc dwoc st nhitng tdac dung khéng mong mubn gap phai khi sw dung thube.
Tiéu chudn: Nha san xuat.

Dong géi: Hop 10 vi x 10 vién. Hop 5 vi x 6 vién.

Han diing: 2 nam ké tir ngay san xuat.

San xuét boi:

PT. Abbott Indonesia

J1. Raya Jakarta Bogor Km. 37,.Deépok=6415, Indonesia N\

Sur 03-13 (v02) CCDS0035181007 4

FHO CUC TRUONG
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