Sold only by prescription/ Thuée ban theo dan

Amin0p|asma|® Bu Bl‘aul‘l 1 00/0 E Solution for infusion/ Dung dich tiém truyén

Amino acids and Electrolytes

250 ml of solution for infusion con-
tain/250 ml dung dich chura:

Isoleucine 1259
Leucine 22259
Lysine hydrochloride 2449

(Tutong duong vis Lysine 1,7125 g)

Methionine 110g
Phenylalanine 11754
Threonine 105qg
Tryptephan 0409
Valine 1,559
Arginine 28759
Histidine 0759
Alanine 26259
Glycine 30Cqg
Aspartic acid 1409
Glutamic acid 1809
Praline 13759
Serine 05759
Tyrosine 0,10g
Sodium acetate
trihydrate 07145g
jum hydroxide 009g
Potassium acetate 061325g
Magnesium chloride
hexahydrate 0,12%g

B BRAUN

n dauso] 9/ 424

Phasphate mmolfi
Citrate 20 mmolfl
Amine acid content/
toan phan 100 g/l
ntent/
toan phin 158g/
1675 kifl & 400 keal/l
arity: 1021 mOsm/l
tion acidity
. 26 mrmol/|
57-63

Importer/NNK:

HHXHAKHKNHK

AN K

Manufactured by/ S3n xuat béi:
B. Braun Melsungen AG

34209 Melsungen, Germany

Intravenous use / Tiém truy,
ach, For central venous i

Indication, atlan, contraindica-
tion and other informations : See direc-
tions for use inside the carton, / Chi
dinh, cach ding, chéng chi dinh va car
théng tin khic: xem hudng din st dung
trong thing carton,

For single use anly / Chai ding mét lan
Discard unused contents / Phin khang
ding nida phii hiy bé.

Use only if sclution is dear and the con-
tainer and its closure are undamaged /
Chi str dung khi dung dich trang sudt va
86 bao gdi khing bi hang.

Cantents / Thé tich:

Manuf. date/ NSX:
[LET) 56 16 5%

EXP/ HD:

B3 BRAUN

U Braun wedical Industri

(Company No. 15051.m
Penang Malaysia

Que -Lan'g'"Fah

Head of Department
Regulatory Affairs

€8 Sdn, Bhq,

42N

452/12606876/0614

rom bacterial ende-

b wd trung va khang
huan

e outer carton in
from light / Bdo quin
g carton dé tranh

1 store above 30°C /

t do khéng qua 30 °C.
Da not freeze / Khang bao qudn lanh
Storage below 15°C can lead to the
formation of crystals which dissolve
upcn gentle warming to 30°C Gently
agitate the container ta homaogenise
the mixture when warming / Bio
quan dudi 15 °C cd thé din dén dang
tinh thé va haa tan duoc khilam
nong dan dén nhiét d6 30 °C. Lic nhe
chai @8 déing nhat hdn hop khilim
nong.

Visa No./ SEK: xx-oc-xx

250 mi
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Date: 2014-06-09

Director of The Applicant

B. Braun Medical Industries Sdn. Bhd.

—1

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Sold anly by prescription/ Thudc ban theo dan

452/12606877/0614

AMIn0p|asma|O B Bra un 1 00/0 E Solution for infusion/ Dung dich tiém truyén

Amino acids and Electrolytes

250 mi af solution for infusion con-
tain/250 ml dung dich chira:

Isaleucine 125g
Leucine 2 215g
Lysine hydrochloride 14g

(Tuong duang vdi Lysine 1,7125 ql

Methionine 1,10g
Phenylalanine 11759
Threanine 105g
Tryptoghan 040g
Valine 1,559
Arginine 2875¢g
Histidine 075g
Alanine 2625q
Glycine 300g
Aspartic acid 1.40g
Glutamic acid 1.80g
Proline 1.375g
Serine 0,575g
Tyrasine 0i0g
Sodium acetate

trihydrate 0,7145¢g
Sodium hydroxide 0,09g
Potassium acetate 0613259
Magnesium chloride

hexahydrate 0,127¢g

B BRAUN

25
g I
mmol/l

20 mmol/l
content/
ino acid toan phin 100 gl
ntent/
hin 1589/l
rgy 1675 ki/l * 400 kealdl
: 1021 mOsmyl
idity
(pH 7.4): 26 mmal/l
pH: 57-63
Importer/NNK:
MO AK X
KOO

Manufactured by/ Sdn xudt béi:
B. Braun Melsungen AG
34209 Melsungen, Germany

B BRAUN

Intravenous use / Tig
Far central venous |r|r

cich dung chdng chl dinh va céc thing
tin khic: xem hudng din si dung trong
thiing carton.
For single use only / Chai diing mat lin
Discard unused contents / Phan khang
ding nia phai hiy ba.
Use anly if salution is clear and the con-
tziner and its closure are undamaged / Chi
sif dung khi dung dich trang sudt vi da
bae gaéi khang bi hang.

Art.no. /Sé sin phim:

Contents / Thé tich:

Manuf. date/ NSX:
[TaT]/ 56 16 SX
EXP/ HD:

B Braun Medical Industrics Sdn, Bhd,

{Company No. 19051-M)
Peanang, Malaysia

Gt

Laqngah

I-Iead cf Bepartment
Regulatory Affairs

nd free from bacterial endotox-
q dich vo tring va khang cé
£ vi khudn.

ttle in the outer cartan in order

Ung carton 4é tranh dnh sing.
tore above 30°C / Bdo quin &
i khéng qué 30 *C. Do not

freeze / Khéing bdo quan lanh
Sterage below 15°C can lead tao the for-
mation of crystals which dissalve upon
gentle warming to 30°C Gently agitate
the container to homogenise the mix-
ture when warming / Bac quan dudi 15
“C ¢d thé dén dén dang tinh thé va haa
tan duac khi lam ndng ddn dén nhiét
46 3¢ °C. Lic nhe chai 4€ ddng nhat

han hop khi lam néng.
Visa No./ SDK: x-xoe-xx

3559130

10 x 250 ml / Hop chira
10 chai x 250 ml

Date: 2014-06-09

Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

G

Assistant Manager
Regulatory Affairs



Sold only by prescription/ Thuéc ban theo don

R Aminoplasmal® B. Braun 10% E

Solution for infusion/ Dung dtch tiém truyén

Amino acids and Electrolytes

500 ml of solution for infusion con-
tain/500 ml dung dich chia:

Isaleucine 2509
Leucine 445g
Lysine hydrochloride 428q

{tuong duong vdi lysine 3,43 q)

Methionine 2209
Phenylalanine 235g
Threonine 2,109
Tryptophan 0804g
Valine 3,109
Arginine 5759
Histidine 1,509
Alanine 525qg
Glycine 6,004q
Aspartic acid 2804
Glutamic acid 360q
Proline 275g
Serine 1,15g
Tyrosine 0,209
Sodium acetate trihydrate 14299
Sedium hydroxide 0.1804g
Potassium acetate 1,2265g
Magnesium chloride

hexahydrate 02549
Disodium phosphate

dodecahydrate 17905 g

B BRAUN

Head

El

Aminc acid content/

.ﬂirnlno acid toan phin 100 gl

tent/
an 158 g/l
gy 1675 K/l & 400 kcal/l
1021 mOsm/l

dity

7.4), approx.: 26 mmol/|
57-63

se / Tiém teuyén tinh

mach.

Imparter/NNK:

XHXUHHKKHRK

HHRA OO K

Manufactured by/ San xuat bai:
B. Braun Melsungen AG

34209 Melsungen, Germany

entral venous infusion only / ¢

cation and other lnformauons : See
directions for use inside the carton. /
Chi dinh, cach dung, chéng chi dinh va
cac thang tin khic: xem hudng dan s
dung trong thiing carton.
:;or single use only / Chai ding moét

n
Diseard unused contents / Phin khong
ding nifa phai hily bé.
Use only if solution is clear and the
container and its closure are undam-
aged / Chi sif dung khi dung dich trong
sudt va d6 bao gdi khéng bi hang.

Contents / Thé tich:
Manuf date/ NSX:
[LOT] /5616 SX:

EXP/HD:

452/12606907/0614

qua 30 °C. Do not freeze / Khéng
bdeo quan lanh.

Storage below 15°C can lead to the
formatian of crystals which dissolve
upaon gentle warming to 30°C. Gen-
tly agitate the container to
homogenise the mixture when
warming / Bdo quan dudi 15°C co
thé din dén dang tinh thé va hoa
tan duge khi lam nong dan dén
nhiét d6 30 °C. Lic nhe chai dé déng
nhat han hop khi lam néng.

Visa No./ SPK: xt-x000-xx

500 ml

00¢
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w BRAUN

g Braan Meaical Industries Sdn. Bhds
{Company No. 19051-M)

Penang,

Malaysia

Date; 2014-06-09
Director of The Applicant

B. Braun Medical Industries Sdn. Bhd.

e

Lai Choon Mei
Assistant Manager
Reguiatory Affairs

0
epartment
Regulatory Affairs
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Sold only by prescription/ Thudc ban theo don

B Aminoplasmal® B. Braun 10% E

Solution for infusion/ Dung dich tiém truyén

Amino acids and Electroiytes

500 ml of solution far infusion con-
tain/500 mi dung dich chifa:

Isoleucine 2509
Leucine 445¢g
Lysine hydrochloride 4,28q
(tuong duang vdi lysine 3,43 g)
Methionine 2,209
Phenylalanine 2359
Threonine 2109
Tryptophan 0809
Valine 3,109
Arginine 5759
Histidine 1,509
Alanine 5259
Glycine 6,009
Aspartic acid 2809
Glutamic acid 360g
Proline 2759
Serine 1.15g
Tyrosine 02049
Sodium acetate

trihydrate 14299
Sodium hydroxide 0.180g
Potassium acetate 1,22659
Magnesium chloride

hexahydrate 0,254 g
Disodium phosphate

dodecahydrate 1,7905 g

B/ BRAUN

Amino acid content/
Amino acid toan phan
Ni content/

100 g/l

15840/l

gy 1675 kJ/I & 400 keal/l

ity: 1021 mOsm/A
idity

7,4), approx.: 26 mmol/

57-63

use / Tiém truyén tinh
mach. For central venous infusion
only / chi diing trong truyén tinh
mach trung tam.

Read the package leaflet before
use / Poc ky hudng dan sit dung
trude khi dung.

gep out of the reach and sig

Féor single use only / Chai dUng mét
lan.

Discard unused contents / Phan
khong ding nda phai hiy bo.

Use only if solution is clear and the

container and its closure are undam-

aged / Chi st dung khi dung dich
trong sudt va do bao gol khong bi
héng.

Sterile and free from bacterial endo-
toxins / Dung dich vé triing va
khéng ¢é néi doc 16 vi khuan.

Art.no./ S6 san phdm:

Contents / The tich:

Importer/NNK:
s Manuf. date/ NSX:
Manufactured by/ San xuat béi: [LOT| /5616 SX
B. Braun Melsungen AG
34209 Melsungen, Germany EXP/ HD:

B BRAUN

B. Biaun Medical Industries Sdn. Bhd.

{Company No. 19051-M) B

Penang, Melaysia

QH% LHIE ::

Head of Bépartment

Regulatory Affairs

452/12606908/0614

formation of crystals which dissolve
upon gentle warming to 30°C. Gen-
tly agitate the container to
homogenise the mixture when
warming / Bao quan dudi 15 °C cd
thé dan dén dang tinh thé va hoa
tan dugc khi lam nang dan dén

nhiét d6 30 °C. Lic nhe chai dé ddng

nhat hén hap khi lam néng.
Visa No./ SBK: xx-xxxx-Xx

030 39| 08

305 3171

355 9173

10 x 500 ml / Hop
chua 10 chai x 500 mi

Date: 2014-06-09
Director of The Applicant

. Braun Medical Industries Sdn. Bhd.

B

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Boc ky Huéng Dan St Dung trudc khi dung !

Néu can thém thang tin, xin hoi y kién bac si.

Thudc nay chi diing theo sy ké don clia thdy thudc!

452/12608159/0614

B Aminoplasmal® B. Braun 10% E

Dung dich tiém truyén

Thanh phin
€250 m| dung dich chifa
Hoat chét chinh:
Amina acid:
Isoleucine 125¢g
Leucine 2.225¢g
Lysine hydroclerid 214g
(equivalent ta lysine 1,7i5g
Methionine 1.10g
Phenylalanine 1,175g
Threanine 1059
Tryptophan 0409
Valine 1559
Arginine 28759
Higtidine 075q
Alanine 26154
Glycine 300g
Acid aspartic 1409
Acid glutamic 1809
Praline 1375q
Serine 05759
Tyrosine 010g
Cér chat dién gidi:
Natri acetat trihydrat 07145g
Natrl hydroxyd 009g
Kali acetat 061325g
Magnesi clorid hexahydrat 0,127g
Dinatri phosphat dedecahydrat 0895259
Té dugc:
Acetyicysteine
Add citric ngam 1 phin td nude
Nudc cat pha tiém
Néng d6 cde chdt dién gidi: mmol/l
Natri 50
Kali 25
Magnesi 25
Acetat 46
Clorid 52
Phosphat 10
Citrat 20
Amino acid toan phin 100g/
Nitg toan phin 1584/l
Gid tri ndng lueng 1675 ki tuang duang 400 keail
Néng dé dp luc thim thiu 1021 mOsm/l
Chuan dé acid (dén pH 7,4) khadng 26 mmol/l
PH 57-63
Dang bao ché
Dung dich tiém truyén.
Qui cach dang goi

Chai thiy tinh 250 ml; 500 m|

Hap chita 10 chaix 250 ml; 500 ml

Chidinh

Cung cip amino acid nhu mat chit nén cho gud trinh téng hop protein trong
ché dé nudi dudng qua dudng tinh mach, khi duang udng va dudng tiéu haa
13 khing thé thuc hién duge, thiéu hodc chéng chidinh.

Trang nudi dudng qua dudng tinh mach, nén luén ludn truyén dung dich

aming acid phdi hop véi méat Jueng thich hop dung dich cung cdp ning

luang, vi du cac dung dich carbohydrat.

Liéu ding, cach diing

Liéu diing duoc diéu chinh theo nhu ciu cha ting bénh nhin vé amina acid,

chat dién gidi va dich co thé, phu thude vao diéu kién l3m sing cla bénh nhin

{tinh trang dinh du@ng va/hodc mue dé di héa nita do bénh ly).

Nguiéi I6n v tré vi thanh nién tir 15-17 tugi:

Liéu trung binh hang naav:

10-20 ml/kg thé trong  Tuang duong: 1,0- 2,0 g amino acid/kg thé trang.
Tueng dusng: 700 - 1400 ml cho bénh nhan ndng
T0kg

ot da b i

20 mifkg thé trang Tuong duang: 2,0 g amino acid/kg thé trong,

Tuang dueng: 140 g amino acid cho bénh nhin

nang 70kg.

Tueng duong: 1400 ml che bénh nhan ndng 70 kg.

1,0ml/kg thé trong/gié  Tueng duang: 0,1 g amine acid/kg thé trong/h,
Tuang duang: 25 giot/phut cho bénh nhan ning
70kg.
Tuang dugng: 1,17 ml/ phit cho bénh nhan ning
T0kg

Tré em v thanh thigu nién dén 14 tudi:
Liéu khuyén cdo dugc dua ra & day la gid tri trung binh ¢é tinh chdt dinh
huéng. Liéu phéi duoc diéu chinh tugng Ung thea Iia tudi cla ting bénh
nhin, giai doan phét trién cda bénh va tinh trang bénh tat,
Liéu hang ngay cho tré tU 3 - 5 tudi 15 ml/kg thé trang/ngay va tuong dudng
véi 1,5 g amino acid/kg thé trong/ngay.
Liéu hang ngay cha tré tif 6 - 14 tudi: 10 ml/kg thé trong/ngay va tuong dudng
wai 1,0 g amino acid/kg thé trong/ngay.
Tiic df truyén téi da:
1,0 mi/kg thé trong/gids, tuong Ung vdi 0,1 g amina acid/kg thé trang/git.
Phuong phip truyén va thal gian sif dung:
Truyén tinh mach trung tim
Dung dich Amino acid cd thé duge st dung lau nhu dinh duding qua duding
tinh mach duge chi dinh.
Aminoplasmal B. Braun 10% E chi | mét thanh phidn cia dinh dudng qua
duting tinh mach, Trang dinh duéng qua duding tinh mach, cung cip amine
acid phii duoe két hop vai cung cdp cdc nguén ning luong, acd béo thiét
yéu, vitamin va cdc nguyén td vi lugng
Chéng chi dinh
* Min cdm vdi amino acid c6 mat trong dung dich
» Chuyén hda amina acid bat thuang bim sinh
» Réiloan tuan hoan nghiém trong de doa dén tinh mang, vi du bi séc.
= Glam Oxy huyét.
« Nhigm acid chuyén hoa.
« Bénh gan tién trién
* Suy thin ndng khang phai loc mau hodc thim tich mau.
« Niing dé bénh Iy hodc cao trong huyét thanh cla bit ky chit dién gidi nao
trong thanh phan san phdm,
 Tré em dudi 2 wéi
+ Chéng chi dinh chung trong truyén tinh mach:
- Suy tim mat b
- Phii phéi cap
= Tinh trang u nudc

B BRAUN

Date: 2014-06-09
Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

B BRAUN

B Braun Madical Industries Sdn, Bhd,

{Company No. 19051-M)
Panang, Malaysia

Head of
Regulatory Affairs

partment

-]

Lai Choon Mei
Assistant Manager
Regulatery Affairs
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Canh baa dic biét va than trong khi sif dung

Aminaplasmal® B. 8raun 10% E duac s dung than trong va chi sau khi can
nhdc cdn than gilfa loi ich mong doi va rdi ro tiém tang & nhing bénh nhin
réiloan chuyén héa amino acid do nguyén nhan khac hon so vdi duoc dé cip
trong mue * Chéng chi dink®

Trén nhitng bénh nhin suy gan, suy thin liéu phai duac diéu chinh cho tling
bénh nhan.

Cin phai ¢dn trang kiém tra nhing bénh nhin bi ting ndng dé 4p luc thim
thau huyét thanh.

Trong truéing hap mét nudc nhuec truong nén dugc diéu chinh bing cich
cung cap da dich va chit dién gidl trude khi ding dung dich dinh dudng qua
dudng tinh mach,

Trong sudt qua trinh diéu tr| phai thuting xuyén theo dai dién gidl huyét
thanh, duding mau, can bang chat l6ng, cdn bing acid-base, chic ning than
{BUN, Creatinine).

Clng nén kiém soat baa gém protein huyét thanh va ki€m tra chic ndng gan.
Nén cdn trang khi truyén mét luong ldn dich cho bénh nhan bi suy tim.
Aminoplasmal® B. Braun 10% E ¢é thé duoc st dung nhu mét phin nuéi
dudng qua duing tinh mach toan phén khi két hop luong chat bé sung ning
lueng thich hap nhu (dung dich carbohydrat, nhi tuang béo), vitamin, cac
nguyén 16 vi lugng.

Nén kiém tra hang ngay & vi tri catheter céc ddu higu viém hodc nhidm tring.

Phuy nit co thai va dang cha con bi

Chuta thitc hign nghién clu trén phu nid mang thai vi cho con bd. Khing cé
dil liéu tién ldm sang lién quan dé viéc ding Aminoplasmal® B Braun 10% E
trong sudt qud trinh mang thai.

Chl nén diing Aminoplasmal® B, Braun 10% E cho phu ni mang thai va cho
con b sau khi da dinh gid cin than loi ich va rdi ro cé thé.

Anh huéing dén kha nang l4i xe va van hanh mdy méc.

Khéng cé.

Tuang tac thudc

Chua duge biét dén

Tac dung khéng mong mudn

€6 téc dung khang mong mudn, tuy nhién cdc tic dung phu khiing cy thé
cho sdn phim nay nhung cd thé xuat hién nhu két qué cla nubi dudng qua
duéing tinh mach, dc biét & giai doan bit diu.

{t gap (<1/100:21/1000}:
Réi loan tiéu héa: Budn nén, nén
Réiloan chung:  Pau dau, rét run, sét

Hay ll:uing béa cha béc si nhimg tic dung khéng mong muan khang ducc
liét ké trong té hudng ddn si dung nay khi s dung thude.

Cae dac tinh duge luc hoc:

Phan loai: Dung dich dinh du@ng qua dudng tinh mach,

ATC code: BOSB AT0

Mue dich cia dung dich dinh dudng qua duéng tinh mach 1 cung cép cic
chat dinh duang cén thigt cho su phat trién, duy tri va phuc héi cie mé cda
cathé.

Cée amino acid ¢d tim quan trong dic hiét vi ching 1a mat phin thiét yéu
trang qud trinh tdng hop protein

Cac amine acid duoc truyén qua dudng tinh mach di vae long mach va gia
nhép vao quy vén amina acid néi sinh tu da bén trong té bio Ci edc amino
acid ndi sinh va ngoai sinh déu duac diing lam chit nén che qué trinh téng
hap protein chic ndng v cdu tric cia co thé.

Bé trinh su chuyén héa amino acid sdn xudt ning luang, va cing dé cung
cdp cho qui trinh tiéu thu ndng lugng khic cla co thé, nén ding cling vdi céc
chit cung cdp ndng ludng (& dang carbohydrat hodc chit béa).

Chét dién gidi duge st dung trong dinh duding tinh mach giuip duy tri mdc
huyét thanh cdn thiét cho tién trinh sinh Iy cda té bao ma muc dién gidi trong
té hao duoc digu chinh chat ché 1a diéu kién tién quyét. Thém nia, su két hop
nhing chat dién giai véi amino acid la cd loi, do tinh hdng dinh néi mai cla
mdi chit nén ¢ thé két hop lin nhau.

452/12608159/0614

Cac dictinh duac dong hoc:

Do Aminoplasmal® B Braun 10% E duoe truyén qua duémg tinh mach nén
sinh kha dung cla cic amino acid va cac chit dién giai dat 100%.

Thanh phin amino acid cba Aminoplasmal® B. Braun 10% E duge thiét lip
trén co 50 két qua nghién ciu |dm sang vé ndng dd cdc amino acid trong
huyét tuong khi truyén cdc amine acid. Trong Aminoplasmal® B. Braun 10%E
néing dé cdatimg amine acid da duac Iua chon sao cha khi truyén dung dich
dé mic téng twong déi cla cc amino acid trong huyét tuang cing ding
déu cang tot. Bidu nay cd nghia I hing sé néi mdi cla cdc amino acid trong
huy& tueing duge duy tri cang lau cang 16t khi truyén Aminaplasmal® B. Braun
10%E

Phén amina acid khang tham gia vio qua trinh téng hap protein dugc chuyén
héa nhu sau. Nhém amino acid dugc tach khéi khung carbon bai chuyén héa
amin. Chubi carbon hoac bj oxy haa trie tiép thanh CO, hodc duoc ding lam
chat nén trong qua trinh hinh thanh glucose tai gan. Nhom amin ciing dudc
chuyén héa tai gan thanh uré.

Qui lidu

Triéu chirig

Viée ding qud liéu hodc truyén qud nhanh cé thé bigu hién dudi dang buén
nén, rét run, 6i mda va bi that thodt amino acid qua thin.

Diéu tri:

Néu phdn ting khéng hap thu xdy ra, phdi ngiing truyén tam théi va sau dé
tiép tuc truyén lai vi tée 46 thip hon

Tiéu chudn

Tiéu chudn nha sin xut.

Han ding

Han diing sau khi mé ndp

36 thang ké tl ngay san xudt.

Tit quan diém vi tring hoe, dung dich sau khi trén phai ding ngay. Néu khéng
dung ngay thi thi gian va diéu kién bio qua dung dich sau khi trdn thudc vé
trich nhiém ngudi st dung va thuéing khéng duoc dé qua 24h & 2-8°C,

Canh bio dac biét trang bdo quin

Gill thuée tranh xa tm vai vi tim nhin cla tré em

Gitl chai thudc trong thing carton dé tranh dnh sing

Khéng dé thudc & noi cé nhiét dé trén 30°C.

Khang dudc bdo quan lanh.

Biio quan dudi 15°C ¢d thé din dén dang tinh thé va hda tan duge khi lam
néng dén dén nhiét d 30°C. Khudy nhe chai dé déng nhit hidn hop khi lam
néng.

Cénh baa dic biét khi x|y va van chuyén

Khéng duoc s dung néu thiy dung dich khéng trong sudt hodic néu chal
hadc ndp chal cé ddu hiéu bi hu hal.

Phai sit dung bo day truyén dich va triing.

Mal chal chidiing mét [dn. Phidn khang dung nifa phai hiy bé va khéng dugc
dé danh st dung cho lan sau.

Néu cdn thiét dé thém cdc chat dinh dudng khédc nhu |2 carbohydrat lipid,
vitamin v cdc yéu 1 vi lugng vao thudc nay 8¢ cung cdp dinh dudng qua
duang tinh mach toan phan thi qué trinh trén phai duac thue hién dudi diéu
kién vd tring nghiém ngat. Viéc trdn nén duge hoa tron hoan toan va phai
kiém tra tinh tuang hop ciia cdc chat thém vao
Ngay duyét lai ndi dung mdi diy nhit
09.2010

B/BRAUN

Nha sdn xudt:
B. Braun Melsungen AG
34209 Melsungen, Germany

Date: 2014-06-09
Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.

B BRAUN

B Braun Medical Industries Sdn. Bhd,
{Company No. 19051-M)

Penang, Malaysia

Head ipf Department
Regulatory Affairs

—~1T

Lai Choon Mei |
Assistant Manager
Regulatory Affairs .
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