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Sold anly by prescription/ Thuéc ban theo don

3|® B- Bralln 50/0 E Solution for infusion/ Dung dich tiém truyén

ile and| from bacterial endo-
dich v& tring va khéng
i khudn

¢ Aminoplasm

Amino acids and Electrolytes
250 ml of solution for infusion can-

imravenous use / Tig

37/97 £34

438/12606872/0614

0SL

tain/250 mi dung dich chua:
e Sy Bt Ea s ket
LBt Misg
Lysine hydrachiaride 107g ¢ treng thing carten
Wuun_g cl_uang veh Lysine 0,8575 g} ang )
r:lhl?ni;nt o 5{5; q huveé}}%’g{! %a: q;an &
renylalanine % g qu .Don
Thr:gnlne 0,525 g f freeze/ Khéing bao quénllindh.
Tryptophan 0209 Lo iH-cont usé inside the carton /  Storage below 15°C can |ead to the
:aline_ 0775g. Qminoacid ‘:ﬁ::,“‘;n s0g/ cach dung. chéng chidinh  formation of erystals Wh“:;:’z'dc';aoh:i A
rginine 14375 g tent/ v cdc thang tin khac: xem hudng upan gentle warming to . Gently 001
:usm_ime 0375g todn phin 790/ ddn su dung trong thing cartan. afna!g the c:nhtamer to horr;c;;ensse
Ghycine "3:533 835KiM 4 200keal/l  Forsingle use only /Chaldangmét  CIGr0 LS et T o e dang
e : 588 mOsm/l 3 o

] 0 Moy ™™ Dhdunuedcomen i ieang IS0 ey

3 - 2pprox 17 mmald  dung nda phai hay bé = s
Proline 06875 g PRrox sy Useonly i solutionis clear and the chai dé déng nhdt héin hop khi lam
Serine 02875 g container and its closure are undam- 16N
Tyrosine 010g aged / Chi sii dung khi dung dich Visa No/ SEK: xx-xoox-0x
Badjun acetate trang suét va dé bao goi khong bi
trihydrate 0,34025 g héna.
Sodium chiaride 0.241 g . e 250 ml —
Sodium hydroxide 00359  Importer/NNK: ontents { Thé tich:
Potassium acetate 0613259  oooooooon ‘ : 09
Magnesium chloride R Manuf. dare/ NSX:

hpcrate Daz7g Manufactured by/ San xust bal: [@}; S8 Ja S
B | BRAUN B. Braun Melsungen AG

34209 Melsungen, Germany EXP/ HD:

o

Hea

B BRAUN

B. Braun Medical Industries Sdn, Bhd,

{Company No. 19051-M)
Panang, Malaysia

g Fah
Department

egulatory Affairs

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

5

7

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

438/12606873/0614

Aminoplasmal® B. Braun 5% E  soltion o infusions bung aichtem tryén

Amino acids and Electrolytes

Intravero:

other informations - See direc

use inside the carton_/ Chi dinh,

ch ding, ching chi dinh va cac thang
tin khic: xern hudng din si dung trong

For single use anly / Chai ding mét lin.

Use only if solution is clear and the con-
tainer and its closure are undamaged / Chi
51t dung khi dung dich trong sudt va da

Art. no. / 56 sin pham:
Contents / Thé tich:

Manuf, date/ NSX:

250 ml of salution for infusion con- Read the
tain/250 ml dung dich chua:
Isoleucine 06259
Leucine 1.1125¢g
ine hydrechloride 1.07g
fglsiang duang vdi Lysine 0,8575 g)
Methionine 0,559
Phenylalanine 05875 g
Threonine 0525qg
Tryptophan 0209 content/
Valine 0,775g ino acid toan phan 50/ thung carten.
Arginine 1,4375g ontent!
::5"‘_1”‘9 oi-:;g g han 7.9g/ Discard unused content / Phin khang
Sonne Lt Fel oy 835 kl/l A 200 kealyl  dUng niia phit hiy ba.
4 ; 9 588 mOsm/|
Aspartic acid 070g idity ‘
E'lgii‘::;"‘ meid 0,6%?2 g [pH 7,4): approx 17 mmol/l bl it by
Serine 028759 pHE: 57-63 v Sholioa
Tyrosine G10g
Sodium acetate trihydrate  0,34025 g
Sadium chioride 02419
Sodium hydroxide 00359
Potassium acetate 0,61325g Importer/NNK:
Magnesium chloride ORI
hexahydrate 0,279 oopooooix

B/BRAUN

Manufactured by/ 5an xudt bok:
B. Braun Melsungen AG
34209 Melsungen, Germany

[LBT)/ sé16 5%

EXP/ HD:

Sterile and free from bacterial endo-
toxins / Dung dich v trang va khang co
néi déc 16 vi khudn,

Keep the container in the outer carton in
order to pratect from light / A3 qudn
thuéc trang thing carton d€ trénh dnh

sing.
Do not stare abave 30°C / Bio quin &
nhiét da khong qud 30 °C. Do not freeze/
Khéng bao quan lanh
Storage below 15°C can lead to the forma-
tion of crystals which dissolve upon gentle
warming to 30°C. Gentiy agitate the con-
tainer ta homogenise the mixture when
warming / Bio quin duai 15 °C cé thé din
@&n dang tinh thé vi haa tan duoc khi lam
néng din dén nhiét 46 30 °C. Lic nhe chai
dé ddng nhat hén hop khi lam néng.
Visa No./ SEBIK: xt-sone-xx

355 9149

10 x 250 ml / Hop chita
10 chai x 250 ml

B. Buun Medical indust
(Company No. 18051-M}
Panang, Mzlaysia

Head of Department
Regulatory Affairs

rigs Sdn. Bhd.

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

—H
Lai Choon Mei

Assistant Manager
Regulatory Affairs
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Sold only by prescription/ Thudic ban thea dan

B Aminoplasmal® B. Braun 5% E

Solution for infusion/ Dung dich tiém truyén

Amino acids and Electrolytes
500 ml of solution for infusion con-
tain/500 mi dung dich chira:
Isoleucine 1259
Leucine 22254
Lysine hydrochloride 2,149
{twong duong vai Lysine 1,715 g)

Methionine 1,109
Phenylalanine 11759
Threonine 1,059
Tryptophan 0404g
Valine 15549
Arginine 2875¢
Histidine 0754
Alanine 26259
Glycine 3004
Aspartic acid 14049
Glutamic acid 18049
Proline 13759
Serine 057549
Tyrasine 6204g

Sodium acetate trihydrate 06805 g

Sodium chloride 04829
Sodium hydroxide 007g
Potassium acetate 12265 g
Mag: chioride hexahyd 0,254 9
Disodium phosphate

dodecahydrate 1,7905¢g

B BRAUN

Chat dién gidic Read the package

use fBoc ky hl.ron

Amino acid content / tio

Amino acid toan phan s50g/1 th "/ Chidinh, cach dung,
tent/ chéng chi dinh va cac thong tin

an 79g1
B35 kJ/1 A 200 kealfl
588 mOsm/|

thing carton,

For single use only / Chai dung mét
lan.

Discard unused content / Phan
khang ding nida phai hiy ba.

Use only if solution is clear and the

dity
approx 17 mmol/l
57-63

use / Tiém truyén tinh

mach. aged / Chi s& dung khi dung dich
trong sudt va d6 bao gdi khéng bi
héng.
Cantents / Thé tich:
Importer/NNK:
XIHRHXNKNH Manuf date/ NSX:
HIOHHHNK
Manufactured by/ San xuat bdi: |LOT|/ 5616 SX:
B. Braun Melsungen AG
34209 Melsungen, Germany EXP/ HD:

container and its closure are undam-

438/12606903/0614

from bacterial endo-
dich vé tring va
ddcté vi khuan.

ainer in the outer car-
protect from light /
Ge trong thing carton
sang.

bove 30°C / Bdo quan
d nhiét 46 khéng qua 30 °C. Do nat
freeze/ Khang bao quan lanh.
Storage below 15°C can lead to the

khic: xem hudng din st dung trong  formation of crystals which dissolve

upon gentle warming to 30°C. Gen-
tly agitate the container to
homagenise the mixture when
warming / Bao quan dudi 15 °C co
thé din dén dang tinh thé va haa
tan dugc khilam néng din dén
nhiét d6 30 °C. Lic nhe chai dé déng
nhat han hop khi lam nong.

Visa No./ SDK: xx-xxxx-xx

500 ml

00¢€

002

001

3 040G uneig g glewsejdouiwy

ur ...UN

| Industries San. Bnd: Date: 2014-06-09
¥ B[ e M;ilc‘;g[?sl -M) Director of The Applicant
(e B. Braun Medical industrics Sdn. Bhd.

Panang, Malaysia

F i
Qugk LangFah '

Head of Department
Regulatory Affairs

_%,#D

Lai Choon Mei
Assistant Manager
Regulatory Affairs
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Sold only by prescription/ Thudc ban theo don

R Aminoplasmal® B. Braun 5% E

Solution for infusion/ Dung dich tiém truyén

Amino acids and Electrolytes
500 ml of solution for infusion con-
tain/500 ml dung dich chira:

Isoleucine
Leucine
Lysine hydrochloride

1,259
22259
2,14g

(tuong duong vdi Lysine 1,715 g)

Methionine 1,109
Phenylalanine 11759
Threonine 1,05g
Tryptophan 04049
Valine 1.55¢g
Arginine 28759
Histidine 0759
Alanine 26259
Glycine 3jo0g
Aspartic acid 1409
Glutamic acid 1,809
Proline 13759
Serine 05759
Tyrosine 0209
Sodium acetate

trihydrate 0,6805 q
Sodium chloride 04829
Sodium hydroxide 0079
Potassium acetate 1,2265¢g
Magnesium chloride

hexahydrate 02549
Disodium phosphate
dodecahydrate 1,7905g

B BRAUN

Amino acid cur’ent /

Amino acid toan phan

509/l

7.9a/
835 kJ/I A 200 keal/l
: 588 mOsm/|
idity
approx 17 mmol/|
57-63
use / Tiém truyén tinh

mach.

Read the package leaflet before
use / Doc ky huang dan sif dung
trudc khi dung.

Importer/NNK:

XXMHOCXKAX

KXRHNXXKAX

Manufactured by/ San xudt béi:
B. Braun Melsungen AG

34209 Melsungen, Germany

B BR#

Keep out of the rea
children / Dé ngoai

For single use only / Chai ding mét
lan.

Discard unused content / Phan
khéng diing nira phéi hiy bé.

Use only if solution is clear and the
container and its closure are undam-
aged / Chi st dung khi dung dich
trong sudt va dd bao goi khang bi
héng.

Sterile and free from bacterial endo-
toxins / Dung dich vé tring va
khéng cé néi doc té vi khudn

Art. no. / S6 san pham:

Contents / Thé tich:

Manuf. date/ NSX:
[LOT] /5616 5X
EXP/ HD:

“JN

B. Braun Medical Industries San. 8hd,
{Company No. 19051-M)

Penang, Malaysia

Qu kLang.Fai'; r
Head ‘of Department
Regulatory Affairs

438/12606904/0614

ner in the outer car-
rotect from light /
trong thing carton

ge 30°C/ Bac quan
g quéd 30 °C. Do not
ao quan lanh,

5°C can lead to the
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 dén dén dang tinh thé va héa
tan dugc khi lam néng dan dén
nhiét dé 30 "C. Ldc nhe chai dé déng
nhit hon hap khi lam néng.

Visa No./ SBK: xx-x0006-xx

4 '03 53”083133"

355 9157

10 x 500 ml / Hop
chia 10 chai x 500 ml

2

Date: 2014-06-09
Director of The Applicant

B. Braun Medical Industries Sdn. Bhd.

Lai Choon Mei

Assistant Manager
Regulatory Affairs
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Poc ky Hudng Dan St Dung trude khi ding !
Néu can thém thdng tin, xin héi y kién bac si.
Thudc nay chi dung theo sy ké don ciia thay thudc !

438/12608157/0614

R Aminoplasmal® B. Braun 5% E

Dung dich tiém truyén

Thanh phan

€ 250 ml dung dich chia
Hoat chdt chinh:

Amino acid:

Isaleucine

Leucine

0625 g
12549

Lysine hydreclarid 1079 frinh trang dinh duding va/hodc mic 46 di héa nita da bénh iy). Date: 2014-06-09
(equivalent ta lysine 08575 g 16n s rudi = H
Methionine 055 g Ngusin lan vd ted vi thanh nién tir 15-17 tudi: Director of The Applicant
Phenylalanine 05875 g  Liéutruna binh hana naiy: B. Braun Medical Industries Sdn. Bhd.
Threcnine 0525q 20-40mi/kgthétrong Tuong duang: 1,0 - 2,0 g amino acid/kg thé trong
Tryptophan 020g Tugng ducng;: 1400 ~ 2800 ml cha bénh nhan ning N
Valine or7sg . Tokg 3 BRAUN
Arginine 14375 g Lidutdi ngay: i ies Sdn. Bhd,
Histidine 0375 g 40mlkgthétrong  Tuong duong: 2,0 g amino acld/kg thé trong, 8. Braun Medical Industries §
Alanine 13125 ¢ Tuang diang: 140 g amino acid cha bénh nhan {Company No. 19051-M)
Glycine 150 g nang 70 kg. Penang, Malaysia
Acid aspartic 0709 Tueng duagng: 2800 ml cha bénh nhin ning 70 kg.
Acid giutamic 080 g Tbcda truvén vaglottdi da:
Proline 06875 g 2.0mlfkg thétrong/giér Tuang dueng: 0,1 g amine acid/kg thé trong/h,
Serine 02875 g Tueng dugng: 45 giot/phut che bénh nhan ning
Tyrosine 0104g 70kg. q
Cac chat dién gidi Tugng ducng: 2,34 ml/phit cho bénh nhan ning
Natri acetat trihydrat 0,34025 g ks
Natri clorid 0,241 g  Tréem v thanh thiéu nién dén 14 tudi:
Natri hydroxid 0035 g  Liéu khuyén cio duge dua ra & day |2 gid tri trung binh cé tinh chit dinh
Kali acetat 061325 9 hudng. Ligu phai duoc diéu chinh tuang ung thea Ida tudi cla ting bénh Q Fah
Magnesi clorid hexahydrat 0127 g nhin, gial doan phit trién cda bénh va tinh trang bénh tit. Head rtiment
Dinatri phosphat dodecahydrat 0895259 .2 .. : R . i Depa £
Liéu hang ngiry cho tré tif 3 - 5 tudi: 30 ml/kg thé trong/ngay vé tuong duong Regulatory Affairs

Té duoe: wdi 1,5 g amina acid/kg thé trong/ ngay.

y Liéu hing ngay cho tré tir6 - 14 tudi: 20 mlfkg thé trong/ngay va tuang duong
x:ﬂlglfir; ahydrat V@i 1,0 g amino acid/kg thé trong/ngay.
Nudt cdt pha tiém Tée dd truyén t6i da:
Néng dé cdc chat dién gidi: mmolf 20 mifkg thé trong/gid, tuang Ung vdi 0,1 g amino acid/kg thé trong/gid.
Natri ' 50 Trong truéng hop lugng amine acid yéu cdu 1 g/kg thé trang/ngdy hodc hon,
Kali 25 phai dac biét chi y gidi han lugng dich dua vao co thé. B tranh qud tii dich,
Magnesi 2,5 o thé ding dung dich amino acid v&i ham luong Ién han trang truéng hop -
Acetat 15 nay.
'E:_‘olid hat ‘:3 Phuang phap truyén va théi gian truyén ""‘r—
Cit::tp i 20  Truyén tinh mach Lai Chaan Mei
Amina acid toan phin s0gil Aminoplasmal® B. Braun 5% E c6 thé duac st dung lau nhu dinh dudng qua Assistant Manager
Nita toan phin 794/l dudng tinh mach dugc chi dinh. Regulatary Affairs
Gid tri nang luong 835 kJ/l tuang duang 200 keal/l Aminaplasmal® B. Braun 5% E chi la mét thanh phan cba dinh duéng qua
Ndng dé dp luc thim thiu 588 mOsm/l  duéng tinh mach. Trong dinh dugng qua duémng tinh mach, cung cap amina
Chudn dé acid {dén pH 7.4] khodng 17 mmoid acid phai duoc két hop véi cung cdp cac ngudn ning luong, acid béo thiét
PH 57-63 yéu, vitamin va cic nguyén 14 vi lugng
Dang baa ché Chéng chi dinh
Dung dich tiém truyén. + Mén cam vdi amino acid cd mat trong dung dich

Qui cich dang goi

Chai thiy tinh 250 ml; 500 m|

Hép chifa 10 chal x 250 ml; 500 ml

Chi dinh

Cung cap cdc amino acid nhu mat chat nén cho qud trinh téng hop protein
trong ché dé nudi dudng qua duéing tinh mach, khi duing uéng va duéing
tigu haa la khing thé thue hién duge, thiéu hodc ching chi dinh,

Trong nudi dudng qua dudmg tinh mach, nén luén luén truyén dung dich
amine acid phéi hap véi mét lugng thich hop dung dich cung ¢dp ning
higng, vi du cic dung dich carbohydrat.

Liéu diing, cich ding

Li#u diing duoc diéu chinh thea nhu cdu cia ting bénh nhin vé amino acid,
chit dién gial va dich cothé, phu thude vio diéu kién lam sing cla bénh nhan

« Chuyén hda amino acid bat thuéng bam sinh

« Rii loan tudn hoan nghiém trong de doa dén tinh mang, vi du bj sdc.

= Giam Oxy huyét

« Nhiém acid chuyén héa

« Bénh gan tién trién

« Suy thin nang khang phai loc mau hodc thim tach mau.

« Niing 46 bénh Iy hodc cao trong huyét thanh cla bat ky chat dién gidi nao
trong thanh phan san phim.

 Tré em dudi 2 twéi

B/ BRAUN
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+ Chéng chi dinh chung trong truyén tinh mach:

- Suytim mat bi

- Phis phéi cdp

- Tinh trang (& nugc
Canh bao dic biét va than trong khi st dung
Aminaplasmal® B. Braun 5% E dugc sif dung than trong va chi sau khi can
nhic cdn thin gida lgl ich mang dai va rii ro tiém tang & nhing bénh nhin
181 loan chuyén hda amino acid do cic nguyén nhin khic hon so vai duoc dé
¢ap trang muc *Chdng chi dinh™:
Trén nhifing bénh nhén suy gan, suy than liéu phai duge diéu chinh cho timg
bénh nhan,
Can phdi cin trong kiém tra nhing bénh nhan bitang dp luc tham thiu huyét
thanh.
Treng truéing hap mit nude nhuoe truong nén duge diéu chinh bing cich
cung cp di dich va chit dién gidi trude khi dung dung dich dinh dudng qua
duang tinh mach.
Trong sudt qua trinh didu tri phai thugng xuyén theo doi dién gidl huyét
thanh, duiing mdu, can bang chit ldng, cin bing acid-base, chic ndng than
(BUN, Creatinine)
Cing nén kiém sodt bao gém protein huyét thanh v kifm tra chdc ndng gan.
Nén cdn trong khi truyén mét liong lan dich che bénh nhin bi suy tim,
Aminoplasmal® B. Braun 5% E cé thé dugc st dung nhi mét phan nudi dudng
qua duding tinh mach toan phén khi két hop luong chét bd sung nang lugng
thich hop nhu (dung dich carbohydrat, nhi tuong béa), vitamin, céc nguyén
16 vi luong.
Néu Aminoplasmal® B. Braun 5% E duoc dlng két hop vai cdc dung dich dinh
duiing khdc, khd ning truyén tinh mach ngoai vi phu thude vao ndng dé dp
Ive tham thau ciia dung dich hén hop.
Nén kiém tra hang ngay & vi tri truyén cic diu hidu viém hodc nhiém triing.

Phy nil cé thai va dang cha con b

Chua thue hién nghién cdu trén phu nd mang thai va cho con bu. Khang cé
di liéu tién ldm sang lién guan dén viéc diing Aminoplasmal® B Braun 5% E
trong sudt qua trinh mang thai.

Chi nén ding Aminoplasmal® B, Braun 5% E cho phu nif mang thal va chocon
bui sau khi da danh gid can than loi ich va rii ro ¢6 thé.

Anh huding dén khi ning Lii xe va vén hanh mdy méc.

Khéng cé.

Tuong tac thudc

Chua dugc biét dén

Tic dung khéng mang mudn

€& tic dung khang mong mudn, tuy nhién cdc tic dung phu khéng cu thé
cho sdn phdm nay nhung cd thé xuat hién nhu két qua cla nudi dudng qua
duéng tinh mach, dac biét & giai doan bit ddu.

It gap {<1/100; 21/1000}:

Ral laan tiéu héa: Budn ndn, non

Réiloan chung:  Bau dau, rét run, sét

Hay théing bdo cho béc s nhing tac dung khdng mong mufin khéng duge
liét ké trong té hudng din st dung niy khi st dung thuée

Cac dic tinh duoc luc hoc:

Phén loai: Durg dich dinh dudng qua duling tinh mach,

ATC code: BOSB ATD

Mue dich cda dung dich dinh dung qua duding tinh mach 14 cung cdp cac
chit dinh dudng cin thiét cho su phét trién, duy trl vi phue héi cic mé cha
cothé

Céc amino acid c6 tdm quan trong dic biét vi ching |2 mét phin thiét yéu
trong qud trinh téng hop protein,

Céc amino acid dugc truyén qua dudng tinh mach di vio long mach va gia
nhdp vao quy wén amino acid nél sinh tu do bén trong té bio, Ci cac amino
acid ndi sinh v ngoal sinh déu duoc ding lam chit nén cho qud trinh téng
hop protein chie ning va cu tric clia co thé,

438/12608157/0614

DEé tranh sy chuyén héa amina acid sdn xuit nng lugng, va cang dé cung
cap cho qui trinh tiéu thy nang lugng khic cda co thé, nén ding ciing vl cdc
chit cung cap ning lugng (& dang carbohydrat hodc chit béa).

Chit dién gidi dugc s dung trong dinh dudng tinh mach giip duy ti muc
huyét thanh cin thiét cha tién trinh sinh Iy clia t& bao ma mic dién giditrong
1€ bio duge diéu chinh chit ché la digu kién tién quyét. Thém nifa, su két hap
nhiing chit dién gil véi amino acid 13 cd lgi, do tinh hing dinh ndi mai cda
mél chit nén ¢d thé két hap lan nhau.

Cdc dic tinh duoc dong hoc:

Do Aminoplasmal® 8. Braun 5% E duoc truyén qua duimg tinh mach nén sinh
khi dung clia cic amine acid va cde chit dién gidi dat 100%.

Thanh phdn amino acid cla Aminoplasmal® B. Braun 5% E duac thiét [ap trén
cd s& két qud nghién cdu lam sang vé ndng dd cic amino acid trong huyét
tuong khi truyén cdc amino acid, Trong Aminoplasmal® B. Braun 5% E ndng
@6 cOa titng amino acid da dugc lifa chon sao cho khi truyén dung dich dé
milic ting tudng d6i cla cic amino acid trong huyét tudng cang déng déu
cang 1. Diéu nay cd nghia la hing s6 ndi mai cha cdc aming acid trong huyét
tuong duge duy trl cang lau cang tét khitruyén Aminoplasmal® B. Braun 5% E.
Phin aming acld khong tham gia vac qua trinh téng hap protein dudc chuyén
hda nhu sau. Nham amino acid duoc tich khai khung carbon béi chuyén héa
amin. Chudi carban hodc bi oxy hda truc tiép thanh CO3 hodc dugc ding lam
chit nén trong qua trinh hinh thanh glucose tai gan. Nhom amin cing dugc
chuyén hda tai gan thanh uré.

Qui liéu

Triéu chiing

Vige ding qud liéu hodc truyén qud nhanh cd thé din dén cdc phin dng
khéng dung nap va cd the biéu hién dudi dang budn nén, rét run, 4i mda va
bi thét thoat amino acid qua than.

Bréu tri

Néu phin Ung khdng hip thu xdy ra, phil ngling truyén tam thél va sau dé
tiép tuc truyén lai vdi téc 4 thap hon.

Tiéu chudn

Tiéu chudn nhi sin xudt.

Han ding

Han diing sau khi md ndp

24 thing ké vl ngay sdn xudt.
Han diing sau khi trén vdi cde thanh phdn khdc

Tt quan diém i triing hoc, dung dich sau khi trgn phai ding ngay. Néu khéing
diing ngay thi thil gian va diéu kién bao quan dung dich sau khi trgn thugc
vé trach nhiém ngual sit dyng va thuaing khang duoc dé qua 24h & 2-8°C.
Canh bio dac biet trong baa quan

Gt thude tranh xa tim vei vatim nhin cdatrd em

Gid chai thudc trong thiing carton dé tranh dnh sing

Khiéing dé thude & nai ¢é nhiét dé trén 30°C.

Khéng duoc bic quan lanh.

Béo quan dudi 15°C c6 thé din dén két tinh dang tinh thé tuy nhién dé dang
hia tan duge khi lam nang din dén nhiét 4 30°C dén khi dung dich tan hoan
toan, LAc nhe chai dé déng nhit han hop khi lam ndng.

Canh béo ddc biét khi xd 1y va vin chuyén

Khing dugc sif dung néu thiy dung dich khéng trong suét hodc néu chai
heidc ndp chai cd dau hiéu bi hu hai,

Phai s dung bé day truyén dich v tring.

Méi chai chi diing mat ldn. Phin khing ding nia phdi hiy b vi khéng dude
dé danh sirdung cha ldn sau.

Néu cin thiét dé thém cdc chit dinh dudng khac nhu la carbohydrat, lipid,
vitamin va cdc yéu td vi luang vae thude nay dé cung cdp dinh dudng qua
duding tinh mach toan phin thi qui trinh trén phii duec thyc hién dudi diéu
kién v tring nghiém ngit. Viéc trén nén duoc hoa trén hoan toin vi phii
kiém tra tinh tuang hop cla cdc chat thém vao

Ngay duyét lai ndi dung méi day nhit
09.2010
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Date: 2014-06-09
Director of The Applicant
B. Braun Medical Industries Sdn. Bhd.
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8. Braun Medical Industries
(Company No. 19051-M)
Penang, Malaysie
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Lai Choon Mei
Assistant Manager
Regulatory Affairs
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