AVDB3BFOF1A79
Baxter

Lipid Emulsion (10%)

Volume 300 ml
Refined soya oil and
Refined olive oil* 309

Other ingredients:

Purified egg lecithin (1.80g)
Glycerol (3.38q)
Sodium oleate {0.05 g)
Sodium Hydroxide (gs, pH)

Water for Injections qs volume.

* Mixture of refined olive oil
{approximately 80%) and refined
soya oil {approximately 20%)

 For Peripheral and Central
Intravenous Administration

= Keep all medicines out of reach and
sight of children

e Use as directed by a medical
practitioner

Manufactured by:

Baxter 5A

80, Boulevard René
Branquart 7860 Lessines
BELGIUM

Visa No.: 000
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Emulsion for Infusion
Amino Acids (5.5%) solution with electrolytes

Volume 600 mi
Amino Acids 33g
Sodium Acetate 1479
Sodium glycerophosphate 5H,0 3229
Potassium Chloride 1.79g
Magnesium Chloride 6H,0 0679
Na+ 32 mmol
K+ 24 mmol
Mg*+ 3.3 mmol
Phosphate 11 mmol
Acetate 46 mmol
Chloride 44 mmol
Other ingredients:

Acetic Acid (gs, pH), Water for Injections gs volume,
Concentration of amino acids after mixing (per bag)

tssential amino acids:
L-Leucine 2419
L-Phenylalanine 1859
L-Methionine 1329
L-Lysine 191g
(As L-Lysine HCI) (2.39 g)
L-Isoleucine 198g
L-Valine 191g
L-Threonine 1.39¢g
L-Tryptophan 059g
Won essential amino acids:
L-Alanine 683g
L-Arginine 380g
Glycine 3409
L-Histidine 158 ¢
L-Proline 2249
L-Serine 1659
L-Tyrosine 0.13g

= For use only in adults and in children more than 2 years of age.
= For parenteral nufrition in adults and children above 2
years of age when oral or enteral nutrition is impossible,

inadequate or contra-indicated,

= Only use i the bag is undamaged, the non-permanent seals
are intact and the amino acid and glucose solutions are clear.
= Do not use if separation of the emulsion is observed.

= Do not connect in series.
= Do not administer before, simultaneously or after

administration of blood through the same equipment.

= Do not exceed the recommended infusion rate.

= Any unused product or waste material and all necessary

devices must be discarded.
* Sterile, endotoxin free solutions,
» Dosage and administration: see enclosed leaflet.

Expiry date /
Manuf. Date

1500 ml

FORMULA
CONTAINING ELECTROLYTES

Glucose (20%) solution with calcium chloride
Volume 600 mi
Anhydrous glucose 1209
(As glucose monohydrate) (132 g)
Calcium Chioride 0449
Cat++ 3 mmol
Chloride 6 mmol
Other ingredients:

Hydrochloric Acid (gs, pH)
Water for Injections gs volume.

After the contents of the three compartments have been

mixed, the ternary mixture provides the following:

Volume 1500 mi
Osmolarity 750 mOsmA
pH ]
Nitrogen 549
Amino acids 33g
Total calories 910 keal
Non protein calories 780 keal
Glucose calories 480 keal
Lipid calories 300 keal
Non-protein calorie/nitrogen ratio 144 keal/g N
Nat 32 mmol
K* 24 mmol
Mg++ 3.3 mmol
Cat+ 3 mmol
Phosphate™ 13 mmol
Acetate 46 mmol
Chioride 50 mmol

** Phosphates provided by the lipid emulsion,

= 1500 ml in a 3 compartment bag.
= Keep container in the outer carton, Do not freeze,
* Only administer after breaking the non-permanent

seals

approximately halfway and mixing the contents of the
compartments, i is recommended that the reconstituted

emulsion is used immediately.

= The reconstituted emulsion is stable for 7 days at
between +2 °C and +8 °C followed by a maximum
48 hours at temperatures not exceeding 25 °C.

= Ensure product is at room temperature.

of

= Additives may be incompatible. Refer to the manufacturer

for further details.

« The ternary mixture is hypertonic and may cause vein

irritation.
Do not store above 25 °C,

Baxter and OiiClinomel are trademarks of
Baxter international fnc.

Batch NO

BE-35-01-829



AVDB3BFOE1A79
Baxter

OLICLINOMEL

N4-550
E

Emulsion for Infusion

Lipid Emulsion (10%) |
Volume 200 mi
Refined soya oil and
Refined olive oil* 209
Other ingredients:

Purified egg lecithin (1.20g)
Glycerof (2.25g)
Sodium oleate 0.039)
Sodium Hydroxide (gs, pH)

Water for Injections qs volume,

* Mixture of refined olive oil
{approximately 80%) and refined
soya oil (approximately 20%)

= For Peripheral and Central
Intravenous Administration

+ Keep all medicines out of reach
and sight of children

» Use as directed by a medical

practitioner

Manufactured by:

Baxter SA

B0, Boulevard René Branguart 7860
Lessings, BELGIUM

Amino Acids (5.5%) solution with electrolytes
Volume 400 ml
Amino Acids 229
Sodium Acetate 088 g
Sodium glycerophosphate 5H0 2141
Potassium Chloride 1.19g
Magriesium Chloride 6H,0 045¢g
Na+ 21 mmal
K+ 16 mmal
Mg*+ 2.2 mmol
Phosphate 7 mmol
Acetate 30 mmol
Chloride 29 mmol
Other ingrediants:

Acetic Acid (gs, pH), Water for injections gs volume.

Visa No.»ooot

Concentration of amino acids after mixing (per bag)

Essential amino acids:

L-Leucine

L-Phenylalanine

L-Methionine

L-Lysine

(As L-Lysine HCI)

L-lsoleucine

L-Valine

L.-Threonine

L-Tryptophan

Non essential amino acids:

L-Alanine

L-Arginine

Glycine

|-Histidine

L-Proline

L-Serine

L-Tyrosine

« For use only in adults and in children more than 2 years of age.

= For parenteral nutrition in adults and children above 2 years
of age when oral or enteral nutrition is impossible,
inadequate or contra-indicated,

= (nly use if the bag is undamaged, the non-permanent s

are intact and the amino acid and glucose solutions are clear

Do not use if separation of the emulsion is observed.

Do not connect in series.

Do not administer before, simultaneously or after

administration of blood through the same equipment.

Do not exceed the recommended infusion rate.

Any unused product or waste material and all necessary

devices must be discarded.

« Sterile, endotoxin free solutions.

» Dosage and administration: see enclosed leaflet.
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Expiry date /
Manuf.Date

1000 mi

FORMULA

CONTAINING ELECTROLYTES

Glucose (209) solution with caleium chloride
Volume 400 ml
Anhydrous glucose B0g
(As glucose monohydrate) (88 @)
Calcium Chioride 0.30g
Catt 2 mmol
Chloride 4 mmol
Other ingredients:

Hydrochloric Acid (qs, pH)
Water for Injections gs volume,

After the contents of the three compartments have been
mixed, the termary mixture provides the following:

Volume 1000 mi
Osmolarity 750 mOsm/Al
pH ]
Nitrogen 369
Amino acids 29
Total calories 610 keal
Non protein calories 520 keal
Glucose calories 320 keal
Lipid calories 200 keal
Non-protein calorie/nitrogen ratio 144 keal/g N
Nat 21 mmol
K* 16 mmol
Mg+* 2.2 mmol
Cat+ 2 mmol
Phosphate™ 8.5 mmol
Acetate 30 mmol
Chloride 33 mmot

** Phosphates provided by the lipid emulsion.

« 1000 ml in a 3 compartment bag.

= Keep container in the outer carton. Do not freeze.

* QOnly administer after breaking the non-permanent
seals approximately halfway and mixing the contents
of the compartments. It is recommended that the
reconstituted emulsion is used immediately.

* The reconstituted emulsion is stable for 7 days at

between +2 °C and +8 °C followed by a maximum of

48 hours at temperatures not exceeding 25 °C.

Ensure product is at room temperature,

Additives may be incompatible. Refer to the

manufacturer for further details.

» The ternary mixture is hypertonic and may cause
vein imitation.

Do not store above 25 °C,

Baxter and OliClinome! are trademarks of
Baxter Intemational Inc.
BE-35-01-830

Batch N©



OLICLINOMEL N4-550 E Baxter S.A.

Nhan phuy tiéng Viét

11

Tén thuéc: OLICLINOMEL N4-550 E
1000ml, nhii dich truyén tinh mach.

Rx Thubc ké don

OLICLINOMEL N4-550 E SBK: VN-XXXXX-XX
Nhil dich truyén tinh mach. Pudng dung: tinh mach ngoai vi hoédc trung tim.

Thanh phan: Nhii dich lipid 10%, Dung dich amino acid 5,5%, Dung dich glucose 20% (kl/tt)
Tdi 3 ngan 1000 ml (200 ml + 400 ml + 400 ml).

Chi dinh, cach ding, chong chi dinh va c4c thong tin khac: xem t& Hudng dén sir dung kém theo.
Bao quan: Dué6i 25°C. Khong dé dong lanh.

Sé}n xuét boi: Baxter S.A. - Bd., René Branquart 80, B-7860 Lessines, Belgium/ Bi.

S6 16 SX, NSX, HD, xem “Batch No.”, “Manuf. Date”, “Expiry Date” trén bao bi.

NSX, HD duoc tinh 1a ngay 01 cia thang in trén bao bi.

DNNK: , ,
Po ky Hirtng din sir dung truéc khi ding, é xa thm véi cia e nh, IV

\

Ver2.0



" OLICLINOMEL N4-550 E Baxter S.A.

Nhan phu tiéng Viét

11

Tén thuéc: OLICLINOMEL N4-550 E
1500ml, nhii dich truyén tinh mach.

Rx Thudc ké don

OLICLINOMEL N4-550 E SBK: VN-XXXXX-XX
Nhi dich truyen tinh mach. Pudng ding: tinh mach ngoai vi hoac trung tam.

Thanh phan: Nhii dich lipid 10%, Dung dich amino acid 5,5%, Dung dich glucose 20% (kl/tt)
Tii 3 ngan 1500 ml (300 ml + 600 ml + 600 ml).

Chi dinh, cach diing, chong chi dinh va cac thng tin khac: xem t& Hudmg dan sir dung kém theo.
Bao quan: Dudi 25°C. Khéng dé dong lanh.

San xuét béi: Baxter S.A. - Bd., René Branquart 80, B-7860 Lessines, Belgium/ Bi.

S0 16 SX, NSX, HD, xem “Batch No.”, “Manuf. Date”, “Expiry Date” trén bao bi.

NSX, HD duoc tinh 1a ngay 01 cia thang in trén bao bi.

DNNK: _ ] ‘
Poc ki Hudéng dan sir dung trude khi ding. D€ xa tam v&i cua tré nho. N\/

(A

Ver 2.0



Thubc nay chi dang theo don cua bac sy. Doc kj hwong dan sor dung trudc kbi dong, Néu céan
thém thong tin xin héi y kién bac sy. Dé xa tam tay tré em.

OLICLINOMEL N4-550 E
Nhii dich truyén tinh mach
QUY CACH DONG GOI

Nhi dich truyén tinh mach OLICLINOMEL N4-550 E dwoc dong goi dudi dang tii 3 ngan. C6 2 dang
trinh bay véi cac thé tich khac nhau nhu sau:

Thanh phén cac ngin 1000 ml 1500 ml
Nh dich lipid 10% 200 ml 300 ml
Dung dich amino acid 5,5% 400 ml 600 ml
Dung dich glucose 20% 400 ml 600 ml

CONG THUC: ' . '
Thanh phan trong tirng ngén va thanh phan hén hop cudi cling dwoc cung cép chi tiét trong bang sau:
Thanh phan hoat chét trong méi 1000 ml nhi dich hén hop bao gém:

Hoat chat Ngéan nhii dich Ngéan dung dich Ngén dung dich
lipid (200 ml} amino acid {400 ml) glucose (400 mil)
D&u dau nanh + dau cliu tinh 20,009
ché * j
Alanine 4,56 g Yy
Arginine 2.53g N
Glycine 22749 { 1A\
Histidine 1,06 g s
Isoleucine 1,32 g
Leucine 1,614
Lysine 1,28 g
(dang lysine hydrochloride) (1,60 )
Methionine 088¢g
Phenylalanine 1,230
Proline 1,50 g
Serine 1,109
Threonine 0,92a
Tryptophan 0,404
Tyrosine 0,09 q
Valine 1,28 g
Natri acetate.3H,0O 0,98q
Natri glycerophosphate.5H.0 2,14 g
Kali chloride 11949
Magnesi chloride. 6H,O 0459
Glucose khan 80,00g
(dang glucose manohydrate) {88,00q)
Calci chloride.2H,0 030q

*Hén hop dau oliu tinh ché (khodng 80%) va dau dau nanh tinh ché (khoang 20%)

Céc thanh phan t& dwroc gdm co:

Ngén nhi djch lipid

Ngan dung dich amino acid

Ngén dung dich glucose

Phosphatide (lecithin) frirng tinh
khi&t, glycerol; natri oleate; natri
hydroxide; nwée pha tiém

Acetic acid; nwdre pha tiém

Hydrochloric acid; nirée pha
fiém

Sau khi tron 1&n thanh phan clia ba ngan, hén hop 3 thanh phan trong tdi & cung cép nhur sau:

| Mai tai 1000 ml 1500 ml
Nitrogen (g) 3.6 54
Amino acid {g) 22 33

Fersion ccds40520140609
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Glucose (g} 80 120
Lipid {g) 20 30
Tdng nang lrong (keal) 610 910
N&ng lweng khong protein (kcal) 520 780
Nang lugng glucose (kcal) 320 480
Nang lwgng lipid (kcal) 200 300
Ti 18 nang lergng khong protein/nitrogen (kcalfg N) 144 144
Natri (mmoaoi) 21 32
Kali {mmol) 16 24
Magnesi (mmol) 22 3,3
Calci (mmol) 2 3

Phosphate (mmol)** 8,5 13
Acetate (mmol) 30 48
Chloride (mmaol) 33 50
gH 5] 6

Osmolarity {m0sm/L) 750 750

* Phosphate dwoc cung cap b&i nhi dich lipid

DANG BAO CHE
Sau khi trén 1an: nhil dich truyén tinh mach
e Cam quan trwée khi trén 1&n:
- Ngan cha nhi dich lipid 1a dung dich d8ng nhat nhw sa.
- Ngé&n chira dung dich amino acid va ngén chira dung dich glucose trong sudt, khéng mau hodc
vang nhat.
= Cam quan sau khi trdn lan: dich ddng nhét nhw siva.

CHi DINH
Dinh dw&ng dudng tinh mach cho ngwéri 16N va tré em trén 2 tudi khi dinh dwéng dwéng tiéu hda kheng
thé thie hién dwere, khang cung cép @l hodc chéng chi dinh.
\, /
LIEU LUQNG }

Liéu lrong phu thude vao nhu cdu chuyén héa, can nang, kha ning chuyen(ﬁBa %c thanh phan cla nhi
dich OLICLINOMEL cling nhur cac nang long hodc protein diroc bd sung thém qua dudng udng hodc
duwong tieu hoa.

Lleu dung t4i da clia mdi thanh phan trong céng thirc OLICLINOMEL duwoc thiét lap phu thude vao nhu
cu dinh dwéng toan phan clia ngudi bénh va mirc @6 dung nap clia ho.

Thei gian dung thude kéo dai tiry thude finh trang 15m sang clia bénh nhan.

Liéu ditng & ngwei Ion:
o Nhucéu:
Nhu cau nitrogen trung binh tir 0,16 g ~ 0,35 g/kg/ngay (khodng 1 - 2g amino acid/kg/ngay). Nhu
chu nang lwgng thay d6i tuy thudc tinh trang dinh dwéng cla bénh nhan va mac d6 di hoa
(Thuwéng tlr 25 - 40 kcal/kg/ngay).

. Lléu tbi da hang ngay khong nén vwet ua mirc cho phép & _Ngwdi 16n va tré em. Do thanh phan
¢ dinh cda tui nhiéu ng&n, kha ning déng thdi dap (ng tAt ¢ nhu cdu dinh dwéng cia benh
nhan cé thé khong duge dam baoe. Tinh trang lam sang ¢¢ thé ton tai trén bénh nhan cé nhu cau
Iwo'ng chat dinh dwéng khac véi thanh phan trong tui dich. Trong triérng hop nay cac tac dong
clia bat ky diéu chinh thé tich (lidu) nao phai dwoc xem xét dya trén tae dong tdng hop cla tat
ca thanh phan dinh dwéng trong OLICLINOMEL

e [idu t6i da hang ngay:
Liéu tbi da hang ngay la 40mlkg {twong duong 0,88 g amino acid; 3,2 g glucose va 08 g
lipid/kg), nghla 1a 2800 ml nhil dich truyén tinh mach cho mét bénh nhan can nang 70kg.

Liéu dung cho tré trén 2 tudi:

«  Nhu cau
Nhu cAu nitrogen trung binh tir 0,35g — 0,459 /kg/ngay (khodng 2 - 3g amino acid/kg/ngay). Nhu
céu néng lwgng thay ddi tuy thubc tudi bénh nhan, tinh trang dinh dwdng va mirc d6 di hoa.
Thuéng tr 60 - 110 keallkg/ngay.
Version ceds40520140609 218



e Liudung: ]
Ligu lirgng dwa trén nhu cau nitrogen hang ngay va lwgng dich nhap vao co thé.
Lwong dich dwa vao dwoe diéu chinh ty thude vao lwong dich cé trong cor thé tré em.

» Liéu t5i da hang ngay:
Liéu thi da hang ngay & tré em Ia4 100mltkg (fweng ng 2,2g amino acid; 8g glucose va 2g
lipid/kg).
Nhin chung, khéng nén vueot qua 3g amino acid/kg/ngay val hodc 17g glucose/kg/ngay va/ hodc 3g
lipid/kg/ngay, trir trurerng horp dac biét.

CACH DUNG VA THOI GIAN DUNG THUOC

Cach diing

Thuéc diing theo dwérng tinh mach.

Thudc chi dung mot 1an, can sir dung s&n pham ngay sau khi mé 10i va khong triv lai nhil dich truyén cho
cac |an dung sau.

Hwéng dan cach pha trén va slr dung xin xem muc HUONG DAN CACH SU¥ DUNG.

Do ap suat tham thiu cia nhii djch, chi nén ding OLICLINOMEL N4-550 E theo dwéng truyén vao
tinh mach ngoai vi hodc tinh mach trung tam.

Théi gian truyén tinh mach dwoc khuyén cao tir 12 - 24 gitr. Viée diéu tri dinh dwé&ng ngoai dudng tigu
hoa cd thé tiép tuc kéo dai phu thudc nhu cau diéu tri cla ngwai bénh.

Thong throng, téc dd truyén nén duoc tang dan trong gi&y dAu tien. Toc d6 truyén can duoc diéu chinh
tuy theo ligu .dung chi dinh, tinh chéat dich truyén, thé tich dich dwoc dwa vao co thé va thévi gian truyén
(xem muc CANH BAQ VA THAN TRONG DAC BIET KHI SU? DUNG THUOC).

Mac di trong thanh phan ciia san phadm da c6 chira nguyén té vi lweng va vitamin, tuy nhien mec 48
cung cép chua dd dap (rng nhu cdu co thé do vay nén bd sung dé ngan chan siw thigu hut.

Téc dé truyén tdi da _
Nhin chung, khong nén vieot qua 3 mi/kg/gidr khi truyén nhii dich, twong dwong 0,06 g amino acid; 0,24 g
glucose va 0,06 g lipid/kg/gio.

CHONG CHi DINH NV
OLICLINOMEL chéng chi dinh frong cac trwirng hop sau: N /
» Cac trudng hop duoc biét I& qué man v&i trirng hoadc protein dau nénh th%h phén hosc bao bi,
hodc bt ky thanh phan n&o khac, bao gbm hoat chét va/ hodc ta dwoo /
» Chuyén héa amino acid bat thiréng bam sinh.
Tré sinh non, tré nhd dwdi 2 tubdi, béi ty 1& calorie-nitrogen va nang lweng cung cap khéng phi
hep.
Suy than nang khéng dwgc loc mau ngoai than hay tham phan phic mac.
Suy gan nang.
R6i loan ddng mau ning.
Tang lipid nang hoac réi loan nghiém trong trao dbi chét lipid d&c trwng béi ting triglyceride mau
Tang duwérng huyet hang.
Khéng chi dinh diéu tri cac cong thire OLICLINOMEL cé chiva dién gidi trén cac bénh nhan co
ndng d6 huyét twong clia cac chat dién gidi Natri, Kali, Magie, Calci va/hosic phospho cao do
bénh Iy.

CANH BAO PAC BIET VA THAN TRONG TRU'O'C KHI DUNG

Canh bao
Dirng ngay viéc truyén dich néu thdy xudt hién bat c¢ dau hiéu hoac trieu chirng cda phan ng di (’ng
(nhwr v md héi, &n lanh, sét, ban da hodc nhire dau).

Can Iéng trong mach mau phdi da dwoc bao cdo trén cac bénh nhan dinh dwirng ngoai dwéng tiéu hda.
Mét s trvong hop dan dén t vong. Ngoai ra bd sung qua nhiéu canxi va phosphat cang lam tang nguy
co hinh thanh két t0a canxi phosphat. C#n I&ng ciing c6 thé xuét hién ngay ca trong truéng ho'p khéng
c6 mubdi phosphat trong dung dich. Hién trong tinh thé két tha trong bd day loc va nghi ngd vé viéc hinh
thanh c#n lang dong trong dong mau da duoc bao cdo.

Ngoai viec kiém tra dich truyén, phai dinh ky kiém tra céc bo truyén dich va éng thdng dé phat hién can
lang.

Version cedsd (1520140609 3/8



Néu cd dau hiéu clia suy hé hap, phai ngirng truyén dich va tién hanh cac danh gia y khoa.

Khéng duge thém vao san pham cac thube hosic chét khac ma khong kiém tra chit ché tinh trong ky do
c6 thé hinh thanh két tia hodc gidm @& én dinh cla nhi dich iipid xay ra trong mach mau. Tinh trang
nhiém khuan va nhiém tring co thé xay ra nhw |a hé qué clia viéc sir dung cac catheter dudng tinh mach
cho céac coéng thiee truydn ngoai dwing tigu hoda, do viéc duy tri catheter khéng tét, hodc do cac dung
dich bi nhiém khuén.

Sw dé khang mién dich va mot sd yéu té khac nhuw tang duéng huyét, suy dinh dweéng don thuan
valhodc cod két hop voi cac tinh trang bénh Iy hién tai cla ngwdi b&nh ¢6 thé dan dén cac bién chirng
nhiém tring. Giam sat chat ché cac biéu hién trigu chirng va xet nghiém can lam sang dbi véi tinh trang
sét/on lanh, gidm bach céu, bién chirng k¥ thuat ddi voi viéc dit catheter va tinh trang tang dwong huyét
giup nhan dién nhiém trung sém. Sy xuat hign cac bién chieng nhiém khuan co thé gidm khi nang cao k§
thuat vo trung trong d&t catheter, duy tri catheter cling nhie ky thuat vo triing trong viéc chuan bi cac céng
thire dinh dwéng.

“Héi chirng qua tai chat béo” da duwoc bao cao véi cling nhom san pham. Hoi chirng nay 1a do sir dung
thudc khong hop Iy (vi du qua liéu co thé kém theo truyen thuéc voi toc 6 caa hon khuyén céo, xem
thém phan Qua liéu, tuy nhién, dau higu va triéu chieng clia hdi chirng nay co thé xay ra ké ca khi thube
drroc diéu tri theo dung chi dan. Gidm hodc han ché kha nang thai trir lipid cd trong OLICLINOMEL co
thé kéo theo tinh trang cham thai trir trong mau dan dén qua tai chat b&o. Hai chirng nay cé thé adt ngot
lam xéu tlnh trang lam sang cla bé&nh nhan va dwec dac trieng bdi: sdt, thidu mau gidm bach cu, gidm
tidu cau, rdi loan dong mau, gan nhiém mé, gan to, géy hai chirc ndng gan, rdi loan hé than kmh trung
rong (hén meé). Tét cé cac triéu chirng nay co thé hoi phuc sau khi ngling truyén nhi dich lipid.

Viéc cung cép dinh dwrérng ngoai dwirng tiéu hda tré lai trén cac bénh nhan dinh duéng kém co thé dan
t&i HOi chibng sau nudi duwéng lai. Hoi chirng nay cd déc diém [a van chuyén vao ndi bao clia céc ion
kali, phospho va magie cila ngu®i bénh bj ddng hoa. Thiéu hut thiamin va lwu trir thé dich c6 thé xuét
hién. Can giam sat than trong va tip tlr tang lveng dinh duéng hap thu cho ngwéi bénh, tranh dinh
duérng qua nhiéu dé ngan chién cac bién chirng nay. Héi chirng nay clng d& quan sat dwoe trén cac san
pham twong tu.

Néu hén hop sau khi pha trén 13 wu treong, ngudi bénh ¢b thé cdm thay kich (ng ven khi ding thude
qua dwéng tinh mach ngoai bién N

San pham OLICLINOMEL N4-550E khi truyén qua tinh mach ngoai bién c6 thé gay Mnh mach huyét
khéi. Can giam sat vi trj &t catheter hang ngay dé kiém soat cac diu hidu tal &hd clia tinh trang huyét
khéi tinh mach.

Khong ndi nhiéu tai dich lai v&i nhau @é tranh kha nang ngh&n mach do ¢é thé d&n dén hinh thanh khéng
khi trong bao bi s& cap.

THAN TRONG
Tinh trang thoat mach da tirng dwoc bao cao trong qua irinh sir dung OLICLINOMEL.

Kiém soat nirdc va can bang dién gidi, @ thdm thu cla huyét twong, triglicerid huyét twong, can bang
acid baze, gfucose mau, cac xet nghlem danh gia chirc ndng gan, th&n, chire ndang déng mau, cong thire
mau bao gdm ca tiéu cau trong sudt thei gian truyén dich.

Trén hé tim mach

S{r dung than trong trén bénh nhan pha phdi hodc suy tim, cin giam sat chit ché tinh trang thé dich cia
nguwoi bénh.

Hé tiéu hoa

Dung thudc than trong trén bénh nhan cé chirc nang gan suy giam nghiém trong, bao gbm ca tinh trang
(r méat ho&c ting men gan. Cac chi sé danh gia chire n&ng gan can duoce theo dbi chat ché.

Hé nbi tiét va chuvén héa
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Céac bién chirng noi tiét co thé gap néu s hap thy dinh dwéng cla nguwdi bénh khéng phii hop véi nhu
cau dinh dwdng hodc khd nang chuyén hoa clla ngudi bénh. Céc tac dung phu trén chuyén héa co thé
xdy ra khi diéu tri khdng déy d0, hodéc qua mirc hodc tir cac thanh phan cong thirc khong thich hop khi
can tron 1an thude dé truyén theo nhu cau déc bist clia nguwdi bénh.

Can thwdrng xuyén kiém tra ham lvong triglycerid huyét thanh va kha néng chuyén haa lipid clia co thé.
Néu co nghi ngér chuyén hoa lipid bat thwrong, can giam sat ham lweng triglycerid huyét thanh trén lam
sang. . ) )

Trong trirdng hop tang duong huyét, 1l 1& truyén OLICLINOMEL phéi dwoc diéu chinh hodc két hop voi

diéu tri cung insulin.

Trén hé than

Dung thube than trong frén cac bénh nhan suy than. Can giam sat chat ché tinh trang thé dich va dién
gidi clia nguoi bénh

Cén kiém soat cac trwérng hop réi loan c&n bang nwéc va dién gidi nghiém trong, tinh trang qua tai thé
dich ho&c rdi loan chuyén héa nghiém trong trird'c khi tién hanh truyén thude.

Trén tré nhdé

Hién chwa ¢6 nghién cru 1am sang tién hanh trén di tong bénh nhan nay.

Can diéu chinh liéu leng tuy theo tudi, tinh trang dinh dwéng va bénh ly; khi can thiét, viéc cung cap
thém nang lreng hodc protein nén gua dwéng tiéu hoa. .

Khi dung cho tré trén 2 tudi, can phai str dung i truyén co thé tich phi hop véi liéu hang ngay.

Ludn bd sung thém vitamin va cac nguyén 18 vi lwong. Can st dung cong thee danh riéng cho tré em.

TUONG TAC vO1 CAC THUOC VA CAC DANG TUONG TAC KHAC

Chira cé nghién ciru vé twong tac thude nac duoe thire hien vei OLICLINOMEL.

Khéng duoc diing thude déng thei vei mau trong cling mét bo day truyén dich vi cé nguy co gay két dinh
gia.

Khéng két hop d&ng theri Ceftriaxone theo duwéng tinh mach véi cac dung dich ¢6 chira calci trong d6 ¢6
OLICLINOMEL trong clng mét duwdng truyén dich (vi du théng qua b day truyén dich két ndi Y) do nguy
co tao thanh két tlia Ceftriaxone — calci.

Trueeng hop dung mét b day truyén dich cha cac Ian truyén (ién tiép, can riva bd day tryén dich vai dich
twong thich gika mai lan truyen

Dau dau nanh cé ban chat tw nhién la Vitamin K1 do d6 co thé lam trung hoa hoat tinh chéng déng cla
cac dan xuét coumarin, bao gém ¢a warfarin. A

Thanh phan Lipid chira trong ché phém co thé dnh hwéng dén két qua mot s6 xét ngbiem (nh bilirubin,
lactate dehydrogenase, b&o hoa oxygen, haemoglobin mau) néu nhuw 1&y mau méwtruroc khi lipid duoc
thai trir het (thuwéng 14 sau 5 - 6 gio khi khang ding thém lipid).

/

Do thudc co chira kali, can dac biét than trong khi diéu tri trén cac bénh nhan dang st dung céc thubc lgi
tiéu loai it thai trir kali hoéc cac thude trec ché men ACE, cac thu thé angiotesin Il hodc cac taccrolimus e
ché mién dich hay cycclosporin do nguy co thiéu mau.

Hay béo cho béc sT hodc duoc sT biét néu ban dang ding bét cir thube nao khéc, cho du d6 fa thude
khong can ké don.

PHU N(’ CO THAIVACHO CONBU _

Hién chwa co cac bang chirng 1&m sang day di vé st dyng OLICLINOMEL & phu ni¥ c6 thai va cho con
bl

Vi vay, bac si k& don can can nhéc lgi ich/nguy co triede khi quyét dinh ding nhi dich nay cho phu ni
c6 thai hodc dang cho con bu.

ANH HU'ONG TG KHA NANG LAI XE VA VAN HANH MAY MOC
Hién chia co thong tin v& dnh hwdng cla OLICLINOMEL trén kha ning I&i xe va van hanh may moc.

TAC DUNG KHONG MONG MUON
Céc tac dung khéng mong muébn duwéi day duoc coi 1a cé lién quan t&i viéc sk dung OLICLINOMEL hoic
viéc diéu tri voi thude.
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Tdc dung khéng mong mubdn tir cdc nghién ciru 1m sang: cac tac dung khéng mong mudn sau
dwoc cho la cd lign quan tei OLICLINOMEL trén tong 56 64 bénh nhan cla 3 th& nghiém [am sang da
duwoc tién hanh

Hé cor guan Tac dung khéng mong mudn

Rdi loan hé mién dich TAng man cdm

R6i loan hé than kinh trung wong Bau dau

R&i loan heé tigu hoa Tigu chay

Réi loan hé than va tiét nigu Uré huyét

R&i loan toan than va tai vi fri tiém truyén On lanh, thoat mach & vi tri tiém thudce, dau,
strng, swng bong chd tiém truyén.

Xét nghiém can |&m sang Tdng men gan, tang men gama-
glutamyltransferase, t&ng triglycerid mau, ting
men alkaline phosphatase

Céc tiac dung khdong mong mubdn sau di dugc bao céo trong qua trinh luu hanh thube, duworc liét
ké theo hé co quan trong co thé va theo mirc do nghiém trong.

R&i loan h& mi&n dich: phit phoi (xay ra frong phan tng di rng)

R&i loan hé than kinh trung wong: rung minh

R6i loan heé tigu hoa: dau bung, budn nén, non.

Rdi loan hé gan-mat: men gan bat thwérng, vang da v méat, r mat, vang da, tang bilirubin mau.

Roi loan hé da va dwéi da: ban @b, tang tiét mo héi.

Réi loan hé co-xwong-khép: dau co khdp, dau lwng, dau ngwe, dau dau ~ mii, co thai co.

Ré&i loan toan than va tai vi tri tiém truyén: viém tinh mach tai chd dat catheter, swng — phl vj tri tiém, pho
cuc bé, phl ngoai bién, sbt, cdm giac néng, téng nhiét, khé chiu, viem.

Mot s trirérng hop gép tinh frang tang dwdng huyét, t8ng glucose mau.

Thong béo cho béc sy nhimg tac dung khéng mong mubn gip phai khi sir dung thube.

QUA LIEU

Trong trréng hop s dung khéng ding (qua lidu va /hodc truyén toc 46 nhanh hon tde 46 khuyén céo),
c6 thé gay ra budn noén, ndn, &n lanh va roi loan dién gidi. Trong céc treéng ho'p nhw vay can nglrng
truyén ngay lap tire. N&u can, nén chi dinh thém cac bién phap can thiép y té thich hop.

Truyén qua nhanh céc Dich dinh duwéng toan phan ngoai dudng tiéu hoa (TPN) trong d6 co
OLICLINOMEL co thé gay cac hau qua nghiém trong, hoic ti vong.

Tinh trang t&ng dwdng mau, tAng glucose mau, hodc hdi chibng ting ap suét tham thau co thé phat trién
néu dexirose duoc truyén lon hon tbe d6 thai trie.

Trong mot s6 tredng hop nghiém trong, ¢é thé can thiét tién hanh thdm phan, loc mau ngoai than.

Giam kha nang thai trie lipid c6 thé dan t&i “hoi chieng thira chét béo”, cac dau hiéu nay sé hét sau khi
ngleng truyén lipid.

DAC TINH DU'Q'C LY

DUQ'C DONG HOC

Nhém dwee tri liéu: dung dich dinh dwdng duwéng tinh mach A b

Ma ATC: BO5 BA 10. 4

Day la bao ché hdn hgp cla 3 thanh phan dam bao cung cép 4l nitrogen/nang Fanﬂ aé duy tri nguén
nitro (cac acid amin nhém L) va néng lwong hinh thanh tir glucese va cac acid béo thiét yeu. Ngoai ra,
trong céng thire cing co chira cac thanh phan dién giai.

Dung dich amino acid chira cac chudi 15 L amino acid (bao gbm 8 acid béo thiét yéu) khang thé thiéu
cho qua trinh tbng hop protein.

Cac amino acid con & nguén nang Irong, sw oxy hda cAc amino acid ndy s& dan téi sw thai trir nitrogen
dudi dang uré.

Thanh phén cac amino acid nhw sau:

e amino acid thiét yéu /tdng luong amino acid: 40,5%
e amino acid thiét yéu(g)/ tdng luong nitrogen (g): 2,5
= amino acid phan nhanh/ tdng lweng amino acid: 19%

Ngudn carbohydrate 1a glucose (80 g/l). Nh[] dich lipid & hén hep cla dau oliu va diu d&u nanh tinh ché
(tT 1& 80/20}), vé&i thanh phén céc acid béo xap xi nhir sau;

= 15% acid béo bdo hoa (SFA)

» 65% acid béo chwra bdo hoa mét ndi d6i (MUFA)

» 20% acid béo chwra bac hda nhiéu ndi dai (PUFA)

Ti |1é phospholipid/triglyceride la 0,06.
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Thanh phén acid béo thiét yéu trung binh (EFA) gitp cai thign tinh frang cac dan xuét & trén trong khi
didu chinh sy thiéu hut EFA. _

Déu oliu chira mét lweng dang ké alpha tocophercl ma khi két hep voi Ikgng trung binh PUFA sé gilp
cai thién tinh trang vitamin E va gidm swr peroxy hoa lipid.

DUPQC LU'C HOC

Cac thanh phan cla nhi dich truyén tinh mach (amino acid, céc chét dién gidi, glucose, lipid) dwoc phén
bé, chuyén héa va thai trir theo cing mét con dwing nhw khi tirng thanh phén riéng biét nay dwoc sir
dung.

Pac tinh dwoe Iwe hoe clia cac amino acid truyén finh mach vé co ban cling giéng nhw cac aming acid
duoc cung cap qua dudng tiéu hoa. Tuy nhién, cac amino acid tir protein thike &n phai qua tinh mach
clra trieére khi vao hé thong tuén hoan.

Téc dd thai triv cGa nha dich lipid phy thudc véo kich thudc hat. Cac hat lipid kich thuéc nhé cham thai
trir trong khi lai tAng phéan gidi lipid nhér lipoprotein lipase.

Kich thuéc hat lipid chira trong nhii dich OLICLINOMEL gan v&i chylomicron, vi thé nhii dich nay ciing
co the 4 thai triv twong tuw.

Cac dir liéu an toan tién 1am sang

Chuwa co nghién ciru tién 1am sang nao duoc thuwe hién vei thanh pham OLICLINOMEL.

Tuy nhién, cac nghién ciru tién lam sang st dung dung dich amino acid va glucose chira trong
OLICLINOMEL v&i cac thanh phén dinh lweng va nfﬁng dd khac nhau khdng théy ¢o gdéc tinh dac hiéu
nao.

Cac nghién ciru doc tinh tién 1&m sang st dung nhi dich lipid chira trong QLICLINOMEL da xac dinh
dugc mot sé thay dbi, thweng cé khi ding lweng lén nhi dich lipid: gan nhiém mé, giam tiéu cau va tang
cholesteral.

TWONG KY

Khéng dwere thém vao san phdm cac thube hodc chat khac vao cac ngan cla tui hodc vao dung dich sau
khi trén 1An ma khong kiém tra chét ché tinh twong ky va dd dn dinh cla sdn phdm tao thanh (d&c biét 14
tinh 4n dinh cha nhi dich lipid va st hinh thanh két tda).

Cling nhw cac san pham dinh dudng hén hgp khac theo dwérng truyen cén klem tra chat ché ty |1& caici
va phosphat. Viéc thém qué nhiéu hai thanh phan nay, ddc biet & dang mubi khoang, c6 thé tao thanh
tia calci-phosphate lam cho nhi dich lipid khang bén.

$an pham OLICLINOMEL co chiva ion calci ¢6 thé gay thém nguy co tao tila nitrat cla chét chéng
déng/cac thanh phan mau.

HAN DUNG: , .
24 thang ke tir ngay san xuat. Khéng dung thudc qua han dung ghi trén bao bi.

PIEU KIEN BAO QUAN /

Bao guan dwdi 25°C. Khdng ge ddng lanh. Bao quan trong i nhira bao ngoai. ,\i\

Khuyén c¢éo nén sl dung ché pham ngay sau khi mé& dwéng phan cach tam thoj gua!}n ba ngan.

Nhii dich vira dwoc pha tron ¢é thé bao quan tdi da 7 ngay & nhiét 0 tiy +2°C ¥4 +8°C, tiép theo 12 48
gio* & nhiét dd khéng qua 25°C.

Ban chat va thanh phan cia bao bi

Tai ba ngan la tii nhira nhiéu I&p, dwee dieng trong mot thi bén ngoai can tré oxy. Mot goi hdp phu oxy
dwoc dat thém vao trong bao bi.

Tuai nhwa nhiéu Ié&p tao thanh chd yéu bai EVA (polyethylene-vinyl acetate) va tuong hep véi lipid.

Ng&n dung dich glucose cd mét cdng dé tiem cac chat cén bé sung vao.

Ngén dung dich amino acid co mét céng dé cAm dau nhon clia b day truyén vao.

Sau khi m& cac dwong phan cach tam thoi, thi dich s& dil dung tich dé& ca thé cho thém cac chéat dién
giai, vitamin va nguyén té vi lwong vao.

HUPONG DAN CACH SUF DUNG

a. Mé
» Xé bac bi bao vé& bén ngoai
e VUt bé 96i hap phu oxy sau khi mé bao bi.
o Kiém tra d& dam bao |a tui dich va cac dwéng phan cach tarn thévi con nguyén ven.
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e Chi st dung khi tui dich khéng bj hdng, cac dweng phan cach tam théi con nguyén (khong co sir
tron 1&n thanh phan trong ba ngan) va khi dung dich amino acid va glucose trong suét, khéng
mau hodc cé mau vang nhat, khéng co tiéu phan quan sat dwoc va khi nhi dich lipid ddng nhat
mau trang stra.

b. Trén Ian cac dung dich va nha dich
e Can dam bao san phdm & nhiét d6 phong khi tach cac duwdng phan cach tam thoi.
o Dung tay cuén trén tui lai, b&t du tir phan trén cia tli (@au treo Ién). Dwdng phan cach tam thei
sé bién mét tlr canh gan ché vao.
e Tiép tuc cudn tron cho dén khi cac dwéng phan cach mé dugc mét nira chiéu dai.
Tron déu bang cach ddo nguoc tdi it nhat 3 Ian.

c. Chuan bj truyén dich
Dam bao diéu kién vé tring.
Treo tui 1én. . .
Thao nép bao vé bang nhira ra khdi cong truyén dich.
Cam dau nhon day truyén dich vao cdng truyén dich nay.

d. Cac chét thém vao

e Tui san pham co6 chira i cac thanh phan bé sung nhw vitamin, chét dién gidi va vi lwgng. Chi
thém bat c thanh phan nao (bao gém vitamin) vao hén hop vira duoc pha trén (sau khi m& cac
dwong phan cach tam théi va thanh phan cla ba ngén duwogc tron déu). Cing c6 thé thém
vitamin vao ngan glucose tridc khi tron 1&n ba thanh phan (treéc khi mé cac dudng phan cach
va pha trén cac dung dich v&i nhd dich). Sau khi thém cac chét vao cong thire, can do do tham
thau clia hdn hop cudi cung trwdc khi truyén.

¢ Khi bd sung thém céc chét vao dung dich c6 chira chét dién giai: can tinh dén lwgng cac chét
dién giai da cé san trong tui dich: sé gitr dwoc tinh &n dinh dén khi tdng lweng cac chat dat dén
la ; 50 mmol natri; 150 mmol kali; 5,6 mmol magie va 5 mmol calci trong 1 lit hén hop 3 thanh
phan.
Phosphate hiru co: gitr dwoc tinh én dinh néu thém vao khéng qua 15 mmol trong méi tui.
Cac nguyén t6 VI lrgng va vitamin: da dwoc chwng minh | gitr dwoc tinh én dinh thé hién trong
céac ché pham san c6 trén thj treéng (chira dén 1 mg sét).

Tién hanh thém chat:

Vi chéat dinh dwéng thém vao can tién hanh trong diéu kién vé tring.
Céc chat them vao dwoc thire hién tai cdng tiém thube.

Chuén bi cdng tiém thuéc, dam kim vao cbng tiém thudc va bom thuébe.
Trén 1an cac thanh phan trong tui dich va chat thém vao.

e. Truyén dich
Chuan bj truyén
Néu OLICLINOMEL dwoc bdo quan & nhiét do lanh, thi nhi dich phai dytc fxa vé nhiét dé phong
trwwdrc khi st dung. _

Pam bao diéu kién vé tring.

Treo tui [én, virt bd tii nhira bao vé ngoai trede khi truyén. Cam manh bod day truyén vao cong tiém.
Truyén dijch

Thubc chi dung 1 1&n.

Chi truyén dich sau khi m& cac du’b'ng phén céch tam thoi va thanh phan clia ba ngan da dwoc tron
déu. Bam bao nhu dich cubi cung dé truyén dich khéng cho théy bat cir ddu hiél.l phéan tach pha nao.
Sau khi mé tdi, can sir dung ngay va khéng dwoc gite phan con thira dé truyén 1an khac.

Phan nh dich con thira, bao bi cling nhw cac dung cu sau khi truyen cén dwoc hly bd. 4
Khéng truyén néi tiép vi co thé gay thuyén tic khi do khbng khi ton dw trong tai dich dau tién. Phan .
thuéc thira va cac dung cu sau khi d& dung phai dwoc tiéu b

*

San xuét bai:
Baxter S.A
Bd, René Branquart 80, B-7860 Lessines, Belgium/Bi.
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