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Nhan bao bi ngoai (2 mat trong sudt)
(Quy cach déng goéi: Tai 250ml)

THUOC KE DON Tui 250 mL

*Lipigold 20% Injection

Dau dau nanh tinh khiét 20%

THANH PHAN:

M&i 250l nhi tugng chua

Dau dau nanh tinh KRt ..o 0,09
Phospholipid trung i0g
Ghycertl i i 550
Natri hydroxyd. . vita d0 pH B0
Nuac pha tiém....... nssianess WU A 250

DANG BAD CHE: Nhi tuong tiém truyén tinh mach.
BUONG DUNG: Tiém truyén tinh mach.

CHIDINH - CACH DUNG - CHONG CHI BINH VA CAC
THONG TIN KHAC:

Xem trong t& huang d3n su dung thudc kem theo,

TIEU CHUAN CHAT LIFONG: Tiéu chudin co .

BAQ QUAN: Gilr thuéc trong bac bi kin, & nhiét do
dudi 30°C.

https://trungtamthuoc.com/

SLSX, NSX, HD: xem LOT, MFG, EXP trén bao bi.

OE XA TAM TAY TRE EM
POC KY HUGNG DAN SU DUNG TRUGC KHI DUNG

Nha sdn xudt:

]
JVV LifeScience

JW LIFE SCIENCE CORPORATION
28, Hanjin 1-gil, Songak-eup, Dangjin-si,
Chungcheongnam-do, Han Quéc.
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Nhan bao bi trwc tiép
Quy cach dong goi: Tai 250 mL

Prescription Drug

far intra

on

250mL

*Lipigold 20% Injection

COMPOSITIONS: ion, dosage, admini
Each 250mi bag contaied ications and ather infi
L = P 500g  See lheinsert paper,
E holpads . e
ke s Manufactured by:
Zedium hydroxide gspHED -
“Water for injection...... .35 250m| " =
JVV Life science
STORAGE

Store in sealed container, below 3000

KEEP OUT OF THE REACH OF CHILDREN
READ CAREFULLY THE LEAFLET BEFORE USE

JW LIFE SCIENCE CORPORATION
28, Hanjin 1-gil, Songak-eup, Dangjin-s,
Chungcheongnam-do, Korea
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SLSX/ALOT:
HO/EXP:

NEX/MFG:



Nhan bao bi trwc tiép
Quy cach déng goi: Hop 10 tai 250 mL
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Prescription Drug Emulsion for intravenous infusion
—_— P
200 Sl 56
& - - - - - —
Lipigold 20% Injection =
—_— —— —
=0
COMPOSITIONS: Indications, dosage, administration, _—g
Each 250ml bag contains indications and other Inf ! '—'——D
Soyabesn of, refmed. .. S00g  Seethe insert paper, — R
Egg phespholipids .. s} = |
Glyeersd ... Manufactured by: ——ﬁ I}
= Sodium hydroxide.... % —, f ‘FJ
‘Water for i 2 — | 7
100 o fscmiction JW Lifescience =o 150
STORAGE =00
Srore in seaded containey, below 30°C 1w LIFE SCIENCE CORPORATION o0
—_— KEEP OUT OF THE REACH OF CHILDREN 28, Hanjin 1-gil, Songak-eup, Dangjin-si, —
READ CAREFULLY THE LEAFLET BEFORE USE Chungcheongnam-do, Karea
SLSX/LOT: NSX/MFG:

HDVEXP:
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Lipigold 20% Injection

250mL x10's

NV LifeScience

- Prascriptian Brug Cartan box of 10 bags x 250m!
&lllllgllld 20“/ I“-ec“ﬂ“
ot o WEK (Mg Dase HD | Eap. Daste

Lipigold 20% Injection '

250mL % 10's

)
Handle with care g ‘?
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“LIPIGOLD 20% INJECTION
(Déiu dgu nank tinh khiét 20%)

*  Doc ky huomg dan sir dun ¢ trude khi diing,

o Néu cdn thém thong tin xin hoi v kién bae Sy
o Thuice nay chi dimg theo don thuoe.

o Dé xa tim fay tré em.

THANH PHAN CONG THU'C THUOC

| Lipigold 20% Injection chia: 250 ml

| Hoat char Diiu dau nanh tinh khiét 50.0g
Phospholipid long do trimg tinh khiét 3.0g
Glyeerin 5,5¢

T duroe =

Natri hydroxyd via du pH 8,0
Nude cit pha tiém vua du 250 ml
Calo (fat, phospholipid va glycerin) 1,1 keal/ml
Ap suit thim thiu 300 mosmol/kg

| Gig tri nang heong | Luong phospho 0,47 mg/ml
Kich thude tiéu phéan nhi twong <350 nm
pH 6,0-8,9

DANG BAO CHE: ’flf

Nhil trong tiém truyén tinh mach |

Lipigold 20% Injection 14 mot nhii tuong chét béo vo khuin dung dé tiém truyén, khong ¢o
chi nhiét 6.

Nha wong nay chira diu dau nanh 1a san phdm tw nhién da duoc tinh ché chira triglycerid
trung tinh trong d6 phin lém 1a nhimg acid béo khong no,
CHI PINH

Lipigold 20% Injection duoc ding dé cung cip nang lrgng va acid béo thiét yéu cho bénh
nhdn nudi an qua duong tinh mach trong khoang thoi gian kéo dai trén 5 ngay. Lipigold 20%

Injection 1a nguon nang luong cin thiét dé ngan ngira sy thiéu hut céc acid béo thiét yéu.

CACH DUNG , LIEU DUNG

Lipigold 20% Injection nén dwoc su dung nhu mot phan cua ché do dinh dudng qua duong
tinh mach (truyén tinh mach ngoai vi hodc tinh mach trung tam),

https://trungtamthuoc.com/




Nguoi lon:

Tée d6 truyén khoi diu 1a 1 ml/phat trong 15-30 phat dau tién. Néu khong ¢6 phan tmg bét
loi ndo xay ra. toc do truyén ¢o thé tang lén 2 ml/phat (xem Tde dung khéng mong muon).
Khong nén truyén qua 500m! Lipigold 20% Injection trong ngay diéu tri dau tién. Néu bénh
nhin khong ¢6 phan tmg bét lgi nao, lidu ding c6 thé tang 1én trong ngéy tiép theo. Liéu dung
khong nén vuot qua 2,5 chit béo’kg thé trong/ngdy (12,5ml Lipigold 20%
Injeetion/kg/ngay). Khuyén céo sir dung ché pham nay nhu ngudn cung cap khong qua 60%
Léllg lurong calo cho bénh nhén. Lugng calo con lai can duge cung cﬁp boi carbohydrat va cac
amino acid,

Tré em

Liéu dung ¢ tré so sinh thiéu thang bat dau 1a 0,5g chit béo/kg thé trong/24h (2,5ml Lipigold
20% Injection) va c6 thé tang tiy thude vao kha nang thai trlr chdt béo ciia tré. Lidu t6i da
duge khuyén céo 1a 3g chat béo/kg/24h.

Toc do truyén khoi dau o nhimg tré Iém hon khong nén vuot qua 0,05ml/phut trong 10-15
phut truyén ddu tién. Néu khong cé phan img bét loi nao xdy ra, toc do c6 thé tiang lén (i da
0.5 ml Lipigold 20% Injection/kg/gio. Lidu dung hang ngay khong nén vuot qua 3g chat
béo/kg thé trong. Khuyén cdo sir dung ché phim ndy nhu ngudn cung cip khong qua 60%
téng lwong calo cho bénh nhan. Luong calo ¢on lai cin duge cung cép badi carbohydrat va cac
amino acid.

Thiét hut acid béo thiét véu

Khi Lipigold 20% Injection duge ding dé diéu tri thiéu hut acid béo thiét yéu, 8-10 % tong
lugng calo bo sung vao co thé nén duoc cung cip boi Lipigold 20% Injection dé cung cép
lugng acid linoleic va acid linolenic day du. Khi thiéu hut acid béo thiét yéu kém theo cing
thang. ¢6 thé tang luong Lipigold 20% Injection dé didu tri thiéu hut acid béo thiét yéu.

CACH DUNG:

. . au =3 - 3z PO A . m A A ~ . s -
Xin vui long xem phan “Hudng dan pha tron™ lién quan deén viée tron ché pham nay véi cac
dich truyén khac.

Lipigold 20% Injection co thé duoc tru}-'én cung mot tinh mach trung tdm hodc tinh mach
ngoal vi voi cac dung dich carbohydrat/amino acid bang mdt chac chit Y gan vi trf tiém
truyén. Néu str dung bom truyén, nén kiém sodt tée do truyén ciia mai loai dich truyén bang
mdt bom riéng. Nhil tuwong chit béo cling ¢6 thé duge truyén tai mét vi tri ngoai vi riéng biét.
Khong duoc sir dung mang loc nho hon 1.2 meg.

B day truyén va thi dich truyén thuong chira polyvinyl clorid (PVC), la mdt thanh phin
thudng o chét lam deéo diethyl hexyl phthalat (DEHP). Cae dich truyén chira chit béo nhu
Lipigold 20% Injection lam cho DEHP tir thanh phén PVC thodt ra ngoai va vi viay nén xem
xét viée truyén ché pham nay thong qua mot bd day truyén khong chira DEHP.

Khong sir dung ché pham khi thay ¢6 sy phan tach nhii tuvong.

https://trungtamthuoc.com/
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Nén quan sat c¢én théan cac tidy phén la hodc sy bién mau cia céc ché pham tiém truyén trude
khi sir dung.

Huwing din pha trén

B3 ¢6 nghién ciru chimg minh tinh tuong hep cta ché pham nay khi trdn 1an véi Novamine®
hode thude tiém amino acid Travasol® 8.5%/10%.

Trinh ty trén lan phai duoc theo doi dé giam thidu cic vén dé lién quan dén pH, bing cach
dam bao rang thudc tiém dextrose khong duge tron riéng véi ché pham nay.

1. Chuyén thube tiém dextrose vio ti trdn

&

2. Chuyén thudc tiém amino acid

. Chuyén Lipigold 20% Injection

L ]

R} R A A - . . . . . . 2 X s .
Chit y: thudce tiém dextrose. amino acid. Lipigold 20% Injection co thé duoce truyén vao i
dé trdn lan cing nhau. Nén lic nhe Wi trén dé tranh déng von cyc bo.

Hon hop tron nén duge biao quan ¢ nhiét dg 2°C- 8°C. str dung trong vong 24 gio. Hén hop
nay la moéi truong phét trién vi khudn vi vay can str dung k¥ thuét vo trung mét cach nghiém
ngat.

Ngoai cac chét néu trén, bét k¥ chat nao khac cling ¢d thé tuong ky v6i ché phim. Khéng nén
trén véi cac chat da duoce chirng minh la trong ky. Lién hé v&i duge s§ néu co thé. Néu duoc
sy cho rang ¢o thé tron lan. can phai thue hién k¥ thuat vé trung. Can tron thit ky. Khong luu
trit lai hdn hop sau khi da wén (vi du tron ldn vitamin va khodng chét).

Khong duoc bo sung cac chit khac true Uép vao ché pham nay. Trong thir ty pha tron, khong

duoe chuyén ché pham nay vao tai hodc chai truyén dich diu tién, Nén lic nhe tui sau khi pha

tron dé tranh déng vén cuce bd.

(6 the bo sung chat dién giai. yeu o vi lugng hodc vitamin theo hudng dan cua thay thuée.

Nguyen nhdn chu yéu gay mat 6n dinh cho nhii tuong la pH thap va cdc chat dién giai khéng
y w A ~ =g A . - . . 2+ 2 .

pha hop. Do vdy cin than trong khi bo sung cac cation hoa tri 2 nhu (Ca™, Mg™"). Céc dung

dich amino acid nhu dung dich dém ¢ tac dung bdo v¢ tinh 6n dinh cta nhi tuong nay.

.
-

Sau khi trdn, can quan sat ky hién tuong phan tach cha nhil tuong, quan sat tiéu phan la.

CHONG CHI PINH

Chong chi dinh bénh nhan r6i loan chuyén héa chit béo nhu tang lipid mau bénh 1y, bénh
“thay di t6i thiéu” (lipoid nephrosis — b¢nh Nil) hoiic viem tuy cap neu kém theo tang lipid
mau.

CANH BAO VA THAN TRONG KNI DUNG THUOC

Tai li¢u y khoa da ¢o6 bao cdo cac ca tir vong ¢ tré sinh thiéu thang sau khi truyén tinh mach
nhii twong chét béo. Kham nghiém w thi da cho thiy tich tu chét béo trong mdu, phoi. Truyén
tinh mach nhii trong chét béo dé didu tri o tr¢ sinh thiéu thang va tré nhe cin nha tuong chat

https://trungtamthuoc.com/
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béo lrmul linh mach phai dua vao danh gid loi ich — nguy co. Bit bude phai tuén thi chat
ch& khuyén cao vé téng lidu hang n;cay toe do truyén hang gitr nén cham nhit c6 thé trong
moi truomg hop va khong nén ¢o bat et tr uong hop ndo vuot qua 1 g chét béo/4 g10r Tré sinh
som va nhe cdn so véi tudi thai co d¢ thanh thai cta nhi tuong chét béo truyen tinh mach
hap va lugng acid béo tu do trong huyét tuong ting sau truyén nhi tchrng chit béo. Do dé,
cin dic biét than trong d& xem xét viée sir dung it hon liéu khuyén cdo tdi da ¢ nhiing bénh
nhan nay dé giam kha ning qm tai chét béo trong tinh mach. Cén theo ddi can than kha nang
thanh thai chdt béo tir hé tudn hoan cua nhitng tré ndy (nhu ndng do triglycerid huyét thanh
vivhodc nong do chit béo tr do trong huyét twong). Chn kiém soat tang lipid mau khi tiém
truyén hang ngay.

Thén wong ¢ bénh nhan tén thuong gan nidng, bénh ph("iiq thiéu mau hoie roi loan déng mau
hodc khi ¢6 nguy co thuyén tic md.

Céinh bdo: San phiam nay chira nhom nén ¢6 thé gdy ddc tinh. Nhom c6 thé dat toi mie gy
dc khi ding ngoai dudng tiéu hoa ldu dai néu chire nang than bj suy giam. Tré sinh thiéu
thang ddc biét ¢d nguy co nay vi chire nang than chua hoan thién. C6 bio cdo cho thdy bénh
nhan bi suy giam chire nang thin bao gbm tré sinh thiéu thang ma nhén dugc lwong nhém 1on
hon 4-5 meg/kg/ngay dan dén tich liiy nhom gdy doc hé than kinh rung uong va xuong.
Tham chi qua tai md cd thé xay ra & lugng thip hon.

Khi truyén Lipigold 20% Injection, phai chi y theo doi chat ché kha ning thanh thai chét
béo ra khoi huyét twong cua bénh nhan théng qua chi s6 triglycerid huyét thanh. Cén kiém
sodt dé tranh qud liéu.

Néu truyén nhii dich chét béo nay trong thoi gian dai, cin thue h!cn cac xét nghiém lién quan
dén chire nang gan. Néu cac xét nghiém nay cho thiy suy gan, can ngung str dung ché pham
nay.

Thuong xuyén (mét so tai lidu khuyén céo hang ngay) dém tiéu cau & tré so sinh khi st dung
ché phdm nay.

Ché pham chira khéng qué 25 meg/l nhom.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU
Phu nir ¢6 thai:

Chua ¢6 eic nghién ctru vé kha nang sinh san o dong vat doi voi ché pham nay. Ciing chua

biét Lipigeld 20% Injection c6 gy hai cho thai nhi khi dugc st dung & phy nir ¢6 thai hodc
r " - -. “ A . i . s A . . A + &

co thé gdy anh huong dén kha nang sinh san. Chi nén dung khi thye sy can thiét.

Phu nir cho con bu:

Can than trong khi s dung ché pham nay ¢ phy nir cho con bu.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE, VAN HANH MAY MOC

Chua c6 nghién ciru ndo lién quan dén kha nang lai xe hodc van hanh may mac.

https://trungtamthuoc.com/



TUONG TAC, TUONG KY CUA THUOC

Déu dau nanh trong Lipigold 20% Injection c6 chta vitamin K. Vitamin K ¢6 thé lam dao
nguoc tac dung chf}ng dong cua coumarin va cdc din xuit cua coumarin, bao gdm warfarin,
hoat dong théng qua co ché khong cho 14i hép thu vitamin K. Cin lam cac xét nghiém lién
quan dén tac dung chéng dong ¢ nhitng bénh nhan s dyung ca Lipigold 20% Injection va
coumarin hay cac dan xuat cua coumarin,

TAC DUNG KHONG MONG MUON CUA THUOC
Téc dung khéng mong mudn ¢6 thé chia thanh 2 nhom:

- Phan (g pho bién: nhidm khudn & vi trf catheter truyén tinh mach, nhidm khuén huyét,
hogc viém tinh mach khi truyén déng thoi dung dich wu truong va c6 thé gay ra viem tinh
mach huyét khéi. Vige Xdy ra cdc phan (mg ¢6 hai nay thudmg khéng dugc phén biét trong
qua trinh bo sung cée dich truyén ké ca co hay khong ¢6 Lipigold 20% Injection

- Phan ung kém pho bién nhung thuomg lién quan true tiép dén Lipigold 20% Injection:

+ Céc phéan tmg sdm hodc ngay ldp tic: mdi tac dung khong mong muén bén dusi da duoce
ghi nhén trong cac nghién ciry lam sang hode, ti 16 méc néi chung la dudi 1%: khé thé, tim
tai. di ung. tang lipid mau, ting ddng mau. nén, bubn nén, dau dau, do bimg, ting nhiét dd, ra
mé hoi, budn ngu, dau ngye va lung, ting nhan 4p nhe, chéng mit. kich thich tai vi tri tiém,
va hiém khi giam tiéu cdu & tré moi sinh.

+ Tdc dung ¢6 hai xuat hién cham nhur 14 gan to, vang da, r mat tiéu thiy trung tam, lach to,
giam luong tiéu ciu. giam bach chu, két qua x¢t nghiém chirc ning gan tang nhat thoi va hoi
chimg qua tdi (co gidt cuc bd, tang bach cau, gan to, lach to. sOc).

D3 co bdo cdo vé su lang dong sdc to mau nau cla h¢ ludi nGi mé goi la “Séc té chét béo
trong tinh mach™ ¢ nhimg bénh nhén duoc truyén.

- - - - P - ~ £ ~ o Lo A
Thong bdo cho bic st nhitng tic dung khong mong muén 8ap phai khi stv dung thuéc.

QUA LIEU VA CACH XU TRi

Neéu bj qud tai chit béo khi dang didu tri. ngimg truyén Lipigold 20% Injection dén tan khi
danh gid huyét twong bang miét thuimg, xéc dinh néng d¢ triglycerid, do kha nang tan xa anh
sang cia huyét trong bing cach xac dinh d§ duc dé biét luong chét béo. Can dénh gia lai
bénh nhén va tim bién phap thay thé phi hop. Xem thém muc Canh bio va thén trong khi
dung thudc,

DAC TINH DUQC LUC HOC
Lipigold 20% Injection duoc sir dung nhu mdt ngudn nang luong lam tang san xudt nhiét

ning, gidm h¢ so ho hép va ting tiéu thu oxy. Céc tiéu phan chit béo khi truyén vao co thé
duge loai ra khoi dong mau theo each tuong tw nhu chylomicron.

N
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Lipigold 20% Injection ngin ngira cdc ton thuong sinh héa do thiéu hut cac acid béo
(EFAD) va diéu chinh cac biéu hién 1am sang cua hdi chimg EFAD.

DAC TINH DUQC PONG HOC

Lipigold 20% Injection cung cip nang lugng va acid béo khong no thiét yéu cho nhitng
bénh nhan can nuéi dudng bing dudng tinh mach.

- Triglycerid chudi trung binh (MCT) duoc thanh thai nhanh hon va oxy hoa tao nanb lchmg l‘”f/
hoan todn hon triglycerid chudi dai (LCT). Do do. MCT duge xem nhur médt ngudn cung cap
nang lugng 1y tuong cho co thé dac biét rong nhimg trudmg hop su oxy hoa cua LCT bi suy

giam nhu do thiéu hyt carnitin hay do giam hoat dong cia enzym carnitin palmitoyl
transferase.

- 11101yt,er1d chudi dai ([ CT) cung cip nhitng acid béo Lhong no dé ngan ngira va didu chinh
vé miit lam sang nhimg r6i loan sinh hoa do thidu acid béo thiét yéu,

QUY CACH PONG GOI:

Tai 250 ml; hodc thung carton chira 10 tai x 250ml.

DPIEU KIEN BAO QUAN:

Gir thude trong bao bi kin. ¢ nhiét dé dudi 30°C.
TIEU CHUAN CHAT LUOQNG: Nha san xudt
HAN DUNG: 24 thang ké tir ngay san xudt.

CO SO SAN XUAT:
JW LIFE SCIENCE CORPORATION

28. Hanjin 1-gil. Songak-eup, Dangjin-si, Chungcheongnam-do, Han Quéc

TUQ.CUC TRUUNG
P.TRUJING PHONG
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