" SMOFLIPID 20%

Thude niy ehi ding theo don thudc.
Dé xa tdm tay tré em,
Boc ki heeding din s dung trirée khi ding.

THANH PHAN CONG THIFC THUSC
Thanh phin hoat chit

Hoat chét 1000 ml § Chai 250 mi+ Chai 100 mi

Déu d4u nanh tinh ché 60,0g 150g 609
Triglycerid mach {rung binh 60,09 180g 50q
Dau é-liu tinh ché 50,0 g 125¢g, 50¢
Dau ¢ tinh ché © 3009 75g 309
Téng nang leong cung cip 8.4 MJ 2,1 Md 0,84 MJ

(= 2000 kealy | (=500 keal) | (= 200 keal)

Thanh phin t& dweee: alk-rac- a-Tocopheral, lecithin tlr tring, glycerol,
natri oleat, natri hydroxid {d8 didu chinh pH), nwée oét pha tism.

DANG BAO CHE

Nhil trong truyén tinh mach.

Nh{ trong mau irdng, ddng nhat,

pH: khodng 8.

Nong d6 tham thiu: khoang 380 mosmikg.

CHi BINH

Cung chp ning lwong va céc acid béo ib & yeu cling céc acid béo
omega-3 cho bénh nhan, nhi mét phan olia ché §6 nudi dwdng qua
dudng tinh mach, khi nudi dudng qua duong an hodc qua dudng titu
héz I3 khong thé, khing i hodic do chéng ¢hi dinh.

LIEU DUNG, CACH DUNG

Ligu diing

Tiy theo kha ndng chuyen héa duoe lrgng md truyén vao cia bénh
nhan, nén didu chinh iy ding va the do truyén {xem muc Canh bdo va
than trong khi deing thudc).

DI véi gt ion

Lidu chuén fa 1,0 - 2,0 g m&fkg thé trong/ngay, tuong (rng véi 5 - 10 mil
kg thé trongﬂ‘ngay

Téc 48 truydn khuyén cdo 1a 0,125 g mtkg thé trong/gid, tueng Gng
& 0,63 i SMOFLIPID/kg thé trongiglo' va khéng nén viet qua 015 g
méikg thé trong/gicr, tang tng véi 0,75 mi SMOFLIPID/kg thé trong/gic.

D6 voi tré sor sinh va tré nhé

Libu ban diu nén 13 05-10 g milkg thé trong/ngay, sau do tang thém
0,5-1,0 g mdtkg thé Eronglngay féu t6i dala 3.0 g mévkg thé trong/ngay.
Khong WUt qud fidu khuyen cac 3,09 mwkg thé trong/ngay, twang dng
i 15 ml SMOFLIPID/kg thé trongingay. Toe da truyén khéng duoc virot
qud 0,125 g mdvkg thé trong/gicr.

Béi voi tré sinh non va nhe can, nén truyén SMOFLIPID lign tuc trong
24 gir,

BD6i voi tré em

Khang vuot qud lidu khuyén cao 3,0 g mblkg thé trong/ngdy, lwong (ng
ot 15 ml SMOFLIPID/g 1hé ironglngay Nén téng dan liev hang ngay
trong tudin dau diing thubc. Tée dé truyén khong duwec vuot qua 6,15 g
méfkg thé trong/gics.

Cach dung :

Tiém truyén finh mach ngoai vi hodc tinh mach trung tam.

Khi sty dung & tré 5o sinh va {ré em dudt 2 tudi, nhi trong cin duoc
hdo gudn trdnh tifp xc véi dnh séng cho dén ki hoan tharh qua trinh
truyén (xern muc Cénh bdo va than frong khi dong thudc; Han ding; Luy
¥ khi st dung).

CHONG GHI DINH

- Qué mé&n cam voi dam clia ¢4, tring, dau nanh, hodc tac, véi bat ky
thanh phén direc chit hay t4 dwge nao cla san phim nay

Mire m& mau 1ang cao gud mirc

Suy gan nghiém trong

Rél iogn dong mau nghiém trong

* Suy than nghiém trong khéng ¢é loe méu hodc thém tach may

» 8bc cép tinh

* Cac ching chi dinh chung abi voi viec truyén tinh mach: nhi phtt phéi
clp, thira dich, suytm mat bl

Tinh trang khong on dinh {vi du nhu sau chén thuong, Gai théo Guing
mét b, nhdl mau oo tim cép, 4ot quy, viém thc fihh mach, foan hoa
chuyén hoa, nhidm tring nang va mat medc nhuge trwong)

CANH BAO VA THAN TRONG KHI DUNG THUGC

» Kha nang chuyén héa m& o6 tinh ca thé va do 46 olin duye cée nhan
vién y t& theo ddi nhu théng 16, Théng thueng nén kiém tra mic
trigiycerid frong méu. Can lwu ¥ d%c biét cac b&nh nhan b nguy ¢o' bi
tang m& may {vi du bénh nhan dwec chi dinh truyén md ligu cao, nhiém
tring néng, tré sinh qua nhe can). Néng da tnglyceﬂd trong méu khdng
nén vugt gua 3 mmol/l khi truyén dich. Can nhac giam fidu hodc ngimg
truyén nhi tugng mé néu nbng d6 tnglycerid frong mau ki truyen hodc
sau khitruyén viret qud 3 mino 1, Vige qué idu ob thé dan dén cde trigu
chirng qua 18i mg.

Thudc nay ¢6 chira dau dau nanh, du ca va phospholipid tly trirng cé
thé géy ra cdc phan Ung di (ng. Phén dng di tng chéo dé dlroc quan
sat thay giba dau nanh va lac.

» Cén than trong khi s dyng SMOFLIPID trér: bénh nhan co suy giam
chuyen héa lipid, thudmg thiy & nhirng bénh nhan suy than, dai thao
duéng, viém tuy‘ suy chi¥c ndng gan, suy tuyén gidp va nhiém tring.
Cac 1ai fidu ve sir dung trén bénh nhan dai thao duong hodc suy than

¢on han ché.
Vigc sl dung don thudn cac acid béo mach frung binh oo thé dan
dn toan hda chuyen héa. Nguy o0 ndy phan IGn duge han ché
biing vigc truydn dong thoi cée acid béo mach dai ¢o trong san phém
SMOFLIPID. Vige sir dung cling lic carbohydrat 56 han ¢hé thém nguy
co nay. Vi vay, nén truyén dong thol v&i dung dich carbohydrat hodic
dung dich acid amin oo carbohydrat. Cac xét nghiém chung 38 theo
dal wige nudi duéng qua duemg tink mach chn duoe tién hanh thuéng
Xuyén. Cac xét nghiém nay bao gom xet nghigm mirc durdng méu, cac
x&t nghiém churc néng gan, chuyén hdz acid-base, can béng dich thé,
x&t nghiém cong thire mau va dign gidi.
Néu b bét ky phan tng phan vé {nhuw s8¢, rling minh, man 48 da hoc
knd thér) nén quyét dinh ngiang truyén ngay lap tirc.
» Thén frong khi truyén SMOFLIPID cho tr2 so sinh va & sinh non bj
bilirubin nigu téng v cac tredmng hop bénh nhi b tang ap phét. O ré
so sinh, nhét la tré sink non can ung cap dinh dudng gua Gwong finh
mach iau ddl, ¢An theo 481 k&t qué d&mtidu cau, xét nghigm chire nang
gan va nong da triglyeerid trong mau.
Khi cdc ché pham dinh duéng truyén dwamg finh mach tidp xiic véi anh
sang xung guanh, dac biét ta sau khi trdn [&n véi cac nguyen t6 vi Mcmg
va/hodc vitamin c6 thé gay ra téc dung phuy trén két qua lam sang & tré
se sinh do tao thanh peraxid va céc san pham thodl g\ang khac. Khi
stk dung & tré so sinh vé tré em duoi 2 tudi, nén bao quan SMOELIPID
tranh tiép xtc véi ank sang cho dén khi hoan thanh qué trinh truyén
(xem muc Liéy ding, céch dung; Han dung, Leau y khi st dung).
= Mdrc m& mau cac cd the gay nhiu déi vél cac xét nghidm mau, vi du
nhwr xét nghiém hong cu.
* SMOFLIPID chira 6én 5 mmot natri/ 1000ml. Gan can nhéc khi si dung
cha bénh nhan o ché dé an udng kiém soat natri.
+ Noi chung nén trénh bd sung cée losi thudc hodc chat khac vao
SMOFLIPID triy kil bit tinh twong thich (xem muc Tuong ky oda
thude; Lo v ki s dyng).

.

SUF DUNG THUOG CHO PHU NO¥ O THAI VA CHO CON BU

Str dung thudc cho phy ni c6 thaj

Khang ¢o div ligu vé st dung SMOFLIPID trén phy niv ¢6 thal. Chua
c6 nghién clru nao vé dic tinh sinh san rén ddng vat, Vigc nudi dudng
gua dudng tnh mach o6 thé cin thiét khi mang thai. Chi nén ding
SMOFLIPID cho phu nit mang thai sau khi da ¢a&n nhac k§.

S0 dung thude cho phy ni¥ cho con bi

Khéng ¢ v fidu vé sl dung SMOFLIPID trén phy n cho con bu. Vige
nudi dudng qua duong tinh mach c6 thé cén thigt khi cho con bi. Chinén
ding SMOFLIPID cho phu nit cho con b sau khi d& can nhéc.

ANH HUPONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY
MOC

Chua o6 bang chitng vé anh hudmng clia thude 180 khd ndng 18i xe, van
hanh may méc. Tuy nhign, gén cénh bao cho bénh nhan khi ding thube
c6 thé gay phan (ing gud man dan dén dau dhu.

TUONG TAC, TWONG KY COATHUOGC

Twong tac cla thude

Heparin ding ¢ féu 13m sang dan dén sy ting thoang qua ctia men
lipoprotein fipase trong tudn hoan: lic dau 6 the 1am tang s phén giai
mcytrong méu, 1iép theo |4 st gidm thodng qua vé d6 thanh tha triglycerid
trong méu,

Déu dau nanh ¢d vitamin K1 trong thanh phan ty nhién, Ham ivgng nho
frong san phim SMOFLIPID khdng duec coi i co anh hwdng dang ké
dén qua trinh dong mau cla nhing bénh nhan dang dwoc didu irj blng
céc thube o6 coumarin,

Twong ky cua thude . .
Nén tranh bd sung thém cac thude khac hodc cdc chat khac vao nhi
teeong SMOFLIPID trir khi d4 biét 1D tink teong thich.

TAC DUNG KHONG MONG MUON CUA THUGC
Céc tac dung khéng mong mudn dé quan sét dugs khi sk dung cée nhi
twong ma:

Thuonggiip | Ttgdp Hiémgsp | Rathiém
(100 | (41000 (110.000 gp
<ADR <ADR 2ADR (ADR
<1/10) <1100} <1/1000) <1/16.000)
Cic réi foan Khé thiy
vé hé hép,
ibng ngue va
trung thét
Cép réi loan Mét cam
vé dudng téu gide ngon
héa migng, budn
nén, nén
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Cac réf foan Giam huyét
vé mach méu h “ | ap, tang

huyét &p
Géc réifoan | Téng nhe O lanh Géc phan
chung va bat | than nhiét (rag Qua man
thuomg kaf v (phan ¥ng
tri fidm truvén phan vé hoac

phén img di

{mg, mén 4o

da, ndi may

day, do mat,

dau dau),

cm gidc

néng bing

hodic &n lanh,

xanh xao, fim

tai, dau ving

b, lng,

XYONg, NGUe

va that lung
Céc réi loan vé - | Cwong
hé thing sinf . cling
san va vi . : : duwong vt

Méu xdy ra cac tac dung khéng mang mudn ndy hode ndy mike triglycerid
frong khi truyen téng cao hon 3 mmold nén ngung truydn SMOFLIPID
hedc néu can thiét phai truyén tiép nén giam fidu.

Mhil trong SMOFLIPID ludn 12 mat phan clia ché d8 nudi dufng qua
duwérng tinh mach cé acid amin va glucose. Budn ndn, non va tang dudng
mau 1& nhivng gy chumg lidn guan dén tinh trang dwoc chi dinh nudi
dwdng qua dudng tinh mach va ddi khi oo lign quan dén ché db nudi
du’cng qua dwéng tinh mach.

Cén theo d6i mdc dudng mau va trigiyceric mau 8 tranh trrong hop cac
mire nay ting cao lén v cd thé gay bt loi.

Trigu ching qua tai md

Kha nidng chuyen hoa triglycerid bi suy giam lfam dén dén “triéu chieng
qua tai ma”, cb thé do qua lidu. Nhirng dau hiéu qua t& chuyén hoa can
phii duge theo d8i. Nguyén nhén cé thé do di truyén (st khée bigt cé thé
v& chuyén hoa) hode do oo ché chuyen hoa md bl &nh hudng cba tén s
bénh hodc nhitng bgnh dang bi mac. Trigu chimg ndy cling co thé gép khi
téng triglycerid mau nghiém trong, ngay ¢a khi thc a truyen tuén thii theo
dling hwdmg dén va oo §8n quan dén nhikng thay déi dot ngdt tinh trang
1am sang cla bénh nhén, vi du nhw suy chies ndng than hoic b nhiém
triing. Qua 18l m& oo tridu chL’mg nhu tng mé& méu, sét, nhiém ma, gan
to kém hodc khdng kém vang da, phi dai 13 lach, thigu mau, giam bach
cAu, gigm tidu chu, réi loan ddng mau, tan huyét va ting héng chu ludi,
xét nghiém chirc néng gan co bt thirdng va hdn mé. Céc tridu chung
thirdrng ¢ thé thuyén gidm khi ngling truyén nhit teeng mé,

Néu phat hién cac dau higu cda iy ching qué &I md, nén ngimg
truyén nhi teong SMOFLIPID,

QUA LIEU vA CACH Xt TRI

Qua fidu

Qué lidu dén dén trigu ching qua tai m& co thé x&y ra do the d fruyédn

gud nhanh, hodc truyen voi the d6 nhu hwéng dan trong the glan dai

ngéy va oo lién quan dén nhitng thay ddi tinh trang 14m sang cta bénh

nhan, vi dy nhw suy gidm chire néng than hodc nhiém fring.

Qua liéu cn thé dln dén cac tac dung phu {xem muc Téc dung khong
mong muén cia rhuoc) Trong nhiing rdng hop ndy, nén ngiing fruyén

nihfi tweng me, hodic ndu cén truyn tidgp nén gidm iidu,

Céach xi¥ trf khi ding thude qua lide
Tich cyc theo dl a& of bign phdp x{ trl kip the,

THONG TIN VE DUQIC LY, LAM SANG

Pac tinh dwee.lwe hoe

NhGm dugre Iy cie dung dich dinh dung truyén qua finh mach, nhil
twong mo

M4 ATC: BOEBADZ

Nhi tuong md cb kich thude tidu phén va déc diém sinh hoc gidng véi
cac vi thé nhi trép ndi sinh. Thanh phén cia SMOFLIPID (dAu dau nanh,
triglyoerid mach trung binh, dau &-iu, ddu ca) ngoai ham leong nang
legng cung cAp, cb nhiing dic didm dugc d‘nng hoc riéng.

DAu dau nanh ¢ ham keong acid béo thidt yéu cao, Acld béo omega-6
linoleic ¢ nhléu nhat (khoang 55-60%). Acld béo omega-3 alpharianolemc
6 khodng 8%. Phén déu nay tmng nhil twong SMOFLIPID cung cép
lrong cAn thiét cac acid béo thidt yéu,

Acid béo mach trung binh nhanh chong bi oxy hoa va cung cép cho oo
thé dang nang lvong chuyen hoéa nhanh.

Déu &-4iu chi yéu cung cap nang lweng & dang cdc acid béo khong bao
hoa mot ndi dai it oo kha néng bi oxy hoa so véi lwong twong duong céc
acid béo khéng bio haa nhigu ndi dai.

Dau cd dugc dic trung b&i ham lwong cao acld sicosapentaenoic (EPA)
va acid docosahexaenoic {DHA). DHA 12 thanh phin cé tink ciu tric
quan frong ¢lia mang t& bao, con EPA |3 chdt nén cla elcosancid nhw
prostaglandin, tromboxan va leucotrien.

Vitamin E bao vé cac acld béo chdng laf sy oxy héa mé.

Hai du &n nghién i vé dinh dung tinh mach tai nha cho hénh nhan
£6 nhu céu hd tre dinh durding trong mt thai gian dai 33 dwgc tién hanh.
Muyc dich chinh clia ¢ 2 nghién ¢lu 13 chirng minh ché dé dinh dwéng
tinh mach trang mot thoi ghan déi an toan cho bénh nh&n, Muc dich cla
mit trong 2 nghién ciru f& khang dinh vige s dung hiéu qué trén cac
bénh rhén nhi. Nghién clru ndy dugc phén loai theo nhom tudi (nham tip
1 théng d&n dudi 2 thang tudi, va shom 2 dén 11 tudi). C4 2 nghién clu

dbu dwa dén két ludn SMOFLIPID s dung an tean nhw san pham d&i
oipng (INTRALIPID 20%) Hidu. qua trong nghién clu trén benh nhan
nhi G dénh gia qua cac chi 56 cén nang, chiéu cao, chi s6 BMI, tién
albumin, protein lién két retinol va co chu acid beo. Khing co sy khac
bigl vé cac chl sb & 2 nhém, ngoai trir oo chu acid béo sau 4 tuin didu
tri. O cac benh nhan truyén SMOFLIPID c6 thiy ham lugng acid béo
nmega~3 tang Ién trong lipoprotein huyét twong va phnsphnhp\d héng
cdu va nhu vay phan anh su khéc bigt trong thénh phén ctia nhil twong
béo da truyén.

B¢ tinh dwgc déng hoe

Cac triglycerid riéng bigt co tée d0 thanh thai khac nhau nhing
SMOFLIPID 1 hén hop duoc chuyen héa nhanh hon so v trighycerid
mach dai (LCT) Vot mire tngEycerld mau thap hon khi truyén nhi trong.
DA 8- cb e d8 chuyén hda cham nhét trong sb cdc thanh phén clia
nhi fuong (iham chi chdm hon ¢& so v&i LCT) vé triglycerid mach trung
binh (MCT} cd tbe 6 chuyén hda nhanh nhét. D&y ca trong hdn hop voi
LCT co'toc 49 chuyén hda gibng nhw the @8 chuyén hoa cla LCT dang
don chat.

QUY CACH BONG GO
Chai 250 mi; Thing 10 chai 250ml.
Chai 100 ml; Thing 10 chai 100mi.

BIEY KIEN BAQ QUAN

Bdo quan & nhiét 36 khdng qua 30°C. Khéng déng lanh.

Bdo quan sau khi pha rdn

Néu co bd sung cae thude khac vao SMOFLIPID, hén hop nén duoc sk
dung ngay theo quan @idm vl sinh. Néu khéng st dung ngay, thévi gian va
&iéu kign bdo quaﬂ hén hop & trach nhigm cda ngudi st dung va khong
nén qua 24 gitr & nhigt dg 2-8°C, frir khi vige pha trbn dwge xac nhan tién
hanh trong Giéu kign vo trimg cd kidm soat.

HAN DUNG ]
18 thang ké tir ngay san xuat.

Han diing sau khi mé chai

Thube duoc chitng minh 6 &n dinh v& mét vat Iy va hoa hoc trong 24 giod
25°C. Tir guan dlém vi sinh, nén sr dyng nhé twong ngay 1&p tro. Néu
khong dwere s dung ngay, thei gian va didu kteﬂ baa guén 13 trach nhiém
cla ngwoa st dung va khong nén qua 24 gity & nhigt do 2- 8°C.

Khi sir dung & tré so sinh va tr@ em dudi 2 tudl, nhi teong ¢in dugc bdo
guan tranh tlep xc voi &nh sang cho dén khi hoan thanh gud trinh truyen
(xem muc Lidu ding, cach ding; Canh béo va than trong khi ding thudc;
Lua ¥ khi s dung),

LUFL Y KHI S0P DUNG

Khing s dung néu gua han s dung ghi trén bao bi.

Chi s& dung néu nhi twong déng rhat. Kiém fra nhit tirong béng mat
thieng dé phat hign néu b sy phén chia pha treede khi st dung. Can
dam bao sau khi lc iy, nhl twong khong 6 bét ky si phéin chia pha no.
Sén pham chi dling mgt lan. Phan khdng diing hét nén bo di. )

Khi st dung & tré so sinh va tré em dudi 2 tdi, bae ‘quén tranh tiép xic
v&i anh séng cho dén khi hoan thanh qua inh truyén. Khi SMOFLIPID
tiép xtc véi anh sang xung quanh, dac biét 1 sau khi tron Bn vél cdc
nguyén 1 vi lvgng va/hosc vitamin sé tao ra peroxid va cac san pham
thoai gidng khac, cb thé giam didu nay bang cach bao quan tranh anh
sdng {xem muc Lidu diing, céch ding; Canh béo va than trong khi ding
thuge; Han ding)

Cac chét bd sung;

SMOFLIPID co thé dugre tron frong didu kien v trung v&¥i dung dich acid
amin, dung dich glucose, dung dich dign gidi dé c6 duoe hdn hop nudi
dudng toén phén qua duéng finh mach (TPN} "All-In-One".

Vige bb sung cdc chét can duoc tién hanh trong didu kién v fring,

Bt ky san phém thufic hodc chét thai nao khang st dung nén duoc xd
ly theo yéu chu cla dia phuong.

TIEU CHUAM CHAT LLFONG
Tiéu chuan co s&

TEN VA DIA CHE CO' SG SAN XUAT
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