THUOC BAN THEQ DON, ) .
BOC KY HUONG DAN SUF DUNG TRUEGC KHI DUNG.

SMOFLIPID 20%

Nhi twong truyén tinh mach

Thanh phan

DA dau nanh tinh ché 800g

¢ Triglycerid mach trung 800g 60g
(binh (| SO - S
i_DAu 6-liu tinh ché _ 500 g 509
| Daucatinhché 3009 30a
| Thng nang Iugng cung 8.4 MJ 21 M 0.84 MJ
- chp  (=2000keal) (= 500 keal) (= 200 keal)

_PH khodng 8

Néng do tham théu khoang 280 mosmikg HoO

Ta dugc: a-Tocopherol, lecithin TI:I: trirng, glycerol, natri cleat, natri
hydroxid (dé diéu chinh pH), nude cit pha tiém

Chi dinh

Cung cAp nang Iwong va cic acid béa thiét yéu va cac acid béo omega-
3 cho bénh nhan, nhw mét phén cda ché d6 nudi duwdéng qua dudng tinh
mach, khi nuéi dudng qua dudng an hogc qua dwdng tiéu hoa khong
a0 hodc do chdng ¢hi dinh.

Chéng chi dinh

= Qué man cam voi dam cla ca, tréng, dau nanh, iac hodic vori bat ky
thanh phén nao cia san pham nay

Ml mé mau tang caoc qua mic

Suy gan nghiém trong

Rdi loan ddng mau nghiém treng

Suy than nghiém trong khing cb loc mau hoéc tham tach mau

Sée cép tinh . .

Cac chéing chi dinh chung &8 véi vige truyen tinh mach: nhw pha phéi
cap, thira dich, suy tim mat ba

Tinh trang khong &n dinh (vi dy nhw sau chén thuong, dai thao
dudrng mat bl, nhdi mau co tim cap, Aot guy, viém tac tinh mach,
toan hoa chuyén hda va nhidm tring ndng va mét nudec nhuoe
truong}

Liéu diing va cach dung

Tay theo kha nang chuyen héa dugre lupng miv truyén vao cia bénh
nhan, nén didu chinh lidgu ding va tée dd truy&n, xem muc Than trong va
Canh bao,

Lidu ditng

Béi voi nguoi ton

Ligu chudn 13 1,0 — 2,0 g mirkg thé trangingdy, tuong ang v&i 5 - 10
mitkg thé trong/ngay.

The dé truyén goi v 1a 0,125 g md/kg thé rong/giéy, twong Gng voi 0,63
ml SMOFLIPID/kg thé trong/gicr, va khong nén vuot qua 0,15 g mivkg
thé trang/giey, tuong Ung véi 0,75 ml SMOFLIPID/Kg thé trong/gicy.

Péi vei ré so sink va iré nhd

Lidu ban d&u nén 1a 0,5 - 1,0 g méikg the trong/ngay, sau do tang thém
0.5 - 1.0 g markg thé trong/ngéy, lidqu toi da la 3.0 g mivkg thé
trong/ngdy. Khong vuot qua lidu khuyén cao 30 g madkg thé
trong/ngdy, tbong ung véi 15 ml SMOFLIPID/ kg the trongingay. Tac dé
truyen khong dugc vt qua 0,125 g mivikg thé trong/giér.

Bdi wii tré sinh non va nhe can, nén truyén SMOFLIPID lién tyc trong
24 gicr,

BEi voi iré em

Khéng vuot qué lidu khuyén cdo 3,0 g markg thé trong/ngay, twong tng
wiit 15 ml SMOFLIPID/kg thé trongingdy. Nén tang dan lieéu hang ngay
frong tuarj: déu dung thude. The g5 truyén khdng ducre oot qua 0,15 g
mér/kg thé trong/gid.

Cach diing
Tryyén fint mach ngoai vi hode tinh mach trung tam.

Thén tronyg v Canh bao

Kha nang chuyen hda m& co tinh ¢a thé va do 348 can dugc cac nhan
vién y t& theo dai nhw thang 12 Thong thudng nén kidm tra mic
triglycerid trong rmau. Can lwu v déc bigt cac bénh nhan cé nguy co bi
tang md mau (vi dy bénh nhan dugc | chi dinh truyén m& liéu cao, nhiém
triing nang, tré sinh qué nhe can). Nbng da triglycenid trong mau khong
nén viret gua 3 mmaoldl khi truyén dich. Can nhac gidm lidu hoéc nging
truyén nhi twong m® néu nbng 4o triglycerid trong méu khi truyén hodc

sau khi truyén virot qua 3 mmoll. Vies qua lidu cb thé dan dén cac trisu
chirng qua tai md.

Thube nay c6 chiva ddu dau nanh, diu ca va phospholipid tor tring co
the gay ra cac phan (g di &ng. Phan (ng di (ing chéo d& duge quan
sat thay gila dau nanh va lac.

Can than trong khi s dung SMOFLIPID trén bdnh nhan o suy gidm
chuyén hoa lipid, thuéng thdy & nhing banh nhan suy than, dai thao
dweng, viém tyy, suy chike nang gan, suy tuyén gidp va nhidm trang.

Cac tai Iiéu‘vé sty dung trén bénh nhan dai thao dwéng hodc suy than
can han ché,

vige sl dung den thudin cac acid béo mach trung binh cb thé din @én
toan héa chuyén héa, Nguy co nay phan lon duoc han ché bang viée
truyén dbng thdi cac acid béo mach dai o6 trong san phdm SMOFLIPID.
Viéc sl dung clng I0c carbohydrat $é han ché thém nguy co nay.

Vi vay, Rén truyén dbng thoi vl dung dich carbohydrat hodc dung dich
acid amin co carbohydrat. Cac xét nghiém chung d& theo déi vide nudi
dudng qua dutng tinh mach can duoc tién hanh thwéng xuyén. Cac
x3t nghiém nay bao gom xét nghiém mic duéng mad, cac ket nghiém
chirc néng gan, chuyén hoa acid-base, cin bang dich thé, xét nghiém
cdng thie mau va dién giai.

Néu co bat ky phan trng phan vé (nhwr s6t, ring minh, man 43 da hodc
kho théry nén quyét dinh nglrng truyén ngay l&p toe,

Than trong khi truyén SMOFLIPID cho tré s¢ sint va tré sinh non b
bilirubin niél tng va céc trudng hop bénh nhi bi tang ap phdi. & tré so
sinh, nhat I3 tré sinh non can cung, cap dinh dudng qua dwérng tinh
mach 13u dai, cin theo ddi két qua dém tidu cdu, xét nghiém chire nang
gan va ndng da trighwenid trong mau.

Mirc mé& mau cao cé thé gay nhidu dbi vii céc xét nghigém mau, vi du
nhw xét nghiém hang ciu.

Nén tranh bd sung thém céc thube khac hodc cac chét khac vao nhl
tueng SMOFLIPID trir khi 43 biét rd tinh teong thich.

Twong tac thude

Heparin ding & lidu lam sang dan dén sy tang thodng qua cla men
lipoprotein lipase trong tudn hoan: lic dau cb thé lam tang sy phan gidi
m& trong mau, tiép theo |& sy gidm thoang gqua vé A4 thanh thai
triglycerid trong mau.

Déu dau nanh o vitamin Ky trong thanh phén ty nhign. Ham lweeng nho
trong san pham SMOFLIPID khdng dwoe coi 1a cé anh hugng dang ké
dé&n qué trinh ddng mau cda nhirng bénh nhan dang duoe diéu tri bing
cac thudc ob cournann.

Str dung ddi véi phu niv €6 that va cho con b

Khang co tai liéu vé nguy co cla SMOFLIPID déi véi phy niy ¢é thai
hoeédc cho con bl. Chwa o6 nghién clru nae vé ddc tinh sinh san trén
dong vat. Viec nudi dudng qua dwdng finh mach co thé cin thidt khi oo
thai va cho con bU. SMOFLIPID chi nén ding cho phy n ¢b thai va cho
con bl sau khi da can nhéc.

“Anh hweéng dén kha nang lai xe va van hanh méay

Hién chua c6 bac cdo vé anh hudmg cha thude dén kha nang la xe
ho&c van hanh may. Tuy nhién, can canh bac cho bénh nhan khi dling
thude co thé gay phan &ng qua mén dan dén dau dau.

Tée dung khéng mong mudn
Cac tac dung khdng mang mudn 83 quan sat dugc khi siy dyng céac nhil
tuong mer:

Thuerng itthay Hiém thay Rét hidm thay
théy =11004, | =1410.000, <1410.000
21100, | <1/100 ) <1/1000
<1410 |
Cac rbijoan | ‘ ihé thix
vé hé hdp,
16ng ngue va
ving trung
thét |
CAc rbi loan | Mat eam gide |
vé ity tigy | | ngon miéng,
hia | | budn nén,
| nan ‘ |
| Cae rdi foan Gidm huyét &p
'1 vé migoh mgu | | tang huyét ap
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Cac rdiloan | Tang nhe O'n lanh

Cac phan ng

chung va BA&t | than nhigt qua man (phan
thisemg tai vi (rng phan vé
tri tiém truyén hoéc phan ing dj
g,
| mén dé da, ndi
may day, dd mat,
dau dAu), cam
gidc nong blmng
hoc én lanh,
xanh xao, dau
viing cé. lung,
XUong, nguc va
that lung
Céc rbiloan Cuwong cing
vé durerng vét
| hé thong sink |
| sdn va vo

Néu xady ra cac tac dyng khGng mong mudn nay hodc néu mixc
triglycerid trong khi truyén tang cao hon 3 mmolll nén nging truyén
SMOFLIPID hodc néu can thiét phai truyén tiép nén giam liéu.

Nhi twong SMOFLIPID [uén |a mét phan clia ché dé nubi dwéng qua
duomg tinh mach co acid amin va glucose. Budn ndn, non va tang
dwdng mau la nhirng triéu chirng lién quan dén tinh trang dwoc chi dinh
nuéi dudng qua dudng finh mach va dbi khi cé lién quan dén ché dé
nudi dwdng qua duwdrng tinh mach.

Cén theo déi mirc dwong mau va triglycerid mau dé tranh trudng hop
cac mirc nay tang cao lén va co thé gay bét lgi.

Triéu chiing qua t&i m&

Kha nang chuyén hda triglycerid bi suy giam lam dén dén “triéu chimg
qua tai m&”, co thé do qua liéu. Nhirng dau hiéu qua tai chuyén hoa can
phai dwge theo dbi. Nguyén nhan co thé do di truy&n (s\ khac biét ca
thé vé chuyén héa) hodc do co ché chuyén héa m& bi anh hmimg clia
tién st bénh hoac nhifng bénh dang bi mac. Triéu ching nay cling co
thé gap khi tang trigycerid mau nghlém trong, ngay ca khi téc d6 truyén
tuan tht thee ddng huwong ddn va co lién quan ¢én nhizng thay ddi dot
ngét tinh trang lam sang clia bénh nhén, vi du nhw suy chic ndng than
hodc bi nhiém tring. Qua tai m& cé triéu ching nhw tang m& mau, sbt,
nhiém m&, gan o kém hoac khong kém vang da, phi dai la lach, thiéu
mau, gidm bach céu, giam tiéu cau, réi loan déng mau, 1an huyét va
tdng hbng céu ludi, xét nghlem chirc nang gan cb bAt thwng va hén
mé. Cac triéu chirng thudng co thé thuyén gidm khi ngirng truyén nhi
twong mé. Néu phat hién cac dau hiéu cla triéu chitng qua tai mé, nén
ngimg truyén nhi twong SMOFLIPID.

Thong bao cho bac si nhikng tac dung khéng mong mubn gap phai
khi stz dung thudc.

Dugc lue hoc .

Nhom duwee dieu tri: cac dung dich dinh dwdng truyén qua tinh mach,
nhii twong mé

Ma so ATC: BOSBAD2 A .

Nh{ twong mé cé kich thudre tidu phan va déc diém sinh hoc gidng véi
céc vi thé nhi trdp ndi sinh. Thanh phin cla SMOFLIPID (dau dau
nanh, triglycerid mach trung binh, dau é-liu, dau cé) ngoal ham lugng
nang legng cung cép, co nhitng dac diém dugc ddng hoc riéng.

D&u d&u nanh c6 ham lugng acid béo thiét yéu cao. Acid béo omega-6
linoleic ¢6 nhidu nhat {(khoang 55-60%). Acid béo omega-3 alpha-
linolenic ¢ khodng 8%, Phan dau nay trong nhi twong SMOFLIPID
cung cp lwong can thiét cac acid béo thiét yéu, )

Acid béo mach trung binh nhanh chéng bi oxy hoa va cung cap cho co
thé dang nang lugng chuyén hoa nhanh.

D&u 6-iu chii yéu cung cap ndng lugng & dang cac acid béo khéng bao
héa mot ndi déi it ¢d kha ndng bi oxy hda so véi lugng trong duong
céc acid béo khéng bao hoa nhiéu ni déi.

Diu ca duge ddc treng bdi ham luong cao acid eicosapentaenoic
(EPA) va acid docosahexaenoic (DHA). DHA [4 thanh phan c6 tinh cdu
tric quan trong clia mang té bao, con EPA 1a chét nén cla eicosanoid
nhv prostaglandin, tromboxan va leucotrien.

Vitamin E bao vé cac acid béo chéng lai sy oxy héa mé,

Hai di an nghién ciu vé dinh dudng tinh mach tai nha cho bénh nt

¢ nhu cau hd tro dinh dufvng trong mét the gian dai d& duoc tién
hanh, Myc dich chinh clia ca 2 nghién ciu la chirng minh ché dé dinh
dwirng tinh mach trong mdt thdi gian dai an toan cho bénh nhan. Myc
dich cia mot trong 2 nghién clru | khang dinh viéc stk dung hiéu qua
trén cac bénh nhan nhi. Nghién clru nay dugc phan loai theo nhém tudi
(nhoém tir 1 théng dén dwdi 2 thang tudi, va nhém 2 dén 11 tudi). Ca 2
nghién clru déu dua dén két luan SMOFLIPID sir dyung an toan nhw san
pham déi ching (INTRALIPID 20%). Hiéu qua trong nghién cGu trén
bénh nhan nhi duoc danh gia qua cac chi sé can nang, chiéu cao, chi
sb BMI, tién albumin, protein lién két retinol va co céu acid béo. Khéng
6 si Khac biét vé cac chi sb & 2 nhom, ngoai trir co’ cAu acid béo sau 4

tuén diéu tri. O cac bénh nhan truyén SMOFLIPID c6 thay ham lugng
acid béo omega 3 téng lén trong lipoprotein huyét twong va
phosphohpld ndng cdu va nhw vay phan dnh su khac biét trong thanh
phan cta nhil twong béo da truyén,

Duwere déng hoc )

Cac triglycerid rieng biél co toc do thanh thai khac nhau nhung
SMOFLIPID 1a hén hep duge chuyén hoa nhanh hon so vai triglycerid
mach dai (LCT) v&i mure triglycerid mau thap hon khi truyén nhi tuong.
Dé&u 6-liu ¢o tbe @6 chuyén héa cham nhét trong s6 cac thanh phan clia
nhd twong (tham chi cham hon ca so vél LCT) va trigiycerid mach trung
binh (MCT) cé téc &6 chuyén héa nhanh nhét. Dau ca trong hdn hop véi
LCT odéléc a6 chuyén héa giéng nhu toc dd chuyén hoa cla LCT dang
don chat.

Qua lidu

Qua liéu dan dén trieu chirng qua tai m& co thé xay ra do the do truyén
qua nhanh, hoac truyén voi tbc dé nhu huwéng dan trong thei gtan dai
ngay va c6 lién quan dén nhing thay ddi tinh trang [am sang cia bénh
nhan, vi du nhwr suy giam chirc nang than hoac nhiém tring,

Qué liéu co thé dan dén cac tac dyng phu (xem Tac dung khbng mong
mudn, Trigu chirng qua tai m&). Trong nhitng treéng hop nay, nén
nging truyén nhi twong mé, hoac néu can truyén tiép nén giam liéu.

Bdo quan
Bao quan & nhiét d6 khdng qua 30°C. Khang dong lanh.

Bdo quan sau khi pha tron

Néu co bd sung cac thude khac vao SMOFLIPID, hdn hop nén dugc st
dung ngay theo guan diém vi sinh. Néu khong ste dung ngay, th&i gian
va diéu kién bao quan hdn hop khong nén qua 24 gicr & nhiét d& 2-8°C,

trir khi viéc pha trén dugc xac nhan fién hanh trong diéu kién vé tring
c6 kidm soat.

Tubitho
18 thang ké tlr ngay san xuét.

Lwu y

Khéng st dung. néu qua han str dung ghi trén bao bi.

Chi sir dung néu nhil twong con déng nhét. Kiém tra nhil tvong béng
mét thudng dé phéat hign neéu co sy phéan chia pha trwedc khi str dung.
Can dam bao sau khi e ky, nhii twong khéng co bat ky sw phan chia
pha nao.

San phdm chi dung mét Ian. Phan knéng dung nét nén bo di.

D& tranh xa tdm voi va tAm nhin cla tré em. Néu can thém thong tin, xin
hdi y kién bac sT

Cac chat bé sung

SMOFLIPID c6 thé dugc tron trong digu kién vo tring véi dung dich
acid amin, dung dich glucose, dung dich dién giai d& c6 dugc hon hop
nudi dudrng toan phén qua duwomg finh mach (TPN) "All-In-One",

Vigc bé sung cac chat can duoc tién hanh trong didu kién vé tring.

Phan hén hop cén thira sau khi truyén nén bd di,

Quy cach déng goi

Chai thiy tinh 250 ml

Chai thdy tinh 100 mi

San xuat boi

Fresenius Kabi Austria GmbH.

Hafnerstrasse (Hafnerstralie) 36, 8055, Graz, Austria (Ao)
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