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Rx Thubc nay chi dimg theo don thudc GMP - WHO
HUONG DAN SU DUNG THUOC

1. Tén thudc: LIVASACIN
2. Céc ddu hi¢u lru ¥ va khuyén cdo khi ding thude:
“Pé xa tAm tay cua tré em”
“Doc k§ huéng dan st dung trude khi dung”
3. Thanh phén cong thirc thube: Mbi géi 4,5 gam thudc cdm chira:
Thanh phin dwgc chit:

L-ISOlEUCINE ..ovvveeieeeeeececeeee e 952 mg
L-LeUCINe......cccuvviiiiiiiniiriicieciereseeeceeen 1904 mg
L-Valine ..coooooeeiiiiieceeeeeeee e 1144 mg

Thanh phan ti dwoc:
Mannitol, Sucralose, Povidon K30, Vanillin, Methylparaben, Propylparaben.

4. Dang bao ché:
Thubc c¢dm pha dung dich udng.
(Thude cém mau tring hay nga vang, khé toi khéng von cuc, thom mii vani, vi ngot).
5. Chi dinh:
Livasacin duogc chi dinh dé cai thién tinh trang giam albumin méu & bénh nhan xo gan
mét b ¢6 biéu hién giam ham lugng albumin mau méc du cé ché d6 3n uéng déy du.
6. Cach ding va liéu ding:
— Liéu ding: Nguoi 16n: 1 géi/lan x 3 1an/ngay.
— Céch dung: Thubc duge dung dudng uéng. Uéng sau bira an.
7. Chong chi dinh:

Chéng chi dinh diing Livasacin & nhitng bénh nhan sau day:
— Min cam véi bit cir thinh phin nao ctia thude.
— Bénh nhén c6 bit thuong chuyén hoa acid amin chudi nhanh bim sinh. (Viéc st
dung thudc nay c6 thé giy ra cac con co giat hodc roi loan hé hap & nhitng bénh nhan
bi siro ni€u).
8. Canh bso va thin trong khi ding thude:
— Livasacin dwgc chi dinh dé st dung & nhitng bénh nhan c6 giam albumin mic du
lwvgng hép thu tir ché do an ddy du hosic & bénh nhan c6 téng lugng hép thu calo va
protein (acid amin) tir ché d6 n bi han ché do bénh déi thao dudng c6 bién ching
hodc bénh ndo gan, trén nhitng bénh nhén bj xo gan mat bu cé gidm albumin mau nhu
duoc biéu thi boi ndng do albumin huyét thanh 3,5 g/dL hodc thz’ip hon va hién c¢6 hay
¢6 tién sir ¢d trudng/phi hodc bénh ndo gan. Can huéng din cho bénh nhan vé ché do
an trong truong hop thiéu hut trong ché do an mic di bénh nhan c6 day du kha ning




https://trungtamthuoc.com/

thu nhan thirc n khi khong bi dai thao dudng va bénh nido gan. Néu bénh nhan bj thiéu
hut vé lugng hép thu tir ché dd an do su phat trién ctia bénh ndo gan, nén dung mot
thudc chira calo va protein (acid amin).

— Khong nén dung thudc nay cho nhitng bénh nhan xo gan tién trién ro rét vi nhing
bénh nhan nhu thé c6 thé khong dap tmg véi liéu phap thude: (hon mé giai doan III
hodc cao hon do bénh no gan, bilirubin toan phan > 3 mg/dL, tdng hop protein suy
giam rd rét).

— Str dung & bénh nhan cao tudi: Thubc nén dwoc ding cin than cho ngudi cao tudi vi
nhitng bénh nhan nay céc chirc ning sinh ly thudong bi giam va cic rdi loan chuyén hoa
nhu ting amoniac huyét c6 thé dé phat trién hon trong khi diéu tri béng thudc.

— St dung & bénh nhén tré em: DY an toan cla thubc ddi voi tré em chua duge xac
dinh. (Khong c6 dir liéu lam sang trén tré em).

— Ché phAm nay chi bao gdm acid amin chudi nhanh don dc va khong chira tit ca cac
acid amin cin cho su tbng hop protein. Vi vy, bénh nhin dang diing thubc phai bd

sung lwong protein (acid amin) va calo cin thiét (luong protein hip thy hang pgay la é
40 g hodc nhiéu hon va lugng calo hap thu hang ngay 1a 1000 kcal hodc nhiéu hon) <9
qua cac bita an, v.v... jgi
— Néu bénh nhan dang han ché lugng protein, dic biét phai thin trong trong trudng J NG
hop bénh nhén c6 thé khong dép tng véi liéu phap thubc nay, déng thoi st dung san ff_‘i'
phém nay 1au dai c6 thé din dén 1am ning thém tinh trang suy dinh dudng ciia co thé, &

trir khi nhu céu t6i thiéu vé protein va calo dugc dam bao.

— Néu ghi nhan nito uré huyét (BUN) hoic ting amoniac huyét bat thuong dugc ghi
nhdn sau khi ding thubc, cin than trong vi cO thé do qua lidu. Cin than trong khi st
dung qué liéu trong thoi gian dai vi c6 thé 1am ning thém tinh trang dinh dudng cia co
thé.

— Néu khong dat duoc su cai thién vé gidm albumin méu trong 2 thang hogc l4u hon
khi dung thudc, nén 4p dung céc bién phéap thich hop nhu thay thé bing liéu phap
khéc.

— San phdm nay c6 chira Methylparaben va Propylparaben c6 thé gy ra phan tng di
ting (c6 thé xay ra cham).

9, Sir dung thudc cho phu nir c6 thai va cho con bii:

- St dung thudc cho phu nir c6 thai: Chwa c6 nghién ctru day du. Do d6, Livasacin
chi nén sit dung & phu ni¥ mang thai hoic phu nit c6 thé dang mang thai néu loi ich
vugt trdi so véi nguy co.

- Sir dung thudc cho phu nir dang cho con bii: Chua c6 nghién ctru ddy da. Do do,
khong khuyén cédo sir dung Livasacin & phu nit cho con bu. Néu viéc st dung
Livasacin dugc danh gia 12 can thiét, phai ngiing cho con bu trong thoi gian diéu tri.
10. Anh hwéng ciia thudc 1én kha ning i xe, vin hanh may méc:

— Chua c6 bing chimg vé anh huéng ciia thudc 1én kha ning l4i xe, van hanh may
moc.

11. Twong tac, twong ky cia thudc:
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Twong tac: Khong c6 béo cdo cho thiy tuong téc véi cac thude khac.

Tuong ky: Do khong c6 cdc nghién ctru vé tinh tuong ky cta thude, khong tron 14n
thudc nay véi cac thude khac.

12. Tac dung khong mong muén ciia thuée (ADR):

Céc tac dung khong mong mubn cia thude sau day c6 thé xay ra, vi vay can theo doi
chat ché va c6 bién phap xir 1y thich hop nhu ngung ding thudc néu c6 biu hién bat
thuong.

0,1-<5,0% Ty 1é khong ro
Tiéu hoa Chuéng bung, tiéu chay, khé | Budn nén, tdo bén, dau bung,
chiu & bung, khd miéng, chan | nén mira, ¢ hoi, ¢ chua,...
an, ..

Thén Ting nito uré huyét (BUN),
tang creatinin huyét thanh, ...

Chuyén héa Ting amoniac huyét, ...

Gan Tang AST (GOT) huyét thanh,
taing ALT (GPT) huyét thanh,
tang bilirubin toan phan, ..

Da Noi ban, ngua, ...

Cac phan ung Mét moi, phu né (mat, chi

phu khéc dudi,...), man dd, boc héa,...

B4o cido cac phan ing c6 hai khi sir dung thudc:

Viée b4o cdo cac tac dung khong mong mubn nghi ngd sau khi thudc duoc clp phép
Ivu hanh 14 rit quan trong. Diéu nay cho phép tiép tuc theo doi, danh gié lgi ich/nguy
co khi str dung ciia thuée. Cac chuyén gia y té duge yéu ciu bio cdo bét ky tac dung
khong mong mubn ctia thube téi Trung tAm Qubc gia v& Thong tin thube va theo di
phan tmg c6 hai cta thubc. (Website: http:/canhgiacduoc.org.vn)

*Chii y: “Thong b4o ngay cho bac sy hodc dugc sy nhitng phan img ¢6 hai gdp phai
khi st dung thube.”

13. Qua liéu va xir tri:

— Qua liéu: Khéng c6 dir liéu vé sir dung thubc qué liéu, khong ding quéa lidu chi dinh
ctia thude.

— Xt tri: Tich cyc theo doi dé c6 bién phap xir tri kip thoi.

14. Diac tinh dwoc luc hoc:

— Nhém dwgc ly: Acid amin va dan chét - Thubc tdc dong trén dudng tiéu hoéa va
chuyén héa. Dang két hop.

—Mi ATC: A16AA

— Co ché tac dung: St dung Livasacin ¢ bénh nhan bi xo gan mat bu s& thic ddy qua
trinh sinh tong hop albumin trong gan thong qua cai thién su mét cin bing ciia cac
acid amin trong mau.

— Hiéu qua cai thién tinh trang dinh dudng trén tinh trang protein thap do ton
thwong gan man tinh:
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Tac dung cua L-Isoleucine, L-Leucine va L-Valine d& duoc nghién ciru bing cach
st dung chudt bi ton thwong gan man tinh do carbon tetrachloride giy ra 1am md hinh
X0 gan ¢ trang thai suy dinh dudng (trang thai ha albumin mau).

Khi thém L-Isoleucine, L-Leucine va L-Valine vao thirc &n véi cdc muc ty 1€ 0; 2,5;
5,0; 10% va cho an ty do, nhém duge b sung 2,5 % gan v6i lidu ding cho ngu’ou cho
két qua tot hon nhém khong bd sung va cac nhom bd sung khac v€ timg chi s6 dinh
dudng nhu cin bing nito, hiéu qua can bang nito, ting nong dd protein toan phin
trong huyét twong va albumin huyét trong, ddng thoi hidu chinh ty 1& fischer trong
huyét twong ciing pht hop.

Khi céac tiéu thu ché do bd sung acid amin chubi nhanh c6 ty 1& thanh phé‘in L-
Isoleucine, L-Leucine va L-Valine khic nhau 1a I (2:1:1), II(1:2:1 ,2) va IlI (1:1:2). Khi
cho an thic an bo sung acid amin ty y, nhém II c6 cing thanh phin véi thube nay cho
thdy céc chi s& dinh dudng vuot trdi vé can bing nito, tong protein huyét twong va
ting ndng d6 albumin huyét tuong so véi céc ty 16 thanh phin khac. Hiéu chinh ty 1&
Fisher ciing phu hop.

Khi céc acid amin chudi nhanh c¢6 cing thanh phan véi thudc nay hoic céc acid
amin thiét yéu c6 cling lwong nito va ning lugng dwoc thém vao thire in va duge cho
in tily ¥, nhém c6 céc acid amin chudi nhanh dugc bd sung c6 ndng do cao hon nhém
bd sung céc acid amin thiét yéu, dng thoi con e ché su giam s6 leong tiéu ciu va
trong lugng gan.

Tac dung 1én monoamine va acid amin trong ndo: Tac dung ciia thudc nay da duge
nghién ctru bang cach sir dung chudt mac bénh thong ndi tinh mach cira chii 1lam mo
hinh bénh ndo gan. Viéc sir dung céc acid amin chudi nhanh c¢6 cing thanh phén véi
thubc nay da binh thuong héa ndng do acid amin trong huyét twong va nio, ciing nhu
ndng d6 monoamine trong néo, nhung xu huéng tinh trang bénh trd nén tdi té hon da
duoc quan sat thiy & nhom dung cac acid amin thiét yéu c6 ciing ham lugng nito va
ning lugng nhu thude.

15. Pac tinh dwge dong hoc:

— Hip thu: O chudt, cic acid amin chudi nhdnh dugc hép thu nhanh chéng, nong do
trong huyét twong dat dinh sau 4 gio dung thudc va sau d6 giam dan. Viéc ding 13p lai
anh huong khong dang ké dén su hap thu.

Chuot bi tdn thuong gan c6 st hip thu chdm hon so véi chudt binh thudng,
— Phén bo O chudt, cac acid amin chudi nhanh dugc chuyen vao huyét trong nhanh
chong dé tong hop protein huyét twrong. Céc acid amin chudi nhanh hép thu duoc phan
bé rong rai khip co thé nhung tap trung nhidu & cic md dang dién ra qua trinh téng
hop protein. Viéc dung Idp lai anh huéng khong dang ké dén su phan b6 cia thude.

Su van chuyén vao huyét twong va phan b6 vao md & chudt bi tdn thurong gan gan
nhu twong duong vdi chudt binh thuong.
— Thai trir: O chudt, cac acid amin chudi nhanh dugc st dung bai tiét trong vong 168
gi0, nhu sau: 4% dugc bai tiét qua nudc tiéu va phan, va 41% dugc bai tiét qua hoi
thé, ddng thdi mot sé acid amin chudi nhanh ciing dugc sir dung nhu mét nguon ning

lugng.
Viéc dung lap lai anh huéng khong dang | ké dén qua trinh thai trir cia thubc. Su bai

tIet cic acid amin chudi nhanh vao nuée tleu va phan & chudt bi ton thuong gan gin
gibng nhu & chudt binh thudng, cho thiy rang acid amin chudi nhanh dugc st dung
hiéu qua nhu mot nguyén liéu cho qua trinh téng hop protein cia co thé ngay ca khi
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gan bj ton thwong. Ngoai ra, lwgng chét b’ai tiét qua hoi thé ra & chgf_‘)t bi tbn thuong
gan cao hon & chudt binh thuong, cho thay rang céc acid amin chuoi nhanh duoc sir
dung hi€u qua nhu mot nguon nang luong.
16. Quy cich dong goi:
Hop 10 g6i x 4,5 gam. Hop 15 g6i x 4,5 gam. Hop 20 g6i x 4,5 gam. Hop 30 goi x 4,5
gam.
17. Diéu kién bio quén, han dung, tiéu chuin chit lwong ciia thudc:
- Diéu ki¢n bdo qudn: Noi khd mat, nhiét do khong qua 30°C.
- Han diing ciia thudc: 36 thang ké tir ngay san xuét.
- Tiéu chuén thanh phém: TCCS.
18. Tén va dia chi co s& san xuit:
CONG TY CO PHAN DUQC PHAM TRUNG UONG 3
Tru s&: S6 16 Lé Pai Hanh, Minh Khai, Hong Bang, Hai Phong
Nha may: S6 28 duong 351, Nam Son, An Duong, Hai Phong




