
\ /Y

nudc cAr MAU NHAN

30649

Rx Thu6c Mn theo ddn

L-ornithin L-aspartat 2 g

lo\-

,ou !tllo^!'I

k

uorlcalur rol r6pilod pazrlrqdo^l lo lern

fl
8ml

N6c cit pE t6m 8 ml

56 16 9(: HDI

fiY cP owc - nrYr BIH qril q\ooZS

Er9l t(

'o
r't
*

$a
ri

Rx Thudc ban th6 do GMP WHO

GMP WHO

*Liveth ine'
L-ornilhin L-aspartat 2 9

crY cP Dljoc - rrsvr airux o;r,rx

Rx Prescription drug

L-ornithine L-aspartate 2 g

A

trt-1 6 7 elelredse-l aurquulo--l

i
9_
a-

EE

.E
b9oE

Ea

o

e

6

a

r

I

E

a
Li
o
0=o6

EsF
;4= 3:=c €

s :42 9
_6:o-Xa
E iESEr
o 

=-=cS EE= g
{ E{3X=
E ! 3 ! 3 5E
534#€=E
:EE=!HI
.E€E=;E€
| 5=<6od

e
E

36

Q,!

d\::
E€ :saE

EbF3
E$-o

?s=.9

=NF3

o!
: : 

=.E 
E

t: iE=Ea :
3 ,=gE E
E -c:og: oq i -Fo o

G o .' E o

:E'EE.E=€ E
r€E:s:tsEP 3
EE::s!l-sE;=
-tEE"Fr='dEB?
Es!EE!=Es*!

E
E

6

\l 3
/^tE

It
li
a.
IE
EEt:!:!t
e-
Ir
l;
iE5I
96

at rr::E:Ir!i

GMP WHO

Livethine. Livethine"
9>
- 3ci

a

CUC Q

BO Y TE,

UAN LV DUOC

\Lr -[oA reup B a,r

Lin cliu:.g.J.;"'g-il"r"' 1'!'!"Y" h/

Vial of lyophilized powder lor inlection
Ampoule ot I ml solvent

t.v.
1

L0 bot dOng kho pha ti6m
6ng dung m6i 8ml

T.M.
1

TM
BOt d6ng kh6 pha lem

https://nhathuocngocanh.com/



G

0l.I0c.

BIIY

(BIDtPHAR

pha ilAm

: cho I dqn vl d6ng g6i nho nh6t

cho I lq bOt ddng kh6

L-aspartat )c

vta tlt ............ ........... I lq
Beta-cyclodextrin HP.

phAn cho I 6ng dung m6i

8ml
) kh6 pha ti€m

3. Duqc lgc hgc:

Nh6m drqc /y' Thutic diAu tri bQnh n6o gan th6 ti€m dn vd bi6u

hi0n.

Md ATC: A05BA17
Dngc g,vd co chd fic dqtng:

- Ornithin aspartat cd t6c dung in vrvo th6ng qua 2 acid amin:

ornithin vd aspartat theo hai con tludng gi6i dQc amoniac chinh

li: t6ng hqp ure vd ti5ng hgp glutamin.

- Qu6 trtnh t6ng hqp ure x6y ra trong t6 bdo gan quanh tinh m4ch

cta. Trong c6c tti bdo nAy, ornittrin khOng nhilng t!6ng vai trd nhu

ch6t ho4t h6a hai enzym omithin carbamoylhansferase vd

carbamoyt phosphat synthetase mir cdn lA mQt ch6t nen de t6ng

hgp ure.

- Qud trlnh t6ng hqp glutamin ctuqc thuc hiQn trong tii bAo gan

quanh m4ch. Dic biQt trong di6u kiQn bQnh lj, aspatut vd c6c

dicarboxylat kh6c, c6c ch6t chuy6n h6a cria omithin duqc h6p thu

vdo c6c ti! bAo ndy vA dugc st dgng gin vdi amoniac tao thinh
glutamin.

- Glutamat tl6ng vai trd nhu mQt acid amin gin k6t vOi amoniac

c6 vd mit sinh lj vd bQnh lf. Ktit qud ld acid amin glutamin

kA6ng chi lA mQt dang bai ti6t kh6ng <lQc cria amoniac mi cdn

kich ho4t chu trinh ure quan treng.
- Trong di6u kiQn sinh lj, ornithin vd aspartat kh6ng bi hpn chii

d6i vOi t6ng hgp ure.

- C6c thri nghiQm tr6n d0ng v6t cho th6y c6 sg gia tang t6ng hQp

glutamin nhu lA mQt co ch6 lam gidrm amoniac. Trong c6c nghiOn

cfu l6m sdng ri€ng le, ti le acid amin trpc ph6n nhiinh vA acid

amin thom tluqc cii thi0n.

4. Duqc dQng hgc:

Ornithin vA aspartat c6 thdi gian bdn thdi ngin (khoang 0,3 - 0,4

gid). MOt phAn cia aspartat xuAt hign trong nudc tiiSu dudi d4ng

nguy€n vgn.

5. Quy c{ch it6ng g6i: HQp I lq bQt d6ng kh6 + I 6ng dung m6i 8

ml.

6. Chi tlinh:
Bgnh nIo gan ti6m An vA dqng bi0u hiQn.

7. Lidu lugng vA c6ch dtng:
- Trir khi c6 c6c chi <linh kh6c, t6i da l0 la bot d6ng kho pha

ti6m (20 g ornithin aspartat) etugc dirng rn6i ngdy.

- Khi bit dAu trqng th6i r6i lo4n j thtic (tiOn h6n m6) vd m6t f
thric (hdn me), $y theo mtc rIQ nghi€m trQng, c6 th6 dirng l6n

diin 20 l9 bQt ddng kh6 pha ti0rn (40 g ornithin aspartat) trong

vdng 24 gid.
- Tru6c khi st dung, c6c lp bQt d6ng kh6 pha ti6m duoc hodn

nguyOn trong dung m6i kdm theo vd sau d6 dugc hda tan vio mQt

dung dich ti6m truydn (thudng ld c6c dung dich truyi:n th6ng

thudng). Sir dpng dung dich rrdy satr khi pha.

- Cho dtin nay, chua c6 tuong ky d6ng chf f xAy ra. Sau khi pha

ch6, c6c dung dich ti6r.n truydn n6n dugc sri dung ngay lfp tuc.

Tuy nhi6n, do tinh tuong hc.rp vdi tinh mach, kh6ng n6n dilng quii

l5 lq bQt ddng ldr6 pha ti6m (30 g ornithin aspartat)/500n11 dich

truydn.

bu,

- T6c d0 truy€n t6i da td 5 g ornithin aspaltat rnii gin.

- Dung dich sau khi pha kh6ng duoc ti€nr trorrg d6ng mach.

- T16 em vd thanh thi6u ni6n: kinh nghi€nr sir dung o tre enr cdn

hpn chti.

8. Sfr dgng cho phg ni c6 thai vA cho con bri:
- Chua c6 dt liQu vA viQc st dung Livethine4 trong thdi hj, rnang

thai.

- Ornithin aspartat chua dugc nghiOn crJru dAy dri trong c6c

nghien ciru rd doc tinh sinh sAn trong c6c thi nghiQm rron d6ng

vflt. N€n tr6nh sri dgng Livethineo trong thai kj. 'l\ry nhiOn, n6u

diAu tri bing Livethineo dugc xem ln cAn thi6t, nOn ti6n htinh

rl6nh gi6 rui ro - lqi ich cdn th6n.

- Chua bi6t liQu Ornithin aspartat c6 bdi ti6t vdo sta me hay

khdng. Do d6 n€n tr6nh sri dgng Livethineu trong thoi gian cho

con bri. Tuy nhi6n, n6u tti6u tri bing Livethineo duo-c xem ld cdn

thi6t, cAn titin hdnh tt6nh gi6 rti ro - lgi ich cAn th6n.

- Chua c6 dii liQu v€ dQc tinh tren khA ndng sinh sdn.

9. Tdc ilQng cta thu6c khi l6i xe vA vin htrnh mdy:
Do dnh huong cta bQnh, khi ntrng l6i xe vi vdn hdnh m6y rn6c o<1

thd bi giam khi ding thurSc.

10. Ch6ng chi dinh:
- MAn cAm vdi c6c thdnh phAn cria thuiic.
- Suy thfn n{ng (theo huong d6n, cO tht! 6p clpng muc dd

thfn n{ng vOi ndng dQ creatinin huy€t thanh > 3 mg/ I 00 ml).

suy

ll. Th$n trgng:
- Trong trudmg hgrp chi <linh dirng thu6c vdi li€u cao thi cAn

tra thulng xuy€n n6ng dQ ure trong rn6u vd nudc ti6u.

- N6u bQnh nhdn bi suy gan n[ng, cAn di€u chinh tOc dQ truy,ln d0

tr6nh xiy ra ndn vA bu6n ndn.

- Chua c6 dii liQu st dpng cho trd ern.

12. Tuong tic thu6c vA c6c logi tu'ong t{c kh{c:
HiQn t4i, chua c6 c6c nghi€n criu tuong tiic thu6c dugc thuc hi6n.

D0ng thdi c0ng chua c6 bAng chung v0 tuong tiic thu6c dutrc bi6t
<16n.

13. Tdc dgng kh6ng mong mu6n:
Ten su6t cdc t6c dpng phq clugc ph6n loai nhu sau:

lo4n hQ dich:

- Chua r5: qu6 mdn, phAn ung phdn v6.

R6i logn hQ ti6u h6a:

- it g6p' budn n6n.

- Hiiim gfp: ndn.

Cdc t6c dgng phq duong ti€u h6a thudLrg thodng qua vd kh6ng
y€u ciu ngmg di6u tri nhung bitln mfit khi gidnr li6u hodc giam

t6c dQ truy6n.

14. Qud li6u vi c6ch xfr trf:
C6c triQu chimg qud li6u chua dugc quan srit thAy khi dtrng qLrri

liAu onrithin aspartat. Qu6 li6u nOn dutlc cli0u tri tri6u chirng.

Thdng bdo cho Bric si nhfr'ng tdc dqng khbng mong
mudn ggp phii khi sit'tlqng thuiic.

15. Cdc ddu hiQu cAn luu f vir khuy6n crio:

Chua tim th6y tdi liQu cho nQi dung nAy.

II4n dtng:
Lq bQt d6ng kh6: 36 thdng k6 tir ngriy sirn xu6t.

6ng dung mdi: 48 ttr6ng k6 tu ngay sin xuAt.

I{4n dtrng sau khi pha chi5: thu6c dtrcrc dirng nga)'saLr klii pha.

TO HUONG DAN SU DIJNG THUOC CHO CAX BO Y TE

THINE@
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Lo4i Tin suit
Rdt hay g{p > l/10

Hav gdp Z 1/100 dOn < l/10
It glp Z l/1.000 c16n < l/100

Hi6m g{p > 1/10.000 d6n < l/1.000
R6t hi€m g{p < 1/t0.000

Chua r5 Kh6ng udc tinh cfi.ro. c tu dir li0u o6 sdn
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. Bio quin: Noi kh6, nhiet d0 kh6ng qu:i 30oC, trdnh 6nh s6ng.

Dd xa fim tuy crta td em.

Dpc k! hudng ddn srt dqng truhc khi ding.
Thudc niy cht ding theo don ciia Bdc sl,

Ndu cin thAm thAng fin, rtn hdi ! kidn Bdc si.

Ngiy xem x6t siia O5i, c$p nhit l4i nQi dung hufng din sir
dung

C6ng ty sin xu6t
CONG TY CO PHAN DIJOC _ TTBYT BiNH DINH
(BIDIPHAR)

498 NguyEn Thdi Hgc, P. Quang Trung, Tp. Quy Nhon, tinh

Binh Einh, ViQt Nam

DT:056.3846500 - 3846040 * Fax: 056.3846846
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,s,? 5 9564

Td hudng din sfr dqng thu6c cho bQnh nhin

BQt cl6ng l<h0 pha ti6m: LIVETHINE@e
+

a :c
*

em.

sir dqng trudc khi dilng.

- Thutic ndy chi duqc dilng theo don cila bdc s!.

- Th6ng bdo cho duqc si hoqc bdc s! nhting tdc dpng kh6ng mong mudn gqp phdi khi sr).

dung thuiic.

L. Thirnh phin hirm lugng cfra thu5c

- Ho4t ch6t:

L-ornithin L-aspartat )o

- T6 dugc:

+ Lq bOt tl6ng kh6 pha ti€m: Beta-cyclodextrin HP.

+ 6ng dung m6i pha ti6m: Nudc cdtphati€m.

z.MA ti sin phAm

- Lq thuisc dOng kh6: Dang bQt tl6ng khd pha ti6m mdu tring.

- 6ng dung m6i: Hdn kin chrla dung dlch trong, kh6ng mdu

3.Quy cfch d6ng g6i

HQp I lq bQt ddng kh6 + 1 6ng dung m6i 8 ml.

4. ThuSc dtng cho bQnh gi?

BQnh n6o gan tiAm An vd d4ng biOu hiQn.

5. NOn dtng thu5c niry nhu th5 niro vir Hdu lugng?

- Cdchdtng: Ti€m truy6n tinh mpch.

- Duong dtrng: Dudng tinh mpch.

- Li6u dirng:

+ Tru khi c6 cric chi clinh kh6c, t6i da 10 lq bQt tl6ng khO pha tiOm (20 e ornithin aspartat)

tlugc dirng rn6i ngdy.

-F Khi bat CAu trpng th6i r6i lo4n ;i thric (tiAn h6n mC) vd m6t 1f thric (hdn m€), tty theo mric

dQ nghi0m trgng, c6 th6 dirng l6n di5n 20 lq bQt ddng kh6 pha ti€m (40 g ornithin aspartat)

trong vdng 24 gio.
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* Trudc khi sit dpng, c5c lg bQt cl6ng kh6 pha ti6m dugc hoiin nguy6n trong dung m6i kdm

theo vd sau d6 dugc hda tan vio mQt dung dich ti6m truy6n (thuong ld c6c dung clfch truyiin

th6ng thuong). Str dpng dung dlch ndy sau khi pha.

+ Cho d6n nay, chua c6 tuong ky drlng chri y xhy ra. Sau khi pha ch6, c6c dung dich tiOrn
.l
truy€n n6n dugc sri dpng ngay l4p ttic. Tuy nhi6n, do tinh tuong hqp v6i tinh rn4ch, kh6ng

n€n dtng qu6 l5 lq bQt cl6ng kh6 pha ti6m (30 g ornithin aspartat)/50Oml dich truyi:n.

+ TOc rtQ truyAn tOi da ln 5 g ornithin aspartat m5i gio.

+ DunB dich sau khi pha khdng dugc tiOm trong dQng mach.

+ Trd em vd thanh thi6u niOn: kinh nghiQm sri dpng 0 tr6 em cdn han chiS.

6. Khi niro khdng nGn dtrng thu6c niry?

- MAn cim vdi cric thdnh phdn cria thu6c.

- Suy thfn n4ng (theo huong d6n, c6 th€ 6p dqng mric <tQ suy thpn n4ng v6i ndng do

creatinin huy6t thanh > 3 rng/100 ml).

T.Thcdgng kh6ng mong mu6n

Tdn suAt chcttrc dung php ctugc phdn loai nhu sau:

Lo4i TAn suit

R6t hay g{p > l/10

Hay gip > 1/100 dOn < 1/10

It g6p > 1/1.000 dtln < 1/100

Hi€m gap > 1/10.000 dOn < l/1.000

Rdt hi6m gap < l/10.000

Chua rO Kh6ng udc tinh dugc ttt dCr liQu c6 sdn

ROi loan h0 th6ng mi6n dich:

- Chua 16: qu6 m6n, phin ring phin vQ.

ROi lopn hQ ti6u h6a:

- it g6p: butin n6n.

- Hii5m g[p: n6n.

CLc tdc dgng phq duong ti€u h6a thudng tho6ng qua vi kh6ng y€u cAu ngung tli€u trf nhung

bi6n m6t khi gi6m liAu ho{c gi6m tdc d0 truyAn.

4!
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8. NOn trSnh dtng nhiing thu6c ho{c thgc ph6m gi khi dang sfr dgng nhilng thuSc niry?

HiQn tai, chua c6 c6c nghiCn cfu tuong tilc thu6c dugc thqc hiQn. E6ng thoi cfrng chua co

bing chung viituong t6c thu6c rlugc bi6t Oi5n.

9. CAn Drm gi khi mQt tAn quGn khdng dtrng thuSc?

CAn thdng b6o cho Brlc s! hopc y tdngay ldp tric.

10. C6n bio qufln thu6c niry nhu th6 niro?

Noi kh6, nhiQt clQ khdng qu6 3OoC, trdnh rinh srlng.

11. Nhiing triQu chftng vir d6u hiQu khi dtng thu6c qur[ li6u?

Chua c6 b6o c6o v€ trudmg hqp qu6 [Au.

12. CAn phii lhm gi khi dtng thu6c qu6 lidu khuy5n crio?

N6u xiy ra qu6 [Au, cAn th6ng b6o cho B6c s! ho4c y td ngdy lflp tric.

13. Nhii'ng didu cin thfn trgng khi dtrng thu5c niry?

- Trong truong hgp chi itfnh dtrng thu6c vdri liAu cao thi cAn ki€m tra thudng xuyOn ndng dQ

ure trong m6u vi nudc ti6u.

- Ntiu bQnh nhdn b! suy gan n[ng, cAn di6u chinh t6c clQ truyOn d6 tranh xhy ran6n vd bu6n

n6n.

- Chua c6 dtr liQu sri dung cho tr6 em.

- St dpng cho phq n[ c6 thai vd cho con bri:

+ Chua c6 dtr liQu vO viQc sir dgng Livethine@trong thdi ky mang thai.

+ Ornithin aspartat chua dugc nghi€n crlu dAy dri trong c6c nghiCn criu vti il0c tinh sinh san

trong c6c thi nghiQm tr€n clQng vft. N0n tr6nh su dgng Livethine@ trong thai kj,. 'fuy nhiOn,

ni5u diAu trf bing Livethine@ dugc xem ld cAn thii5t, n6n ti6n hdnh clSnh gi6 rui ro - loi ich cdn

th0n.

+ Chua Uitit tiQu Ornithin aspartat c6 bii ti6t vdo sira me hay kh6ng. Do d6 n6n triinh su dung

Livethine@ trong thoi gian cho con bri. Tuy nhiOn, ni5u rli6u tri blng Livethine@ du<vc xern ld

c6n thi6t, cAn tiiSn hdnh tl6nh giri rrii ro - lgi ich c6n thfln.

-t- Chua c6 dir lieu vO dOc tinh tr6n khi ndng sinh sin.

- Titc dQng cira thudc khi l6i xe vir v4n hdnh rr6y: Do 6nh huOng cria b0nh, kh6 ndng l6i xc

vd v4n hdnh m6y m6c c6 th0 bi gi6m khi rlung thu6c.
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14. Khi niro cin tham v6n b6c si, dugc si?

Can tham v6n dugc s!, b6c s! khi:

- Ti6n sri diring vdi thu6c ho[c cic thenh phAn kh6c cria thu6c.

- Eang dirng U6t ty thu6c ndo khi tlugc chi dinh dtrng sin ph6m Livethine.

- Xiy ra cdc t5c dpng khdng mong mu6n trong khi dung thu6c trong qu6 trinh dtng

thu6c.

Ndu cdn thAm thdng tin xin hdi i kidn bdc s! hodc duqc s!.

15. H4n dtrng cria thudc

- HAn dtrng:

+ L9 bQt d6ng khd pha ti6m: 36 thang k0 tt ngdy sin xu6t.

+ Ong dung m6i pha ti6m: 48 th5ng kE tt ngdy s6n xu6t.

- Han dung sau khi pha chi5: Thu6c <lugc sri dung ngay sau khi pha.

16. TGn, tlia chi, bi6u tuqng cfra nhir sin xuAt

- T6n: C6NG TY C0 PHAN DuoC -TRANG THIET BI Y TE siNH DIr.rH (BrDrpHAR)

- Dia chi: 498 Nguy6n Th6i Hgc, phuong Quang Trung, thdnh ph6 Quy Nhon, tinh Binh

Dinh

- Bi6u tuflrg nhd san xu6t: \r
17. Ngny xem x6t

Bidiphar

nhft I4i nQi dung hu0ng din sfr dqng thu6c
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