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Powder for Solution

>, HELTEC

L-Omithine-L-Aspartate 3.0g

5g x
10 sachets

S A

COMPOSITION: Each sachet (5g) contains:

L-Ornithine-L-Aspartate . ....... 3.0g
INDICATION/ CONTRAINDICATION/
DOSAGE & ADMINISTRATION/
PRECAUTION/ SIDE EFFECT :
Please read the instruction inside.

STORAGE:
In tight container, protect from light and
moisture, at temperature below 30°C.

SHELF LIFE:
36 months from the manufacturing date.

PACKING:
Box of 10 sachets x 5g

SbK/VisaNo.
S6 L6/ Batch No.:
NSX/ Mfg. Date :
HD/ Exp. Date

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

THANH PHAN: Mbi géi (5g) chira:
L-Ornithine-L-Aspartate

CHI DINH/ LIEU DUNG & CACH DUNG/
CHONG CHI BINH/ TAC DUNG PHU/
LUU Y: Vui Iong doc t& hwong dan

str dung bén trong.

BAO QUAN:
Bdo quan trong bao bi kin, tranh anh sang
va tranh am, nhiét 6 dwai 30°C.

HAN DUNG: ]
36 thang ké tir ngay san xuat.

PONG GOI:
Hop 10 goi x 5g.

DANG BAO CHE:
Bot pha dung dich ubng.

Nha nhap khau:

PE XA TAM VOI TRE EM.
POC KY HUONG DAN SU DUNG
] TRUOC KHI DUNG
CAC THONG TIN KHAC DE NGHI XEM
TO HUONG DAN SU DUNG KEM THEO

B co m100 Y100, K40
B co M100, Y80, K60
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Y100
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87, Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si
Gyeonggi-do, Republic of Korea.
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HAN DUNG: 36 théng ke tU ngay sén xuét.

Powder for Solution RX-Thuéc ban theo don

HELTEC @

IEU DUN p
CHONG CHI DINH/ TAc DUNG PHUY/ LUU V:
Vui 16ng doc t& huéng dan st dung bén trong.




HELTEC
L-Ornithin-L-Aspartat 3000 mg

Khuyén cdo:

Doc ky hiomg dan sit dung trieée khi ding.

Dé xa tam tay tre em.

Thong bdao ngay cho bdc sy hodc dwoc sy nhitng tdc dung khong mong muén gdp phai khi sit
dung thuoc. Néu can thém thong tin xin hoi y kién bdc sy hodc diwoc sP.

Thudc nay chi dimg theo don cua bdc sj.

Thanh phin — ham lugng cia thube:

Mobi gobi 5 g ¢6 chira:

Thanh phan hoat chat:

L-Ornithin-L-ASPArtat. ... s sussess ens 3¢g

Thanh phc‘in td duwoe: D-mannitol, citric acid, lemon flavor cotton, orange flavor cotton, sunset yellow,

aspartame.
Dang bao ché: Bot pha dung dich udng JF/Z

Quy cach dong goi: Hop 10 go1 5 g.

Duoc lue hoe:

Nhom tac dung duoce ly: didu tri bénh 1y vé gan

Ma ATC: AOSBA17

[-ornithin-l-aspartat thé hién hoat tinh in vivo dudi dang hai acid amin la ornithin va acid
aspartlc bang hai co ché g1a1 doc gan chu yéu: tong hop uré va tong hop glutamin.
Su tong hop uré dién ra & té bao gan quanh tinh mach cta, tai d6 ornithin hoat dong nhu la chat %le :
hoat hoa cua hai enzym ornithin carbamoyltransferase va carbamoyl phosphat synthetase cling

nhu 12 co chit cua qué trinh tong hop uré.

Su tong hop glutamin dién ra ¢ céac té bao gan quanh tinh mach. Pac biét & diéu kién bénh ly
acid aspartic, cac acid dicarboxylic khac, cung nhu cdc chit chuyén hoa cua ornithin dugc hap
thu vao cac té bao va tai dé duogc str dung dé lien két voi amoniac dudi dang glutamin.

Acid glutamic hoat dong trong diéu kién sinh ly ciing nhu bénh 1y véi vai tro 1a acid amin gan
két amoniac. Acid amin glutamin hién dién trong co thé khong chi la chét dao thai cho amoniac
ma con c¢é vai tro quan trong trong viéc hoat hoa chu trinh uré (trao dbi glutamin gitra céc té bao).
O diéu kién sinh 1y ornithin va acid aspartic dugc su dung khong gi¢i han dé téng hop uré.

Cac thi nghiém trén dong vat cho thdy qua trinh tong hop glutamin tang dé giai thich cho co ché
lam giam amoniac. Trong cdc nghién ctru 14m sang riéng 1é ghi nhan duoc sur cai thién trong ty 1€
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acid amin mach nhanh va acid amin thom.




Dwoc dong hoc:

L-ornithin-l-aspartat duoc hap thu nhanh va phan giai thanh ornithin va aspartat. Ca hai acid
amin déu ¢6 thoi gian ban thai ngan tir 0,3 dén 0,4 gio. Mot lugng nho aspartat xuét hién ¢ dang
khong dbi trong nudc tiéu.

Chi dinh:
Diéu tri cdc bénh 1y mac kém va bénh thir phat do giam chirc nang giai doc cua gan (nhu xo
gan), bénh ndo gan tiém an hodc bénh ndo gan c6 biéu hién triéu chung.

Liéu lwong & Cach dung:

Ubng 1 dén 2 g6i c6 chira 3 g l-ornithin-l-aspartat trong mot lan, ti da 3 lan mdi ngay.

Hoa tan thude trong mot lugng vira du chét long (nhu nudc, tra hodc nudce ép trai cdy), ubng
trong bita an hodc sau blta an. Dung thude ngay sau khi pha.

Tré em va thanh thiéu nién < 18 tuéi

Kinh nghiém su dung ¢ tré¢ em con han ché (xem muc Thén trong).

Chobng chi dinh: e
Man cam v6i l-ornithin-l-aspartat hodc vai bat ctr thanh phén nao cua thude
Suy thén ndng (gia tri creatinin huyét thanh 16n hon 3 mg/100 mL)

Than trong:

+ Than trong khi ding thude:

Thube c6 chura aspartame. Aspartame la nguon cung cip phenylalanin. N6 ¢6 thé c6 hai néu bénh
nhan méc ching phenyketon niéu, mot roi loan di truyén hiém gap. Trong truong hop nay,
phenylalanin tich Ity bo1 vi co thé khong thé dao thai duogc. Aspartame duoc phén giai va hép
thu trong duong tiéu hoa. Mot trong nhiing san pham chu yeu cua qua trinh phan giai la phenyl-
alanin. Khong c6 cac dir liéu can lam sang hodc 14m sang dé danh gid viéc st dung aspartame &
tré em dudi 12 tudn tudi.

Tré em va thanh thiéu nién < 18 tudi

Khong cé dir liéu ve viéc dung thude ¢ tre em.
+ Céac khuyén cdo dung thudce cho phu nir ¢é thai va cho con bu:
Khéng co dir lieu 1am sang vé viée dung l-ornithin-l-aspartat trong thai ky. L-ornithin-l-aspartat

lai chua duoc nghién ctu déy du trén dong vat vé dbc tinh cho sinh san. Vi vy, nén tranh st
dung l-ornithin-l-aspartat cho phu nit c¢6 thai. Tuy nhién, néu viéc diéu tri béng l-ornithin-
l-aspartat dugc xem la thiét yéu, phai danh gia can than gitta loi ich va nguy co cta thude.

Khong co bang chimg vé viée l-ornithin-l-aspartat c¢6 bai tiét vao stta me hay khong. Vi vay, nén
tranh str dung l-ornithin-l-aspartat cho phu nir dang cho con bu. Tuy nhién, néu viée diéu tri béng b
l-ornithin-l-aspartat dugc xem la thiét yéu, phai danh gia can than giira loi ich va nguy co cua
thudc.

Khong ¢6 dir liéu vé viée dung thude ¢ anh huong dén kha nang sinh san.

+ Anh hudéng cua thude ddi véi cong viée (ngudi van hanh mdy moc, dang lai tu xe va céc

truong hop khac):




Tuy thude vao tinh trang bénh ly ma kha nang 14i xe va van hanh may moc cua bénh nhan khi
dugc diéu tri bang l-ornithin-l-aspartat c¢6 thé bi anh huong.

Twong tac cua thudc:
Khéng ¢6 nghién cuu vé tuong tac cua thudc dugce thuc hién. Cho dén nay chua ghi nhédn co
tuong tac thude.

T4c dung khong mong mudn:

Tén sudt xuét hién cac tac dung khong mong mudn duge phan loai nhu sau:
— Rét thuong gap (> 10%)

—  Thudng gap (> 1/100 dén < 1/10)

— It gap (= 1/1.000 dén < 1/100)

— Hiém gp (> 1/10.000 dén < 1/1.000)

—  Rét hiém gap (< 1/10.000)

—  Khoéng 16 (Tan sut gdp chua thé danh gid dua trén dit liéu ¢6 sdn)

N

Réi loan tiéu héa:

— {t gap: Budn non, non, dau bung, day hoi, tiéu chay

Réi loan co - xwong va mo lién két:

— Rat hiém gap: Dau cic chi

Tuy nhién, cac tac dung khong mong mudn nay thuong thodng qua va khong yéu cdu nglmg
ding thude.

Qua liéu va cach xwr tri:
Cho dén nay, chua c6 ghi nhan vé ngd doc do qua liéu l-ornithin-l-aspartat. Diéu tri triéu chimg

trong trudong hop qua liéu l-ornithin-l-aspartat. Tich cuc theo doi dé c6 bién phdp xir tri kip thoi.

bieu kién bao quan:
Bao quan trong bao bi kin, nhiét do dudi 30°C, tranh anh sang va am.

Han ding: 36 thang ké tir ngay san xXudt.
Tiéu chuén: TCCS.
Nha san xuit:
KOREA PHARMA CO., LTD. -
87 Jeyakgongdan 3-gil, Hyangnam-eup, Hwaseong-si, Gyeonggi-do — Han Qubc.
&

S6 ding ky:

Ngay xem xét sira doi, cip nhat lai ngi dung hwéng dan sir dung thuoc:

TUQ.CUC TRUSNG
P.TRUSNG PHONG

FPham Ghi Vin Hink




