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1. Cét theo gach/ Cut the sachet along the dotted line.
2. Db véo cbe/ Empty contents into a glass.

3. Thém nwéc ngudil Add boiled and cooled water.

4. Léc va ubng ngay! Stire well and drink immediately.
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L-Ornithine-L-Aspartate 3g
a3 I e

Composition: Each sachet contains:

Thanh phdn: M3i géi chira:
L-Ornithine-L-Aspartate
Téd dwoc e VA 1 GOI
Chi djnh, chéng chi dinh, lidu ding, c4ch ding

Bénh gan cap tinh hodc man tinh
Di chiing clia viém gan

L-Ornithine-L-Aspartate ..... .
EXCIDIBNS ...ooovveeeveriiieire e q.s. 1 sachet
Indications, contraindications, dosage,
administration and other infomation:

Bénh gan cdp tinh hodc man tinh
Di chiing cta viém gan

;éer?l;t:ufgr?gt:'é::?;ung thubc. ° Lgan chifcnéng gan See the leaflet enclosed. - Le@“ chifc ndng gan
Bao quan: Noi kho rdo, tranh &nh sang triec idp, e Ton thuong nhu md gan Storage: Keep in a dry place, protected from light  Ton thuong nhu md gan
nhiét 9 khong qua 30°C. e Xo gan directly, temperature not exceed 30°C. e Xo gan

Tiéu chudn: TCCS,
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Cut
Thénh phdn/ Camposition:
L-Omithine-L-Aspartale .................ccooovennnes 3g
Céch ding/ Diraction for use:
1, Cét theo gach/ Cut the sachel along the dolted line.
2. Bb vho cbel Empty contents into a glass
3. Thém nurére ngudil Add boiled and cooled water.
4 Léc va ubng ngay! Stire well and drink immediately.
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Ornithine spartat
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T huéng din sir dung thude
R*MYZOZO
Dé xa tam tay tré em, doc kp hudng dén sir dung trude khi dung.

Thude nay chi ding theo don thuéc.

1. TEN THUOC
MYZOZO
2. THANH PHAN
M&i géi Sg chira:
Dueoc chat: L-Ornithine-L-Aspartate 3 g.

Td dwoc c6 tde dung da biét: Puong tréng, mannitol, natri saccharin, sunset yellow.

Dé biét danh sach ddy du cac ta dugc, xem phin 6.1.

3. DANG BAO CHE

Cém pha dung dich udng

Cém thubc khé toi, mau vang dén vang cam, thom mui hvong cam, vi ngot
4. DUQC LAM SANG

4.1 Chi dinh:

Diéu tri cac bénh kém theo hogc thr phét do chirc niing giai doc cia gan bi suy giam (vi
dy nhu trong bénh xo gan) v6i céc trigu ching tiém 4n hodic ¢6 bidu hién ctia bénh gan-
ndo.

4.2 Liéu dung va cach sir dung
Ngwoi lon: Ubng 1 - 2 g6i/ 14n, téi da 3 14n m3i ngay.

Hoa tan cOm trong nhi€u chét 16ng (vi du nhur mét cbe nuéc, tra hodc nudc hoa qua) va
udng cung hodc sau bira an.

Dung djch phéi dwgc udng ngay sau khi pha.

Tré em va thanh thiéu nién diedi 18 tuéi,

Dit liu & tré em con han ché, khuyén céo khong sir dung cho tré em va thanh thiéu nién
duéi 18 tudi.
4.3 Chéng chi dinh

Qua man véi duge chét l-ornithine-1-aspartate hoiic véi bat ky ta dugc nao duge liét ke
trong phén 6.1

Réi loan chirc ndng than nghiém trong (suy than) khi ndng d6 creatinine huyét thanh trén
3 mg/ 100 ml.

4.4 Canh bdo va thin trong khi st dung

Myzozo c6 chira dudng tring, bénh nhan c6 c4c vén dé di truyén hiém gap v& khong dung
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nap fructose khong nén ding thubc nay.

M3di géi ¢6 chira 0,91 g dudng trang, cin dugc Iuu y khi sir dung cho bénh nhan bj tiéu
dudmg, c6 thé gay hai cho rang (sau rang) néu sir dung lién tuc trén 2 tuln.

Myzozo c¢é chira mannitol, c6 thé gy tac dung nhuén trang nhe.
MBJi géi c¢6 chira 1,2 mg natri, duéi 1 mmol (23mg)/ liéu nghia 1a “Khéng chira natri”.
Myzozo c6 chira sunset yellow, ¢ thé gay phan img di ing.

Tré em va thanh thiéu nién dudi 18 tuoi

Chura co dir liéu dz‘iy dua cho sir dung & tré em.
4.5 Twong tac thude va cic dang twong tic khac

Chua c6 nghién ciru trong tac thude nao duge thuc hién. Cho dén nay chua c6 tuong tac
thudc nao duge biét dén.

4.6 Kha ning sinh san, phu nir ¢6 thai va cho con bi

Chua c6 dir liéu 1am sang vé viéc str dung l-ornithine-l-aspartate trong thoi ky mang thai
va l-ornithine-l-aspartate ciing chua dugc nghién ciru ddy di vé doc tinh sinh san trong
cac thir nghiém trén dong vét. Do dd, nén tranh st dung l-ornithine-1-aspartate trong thoi
ky mang thai. Tuy nhién, néu viéc diéu trj bang l-ornithine-l-aspartate dugc cho 14 can
thiét, nén can nhic ky giira loi ich va nguy co.

Ngudi ta chua biét liéu l-ornithine-1-aspartate c6 bai tiét vao sita me hay khong. Do do,
nén tranh st dung l-ornithine-l-aspartate trong thdi ky cho con bit. Tuy nhién, néu viéc
didu tri bing l-ornithine-l-aspartate dugc cho 14 can thiét, nén cin nhic ky giita loi ich va
nguy co.

Chua c6 du dit liéu v& anh hudng l-ornithine-l-aspartate dén kha nang sinh san.
4.7 Anh huéng dén kha niing lai xe va vin hanh may méc

Do cin bénh nay, kha ning 1ai xe va van hanh may méc c6 thé bi suy giam trong khi didu
tri vdi l-ornithine-1-aspartate.

4.8 Tac dung khéng mong mudn

Tén suét céc tac dung phu dua trén cach phan loai sau:

R4t thuong gip (> 1/10)

Thuong gép (= 1/100 téi < 1/10)

it gap (= 1/1,000 t6i < 1/100)

Hiém gap (> 1/10,000 t&i < 1/1,000)

Rét hiém gap (< 1/10,000)

Khong ro (tin sudt khong thé ude tinh dugc tir dit lidu c6 san).
Réi loan tiéu hoa:

ft gap: budn ndn, ndn, dau da day, déy hoi, ti€u chay

Cadc bénh vé co xuong, mé lién két va xuong:
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R4t hiém gap: dau & tay chéan
Tuy nhién, céc tic dung phu nay néi chung 14 tam thai va khong can ngung thude.
Sunset yellow S (E 110) c6 thé giy phéan tng di ung.

“Théng bdo ngay cho bde st hodc dwoc st nhitng tdc dung khéng mong mudn gdp phdi khi
sur dung thuée”

B4o cdo tic dung phu cia thude

Viéc bao céo cic tac dung khong mong mudn sau khi thudc duge lwu hanh 1a rit quan
trong. N6 cho phép tiép tuc theo doi dénh gid loi ich/ riii ro ciia thudc. Céc chuyén gia
cham séc stre khée duge yéu cdu bdo cdo bt ky tic dung khong mong mudn nao téi:
Trung tdm DI & ADR Quéc gia, 13 - 15 Lé Thanh Téng, Ha Ni

Website: www.canhgiacduoc.org.vn

4.9 Qua liéu

Céc tridu chimng ngd doc van chura duge quan sat thiy trong trudng hop ding qua lidu 1-
ornithine-laspartate. Trong truong hop qua liéu, nén diéu tri triéu chimg.

5. CAC PAC TiNH DUQC HQC

5.1. Péc tinh dugc lwe hoe

Nhom duoc ly: Liéu phéap diéu tri gan dé diéu tri v6i céc triéu chimg tiém 4n hodc c6 biéu
hién cia bénh gan-ndo

Mia ATC: AOSBA17

L-ornithine-l-aspartate in vivo hoat ddng thdng qua cac acid amin ornithine va aspartate
trén hai con dudng chinh trong giai ddc amoniac: tdng hop uré va tdng hop glutamine.
Qua trinh tdng hop uré dién ra trong cac té bao gan xung quanh tinh mach cira, & d6
ornithine vira déng vai trd 1a mdt chit hoat héa hai enzyme ornithine carbamoyl

transferase va carbamoyl phosphate synthetase, va vira nhu 12 chit nén cta chu trinh tong
hgp uré€.

Viée tdng hop glutamine dién ra trong cac té bao gan khu tri xung quanh tinh mach. Pic
biét trong céc tinh trang bénh ly, aspartate va céc dicarboxylate khac, ké ca cac chét
chuyén héa ctia ornithine, dugc hip thu vao trong té bao va duge sir dung & d6 dudi dang
glutamine @ gin két amoniac.

Glutamate ca vé mit sinh 1y hoc va sinh Iy bénh hoc d&u hoat ddng nhu mét acid amin
gén két v6i amoniac. Két qua amino acid glutamine khong chi 1a mét dang bai tiét khong
ddc hai d6i véi amoniac, ma con hoat héa chu trinh uré quan trong (trao dbi glutamine noi
té bao).

Trong diéu kién sinh 1y, ornithine va aspartate khong han ché su tdng hop uré.

Céc thi nghiém trén dong vat cho thiy sy gia ting tong hop glutamine nhur 14 co ché cia
tac dung 1am gidm amoniac. Trong cac nghién ciru 1dm sang riéng 1&, d4 c6 su cai thién vé
thuong sb ciia amino acid chudi nhanh va amino acid thom.

5.2. Pac tinh dwgce dong hoc
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L-ornithine-I-aspartate dwgc hap thu nhanh chéng va phan tach thanh ornithine va
aspartate. Ca hai amino acid nay déu c6 thoi gian ban thai ngén 0,3-0,4 gid. Mot phén
aspartate duoc bai tiét dudi dang chua chuyén héa trong nuée tiéu

5.3. Dir liéu an toan tién lim sang

Khi duge st dung theo chi din, dir liéu tién 1am sang khong cho thiy nguy co dac biét nao
ddi véi con ngudi dua trén cac nghién ciru vé dugc ly an toan, doc tinh lidu 1dp lai va kha
nang gdy dot bién gen.

Céac nghién ctru vé kha ning gdy ung thur vin chua dugc thuc hién.

L-ornithine-l-aspartate chua duge nghién ctru ddy du vé cac dac tinh doc tinh sinh san
trong mdt nghién ciru do lidu.

6. CHI TIET SAN PHAM
6.1 Danh muc ta dwgc

Puong tréng, mannitol, natri saccharin, acid citric, PVP K30, mau sunset yellow, bC)t -
huong cam. '

6.2 Khong tuwong thich

Khdng ap dung.

6.3 Han sir dung

24 thang ké tir ngdy san Xudt,

6.4 Lwu y déic biét trong bao quan

Noi kho rao, nhiét do khong qua 30°C, tranh anh sang truc tiép.

6.5 Quy cach déng goi

Hop 10, 20, 30 goi. Goi nhdm-gidy kém theo t& huéng dan sir dung thude.
6.6. Thin trong trong bao quan

Khéng c6 yéu ciu dic biét.

6.7. Tiéu chuén chit lrong

TCC

ﬁ,@umfwg

7. TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

/Q/ C?QGTY )

SEEHDPHARMA EU — CONG TY CO PHAN DUGC VTYT HAI DUONG

D/c: Thira dét s6 307, cum Céng nghiép Cdm Thuong, phuong Cam Thuong, TP Hai
Duong, tinh Hai Duong
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