& PRESCRIPTION DRUG 5mL x 1 OAmps.

Hepatotherapy

evomelsunm

KGMP|

[AEEROVED | For IV injection

G-IN PHARM. CO., LTD

CAREFULLY READ THE ACCOMPANYING INSTRUCTIONS BEFORE USE

Composition:
Each ampoule (5ml) contains 500mg of L-Ornithine-L-Aspartate.

Indications:
Increasing ammoniemia, encephalopathy related to the liver (hepatic coma or hepatic precoma

related to increasing ammoniemia).

Dosage and Administration:
See the enclosed package insert for use instruction.
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Storage: \Fe Thude bl don - Thulic thm LEVOMELS Injestion
Store in light resistant and hermetic container | Hgp 5L x 10 g Bubng ding: Tiém finh mgch. SBK: VN-XXXX-KX
at the temperature below 30°C. | Wi fing {SmL} chia L-Ornithine-L-Aspartate S00mg. Bda qudn rdnh

gjepedsy-T-aulyliuiQ-]

S|9lIONT]

E»’”z—x Oowsgﬂ.ﬂoz KEEP OUT OF REACH OF CHILDREN frinh &nk sdng, trang baa bl idn 4 nhigt ¢ du 32°C. Chl dink, ¥y
Visa No. ding & cdeh gang, chiig cal din: X 0 10 huteg ddn i
President of the Applicant Quality specification: A |dvng. Boc ky ung 8B s durg tudk € ding. B xa tdm tay trd e,
PP Manufacturer's specification. LoTNe.  :  4e2007 | 530 wilt: Mywng-in Pharm Ca., Lid. 185-1 Noha-ri, Palan-myun,

Hwasung i, Gyeanggi-dc Hin Guic. 56 ¥ SX, NSX, HI: xem “Lot No,
Mg Cate, Exp Date” trén bac bl Cae thdng tin kide 08 aghi xem trong |

. 1 hutdng ddn st dyng kém thes. ONNK: Cy CP Duge - TBYT D2 Nfng,
EXP.Date : 04032013 gy ppayyen Phing - B4 Ning

PHARMIX CORPORATION |
] indicati WFG. Date ; 05/03/2010

Contra-indications:

Severe renal insufficiency.
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Presid AMPOULE COLOR: BROWN GLASS AMPOULE _|m<o=_m_m_=
WORDING ON AMPOULE: WHITE COLOR PRINTING ON AMPQULES: Sa_h._ﬁ..,%,w__ze.._.

WOREA
Lot No. @ 182007
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Rx Thudc ké don Huéng din sit dung thudc:

y LEVOMELS Injection

THANH PHAN: Méi 6ng (5ml) chifa:

L-Ornithine-L-Aspartate :
Td dugc: Potassium Metabisulfite, Nudc cat pha tiém.
Poc ky hudng ddn sit dung trude khi diing, néu cdn thém thong tin xin héi ¥ kién bdc s,
PéE xq tdm tay tré em. Khong ditng thuéc qud han sit dung in trén bao bi.
CAC PAC TINH DUQC LUC HOC:
L-Ornithine-L-Aspartate kich thich sy tao thanh acid uric ¢6 lién quan dén chu trinh uré &
gan.

——1 00414

L-Ornithine-L-Aspartate kich thich sy tao thanh a-ketoglutarat va glutamat nhim lam
gidm ndng 46 amoniac d nio.

L-Ornithine-L-Aspartate kich thich sy tao thinh ATP lién quan dén chu trinh T.C.A va
kich thich sy chuyén niang lugng giita chit gian bio ciia ty lap thé véi bao twong, ¢6 lién
quan dén con dudng Malate-Aspartal.

Aspartate déng vai trd rat quan trong trong si sinh tdng hdp chat Purin va Pyrimidin.
L-Ornithine-L-Aspartate dugc ding nhu 1a thudc chuyén héa, dnh hudng truc ti€p 1én chu
trinh uré (chu trinh uré (6ng hop va chuyén amoniac doc hai thinh uré) nhim gidi doc
bing cdch lam gidm ndng @6 amoniac trong gan vi ndo. Ngoai ra, L-Ornithine-L-
Aspartate con lién quan dén qud trinh di héa va téng hdp acid nucleic. Vi vay, L-
Ornithine-L-Aspartate duge diing d€ diéu tri r6i loan chifc nang gan cip hodc man tinh.
CAC PAC TINH DUGC PONG HQC:

L-Ornithine-L-Aspartate hdp thu nhanh chéng va tdch thanh L-ornithine va L-aspartate,
Thdi gian bdn thdi mdi acid amin thi ngdn khodng 40 phit. Vai dang L-aspartate bai ti&t
khong ddi & nudc tiéu. Sinh khd dung la 82,2 + 28% sau khi tiém truyén tinh mach,
DANG BAO CHE:

Ong tiém mau ndu chita dung dich khéng mau, g

CHI PINH:

Tang amoniac mdu, bénh ndo do gan (hén mé gan hoic tién hén mé gan do ting amoniac
méu),

LIEU DUNG VA CACH DUNG:

Trong tudn ddu tién, ding Levomels 2 &ng/ngay, va duy trl trong 3-4 tudn. C6 thé ting
liéu 1én 4 6ng/ngay trong nhitng truding hdp nang,

Cdch ding: Tiém tinh mach.

Thude nay chi ding theo sy ké don clia thdy thude.

CHONG CHI PINH:

Bénh nhén bi suy thin ning (creatinine huy&t thanh 1dn hon 3mg/100ml).

Bénh nhdn min cdm véi thanh phan ciia thude.

Nhiém axit lactate, nhiém déc methanol, khéng dung nap fructose-sorbitol, b&nh nhan
thi€u enzyme fructose-1,6-diphosphate,

TAC DUNG KHONG MONG MUON:
Thinh thodng néng thanh quan. Hoic c6 thé rdi loan tiéu héa nhu nén, budn nén.
Théng bdo cho bdc sTnhitng tde dung khéng mong mudh gdp phdi khi sit dung thuéc,
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TUGNG TAC THUOC Q/)%(
Khéng c6. é
THAN TRONG: %

Chi ding ti€m tinh mach.

SUDUNG CHO PHU NU CO THAI VA CHO CON BU:

Chua ¢6 cdc nghién citu vé do an toan khi stt dung thudc nay cho phu nif ¢6 thai va cho
con bd. Chi st dung thuSc nay cho phu nif ¢6 thai va cho con bu khi dd cédn nhic Idi ich
clia viéc diéu tri vA nguy cd c6 thé xdy ra.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Khéng dnh hudng dén khd nang 14i xe hodc vin hanh mdy méc.

SUDUNG QUA LIEU:

Chua thiy ¢6 diu hidu ngd déc khi sit dung qud liéu.

N€u bi qud liéu, ti€n hanh diéu tri triéu ching.

TRINH BAY:

(5 ml x 10 6ng)/hop.

BAO QUAN:

Bdo qudn trdnh dnh sdng trong bao bi kin & nhiét d6 dudi 30°C.

HAN DUNG:

36 thdng ké tif ngdy sdn xuat.

TIEU CHUAN CHAT LUGNG: %

Tiéu chuin nha san xudt.

Sdn xuat bdi;
’ MYUNG IN PHARM. CO., LTD.

186-1 NOHA-RI. PALTAN-MYUN, HWASUNG-SI.  TEL: 82-339-354-6330~2
GYEONGGI-DO, KOREA FAX: 82-339-354-6038

Gidm déc cd 5§ ding ky thudc

PHARMIX CORPORATION
X CORPORATION

President

President. SANG KOO LEE




