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MAU NHAN THUOC PANG KY

Cut

R( Thudckedon GMP Thanh phan/ Composition: |

L-Ornithine-L-Aspartate ........................ 6g

Céach dung/ Direction for use:

1. Cét theo gach/ Cut the sachet along the
dotted line. |

2. B6 vao cbe/ Empty contents into a glass. |

Nohepa

L-Ornithine-L C 3. Thém nwéc ngudi/ Add boiled and cocled
water.
4. L&c va ubng ngay/ Stire well and drink
; immediately.
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MAU NHAN THUOC DANG KY | |

R thuéc ke aon GMP

Cut

Thanh phin.’ Composition:
L-Omithine-L-Aspariate ........................ 6g
Céch duang/ Direction for use:

1. Cét theo gach/ Cut the sachet along the

0 e p a dotted line.

2. B vao cbe/ Empty contents into a glass.

L-Ornithine-1 itate 6g 3. Thém nuwéc ngudll Add beiled and cooled
water.

4. Léc va ubng ngay/ Stire well and drink
Immediately.
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T& hudéng dén sir dung thube
Rx NOHEPA
Dé xa tam tay tré em, doc ky hudng dén sir dung trude khi dimg.

Thuéc nay chi dimg theo don thudc.

1. TEN THUOC
NOHEPA

2. THANH PHAN
M&i g6i 10 g chira:
Duoc chdt: L-Ornithine-L-Aspartate 6 g.

Ta duoc c6 tdc dung da biét: Dudng trz“lng, mannitol, natri saccharin, sunset yellow.

Dé biét danh sach déy da cac ta dugc, xem phé.n 6.1.

3. DANG BAO CHE
Cbm pha dung dich ubng

Cdm thudc kho toi, mau vang dén vang cam, thom mui hwong cam, vi ngot.

4.DUQC LAM SANG
4.1 Chi dinh:

Dicu tri cac bénh kém theo hodc thir phéat do chirc ning giai doc ctia gan bi suy giam (vi du
nhu trong bénh xo gan) véi cac tri¢u chiing tiém an hodc ¢ biéu hién ciia bénh gan-nio.

4.2 Liéu ding va cdch sir dung
Nguwoi Ién: Ubng 1 goi/ 14n, ti da 3 14n mdi ngay.
Hoa tan cdm trong nhiéu chit 1éng (vi du nhu mdt cdc nude, tra hogic nuée hoa qua, didu

quan trong 1a dam bao rang cac com trong gdi dugc ngdm hoan toan trong chat 1dng va hoa
tan) va udng cung hodc sau bita an.

Dung dich phéi dwgc udng ngay sau khi pha.

Tré em va thanh thidu nién diedi 18 tudi.

Dit liéu & tré em con han ché, khuyén cdo khong sir dung cho tré em va thanh thiéu nién
duéi 18 tudi.

4.3 Chéng chi dinh

Qué min v6i dugce chit l-ornithine-l-aspartate hodc véi bt ky ta duge ndo duoc liét ké
trong phén 6.1

Réi loan chirc nang than nghiém trong (suy than) khi nng d6 creatinine huyét thanh trén 3
mg/ 100 ml.
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4.4 Canh bao va thin trong khi sir dung

Nohepa c6 chira duong tring, bénh nhén c¢6 cac van dé di truyén hiém gip vé khong dung
nap fructose khong nén dung thudc nay.

MB&i géi ¢6 chira 1,82 g dudng tring, cin dwgc luu y khi sir dung cho bénh nhén bi tiéu
duong, c¢o theé giy hai cho ring (sdu rang) néu sir dung lién tyc trén 2 tuln.

Nohepa cé chira mannitol, ¢ thé gay tac dung nhuén trang nhe.
MBai géi c6 chira 2,3 mg natri, dudi 1 mmol (23mg)/ liéu nghia 1a “Khéng chira natri”.
Nohepa c6 chira sunset yellow, c6 thé gdy phan ung di tmg.

Tré em va thanh thiéu nién dudi 18 tudi

Chura c6 dit liéu dy du cho sir dung & tré em.
4.5 Tuwong tac thudc va cdc dang twong tic khac

Chua c6 nghién clru tuong tac thube nao duge thuc hién. Cho dén nay chua cé tuong tac
thubc nao duoc biét dén.

4.6 Kha ning sinh sian, phu nir cé thai va cho con b

Chua c6 dit liéu 1am sang vé viéc sir dung I-ornithine-l-aspartate trong thoi ky mang thai
va l-ornithine-l-aspartate ciing chua dugc nghién ciru ddy du vé doc tinh sinh san trong
céc thir nghiém trén dong vét. Do d6, nén tranh sir dung l-ornithine-l-aspartate trong thoi
ky mang thai. Tuy nhién, néu viéc diéu tri bing l-ornithine-l-aspartate dugc cho 1a cén
thiét, nén can nhéc k¥ giira loi ich va nguy co.

Ngudi ta chua biét liéu l-ornithine-l-aspartate cé bai tiét vao sita me hay khong. Do do,
nén tranh sir dung l-ornithine-l-aspartate trong thoi ky cho con bu. Tuy nhién, néu viéc
didu trj bing l-ornithine-l-aspartate dugc cho la cin thiét, nén can nhéc ky giita loi ich va
nguy co.

Chura ¢6 du dit liéu vé anh hudng l-ornithine-l-aspartate dén kha ning sinh san.
4.7 Anh huéng dén kha ning lii xe va vin hanh may méc

Do céin bénh nay, kha ning 14i xe va vn hanh may méc c6 thé b suy giam trong khi diéu
tri vé1i l-ornithine-l-aspartate.

4.8 Tac dung khong mong muén

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

Rét thuong gip (> 1/10)

Thudng gip (= 1/100 t6i < 1/10)

it gap (= 1/1.000 t&i < 1/100)

Hiém gap (> 1/10.000 t6i < 1/1.000)

RAt hiém giip (< 1/10.000)

Khéng rd (tin sut khong thé uéc tinh duge tir dit lidu c6 sén).

Roi logn tiéu hoa:




https://trungtamthuoc.com/

it gap: budn nén, nén, dau da day, diy hoi, tiéu chay

Cdc bénh vé co xuong, mé lién két va xwong:

Rét hiém gip: dau & tay chan

Tuy nhién, c4c téc dung phu ndy n6i chung 1a tam thdi va khong cn ngung ding thudc.
Sunset yellow S (E 110) c6 thé gay phan {mg dj ting.

“Théng bdo ngay cho bdc st hodc dwoc sT nhitng tdc dung khong mong muén gdp phai khi
sir dung thuéc”

Biéo cao tac dung phu ciia thube

Viéce bao céo céc tic dung khong mong mudn sau khi thude dugc Ivu hanh 1 rit quan
trong. N6 cho phép tiép tuc theo doi danh gia loi ich/ rii ro cia thudc. Cac chuyén gia
cham séc sirc khoe dugce yéu cdu bao céo bit ky tac dung khéng mong mudn nao téi:
Trung tim DI & ADR Quéc gia, 13 - 15 L& Thanh Tong, Ha Noi

Website: www.canhgiacduoc.org.vn

4.9 Qua liéu

Céc triéu chimg ngd doc van chua dugc quan sat thiy trong trudng hop ding qué lidu I-
ornithine-laspartate. Trong truong hop qué lidu, nén diéu trj triéu chimg,

5. CAC PAC TiNH DUQC HQC
5.1. Pic tinh dwge Ire hoc

Nhém duge ly: Liéu phéap didu tri gan dé diéu trj véi cac triéu chimg tiém 4n hoic c6 bidu
hi¢n cua bénh gan-nio

Ma ATC: A0SBAL17

L-ornithine-l-aspartate in vivo hoat dong théng qua céc acid amin ornithine va aspartate
trén hai con duong chinh trong giai ddc amoniac: téng hop uré va tong hop glutamine.

Qua4 trinh tdng hop uré dién ra trong cac té bao gan xung quanh tinh mach ctra, & d6
ornithine vira déng vai trd 12 mdt chit hoat héa hai enzyme ornithine carbamoyl
transferase va carbamoyl phosphate synthetase, va vira nhu la chit nén cia chu trinh tong
hop uré.

Viéc téng hop glutamine dién ra trong céc té bao gan khu tri xung quanh tinh mach. Dic
biét trong cac tinh trang bénh ly, aspartate va céc dicarboxylate khac, ké ca cac chat
chuyén héa cia ornithine, dugc hép thu vao trong té bao va dugc sir dung & d6 dudi dang
glutamine @& gén két amoniac.

Glutamate ca vé mit sinh ly hoc va sinh ly bénh hoc déu hoat dong nhu mét acid amin
gén két v6i amoniac. Két qua amino acid glutamine khong chi 12 mt dang bai tiét khong
ddc hai dbi voi amoniac, ma con hoat héa chu trinh uré quan trong (trao doi glutamine ndi
té bao).

Trong diéu kién sinh ly, ornithine va aspartate khong han ché sy tng hop uré.

Céc thi nghiém trén dong vét cho thdy su gia tang tong hop glutamine nhu 14 co ché cua
tac dung lam gidm amoniac. Trong cic nghién ctru lam sang riéng 1€, da c6 sy cai thién vé
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thwong s clia amino acid chudi nhanh va amino acid thom.

5.2. Pic tinh dwgce dong hoc

L-ornithine-l-aspartate dugc hidp thu nhanh chong va phan tich thanh ornithine va
aspartate. C hai amino acid ndy déu c6 thoi gian ban thai ngin 0,3-0,4 gis. Mot phin
aspartate dugc bai tiét duéi dang chua chuyén hoa trong nuéc tiéu

5.3, Dix liéu an toan tién lAm sang

Khi str dung theo chi dinh, dir li¢u tién 14m sang khong cho thdy nguy co dic biét nao dbi
véi con nguoi dua trén cac nghién ciu vé duoc ly an toan, doc tinh lidu lap lai va kha
ning gy dot bién gen.

Cac nghién ctru vé kha nang giy ung thu van chua dugce thyc hién.

L-ornithine-l-aspartate chua dugc nghién ciru ddy du vé cac dic tinh doc tinh sinh san
trong mot nghién ctru do liéu.

6. CHI TIET SAN PHAM

6.1 Danh muc ta dugc

6.2 Khong twong thich

Khong ép dung.

6.3 Han sir dung

24 thang ké tir ngdy san Xudt.

6.4 Lwu y déc biét trong bdo quan

Noi kho rdo, nhiét do khdng qué 30°C, tranh anh sang truc tiép.

6.5 Quy cach déng goi

Hop 10, 20, 30 goi. Goi nhom-gidy kém theo t& huéng dan str dung thudc.
6.6. Than trong trong bao quan

Khong c6 yéu cau dic biét.

6.7. Tiéu chuén chit lwgng

79/CONG TYN ;
[ cO PHAN
DUGE VAT TU

NHA MAY HDPHARMA EU — CONG TY CO PHAN DUGC VTYT HAI DUGNG

B/c: Thira dét sb 307, cum Cong nghiép Cdm Thuong, phudong Cam Thuong, TP Hai
Duong, tinh Hai Duong



admin
Rectangle




