
° oll ¢ MAU NHAN XIN DANG KY Qichithin 
L-Ornithine L-Aspartate 6 g 

R, Thudc ké don ; an: Mo Im 9 g cht ; R, Prescription only 

L-Ornithine L-Aspartates LSS ee L-Ornithine L-Aspartateég mu6n, va cac théng tin khac: Xem trong td 
ing thudc km theo. 

hd, trénh dnh nhiét do : BE XA TAM TAY TRE EM 
BOC KY HUONG DAN SU DUNG TRUOC 

KHI DUNG 
Tiéu chuan chat lirdng: TCCS 

SO dang ky: 

SO 16 SX: 

NSX: 

HD: 

£10 sachets x 9g 

Thuoc com pha dung dich uong <a NO Ae Granules for oral solution 

NgayA:¢ thang.dd ném AQ‘ 
CONG TY TNHH DUOC PHAM VA CONG NGHE HOANG LONG 



MAU NHAN XIN DANG KY 

R, Thudcké don GMP-WHO | : R, Prescription only GMP-WHO 

L-Aspartate 6 g&% é ianpta 8 L-Ornithine L-Aspartate 6 gy _BE XA TAM TAY TRE EM, 
BOC KY HUGNG DAN SU DUNG TRUOC KHI DUNG 

NAMHA 1A RIM A 

uyén, TP. Nam Binh, 
Hop 20 gdix 9g ; : E Box of 20 sachets x 9g Ne iam Binh 
Thudc com pha dun 6 : \ Granules for oral solution : ae 

Ngay A4thang dd. nam 2.024 
CONG TY TNH DUOC. PHAM VA CONG NGHE HOANG LONG 



MAU NHAN XIN DANG KY 

R, Thudcké don Peres ém9.g chia Ry Prescription only 

Chéng chi dinh, tac dung khong mong muén, va cac thong coy 
L-Ornithine L-Aspartaté 6 g = t¢ hugng dn su cng th t L-Ornithine L-Aspartate 6 g 

i kh, Wanh dnh sang, nhié: do khéng qua 

Hop 30 goix9 g : - H Box of 30 sachets x 9g 

Thudc com pha dung dich uong : pre E Granules for oral solution 

Ngaytkthang Ad namaket 
CONG TY TNHH DUOC PHAM VA CONG NGHE HOANG LONG 

u diing-Cach dimg: Lieu khuyén cao 1 goi com/lan, wane 

E XA TAM TAY TRE EM 
BOC KY HUONG DAN SU DUNG TRUOC KHI DUNG 

ene 

CONG TY CO PHAN DUG PHAM NAM HA 
$8 415 duéng Han Thuyen, P. Vi Xuyén, TP. Nam Binh, 

toh Nam Binh 

Tel: 02:



https://trungtamthuoc.com/ 

MAU NHAN XIN DANG KY 

<! ichithin i 
ig thuéc kém theo. 

LZ S616 SX: 

@ NamHA 

gay/4 thang 44 nam 2024 
CONG TY) y INH OvEC: f Bn VA CONG NGHE HOANG LONG 

° \, 
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TO HUONG DAN SU DUNG THUOC 
Rx - Thudc ké dom 

ff aie T i iu HAN \ \ Thubc nay chi dung theo don thudc 

\ | bude PHAM } Dé xa tdi tay tré em 

“Doc ky hudng dan ste dung truéc khi ding 

1. Thanh phan: cho- mot g6i cém 9g 

Thanh phan dwee chat: 

L-Ornithine L-Aspattat] cousssscsanasane acne ES 6,0 g 

Thanh phan ta duoc: Mannitol, PVP K30, Sucralose, Huong cam, Lactose 

2. Dang bao ché; Thudc cém pha dung dich uéng. 

Géi chita cém thuédc mau trang hode trang nga. Thudéc cdm phai khé, khéng bi hut 4m, mui 

thom, vi ngot. 

3. Chi dinh: : 

Diéu tri cac réi loan hay bién chimg do suy gidm chite nang thai déc gan nhu: xo gan, viém 

gan, gan nhiém m6, bénh gan do ruou.....cting voi hdi chting nao gan cé hoac khéng co triéu 

ching. , 

4, Cach ding — Liéu ding: 

Liéu khuyén cdo: 1 goi cém/Ian, uéng 1-3 lan/ngay. 

Cach ding: Hoa cém thudc vao mét céc nude 1én (cé thé ding nuée loc, tra, hay nude hoa 

qua) dam bao da dé ngfp hét va hoa tan due hoan toan cém thudc, uéng cing hodac sau bita an. 

Cém thuéc sau khi hoa trong nude cén udng ngay, khéng nén dé lau trong ngay, 

Tré em va tré vj thanh nién: Khong khuyén cdo ding cho déi tugng nay do chua du dit liu 

an toan-hiéu qua. 

5, Ching chi dinh: 

- Nhiing ngudi man eam voi bat et thanh phan nao cua thudc. 

- Suy than ning. Theo cdc hudng dan diéu tri, bénh nhan cé mite creatinin huyét thanh ttr 

3mg/100mL tré 1én c6 thé ding duge thudc. 

6. Canh bao va than trong khi ding thude: 

Khéng ding qua lidu chi dinh cia thuéc. 

Déi tuong tré em va tré vi thanh nién: Khong khuyén cdo ding cho déi tuong nay do chua 

du dit ligu an toan-hiéu qua. 

Ta dug cé tac dung dang luu yp: 

Goi cém Rickithin cé chia lactose. Néu bénh nhan duge bade si chan doan c6 r6i loan dung 

nap voi mét sé loai duéng nhat dinh (nhuw: bénh khéng dung nap galactose di truyén hiém gap, 

thiéu hut lactase hoan toan, hodc héi chitng kém hap thu glucose-galactose), hay hdi y kién bac 

si trudc khi ding thudéc nay. 

7. Sir dung thuée cho phu nif cé thai va cho con bu:



https://trungtamthuoc.com/ 

Phu nif c6 thai 

Chua co dit 

¢ On ohé.! Dodo)\khéng nén ding thuéc cém Rickithin cho phy nit cé6 thai. Tuy 

gun ve s sirdung Rickithin trén phy nit cé thai. Dtr liéu vé déc tinh trén sinh san 

nhién, néu da ke don L -omnithine L-aspartate, phai cén nhac k¥ loi ich-rdi ro trade khi str dung. 

Phy nik cho con ba’ } 

Chua 16 Lo -omithine L-aspartate cé dugc bai xuat vao sta me hay khong. Do dé, khong nén 

ding thuée cdm mRickithin eho phy ntt cho con bu. Tuy nhién, néu can ké don L-ornithine L- 

aspartate, phai cdn nhac k¥ loi ich-rii ro trude khi str dung. 

Chua co dé ligu vé tac déng cia thude 1én phdi thai. 

8. Anh huong cia thude lén kha nang lai xe, van hanh may moe: 

Chua ghi nhén cdc tac dung bat loi cla L-ornithine L-aspartate anh huéng dén kha nang lai 

xe va van hanh may moc. Tuy nhién, cac bénh nhan duoc ké don thudc cém Rickithin dang cd 

bénh man tinh, can cin nhac tinh trang ste khée trudc khi tién hanh cdc hoat dong nay. 

9, Twong tac, tong ky cia thuée: 

Chua co nghién citu nao vé cdc tuong tac thude tiém tang. Chua cé tuong tac thudec nao 

duge ghi nhan. 

10. Tac dung khéng mong mu6n cia thude: 

Viée danh gid, phan loai tan suat duge thye hién trén thanh danh gia sau: 

Rét thuong gap: > 1/10; Thudng gap: >1/100 dén < 1/10; ft gap: =1/1.000 dén <1/100; Hiém 

gap: >1/10.000 dén <1/1.000; Rat hiém gp: <1/10,000; Khéng rd: chua wéc tinh duge tir dit 

liéu hién co. 

Cac phan tng bat loi dugc liét ké trong bang sau: 

Phan loai hé co quan Tan suat Phan tng bat Igi 

RGi loan hé tiéu héa it gap Buon nén, ndn, dau bung, tiéu chay, trung tién 

Réi loan trén hé co xuong Lacks . a 
me emctim at Rat hiém gap | Dau nhtic co the 

khép va m6 lién ket 

Tuy nhién, cdc tac dung khong mong muén nay thudng chi thoéng qua va khéng cn thiét phai 

nging dung thuédc. 

Luu ¥: Can thong bao cho bac si nhtng tac dung khéng mong muén gap phai khi sir dung 

thudc. 

11. Qua ligu va cach xit tri: 

Chua ghi nhan tac dung bat loi nao khi ding thudéc cém Rickithin cao hon liéu khuyén cdo, 

Khi ding qua liéu, tién hanh diéu tri triéu ching phi hop. 

12. Dac tinh duge lwe hoe: 

Nhém duge ly: Thuéc diéu tri réi loan chtte nang gan (diéu tri héi chimg no gan cé hoic 

khéng co triéu ching) 

Ma ATC: AOSBAI7 

L-ornithine L-aspartate thé hién cdc dic tinh duge lye trong co thé thong qua hai acid
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amin: ornithine va aspartate, trén hai con dung chuyén hda thai déc amoni: chu trinh tong hop 

ure va tong hop glutamine. 

Chu trinh tong hop ure xay ra 6 cdc té bao gan khoang cia. Trong cdc té bao nay, ornithine 

cé vai tro vira hoat héa 2 enzyme ornithine carbamoyltransferase va carbamoyl phosphate 

synthetase, vira 14 co chat cia chu trinh tng hop ure. 

Chu trinh téng hop glutamine xay ra 6 cde té bao gan quanh tinh mach trung tm. Cu thé, 

trong tinh trang bénh ly, aspartate va cdc dicarboxylate khac 1a chat chuyén héda cua aspartate sé 

dugc thu nhan vao té bao va ding dé cé dinh amoni duéi dang glutamine. Glutamate ca trong 

sinh ly hay bénh ly déu dong vai tré acid amin gitip cé dinh amoni. Chat téng hgp duge, 

glutamine, kh6ng chi 14 mét hop chat amoni cé dinh khéng g4y d6c, ma con hoat héa chu trinh 

ure quan trong (trao déi glutamine lién bao). Trong sinh ly binh thuéng, ornithine va aspartate 

kh6ng gidi han chi tham gia chu trinh tong hop ure. 

Dit liéu thye nghiém trén dong vat cho thay viéc tang ting hop glutamine la mét co ché 

giltip gidm va thai déc amoni. 6 mét s6 tht nghiém lam sang nho, d& ghi nhan cai thién ti 1é 

gitta cdc amino acid mang chudi nhanh va amino acid mang vong thom. 

13. Dac tinh dwoc déng hoe: 

L-ornithine L-aspartate duge hap thu nhanh chong tai rudt va duge tach thanh ornithine va 

aspartate. Ca 2 amino acid nay déu cé thoi gian ban thai thap, khoang 0,3-0,4 gio. Mot phan 

aspartate dugc thai qua nudc tiéu @ nguyén dang. 

14. Quy cach déng géi: Hop 10 gdi, 20 géi, 30 goi x 9 gam 

15. Diéu kién bao quan: Noi khé, tranh anh sang, nhiét dé khéng qua 30°C 

16. Han diing: 36 thang ké tir ngay san xuat. 

17. Tiéu chuan chat lwgng cia thuée: Tiéu chuan co sé 

18. Tén, dia chi co sé san xuat thude: 

Céng ty cé phan duge pham Nam Ha 

Pia chi: 86 415 dung Han Thuyén, P. Vi Xuyén, 

TP. Nam Dinh, tinh Nam Binh 

NAMHA Tel: 0228.3649408 - Fax: 0228.3644650 

Negay-4 AY ‘thangAd. nam. Ode? 

CONG TY Pee pDUGE PHAM vA CONG NGHE 

“HOANG LONG 
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