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L-ornithin L-aspartat 3g

Hip 14 goi x 5g thude bot pha hdn dich uang
Box o 14 sachets x 5g powdor lor oral suspension
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Thanh phén/ Compositions:
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uéng chua/ Each sachet powder
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L-ornithin L-aspartat ............. 3g
Ta duoc vd/ Excipients q.s.f
werenneeenn: 1 Q0N 1 s8CHED

Hop 14 goi x 5g thudc bét pha hén dich udng/
Box of 14 sachets x 5g powder for oral suspension

E)é xa tam tay tré em/ Keaep out of
reach of children. Boc ky huang dan

Bién

strest

the accompanying instructions before use,

G

su dung truac khi dang/ Carefully read a0 0"

| W= 54380 - D - 2g294 -4+
AS9 - A9 (92043

Théanh phén/ Compositions:

Méi géi thude bat pha hén dich udng chisa/
Each sachel powder lor ora’ susgens.anconts ns,
L-ornithin L-aspartat ...... ]

Ta dugdc vd/ Excipients.g.s.d ..
Chi djnh, Chéng chi dinh, Cach dung -
Ligu ding va cac théng Llin khac/
Indications, Contraindications, Dosage -
Administration and other information:

Xin xem to hueng dan su dung thudc bén
trong hop/! See Ihe package inserl nside,
Béao quan/ Sterage: Nai kho, nhigt do
duail 30YC/ Store in a dry place, bolow 304C.

SBK {Hoeg No.i:

S50 16 SX {lol. Noy:
Noay SX Mfg. Dalel:
HD (Exp. Date):

Sx tal: CONG TY.CO PH /.1 04 DUCC VIET NAM
56 192 - Phé Bidc Glar ) - van Loog Bien -HaNai

L-ornithin L-aspartat 3g

Béo quan/ Storage:
Ndi kha, nhiét do dudi 30°C/
Store in a dry place, below 30°C.

Tiéu chudn/ Spec
TE / Manufactur

Chi dinh, Chéng chi dinh,
Céch dung - Liéu dung va

cac théng tin khac/

Indications, Contraindications,
Dosage - Administration and other
information: Xin xem td hud

50 tk
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HUONG DAN SU DUNG THUOC CHO CAN BO Y TE:

1. Tén thuée: OCEHEPA
2. Thanh phin: Méi géi thuéc bét pha hén dich uong chira:

L-ornithin-L-aspartat 3.0g

Ta dugc vd 1 goi
(Td dwoc gom: Lactose, aspartam, cabosil M5, vanilin)
3. Dang bao ché: Bot pha hdn dich udng.
4. Dugc luc hoe, dwge dong hoc:
Dwoe lue hoc:
- L-ornithin L-aspartat 1a dang mudi bl_l] cua hai amino acid L-ornithin va acid L-aspartic, L-
ornithin L-aspartat kich thich su san xuit acid uric trong chu trinh uré & gan va kich thich viéc
sdn xuat glutamin lam giam thiéu ndng doé ammoniac, dong vai trd quan trong trong co ché giai
doc amoniac, tang kha nang khir doc ¢ gan, cai thién can bang ning luong.
Khi ubng va hip thu vao trong co thé, L-ornithin L- -aspartat phan ly tao thanh L-ornithin va L%
aspartat la 2 amino acid quan trong tham gia vao chu trinh uré chuyén hoa amoniac tai gan/ =~
- Aspartat va ornithin la céc chat nén déi v0i qua trinh tong hop glutamat & cac té bao gamﬁb cb Pl
ton thuong. Su nghich chuyée én amin, bao gom sw van chuyén nhom amino tir hau hét cic anigJ;lb HOA
acid sang - ketoglutarat, két qua 1a chuyén thanh glutamat va cu01 cung la glutamin, mot hgs"' '
chit khong doc. Day Ia chit chii yéu duoc hinh thanh & cic té bao hé thong than kinh trung’
wong va céc té bao co. Glutamin ndi bao la clnt diéu tiét qua trinh tong hop cta protein va khi
luong glutamin tang 1én sé ting qud trinh tong hop protein.
- Aspartat tham gia vao vong acid citric va lam chat xtic tac cho cac phdn g trén xay ra dé
dang dé bao vé cac acid amino khac va cdc acid amino di tach. Nhom amino glutamat tham
gia vao qud trinh tong hop carbamoy lphOSph'l'[ nho carbamylphosphate sy nthese. Viéc chuyén
nhom carbamoyl t6i ornithin trong vong uré din t6i hinh thanh citrullin va cudi cung uré. Trong
hé théng glutamat - glutamin ¢6 thé tich lu§ duoc 1/4 ham lugng amoniac dugc tao ra trong
qua trinh chuyén hoa. Cac phan Ung ¢ trén xdy ra trong su hién dién cta ornithin
carbamoyltransferase. Ornithin 1a mot chit hoat hod cta carbamoylphosphate synthese va
carbamoyltransferase.
- Aspartat tham gia vao qua trinh ‘[0110 hop pyrimidin giup tdi tao lai acid nucleic & céc té bao

gan bi ton thuong.

- Do do, su phdi hop L-ornithin va L-aspartat c6 tic dung tuong hé trong qua trinh lam giam
nong d0 amoniac (amoniac trong mau dugc sinh ra do phan hity protein, gan ¢6 nhiém vu bién
amoniac mau thanh uré). Ngoai ra, ornithin va aspartat con gian ti€p tham gia tao ra nang lugng
ATP dé cung cdp ning lwong cho cic qua trinh tong hop urea va kich thich sur hoat dong céc
chirc nang khac cua gan. Dac biét chirc ning chuyén hoa m& va tai tao nhu mo gan.
- Duwge dong hoc:
L-ornithin-L-aspartat duge hép thu tdt qua duong ti€u hod.
Thot gian ban thai ngin 0.3-0,4 gio, phin nho cta aspartat duge bai tiét qua nude tiéu khong
thay doi.
5. Qui cach doéng goi: HOp 14 g6i x 5.0 gam thude bot pha hdn dich ubng.
6. Chi dinh, cach ding, li¢u ding, chong chi dinh:
- Chi dinh: Diéu trj cic trudng hop roi loan chire ning gan, bénh gan cip va man tinh nhu xo
gan, gan nhiém md, viém gan. Pic biét tr ong diéu trj hoi ching ting amoniac mau, giai doan
diu rdi loan nhan thire (tién hon mé) hoic bién chting than kinh (hon mé gan- ndo).
- Cach dimng va liéu dung:
Trur khi ¢6 cdc chi dinh khac, liéu thong thuong 1-2 goi/ ldn x 3 14n/ ngay.
Hoa g6i thude vao mét luong nude thich hop. udng trong bira an. Khong hoa chung lhu:)\c:jao
stra, nuoc hoa qua.
- Chong chi dinh:
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Cac truong hop nhay cam voi L-ornithin-L-aspartat hay bét cir thanh phin nao cta thuée.
Suy than ndng. Truong hop lugng creatinin trong huyét thanh vurot quéa 3mg/100ml can hét sirc
thdn trong khi dung.
Khong dung trong cdc truong hop khong dung nap duong fructose hay man cam véi bit ky
thanh phén nao cta thude.
Khéng dung thude cho tré em.
7. Thin trong:
Néu ding thube khong thdy c6 tién trién tét, khi c¢6 triéu chimg kho chiu xay ra hodc c6 tac
dung khong mong muon nén ngimg thude va hoi y kién cua thay thuoc
Thude nay ¢6 chira mot lugng aspartam nén than trong véi ngudi méc bénh Phenylcetonurie
(Phenylceton— niéu)
- Thoi ky mang thai, cho con bi
Thudc chi ding cho phu ni¥ ¢6 thai hoic dang nudi con bu khi that can thiét theo chi din cia
thay thudc.
- Tac dfng ciia thude khi lai xe hoiic vin hanh may méc: Thude khong gy budn ngu khéng
anh hudng dén hoat dong cua nguoi khi 1ai xe hoac dang van hanh may moc. ‘ol
8. Tuong tic véi thude khice, cic dang tuwong tic khac: | o)
Chua ¢6 béo cao '
9. Tac dyng khong mong muén ciia thude:
- Khong pho bién: budn nén, non, dau bao ttr, chtng day hoi, tiéu chay.
- Rét hiém: dau chi dudi.
Nhiing tac (dung khong mong mudn nay thuong thoang qua va khong cin ngung thude.
10. Qua liéu va xir tri:
Chura c6 bao cao.
11. Cic ddu hiéu cin luu y va khuyén cdo:
Chua c¢6 bao cao.
12. Pidu kién bio quan va han dung:
- Bdo quan: Noi kho, nhiét do duai 30°C.
- Han dung: 24 thing ké tir ngay san xudt.
Khong ding thude di qua han sir dung.

* Luw y: Khi thdy thude bi mde, nhan thude in s6 16 SX, HD mo...hay c6 cic biéu hién nghi
ngd khac phai dem thudc téi hoi lai noi ban hoidc noi san xuét theo dia chi trong don.
13. Tén va dia chi nha sin Xuit:
CONG TY CO PHAN HOA DUQC VIET NAM
Dia chi nha mdy: 192 phd Puc Giang — Phuong Thugng Thanh - Quén Long Bién —{iP/Hé

Noi

S6 dién thoai: 0436557429 S6 fax: 0436557429

14. Ngay xem xét sira doi, cip nhit lai ndi dung huéng din siv dung thudc:
Ngay thang nam
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH:

1. Tén san phdm: OCEHEPA
2. Khuyén cdo:
“Thude chi dung theo sy l\e don cua bac sy~
“Pé xa tAm tay cta tré em”
“Poc k¥ huéng dan str dung trude khi ding”
“Thong bdo cho bac sy nhing téc dung khong mong mubn gap phai khi sir dung thube”

3. Thanh phan, ham lrong cia thude: Méi goi thuée bét pha hén dich uong chira:
L-ornithin-L-aspartat 3,0g
T4 duge vd 1 go1

(Td duwoe gom: Lactose, aspartam, cabosil M5, vanilin)

4. M6 ta san pham: Thude bot ddng nhit, mau trang hoic tring nga, thé chit kho toi, vi ngot,

cO mui thom.

5. Qui cich déng goi: Hop 14 go6i x 5,0 gam thude bot pha hdn dich ubng. &

6. Thudc ding cho bénh gi? .-i';-'."-'j'- c

Céac trudng hop rdi loan chire nang gan, bénh gan cip va man tinh nhu xo gan, gan nhiém mé’ o

viém gan. Dic biét trong diéu tri hoi chiimg ting amoniac mau, giai doan dau rdi loan I'lha"{l*

thirc (tién hon mc) hodc bién chimg thén kinh (hon mé gan- ndo).

7. Nén diing thude nay nhu thé niao va lidu lwgng?

Trir khi ¢6 cdc chi dinh khéc, liéu thong thuong 1-2 g61/ lan x 3 lan/ ngay.

Hoa goi thude vao mot luong nude thich hop, udng trong bira an. Khong hoa chung thude vao

stra, nuoc hoa qua.

8. Khi nao khéng nén ding thude nay?:

Céac truong hop nhay cam véi L-ornithin-L-aspartat hay bit cir thanh phan nao cua 11}1100

Suy than ning. Trudng hop lugng creatinin trong huyét thanh vurot quéa 3mg/100ml cin hét stc

than trong khi dung.

Khong dung trong céc truong hop khong dung nap duong fructose hay man cam véi bat ky

thanh phéan nao cta thude.

Khéng dung thude cho tré em.

9. Tac dung khong mong mudn (ADR):

- Khong pho bién: budn non, non, dau bao tu, chimg ddy hoi, tiéu chay.

- Rét hiém: dau chi dudi.

Nhirng tac dung khéng mong mudn nay thudng thodng qua va khong cédn ngung thude. -’

10. Nén tranh ding nhirng thudc hoic thwe phiam gi khi dang sir dung thudc nay?

Chua c6 bdo céo.

11. Cén lam gi khi mot lin quén khong dung thude?

Bo qua liéu da quén, udng liéu tiép theo va khong duing liéu gdp doi dé bu vao lidu da quén.

12. Cén bio quan thuée nay nhw thé nao?

Dé noi kho, nhiét d¢ dudi 30°C.

Dé xa tim tay cua tré em.

13. Nhitng diu hi¢u va triéu chirng khi ding thuée qua lidu:

Chura c6 bdo céo.

14. Cin phai lam gi khi dung thude qua lidu khuyén cio:

Chua c6 bdo cao.

15. Nhiing diéu cin thin ‘trong Kkhi dung thuoc nay:

Néu dung thude khong thiy c6 tién trién tbt, khi c6 tricu chirng kho chiu xay ra hoidc ¢6 tac

dung khong mong muédn nén nging thude va hoi y kién cua thay thuoc

Thube ndy c6 chira mot lugng aspartam nén than tr ong voi ngudi mac bénh Phcnvluﬁe\tymrie

(Phenylceton— niéu).
- Thoi ky mang thai, cho con bu (
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Thudc chi ding cho phu nif ¢6 thai hogc dang nudi con b khi that can thiét theo chi din cua
thdy thudc.

- Tac dong ctia thudce khi l4i xe hoiic van hanh may mée: Thudc khong gay budn ngu khong
anh huéng den hoat dong cua nguoi khi lai xe hodc dang van hanh méay moc.

16. Kh1 niao cin tham van bac sy, duge si?

- Khi cn thém thong tin vé thube.

- Khi thy nhirng tac dung khong mong mudn gip phai khi sir dung thude.

- Khi dung thuéc ma thay tri€u chirng ciia bénh khong thuyén giam.

17. Han diing ciia thude:

24 thang ké tir ngay san xuat.

Khong dugc dung thubc da qué han dung. Khi thube c6 biéu hién bi mdc, md nhan...hoic
¢6 biéu hién nghi ngd khac phai hoi lai noi ban hogic noi sin xuit theo dia chi trong don.

18. Tén va dia chi nha san xuét:

CONG TY CO PHAN HOA DUGC VIET NAM i

Dia chi nha mdy: 192 phd Puc Giang — Phuong Thuong Thanh - Quan Long Bién — TP Ha

Noi N2\
Il.ﬂ.l
S6 dién thoai: 0436557429 S6 fax: 0436557429 ougc |7
NAN /'{I s/
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19. Ngay xem xét sira ddi, cip nhat lai ngi dung huéng dan sir dung thude:
Ngay thang nim (_Ju

PWUONGPHONG

Q& Mint ﬁuﬂ/



