Rx Thube ké don

METAXIDOX

HUGONG DAN SU DUNG THUOC
1. Tén thudc: METAXIDOX

2. Cdc dén higu hra ¥ va khuyén cdo khi dang thube:

Thude nay chi ding theo don thubc

Doc kjj huréng din siv dung trude khi din 2.

Dé xa tim tay tré em.

3. Thanh phin céng thite thube:
“MObi vién nén bao phim Metaxidox chtra:

Duge chdt: Metadoxine 500,0 mg

Td duge: Dicalci phosphat, L-HPC, Avicel PH 112, croscarmellose natri, magnesi stcarat, bot
Talc Aerosil R200, Opadry 03A18373 white vira da 1 vién.

4. Dang bao ché: Vién nén bao phim.

Mo ta: Vién nén bao phim tron, miu tring nga, hai mit vim tron, canh va thanh vién lanh
lan. | A A :

5. Chi dinh:

- Dy phong va han ché nhiing tdc hai gdy ra do udng ruou, ngd ddc bia rugu cAp tinh va man
tinh, nghién rumf kinh nién. | '

- Pidu trj bénh gan nhifm ma, xo gan do ruou.
6. C4ch dimg, lidu dimg:

Cdch dung:

Dung dwong uong, theo chi din ctia bac s§.

Litu dimg:
Nguoi 16m:
- Du phong: uéng 1 vién trude khi ubng ru‘é’u tlr 1/2 dén 1 gior hodic 2 vitn ngay sau khi ubng
ruou, moi vién cch nhau 12 gid.
- Pidu tri bénh gan do rugu (gan nhifm mé, xo gan) : udng 1 vién x 2 1dn mbi ngay, tir 30 dén
90 ngay.
- Céc trudng hop khéce: udng 1 vin x 2 lin/ngay.
7. Chéng chi dinh: _
Ngudi qué min véi metadoxine hogc bat ky thanh phin ndo cta thude.

8. Cinh b4o va thin trong khi dimg thude:
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Viéc str dung metadoxine trong thoi gian d‘dl va liéu cao hon mire didu tri & cac truong hop
hiém gip va nhay cam c6 thé din dén bénh 1y thin kinh ngoai bién. Néu xdy ra didu nay,
nglng dung thude trong mét thoi gian.

9. Stt dung cho phy nir ¢6 thai va cho con bi:

Chua cé nghién ctru ching minh tinh an toan ciia metadoxine trén phu nft ¢é thai va cho con

b, khéng nén diing thuée cho cac doi tuong nay.

10. Anh hwéng ciia thude Ién khi ning I4i xe vi viin hanh mdy moéc:

Chua tim thdy théng tin trong céc tai liéu tham khao duogc.

11. Twong téc, twong ky cia thude:

Thén trong khi str dung cting v6i thude didu tri Parkinson L-Dopa vi metadoxine c6 thé dbi
khéang tac dung cta thube. -

12. Tée dl_ﬁ]g l«:hﬁng mong mudn:

Metadoxine duge dung nap tét va khdng c6 tac dung phu nghiém trong ndo duge bdo cdo
ngoai trir mot s6 tac dung phu co thé_ gédp: tiéu chay, ban da vira phai.

13. Qua lidu va cich xir tri:

Thong bao véi duge s§ hodc bac sy diéu tri khi diing qud liéu metadoxine dé xr tri.

Khéng can thiét phai co nhiing bién phap dic biét khi nhé ding qua liéu.

14. Bac tinh dwge lue hoc:

Metadoxine 13 mudi fon cia mubi pyridoxin va pyrrolidon carboxilat- (PCA),
Pyridoxin (vifamin B6) 1a tién thin cua coenzym, bao gdm pyridoxal 5'-phosphat (PLP), lam
ting sw chuyén héa ethanol va ng#n chiin sy hoat héa adenosin triphosphat (ATP) bai
acetaldehyd. Pyrrolidon carboxylat (PCA) 1a mot vong-lactam ctia acid glutamic, mot chit
trung gian trong chu ky y-glutamyl, con dudng trao d6i chit trong tdng hop va su thodi hoa
cta glutathion.

Metadoxine 12 mét chét déi khang chon loc cta thu thé serotonin loai 5- H12B va ¢

ai lye cao voi chat vin chuyén acid gamma- aminobutyric (GABA). Metadoxine tic dong

_trén cdc hé thong truyén dan thin kinh lién quan dén nhiém doc rugu do metadoxine lam

giam hoat tinh ctia enzym GABA (ransaminase, enzym thodi gidng GABA, lam ting su
phong thich acid y-aminobutyric (GABA) va acetylcholin. '
Metadoxine 1am tAng phan ng peroxy hoa lipid trong t& bao gan, khoi phuc ton
thuong gan do udng ruou kéo dai va lam giam gan nhiém m& trong viém gan mén tinh.
~ Metadoxine lam téng nong do ATP, phuc hoi mic d6 giam glutathion & gan (GSH),
lam ting dé) thanh théi ethanol va acetaldehyd tfong huyét twong va lam gidam thoi gian tiép

xdc ctia gan va cac md khac véi cac tie déng cb hai cta ethanol va cac chét chuycn hoa clia
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no. Metadoxine ting cuong chuyén hda cthanol, lam giam ndng dd con trong huyét thanh

(rong thoi gian uéng ruou va céi thign sy suy gidm nhén thie, cling nhu céc triéu ching tAm

Iy (kich d6ng, rbi loan hanh vi, ...) do lam dung ruou thuong xuyén hodic kéo dai. Do do,

trong tinh trang ngd ddc ruou cép tinh, metadoxine gitp loai bé nhanh chong ethanol va

acetaldehyd trude khi chiing ¢ thé lam suy gidm chiic ndng va cdu triic ctia nfo va gan.

Trong giai doan cai ruou, metadoxine gitip khoi phuc lai chire ning gan bi 16i loan trong thoi
gian ngin nhét, loai bo s phu thude vao rugu va can it hon céc thude beniodiazépiil va thudc
an thin, Trong qua trinh cai ruou kéo dai, metadoxine phuc hdi muc binh thudng cia enzym
gan, cai thién triéu ching than kinh. Mctadoxine ¢6 tac dung lam giam ham mubn uéng ruQu,
giam cde chi sb hoai tir t& bao gan va su tich tu chit béo trong gan nhim m& do ruaQu.

15. Dic tinh dwgee dong hoc:

- Hip thu: Metadoxine dugc hip thu nhanh, ting theo liéu dung, sinh kha dung cao (60-80%)

va khong c¢6 sy phan hity thanh 2 thanh phin pyridoxin va pyrrolidon carboxilat.

Phdn bd: Phén bb rong khip cdec md trong co thé, dic biét 1a cac co quan bai tiét (gan, than).
Chuyén héa: Metadoxine chuyén héa thanh cac chét 14 sdn phim chuyén hoa cia pyridoxin
va glutamat. »

Thai triv: Thoi gian bén thai 40-60 phat, khong ¢6 su khdc biét dang ké gitta dudng ubng va
tiém tinh n&ach. Thai trir 40-45% trong 24 gid qua nude tidu va 35-50% trong 96 gid qua
phéan. |

16. Quy cach dong goi: |

Hop 3 vi x 10 vién nén bao phim, kém theo tor huéng dan st dung thube.

17. Pieu kién bio quin, han dung, tiéu chuiin chit lwgng:

- Bdo quéan: Dudi 30°C, noi khd, tranh anh séng,

- Han dung: 24 thang ké tir ngay sén xuét.
- Tiéu chuén chét luong: Tidu chuin co sé.
18. Tén, dia chi cita co s& san xuit:
CONG TY CO PHAN DUQC PHAM TRUNG UONG I - PHARBACO
Dia chi: 160 Tén Dtte Thing - Déng Da - Ha N&i '
DT: 84-24-38454561; Fax: 84-24-38237460
San xudt tai: Thanh Xuén - S6¢ Son - Ha NQ' '

'/
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