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Arginine hydrochloride 800mg
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P J HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE

FUDOPHAR 800 mg
Dung dich uf'mg
Thubce bin theo don
Cc'hng_th,lfu‘ 8
Maoiong FUDOPHAR 800 mg/8m! chira : g
Arginin hydroclorid....c..ccoreercrrieenrenne. 300 mg

R \
@l legedlan lleletraawm. acid disodium), Mau

tinh Khict vk A\
Cco W“Al‘\ L A

. 1.2 [
) Qﬂ‘{g ei an;’i‘n. 2o
WUH‘T BONG /3 //

caramel, Mau Sunset yellow, Vanillin, Acid hypophosphorous. Natri bicarbonat,
Duge lue hoe @

Nhom duoc Iy : Thube chdn dodn chiic nang tuyén yén — Thude chuyén hoa ndi ti

Ma ATC : BOSXBO0I
| Arginin, nhu cdc acid amin dibasic khac. kich thich tyén vén eiai phéng hormon t
insulin.

Arginin la mot acid amin can thiét trong chu trinh uré ¢ bénh nhan bi thiéu hut céc enzym. N — acetylglutamal synthase (NAGS). carbamyl
phosphat synthetase (CPS). ornithin transcarbamylase (OTC), argininosuccingl synthetuse (ASS). hoidc argininosuccinat lvase (ASL).

Diing arginin hydroclorid & bénh nhdn ¢o cde rdi loan niy lam héi phue néng do arginin rong mdu va gitp ngin chin sur di hoa prorem Céc
san phdm trung gian nay cia chu trinh uré it ¢6 doc tinh va dé dang thai trir qua nude tidu hon so vai amoniac va cung cdp mét chudi cac phan
irmg héa sinh dé thai trir cht thai niter.

Arginin lim tang ndng d¢ glucose huyét. Tac dung nav ¢o thé 1 trre tiép. Sur phan by glveogen va sir tdn 1o glucose ciing e thé qua trung
giun Arginin kich thich giai phong glucagon.
\n,no do gastrin trong huyét thanh duge ning cao bai Arginin. Thude (re ché canh tranh sy hdp thu lai cua Gng thin va vi thé 1am téng sur bai
tiét protein trong nude tidu obm albunin, chudi nhe immunoglobulin va betwsmicroglobulin.
Cor ché tée dung: Téc dung cla Arginin kich thich pidi phong hormon tang trudng, p.ala-.tm glucagon v insulin khdng phu thuée vao sur
kigm sodt giai phéng adrenalin va thay déi néng dé glucose huyét, Arginin kich thich giai phong hormon ting trirong va prolactin clia tuvén
vén ¢ thé do tic dung lén viing dudi ddi. U bénh nhan cb chire nang tuyén vén binh thuéme, ndng 4o hormen tang treong trong huyér treng
tang sau khi ding arginin, ¢on & bénh nhan ¢é chire ndng tuyén yén suy gidm, hormon tang truong ang rat it hodic khdng ting.

Dwge dong hoc

Arginin hydroclorid hip thu 6t qua duong tiéu hda, ndng d6 dinh trong huyét twong dat duoc sau khodng 2 gitr. Sinh kha dung tuyét déi 70%.
Arginin hydroclorid duge két hop voi nhidu qua trinh phan img sinh héa. Thude duge chuyén héa manh & gan, 140 thanh ornithin va uré qua
syt thuy phdn nhdm guamdm durdi sur xiic tac cua arginase.

Arginin duge loc ¢ ong thin va duge lmp thu Lai gan nhie hodn toan o 5ng thin,
Thii gian ban thai: 1,2 - 2.0 gié.
Trinh bay :
Ong 8 ml, hgp 12 éng, hop 24 éng, hap 36 dng va hap 48 ong.
Chidinh :
Didu tri hd trg cie rdi loan khd ticu.
Biéu tri hé tro nhdm cai thign kha ning luyén tdp ¢ nhime ngudi bi bénh tim mach én dinh
Bo sung dinh dudng che ngudi bi rdi loan chu trinh uré nhr tang amoniac mau tuyp [ va 11, t@ng citrulin mau. arginasuceinic niéu v thidu
men N- acetyl glutamat synthetase.
Liéu lwgng va cich ding :
Citch dring:
Bugce dimg bing dutme udng. Nén pha thudc v6i mgt it nude vi udng trude cac bita in chinh hode ngay khi cd cdc triéu ching benh.

Liéu ding:
Tre em: khong khuyén dimg (do dang bao ché khé phan licu),
Neudi 16n (> 18 tdi): 100me/ke/meay. Trong ime vii khodng 1-2 éng/ldn/ngdy, mét ngiy uong
Ching chi dinh :
13¢nh nhan di img véi bét cit thanh phan néo cia thude.
Tang amoniac huyét do nhiém acid hiru co trong mau.
Bénh nhan ¢6 rdi loan chu trinh uré do thicu hut enzym arginase.
Thin trong :
Khoéng ding Arginin hydroclorid voi bénh nhan co co dia di img. Thudce khang histamin duge ding néu phan img dj img xay ra.
Arginin hydroclorid gdy tang kali huyét de doa sy sdng déi véi bénh nhan suy théin vi su thai trir kali giam di & b¢nh nhan nay.
Nén dimg Arginin thin trong d6i vi bénh nhdn ¢6 bénh vé than hodc v nidu.
Dm voi chimg tang amoniac huyét cap tinh. ding lidu cao Arginin ¢d thé gay nhiém acid chuyén hoa tang clorid huvét, do do cin theo dai
ndng o clorid va bicarbonat trong huyér frong va ¢d thé ding déng théd mat lugng thich hop bicarbonat.

Vi Arginin chira ham lugng cao nite ¢6 thé chuvén héa, nén mude khi diing thubc phai danh gid céc tdc dung nhat thai ddi véi thin cia lugng
nito cao.

Khéng ding Arginin cho bénh nhan sau nhéi mau co tim.

B&i vi tinh an todn va hi§u qua trén phu nir ¢é thai va cho con bt viin chua duoe xde ldp, vi vay nén diing thude than trong & phu ni c6 thai
va cho con b,

Trong thibe e6 chira 16 dirpe:

Budng RE: Khong ding thude cho nhimg hénh nhin khdng dung ngp fructose. kém hip thu glucose-galactose hode thiu sucrase-isomaltase,
MGi Gng o chira 160 mg dirbng 6 thé c6 hai cho rang néu sir dung trong thii gian dai.

Methy I puraben. Propyl paraben: Cé thé edv phan (mg di tmg. co thit phé quan,
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Mau Sunset yellow: Cé thé gy dj irg.
Natri: Trong mdi dng chira 2,74 mg Na” nén ¢dn thin trong vai bénh nhan cin kiém sodt lwomg Na~ Nén cin thin trong khi su dung.
Twong tic thude :
Thude trénh thai udng két hop estrogen va progesteron ¢6 thé lam ting dap tme ciia hormon tang truong va lam gidm dap tng cia glucagon va
insulin v&i Arginin.
Néng dé insulin trong huyét twong sau sy kich thich cua Arginin c6 thé duoc tang 1én boi thum lgi tiéu thiazide, xylitol va aminophylin.
Diing thai gian dai sulfonyluré, thude chita bénh dai théo duémg ubng, cb thé ngan can dap ing cla glucagon trong huyét trong véi Areinin.
Phenytoin lam giam ddp ung cia insulin trong huyét nrong vei Arginin,
Tang kali huyét nang xdy ra sau ligu phap Arginin diéu tri nhiém kiém chuyén hda ¢ mot s b¢nh nhan bj bénh gan ning vira méi ding
spironolacton. B¢nh nhan diing thude loi tiéu giam tidu hao kali ¢o nguy co cao b wine Kali huyét gy bei Arainin, vi thé tranh két hop cac
thutc nay.
Tdc dung khéng mong muén :
Thiremg gdp, ADR > 1100
Hé than kinh trung wong: Té cong, dau diu
Tiéu héa Buén nén, nbn
hhac. Da bung, k:ch thich rmh mach cue b,
Hiém gap, ADR < 171000
Da: Phit né, do, dau
Huyét hoc: Giam lugng tiéu ciu
Mién dich: Phan (mg phan vé
Tédn sudt khong xdc dinh
Tim mach: Giam hu_vél ap, viém tinh mgch
116 hip: Ho néing: hoi ther ra oxyd nitric vi giam FEV (thé tich ther ra gfing sirc trong 1 phat) & bénh ahdn hen,
lcu hoa: Co eimg co bung va trudng bung & bénh nhin ¢6 xo nang

NGi tiét — chuyén hoa: Gay gidi phéng hormon tang trudng. insulin, glucagon, prolactin. Tang kali huvét & ngudi co bénh gan. Giam phospho

huyét & bénh nhan dai thio dulmg. |
[iét niéu: Tang mirc niter uré huyét va creatinin huyét thanh.
Quii lidu va xir tri :
Qua lidu co thé do nhiém acid chuyén héa nhat thoi véi chimg thr qua nhanh. Nhiém acid s& duoc bi chinh va sy thidu hyt co ban s e | ai
binh thudmg sau khi ngimg thude. Néu tricu chimg kéo dai, nén xdc dinh lai s thidu hyt va hi¢u chinh dang béd liéu duge tnh todn cla téc
nhan kiém hoa.
Cé bao cdo vé qud lidu xay ra ¢ tré em, phzu hét sire than trong khi ding thuoe cho tré em. Qua licu & tr¢ em cé thé din dén nhidm acid chuyén
héa tiéu quan than, phit ndo holic ¢d thé tir vong. Mot thude khang histamin thich hop nén cd sin dé ding trong truémg hop phan tng dj img
xdy ra. y
Tdc dung khi vin hinh miy méc va ldi tau xe: /
Thude khéng anh hirong dén kha nang ldi xe va van hanh may mdac.

Phu nir ¢6 thai va phu ni dang cho con b :
Thei b mang thai - Khang cd nghién ciru diy di va duge kiém chimg 161 vé viée dime Arginin ¢ phu ni
phu nir trong thivi kv mang thai.
Phy nit dang cho con bt : Khong hiét o Arginin ¢d duge tiét voi lugng dzmg ké trong sita me hay khong. Vi vy, cin can nhic gitra lgi ich
cla viée diéu trj voi thude va nguy co dai v thai dé quyct dinh vigc dimg thuoe vi ngimg cho con By

{ing thai nén khéng ding thude cho

Bio quin : Noi kho, nhiét do dudi 30°C, tranh énh sdng,
Thube sin xuit theo TCCS
Han diing : 36 thang ké tir ngay san xuit

Ngdy xem xét sira déi, cip nhat lai ndi dung huéng din sic dung thube

CONG TY CO PHAN DUGC PHAM PHUONG BONG
5~ L6 7.Duong 2, KCN Tan Tao, P.Tan Tao A, Q. Binh Tan, TP.HCM,
= T57 DTA(08) 37540724, (08) 37540725; FAX: (08) 37505807

CONG TY CP DL(FC PHAM PHUONG PONG
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HUONG DAN SU DUNG THUOC CHO BENH NHAN

1. Tén sin phim : FUDOPHAR 800 mg
Thuébc bin theo dom
Poc ki hudng din si dung triwic khi ditng
Dé xa tim tay tré em g \03“5%\
Théng bdoe ngay cho bdc si hedc dwoc si nhitng tic d. ' \‘

5 1.2dp phai khi sit dung thuic

2. Thanh phén, ham lugng cia thude : : CO PHH'\ 5\
. Arginin hydroolond usuminnsaismmmimnics 800 Hlee OO PHAN i! ¥ |
~ Ta dige:  Acesulfam  potassium, Buimg RE, \&A\grhﬁimpar&hm 3 Propy paraben, DiNatri EDTA

(Ethylenediaminetetraacetic acid disodium), Mau carame '%u\unset x;:HQW /Vanillin, Acid hypophosphorous. Natri
bicarbonat, Nude tinh khiét (vd).

W\
1

3. Mo ta san ph:"im : Dung dich uéng mau vang ndu, co vi ngot, mui vani.
4. Quy cach dong g6i :
Ong 8 ml, h¢p 12 dng, hdp 24 Sng. hop 36 fng va hop 48 dng.
5. Thuée ding cho bénh gi ?
— Piéu tri ho tro cac rdi loan kho tiéu.
— Diéu tri hé trg nhim céi thién kha nang luyén tip & nhitng ngudi bi bénh tim mach &n dinh.
- Bo sung dinh dudng cho nguoi bj roi loan chu trinh uré nhu tang amoniac mau wyp [ va 1l ting citrulin mau,
arginosuceinic nigu va thiéu men N- acery| glutamat synthetase.
6. Nén diing thude nay nhw thé nao va lidu lwgng ?
~ Cdeh dimg - Pugce ding bing dudng ubng. Nén pha thude v6i mot it nuée va ubng trude céc bira an chinh hoac ngay
khi co céc triéu chimg bénh,
— Liéu dimng :
Tré em: khong khuyén ding (do dang bao c¢hé kho phan lidu).
Ngudi lén (> 18 woi): 100me/kg/ngay. Tuong (g vii khoang 1-2 dng/lin/ngay. mot ngdy uéng 3-4 1n.,
7. Khi naao khong nén ding thudc nay ?
— Bénh nhan di img véi bt ci thanh phin nao cua thudc.
Tang amoniac huyét do nhiém acid hitu co trong mau.
— Bénh nhan ¢6 réi loan chu trinh uré do thiéu hut enzym arginase.

8. Tic dung khéng mong mudn:

— Thudng gdp, ADR > 17100 8
Hé thén kinh trung wong: Té cong, dau dau :.
Tiéu héa: Budn non, ndn :‘ﬁj

N&i tiét — chuyén hoa: Tang thén nhiét
Khée: Do bimg, kich thich tinh mach cue bé.

— Hiém gap. ADR < 1/1000
Da: Pht né. do, dau
Huyét hoe: Giam lrong tigu cau
Mién dich: Phan (g phan vé
Tan sudt khong xdc dinh
Tim mach: Giam huyét ap, viém tinh mach
Hé hap: Ho nang; hoi the ra oxyd nitric va giam FEV 1 (thé tich thé ra gand Nrefrong 1 phat) & bénh nhan hen.
Tiéu hoa: Co cimg co bung va trudng bung ¢ bénh nhén ¢d xo nang
Noi tiét — chuyén hoa: Gay giai phong hormon tang truong, insulin, glucagdn, prolactin. Tang kali huvét ¢ nguoi o
bénh gan. Giam phospho huyét & bénh nhan ddi thao dudmg.
Tiét nicu: Tang mire nito uré huyét va creatinin huyét thanh.
théng bao cho bic sTnhimg tic dung khing mong mucn gap phdi khi ste dung thude.

9. Nén trinh ding nhirng thude hode thye phim gi khi dang sir dung thude nay ?

— Thubc tranh thai ubng két hop estrogen va progesteron ¢6 thé lam tang dap (ng cua hormon tang triong va lam giam
ddp (mg cua glucagon va insulin voi Arginin,
Néng d§ insulin trong huyét twong sau sy kich thich caa Arginin c6 thé duoc tang lén boi thude lgi tiéu thiazide, xylitol
va aminophylin.

— Dung thoi gian dai sulfonylure, thudc chita bénh dai thao dudng udng, ¢o thé ngan can dép (mg clia glucagon trong
huyét twong vé&i Arginin. Phenytoin [am giam dép img cda insulin trong huyét trong véi Arginir.

Tang kali huyét ning xay ra sau lidu phap Arginin diéu tri nhiém kiém chuyén héa & mdt sb bénh nhin bj bénh gan nang
vira m&i diing spironolacton. Bénh nhan ding thude loi tiéu giam tiéu hao kali c6 nguy co cao bi tang kali huyét gay boi
Arginin, vi thé tranh két hop cdc thude nay.
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10.Cén lam gi khi mét lin quén dung thudc ?
— Khéng nén dung li€ éu gdp ddi dé bi: cho mat liéu lang quén. Néu ban quén udng mét lidu hay ubng ngay khi nhd ra v sau
d6 uéng liéu tiép theo vao ding thoi diém.
— Tham khao ¥ kién bac si.
' 11.Cén bio quéan thubc nay nhu thé nao ?
~ Noi khd. nhiét d§ duéi 30°C, tranh 4nh sdng.
12.Nhirng dAu hi¢u va tri¢u chirng khi ding thude qud lidu :
— Qué liéu c6 thé do nhidm acid chuyén hda nhat thari v6i chimg thé qua nhanh. Nhidm acid s& duoc bi chinh va sur thiéu hyt

co ban s€ trd lai binh thudng sau khi ngimg thude. Néu triéu ching kéo dai, nén xdc dinh lai sy thiéu hut va hiéu chinh dung
bar liéu duoe tinh ton clia téc nhan kidm héa.

— (6 béo cdo vé qué liéu Xdy ra o tre em, phéi hét sirc than trong khi diing thude cho tré em. Qué lidu & tré em ¢6 thé din dén
nhiém acid chuyén héa tiéu quén thin, phit ndo hodic ¢é thé tir vong.

13.Cén phii lam gi khi diing thude qua lidu khuyén cdo :
— Mot thube khang histamin thich hop nén ¢d sin dé ding trong trirong hop phén (mg di ing xay ra.
14.Nhitng di¢u cin thin trong khi dimg thude nay:

— Khong ding Arginin hydroclorid véi bénh nhén ¢6 co dia di tng. Thudc khéng histamin duge dung néu phan tmg di tng
X&y ra.
Arginin hydroclorid gdy tang kali huyét de doa s song ddi véi bénh nhan suy than vi sy thai trir kali giam di & bénh nhén
nay.

— Nén dung Arginin than trong d8i v&i bénh nhan ¢6 bénh vé than hodc vo niéu.
Déi V@i ching tang amoniac huyét cdp tinh, diing liéu cao Arginin cé thé gdy nhidm acid chuyén hoa tang clorid huyét, do
d6 can theo doi ndng dd clorid va bicarbonat tro"Jg huyét tuomg va ¢6 thé diing ddng theri mot lugng thich hop bicarbonat.

— VI Arginin chira ham lugng cao nito ¢6 thé chuyén hda, nén trudc khi ding thude phai danh gia cic téc dung nhat thoi doi
V(1 thén cua lugng nito cao.

— Khéng ding Arginin cho bénh nhan sau nhdi méau co tim.

— Bl vi tinh an toan va hiéu qué trén phu nir ¢6 thai va cho con bi vén chua duge xdc 1dp. vi vy nén ding thube thén wong ¢
phu nir ¢d thai va cho con bi.
Trong thuéc ¢6 chira td duge:

— Dudng RE: Khong dung, thude cho nhimg bénh nhin khéng dung nap fructose, kém hdp thu glucose-galactose hoac thiéu
sucrase-isomaltase. Mo ong ¢6 chira 160 mg duong cd thé ¢6 hai cho rang néu si dung trong thm gian dai.

— Methy! paraben, Propy| paraben: Cé thé gay phan ing dj ing. co that phé quan.
Mau Sunset yellow: C6 thé gay di me.

— Natri: Trong mdi éng chira 2.74 mg Na' nén can than trong vGi bénh nhan cin Kiém soét lugng Na™, Nén cn than tror
sir dung. S .

Phut niv cj rhai va cho con bzi :

duno thuoc cho phu nir trong tho ky mano thal.
- me mr danu r:}m con fm Khonc biet rd Arg nin ¢é dchrc net voi lLrong, dana ké lmng sua me oncr Vi vay. can can

— Tie domg cua thude khf vgn k;ml? may moe v !.:u téar xe - Thube kh{mg anh hirfmg cftgnl:kha-na g lal xe va vén nanh may

mac. ot
15.Khi nao cin tham vén bic si: P
~ 'Théng bao cho béc st nhimg tdc dung khdng mong muén gap phai khi sir dung L{LLOC A
Néu cdn them thong tin xin hoi y kién bac s hogc duoe s

16.Han ding : 36 théng ké tir ngay sin xudt

CONG TY CO PHAN Dugce PHAM PHUCNG BONG, | Q. CUC TRUONG
B Lo 7, Budng 2, KON Tan Tao, P.Tan Tao A, Q. Binh Tan, TP, HQMU\G PHONG
DT.(08) 37540724, (08) 37540725; FAX: (08) 3?505@3@(1{{7” '/ff?"qﬁ -Ji{:’{}'.?‘r‘
18.Ngay xem xét sira ddi, ciip nhit lai ndi dung hwéng din sit dung thube : o e 0!
CONG T Fi‘fﬁ@ﬁ?ﬁ'ﬂéhl PHUONG PONG
p @qg&lamxﬁoc

co PHAN \& ‘,
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NGUYEN VAN MO




