69 FATD.

A

Bugn ypip bunp jwoL
buggxa L

d yuey, ‘ur] Suony[ udAny ‘Yuig UBA BX NH|QdO
Suonyq yuig ey drySu Sugo wn) &.W
10N ¢H 104D wgyd 20np ugyd ¢d £) 3ug)
}gnx ugs gyN
AL wwrpp :qH
AL wurpp :XSN
XS 01 9S
145 Bugp oS

0
v
7

3

W2 241 100 WD) DX Yup 20Nyl G
Sunp 1yy d9n.y Sunp ns upp uony & 20Q
Jw O enyu Sug ¢ dOH :yagd AnQ

ION eH 9ud quey, ‘ur ], Suony] udAny ‘Yuig UBA BX  NH|OdO

Bw 0002 (P14oj201pAY uluIbIy-7) pHOOIPAY UluIBlY

,w,s:iﬁ_m«:&_&:méoenu &.W
10N ¥H 104D wgyd >onp ugyd 93 ) 3ug)
Jgnx ues gYN

D2 VLIANG

_ UDp 033 Ugq 20Ny :XY

DUVITA 2G ==

.uoom . . 1 ‘we yuen ‘upy 1q oeq Suoiy,
! N :ugnb oeg
, Buom ugq FWhp ns ugp Suony Q) wox ury oYY
uy Suoy) 2u3 €A 4 oy>gunp (yopd ‘Sudny ny ‘quip D
Suwr ooz 4] MPLIo[20IpAY titiiEry-T) pLIO[o0IpAY utuIBIY
W ~ od renyo (Ju 01) Bug 19N
- | =R : sugyd yugyy
m M o) 3 Supn yoip Jun(y :9yd ogq 3ueq
%

o= X

Ol B

-

o R 5

28
S/ TN VH DA\

~
3
oA
=0

¥ [ WYHI O0Na




qd yuey L ‘up L, Suonyy udAny ‘Yuig UEA EX  NHJOdO
‘Buonyq yuig vH dorysu Sugo wn) &.W
10N 8H 104D wgyd >0mp ugyd 05 £ 3ug)
Jgnx ugs gyUN
AL wwrpp :H
AL wurpp :XSN
‘XS 01 9S
A5 Bugp 08
W 24] 104 WD) DX Yuvd) 20Nyl aF .
Sunp 1y 2pny Sunp yis upp Supny gy 20G
[w 01 eAyu Sug 0 dOH :4a8a And
"D,0€ 191P Op 131yu ‘Fups quy yugx ‘we qupn ‘upy 1q oeq uoi]
) :uenb owvg
doy Suon ugq Sunp ns ugp Fuony Q) WAX UrY :IPYY

‘enyod (Jui o) 3u9 19N
ugyd yuey |,
uon yoip Sun(g Y0 ogq 3ue(

ION ®H oyd yuey ‘ur ], Suony] udAny ‘Yuig UEA BX  NH|OdO
‘Suonyq yuig ey ddrySu Sugo wii) %
_ozam_u._usm.ao?c__m__._%bméu

}ENX ugs gYN

Bugn ipip bunp juigL

BuogxIAg

Bw 0007 (pHofRoIpAY uluibiy-7) pHojRoIpAY uluIbly

L D2 VLIANA




S

ION eH Qud yuey [, ‘ur] SuQny[ udAny ‘Yuig UEA BX  NHJOdO

‘Suonyg yuig gH ddrysu Sugo iy ééw
10N BH 104D weyd 20np ugyd 0o £) 3ug)

ENX ULs gYN

Bugn pip bunp jwo|

6w 000z (puo201pAY uluIbay-1) pUoj0IPAY uluIbly

Upp 03y} upq SenyL Xy

\ AL wwrpp :qH -
\ AL wwrpp :XSN
\ XS Q198

10N eH 9yd yuey ‘ur], Suony[ udAny ‘quig UEA BX  NHJ,OdO
‘Buonyg yuig H ddryBu Sugo winy J—W

10N ¢H 1DdD wgyd 20np ugyd ¢ £) 3ug)
Jgnx ugs gyN

Gugn yip bunp oL
Bug g XAy

6w 0007 (PHo]P0IPAY uluIbay-1) pLUOR0IPAY uluIBIY

upp 0343 Ugq I9NYL Xy

_.
 DUVITA2G
0 #igHd )

_ Arginin hydroclorid (L-Arginin hydroclorid




10N PH 9ud quey ‘upl Buonyy udAny ‘YUIF UEA BX  NH| e
“Buonyq yuig et u Bugo wn) *
10N ¢H 12dD wyyd 26np ugyd 93 &) Bue)

X uYs PYN

Buonyg yuig eH ddydu Sugo wn)
10N ¥H 104D wyyd 26np uyyd g2 &) Bug)
JgnX us gYN

6w 0002 (PHOP0IPAY uluIBay-1) plojd0IpAY uulbly F ik b g ko) B 000Z (PHOJP0IPAY UIUIBIY-]) PLIOPOIPAY UluIBly

Uop 0343 ugq 29nyL :xy

| DUVITA 2G

Arginin hydroclorid (L-Arginin hydroclorid) 2000 mg
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Nhan thuc té (100% kich thwéc)

Nhé&n 200% kich thwéc

9 DUVITA 2G
Arginin HCI 2000 mg/10 mi Dung
TN 'NSX: CT CPOP CPC1 Ha NGI Khéng

10ml

dich ubng
duge tém

cPC1HN

DUVITA 2G

Arginin HCI 2000 mg/10 ml
NSX: CT CPDP CPC1 Ha Noi

10 ml

Dung dich uéng
Khéng dworc tiém

Ghi chu: S6 16, han dung dap dwéi chan vi nhw sau

LSX:nnmmyy
HD:ddmmyy
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CONG TY E . wes v %
0 PHAN Phan Danh Cho Can By Y Te

Rx: Thude ban theo don

DUVITA 2G

Dung dich udng arginin hydroclorid (L- Arginin hydroclorid) 2000 mg/10 ml
Doc kj huéng din sik dung trudce khi diing

Néu cian thém théng tin xin héi y kién bdc si, dwoc si.

Tén thuéc  DUVITA 2G

Thanh phan M&i 6ng (10 ml) chira:

Hoat chdt: Arginin hydroclorid (L-Arginin hydroclorid) 2000 mg.

Ta duoc: Sucrose, glycerin, natri citrat, acid citric, sucralose, fruity flavor, natri benzoat, nudc tinh

khiét.
Dang bao ché Dung dich ubng.
Puwong diung Pudng ubng.
Y- Quy cach dong goi 10 ml/éng nhua. Hop 5, 10, 20, 50 6ng nhua.

Duwge lwe hoc
Ma ATC: BOSXBO1
Nhom dweoc Iy: Thube dudng tiéu hda
Arginin, nhw cic acid amin dibase khic, kich thich tuyén yén giai phéng hormon ting truéng v3
prolactin tuyén tuy giai phong glucagon va insulin /z‘/
- Arginin 1a mét acid amin cAn thiét trong chu trinh uré d6i véi nhitng bénh nhan thiéu hut cac enzym: N-
acetylglutamat synthase (NAGS), carbamyl phosphat synthetase (CPS), omithin transcarbamylase
(OTC), argininosuccinat synthetase (ASS), hay argininosuccinat lyase (ASL).
Duing arginin hydroclorid cho nhirg bénh nhan rdi loan nay lam hdi phuc ndng do arginin huyét, giap
ngédn chan su di hoa protein truyén tinh mach mét lugng 16n cho bénh nhén bi thiéu hut ASS hodc ASL
¢6 tac dung ddy manh sw hop nhit amoniac vao citrullin va argininosuccinat. C4c san phim trung gian
ndy ¢6 chu trinh uré it doc va d& bai tiét trong nudc tiéu hon amoniac va ciing cap 1 chudi cic phan ing
héa sinh dé thai trir chét thai nito.
- Arginin 1am ting néng do glucose huyét. Tac dung nay co thé 1a truc tiép. Su phéan hity glucogen va tan
tao glucose ciing c6 thé qua trung gian arginin kich thich giai phéng glucagon.
Nong d6 gastrin trong huyét thanh duoc nang cao hon béi arginin. Thude trc ché canh tranh su hap thu lai*
cia 6ng than va vi thé lam ting su bai tiét cua protein trong nuéc tiéu gébm albumin, chudi nhe »
immunoglubolin va beta; microglobulin y
Duwoc dong hoc
- Arginin hydroclorid hp thu tét qua dudng tiéu ho4, ndng d6 dinh trong huyét tuong dat duge sau
khi ubng khoang 2 gid. Sinh kha dung tuyét d6i 70%.
- Arginin hydrochlorid dwoc két hop véi nhiéu qua trinh phan tng sinh héa. Thudc chuyén héa manh
& gan tao thanh ornithin va uré bang cach thuy phan nhém guanindin dudi xuc tac cla arginase.
Arginin duoc loc ¢ tiéu cau than va tai hép thu gén nhu hoan toan & 6ng than.
- Nira doi thai trir 1,2 -2 gio.

Thudc chi diing khi cé su ké don ciia bdc si.




Chi dinh

Duvita 2g duoc dung trong cac truong hop:

- Piéu trj hd tro céc rdi loan kho tiéu

- Diéu trj hd trg nhim cai thién kha nang luyén tip & nhitng ngudi bi bénh tim mach dn dinh

- B6 sung dinh dudng cho ngudi bi rdi loan chu trinh ure nhu tang amoniac mau tuyp I va Il, tang
citrulin méu, arginosuccinic niéu va thiéu men N-acetyl glutamate synthetase.

Liéu lwong va cach ding

Cach dung

Duvita 2g duoc ding bing dudng ubng. Bé éng nhwa va udng truc tiép dung dich trong 6ng. C6 thé
pha lodng véi nude, hodc udng nudce sau khi udng thude. Nén udng trude cac bira an chinh hodc ngay
khi c6 céc triéu chiing bénh.

Liéu ding

- Diéu trj hd tro céc ri loan kho tiéu

Nguoi 16n: udng 3-6g/ngay (2-3 bng/ngay)

- Piéu tri hd tro nhim cai thién kha nang luyén tdp ¢ nhitng nguoi bi bénh tim mach 6n dinh

Nguoi 16n: udng 6-21g/ngay, mdi 1an ding khong quéa 8g (3-11 dng/ngay)

- B6 sung dinh dudng cho ngudi bi réi loan chu trinh uré nhu ting amoniac mau tuyp I va II, tang
citrulin mau, arginosuccinic niéu va thiéu men N-acetyl glutamate synthetase

Ngudi 16n: ubng 3-20g/ngdy tiy theo tinh trang bénh (2-10 éng/ngay)

Chéng chi dinh

- Qua man véi bat ctr thanh phan nao cua thudc.

- Tang amoniac huyét do nhi®m acid hiru co trong méau

- Nguoi bénh ¢ rdi loan chu trinh uré do thiéu hut arginase.

Than trong

- Bénh nhan méc céc roi loan di truyén vé dung nap fructose, rdi loan hép thu glucose-galactose hodc
thiéu hut enzym sucrose-isomaltase khong nén sir dung thudc nay.

= Khéng ding agrinin hydroclotid véi béul nhdn ¢6 co dia di tng. Thude khidng histamin duge ding
néu phan tng di Gmg xay ra

- Arginin hydrochlorid gy tang kali huyét de doa su séng d6i v6i bénh nhan suy than vi su thai trix
kali giam di & c4c bénh nhan nay. Nén ding arginin than trong dbi v6i bénh nhan c6 bénh vé than
hodc vo niéu.

- Déi véi chimg ting amoniac huyét cip tinh, dung liéu cao arginin c6 thé gay nhiém acid nhiém
chuyén hoa tang clorid huyét, do dé can theo ddi nong do clorid va bicarbonat trong huyét twong va
¢6 thé ding ddng thoi mot luong thich hop bicarbonat.

- Vi arginin chtra ham luong cao nito c6 thé chuyén héa, nén truéce khi ding thudc phai danh gia tac
dung nhét thoi d6i véi than cta lugng nito cao.

- Khong ding arginin cho bénh nhan sau nhdi mau co tim.

Tac dung khéng mong mudn (ADR)

Thwong gap, ADR > 1/100
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Hé than kinh trung wong: Té c6ng, dau dau.
Tiéu héa: budn non, nén
Noi tiét — chuyén héa: ting than nhiét.
Khéc: Do bung, kich thich tinh mach cuc bo.
Hiém gdp, ADR < 1/1000
Da: Phi né, do, dau.
Huyét hoc: Giam luong tiéu cau.
Mién dich: Phan g phan vé.
Tén sudt khong xdc dinh
Tim mach: Giam huyét ap, viém tinh mach.
Ho hép: Ho ning (khi x6ng arginin cho tré em cé xo nang); tang hoi thd ra oxy nitric va giam FEV 1
(thé tich tho ra géng stic trong 1 phit) & bénh nhan hen.
Tiéu héa: Co cliing co bung va trudng bung & bénh nhén c6 xo nang. _
Noi tiét — chuyén héa: Gay giai phéng hormon tang trudng, insulin, glucagon, prolactin. Tang kali
huyét & nguoi c6 bénh gan, than, déi thio duong. Giam phospho huyét & bénh nhan dai thédo dudng.
Tiét niéu: Tang murc nito uré huyét va creatinin huyét thanh.

Théng bdo ngay cho bdc st hodc dwoc st khi gdp phdi cdc tic dung phu ciia thudc.
Twong tac thude
- Thudc tranh thai udng két hop véi estrogen va progestogen c6 thé 1am ting dép tng cta hormon
tang truong va lam giam dép Gng cua glucagon va insulin va arginin. /
- Nong dd insulin trong huyét twong sau su kich thich cua arginin c¢6 thé duoc tang 1én béi thudc loi
tiéu thiazid, xylitol va aminophylin. Hai thuc sau ciing 1am giam dap ting cta glucagon trong huyét
tuong véi arginin. Hai thudc sau ciing 1am giam dap ung cua glucagon véi arginin. Dung thoi gian
dai sulfonyl ure, thudc chira bénh déi théao dudng uéng, c6 thé ngan can dap ung cua glucagon trong
huyét tuong véi arginin. Phenytoin 1am giam dép ung cia insulin trong huyét tuong véi arginin, khi
bénh nhan khéng dung nap glucose dugc nap glucose.
- Tang kali huyét ning xay ra sau liéu phap arginin diéu tri nhiém kiém chuyén héa & vai bénh nhan
bi béul gan ning via m6i dimg spironolacton. Bénh nhdn ding thubc lyi tiéu gidm tidu hao kali ¢6
nguy co cao bi ting kali huyét gdy boi arginin, va vi thé tranh két hop cac thudc nay.
Thoi ky mang thai va cho con bu
Thoi ky mang thai
Khong ¢ nghién ciru diy di va duoc kiém chimg tét vé viéc dung arginin & phu nit mang thai nén
khong dung thudc nay cho phu nit trong thoi ki mang thai
Thoi ky cho con bu
Khong biét 15 arginin duoc tiét v6i lugng déng ké trong sita ngudi hay khong. Cén can nhic gitra loi
ich ctia viéc diéu tri v6i thude va nguy co dbi véi thai dé quyét dinh viéc dung thuc va ngimg cho
con bu,
Anh hwéng dén kha niing lii xe va vin hanh may méc
C6 thé gay dau dau, nén c6 thé anh hudng dén kha nang lai xe va van hanh may méc do do can phai
than trong.

I, sy . .



Qua liéu va xir tri

Qua liéu c6 thé dan dén nhiém acid chuyén hoa thoang qua kém thé nhanh, tiéu chay. Qua lidu & tré
em c6 thé dan dén ting clo chuyén hoa, phit nio hodc c6 thé tir vong. Nén xéc dinh mirc d6 thiéu hut
va tinh toan luong dung tac nhan kiém hoa.

Béao quan Trong bao bi kin, tranh 4m, tranh anh sang, nhiét d§ dudi 30°C.

Han dung 36 thang ké tir ngy san xuét.

PE THUOC TRANH XA TAM TAY TRE EM.
Nha san xuat

~_ cpciuN.
Cong ty co phan dwgc pham CPC1 Ha Noi
Cum cong nghiép Ha Binh Phuong, Xa Van Binh, Huyén Thuong Tin,
Thanh ph6 Ha Nbi, Viét Nam.

Ngay xem xét sira doi cap nhat lai ndi dung hwong din si dung thude
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Phéan danh cho bénh nhén

Thudc ding cho bénh gi?

Duvita 2g dugc dung trong cac truong hop:

- Diéu tri hd tro cac rdi loan khé tiéu

- Diéu trj hd trg nhim cai thién kha nang luyén tip ¢ nhitng ngudi bi bénh tim mach 6n dinh

- B6 sung dinh dudng cho ngudi bi rdi loan chu trinh ure nhu tang amoniac mau tuyp [ va II, tang
citrulin méu, arginosuccinic nigu va thiéu men N-acetyl glutamate synthetase.

Nén dung thudc nay nhw thé nao va lidu lwgng?

Cach dung

Duvita 2g dugc dung bang duong udng. Bé 6ng nhua va ubng truc tiép dung dich trong 6ng. C6 thé
pha lodng véi nudc, hoic udng nude sau khi ubng thudc. Nén ubng trude cac bira an chinh hodc ngay
khi c6 cac triéu chimng bénh.

Liéu dimg

- Diéu tri hd tro céc rdi loan khé tiéu

Nguoi 16n: udng 3-6g/ngay (2-3 bng/ngay)

- Piéu tri hd trg nhim cai thién kha nang luyén tip & nhitng ngudi bi bénh tim mach 6n dinh

Nguoi 16n: udng 6-21g/ngay, mdi 1an ding khong qué 8g (3-11 6ng/ngay) ﬁ/

- B6 sung dinh dudng cho ngudi bi réi loan chu trinh uré nhu ting amoniac méau tuyp I va II, ting
citrulin méu, arginosuccinic niéu va thiéu men N-acetyl glutamate synthetase
Nguoi 16n: ubng 3-20g/ngay tiy theo tinh trang bénh (2-10 6ng/ngéY)

Khi nao khong nén ding thudc nay?

- Qua man véi bét ctr thanh phan nao cia thudc.

- Tang amoniac huyét do nhiém acid hiru co trong méau

- Nguoi bénh c6 réi loan chu trinh uré do thiéu hut arginase.

Tac dung khong mong mudn

Thude c6 thé gay ra cac tac dung khéng mong muébn thuong gip sau day: té cong, dau dAu, budn

non, non, tang than nhiét, do bung, kich thich tinh mach cuc bo.

Nén tranh ding nhirng thudc hodc thwe phflm gi khi dang sir dung thude nay?

Khi ding Duvita 2g, nén tranh ding ddng thdi véi cac thude sau: thude tranh thai, thudc loi tiéu )
thiazid, xylitol va aminophylin, thudc chita bénh d4i thio dudng, phenytoin, spironolacton.

Néu can dung két hop véi cac thudc trén, nén hoi y kién béc si hodc duoc si truée khi dung.

Cin lam gi khi mjt 1in quén khong dung thude?

Khi ban mét 1an quén khong ding thubc, chi can dung lidu tiép theo va tiép tuc dung thudc theo

liéu phap da dugc khuyén céo. Khong duge glp dbi liéu dé bu vao lidu d& quén.

Nhitng diéu cin thin trong khi ding thudc nay?

- Bénh nhan méc céc rdi loan di truyén vé dung nap fructose, rdi loan hép thu glucose-galactose hodc
thiéu hut enzym sucrose-isomaltase khong nén sir dung thudc nay.
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- Khéng dung agrinin hydroclorid v6i bénh nhéan ¢6 co dia di img. Thudc khang histamin dugc ding
néu phan tmg di Gmg xay ra
- Arginin hydrochlorid gay ting kali huyét de doa su séng dbi v6i bénh nhan suy than vi su thai trir
kali giam di & cdc bénh nhan nay. Nén ding arginin thin trong d6i véi bénh nhéan c6 bénh vé than
hoéac v niéu.
- P6i véi chimg ting amoniac huyét cp tinh, dung lidu cao arginin c6 thé giy nhiém acid nhiém
chuyén héa tang clorid huyét, do d6 can theo ddi ndng do clorid va bicarbonat trong huyét twong va
c6 thé dung dong thoi mot lugng thich hop bicarbonat.
- Vi arginin chita ham lwong cao nito c6 thé chuyén hoa, nén trudc khi ding thudc phai danh gi4 tac
dung nhét thoi d6i véi than ciia lugng nito cao.
- Khong dung arginin cho bénh nhén sau nhdi mau co tim
Khi nao cin tham vén bac si, dworc si?

- Néu c6 bat ky phan img khong mong muén nao xay ra.

- Néu ban c6 thai hodc dang cho con bu, tham vén béc s trudce khi ding thuécp./“/ '

- Néu can thém thong tin xin hoi y kién bac st hodc dwoc si
Han ding ciia thude?
36 thang ké tir ngay san xuat.
Tén, dia chi cia nha sin xuét

>
Cong ty co6 phan dwgc pham CPC1 Ha Noéi
Cum cong nghiép Ha Binh Phuong, X& Van Binh, Huyén Thuong Tin,
Thanh phé Ha Noi, Viét Nam.

Ngay xem xét sira ddi cAp nhat lai ndi dung hwong dén sir dung thude




