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COMPOSITION:

Each soft capsule contains:

“Arg Arginin hydroclorid..........ccoooccnienunennn. 500 mg
Té dugc vd. Excipients g.sfor.........ccumuu 1 soft capsule
CHI DINH, CHONG CHI PINH, LIEU DUNG, INDICATIONS, CONTRAINDICATIONS,
CACH DUNG VA CACTHONG TIN KHAC: DOSAGE, ADMINISTRATION & OTHER

Xin doc trong t& hudng dén st dung. INFORMATION:
BAO QUAN: Noi khé mét, nhiét d6 dudi 30°C, See enclosed leaflet.

- trénh &nh séng. — STORAGE: Keep in a dry and cool place,
I E=] TIEU CHUAN: TCCS. I =] temperature below 30°C, protect from
light.

?f? x:Jgnmﬁmnszm - - . SPECIFICATION: Manufacturer's.
Arginin h}'dmClond 500 mg poc TRUGC KHI DIINGW Argm' ne hydroclonde 500 mg KEEP OUT OF REACH OF CHILDREN
tip 12V x5 vile hang ik DR Box of 12 blisters x 5 soft capsules s s VALY
56 16 SX/Batch.No:
NSX/Mfg.Date:
HD/ExpDate:

CONG TY €8 PHAN DUGIC PHAM TRUSNG THO

54 93 Linh Lang, phudng Cing Vi, quin Ba Binh, thanh phé Ha N§i

sudt tai: Chl nhviknts CONG TY O PHAN DUGC PHAM TRUONG THO
duing MY, kb cing nghiép Hob i, xi Lac Hod, thinh phd Nam:

e o

-e m —

kESE *

e B 2

- r-"_i

ER‘D c-<\m" -—.__E\ﬁ

;:: <12 ol
‘H’. QA k'

i - 8 >




To'huéng dan sie dung

TO HUONG DAN SU DUNG THUOC CHO BENH NHAN
TOGANIN - 500
Dé xa tim tay tré em. Doc kjf huwdng dén siv dung trude khi diing. Thong bdo ngay cho bde
sy ha'_&c dugc sy nhitng tic dung khéng mong muin 8dp phai khi sir dung thuéc.
Thuoc badn theo don

TEN THUOC: TOGANIN - 500 H
THANH PHAN: M3i vién nang mém TOGANIN - 500 chira:
Arginin hydroclorid................. 500 mg
Tadugevd........................]1vién

T4 dwge gdm cé: Sap ong tring, dau co, lecithin, dAu d4u nanh, gelatin, glycerin, ethyl
vanilin, sorbitol 70%, ponceau 4R, sit d6 oxyd, sit den oxyd, titan dioxyd, tartrazin, sunset
yellow, nipagin M, nipasol M, nudc RO.

MO TA SAN PHAM: Vién nang mém hinh thuén dai, mot nira mau ndu, mot nira mau vang,
bén trong chira hén dich thudc mau vang.

QUI CACH PONG GOI: Hop 12 vi x 5 vién.

THUOC DUNG CHO BENH GI VA NEN DUNG THUOC NAY NHU THE NAO VA
LIEU LUQNG:

Chi dinh Liéu dang va cich ding

Diéu trj duy tri ting amoniac mau & bénh
nhan thiéu
synthetase, thiéu ornithine carbamyl

carbamylphosphate

transferase.

Puong udng:

Tré so sinh: 100 mg/kg mdi ngay, chia 3 — 4 lan.
Tré tir 1 thang -> 18 tudi: 100 mg/kg mdi ngay,
chia 3 -4 lan.

Piéu tri duy tri cho bénh nhin ting
amoniac mau bi citrulin  mau,
arginosuccinic niéu.

Pudng udng:

Tré so sinh: 100 — 175 mg/kg/lan; ding 3 — 4 ldn
mdi ngay, cing thic an, hiéu chinh liéu theo dép
ung.

Tré tir 1 thang -> 18 tubi: 100 — 175 mg/kg/lan;
ding 3 — 4 1an mdi ngay, cung thirc in, hi¢u chinh
liéu theo dap umg.

Diéu tri hd trg cac roi loan khé tiéu.

Ngudi 1on: Udng 3 — 6 g/ngay (6 - 12 vién/ngay).

B sung dinh dudng cho ngudi bi roi
loan chu trinh uré nhu ting amoniac mau
tuyp I va II, ting citrulin may,
arginosuccinic nidu va thiéu men N —
acetyl glutamate synthetase.

Ngudi 16m: Udng 3 — 20 g/ngay (6 - 40 vién/ngiy)
tuy theo tinh trang bénh.

KHI NAO KHONG NEN DUNG THUOC NAY:
- Mn cam véi bét cir thanh phén nao ca thude.

- Suy thén ning.

£/ n



16 hueéng dén sic dung

- Ting amoniac huyét do nhiém acid hitu co trong méu.

- Ngudi bénh c6 rdi loan chu trinh uré do thiéu hut arginase.

TAC DUNG KHONG MONG MUON:

Thuong gap, ADR > 1/100

- H¢ than kinh trung wong: Té cng, dau dau.

- Tiéu héa: Budn nén, non.

- Ni tiét — chuyén héa: Ting than nhiét. '

- Khic: Do bimg, kich thich tinh mach cuc bd. H

Hiém gap, ADR < 1/1000

- Da: Phu né, do, dau.

- Huyét hgc: Giam lugng tiéu cAu.

- Mién dich: Phan tmg phan vé.

Tdn sudt khong xdc dinh

- Tim mach: Giam huyét 4p, viém tinh mach.

- Hé hép: Ho nang (khi xong arginin cho tré em ¢6 xo nang); ting hoi thé ra oxyd nitric va
giam FEV1 (thé tich thé ra géing sirc trong 1 phit) & bénh nhén hen.

- Tiéu héa: Co cung co bung va trudng bung & bénh nhan ¢ xo nang.

- Nji tiét — chuyén héa: Gay giai phong hormon ting trudng, insulin, glucagon, prolactin.
Téng kali huyét & ngudi c6 bénh gan, than, déi thdo duomg. Giam phospho huyét & bénh nhén
dai thao duong.

- Tiét nigu: Tang mic nito uré huyét va creatinin huyét thanh.

Huéng din cich xir tri ADR

Phan (mg di mg thuc, ban d6 va sung & tay va mit giam nhanh sau khi ngimg thuéc va dung
diphenhydramin.

Ghi chi: Théng bdo cho bdc s nhitng tic dung khong mong muébn gdp phii khi sir dung
thubc.

NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM GI KHI PANG SU DUNG
THUOC NAY:

- Thudc tranh thu thai udng két hop estrogen va progestogen c6 thé lam tang dap umg cua
hormon ting trudng va lam giam dap ung cua glucagon va insulin véi arginin.,

- Nong do insulin trong huyét tuong sau sy kich thich cua arginin c6 thé duoc ting 1én bai
thudc lgi tidu thiazid, xylitol va aminophylin. Hai thudc sau ciing lam giam dap ung cua
glucagon v6i arginin. Diing thoi gian dai sulfonyluré, thudc chira bénh dai thao dudng udng,
c6 thé ngan can dap img cua glucagon trong huyét tuong véi arginin, khi bénh nhan khéng
dung nap glucose dugc nap glucose.

- Tang kali huyét ning xay ra sau liéu phép arginin didu tri nhiém kiém chuyén héa & vai
bénh nhén bi bénh gan ning vira méi dung spironolacton. Bénh nhan dung thudc loi tiéu
giam tiéu hao kali ¢6 nguy co cao bi ting kali huyét gy boi arginin, va vi thé tranh két hop

cac thudc nay.
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10 hudmg dén sir dung

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC:

Ban nén uéng ding theo chi din trong t& huéng din sir dung thudc. Tuy nhién néusban quén
dung thudc thi ban udng liéu tiép theo dung theo chi din trong t& huéng din sir dung thube,
Ban khéng dugc dung liéu gép déi cho lan quén.

Néu ¢6 vén d& nao ban chwa rd hdy goi dién cho bac sy hogc duge s§ dé duoc tu van.

BAO QUAN: Noi khé mat, nhiét d6 duéi 30°C, tréanh anh séng. H
DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

- Qué lidu c6 thé do nhiém acid chuyén héa nhét thdi véi chimg thé qua nhanh. Néu tinh thé
kéo dai, nén xac dinh lai sy thiéu hut va hiéu chinh dung béi liéu duoc tinh todn cua tac nhan
kiém hoa.

- C6 bao cdo qua lidu xay ra & tré em. Qué lidu thudc nay & tré em c6 thé din dén nhidm acid
chuyén héa tidu quan than, phi ndo hodc c6 thé chét. Mot thude khang histamine thich hop
nén c6 sin dé dung trong truong hop phan tmg di img xay ra.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

- Goi dién cho béc s§ cua ban khi ban ding thudc qua lidu khuyén céo hodc dén co so y té
gin nhit dé dugc hd trg.

CAC TRUONG HQP THAN TRONG KHI DUNG THUOC:

- Khéng dung arginin hydroclorid dbi véi bénh nhan c¢6 co dia di img. Thubc khang histamin
duge dung néu phan (g dj img xay ra. Arginin hydroclorid gy ting kali huyét de doa su
sdng d6i v6i bénh nhan suy thin vi su thai trir kali giam di & cdc bénh nhan nay. Nén ding
arginin thin trong d6i voi bénh nhén c6 bénh vé than hodc vé niéu.

- Péi véi chimg ting amoniac huyét cép tinh, ding liéu cao arginin ¢ thé gdy nhiém acid
chuyén héa ting clorid huyét, do d6 cén theo ddi néng do clorid va bicarbonat trong huyét
tuong va c6 thé ding dong thoi mot lugng thich hop bicarbonat.

- Vi arginin chira ham lugng cao nito ¢6 thé chuyén hoa, nén truée khi ding thude phai danh
gia tac dung nhét thoi ddi véi than clia lugng nito cao.

- Khong ding arginin cho bénh nhén sau nhdi méau co tim.

SU' DUNG CHO PHU NU’ CO THAI VA CHO CON BU:

* Phu nit c6 thai:

Khéng c6 nghién ciru diy di va duge kiém chimg tét vé viéc dung arginin & phu nir mang
thai nén khong ding thuéc nay cho phu nir trong thoi ky mang thai.

* Phu nir cho con bii:

Khéng biét 15 arginin c6 duge tiét véi luong dang ké trong sita ngudi hay khong. Cén can
nhéc gitra loi ich cta viée didu tri véi thude va nguy co déi véi thai dé quyét dinh viée dung
thudc va ngimg cho con bu.

TAC DUNG CUA THUOC KHI VAN HANH MAY MOC TAU XE VA LAM VIEC
TREN CAO: Thubc khong gay budn ngii vi viy khong anh huéng dén kha ning 14i xe va vin
hanh may méc ciing nhu lam viéc trén cao.

KHI NAO CAN THAM VAN BAC SY, DUQC SY:



To huémg dén sir dung

Khi ban sir dung thém mot loai thude, thuc phdm chirc ning, hodic thuc pham nao dé hay
tham vén bac s§ hodic dugc sy.

Khi thdy ¢6 céc tac dung khong mubn khi sir dung thube hay héi ¥ kién bac sy hodc duge sy
Néu cén thém thong tin xin héi ¥ kién bac s§ hodc dugce s¥. |

HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuit. W

TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT: |

Chu s& hiru gidy phép ding ky san phim: CONG TY CO PHAN DUQC PHAM TRUONG
THO

93 Linh Lang — Ba Dinh — Ha Néi

Dién thoai: 02437666912 Fax: 02437666914

Nha san xuit: CHI NHANH CONG TY CO PHAN DUQC PHAM TRUONG THQ

L6 M1 — duong N3 — KCN Hoa X4 — TP. Nam Dinh — Tinh Nam Dinh

Dién thoai: 0228.3670733 Fax: 0228.3671098

Biéu tuong nha san xut:

NGAY XEM XET SUA POI, CAP NHAT LAI NQI DUNG HUGNG DAN SU DUNG
THUOC:
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To mebmg dan sie dung

TO HUGNG DAN SU DUNG THUOC CHO CAN BO Y TE
TOGANIN - 500
Dé xa tim tay tré em. Poc kj hwéng din sir dung truée khi dung. Thong bdo ngay cho bic
sp hogdc dugc sj nhitng tic dung khong mong muén gip phai khi sit dung thudc.
TEN THUOC: TOGANIN - 500

THANH PHAN: M&di vién nang mém TOGANIN - 500 chira: 1/
Arginin hydroclorid.................. 500 mg ,
Té dugevd..........eeee.......] vién

Té dwge gdm c6: Sap ong tring, diu co, lecithin, diu d4u nanh, gelatin, glycerin, ethyl
vanilin, sorbitol 70%, ponceau 4R, sit d6 oxyd, sit den oxyd, titan dioxyd, tartrazin, sunset
yellow, nipagin M, nipasol M, nuée RO.
DANG BAO CHE: Vién nang mém.
DUQC LUC HQC:

Nhém dugce ly va ma ATC: BOSXBO01
- Arginin, nhu céc acid amin dibasic khéac, kich thich tuyén yén giai phéng hormon ting
trudng va prolactin, tuyén tuy giai phong glucagon va insulin.
- Arginin 12 m¢t acid amin chi yéu trong chu trinh uré & bénh nhéan bj thiéu hut enzym N-
acetylglutamat synthase (NAGS), carbamyl phosphat synthetase (CPS), ornithin
transcarbamylase (OTC), argininosuccinat synthase (ASS), hodc argininosuccinat lyase
(ASL).
- Diing arginin hydroclorid & bénh nhdn c6 cac rdi loan nay 1am hdi phuc ndng do arginin
huyét, gitip ngéin chin sy dj héa protein. Truyén tinh mach mdt lugng 16n cho bénh nhan bj
thiéu hut ASS hodc ASL c6 tic dung ddy manh sy hop nhét amoniac vao citrullin va
argininosuccinat. Céc san phdm trung gian nay cua chu trinh uré it doc va d& bai tiét trong
nu6e tiéu hon amoniac va cung cdp mét chudi cac phan tmg héa sinh dé thai trir chét thai
nito.
- Arginin 1am ting ndng dd glucose huyét. Tac dung ndy c6 thé 1a truc tiép. Sy phan huy
glycogen va su tin tao glucose ciing ¢ thé qua trung gian arginin kich thich giai phong
glucagon.
- Nong dd gastrin trong huyét thanh dugc ning cao boi arginin. Thudc tc ché canh tranh sy
hdp thu lai coa éng than va vi thé 1am ting sy bai tiét protein trong nude tiéu gdm albumin,
chudi nhe immunoglobulin va beta; microglobulin.
Co ché tac dung
Tac dung cua arginin kich thich giai phéng hormon ting trudng, prolactin, glucagon va
insulin khong phu thudc vao su kiém soét giai phong adrenalin va sy thay ddi nong do
glucose huyét. Arginin kich thich giai phong hormon ting trudng va prolactin cua tuyén yén
c6 thé do tic dung 1én ving dudi ddi. & bénh nhén c6 chirc ning tuyén yén binh thudng,
ndng d6 hormon ting truéng trong huyét twong sau khi ding arginin, con & bénh nhan c6
chirc niing tuyén yén suy giam, hormon ting truéng ting rat it hodc khong ting.
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T huomg ddn sir dung

DUQC PONG HQC:

- Arginin hydroclorid hap thu tét qua dudng tiéu hoa. Nong d dinh trong huyét fuong dat
duoc sau khoang 2 gid. Sinh kha dung tuyét dbi 70%.

- Sau khi truyén tinh mach, ndng do dinh cuia arginin dat duge & 20 — 30 phut sau khi bit dau
tmyén.

- Arginin hydroclorid dugc két hop véi nhidu qua trinh phan tmg sinh héa. Thubc chuyén héa
manh & gan, tao thanh ornithin va uré qua sy thuy phdn nhém guanidin dudi sy xuc tic cua

arginase. Arginin dugc loc & 6ng than va duge hap thu lai gdn nhu hoan toan & éng thén.

- Nira doi thai trir: 1,2 - 2 gio.

QUI CACH PONG GOI: Hop 12 vi x 5 vién. H
CHI PINH, LIEU DUNG VA CACH DUNG:

Chi dinh

Li¢u ding va cich ding

Diéu trj duy tri ting amoniac mau & bénh
nhan thiéu
synthetase, thiéu ornithine carbamyl

carbamylphosphate

transferase.

Pudng udng:

Tré so sinh: 100 mg/kg mdi ngay, chia 3 — 4 lan.
Tré tir 1 thang -> 18 tudi: 100 mg/kg mdi ngay,
chia 3 — 4 lan.

Diéu tri duy tri cho bénh nhén ting
amoniac mau bi citrulin  mau,

arginosuccinic ni¢u.

Pudng uong:

Tré so sinh: 100 — 175 mg/kg/lan; ding 3 — 4 lan
mdi ngay, cing thirc &n, hidu chinh liéu theo dap
ung.

Tré tir 1 thang -> 18 tudi: 100 — 175 mg/kg/lan;
ding 3 — 4 l4n m&i ngay, clng thirc in, hi¢u chinh
liéu theo dép tmg.

Diéu trj hd tro cac roi loan kho tiéu.

Ngudi 16n: Udng 3 — 6 g/ngay (6 - 12 vién/ngay).

B sung dinh dudng cho ngudi bi rdi
loan chu trinh uré nhu tdng amoniac mau
tuyp [ va II, ting citrulin mau,
arginosuccinic niéu va thiéu men N —
acetyl glutamate synthetase.

Nguoi 1ém: Udng 3 — 20 g/ngay (6 - 40 vién/ngdy)
tuy theo tinh trang bénh.

CHONG CHI PINH:

- Man cam véi bt ¢t thanh phén nao cua thude.

- Suy than néng.

- Tang amoniac huyét do nhiém acid hiru co trong méu.

- Ngui bénh ¢6 rdi loan chu trinh uré do thiéu hut arginase.

CAC TRUONG HQP THAN TRQNG KHI DUNG THUOC:

- Khong dung arginin hydroclorid dbi v&i bénh nhan ¢6 co dia di tmg. Thude khéng histamin
duoc ding néu phan tng di (mg xdy ra. Arginin hydroclorid gay tang kali huyét de doa su



To hwedmg dén sie dung

song dbi v6i bénh nhéan suy than vi sy thai trir kali giam di & céc bénh nhan nay. Nén dung
arginin than trong d6i v6i bénh nhan c6 bénh v than hodc vé niéu.

- Déi v6i ching ting amoniac huyét c4p tinh, dung liéu cao arginin c6 thé gay nhimracid
chuyén héa ting clorid huyét, do d6 cin theo doi ndng d¢ clorid va bicarbonat trong huyét
tuong va c6 thé diing ddng thdi mét lugng thich hop bicarbonat.

- Vi arginin chira ham lugng cao nito ¢6 thé chuyén hoa, nén truée khi ding thube phai dénh
gia tac dung nhét thoi dbi véi than cua lugng nito cao.

- Khéng dung arginin cho bénh nhén sau nhdi méu co tim. H

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

* Phu ni¥ c6 thai:

Khong ¢6 nghién ctru ddy du va duge kiém chimg t6t vé viéc dung arginin & phu nir mang
thai nén khong ding thuéc nay cho phu nir trong thoi ky mang thai.

* Phu nit cho con bu:

Khéng biét rd arginin cé duoc tiét voi lugng déng ké trong sita ngudi hay khéng. Cin can
nhic gifta loi ich ctia viéc diéu trj véi thude va nguy co ddi véi thai dé quyét dinh viéc dung
thude va ngimg cho con ba.

TAC DUNG CUA THUOC KHI VAN HANH MAY MOC TAU XE VA LAM VIEC
TREN CAO: Thubc khong gay budn ngu vi viy khong anh huong dén kha ning 14i xe va vén
hanh may mdc ciing nhwr lam viéc trén cao.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

- Thubc tranh thy thai uéng két hop estrogen va progestogen c6 thé lam ting dép img cua
hormon ting trudng va lam giam dap mg cia glucagon va insulin véi arginin.

- Nong do insulin trong huyét tuong sau su kich thich cta arginin c6 thé dugc ting Ién boi
thudc loi tiéu thiazid, xylitol va aminophylin. Hai thudc sau ciing lam giam dap (mg cta
glucagon v&i arginin. Dung thoi gian dai sulfonyluré, thudc chita bénh d4i thédo dudng udng,
¢6 thé ngin can dap umg cua glucagon trong huyét tuong véi arginin, khi bénh nhén khong
dung nap glucose dugc nap glucose.

- Tang kali huyét ning xay ra sau liéu phép arginin diéu tri nhiém kiém chuyén hoa & vai
bénh nhan bi bénh gan ning vira méi dung spironolacton. Bénh nhan dung thudc loi tiéu
giam tiéu hao kali ¢6 nguy co cao bi ting kali huyét gay béi arginin, va vi thé tranh két hop
céc thube nay.

TAC DUNG KHONG MONG MUON (ADR):

Thuong gdp, ADR > 1/100

- H¢ than kinh trung wong: Té cong, dau dau.

- Tiéu héa: Budn ndn, non.

- Noi tiét — chuyén héa: Tang than nhiét.

- Khic: Do bimg, kich thich tinh mach cuc bd.

Hiém gap, ADR < 1/1000



To huedng dan sir dung

- Da: Phu né, do, dau.

- Huyét hoc: Giam lugng tiéu cau.

- Mién dich: Phan tmg phan vé.

Tén sudt khong xdc dinh

- Tim mach: Giam huyét 4p, viém tinh mach. H

- Ho hip: Ho ning (khi x6ng arginin cho tré em c¢é xo nang); ting hoi thé ra oxyd nitric va
giam FEV1 (thé tich thd ra géng sirc trong 1 phit) & bénh nhén hen.

- Tiéu héa: Co cimng co bung va truéng bung & bénh nhan cé xo nang.

- N§i tiét — chuyén hoéa: Gay giai phéng hormon ting trudng, insulin, glucagon, prolactin.
Ting kali huyét & ngudi c¢6 bénh gan, thin, déi thédo dudng. Giam phospho huyét & bénh nhén
dai thao duong.

- Tiét niéu: Ting mirc nito uré huyét va creatinin huyét thanh.

Huwéng din cich xir tri ADR

Phan tmg dj tmg thuc, ban d6 va sung & tay va mit giam nhanh sau khi ngimg thuéc va ding
diphenhydramin.

QUA LIEU VA CACH XU TRi:

- Qua lidu c6 thé do nhiém acid chuyén héa nhét thoi véi chimg thd qua nhanh. Néu tinh thé
kéo dai, nén xac dinh lai su thiéu hut va hiéu chinh ding béi liéu dugc tinh todn cua tic nha
kiém héa. &g
- C6 béo céo qud lidu xay ra & tré em. Qua liéu thudc nay & tré em c6 thé din dén nhiém acit"i"'\‘\l‘]
chuyén hoa tiéu quan than, phii ndo hodc cé thé chét. Mot thue khang histamine thich hop*) )
nén c6 sin dé ding trong trudong hop phan g di ing xay ra. 7 /
BAO QUAN: Noi khd mat, nhiét d6 du6i 30°C, tranh 4nh sang. 3
HAN DUNG CUA THUOC: 36 thing ké tir ngay san xuét.

TEN, PIA CHI, BIEU TUQNG CUA CO SO SAN XUAT:

Chu s& hitu gidy phép ding ky san phdm: CONG TY CO PHAN DUGC PHAM TRUONG \

THO .
93 Linh Lang — Ba Dinh — Ha Néi )
DPién thoai: 02437666912 Fax: 02437666914 Y
Nha san xudt: CHl NHANH CONG TY CO PHAN DUGC PHAM TRUONG THQ

L6 M1 — duéng N3 — KCN Hoa Xé — TP. Nam Binh — Tinh Nam Djnh

Dién thoai: 0228.3670733  Fax: 0228.3671098 Ve ' . % ‘3\

Biéu tugng nha san xuat:
AN

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUN
THUOC:

G DAN SU DUNG

[UQ.CUC TRUONG
PTRUONG PHONG
Vel g A ._;
Nauyén . "":(/{.-'(‘ Ak 3



