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THANH PHAN:
L-arginine hydrochloride
Té dugcvira Gu ....

Chi dinh, cach dung, liéu dung, chéng chi
dinh va cac théng tin khac: Xin doc trong t&
hudng dan sir dung.

Bdo quan & nhiét d6 dudi 30°C, nai khd
rao, trénh &nh sang.

Khéng dugc tiém. D& xa tam tay tré em.
Doc k¥ huéng din sir dung truéc khi
ding.

Tiéu chuan: TCCS

Qu®
W
5 Co'sd san xut: ;
CONG TY €O PHAN DUQC PHAM OPV
56 27, Budng 3A, Khu Céng Nghiép Bién
Hoa I, Phudng Trén Bién, Tinh Bang Nai.
WHO-GMP

u nhan OPEZYM

(H6p 20 6ng x 5 ml)

NHAN HOP (TRANG 1/2)

R( Prescription only

OPEZYME®

®

L-arginine hydrochloride 1 g/5 ml

Box of 20 vials x 5 ml

BARCODE

OPEZYME_20x5mI_DEQ1_V1_LOGO RV

COMPOSITION:

L-arginine hydrochloride...........cc.co.cvvune..
EXcipients g.5...euernene
Indications, administration, dosage,
contraindications and other information:
See the insert.

Store at temperature below 30°C, in a

dry place, protect from light.

Not for injection. Keep out of reach of
children.

Read carefully the enclosed insert
before use.

Specification: Manufacturer's

Qv®
Pharmaceuticals
Manufacturer:

OPV PHARMACEUTICAL JOINT STOCK CO
No. 27, 3A Street, Bien Hoa Il Industrial
Zone, Tran Bien Ward, Dong Nai Province.
WHO-GMP
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OPEZYME®

L-arginine hydrochlonde 2 g/ 10ml
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OPEZYME_

NHAN HOP (TRANG 1/2) L-arginine hydrochloride 2 g/ 10 ml

 Hép206ngx10ml

LSX/ Lot No:
NSX/ Mfg. Date:
HD/ Exp. Date:
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THANH PHAN:
L-arginine hydrochloride

Ta dugc vira dd

Chi dinh, cach dung, lidu ding, chéng chi
dinhva cac thong tin khac: Xin doc trong t&
huéng dan sir dung.

Bao quan & nhiét 6 dudi 30°C, noi khd
rdo, trdnh anh sang.

Khéng ducc tiém. DE xa tam tay tré em.

Poc k¥ huéng dan sir dung truéc khi
dung.

Tiéu chudn: TCCS
Qv?
Pharmaceuticals
A Co sq san xuat: ¥
CONG TY CO PHAN DU'QC PHAM OPV
S6 27, Buding 3A, Khu Céng Nghiép Bién

Hoa II, Phuéing Trdn Bién, Tinh BBng Nai.
WHO-GMP

u nhan OPEZYME"’

(H6p 20 6ng x 10 ml)

NHAN HOP (TRANG 1/2)

B( Prescription only

OPEZYME®

Box of 20 vials x 10 ml

BARCODE

OPEZYME_20x10mI_DEO1_V1_LOGO RV

COMPOSITION:

L-arginine hydrochloride

EXCHDIBTIES! QS e demsreermssisssssasessasuesssquiniise
Indications, administration, dosage,
contraindications and other information:
See the insert.

Store at temperature below 30°C, in a

dry place, protect from light.

Not for injection. Keep out of reach of
children.

Read carefully the enclosed insert
before use.

Specification: Manufacturer's

Qv 2

Manufacturer:

OPV PHARMACEUTICAL JOINT STOCK CO
No. 27, 3A Street, Bien Hoa Il Industrial
Zone, Tran Bien Ward, Dong Nai Province.
WHO-GMP
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Pharmaceuticals

Rx

Thuéc nay chi ding théo\
Dé xa tAm tay tréem \
Poc ky huéng din sir dun

THANH PHAN CONG THU'C THUOC: Mdi 5 ml chira:
Thang phz"in hoat chit:
L-Arginine hydrochloride .........coccooiiiiiiiiiiiiieciiene lg

Thanh phz“m ta dwge: Methyl paraben, propyl paraben, sucrose, natracol caramel, saccharin

sodium, milk flavour, nudce tinh khiét.

DANG BAO CHE:

Dung dich udneg.

Dung dich trong, mau caramel, mui thom sita, vi ngot.

CHI PINH:

- Hb tro diéu tri c4c rdi loan kho tiéu.

- HO trg diéu tri tinh trang suy nhuoc chie ning.

- DPiéuti tang amoniac mau bam sinh do thiéu hut chu trinh uré.

- Thubc OPEZYME la dung dich udng dang éng don lidu, duge chi dinh cho ca ngudi 16, tré em
va tré so sinh. )

CACH DUNG, LIEU DUNG: il

Liéu ding : ‘&

Ngudi 1én

- Chimg kho tiéu: Dung 1 dng (5 ml) dén 2 éng (5 ml) hoic | ong (10 ml), udng trude ba bira an
chinh hoac khi ¢6 tri¢u chirng.

- Suy nhuge: Dang 1 dng (5 ml) x 2 - 3 lan/ngay. Thoi gian diéu tri khong qua 4 tudn.

Tié em

Tré em (rén 6 tudi bi suy nhiege:

- Dung 1 éng (5 ml) x 2 - 3 lan/ngay.

- Thoi gian diéu tri khéng nén vuot qua 4 tudn.

Tré em va tré so sinh bi tang amoniac hém sinh:

- Dung 250" - 500" mg/kg/mgay (khong ding vuot qua 12 g L-Arginine hydrochloride mdi ngay,
tuong tmg 12 dng (5 ml) hodc 6 dng (10 ml) mai ngay).
*: Vi cde liéu dimg sau dige tinh theo can ndng tré khong phit hop dé uong nguyén ong 5 mi
hodic ong 10 ml, khuyén cdo nén sic dung dang béo ché hodc dang trinh by thich hop khdac.

Cich ding

Dung dudng udng.

Nudt véi mot it nude.

D&i vi tré so sinh, pha lodng trong nude hodc trong binh.

CHONG CHI PINH:

Khong ding cho nhiing ngudi man cam véi hoat chét hay bat ky thanh phin nao cta thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Arginine ¢ thé chuyén héa thanh cdc hop chat chira nitrogen dé thai trir. Nén than trong khi ding

cho bénh nhén suy giam chirc néng than do anh huodng cua lugng nitrogen cao lén chire nang than.
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Arginine hydrochloride c6 thé gay tang kali huyét de doa su sbng dbi véi bénh nhan suy than vi su
thai trir kali giam & cac bénh nhéan nay. Nén dung Arginine than trong d6i véi bénh nhén ¢6 bénh vé
than, suy giam chic nang thin hodc vo niéu.

Arginine hydrochloride c6 chtra chloride (47,5 mEa/100 ml dung dich arginine hydrochloride 10
%), vi vay, can danh gia anh hudong ddi véi bénh nhan r6i loan thing bang dién giai trude khi
str dung. Ddi véi ching ting amoniac huyét cép tinh, ding liéu cao arginine ¢ thé gdy nhiém acid
chuyén hoa téng chloride huyét, do d6 cén theo doi ndng do chloride va bicarbonate trong mau va
¢6 thé dung ddng thoi mot luong thich hop blcarbonate Thén trong khi dung cho benh nhan nhiém
acid chuyen héa tang chloride huyét va bénh nhan réi loan dién giai.

Nén luu y ndng do hormone ting trudng trude va sau kich thich bang arginine hydrochloride c6 thé
tang & bénh nhan mang thai hodc dang dung thube trénh thai duong udng.

Khong ding arginine cho bénh nhan sau nhéi méau co tim.

Than trong khi dimg trong trudng hop tic nghén duong mat va suy té bao gan niing

Nén tam ngung st dung thude trong trudmg hop bi tiéu chay hoic dau bung.

Thubc nay ¢é chira:

Sucrose. Bénh nhan ¢ vin dé vé& di truyén hiém gip khéng dung nap fructose, kém hap thu
glucose-galactose hoidc thiéu hut sucrase-isomaltase thi khéng nén diing thude nay.

Methyl paraben, propyl paraben, cd thé gay phan tmg di img (c6 thé phan tmg mugn).

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

Sir dung thude cho phu nir ¢6 thai:

Khong co dir li¢u vé viée str dung thube trén phu nir c6 thai.

Céac nghién ctru trén dong vat chua du dé dua ra két luan vé doc tinh ddi vai kha nang sinh san.
L-arginine hydrochloride khong duge khuyén cdo trong thoi ky mang thai va & nhiing phu nit ¢6
kha nang sinh con khong dung bién phap tranh thai.

Sir dung thude cho phu nir cho con bu:

Arginine la mot loai acid amine tu nhién, dugc bai tiét qua sira me.

Chua c6 da thdng tin vé viée bai tiét arginine qua sita me trong qua trinh diéu tri bang L-arginine
hydrochloride. Khéng thé loai trir nguy co ddi véi tré so sinh/tré nho bl me.

Nén tranh ding Arginine hydrochloride trong subt qua trinh dang cho con bu.

Kha nang sinh sdn:

Chua c6 dit lidu vé tac dong ctia arginine ddi voi kha nang sinh san.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Chua ¢6 bang ching vé anh huong cia thude 1én kha nang 14i xe, van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:

Twong tic thude:

Thudc tranh thu thai udng két hop estrogen va progestogen co thé lam ting dap ung clia hormon

: l{mb o truong va lam giam dap tmg caa glucagon va insulin voi arginine.

—  Nong do insulin trong huyét tuong sau su kich thich cua arginine ¢o thé dugc ting lén boi cac
thudc loi tiéu thiazide, xylitol va aminophylline.

~  Dung thoi gian dai sulfonylurea, thude chita bénh dai thao duong udng, cé thé ngan can déap tmg
ctia glucagon trong huyét twong véi arginine. Phenytoin lam gidm ddp (mg cua insulin trong
huyét tuong vai arginine, khi bénh nhan khong dung nap glucose duge nap glucose.

~  Ting kali huyét ning xay ra sau liéu phap arginine diéu tri nhiém kiém chuyén hoa & vai bénh
nhan bi bénh gan ning mai ding spironolactone. Bénh nhan ding thude loi tiéu giam tiéu hao
kali ¢6 nguy co cao bi tang kali huyét giy ra boi arginine, va vi thé tranh két hop cac thude nay.

Twong ky thude: Do chua co céc nghién ciru vé tinh tuong ky cia thude, khong tron 1in thude nay

vai cac thude khac.

N~ 1
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TAC DUNG KHONG MONG MUON CUA THUOC:

Céac téc dung khéng mong mudn xay ra khi dimg Arginine hydrochloride dugc liét ké dudi déy theo

phén loai hé co quan va quy udc tin sut nhu sau: rdt thuong gap (> 1/10); thudng gip (> 1/100 dén

< 1/10); it gip (= 1/1000 dén < 1/100); hiém gap (= 1/10000 dén < 1/1000); rat hiém gip (<

1/10000); chua rd (chua ude lugng duge tir dir liéu san co)

Thuong gdap:

—  Théan kinh trung wong: té céng, dau dau

—  Tiéu héa: budn nén, ndn

— Noi tiét — chuyén héa: ting than nhiét

—  Khac: do birmg, kich thich tinh mach cuc b

Hiém gap:

~  Da: phuné, do, dau

~ Huyét hoc: giam tiéu cau

~  Mién dich: phan tng phan vé

Chuta ro:

—  Tim mach: giam huyét 4p, viém tinh mach

—  Ho6 hap: ho niang (khi xong arginine cho tré em cé xo nang), ting hoi thé ra oxyd nitric va giam
FEV1 (thé tich thé ra ging strc trong 1 phut) & bénh nhan hen.

~  Tiéu hda: co cimg co bung va trudng bung ¢ bénh nhédn cé xo nang, dau bung, ti¢u chay

~ Noi tiét - chuyén héa: giy giai phong hormone ting trudng, insulin, glucagon, prolactin.
Tang kali huyét & ngudi c¢6 bénh gan, than, ddi thdo duomg. Giam phospho huyét & bénh nhan
dai thao duong.

— Tiét niéu: ting mrc nito urea huyét va creatinine huyét thanh.

— C6 thé gay tiéu chay khi ding liéu cao.

~ Mién dich: Qua min

Théng bao ngay cho bdc st hodc dwege si nhitng phan trng ¢ hai gap phai khi sir dung thuéc.

QUA LIEU VA CACH XU TRi:

_ Hau nhu khong c6 thong tin vé cic triéu chimg cé thé co cia su quéa lidu L-arginine. Mot sb
thong tin qua liéu co thé duoc gia dinh tir cdc théng tin vé tac dung phu cta L-arginine.
Duya trén nhitng thong tin do, ¢o thé gia dinh ring qua lidu L-arginine gdy ra céc van dé sau:
Budn ndn, nén hoic tiéu chay.

~  Trong truong hop qué liéu L-arginine, can diéu tri triéu chimg va diéu tri hd trg.

DUQC LUC HQC:

Nhom dwoe ly: Amino acid

Ma ATC: BOSX BO1

Arginine, nhu cac acid amin dibasic khéc, kich thich tuyén yén giai phong hormon tang truéng va

prolactin, kich thich tuyén tuy giai phong glucagon va insulin.

Tac dung cua Arginine kich thich giai phong hormone ting trudng, prolactin, glucagon va insulin

khong phu thude vao su kiém soét giai phong adrenaline va thay ddi ndng dg glucose huyét.

Arginine kich thich giai phdng hormone tang trudng va prolactin cta tuyén yén co thé do tac dung

1én ving dudi ddi. O bénh nhdn c6 chiic ning tuyén yén binh thuong, ndng dd hormone ting trudng

trong huyét tuong tang sau khi ding arginine, con & bénh nhén ¢6 chirc ning tuyén yén suy giam,
hormone tang truong ting rat it hodc khong ting.

Arginine la mdt acid amin chu yéu trong chu trinh urea & bénh nhin bi thiéu hut enzyme

N-acetylglutamate  synthase (NAGS), carbamyl phosphate synthetase (CPS), ornithine

transcarbamylase (OTC), argininosuccinate synthetase (ASS), hodc argininosuccinate lyase (ASL).
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Dung arginine hydrochloride & bénh nhéan cé cac rbi loan nay 1am hdi phuc ndng do arginine huyét,
gitip ngan chin sy di hoa protein. Truyén tinh mach cho bénh nhan bi thiéu hut ASS hosic ASL ¢6
tac dung ddy manh su hop nhit amoniac vao citrulin va argininosuccinate. Céc san phdm trung gian
ndy clia chu trinh urea it doc va d& bai tiét trong nudc tiéu hon amoniac va cung cép mot chudi cac
phan tng hoa sinh dé thai trir chét thai nito.

Arginine 1am ting ndng do glucose huyét. Tac dung nay c6 thé la truc tiép. Su phén hiy glycogen
va sur tan tao glucose ciing ¢6 thé théng qua arginine kich thich gidi phong glucagon.

Nong do gastrin trong huyét thanh ting do arginine. Thudc tic ché canh tranh su tai hép thu cia ong
than va vi thé 1am tang su bai tiét protein trong nudc tiéu gdm albumin, chudi nhe immunoglobulin
va betaz microglobulin. '

DUQC PONG HOQC:

Hp thu:

Arginine hydrochloride hap thu tét qua dudng tiéu héa, ndng do dinh trong huyét tvong dat dugc
sau khoang 2 gio. Sinh kha dung tuyét dbi 70%.

Phén bo:

Arginine phén bd nhiéu vao cdc mo.

Chuyén héa:

Arginine hydrochloride duoc két hop véi nhidu qua trinh phan tng sinh hoa. Thube chuyén hoa
manh ¢ gan, tao thanh ornithine va urea qua sy thuy phidn nhém guanidine dudi sy xtc tac cua
arginase.

Thai trir: 2

Arginine duoc loc & éng than va tai hap thu gdn nhu hoan toan & dng than. N ‘\":?\‘_

Thai gian ban thai 1,2 — 2 gio. A "y ‘l,

QUY CACH PONG GOI: ‘
Hop 20 (”’mgj x 5ml

[16p 20 éng x 10 ml.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:
Bio quan: O nhiét do dudi 30°C, noi khé rdo, tranh anh sang.

Han ding: 24 thang ké tir ngay san xuat. Khong ding thude khi qua han dimg.

Tiéu chuin chit lugng cia thube: TCCS.

TEN, PIA CHI CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC PHAM OPV

S$ 27, buong 3A, Khu Cong Nghiép Bién Hoa II, Phudng Tran Bién, Tinh Ddng Nai.

BT; (0251) 3992999 Fax: (0251) 3892344
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