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Kirby

Erdagtein 300 mg

BOC KF HUONG DAN 507 0y TRUSS K DlNg

;unuu PHAN: M8 win nang cing chia:

CHIOINM 1 LIBU DONG | CACH DUMNG / CHONG CHI
BINM / THAN TRONG & CAC THONG TIN KHAC:
Xin foc 13 hudng dhn sl cyng

BAD QUAN; Nol kh o, trink dnh sdng, nhigh 68
KhSng qud 30°C
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HoavPHARM
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Kirby

CAREFULLY READ THE PACKAGE INBERT
BEFORE USE

ek caannls caviuin

330 mg
Exviplents g.u — ]

DOSAGE [ ‘
CONTRAINDICATIONS / PRECAUTIONS &
OTHER INFORBATION:

FAotes 1o the package inson lor use insbruclions

STORAQE: in dry place, protectad from Lght,
below 30°C

BOX OF 6 BLSITERS x 10 CAPSULES

Kirby

Erdosteine 300 mg

BPECIFICATION: In houss tandand

EoaviPHARM
by: DAT V1 PHU SOINT

BTOCK
Lat MTA, Apad D17, My Phuoc 1 industrial Zona, Thel Hoa
Ward, Bon Cat Communs, Binh Dugng Provincs, Vistnam

Ty 18 in trén gidy bing B0% kich thudc that
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Tén sin pham: Kirby (Alu Pvc)
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Erdostein 300 mg

HBoaviPHARM

Erdostein 300 mg

Erdostein 300 mg
BoavipHARM

Kirb

Erdostein 300 mg

- coNa TY c6 PHAN DUGC PrkM BAT VI PHD

Erdostein 300 mg

B oaviPHARM

Kirby  Kirby

Erdostein 300 mg

DAVIPHARM

Kirby  Kirby

Erdostein 300 mg

HoavPHARM

Kirby

Erdostein 300 mg

H oavPHARM

Kirby

Erdostein 300 mg

E oavPHARM

Kirby

Erdostein 300 mg

HoanPHARM

Ty 1& in trén gidy bing 100% kich thudc that

PHO TONG GIAM pOC
Nauyen Xuin Phuong




'€} HUONG DAN SU DUNG THUOC
Vién nang cimg

KIRBY

Thudc bén theo don
Dé xa tAm tay tré em
Poc ki hwéng din sir dung trirée khi ding
Thong béo ngay cho béc s§ nhimg tic dyng khéng mong mudn khi sir dung thude

THANH PHAN CONG THUC THUOC:

Ma3i vién nang cimg chra:

Thanh phdn hoat chdt:

ERGGEIRIR o ciiasiominiis 300 mg

Thanh phdn tdé dwge: Lactose monohydrat, povidon (Kollidon K30), natri lauryl sulfat,
BHA, crospovidon, talc, magnesi stearat.

DANG BAO CHE: Vién nang cimg. _ '
Vién nang cimg s 0, mau xanh - tring, bén trong chira bét thudc mau tring.

CHIi PINH:

Erdostein dugc chi djnh:

- Long dom. '

- Piu trj triéu chimg dot cAp cia viém phé quan man tinh & ngudi 1ém.

LIEU DUNG - CACH DUNG:

Liéu ding:

Nguoi cao tudi va ngudi 16n trén 18 tudi: 300 mg x 2 1an/ ngay, ding trong t6i da 10 ngay.
Céch dung:

Phai udng nguyén ca vién nang cung véi nudc.

CHONG CHI PINH:

M4n cam v6i erdostein hodc véi bit ky thanh phén nao cua thudc.

Do chua c6 dir liéu trén bénh nhédn c¢6 Cler < 25 mL/ phit, hodc bi suy gan ning, khong
khuyén céo sir dung erdostein & nhimg bénh nhén trén.

Bénh nhan dang bj loét da day - ta trang.

Bénh nhén bj xo gan va thiéu hyut enzym cystathionin-synthetase.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Khong thdy tang tic dung khéng mong mubn khi sir dung erdostein & bénh nhan suy gan
nhe, tuy nhién khéng nén sir dung vuot qua lidu 300 mg/ ngay.

Cénh béo va than trong lién quan t duoc:

KIRBY c6 chira lactose. Bénh nhén bi bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase ho#c roi loan hip thu glucose-galactose khong nén sir dung.

SU DUNG CHO PHU NU' CO THAI VA CHO CON BU:
Chua c6 kinh nghiém sir dung erdostein trén phu nifr ¢6 thai va cho con bi, do d6 khong
khuyén cdo ding thuc cho nhém bénh nhén nay.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Erdostein ¢6 anh huéng nhé hoiic khong ding ké trén kha niing l4i xe va vén hanh may méc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tdc: Chua cd bao céo tuong tac.
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Twong ky: Khong 4p dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

11.

12.

13.

14.

Thuong gdp, 1/100 < ADR <1/10

Tiéu héa: Pau vung thuong vi

ft gdp, 1/1.000 <ADR <1/100

Thén kinh: Pau dau

HO6 hép, 1dng ngye va trung that: Cam lanh, khé thé.

Tiéu héa: Thay ddi vi gi4c, budn ndn, ndn, tiéu chay.

Da va md dudi da: Phi mach va phan img qua mén trén da nhu: May day, ban dé, phii né va
eczema.

Thudc cé thé gdy ra cdc tdc dung khong mong muén khdc. Cdn theo doi chét ché va khuyén
cdo bénh nhén thong bdo cho bdc sy nhitng tdc dung khéng mong mudn gdp phdi khi sic
dung thuée.

QUA LIEU VA CACH XU TRi:

Chua c6 dit liéu qua liéu cép tinh.

Khi xdy ra qué liéu nén diéu trj triéu chimg va ap dung céc bién phép hd trg thong thudmg.
Rira da day c6 thé ¢6 ich, sau d6 theo ddi bénh nhén.

DPAC TINH DUQC LYC HQC:

Nhém duwge Iy: Chit tiéu nhdy. Ma ATC: RO5CBIS.

Chét tiéu nhdy 1am giam d6 nhét ctia chit nhdy va dom mu. Erdostein 1a mét tién dugc, sau
khi chuyén héa tao nhém thiol ty do, thudc tré nén c6 hoat tinh.

Téc dung cua erdostein la do su m¢ lién két disulfid cia mucoprotein phe quan.

Erdostein cling ngan can sy két dinh cuia vi khudn 1én céc té bao biéu mé.

Do ¢6 nhém thiol ti do trong chat chuyén héa c6 hoat tinh, erdostein cé tic dung chéng oxy
hoa dang ké, thé hién qua ca nghién ciru in vitro va in vivo.

DAC TINH DUQC PONG HQC:

Hap thu:

Erdostein hép thu nhanh sau khi uéng va nhanh chéng chuyén héa 1dn diu qua gan thanh
chét chuyén héa c6 hoat tinh N- thiodiglycolyl-homocystein (M1).

Sau khi ubng 300 mg, ndng d¢ dinh cuia erdostein (Cmax) 12 1,26 £ 0,23 pg/mL dat dugce sau
1,18 £ 0,26 glb (Tmax), trong khi M1 ¢6 Cmax 3,46 pg/ mL va Trmex 1,48 gid.

Néng d6 huyét tu'cmg cua erdostein tang phy thudc vao lidu. Nong d¢ huyét twong ctia M1
ciing téng theo lidu, nhung khong tuyén tinh nhr erdostein nguyén dang.

Su hép thu khéng phu thudc vao thirc an.

Phén bb:

O nghiér nghién ciru trén djng vat, erdostein duge phﬁn-bé chi yéu vao than, xuong, tiy séng va
gan.

Nong d§ c6 tac dung duge ly cua erodostein va chét chuyén héa M1 dugc tim thdy trong
dich rira phé nang. Erdostein gin véi protein huyét twong khoang 64,5% (50 - 86%).

Thai trir:

Thoi gian bén thai cia erdostein va M1 1an luot 1a 1,46 + 0,60 gid va 1,62 + 0,59 gid. Trong
nuée tiéu chi tim thdy M1 va sulphat, thai trir qua phén khong dang ké.

Khbng thdy c6 sy tich liiy hoac thay dbi sy chuygn héa cia erdostein va M1 sau khi udng
lidu 600 mg va 900 mg trong 8 ngay. '

Anh huéng cia d6 tudi '
D¢ tudi khong anh hudmg dén duge dong hoc clia erdostein. \\/

QUY CACH PONG GOI:
Hop 6 vi x 10 vién.
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15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
Didu ki¢n bio quin: Noi khé rdo, trdnh dnh sang, nhiét 46 khong qua 30°C.

Han ding ciia thude: 36 thang ké tir ngay sin xuét.
Tiéu chuén chét lwgng cia thude: Tiéu chuén co so.

16. TEN, PIA CHi VA BIEU TUQNG CUA CO SO SAN XUAT
San xuat tai:

DAVIPHARM
CONG TY CO PHAN DUQC PHAM DAT VI PHU
(DAVI PHARM)
L3 M7A, Pudmg D17, Khu Céng nghi¢p My Phuéce 1, Phudng Thoi Hoa, Thi x& Bén Cit,
Tinh Binh Duong, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DPOI, CAP
THUOC:

PHO ’gf)NG GIAM DOC
Nauyen Xuin Phirong

TUQ.CUC TRUGNG
PTRUONG PHONG

Nguyln o0
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