R THUGC BAN THEO PON
R ¢

TO HUONG DAN SU DUNG THUOC

Vién nang cirng
KIRBY

Thudc ban theo don
Dé xa tAm tay tré em
Poc ki huéng din sir dung truée khi dung :
Thong bao ngay cho bac s§ nhirng tac dung khéng mong muon khi sit dung thuoc

THANH PHAN CONG THUC THUOC:

MJi vién nang ciing chira:

Thanh phan hogt chat:

Erdostein .........cccoeveinnnnn 300 mg

Thanh phan ta dwec: Lactose monohydrat, povidon (Kollidon K30), natri lauryl sulfat,
BHA, crospovidon, talc, magnesi stearat.

DANG BAO CHE: Vién nang cung. ; ;
Vién nang ctrng s6 0, mau xanh - trang, bén trong chira bot thudc mau trang.

CHI PINH:

Erdostein duoc chi dinh:

- Long dom.

- Diéu tri triéu chimg dot cap cta viém phé quan man tinh ¢ ngudi 16n.

LIEU DUNG - CACH DUNG:

Liéu dung:

Nguoi cao tudi va ngudi 16n trén 18 tudi: 300 mg x 2 lan/ ngay, ding trong ti da 10 ngay.
Cach dung:

Phai uong nguyén ca vién nang cung vadi nudc.

CHONG CHI PINH:

Man cam véi erdostein hozc véi bat ky thanh phan nao cua thudc.

Do chua c6 dir li¢u trén bénh nhan cé Cler < 25 mL/ phut, hoac bi suy gan nang, khong
khuyén cdo st dung erdostein ¢ nhitng bénh nhan trén.

Bénh nhan dang bi loét da day - ta trang.

Bénh nhén bi xo gan va thiéu hut enzym cystathionin-synthetase.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

Khong thy ting tic dung khong mong muép khi str dung erdostein ¢ bénh nhan suy gan
nhe, tuy nhién khong nén stir dung vuot qua licu 300 mg/ ngay.

Canh bao va than trong lién quan ta dugc:

KIRBY c6 chtra lactose. Bénh nhan bi bénh di truyén hiém gip kém dung nap galactose,
thiéu hut Lapp lactase hodc rdi loan hap thu glucose-galactose khong nén sir dung.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:
Chua c¢6 kinh nghi€ém st dung erdostein trén phy nit ¢6 thai va cho con bu, do d6 khong
khuyén cao dung thuoc cho nhém bénh nhan nay.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Erdostein c6 anh huong nho hoac khong dang ké trén kha nang 1ai xe va van hanh may moc.

TUONG TAC, TUONG KY CUA THUOC:
Twong tac: Chua c6 bdo cdo tuwong tac.

Twong ky: Khdng ap dung.
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10. TAC DUNG KHONG MONG MUON CUA THUOC:

11.

12.

13.

14.

15.

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

Tiéu hoa: Dau vung thuong vi

It gap, 1/1.000 < ADR < 1/100

Than kinh: Pau dau

Hb hép, 1ong nguc va trung that: Cam lanh, kho tho.

Tiéu hoa: Thay doi vi giac, budn non, ndn, tiéu chay

Da va md dudi da: Phit mach va phan (mg qua man trén da nhu: May day, ban do, pht né va
eczema.

Thuéc cé thé gdy ra cdc tic dung khéng mong muon khéc. Can theo doi chit ché va khuyén
cdo bénh nhén thong bdo cho bdc sy nhing tic dung khéng mong muon gdp phdi khi sir
dung thudc.

QUA LIEU VA CACH XU TRi:

Chua c6 dir li¢u qua lidu cap tinh.

Khi xay ra qué liéu nén diéu trj triéu chtng va ap dung cac bién phap hd tro thong thuong.
Rua da day c6 thé co ich, sau d6 theo ddi bénh nhan.

PAC TiNH DUQC LUC HQC:

Nhém dwoc ly: Chit tiéu nhidy. Md ATC: RO5CB15.

Chét tiéu nhﬁy lam gidm dg nhdt cua chét nhﬁy va dom mu. Erdostein 12 mét tién duoc, sau
khi chuyén hoéa tao nhom thiol tu do, thude tré nén ¢ hoat tinh.

Tac dung ciia erdostein 1a do sy mo lién két disulfid cia mucoprotein phé quan.

Erdostein ciing ngin can sy két dinh ciia vi khuan Ién cac té bao biéu mé.

Do c¢6 nhom thiol ty do trong chat chuyén hoa c6 hoat tinh, erdostein c6 tic dung chong oxy
hoa dang ké, thé hién qua ca nghién ciru in vitro va in vivo.

PAC TINH DUQC PONG HQC:

Hap thu:

Erdostein hap thu nhanh sau khi udng va nhanh chéng chuyén hoéa lan dau qua gan thanh
chat chuyén hoa c6 hoat tinh N-thiodiglycolyl-homocystein (M1).

Sau khi udng 300 mg, ndong do dinh cta erdostein (Cmax) 12 1,26 + 0,23 pg/mL dat duoc sau
1,18 £ 0,26 gio (Tmax), trong khi M1 c0 Crax 3,46 pg/ mL va Tmax 1,48 gio.

Nong d6 huyét tuong cua erdostein ting phu thudc vao lidu. Nong d6 huyét twong ctia M1
cling tang theo liéu, nhung khong tuyén tinh nhu erdostein nguyén dang.

Su hip thu khéng phu thudc vao thirc an.

Phén bo: , ,

O nghién ctu trén dong vat, erdostein dugc phan bd chu yeu vao than, xuong, tiy song va
gan.

Nong d6 ¢o tac dung duge 1y cua erodostein va chét chuyén hoa M1 dugc tim thiy trong
dich rira phé nang. Erdostein gan véi protein huyét twong khoang 64,5% (50 - 86%).

Thai tru:

Thoi gian ban thai cua erdostein va M1 lan lugt 13 1,46 + 0,60 gio va 1,62 + 0,59 gio. Trong
nudc tiéu chi tim thdy M1 va sulphat, thai trir qua phan khong dang ké.

Khong thdy c6 sy tich liiy hodc thay ddi sy chuyén hoa cua erdostein va M1 sau khi udng
lidu 600 mg va 900 mg trong 8 ngay.

Anh huong cua d6 tuoi:

b6 tudi khong anh hudng dén duoc dong hoc cua erdostein.

QUY CACH PONG GOI:
Hop 6 vi x 10 vién.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC:
Dieu kién bao quan: Noi kho rao, tranh anh sang, nhiét 46 khong qua 30°C.
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Han diing cua thudc: 36 thang ké tir ngay san xuét.
Tiéu chuan chat lwong caa thuoc: Tiéu chuan co s6.

16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT
San xudt tai:
CONG TY CO PHAN DUQC PHAM PAT VI PHU
(DAVI PHARM)
L6 M7A, Buong D17, Khu Cong nghi¢p My Phuoc 1, Phuong Thoi Hoa, Thi xa Bén Cit,
Tinh Binh Duong, Viét Nam
Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XET SUA DOI, CAP NHAT LAI NOI DUNG HUONG DAN SU DUNG
THUOC: 05/03/2019

Tén san pham: KIRBY

M4 s6 toa: 0459.T1

Kiém soét sira doi: - Chuyén file in theo mau Cuc QLD cép (dot 164)
Nhan vién thiét ké:

3/3 0459.T1




