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B(Tnuﬁc ke don

Thénh phén: Chi dinh, chéng chi dinh, liéu lugng -
Mai vién nang cing chita:  ¢éich diing & céc thong tin
Erdostein 300 mg. khéc: Xin doc trong 1 hudng dan st dung.

Ta dugc vila dud 1 vién. ~ ) .
Thuée chi ding khi ¢é su ké don cua béc st

Dé xa tam fay iré em
Poc ky hudng dén sit dung trude khi diing

Béo qudn: D& & nhigt do dudi 30°C, tranh &m va anh sang.
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( s2=8 Specificalion: Manufacturer’s.
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g 3 BOX OF 2 BLISTERS x 10 CAPSULES
_.__';: Manufaciurer by ENLIE PHARMACEUTICAL JSC.
S ENLIE  roocnas My Pruoc 2 industiol Ton, My Frusc Word, 820 Cat Town.
\ LYCNEATEDIFFERENCE B Duong Province
Composition: Indications, conlraindications, dosage - \
Each capsule contans: adminisiralion & other informalion:
Erdosteine 300 mg. Read leafiet insert.
Excipients: g.s. for 1 capsule.
For prescriptions only of physician
Keep out of reach of children
Read the leaflel carefully before use
\ Storage: Temperature below 30°C, protected from humidity and light.
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Thanh phén: Chi dinh, chéng chi dinh, lidu lugng -
M@ai vian nang cling chiia:  céch diing & céc théng tin
Erdostein 300 mg. khéc: Xin doc trong t& hudng dén st dung.

Ta dudge vira di 1 vién, 3 ) .
Thuée chi ding khi ¢é su ké don cia bdc si

Dé xa tam iay iré em
Poc ky hudng dén st dung truée khi ding

Bdo qudn: D& & nhigt dd dudi 30°C, ténh dm va anh sang. /
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Z Specification: Manufacturer’s. '
BOX OF 3 BLISTERS x 10 CAPSULES
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GMP -WHO

Manufacturer by: ENLIE PHARMACEUTICAL JSC.
LIE  Roodnas my Prce 2 industial Zone, My Prhusc Ward, Ben Cat Town.

\ Storage: Temperature below 30°C, protected from humigity and light.

Lltcrnrtestrerince Binh Dusng Provinea
Composition: Indications, conlraindications, dosage -
Each capsule contains: administration & other information:
Erdosteine 300 mg. Read leafiet insert,

Excipients: q.s. for 1 copsule.
For prescriplions only of physician

Keep out of reach of children
Read the leallet carefully before use
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/ Théanh phén: Chi dinh, chéng chi dinh, liéu ludng -

Mai vién nang cling chida:  céch diing & céc théng tin
Erdostein 300 mg. khée: Xin doc trong t3& hudng dan st dyng.

Ta duge vita al 1 vién, o .
Thuée chi ding khi ¢é sy’ ké don cua béc sT

Dé xa tédm tay 1ré em
Poc ki hudng dén su dung frude khi ding

Bdo quan: Bé & nhigt dd dudi 30°C, franh am va anh sang. L/
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Manufacturer by: ENLIE PHARMACEUTICAL JSC.
ENL|E Road NAA My Pruoc 2 indusifial Zone. by Phucc Ward, 821 Cat Town.
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Composition: Indications, conlraindications, dosage - \

Each capsule contains: adminisiralion & other information:
Erdosteine 300 mg. Read leaflet Insert.
Excipients: g.s. for 1 capsule.
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For prescriptions only of physician
Keep out of reach of children
Read the leallef carefully before use

Storage: Temperature below 30°C, protected from humidity and light.
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Thénh phén: Chi dinh, chéng chi dinh, lidu lugng -
M&i vién nang cling chda:  c¢éch diing & céc théng tin
Erdostein 300 mg. khéc: Xin doc trong t& hudng dan sit dung.

Ta duge viia du 1 vién. e o E .
Thude chi ding khi ¢é su' ké don cua bac st

D@ xa tam tay 1ré em
Poc ky hudng dan sir dung frude khi diing
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Each capsule centains: administration & other information:
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Excipients: g, for 1 capsule.
For prescriptions only of physician
Keep out of reach of children
Read the leaflet carefully before use
\ storage: Temperature below 30°C, protected from humidity and light.
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Huwéng din siv dung

i dung theo don thube

cO PHAN ELADIM
puUgcC
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U A N &/ Boc ky hirong din sir dung th ube triée khi diing
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l\fﬁA‘&H’PHAN CONG THUC THUOC.
Thanh phan hoat ghidt: BrAustoii . oo ssapararessn s s somnsesnss 300 mg

Dé xa tam tay tré em

Thanh phan ta duge: Cellulose vi tinh thé, povidon, magnesi stearat... ... vira di 1 vién
2. DANG BAO CHE.
Vién nang ciing

M6 té: Vién nang cimg, nip mau xanh, than mau tréng, bén trong chira bgt thudc mau
trang dén trang nga.

3. CHI PINH.

ELADIM duoc st dung nhu mot thude long dom.

Pidu trj tridu chimg dot cip cia viém phé quan min tinh & nguoi lon.
4. CACHDUNG, LIEU DUNG.

Nguwoi cao tudi va ngwoi lon trén 18 tuoi:

300 mg hai lan mbi ngay trong t6i da 10 ngay.

Vién nang phai dugc nudt toan bo vai mdt ly nude.

5. CHONG CHI PINH.

Qué mén voi hoat chét hodc véi bat ky ta duge nao khéc.

Vi khong c6 dit liéu ¢ nhitng bg¢nh nhén ¢ do thanh thai creatinin < 25ml/phut, hodc
suy gan ning, nén khong khuyén cdo sir dung erdostein o nhitng bénh nhén nay.

Bénh nhan dang loét da day.
6. CANHBAO VA THAN TRONG KHI DUNG THUOC.

Khéng quan sat thdy c6 su gia ting cac tac dung phu khi dung erdostein ¢ bénh nhén
suy gan nhe, tuy nhién nhiing bénh nhan nay khong dugc dung qua liéu 300 mg/ ngay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU.
Phuy nit ¢ thai

Khong ¢6 kinh nghiém vé viée sir dung erdostein & phu nir mang thai.

Phu nir cho con bii

Kinh nghiém str dung con thiéu.
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Do d6, viée st dung erdostein & phyu nit mang thai hodc cho con bi khong duoc
khuyén céo.

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

Erdostein c6 anh hudng nho hodc khéng dang ké 1&n kha ning lai xe va vin hanh may

moc.

9. TUONG TAC, TUONG KY CUA THUOC.

Chua c6 tuong téc bt lgi duge béo céo.

10. TAC DUNG KHONG MONG MUON CUA THUOC.

R&i loan h¢ than kinh

ft gap (= 1/1.000 dén <1/100) Dau dau

R&i loan ho hap, [dng nguc va trung that

it gip (= 1/1.000 dén <1/100) Cam lanh, kho the

R&i loan hé tidu hoa

it gap (= 1/1.000 dén <1/100) Thay dbi vi gidc, budn non, ndn, tiéu chay
Thuong gip (> 1/100 dén <1/10) Dau viing thugng vi

R&i loan da va md dudi da Phu mach va phan timg qu man & da nhur
ft gap (1/1.000 d¢én <1/100) nbi mé day, ban dé, phu va cham.

11.QUA LIEU VA CACH XU TRI.

Khéng c6 kinh nghiém vé qué liéu cép tinh.

Diéu tri triéu chimg va céc bién phap hd trg nén duge thyuc hién trong moi trudng hop ;qqﬁi‘(i;;\:
qua liéu. G m
Rira da day c6 thé hiéu qua, nhung van cin quan sat tinh trang sau do. :‘;AN
" . . 0C
12.PAC TINH DUQC LUC HOC. jN AM
Nhém duoc ly: Chat tidu nhay _4
THOEZ

Ma ATC: ROSCBI15.

Chét tiéu nhdy lam giam d nhot cta chdt nhdy va dom cé mu. Erdostein la mot tién
chét, trd nén cé hoat tinh sau khi dugc chuyén héa bang cach hinh thanh cac nhém
thiol tu do.

Hiéu qua nay la do cat dut lién ket disulfid ctia cdc mucoprotein trong phé quan.
Nguoi ta cling da chirng minh rang erdostein e ché su bam dinh ctia vi khudn vao céc
té bao biéu md.

Do su hién dién cua mdt nhom thiol tu do trong chat chuyén héa ¢6 hoat tinh cta no,
erdostein c6 tac dung chdng oxy héa dang ké, duge chimg minh béng ca hai nghién
clru in vitro va in vivo.

13.PAC TINH DUGC PONG HOC.
Hip thu
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Erdostein dugce hip thu nhanh sau khi uéng, nhanh chong qua qua trinh chuyén héa lan
dau thanh chét chuyén héa cé hoat tinh sinh hoc - N- thiodiglycolyl-homocysteine
(M1).

Sau khi dung liéu 300 mg, ndéng do dinh trong huyét tuong cta erdostein (Cmax) la
1,26 + 0,23 pg/ml — sau khi ding 1,18 + 0,26 gid (Tmax), trong khi M1 cho thay
Cmax la 3,46 png/ml va Tmax 1a 1,48 h.

Nong do erdostein trong huyét twong tang theo liéu. Nong do M1 trong huyet tuong
cling tang theo lidu, nhung khong ty 1¢ thuan nhu erdostein dang chwa chuyén hoéa.

Su hép thu khéng phy thude vao thirc an.
Phin bo

Trong cac md hinh trén dong vit, erdostein dugc phan bo chu yéu ¢ thin, xuong, tiy
song va gan.

Nong do hoat tinh dugc ly cta ca erdostein va M1 dé dugc chimg minh biang phuong
phap rira phé quan phé nang (Broncho Alveolar Lavage).

Thai triv

Thoi gian béan thai cta erdostein (T12) va M1 lan lugt 14 1,46 + 0,60 gid va 1,62 + 0,59
gio. Chi c6 M1 va céac sulfat duge tim thay trong nudc tiéu, thai trir qua phan khong
dang ke.

Khong quan sat thay cé su tich lily hodc thay déi trong qué trinh chuyén hoéa erdostein
va M1 sau khi uong licu 600 dén 900 mg mdi ngay trong 8 ngdy.

Anh huwéng ciia tudi tic

Tudi tac khong lam thay déi duge dong hoc ctia erdostein.

Giin két véi protein h uyét twong

Ty 1€ gin két cua erdosteine véi protein huyét twong la 64,5% (khoang: 50-86%).
14.QUY CACH PONG GOL
Hop 02 vi/ 03 vi/ 06 vi/ 10 vi x 10 vién nang ctmg + to HDSD.

15. PILU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC.

Didu kién bio quan: DE & nhiét do dudi 30°C, tranh 4m va anh sang.
Han dung: 36 thang ké tir ngay san Xuat.

Tiéu chufn chét lwong: Tiéu chuin co sé.

16. TEN, PIA CHI CUA CO SO SAN XUAT.

CONG TY CO PHAN DUQC ENLIE.

Puong NA6, khu cong nghiép My Phude 2, phuong My Phude, thi xa Bén Cat, tinh
Binh Duong.
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