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Erdosteine 300 mg

Hop 1 tdi x 10 vi x 10 vién nang cling

Thanh phén: Cho 1 vién
Erdosteine...
Ta dugc...vd

Compeosition: For 1 hard capsule
Erdosteine....... 300,0 mg
Excipients g.s .. .1 hard capsule

Tiéu chudn/Specification: TCCS/ In-house
SDK/Reg.No:

| o s shn xubt/Manufacturer:
Cng ty of phdn Dugc - VAL 1 y 1 Thanh Hea
thephoco  Thanh Hoo medical materials pharmaceutical 15C
56 04 duting Quang Trung, phutng Ngoc Trao, thanh phd Thanh Héa, tinh Thanh Héa
N (04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City, Thanh Hoa Province

Rx Prescription drug

L'ERDOS crrs

Erdosteine 300 mg

Box of 1 bag x 10 blisters x 10 hard capsules

56 6 S¥/Batch No.:

NSX/Mfg.date:

HO/Exp.date:

Chi dinh, cach ding, chéng chi dinh va céc théng tin khac:
Xem trong té&r huding dan sit dung thudc kem theo.

Indications, admi tion, ¢ indications and other information:
See the enclosed leaflet.

Bdo quan: Noi khé, nhiét 46 khéng qua 30°C, tranh anh séng.

Storage: In a dry place, temperature not exceeding 30°C, protect from light.

DE XA TAM TAY TRE EM
POC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG.

KEEP OUT OF REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE
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Erdosteine 300 mg

Hop 1 tdi x 5 vi x 10 vién nang cung
Composition: For 1 hard capsule

Erdosteine....... e 300,0 Mg

Excipients q.s ..... .1 hard capsule

Thanh phan: Cho 1 vién
Erdosteine.
Ta duoc..vd...

Tiéu chudn/Specification: TCCS/ In-house
‘ SBK/Reg.No:

Co sé sén xuft/Manufacturer:

P Cang ty o phin Duoc - V3t tu y té Thanh Haa

thephoco  Thanh Hoe medical materials pharmaceutical 15C

54 04 dueng Quang Trung, phutmg Ngoc Trao, thanh phé Thanh Héa, tinh Thanh Hda
o 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City, Thanh Hoa Prevince

Rx Prescription drug

L'ERDOS cars

Erdosteine 300 mg

‘ Box of 1 bag x 5 blisters x 10 hard capsules

S6 16 SX/Batch No.:
NSX/Mfg.date:

HD/Exp.date:

Chi dinh, cach diing, chéng chi dinh va céc théng tin khac:
Xem trong t& hudng dan sif dung thudc kém theo.

Indications, ion, indications and other infi
See the enclosed leaflet.

Bao quan: Noi kho, nhiét 46 khang qué 30°C, tranh nh sang.
Storage: In a dry place, temperature not exceeding 30°C, protect from light.

DE XA TAM TAY TRE EM
BPOC KY HUONG DAN S0 DUNG TRUGC KHI DUNG.

KEEP OUT OF REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE
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Thanh phén: Cho 1 vién
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L'ERDOS cars

HD:

Erdosteine 300 mg

Hop 1 tui x 3 vi x 10 vién nang clng

Composition: For 1 hard capsule
Erdosteine.,
Excipients q.s.

300,0 mg
S ]

‘ Tiéu chudn/Specification: TCCS/ In-house

| SDK/Reg.No:

Cor s sén xult/Manufacturer:
ﬂ Cang ty o phdn Duge - VBt tu y 18 Thanh Haa
thephoco  Thanh Hoa medical materials pharmaceutical JSC
54 04 duéing Quang Trung, phuting Ngoc Trao, thanh phi Thank Haa, tinh Thanh Has
| Mo 04 Quang Trung Streer, Ngoc Troo Ward, Thanh Hoa City, Thankh Hoa Province

RxPrescription drug

) L'ERDOS covs

Erdosteine 300 mg

Box of 1 bag x 3 blisters x 10 hard capsules

50 6 SX/Batch No.:
NSX/Mfg.date:

HD/Exp.date:

Chi dinh, cach ding, chéng chi dinh va cac théng tin khac:
Xem trong t&r huding dan sif dung thude kém theo.

Indications,

g R

ation, ¢ indications and other information:

See the enclosed leaflet.
Bdo quan: Noi khd, nhiét 85 khdng gua 30°C, tranh dnh sang,

| DEXATAMTAY TREEM

Storage: In a dry place, temperature not exceeding 30°C, protect from light.

BOC K¥ HUONG DAN SU DUNG TRUGC KHI DUNG.

| KEEP OUT OF REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE
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Erdosteine 300 mg

Hop 10 vix 10 vién nang ciing

Thanh phan: Cho 1 vién Composition: For 1 hard capsule
Erdosteine..... Omg | Erdosteine.......o.mmn 300,0 mg
Ta dugc...vd hard capsule

Tiéu chudn/Specification: TCCS/ In-house
SPK/Reg.No:

Cor s& san xudt/Manufacturer:
ﬁ Cong ty cé phén Duge - Vat tu y t& Thanh Héa
thephoco  Thanh Hoa medical materials pharmaceutical IS¢
58 04 dutng Quang Trung, phutding Ngoc Trao, thanh phé Thanh Héa, tinh Thanh Héa
No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City, Thanh Hoa Province

Rx Prescription drug

) LERDOS cars

Erdosteine 300 mg

Box of 10 blisters x 10 hard capsules

Sd 16 SX/Batch No.:
NSX/Mfg.date;

HD/Exp.date:

Chi dinh, cach dung, chéng chi dinh va cic thong tin khéc:
Xem trong td hudng dan st dung thude kém theo.

Indications, administration, contraindications and other information:
See the enclosed leaflet.

Bdo quan: Noi kho, nhiét d6 khéng qué 30°C, trénh 4nh sdng.

Storage: In a dry place, temperature not exceeding 30°C, protect from light.

DE XATAMTAY TRE EM
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.

KEEP OUT OF REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE
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Hép 5 vi x 10 vién nang ciing

Thanh phan: Cho 1 vién Composition: For 1 hard capsule
ErlOstalNg .o 300,0mg ErdOsteine......ssmivmsinsis 300,0 mg
HE T [i]c T R Re 1 vién Excipients g.s ........ hard capsule

Tiéu chudn/Specification: TCCS/ In-house
SDK/Reg.No:

Co' séi san xudt/Manufacturer:
ﬂ Cong ty ¢ phdn Duoc - Vat tu'y té Thanh Héa
thephoco  Thanh Hoa medical materials pharmaceutical JSC
58 04 duéng Quang Trung, phuémg Ngoc Trao, thanh phé Thanh Héa, tinh Thanh Haa
l No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hoa City, Thanh Hoa Province

Rx Prescription drug

LERDOS crrs

Erdosteine 300 mg

Box of 5 blisters x 10 hard capsules

Chi dinh, cach ding, chéng chi dinh va cac théng tin khac:
Xem trong t& hudng dan sif dung thudc kém theo.

Indications, administration, contraindications and other information:
See the enclosed leaflet.

Bao quan: Noi khd, nhiét d6 khéng qua 30°C, trénh dnh séng.
Storage: In a dry place, temperature not exceeding 30°C, protect from light.

DEXATAMTAY TREEM

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
KEEP OUT OF REACH OF CHILDREN

READ THE PACK INSERT CAREFULLY BEFORE USE

54 16 S¥/Batch No.:

NSX/Mfg.date:
HD/Exp.date:
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Erdosteine 300 mg

Erdosteine 300 mg

Hop 3 vi x 10 vién nang cling

Thanh phén: Cho 1 vién
ErQOSTOINE. ...oiviiamsississesissesmsissaissnsss 300,0 mg
Ta dUOC... V... creeresssreeemssssiessssiens | VIED

Compoaosition: For 1 hard capsule
Erdosteing. ... 3000 mg
Excipients Q.5 .o 1 hard capsule

Tiéu chuan/Specification: TCCS/ In-house
SDK/Reg.No:

+/

thephoco

Cor s sén xudt/Manufacturer:

Cang ty ¢d phdn Dugc - Vat tu y té Thanh Hoa

Thanh Hoa medical materials pharmaceutical J5C

56 04 dueng Quang Trung, phuting Ngoc Trae, thanh phé Thanh Hoa, tinh Thanh Hoa
No 04 Quang Trung Street, Ngoc Trao Ward, Thanh Hea City, Thanh Hoa Province

Rx Prescription drug

L'ERDOS crs

Erdosteine 300 mg

Box of 3 blisters x 10 hard capsules

54 16 SX/Batch No.:
NSX/Mfg.date:

HD/Exp.date:

Chi dinh, cach dung, chéng chi dinh va cic théng tin khac:
¥em trong t& hudng dan st dung thudc kém theo.

Indications, administration, contraindications and other information:
See the enclosed leaflet.

Bao quan: Nai khé, nhiét d6 khong qua 30°C, tranh anh sang.

Storage: In a dry place, temperature not exceeding 30°C, protect from light.

DEXATAMTAY TRE EM ]
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG.,

KEEP OUT OF REACH OF CHILDREN
READ THE PACK INSERT CAREFULLY BEFORE USE
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Rx Thuéc nay chi ding theo don thuic
L'Erdos caps
(Erdostein 300mg)
Dé xa tam tay tré em

DPoc kj huéng din sir dung truée khi ding

1. THANH PHAN CONG THUC THUOC

Ma&i vién nang cing chira:

Thanh phdn hoat chdt:

Erdosteine .......cocoviviniiiiiiiiiiiiiinie e 300,0 mg

Thanh phd‘n td duoc: Microcrystalline cellulose, Povidone K30, Magnesium stearate, Ethanol
96%, v6 nang rdng sé 1 (Titanium dioxide, Allura red, Quinoline yellow, Sunset yellow, Gelatin)
2. DANG BAO CHE

Vién nang cing.

Mo ta: Vién nang cting mau xanh — trang, ¢& nang sb 1, bén trong chira hén hop thuéc mau tring
nga.

3. CHI PINH

Erdostein 1a thudc long dom, ding dé diéu tri c4c triéu chung cia dot cAp ciia vién phé quan mén
tinh & ngudi 16n.

4. CACH DUNG, LIEU DUNG

Cach dung:

Ding dudng udng. Nubt nguyén vién vai 1 cbe nudc.

Liéu dung:

Ngudi cao tudi va ngudi 16n trén 18 tudi: udng 1 vién/ 14n x 2 1an/ ngay, trong ti da 10 ngay.

5. CHONG CHi PINH

- Qué min véi hoat chét hodc véi bat ky thanh phan nao cia thuc

- Vi khong c6 dit li€u & nhitng bénh nhan c6 d6 thanh thai creatinin <25ml / phtt, hozc bi suy gan
niing, nén viéc sir dung erdostein khong duoc khuyén cdo & nhitng bénh nhan nay.

- Bénh nhan loét da day ta trang dang hoat dong hodc tién trién.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Khéng ghi nhén sy gia ting cac tic dung khong mong mudn khi ding erdostein & bénh nhan suy
gan nhe; tuy nhién nhitng bénh nhan nay khéng nén ding qua liéu 300 mg m&i ngay.

7.SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Thai ky

Khong c6 kinh nghiém vé viéc st dung erdostein cho phu nit ¢6 thai

Cho con bu

Kinh nghiém st dung thudc cho phu nit cho con bi con thiéu.

Do d6, erdostein khong duoc khuyén khich diing cho phu nit c6 thai hoic cho con bu.

8. ANH HUONG PEN KHA NANG LAI XE, VAN HANH MAY MOC

Erdostein ¢6 anh hudng nhé hoic khéng dang ké dén kha ning l4i xe va sir dung may moc.

1/4
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9. TUONG TAC, TUONG KY CUA THUOC:
Twong tdc thudc:

Khdng c6 twong tac bit lgi nao dugc béo céo.
Twong ky:

Do khéng c6 c4c nghién ciru vé tinh twrong ky ciia thudc, khong tron 13n thude n
khéc

10. TAC DUNG KHONG MONG MUON CUA THUOC

Bang danh séch cac phan tng ¢4 hai:

Céc tan suit dugc phan loai nhu sau: rét thuong gip (>1/10), thudng gip (>1/100 dén <1/10), it
gdp (>1/1000 dén <1/100), hiém gip (>1/10 000 dén <1/1000), rét hiém gap (<1/10 000), khéng

rd tan suat.

Co quan Téc dung khong mong mudn
R6i loan hé than kinh
It gap Pau dau

Roi loan hé hip, 16ng ngwe va trung thit
It gip Lanh, kho thé

Ke oA r
Roi loan tiéu héa

It gép Thay doi vi gidc, buon ndn, nén mira, tiéu chay

Thuong gap DPau ving thuong vi

K. < A 7o
Roi loan da va m6 dwéi da

it o3 Phi mach va céc phan ting qua mén trén da, ching han nhu may
gap

day, ban do, phu né va cham

Huéng din xit tri ADR:
Phai ngimg thubc khi c6 biéu hién ADR ning.

Théng bdo ngay cho bdc sy hodc dieoc sy nhitng phan img c6 hai gdp phdi khi sic dung thudc.

11. QUA LIEU VA CACH XU TRi

Khéng c6 sin dit liéu v& qua liéu cép tinh.

Diéu tri tridu chimg va cac bién phap h trg chung nén dugc tuan thi trong tt ca céc truong hop
qué lidu.

Rura da day c6 thé ¢ loi va sau d6 1a quan sat, didu tri tridu ching.

12. PAC TiNH DUQC LU'C HQC

Nhém duoc 1y: Thube tidu chit nhay

Ma ATC: ROSCB15

Thudc 1am giam d6 nhét ciia chét nhiy va dom mu. Erdostein 12 mot tién chét, qua qua trinh
chuyén tro hoa thanh chét ¢6 hoat tinh do viéc hinh thanh cdc nhém thiol tur do.

Hiéu g nay 1a do viéc mé cac lién két disulfide ciia mucoprotein phé quan.

Ngudi ta cling ching minh ring erdostein e ché sy bam dinh cua vi khudn vio céc té bao biéu

mo.
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chéng'oxy I}éa dang ké, du?fc chirng minh bdi ca nghién ciru 'in vitro' va 'in v 'DU OC-VAT U
13. PAC TINH DUQC PONG HQC
Hap thu

chuyén héa lan d4u thanh chét chuyén héa c6 hoat tinh sinh hoc N- thiodiglycolyl-homocysteine
(M1).

Sau khi ding 300 mg, nng d dinh trong huyét twong ctia erdostein (Cmax) 1a khoang 1,26 + 0,23
pg/ml va dat duge 1,18 £ 0,26 gid sau khi ding (Tmax), trong khi M1 cho thdy Cmax 12 3,46 ug
/ml va Tmax 1a 1,48 h.

Néng db erdostein trong huyét tuong ting phu thudc vao lidu luong. Nong d6 M1 trong huyét
twong ciing ting theo lidu, nhung khong theo ty 1é nhu trong trudng hop erdosteine dang khéng
bién déi.

Su hip thu khéng phu thudc vao luong thirc an.

Phdn b6

Trén md hinh dong vat, erdostein duoc phan phdi chu yéu vao than, xuong, tity séng va gan.
Chét chuyén héa c6 hoat tinh va erdostein ciing dugc tim thdy trong dich rira phé quéan phé nang
(Broncho Alveolar Lavage).

Thdi trir

T, thai trlr tvong g 1a 1,46 £ 0,60 gid va 1,62 + 0,59 gior ddi véi erdostein va M1. Trong nuéc
tiéu chi tim thiy M1 va dang lién hop sunfat, qua trinh thai trir qua phan khong dang ké.

Khéng c6 sur tich tu hogc thay déi chuyén hoa ciia erdostein va M1 da dugc quan sét thdy sau khi
udng 600-900 mg mdi ngay trong 8 ngay.

Anh huémg cia tudi téc

Tudi tac khong lam thay dbi dugc dong hoc cua erdostein.

Lién két véi protein huyét tuwong

Lién két thudc cia erdostein v6i protein huyét twong 1a 64,5% (khoang: 50-86%).

14. QUY CACH PONG GOI

Hop 1 thi x 3 vi x 10 vién (vi PVC/Alu), kém t& huéng dan sir dung thude.

Hop 1 ti x 5 vi x 10 vién (vi PVC/Alu), kém t& hudng din st dung thude.

Hop 1 tai x 10 vi x 10 vién (vi PVC/Alu), kém t& huéng dan sir dung thudc.

Hop 3 vix 10 vién (vi Alu/Alu), kém t& hudng dan sir dung thudc.

Hop 5 vi x 10 vién (vi Alu/Alu), kém t& huéng dan sir dung thude.

Hop 10 vi x 10 vién (vi Alu/Alu), kém t& huéng dan sir dung thudc

15. PIEU KIEN BAO QUAN

Bdo quan trong bao bi kin, noi kho rdo, tranh 4nh sang, & nhiét do duédi 30°C.

16. HAN DUNG CUA THUOC

36 thang ké tir ngdy san xuét.

17. TIEU CHUAN CHAT LUQNG CUA THUOC

Tiéu chuan co s6.
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18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC - VAT TU Y TE THANH
Dia chi S6 04 duong Quang Trung, Phudng Ngoc Trao, Thanh phé Thanh Ho
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