


Phan loai Dwoc phdm

Hoat chat Clostridium Botulinum Toxin Type A
San pham khé mau trédng hodc vang nhat dwng trong

Ngoai hinh lo trong subt, khdng mau, khi hoa tan véi nwéc mubdi
sinh ly sé tao thanh dung dich trong subt.

Liéu lwgng 100 Units

Xét nghiém o

(Kiém tra hoat tinh) 877115%

Trong lwong phan tor 900kDa

Do pH 6.0+0.5

Bao quan 2~8°C

Han str dung

36 thang ké tr ngay san xuét
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Thfanh phan cta Linetox inj. dwgc xac nhan 1a Clostridium botulinum théng qua phwong phéap nhudém Gram va
mau nhudm duwoc xac nhan la Type A thong qua PRC. Botulinum toxin A subtype protein dwoc kiem dinh bang phwong
phap dién di drng SDS-PAGE
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Product Name : LINETOX inj. 100Units
(Clostridium Botulinum Toxin Type A)(for export)
Lot No. : WT21013
Manufacturing Date : Jan, 18, 2021
Exprity Date : Jan, 17, 2024
MESS WM STAR B A% 2D
1) SEC-HPLC:
SEEAEC0E 2HeE §4 AN MM 99.98%
BAE & RA8WME > 95.00 %
WT21003
2) UV-Nucleic acid:
0.50
0Dz60/2780m < 0.6
2 Y,

**Purity by Size Exclusion Chromatography High Performance
Liquid Chromatography(SEC-HPLC)

S dung Séc ky loai trir kich thwéc — Sac ky Ipng hiéu nang cao(SEC-HPLC), dung dich toxin
phirc hop khdng pha loang da duwoc kiem dinh c6 doé tinh khiét Ién dén horn 99%
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UV-WL1T Results
Retention Time Area Area % Height Height %
17.793 160310 0.40 0 0.00
21.460 40271659 99.60 536532 100.00

Do tinh khiét cda sdn pham duoc tao thanh tlr qud trinh san xuat nghiém ngat
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Thi nghiém kiém tra doc tinh

Thi nghiém Vi tri tiém DP6i twong Liéu
Dwoc ly an toan
Anh hwéng [én hé than kinh trung wong IM Chudt/Sprague Dawley 0, 3, 10, 30 unit/kg
Anh hwéng [én hé than kinh trung wong IM Chudt/Sprague Dawley 0, 3, 6, 12 unit/kg
Anh hwéng [én hé tim mach IM hERG Cells 0, 3, 6, 12 unit/kg
Poc chat hoc
Mét lieu IM Chuét/Sprague Dawley 0, 6, 30, 150 unit/kg
Liéu lap lai (4 tuan) IM Chudt/Sprague Dawley 0, 2, 4, 8 unit/kg/tuan
Liéu 1ap lai (2 tuan) IM Khi/Cynomolgus 0, 4, 8, 16 unit/kg/tuan
Liéu lap lai (4 tuan) IM Khi/Cynomolgus 0, 3, 6, 12 unit/kg/tuan

San pham da duwoc tién hanh nhiéu thi nghiém tién 1am sang trén khi Ia déng vat c6 nhiéu
dac diém di truyén va co thé kha gidng loai ngudi. Linetox inj. thda man diéu kién vé déc
tinh trong cac thi nghiém nay.
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Hwéng dan s dung

1. Hoa tan Linetox inj. v&i nwdc mudi truyén

Thé tich nwé'c mudi truyén sir dung

Pon vi (Unit) / ml dung dich da pha

2.5 40
4 25
5 20

2. S& dung kim 30G — 34G dé tiém dung dich d3 pha vao vj tri da xac dinh trudc
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Nha mady san xuat: BNC Korea
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Nha phan phdi déc quyén sdn pham Linetox inj.

7)) STUNMEDICAL




Linetox:

) STUNMEDICAL

Nha phan phdi ddc quyén san phdm Linetox inj. tai thj trwéng Viét Nam

Bac sy Kim Hyun Seung
Key doctor ctia Stun Medical Viét Nam

Website: stunmedical.vn
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