BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220001903/PCBB-BYT
Ngay cong bo: 05/04/2022

1. Tén co s cong bé: CONG TY TNHH YOUNG CHEMICAL VINA

2. bia chi: Lo R-4 va R-4A, duong Tan Tap Long Hau, Khu cong nghiép
Long Hau mo rong, Xa Long Hau, Huyén Can Giudc, Tinh Long An

3. S6 vin ban cua co so: 08/2019/VBCB-LH Ngay: 05/04/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: BANG HYDROCOLLOID

Tén thuong mai:

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich str dung: St dung cho cac vét thuong c6 murc d6 tiét dich tur it dén
trung binh: vét tray xudc, vét thuong sau phiu thuat, vét bong, vét sinh thiét,
vét loét, .. , 7 ’
H~ydrocolloid co cong dung hap thu dich m6 va duy tri 46 am trén vét thuong,
ho trg nhanh Iam lanh vét thuong, ngan ngtra kha nang tao thanh seo.

Tén co so san xuat: Theo phu luc

Dia chi co so san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu trang thiét bi y té:

Tén chu s¢ htru: YOUNG CHEMICAL CO.,LTD

bia chi chu sé hitu: 80-93, Golden root-ro, Juchon-myeon, Gimhae-si,
Gyeongsangnam-do, Korea

7. Thong tin v€ co s& bao hanh (néu co):



8. S6 cong bo du diéu kién san xuat doi v6i trang thiét bi y té san xuat trong
nudc:
9. Thanh phan hd so:

1 | Gidy chimg nhén dat tiéu chudn quéan 1y chit luong ISO 13485 X
2 | Gidy uy quyén cta chu s& hitu trang thiét bi y té X
3 | Gidy x4c nhan du diéu kién bao hanh X
4 | Tai liéu m6 ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X
5 | Ban tiéu chuan ma chu so hitu trang thiét bi y té cong b ap dung X
6 | Gidy chtrng nhan hop chuan X
7 | Gidy chtrng nhan luu hanh tu do dbi véi trang thiét bi y té nhap khau X
8 | Tai liéu khac (néu co) X




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

STT TEN TRANG THIET BI Y TE CHUNG LOAI MA SA;N P,HAM PONG GOI TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NyoC
) ’ (Néu co) £ : SAN XUAT
(Néu cd)
BANG KEO HO TRO LAM LANH 80-93, Golden root-ro, Juchon-
1 | VET THUONG SOMADERM-S SOMADERM-S ggUII;IF%CHEMICAL myeon, Gimhae-si, KOREA, REPUBLIC OF
? Gyeongsangnam-do, Korea
BANG HO TRO LAM LANH VET 80-93, Golden root-ro, Juchon-
2 | THUONG SOMADERM-L SOMADERM-L YOUNG CHEMICAL myeon, Gimhae-si, KOREA, REPUBLIC OF
CO..LTD
Gyeongsangnam-do, Korea
BANG HO TRO LAM LANH VET 80-93, Golden root-ro, Juchon-
3 | THUONG SOMADERM-SPOT SOMADERM-SPOT ggUE\IT%CHEMICAL myeon, Gimhae-si, KOREA, REPUBLIC OF
” Gyeongsangnam-do, Korea
BANG HO TRO LAM LANH VET 80-93, Golden root-ro, Juchon-
4 | THUONG SOMADERM SPOT-S SOMADERM SPOT-3 ggUﬁ\IT%CHEMICAL myeon, Gimhae-si, KOREA, REPUBLIC OF
" Gyeongsangnam-do, Korea
BANG HO TRO LAM LANH VET 80-93, Golden root-ro, Juchon-
5 | THUONG SOMADERM-THIN SOMADERM-THIN ggUﬁ\IT%CHEMICAL myeon, Gimhae-si, KOREA, REPUBLIC OF

Gyeongsangnam-do, Korea




