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Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 220003788/ PCBB-HCM
Ngay cong bo: 28/11/2022

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI VA DUQGC PHAM
SANG ‘ ,

2. Dia chi: 11/9 Ng6 Quang Huy, Phuong Thao Dién, Thanh pho Thu Duc,
Thanh phd H6 Chi Minh, Phudng Thao Dién, Thanh phd Tha Puc, Thanh phd
H6 Chi Minh

3. S van ban cua co sé: 219/SACB-22CL Ngay: 23/11/2022

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y té&: Gel hydrocolloid cham séc vét thuong

Tén thuong mai:

Mi Global Medical Device Nomenclature — GMDN (néu c6):

Chung loai: DERMATIX® WOUND CARE

Mai san pham (néu co):

Quy céch dong goi: Tuyp 20g; Tuyp 50g

Muc dich st dung: Dermatix® Wound Care la mQt loai gel hydrocolloigl
khong chira paraben dugc chi dinh dé cham soc vét thuong kho hodc vét
thuong udt tai cho Day la mot san pham thiét bi y té gian tiép thuc day qua
trinh chira lanh vét thuong bang cach diéu chinh méi truong vi mé cua vét
thuong. , ,

Buoc su dung cho cac vét thuong cap tinh hodc man tinh nhur:

- Bong bé ngoai

- Da san sui N

- Vét thuong do phau thuat

- Vét thuong long ban tay (decubitus)

- Vét loét chan ho (loét) 7 , ’
Dermatix® Wound Care cling c6 thé dugc str dung trén vet loet va vet thuong
trén ban chén do bién ching cta bénh tiéu duong. Bénh nhan ti€u duong gap
cac bién ching vé chan nén tham khao y kién bac si trude khi bat dau st dung



Dermatix® Wound Care

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Nha san xuét

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¢ hitu: Oystershell NV

bia chi chu sé hitu: Nijverheidsweg 10, 9820 Merelbeke, Belgium,
BELGIUM

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

Tén co s¢: CONG TY TNHH THUONG MAI VA DUQC PHAM SANG
Dia chi: 11/9 Ngb Quang Huy, Phuong Théo Dién, Thanh phd Thu D,
Thanh phé H6 Chi Minh

Pién thoai ¢b dinh: 02839101913 Dién thoai di dong:

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 | Van ban cong b6 tiéu chuan ap dung ctia trang thiét bi y té thudc loai |
B.
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s¢ hitu trang thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong bd ap dung X
7 | Gidy chimg nhan luu hanh ty do dbi voi trang thiét bi y té nhap khau | x
8 | Tai liéu khac (néu co) X




PHU LUC: DANH SACH CO SO SAN XUAT

STT TEN CO SO SAN XUAT PIA CHI CO SO SAN XUAT NUOC SAN XUAT
1 | San xuét bai: Aveflor, S.A. Budceves 26, 507 32 Kopidlno, Czech Rebuplic CZECH REPUBLIC
2 | San xut cho: Oystershell NV Nijverheidsweg 10, 9820 Merelbeke, Belgium BELGIUM




CONG HOA XA HQI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phiic

Théanh phé Hé Chi Minh, ngay 29 thang 12 nam 2022

VAN BAN THONG BAO CAP NHAT

Thong tin trong hd so cong b ticu chufin 4p dung
ciia Trang thiét bi y té loai B

Cdp nhat lan: 1
Kinh giri: S& Y t& TP HO Chi Minh
1. S6 cong bb: 220003788/PCBB-HCM  Ngay: 28/11/2022
2. Thong tin cap nhat:

STT Noi dung di cong bd Noi dung ciip nhit

it A 4 . 3 5 3 = L y
| Dia chi chi s¢ hitu s0 luu hanh: Pia chi chii s¢ hiru 86 luu hanh:

11/9 Ngb Quang Huy, Phudng Thao Dién, 11/9 Ngo Qu.mg Huy, Phwong Thio
Thanh phé Thi D, Thanh phd Hd Chl Blen, Thanh phd Thi Die, Thanh pho
Minh, Phudng Théo Dién, Thanh phé Tha | H Chi Minh

Pirc, Thanh phd H6 Chi Minh.

2 Tén co s& san xuat: Tén co s& san xuat:
3 A . A 4
San xuat boi; Aveflor, S.A. San xuat boi: Aveflor, a.s.

3. Tai liéu lién quan:
- Gidy chiig nhén ISO 13485 cua co so san xuét Aveflor, a.s.
- Giy chimg nhan Dang ky doanh nghi¢p ctia Cong ty TNHH Thuong mai va Dugc pham Sang.

Co s& xin cam két:
- Chép hanh nghiém chinh céc quy dinh ctia phép ludt Viét Nam
- Chiu trach nhiém trude phap luat v& tinh chinh xéc cta ndi dung hd so duge cép nhat.
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CONG HOA XA HOI CHU NGHIA VIET NAM
Poc lap - Ty do - Hanh phic

Thanh phé Ho Chi Minh, ngay 21 thang 07 ném 2023

VAN BAN THONG BAO CAP NHAT
Thong tin trong hd so cong b ticu chuin ap dung
ciia Trang thiét bi y té loai B
Cdp nhdt lan: 3
Kinh gui: S& Y té TP H6 Chi Minh
1. Sb cong bd: 220003788/PCBB-HCM  Ngay: 28/11/2022

2. Thong tin cap nhat:

STT Néi dung di cong bd Ngi dung cip nhat

1 Nhan phuy tiéng Viét
DERMATIX WOUND CARE. Tuyp 20g | Cap nhat lai ni dung céc mau nhén phy
Nhan phu tiéng Viét

DERMATIX WOUND CARE. Tuyp 50g

3. Tai ligu lién quan:
- MAu nhén phy tiéng Viét DERMATIX WOUND CARE. Tuyp 20g;
- MAu nhan phu tiéng Viét DERMATIX WOUND CARE. Tuyp 50g;

Co sé xin cam két:
- Chép hanh nghiém chinh cac quy dinh ctia phap luat Viét Nam
- Chiu trach nhi¢m trude phap luét vé tinh chinh xac ctia ndi dung hd so duoc cap nhét.
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NHAN PHU TIENG VIET
DERMATIX® WOUND CARE. Tuyp 20g

Gel hydrocolloid chim séc vét thwong DERMATIX® WOUND CARE. Tuyp 20g.
Thanh phan: Xin xem muyc "COMPOSITION" trén vo hop.

SX béi: Aveflor, A.S., Budceves 26, 507 32 KopidIno, Cong hoa Sec cho Oystershell NV, Bi. Chli s& hiru TTBYT:
Oystershell NV, Nijverheidsweg 10, 9820 Merelbeke, Bi. Xuat x: Bi

Chti s& hivu s6 lwu hanh TTBYT/ Co’ s& bao hanh/ Nha nhép khdu: Céng ty TNHH Thuong mai va Dugc pham
Sang, 11/9 Ngé Quang Huy, Phuding Thao Dién, Thanh phd Thia Birc, TP H6 Chi Minh.

Théng tin canh bao: Khong sir dung néu ban qua man cam hodc dj (rng véi bat ky thanh phan nao ctia san pham.
Chi bdi ngoai da. Muc dich va Hwéng din st dung: xem trong t& Hudng dén st dung kém theo. Hwéng dan bdo
quan: Bdo quan san phdm tir 5 dén 25°C. Tranh xa tam tay tré em. 56 16, Han s dyng: xin xem LoT], & trén
bao bi.

$8 Iwu hanh TTBYT: 220003788/PCBB-HCM




NHAN PHU TIENG VIET
DERMATIX® WOUND CARE. Tuyp 50g

Gel hydrocolloid chim séc vét thwong DERMATIX® WOUND CARE. Tuyp 50g.

Thanh phan: Xin xem muc "COMPOSITION" trén vd hép.

SX b&i: Aveflor, A.S., Budceves 26, 507 32 Kopidlno, Céng hoa Sec cho Oystershell NV, Bi. Chil s& hivu TTBYT:
Oystershell NV, Nijverheidsweg 10, 9820 Merelbeke, Bi. Xut xi: Bi

Chi s& hitu s8 lwu hanh TTBYT/ Co’ sé& bao hanh/ Nha nhédp khau: Cong ty TNHH Thuong mai va Duge pham
Sang, 11/9 Ngd Quang Huy, Phuding Thao Bién, Thanh phé Tha Bire, TP H6 Chi Minh.

Thoéng tin cadnh bao: Khéng st dung néu ban qué man cdm hoéc dj (rng v&i bat ky thanh phan nao cta san pham.
Chi bdi ngoai da. Muc dich va Hwéng dan sir dung: xem trong t& Huwéng dan sir dung kém theo. Hwéng dén béo
quan: BAo quan san pham tir 5 d&n 25°C. Trénh xa tam tay tré em. S& 16, Han st dung: xin xem [LOT], &3 trén
bao bi.

S$6 lwu hanh TTBYT: 220003788/PCBB-HCM




