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THONG TIN

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

S6 cong bd: 230000715/PCBB-HCM
Ngay cong bo: 07/04/2023

1. Tén co s¢ cong bd: VAN PHONG DAI DIEN RECKITT BENCKISER
(THAILAND) LIMITED TAI :FHANH PHO HO CHI MINH )

2. Pia chi: Phong 402, lau 4, s6 235, duong Pong Khoi, Phuong Bén Nghé,
Quan 1, Thanh phé H6 Chi Minh

3. S6 vin ban cua co so: 03/2023/Play Warming Ngay: 05/04/2023

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té: Gel boi tron

Tén thuong mai: Durex Play Warming Lube

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

Chung loai: Durex Play Warming Lube

M3 san pham (néu co):

Quy cach dong goi: Chai 100 ml

Muc dich sir dung: Gel boi tron Durex Play Warming Lube dugc sir dung dé
lam giam kho6 &m dao va giam kho chiu ¢ vung kin.

Tén co s& san xuat: Reckitt Benckiser Healthcare Manufacturing (Thailand)

Ltd.
Dia chi co s& san xuét: 65 Moo 12 Lardkrabang-Bangplee Rd., Bangplee,

Samutprakarn, 10540, THAILAND

Tiéu chuén chét luong san pham 4p dung: Tiéu chuin co s&

5. B6i voi trang thiét bi y té chira chit ma tay, tién chat (néu co):
6. Thong tin vé chu so hitu trang thiét bi y té:

Tén chu sé hiru: Reckitt Benckiser Healthcare (UK) Ltd.

Dbia chi chu sé hiru: Dansom Lane, GBR, Hull, North Humberside, HU8 7DS,
UNITED KINGDOM

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

8. SO cong bo du dicu kién san xuat doi voi trang thiét bi y t€ san xuat trong



nuoc:

9. Thanh phan hd so: ’ ’ ’
1 | Van ban cong bo ti€u chuan ap dung cua trang thiét bi y té thudc loai
B.
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485
3 | Gidy uy quyén cta chi s& hitu trang thiét bi y té
4 | Gidy x4c nhan du diéu kién bao hanh
5 | Tai liéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét
6 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bo ap dung
7 | Gidy chtrng nhan luu hanh tu do ddi véi trang thiét bi y té nhap khau




