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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: 220001760/PCBB-BYT
Ngay cong bo: 25/03/2022

1. Tén co s6 cong bd: VAN PHONG DAI DIEN BESINS HEALTHCARE (
THAILAND) CO.,LTD. TAI THANH PHO HO CHI MINH N
2. Dia chi: phong 1002, ting 10, toa nha Centre Point, s6 106, duong Nguyéen
Vin Trdi, phuong 8, quan Phii Nhuén, thanh phd Ho Chi Minh, Phuong 08,
Quan Pht Nhuan, Thanh phé H6 Chi Minh

3. S van ban cua co sé: 02/2022-CBTC-B Ngay: 25/03/2022

4. Trang thiét bi y té thuoc loai B

Tén trang thiét bi y té: Gel gitr am dit am dao

Tén thuong mai: Regelle

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

Chung loai: Regelle

M san pham (néu co):

Quy céch dong gbi: Hop 6 tube

Muc dich str dung: Gel gitt 4m dat 4m dao dung trong chi dinh: phu nir bi teo
am dao, kh6 am dao do cac nguyén nhén sau: man kinh va sau man kinh, giai
doan sau khi sinh hogc cho con b, dung thudc tranh thai duong uong, phau
thuat cat budng trirng, ro1 loan mién dich, li¢u phap hocmon, hoa xa tri viung
chau hay do stress, ngtra rat, kich ung, kho chiu.

Tén co sé san xuat: Kora Corporation Ltd (trading as Kora Healthcare)

Dia chi co s san xuit: Swords Business Park, Swords, Co Dublin, Ai-len
(Ireland)

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 so hitu trang thiét bi y té:

Tén chu s& hitu: Kora Corporation Ltd (trading as Kora Healthcare)
Pia chi chu sé hiru: Swords Business Park, Swords, Co Dublin, Ai-len
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(Ireland)
7. Thong tin vé co s& bao hanh (néu co):

8. SO cong bo du dieu kién san xuat doi vaoi trang thi€t bi y t€ sdn xuat trong
nudc:

9. Thanh phan hd so:

1 | Gidy ching nhan dat tiéu chuin quan 1y chat luong ISO 13485 X
2 | Gidy uy quyén ctia chii s& hitu trang thiét bi y té X
3 | Gidy xé4c nhan du diéu kién bao hanh X
4 | Tai liéu mo ta tom tat k§ thuat trang thiét bi y té bang tiéng Viét X
5 | Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong bd ap dung X
6 | Gidy chtrng nhan luu hanh tu do ddi véi trang thiét bi y té nhap khau X




