SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM

TP HO CHi MINH Poc lap - Tu do - Hanh phic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260002251/PCBB-HCM
Ngay cong bo: 16/07/2026

1. Tén co s& cong bé: CONG TY TNHH Y KHOA PERFECT U

2. Pia chi: S6 30 duong 103-TML, Phudng Cat Lai, Thanh phd HO Chi Minh
3. S6 vin ban cia co so: 1606-4/VBCB/PU Ngay: 09/07/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Dung dich xit chdm soc vét thuong Collagen tai to hop

Tén thwong mai (néu c6): Medical Recombinant Human Collagen Repair
Spray

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

Chung loai: 5g/Bottle, 7g/Bottle, 10g/Bottle, 20g/Bottle, 30g/Bottle,
50g/Bottle, 80g/Bottle, 100g/Bottle

M3 san pham (néu co):

Quy cach dong goi: 5g/Chai, 7g/Chai, 10g/Chai, 20g/Chai, 30g/Chai,
50g/Chai, 80g/Chai, 100g/Chai ‘ ,

Muyc dich str dung: Tao mot 16p bé07 vE trén bé mat V§t thuong, hoat dong phu’
mot rao can vat ly. Buoc s dung dé cham soc cac vét thuong nong nhu veét
thuong nho, tray xudc, vét rach va ving da xung quanh.

Tén co so san xuat: SHANDONG D-NUTRIMEC BIOMEDICAL CO., LTD
Pia chi co s¢ san xuat: 218 meters east of the intersection of Qingnian Road
and Dingdang Road in Tianzhong Street, Dingtao District, Heze City,
Shandong Province, CHINA

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

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

6. Thong tin vé chu so hitu thiét bi y té:

Tén chu s¢ htru: SHANDONG D-NUTRIMEC BIOMEDICAL CO., LTD



Dia chi chu s hitu: 218 meters east of the intersection of Qingnian Road and
Dingdang Road in Tianzhong Street, Dingtao District, Heze City, Shandong
Province, CHINA

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu s¢ hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




