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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260001017/PCBA-HN
Ngay cong bo: 01/06/2026

1. Tén co s& cong bé: CONG TY TNHH QUOC TE PTC VIET NAM

2. Pia chi: SO 22 NGO 122/46 PUONG KIM GIANG, Phuong Pinh Cong,
Thanh phb Ha Noi

3. S6 vin ban cuia co so: 29/2026-VBCA Ngay: 21/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Kinh hién vi

Tén thuong mai (néu c¢6): Kinh hién vi

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

Chung loai: PAS3BIO, PAS3FS6, BA210, BA310, BA410, BA210-T, BA310-
T, BA410-T, SK200, SK200-T, SK210, SK210-T, SK220, SK220-T, SK150,
SK150-T, SK160, SK160-T, BI-220, AE30, AE31, AE31E, AE2000,

AE2000T, BA210E, BA310E, BA410E, BA210S PA43 Panthera Cloud,
Panthera C2, Panthera E2

M3 san pham (néu co):

PA53BIO, PA5S3FS6, BA210, BA310, BA410, BA210-T, BA310-T, BA410-
T, SK200, SK200-T, SK210, SK210-T, SK220, SK220-T, SK150, SK150-T,
SK160, SK160-T, BI-220, AE30, AE31, AE31E, AE2000, AE2000T,
BA210E, BA310E, BA410E, BA210S PA43 Panthera Cloud, Panthera C2,
Panthera E2

Quy cach dong goi:

Muc dich str dung: Puoc str dung phuc vu cho quan sat va phan tich cac mau
sinh hoc.

Tén co so san xuat: Motic China Group Co., Ltd.

Dia chi co s6 san xudt: 1st, 3rd, 4th and 5th Floor, #6 Building, No. 810
Fangshan Nan Road, Torch High-Tech Zone, Xiang'an District, Xiamen City,
Fujian Province, P.R. China, CHINA



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

5. Doi véi thiét bi y té chta chat ma tay, tién chét (néu c6):
6. Thong tin vé chu so hitu thiét bi y té:

Tén chu sé hiru: Motic Hong Kong Ltd.

bia chi chu sé hiru: Unit 1712, 17th Floor, Exchange Tower, 33 Wang Chiu
Road, Kowloon Bay, Kowloon, Hong Kong, HONG KONG

7. Thong tin vé co s& bao hanh (néu co):
Tén co s6: CONG TY TNHH QUOC TE PTC VIET NAM

Dia chi: S6 22, ngach 46, ngd 122 duong Kim Giang, Phuong Pinh Cong, TP
Ha Né1, Viét Nam, Phuong Dinh Cong, Thanh phd Ha Noi

Dién thoai ¢b dinh: + (84) 2432022069  Dién thoai di dong: 0912 850 130
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy 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 liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y té ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu hudéng dan st dung cua thiét bi y té X
8 | MAu nhin thiét bj y té X

9 | Tai liéu khac (néu co) X




