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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: 260000337/PCBA-HN
Ngay cong bo: 27/02/2026

1. Tén co s¢ cong bé: CONG TY CO PHAN VAT TU VA TRANG THIET
BI'Y TE CMD , , ’

2. bia chi: Tang 11 toa nha Zen Tower, S6 12 Puong Khuat Duy Tién,
Phuong Thanh Xuan, Thanh phé Ha No61

3. S6 vin ban cua co so: 2702/CMD-VBDN/2026 Ngay: 27/02/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: Dén phiu thuat (Pén mo )

Tén thuong mai (néu co):

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc (jich st dung: Bén mo QHQC thiét lgé dé su dung trong phau thuat, diéu tri
va chan doan trong phong moé/phong dicu tri.

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485: 2016

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

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

Tén chu s hiru: Shandong Chenhong Medical Technology., Ltd.

bia chi chu sé hitu: Xingtan Road and Jinlan Road intersection, Qufu City,
Jining City, Shandong Province, CHINA

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

Tén co so: Cong ty Co phan Vat tu va Trang thiét bi Y t&¢ CMD



Dia chi: Tang 11 toa nha Zen Tower, s6 12 Puong Khuat Duy Tién, Phuong
Thanh Xuan, Thanh pho Ha N1

Dién thoai ¢d dinh: 02471094666 Dién thoai di dong: 0914254215
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 | Vin ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai A. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd 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 sé hitu thiét |

bi y té cong bd ap dung
7 | Tai liéu huéng dan sir dung cta thiét bi y té X
8 | Mau nhian thiét bi y té X

9 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.
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Dén phiu thuat LED Shadowless Chenhong Medical Chenl}ong Cong ty €O phE}n Yat Tang 11, toa’nha Zen.trower, s012
1 Dénmd) ‘ Cai Operating Lamp CHGLED700 Technology., Ltd./ Medical tu va Tr?ng thietbi Y| duong Khuat Duy Tlén? phuc‘mg
CHIN A’ Technology., té CMD Thanh Xuén, thanh pho Ha Noi

Ltd./ CHINA
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De(nDpél:la;éh)u o Cai IE)EI:r:tlilsdi\zlrzss CHGLEDS500 ,?;iﬁig?f Megiza/l Medical tu va Trang thiét bi Y|  duong Khudt Duy Tién, phudng
P & P CHI%\Iy/: “| Technology., té CMD Thanh Xuén, thanh phé Ha Noi
Ltd./ CHINA
Shandong Shandong
Dén phau thuat .. LED Shadowless [CHGLED700/ Chenhong Medical Chenhong Con‘g ty €6 plfn Yat Tang 11, toaA’nha Zen‘tAower, SP 12
(Bén mb ) Cai Operatine Lam 700 Technoloey.. Ltd./ Medical tu va Trang thietbi Y|  duong Khuat Duy Tién, phuong
perating ~amp CHHg\Iy | Technology., t6 CMD Thanh Xuén, thanh phd Ha Noi

Ltd./ CHINA
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Dén phau thuat .. LED Shadowless [CHGLED700/ Chenhong Medical Chenhong Con‘g ty €0 pha:n Yat Tanfg 11, toaA’nha Zen‘tiower, S,O 12
(Bénmd) Cai Operatine Lam 500 Technoloev.. Ltd./ Medical tu va Trang thiet bi Y|  duong Khuat Duy Tién, phuong
P £ P CHI%\Iy/: “| Technology., té CMD Thanh Xuén, thanh phé Ha Noi
Ltd./ CHINA
Shandong Shandong
Dén phau thuat .. LED Shadowless [CHGLED500/ Chenhong Medical Chenhong Con‘g ty €6 plfn Yat Tanfg 11, toaA’nha Zen‘tAower, SF) 12
(Bén mb ) Cai Operatine Lam 500 Technoloey.. Ltd./ Medical tu va Trang thietbi Y|  duong Khuat Duy Tién, phuong
perating -amp CHHg\Iy ] Technology., 6 CMD Thanh Xuan, thanh phé Ha Noi

Ltd./ CHINA
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De(nDpél:la;éh)u o Cai IE)EI:r:tlilsdi\zlrzss CHYLED700 ,?;iﬁig?f Megiza/l Medical tu va Trang thiét bi Y|  duong Khudt Duy Tién, phudng
P & P CHI%\Iy/: “| Technology., té CMD Thanh Xuén, thanh phé Ha Noi
Ltd./ CHINA
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Den vhiy thust LED Shadowl Chenhon Megdical Chenhong Cong ty Co phan Vat| Tang 11, toa nha Zen tower, s6 12
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(Pén mod ) Operating Lamp Technology., Ltd./ £ A \ A 113 NIA
CHINA Technology., te CMD Thanh Xuan, thanh pho Ha N¢i

Ltd./ CHINA




