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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: 260000701/PCBA-HCM
Ngay cong bo: 04/05/2026

1. Ién co §é’ cong bd: CONG TY TNHH MTV THUGNG MAI KY THUAT
DONG TAY N ‘ ,
2. bia chi: 136/15/7 Nguyén Thugng Hién, Phuong Hanh Thong, Thanh pho
Ho6 Chi Minh

3. S6 vin ban cua co so: 04-CBA-DONGTAY Ngay: 28/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: DUNG CU THAM KHAM, PHAU THUAT

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 dich str dung: Dung cu phﬁu thuat co thé tai sur dung, duogc st dupg dé
thao tac thu cong, xir Iy va chan dodn mo trong qua trinh can thiép phau thuat
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuén,chéit lugng san pham ap dung: ISO 13485, CE, Theo tiéu chuan
nha san xuat

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: Zepf Medical Instruments Gmbh

bia chi chu s¢ hitu: D — 78606 Seitingen Oberflacht, GERMANY

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

Tén co s6: CONG TY TNHH MTV THUONG MAI KY THUAT PONG



TAY

Pia chi: 136/15/7 Nguyén Thuong Hién, Phudng Hanh Thong, Thanh phd H
Chi Minh

Pién thoai ¢b dinh: 0283 8431116 Dién thoai di dong: 0903813257

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 t& 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 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

10 | Tai liéu khac (néu c6) X




BANG KE CHI TIET TRANG THIETBI Y TE

STT | TENTRANG | PO | CHUNG LOAI SAN MA TEN CO SO SAN TEN COSOCHU | TENCO SO | DIA CHI CO SO
THIETBIY | N VI PHAM SAN | XUAT/ HANG,NUGC | SO HUU/ HANG, | BAO HANH BAO HANH
TE TIN PHAM SAN XUAT NUGC CHU SO
H HUU
1 | Dung cu nao Céai | 70-7410-08; 70-7410-10; - Zepf Medical Zepf Medical Cong Ty 136/15/7 Nguyén
tur cung 70-7410-12; 70-7410-14 Instruments Gmbh/ Instruments Gmbh/ | TNHH MTV Thuong Hién,
Germany Germany Thuong Mai | Phuong Hanh Théng,
K§ Thuat Thanh Phb Hb Chi
Dong Tay Minh, Viét Nam
2 | Ong rua tur Céai | 70-7425-08; 70-7425-10; - Zepf Medical Zepf Medical Cong Ty 136/15/7 Nggyén
cung 70-7425-12 Instruments Gmbh/ Instruments Gmbh/ | TNHH MTV Thugng Hien,
Germany Germany Thuong Mai | Phuong Hanh Thong,
K§ Thuét Thanh Phé Hb Chi
Dong Tay Minh, Viét Nam
3 |Dungcunédng | Cai |46-4103-19; 46-4104-18; - Zepf Medical Zepf Medical Cong Ty 136/15/7 Nggyén
46-4105-18; 46-4106-18; Instruments Gmbh/ Instruments Gmbh/ | TNHH MTV Thuong Hien,
46-4106-20; 46-4107-19; Germany Germany T?{‘{O’?ﬁ I\f[t?“ P}_Il_‘rl]ggﬁ :;'ﬁnw_hgr??
. . ¥y Thua o Ho
46-4109-19; 46-4111-16; Déng Tiy Minh, Viet Nam

46-4113-16; 46-4114-01;
46-4114-02; 46-4115-20;
46-4117-14; 46-4119-19;




