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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: 260000571/PCBA-HCM
Ngay cong bo: 21/04/2026

1. Tén co s cong bd: CONG TY TNHH VAVIM

2. bia chi: S6 124 Puong Truong Vin Bang, Phuong Cat Lai, Thanh phé Ho
Chi Minh

3. S6 vin ban cua co so: 01.CBA.VAVIM Ngay: 14/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bj y té: Thé thong minh, gidy in nhiét ding cho may xét nghiém lang
mau tu dong HumaSRate 24PT

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 st dung: The thong minh Smart Card dugc st dung dé luu sb luong
xet nghiém cho may xét nghiém toc d6 lang mau HumaSRate 24PT.

Giay in nhiét dugc str dung d€ in cho may xét nghiém toéc do lang mau
HumaSRate 24PT.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuén chét luong san phdm 4p dung: Tiéu chuin nha san xuét

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu co):

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

Tén chu s& hiru: Human Gesellschaft fiir Biochemica und Diagnostica mbH
bia chi chu s hiru: Max-Planck-Ring 21, 65205 Wiesbaden, GERMANY

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
9. Thanh phan ho 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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 t€ cong bo 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 vaoi thiét bi y té nhap khau.

10 | Tai liéu khéac (néu c6) X




BANG KE CHI TIET THIET BI Y TE

_ _ _ _ h QUY CACH TEN CO SO SAN TEN CO SO CHU SO _ ) TEN CO SO BAO
STT TEN THIET BI Y TE CHUNG LOAI MA SAN PHAM | PONG GOI | XUAT/HANG, NUOC | HUU/ HANG, NUOC DIA CHI SAN XUAT | HANH VA PIA CHI
(NEU CO) SAN XUAT CHU SO HUU BAO HANH

Building 1, YHLO Biopark
Thé théng minh lru s6 lwong xét SHENZHEN YHLO HUMAN Gesellschaft fiir | Baolong 2nd Road, Baolong

1 nghiém cho may xét nghiém ling Smart Card for HumaSRate 24PT 15024/12 1200 test BIOTECH CO., LTD/ Biochemica und Subdistrict, Longgang District
mau tu dong HumaSRate 24PT Trung Quéc Diagnostica mbH/ Buc 518116 Shenzhen, Peoples

Republic of China
Khoéng cé
Gidy in nhiét ding trén may Thermal Printer Paper Hop 5 cudn x HUMAN Ges-ellschaft fur HUMI.AN Ges.e llschaft fiir Max-Planck-Ring 21, 65205
2 15024/100 Biochemica und Biochemica und R
HumaSRate 24PT for HumaSRate 24PT 57 x 30 mm . R i . . i Wiesbaden, Germany
Diagnostica mbH/ Dirc Diagnostica mbH/ Buc




