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THONG TIN

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

S6 cong bd: 260001353/PCBB-HN
Ngay cong bo: 04/05/2026

1. Tén co s cong bd: CONG TY TNHH PAU TU VA THUONG MAI HPT
2. bia chi: LK6-17, Khu do6 thi An Hung, Phuong Duong Noi, Thanh pho Ha
Noi

3. S6 vin ban cua co so: 8386/2026/HPT-CV Ngay: 04/05/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bom tiém insulin

Tén thuong mai (néu co):

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

Chung loai: 1632912B; 1633012B; 1633051B; 1633151B; 1652912B;
1653012B; 1653051B; 1653151B; 1612912B; 1613012B; 1613051B;
1613151B; 1612812B; 1612712B; 1612758B; 1652812B; 1652712B;
161311564B; 163311564B; 165311564B; 1633051; 1653051; 1613051;
1653151; 1613151; 1613012; 1612512; 165311564; 161311564; 1652912;
1612912.

M3 san pham (néu co):

Quy cach dong goi:

Mug dich st dung: Puogc st dung cung voi cac thiét bi khac, dé tiém/truyén
thuoc, dich hoac mau vao tinh mach.

Tén co so san xuat: ZHEJIANG KINDLY MEDICAL DEVICES CO., LTD
Dia chi co s san xuat: NO. 758, 5th Binhai Road, Binhai Industrial Park,
Longwan District, 325025 Wenzhou, ZheJiang Province, People’s Republic of
China. , CHINA

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

5. Ddi 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 so hitu: Sol-Millennium Medical, Inc
bia chi chu sé hiru: 311 S Wacker Drive, Suite 4100, Chicago, IL 60606,
USA., UNITED STATES

7. Thong tin vé co s& bao hanh (néu co):
8. S6 cong bd du diéu kién san xuat di v6i thiét bi y té san xudt trong nudc:
9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan 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 | Tailiéu mo ta tom tat k¥ thuat thiét bi y t€ bang tieng Viét, kém theo | ¢

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chirng nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung

7 | Giay chimg nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
dbi voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co) X




