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S4: 190001584/PCBA-HCM Tp H6 Chi Minh, ngay 26 thang 12 nim 2019

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin 4p dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bdé: CONG TY TNHH DUGC Y TE NGUYEN HAI
2. bia chi: s0 17, BPuong s6 4B, Khu Dan Cu Pai Phuc, Xa Binh Hung, Huyén Binh Chanh,
Thanh ph6 H6 Chi Minh

3. S6 van ban dé nghi cta co so: 17/2019/CV-NH Ngay: 20/12/2019
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Gang tay y té khong tiét tring

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chudn 4p dung: Tiéu chuan ap dung trang thiét b y té loai A

5. Thong tin vé chu s hiru trang thiét bi y té :

Tén chu sé hitu: A1 Globe Sdn. Bhd, Malaysia; RubberCare Protection Products Sdn. Bhd;
Maxter Glove Manufacturing Sdn.Bhd, Malaysia

DPia chi cha sé htru: NO.319 ,Jalan Haruan 5/7, Pusat Komersial Oakland II, 70300 Seremban,
Negeri Sembilan; 110 Lorong Senewang Empat, Senawang Industrial Estate, 70450 Seremban,
Negeri Sembilan; Lot 6070, Jalan Haji Abdul Manan, 6th Miles Pff Jalan Meru, 41050 Klang,
Selango

6. Thong tin vé co s¢ bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 | Giay chung nhén dat ti€u chuan quan ly chat lugng con hiu luc tai thoi diém ndp ho so.

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy ching nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét b y té cong
bo 4p dung

8 | Tai liu hudng din sir dung cua trang thiét bi y té




Mau nhén sé& st dung khi lvu hanh tai Viét Nam cia trang thiét bi y té

10

Giay chung nhan luu hanh ty do con hiéu luc tai thoi diém ndp ho so doi voi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

\ (/u ube

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

s TEN TRANG THIET BI | PON VI |CHUNG LOAI gg;g’“c%ﬁ' TEN CO SO SAN XUAT/ II%}L,C}(I’ ;lgccgggg
Y TE TINH SAN PHAM (NEU C ()) HANG, NUOC SAN XUAT CHU S6 HUU
Ging tay y té khong tiét
1 |frung dang bt Al Globe Sdn. Bhd, Malaysia Al Globe Sdn. Bhd,
Malaysia
G?ng - téAkhéng i RubberCare Protection RubberCare Protection
p |trung dang bot Poi Powdered 50 d6i/hop . |Products Sdn. Bhd,
Products Sdn. Bhd, Malaysia :
Malaysia
Ging tay y té khong tiét Maxter Gl Manufacturi Maxter Glove
3 |trung dang bot axter Slove Manufaciring Manufacturing Sdn. Bhd,
Sdn. Bhd, Malaysia i
Malaysia
Ging tay y té khong tiét
4 |trung Poi | Powdered Free | 50 doi/hop |Al Globe Sdn. Bhd, Malaysia Al Globe Sdn. Bhd,

Malaysia
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