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84: 190000937/PCBA-HCM Tp H6 Chi Minh, ngay 28 thang 08 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 MEDIGROUP VIET NAM

2. bia chi: Tang 10, Toa nha Etown Central, 11 Poan Vin Bo, Phuong 12, Quan 4, Thanh phé Ho
Chi Minh

3. S6 van ban d& nghi cua co so: 15.19-SB/MG-MOH Ngay: 26/08/2019

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Cum vat tu tiéu hao dung cho may xét nghiém dién di mao quan Capillarys
3
Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan 4p dung: ISO 13485

5. Thong tin vé chu s hitu trang thiét bi y té :
Tén chu sé hiru: SEBIA

DPia chi chu sé htru: 27, rue Léonard de Vinci, Parc Technol. Léonard de Vinci, CP 8010 Lisses,
91008 Evry Cedex, France
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 1y 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

9 | Mau nhan s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té




10

Giay chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so doi1 vai trang thiét
bi y t€ nhap khau hodc Phiéu tiép nhan ho so cong bo du di€u kién san xuat trang thiét
biy t€ doi voi TTBYT san xuat trong nudc

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

TEN TRANG - 2 R n 2 R . TEN CO SO SAN XUAT/ HANG, TEN CO SO CHU SO HU'U/ HANG, TEN CO SO BAO | PIA CHI CO SO
ST rHiET BLY TE ORI A MA SAN PHAM NUGC SAN XUAT NUGC CHU SO HU'U HANH BAO HANH
1| Vattutidu hao Ca'ﬁ;;ig‘:"g/ TUBES AND CAE:;;OR CONTROLS 9205 SEBIA, France SEBIA, France Khéng ép dung Khéng &p dung
- CailGoi/Thung/ | CAPI 3 BINS FOR USED REAGENT . .
2 Vat tu tiéu hao Hop/ Bo CUPS (5) 2581 SEBIA, France SEBIA, France Khong ap dung Khong ap dung
3 | Vit tw tibu hao Ca'ﬁ;p'g‘g‘"g/ CAPI 3 REAGENT CUPS (24  14) 2582 SEBIA, France SEBIA, France Khéng ap dung Khéng ép dung
4 | Vittrtieuhao | CAVCOUThUng/ |TUBES AND CAPS FOR CONTROLS 9202 SEBIA, France SEBIA, France Khéng ép dung Khéng &p dung
Hop/ Bd (20)
5 Dung dich rira Ca'ﬁ;p'g‘g‘"g/ CAPILLARYS 3 CAPICLEAN 2060 SEBIA, France SEBIA, France Khéng ap dung Khéng ép dung
6 Dung dich rira Cai/cai/Thung/ | CAPILLARYS 3 WASH SOLUTION 2062 SEBIA, France SEBIA, France Khéng ép dung Khéng &p dung

Hop/ Bo
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