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S4: 200001809/PCBA-HCM Tp H6 Chi Minh, ngay 09 thang 10 ndm 2020

PHIEU TIEP NHAN

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

1. Tén co s& cong bdé: CONG TY TNHH TRANG THIET BI NHA KHOA
2. bia chi: 199 Nguyén Thi Minh Khai, Phuong Nguyén Cu Trinh, Quan 1, Thanh pho H6 Chi
Minh

3. S6 vin ban dé nghi cta co sé: 02/DOE/CG/2020 Ngay: 29/09/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Vat liéu nha khoa

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

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

Tén chu s¢ hiru: Colténe/ Whaledent GmbH + Co. KG,

Dia chi chu s¢ hitu: RaiffeisenstraBe 30, 89129 Langenau, Germany

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té
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Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi 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 nude

NGUOI TIEP NHAN HO SO

Ky bgi: Pham Thi Thanh
Huyeén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S& Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 09-10-2020
17:29:58 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

1T

Tén trang thiét bi y té

Chiing loai/ mi san phim

Hang, nwdc sin xuat

Hang, nudc chu s¢ hitu

Dung cu dung trong nha khoa: Thanh mai k& rang

Roeko Steel separating strips

Vit liéu nha khoa: Dung dich kiém tra d6 nhay cam

Colténe/Whaledent GmbH + Co. KG, DPtrc

2| Roeko Endo-Frost
cua rang
o A e s - Colténe/Whaledent Inc. &
3 [Cay dlia ong tuy dung trong nha khoa HyFlex CM Niti Files Colténe/Whaledent GmbH + Co. KG, My
4 |Cay diia 6ng tiry ding trong nha khoa HyFlex CM Introkits Coltene/Whaledent GmbH + Co. KG, Buc
A A e s P Colténe/Whaledent Inc. &
5 |Cay diia Oong tiy dung trong nha khoa HyFlex GPF Niti Files Colténe/Whaledent GmbH + Co. KG, Mg
6 |Dungcu dl‘lng trong nha khoa: Ch} co nu(?'u Roeko Retracto TW|_sted non-_lmpregnated Colténe/Whaledent GmbH + Co. KG, Pic
7 |Dung cu dung trong nha khoa: Chi co nuéu Roeko Retracto Braided non-impregnated
Coltene/Whaledent GmbH + Co. KG
8 |Dung cu dung trong nha khoa: Chi co nuéu Roeko Stay-put non-impregnated Dentalia Dentélgyartmany Korlatolt
FeleLosségu Tarsasag, Hungary
9 |Dung cu dung trong nha khoa: Gac vo trung Roeko Comprecap
10 [Dung cu dung trong nha khoa: Gac vo6 trung Roeko Comprecap anatomic
11 |Dung cu dung trong nha khoa: Gac v trung Roeko Cotton-roll
12 [Dung cu dl‘mg trong nha khoa: Gac V? trl‘mg Roeko Luna Colténe/Whaledent GmbH + Co. KG, Dirc
13 [Dung cu dung trong nha khoa: Gac v trung Roeko Luna Gold
14 [Dung cu dung trong nha khoa: Gac v trung Roeko Parotisroll
15 |Dung cu dung trong nha khoa: Gac v trung Roeko Cotton Pellets
16 |Dung cu hit nudc bot dung trong nha khoa Roeko Surgitip
17 |Dung cu dung trong nha khoa: Gac v0 trung Roeko Denta
18 |Dung cu dl‘mg trong nha khoa: Tfitm traf V(A) trl‘mg Roeko S!mplex Dentalia Dentalgyartmany Korlatolt
19 |Dung cu dung trong nha khoa: Tam trai v trung Roeko Simplex-Plus FeleL osséqu Térsasig, Hungar
20 |Dung cu dung trong nha khoa: TAm trai vo tring Roeko Simplex-Plus Maxi g y
21 |TAm phu v6 trung cho ghé phau thuat Roeko Headrest covers on a roll
22 | TAm phi v6 tring cho ghé phau thuat Roeko Steri-sleeve
23 [Dung cu dung trong nha khoa: Tam trai vo tring Roeko Steri-Quick
24 IDung cu ce;n dE}nh g%e,l khop cev’m rilng Hanel Artlculfatlng Eaper Colténe/Whaledent GmbH + Co. KG, Duc
25 |Dung cu can danh gia khop can rang Hanel Occlusion Foil
26 |Dung cu can danh gia khdp cin ring Hanel OccluFoil+
27 |Dung cu cin dénh gid khép cin ring Hanel Shimstock Foil

Coltene/Whaledent GmbH +
Co. KG, btic
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