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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220002073/PCBB-HCM
Ngay cong bo: 21/06/2022

1. Tén co s& cong bd: CONG TY TNHH THUONG MAI DICH VU THIET
BI Y TE THE GIOI NHA , o
2. bia chi: 77/36 L& Hoang Phai, Phuong 17, Quan Go Vap, Thanh phé H6
Chi Minh

3. S6 vin ban cua co so: 14062022 Ngay: 15/06/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y té&: Chi khau phau thuat khong tu tiéu

Tén thuong mai:

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich str dung: Dung dé khau viét thuong trong phau thuét nha khoa
Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

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

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ htru: TH.KAZANTZIDIS S.A

Dia chi chu s¢ hitu: INDUSTRIAL AREA, P.O BOX 161100 KILKIS,
GREECE

7. Thong tin vé co s& bao hanh (néu co):
Tén co sé: CONG TY TNHH TMDV TBYT THE GIOI NHA

Dia chi: 77/36 Lé Hoang Phai, Phuong 17, Quan Go Vap, Thanh phé Ho Chi
Minh



Dién thoai cb dinh: 0931 426 979 Dién thoai di dong:

8. SO cong bo du dicu kién san xuat doi voi trang thi€t bi y t€ san xuat trong
nudc:

9. Thanh phéan hd so:

1 | Van ban cong b6 tiéu chuan ap dung doi véi trang thiét bi y té thudc X
loai B

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X

3 | Gidy y quyén cta chi s¢ hitu trang thiét bi y té X

4 | Gidy x4c nhan du diéu kién bao hanh X

5 | Ban tiéu chuan ma chu so hitu trang thiét bi y té cong b ap dung X

6 | Gidy chirng nhan luu hanh tu do ddi véi trang thiét bi y té nhap khau | x




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

SAN XUAT

NUOC

Chi khau phau thuat khong ti tiéu

PROFIMED PR100DTB; PROFIMED
PR100DTZ; PROFIMED PR110D;
PROFIMED PR110DZ-3; PROFIMED
PR111D; PROFIMED PR121DZ;
PROFIMED PR121D; PROFIMED
PRI121T; PROFIMED PR122D;
PROFIMED PR122TB; PROFIMED
PR122T; PROFIMED PR123;
PROFIMED PR123D; PROFIMED
PR124DZ; PROFIMED PR124D;
PROFIMED PR 142DZ; PROFIMED
PR142D; PROFIMED PR143DZ;
PROFIMED PR 143D; PROFIMED
PR144DZ; PROFIMED PR 144D;
PROFIMED PR 144Z; PROFIMED
PR144; PROFIMED PR200D;
PROFIMED PR200DZ; PROFIMED
PR210D; PROFIMED PR210T;
PROFIMED PR210TB; PROFIMED
PR211DZ; PROFIMED PR211D;
PROFIMED PR211T; PROFIMED
PR213DZ; PROFIMED PR221TB;
PROFIMED PR231DTZ; PROFIMED
PR231TB; PROFIMED PR231TZ;
PROFIMED PR231T; PROFIMED
PR232TB; PROFIMED PR232TZ;
PROFIMED PR232T; PROFIMED
PR434; PROFIMED PR434-4;
PROFIMED PR454; PROFIMED
PR522; PROFIMED PR522Z;
PROFIMED PR523; PROFIMED
PR532Z; PROFIMED PR532;
PROFIMED PR533Z; PROFIMED
PR533; PROFIMED PR610;
PROFIMED PR610Z; PROFIMED
PR611-4; PROFIMED PR611Z;
PROFIMED PR611; PROFIMED
PR612; PROFIMED PR620SZ;
PROFIMED PR620Z; PROFIMED
PR620; PROFIMED PR621-4Z;
PROFIMED PR621-4; PROFIMED
PR621Z; PROFIMED PR621;
PROFIMED PR622-4Z; PROFIMED
PR622-4; PROFIMED PR622Z;
PROFIMED PR622; PROFIMED
PR623-4Z; PROFIMED PR623-4;
PROFIMED PR623Z; PROFIMED

TH.KAZANTZIDIS S.A

INDUSTRIAL AREA, P.O BOX
161100 KILKIS, GREECE

GREECE




PR623; PROFIMED PR624;
PROFIMED PR630Z; PROFIMED
PR630; PROFIMED PR631Z;
PROFIMED PR631; PROFIMED
PR632-4Z; PROFIMED PR632-4;
PROFIMED PR632Z; PROFIMED
PR632; PROFIMED PR633-4Z;
PROFIMED PR633-4; PROFIMED
PR633Z; PROFIMED PR633;
PROFIMED PR634Z; PROFIMED
PR634; PROFIMED PR809DZ;
PROFIMED PR922D; PROFIMED
PR923; PROFIMED PR211TB;
PROFIMED PR232DTZ




