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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000536/PCBA-HCM
Ngay cong bo: 13/04/2026

1. Tén co s cong bd: CONG TY TNHH CONG NGHE QUOC TE PHU MY
2. Pia chi: K1A Btru Long, Phuong Hoa Hung, Thanh phé H5 Chi Minh

3. S6 vin ban cua co so: 0088/2026/VBCB-PM Ngay: 09/04/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Mdy cit mong mo

Tén thuong mai (néu c6): May cat mong mo

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

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich str dung: May cat mong mo

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 véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitru: SLEE medical GmbH.

bia chi chu s¢ hitu: Am Neuberg 14, 55268 Nieder — Olm, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co sé: CONG TY TNHH CONG NGHE QUOC TE PHU MY
Pia chi: K1A Biru Long, Phuong Hoa Hung, Thanh phé H6 Chi Minh
Pién thoai ¢b dinh: 028 62853388 Dién thoai di dong: 0907173788



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y té bang tiéng Viét, kém theo |

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

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 | Tai liéu hudéng dan st dung cua thiét bi y té X

8 | MAu nhin thiét bj y té X

9 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi vaoi thiét bi y té nhap khau.




BANG KE CHI TIET TRANG THIET BI Y TE

STT TEN TRANG |PON VI | CHUNG LOAI SAN MA SAN PHAM gg;g%%fll TEN CO SO SAN XUAT/ HANG, NUGC TEN CO SO CHU SO HU'U/ HANG, TEN CO SO BAO PIA CHI CO SO
THIET BIY TE | TiNH PHAM (NEU CO) SAN XUAT NUOC CHU SO HUU HANH BAO HANH
(oL . Iy . | . , Cong ty TNHH Cong KI1A Bttu Long, Phuong
1 { ‘ L
May cat mong mo Cai CUT 4062 10065000 SLEE medical GmbH/ Puc SLEE medical GmbH/ Buc Nghé Quéc Té Phit My Hoa Hung, TP.HCM
fooL N . . ; . ] Coéng ty TNHH Cong KI1A Biru Long, Phuong
2 May cat mong mo Cai CUT 5062 10070001 SLEE medical GmbH/ Puc SLEE medical GmbH/ Purc Nehé Qu 6c Té Phit My Hoa Hung, TP_HCM
o N . . , . . Cong ty TNHH Cong | KI1A Biru Long, Phudng
3 May cat mong mo Cai CUT 6062 10080001 SLEE medical GmbH/ Puc SLEE medical GmbH/ Btic Nghé Quéc Té Phit My Hoa Hung, TP.HCM
10110000
fooL N . 10110001 . ; . ] Coéng ty TNHH Cong KI1A Biru Long, Phuong
4 May cat mong mo Cai MTR 10110002 SLEE medical GmbH/ Puc SLEE medical GmbH/ Purc Nehé Qu 6 Té Phit My Hoa Hung, TP.HCM
10110003
L Ll N - . , . , Cong ty TNHH Cong KI1A Btru Long, Phudng
5 May cat méng mo Cai Aquatec 10090056 SLEE medical GmbH/ Puc SLEE medical GmbH/ Buc Nghé Qu Sc Té Pha My Hoa Hung, TP.HCM
fooL N - . , . , Cong ty TNHH Cong KI1A Biru Long, Phuong
6 May cat mong mo Cai Cuttec S 10040001 SLEE medical GmbH/ Puc SLEE medical GmbH/ Buc Nghé Qu 6 Té Phi My Hoa Hung, TP.HCM
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