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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: 260000720/PCBA-HCM
Ngay cong bo: 11/05/2026

1. Tén co s& cong bé: CONG TY TNHH SAN XUAT - THUONG MAI
DICH VU NHA KHOA SV L

2. bia chi: 123/7/23 Huynh Thién Lc, Phuong Tan Phu, Thanh phé H6 Chi
Minh

3. S6 vin ban cua co so: CBA2304/NHAKHOASV Ngay: 04/05/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té: Dung cuy, vat tu nha khoa

Tén thuong mai (néu co):

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 Siich st dung: Dung cuy, vat tu stir dung trong qué trinh tham kham, diéu
tr1, ho trg 1am sang trong 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 ap dung: ISO 13485:2016

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¢ hiru: HUBEI GUARDDENT MEDICAL TECHNOLOGY CO.,
LTD

bia chi chu sé hiru: Room 24-29th, 2/F, No. 11 Block, No.1 Guiyuan Temple
South Road, Hanyang District, Wuhan City, CHINA

7. Thong tin vé co s& bao hanh (néu co):



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
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TEN TRANG THIET BI | CHUNG LOAI oz < . . TEN CO SO SAN XUAT/ HANG, | TEN CO SO CHU SO HUU/ A P P 2 P P
STT Y TE SAN PHAM MA SAN PHAM ?;)ESCG&I NUGC SAN XUAT HANG, NUGC CHU SO HU'U TEN CO SO BAO HANH (PIA CHI CO SO BAO HANH
. . HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL . P X X PO 2
1 Sap nha khoa Orthodontic Wax GD-3021, GD-4060 TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China San pham st dung 1 lan San pham str dung 1 lan
GD-1591~ GD-1598 (bao g?)m: GD-1591-1
GD-1591-2, GD-1591-3, GD-1592-1, GD-1592-
2, GD-1593-1, GD-1593-2, GD-1595-1,GD-
) Dung cu banh migng Cheek Retractors 1595-2,GD-1595-3, GD-1595-4, GD-1596-1, HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL Sin phﬁm it dung | lin Sén phém it dung | lin
: : ¥ GD-1596-2, GD-1594-1, GD-1594-2, GD-1597, TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China : :
GD-1605, GD-1605-1, GD-1605-2, GD-1606,
GD-1606-1, GD-1606-2, GD-1598-1, GD-1598-
2, GD-1599-1, GD-1599-2)
. . GD-E1011/1012/1013/1014, GD-
Micro Applicator /
3 Tam bong nha khoa Micro Applicator M1011/1012/1013/1014, GD-1611, GD-1612. HUBEI GUARDDENT MEDIC/}L HUBEI GUARDDENT MEDIC/.\L Sin phém sir dung 1 lin San phém sir dung 1 lin
Brush GD-1011, GD-1012, S)DI;IOB, GD-1014, GD- TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China
GD-1170, GD-1171, GD-1172, GD-1173, GD-
4 Ong hut nuéce bot nha khoa Saliva Ejector 1174, Gb—l 175, Gb-1170E, 2]D-1185 E]D- HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL San pham sir dung 1 1an San phém sir dung 1 lan
’ 1187 ’ TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China : :
s | Xilanhbomruadring (& |y 4 yon Syringe G?szlssgxl %%}1357227’((}]1\?, 12;3_,1;33135]2\]2%5? HUBEI GUARDDENT MEDICAL | HUBEI GUARDDENT MEDICAL San phim sir dung 1 lin San pham sir dung 1 lin
ring) ’ ’ TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China : :
1S23GS, GD-IS23GD
GD-5691~GD-5700 (bao gdm: GD-5691, GD-
6 Pai trém ring Matrices band 5692, GD-5694, GD-5696, GD-5697, GD-5965, HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL San phém sir dung 1 lin San phém sir dung 1 lin
GD-5698,..), GD-5701, GD-5702, GD-1.330, TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China : :
GD-1.310, GD-1.311
7 Pém cén chinh nha Aligner Ortho GD-3031,GD-4070,GD-4071, GD-4073, GD- HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL Sén phém sir dung 1 lin Sin ph.’ém str dyng 1 lin
- Chews 4074, GD-4072 TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China i i
8 | Thuse do ding trong ngi nha | Me2suring Block GD-3550, GD-3551, GD-3558 HUBEI GUARDDENT MEDICAL | HUBEI GUARDDENT MEDICAL gg{l}lgl\%{ &i?glzﬁNv)éUI\?gA pﬁﬁ?&ﬂﬂ?ﬁ“ﬁ?h@
: File Holder ’ ’ TECHNOLOGY CO., LTD / China TECHNOLOGY CO., LTD / China Tk e . s
KHOA SV Chi Minh
GD-1672, GD-1673, GD-1674, GD-5672,
9 Chém nha khoa Dental Wedges GD-5673, GD-5674, GD-5675, GD-5677, HUBEI GUARDDENT MEDICAL | HUBEI GUARDDENT MEDICAL Sén phim sir dung 1 1in Sén phém sir dung 1 1in
GD-5678, GD-5679, GD-5679, GD-5680, GD- TECHNOLOGY CO., LTD/ China | TECHNOLOGY CO., LTD / China - -
5680
10 Sép nén nha khoa Base Plate Wax GD-7710 (bao gom: GD-7710- 1, GD-7710-2, HUBEI GUARDDENT MEDICAL HUBEI GUARDDENT MEDICAL Sén phém sir dung 1 lin Sin ph.’ém str dyng 1 lin

GD-7710-3)

TECHNOLOGY CO., LTD / China

TECHNOLOGY CO., LTD / China




