SOY TE CONG HOA XA HQI CHU NGHIA VIET NAM
_HANOL Poc lap - Tw do - Hanh phiic

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260001755/PCBB-HN
Ngay cong bo: 05/06/2026

1. Tén co s& cong bé: CONG TY TNHH LABO NHA KHOA BUC
2. Pia chi: 76 Xom Ha, Xa Chuong Duong, Thanh phd Ha Noi

3. S6 vin ban cua co so: 02.CBB.NKD Ngay: 04/06/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Ring st kim loai

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature — GMDN (néu co):
Chung loai: Theo phu luc

Ma san pham (néu co):

Theo phu luc

Quy céch dong goi:

Muc dich st dung: Phuc hinh rang bi mat, Qiéu tri cac bénh 1y vé ring, thay
thé, stra chira rang hong, phuc hinh rang tham my.

Tén co sé san xuat: Theo phu luc

Dia chi co sé san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: TCCS SO 02:2026/NKD

5. Doi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

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

Tén chu s hitu: CONG TY TNHH LABO NHA KHOA PUC

bia chi chu sé hitu: 76 X6m Ha, xa Chuong Duong, thanh phé Ha No1, VIET
NAM

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

Tén co sé: CONG TY TNHH LABO NHA KHOA PUC

bia chi: 76 Xom Ha, Xa Chuong Duong, Thanh phé Ha No1



Dién thoai cb dinh: 0984745579  Pién thoai di dong;
8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
9. Thanh phéan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi so hitu thiét bi y té X
4 Giéy 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¥ thudt mo ta chirc ning, thong s6 ki thuat cua thiét bj y té
do chu s¢ hiru thiét bi y t€ ban hanh.

6 | Gidy chimg nhan hop chuan hoic ban tiéu chuan ma cha so hitu thiét |
bi y té cong bo ap dung

7 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do| x
co s& du diéu kién theo quy dinh cua phap luat vé danh gia sy phu
hop cap hodc Gidy chirng nhan danh gia chét luong do co quan c6
thAm quyén cta Viét Nam cap ddi v6i TBYT chan doén in vitro
(TBYT séan xuét trong nudc)

8 | Tai liéu khac (néu co) X




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

I X Quy cach " . . , .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
S6 nha 64, Ngd
L . Cong Ty 14, Vi Hitu,
p |Réngstkimloai | DRS68 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
. . Cong Ty 14, Vii Hitu,
p |Rangsirkimloai | DRS69 TNHH Labo | Phudng Dai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
. . Cong Ty 14, Vii Hiru,
3 |Rangsirkimloai | DRS70 TNHH Labo | Phudng Dai M3, | VIET NAM
Nha khoa Puc | Thanh phé Ha
Noi
S6 nha 64, Ngd
L . Cong Ty 14, Vi Hitu,
4 |Réngsirkimloai | DRS71 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
. . Cong Ty 14, Vii Hitu,
5 |Rangsirkim loai | DRS72 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
Ring st kim loai | DRS73 Cong Ty S6 nha 64, Ngd
6 TNHH Labo |14, Vi Hiru, | VIETNAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Phuong Dai M),
Nha khoa Puc | Thanh pho Ha
N6i
S6 nha 64, Ngd
T Cong Ty 14, Vii Hitu,
7 |Réngsirkimloai | DRS74 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
L Céong Ty 14, Vii Hiru,
g |Rangstkimloai | DRS7S TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Buc | Thanh pho Ha
N6i
S6 nha 64, Ngd
T Cong Ty 14, Vii Hiru,
o |Rangsirkimloai | DRS76 TNHH Labo | Phudmg Dai M3, | VIET NAM
Nha khoa Puc | Thanh phé Ha
Néi
S6 nha 64, Ngd
T Cong Ty 14, Vii Hitu,
1o |Rang stkim loai | DRS77 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
L Céong Ty 14, Vii Hiru,
11 |Rangstkim loai | DRS78 TNHH Labo | Phudng Dai M3, | VIET NAM
Nha khoa DBtrc | Thanh pho Ha
N6i
Ring st kim loai [ DRS79 Cong Ty S6 nha 64, Ngd
12 8 ' TNHH Labo |14, Vi Hitu, VIET NAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Phuong Dai MO,
Nha khoa Puc | Thanh pho Ha
N6i
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
13 |Réng srkim loai | DRS80 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
L Céong Ty 14, Vii Hiru,
14 |Rang stkim logi | DRS8I TNHH Labo | Phudng Dai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
N6i
S6 nha 64, Ngd
T Cong Ty 14, Vii Hitu,
|5 |Rangstkim loai | DRS82 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Puc | Thanh phé Ha
Néi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
16 |Rangsirkimloai | DRS33 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
L Céong Ty 14, Vii Hiru,
17 |Rang st kim logi | DRS84 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Buc | Thanh pho Ha
N6i
Ring sir kim loai | DRS85 Cong Ty S6 nha 64, Ngd
18 8 ' TNHH Labo |14, Vi Hitu, VIET NAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Phuong Dai MO,
Nha khoa Puc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
jo |Réngsirkimloai | DRS36 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
o0 |Réng strkim loai | DRS87 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vi Hir,
o1 |Rangsirkim loai | DRS8S TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Puc | Thanh phé Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hit,
2y |Rang stkimloai | DRS89 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
»3 |Rang sirkim loai | DRS90 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa DBtrc | Thanh pho Ha
Noi
Riang st kim loai [ DRS91 Cong Ty S6 nha 64, Ngd
24 8 ' TNHH Labo |14, Vi Hitu, VIET NAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
Phuong Dai MO,
Nha khoa Puc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
g5 |Rang strkim loai ) DRS92 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
26 |Rang stkimloai | DRS93 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vi Hir,
o7 |Rangstrkim loai | DRS94 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa Puc | Thanh phé Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hit,
2g |Rang swkimloai | DRS9S TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
29 |Rang stkim loai | DRS96 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa DBtrc | Thanh pho Ha
Noi
Ring st kim loai | DRS97 Cong Ty S6 nha 64, Ngd
30 8 ' TNHH Labo |14, Vi Hitu, VIET NAM




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng goi Tencoso | Diachicose | o0 cin xudt
(Néu co) £, san xuat san xuat
(Néu cd)
Phuong Dai M),
Nha khoa Puc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
31 |Rangstrkim loai | DRS98 TNHH Labo | Phudmg Pai M3, | VIET NAM
Nha khoa Buc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Céong Ty 14, Vii Hitu,
3 |Réng stkim loai | DRS99 TNHH Labo | Phudng Dai M, | VIET NAM
Nha khoa DBtrc | Thanh pho Ha
Noi
S6 nha 64, Ngd
o Cong Ty 14, Vii Hitu,
33 | Réng strkim loai | DRS100 TNHH Labo | Phudmg Dai M3, | VIET NAM
Nha khoa Puc | Thanh phé Ha

Noi1




