SOY TE TAY NINH  CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

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

S6 cong bd: 260000013/PCBB-TN
Ngay cong bo: 04/05/2026

1. Tén co s& cong bé: CONG TY CO PHAN SAN XUAT VAT TU'Y TE VT
PRODUCTION )

2. bia chi: Nha xudéng B16, L6 H, Khu cong nghi¢p Tan Kim, Khu pho Tan
Phuéc, Xa Can Giudc, Tinh Tay Ninh

3. S6 vin ban cua co so: 01-2026/CBB-VTP Ngay: 24/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Bo khan phiu thuat

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 dich st dung: San pham dugc sir dung trong hoat dong kham bénh, chira
bénh tai cac co sd y té va duoc s dung boi nhan vién y té€ (bac si, dieu dudng,
ky thuat vién, hd sinh)

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham ap dung: TCCS 01:2026/VTP

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

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

Tén chi s¢ hitu: CONG TY CO PHAN SAN XUAT VAT TU Y TE VT
PRODUCTION

bia chi chu s¢ hiru: Nha xuong B16, Lo H, Khu cong nghiép Tan Kim, Khu
phd Tan Phude, Xa Can Giude, Tinh Tay Ninh, VIET NAM

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



8. S6 cong bo du diéu kién san xuat doi véi thiét bi y té san xuat trong nudc:
230000010/PCBSX-LA
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. 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 te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b 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 | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cic thong so khac do|
co s& du diéu kién theo quy dinh ctia phap luat vé danh gia su phu
hop cip hodc Gidy chirng nhan danh gia chét luong do co quan c6
tham quyén cua Viét Nam cap doi véi TBYT chan doén in vitro
(TBYT san xuat trong nudc)




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

. - X Quy cach " . ) ., .
STT| Tén thiét biy té Chiing loai Ma san plrlam d(')I}l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
CHINHANH | Nha xuéng A6,
CONG TY L6 H, Khu cong
Bo khin phiu TNHHY TE | nghiép Tan Kim,
1 thilﬁ ¢ B9 khan phu khoa am dao S | B139XX VIET TIEN - Khu pho Tén‘ VIET NAM
: NHA MAY Phuéc, Xa Can
SAN XUAT  [Giudc, Tinh Tay
LONG AN Ninh
CHI NHANH | Nha xuong A6,
CONGTY  |L6H, Khucong
A 1x x Al A TNHHY TE nghiép Tan Kim,
2 gl?l;‘than phau f/[‘-’ khan phy khoa dm dao | )39y VIETTIEN-  [Khuphd Tan | VIET NAM
: NHA MAY Phuéc, Xi Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHI NHANH | Nha xudng A6,
CONGTY  |L6H, Khu cong
A 1x x A 1x A TNHHY TE nghiép Tan Kim,
3 g)l?léll{‘[han phau }BI‘-’ khan phu khoa am dao | 5430y VIET TIEN - |Khuphd Tan | VIET NAM
: NHA MAY Phudce, Xa Can
SAN XUAT  |Giuéc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuong A6,
CONG TY L6 H, Khu cong
Bo khin phiu , TNHHY TE | nghiép Tan Kim,
4| uat Bo khin giy té tay sébng S | B114XX VIET TIEN - [Khuphd Tan [ VIET NAM
: NHA MAY Phuéc, Xa Can
SAN XUAT  [Giudc, Tinh Tay

LONG AN

Ninh




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)
CHI NHANH | Nha xudng A6,
CONG TY L6 H, Khu cong
Bo khin phiu , TNHHY TE | nghiép Tan Kim,
5 thuat B0 khén gay té tiy song M | B214XX VIET TIEN - | Khu ph6 Tan VIET NAM
- NHA MAY Phuéc, Xa Can
SAN XUAT  [Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONG TY L6 H, Khu cong
Bo khiin phiu TNHHY TE | nghiép Tan Kim,
6 | st B0 khin gay té tiay song H | B314XX VIET TIEN - [Khuphd Tan [ VIET NAM
: NHA MAY Phuéc, Xa Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHI NHANH | Nha xuong A6,
CONG TY L6 H, Khu cong
B6 khin phiu TNHHY TE | nghiép Tan Kim,
7 | st B6 khin sanh thuong S B128XX VIET TIEN - [Khupho Tan | VIET NAM
: NHA MAY Phuéc, Xi Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHI NHANH | Nha xudng A6,
CONG TY L6 H, Khu cong
Bo khin phiu TNHHY TE | nghiép Tan Kim,
8 thuat B0 khén sanh thuong M B228XX VIET TIEN - | Khu ph6 Tan VIET NAM
- NHA MAY Phuéc, Xa Can
SAN XUAT  [Giudc, Tinh Tay
LONG AN Ninh
. CHINHANH | Nha xuong A6,
g |B0 khan phau Bo khin sanh thuong H | B328XX CONGTY ~ |LoH,Khucong | vIET NAM
thuat TNHHY TE  |nghiép Tan Kim,




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) (Néu c6) san xuat san xuat
VIET TIEN - | Khu phd Tan
NHAMAY | Phudc, Xa Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONGTY L6 H, Khu cong
A b X A x NN TNHHY TE |nghiép Tan Kim,
10 51‘-’ ;(than phau Eoutgiamh;u thuat imho 51y oxx VIET TIEN-  |Khuphé Tan | VIET NAM
He 8 NHAMAY  |Phude, Xa Cin
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONGTY L6 H, Khu cong
A b X A x A s TNHHY TE  |nghiép Tan Kim,
1 g’l‘-’ ;than phau foug’iaﬁ& flh;[” thuatimho | o) ovx VIETTIEN-  [Khuphé Tan | VIET NAM
. 8 NHAMAY | Phuéc, Xa Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuong A6,
CONGTY L6 H, Khu cong
A s x A x Ay 1a TNHHY TE nghi¢p Tan Kim,
12 gl?l;‘than phau f"’uﬁfﬁ,ﬁhﬁ“ thugt tim ho | g3y 63 VIET TIEN - [Khuphé Tan | VIET NAM
- 8 NHAMAY  |Phuéc, Xa Can
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONGTY L6 H, Khu cong
B¢ khan phiu B toan phiu thudt tim ho TNHHY TE | nghiép Tan Kim,
13 e P RN B117XX VIETTIEN - |Khuphé Tan | VIET NAM
' NHA MAY | Phudc, Xa Can
SAN XUAT Giudc, Tinh Tay




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)
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONGTY L6 H, Khu cong
A b X A x At 12 TNHHY TE |nghiép Tan Kim,
14 51‘-’ }‘than phau g? t‘rfl;fhau thuat imho 1 5y 73 VIET TIEN-  |Khuphé Tan | VIET NAM
ue e NHAMAY  |Phude, Xa Cin
SAN XUAT | Giudc, Tinh Tay
LONG AN Ninh
CHINHANH | Nha xuéng A6,
CONGTY L6 H, Khu cong
A b X A x A s TNHHY TE  |nghiép Tan Kim,
15 g’l‘-’ ;than phau tP;: ;‘;}f‘;lpha” thuatimhe | 537y x VIETTIEN-  [Khuphé Tan | VIET NAM
. NHAMAY | Phudc, Xa Cin
SAN XUAT | Giudc, Tinh Tay

LONG AN

Ninh




