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THONG TIN

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

S6 cong bd: 260001282/PCBB-HCM
Ngay cong bo: 07/05/2026

1. Tén co s cong bd: CONG TY TNHH CHI PHAU THUAT CPT

2. Pia chi: s6 8 Pao Tri, Phuong Pht Thuan, Thanh phé Ho Chi Minh

3. S6 vin ban cua co so: 01/2026/CPT Ngay: 29/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Kim phau thuat( surgical Needles-Suture, Stain Steel Wire) ,(
nguyén liéu, ban thanh pham ding dé san xuat Chi Phau Thuét)

Tén thuong mai (néu co):

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

Chung loai: ST60M48X4, HSL170, CP30M, ST70M48X4, AG48157, PTFE
pledgets, HSF 180( PATELLA SET, ST90D120,ST90D120 SS),HRT180 (
ST70P55 W945), GS, HRL180, HR 180, HSL 180, DCL 135, DRL 135,
CP30SM, VHRZ180, TH, HRS, TE, VHRZ170, HR170, HRL170, HR165,
HRL165, HRN180, HRN165, VDRZ135, YE, VDR135, DRL135, DR135,
DRZ135, DRN135, DC135, DKS, Q4E, Q4H, HCL165, HSL180, R4H,
HS165, RH, HSL165, HDK 36, DS135, R4E, DSL135, DS135, DDK,
DSL135, GS 5056, GS 5581, GS 6081,GS 6086, GS 608, DSPM135, ZE,
VSPMO0, ZK, YH, VHSYZCC, VDSYZ135CC, VDHSYZCC135, DSY135,
VHSYZ18, HDS, VHRTZZ180,HSY 180, HSY 165, HSY 165, VDSY 135,
VDSYZ135, DDS, DH, GRL 707, FR2252, XSL 165, DDK, MDRZ135,
RE, TG ,CP30SM,CPS30A, S, F, E, TE, GS, HSYZ, GSB, A, D, M, BG,
ST90D, TEMPORARY CARDIAC PACING LEAD,AG, DRILLED AND
WITHOUT COUNTER..., CHANEL, CHANNEL TYPE WITHOUT, 2/0
ORG PTFE, ORG PTFE, DRILLED END ULTRAFINE.., DRILLED END
NEEDLE...

M3 san pham (néu co):

Quy céch dong goéi: 1.000 cai/hdp, 2.000 cai/l hop, 500 cai/hdp



Muc dich sir dung: San xuat chi phau thuat dung trong y té

Tén co so san xuat: QUALITY NEEDLES PRECISION MEDTECH
PRIVATE LIMITED

bia chi co s¢ san xuat: A-6, Ground Floor,Sector-57, Noida 201309, Distt.
Gautam Buddh Nagar, INDIA

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

5. B6i voi thiét bi y té chira cht ma tay, tién chit (néu cd):

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

Tén chu so htru: QUALITY NEEDLES PRECISION MEDTECH PRIVATE
LIMITED

bia chi chu sé hiru: A-6, Ground Floor,Sector-57, Noida 201309, Distt.
Gautam Buddh Nagar, INDIA

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

8. S6 cong bd du diéu kién san xuat ddi véi thiét bi y té san xuit trong nudc:
170000018/PCBSX-HCM

9. Thanh phan ho so:

1 | Van ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy ty quyén cta chi s& hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tailiéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong sO k¥ thuat cta thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chimg nhan hop chuan hodc ban tiéu chuan ma chu s hitu thiét |
bi y té cong bo ap dung




