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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: 260001069/PCBB-HCM
Ngay cong bo: 14/04/2026

1. Tén co s¢ cong bé: CONG TY TNHH CONG NGHE Y TE PERFECT
VIET NAM ,

2. bia chi: L6 D7/1, dudong s6 1B, Khu Cong Nghi¢p Vinh Loc, Phuong Binh
Tan, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 004/2026/PFVN Ngay: 13/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: DAy truyén mau

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: Dung dé truyén mau bé sung cho bénh nhan trong trudng
hop mat mau, thi€u mau qua duong truyén tinh mach

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: TCCS 03 :20 11/Cty. Perfect

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& hitu: CONG TY TNHH CONG NGHE Y TE PERFECT VIET
NAM

bia chi chu sé hiru: L6 D7/1, dudong s6 1B, KCN Vinh Loc, P. Binh Tan,
TP.H6 Chi Minh, 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:
240000005/PCBSX-HCM
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(')l)l]g go0i Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
A36: B29; B30; B31; B32;
B33; B34; B35; B36; B37;
B8&8; B93; B94; B95; B96; X LO DL,
B97; B98; B99; B100; CO06; CONGTY PUONG SO
i C10; C31; C32; C33; C34; TNHH CONG IB. KCN VINH
1 [Day truyén mau V035123/TFT-W/O C35; C36; C48; C49; Ipcs/ bao NGHE Y TE 10 é P. BINH VIET NAM
C50; C51; C52; C53; C54; PEBFECT TAI\,I TP HO
C55; C56; C57; D14; D15; VIET NAM cHi I,VIINH
D16; D17; D18; D19; D20;
D21; D42; D43; D44; El1;
E12; E13; E14; E25
AO01; A03; A05; A07; A09;
All; A13; A15; A17; A19;
A21; A23; A49; A51; A53;
AS55; A57; A59; A61; A63;
A100; A101; A102; B20; A
B21; B22; B23; B24; B25; CONG TY Iﬁ%g;/é 30
Day truyén mau B26; B50; B59; B60; CO01; TNHH COI\]G 1B. KCN VINH
2 (kém kim tiém) VO035123/TFT C05; C09; C15; C16; C17; | 1pcs/ bao NGHE Y TE IOEJ P. BINH VIET NAM

C26; C27, C28; C29; C30; PERFECT TAN TP HO
C103; C104; C105; D22; VIET NAM CHI MINH

D23; D24; D25;

D26; D37; D38; D39; E37;
F46; F47; F48; F53; F54;
F55; F56; F93; F94; F95;
F96.




