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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: 260001221/PCBB-HCM
Ngay cong bo: 29/04/2026

1. Tén co sd cong bé: CONG TY TNHH THUONG MAI THIET BI Y TE
AN LOI ) o

2. bia chi: 137/57 Au Duong Lan, Phuong Chanh Hung, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co so: 44-BIOMETRIC-AL Ngay: 22/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Theo phu luc

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: Cam bién Oxy Cirus dugc stir dung dé do luong hodc gidm
sat nong do O2 trong may RGM.

Cam bién luu luong Cirus dung d€ do luu lugng khi theo huong (flow) do
may thd cung cap.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Chirng nhan tiéu chuan chat luong
ISO 13485:2016

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

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

Tén chu sé hitu: Biometric Cables

bia chi chu s hitu: A28, Phase 3, SIDCO Industrial Estate, Guindy, Chennai,
Tamil Nadu, 600 032, India, INDIA



7. Thong tin vé co s& bao hanh (néu co):
Tén co so: Cong ty TNHH TM TBYT An Loi

Dia chi: 137/57 Au Duong Lan, Phuong Chanh Hung, Thanh ph Ho Chi
Minh

Pién thoai ¢ dinh: (08)39.830.120 Dién thoai di dong:
8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xut trong nudc:
9. Thanh phéan ho so:

1 | Van ban cong bé tidu chuan 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 uy quyén cta chi s¢ hiru 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 liéu k¥ thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Gidy chirg nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
biy t€ cong bo ap dung

7 Giéy ching nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so X
doi voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu c6) X




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

< = Z Quy cach R . . v .
STT| Tén thiét biy té Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nuéc san xuit
(Néu co) £, san xuat san xuat
(Néu c0)
OS1/910245001; OS2/
910245002; OS3/
910245003; 0S4 /
910245004; OS5/
910245005; 0S6 / A8, hase 3
: 910245006; OS7/ Industrial Estate
1 Cam bién oxy Cirus Oxygen sensor 910245007; OS8 / Biometric Guind ’ INDIA
910245008; OS9 / Cables Chonrt Tamil
910245009; OS10/ Nadu 6(30 032
910245010; OS11/ India, ’
910245011; OS12/
910245012; OS13/
910245013; OS14/
910245014
Ground Floor,
Plot no 13,
Phase 3, SIDCO
Industrial Estate,
Cam bién luu Cirus Flow sensor Biometric Valavanthankott
2 | luong FS1/910246001 ai, INDIA
Cables ; . )
Tiruchirappalli
Tamil Nadu,
620015,
9940684426,
India
Cam bién luu . . . Ground Floor,
3 |luong Cirus Flow sensor FS2 /910246002 ]égiesmc Plot no 13, INDIA

Phase 3, SIDCO




STT

Tén thiét biy té

Ching loai

M3 san phim
(Néu co)

Quy cach
dong goi
(Néu co)

Tén co sé
san xuat

Dia chi co s&
san xuat

Nuwdce san xuat

Industrial Estate,
Valavanthankott
ai,
Tiruchirappalli
Tamil Nadu,
620015,
9940684426,
India

Céam bién luu
luong

Cirus Flow sensor

FS4 /910246004

Biometric
Cables

Ground Floor,
Plot no 13,
Phase 3, SIDCO
Industrial Estate,
Valavanthankott
ai,
Tiruchirappalli
Tamil Nadu,
620015,
9940684426,
India

INDIA

Cam bién luu
luong

Cirus Flow sensor

FS6/910246006

Biometric
Cables

Ground Floor,
Plot no 13,
Phase 3, SIDCO
Industrial Estate,
Valavanthankott
ai,
Tiruchirappalli
Tamil Nadu,
620015,
9940684426,
India

INDIA




