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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: 260001152/PCBB-HCM
Ngay cong bo: 22/04/2026

1. Tén co s& cong bé: CONG TY CO PHAN THUONG MAI CONG NGHE
PHUONG QUANG o

2. bia chi: 1020 Quang Trung, Phuong Thong Tay H6i, Thanh pho H6 Chi
Minh

3. S6 vin ban cua co so: 110426/01-PCBB-PQ Ngay: 18/04/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo ddy 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 str dung: Pugc str dung dé truyén méu tir tai/ chai chira mau vao h¢
thong mach mau ctia bénh nhan thong qua kim tiém hodc dng thong. Dung cho
truyen mau va cac thanh phan ctia mau qua duong tinh mach ngoai vi, c6 thé
truyén ngat quang hoac lién tuc

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

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

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 hiru: ROMSONS GROUP PRIVATE LMITED

bia chi chu sé hiru: PLANT-1 (RG-1) 62,63,64,65,155,156 & 58 Industrial
Estate, Nunhai, Agra - 282006, Uttar Pradesh; Plant-2, (RG-2), C-1 & C-2,



Foundry Nagar, Agra - 282006, Uttar Pradesh, INDIA

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

8. S6 cong bd du diéu kién san xuat ddi vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Van ban cong bd tiéu chuin ap dung cua thiét biy té thuoc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hiru thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu moé ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo | x

tai liéu ky thuat mo ta chirc nang, thong s6 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 |
bi y t€ cong bo ap dung

7 | Gidy chitng nhan luu hanh ty do con hiéu lyuc tai thoi diém nop ho so |
d6i v6i thiét bi y té nhap khau.




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma san plrlam dong goi Tfn co 2o D;aochl co 5o Nudc san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
PLANT-1 (RG-
1)
. Transfusion sets for single Romsons 62,63,64,65,155,
1 B¢ day truyén mau | use (BLOOD SS-3052 Groun Private 156 & 58 INDIA
ADMINSTRATION SET) |SS-3088 roup Frv Industrial Estate,
Limited .
Nunhai, Agra -
282006, Uttar
Pradesh
. Transfusion sets for single Romsons (Pél_aln:g-LZ(,:glz{GQ) ’
2 B0 day truyén mdu | use (BLOOD 55-3052 Group Private | Foundry N’agar INDIA
ADMINSTRATION SET) [ SS-3088 Limited Agra - 282006,

Uttar Pradesh




