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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: 250002632/PCBB-HCM
Ngay cong bo: 09/09/2025

1. Tén co s& cong bé: CONG TY CO PHAN NHA MAY WEMBLEY
MEDICAL

2. bia chi: Lo 1-10-7, Buong D7, Khu Cong Nghé Cao, Phuong Tang Nhon
Phu, Thanh phd HO Chi Minh

3. S6 vin ban cua co so: 33/2025/WEM-LHSP Ngay: 05/09/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Bo tach chiét huyét tuong giau tiéu cau

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: 1 bo/hop, 10 hop/thung hodc dong goi theo yéu cau cia
khach hang

Muc dich str dung: B9 tach chlet huyet tuong gidu tiéu cau duoc sir dung dé
tach chiét huyét tuong giau tiéu cau tir mau gitp kich thich tang truong té bao,
kich thich tai tao té bao, giup tang sinh te bao biéu mé va giai phong cac yeu
t6 ting truong gitp tai tao va lam lanh vét thuong mot cach nhanh chong. Ung
dung cho céac bénh vé da liéu, nha khoa, xuong khop, thim my.

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 00039:2025/WBM

5. D6i 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 chii s hitu: CONG TY CO PHAN NHA MAY WEMBLEY MEDICAL
bia chi chu s hiru: Lo 1-10-7, Puong D7, Khu Cong ngh¢ cao, Phuong Tang



Nhon Phi, Thanh phd HS6 Chi Minh, VIET NAM
7. Thong tin vé co s& bao hanh (néu co):

8. S6 cong bd du didu kién san xudt ddi voi thiét bi y té san xuét trong nudc:
250000037/PCBSX-HCM
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cta thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chat 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 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 |
b1y t€ cong bo ap dung

7 | Két qua danh gia cac thong so6 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 cép hodc Gidy ching nhan danh gia chat luong do co quan co
tham quyén ctia Viét Nam cap ddi vdi TBYT chan doén in vitro
(TBYT san xuat trong nudc)




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

QUY CACH ) o , , . : NUGC
PONG GOI TEN CO SO SAN XUAT DIA CHI CO SO SAN XUAT 2 <
(Néu ¢6) SAN XUAT

MA SAN PHAM

STT TEN TRANG THIET BI Y TE CHUNG LOAI Ay
: . (Néu cd)

KPA30; KPA31;
KPA32; KPA33;
KPA34; KPA35;
KPA00; KPAOI;
KPAO02; KPAO3;
KPA04; KPAOS;
KPB30; KPB31;
KPB32; KPB33;
KPB34; KPB35;
KPB00; KPBO01;
KPB02; KPB03;
KPB04; KPBOS5;
KPC30; KPC31;
KPC32; KPC33;
KPC34; KPC35; 1 bo/hop, 10 _
Bo tach chiét huyét tuong gidu tidu ciu KPC00; KPCO1; hop/thing hogc | CONG TY CO PHAN NHA [ L6 I-10-7, Pudng D7, Khu Céng
1 VATRACY KPC02; KPCO03; dong goi theo MAY WEMBLEY nghé cao, Phuong Tang Nhon Phu, | VIET NAM
KPC04; KPCO5; yéu cau clia MEDICAL Thanh phé H6 Chi Minh
KPD30; KPD31; khach hang
KPD32; KPD33;
KPD34; KPD35;
KPDO00; KPDO1;
KPDO02; KPDO03;
KPD04; KPDOS5;
KPE30; KPE31; KPE32;
KPE33; KPE34; KPE35;
KPE00; KPEO1; KPE02;
KPE03; KPE04; KPEO5;
KPF30; KPF31; KPF32;
KPF33; KPF34; KPF35;
KPF00; KPFO1; KPF02;
KPF03; KPF04; KPF05




