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THONG TIN

Ho so cong bo tiéu chuan ap dung ciia thiét bi y té thudc loai A

S6 cong bd: 260000060/PCBA-BN
Ngay cong bod: 17/07/2026

1. Tén co s& cong bé: CONG TY CO PHAN MEDCOMTECH

2. bia chi: $6 293 Puong Ngd Gia Ty, Phuong Kinh Bic, Tinh Bic Ninh
3. S6 vin ban cua co so: 765.26/CV-MED Ngay: 16/07/2026

4. Thiét bi y té thudc loai A

Tén thiét bi y té&: Ong nghiém 1y mau chan khong chira chat chéng dong
Sodium Citrate 3.2%

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 céch dong goi:

Muc dich st dung: San pham nay duoc st dung dé thu thap, bao quan, van
chuyén va xir Iy mau mau tinh mach nham phuc vu xét nghiém huyet tuong
trong phong xét nghiém 1am sang. Chi sir dung boi nhéan vién y té/chuyén gia
chuyén mon.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuit: Theo phu luc

Tiéu chuan chét luong san pham ap dung: ISO 13485:2016

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu co):

6. Thong tin vé cha so hitu thiét bi y té:

Tén chu so hiru: Hebei Xinle Sci&Tech Co., Ltd

bia chi chu sé hiru: No. 2, Xingye Street, Xinle City, 050700 Shijiazhuang
City, Hebei province, CHINA

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



8. SO cong bo du dicu ki¢n san xuat doi voi thiet bi y t€ san xuat trong nudc:
. Thanh phan ho so:

1 | Vian ban cong bé tiéu chuan ap dung cua thiét bi y té thudc loai A. 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 té bang tiéng Viét, kém theo |

tai liéu k¥ thuat mo ta chtrc nang, thong sb k¥ thuat cua thiét bi 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 | Tai liéu hudéng dan st dung cua thiét bi y té X

8 | MAu nhin thiét bj y té X

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




BANG KE CHI TIET TRANG THIET BI Y TE

QUY CACH

TEN CO SO CHU SO HU'U/

B ; . - CHUNG LOAI SAN MA SAN - - TEN CO SO SAN XUAT/ - v i . PPN PIA CHI CO SO BAO
STT | TEN TRANG THIET Bl Y TE| PON VI TINH PHAM PHAM DOI?JG GQI HANG, NUGC SAN XUAT HANG, NU?C CHU SO TEN CO SO BAO HANH HANH
_ (NEU CO) HUU
Ong nghiém ldy méu chan khong Single-use containers for 100 6ng/ thing A . A .
1 |chira chét chéng déng Sodium Ong human venous blood XLPSA-9SC2  [Hodc 1200 bng/ Hebei Xinle SCAI&TeCh Co,, Hebei Xinle Sc}&TECh Co,, Sén pham dung 1 lan, khong c6 che d6 bao hanh
. . . N Ltd/ Trung Quoc Ltd/ Trung Quoc
Citrate 3.2% specimen collection thung
Ong nghiém l4y méau chan khong Single-use containers for 100 6ng/ thung R . o .
2 |chira cht chéng dong Sodium Ong human venous blood XLPSA-9SC3  |Hodc 1200 éng/ Hebei Xinle SCAI&TeCh Co.,|Hebei Xinle Sc}&TECh Co., Sén pham dung 1 lan, khong c6 ché d¢ bao hanh
. . . X Ltd/ Trung Quoc Ltd/ Trung Quoc
Citrate 3.2% specimen collection thing
Ong nghiém 1y méau chan khong Single-use containers for 100 6ng/ thing A . A . . . i
3 |chita chét chéng dong Sodium Ong human venous blood XLSPSA-9SC2 |Hodc 1200 éng/ | 1160%1 Xinle Sci&Tech Co., | Hebei Xinle Sci&Tech Co., Sén phim dung 1 Iin, khong c6 ché do bao hanh
. . . N Ltd/ Trung Qudc Ltd/ Trung Quoc
Citrate 3.2% specimen collection thung
Ong nghiém l4y méau chan khong Single-use containers for 100 6ng/ thung R . o .
4 |chira chét chéng dong Sodium Ong human venous blood XLSPSA-9SC3 |Hodc 1200 éng/ Hebei Xinle SCAI&TeCh Co.,|Hebei Xinle Sc}&TECh Co., Sén pham dung 1 lan, khong c6 ché d¢ bao hanh
Ltd/ Trung Quoc Ltd/ Trung Quoc
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specimen collection
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