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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: 260001508/ PCBB-HN
Ngay cong bo: 18/05/2026

1. Tén co s cong bd: CONG TY CO PHAN THIET B] Y TE LABOMED
2. bia chi: S0 29 Ngach 14/3, Ngd 14 Pho Phao Dai Lang, Phuong Lang,
Thanh phd Ha Noi

3. S6 vin ban cua co so: LBM-DIA-B-260513-05 Ngay: 16/05/2026

4. Thiét bi y té thudc loai B

Tén thiét b y té&: Hé thong IVD xét nghiém huyét hoc

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 sir dung: - Abacus 5 (A5-1): Abacus 5 1a may xét nghiém huyét hoc
tur dong dinh luong da thong sé dung trong chan doan in-vitro, dé dinh luong
mau toan phan va phan biét 5 thanh phan bach cau trong mau méu tinh mach
toan phan chong dong bang K2EDTA hoic KsEDTA.

- AS5-1: Puogc dung dé van chuyén mau tr dong cho may xét nghiém huyét
hoc.

- Diacon 5 Hematology Control LOW Level: Diacon 5 Hematology Control 1a
mAu mau toan phan da dugc xac dinh gia tri ding dé kiém soat cac gia tri trén
cac may dém té bao huyét hoc da thong sé.

- Diacon 5 Hematology Control NORMAL Level: Diacon 5 Hematology
Control 13 miu méu toan phan di dugc xac dinh gié tri dung dé kiém soat cac
gia trj trén cac may dém té bao huyét hoc da thong sb.

- Diacon 5 Hematology Control HIGH Level: Diacon 5 Hematology Control
12 mAu mau toan phan da duoc xac dinh gia tri dung dé kiém soat cac gia tri
trén cac may dém té bao huyét hoc da thong sb.



- Diacon 5 Hematology Control: Diacon 5 Hematology Control la mau mau
toan phan da dugc xac dinh gia tri dung dé kiém soat cac gia trj trén cac may
dém té bao huyét hoc da thong sb.

- Diatrocal Hematology Calibrator: Diatrocal Hematology Calibrator dugc
thiét ké dé str dung trong viéc hiéu chuan cac may xét nghiém huyét hoc.

- Diatro*Dil-5P: Dung dich pha loang Diatro*Dil-5P 1a dung dich dém, on dinh
va duoc loc vi sinh, dung dé pha loang tu dong cac mau mau ngudi, trong dinh
lugng va dinh tinh hong célu (RBC), bach cau (WBC) va cac phan nhém bach
cau, tiéu cau (PLT) va do nong do Hemoglobin (HGB) trén may xét nghiém
huyét hoc Diatron. DiatroeDil-5P chi nén str dung v6i cac hoa chat ctia hiang
Diatron.

- DiatrosLyse-5P: DiatrosLyse-5P & mot chat ly giai da duoc 6n dinh va vi
loc, dung dé pha v& mang héng cau (RBC), nham dinh luong bach cau
(WBC), phan biét 5 thanh phan bach cau (LYM, MONO, NEU, EO, BA), do
ndng d6 hemoglobin (HGB) trong mau nguoi trén may xét nghiém huyét hoc
Diatron Abacus 5.

- Diatro*Diff-5P: DiatrosDiff-5P 1a mot hoa chat phan biét bach cau da duoc
6n dinh va vi loc, dung dé dinh luong bach cidu (WBC) va phan biét 5 thanh
phﬁn bach ciu (LYM, MONO, NEU, EO, BA) trong mau nguoi, thuc hién
trén may xét nghiém huyét hoc Diatron Abacus 5.

- DiatroeHypoclean CC: DiatrosHypoclean CC la dung dich rtra ddm déc chtra
hypochlorite, da dugc 6n dinh va vi loc, dung cho viéc lam sach, rira va vé
sinh cic mao quan, 6ng din va budng mau cia cac may xét nghiém huyét hoc
bang phan Gmg oxy hoa manh, loai bo két tua thanh phan mau va cin
lipoprotein trén tat ca cac may xét nghiém huyét hoc.

Tén co sé san xuat: Theo phu luc

Dia chi co s san xuat: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: Tiéu chuan nha san xuét

5. Ddi véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s& hiru: DIATRON MI Zrt.

Dia chi chu s¢ hiru: 1097 Budapest, Téblas u. 39, HUNGARY

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

Tén co sé: Cong Ty C6 Phan Thiét Bi Y Té Labomed

Dia chi: 86 29 Ngach 14/3, Ngd 14 Pho Phéo Dai Lang, Phuong Lang, Thanh
pho Ha Noi

Dién thoai ¢b dinh: 0962277870 bi¢n thoai di dong:

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



1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B.

2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485

3 | Gidy iy quyén cta chu so hiru thiét bi y té

4 | Gidy x4c nhan du diéu kién bao hanh

5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo
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 | Giay ching nhén hop chuén hodc ban tiéu chuén ma chu s6 hiru thiét
bi y té cong bd ap dung

7 G}ay chirng nhan l}ru hanh tur do con hiéu luc tai thoi diém nop ho so
do6i voi thiét bi y té nhap khau.

8 | Tai liéu khac (néu co)




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

< = Z Quy cach n . c .
STT| Tén thiet biy te Chiing loai Ma oan plrlam dong goi Tfn co 0 D;aochl co S0 Nuée san xuat
(Néu co) £, san xuat san xuat
(Néu c0)
May xét nghi¢ém 11z
f A Abacus 5 (A5-1) DIATRON MI | Téblas street 39.
1 [huyét hoc ty dong 7rt 1097 Budapest HUNGARY
B6 chuyén mau ty s
> | dong AS5-1 DIATRON MI | Téblas street 39. HUNGARY
: Zrt. 1097 Budapest
Vat liéu kiém soat 614 McKinley
murc thap xét Diacon 5 Hematology LOW Level: Place N.E.,
3 |nghiém din,h luong | Control LOW Level DN55001-SET 6x3ml ﬁiLD Systems, Minneapolis, [SJ"II"\ZII:]]EEIS)
26 thong so (DN55001) ' Minnesota
55413
Vit liéu kiém soat 614 McKinley
muc thuong xét Diacon 5 Hematology NORMAL Place N.E.,
4 [nghiém diqh lugng | Control NORMAL Level DN55002-SET Level: 6x3ml EﬁLD Systems, Minneapolis, g}[\IAITI’IIEEIS)
26 thong so (DN55002) ’ Minnesota
55413
Vit lidu kiém soat 614 McKinley
mirc cao xét Diacon 5 Hematology HIGH Level: Place N.E.,
5 |nghiém dinh lugng | Control HIGH Level DN55003-SET 6x3ml EfD Systems, Minneapolis, ISJ,II\IAI?EI;
26 thong so (DN55003) ' Minnesota
55413
Vit liéu kiém soat LOW Level: 614 McKinley
ba muc xét nghiém [ Diacon 5 Hematolo 2x3ml Place N.E
6 |dinh luon 2§ " | Control ® DN55004-KIT (DN55001); R&D Systems, Minnea. O.I’iS UNITED
1 uong NORMAL Inc. IMNCAPOTS, | STATES
thong so . Minnesota
Level: 2x3ml 55413

(DN55002);




Quy cach

STT| Tén thiét bi y té Chiing loai Ma san pham déng gbi Tencoso | Diachicoso | o0 can xubt
(Néu co) £, san xuat san xuat
(Néu cd)
HIGH Level:
2x3ml
(DN55003).
Chét hiéu chuan 614 McKinley
7 | huon; g};lil?ég milé g;?ittrfr);?;rHematOlogy DL30001-SET 2x3ml R&D Systems, ﬁ?ﬁﬁg Efis ONITED
e g (DL30001) Inc. INNCapots, | STATES
huyét hoc Minnesota
55413
IVD pha loang
dung trong xét DiatroeDil-5P DIATRON MI | Téblés street 39.
8 | nghiem huyét hoc DI512 20L 7rt. 1097 Budapest | TUNGARY
IVD ly giai hong
cau dung trong xét | DiatrosLyse-5P DIATRON MI | Tablas street 39.
? nghiém huyét hoc D3015HK SL Zrt. 1097 Budapest HUNGARY
IVD phan biét cac
thanh phan bach . . oy
10 | cdu trong xét DiatroeDiff-5P D3021 1L DIATRON MI | Tablas street 39. HUNGARY
i p Zrt. 1097 Budapest
nghiém huyét hoc
IVD rua dung
trong xét nghiém [ DiatrosHypoclean CC DIATRON MI | Tablas street 39.
1 huyét hoc D801 100mL Zrt. 1097 Budapest HUNGARY




