SG Y TE TP HO CcHi Ming CONG HOA XA HOI CHU NGHIA VIET NAM

Poc lap - Tw do - Hanh phiic

THONG TIN
Ho so' cong bo tieu chuan dp dung cia thiét biy té thudc loai A

SO cong bo: 240000973/ PCBA-HCM
Ngay cong bo: 24/06/2024

1. Tén co s& cong bo: CONG TY CO PHAN BONG BACH TUYET

2. Pia chi: 550 Au Co, Phuong 10, Quén T4n Binh, Thanh phd Ho Chi Minh
3. S6 van ban cua co so: 34/CV/BBT/2024 Ngay: 24/06/2024

4. Thiét bi y té thudc loai A

Tén thiét bi y t&: TAM BONG Y TE

Tén thwong mai (néu cd): Tam bong than tre, Tam bong than gidy, Tam bong

tré em, Tam bong ngudi 1on, Tam bong, Tam bong y té, Tam bong y té ray tai,
Tam bong y té 02 dau tron, Tam bong y té 01 dau gon, Que gon, Que xét

nghiém, ...
Mi Global Medical Device Nomenclature — GMDN (néu c6):
Chiing loai: Tiet trung va khong tiét tring

Ma san pham (néu cé):

Theo phu luc

Quy cach dong goi: 1 que/goi, 5 que/goil, 10 que/goi, 20 que/goi, 42 que/goi,
50 que/goi, 57 que/goi, 100 que/goi, 200 que/goi, 500 que/goi: 80 que/hop.
100 que/hdp. 120 que'hdp, 200 que/hdp, 336 que/hdp hode fiy theo yéu cau
cua khach hang.

Muc dich sit dung: LAy mau xét nghiém, nra vét thirong, vét mo, vé sinh miti —
tai — ron va cac muc dich khac. ..

Tén co s& san xuat: Theo phu luc

Pia chi co s& san xuat: Theo phu luc

Tiéu chuan chat hrong san pham ap dung: TCCS 01:2020/BBT; TCCS
03:2020/BBT

5. Poi voi thiét bi y té chnra chat ma niy. tién chat (néu co):

6. Thong tin vé chi s& hiru thiét bi y té:
Tén chi so hitu: Cong ty C6 phin Bong Bach Tuyét



Pia chi chu s& hima: 550 Au Co, Phudng 10, Quéan Tan Binh, Thanh pho Ho
Chi Minh, VIET NAM

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

8. SO cong b du diéu kién san xuat doi véi thiét bi y té san xuat trong mrdce:
220000028/PCBSX-HCM

9. Thanh phan ho so:

1 | Vian ban céng bo tiéu chuan dp dung cia thiét bi y té thude loai A_ <
2 | Giay chitng nhéan dat tiéu chudn quan Iy chat lvong ISO 13485 X
3 | Gidy uy quyén cia chi sé hiru thiét bi v té X
4 Giﬁy‘ xac nhan du didu kién bao hanh X

5 | Tai1 liéu mo ta tom tat ky thuat thiét b1 y té bang tieng Viét, kem theo |
tai lieu kv thuat mo ta chie nang, thong 06 ky thuat cua thiet br y te
do chu so hiru thiét b1 y t€ ban hanh.

6 | Gidy chung nhan hop chudn hodc ban tiéu chudn ma chu sé hiru thiet |
b1 y té cong bo ap dung

7 | K&t qua danh g1a cac thong so hoa, 1y, vi sinh va cac thong s6 khac do|
co s& di diéu kién theo quy dinh cua phap luit vé danh gia sw phit
hop cip hodc Gidy chitng nhén danh gid chéit lrong do co quan cé
tham quyén cia Viét Nam cap ddi véi TBYT chan doan in vitro
(TBYT san xuat trong nuoc)

8 | Tai liéu hwéng dan sit dung cta thiét bi v té X

9 | MAu nhin thiét bi y té X

10 | Tai lidu khéc (néu co) X




BANG KE CHI TIET TRANG THIET Bl Y TE

CHUNG TEN CO SO
poN vl [Loat A | QUYCACH | ooy yyayy | TENCHUSO
STT TEN TRANG THIET B] Y TE BONG GOIL HO'U, NUGC
TiNg SAN NUGIC SAN CHU SO
Cing ty C philn | Céng ty Cb phin
Tam bing v tf (it tring vh khbng tift tring) Bing Bych Bdng Bych
TuyévVigt Nam | Tuyét/Vige Nam
I |Tam bdng tré em BET 57 que/pdl ol 03400 Theo yle KH bt trén nhir tén
2 |Tam bing ré em BET 120 que/ hip trin Hap 1504 Theo y'e KH nhar trén nhar trén
3 |Tam bdng tré em BT 336 que/ hip chit nhit Hip 15003 | Theo y/c KH nhu trén nhis trén
4 |Tam bing tré cm BBT 336 que’ hiyp tin Hip 15009 Theo yie KH nhar trén nhar trén
5 |Tam bing 100 que/hdp dep Hip 15010 | ‘Theo yic KH nbur trén nhus trén
6 | Tam bong 150 que/bdp dep Hop 15011 Theo yic KH bt trén nhur trén
7 [ Tam bong tré em BBT Ikg Kg 15023 | Theo v/e KH s trén nhu trén
§ [Tam bong 1ré em BET 01 ddu (37Que/Gai) Gl 15024 Theo y/c KH nhu trén nhe trén
15028
15026
15027
15028
g |Tam bbng ré pm Que/gdimip }:gg Theo /e KH nhur 1rén nhar trén
15040
15041
15042
15043
10 |Tam tong tré em thin gidy dhu tron xohn 336 que/ bp trba Hiyp 15031 Theo y/c KH nhur trén nhu trén {1 %
11 |Thm bing tré em thin gidy dbu tron xofin 200 que/ hip trdn Hap 15036 Theo yic KH nhus teén nilus trén
12 |Tam béng tré em diu mon-mudeg 200 que/hip Hip 15037 Theo y/e KH nha irén nhar irén
13 |Tam béng tré em dhu xofin-mudng 200 que/hip Hép 15038 | Theo yic KH nbur trén nhu trén
15044
15045
15046
15047
. 15048 | .
14 [Tam bing nginin ldin Que/goihip 15049 [heo y/e KH nhr trén nibar trén
15050
15081
15052
15053
15 (Tim bing BBT 42 que/gdi Goi 15000 | Theoy/cKH nlnr trén nhir trén
16 |Tam bing BRT 200 que/phi i 15007 Theo yie KH nhur trén e trén
17 | Tam bing thin re, dliu trdn xodn 200 que/gdi it 15032 Theo yie KH nihur trén nhar trén
18 |Tam bing thin tre, dlu trbn xobn 100 que/gdl Gl 15004 "Theo yic KH nhu trin nhu trén
19 |Tam bong thin gidy, du tron xobn 200 que/goi Gl 15033 Theo yic KH nhur trén nhis lrén
20 |Tam béng thin gidy, du tron xolin 100 que/péi Gl 15035 | Theo yic KH nh trén nhr trén




L1 0

TEN TRANG THIET B} Y TE
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Hi'U, NUGC
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2l

Thm bdng nguii lim Lkg

Kg

15022

Theo yfc KH

rihar tén

fam bang BAT 80 quehdp tron

Hop

03200

Theo y/c KH

nhit trén

fihar trén

Tiim brg BET 200 que/hip trda

L5008

Theo yie KH

nhs trén

nhar trén

Tam bang BET 200 que/hdp chit nhit

Hop

15002

Theo vic KH

ihur teén

nhur trén

Thm bing dii 15cm 1 diu gon

Que/Gédi

10609

Theo yvic KH

nibar trén

nhar trén

Thm bong dil 15em | diln ghn L tring

Que/Gbi

10509

Theo y/e KH

b trén

ninr trém

Qe gon dil | Sem diu gon Idn

Qual(hl

10610

Theo yic KH

nhir trén

nhar trén

Que gon dii | Sem dhu gon Idn ¢l wing

Que/Géi

10510

Theo vie KH

nhar trén

nhur (rén

Tain bong v 1é 01 dba gon

Qued G

10621
10628
10631
10632

Thea vic KH

nhar trén

30

Tam bong v 1 01 dliu gon tigt tring

Que/Géi

10521
10528
10531
10532

Theo yle KH

nhir trén

]|

Thm bing y 1 ry i 02 diy

Que/ G

10607
10608
10618
619
10620
10633
10634
10635

Theo yle KH

kP

Tam bing y 1 ray tai 02 diu tigt tring

Que/Goi

10507
10508
10518
10519
10520
10333
10534
10535

Theo yic KH

E
&
'nn\ﬂ

F

i3

Tam bang 2 diu trim

Que/Gai

10622

Theo y/e KH

34

Qe xét pghiém B3mm

QuesGal

10613
10636
10637
10638

Theo yic KH

35

Que xét nghifm O3mm G g

Que/Gol

10513
10536
10537
10538

Theo y/c KH

36

T bdng v 1 DImm

Que/Gdi

10613
10617
10606
10639
10640

Theo /e KH

£

Tiim bdng y t& @3mm 1iét trimg

Que/Géi

151
10517
10506
10539
10540

Theo yic KH

nihyr trén
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38

Tatn bdng y b O3mm, 01 diu

e/ Gai

10627
10641
10642

Theo v/e KH

nhis tréim

19

Thm bang ¥ 1€ @3mm, 01 dhu tit tring

Que/(ai

10527
10541
10542

Theo yic KH

40

Que xét nghidm O8mm

Que/Goi

10611
10643
10644
10643

Theo y/e KH

nhu trén

nhur trén

41

Qe xé nghifm G5mm gt tring

Cue/Goi

10511
10543
10544
10345

Theo yie KH

nhur trén

nibur trén

42

Tam baig v 1& @5mm

Que/Gal

10600
10603

10612
10616
10646

Theo yic KH

nhar trén

nhu trén

A3

Tam bing v 1& @Smm tiét trimg

Que/Gol

10500
10503
10512
16516
10546

Theo yic KH

e

Tam béng y 1& @3mm, 01 diiu

QueiGoi

106323
10647
10648

Theo yle KH

nhi lrén

nhur trén
718

43

Tam bong y 8 @5mm, 01 olfiu (it teling

Que/Gibi

10523
10547
10548

Theo yic kH

ol trén N0
PH

Tim bng v 1€ ©10mm

QuelGal

10601
10604
10630
10649
10630

Theo yie KH

nhu trén

nhus trén
)

47

Thm béng y té ©10mm tidt trimg

QuerGoi

LI
10504
10330
10549
10550

Theo vic KH

18

Qe %t nghidm & 12mim

QuefGibi

10651
10652

Theo y'e KH

nihur trén

nhir trén

Gue xét nghiém @12mm G wing

QuehGil

10551
10552

Theo yie KH

nhar trén

nhar trén

30

Tam bbng y t& @12mm

Que/Gidi

10629

10653
10634

Theo yic KH

nhu trién

nhur trén

51

Thim bdng v 1& €1 2mm tigt trong

Cue/Gidi

10529
10553
L0554

Theo y/e KH

ndar trén

52

Qe xé nghigm A13mm

Que/Gibi

LO6SS
10636
10657

Theo yic KH

53

Que xét aghltm ©15mm 6§ 1ring

QueGdi

10555
10556
10557

Then yic KH

nhar trén




TEN TRANG THIET Bl Y TE

PON V]
Tinu

CHONG
LOAL MA

PHAM

QUY CACH
DONG GOI
(NEU CO)

TEN €O 50

SAN XUAT/

NUGC SAN
XUAT
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1)

Tam bong y t& O Smm

Que/Gél

10602
106605
10614
10658
10659

Theo y/e KH

nhu trén

55

Thm béing ¥ th @31 Smmum 1id1 trimg

Que/Géi

16502
10508
10514
10558
10559

Theo yic KH

niar trén

nhar trén

bl

Tm bbng y t& 1 Smm (thiin tre)

Que/Gdi

106326
10660
10661

Theo yie KH

nhar trén

Tam bdng v t& O Smm (i# tring (thin tre)

Qe Gibi

10526
10360
10561

Theo y/c KH

nhur trén

58

Qe xét nehiém O20mm

Que/Goi

10662
10663

Theo yic KH

nhas trén

b

Que xét nghidm SI0mm tigt tring

Que/Gi

10562
10563

Theo yic KH

nihar trén

Tiim bong ¥ 1& @20mm

Que/Ghi

10624
10625
10664
10665

Theo y/c KH

&l

Thm bing v té O20mm igt tring

QuesGdi

10524
10525
10564
10565

Theo y/c KH

nhu trén

&2

Que xét nghifm

Que/gdi

10666
10667
10668
10669
10670
10671
10672
10673

Theo yie KH

63

Qe et nghidm tigt ring

Que/ghl

10566
10567
105638
10569
10570
10571
10572
10573

Theo yie KH

niur trén

nhur trén

Tam bdng

Que/gairhdp

15084
15055
15086
15057
15058

Theo vic KH

nhur trén

635

Tam bong y 1

QuelGai

10676
10677
10678
10679
10680

Theo yic KH

nins irén




CHONG TEN CO SO
QUY CACH TEN CHU 80
STT TEN TRANG THIET B] ¥ TE PONVI |LOALMA | pavccar | SANXUATY | hoy Nuge
TINH SAN NU'GC SAN CHil SO HOU
rAm | (NEUCO) XUAT o
10576
10577
66 |Tam bdng y 1d tift tring Que/Gdi 10578 Theo vie KH b trifn nhur trén
10579
10580

(i sin phiim trén o6 quy chch déng goi khic nhay & ¢ mi sin phim khic nhau




