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Phdng thi soit ChAt hrqmg ThiSt bi Y td

Laboratory Medical Devices Quality Contol Department

Co quan ch0 quan: C6xC Ty TIrUH B.BRAUN v$T NAM

Holdingorganization: B.BRAUN I/IETNAMCOMPANY LIMITED

L?nh vyc:

Field of testing:

Ngudi itai digr/ Representative: NguySn Trung KiGn

Nguli c6 thAm quy6n l<yl Approved signatory:

PHU LUC
ATTACHMENT

Thfr nghiQm Co

Mechanical Testing

6
Hg vi tOn

Full name

Phpm vi tlugc ki (cdc ph6p thft)
Scope of signature authority (tests)

Nguy6n Trung Ki0n

B6o c6olGi6y chrmg nhAn kOt qua tht nghiQm (ilai diQn

ph6p nh6n theo ty quy6n)

Reports/ Certificate of test results (authorized legal
representative)

Khu6t Thi Huyln

Biro c6olGi6y chimg nhan k€t qua thri nghiQm (ctai diQn

ph6p nhdn theo tiy quy6n)

Reports/ Certificate of test results (authorized legal

representative)

Nguy6n H6ng Hi
qua t6t chci,a ph6p thri li6n quan

tra nguy€n vflt lipu dAu vdo/ thenh phAm

Approve the results of all tests related to inspection of
incoming materials/ finished products

Nguy6n Kim Chi

qua t6t chcdc ph6p thir li6n quan

fia nguy6n vflt fieu dAu vdo/ thenh phAm

Approve the results of all tests related to inspection of
incoming moterials/ finished products

qua tet cir circ phdp thti li0n quan

tra nguy6n v{t liQu dAu vio/ thanh phAm

Approve the results of all tests related to inspection of
incoming materials/ finished products
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PHU LUC
ATTACHMENT

(Kdmtheo quy& itinh s6: 060/QD-VACI ngdy tl thdng 0l ndm 2024

cfia ViQn Cbng nhQn Chiit lu,gng ViQt Nam)

6. TrAn Vin Lrru

Ph€ chuAn k6t qua tAt circtic ph6p thri li6n quan d€n ki6m

tral do ttAc hang linh kiQr/ brin thanh phAm

Approve the results of all tests related to inspection/

me asurement of components / s emi-finishe d products

7. Vii Nggc Tudnng

PhC chudn k6t qui tAt cec6c phdp thri li6n quan d6n ki6m

tra/ do dac hang linh kier/ b6n thenh phAm

Approve the results of all tests related to inspection/

me as ur eme nt of c omponent s / s e mi -fini s he d pr oduc t s

E. TO Thi Hing

Ph6 chu6n k6t qua tAtcbcdc ph6p thri li6n quan d€n ki6m

tral do d4c hang linh kier/ b6'n thanh phAm

Approve the results of all tests related to inspection/

me as ur e me nt of c ompone nt s / s e m i -fi ni s he d pr o duc t s

SO ttiEut Coae: VALAS 135

Hieu lUc c6ng nh4n/ Period of Validation: 10/ 0I/ 2029

Eia chi cdng ty I Headquarters :

Cpm c6ng nghiQp Thanh Oai, xit Blch Hda, huyQn Thanh Oai, Hir NQi, ViQt Nam

Thonh Oai Industriol Complex, Bich Hoa Commune, Thanh Ooi District, Hanoi, Vietnam

Eia chi phdng thi nghiQm/Zab Location:

Cgm c0ng nghiip Thanh Oai, xl Bich Hda, huyQn Thanh Oai' Hi NQi, ViQt Nam

Thanh Oai Industrial Complex, Bich Hoa Commune, Thanh Oai District, Hanoi, Yietnam

SO Ai0n thoqil P ho ne : 02 4,3357 .1616 I 024,3357 .l 41 4

Website: www.bbraun.com.vn

Email : info_bpvn@bbraun.com
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DANH MUC PHfP THtIDUqc c0xc NHAN
LIST OF ACCREDITED TESTS

VALAS 135vAct

LInh vgr thir nghiQm: Ca

Field of testing: Mechanical

Phuong phip thr?

Test methods

TGn phrrong ph6p thfr
cB th5

Name of speciJic tests

Gidi hgn tlinh
tuqtng (n6u c6) /

phgm vi tlo

Limit of
quantitation (if
any)/ range of
measurement

TGn siln phfim, v$t
liQu thtfr

Materials or products

tested

I10015

Phuong phip thti ttQ bAn

cta dulng hin
Standard Test Method for
Seol Strength of Flexible

Barrier Materials

D0 bCn cria ttu&ng hdn

Determining the ,seal

strength of sterile
barrier systems

Dtin 15 N

Upto15N

Bao bi y t6
Sterile Barrier System

E6n 100 kPa

Up to 100 kPa

107009

Quy trinh chuin tht
nghiQm ph6t hi$n rd ri tdng

(thtnghipm bong b6ng)

Standard test procedure

for detecting gross leaks
(bubble test)

Rd ri t6ng th€

Gross leaks

(5+20)s

107028

ThtinehiQm brng thu.sc
nhuQm xanh

Blue dye test

Rd ri vitri tludng hin
Seol leakage

Dinh tinh

Qualitative

t02037

Ki6m tra trUc quan h0

thiSng bio vQ v6 tnng
(sBS)

Visual inspection of sterile
barrier systems (SBS)

Tinh toin ven

Integrity

D0 sach

Cleanness

Dinh tinh

Qualitative

101000

Ki6m tra nQi dung nhf,n
bao bi theo th6ng sti k!

thuft
Checkthe contents of
packaging labels in

reference to its
specifications

NQi dung ghi nhen

Contents of packaging
labels
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DANH MVC PHfP THIIDUQc c6xc NH,IN
LIST OF ACCREDITED TESTS

VALAS 135vAcl

STT

No.

T0n sin phAm, v$t
Ii$u thit

Materials or products

tested

T0n phuang ph{p thir
cp th6

Nome of specific tests

Gifi hpn ilinh
luqmg (n5u c6) /

phqm vi tlo

Limit of
quantitation (if
any)/ range of
meosurement

Phuung phfp thfr

Test methods

6.

Bao bi y t6
Sterile Barrier System

Khi ntrng Mc trich bao

bi giiia film vd gi6y vd

<10 r$ng dudng hin
The peel ability and seal
width

DiSn l0 mm

Up to I0 mm

109001

X6c tlinh khi nlng boc
t6ch bao bi giila film vi

gi6y vn d0 rQng dudng hin
Determining the peel
ability and seal width

7.

Ch6t lugng, khi nlng
dec vi nqi dung cua m6
vach ho&c m6 ma trfn
do li€u

Qual ity, re adab i I ity and
content af bar-codes or
data-motrix-codes

Dinh tinh

Qualitative

102038

X6c tlinh chdt lugng, khi
ndng tlgc vd nQi dung cria
ml vpch hoflc ml ma trfn
dt liQul De ter mination of

the quality, reodability and
content ofbar-codes or

data-matrix-codes

8.
D0 kin

Closure

Dinh tinh

Qualitative

1020r8

Tht d0 knlClosure test

9.
fU.*t6ch 

giilac6c

Sepwagpn of Blister
Packs

Dinh tinh

Qualitative

109046

Kiilm tra khi nlng t{ch
giila cdc vi

Seporation of Blister Packs
Test

10.
Bao bi thri' c6p

Secondory packaging

D0 kin

Closure

Dinh tfnh

Qualitative

102018

Th&d0 kin

Closure test

11.

ThiSt biy t6 c6 k6t
n5i rcn, hin

Medical devices hove
threaded, welded

connections

D0 kin

Closure

Einh tinh

Qualitative

l 0201 8

Tht tIO kin

Closure test

12.
Nhf,n vi bao bi y t6

Label and Sterile
Barrier System

Chtit luqng in

Print quality

Dinh tfnh

Qualitative

102024

Ki6m tra ch6t luqng in

Print quality test

tr
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DAI\IH MUC PHEP THTIDTIQC C6NC NI{,IN
LIST OF ACCREDITED TESTS

VALAS 135vAc!

STT

No.

T0n sin phAm, vft
tiQu thtl

Materials or products
tested

TOn phuung phdp th{r
cq th6

Name of specific tests

GiOi h9n tlinh
lugrng (n6u c6) /

phgm vi tlo

Limil of
quantitation (if
any)/ range of
measurement

Phuo4 phip thir
Test methods

r3.

Sin phim vl thi6t Ui

vt6
Medical products ond

devices

D0 nhi6m bAn b€ m{t

Surface contamination

Einh tinh

Qualitative

102000

Ki0m ra ttO nhi6m bAn bA

mft
Suqface contamination te st

14.

Sin phim vt thi6t bi

v16
Medical products and

devices

Kich thudc hinh hgc

Geometric dimensions

Dtin 5 m

Upto5m

104019

Do kich thudc hinh hqc
b[ng thudc vnch blng thdp

Geometric dimensions
measurement with ruler

104017

Do klch thudc hinh hqc
blng panme

Geometric dimensions
measurementwith

micrometer

104021

Do kich thudc hinh hqc
blng thudc cdp

Geometric dimensions
me asure me nt w ith c alipe r

103015

Do kich thudc hinh hqc

blngthudc ttfratlo

Geometric dimensions
measurement with gauge

check

15.
Mtng ua nufc

Hydrophilic membrane

Khi nlng ch6ng thdm
kh0ng khi vd di6m sti
bqt

Impermaability to air
and bubble point

Einh tinh

Qualitative

109035

Ki6m tra khi nlng chting
thdm khdng ktri vi <li6m

sti bqt cua ming ua nudc

Impermeability to air ond
bubble point of hydrophilic

membrone

zfu-*-
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DANH MUC PHEP THtIDIIqc c6xc NHAN
LIST OF ACCREDITED TESTS

VALAS I35vAct

STT

No.

TGn sin phim, v$t
liQu thil

Materials or products

tested

TOn phuong phip thri
cg th6

Name of specific tests

Gifi h4n tlinh
lugng (n6u c6) /

phqm vi tlo

Limit of
quontitation (if
any)/ range of
measurement

Phuorg phfp thft
Test methods

16.

Niip bio v$ cia dgng.,cByre
Protective cap of
medical devices

Khi ning chiu tU tai
treng

Behavior of component
connectbns loaded
with thelr own
grwitatlonalforce

D6n 15 s

Upto15s

109075

Ki6m tra Khi nlng chiu tU
tai trgng

Behwior of component
connections loaded with
their own gravitational

force tes

17.
6ng dfly

Tubes

Kich thuuc hinh hgc

Geometric dimensions

DiSn 50 mm

Up to 50mm

105005

Do kich thudc hinh hqc
ting dfly bing Bench Mike

Measuring tubing
geometry with Bench Mike

18.

BQ dAy truyin dich
dirng mQt Dn, d6n

truydn btrng trgng tgc

Infusion setsfor single
use, gravityfeed

^tr oc oQ oong cnay

Flow rate
(0,1+10) L/h

l 16001

Ki6m trat5c tD ddng chiy
Flow rote test

19.
Dich truydn

Infusion

Khdi luqng gigt

Drop weight
(10=50) mg

I 15001

X6c ilinh IG6i tuqng giot

Drop w e ight determination

20.

Van ki6m tra
Check vales

Khi ntrng d6ng

Closing copability
checkvalve

Einh tinh

Qualitative

107008

Ki6m tra ktri nlng it6ng

Closing capability check

21.
Ap su6t mo

Opening pressure

D6n 20 mbar

Up to 20 mbar

109010

Kitim na 6p su6t md

Opening pressure check

22.

DUng cp y t6

Medical devices

DQ kin l6ng

Liquid tightness
(0 + 5) bar

107004

Ki0m tra itQ kfn l6ng

Liquid tightness test

23.
DQ kin khi

Air tightness
(0 + 5) bar

107005

Ki0m tra d0 kin khf

Air tightness test

.ut
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DANH MUC PHEP THI/DUQc conc NHAN
LIST OF ACCREDITED TESTS

VALAS I35vAc!

STT

No.

TOn sin ph6m, v$t
liQu thfr

Materials or products

tested

TGn phuung ph6p thfr
cg th6

Name of specific tests

GiSi hp ilinh
tuqmg (n6u c6) /

phgm vi do

Limit of
quantitation (if
any)/ range of
meqsurement

Phuong phfp thifr

Test methods

24.

DTng cB y t6
Medical devices

D0 b6n keo m6i ndi

Connection tensile
strength

E6n 800 N

Up to 800N

lt0t24
Ki€m tra ilQng

Dynamic test

I10010

Ki6m tra tinh

Static test

25.
Lgc b6 cong

Bending strength'

Di5n 800 N
(lp to 800N

I 10017

Thti nghiQm lgc be cong

Bending strength test

26.

ftit niii ngang giita c6c
k€nh

Tr ansver se c onne c t ions
between channel,r

Dinh tinh

Qualitative

10901 I

Ki6m tra t<6t n5i ngang
gifra c6c k6nh

Transverse connections
between channels test

27.
Rd ri khi t4i 6p su6t 0m

Subatmaspheric-
pressure air leakage

Dinh tinh

Qualitative

107030

Rd ri khf tai 6p su.it im
Sub atmo s p he r i c -p r e s sur e

air leakage test

28.
Ro ri l6ng

Fluid leaknge

Dinh tinh

Qualitative

107031

Thrl rd ri l6ng

Fluid leakage test

29.

rura nel$ ch6ng v[n
ngugc

Resistance to separation

from unsbrewing

D6n 27.5N

Up to 27.5N

108001

Ki6m tra kh6 nlng ch6ng
vln ngugc

Resistance to separotion

from unscrewing test

30.

KhA nlng ch6ng,v[n qu6
mrlc

Resistance to
Overriding

Dtin 27.5N

Up to 27.5N

108002

Kirim tra khi nilng chSng
vf,n qui mfc

Re sistance to Oveniding
test

o
A,\
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vAc!

MUC PHfP THtIDUqc cOxc NH,IN
LIST OF ACCREDITED TESTS

VALAS 135

STT

No.

T0n sin phlm, v$t
liQu thfr

Materials or products

tested

TGn pl

Name

ung phdp thfr
c$ th6

f specific tests

Gtfi h4n rlinh
luqmg (n6u c6) /

phgm vi tlo

Limit of
quantitation (if
any)/ ronge of
measurement

Phuong phdp thri

Test methods

31.

DBng cqp y t6
Medical devices

Khi nIr
kh6i tai

Resistat

from ax

;chiSng t6ch
png dqc trUc

e to separation
'l load

D6n 35N

Up to jSN

l r0058

Kiiim tra khi nlng ch6ng
tich kh6i tAi trqng dgc trpc

Resistance to separation

from aial load test

32.
Nrrt do

Stress c

rg sti6t

rcking

E6n 27.5N

Up to 27.5N

I 14030

Ki6m na khi nlng ntrt do
img sudt

Srress crackingtest

Ghi cht lNote:
- ll00l5, 107009, ....: Phuong

methods developed by the Labt
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