PHU LUC
ATTACHMENT

heo quyét dinh sé: 060/0D-VACI ngay 11 thang 01 nim 2024
ciia Vién Cong nhén Chit lwong Viét Nam)

Phong thi nghiémk.2,)~ tu/Kiém soat Chit lrong Thiét bj Y té
Laboratory Medical Devices Quality Control Department
Co quan chu quan: CONG TY TNHH B.BRAUN VIET NAM

Holding organization: B.BRAUN VIETNAM COMPANY LIMITED

Linh vyc: Thir nghi¢ém Co
Field of testing: Mechanical Testing

Ngudi dai dién/ Representative: Nguyén Trung Kién

Ngudi c¢6 thAm quyén ky/ Approved signatory:

TT Hg va tén Pham vi dwgce ky (cdc phép thir)

No. Full name Scope of signature authority (tests)
Béo cao/ Gidy chimg nhan két qua thir nghiém (dai dién
phéap nhén theo ity quyén)
Reports/ Certificate of test results (authorized legal
represeniative)
B4o céo/ Gidy chimg nhan két qua thir nghiém (dai dién
phép nhén theo ity quyén)
Reports/ Certificate of test results (authorized legal
representative)
Phé chuan két qua tat ca cac phép thir lién quan dén kiém
tra nguyén vét liéu diu vao/ thanh phim
Approve the results of all tests related to inspection of
incoming materials/ finished products
Phé chuan két qua tat ca cac phép thir lién quan dén kiém
tra nguyén vat liéu dau vao/ thanh phim
Approve the results of all tests related to inspection of
incoming materials/ finished products

| Phé chuan két qua tat ca cac phép thir lién quan dén kiém
tra nguyén vat li¢u d4u vao/ thanh phé.m
Approve the results of all tests related to inspection of
incoming materials/ finished products

1. | Nguyén Trung Kién

2. | Khuit Thj Huyén

3. | Nguyén Hong Ha

4. | Nguyén Kim Chi

5. | Lé Thj Hoai

o s
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PHU LUC
ATTACHMENT

(Kém theo quyét dinh sé: 060/QD-VACI ngay 11 thing 01 niam 2024
VACI cua Vién Cong nhin Chat lwong Viét Nam)

Phé chuan két qua tit ca cac phép thir lién quan dén kiém
tra/ do dac hang linh kién/ ban thanh pham

Approve the results of all tests related to inspection/
measurement of components/ semi-finished products

Phé chuén két qua tat ca cac phép thir lién quan dén kiém
tra/ do dac hang linh kién/ ban thanh phim

Approve the results of all tests related to inspection/

6. | Tran Viin Luu

7. | Vii Ngoc Twing

measurement of components/ semi-finished products

Phé chuan két qua it ca cac phép thir lién quan dén kiem
tra/ do dac hang linh kién/ ban thanh pham

Approve the results of all tests related to inspection/
measurement of components/ semi-finished products

8. | To Thj Hing

S6 higu/Code: VALAS 135 gl

Hiéu lyc cong nhan/ Period of Validation: 10/ 01/ 2029 @

Dia chi cong ty/Headquarters: VIEN
Cum cong nghi¢p Thanh Oai, xa Bich Hoa, huyén Thanh Oai, Ha Ngi, Viét Nam :Ei ‘:‘
Thanh Qai Industrial Complex, Bich Hoa Commune, Thanh Oai District, Hanoi, Vietnam VIET |

bia chi phong thi nghiém/Lab Location: @_j

Cum cong nghi¢p Thanh Oai, xd Bich Hoa, huyén Thanh Oai, Ha N§i, Vi¢t Nam
Thanh Oai Industrial Complex, Bich Hoa Commune, Thanh Oai District, Hanoi, Vietnam
S dién thoai/Phone: 024.3357.1616/ 024.3357.1414
Website: www.bbraun.com.vn

Email: info_bpvn@bbraun.com
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= DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
VALAS 135
VACI
Linh vyec thir nghiém: Co
Field of testing: Mechanical
Gi6i han dinh
" lwgng (néu co) /
Tén sén phim, vat . .
h
STT ligu thir ™ ph':?fhghé" a1 0 ;"“ - Phwong phip thir
t
No. | Materials or products : n'm ,Of . Test methods
Name of specific tests quantitation (if
tested
any)/ range of
measurement
110015
Do bén cia dudng han ) Phuong phap thir do bén
1 Determining the seal bén 15N cua duong han
strength of sterile Upto 15N Standard Test Method for
barrier systems Seal Strength of Flexible
Barrier Materials
107009
Quy trinh chuén thir
RO ri tong thé Dén 100kpa | nghiém phét hi¢n ro ri tong
g thir nghi¢ém bo;
, Gross leaks Up to 100 kPa Wi gl hang béaw
Standard test procedure
Jor detecting gross leaks
(bubble test)
107028
a Bao biy té RO ri vj tri dudng han (5+20)'s Thir nghi¢m bing thuoc
Sterile Barrier System Sead logasge oo
Blue dye test
Tinh toan ven 102037
Integrity ) Ki’ém tra tryc quan hé
s e« Pinh tinh thong bao vé vo tring
' s Qualitative (SBS)
Cleanness Visual inspection of sterile
barrier systems (SBS)
101000
Kiém tra ndi dung nhén
A - bao bi theo thong s k¥
: i gosn | U Bl i
labels itk 1 i Qualitative Check the contents of
packaging labels in
reference to its
specifications
,W
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- DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
VALAS 135
VACI
Gid6i han dinh
1 éu c6) /
Ténsin phim, V@t | L e phép thiF e : 3‘;;0)
STT li¢u thir P p tghlé) P P ; . Phuwong phép thir
No. | Materials or products F zr.mt ,0 / . Test methods
Name of specific tests quantitation (if
tested
any)/ range of
measurement
109001
Kha néng béc tach bao L )
bi giira film va gidy va £ )’(ac dinh kha niing béc
& 46 rong duomg han bén 10 mm }?ch bao bi giira film va
? il Up to 10 mm giay va do rong dudong han
The peel ability and seal L
width Determining the peel
ability and seal width
Chét lugng, kha ning ; 102?38 ,
doc va ndi dung cita ma Xéc dinh chat lugng, kha
vach hodc ma ma | ning doc va ndi dung cia
7 d?i‘ lidu ? 148 Dinh tinh ma vach hodc ma ma trin
’ Bao biy té Onalich neiadabifiey and Qualitative dix liéu/Determination of
Sterile Barrier System u‘; IO;’D;Z f . ;Zsaor the quality, readability and
23’:;” ixflc;ilfes content of bar-codes or
data-matrix-codes
8 b kin | Dinh tinh 102018
’ Closure Qualitative Thir d§ kin/Closure test
109046
a ndng tach gi :
ﬁha N thch o Pinh tinh Kiém tra kha nang tach
9. iika céc Vi
Separation of Blister Qualitative ,gl cac'v1
Phks |1 Separation of Blister Packs
Test
102018
“ Bao bi thir cip D6 kin Pinh tinh RARpipee
" | Secondary packaging | Closure Qualitative C Iosur(: Sl
Thiét b y té c6 két
i 1
ndi ren, hn o kin Dinh tinh wpips
11. | Medical devices have Clodinds Qualitative Thir d6 kin
threaded, welded Closure test
connections
é ; 102024
Nbinvabaobly 8 | oy juang in Pinh tinh . ’ ,
- Label quwi Fistie Print quality Qualitative B-GE A 4 S
Barrier System & Print quality test
W
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= DANH MUC PHEP THU PUQC CONG NHAN
' LIST OF ACCREDITED TESTS

VALAS 135
VACI

Gié6i han dinh
lwgng (néu c6) /
Tén phwong phap thir pham vi do

cy thé Limit of

Name of specific tests quantitation (if
any)/ range of
measurement

Tén san pham, vat
STT liéu thir

No. | Materials or products
tested

Phwong phap thir
Test methods

Sin phim va thiét bj 102000
y té D nhiém bén bé mit Dinh tinh Kiém tra do nhiém bén bé
Medical products and | Surface contamination Qualitative mt
devices Surface contamination test

104019

Do kich thutce hinh hoc
bang thudc vach bang thép
Geometric dimensions
measurement with ruler
104017
Do kich thuéc hinh hoc
bang panme
Geometric dimensions

Sin phim va thiét bj measurement with
y té Kich thuéc hinh hoc DPén5m micrometer
Medical products and | Geometric dimensions UptoSm 104021
devices Po kich thutc hinh hoc
bang thudce cap
Geometric dimensions
measurement with caliper
103015

Po l‘(ich thudce hinh hoc
bing thudc diia do

Geometric dimensions

measurement with gauge
check

109035

Kha ning chéng thém_ L Kiém tra kh nang chéng

S bl khong khi va diém sui D@ tl@ thim khong khi va diém

15. il bot Qualitative sui bot cia mang wa nudc

Hydrophilic membrane " L ¥ .
Impermeability to air Impermeability to air and

and bubble point bubble point of hydrophilic
membrane

" -

13.

14.
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- DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
VALAS 135
VACI
Giéi han dinh
1 éu c6) /
Thuokn phioh A | o bes sl preb
STT ligu thir 4 - o ’ :_ 4 Phurong phip thir
No. | Materials or products ; n.m .of . Test methods
Name of specific tests quantitation (if
tested
any)/ range of
measurement
109075
Kha néng chiju ty tai Kid Kha nane chi
Nip bio vé ciia dyng | trong ' P tratéi ti:'t;]n g chg ty
16 cuyte Behavior of component beén 15 AN ¢
a Protective cap of | connections loaded Uptol5s ehavior of ICO'ZP Znef';)
medical devices with their own com.recttons o4 .w1t
avitational force their own gravitational
& Jorce tes
105005
A K 4 £ Po kich thudce hinh hoc
; 0 i i
. Ong diy Kich thux.irc h-mh h?c bén 50 mm §bu day blng Bench Mike
Tubes Geomeltric dimensions Up to 50mm - .
Measuring tubing
geometry with Bench Mike
Bj déy truyén dich 116001
dﬁ?g "t lin, ddn Téc d6 dong chay Kiém tra téc d dong chay
18. | truyén biing trong lwc (0,1+10) L/h
¢ : Flow rate Flow rate test
Infusion sets for single
use, gravity feed
115001
. A Khi- 1 . t !
19. D'Id};'f'ye" . " ::,“itg"’ (10:50)mg | Xac dinh Khéi luong giot
o e Drop weight determination
Kha néng déng Dinh tinh 107008
20. Closing capability Ouaiisative Kiém tra kha ning dong
Van kiém tra check valve Closing capability check
Check vales A b . 109010
Ap suat m¢ Pén 20 mbar @ -
21. Ottt Up 10 20 mbar Kiém tra ap suat mo
e ressur
ik . il 4 Opening pressure check
107004
D¢ kin | g
2. Lf’ f;‘f"ﬁn (0 + 5) bar Kiém tra do kin long
iquid tightness
Dung cuy té 9 g Liquid tightness test
Medical devices A e 107005
23. A? el (0 + 5) bar Kiém tra d kin khi
Y —— Air tightness test
> e
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=z DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
VALAS 135
VACI
Gid6i han dinh
" lwgng (néu co) /
Tén san phim, vt L " .
STT liéu thir TH phwong ‘é’hép e | i fhom & Phwong phip thir
) cu th Limit of
No. | Materials or products 4 vl M Test methods
Name of specific tests quantitation (if
tested ‘
any)/ range of
measurement
110124
o . Kiém tra dong
by skl i 5 A _‘;"‘ Dén 800 N Dynamic test
. Connection tensile Up to 800N 110010
strength L
| Kiém tra tinh
Static test
. 110017
Luyc bé cong bén 800 N ) fa .
- Bending strength Up to 800N F s i i 6. cohy
gl " P Bending strength test
Két n i 109011
TIPS PR PR Kiém tra két n6i ngang
kénh Pinh tinh 5 it
26. ‘ . il e gilra cac kénh
Transverse connections Qualitative T ;
between channels ransverse connections
between channels test
Dyng cy y té RO ri khi tai p sudt 4 A
‘ p suat &m L . : 3
27. Medical devices Siibdnnd q spheric- DUﬁT tl@ RO ri khi tai dp sudt 4m
pressure air leakage Qualitative Suba@ospheric-pressure
; air leakage test
[
‘ 107031
RO ri long Dinh tinh \ [ G
28. Fluid leaka Oualitati Thir ro ri 1ong
ui e alitative
1 g Fluid leakage test
v 108001
Kha néng chong vin Lx .
» nguge g Pén 275N Kiém tr‘a:all(lha nancg chéng
o Resistante to separation Up to 27.5N . . g ;
from unscrewing Resistance to separation
‘ from unscrewing test
108002
Kha nang chéng vin qué .2 . £
b mic Pén 27.5N Kiém tra khaén.’m'g chong
’ Resistance to Up to 27.5N . R - Lk
Overriding Resistance to Overriding
j test
/W
|
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- DANH MUC PHEP THU PUQC CONG NHAN
LIST OF ACCREDITED TESTS
VALAS 135
VACI
Gio6i han dinh
Ll - lwong (néu c6) /
Tén san phim, vt N
i h
STT ligu thir T eerean sl | || phem vido Phwong phip thir
) cu thé Limit of
No. | Materials or products ] Brlt 2 Test methods
Name of specific tests quantitation (if
tested
any)/ range of
measurement
110058
Kha niing chéng tach Ls ) &
khoi tai trong doc truc Pén 35N Kiém tra kha néing chong
31. § { tach khoi tai trong doc truc
Resistance to separation Up to 35N Resist POk (04
b ance 10 s
Dyng cyy té S mavd from axial load test
Medical devi
edical devices 114030
i Nut do img suét Pén 27.5N Kiém tra kha ning nut do
’ Stress cracking Up to 27.5N {mg suét
Stress cracking test
’W
Ghi chi / Note:

- 110015, 107009, ....: Phuong phap
methods developed by the Laboratory.

thir nghiém ndi by xdy dyng bdi phong thi nghiém/ Internal test
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