
ciinsfiftlf Pasfrur 
ingri PASTEUR Ti1011111 PHO lio CIII MINH 

KHOA KIEM DINH VAC XIN VA SINH PHAM 

167  Pasteur, Phtr6ng  8,  Qu'an 3 Thanh pho 116 Chi Minh, Vi4 Nam 
Dien thoai: (84. 8) 38.202.835  —  38.230.352; NOi 110:143; Fax: 38.231.419 

   

KET QUA THU? ' NGHIEM VO KHUAN 
S'O: 201115-005 

Don vi giri mL: Cong ty TNHH MTV Nha May United Healthcare 

Dia chi: 

	

	Lo I-4b-1.3, Dutmg N3, Khu Cong Nghe Cao, Quan 9, 

TP. HCM, Viet Nam 

Ten mL thir: 	Kim 1u6n firth mach 

(Ten thuong mai: FAVOCATH — IV Catheter) 

Tinh trang mkt: 	Goi 1 lop, con nguyen niem phong 

Ngay nhan mL: 	20/11/2015 	Ngay thuc hien: 01/12/2015 

Phumg phap: 	theo SOP so QC-DV 04-15 

Tieu chuan danh gia k'et qua: Dtrqc din Viet Nam xudt ban fan 4, 2009. 

Moi throng nuoi cdy: Fluid thioglycolate medium (FTM) va Tryptic soy broth (TSB) 

Nu6i cay: 	14 ngay/30 — 35 °C va 20 — 25 °C 

KET QUA: 	Kitting c6 su phat trien cua vi sinh vat trong rad truong nuoi cdy 

KET LUAN: 	Dal 

TP. HO Chi Minh, ngay 16 thang 12 narn 2015 

Lim Idt qua chi c6 gia tri tren mju ther. 
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Try sir chInh: 02 Nguyln Van Thu, P. Dakao, Q.1, TP.HCM 	Chi nhinh Can Thu: F2.67  -  F2.68, throng so 6, 
Dien thoyi: 08.38295087  -  38296113  -  38291744 
Fax: 08.39117216 
Email: casehcm@case.vn  

VP Dui WO Miin Trung: SO 300 (La 6) DtrtYng 23/10, 
P. Ngyc lIl P,  TV.  Nha Trang, Tinh 1Chanh HMI 
DT: (058) 3811 808  I  Fax: (058) 3811 809 
Email: kinhdoanhl@case.vn  

KDC 586,  P.  Phil Thu',  Quell  CM Rang, TR Can Tha 
Dien thoyi: 0710.3918216-217-218  I  Fax: 0710.3918219 
Email: case-ct@vnn.vn  

so KHOA HQC VA CONG  NGHV TP.HCM 	 P - MM16070031 

TRUNG TAM DICH VU PHAN TICH THI NGHItM TP.HCM 
CENTER OF ANALYTICAL SERVICES AND EXPERIMENTATION HCMC NTS  E 

VIMCERTS 147 

    

BMNM 02/3 — LBH 03 
Ngay/Date : 15/07/2016 

Ma se) mgu/ Sample Code 
BN16070017 
MM16070031 

 

KET QUA THU' NGHIEM 

 

   

    

Ten khach hang/ Customer 
Dia chi/ Address 

Ten mdu/ Name of sample 
So ltroing/ Quantity 
Tinh trang mau/ Sample description : 
Ngay nhan mAu/ Date of receiving 
Ngay hen tra KH/ Date of issue 

CONG TY TNHH MTV NHA MAY UNITED HEALTHCARE 
LO I-4B-1.3 DIJONG N3  -  KHU CONG NHE CAO  -  PHIJONG 
LONG THANH  -  QUAN 9  -  THANH PHO HO CHI MINH 
KIM LUON TINH MACH FAVOCATH TM 

1 
Kim tiem luif‘m tinh mach 
01/07/2016 
09/07/2016 

STT/ 
No 

Chi tieu kie'm nghiem/ 
Parameters 

Don vi filth/ 
Unit 

Ket qua/ Result Pinning phap/ 
Test method 

1 

,_. 	.._. 

DO vo khuan 

. 	. 	. 

Khong phat hien vi khuan 
va ndm m6c 

TK. DDVN IV-phu 
luc 13.7 

Luang p p ttcyc VILAS tong nhan Method is accreditated by V/LAS 
(**) Ket qua duvc thtrc hign bbl nha thau phu  /  Subcontracted test. 

Phu trach phong thir nghiem/ 

Officer in charge of laboratory 

KT.GIAM DOC/ DIRECTOR 

PHO GIAM DOC/ VICE DIRECTOR 

     

IAGH6* 

 

by  

o , 

TRUNG TA 
DICH VU PHAN  I 

0- 	THI NGHIE 

410 
THANH P 
HO CHI MINH •Se 

 

 

Tr?an Dinh Le Thanh Tho 

1) Thong  tin ye  matt dupe $hi  then yeu  eau  cita  khich hang/ Information  of sample is written as customer's request. 
2) 'Chong dime  sao  chop ket qua nay, I phitn hay town be  ,  neu khdng duvc  su  bong  k  bang yin bin dm Giam  Doc Trung  Tam Dich Vo Phan Itch  Thi Nghiem  TP.HCM/  This above result shall not be reproduced, partly or fully, 

unless written approval of Director of CASE. 
3) Ket qua phan tich chi  co  gia  tri ten  mail  dui/ This testing result is only valid on tested sample. 

www.case.vn  case.com.vn  
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Ma so mau/ Sample Code
BN16070017 
MM16070031 

- 

KT  QUA TH .' NGIIItIVI U 	. 

02/3 — LBH 03 
Ngay/Date :15/07/2016 

Ten khach hang/ Customer 	: 	CONG TY TNHH MTV NHA. MAY UNITED HEALTHCARE 
Dia chi/ Address 	 : 	LO I-4B-1.3 DUONG N3 - KHU CONG NHE CAO - PHIJONG 

LONG THANH M)T7.  - QUAN 9 - THANH PHO HO CHI MINH 
Ten man/ Name of sample 	: 	KIM LUON TiNH MACH FAVOCATH TM  
So prong/ Quantity 	 : 	1 
Tinh trang mau/ Sample description : 	Kim tiem lu'on tinh mach 
Ngay nhan mau/ Date of receiving 	: 	01/07/2016 
Ngdy hen tra KH/ Date of issue 	: 	09/07/2016 

STT/ 
No 

Chi tieu kie'm nghiem/ 
Parameters 

Don vi tinh/ 
Unit 

Ket qua/ Result Phucrng phap/ 
Test method 

1 Ethylene oxide mg/kg 67,5 EP 6 
(*) 	Ph,trang phap duvc VILAS cong nhan / Method is accreditated by VILAS 
(**) 	Ket qua dtrov thkrc hie'n boi nha thau phu / Subcontracted test. 

Phu filch phong thtr nghiem/ 	 KT.GIAM DOC/ DIRECTOR 
Officer in charge of laboratory 	 PHO GIAM DOC/ VICE DIRECTOR 

/ 	 G onne l.,.. 
,..7P 	'/-14,,, '' 	TRUNG TAM 	.- Nr 

oicH IN PHAN TICH 0 THI NGHleM 
-- 	 t. 	THANH PH6 

0 	Ho CHI MINH 
4,   0 5' * 

Ran Dinh Hip 

Le Thanh Tho 

1) Thong tin ye matt disc shi theo yen cau dm khich  hang/ Information of samee is written as customer's request. 
2) Khong digit sao chef, lc& qua nay, 1 MIL hay Man 130 , neu khong dugs su dong Y bang van bin dm Giim Doc Tnmg Tam Djch Vn Phan Tich Thi Nghiem TP.HCM/ This above result shall not be reproduced, partly or fully, 

unless written approval of Director of CASE. 
3) Kitt qua pain tich chi co git trj tren mau thit/ This testing result is only valid on tested sample. 

Try sir chinh: 02 Nguyin Van Thu, P. Nakao, Q.1, TP.HCM 
Ditn thoyi: 08.38295087  -  38296113  -  38291744 
Fax: 08.39117216 
Email: casehcm@case.vn  

Chi nhinh an Thu: F2.67  -  F2.68, &ton s6 6, 
KDC 586, P. Phu Thu., QuOn Cal Rang, TP. an Thu 
Din thoyi: 0710.3918216-217-218  I  Fax: 0710.3918219 
Email: case-ct@vnn.vn  

VP D9i Wen Mi8n Trung: S8 300 (L8 6) Haan 23/10, 
P. Nor Hitp, TP. Nha Trang, Tinh Kluinh Hon 
DT: (058) 3811 808 	I 	Fax: (058) 3811 809 
Email: kinhdoanhl@case.vn  

www.case.vn  1  case.com.vn  
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0 	TRUNG TAM K? THUAT TIEU CHUAN DO LONG CHAT LONG  3 

QUATEST 3® 	QUALITY ASSURANCE & TESTING CENTER 3 

-- 	 -- 	 , 

KT3-04914CK6/1 PHIEU KET QUA THU' N G H I E M 08/09/2016 
TEST REPORT Trang 01/01 

1. Ten mau: 	 KIM LUON TINH MACH FAVOCATH TM  18G 
2. S6 lucmg matt: 	01 
3. Mo td mau : 	 Xem hinh 

\ 	' 

...." 	 , 	r 

NH I HIM II I niMiiiiiK in IIIRiii II ni Atill i 

4. Ngay nhan mau: 	08/09/2016 
5. Ngay thir nghiem: 	08/09/2016 
6. Novi giri mAu: 	 CONG TY TNHH MTV NHA MAY UNITED HEALTHCARE 

Lo I-4b-1.3, Duirng N3, Khu CNC, Qu4n 9, Tp 114 Chi Minh 
7. Phuang phap thir : 	TCVN 7609-5:2007 Ong th6ng mach vo tiling cliing mot 111 

Phan 5 : Ong thong ngoai bien bao kim 
8. Ket qua thir nghiem: 

1.Thimg chtla ntick 
2. N66c cat 
3. De o vao 

Ong 

	

2 	4. 	nit& tran 

	

,.... — 3 
	5. Ong d5n cung cap 

luu luring 502 den 548m1/phut 
6. Da u n6i con / s 	7. Ong thong de thir 

6  8. Binh thu h6i/ ong do 

Ten chi tieu Ka qua thir nghiem 

A. KICH THIfOC ONG THONG 

8.1. Du6ng kinh trong, mm 0,970 

8.2. D&mg kinh ngoai, 

B. THe LU'll WONG 

mm 1,260 

8.3. Ltru lucing trung binh, mL/philt 106 

P.TRIJONG PTN CO Kill KT. GIAM DOC 

	

- 	0' 	,, 

	

co 	TRUNG TAM 

	

,.-, 	 Ki THU4 	i4) if,' TIE0 LAIH:04  :  : :'' 0

, 

.  IF%GiAlw 

DOC 

.c. - • 
Phtun Van tt 

	

0,„ CHAT WOG 	.:"/ 
• <4'Gc.,/,  .t1';  ng , 	. Thanh Son 

. • 140+ Do tAsts 

1. Cic ket  qua tint nghiem ghi trong phieu nay chi di  gra  tri d6i vai man do khach hang gin den./  Test  results are valid for the namely submitted  sample(s) only. 
2. !Chong direc trich sao met phan phieu Irk qua thir nghiem nay neu khong co su dung Y bang van ban cila Trung tam KS% thuat 3. 	 N/A:  khong ap dung. 

This  Test  Report shall not  be  reproduced,  except  in full, without the written approval of Quatest  3. 	 Not  applicable 
3. Ten Mau, ten khach hang dixqc ghi theo yeu eau cna ncri giri maul Name of sample and customer are written as customer's request. 
4. DO khong dam trio do mar rung trac luring duet tinh  vai  k = 2,  mirc tin  coy  95  %.  IChach hang co the lien he then dia chi duai de biet them thong tin. 

Estimated expanded uncertainty of measurement with k  =  2,  at 95  % confidence level. Please contact  Quatest  3  at the  below address for further information. 

Head  Office: 49 Pasteur, Q  I  , 116 Chi Minh City,  VIET  NAM 	Tel:  (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	Website:  www.quatest3.com.vn  
Testing: 	7  Road 1, Bien 116a 1 Industrial Zone, Hong Nai  Tel: (84-61) 383 6212 	Fax:  (84-61)  383 6298 	E-mail: qt-dichvutn@quatest3.com.vn  

Lan sira dui:  4 
	

BH9 (03/2012) 
	

M03/1  -  TTTNO9 
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TONG CUC TIEU CHUAN DO LUONG CHAT WONG 
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QUATEST 3® 	QUALITY ASSURANCE & TESTING CENTER 3 

  
 

PHIEU KET QUA THIS NGHleIVI 
TEST REPORT 

  

23/06/2017 
Trang 01/05 KT3-02568ACK7/3 

 

  

  
  

 
 

   

1. Ten mau: 

2. SO luting mau: 

3. MO to mau 

4. Ngay nh4n mau: 

5. Ngay thir 

6. Ned 	mau : 

7. Phuang phap thin: 

KIM LUON TINH MACH NGOAI BIEN FAVOCATHTM  18G 

I. V CATHETER WITH INJECTION VALVE FAVOCATH Tm  18G 

01 (03 pcs) 

Xem hinh 

,'T • 	 . 	 . 'STA 

12/06/201 7 

13/06/2017 

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM 

HEALTHCARE 
LO I-4B-1.3, Duirng N3, Khu CNC, Qu4n 9, Tp HO Chi Minh 

- TCVN 7609-5:2007 Ong thong mach vo trung diing mot fan 

PhOn 5 : Ong th6ng ngoai bien bao kim 
- TCCS 0001-1:2017/USM 

8. K& qua thir nghim : 	Xem trang 02/05...05/05 

I. Cac ket qua this nghiem ghi trong phieu nay chi co gip tri dot veri , mau do khach hang girl den./ Test results are valid for the namely submitted sample(s)  only 
2. faring doge trich sao met !Man phieu ket qua Mir nghiem nay nen khong c6 sir dong y bang van ban  cna  Trung tam KS) thuat  3. 	 N/A: khong dp dung. 

This Test Report shall not he reproduced, except in full, without the written approval of Quatest 3. 	 Not applicable 
3. Ten mau,  ten khach hang dupe ghi theo  yeu  eau  cna  not giri maul Name of sample and customer are written as customer's request. 
4. DO khong dim bao do  ma reng Ink  luring dupe tinh yeti k =  2,  mac tin cgy 95  'Y..  Khach hang  c6  the  lien  he  theo  dia  chi  chreri de biet them thong tin. 

Estimated expanded uncertainty of measurement with k = 2. at 95 % confidence level. Please contact Quatest 3 at the below address for further information. 

Head Office: 49 Pasteur, Q1, HO Chi Minh City, VIETNAM 	Tel: (84-8) 3829 4274 Fax: (84-8) 3829 3012 Website: www.quatest3.com.vn  
Testing: 	7  Road 1, Bien flea 1 Industrial Zone, Dong Nai 	Tel: (84-61) 383 6212 Fax: (84-61) 383 6298 E-mail: qt-dichvutn@quatest3.com.vn  

Lan sera deli: 4 	 BH9 (03/2012) 	 M03/1  -  TTTNO9 
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.KT3-02568ACK7/3 PHIE-'111 KE--T QUA THU2  NG 
TEST REPORT 

, 	 ,---‘ 0"; 

/e TRUNG TAM 
23/06/2017 
rang 02/05  

8. Ket qua thin nghiem 
-clfnc.',,i/e1E:Jci,141011;iiNiiiiellooDill.G:1: .: 

Ten chi fiat Mix chat luting theo et qua thir nghiem 
TCCS 0001-1:2017/USM 

1. MA matt BO ong thong phai co ma man Dat 
phii hop vOi bang 1 de chi 1.6 
throng kinh ngodi danh nghia 

cita than Ong thong 

• Outing kinh ngoai danh nghia ctla 	mm 
than ong th6ng 

1,2 ; 1,3 1,2 ; 1,3 

• Outing kinh ngoai thuc to 	mm 1,150 - 1,349 1,220 

• Mau Xanh la cay Xanh la cay 

• Dinh co 18 18 

2. BO Ong thong Dau ngoai bien phai c6 clang 
nem de de long va phai lap 
khit vo-i kim. Khi kim dugc Dat 
long het vao bo Ong thong, 

than Ong phai sat \Teri loan vat 
cua kim va cach dau vat 

khong tern hem. 1 mm 

3. Kim 
• Vat lieu Kim phai dugc lam bang vat 

lieu cirng va phai thong, (tong 
deu ve mat cat ngang va dO Dat 
day dm thanh. Neu sir dung 
ong the') thi phai phit hop voi 

(Ong bang kim loaf) 

ISO 9626. Outing don chat 
long trong kim phai kh6ng c6 
vat can c6 the ngan mau chay 
vao can kim. 

,. 

0 	TRUNG TAM KY THUAT TIEU CHUAN DO LUJNG CHAT WONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

3® 	Head Office: 49 Pasteur,  Q1,  H6 Chi Minh City, VIfiT 

	

NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

Hong Nai 	Tel:  (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatesacom.vn  
QUATEST 	Testing: 	7 Road 1, Bien Flea  1  Industrial Zone, 

an sira 	4 
	

BH9 (03/2012) 	 M03/2  -  TTTNO9 
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PHIEU KET QUA THIS NGH 	 , 

TEST REPORT 	/nun Tyli  iii,
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0
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7 

Loolftrg 

ti4 

KY 
7r, TIED Cita oci Lin 

, 	CHAT AH3 
,, 

plunger 	 "/RN 00 

edt t tube 

11.1 P.ittar 

1111111111.11111111.1111111111111111  
Adjustable span RCM 

Hinh 1 
8. Ket qua thix nghiem 

Ten chi tieu Mirc chat luting theo Ket qua thir nghiem 
TCCS 0001- 
1:2017/USM 

3. Kim 
• Duerng kinh ngodi danh nghia cua kim tiem 	mm 0,9 0,9 

• Duang kinh ngoai thuc to cua kim tiem 	mm 0,860 - 0,920 0,909 

• Duang kinh trong cua kim tiem 	 mm 0,560 - 0,609 0,586 

• Thir d6 ding \rang (Hinh 1) 
- Khoang cach gicra 2 goi do 	 mm 17,5 17,5 

- Luc Lion 	 N 
- D6 vOng 

15 
max 0,48 

15 
0,35 

• Thu d6 ch6ng gay cua 6ng (Hinh 1) 
- Khoang each u6n 	 mm 
- GOc u6n 	 d6 

25 
25 

25 
25 

- S6 ran u6n 20 20 
- Ket qua thir Khong gay Khong gay 

• Thu tinh ch6ng an mon 
- Mu6i NaC1 	 mol/L 0,5 0,5 
- Nhiet d6 thir 	 °C 21 - 25 23 
- Thai gian duy tri 	 h 7 7 
- Ket qua thir Khong phat hien 

an men 
Khong phat hien 

an mon 

	ZV 
0 	TRUNG TAM la THUAT TIED CHUAN DO WONG CHAT LL ONG 3 

QUALITY ASSURANCE & TESTING CENTER 3 
Head Office: 49 Pasteur, Q1, He Chi Minh 

	

City, VIETNAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

Zone, D6ng Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  
WHITEST 3® 	Testing: 	7 Road 1, Bien H6a I Industrial 

Lan stra doi: 4 
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•0 

yr  for 
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Hinh 2 
8. Ket qua thin nghiem 

Ten chi tieu Mire chat lugng theo Ket qua thin nghiem 
TCCS 0001-1:2017/USM 

4. Miii kim Khi kiem tra bang mat thuang 
hoac deo kinh vii dO phong dai x 
2,5, mili kim phai hien ra sac net Hat 

. 	__ 	__________. ............................ 	va Ichong co ba via. . 	.... 
5. Can kim Can kim hoac loci khac phai cho 

pile') phat hien dugc mall chat' 
ngugc vao can, va phai dugc thiet 
ke,  de thong vii 18 cila than kim . 
Neu kim c6 lap nap day can kim Hat 
c6 the thao rei dugc thi can kim se 
ket thuc a dau not lo hinh con dO 

a. Kich dm& 	 mm 
con 6% phb. hgp Arai ISO 594-1 

• d 
• E 

3,925 - 3,990 
min 7,500 

3,935 
7,710 

• D 
• F 

4,270 - 4,315 
min 7,500 

4,302 
10,13 

.. 

0 	
TRUNG TAM K? THUAT TIEU CHUAN DO WI:MG CHAT WONG 3 

QUALITY ASSURANCE & TESTING CENTER 3 
® 
	

Head Office: 49 Pasteur, Q I, Ho Chi Minh 

	

City, VIET NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

Zone, Bong Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  QUATEST 3 Testing: 	7 Road 1, Bien Boa 1 Industrial 

Lan stra 	4 
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U PHIEU KET QUA TH'?  NGHIE 

TEST REPORT 

 , 

_Jo 	".-, w 	 '  •■ :, 
;i 	uNotilln.,  0  , * 

017 
05 

' 1I1U ODA DO LIIONG 
DOLAN 3 t'S 

.. _ 	I. 7 

.7,--....".t.; .„. 	—. 

.71 2  
14.5 i 

.---.-----,.... 
9 

o. 
5 , 	 . 

/ 
6 

Hinh 3 
8. Ket qua thir nghiem 

Ten chi tieu Mire chat luvng theo Ket qua thin  nghie‘m 
TCCS 0001-1:2017/USM 

b. 1)8 ben lien lc& Oita can kim va 8ng kim 

• Luc thin 	 N 20 20 

• Ket qua thin Than kim va can kim khong Dat 
duov nai long 

7. Nap (14y can kim Phai co nap day can kim. 
Khi thin phii hop vai phu hic 
E (Hinh 3), Chat long khong Khong re ri 
dirge re ri qua nap day can 

kim trong \Tong 15 giay. 
8. Thir tai 
a. Tai trong pha hily pita Ong thong 	kgf 

va than kim 
min 0,975 2,2 

b. Tai trong pita hay o'ng th6ng 	kgf min 1,55 3,6 

TRUNG TAM 0 THUAT TIED CHUAN DO LlitING CHAT WONG 3 
, 	

QUALITY ASSURANCE & TESTING CENTER 3 
Head Office: 49 Pasteur, 

	

Q I, Ho Chi Minh City, VIET NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

Him 1 Industrial Zone, Wing Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  QUATEST 3 	Testing: 	7 Road 1, Bien 

Lan sira doi: 4 BH9 (03/2012) M03/2  -  TTTNO9 



TONG CUC TIEU CHUAN DO LIJONG CHAT LUONG 

• TRUNG TAM KY THUAT TIEU CHUAN DO LYING CHAT LliCiNG 3 

QUATEST 3® 	QUALITY ASSURANCE & TESTING CENTER 3 

KT3-04914CK6/2 

. 	 . 	 ? 

PHIEU KET QUA TH '? NGHIEM 
TEST REPORT   

08/09/2016 
Trang 01/01 

1. Ten mau: 
,,- 

2. So luting mau: 
3. MO to maTh : 

4. Ngdy nhan 
5. Ngay thin nghiem: 
6. Nai ph mall: 

7. PhIrcmg phap 

8. Ket qua thin 

KIM 
01 
Xem 

mau: 	08/09/2016 

CONG 

thir : 	TCVN 
Phan 

nghiem: 

aliiimmer■ 

08/09/2016 

Leo I-4b-1.3, 

LUON TINH 

hinh 

TY TNHH 
Dtai ►g 

7609-5:2007 
5 : Ong thong 

MACH FAVOCATH TM  20G 

MTV NHA MAY UNITED HEALTHCARE 
N3, Khu CNC, Qu'a'n 9, Tp Ho Chi Minh 
Ong thong mach vo trung dung mot lan 

ngoai bien bao kim 

1. ThOng chira nuoc 
2. Nuoc cat 
3. Dau vao 
4. Ong nuoc tran 
5. Ong clan cung cap 
luu luting 502 den 548m1iplit 
6. Dau n6i con 
7. Ong thOng de thu 
8. Binh thu hiiiiiing do 

8 '' '.----\‘\1.  

I_ 

/ 

----- 

--..._ 

,— 2 
— 3 

5  
6  
7 

Ten chi tieu Ket qua thin nghiem 

A. KICH THU.& ONG THONG 

mm 

mm 

mL/phiat 

0,790 

1,084 

65,7 

8.1. Dtrang kinh trong, 

8.2. Dung kinh ngodi, 

B. THIJ LUU LCONG 

8.3. Luu luting trung binh, 

P.TRIYONG PTN CO KHi 

Pham Van Ut 

T. GIAM DOC 
A.c v 	GIAM DOC 40 	 " 

le `, 

• TRUNG TAM 
2; 	KY THUfi cit 	- 	-, 	 ' 
rt) TIEU CHUA N 00 1 	N  141  0 

% mill ui 8 3 ''' le 	Ar 

- 1/4 pot. 	g Thanh Sun 

1. Cac kel qua thin nghiem ghi trong phieu nay chi co gia tri d6i yai mAu do Ichach hang gib dn./ Test results are valid for the namely submitted sample(s) only 
2. Khong duoc trick sao mot phi!' phieu ket qua thin nghiem nay next khong c6 su dong Y bang van ban dm Trung tam KS% tilt* 3. 	 N/A: kh6ng tip dung. 

This Test Report shall not be reproduced, except in full, without the written approval of Quatest 3. 	 Not applicable 
3. Ten mail, tan khfich hang duoc ghi theo yeu cau dm nai gut maul Name of sample and customer are written as customer's request. 
4. DO kitting dam bao do ma rang trac luting duoc tinh vat k  =  2, mac tin cay 95 %. Khach hang c6 the lien he theo dia chi dubi de biet them thong  tin. 

Estimated  expanded uncertainty  of  measurement with k =2, at 95 % confidence level. Please contact Quatest 3 at the below address for further information. 

Head Office: 49 Pasteur, Q  I , 

	

H6 Chi Minh City, VIET NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	Website: www.quatest3.com.vn  

	

1 Industrial Zone, D6ng Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	E-mail: qt-dichvutn@quatest3.com.vn  Testing: 	7 Road 1, Bien H6a 

Lan sira d i: 4 
	

BH9 (03/2012) 
	

M03/1  -  TTTNO9 



.. 	 '  0 	 TONG CUC TIEU CHUAN DO WONG CHAT LUONG 

TRUNG TAM KY THUAT TIEU CHUAN DO WONG CHAT LUNG 3 

QUATEST 3® 	 QUALITY ASSURANCE & TESTING CENTER 3 

-- 	-- 	QUA PHIEU KET QUA THU NGHIEM 23/06/2017 
KT3-02568ACK7/2 	TEST REPORT Trang 01/05 

1. Ten matt: 	 KIM LUON TINH MACH NGOAI BIEN FAVOCATHT" 20G 

I. V CATHETER WITH INJECTION VALVE FAVOCATII rm  20G 

2. So luting matt: 	01 (03 pcs) 

3. MO to matt 	 Xem hinh 

og- - 7 .-- - 

.•••••00,...-  : - 

4. Ngay nhan mau: 	12/06/2017 

5. Ngay thin nghiem: 	13/06/2017 

6. Noi giri mau : 	CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM 

HEALTHCARE 
LO I-4B-1.3, Doting N3, Khu CNC, Qu4n 9, Tp HO Chi Minh 

7. Phucmg phap thin 	- TCVN 7609-5:2007 Ong thong mach \To trill -1g dung mot Ian 

Phan 5 : Ong thong ngoai Bien bao kim 
- TCCS 0001-1:2017/USM 

8. Ket qua thin nghiem : 	Xem trang 02/05...05/05 

P.TRU'ONG PTN CC% KHI 	 PHO GIAM DOC 

. 	 * c v co** 0 	. + 
' ,, TKR"tINTGHuIyA ,  

f. TIEU cagi GO ONO 
qs,,,An  CHO Litliiili 

IV 6 f  
Pham Van tt 	 g Thanh Son 

I. Cac ket qua  thin nghiem  ghi trong  phieu  nay  chi  c6 gia  trj dOi yea mau do khach hang  giri  den./  Test results are validfin-  the namely submitted sample(s) only. 
2. Killing  duac  trich  sao  mgt phan  phieu  ket  qua thir nghiem nay neu  khOng có  sir dOng y bang van ban cila Trung tam 1(9 thuat 3. 	 N/A: khong ap dung. 

This Test Report shall not he reproduced, except in full, without the written approval of Quatest 3. 	 Not applicable 
3. Ten man, ten khich hang ducie ghi theo yeti eau can nai girl mau./ Name of sample and customer are written as customer's request. 
4. DO khOng dam bao  do  ma Ong tree hrong dirge tinh yeti k = 2, mac tin cay 95 %. Khach hang c6 the lien he theo dla chi duai de biet them thong tin. 

Estimated expanded uncertainty of measurement with k  =  2, at 95 % confidence level. Please contact Quatest 3 at the below address for fitrther information. 

Head Office: 49 Pasteur, Q1, Ho Chi Minh City, VIETNAM Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	Website: www.quatest3.com.vn  
Testing: 	7  Road  I,  Bien Him  1  Industrial  Zone,  Deng Nai 	Tel:  (84-61) 383  6212 	Fax:  (84-61) 383 6298 	E-mail: qt-dichvutn@quatest3.com.vn  

an suaSot: 	 BH9 (03/2012) 
	

M03/I  -  TTTNO9 



• 

	 • 

KT3-02568ACK7/2 
PHIEU KET QUA THIS NCH!  _  ., 

23/06/2017 
TEST REPORT 	

. 	

." Trang 02/05   sk-
•  . 	 . 	

r 

8. Ket qua this nghiem 

* 	0 THUAT 	* 

'c'''' Titli CHUA DO AG ! 
''', \ 	, 

-`-zh 	CHAT AHD 3 	'.r 
/-s 

Ten chi tieu Mix chat lugng  theo.1 .42 _74057-nua.  thin nghiem 
TCCS 0001-1:2017/USM 

1. Ma mau BO Ong thong phai co ma mau Dat 
phii hop voi bang 1 de chi re)" 
du mg kinh ngoai danh nghia 

ciia than Ong thong 

• Duerng kinh ngodi danh nghTa cila 	mm 

than Ong thong 

1,0 ; 1,1 1,0 ; 1,1 

• DuOng kinh ngodi thuc to 	mm 0,950 - 1,149 1,040 

• Mau FlOng HOng 

• Dinh co.  20 20 

2. BO Ong thong Dau ngoai bien phai cc') clang 
nem de a lOng va phai lap 
khit voi kim. Khi kim dugc Dat 
long het vao bo Ong thong, 

than Ong phai sat voi doan vat 
cila kim va cach dau vat 

khong Ian hcrn 1 mm  
3. Kim 

• Vat lieu Kim phai dugc lam bang vat 
Ru cimg va phai thang, dung 
deu ve mat cat ngang va dO Dat 

• 
day dm thanh. Neu sir dung 
Ong thep thi phai phii hgp voi 

(Ong bang kim loci) 

ISO 9626. Duo.ng dAn chat 
long trong kim phai khong có 
vat can có the ngan mau chay 
vao can kim. 

CHAT 
3 0 	

TRUNG TAM 16 THUAT TIED CHUAN DO WAG 
QUALITY ASSURANCE & TESTING CENTER 

LUNG 3 

Head Office: 49 Pasteur, Q I, HO Chi Minh City, VV 

	

NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

DOng Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  
QUATEST 3® 	Testing: 	7 Road I, Bien floa 1 Industrial Zone, 

n s a 1: 	 BH9 (03/2012) 	 M03/2  -  TTTNO9 



PHIEU KET QUA THU NGH 
TEST REPORT 

4' 	23/06/2017 
ang 03/05 TRUNG 	T 

KY TIWAT 
TIEU CHOI DO LODIS 

CHAT UJUNG 3 NI- 
<,se, 	 

HURA po 

-KT3-02568ACK7/2 

8. Kat qua thir nghiem 
Hinh 1 

Ten chi tieu Mira chat luting theo 
TCCS 0001 
1:2017/USM 

Kat qua thir nghiem 

3. Kim 

• Duarng kinh ngoai danh nghia caa kim tiem 	mm 0,7 0,7 

• Dung kinh ngodi thuc to clia kim tiem 	mm 0,698 - 0,730 0,717 

• Duerng kinh trong ciaa kim tiem 	 mm 0,390 - 0,439 0,400 

• Thu dO cdng vang (Hinh 1) 
- Khoang cach gift 2 gOi da 	 mm 15 15 

- Luc uon 	 N 10 10 

- DO yang max 0,45 0,30 

• Thil TO ch6ng gay dm 6ng (Hinh 1) 
- Khoang cach uon 	 mm 17,5 17,5 

- GOc uon 	 dO 25 25 

- SO l'an uon 20 20 
- Ket qua thir Khong gay Khong gay 

• Thu tinh cheing An mon 
- Mu6i NaCl 	 mol/L 0,5 0,5 
- Nhiet dO thir 	 °C 21 - 25 23 
- Thari gian duy tri 	 h 7 7 
- Kat qua thir Khong phat hien Khong phat hien 

an mon an mon 

QUATEST 

TRUNG TAM 0 THUAT TIEU CHUAN DO LW:MG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office:  49 Pasteur, QI, HA Chi Minh City, VIET NAM 	Tel: (84-8) 3829 4274 Fax: (84-8) 3829 3012 	www.quatest3.com.vn  
Testing: 	7 Road 1, Bien Hoa 1 Industrial Zone, Eking Nai 	Tel: (84-61) 383 6212 Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  

Lan srra cl6i: 4 
	

BH9 (03/2012) 
	

M03/2  -  TTTNO9 



M03/2  -  TTTNO9 Lan si,ra doi: 4 	 BH9 (03/2012) 

PHIEU KET QUA THC NGHI 
TEST REPORT 

23/06/2017 
ang 04/05 

KY THUAT a  
s II 
%.„,CHAT WONG 3 4vir 

-KT3-02568ACK7/2 

Hinh 2 
8. Ket qua thir nghiem 

Ten chi tieu Mirc chat luting theo 
TCCS 0001-1:2017/USM 

Ket qua thin nghiem 

4. Miii kim Khi kiem tra bang mat thuang 
hoac deo kinh voi dO phOng dai x 
2,5, mai kim phai hien ra sac net 

va khong co ba via. 
Dat 

5. Can kim Can kim hoac loai Ichac phai cho 
phep phat hien cluov mau chat' 
ngtrgc vao can, va phai dtrac thiet 
ke, de thong voi 18 cua. than kim . 

a. Kich thuoc 	 mm 
• d 

Neu kim co lap nap day can kim 
c6 the thao red duac thi can kim se 
ket thiac a dau not lo hinh con dO 
con 6% phii hap voi ISO 594-1 

3,925 - 3,990 

Dat 

3,930 

• E min 7,500 7,705 

• D 4,270 - 4,315 4,295 

• F min 7,500 10,20 

TRUNG TAM KY THUAT TIED CHUAN DO LUONG CHAT LUQNG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q I, Ho Chi Minh City, VIFT NAM Tel: (84-8) 3829 4274 Fax: (84-8) 3829 3012 www.quatest3.com.vn  
Testing: 	7 Road 1, Bien floa  I  Industrial Zone, Ding Nai Tel: (84-61) 383 6212 Fax: (84-61) 383 6298 qt-dichvutn@quatest3.com.vn  

0 
QUATEST 



KT3-02568ACK7/2 PHIEU KET QUA THU' NGHIE  QUA 	
ot." 

TEST REPORT 	 ? 

-------,, 

..42017 
.- 	/05 

1 

, 

F: 
cii,, 

KY TlitIAT 
TIEll CHUgl 00 UNG 

CHAT LIAING 3 it= 
2, 

. 
I 

;4;,. 	. . 
, t  

Irxi 
. 	... 

— Nhsii 0°0-  

2 3 	 E. 
143 	

3 

9 

os.. 

II . 	 as 
IC

7 6 

Hinh 3 
8. Ket qua tin" nghiem 

Ten chi tieu Mdc chat lucmg theo 
TCCS 0001-1:2017/USM 

Ket qua thir nghiem 

b. D6 ben lien ket gift can kim va 6ng kim 
• Luc thir 	 N 
• Ket qua thir 

20 
Than kim va can kim khong 

dtific not long 

20 
Dat 

7. Nip d4y can kim 

8. Thir tai 

a. Tai trong pha hily glib Ong thong 	kgf 
va than kim 

b. Tai trong pha hily 'Ong th6ng 	kgf 

Phai co nap day can kim. 
Khi thir phi hop voi phu luc 
E (Hinh 3). Chat long khong 
&rot ro ri qua nap day can 

kim trong \Tong 15 giay. 

min 0,975 

min 1,55 

Klfong re) ri 

1,5 

2,5 

TRUNG TAM 16 THUAT TIED CHUAN DO LikiNG CHAT LONG 3 
• QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q I, H6 Chi Minh City, VIETNAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  QUATEST 
3® 	

Testing: 	7 Road 1, BiEn H6a I Industrial Zone, Dong Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvutn@quatest3.com.vn  

Lan sfra cl6i: 4 
	

BI49 (03/2012) 
	

M03/2  -  TTTNO9 



.. 	 2" 
0 	

TONG CUC TIEU CHUAN DO LUONG CHAT LUONG 

TRUNG TAM KY THUAT TIEU CHUAN DO LUONG CHAT LUONG  3 

QUATEST 3® 	QUALITY ASSURANCE & TESTING  CENTER  3 

-- 	-- 	/ 

KT3-04914CK6/3 P H I E U KET QUA T H U' N G H I E M 08/09/2016 

TEST REPORT Trang 01/01 

1. Ten mau: 	 KIM LUON TiNH MACH FAVOCATH 22G 
2. S8 lucmg mau: 	 01 

X 3. MO to mau : Xem hinh 

win 
4. Ngdy nhan mau: 	08/09/2016 
5. Ngdy thir nghiem: 	08/09/2016 
6. Noi giri ma-u: 	 CONG TY TNHH MTV NHA MAY UNITED HEALTHCARE 

Lo I-4b-1.3, Dtrong N3, Khu CNC, Qutin 9, Tp HO Chi Minh 
7. Phuong phap thir : 	TCVN 7609-5:2007 Ong thong mach vo tang dung mot lan 

Phan 5 : Ong thong ngoai bien bao kim 
8. Ket qua thir nghiem: 

1. ThUng chaa nuac 
2. Nuerc cat 
3. Dau vac, 

2 	4. Ong nu& tran 
-.-- 3 	5. Ong dan cung cap 

'YU higng 502 elan 548m1/ph6t 
/ 6. Wu n8i con 

5 	7. Ong thong de this 
6 	8. Binh thu hOi/ Ong do 

'— 	'— 
— 

a -----  

Ten chi tieu Kest qua thir nghiem 

A. KICH THUVIC ONG THONG 

8.1. Dtreyng kinh trong, mm 0,587 

8.2. Dtremg kinh ngoai, 

B. THU' LUt LUONG 

mm 0,884 

8.3. Lim luong trung binh, mL/philt 31,7 

P.TRVONG PTN CO Kill KT. GIAM DOC 
DOC y, c VA GIAM 

* 	- 	-

) 

i  ,„;;" HTcx:nyfUu 4N:it:HD:To:  

\,,,,

..,(1' 
 

TIEU  C  AGLTIM
I:NG:4.,16 

,, 
Pham Van tit ‹.0' 

using  Thanh Son 
""ILIN no os 60 

1. Cac ket qua thir nghiem ghi trong phieu nay chi co gia tri ai vai ink do khach hang gin den./ Test results  are  valid  for  the  namely  submitted sample(s)  only. 
2. 'Chong dtrac trich sao mot phan phieu ket qua thu nghiem nay lieu khong co si,r &Ong Y bang van ban dm Trung tam KY' thuat 3. 	 N/A: killing dp dung. 

This Test  Report  shall not be  reproduced,  except in full, without the written approval of Quatest 3. 	 Not applicable 
3. Ten mau, ten khach hang &roc ghi theo yeu eau oh not gin maul  Name  of  sample  and customer are  written  as  customer's  request. 
4. D6 kh8ng dam bao do and king uac Luang ducic tinh vai k  =  2,  mac tin city 95  %.  Khach  hang  c6  the  lien he theo dia chi duel de bit them thong  tin. 

Estimated expanded uncertainty of  measurement with k  =1,  at 95  %  confidence  level. Please contact  Quatest  3  at  the  below address for further information. 

Head Office: 49 Pasteur, QI, Ho Chi Minh City, VIET NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	Website: www.quatest3.com.vn  
Testing: 	7 Road 1, Bien Ilea 1  Industrial Zone, DOng Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	E-mail: qt-dichvutn@quatest3.com.vn  

Lan sita 	4 
	

BH9  (03/2012) 
	

M03/1  -  TTTNO9 



4  0 	 TONG CUC TIEU CHUAN DO LIJONG CHAT LUONG 

TRUNG TAM 16 THUAT TIEU CHUAN DO LANG CHAT LONG 3 

QUATEST 3® 	QUALITY ASSURANCE & TESTING CENTER 3 

KT3-02568ACK7/1 
PHIEU KET QUA THU' NGHIOVI 

TEST REPORT 
23/06/2017 

Trang 01/05 

1. Ten mau: 

2. s6 lugng mau: 

3. MO to mau 

4. Ngdy nhan mau: 

5. Ngay thir nghiem: 

6. Novi girl mau : 

7. Phucmg phap thir: 

KIM LUON TINH MACH NGOAI BIEN FAVOCATHTM  22 G 
I. V CATHETER WITH INJECTION VALVE FAVOCATII rm  22G 

01 (03 pcs) 

Xem hinh 

12/06/2017 

13/06/2017 

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE USM 
HEALTHCARE 

Dutifng N3, Khu CNC, Qu4n 9, Tp 1-14 Chi Minh 

- TCVN 7609-5:2007 Ong thong mach vo trung dung mot Fan 
Ph'an 5 : Ong thong ngoai bien bao kim 
- TCCS 0001-1:2017/USM 

8. ICe‘t qua thir nghiem : 	Xem trang 02/05...05/05 

P.TRVONG PTN CCi KHI O GIAM DOC 

• 	
C VA Co"4,0  

TRUNG TAM 
K Y THU"' 

\k' Tilt i t  C 1 H  . 6   

0 
coti 

Phalli Van fit 	 Thanh San 

1. Cac ket qua thti nghiem ghi trong phieu nay chi di gia tri ciSi voi ,  Mau do khach hang gifi .den./  Test results are valid.  or the namely submitted sample(s) only 
2. lacing ducic trich sao mot phan phieu kit qua thir nghiem nay neu khong có sv ang y bang yin bin cila Trung tam KY thuat 3. 	 N/A: khong ap dung. 

This Test Report shall not be reproduced, except in full, without the written approval of Quatest 3. 	 Not applicable 
3. Tin mail, tin khach hang ducfc ghi theo yeu cau ciia nen giri mall./ Name of sample and customer are written as customer's request. 
4. DO khong dam bag do ma tong vac Mon cltroc tinh vii k  =  2, mire tin cay 95 %. Khach hang co the lien he theo ilia chi duel a biet them thong tin. 

Estimated expanded uncertainty of measurement with k  =  2, at 95 % confidence level. Please contact Quatest 3 at the below address for fiirther information. 

Head Office: 49 Pasteur, Ql, H6 Chi Minh  City,  VIET NAM 	Tel:  (84-8)  3829 4274 Fax: (84-8)  3829 3012 Website: www.quatest3.com.vn  
Testing: 	7  Road  1,  Bien Hoa 1 Industrial Zone, DOng Nai 	Tel: (84-61) 383 6212 Fax: (84-61) 383 6298 E-mail:  qt-dichvutn@quatest3.com.vn  
Lan sira dOi: 4 	 BH9 (03/2012) 	 M03/1 - TTTN09 



. 

' K T3-02568ACK7/1 

....- 	 , 	 -, 
PHIEU KET QUA THIS NGH  ''''' ', 3/06/2017 

TEST REPORT 	rc,' 1" TRUNG T 	I.  g 02/05   
• ci, 	. 

t TIEU CHUAN 

8. Ket qua thir nghiem 	 C't-,  ,.  CHA1 
4' '\  N.,... 0 

...., 	% 	g.  x 
00 LANG 	 . 

LONG 3 
(bC4 Nt. 

Ten chi tieu Mirc chat luting theo 
TCCS 0001-1:2017/USM 

r et qua thin nghietn 

1. MA man 

• Outing kinh ngoai 
than 'Ong thong 

• Duang kinh ngoai 

• Mau 
• Dinh co 

2. BO 6ng thong 

3. Kim 

• V4t lieu 

danh nghia ciia 	mm 

thuc to 	mm 

BO 'Ong thong phai c6 ma matt 
phit hop voi bang 1 de chi ra 
duarng kinh ngoai danh nghia 

cua than Ong thong 
0,8 ; 0,9 

0,750 - 0,949 

Xanh dam 
22 

Dau ngoai bien phai co dang 
nem de de long va phai lap 
khit voi kim. Khi kim duac 
long het vao bo Ong thong, 

than Ong phai sat voi loan vat 
aim kim va each dau vat 

khong lan han 1 mm 

Kim phai dugc lam bang vat 
lieu cimg va phai thdng, dOng 
deu ye mat cat ngang va dO 
day cila thanh. Neu sir dung 
Ong thep thi phai phi]. hop veri 
ISO 9626. Outing clan chdt 
long trong kim phai khong c6 
vat can c6 the ngan mau chay 
vao can kim. 

Dat 

0,8 ; 0,9 

0,840 

Xanh dam 
22 

Dat 

Dat 
(Ong bang kim loci) 

0 	. 	TRUNG TAM 16 THUAT 
QUALITY ASSURANCE 

Head Office: 49 Pasteur, Q1, HO Chi Minh City, VIET 

TIEU CHUAN DO LUtING CHAT WONG 3 
& TESTING CENTER 3 

	

NAM 	Tel: (84-8) 3829 4274 	Fax: (84-8) 3829 3012 	www.quatest3.com.vn  

	

Dong Nai 	Tel: (84-61) 383 6212 	Fax: (84-61) 383 6298 	qt-dichvian@quatest3.conivn QUATEST 3— 	Testing: 	7 Road 1, Bien Wm 1 Industrial Zone, 

Lan sun dOi: 4 
	

BH9 (03/2012) 
	

M03/2 - TTTNO9 



PHIEU KET QUA THIS NGHIE 	zz23/06/2017 
TEST REPORT 	

. 

 ang 03/05 
.KT3-02568ACK7/1 

Loading plung er 

KY THUAT 
TIEU CRIB 00 llidNG 

CHF,f WONG 3 

Hinh 1 
8. Ka qua thir nghiem 

Ten chi tieu Mdc chat luting theo 
TCCS 0001- 
1:2017/USM 

Ka qua thir nghiem 

3. Kim 

• Duong kinh ngoai danh nghia dia kim tiem 	mm 0,5 0,5 

• Du6ng kinh ngodi thus to dm kim tiem 	mm 0,500 - 0,530 0,517 

• Dueng kinh trong cila kim tiem 	 mm 0,232 - 0,291 0,280 

• Thir d6 ding yang (Hinh 1) 
- Khoang each glib 2 goi d6 	 mm 10 10 

- Luc u6n 	 N 7 7 

- D6 veing max 0,38 0,25 

• Thir d6 ch6ng gay ciia 6ng (Hinh 1) 
- Khoang each non 	 mm 10 10 

- GOc non 	 d6 25 25 
- S6 lan u6n 20 20 
- Ket qua thU Khong gay Khong gay 

• Thir tinh ch6ng an mon 
- Muoi NaC1 	 mol/L 0,5 0,5 
- Nhiet d6 thir 	 °C 21 - 25 23 
- Thai gian duy tri 	 h 7 7 
- Ka qua did Khong phat hien Khong phat hien 

an mon an mon 

TRUNG TAM r? THUAT TIEU CHUAN DO LikiNG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q I, HO Chi Mirth City, VIBT NAM Tel: (84-8) 3829 4274 Fax: (84-8) 3829 3012 www.quatest3.com.vn  
Testing: 	7 Road 1, Bien I-16a  1  Industrial Zone, DOng Nai Tel: (84-61) 383 6212 Fax: (84-61) 383 6298 qt-dichvutn@quatest3.com.vn  
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BH9 (03/2012) 
	

M03/2  -  TTTNO9 

, 	• 

.KT3-02568ACK7/1 

R 0 5 m 
or chamfer 

F 

PHIEU KET QUA THIS NGHI 
TEST REPORT TRUNG T M 

* 	Plug].  
oo  LUONGf 

CHAT itioNG 3 

if''''eth'41 ea 0S(*'' 

23/06/2017 
ang 04/05 

Hinh 2 

8. Ke't qua thil nghiem 

Ten chi tieu Mirc chat luting theo 
TCCS 0001-1:2017/USM 

Ket qua thin nghiem 

4. Mid kim Khi kiem tra bang mat thuong 
hoac deo kinh voi d6 phong dai x 
2,5, mai kim phai hien ra sac net 

va khong_c6 ba via. 
Dat 

5. Can kim Can kim hoac loci khac phai cho 
phep Oat hien dugc mail chat' 
ngugc vao can, va phai dugc thiet 
ke, de th6ng vai 18 ciaa than kim . 

a. Kich thuov 	 mm 
• d 

Neu kim c6 lap nap day can kim 
c6 the than r6i dugc thi can kim se 
ket thilc 6. dau not 16 hinh con d6 
con 6% phis hop voi ISO 594-1 

3,925 - 3,990 

Dat 

3,937 

• E min 7,500 7,700 

• D 4,270 - 4,315 4,294 

• F min 7,500 10,22 

I 

0 
QUATEST 

Lan sira del: 4 



• 
KT3-02568ACK7/1 

..- 	 0.- 

PHIEU KET QUA THU NGHIE  --  --
v 

TEST REPORT 

	

co 	6/2017 

	

G  liik 	5/05 

'Th 

V 
% 

TIU CHUVIDOLIAING 
CHAILI41163 	cv ), , 	tl, 

• 
rzif •-...:. 

obi Do 

2  
i. 3 	 3 

5 
' '''''. ,,„,di'  

----"--"-----, 

9 

9,, 
.1.. 

I 

7 	6 

Hinh 3 
8. Kk qua thir nghiem 

Ten chi tieu Mire chat lucmg theo 
TCCS 0001-1:2017/USM 

K'et qua thir nghiem 

b. DO ben lien ke't gift can kim va 6ng kim 

• Luc thir 	 N 

• Ket qua thir 

7. Nap clay can kim 

8. Thu. tai 

a. Tai tong pha Inly gifra Ong thong 	kgf 
va than kim 

b. Tai trong pha Inly 6ng thong 	kgf 

20 
Than kim va can kim khong 

dugc not long 

Phai c6 nap d4y can kim. 
Khi thir phii hop voi phi tuc E 

(Hinh 3), Chat lOng khong dugc 
r6 ri qua nap day can kim trong 

\Tang 15 giay. 

min 0,975 

min 1,55 

20 
Dat 

Kh6ng ro ri 

1,0 

2,2 

TRUNG TAM la THUAT TIED CHUAN DO LiftiNG CHAT LONG 3 
• QUALITY ASSURANCE & TESTING CENTER 3 
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Lan sits del: 0 	 BH10 (12/2016) 	 M03/1  -  TTTNO9 

TL. 
T N. • C 

Cl PP, DIRECTOR 
THU' NGHIEM 
TING LAB. 

P. TRVONG PTN CO KHI 
DEPUTY HEAD OF MECHANICAL 

TESTING LAB. 

an Tung 

KY THUA 
TIEU CHUAN 00 LU 

CHAT WONG 3 
Pham Van Ut 

N/A: khong dp dung. 
Not applicable 

1. Cac ket qua thd nghiem ghi trong phien  nay chi c6 gia tri doi vii mau do khach hang gill den/ Test results are valid for the namely submitted sample(s) only. 
2. Khong dit6c  trich sao  met phan phi6u ke't  qua  thd nghiem nay n6u IdiOng  co stt citing y  bhng  van  ban  cua  Trung tam Ky thuat  3. 

This Test Report shall not be reproduced, except in full, without the written approval of Quatest 3. 
3. Ten mau, ten khach hang clack ghi theo yeu cau cuandi gdi mail./ Name of sample and customer are written as customer's request. 
4. Do khong dam bao do and rung tidc Wig clack tinh v6i k  =  2, mac tin cay 95  %.  Khach hang c6 the lien he theo dia chi din% de biet them thong tin. 

Estimated expanded uncertainty of measurement with k= 2, at 95 % confidence level. Please contact Quatest 3 at the below address for further information 

TONG CUC TIEU CHUAN DO LUONG CHAT WONG 

0 	TRUNG TAM KY THUAT TIEU CHUAN DO LONG CHAT LONG 3 

QUATEST 	 QUALITY ASSURANCE & TESTING CENTER 3 

PHIEU KET QUA THU NGHleM 
TEST REPORT 

K 3-01432BCK8/1 08/06/2018 
Page 01/07 

KIM LUON TINH MACH NGOAI BIEN FAVOCATHTM  G14 
FAVOCATH rm  I.V. CATHETER WITH INJECTION VALVE G14 

01 

Xem hinh 
See picture 

25/05/2018 

26/05/2018 - 07/06/2018 

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE 
USM HEALTHCARE/ USM HEALTHCARE MEDICAL DEVICES 
FACTORY JSC. 
LO I-4B-1.3 - HUONG N3, KHU CONG NGHE CAO, 
PHVONG LONG THANH QUAN 9, TP HO CHI MINH 
LOT I-4B -1.3 - N3 STREET , SAIGON HI-TECH PARK, 
LONG THANH MY WARD, DISTRICT 9, HO CHI MINH CITY 

7. Phuong phap thin : 	Theo yeu cau khach hang/ As customer's requirement 
Test method 

8. KM qua thin nghiem: 	Xem trang 02/07...07/07 
Test results 	 See pages 

Head Office: 49 Pasteur, Ql, Ho Chi Minh City, VIET NAM 	Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 Website: www.quatest3.com.vn  
Testing: 	7 Road 1, Bien Ma 1 Industrial Zone, Being Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 E-mail: tn-cskh@quatest3.com.vn  

1. Ten matt : 
Name of sample 

2. SO luting mkt: 
Quantity 

3. MO to mau : 
Sample description 

4. Ngay nhan mau: 
Date of receiving 

5. Ngay this nghiem: 
Date of testing 

6. Nth giri mau : 
Customer 



PHIEU 1(6,T QUA TFICi NGHI 
TEST REPORT 

KV 	THUAT 
f). TIEU CHURN DO LAING 

CHAT WONG 3 
4(2, 

1/1/.4-4 001.3  

08/06/2018 KT3-01432BCK8/1 

E 
4.0  .4 1Z, 

8. Ket qua thin nghiem: 
Test results 

Ten chi tieu 
Specification 

Mirc chit luting theo 
Criteria to TCCS 
00001: 2018/USM 

Ket qua thin nghiem 
Test result 

1. Mau san pham/ Color 

1.1 Nip ay co' ng bum 
Injection port cap 

_ 

1.2 Ong lot/ Bushing 

. 	... 

-Mau cam/ Orange 

. . .... 	. 	._ ____ 
Mau cam/ Orange 

- 	 - 	 . 

Mau cam/ Orange 

TRUNG TAM KY THUAT TIEU CHUAN DO WONG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

QUATEST 	Head  Office:  49 Pasteur, Ql, 116 Chi Minh City, VIETNAM 	Tel: (84-28) 3829 
Testing: 	7 Road 1, Bien H6a 1 Industrial Zone, Dang Nai 	Tel: (84-251) 383 

Lan sita 	0 	 BHIO (12/2016) 	 M03/2  -  TTTNO9 

4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  
6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  



KT3-01432BCK8/1 
PHIEU KET QUA THIS NGHI 	v. 

TEST REPORT 	,„.4,' 
- 

9 	8/06/2018 

8. Ket qua thir nghiem: 

c''.  
' 

\ TIE-UCIHTU,AIIIIIDUO:  L  tiliNG4:":  .1111  
CHAT WONG 3 '- 

/e & 	
.  	

,. 
Test results 	 /11-ii Do 0d?  

Ten chi tieu 
Specification 

Mire chat hrong theo 
Criteria to TCCS 
00001: 2018/USM 

Ket qua thir nghiem 
Test result 

2. Tinh chat co' IST ciia kim/ Physical properties 
_......._..................... 	_ 	. 

2.4 Vat lieu kim/ Material 

2.5 Mili kim/ Needle point 

l'hai dirge lam bang vat lieu cimg va 
johai thing, &Ong deu ye mat cat ngang 

a d'O day cila thanh. Neu sir dung Ong 
hep thi phai phi' hop voi ISO 9626. 

iptreyng can chAt long trong kim phai 
I Ong có vat can có the ngan mau vao 
han kim/ Stiff and straight. Cross 
ection and wall thickness shall be 
niform. If a steel tube is used, it shall 
omply with ISO 9626. The fluid 
oathway in the needle has no 
obstruction that can block blood from 
he needle hub. 

I 	iii kim phai hien ra sac net va khong 
o ba via khi kiem tra bang mat 
twang hoac deo kinh v6i dO phOng 
• ai x 2,5/ When examined by normal 
•r corrected-to-normal vision with x 
,5 magnification, 	the needle point 
hall appear sharp and free from 
eather edges, burrs and hooks. 

Oat/ Pass 

WI Pass 

2.6 Thir ctO yang / Deflection test 

2.6.1 Khoang cach gitra 2 gOi c16, 	mm 
Span 

2.6.2 LIrc u6n, 	 N 
Bending force 

2.6.3 DO Wing, 	 mm 
Deflection 

24,9÷25,1 

16,6+16,7 

Max 0,46 

25 

16,6 

0,28 

0 	TRUNG TAM KY THUAT TIEU CHUAN DO LUONG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head  Office: 49 Pasteur, Ql, Ha Chi Minh City, VIETNAM 	Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  QUATEST 3®  
Testing: 	7  Road 1, Bien Hea  1  Industrial Zone, Hang Nai 	Tel:  (84-251)  383 6212 	Fax: (84-251) 383  6298 	tn-cskh@quatest3.com.vn  

Lan sita dpi: 0 M03/2  -  TTTNO9 BH10 (12/2016) 



Lan sti'a dill: 0 BH10 (12/2016) M03/2  -  TITNO9 

PHIEU KET QUA THU NGHI 
TEST REPORT KT3-01432BCK8/1 TRUN 

wCifA"  
:  /06/2018 

TAM 

0 ) 

0 

8. Ket qua thir nghiem: 
Test results 

TIEU CHUAN DO LtifING 
LioNG 3 f, 

2, 
-te‘ afi Dot 

Ten chi tieu 
Specification 

Mire chat lugng theo 
Criteria to TCCS 
00001:2018/USM 

K6t qua thir nghiem 
Test result 

2.7 Thu d6 chiing gAy / Resistance to breakage test 

2.7.1 Khoang cach u6n, 	 mm 
Distance 

2.7.2 GOc uon, 	 do 
Angle 

2.7.3 S6 Ian win, 
Cycle 

2.7.4 K6t qua thir nghiem 
Test result 

2.8 Thir tinh cluing an man/ Corrosion resistance test 

Khong gay 
Not show visible 

breakage 

31,5 

25 

20 

2.8.1 Mu6i NaCl, 
Solution of NaC1 

2.8.2 Nhi 'et dO thir, 
Temperature maintaining 

2.8.3 Thai gian duy tri, 
Time maintaining 

2.8.4 K6t qua thir nghiem 
Test result 

Mol/L 

°C 

h 

2.9 Duang kinh ngoai clia kim, 	mm 
Outer diameter of needle 

2.10 T6ng chieu dai, 	 mm 
Overall length of needle 

0,5 0,5 

80,0 

lAn 

31,4+31,6 

24+26 

20 

Khong gay 
Not show visible breakage 

1,400+1,510 

79,5+80,5 

21+25 

7 7 

Khong phat hien 
An mon 

No evidence of 
corrosion 

0,478 

23 

Khong phat hien an mon 
No evidence of corrosion 

quAiEsi 3® 
QUALITY ASSURANCE 

Head Office: 49 Pasteur, Q1, Ho Chi Minh City, VIETNAM 

& TESTING CENTER 3 

	

Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 

	

Tel: (84-251) 383 6212 	Fax: (84-251) 383 
3012 
6298 Testing: 	7 Road 1, Bien Haa  I  Industrial Zone, Bang Nai 

TRUNG TAM KY THUAT TIEU CHUAN DO LlitiNG CHAT LONG 3 

www.quatest3.com.vn  
tn-cskh@quatest3.com.vn  



KT3-01432BCK8/1 
PHIEU KET QUA THI% NGHI ,/ t ,;"% c  

TEST REPORT 
ii:_,,, 

c64: 4, 
TRIN gm  -44) 	06/2018 

e 05/07   

i 0,  I  HUAN DO LING 
CHAT WAG 3 	. 

/14/ArkeoL 
8. Ket qua thir nghiem: 

Test results 

Ten chi tieu 
Specification 

Mgc chat luting theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua 
thir nghiem 
Test result 

3. Than kim( Can kim )/ Needle hub 

3.11 Than kim(Can kim) 
Needle hub 

....___....... 	. 
3.12 Kich thugc than kim(Can kim) D, 	mm 

Dimension of D 

___........ 
han kim phai cho pile') phat hien 

olive 	mail 	chay 	ngugc 	vao 	than, 
a 	phai 	dugc 	thiet 	ke 	de 	thong 
bi to ciia ,  than kim. Than kim 
et thlic 6. dau not 18 hinh con có dO 
on 6% phii hop vgi ISO 594-1/ The 

, eedle hub shall permit detection of 
ashback and shall be designed to 
ommunicate with the bore of the 

*ntroducer needle tube. The needle hub 
hall terminate in a female fitting with 
6 % (Luer) complying with ISO 594-

1 

4,270÷4,315 

- 	--.....-- 

Dat/ Pass 

-- 	-- 

4,279 

3.13 Kich thugc than kim(Can kim) F, 	mm 
Dimension of F 

Min 7,500 14,5 

3.14 Kich thugc than kim(Can kim) 0, 	mm 
Dimension of 0 

. 	 .... 

Max 6,73 6,38 
. 	...._... 

3.15 DO ben lien ket gift than kim va kim/ Strength of 

3.15.1 Luc thir/ Test force, 	 N 

3.15.2 Ket qua thin nghiem 
Test result 

- 
union of needle hub and needle tube 

20 

Kim khong bi nai long trong than kim/ 
The needle tube shall not be loosened 
in the needle hub 

_..... 	......_ 
20 

Kim khong bi 
nOi long trong 

than kim / 
The needle tube 

shall not be 
loosened in the 

needle hub 

3.16 ThudO re ri chat long qua bu6ng chan 
Vent fitting 

Chat long khong dugc re ri ,qua bung 
cl4n trong died gian it nhat 15 giay/ 
Fluid shall not leak out of the vent 
fitting within 15 s 

Khong 1.6 ri 
No leakage 

0 	
TRUNG TAM KY THUAT TIED CHUAN DO LUNG CHAT LONG 3 

QUALITY ASSURANCE & TESTING CENTER 3 
Head Office: 49 Pasteur, Q1,116 Chi Minh City, VIIET NAM 	Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  QUATEST 3®  
Testing: 	7 Road 1, Bien Him 1 Industrial Zone, DOng Nai 	Tel: (84-251) 383 6212 	Fax: (84-251) 383 6298 	tri-cskh@quatest3.com.vn  

1 lfl, in 	 .7, 11.,VI■  7  !If', 

Lan sfra &Si: 0 BH1  ( 



TEST REPORT 
-7 	Kf THUAT 

TIED CHUG DO LYING g 
CHAT WONG 3  

4'0.4 Doos--  
8. Ket qua thir nghi0m: 

Test results 

PHIEU KET QUA THIS NGHIE 
8/06/2018 

Ten chi tieu 
Specification 

Mire chat lugng theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua 
thin nghiem 
Test result 

4. Ong thong/ Catheter tubing 

4.17 Thin do re ri chat long duai ap hrc, 
Liquid leakage test under pressure 

Can hoac mei not lip ghep hoac bat kSr 
phan khac dm eng thong khong dugc 
ro ri chat long/ The hub or connection 
fitting assembly or any other part of 
the catheter shall not leak liquid 

, 

Khong ro,  ri 
No leakage 

4.18 Thu do ro ri khi vao can lip rap khi hilt vao 
Air leakage test into hub assembly during 

aspiration 

4.19 Khoang each gifra dAu 6ng thong 
va dau vat dm kim, 	 mm 
Trim distance 

4.20 D dai 6ng thong sir dling, 	 mm 
Effective catheter length 

'Chong khi khong dugc re ri vao can 
lap rap trong qua trinh hut/ Air shall 
not leak into the hub assembly during 
aspiration 

_< 1 

42 

Khong ro ri 
No leakage 

0,50 

42 

4.21 Dueng kinh ngoai cua Ong thong, 	mm 
Nominal outside diameter of catheter 

4.22 Thin de Wen lien ket girra ling thong va canh, N 
Peak tensile force between catheter and wing 

4.23 DO ben keo o'ng thong, 	 N 
Peak tensile force of catheter 

4.24 Luu lugng 6ng thong, ml/phiit 
Flow rate, ml/min 

1,86+1,96 

Min 15 

Min 15,20 

238+304 

26  

280  

1,92 

50 

TRUNG TAM K? THUAT TIED CHUAN DO LONG CHAT WONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

	

QUATEST3® Head Office:  49 Pasteur, Q1, He Chi Minh City, VI.T NAM 	Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 	www.quatest3.com.vn  
Testing: 	7 Road 1, Bien Flea I Industrial Zone, Deng Nai 	Tel: (84-251) 383 6212 Fax: (84-251) 383  6298 	tn-cskh@quatest3.com.vn  

BH10 (12/2016) 	 M03/2  -  TTTN09 Len sits ddi: 0 



Lan  sita d6i:  0 	 BH10 (12/2016) 	 M03/2  -  TTTN09 

Ch6 giii 

1 Thimg c6 mire khOng d& 

2 Ntrac (inn Mutt cap 2 

3  Cau  vao 

Ong thoat nvOc Van 

5 Org den 

6 Cau n6i hinh cOn c6 dei con 6 % 

7 Ong thong de thei 

8 Binh thu hailpng do 

PHIEU KET QUA THIS NGHIE 
TEST REPORT KT3-01432BCK8/1 

Lan dirg [thing tr 

R 0 5 max. 
or chamfer 

TRUNG TAM KY THUAT TIED CHUAN DO LONG CHA YONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 0 

Head Office: 49 Pasteur, Ql, F16 Chi Minh City, VIBT NAM Tel: (84-28) 3829 
Tel: (84-251) 383 

4274 
6212 

Fax: (84-28) 3829 
Fax: (84-251) 383 

3012 
6298 

www.quatest3.com.vn  
tn-cskh@quatest3.com.vn  Testing: 	7  Road 1, Bien Flea  1  Industrial Zone, Bang Nai 

QUATEST3® 



QUATEST3°  

TONG CUC TIEU CHUAN 00 LlidNG CHAT LONG 

TRUNG TAM KY TWAT TIEU CHUAN DO LYING CHAT WOG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

N/A: khong dp dung. 
Not applicable 

I. Cac ket qua this nghiem ghi trong phiea nay chi di gia tri 461 viii mau do khhch hang gal den./  Test  results  are valid for the namely submitted sample(s) only. 
2. Khong cludc trich  sao  mot phin phi& ket qua thit nghiem nay neu khOng.c45 sp dting  y  bang van ban cua Trung tam icy thuat 3. 

This Test Report shall not be reproduced, except in full, without the written approval of Quatest  3. 
3. Ten  mau,  ten khach hang clu'oc ghi theo yeu  cau cua  ndi giii  Jam/  Name of sample and customer  are  written  as  customer's request. 
4. Do khong dam bao do nib  rong  ink Wong &roc tinh yeti k  =  2, mac tin cay 95  %.  Khach hang  co the'  lien he theo dia. chi Midi de biet them  thong tin. 

Estimated  expanded uncertainty of measurement with k = 2, at 95 % confidence level.  Please  .contact  Quatest  3 at the below  address  for  further  information. 

Can sila do'i: 0 	 BI-110 (12/2016) M03/1  -  ITTNO9 

PHIEU KET QUA THIN NGHIEM 
TEST REPORT 

KT3-01432BCK8/2 08/06/2018 
Page 01/07 

1. Ten mau : 	 KIM LUON TINH MACH NGOAI BIEN G16 
Name of sample 

2. St) lacing mau: 	01 
Quantity 

Xem hinh 
See picture 

25/05/2018 

26/05/2018 - 07/06/2018 

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE 
USM HEALTHCARE/ USM HEALTHCARE MEDICAL DEVICES 
FACTORY JSC. 
LO I-4B-1.3 - DU'ONG N3, KHU CONG NGHE CAO, 
PHUtiNG LONG THANH MY, QUAN 9, TP HO CHI MINH 
LOT I-4B -1.3 - N3 STREET , SAIGON HI-TECH PARK, 
LONG THANH MY WARD, DISTRICT 9, HO CHI MINH CITY 

7. Phtrcmg phap thir : 	Theo yeu cau lchach hang/ As customer's requirement 
Test method 

8. Ket qua thir 	 Xem trang 02/07...07/07 

	

Test results 	 See pages 

P. TRU'ONG PTN CO Kill 
DEPUTY HEAD OF MECHANICAL 

TESTING LAB. 

Phqm Van Ut 

TL. GIAM DOC/ PP. DIRECTOR 
TRU' G THU NGHIEM 

N;f  TING LAB. 
TRUNG TA + 

THUP 
Ill CHUAN DO WING 

CHA  n Tung 
Dov \it5* 

Head Office:  49 Pasteur, Q1, Hi!1 Chi Minh City, VIETNAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 Website: www.quatest3.com.vn  

Testing: 	7 Road 1, Bien Ma 1 Industrial Zone, DOng Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 E-mail: tn-cskh@quatest3.com.vn  

3. MO to mau : 
Sample description 

4. Ngay nhan mau: 
Date of receiving 

5. Ngay thin nghiem: 
Date of testing 

6. Nai 	mau : 
Customer 
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PHIEU KET QUA THU' NGH 
TEST  REPORT 

o4,  . - 	v 	c -
194.' 4.1' 

k).
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 TRUNG TA Is. 
08/06/2018 
D , , - 	1 	■ 

N4 	.. 

•as 

w 

8. K6t qua thir nghiEm: 
Test results 

2: 
al 

4.,  

KT  IHU4 
- 	-' 	• TIEU CHUAN DO LONG 
CHAT WONG 3 

t 
',4- 

/«.' 	
- %Al DO t- 

TEn chi tieu 
Specification 

Mirc chit luting theo 
Criteria to TCCS 
00001:2018/USM 

KEt qua thir nghiEm 
Test result 

1. Mau sari phial/ Color 

1.1 Nip ay cOng be 
Injection port cap 

1.3 Ong lot/ Bushing 

-Mau xam/ Gray 

Mau xam/ Gray  
....._______........._ 

Mau xam/ Gray 

p 

0 	TRUNG TAM KY THUAT 
QUALITY ASSURANCE 

Head Office: 49 Pasteur, Q1, Ho CM Minh City, VIETNAM QUATEST3®  

TIEU CHUAN DO LIANG CHAT LLIONG 3 
& TESTING CENTER 3 

	

Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  
Wing Nai 	Tel: (84-251) 383 6212 	Fax: (84-251) 383 6298 	tn-cskh@quatest3.com.vn  Testing: 	7 Road 1, Bien Ma 1 Industrial Zone, 

Lan seta d6i: 0 M03/2  -  TTTNO9 BH10 (12/2016) 



PHIEU KET QUA THIS NGH 
TEST REPORT 

8. Ket qua thin nghiem: 
Test results 

KT3-01432BCK8/2 08/06/2018 

Ten chi tieu 
Specification 

Mire chat luting theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua thin nghiem 
Test result 

2. Tinh chat co' 1$,  ciia kim/ Physical properties 

2.4 Vat lieu kim/ Material 

Phai dugc lam bang vat lieu cling va 
phai than, dOng deu ve mat cat 
ngang , va 4 day ciia thanh. Neu sir 
dung Ong the') thi phai phi' hop vai 
ISO 9626. fluting dan chat long trong 
kim phai khong có Vat can có the 
naan mau vao than kim. / Stiff and 
straight. Cross section and wall 
thickness shall be uniform. If a steel 
tube is used, it shall comply with ISO 
9626. The fluid pathway in the needle 
has no obstruction that can block 
blood from the needle hub. 

- - 	  --- 	- 

Oat/ Pass 

2.5 Miii kim/ Needle point 

2.6 Thir d(s) vOng / Deflection test 

2.6.1 Khoang each gift 2 goi dal, 	mm 
Span 

Mai kimphai hien ra  sac net , va 
khong có ba via khi hem tra bang 
mat thuong hoac deo kinh vOi dO 
phOng dai x 2,5. / When examined by 
normal or corrected-to-normal vision 
with x 2,5 magnification, the needle 
point shall appear sharp and free 
from feather edges, burrs and hooks. 

24,9+25,1 

flat/ Pass 

25 

2.6.2 Luc uon, 	 N 
Bending force 

2.6.3 DO yang, 	 mm 
Deflection 

12,14-12,3 

Max 0,51 

12,2 

0,38 

IIOAIE$13®  
Lan sn'a 	0 

TRUNG TAM KY THUAT TIED CHUAN DO LONG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Ql, HO Chi Minh City, VIETNAM 	Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 	www.quatest3.com.vn  
Testing: 	7 Road 1, Bien Ilea  1  Industrial Zone, DOng Nai 	Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 	tn-cskh@quatest3.com.vn  

BH10 (12/2016) 
	

M03/2  -  TTTNO9 



KT3-01432BCK8/2 
PHIEU KET QUA THIS NGH 

TEST REPORT 

8. Ktt qua thir nghiem: 
Test results 

2.7.2 G6c u6n, 
Angle 

di) 
0 

2.7.1 Khoang cach u6n, 	 mm 
Distance 

2.7.3 S6 fan u6n, 	 fan 
Cycle 

2.7.4 K6t qua Mir nghiem / Test resuh 

20 

Khong gay 
Not show visible breakage 

TRUNG TAM KY THUAT TIEU CHUAN DO LUtiNG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q1, HO Chi Minh City, VIETNAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  

Testing: 	7 Road 1, Bien Floa 1 Industrial Zone, Ding Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  QUATEST3® 

Ten chi tieu 
Specification 

 

Mire chk luting theo 
Criteria to TCCS 
00001: 2018/USM 

 

1(6't qua tit* nghiem 
Test result 

2.7 Thu d6 ch6ng gAy / Resistance to breakage test 

30 29,9+30,1 

24-26 25 

2.8 Thu tinh ch6ng an mon/ Corrosion resistance test 

20 

Khong gAy 
Not show visible 

breakage 

2.8.1 Mu6i NaC1, 	 Mol/L 
Solution of NaCI 

2.8.2 Nhi'et d6 thir, 	 oc  

Temperature maintaining 

2.8.3 Thai gian di 
	

h 
Time maintc ining 

2.8.4 K6t qua tit* nghiem 
Test result 

Khong phat hien An mon 
No evidence of corrosion 

0,5 

23 

7 

Khong phat hien 
an mon 

No evidence of 
corrosion 

0,5 

21+25 

7 

 

  
 

1,208 2.9 Du6ng kinh ngoai clia kim, 	mm 
Outer diameter of needle 

 

1,200+1,300 

 

 

  
  

 

 

78,5+79,5 

 

79,0 2.10 T6ng chreu dai, 	 mm 
Overall length of needle 

 
 

  
  

M03/2  -  TTTNO9 BH10 (12/2016) ddi: 0 



KT3-01432BCK8/2 
PHIEU KET QUA THU' NGI- 

TEST REPORT 

8. K'et qua thir nghiem: 
Test results 

TRUNG TAM 
* 
e#  

o 	 FIU4T 
TIEU CHUAN 00 LOIONG t 

CHAT WONG 3 

`"bib Dot. 

08/06/2018 
Page 05/07 

VA. C  cly*  

Ten chi tieu 
Specification 

Mix chat luting theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua 
thir nghiem 
Test result 

3. Than kim( Can kim )/ Needle hub 

3.11 Than kim(Can kim) 
Needle hub 

Than kim phai cho phep phat hien 
dugc mau chay ngugc vao than, va 
phai dugc thiet ke de thong von 18 dia 
than kim. Than kim ket thfic a dau 
not 18 hinh con co di) con 6% pha 
hgp von ISO 594-1 / The needle hub 
shall permit detection of flashback 
and shall be designed to 
communicate with the bore of the 
introducer needle tube. The needle 
hub shall terminate in a female fitting 
with a 6 % (Luer) complying with 
ISO 594-1 

Dat/ Pass 

3.12 Kich thuerc than kim(Can kim) D, 	mm 
Dimension of D 

3.13 Kich thuot than kim(Can kim) F, 	mm 
Dimension of F 

4,270+4,315 

- - 

M in 7,500 

Max 6,73 

14,5  

4,282 

6,39 3.14 Kich thtrac than kim(Can kim) 0, 	mm 
Dimension of 0 

3.15 DO ben lien ket gifia than kim va kim / Strength of union of needle hub and needle tube 
— 

3.15.1 Luc thir/ Test force, 	 N 

3.15.2 Ket qua thin nghiem 
Test result 

3.16 Thu dO r6 ri chat long qua bu&ig cliki 
Vent fitting 

20 
---- 	— 

20 
Kim khong bi 
not long trong 

than kim / 
The needle tube 

shall not be 
loosened in the 

needle hub 

Khong ro ri 
No leakage 

Kim khong bi not long trong than kim 
The needle tube shall not be loosened 
in the needle hub 

Chat long khong dugc re H qua bung 
ch-an trong than gian it nhat 15 giay. 
Fluid shall not leak out of the vent 
fitting within 15 s 

TRUNG TAM KY THUAT TIEU CHUAN DO LONG CHAT Lu'ONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q1, H6 CM Minh City, VIETNAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  

Testing: 	7 Road 1, Bien Hoa 1 Industrial Zone, Deng Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  

0 
QUATEST 

M03/2  -  TTTNO9 BH10 (12/2016) Lan s/ta d6i: 0 
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..- 

	QUA PHIEU KET QUA THU'?  NGH 	 , -  v c- 41, 
08/06/2018 
Page 06/07 . 

TEST REPORT 	et TRUNG TA M S  
	 I

43 

8. Ket qua tilt nghiem: 

ttf,  
' 

ff•••■• 

TitUCHU161 00 UNG 
CHAT WONG 3 

/e?, 
efahiN oo t. 

... 
4 

Test results 

Ten chi tieu 
Specification 

Mirc chat luong theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua 
thin nghiem 
Test result 

4. Ong thong/ Catheter tubing 

4.17 Thir dO re ri chat long duoi dp lire, 
Liquid leakage test under pressure 

4.18 ThudO ro ri khi vao can lap rap khi hint vao  
Air leakage test into hub assembly during 
aspiration 

Can hoac m6i not lap ghep hoac bat 
kST phan khac cita ong th8ng khong 
duot r8 ri chat long. / The hub or 
connection fitting assembly or any 
other part of the catheter shall not 
leak liquid  

Khong khi khong dirge re ri vao can 
lap rap tong qua trinh but / Air shall 
not leak into the hub assembly during 
aspiration 

Khong re ri 
No leakage 

Khong re ri 
No leakage 

4.19 Khoang each giUa dau 6ng thong 
va dau vat dm kim, 	 mm 
Trim distance 

< 1 0,80 

4.20 DO dai 6ng thong sir dung, 	 mm 
Effective catheter length 42 42 

------------ ....... ---.....- 	---- 
4.21 along kinh ngoai cila eing thong, 	mm 

Nominal outside diameter of catheter 1.55-1,65 1,60 

4.22 Thir dO ben lien ket giira 6ng thong va canh, N 
Peak tensile force between catheter and wing 

4.23 DO ben keo 6ng thong, 	 N 
Peak tensile force of catheter 

4.24 Luu hrong 8" ng thong, ml/plult 
Flow rate, ml/min 

Min 10 

Min 15,20 

1534195 180  

19 

33 

IV 

0 	TRUNG TAM KY THUAT TIEU CHUAN DO WONG CHAT LUONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Ql, HO Chi Minh City, VIET NAM 	Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  QUATEST 3®  
Testing: 	7 Road 1, Bien Hea 1 Industrial Zone, Deng Nai 	Tel: (84-251) 383 6212 	Fax: (84-251) 383 6298 	tn-cskh@quatest3.com.vn  

Lan sfra doai: 0 BH10 (12/2016) 
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5 sts. 
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11 .11221E4 
'  UNG TA 

KY TH - 
Trai 	 

VT  WOG 3 

KT3-01432BCK8/2 
PHIEU KET QUA THU NG 

TEST REPORT 

Ch6 giii 

1 Thong c6 mire kh0ng d6i 

2 Nsrcrc  tinh  knik dip 2 

3 ebu vao 

4 Ong thoat niroc trti 

5 Ong din 

6 Diu n6i hinh con CO 06 con 6 % 

7 Ong thong de they 

8 Binh tilt; h64/6ng do 

TRUNG TAM KY THUAT TIED CHUAN DO LUING CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office: 49 Pasteur, Q1, HO Chi Minh City, VIETNAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  
Testing: 	7 Road 1, Bien floa 1 Industrial Zone, Bang Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  (1111ATEST 

R015 max. 
or chamfer 

£ 
X 

/ 

on dirg pturg rr 

R1 



Lan si'fa 	0 	 BH10 (12/2016) 	 M03/1  -  TTTNO9 

08/06/2018 
Page 01/07 

3-01432BCK8/3 PHIEU KET QUA THU NGHleM 
TEST REPORT 

N/A: khong dp dung. 
Not applicable 

1. Cdc  ket qua thir  nghiem ghi trong phieu nay chi eo gia tri din vdi mau du khach hang gin den./  Test results are valid for the namely submitted  sample(s) only. 
2. Khong dttdc trich  sao  mot phan phieh ka qua  this  nghim nay  nen  khong  c6  str Bong  Y liattg  van ban cua Tmng tam Ky thuat  3. 

This  Test  Report shall  not be  reproduced,  except  in full, without the written approval of Quatest  3. 
3. Ten mau, ten khach hang duck ghi theo yeu cau  cua noi girl man./ Name of sample  and  customer  are written  as customer's request. 
4. DO Ithong dam bao do  ma  rOng ttdc luring dale tihh vdi k  = 2,  milt tin e4y 95  %.  Khach hang c6 the lien he theo dia chi Midi de' bi6t them thong tin. 

Estimated expanded uncertainty of measurement with  k  = 2, at 95 % confidence level. Please contact  Quatest  3  at  the below address for further information. 

TONG CUC TIEU CHUAN DO WONG CHAT WONG 

TRUNG TAM KY THUAT TIEU CHUAN 00 LONG CHAT WONG 3 

QUATEST 	 QUALITY ASSURANCE & TESTING CENTER 3 

KIM LUON TINH MACH NGOAI BIEN G17 

01 

Xem hinh 
See picture 

25/05/2018 

26/05/2018 - 07/06/2018 

CONG TY CO PHAN NHA MAY TRANG THIET BI Y TE 
USM HEALTHCARE/ USM HEALTHCARE MEDICAL DEVICES 
FACTORY JSC. 
LO I-4B-1.3 - DUONG N3, KHU CONG NGHE CAO, 
PHU'ONG LONG THANH MY, Q0- .N 9, TP HO CHI MINH 
LOT I-4B -1.3 - N3 STREET , SAIGON HI-TECH PARK, 
LONG THANH MY WARD, DISTRICT 9, HO CHI MINH CITY 

1. Ten mau : 
Name of sample 

2. St) ltrong mau: 
Quantity 

7. Phuong phap thir : 	Theo yeu cau khach hang/ As customer's requirement 
Test method 

8. Icet qua thir nghiem: 	Xem trang 02/07...07/07 
Test results 	 See pages 

P. TRU'ONG PTN CO Kill 
DEPUTY HEAD OF MECHANICAL 

TESTING LAB. 

TL. GIAM DOC/ PP. DIRECTOR 
TRU'  I  ►  - - 	G THU' NGHIEM .ityrff :  • 	TING LAB. 

Head Office: 49 Pasteur, Ql, H6 Chi Minh City, VIET NAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 Website: www.quatest3.com.vn  

Testing: 	7 Road 1, Bien HOa 1 Industrial Zone, DOng Nai Tel: (84-251) 383 6212 Fax: (84-251) 383 6298 E-mail: tn-cskh@quatest3.com.vn  

3. MO to mau : 
Sample description 

4. Ngay nhan mau: 
Date of receiving 

5. Ngay thin nghiem: 
Date of testing 

6. Noi gixi man : 
Customer 

AM 

Tung 

TRUNG 
KY THUAT 

TIEU CHIA DO 
CH  T~1 



Lan sib cliii: 0 BH10 (12/2016) M03/2  -  TTTNO9 

KT3-01432BCK8/3 
PHIEU KET QUA THC NGHIN 

TEST REPORT 

TIEU CHUpH 00 ha 
CHAT LONG 3 't 

_Taw% cv  N  8/06/2018

TAM 

 

	

 

KY 	
* 

	

S; 	
02/07  

8. Ket qua thin nghiem: 
Test results 

Ten chi tieu 
Specification 

Mix chat luting theo 
Criteria to TCCS 
00001:2018/USM 

Ke't qua thin nghiem 
Test result 

1. Mau sin phim/ Color 

1.2 Nap day c6ng bam 
Injection port cap 

1.3 Ong lot/ Bushing 

-Mau tan' g/ White 

Mau tang/ White 
 

Mau tang/ White 

1,
1 

.9 

TRUNG TAM KY THUAT TIEU CHUAN DO LIJONG CHAT LIIONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

Head Office:  49 Pasteur, QI, Ho Chi Minh City, VItT NAM 	Tel: (84-28) 3829 

Testing: 	7 Road 1, Bien Floa 1 Industrial Zone, Eking Nai 	Tel: (84-251) 383 
4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  
6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  QUATEST3®  



PHIEU KET QUA THU NGHle 
TEST REPORT KT3-01432BCK8/3 

8. Ket qua this nghiem: 
Test results 

KY THUAT 
TIED CHURN DO LIcONG 

CHAT WONG ,4  

Ten chi tieu 
Specification 

Mirc chat lucmg theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua this nghiem 
Test result 

2. Tinh chit co' 1ST cim kim/ Physical properties 

2.4 Vat lieu kim/ Material 

Phai dm:lc lam bang vat lieu cirng va 
phai thing, (fang deu ye mat cat 
ngang , va dO day dm thanh. Neu sir 
dung 8ng tilers thi phai phii Nip yen 
ISO 9626. Duimg dan chat long trong 
kim phai khong có vat can có the 
ngan mau vao than kim./ Stiff and 
straight. Cross section and wall 
thickness shall be uniform. If a steel 
tube is used, it shall comply with ISO 
9626. The fluid pathway in the needle 
has no obstruction that can block 
blood from the needle hub. 

Dat/ Pass 

Datl Pass 

25 

2.5 Mil kim/ Needle point 

. 

2.6 Thir dO vong / Deflection test 

Min kim phai hien ra ,  sac net , va 
khong co ba via khi kiem tra bang 
mat thui:mg hoac deo kinh vai de? 
phong dai x 2,5. / When examined by 
normal or corrected-to-normal vision 
with x 2,5 magnification, the needle 
point shall appear sharp and free 
from feather edges, burrs and hooks. 

.... 

2.6.1 Khoang cach gitra 2 g6i dot, 	mm 
Span 24,9+25,1 

2.6.2 Luc tiOn, 	 N 
Bending force 

- 	 - --- 	- 
2.6.3 DO Ong, 	 mm 

Deflection 

9,6+9,8 

Max 0,71 

9,7 

0,45 

Q UATEST 3® 
QUALITY ASSURANCE 

Head Office: 49 Pasteur, Q1, H6 Chi Minh City, VI'tT NAM 

& TESTING CENTER 3 

	

Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 

	

Tel: (84-251) 383 6212 	Fax: (84-251) 383 
3012 
6298 Testing: 	7 Road 1, Bien flea  1  Industrial Zone, Deng Nai 

TRUNG TAM KY THUAT TIED CHUAN DO LOON CHAT LONG 3 

www.quatest3.com.vn  
tn-cskh@quatest3.com.vn  

Lin sila 	0 M03/2  -  TTTNO9 BH10 (12/2016) 
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....- 	
-- 

PHIEU KET QUA THU' NGHIE  
TEST REPORT ..- 	. 

08/06/2018 
 . -_ 	I , 	 I 

G cope 

14

c) 

8. Ket qua thir nghiem: 
Test results 

8*
TI 	

la THUAT 	Q \  

ft:' 	EU CHURN DO LANG t c, 	/ 
3,, CHAT WONG 3 4-• 

12, 	 
/147/8o0°' 

Ten chi tieu 
Specification 

Mix chit luorng theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua thin nghiem 
Test result 

2.7 Thu dO cheing gay / Break resistant test 

' , 	mm 2.7.1 Khoang cach uon 
Distance 

2.7.2 Goc uon, 	 d6 
Angle 

 

27,4+27,6 

24+26 

27,5 

25  

2.7.3 S6 lin u6n, 
Cycle 

2.7.4 Ket qua thir nghiem 
Test result 

lin 20 20 

Khong gay 
Not show visible 

breakage 

Khong gay 
Not show visible breakage 

2.8 Thu tinh ch6ng 

2.8.1 Mu6i NaC1, 
Solution of NaCl 

. 

2.8.2 Nhiet dO thix, 
Temperature 

2.8.3 Than gian duy 
Time maintaining 

2.8.4 Ket qua thir nghiem 
Test result 

2.9 DuOng kinh ngoai 
Outer diameter 

2.10 T6ng chieu dai, 
Overall length 

an man/ Corrosion resistance 

Mol/L 

oc 

maintaining 

tri, 	h 

test 

0,5 

......-- 	- 	 

mon 

0,5 

Kh6ng phat hien 
an mon 

No evidence of 

1,065 
	........_ 

77,5 

23  

7  

21+25 

7 

Khong phat hien an 
No evidence of corrosion 

1,030+1,100 

77,5+78,5 

..... 

dm kim, 	mm 
of needle 

__ 

mm 
of needle 

0 	TRUNG TAM KY THUAT 
QUALITY ASSURANCE 

Head Office: 49 Pasteur, Q1, HO Chi Minh City, VIETNAM QUATEST 3®  

TIEU CHUAN DO LONG CHAT LONG 3 
& TESTING CENTER 3 

	

Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  
DOng Nai 	Tel: (84-251) 383 6212 	Fax: (84-251) 383 6298 	tn-cskh@quatest3.com.vn  Testing: 	7 Road 1, Bien Boa 1 Industrial Zone, 

Lan sika 	0 
	 BH10 (12/2016) 
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KT3-01432BCK8/3 
PHIEU KET QUA THIS NGHIE 

TEST REPORT - 

r 

I_ 

:0,- G. 
LA, 	08/06/2018 szo'  G 

441  11I  . 	•  . 	t -Mk+ 
, 

ti, 
HAIG I 

3 $ 8. Ket qua thir nghiem: 
Test results 

' la TilUiT 
Iv mug 

Call  WONG <1, .,,,Nz.„..1  , 	0 

Ten chi tieu 
Specification 

Mirc chAt 'iron. 	- 	s 

Criteria to TCCS 
00001: 2018/USM 

Ket qua 
thin nghiem 
Test result 

3. Than kim( Can 

3.11 Than kim(Can 
Needle hub 

3.12 Kich thuac than 
Dimension of 

3.13 Kich thuac than 
Dimension of 

3.14 Kich thuac than 
Dimension of 

3.15 DO bn lien ke't 
••- • •- • - 

3.15.1 Die thir/ Test 

3.15.2 Ket qua thir 
Test result 

___ 	_______. 	____ 

3.16 Thir dO ro fi chAt 
Vent fitting 

kim )/ Rolling needle 

kim) 

kim(Can kim) D, 	MITI 

D 

kim(Can kim) F, 	mm 
F 

kim(Can kim) 0, 	mm 
0 

giila than kim va kim / Strength 
• 

Than kim phai cho pile') phat hien 
dirgc mau chay ngtrac vao than, va 
phai dirac thiet ke de th6ng vai 18 dm 
than kim. Than kim ket thifc a dAu 
not 18 hinh con có dO con 6% phi.' 
hap voi ISO 594-1 / The needle hub 
shall permit detection of flashback 
and shall be designed to 
communicate with the bore of the 
introducer needle tube. The needle 
hub shall terminate in a female fitting 
with a 6 % (Luer) complying with 
ISO 594-1 

4,270+4,315 

Min 7,500 

Max 6,73 

of union of needle hub and needle tube 

	 -- 
20 

Kim khong bi nai long trong than 
kim / The needle tube shall not be 
loosened in the needle hub 

__ 

ChAt long khong duac ro fi qua 
buOng cN..n trong thai gian it nhAt 15 
giay. Fluid shall not leak out of the 
vent fitting within 15 s 

- 

Dat/ Pass 

4,282 

6,41 

20 

_ 	__. 	_ 	.. ....... .._._ 
20 

Kim khong bi 
nai long trong 

than kim / 
The needle tub ∎  

shall not be 
loosened in the 

needle hub 

Khong re ri 
No leakage 

force, 	 N 

nghiem 

___ 

lOng qua bwing chap 

Head Office: 49 Pasteur, Ql, Hti Chi Minh City, VIETNAM QUATEST 3®  
0 

	
QUALITY ASSURANCE & TESTING CENTER 3 

 

	

Tel: (84-28) 3829 4274 	Fax: (84-28) 3829 3012 	www.quatest3.com.vn  

	

Tel: (84-251) 383 6212 	Fax: (84-251) 383 6298 	tn-cskh@quatest3.com.vn  Testing: 	7 Road 1, Bien Bea  1  Industrial Zone, Doting Nai 

Lan  sti'a  do/ii:  0 
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8. Ket qua thir nghiem: 
Test results 

Ten chi tieu 
Specification 

Mire chat luting theo 
Criteria to TCCS 
00001:2018/USM 

Ket qua 
thir nghiem 
Test result 

4. Ong thong/ Catheter tubing 
- 	-- - 

4.17 Thu dO re ri chat long duai ap luc, 
Liquid leakage test under pressure 

4.18 Thin dO ro ri khi vao can lap rap khi but vao  
Air leakage test into hub assembly during 
aspiration 

4.19 Khoang each giaa dau Ong thong 
va dau vat dm kim, 	 mm 
Trim distance 

Can hoac miSi not lap ghep hoac bat 
IcS/ phan khac ,cila Ong thong khong 
dugc re ri chat long. / The hub or 
connection fitting assembly or any 
other part of the catheter shall not 
leak liquid 

'Chong khi khong dugc re ri vao can 
lap rap trong qua trinh hilt / Air shall 
not leak into the hub assembly during 
aspiration 

< 1 _ 

Khong re ri 
No leakage 

Khong ro ri 
No leakage 

0,60 

4.20 DO dai Ong thong sir dung, 	 mm 
Effective catheter length 

4.21 Throng kinh ngoai ciia 6ng thOng, 	mm 
Nominal outside diameter of catheter 

4.22 Thir dO b6'n lien ket gala iing thong va canh, N 
Peak tensile force between catheter and wing 

4.23 DO 1:)"'n keo 6ng thong, 	 N 
Peak tensile force of catheter 

42 

1,42+1,52 1,46 
 

42 

- 	— 

Min 10 

Min 15,20 

12 
_ 	.. 

32 

4.24 Luu lugng Ong thong, ml/philt 
Flow rate, ml/min 

122+155 150 

TRUNG TAM KY THUAT TIED CHUAN DO LONG CHAT LONG 3 
QUALITY ASSURANCE & TESTING CENTER 3 

QUATEST 3® Head Office:  49 Pasteur, Q1, He CM Minh City, VIETNAM Tel: (84-28) 3829 
Testing: 	7 Road 1, Bien Ilea 1 Industrial Zone, Deng Nai 	Tel: (84-251) 383 

4274 Fax: (84-28) 3829 3012 www.quatest3.com.vn  
6212 Fax: (84-251) 383 6298 tn-cskh@quatest3.com.vn  

La n sira 	0 M03/2  -  ITTNO9 BHIO (12/2016) 

694 D 0 t- 

/06/2018 

fNUAT 	 
TIEU CHURN 00 LONG 

CHAT WONG 3 &. 

e 06/07 



Lan seta diii:  0 BH10 (12/2016) M03/2  -  TTTNO9 

Pittar 

e edlp tube 

Chi, Mai 
1 Thirng co rniyoktiOng doi 

2 NtrO,c tinh mutt cap 2 

3 eau vao 

4 Ong thoat nwtx tan 

5 Org din 

6 Cat, not hint, con c6 d6 con 6 % 

7 Ong thOng de thir 

8 Binh thu h6i/6ng do 

Bast 

PHIEU KET QUA THIJ NG 
TEST REPORT TRUNG  T 

KY TNUAT 
TIED CHURN CO LONG 

Ar uiduc 3 

08/06/2018 
a •  e 07/07 

on dirg ptung Pr 

R 5 max. 
or chamfer 

QUALITY ASSURANCE & TESTING CENTER 3 

Q UATEST 3® Head Office: 49 Pasteur, Q1, H6" Chi Minh City, VIETNAM Tel: (84-28) 3829 4274 Fax: (84-28) 3829 3012 
Testing: 	7 Road 1, Bien flea 1 Industrial Zone, D6ng Nai Tel: (84-251) 383 6212 Fax: (84-251)  383 6298 

TRUNG TAM KY THUAT TIED CHUAN DO LUONG CHAT L  NG 3 

www.quatest3.com.vn  
tn-cskh@quatest3.com.vn  







4 OC/ DIRECTOR 

TRUNG TAM '~ 

VU PHAN TICH 
g 	THI NGHIEM 

THANH PH6 
0 HO CHI MINH 

S  * 

Plnwng phap dtrov VILAS Ong nhan / Method is accreditated by VILAS 
Ket qua  dmic thuc hian heti nha thau phn / Subcontracted test. 

Phu trich phong tht• nghic311/ 
Officer in charge of laboratory 

MM18053514 

* CASE 
So KHOA HOC VA CONG NGHETP. HO CHI MINH 

TRUNG TAM DICH VU PHAN TICH THI NGHIENITP. H6 CHI MINH 
CENTER OF ANALYTICAL SERVICES AND EXPERIMENTATION HCMC 

 

LAS-NN 

 

VIMCERTS 
147 

 

05 

 

       

Ma so mau/ Sample Code 
BN18051166 
MM18053514 

KET QUA THIS NGHIEM 
TEST REPORT 

BMNM 02/3 — LBH 03 
Ngay/Date : 31/05/2018 

   

Ten khach hang/ Customer 

Dia chi/ Address 

Ten mau/ Name of sample 

SC') 1w-rig/ Quantity 	 • 

Tinh tang mau/ Sample description : 

Ngay nhan mau/ Date of receiving 

Ngay hen tra KH/ Date of issue 

USM HEALTHCARE MEDICAL DEVICES FACTORY JSC 

LOT I-4B-1.3 - N3 STREET - SAIGON HI-TECH PARK - LONG 
THANH MY WARD - DISTRICT 9 HO CHI MINH CITY -
VIETNAM 

FAVOCATH I.V.CATHETER WITH INJECTION VALVE -
G16 

1 

Medical equipment 

May 24, 2018 

May 31, 2018 

STT/ 
No 

oil tieu hien' nghiem/ 
Parameters 

Dan vi tinh/ 
Unit 

Ket qui/ Result Phtrcrng phip/ 
Test method 

1 Ethylene oxide mg/sample 0.19 EP 6.0 

Th.S. Vu Han Giants 

Ph.1) Chu Van Hai 

1/Thong tin v6 miu duocghi theoyeu Ithach hang/ Information ofsampleis written as customed request, 
2/ Khong duct sao chop ke't qua nay, 1 phgn hay to6n b4 n6u khong ducx sucking j ,  bAng van ban as' a GiamDoc Trung Tam Dich Vu PhSnTichThiNghitTnTPJiCM 
7hisaboveresultshall notreproducectpartyorfulfr, unless written opproval ofDirectorofCASE 
3/Ketqua phan 116 chi co gia tritren rnau did/ Thistesting result isonk valid on tested sample 

TRV So CHINH 	  CN CAN THO  	  
9 02 Nguyen Van ThU, P. Da Kao, Q. 1, TP. HCM [91 F2.67 - F2.68. along so 6. KDC 586. P. Phu Tha Ca Rang, Can Tho 

,t.1 18001105 	 1.%.1 (84.292) 3918216 - 217 - 218 

[a (84.28) 3911 7216 	 :o (84.292) 3918219 
[NI casehcm@case.vn 	 support(tbcase.cornvn 

VP DAI DIEN MIEN TRUNG 	  
9; STH2718, Wong 8E. KE)T L@ Hong Phong II. P Phu& Hai, Nha Trang, Khanh Hoa 
14.1(84.258) 246 5255 
[41 (84.258) 246 5355 
!o] vanphongrnientrung@case.vn  
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BMNM 02/3 — LBH 03 
Ngay/Date : 31/05/2018 

Ma so mau/ Sample Code 
BN18051166 
MM18053514 

KET QUA THIS NGHIEM 
TEST REPORT 

LAS-NN 

05 

GIAM DOC/ DIRECTOR 

TRUNG TAM 
DICH VU PHAN T .  

THI NGHIE 
THANH P 
HO CHI FA' 

TS. Chu Van Hai 

MM 18053514 *  CASE 
SO KHOA HOC VA CONG NGHETP. HO CHI MINH 

TRUNG TAM DICH VU PHAN TICH THI NGHIEM TP. HO CHI MINH 

CENTER OF ANALYTICAL SERVICES AND EXPERIMENTATION HCMC 

Ten khach hang/ Customer 

Dia chi/ Address 

Ten mau/ Name of sample 

S6 hiving/ Quantity 

Tinh tang matt/ Sample description : 

Ngay nhan mau/ Date of receiving 

Ngay hen tra KH/ Date of issue 

CONG TY CO PHAN NHA MAY TRANG THIET BJ Y TE USM 
HEALTHCARE 
LO I-4B-1.3 DUONG N3 - KHU CONG NGHE CAO - PHU'ONG 
LONG THANH M.? - QUAN 9 - THANH PHO HO CHI MINH - 
VIET NAM 

KIM LUON TINH MACH NGOAI BIEN FAVOCATH - G16 

1 

Thi6t bi y t 

24/05/2018 

31/05/2018 

STT/ 
No 

Chi tieu kiem nghiem/ 
Parameters 

Dun vi tinh/ 
Unit 

Ket qua/ Result Phtro'ng phap/ 
Test method 

1 Ethylene oxide mg/sample 0,19 EP 6.0 
Phuong phap Huge VILAS tong nhan / Method is accreditated by VILAS 
Ket qua chive thuv hien hal nha thAu phu / Subcontracted test. 

Phu trach phong 	nghil;m/ 
Officer in charge of laboratory 

Th.S. Vii Han Giang 

1/Thong tin ve mau duct ghi theoyeu caukhach hang/ Information of sampleiswritlenascustcrnedrequest 
2/ '<hong duct sao deep kel qua nay ,1 phgn hay Loan b0, n6u Wrong duct stidOng9 bang van ban dia GiamfleicTrung Tam DichVy Phan rich Thi Nghiem TR-1CM 
7his aboveresultshall notreproducectpartyor fulk, unless written approval ofDirector of CASE 
3/ KOL qua phan tich chi (.6 gia ten rnSu tilt:Obis testing resultisonfrvalidon 	sample 

TRU S.C5  CHINH 	  CN  CAN THO  	  

19] 02 Nguyen Van Thu, P. Da Kao, Q. 1, TP. HCM 191 F267 - F2.68, DO:mg s6 6, KDC 586. P Phi) Thu, Cai Rang, C6n Tho 
1'...1 18001105 	 [‘) (84292) 3918216 - 217 - 218 
fad (8428) 3911 7216 	 [41 (84.292) 3918219 
1.] casehcm@case.vn 	 [•J support@case.comvn  

VP DAI DIEN MIEN TRUNG 	  

[9] STH27.1a Wong 8E, KOT Le H6ng Phong II, P PhuOc Hai, Nha Trang, Khenh Hoe 
[t.] (84258) 246 5255 

1.1 (84258) 246 5355 
fic vanphongmientrung@case.vn  

www.case.vn  


