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Technical Parameters
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1. M AS

Location: Moldova

Model Specifications
NS FAE
Type A, Type B 1.8mm (15G), 1.6mm (16G), 1.4mm (17G), 1.2mm (18G)
ARl BH! 1.8mm (15G) . 1.6mm (16G) . 1.4mm (17G) . 1.2mm (18G)

2. Product Structure

2. FE AR

This product consists of conical fitting protective cap, blood collection needle protective cap, clamp,
conical fitting, needle handle, blood collection tube, protective cap and blood collection needle. The
conical fitting protective cap and the blood collection needle protective cap are made from PE and
the clamp is made from PP. The conical fitting, needle handle and blood collection tube are made
from PVC, the protective cap is made from ABS and the blood collection tube is made from austenitic

stainless steel.
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The structure diagram is shown in Figure 1.
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1-1-Protective cap of conical fitting; 2-Conical fitting; 3- Blood collection tube; 4-Protective cap (if any);

6-Needle handle; 7- Blood collection needle; 8- Protective cap of blood collection needle
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Figure 1 Schematic Diagram of A.V. Fistula Needle Set
Bl 1 R = A

3. Specifications/ Technical Parameters S &/3: R 2%

According to the outer diameter, the specifications of A.V. fistula needle set are 1.2mm(18G),

1.4mm(17G), 1.6mm(16G) and 1.8mm(15G). The effective length of the needle tube: 23mm (29")~
32

32mm(;1"). The needle handle color and needle tube outer diameter are as shown in Table 1 below.
4

KA B A E AR, HFR N 1.2mm(18G). 1.4mm(17G). 1.6mm(16G). 1.8mm(15G), & %%
K. 23mm (@")~32mm(lz"),’Eﬂ‘ﬁiE‘Jféﬁ@—'ﬁﬁ%ﬁl‘%ﬁ@ﬁﬂ?i@ 1 Fow
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Table 1 Color Code

#1 Ak
Specification
15G 16G 17G 18G
Fik

Needle handle color Blue Green Yellow Red
EHiE e [ gt W a4
Needle tube outer 1.8 1.6 1.4 1.2

diameter (mm)

HEAME (mm)

4.Performance Index Parameters 4§t 15 Hr S5
See Table 2 for the performance index parameters of A.V. fistula needle set.
— U LA R ML & PR BEFE AR S BN R 2.
Table 2 Performance Index Parameters

®2 HRERSHK

Performance

SN item Index parameter
o HErN
?75‘ Tékﬁé,lﬁ H TEI*T ﬁ

Blood collection | The inner diameter should not be less than 2.7 mm, the wall thickness
tube 20.65 mm, and the length 2150mm
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KM NAZRA/NT 2.7 mm,BEJE2>0.65 mm, K J#=150mm
5 Needle tube The lateral area of the back hole shall be no less than 1mm?2
BHE B AL E AN AN T Imm?
Effective length Nominal value £2mm
3 of needle tube Rk £2mm
gk | S
Lubri The amount of lubricant on the surface of the needle tube per square
ubricant ,
4 A centimeter should not exceed 0.25mg
B 07 JEOKEHE AR T R A BN B 0.25mg
When the clamp is closed, it should be capable to block the gas above
5 Clamp the atmospheric pressure 50kPa without leakage for 1 minute
R BRI PN B e FH BT v T KU 5 50kPa 104 1min Joitttis
Particle It shall not exceed contamination index when tested according to Annex
6 contamination | A.
[BOREES Fft s AREGI, RN TS GetEE
One end of the A.V. fistula needle set is sealed, and the other end is
introduced with gas 50kPa higher than atmospheric pressure, and it is
Leak proof immersed in water at 20°C ~30°C for 2min. There should be no signs of
! b gas leakage.
KALAs v, Il A s TR AUk 50kPa Ak, A 201C~
30°CHIKHIEA 2min, N IEA RIS
The joints of the various components of the A.V. fistula needle set
(excluding the protective cap and the blood collection needle protective
. cap) should be able to withstand a static axial tension of not less than
Connection 15N or an elongation of 50% (whichever comes first) for 10s without
8 ?“ﬁi”gtﬂ breaking or falling off.
EEEE | s e REERE . RO MARZ AT
15NE K N50% I E A Hl I /) (IUSEIRRIE ) R810s, AR
it % o
The A.V. fistula needle set should output no less than 1000ml of blood
within 30min at (23+£2)°C under a pressure difference of 10kPa. Under a
pressure of 30kPa higher than the atmospheric pressure, the A.V.
Flow rate fistula needle set should also output no less than 500ml of blood within
9 =S 2 minutes.
RIMEEFELI0KPaEZ T, 7£ (23+2) C F30minpy B f H A />F1000ml
I . 7E T KRR E30kPal ) k1R, SR ILASIERLAE2min A i A
/b F-500mI ) L -
The difference in the volume of potassium permanganate
Reducing [c(KMnO4)=0.002mol/L] between the test solution of the A.V. fistula
10 substances needle set and the blank solution should not exceed 2.0mL
&R 5T SR I 755 B8 VR 2% 1 V0T v A R B [o(KMInO4)=0.002mol/L] i A AR 2 22
MR 2.0mL
1. When the atomic absorption spectrophotometry (AAS) is used for
testing, the total content of barium, chromium, copper, lead, and tin in
11 Metal ion the test solution of the A.V. fistula needle should not exceed 1 pg/mL.
SRET The content of cadmium should not exceed 0.1ug/mL

2. When the colorimetric method is used for determination, the color of
the test solution of the A.V. fistula needle should not exceed the mass
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concentration p (Pb2+) = 1ug/mL standard control solution

1249 F PR oy 6 FE R (AAS) ZEAT AN, SR 28 AS 46 h il 5

. # . B EENAEN 1ug/mL. #E ERM A 0.1ug/mL

2 LR EAT I E N, R ML A 56 2 B P €0 B AN I o UK P
(Pb2+) =1ug/mL KIFRHEXT IE

The difference of the pH value between the test solution of the A.V.

12 Pg%’ﬁ;ge fistula needle and the blank solution should not exceed 1.5
R ML AR 3 5 5% (1 pH Ml RIS #E 1.5
13 Re?;ggfaggﬁr The total amount of evaporation residue should not exceed 2mg
%E%}égg %ﬁ%@ﬁ@%%ﬁjmﬁﬁ ng
Ultraviolet The absorbency of the test liquid of the blood sampling device should
14 absorbency not be greater than 0.1 in the range of 250nm~320nm
SAMEOG SR A 36 VR A TR B2 E 250nm~320nm i [ Py S A KT 0.1
. The EO residue of each set of A.V. fistula needle set shall not be
EO residue
15 HR 7 A greater than 0.5 mg
PEPMUXE | GRS A 2R B A K T 0.5mg
16 ;Z(gteor;(?llq The bacterial endotoxin shall be less than 0.5EU/mL
== == SEI=N
U N T 4B N FE 3 RSN T 0.5EU/mL
17 Hemolysis The hemolysis rate of the A.V. fistula needle set should be less than 5%

i

R MLEH LA 5/ - 5%
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Annex A: Particle Contamination Test

PSR A RS Beile
A.1 Principle JR#

By flushing the surface of the liquid channel in the lumen of the blood collection device, the particles on the filter
membrane are collected and counted with a microscope.

T I PR LS N A I IE I, WA IR R, BB AT T 4
A.2Reagents and Materials iR FI41

Distilled water (filtered with a membrane with a pore size of 0.2um), powder-free gloves, and a vacuum filter
membrane (with a pore size of 0.45um).

MK (HALRE 0.2um B8 « T FE. ETER (FL42 0.45um) .
A.3 Steps &

Before the test, use distilled water to fully clean the filter device, filter membrane and other appliances.
oA ISRV W v U o A3 D L S
Under the condition of laminar flow, take 10 A.V. fistula needle sets for use, wash the inner cavity with 500ml
distilled water each, and then pass each eluate through a vacuum filter membrane, place the grid filter membrane
under the microscope (incident illumination). Measure it under 50-times magnification, and count according to the
size classification given in Table A.1.
TEERZAMT, B10 CHEAPIRAS IR IMLES, & FH 500ml Z8 8K s i s, SRS e il — N s I, 1%
R MBI E T RN (NIRRT 7 50 5 MO 52 T Hedk AT Il &,  Jf4%3% AL T4 Rf%’*ﬁﬁﬁfri&

Table A.1 Particle Contamination Evaluation

# AL WRLEGS YR

Parameter Size classification

23 N

Particle size/um
FALT AN IR ~ nd >
ek /M um 20~50 51~100 100

Mean number of particles
in 10 A.V. fistula needle
sets

10 SCR ML A& - B ok £k

Mean number of particles
in the blank control
solution

28 A S P T ok 2

Mgy k2 Nos

Evaluation coefficient

\ w 1 2
VA B 0 0 S

A.4 Results Determination &R E

Each A.V. fistula needle set tested (at least 10 pcs) is tested only once, and the average particle count of each A.V.
fistula needle set in three sizes is used as the analysis result.

FHE BRI (/10 30 AT — 56, USSR IMLES =S RT 70 2819 Bk tH U 7 b s R

The test report should record the measured values of the blank control solution (using the same test device rather
than the test samples; mean number of particles is measured with 10 equal parts of 500ml water sample when
classified according to the 3 size classifications given in Table A.1) to calculate the contamination index.
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BRIGHR 5 Hh B AR S E IR & (HFEFERRIGSRE, EAEd s, %R AL S 3 MRS
FEIMAF 10 Z54 500ml ZKFE FFI R D, FHDAOTHES Geda 4.

The number of blank particles Nb should not exceed 9. Otherwise, the test device should be disassembled and
cleaned again, and the background test should be performed again. The test report should indicate the blank
determination value.

7 HICRL L No S AV 90 75 0 SR 50208 B BRE U, I BB AT Sl . e i i b SR B A B E
1B,

Calculate the contamination index as follows:

LU RS 4R

Multiply the mean number of particles in the 10 A.V. fistula needle sets of each size by the evaluation coefficient,
and add the results to obtain the number of particles in the A.V. fistula needle set, Na. Then, multiply the mean
number of particles in the blank control sample classified in each size by the evaluation coefficient, and add the
results to obtain the number of particles in the blank sample, Nb. The contamination index is obtained by
subtracting Na from Nb.

XF % R 70 2 1) 10 AR LA Hh-~F S GIohi 2 73 7 e LAVPAN 8, &% 25 SR AN RIAS R ML A8 A0 TORL R, Nao PR & RST
I3 IS A O R it o B B SORE B8 0 e APEA R 8, & 45 AR I BIA5 2 L RE i P BOBORE R, N Na dl No B 4575
JeFa .

Number of particles in the A.V. fistula needle set: N=n. * 0. 1+n; * 0. 24ns * 5

Me=hy = 0. 140 * 0. 24105 * O
Number of particles in the blank samples:

o N=N,-N.= 90,
Contamination index: )

%m%&@ﬁﬁ*ﬁﬁ[: T\:‘Fn,,] » 0 1+na_‘5 » O. 2+nﬂ3 5 5
g_gﬁ*ilgﬁqjmw*j%(: Nb:Ilh; < 0. 1+nb_: < (. 2+n|,3 5
GRIRE: N=NAN<90,
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Summary of A.V. Fistula Needle Set

Type | Specification | Gauge | Needle OD | Hub Color | Clamp Color | Needle Length | Tube Length Package

A-01 | Rotated Wing 15G 1.8mm Blue Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
A-02 | Rotated Wing 16G 1.6mm Green Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
A-03 | Rotated Wing 17G 1.4mm Yellow Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
A-04 | Rotated Wing 18G 1.2mm Red Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
A-05 | Rotated Wing | 15G 1.8mm Blue Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
A-06 | Rotated Wing | 16G 1.6mm Green Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
A-07 | Rotated Wing | 17G 1.4mm Yellow Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
A-08 | Rotated Wing | 18G 1.2mm Red Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
A-09 | Rotated Wing | 15G 1.8mm Blue Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
A-10 | Rotated Wing | 16G 1.6mm Green Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
A-11 | Rotated Wing | 17G 1.4mm Yellow Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
A-12 | Rotated Wing | 18G 1.2mm Red Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
B-01 | Fixed Wing 15G 1.8mm Blue Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
B-02 | Fixed Wing 16G 1.6mm Green Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
B-03 | Fixed Wing 17G 1.4mm Yellow Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
B-04 | Rotated Wing | 18G 1.2mm Red Red/Blue 25mm 300mm 100pcs/box,10boxes/carton
B-05 | Fixed Wing 15G 1.8mm Blue Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
B-06 | Fixed Wing 16G 1.6mm Green Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
B-07 | Fixed Wing 17G 1.4mm Yellow Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
B-08 | Rotated Wing | 18G 1.2mm Red Red/Blue 25mm 285mm 100pcs/box,10boxes/carton
B-09 | Fixed Wing 15G 1.8mm Blue Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
B-10 | Fixed Wing 16G 1.6mm Green Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
B-11 | Fixed Wing 17G 1.4mm Yellow Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
B-12 | Rotated Wing | 18G 1.2mm Red Red/Blue 25mm 150mm 100pcs/box,10boxes/carton
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