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Product description

The product is composed of shaft and connector, and the materials of shaft and connector are
consist of latex. The device was sterilized by EO. The valid period of sterilization was 5 years.
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Sterile urethral catheter for single uses (1-funnel without balloon)

(1. Drainage funnel 2. Shaft 3. eyelet 4. tip)

Sterile urethral catheter for single uses (2-funnel with balloon)
(1. Drainage funnel 2. Shaft 3. eyelet 4. tip 5. Latex Balloon 6. Valve

7. Inflation funnel)
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Sterile urethral catheter for single uses (3-funnel with balloon)

(1. Drainage funnel 2. Inflation funnel 3. Valve 4. Irrigation funnel 5. Latex Balloon 6. Drainage Eyelet 7.
Irrigation Eyelet)

Intended use

Sterile urethral catheter is used for catheterization in clinical patients. The device intended for
being introduced into the vesical cavity through the urethra in order to provide drainage and/or
flushing of the bladder. 1-way catheter is used for temporary urinary catheterization. 2-ways catheter is
used for indwelling catheterization. The 3-ways can be used for bladder irrigation.

VG T EEIT AU IR R B MR R 5l — kM G 2 R E H
Flm AR AR F IR . T8 RIE SN B3 &, DS B A 51 A /B
Weo HEH FIR. XEHTHE SR B0 HT Bk,
Contraindication and Caution
* Please read the IFU carefully before use.

A5 FH AT A4 ] 55 P 5 B
* This product has ethylene oxide sterilization, sterile products, valid for 5 years.
K CEMECKORE, oW, AROHAE

* Single packing damage, it is prohibited to use, only for the use of disposable, destroyed after use;
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* Read the instructions carefully before use, in the period of validity is used;
A8 FH AT NAT- 4 B B U B 1, 2R RO0T A A

* According to the patient's body to choose the appropriate specifications, for children or suspected
urinary tract stenosis, catheters should be fine;
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* This product use should be in accordance with the requirements of the hospital or the
environmental protection department after the disposal of waste;
A vt FH i A% P e B DR B T T2 SR Ab R T

* Suggested that the single use shall not be more than 7 days;
VA — kAR 7 R

* Insert the urine tube movements should be gentle, for avoiding damage on urinary mucosa, don't
insert too deep or too shallow and repeatedly twitch catheter;
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* Excessive filling of the bladder, and patients with extremely weak, micturition slowly, and for the
first time put urine amount shall not exceed 1000 ml, in order to prevent bladder decompression
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cause bleeding or syncope;
XTSI s 7e i, R AR RS, HEIRE SN, HEF— R ENAE T
1000m1, DA B Bt s 51 A2 H I B2 ik ;

* And urethral catheter if there is resistance, does not pull outside too hard, so as not to damage the
urethra;
PRIEFE AR ), AZHRKE, LAt RiE

* Indwelling catheter, often should check the catheter fixed, observation ever emerge;
BB SR, NMAERESKEBERN, WEA S

*  Allergic to latex with caution;
X RO s TH A

e With severe urethral inflammation, urethral stricture, severe acute prostatitis, suspected to be
connected with blunt and penetrating trauma of urethral rupture were banned.
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Type/models %5 Hitstn

Types: Fr6, Fr8, Fr10, Fr12, Fr14, Fr16, Fr18, Fr20, Fr22, Fr24 for different tube diameter.

Model: 1-funnel without balloon, 2-funnel and 3-funnel with balloon

Product specification

To ensure the performance and safety of the device during clinical use, the technical specification
has been established to ensure fulfillment of essential requirements. Key performance is listed as
bellows. 1-way(without balloon), 2-way(with balloon), 3-way(with balloon).

The minimum overall length is given in table 1 (see also figures above), and the minimum flow

rates is given in table 2.
Table 1. Shaft dimensions

Catheter type L (min.) S(min.)
Pediatric without balloon 150mm NA
Pediatric with balloon 220mm 150mm
Female without balloon 150mm NA
Female with balloon 220mm 130mm
Male without balloon 360mm NA
Male with balloon 360mm 275mm
NA=not applicable.

Table 2. Average flow rates

Outside  diameter | Specification Drainage lumen
(mm) Fr mL/min

2.0 6 210

2.7 8 215

33 10 230

4.0 12 250

4.7 14 270

53 16 2100

6.0 18 2100
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6.7 20 2100
7.3 22 2100
8.0 24 2100

M EEFEHR Specifications:

1 4 Surface finish

MM IEW A S IE I AE 2.5 (O S M MARSR I, B B, ARER. BRIEAIFLIR B LA R
Ji1,  HAS A 0 Tk B A0 2 T R o
When examined by normal or corrected to normal vision, the external surface of the effective length of the
catheter shall appear free from extraneous matte, andprocess and surface defects that may present an
unacceptable risk of patient harm.

2 R~} Size designation
2.1 RIRERHEAFRIME (mm) FoR, FE#HF 0.lmm, HAZERNHE0.33mm.

The outer diameter shall be expressed as the nominal dimension in millimetres, rounded upwards to the
nearest 0,1 mm. Tolerances on this stated size shall be +0,33 mm.

2.2 KJ& Length

w/hEK (L) Mg/MNESKE (S) Rii%R 1 #E. The minimum overall lengths (L) and the
minimum shaft lengths(S) shall be as given in Table 1

3 5% Strength

M4 180 20696-2018 (— X MEAE T T IRE ) ik A Frén ik lins, a4 1 v
H5ESEN—EK, BHMNIKR.
When tested the tip/shaft union and lateral drainage holes shall not show any sign of breaking and neither

the tip nor the funnel shall become detached from the shaft. Compliance shall be checked by the test
method in ISO 20696-2018 Annex A.

4 R B 11 Connector security

2§ 1S0 20696-2018 (— MR TSI FIRED sk B FréaJrikikgamt, HEMEEZ 5 1R AN
iR ERE #3575 . When tested the drainage funnel shall not part from the test connector.
Compliance shall be checked by the test method in ISO 20696-2018 Annex B.

5 BRFER]FE%: Bal loon safety
5.1 24¥% 1S0 20696-2018 (— XM AT FIRE) B3 C s ik IGn, BREEN oM, I

HAN M HE AL .

e ORFUEEREE, HMumsNEN 58 S N — K, fEHE BT, BRERAK
ERERBG, N2 IFE A TR S .
If present, the balloon shall not leak and shall not occlude the lateral drainage holes.
Compliance shall be checked by the test method in ISO 20696-2018 Annex C.
The change in profile at each end of the uninflated balloon should have a smooth transition to the shaft.
The balloon should be capable of approximately symmetrical expansion when filled with water at ambient
temperature to its specified balloon capacity.
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5.2 244 150 20696-2018 (— A FHLE FIKRE ) % D Ares kil ia s, K8 EICR BAME
T 150 20696-2018 (— XML H LHE FIRE D) % DX D.2 Ml

When deflating the balloon, the percentage of water recovered shall not be lower than the value given
In ISO 20696-2018 Table 2. Compliance shall be checked by using the test method in ISO 20696-2018
Annex D.

6 = Flow rate

1% 150 20696-2018 (—IXMEAEHI LR FIRE ) M3 E g mikidgnns, mERMAAaR 1M
%€ . The minimum average flow rates shall be as given in ISO 20696-2018 Table 3. Compliance shall be
checked using the flow rate test method in ISO 20696-2018 Annex E.

“F-¥Jii & Everage flow rate

TRRH i —
[ETIHLRE Designated SFEIR ib/ME) Average flow rate
(minimum)
Charrieére Drainage _ _

Outer equivalenta lumen Irrigation lumen
di Tt . S vih YA Hox
o | Het s MR

i (FG/Ch/Fr) ol/min ml. /min
2.0 6 10 Ri&H na
2.1 8 15 Ri&H na
3.3 10 30 ANEH na
4.0 12 50 ANEH na
4.7 14 70 95
5.3 16 100 95
6.0 18 100 95
6.7 20 100 95
7.3 29 100 30
8.0 24 100 30
8.7 26 100 30
9.3 28 100 AN na
10. 0 30 100 ANEM na
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7 it 25 #h 7% Kink stability

R S AR B AR T B R AR T E ) 50%.
The flow rate of each cavity of the bent catheter should not be less than 50% of the flow rate of the
straight catheter.

8 JLH Sterile
SIRENA NS K EERE, IR e

The urinary catheter should go through a confirmed sterilization process to make the product sterile.

9 INE LKk B & Ethylene oxide residue
W CHihk B B NAKT 10pg/g.
The residue of ethylene oxide should not be greater than 10 ug/g.

10 4674545 Chemical index
10.1 FRHE PH value
SIRER B AT XA, pH {2 2 <1.The urethral catheter extraction solution compares with
blank control solution, the difference of PH value is less than 1.5
10.2 #E 4 J& & & & Total heavy metal content
FIRER H E e 8 S HE N AR Tug/mL.
The total weight of heavy metals extracted from the catheter shall not exceed 1 1 g/mL.
10.3 5 %4 Readily oxidation substance
FIRER RS FHAR R R 2 B0 BB B, 0.002mol/L 1R ey i R B VA VRV A6 B 2 22 N <
2.0mL. The difference between the consumption of 0.002mol/L potassium permanganate solution and

the same volume of the same batch of blank control solution should be < 2.0mL.
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