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Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

G ®
TUVRheinland

Registration No.: HD 1518511-1

Manufacturer: Bain Medical Equipment
(Guangzhou) Co., Ltd.
No. 10, Juncheng Road
Eastern Area, Economic and
Technological Development District
510760 Guangzhou
P.R. China

Products: Disposable A.V. Fistula Needle Sets, Disposable A.V. Fistula Needle Sets
(Safety Needle series), Disposable A.V.Fistula Needle Sets(Dull Needle
Series), Tubing Sets for Hemodialysis, Tubing Sets for Blood Purification,
Hollow Fiber Dialyzer, Disposable Hemodialysis Care Kits, Plasmafilters,
Hemodialysis Bicarbonate, Fluid supplementary tubing sets for blood
purification
Aspects of manufacture concerned with securing and maintaining sterile
conditions: Drain Bags, Disposable Hemodialysis Care Kits

Replaces Approval, Registration No.: HD 60144648 0001

The Notified Body hereby declares that the requirements of Annex II, excluding section 4 of the directive
93/42/EEC have been met for the listed products. The above named manufacturer has established and
applies a quality assurance system, which is subject to periodic surveillance, defined by Annex I,
section 5 of the aforementioned directive. For placing on the market of class Ill devices covered by this
certificate an EC design-examination certificate according to Annex |l section 4 is required.

Report No.: 10918555-040
-
Effective date: 2021-05-20 2 ®
\ TUVRhen'and
Expiry date: 2024-05-14 »
N s 7
Issue date: 2021-05-20 "ierun®®

] -/ Jing Zhang
TUV Rheinland LGA Products GmbH
TillystralRe 2 - 90431 Nurnberg - Germany

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 83/42/EEC concerning medical
devices with the identification number 0197.
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EC Certificate

Full Quality Assurance System
Directive 93/42/EEC on Medical Devices, Annex Il excluding (4)

Registration No.: HD 1518511-1

Manufacturer:

(Guangzhou) Co., Ltd.

No. 10, Juncheng Road
Eastern Area, Economic and

Bain Medical Equipment

5 ®
TUVRheinland

Technological Development District

510760 Guangzhou
P.R. China

The scope of certification includes the following manufacturing sites:

No. Location
101 Bain Medical Equipment (Guangzhou)
Co., Ltd.
No. 10, Banhe Road,
Economic and Technological
Development District,
Guangzhou
510535 Guangdong
P.R. China
/02 Bain Medical Equipment (Guangzhou)
Co., Ltd.
Floor 1-3 Building A,
No. 296, Ruixiang Road, Huangpu
District,
Guangzhou,
510760 Guangdong
P.R. China
Report No.: 10918555-040
Effective date: 2021-05-20
Expiry date: 2024-05-14
Issue date; 2021-05-20

TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC concerning medical

devices with the identification number 0197.

Product groups manufactured

Hollow Fiber Dialyzer, Plasmafilter

Disposable A.V. Fistula Needle Sets,
Disposable A.V. Fistula Needle Sets (Safety
Needle series), Disposable A V. Fistula
Needle Sets(Dull Needle Series)

) 4 Jing Zhang
TUV Rheinland LGA Products GmbH
Tillystrale 2 - 90431 Nurnberg - Germany
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Certificate

. ®
TUVRheinland

Quality Management System

EN ISO 13485:2016

Registration No.:

Organization:

Scope:

SX 15185111

Bain Medical Equipment
(Guangzhou) Co., Ltd.

No. 10, Juncheng Road

Eastern Area, Economic and
Technological Development District
510760 Guangzhou

P.R. China

Design and Development, Manufacture and Distribution of Disposable A.V.
Fistula Needle Sets, Disposable A.V. Fistula Needle Sets (Safety Needle
series), Disposable A.V. Fistula Needle Sets (Dull Needle series) , Tubing
Sets for Hemodialysis, Tubing Sets for Blood Purification, Hollow Fiber
Dialyzer, Plasmafilters, Drain Bags, Disposable Hemodialysis Care Kits,
Hemodialysis Bicarbonate, Hollow Fiber Membrane, Fluid supplementary
tubing sets for blood purification;

Provision of Ethylene Oxide Sterilization Service in accordance with EN
ISO 11135:2014

The Certification Body of TUV Rheinland LGA Products GmbH certifies that the organization has established and applies a
quality management system for medical devices.

Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality
management system is subject to yearly surveillance.

Report No.:
Effective date:
Expiry date:
Issue date:

(( DAKKs

Akkreditierungsstelle
D-ZM-14169-01-02

10918555-040
2021-05-20

2023-05-14
2021-05-20
2, ing Zhafig

TUV Rheinland LGA Predi
Tillystralle 2 - 90431 Nurnberg - Germany |




Certificate

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1518511-1

Organization: Bain Medical Equipment
(Guangzhou) Co., Ltd.
No. 10, Juncheng Road

Eastern Area, Economic and

” ®
TUVRheinland

Technological Development District

510760 Guangzhou
P.R. China

The scope of certification also covers the following:
No. Facility

/01 c/o Bain Medical Equipment
(Guangzhou) Co., Ltd.
No. 10, Juncheng Road
Eastern Area, Economic and
Technological Development District
510760 Guangzhou

Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

P.R. China
Report No.: 10918555-040
Effective date: 2021-05-20
Expiry date: 2023-05-14
Issue date: 2021-05-20
( DAKKS

Scope

Design and Development, Manufacture and
Distribution of Disposable A.V. Fistula
Needle Sets, Disposable A.V. Fistula Needle
Sets (Safety Needle series), Disposable A.V.
Fistula Needle Sets (Dull Needle series) ,
Tubing Sets for Hemodialysis, Tubing Sets
for Blood Purification, Drain Bags,
Disposable Hemodialysis Care Kits,
Hemodialysis Bicarbonate, Fluid
supplementary tubing sets for blood
purification;

Design and Development, Distribution of
Hollow Fiber Dialyzer, Plasmafilters, Hollow
Fiber Membrane;

Provision of Ethylene Oxide Sterilization
Service in accordance with EN ISO
11135:2014




Certificate TUVRheinland

Quality Management System
EN ISO 13485:2016

Registration No.: SX 1518511-1

Organization: Bain Medical Equipment
(Guangzhou) Co., Ltd.
No. 10, Juncheng Road
Eastern Area, Economic and
Technological Development District
510760 Guangzhou
P.R. China

The scope of certification also covers the following:

/02 c/o Bain Medical Equipment (Guangzhou) Manufacture of Hollow Fiber Dialyzer,
Co., Ltd. Plasmafilters, Hollow Fiber Membrane
No. 10, Banhe Road,
Economic and Technological
Development District,
Guangzhou,
510535 Guangdong
P.R. China

/03 c/o Bain Medical Equipment (Guangzhou) Manufacture of Disposable A.V. Fistula
Co., Ltd. Needle Sets, Disposable A.V. Fistula Needle
Floor 1-3 Building A, Sets (Safety Needle series), Disposable A.V.
No. 296, Ruixiang Road, Huangpu Fistula Needle Sets (Dull Needle series)
District,
Guangzhou,
510760 Guangdong
P.R. China

Deutsche
Akkreditierungsstelle
D-ZM-14169-01-02 313

Report No.: 10918555-040
Effective date; 2021-05-20
Expiry date: 2023-05-14
Issue date:; 2021-05-20

(( DAKKS




DORA

English

C€ o197

Disposable A.V. Fistula Needle Sets
Instruction for Use

Manufacturer has been granted certificate of ISO 13485
Performed standard is ISO 1135-4

1. Material 7) All of the disinfectant used for this product have no special
The major components of this product are made from medical-grade contraindications.

PVC, PP, PC and other medical-grade macromolecule materials and 8) This product is intended to be used with bloodline, which should
stainless steel, this product is free of latex. be equipped with standard luer lock.

2. Product configuration and Feature 9) If abnormal conditions arise during the dialysis, such as bubbles,

Specification

foreign matter, blood leakage, or clotting, etc., proper measures

14G, 135G, 166, 17G shall be taken according to doctor’s advice.

Protective cap, Cannula, Wing, Clamp, 10) If serious incident occurs, please inform the manufacturer or

Components

Female Luer Lock, etc.

3. Indication for use

This product is intended to be used as vein puncture for the
hemodialysis treatment. It is applicable to all dialysis patients.

4. Recommended usage method

1)
2)
3)

4
5)

6)
7)

Take out needle from pouch.

Disinfect the skin which is intended to be punctured.

Screw off cap from female luer lock, and fill up tubing with
physiological saline to exclude air inside.

Hold the wing, take off the needle cap, then puncture the vein,
clamp tubing once blood fills up the tubing.

Fix the cannula at the puncture site by medical adhesive tape.
Connect with bloodline for hemodialysis.

After the treatment and blood returned to patient, withdraw the
needle from patient, and discard it into the designated sharps
collection container.

5. Transportation and storage

Please avoid crash and exposure to rain, snow or direct sunlight
during transportation. The storage temperature is 0°C~40°C, please
store it indoors with relative humidity no more than 80%, well
ventilated and without corrosive gases. Do not store this product in
warehouse together with chemicals and moist articles.

6. Precautions in use

D

2)

3)
4

5)

6)

Using the product should be supervised by a physician or
adequately trained personnel, in accordance with aseptic
technique throughout the entire procedures. The validity period
of sterilization is three years, please check expiration date prior
to use to prevent contamination or infection, do not use any
expired product.

The products is fully sterilized by irradiation, sterility and
non-pyrogenicity. Do not use the product if pouch is damaged.
Assure that there are no flattened portions or kinks, and
protective caps are not detached before use.

Open pouch and take out fistula needle carefully.

If fistula needle not be properly connected, or there is any fluid
leakage or air bubbles, treatment or readjustment should be
performed. In case of no improvement, please replace with
another new fistula needle.

This product is for single use only and reuse is forbidden. Reuse
or reprocessing of this product may lead to adverse reaction to
patient and/or device failure. It should be discarded according to
laws and regulations relevant to disposal of infectious medical
waste to prevent infection.

This product contains DEHP (Di-2-ethylhexyl phthalate).
Attention should be paid when this product is used for pregnant
women, lactating women, infants and children.

local competent authority.

11) There are no known contraindications of this product. General

contraindications for hemodialysis apply.

12) Please refer to the actual labeling for the model, shelf life, batch

code, etc.
7. After sales service

Please keep the original packaging for any investigation on product

quality.
8. Symbol
e Sterilized using

Do not re-use Fm.%nl irradiation
Date of
manufacture d Manufacturer
Batch code g Use-by date
Catalogue number ‘? Keep dry

Do not use if Keep away from

package is :
sunlight
damaged s
Caution Handle with care
Consult
instructions for Humidity limitation
use
. T ) Contains or presence
Non-pyrogenic &_/nsup of phthalate
Authorized
- representative in the
Temperature limit European
Community

m >~ X B P>®EER

CE marking T T This end up

[ EC [REP) <EU Representative>

MT Promedt Consulting GmbH

Add.: Ernst-Heckel-Strafle 7, 66386 St. Ingbert, Germany
Tel: +49(0)6894 581020 Fax: +49(0)6894 581021

u <Manufacturer>

Bain Medical Equipment (Guangzhou) Co., Ltd.

Add.: No. 10, Juncheng Road, Eastern Area, Economic and
Technological Development District, Guangzhou, 510760 China
Tel: +86-20-82265249  Fax: +86-20-32067500

E-mail: sales@baingz.com

&Keep this Instruction for use until all of the products
in this carton are used up.

Date: 2022-12-20 Made in China

BM-BW020412G1


mailto:sales@baingz.com

DORN &

Pycckuit

C€ o197

Hrab1 pucTynbHbIE 115 FeMOIHAIN3A ¢ BPAIAIOIMMMHICS KPbUILIIIKAMH 0HOPa30BbIe
WHcTpyKIus 110 IPUMEHEHUIO

TIpowsBourenio Bbiaan ceprudukar ISO 13485
BuenpennsiM crannaprom ssistercs ISO 1135-4
Perucrparmonnoe ynocrosepenne Ne ®C3 2011/10912 ot 26.10.2011

1. MaTepuan

OCHOBHHC KOMITOHEHTBI 3TOTO MPOAYKTA H3TrOTOBJICHBI M3 MEIMIHHCKOTO
TIBX, IIII, TIK 1 apyrux MeIUIMHCKUX MAaKPOMOJIEKYJIIPHBIX MaTepHalOB H
HCp)KﬂBCK)LI.lCﬁ cTaju. )lﬂHHLIﬁ TIPOAYKT HE COZCPIKHUT JIaTEKCa.

2. Kondurypauus npoayKTa H XapaKTepHCTHKH

Pasmeps! ur 14G,15G,16G,17G

3aIUTHBIN KOTMAYOK, KAHIOMS, KPBUIBIIIKH,

KOM]’IOHEHTH Ui “
3KHUM, JI09pOBCKHil KoHHekTop (Female), u T.11.

3. Ilokazanusi K NpHMeHEHHI0

OTOT MNPOAYKT MNpEAHA3HAYeH JUIs MyHKUHH BEH TPH TEeMOAHATH3E,

remodmwIbTpanuy U reMomuaduwisTpaumn.  Kpome Toro, oM MOryT GbITh

HCIIONB30BaHBl M MPH APYTHX METOJaX JICUCHHMS, B KOTOPHIX HCIONB3YeTCs

9KCTPAKOPIIOPANBHbI KOHTYp KpOBH, WIH Tje OONbuIOH 00BbeM KpoBH

JOJDKEH OBITh yfaneH W3 TMalMeHTa, HampHMep B CIydae IMPOBEICHHS

npoueayps! miasmadepesa, remonepdy3uu W cernapaiuy KIETOK KPOBH.

4. MeTo npuMeHeHust

1) H3Bnekure UIIly U3 yIAKOBKHU.

2) IlpoaesnHpUUHMpPYHTE KOKY B MECTE UIATYHKIIUH.

3) CHuMHTE KOJNAYOK C JIFO3POBCKOrO KOHHEKTOpA, yHAJUTe BO3JAYXH3
TPYOKH (pH3HOTOTHYECKHM PACTBOPOM, CHUMUTEKOJIIAUOK C KaHIOH.

4) VpepxuBas KpbUIBIIUKKA  (UCTYILHON WIVIBI, BBeJUTe WLy B
BeHy.Ilepesxmute TpyOKy,KaK TOIBKO KPOBb TMOCTYIHUT B HEe.

5) Tlpu nomomM MeIMLUHMHCKOIO IUIACTBIPS 3aKPENHTE KaHIONIO B MecTe
TYHKIIMH.

6) CoenuHHTE C KPOBOIIPOBOIIEH MArUCTPAIBIO U FEMOIHAIN3A.

7) Tlocme mporeaypsl TeMOAMAIN3a M BO3BpAaTa KPOBHM MALMEHTy MWINa
JI0JDKHA OBITh yhaneHa. YTHIM3alHs HCIONb30BAaHHOTO MEIMIHHCKOrO
M3/ICNHUST  OJDKHA — TPOM3BOJNTBECS B COOTBETCTBHM € TIPHHATOH
ME/IMLMHCKO# MPAKTHKOM, a TAKKe ¢ y4eTOM MECTHBIX U (elepalbHbIX
3aKOHOB M HOPMATHBHBIX AKTOB.

5. Tp PTH H X[

Ioxanyiicta, n3beraiiTe MEXaHHIECKOTO BO3JICHCTBHS, a TAKXKE BO3JACHCTBHS

JIOKIA, CHEra WM IIONaJaHHs INpPAMBIX  COJNHEYHBIX JIydel npu

TpaHcopTupoBke. XpaHuth Tpu Temmepatype 0°C~40°C B xopomro

MPOBETPUBAEMOM IIOMELIEHHH C OTHOCHTENBHOH BIIAXKHOCTBIO BO3JyXa He

6omee 80%, 1 OTCYTCTBUM arpecCMBHBIX ra3oB. He xpanuTe Ha ckiane BMecTe

€ XMMUYECKHMH BELIECTBAMH U BIAKHBIMU M3JIEIIHSAMH.

6. MepbI 1pe10CTOPOKHOCTH IIPH HCIOJIb30BAHMH

1) IlpumeHeHue  JaHHOrO  M3JENHMSl  JOJ/DKHO  NIPOMCXOJMTH  HOJ
HaOMOCHNEM Bpadya, B COOTBETCTBUM C MPABHJIAMHM ACENTHKH, Ha
NPOTsKEHUU Beei mpouenypbl. Cpok NeHCTBHS CTEPHIIM3ALMH TIPOJyKTa
cocrapyseT Tpu roja. [loxanylicra, mpoBepbTe JaTy MCTEUEHHsS CPOKa
FOJHOCTH I€peJ] HCIOJIb30BAHUEM JUIsl PEJOTBPAIEHNs KOHTAMUHALUU
nn uHduIMpoBanusa. He ncrnone3yiiTe MpOAYKT ¢ HCTEKIIMM CPOKOM
TOJHOCTH.

2) CrepuibHO, anuporenHo. Msienue cTepuan3oBaHO raMMa-H3ITyueHHEM.
He ucnone3yiite usnenue, eciy ynakoBKa MOBPEKIEHA HIM MMEIOTCS
TOBPEXKACHUS COCTABHBIX YacTei (PUCTYIBHOM HIJIBL.

3)  Bcekpoiite ynakoBKy W aKKypaTHO U3BJICKHTE (UCTYIbHYIO HIILY.

4) B cnyyae HENpaBHIBHOTO MOAKIIOUEHHS (PMCTYIBHOM MIIIBI, MM €CITH
nMeeTcsl yTedka JKHIKOCTH, HIM 00pa3soBaHHe Iy3bIPHKOB BO3/yXa,
JIGUCHNE HIIH KOPPEKTHPOBKA JOJDKHBI MPOM3BOAMTHCS BpadoM. Ecmm
CHTYyalUs He YJIydIIHTCS, YCTAHOBUTE HOBYIO(DHUCTYIBHYIO HIITy.

5) JlawHoe wm3jenME  TpEHA3HAYCHO TONBKO U1 OJAHOKPATHOTO
HCIIONB30BAHHsA,  MOBTOPHOE  HCHOIL30BAHHE  HACTOATENBHO  HE
pexomennyercs.  [IoBTOpHOE — HMCMONB30BaHME  MOKET — BBI3BATh
OTPULIATENbHYIO PEaKLMIO OpraHM3Ma MallMeHTa WIM MOXKET CTaTh
NPUYHHOH  HEMPaBHIBHOTO  (YHKIMOHMpOBaHMA — m3ienus.  Jns
NPEeJIOTBPAIICHHs.  PACHPOCTPaHeHHs  HHQEKIH, HITBL IS
ApTepPHOBEHO3HOH (UCTYNIBI JOKHBI OBITh YTHIH3MPOBAHBI COTJIACHO
3aKOHaM U NpaBHIaM 110 YHHYTOXKEHHIO HHQHIMPOBAHHBIX
MEJIUIIMHCKUX OTXOJIOB.

6) DOror mpoaykr coxepxur DEHP (mu-2-srmirekcuidranar). Crexayer
06pa'm1‘5 Koraa STOT MNPOAYKT  HCIOJb3YETCS s
GepeMEeHHBIX JKEHIIMH, KOPMALIMX MaTepeil, MIaJeHIIeB U JeTeil.

7) Jlesunduumpyomue cpeacTBa, UCTOMb3yeMble JUIS TAHHOTO TPOJAYKTa,
He HMEIOT HUKAKHX CIeNUAalbHbIX IPOTUBONOKA3aHHIA.

8) 1/13}:[611“6 HCTIOJIB3YETCA ¢ KPOBOMPOBOAANIMMH MaruCTpaasiMu, KOTOPbIC
OCHAILIEHbI CTAHAAPTHBIM 3aMKoM Jlioopa.

9) HUcnonb3oBanue usenus npu J'HOGOM HECTAHAAPTHOM TCUYCHHH IIpoIecca
JIeYeHHs JIOJKHO —TPOBOJMTCSA TIOJ PYKOBOJACTBOM Bpasa M B
COOTBETCTBHH C €r0 PCKOMCHAALIUAMH.

10) B ciaydae cepbE3HBIX OCIOXKHEHMI, INpH HCIHOJIb30BAHUM  HIJIBL,

no)i«myl?lcm, COO6U.H/IT€ 06 9TOM TIPOU3BOJAUTEIIO HJIH MECTHOMY

KOMIIETEHTHOMY OpraHy.

anMEHCHHC HU3ICIUAHEC HMCCT CIICUHAIBHBIX "pOTHBOHOKBaHHﬁ.

MoryT GbITh HIPHMEHHMBI OOLINE IPOTHBOIOKA3AHUS [UIsl TeMOIHAIH3a.

l'[o)xaﬂyﬁcTa, 06pama17n‘e BHHUMAaHHCHA MAapKHPOBKY MOJCIH Ha

YIaKOBKe, CPOK TOHOCTH, KOJI TAPTHU H T. II.

7. T'apanTuiinoe 06c/Ty:KHBAHHE

CoxpaHstiiTe OPHIHHAIBHYIO YIAKOBKY H3JeIHs

TOBapa.

8. CuMBoOJIBI

BHHMaHue,

11)

12)

JUIs MIPOBEPKH  Ka4decTBa

He ucnonp3oBath
IOBTOPHO

CrepHiin30BaHO
raMMa-H3JIy4eHHeM

Jlara nipoun3BojcTBa TIponssommurens

Kon maprun Hcnonb3osath 10

Homep 1o karanory XpaHHTb B CyXOM MecTe

He ncnionp3oBats ecrin
YIIAKOBKA MOBPEK/ICHA

Bepeus or BozeiicTBus
COJIHEYHBIX J'ly'-‘leﬁ

OcTopokHO O6pamatbes GepeskHo

OGparurech K

MHCTPYKIIMH 110 & Orpannyenne BIaKHOCTH

CozepKuT nim

Anmnporenno
npucyTcTBie Ppranata
. YrnonuomodeHHblit
TemneparypHblit
TPE/ICTABUTEb B
npezen o
Esponeiickom coobiiectse
CE mapkupoBka
(ceprudukaums T T BEPX

Egpocoiosa )

JlexapupoBaH Ha
coorserctue F'OCT
PO

0 2~xEpP@EEED

<IIpencraBurens EC>

MT Promedt Consulting GmbH

Anpec: Ernst-Heckel-Strafle 7, 66386 St. Ingbert, Germany
Ten: +49 (0) 6894 581020 daxc: +49 (0) 6894 581021

d <IIpoussogurens>
Bain Medical Equipment (Guangzhou) Co., Ltd.
Anpec: No. 10, Juncheng Road, Eastern Area, Economic and Technological
Development District, Guangzhou, 510760 China (Bocro4nast 30Ha, Paiion
DKOHOMHYECKOTO M TEXHONIOrHYecKoro paszeutns, ['yanwkoy, 510760 Kuraii)
Ten.: +86-20-82265249  daxc: +86-20-32067500

E-mail: sales@baingz.com

& CoxpaHuTe JaHHYI0 HHCTPYKLHMIO 110 SKCILTyaTalluH, OKa Bce
H3C/IUSA HE 6y}:[yT HCIIOJIB30BaHbI.

Jara: 2022-12-20 Cnenano B Kurae

BM-BW020412G1
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DORN

Disposable A.V. Fistula Needle Sets

BAIN MEDICAL EQUIPMENT(GUANGZHOU)CO.,LTD.

Add: No.10 Juncheng Road ,Eastern Area,Economic and Technological Development District,
Guangzhou,510760 China
Tel: +86-(0)20-66856868 Fax: +86-(0)20-32067500

E-mail: sales@baingz.com www.bainmedical.com

14G
14G
14G
14G

15G
15G
15G
15G

16G
16G
16G
16G

17G
17G
17G
17G

@ Ultra thin and siliconized wall for smooth penetration

25+2mm
25+2mm
32+2mm

32+2mm

25+2mm
25+2mm
32+2mm

32+2mm

25+2mm
25+2mm
32+2mm

32+2mm

25+2mm
25+2mm
32+2mm

32+2mm

fixed
rotatable
fixed

rotatable

fixed
rotatable
fixed

rotatable

fixed
rotatable
fixed

rotatable

fixed
rotatable
fixed

rotatable

ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0

ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0

ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0

ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0
ID3.2-0OD5.0

@ Special process on blade reduces pain and skin damage

@ Medical grade PVC tubing minimizes side effect to health

C€0197
“Gauge | Nesdielengih | Wing | TubsSpec | _Serlzalon

EO/Gamma
EO/Gamma
EO/Gamma
EO/Gamma

EO/Gamma
EO/Gamma
EO/Gamma
EO/Gamma

EO/Gamma
EO/Gamma
EO/Gamma
EO/Gamma

EO/Gamma
EO/Gamma
EO/Gamma
EO/Gamma



NBETHRE (M) ARAF

Hubt: FETNTEFERTRX KX R EE 10 5 #i4: 510760
Bain Medical Equipment(Guangzhou) Co., Ltd.

Add: No.10, Juncheng Road, Eastem Section, Guangzhou Economic &
Technological Development District, Guangzhou, China 510760

Tel: 86-20-82265249  Fax: 86-20-32067500

DECLARATION OF CONFORMITY
Date: 2023-03-13

To whom it may concern:

We, BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO., LTD. with its location at No.10, Juncheng Road,
Eastem Section, Guangzhou Economic & Technological Development District, Guangzhou, China
510760, hereby declare that the following Fistula Needle REF Codes have the specs as per table

below:
Brand REF Code Specification
Artery (fistula) - 16G, type “butterfly”, with artery
DORA BAIN-AV.F-026AG color marking, needle length: 25 mm, tube length:

150 mm, 360° rotating, with red clip.

Vein (fistula) - 16G, type “butterfly”, with vein color
DORA BAIN-A.V.F-026VG marking, needle length: 25 mm, tube length: 150
mm, 360° rotating, with blue clip.

We, BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO., LTD, under our sole responsibility fully assure
that there should be no doubt about the quality and performance of DORA brand products (the REF

numbers and declared specs are mentioned in table above).

Kind regards,

For and on behalfof "
BAIN MEDICAL EQUIPMENT (GUANGZHOU) €O, LTD

ARG L) A A

Zhang Peng,

...................

Executive Deputy Factory Director of
Bain Medical Equipment (Guangzhou) Co., Ltd




BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

The following EC declaration of conformity exemplifies the required content according to Directive
93/42/EEC.
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@ BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

Name and address of the manufacturer:
BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD
No.10, Juncheng Road, Eastern Area, Economic and Technological Development District, Guangzhou 510760, China.

Manufacturing site:
Floor 1-3 Building A, No. 296, Ruixiang Road, Huangpu District, Guangzhou, 510760, Guangdong, P.R. China

We declare under our sole responsibility that

the medical device: Disposable A.V.Fistula Needle Sets
UMDNS Code: 12741
GMDN Code: 12741

Brand Name: DORA
Model codes:

Single packing models

Double packing models

BAIN-A.V.F-001G

BAIN-A.V.F-001AG

BAIN-A.V.F-001VG

BAIN-A.V.F-001TG

BAIN-A.V.F-002G

BAIN-A.V.F-002AG

BAIN-A.V.F-002VG

BAIN-A.V.F-002TG

BAIN-A.V.F-003G

BAIN-A.V.F-003AG

BAIN-A.V.F-003VG

BAIN-A.V.F-003TG

BAIN-A.V.F-004G

BAIN-A.V.F-004AG

BAIN-A.V.F-004VG

BAIN-A.V.F-004TG

BAIN-A.V.F-005G

BAIN-A.V.F-005AG

BAIN-A.V.F-005VG

BAIN-A.V.F-005TG

BAIN-A.V.F-006G

BAIN-A.V.F-006AG

BAIN-A.V.F-006VG

BAIN-A.V.F-006TG

BAIN-A.V.F-007G

BAIN-A.V.F-007AG

BAIN-A.V.F-007VG

BAIN-A.V.F-007TG

BAIN-A.V.F-008G

BAIN-A.V.F-008AG

BAIN-A.V.F-008VG

BAIN-A.V.F-008TG

BAIN-A.V.F-009G

BAIN-A.V.F-009AG

BAIN-A.V.F-009VG

BAIN-A.V.F-009TG

BAIN-A.V.F-010G

BAIN-A.V.F-010AG

BAIN-A.V.F-010VG

BAIN-A.V.F-010TG

BAIN-A.V.F-011G

BAIN-A.V.F-011AG

BAIN-A.V.F-011VG

BAIN-A.V.F-011TG

BAIN-A.V.F-012G

BAIN-A.V.F-012AG

BAIN-A.V.F-012VG

BAIN-A.V.F-012TG

BAIN-A.V.F-013G

BAIN-A.V.F-013AG

BAIN-A.V.F-013VG

BAIN-A.V.F-013TG

BAIN-A.V.F-014G

BAIN-A.V.F-014AG

BAIN-A.V.F-014VG

BAIN-A.V.F-014TG

BAIN-A.V.F-015G

BAIN-A.V.F-015AG

BAIN-A.V.F-015VG

BAIN-A.V.F-015TG

BAIN-A.V.F-016G

BAIN-A.V.F-016AG

BAIN-A.V.F-016VG

BAIN-A.V.F-016TG

BAIN-A.V.F-017G

BAIN-A.V.F-017AG

BAIN-A.V.F-017VG

BAIN-A.V.F-017TG

BAIN-A.V.F-018G

BAIN-A.V.F-018AG

BAIN-A.V.F-018VG

BAIN-A.V.F-018TG

BAIN-A.V.F-019G

BAIN-A.V.F-019AG

BAIN-A.V.F-019VG

BAIN-A.V.F-019TG

BAIN-A.V.F-020G

BAIN-A.V.F-020AG

BAIN-A.V.F-020VG

BAIN-A.V.F-020TG

BAIN-A.V.F-021G

BAIN-A.V.F-021AG

BAIN-A.V.F-021VG

BAIN-A.V.F-021TG

BAIN-A.V.F-022G

BAIN-A.V.F-022AG

BAIN-A.V.F-022VG

BAIN-A.V.F-022TG

BAIN-A.V.F-023G

BAIN-A.V.F-023AG

BAIN-A.V.F-023VG

BAIN-A.V.F-023TG

BAIN-A.V.F-024G

BAIN-A.V.F-024AG

BAIN-A.V.F-024VG

BAIN-A.V.F-024TG

BAIN-A.V.F-025G

BAIN-A.V.F-025AG

BAIN-A.V.F-025VG

BAIN-A.V.F-025TG

BAIN-A.V.F-026G

BAIN-A.V.F-026AG

BAIN-A.V.F-026VG

BAIN-A.V.F-026TG
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BAIN-A.V.F-027G

BAIN-A.V.F-027AG

BAIN-A.V.F-027VG

BAIN-A.V.F-027TG

BAIN-A.V.F-028G

BAIN-A.V.F-028AG

BAIN-A.V.F-028VG

BAIN-A.V.F-028TG

BAIN-A.V.F-029G

BAIN-A.V.F-029AG

BAIN-A.V.F-029VG

BAIN-A.V.F-029TG

BAIN-A.V.F-030G

BAIN-A.V.F-030AG

BAIN-A.V.F-030VG

BAIN-A.V.F-030TG

BAIN-A.V.F-031G

BAIN-A.V.F-031AG

BAIN-A.V.F-031VG

BAIN-A.V.F-031TG

BAIN-A.V.F-032G

BAIN-A.V.F-032AG

BAIN-A.V.F-032VG

BAIN-A.V.F-032TG

BAIN-A.V.F-033G

BAIN-A.V.F-033AG

BAIN-A.V.F-033VG

BAIN-A.V.F-033TG

BAIN-A.V.F-034G

BAIN-A.V.F-034AG

BAIN-A.V.F-034VG

BAIN-A.V.F-034TG

BAIN-A.V.F-035G

BAIN-A.V.F-035AG

BAIN-A.V.F-035VG

BAIN-A.V.F-035TG

BAIN-A.V.F-036G

BAIN-A.V.F-036AG

BAIN-A.V.F-036VG

BAIN-A.V.F-036TG

BAIN-A.V.F-037G

BAIN-A.V.F-037AG

BAIN-A.V.F-037VG

BAIN-A.V.F-037TG

BAIN-A.V.F-038G

BAIN-A.V.F-038AG

BAIN-A.V.F-038VG

BAIN-A.V.F-038TG

BAIN-A.V.F-039G

BAIN-A.V.F-039AG

BAIN-A.V.F-039VG

BAIN-A.V.F-039TG

BAIN-A.V.F-040G

BAIN-A.V.F-040AG

BAIN-A.V.F-040VG

BAIN-A.V.F-040TG

BAIN-A.V.F-041G

BAIN-A.V.F-041AG

BAIN-A.V.F-041VG

BAIN-A.V.F-041TG

BAIN-A.V.F-042G

BAIN-A.V.F-042AG

BAIN-A.V.F-042VG

BAIN-A.V.F-042TG

BAIN-A.V.F-043G

BAIN-A.V.F-043AG

BAIN-A.V.F-043VG

BAIN-A.V.F-043TG

BAIN-A.V.F-044G

BAIN-A.V.F-044AG

BAIN-A.V.F-044VG

BAIN-A.V.F-044TG

BAIN-A.V.F-045G

BAIN-A.V.F-045AG

BAIN-A.V.F-045VG

BAIN-A.V.F-045TG

BAIN-A.V.F-046G

BAIN-A.V.F-046AG

BAIN-A.V.F-046VG

BAIN-A.V.F-046TG

BAIN-A.V.F-047G

BAIN-A.V.F-047AG

BAIN-A.V.F-047VG

BAIN-A.V.F-047TG

BAIN-A.V.F-048G

BAIN-A.V.F-048AG

BAIN-A.V.F-048VG

BAIN-A.V.F-048TG

BAIN-A.V.F-049G

BAIN-A.V.F-049AG

BAIN-A.V.F-049VG

BAIN-A.V.F-049TG

BAIN-A.V.F-050G

BAIN-A.V.F-050AG

BAIN-A.V.F-050VG

BAIN-A.V.F-050TG

BAIN-A.V.F-051G

BAIN-A.V.F-051AG

BAIN-A.V.F-051VG

BAIN-A.V.F-051TG

BAIN-A.V.F-052G

BAIN-A.V.F-052AG

BAIN-A.V.F-052VG

BAIN-A.V.F-052TG

BAIN-A.V.F-053G

BAIN-A.V.F-053AG

BAIN-A.V.F-053VG

BAIN-A.V.F-053TG

BAIN-A.V.F-054G

BAIN-A.V.F-054AG

BAIN-A.V.F-054VG

BAIN-A.V.F-054TG

BAIN-A.V.F-055G

BAIN-A.V.F-055AG

BAIN-A.V.F-055VG

BAIN-A.V.F-055TG

BAIN-A.V.F-056G

BAIN-A.V.F-056AG

BAIN-A.V.F-056VG

BAIN-A.V.F-056TG

BAIN-A.V.F-057G

BAIN-A.V.F-057AG

BAIN-A.V.F-057VG

BAIN-A.V.F-057TG

BAIN-A.V.F-058G

BAIN-A.V.F-058AG

BAIN-A.V.F-058VG

BAIN-A.V.F-058TG

BAIN-A.V.F-059G

BAIN-A.V.F-059AG

BAIN-A.V.F-059VG

BAIN-A.V.F-059TG

BAIN-A.V.F-060G

BAIN-A.V.F-060AG

BAIN-A.V.F-060VG

BAIN-A.V.F-060TG

BAIN-A.V.F-061G

BAIN-A.V.F-061AG

BAIN-A.V.F-061VG

BAIN-A.V.F-061TG

BAIN-A.V.F-062G

BAIN-A.V.F-062AG

BAIN-A.V.F-062VG

BAIN-A.V.F-062TG

BAIN-A.V.F-063G

BAIN-A.V.F-063AG

BAIN-A.V.F-063VG

BAIN-A.V.F-063TG

BAIN-A.V.F-064G

BAIN-A.V.F-064AG

BAIN-A.V.F-064VG

BAIN-A.V.F-064TG

BAIN-A.V.F-065G

BAIN-A.V.F-065AG

BAIN-A.V.F-065VG

BAIN-A.V.F-065TG

BAIN-A.V.F-066G

BAIN-A.V.F-066AG

BAIN-A.V.F-066VG

BAIN-A.V.F-066TG

BAIN-A.V.F-067G

BAIN-A.V.F-067AG

BAIN-A.V.F-067VG

BAIN-A.V.F-067TG

BAIN-A.V.F-068G

BAIN-A.V.F-068AG

BAIN-A.V.F-068VG

BAIN-A.V.F-068TG
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BAIN-A.V.F-069G

BAIN-A.V.F-069AG

BAIN-A.V.F-069VG

BAIN-A.V.F-069TG

BAIN-A.V.F-070G

BAIN-A.V.F-070AG

BAIN-A.V.F-070VG

BAIN-A.V.F-070TG

BAIN-A.V.F-071G

BAIN-A.V.F-071AG

BAIN-A.V.F-071VG

BAIN-A.V.F-071TG

BAIN-A.V.F-072G

BAIN-A.V.F-072AG

BAIN-A.V.F-072VG

BAIN-A.V.F-072TG

BAIN-A.V.F-073G

BAIN-A.V.F-073AG

BAIN-A.V.F-073VG

BAIN-A.V.F-073TG

BAIN-A.V.F-074G

BAIN-A.V.F-074AG

BAIN-A.V.F-074VG

BAIN-A.V.F-074TG

BAIN-A.V.F-075G

BAIN-A.V.F-075AG

BAIN-A.V.F-075VG

BAIN-A.V.F-075TG

BAIN-A.V.F-076G

BAIN-A.V.F-076AG

BAIN-A.V.F-076VG

BAIN-A.V.F-076TG

BAIN-A.V.F-077G

BAIN-A.V.F-077AG

BAIN-A.V.F-077VG

BAIN-A.V.F-077TG

BAIN-A.V.F-078G

BAIN-A.V.F-078AG

BAIN-A.V.F-078VG

BAIN-A.V.F-078TG

BAIN-A.V.F-079G

BAIN-A.V.F-079AG

BAIN-A.V.F-079VG

BAIN-A.V.F-079TG

BAIN-A.V.F-080G

BAIN-A.V.F-080AG

BAIN-A.V.F-080VG

BAIN-A.V.F-080TG

BAIN-A.V.F-081G

BAIN-A.V.F-081AG

BAIN-A.V.F-081VG

BAIN-A.V.F-081TG

BAIN-A.V.F-082G

BAIN-A.V.F-082AG

BAIN-A.V.F-082VG

BAIN-A.V.F-082TG

BAIN-A.V.F-083G

BAIN-A.V.F-083AG

BAIN-A.V.F-083VG

BAIN-A.V.F-083TG

BAIN-A.V.F-084G

BAIN-A.V.F-084AG

BAIN-A.V.F-084VG

BAIN-A.V.F-084TG

BAIN-A.V.F-085G

BAIN-A.V.F-085AG

BAIN-A.V.F-085VG

BAIN-A.V.F-085TG

BAIN-A.V.F-086G

BAIN-A.V.F-086AG

BAIN-A.V.F-086VG

BAIN-A.V.F-086TG

BAIN-A.V.F-087G

BAIN-A.V.F-087AG

BAIN-A.V.F-087VG

BAIN-A.V.F-087TG

BAIN-A.V.F-088G

BAIN-A.V.F-088AG

BAIN-A.V.F-088VG

BAIN-A.V.F-088TG

BAIN-A.V.F-089G

BAIN-A.V.F-089AG

BAIN-A.V.F-089VG

BAIN-A.V.F-089TG

BAIN-A.V.F-090G

BAIN-A.V.F-090AG

BAIN-A.V.F-090VG

BAIN-A.V.F-090TG

BAIN-A.V.F-091G

BAIN-A.V.F-091AG

BAIN-A.V.F-091VG

BAIN-A.V.F-091TG

BAIN-A.V.F-092G

BAIN-A.V.F-092AG

BAIN-A.V.F-092VG

BAIN-A.V.F-092TG

BAIN-A.V.F-093G

BAIN-A.V.F-093AG

BAIN-A.V.F-093VG

BAIN-A.V.F-093TG

BAIN-A.V.F-094G

BAIN-A.V.F-094AG

BAIN-A.V.F-094VG

BAIN-A.V.F-094TG

BAIN-A.V.F-095G

BAIN-A.V.F-095AG

BAIN-A.V.F-095VG

BAIN-A.V.F-095TG

BAIN-A.V.F-096G

BAIN-A.V.F-096AG

BAIN-A.V.F-096VG

BAIN-A.V.F-096TG

BAIN-A.V.F-097G

BAIN-A.V.F-097AG

BAIN-A.V.F-097VG

BAIN-A.V.F-097TG

BAIN-A.V.F-098G

BAIN-A.V.F-098AG

BAIN-A.V.F-098VG

BAIN-A.V.F-098TG

BAIN-A.V.F-099G

BAIN-A.V.F-099AG

BAIN-A.V.F-099VG

BAIN-A.V.F-099TG

BAIN-A.V.F-100G

BAIN-A.V.F-100AG

BAIN-A.V.F-100VG

BAIN-A.V.F-100TG

of class: lla

according to Rule7 of annex IX of directive 93/42/EEC

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration is
valid in connection with the “final inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex Il, excluding Section 4
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Registration No.: HD1518511-1

Notified Body: TUV Rheinland LGA Products GmbH

TillystraBe 2
90431 Niirnberg
Deutschland
CE 0197

EIN

MU Fangzhen, Management Representative
Name and function

Guangzhou, 20/05/2021
Place, date /
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Tubing Sets for Hemodialysis

Instruction for Use

Manufacturer has been granted certificate of ISO 13485
Performed standard is ISO 8637-2

1. Material

The major components of this product are made from medical-grade PVC, PP, PE and other

medical-grade macromolecule materials. And it is free of latex. All these materials are

possible to contact blood directly or indirectly.

2. Product configuration and Feature

This product consists of a red Arterial line and a blue Venous line, the tubing is soft,

transparent, smooth and non-kink, which ensure the good liquidity of the tubing. The filter in

the venous chamber can prevent the blood clot going into patient’s vein.

3. Indication for use

This product is intended to connect with the dialyzer to the patient in dialysis treatment. It is

applicable to all dialysis patients.

4. Recommended usage method

1) Take out the product from the pouch, the arterial and venous connectors should be
connected correctly with the dialyzer’s arterial and venous ports respectively.

2) Priming using physiological saline (or online prepared dialysate), removing all of the air
from the product and the dialyzer.

3) Ensure the product is full of saline (or online prepared dialysate), and with no air in any
part, then stop the pump and close all the clamps in the product.

4) Recheck all the connectors, make sure all of the connectors are tight.

5) Start treatment referring to the dialyzer instruction for use.

6) The typical bloodline circuit diagram

1. Patient

2. Arterial Blood pump

3. Heparinization

4. Access port of the Arterial line (Red)

5. Arterial Drip Chamber

6. Transducer protector (Arterial Pressure)

Blood Circulation

7. Dialysis Machine

8. Hemodialyzer

9. Access port of the Venous line (Blue)
10. Venous Drip Chamber

11. Transducer protector (Venous Pressure)

7) Termination procedure:

- For reinfusion and completion of the treatment, follow the instruction on the dialysis
machine in use.

- 500mL saline or substitution fluid is normally sufficient to an adequate blood reinfusion.
Turn off the blood pump and disconnect the patient’s venous line.

Note: DO NOT turn off the air monitor system before blood returns completely to prevent

the air flowing into the patient from the blood line.

8) Discard it to the designated collection container.

5. Transportation and storage

Please avoid crash or exposure to rain, snow or direct sunlight during transportation. Store it

in 0°C~40°C, well-ventilated indoor place with relative humidity no more than 80%, without

corrosive gas. Store away from chemicals and moist articles.

6. Precautions in use

1)  This product should be used under the supervision of a physician or adequately trained
personnel.

2) Use aseptic technique throughout connection, priming and treatment. The validity
period is three years after the sterilization day. Please check the expiration date prior to
use. Do not use any expired product.

3) Fluid pathway is sterile and non-pyrogenic, sterilized by irradiation. Do not use the
product if the pouch is damaged or the protective caps fall out of the pouch.

4) Tear open the pouch and pick out the product carefully.

5)  This product is intended to be used with A.V. Fistular needle, dalysis catheter, dialyzer
and dialysis machine. Make sure the product is compatible with the devices which are
equipped with standard luer lock. The safety of the connection to dialyzers should be
guaranteed. Do not use this product if the dialyzer connectors of this product cannot fit
for the dialyzer. Make sure that all of connectors are tight to prevent blood leakage or
any air entry, otherwise readjustment should be performed. In case no improvement is
made, replace with another new one. The product should be properly installed to the
dialysis machine to prevent kinking during treatment.

6) The access port is accessed with a hypodemic syringe having a diameter of 0.8mm or
less.

7)  This product is for single use only and reuse is strictly prohibited. Reuse or reprocessing
of this product may lead to adverse patient reactions and/or device failure. It should be
discarded according to laws and regulations relevant to disposal of clinical waste.

8) The transducer protector of this product should be kept dry/without any type of fluids.
Make sure that a transducer protector must be installed on each pressure monitoring line,

connected to dialysis machine prior to patient use and it must be replaced if wetted by
saline or contaminated by blood.
9) This product contains DEHP (Di-2-ethylhexyl phthalate). Attention should be paid
when this product is used for pregnant women, lactating women, infants and children.
10) All of the disinfectant used for this product have no special contraindications.
11) To prevent the potential of air infustion during treatment, ensure the normal use of the
air-capture chamber, whose level marking should below 1cm of the upper limit.
Locking connectors might separate if either the male or female part is exposed to a
lubricant, which is transfered from a lubricated needless valve.
This product should be compatible with device which is equipped with air detector. The
device should be prevented from the contamination of blood. The air detector will not
detect air introduced by a syringe through an access port distal to the air detector.
The actual blood flow rate might differ from the blood flow rate indicated by the
machine and that the difference might change with time.
If abnormal conditions arise during the dialysis, such as bubbles, foreign matter, blood
leak, or clotting, etc., proper measures shall be taken according to doctor’s advice.
16) If serious incident occurs, please inform the manufacturer or local competent authority.
17) There are no known contraindications of this product. General contraindications for
hemodialysis apply.
Please refer to the actual labeling for the model, volume of blood pathway, applicable
machine, shelf life, batch code, etc.
7. After sales service
Please keep the original packaging for any investigation on product quality.
8. Symbol
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A sterile fluid path that has been
sterilized using irradiation

Do not re-use

L |®

Date of manufacture Manufacturer

LOT Batch code Use-by date
o i,

Catalogue number T Keep dry

Do not use if package ,“-/‘5’:_ Keep away from

is damaged 1J~\ sunlight
& Caution kaé Handle with care
DI' Consult instructions for use % Humidity limitation

(pn}

\/nERF

Fluid path is non-pyrogenic Contains or presence of phthalate

Authorized representative in the
European Community

Temperature limit

This end up CE marking

=5 X

q3

9. Parameter

Blood flowrate
limitations

Positive pressure Negative pressure
(mmHg) (mmHg)

500 -500 500ml/min

<EU Representative>

MT Promedt Consulting GmbH
Add.: Ernst-Heckel-Strafle 7 66386 St. Ingbert Germany
Tel: +49 (0) 6894 581020 Fax: +49 (0) 6894 581021

‘ <Manufacturer>

Bain Medical Equipment (Guangzhou) Co., Ltd.

Add.: No. 10, Juncheng Road, Eastern Area, Economic and
Technological Development District, Guangzhou, 510760 China
Tel: +86-20-82265249 Fax: +86-20-32067500

E-mail: sales@baingz.com

&Keep this instruction for use after all of the products in this carton are used up.

Date: 2022-07-27 Made in China

BM-AW010412G1
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DORN

Pycckuii

C € o197

MaFI/ICTpaJIH APTEPUATBHO-BCHO3HBIC KPOBONPOBOJAAIINE OAHOPA30BLIC

WHcTpyKnus 1Mo NpUMEHEHHIO

[pousBomuresp momy4mt ceprudukar ISO 13485
HWcnonusiemslii cranmapt - ISO 8637-2

1. Matepuan

OCHOBHBIE KOMIIOHEHTBI 3TOTO TIPOJIYKTa U3rOTOBJIEHBI U3 TIBX MemuuMHCKOro Kiacca, TIOJIMITIPOITHIICHA,

TOMUATHICHA M JAPYrMX MaKpPOMOIEKYISPHBIX MaTepHaloB MEIMIMHCKOro Kiaacca. M onm He comepixar

natekc. Bee atn MaTepualibl MOT'YT MPSAMO UK KOCBEHHO KOHTAKTUPOBATh C KPOBbIO.

2. Kondurypanust u cBoiicTBa nNpoayKkTa

DTOT MPOAYKT COCTOUT M3 KPACHOTO BHYTPHAPTEPHATBHOrO KaTeTepa M CHHEro BHYTPHBEHHOTO KaTeTepa,

prﬁl(l/l MSTKHE, TPO3payvyHbIe, IIIAJIKHE U HE HS]‘H63}OTC}{, 410 0becrneYnBaeT XOpOLIYI JIMKBH/IHOCTH

Tpy6oK. PHIBTP B BEHO3HOI KaMepe MOKET MPEI0TBPATHTH TONaaHie TPOMOA B BEHY MAlMEHTA.

3. Iloka3anus K MCI0/Ib30BAHUIO

DTOT MPOAYKT MpeJHA3HAYEH JUIS MOAKIIOYCHUS NHAIN3aTOpa K MAIMEHTy NpH JeueHnH auaansom. OH

MPUMEHNM KO BCEM JTHaTH3HBIM MALICHTaM.
4. PexoMen1yemMblii MeTO HCIOJIb30BAHMS

)

2)

3)

4)

5)
6)

W3Bnekute MPOAYKT M3 CYMKH, apTepHANbHBIi M BEHO3HBIH Pa3beMbl JOJIKHBI OBITh TPAaBHIIBHO
COE/IMHEHBI C apTEPUATLHBIM H BEHO3HBIM MIOPTAMH JIMAIH3aTOPa COOTBETCTBEHHO.

JIns HaMONHEHUs MCTIONB3YIOT (PU3HONOTHYECKHH PACTBOP (MM AMATH3aT, IPUTOTOBIICHHBIH OHNANH),
€ TIPEIBAPUTENBHO MOMHOCTHIO Y/IAIEHHBIM BO3YXOM M3 MPOJIyKTa U INATIN3aTopa.

VYbenutech, uYTO MPOAYKT  3amONHEH  (pM3MOJIOTMYECKMM  PacTBOPOM  (WIM  JHAlH3aTOM,
TIPUTOTOBJICHHBIM B PEKMME OHJAH) M B KOTOPOM HET BO3/yXa HM B KaKOH €ro 4acT, 3aTem
OCTaHOBHTE HACOC H 3aKPOHTE BCE 3aKUMBI B POJYKTE.

IlepenpoBepbTe Bce pa3beMbl, YOSUTECH, YTO BCE PA3bEMBI 3aTAHYTHI.

Haunure nevenue, cieyst MHCTPYKUMAM N0 NIPUMEHEHHIO JHATH3ATODA.

TunuyHas cxeMa HUPKYJIAIHH KPOBOMPOBOAIICH MarucTpaiy

1. Iauuent
2. Hacoc apTepuanbHoii KpoBH
L 3. lenapuHusanus
é 4. Iloprt noctyna apTepuanbHoro karerepa (KpacHsrii)
= 5. Ap'repmmm—las{ KanegbHas KaMmepa
E 6. IIpoTexTop naTyMka (apTepHalbHOE JaBICHHE)
E 7. Annapar st ianusa
§ 8. l'emMosmanusarop
= 9. IMopt noctyna Beno3Horo karerepa (CHmHmii)
10. BenosHas karnenbHas Kamepa

11. TIporexTop nar4uka (BEeHO3HOE JaBJICHUE)

TIpouenypa 3aBepuieHus:

ﬂflﬂ peﬂHCl)yZHH W 3aBCPUICHHUSA JICUCHUA Cﬂe}:[yﬁTe HHCTPYKIHAM IO HCMOJIB3YEMOMY AHATIM3HOMY
anmapary.

500 MIT q)HBHOJTO]‘H'“ICCKOFO pacTBopa HIH ZHMCH.[HEOH.[Eﬁ KHUJIKOCTH OGLI'iHO JAOCTATO4YHO 1A
aJIeKBaTHOII perH(Y3UN KPOBH. BRIKIIIOUHTE HACOC KPOBHH OTCOEIMHHUTE BEHO3HBIH KaTeTep NalieHTa.

INpumeuanne: HE BbIK/II0UaiiTe CHCTEMY KOHTPOIS BO3yXa 10 BO30OHOBIICHHS MOJTHOTO OOPAaTHOTO TOKA

KPOBH, YTOOBI IIPEIOTBPATHTH IOMAaHHE BO3/IyXa B MALMEHTA U3 KaTeTepa KPOBH.

8)

5.T

BrIOpockTe ero B npeaHa3sHadeHHblil 11 5TOr0 KOHTEHHep

T "

P pTHP P

Bo BpEMsI TPAHCIIOPTUPOBKH CIENYET uzberaTb aBapm‘i WIH BO3JICHCTBUS J0K]1s, CHEra WIH TPSIMBIX

CONTHEUHBIX Jydell. XpaHHTe ero B XOpOLIO MPOBETPUBAEMOM IOMeIIeHnH ¢ Temnepatypoit 0 ‘C ~ 40 ¢

OTHOCHTENILHOH BlIaXHOCTBIO He Oonee 80%, Ge3 arpeccHBHBIX Ia3oB. XpaHHTh BJIAJH OT XUMHMKATOB M

BJIQXKHBIX MTPEIMETOB.

6. MepbI NPe/10CTOPOKHOCTH TPH HCIIOJIB30BAHMH

D

2)

3)

4)
5)

6)

7

8)

DTOT NpPOIYKT CIEIyeT HCIONb30BaTh 10 HAONIONEHHEM Bpada WIH KBaIH(HIMPOBAHHOTO
TepcoHana.

Hcrionp3yiiTe METO/I acelTHKH BO BPeMs IIOJCOCIMHEHHUs, HANONHEH s H JedeHns. Cpok jaeicTBus
COCTABJIACT TPH roja Mmocne AHA CTCPUIIM3ALMNH. l'lo)icemyﬁc'ra, TIPOBEPHLTE CPOK TOAHOCTH MEpEa
ucnoiabp3oBaHueM. He HC"OHBZyﬁTE TlpOCpO'“ICHHLIﬁ TIPOYKT

TIpoBojsImKii IMyTh SKUIAKOCTH SBISAETCS CTEPHIBHBIM M HEIHMPOTEHHBIM, CTEPHIH30BAHHBIM
OGHY"‘CHHCM. He HCTIOHBZyﬁTC TIPOYKT, €CJIH Y€XO0JI TOBPEKIACH MIIH 3aIIIUTHBIC KOJIMAYKH BBINAIA0T
U3 Yyexua.

COpBHTe TIEPEMBIYKY € YEXJ1a ¥ OCTOPOKHO U3BJICKHUTE MPOTYKT.

DTOT MPOAYKT MpeIHA3HAYEH JUIs HCIoNb30BaHusA ¢ A.V. QUCTyIbHAS WIJIA, JUAIN3HBIA KaTteTep,
JMAIN3aToOp M JMANM3HBIA anmapar. Y6eaurech, 4TO MPOAYKT COBMECTHM C YCTPOMCTBAaMH,
OCHAIICHHBIMH CTAaHJAPTHBIM HAKOHCYHHUKOM J'[ro:apa;. )IOH)KHH GLITL oGecnequa 6630"5CHOCTL
MOAKJIIOYEHHs K Juanu3aTopaM. He HCIONB3yiiTe 3TOT IPOIYKT, €CIN Pa3beMbl IHAIN3aTOPa TOr0
TIPOAYKTA HE MOAXOJAT I TaHHOTO AHAIM3aTopa. YGEHHTCCL, YTO BCC pasbEeMBbl TCPMETHYHBI, '-ITOGBI
NPEeNIOTBPATUTh YTEYKy KPOBH HIM IIONAJAaHHE BO3yXa, B INPOTHBHOM Cllydae HeOoOXOIMMO
BBITIOJTHUTE KOPPEKTHPOBKY. B ciay4dae, €Clim ynyqleHHus HE npouwﬁ}:[yr, 3aMCHUTEC MX HA HOBBIC.
npOﬂyKT JAOJIKCH GBITB TIPaBHJIBHO YCTAHOBJICH Ha JHAJIM3HOM ammapare, '-ITOGBI H36€)K21TB
CKPY4HBAHHS BO BPeMs JICYCHHS.

ﬂOCTle K TIOPTY J0CTyna OCYHICCTBIACTCA C TMOMOIIBIO IMINPHIA IS TIOJAKOKHBIX HHBCKHHﬁ,
umeromero auamerp 0,8 MM uiM MeHee.

ﬂaHHHﬁ TIPOAYKT ABJIACTCA OAHOPA30BBIM M €TO IMOBTOPHOC HCMOJIB30BAHHE CTPOTO 3amnpeuieHo.
TToBTOpHOE MCIIOJIB30BAHKE M NepepaboTKa ITOro MPOIYKTA MOKET HPHBECTH K HEGIaronpusTHbIM
peaKiMsM [alMeHTa W/HIM OTKasy ycrpoiicTBa. Ero ciemyer BhIOpachiBaTh B COOTBETCTBHH C
3aKOHAMH M TIPABHIIAMH, KaCarOIIUMHCA YAAICHHUS KIMHHYCCKUX OTXO010B.

TIpoTeKTOp JaT4HKa TOr0 MPOAYKTA JOJDKEH COXPAHATHCS CyXHM/0e3 KaKHX-THOO0 THIIOB KHIKOCTEH.
YGEZH/ITCCL, YTO MNPOTEKTOpP JaT4YWMKa YCTAHOBJICH Ha Ka)i(ﬂ()ﬁ JIMHUM  KOHTPOJSA JaBJICHMA,
MOAK/IIOYEHHOH K IMaTM3HOMY aNlapaTy Iepel HCIONb30BAHHEM IAlMEHTOM, M €ro Cieayer

3aMCHHTB, €CITH OH YBJIAJKHCH Cl)PBHOJ'lOl‘H'“ICCKHM PacTBOPOM HITH 3arpsA3HCH KPOBBIO.

9)  Oror npoaykr coxepkut DEHP (qm-2-3tunrexkcundranar). Cieyer o6paTHTh BHUMAHHE, KOT/A STOT
TIPOAYKT UCMOIB3YETCA TS 6ep€M€HHHX KCHIIWH, KOPMSAIINX MaTepeﬁ, MJIAZICHIICB U ﬂeTeﬁ.

10) Bce aesuHUUMPYIONINE CPEICTBA, MUCIOJIb3YeMble UL STOTO MPOAYKTA, HE MMEIOT CIeLHAIbHBIX
npOTHBOHOKaBaHHﬁ.

1 1) l‘lT06H TPEAOTBPATHTE BO3MOKHOC MOMAJaHUE BO3AyXa BO BPEMs JICUCHHA, OGCCTIE'“ILTE HOpMaJIbHOC
HCIIOJIb30BAHUE BO3yX03a00PHON KaMepbl, OTMETKA YPOBHs KOTOPO JOJKHA OBITH HIKe 1 cM OT
BCPXHETO mpeaena.

12) 3Banmpaomme pa3beMbl MOIYT OTHEIATBCHA, €CIM OXBaTblBaeMas WM OXBATBIBAIONIAs YacTh
TIOJIBEpracTes BO3Z[€ﬁCTBP"O CMa3sKH, KOTopas NepeacTcsa OT U3THUIIHE CMa3bIBAEMOT0 KilaraHa.

13) DTOT HPOIYKT HOJKEH OBITH COBMECTHM C YCTPOHCTBOM, KOTOPOE OCHAIIEHO BO3IYLIHBIM JETEKTOPOM.
YerpoiictBo  I0JDKHO OBITh 3aIMINEHO OT 3arps3HEHHs KpoBH. JleTekTop Bo3dyXa He Oynmer
OGHﬂpy)KHBaTB BO31yX, BBE}Z[CHHLIﬁ WNPUIEM 4Y€pe3 OTBEPCTHC JOCTYyNa, YAAJICHHOC OT JaT4yuKa
BO3JyXa.

14) dakTHueckas CKOPOCTE KPOBOTOKA MOXKET OTIIMYATHCA OT CKOPOCTH KPOBOTOKA, yKaSﬂHHOﬁ anmapaTrom,
M PasHULA MOXKET U3MEHATBCS CO BPEMEHEM.

15) Ecmu BO BpEMsA Halin3a BO3HHUKAKOT AHOMAJIBHBIC COCTOAHHSA, TAKHC KaK Iy3bIPbKH, WHOPOIHBIC
BCIICCTBA, YTCYKA KPOBH, CBEPTHIBAHNE KPOBH M T.J., TO JOJKHBI GBITB TIPUHATBI HAJUICKAIIHEC MCPBI B
COOTBETCTBUHU C COBETOM Bpaya.

16) B ciyqae CEpbe3HOro MHIIM/ICHTA, nomaﬂyﬁcTa, COO6U.H/ITE 06 9TOM TNPOU3BOAUTEIIIO HIIH MECTHOMY
KOMIIETEHTHOMY OpTaHy.

17) Her w3BECTHBIX TNPOTHBONOKA3aHMH K TNPUMEHEHHIO 3TOro mpoaykta. IIpumensiorcs obmme
MPOTHBONOKA3aHMS JUIS TEMO/IHAIH3a.

18) Tloxkamyiicra, O3HAaKOMbBTeCh C (DAKTHYECKOH MapKHPOBKOH MOJENH, OOBEMOM KPOBOTOKA,
TIPUMEHACMBIM anmapaTom, CPOKOM TrOTHOCTH, KOAOM MapTHH U T.1.

7. IocienpoaaxHoe 06cay;KHBAHHE

l'[o)KaﬂyﬁcTa, coxpal-mr?rre OPHTHHAJIBHYIO YITAKOBKY JUTA J'IIO6OF0 H3Yy4YCHUA Ka4CCTBA MPOAYKIIMH.

8. Obo3nauenne

CrepIbHBIi ITyTh Ipoxoaa
JKHUIKOCTH, KOTOpHﬁ CTCPHIIM30BATH
C IIOMOILBIO 00JTy4eHH s

® He ncnonb308ath MOBTOPHO

ﬂ Jlata u3rotoneHus

I[TpoussoauTens

Kox naprun Cpok rogHoCTH

KatanoxHslii HOMep XpaHHTb B CyXOM MecTe

He HCII0JIB30BaTh, CCIIH . .
’/[‘i" JlepkaTh BIaJIX OT COJIHEHHBIX JTydeit

YIAKOBKa MOBPEKICHA =

& Buumanne %ﬁé OGpammarhcs OCTOPOKHO
Ob6patHTech K HHCT] MU TI0

[ji] P! PyxI ./ﬂ OrpaaneHm{ BJIAXKHOCTH
TPUMEHEHHIO

P—
nyTL JUIA IpOX0J1a KHUJIKOCTH PHT CO}JCP)KMT WA TIPUCYTCTBHE
HeIMpOTeHHBbIit N/ PEHP | dranata

YnoaHOMOYeHHBIH TIpEICTABUTEIb B
TemmepaTypHble OrpaHHYEHHUs -Ec REP| .
patyp P - ! | Espomeiickom coofiecTBe

o~

—
—

T —— c € CE MapkupoBKa (cepTuduKarms
EBpocoio3a )

|

9. IMapamerp

TTonoxuTeIbHOE JaBICHHE OrpHuaTenbHoe JaBlIeHHe CKOpOCTh KPOBOTOKA
(MM pT.CT.) (MM pT.CT.) OTPaHHUYCHUS
500 -500 500 mu1/MuH

<l'lpe}:[cTaBuTenL B EC>

MT Promedt Consulting GmbH
Anpec: Ernst-Heckel-Strafle 7 66386 St. Ingbert Germany
Ten: +49 (0) 6894 581020 dakc: +49 (0) 6894 581021

‘ <IIpousBoaurens>

Bain Medical Equi (Guangzhou) Co., Ltd.
Anpec: No. 10, Juncheng Road, Eastern Area, Economic and Technological Development District,

Guangzhou, 510760 China (Bocrounas 30Ha, Paiion DKOHOMHYECKOTO U TEXHOJIOIHYECKOTO Pa3BUTHS,
I'yanukoy, 510760 Kurait)

Ten.: +86-20-82265249 dakc: +86-20-32067500

E-mail: sales@baingz.com

CoxpaHuTe 9Ty MHCTPYKIHIO ISl HCTIOJIb30BAHHS TI0CIIE TOTO, KaK BCE MPOIYKTHI B
9TO# KOPOOKE M3PAaCXOI0BAHBI.

BM-AW010412G1

Hara: 2022-07-27 Cpnenano B Kurae
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Venous

Arterial Tubing(red)

NQ.

Description

Mark

1

Cap for Dialyzer Connector

2

Dialyzer Connector(red)

Cap for Female Luer Lock

Female Luer Lock @4.1

Clamp(red small)

Branch Tubing: 2.2*4.1*100mm

Cover for Drip Chamber

Dropper

Drip Chamber (OD:26-30mm,LD:83mm)

Pump Segment Connectorg4.1

Pump Segment Connectorg5.5

Pump Segment: 8*12*350mm

Clamp(red small)

Female Luer Lock ¢2.5

Cap for Female Luer Lock

HeparinLine: 1.0"2.5*600mm

Branch Tubing: 2.2*4.1*50mm

Clamp(red small)

Cap for Female Luer Lock

Transducer Protector

Branch Tubing: 3.5*5.5"500mm

8

Access Port(red)

9

Clamp(red big)

10

Patient Connector

11

Suspended Spike

12

Main Tubing: 4.5"6.8*750mm

13

Main Tubing: 4.5"6.8"600mm

14

Main Tubing: 4.5%6.8*200mm

15

Main Tubing: 4.5%6.8*1600mm

EE P U IO PEEUN PEEN PO Y

Venhous Tubing(blue)

NO.

Description

Mark

1

Cap for Dialyzer Connector

2

Dialyzer Connector(blue)

Cap for Female Luer Lock

Transducer Protector

Clamp(blue small)(blue)

Branch Tubing: 3.5*5.5*500mm

Cover for Drip Chamber

Drip Chamber (OD:21.5-30mm,LD:130mm)

Filter

Access Port(blue)

Cap for Female Luer Lock

Female Luer Lockgp4.1

Clamp(blue small)(blue)

Branch Tubing: 2.2*4.1*100mm

Clamp(blue big)

Patient Connector

Drainage bag

10

Main Tubing: 4.5%6.8*400mm

11

Main Tubing: 4.5"6.8"500mm

12

Main Tubing: 4.5*6.8*1800mm

Reciucuating Connector

ECN [N [PEFQ DEEUH RN [N N

Prepared by :

Reviewed by : Description:

Name

Date

Approved by QA:

Name

Tubing Sets for Hemodialysis

Date

CODE:

Compatible: Fresenius
2008/4008

BAIN-BL-017E

Blood pathway

CARTON SIZE 530*381*249mm QTY/CTN |

24sets Sterilizatior] R

DEHP




BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

The following EC declaration of conformity exemplifies the required content according to Directive
93/42/EEC.

Doc: BM3-TF-BL-04(EB) rev.: A5 20/05/2021

Add.: No.10,Juncheng Road,Eastern Area, GETDD,China.510760
Tel:86-20-82265249 Fax:86-20-32067500
Website:www.bainmedical.com



BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

Name and address of the manufacturer:
BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD
No.10, Juncheng Road, Eastern Area, Economic and Technological Development District, Guangzhou 510760, China.

We declare under our sole responsibility that
the medical device: Tubing Sets for Hemodialysis

UMDNS Code: 11225
GMDN Code: 34999

Brand Name: DORA

Model codes:

Model Model Model Model Model
BAIN-BL-001E BAIN-BL-025E BAIN-BL-049E BAIN-BL-073E BAIN-BL-097E
BAIN-BL-002E BAIN-BL-026E BAIN-BL-050E BAIN-BL-074E BAIN-BL-098E
BAIN-BL-003E BAIN-BL-027E BAIN-BL-051E BAIN-BL-075E BAIN-BL-099E
BAIN-BL-004E BAIN-BL-028E BAIN-BL-052E BAIN-BL-076E BAIN-BL-100E
BAIN-BL-005E BAIN-BL-029E BAIN-BL-053E BAIN-BL-077E BAIN-BL-101E
BAIN-BL-006E BAIN-BL-030E BAIN-BL-054E BAIN-BL-078E BAIN-BL-102E
BAIN-BL-007E BAIN-BL-031E BAIN-BL-055E BAIN-BL-079E BAIN-BL-103E
BAIN-BL-008E BAIN-BL-032E BAIN-BL-056E BAIN-BL-080E BAIN-BL-104E
BAIN-BL-009E BAIN-BL-033E BAIN-BL-057E BAIN-BL-081E BAIN-BL-105E
BAIN-BL-010E BAIN-BL-034E BAIN-BL-058E BAIN-BL-082E BAIN-BL-106E
BAIN-BL-011E BAIN-BL-035E BAIN-BL-059E BAIN-BL-083E BAIN-BL-107E
BAIN-BL-012E BAIN-BL-036E BAIN-BL-060E BAIN-BL-084E BAIN-BL-108E
BAIN-BL-013E BAIN-BL-037E BAIN-BL-061E BAIN-BL-085E BAIN-BL-109E
BAIN-BL-014E BAIN-BL-038E BAIN-BL-062E BAIN-BL-086E BAIN-BL-110E
BAIN-BL-015E BAIN-BL-039E BAIN-BL-063E BAIN-BL-087E BAIN-BL-111E
BAIN-BL-016E BAIN-BL-040E BAIN-BL-064E BAIN-BL-088E BAIN-BL-112E
BAIN-BL-017E BAIN-BL-041E BAIN-BL-065E BAIN-BL-089E BAIN-BL-113E
BAIN-BL-018E BAIN-BL-042E BAIN-BL-066E BAIN-BL-090E BAIN-BL-114E
BAIN-BL-019E BAIN-BL-043E BAIN-BL-067E BAIN-BL-091E BAIN-BL-115E
BAIN-BL-020E BAIN-BL-044E BAIN-BL-068E BAIN-BL-092E BAIN-BL-116E
BAIN-BL-021E BAIN-BL-045E BAIN-BL-069E BAIN-BL-093E BAIN-BL-117E
BAIN-BL-022E BAIN-BL-046E BAIN-BL-070E BAIN-BL-094E BAIN-BL-118E
BAIN-BL-023E BAIN-BL-047E BAIN-BL-071E BAIN-BL-095E | -———--
BAIN-BL-024E BAIN-BL-048E BAIN-BL-072E BAIN-BL-096E | -

Doc: BM3-TF-BL-04(EB) rev.: A5 20/05/2021

Add.: No.10,Juncheng Road,Eastern Area, GETDD,China.510760

Tel:86-20-82265249

Fax:86-20-32067500

Website:www.bainmedical.com




@ BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

of class: lla

according to Rule 2 of annex IX of directive 93/42/EEC

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration is
valid in connection with the “final inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex ll, excluding Section 4
Registration No.: HD1518511-1
Notified Body: TUV Rheinland LGA Products GmbH

TillystraBe 2

90431 Niirnberg
Deutschland

CE 0197

FN

Guangzhou, 20/05/2021 MU Fangzhen, Management Representative
Place, date / Name and function

Doc: BM3-TF-BL-04(EB) rev.: A5 20/05/2021

Add.: No.10,Juncheng Road,Eastern Area, GETDD,China.510760
Tel:86-20-82265249 Fax:86-20-32067500
Website:www.bainmedical.com



®
DORI\ Tubing Sets For Hemodialysis Ce€0197

Tubing Sets For Hemodialysis “Rochine.

FMC 2008-4008 EO/GAMMA/E beam
f GAMBRO AK10/100/200/200 ULTRA EO/GAMMA/E beam
I’ . ‘ B.BRAUN DIALOG EO/GAMMA/E beam
DN
BELLCO FORMULA 2000 EO/GAMMA/E beam
X HOSPAL INTEGRA/INTEGRALPHA EO/GAMMA/E beam
Q\ .:\ _ ’ NIKKISO DBB-03/05/06/07 EO/GAMMA/E beam
NIPRO EO/GAMMA/E beam
TORAY EO/GAMMA/E beam
ASAHI EO/GAMMA/E beam

BAIN MEDICAL EQUIPMENT(GUANGZHOU)CO.,LTD.

Add: No.10 Juncheng Road ,Eastern Area,Economic and Technological Development District,
Guangzhou,510760 China

@ Medical grade PVC tubing minimizes side effect to health.
Tel: +86-(0)20-66856868 Fax: +86-(0)20-32067500

E-mail: sales@baingz.com www.bainmedical.com
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English

C€ o197

Hollow Fiber Dialyzer

(PF Series)

Instructions for Use

Please read the Instructions for Use carefully before using the product.
Indication for use: DORA Hollow Fiber Dialyzer can be used for the hemodialysis treatment of acute and chronic renal

failure. It is applicable to all dialysis patients.

Contraindications: No absolute contraindication for hemodialysis treatment. In case of any complication that would
affect the stable condition, appropriate medical actions under the supervision of a physician or adequately trained
personnel should be taken.

Cautions and Warnings:

- The dialysate and the blood should flow in counter-current.

- The maximum flow rate of dialysate is 800mL/min.

- DO NOT use on non-degas dialysate delivery systems.

- During the treatment, the transmembrane pressure shall not exceed 66kPa (500mmHg).

- The blood flow rate shall not be lower than 150mL/min, but not higher than 500mL/min.

- Use an aseptic technique when preparing the circuit and the dialyzer for use to avoid contamination.

- DORA Hollow Fiber Dialyzer shall be used under certain medical supervision or adequately trained personnel. To
avoid bacterial and pyrogenic contamination, it is suggested to use together with hemodialysis machine, dialysis
water, concentrated solution and dialysate which are in accordance with the international standards.

- The fluid pathways (blood and dialysate) is sterile and non-pyrogenic, sterilized by irradiation. DO NOT use the
expired product. DO NOT use the device if package is damaged or if protective caps are not in place.

- This dialyzer is for single use and reuse is strictly prohibited. Reprocessing of this product may lead to adverse
patient reactions and/or device failure.It should be discarded according to laws and regulations relevant to disposal
of clinical medical waste so as to prevent infection.

- If abnormal conditions arise during the dialysis, such as bubbles, foreign matter, blood leak, or clotting, proper
measures shall be taken according to doctor’s advice.

- If complications arise during the dialysis treatment, such as (but not limited to) hypotension; hypertension, air
embolism, cramps, headache, nausea, shivers, fever, thirst; angina, arrhythmia, or hemolysis, proper measures shall
be taken according to physician’s or adequately trained personnel’s advice.

- Please use only with ultrafiltration controlling dialysis system.
- Do not use expired products. Please check the expiration date on label before use.

- Ensure the connection between bloodline and dialyzer is stricltly tight. Do not use this product if the bloodline
connectors cannot fit for the dialyzer. During the treatment check that all of connectors are tight to prevent blood
leakage or any air entry.

- If the device is used below a blood flow rate of 150mL/min, below a dialysate flow rate of 500mL/min, it may have
diminished performance.

- If serious incident occurs,please inform the manufacturer or local competent authority.

Instructions for Installation

- Take out the dialyzer from the pouch, and check whether the dialyzer and its components are in good condition.

- Set up the dialyzer vertically to the holder.

- Make sure the dialyzer stays firmly in the holder.

Recommended usage method
1. Priming

- Prepare no less than 500mL normal saline or dialysate and add appropriate amount of heparin if needed under
physician’s prescription.

- Place the arterial line and the venous line onto the dialysis machine according to the instructions for use of the
extracorporeal blood circuit.

- Connect the arterial line,the venous line and the dialyzer.

- Control the flow rate of blood pump within 80~100mL/min, use normal saline or dialysis fluid until totally remove
air from blood line and blood compartment of the dialyzer. The direction of normal saline or online dialysis fluid
flow is arterial line—dialyzer—venous line, and counter-current is forbiddened.

- Turn the flow rate up to 200~300mL/min, connect the dialysate connector to the dialyzer, and remove all air from
the dialysate compartment.

Note: Check for the presence of air in the blood circuit before patient connection and run extra priming/ recirculation/
ultrafiltration if any air may remain.

2. Anticoagulation

- Carry out the anticoagulation according to prescription.

3. Termination of Treatment

- For reinfusion and completion of the treatment, follow the instruction on the dialysis machine in use.

- 500mL saline or substitution is normally sufficient to an adequate blood reinfusion. Turn off the blood pump and
disconnect the patient’s venous line.

Note: DO NOT turn off the air monitor system before blood returns completely to prevent the air flowing into the
patient from the blood line.

A typical connection diagram
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Main Structure:

Product Performance: This dialyzer has reliable performance, which can be used for hemodialysis. The basic Component Housing Dialysis Membrane Cover Sealant Protective Cap

parameters of product performance and the laboratory data of this series will be provided as follows for reference. Material Polypropylene PES Membrane Polypropylene Polyurethane Polyethylene

Note: The laboratory data of this dialyzer was measured according to the standards ISO 8637-1.

These data represent typical in vitro performance. /n vivo performance will differ due to the patient’s blood composition

and clinical settings.

Model B-14PF B-16PF B-18PF B-20PF B-22PF B-24PF
Product ref. B-14PF B-16PF B-18PF B-20PF B-22PF B-24PF

Test Conditions: Qp = 500 mL/min, Temperature: 37°C+1°C, Qr =10 mL/ min
Clearance / Qs (mL/min) 200 300 400 200 300 400 200 300 400 200 300 400 200 300 400 200 300 400
Urea (mL/min) 189 251 281 191 259 290 193 266 300 195 274 311 197 284 321 198 291 330
Creatinine (mL/min) 180 232 260 183 244 275 186 256 287 189 267 299 192 280 311 195 286 322
Phosphate (mL/min) 179 228 267 185 240 280 190 250 292 192 260 305 195 272 317 197 281 329
Vitamin By (mL/min) 114 132 142 123 148 158 130 162 175 138 177 188 146 190 202 153 201 214
Pressure drop of blood compartment (mmHg) <50 <70 <90 <45 <65 <85 <40 <60 <80 <40 <55 <75 <40 <55 <75 <40 <55 <75
KUF (mL/hr/mmHg)
Q=300 mL/min, TMP=100 mmHg 21 23 26 29 33 36
Priming volume (mL) 85 98 110 125 137 150
Effective membrane area (m?). 14 1.6 1.8 2.0 22 2.4

Special Storage Conditions and Methods: Please avoid crash and exposure to rain, snow, and direct
sunlight during transportation. Please store it in a well-ventilated indoor place with storage temperature
of 0°C~40°C, with relative humidity no more than 80%. Store away from chemicals and humid articles.

Shelf life: please refer to the actual labeling.

After-sale service: Please keep the original packaging for any investigation on product quality.

EU Representative>

MT Promedt Consulting GmbH

Add: Ernst-Heckel-Strafle 7 66386 St. Ingbert Germany
Tel: +49 (0) 6894 581020 Fax: +49 (0) 6894 581021

“ <Manufacturer>

Bain Medical Equipment (Guangzhou) Co., Ltd.

Add.: No. 10, Juncheng Road, Eastern Area,Economic and
Technological Development District,Guangzhou, 510760 China
Tel: +86-20-82265249 Fax: +86-20-32067500

E-mail: sales@baingz.com

& Keep this Instruction for Use after all of the products in this carton are used up.

Date: 2022-07-27

Made in China

BM-AWO030412FG2
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(PF cepus)

HHCcTpyKIHs 10 TPUMEHEHUIO

HomanyﬁCTa, BHHUMAaTECJIBHO HpO‘{HTaﬁTe WHCTPYKIHIO ITI0 NIPUMEHCHUIO IIEPE UCITOJIB30BAHUEM IIPOAYKTa.

Iloxazanusi kK npuMeHeHUI0: J{nanu3arop ¢ nossiM BolokHOM DORA MoskeT OBbITh HCIIOIB30BaH ISl TEMOANATH3HOTO
JICYCHUS] OCTPOH M XPOHUUECKOM MMOYEYHOW HEJOCTATOYHOCTHU. [IpUMEHHM KO BCEM JMAIN3HBIM MAIlHEHTAM.

TIporuBonoka3aHusi: AOCONIOTHBIX MPOTHBOMOKA3AHHIA [UIs JICUCHHUSI TEMOIMAIT30M HEeT. B cilyuae BO3HUKHOBEHHS
KaKUX-TH00 OCJIOKHCHUH, KOTOpbIE MOIVIM Obl IOBIMATH HA CTAOWIBHOE COCTOSIHUE, CIICIYeT IpeAIpPHHAT
COOTBETCTBYIOIIIME MEIMIMHCKUE JCHCTBUS MO/ HAOIIOACHHEM Bpaya WIM HaUICKALMM 00pa3oM MOArOTOBICHHOTO
nepcoHana.

Ipenocrepe:xenus u Ipexynpe:xaenns:

- Jlnanusar 1 KpoBb JOJDKHBI T€Ub IIPOTHBOTOKOM.

- MakcumasbHasi CKOPOCTh IMOTOKA Anaimu3ara cocrasisieT 800 mMi/MuH.

- HE MCITOJIB3YMTE Ha cucTeMax 10CTaBKH JMain3aTa 0e3 1erasaium.

- Bo Bpems sieueHns TpaHcMeMOpaHHOE JaBlICHHE HE JOJDKHO rpeBbimarh 66 kI1a (500 MM pr.ct.).
- CKkopocTh KPOBOTOKA JJOJDKHA OBbITh He HIbke 150 Mir/MuH, HO 1 He Bbinre 500 Mi1/MUH.

- Hcrosb3yiiTe METO[ aceNTHKU IPU HOJATOTOBKE KOHTypa M JIMAINM3aTopa K HCHOJIb30BaHHIO, UTOOBI M30ekKaTh
3arpA3HEHUS.

- Jluanuzatop ¢ mosnbiM  BOJIOKHOM DORA  10/DKeH HCIOJB30BATBCS I0J[ ONPEACICHHBIM MEANIHHCKAM
HAOIIOJICHHEM WM HAJJIOKAIIUM 00pa3oM 00y4eHHBIM TmepcoHasoM. UrtoObl u30bexaTh OaKTEpHANIBHOTO U
[IHPOTEHHOT0 3arPsA3HEHMsI, IPE/UIAracTCsl UCIOJIb30BaTh BMECTE C FeMO/IMAIIM3HBIM AlIaPaToM ANAIM3HYIO BOLLY,
KOHLICHTPUPOBAHHbIN PaCTBOP HIHAIIM3AT, KOTOPIC COOTBETCTBYIOT MEXK/yHAPOIHBIM CTaH/apTaM.

- ITytn npoxoaeHns KUAKOCTU (KPOBH M JIMan3ara) CTEPUIbHBL 1 HETUPOT€HHBI, CTEPIIM3YIOTCS O0IydCHUEM.
He ucnoas3yiite npocpouennsiii npoaykr HE MCIIOJIB3YUTE ycTpoiicTBO npu MOBPEXISHUN YIIAKOBKH
WY TIPY OTCYTCTBUY 3AIUTHBIX KOJIIAYKOB.

- JIaHHBIH TPOJYKT SIBISIETCS OJHOPA30BBIM W €ro IIOBTOPHOE HCIOJIBb30BaHHE CTPOro 3amperieHo. IToBropHas
00paboTKa 3TOr0 MPOAYKTa MOXKET MPUBECTH K HEOIArONpHATHBIM PEaKIHUsAM MAlUCHTa W/WIH OTKa3y
yerpoiictBa. Ero ciexyer BIOpachiBaTh B COOTBETCTBUH C 3aKOHAMH M HOPMATHUBHBIMH aKTaMH, KacaloIMMHUCS
YTHIN3ALUN KINHAYECKHX MEIUIIMHCKHX OTXO/OB, C TEM YTOOBI IPEIOTBPATUTH HHPEKIMIO.

- Ecimu BO BpeMs AUalu3a BO3ZHUKAIOT AaHOMAJIbHBIE COCTOSHUA, TAKUE KaK ITy3bIPbKH, WHOPOJHBIC BECIIECCTBA,
yT€YKa KPpOBU WJIM CBEPTHIBAHUE KPOBU U T.A., TO JOJIKHBI OBITH TIPUHATBI HAAJIC)KAIUE MEPBI B COOTBETCTBUU C
COBCTOM Bpaya.

- Ecnun BO Bpems JjedeHHs AMAIN30M BO3HHKAIOT OCIOXHEHHS, TaKue Kak (HO HE OrpaHUYMBAsICh HMH)
apTepuanbHasl TUIIOTCH3US, THUIIEPTOHMUSI, BO3MAYIIHAs 3MOOJHS, CyJIOPOTH, TOJOBHAs OOJb, TOIIHOTA, O3HOO,
JIMXOpajKa, jKaXJ1a, CTCHOKApAWS, apUTMHS WIM T'€MOJH3, TO JOJDKHBI OBITH IPHUHSATH HaaJIekKallie Mephbl B
COOTBETCTBHH C PEKOMEHAAIMSAMHE Bpava WK HaUISKAIIMM 00pa3oM 00ydeHHOTO MepCcoHaa

- Toxanyiicta, HCIOIb3YHTE TOIBKO C CHCTEMOM YIBTPahHIBTPALIOHHOTO KOHTPOJIS THAIN3a.

- He wucnone3yiite mpocpoueHHslil npoxykr. Iloxamyiicra, HpoBepbTe CPOK TOJHOCTH Ha DTHKETKE IIepen
HCIIOJIb30BAHHEM.

- Vb6enurech, 4TO COCAMHEHHE MEXKIY KPOBOIPOBOMAIICH MArkCTPaibl0 M IHAIN3aTOpoM mpouHoe. He
HCIOJB3YHTE ITOT MPOAYKT, €CIH Pa3beMbl KPOBOHIPOBOISAIICH MArdMCTPald TOrO MPOAYKTA HE IMOAXOMIT IS
JIAaHHOTO jauanu3aTopa. Bo Bpems JedeHust yOeauTech, YTO BCE pPa3beMbl IUIOTHO IIPHIIETAIOT, YTOOBI
MPEAOTBPATUTH YTEUKY KPOBHU WIIM MOIAJaHUE BO3AyXa.

- Eciu ycTpoiicTBO HCIOIB3YeTCs IPU CKOPOCTH KPOBOTOKA HIKe 150 MJI/MUH, CKOPOCTH MOTOKA AUATH3aTa HIKE
500 M1/ MUH, 9TO MOKET IIPUBECTH K CHIDKEHHIO TPOU3BOANTEILHOCTH.

- B cimydae cepbe3HOro MHHOMJACHTA, MOXalyicra, cooOmure o0 3TOM HPOM3BOJUTEIIO MM MECTHOMY
KOMIIETEHTHOMY OpraHy.

HucTpyKiuus o npuMeHeHHI0

- Beinbre JAUAaIM3aTop M3 4YeXyla W IPOBEPHTEC, HAXOMQUTCA JIM AUAIHU3aTOPp M €r0 KOMIIOHEHTBI B XOpOIIEM
COCTOAHHH.

_ YcraHOBUTE JUANIN3ATOP BEPTHKAIBHO B JICP)KATEIb.

- Yo6enurecs, 4TO AUATU3ATOP MIPOYHO 3aKPEILICH B JepiKaTee.
PexoMeHyeMblii METO/I HCIOJIb30BAHUS

1. HanosHeHnue

- HpI/IFOTOBBTe He Menee 500 Mi OOBIYHOTO (1)1/[31/[0]101‘1/[‘-186](01‘0 pacTBOpa WIM JUaind3ata H Ji06aBbTEe
COOTBETCTBYIOIICE KOJIMYCCTBO IeriaprHa, €CiIu 3TO HE0OXO0AUMO 110 HA3HAYCHUIO Bpaya.

- ITomecTuTe aprepuaibHbIii U BEHO3HBIH KaTeTep Ha JUAJIM3HBIA anmapar B COOTBETCTBMU C MHCTPYKLHMEH IO
MPUMEHEHUIO YKCTPAKOPHOPATIbHOIO KPOBOTOKA.

- CoenuHNTE apTepHAILHBIA KaTeTep, BEHO3HBIH KaTeTep U AuaIn3aTop.

- Cneaute, 4To6BI CKOPOCTH KpoBOTOKA Oblia B mpepenax 80-100 wmi/muH, ucnonb3yiiTe (QU3HONIOrHUeCKH
pacTBOp MWIM JKMIAKOCTb AMAllM3a [0 IMOJHOrO YHaJleHHs BO3JyXa M3 KPOBONPOBOASLIEH MAarucCTpaid M
KOMIIapTMEHTa KpOBM Juanu3aropa. HarmpapieHne HOpManabHOro INOTOKA (DH3MOJNOTHYECKOro pacTBOpa MM
KUJIKOCTH JUIS OHJIAMHIMANN3a apTepuajbHBI KaTeTep— ANalli3aTOp—BEHO3HBII KaTeTrep, a IPOTHBOTOK
3alpeleH.

- YBenmuubre CKOpoCTh motoka g0 200~300 Mi/MHH, ITOACOCANHHTE pa3beM JUaIn3aTa K AHAIH3aTOpPY U yHAJIUTe
BECh BO3/IyX U3 KOMIIAPTMEHTA JHAJIN3aTa.

TIpumeyaHue: nepes MOAKIIOUEHUEM IAllMEHTa NIPOBEPHTE HAJIUYHE BO3JyXa B KPOBEHOCHOM KOHTYPE M BBIIOIHUTE
JIOTIOTHUTENIBHOE HATIOJIHEHHE/PELUPKYIALNIO/yIbTPadHIbTPALHUIO, €CIIH €CTh BEPOSITHOCTD, YTO BO3YX OCTAJICS.

2.  AHTHKOAryJsinHs

- IMpoBeuTe aHTUKOATYIISHTHYIO TEPAIHUIO 110 HA3HAYCHUIO Bpaya

3. 3aBepiueHue Je4eHUs:

- Jlnst peury3uu 1 3aBEPLICHUS JICUCHUS CIEAYITe HHCTPYKIUSM I10 HCIOJIb3yeMOMY JHAIM3HOMY ammapary.

- 500 mi (U3MONIOrMYECKOr0 PacTBOpa WM 3aMENIAIOIICH JXMAKOCTH OOBIYHO JOCTaTOYHO JUIS aJICKBATHON
peuHdy3uH KpoBH. BhIKIIFOUNTE HACOC KPOBU M OTCOCAMHHTE BEHO3HBIH KaTeTep MAlUeHTA.

TIpumeuanue: HE BbIK/II0OYaiiTe cHCTEMy KOHTPOJIS BO3AyXa [0 BO30OHOBICHHUS MOJHOTO OOPATHOrO TOKa KPOBH,
4TOOBI PEJOTBPATHTD O IaHUE BO3AyXa B IAIIMCHTA U3 KaTeTepa KPOBH.

TunuyHas cxeMa NOAKJIIOYEHUS

1. Tlanmenr
2. Hacoc aprepuaibHoii KpOBH
3.  T'emapunuzanus
E 4.  Ilopr nocryna aprepuansHoro karerepa (Kpacusiit)
E 5. AprepuanbHas KarneiabHas Kamepa
E’ 6.  IlporekTop naruuka (apTepHaILHOE JABICHUE)
g
% 7.  Anmapar i auanusa
= 8.  I'emoamanuzatop
9.  Ilopt noctyna BeHo3Horo katetepa (Cunuii)
10. BeHo3Has KanenpHas Kamepa
11. IlpotexTop parumka (BEHO3HOE JAaBICHHUE)
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OcHOBHasi CTPYKTYpa:
Ipou3BoAMTENLHOCTL MPOAYKTA:  DTOT JMANM3aTOp 00J1a1aeT HaJEKHON MPOU3BOAUTENLHOCTEIO, KOTOPYIO MOXKHO KoMnouenT Kopmyc Muamusuas Kpbitika TepMerHK 3awuTHbLH
HCIIOJIb30BATh JUIsl reMoananu3a. OCHOBHBIE TApaMeTpPhl IIPOM3BOJUTEIBHOCTH IIPOLYKTA U JaOOpaTOpHbIEC JaHHBIC ITOH memGpana KOJmavox
cepuit Gy MPHBE/ICHLL HIKE AT CIIPABKH. Matepuan Ionunponunen MenmGparia Tonunponunen Honuyperan HonmsTHnen
TIpumeuanue: 1a60paTOPHBIC JaHHBIC ITOTO JHAIU3ATOPA U3MEPSUTUCH B COOTBETCTBHHU O cranmapramu ISO 8637-1. HOMM5CTpOBat
OTH TaHHbBIE NIPE/ICTABIISAIOT COOOM TUIMYHBIEC TTOKA3aTeNH in Vitro(B 1abopaTopHbIX ycioBusx). [lokasarenu In vivo (B
JICHCTBUTEIILHOCTH) OYIyT OTINYATHCS B 3aBHCUMOCTH OT COCTAaBa KPOBH NAILMEHTA U KIMHUYECKUX YCIOBHH.
THI B-14PF B-16PF B-18PF B-20PF B-22PF B-24PF
CNPaBOYHBI HOMEP NMPOAYKINH B-14PF B-16PF B-18PF B-20PF B-22PF B-24PF
VYenosust ucnisitanus : Qp = 500mi/mun, remneparypa:37°C+1°C, Qr =10mi1/MuH
Cxopocts ximpenca/ Qp (Mi/Mun) 200 300 400 200 300 400 200 300 400 200 300 400 200 300 400 200 300 400
Movesuna (M/MuH) 189 251 281 191 259 290 193 266 300 195 274 311 197 284 321 198 291 330
Kpeatutun (m/mun) 180 232 260 183 244 275 186 256 287 189 267 299 192 280 311 195 286 322
Pocar (Mi1/MuH) 179 228 267 185 240 280 190 250 292 192 260 305 195 272 317 197 281 329
ButamuH B12 (Mi/mun) 114 132 142 123 148 158 130 162 175 138 177 188 146 190 202 153 201 214
[anenne napnenus B otcexe kposu (mmHg) <50 <70 <90 <45 <65 <85 <40 <60 <80 <40 <55 <75 <40 <55 <75 <40 <55 <75
Ckopoctb ynbrpaduisTpanun (Mmia/dac/ mmHg)
Q& =300ms/mus, TMP=100mmHg 21 23 26 29 33 36
O0béM KpoBH (Mi1) 85 98 110 125 137 150
D¢ dexTuBHAs TIOMATL MEMOpPaHBI (m?) 1.4 1.6 1.8 2.0 2.2 2.4

Oco0ble yc10BHSI H METOABI XpaHeHHs1: Bo BpeMsi TpaHCHOPTHPOBKHU ClieyeT n3derarh aBapuil Win
BO3ICHCTBUSL JIOXK/Is, CHEra WIM NPSAMBIX COJIHEYHbIX Jiydedd. [loxkanmylicTa, XpaHUTE €ro B XOpPOIIO
MPOBETPHBAEMOM TIOMEIEHNHH ¢ Temiieparypoit xpaneHust 0°C~40°C, ¢ OTHOCHTENIBHON BIXHOCTBIO HE
6oiiee 80%. XpaHUTh BAAIN OT XMMHUKATOB M BIIQXKHBIX IIPEIMETOB.

Cpok roqHoOCTH NPH XpaHeHHH: MoKajyiicTa, oOpaTuTech K (haKTHUECKOH MapKUpPOBKE.

Mocaenponaxknoe odcay:xxknBanmne: [loxanyiicrta, coxpaHsiiTe OpUrHHAIBHYIO YIAKOBKY JUIsl JIO0OT0O
M3YYCHUS Ka4eCTBa MPOIYKIINH.

E <IIpencraButens EC>

MT Promedt Consulting GmbH

Anpec: Ernst-Heckel-Strafie 7 66386 St. Ingbert Germany
Texn: +49 (0) 6894 581020 dakc: +49 (0) 6894 581021

‘ <[Ipou3zBoaurens>

Bain Medical Equipment (Guangzhou) Co., Ltd.
Anpec: No. 10, Juncheng Road, Eastern Area, Economic and

passurus, ['yanpkoy, 510760 Kurait)
Ten.: +86-20-82265249  ®dakc: +86-20-32067500
E-mail: sales@baingz.com

ACOXP&HHTC 9Ty HHCTPYKIIHIO JUISl HCIIOIB30BAHMUSI IIOCIIE TOT0, KAK BCE MPOIAYKTHI B 9TOIT KOPOOKE H3PACXO0BAHBI.

[Hara: 2022-07-27

Crnenano B Kurae

Technological Development District, Guangzhou, 510760 China
(Bocrounas 30Ha, Paiion DKOHOMHUYECKOTO ¥ TEXHOJIOTUYECKOTO

BM-AWO030412FG2




BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

The following EC declaration of conformity exemplifies the required content according to
Directive 93/42/EEC.

Doc: BM3-TF-PM-04 (EB) rev.: A.5 24/05/2021

Add.: No.10,Juncheng Road,Eastern Area,GETDD,China.510760 Tel:86-20-82265249 Fax:86-20-32067500 Website:www.bainmedical.com



@ BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.,LTD

EC DECLARATION OF CONFORMITY

Name and address of the manufacturer:
BAIN MEDICAL EQUIPMENT (GUANGZHOU) CO.LTD
No.10, Juncheng Road, Eastern Area, Economic and Technological Development District, Guangzhou 510760, China.

No.10, Banhe Road, Economic and Technological Development District, Guangzhou 510535, China.

We declare under our sole responsibility that
the medical device: Hollow Fiber Dialyzer

UMDNS Code: 11234
GMDN Code. 47072

Brand Name: DORA

Model codes: B-08PF, B-09PF, B-10PF, B-11PF, B-12PF, B-13PF, B-14PF, B-15PF ,B-16PF, B-17PF.B-18PF ,B-
19PF B-20PF, B-21PF, B-22PF, B-23PF. B-24PF, B-08HF, B-09HF, B-10HF, B-11HF, B-12HF, B-13HF, B-14HF, B-
15HF ,B- 16HF, B-17HF .B-18HF .B-19HF ,B-20HF, B-21HF, B-22HF, B-23HF, B-24HF

of class: IIb

according to annex IX of directive 93/42/EEC

meets the provisions of the directive 93/42/EEC and its transpositions in national laws which apply to it. The declaration
is valid in connection with the *final inspection report” of the device.

Conformity assessment procedure: Directive 93/42/EEC Annex ll, excluding Section 4
Registration No.: HD1518511-1
Notified Body: TUV Rheinland LGA Products GmbH

TillystraBie 2

90431 Niirnberg
Deutschland
CE 0197

RN

Guangzhou, 24/05/2021 MU Fangzhen, Management Representative
Place, date / Marme and function
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DORN Hollow Fiber Dialyzer C€0197
PF Series

[ ) o
HOIIOW Flber DlG'YZer Model B-14PF B-16PF B-18PF B-20PF B-22PF  B-24PF
o QB(mL/min) 200 [ 300|400 | 200 | 300|400 |200|300|400|200|300|400|200 |300 400|200 |300 |400
PF Series

Urea 189 | 251 | 281 | 191 | 259 | 290 | 193 | 266 | 300 | 195 | 274 | 311 | 197 | 284 | 321 | 198 | 291 | 330

Creatinine | 180 | 232 | 260 | 183 | 244 | 275 | 186 | 256 | 287 | 189 | 267 | 299 | 192 | 280 | 311 | 195 | 286 | 322

Clearance

ULSIIIE prosohate | 179 | 228 | 267 | 185 | 240 | 280 | 190 | 250 | 292 | 192 | 260 | 305 | 195 | 272 | 317 | 197 | 281 | 329
VitaminBr2 | 114 | 132 | 142 | 123 | 148 | 158 | 130 | 162 | 175 | 138 | 177 | 188 | 146 | 190 | 202 | 153 | 201 | 214

Test condition: Qo=500mL/min, Qr=10mL/min, temperature 37C+1C

Model B-14PF B-16PF B-18PF B-20PF B-22PF B-24PF

Membrane Polyethersulfone

Housing and caps material

Wall thickness(um)

Max TMP (mmHg)
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