NBEFRE (M) BRAT
LBain #ik: HESHHEHFEATFRRRXLRE 10 S #4%: 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. wit-h 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-AV.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 behalf of
BAIN MEDICAL EQUIPMENT (GUANGZHOU) 0., LTD

NEEFFEE (M) AR

Digitally signed by Bolea Petru
Date: 2026.05.27 13:10:38 EEST
Reason: MoldSign Signature
Location: Moldova

| MOLDOVA EUROPEANA

Zhang Peng,

Executive Deputy Factory Director of
Bain Medical Equipment (Guangzhou) Co., Ltd
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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)U.lCﬁ cTaju. )lﬂHHLIﬁ TIPOAYKT HE COZCPIKHUT JIaTEKCa.

2. Kondurypauus npoayKTa H XapaKTepHCTHKH

Pazmeper urn

14G,15G,16G,17G

KoMmoHeHTBI urit

3aIUTHBIN KOTMAYOK, KAHIOMS, KPBUIBIIIKH,
3KHUM, JI09pOBCKHil KoHHekTop (Female), u T.11.

3. Ilokazanusi K NpHMeHEHHI0
3TOT TIPOAYKT TMPEAHA3HA4YCH JUIA MYHKOWH BEH TIpH  TEMOAHAIHM3EC,

reMOoGHIBTPALME U IeMOHaQHIbTPALHH.

Kpome Ttoro, onn moryr ObITH

HCTIONB30BAHBl U TNPH JAPYTHX METOAAX JICYCHHSA, B KOTOPBIX HCTIOJB3YCTCA
9KCTPaKOPIOPANbHBIH KOHTYP KPOBH, WM Tae OOIbIIOH 00beM KpoBH
JOJIKCH OBITH yAaleH W3 MauMeHTa, HAnpuMep B CIy4Yac IIPOBCACHHA
npouenypsl wiasmadepesa, reMonepdy3un WK Cenapanui KIETOK KPOBH.

4. MeTo npuMeHeHust

1) H3Bnekure UIIly U3 yIAKOBKHU.

2) IlpoaesnHpUUHMpPYHTE KOKY B MECTE UIATYHKIIUH.

3) CHuMHTE KOJNAYOK C JIFO3POBCKOrO KOHHEKTOpA, yHAJUTe BO3JAYXH3
TPYOKHM (hU3MOTOTHYECKMM PAaCTBOPOM, CHUMHTEKOJITIAYOK C KaHIOJH.

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) Ilocme mpouemypsl TeMOAMATM3a M BO3BpaTa KPOBM MAIMEHTY HINa
JI0JDKHA OBITh yhaneHa. YTHIM3alHs HCIONb30BAaHHOTO MEIMIHHCKOrO
M30eNHA  JIOJDKHA TPOM3BOJMTECA B COOTBETCTBHM C  TMPHMHATOH
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

NPOBETPUBAEMOM TOMEIIEHHH C OTHOCHTEIBHOM BJIAKHOCTHIO BO3JyXa HE
6omee 80%, 1 OTCYTCTBUM arpecCMBHBIX ra3oB. He xpanuTe Ha ckiane BMecTe
C XHMHYECKHMH BEIECTBAMHU H BIQXKHBIMHU U3IEITHSAMH.

6. MephblI 11Pe10CTOPOKHOCTH IIPH HCIIOJIb30BAHMHI

b}

2)

3)
4)

5)

TIpyMeHeHHe  JAHHOTO  W3JENHs  JO/DKHO — NPOHMCXOIUTH IO
Hﬂ6JTK)}Z[eHHeM Bpa4da, B COOTBETCTBHHM C MpaBHJIAMH aCCNTHKH, Ha
NPOTSKEHHH BCei npouenypbl. Cpok IeHCTBHS CTEPUIN3ALHIH IIPOIYKTA
COCTABJISACT TPH TOaa. nO)KZU[yﬁCTa, TIPOBEPHLTE AATy HMCTCYCHHA CpPOKa
TOIHOCTH TIePeJl HCIIOIb30BAHUEM JUISl MPEIOTBPAIICHNS KOHTAMUHALIMH
W HHCl)HHHpOBaHHﬂ. He HC"OHBZyﬁTE TPOAYKT C HMCTCKIIUM CPOKOM
TOIHOCTH.

CTCpHﬂBHO, AMUPOTrCHHO. M3ﬂeﬂ"e CTEPUIH30BAHO raMMa-H3JTy4YCHHEM.
He wucnone3yiite u3jenue, ecld yNaKOBKAa NMOBPEKIECHA MM MMEIOTCS
TIOBPEKACHUSA COCTABHBIX qacTei Cl)HCTyﬂBHOﬁ MIJIBI.

BeKkpoiiTe ynakoBKy W aKKypaTHO H3BJIEKUTE (HCTYJIBbHYIO HIILy.

B Clryqace HCMPAaBHIBHOTO TTOJAKITIOYCHUS q)HCTyJTBHOﬁ WIJIbI, WA €CIIN
nMeeTcsl yTedka JKHIKOCTH, HIM 00pa3soBaHHe Iy3bIPHKOB BO3/yXa,
JICYCHHUEC WIIH KOPPEKTHPOBKA JOJIKHBI NMPOU3BOJAMTHCSA BpPAvOM. Ecmn
CHTYyalUs He YJIydIIHTCS, YCTAHOBUTE HOBYIO(DHUCTYIBHYIO HIITy.

ﬂaHHOC H3ACIUC TIpEIHA3HAYCHO TOJIBKO s OAHOKPATHOTO
HCIIOJIB30BAHUSA,  IIOBTOPHOE  HCIIONB30BAaHHE  HACTOSTENIBHO — HE
PEKOMCHAYCTCA. nOBTOpHOe HUCIIOJIB30BAHUEC MOXKET BBbI3BATH
OTPHUATEIbHYIO PEAKIMIO OPraHM3Ma IAlMeHTa MIM MOXET CTaTh
TPUYHHOH  HEMPaBHIBHOTO  (hYHKIIMOHMPOBAHHS Jns
NPEeJIOTBPAIICHHs.  PACHPOCTPaHeHHs  HHQEKIH, Uit
apTCpHOBEHOBHOﬁ q)HCTyJTBI JOJIKHBI 6BITB YTHIU3HPOBAHBI COTTIACHO
3aKOHaM NpaBHIaM 110 YHHYTOXKEHHIO HHQHIMPOBAHHBIX

M3JIeIHs.
UTJIBI

MEIUIHHCKHX OTXO0B.

6) DOror mpoaykr coxepxur DEHP (mu-2-srmirekcuidranar). Crexayer
06pa'rm‘5 Koraa STOT MNPOAYKT  HCIOJIB3YETCA  JUId
GepeMEeHHBIX JKEHIIMH, KOPMALIMX MaTepeil, MIaJeHIIeB U JeTeil.

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

8) 1/13}1611“3 HCTIOJIB3YETCA ¢ KPOBOMPOBOAANIMMH MaruCTpaasiMu, KOTOPbIC
OCHAILIEHbI CTAHAAPTHBIM 3aMKoM Jlioopa.

9) HUcnonb3oBanue usenus npu J060M HECTAHAAPTHOM TCUYCHHH IIpoIecca
JIeYEHUs  JIOIDKHO IPOBOJMTCSA IOJ  PYKOBOJACTBOM Bpaia M B
COOTBETCTBHH C €r0 PCKOMCHAALIUAMH.

10) B ciaydae cepbE3HBIX OCIOXKHEHMI, INpH HCIHOJIb30BAHUM  HIJIBL,

nO)KﬂJ'lyﬁCTa, COO6U.H/IT€ 06 sTOM TIPOU3BOJUTEIIIO HIIM  MECTHOMY

KOMIIETEHTHOMY OpraHy.

anMeHeHHC H3ACIUAHE HWMCECT CICHHANIBHBIX "pOTHBO"OKBaHHﬁ.

MoryT GbITh HIPHMEHHMBI OOLINE IPOTHBOIOKA3AHUS [UIsl TeMOIHAIH3a.

[oxanyiicra, MapKMpoBKY ~MOJEIH Ha

YIAaKOBKe, CPOK I'OJHOCTH, KOJI HAPTHH M T. [I.

7. T'apanTuiinoe 06c/Ty:KHBAHHE

CoxpansiiiTe OpPHUIMHANBHYIO YNAKOBKY H3JIe/Hsl JUIs NPOBEPKH KayecTBa

BHHMaHue,

11)
12) obpamaiite BHUMaHHEHA

TOBapa.
8. CuMBoOJIBI

He ucnonp3oBath
IOBTOPHO

CrepHiin30BaHO
raMMa-H3JIy4eHHeM

Jlara nipoun3BojcTBa TIponssommurens

Kon maprun Hcnonb3osath 10

XpaHHTb B CyXOM MecTe

Homep 1o karanory

He ucronb30BaTh ecin -
YIIAKOBKA MOBPEK/ICHA

Bepeus or BozeiicTBus
COJIHEYHBIX Hy‘le;l

OcTopokHO O6pamatbes GepeskHo

OGparurech K

MHCTPYKIIMH 110 Orpannyenne BIaKHOCTH

Tp

CozepKuT nim

Anmnporenno
TIPUCYTCTBHE Cl]T’rlHﬂT’r]
. YrnonuomodeHHblit
TemneparypHblit
TPE/ICTABUTEb B
npezen o
Esponeiickom coobiiectse
CE mapkupoBka
(ceprudukaums BEPX
Egpocoiosa ) —

JlexapupoBaH Ha
coorserctue F'OCT
PO

<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

u <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

A Coxpaﬂm‘e JIAHHYI0 MHCTPYKIHUIO 10 3KCILTyaTalluH, I0Ka BCe
n3aenns He Oy/yT HCIIONB30BaHBL.

Jara: 2022-12-20 Cnenano B Kurae

BM-BW020412G1
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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 14G, 15G, 16G, 17G

Components

Protective cap, Cannula,

Female Luer Lock, etc.

Wing, Clamp,

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) Take out needle from pouch.
2) Disinfect the skin which is intended to be punctured. Please keep the original packaging for any investigation on product
3) Screw off cap from female luer lock, and fill up tubing with quality.
physiological saline to exclude air inside. 8. Symbol - .
4) Hold the wing, take off the needle cap, then puncture the vein, ® Do not re-use itr?;};zt;céinusmg
clamp tubing once blood fills up the tubing. Date of
5) Fix the cannula at the puncture site by medical adhesive tape. d] manufacture d Manufacturer
6) Connect with bloodline for hemodialysis. Batch code g Use-by date
7) After the treatment and blood returned to patient, withdraw the
needle from patient, and discard it into the designated sharps Catalogue number T Keep dry
collection container. Do not use if e Keep away from
5. Transportation and storage @ package is 7_&? sunlight
Please avoid crash and exposure to rain, snow or direct sunlight damaged
during transportation. The storage temperature is 0°C~40°C, please A Caution \’i Handle with care
store it indoors with relative humidity no more than 80%, well Consult
ventilated and without corrosive gases. Do not store this product in I:Ii] instructions for Humidity limitation
warehouse together with chemicals and moist articles. use -
6. Precautions in use M Non-pyrogenic DE",, gf():ltl?;l[:la(i; presence
1) Using the product should be supervised by a physician or Authorized
adequately trained personnel, in accordance with aseptic /ﬂ/ Temperature limit ;‘;presentative in the
technique throughout the entire procedures. The validity period C];l;?;;lejr?ity
of sterilization is three years, please check expiration date prior
to use to prevent contamination or infection, do not use any C € CE marking H This end up
expired product.
2) The products is fully sterilized by irradiation, sterility and <EU Representative>
non-pyrogenicity. Do not use the product if pouch is damaged. MT Promedt Consulting GmbH
Assure that there are no flattened portions or kinks, and Add.: Ernst-Heckel-StraBe 7, 66386 St. Ingbert, Germany
protective caps are not detached before use. Tel: +49(0)6894 581020 Fax: +49(0)6894 581021
3) Open pouch and take out fistula needle carefully.
4) If fistula needle not be properly connected, or there is any fluid u <Manufacturer>
leakage or air bubbles, treatment or readjustment should be Bain Medical Equipment (Guangzhou) Co., Ltd.
performed. In case of no improvement, please replace with Add.: No. 10, Juncheng Road, Eastern Area, Economic and
another new fistula needle. Technological Development District, Guangzhou, 510760 China
5) This product is for single use only and reuse is forbidden. Reuse Tel: +86-20-82265249  Fax: +86-20-32067500
or reprocessing of this product may lead to adverse reaction to E-mail: sales@baingz.com
patient and/or device failure. It should be discarded according to
laws and regulations relevant to disposal of infectious medical A . R X
. . Keep this Instruction for use until all of the products
waste to prevent infection. .
6) This product contains DEHP (Di-2-ethylhexyl phthalate). in this carton are used up.

Attention should be paid when this product is used for pregnant
women, lactating women, infants and children.

foreign matter, blood leakage, or clotting, etc., proper measures
shall be taken according to doctor’s advice.

10) If serious incident occurs, please inform the manufacturer or

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

Date: 2022-12-20 Made in China

BM-BW020412G1
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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
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