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Beromed GmbH Hospital Products

Instruction For Use
Version: A Date: 20210225

Product Name: BEROJECT III Disposable Sterile Syringe (Luer Lock) without needle
Specification: 1ml, 2ml, 3ml, Sml, 10ml, 20ml, 30ml, 50(60)ml, 60 ml

Manufacturer Name: Beromed GmbH Hospital Products, Germany

Registered Address: Kronenstrasse 19, 10117 Berlin, Germany

Production Site: Jiangsu Kanghua Medical Equipment Co., Ltd.

Production Address: Sanhekou, Changzhou, China

Product Performance, Structure and Composition: The product is 3-part, luer lock, and composed by barrel,
plunger and gasket. The main raw materials are polypropylene, polyethylene and natural rubber.

Intended Use: Preparation of solutions and reagents for patients. Only for transient use. (as defined in
MDD93/42/EEC Appendix IX).

Indication: Absorb or prepare solution

Contraindications:

1. The patient's allergy to the material used (e.g. natural rubber)
2. Use with pressure equipment (e.g. syringe pumps).

3. The product is sterile and non-pyrogen. For single use only.

Instruction for use
1. Open the individual package, then remove the protector.
2. Absorb solution, and vent out the gas inside, then perform the preparation of solution or reagent.

Caution:

1. Sterilized by EO gas.

2. Do not use when individual package is broken or contaminated, protector removed or there is something
inside the package.

3. Sterilized, only for single use. Any re-use or re-sterilisation can be harmful to patients. Discard after use and

dispose of waste in accordance with national and institutional guidelines.
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Beromed GmbH Hospital Products

Instruction For Use
Version: B Date: JSKH/CE-2018-01

Product name : BEROJECT III Disposable sterile insulin syringe
Manufacturer name: Beromed GmbH Hospital Products, Germany
Registered Address: Kronenstrasse 19, 10117 Berlin, Germany
Production Site: Jiangsu Kanghua Medical Equipment Co., Ltd.
Production Address: Sanhekou, Changzhou, China

1. Scope of application
This product is mainly suitable for the injection of insulin solution into patients.

2. Main performance and structure, specifications
1)The product is composed by hand cap , barrel, plunger, gasket , needle cap and needle
2)Specification :0.5ml (U-100,U-40,U-20). 1ml (U-100,U-40,U-20)

3) Material specification:

Component : | Material

Syring

Barrel: Polypropylene

Plunger: Polypropylene

Rubber seal (gasket) synthetic rubber, latex-free
Hypode

Needle tube Stainless steel
Protective cap Polyethylene

4)Sterilized by EQO, bacteria free, non- pyrogenic.

3. Instruction for use
1) Remove protector, absorb solution, and vent out the gas inside.
2) Perform hypodermic injection.

4. Attention
1) Operators using this product must have relevant medical knowledge;

2) This product is valid for five years. Please pay attention to the expiry date at the sealing of individual package
before use. Do not use when expired.
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3) Do not use when individual package is broken or contaminated, protector removed or there is something

inside the package.

4) Once the single package is opened, use it immediately;

5) Discard after single use.
6) Only the corresponding concentration of insulin can be injected.

5. The storage and transportation of products
1) While transporting, the products should avoid heavy weight, direct sunlight and rain or snow soak.
2) This product should be stored in the environment where relative humidity is not more than 80%, and there is

no corrosive gas, cool, dry and well-ventilation.

Labelling and explanation.

1 Single use only ® The product can not be reused.

2 Reading the instruction a__i] Read the instruction before use

3 Lot No. Lot No. at a same production condition

4 Manufacturing date dl The manufacturing date of the product

5 EO sterilization TERILE|EO) The product is sterilized, by EO gas

6 Telephone \, The telephone to be contacted

7 Expiry date g The product has to be used before this date

. ¥ . . ]

8 Fragile e The product is fragile, easy to be broken, careful handling

9 Keep away from sunlight :f";\ The product shall avoid the hot during transport and storage

10 Keep dry The product shall avoid the humidity during transport and storage
Currency USD and EUR | UsD | EUR and PLN | Registered Office-Berlin
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Bank Code 100 700 00 100 800 00 100 800 00 Commercial Registry: Berlin-
Account No. 605 37 55 00 1 0905 83 45 01 | 0905 83 45 00 | Charlottenburg HRB'65718
IBAN DEO5 1007 0000 0605 3755 00 | DE48 1008 0000 0905 8345 01 | DE75 1008 0000 0905 8345 OO VAT No. DE 812 404 118
PetHcrpamua MH £/ Poésiparranzope | DRES DE FF 100 | DRES DE FF 100 :

www.nevacert.ru | info@nevacert.ru



Office: Beromep GmeH HospiraL PropucTs - Kronenstrasse 19 - 10117 Berlin - Germany

Postal Address
PF 060108
10051 Berlin

Germany

Phone
Fax
E-mail
http

BeROMED GMBH HOSPITAL ProODUCTS®

Office
Kronenstrasse 12
10117 Berlin
Germany

+49-30-20 45 14 60
+49-30-20 45 14 61
info@beromed.de
www.beromed.de

11 Weight limit for pile up Ly The maximum weight to pile up when transport and store
12 Manufacturer P | Name and address of the company
13 EC representative The authorized representative in European countries.

14 Don’t use if the packing damaged @ Don’t use the product if the packing is damaged.

15 Caution & Caution, please see instruction for use

16 Do not resterilize @ The device should not be re-sterilized after it once has been sterilized
17 Contains or presence of latex @ Contain or presence of latex

18 Latex-free

Do not contain or presence of latex

19 Non-pyrogenic

# »
= -

The product is non-pyrogenic
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bepomen I'mbX Xocnurasu IIpogakre

HHCcTpyKnHS 10 NpHMEHEHH IO
Bepcusn: B Hata: JSKH/CE-2018-01

HanmenoBanue NpoayKTa: cTepuILHbLINH HHCYIMHOBLII IINPUI OXHOKPaTHOro npumenennst BEROJECT IIT
Haumenosanue nsroroeutens: bepomen I'mBX Xocnuran IMIpoaakre, T'epmanns

HOpuauyeckuii anpec: Kponenmrpacce, 19, 10117, r. Bepaun, Tepmanus

IIpoussoacTBenHas miomanka: Jiangsu Kanghua Medical Equipment Co., Ltd.

Anpec npoussoacTea: CaHbXIK0Y, r. Yanwkoy, Kuraii

1. O6nacrs npuMeHeHHs
JlaHHoe M31ieNHe, B OCHOBHOM, IPHMERACTCS [UIsi MHBEKLMH PAacTBOPA MHCYIHHA NALHEHTaM.

2. OcHOBHbIE TEXHHYECKHE XaPAKTEPHCTHKH, CTPYKTYPA, crieuuduKanms

1) M3nenue COCTOMT H3 3aIIMTHOrO KOJINAYKa, WANHHDA, TIOPIIHA, PE3HHOBOIO yILIOTHHTENS (MporJtanku), KoJma4ka
HTJIBI 1 HIJIHL

2) Cremuduxanms: 0,5 mn (U-100, U-40, U-20), 1 mx (U-100, U-40, U-20)

3) Croeumduxamms Matepuana:

KomnoHeHT

Matepuan

Hunuuap: IMomunponunex
ITopuens: IMomunponunen
PesunoBrI yrutoTHHTENE CHHTeTHIeCKHH KaydyK,
(npoknanka) 6e3 maTexca

HronbHas TpyOka Hepaxasetoimas crans
3aIHTHEIH KOJIMTAY0OK ITonusTHneH

4) Hznenve CTEPHIH30BAHO 3THIEHOKCHIOM, HE CONEPKHT OaKTepHIA, aMHPOTeHHO.

3. HMHcTpyKuMs mo npHMeHeHHIo
1) CHATh 3aIMTHOE NPUCTIOCOGIEHNE, BBITIONHNT BCACHIBAHHE PacTBOPA M BBIMYCTHTb a3 U3HYTPH.
2) BBINONHHTE HOIKOKHYIO HHBEKITHIO.

4. BHuMaHue

1. Jlvua, Mcriosb3yromue JaHHOE H3IeNTHe, TOJKHEL 00a1aTh COOTBETCTBYHOLLIMMU METHIIAHCKUMHU 3HAHUAMH.

2. JaHHoe u3menue NeHCTBUTENBHO B TEYEHHE MSTH JIET. OO6paTtHTe BHUMaHKe Ha CPOK TOIXHOCTH Ha rePMETH3UPYIOIEM
1IB€ WHIUBHAYAIbHOH YIaKOBKHM Iepe/ WCTIONL30BaHueM. Hanenne 3anpeaeTcs HCIONb30BaTh MOCIe UCTEUEHHs CPOKa
TOAHOCTH.

(Hoonuce)
INeyare: Bepomer

mO6X Xocnuran [Iponakre

Banwora Honnaps CLIA u espo Honnapei CHIA =1\

Bauk Deutsche Bank AG Commerzbank AG \ g@Funuqecxwﬁ anpec: r. epmn

Koz 6arka 100 700 00 100 800 00 | Ynipasnsiowmsii mupexrop: Hopr Bapu
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SWIFT DEUT DE BB DRES DE FF 100

Ilepesoo coomeemcmeyem opuzunany. Iepesoduux I'anyso

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru



Oduc: Bepomen M'mGX Xocnuran INponaxrc » Kponenurrpacce, 19+ 10117, . Bepmin « Tepmanis

BEPOMEJ 'MEX XO

T T

ITouToBbIi aapec: Oduc:

PF 060108 Kponenwrpacee, 19,
10051, r. Bepaun 10117, r. Bepnun
epmanus I'epmanus
Tenedou: +49-30-20 45 14 60

daxc: +49-30-20 45 14 61

3. noura: info@beromed.de
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3. Banpemae"rc:ﬂ HCIIONB30BATE H3IEJIIHE B Cly4ae, €Cli WHIWBHUAyallbHas YIIAaKOBKa TMOBpEXKIACHA WM 3arpA3HCHa,
3al0UTHOE HPHCHOCOGHGHHC CHATO HJIH B Clly4ae HalIu4ua B
Wznenue HeoOXOAMMO HUCTIONB30BaTh Cpasy IocJie€ BCKPBITHA YIAKOBKH.
VTHJ'IPBPIpOBaTb ITOCJIE ONHOKPATHOT'O HCIIOJIb30BaAHHA.
Honycxae*rca BBOJWTDL TOJIBKO COOTBETCTBYIOLLYH) KOHUEHTpaLlUO HHCYJIHHA.

b

—~th ows

XpaHeHHe H TPAHCIIOPTHPOBKA M3AETHIA

HyTpPH YI2aKOBKH IIOCTOPOHHHX TPEAMETOB.

Ipu TpaHcnopTHPOBKE He CIIEAyeT MOABEPraTh H3JENHE BOZAEHCTBHIO GOIBIIONO BECa, MPAMBIX COJHEYHEIX JIy4el,

J0KAA UJIH CHEra.

JlaHHOE M3/IENHe CEyeT XPAHUTD B [IPOX/IAIHOM, CYXOM XOpOIIO BEHTHIMPYEMOM IMOMEIIEHUH C OTHOCHTENbHOI
BJIRXHOCTBIO He Gostee 80 % npH OTCYTCTBHM arpecCHBHBIX Ta30B.

MapkHpoBKa U pacliM(poBKa

1 Tonbko 114 OJHOKPATHOTO NPUMEHEHH @ TTPOAYKT He NOIJIEXNUT IOBTOPHOMY MCIIONB30BAHUIO
2 YuTaTh HECTPYKLIHIO [ﬂ:g Tlepen ucrnonb30BaHAEM NPOYUTATE HHCTPYKIIHIO
3 Ne mapruum No mapTHH IpH TEX e IPOM3BONCTBEHHBIX YCIOBHAX
4 Jarta usrotosnenus ﬁ] Hata H3roTOBJIEHHs IPOAYKTA
5 CrepuauzaLust STHICHOKCHIOM freRitEeq) TIposyKT cTepHIM30BaH 3THIEHOKCHIOM (ra3)
6 Tenedon \. TenedoH nns ceazu
IT; Heobxo b i
7 e T— PORYKT HEOOXOAMMO HCTIOIB30BATh 10 YKAa3aHHOM
IaThl
. 0 i

8 Xpynkuit : IIpopykt Xpynkuii, nerko nospexnaercs, Tpedyet

Cee Gepexnoro obpaiueHus

= Hzberars €BaHHSA B
9 Bepeus OT conHeuHOrO CBETA N . TPSIUETS RO GpeNA

v #) TPaHCIOPTUPOBKH H XpaHEHHUS

o U Th MO
10 | Bepeus or Bnaru v it 30eraTh nonagaHus BIArk BO BpeMs

3 TPaHCIIOPTUPOBKH M XPAHEHHUS

(Hlodnuce)
Tlewars: Bepomen I'm6X Xocnuran ITponakre
/_ﬁ,& e

Bamora Honnapet CILIA u espo Joanape: CLUA Eépo(&\ DK HABAD
Banx Deutsche Bank AG Commerzbank AG /’c imérebiank AG 55 waecku anpec: r. Bepun
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BEPOME/I T'MBX XOCITUTAJI TPOJAKTC®

T

IouroBerii anpec: Odue:
PF 060108 KponeHwpacce, 19,
10051, r. Bepaun 10117, r. Bepauu
Fepmanug Iepmanns
Tenedon: +49-30-20 45 14 60
Makc: +49-30-20 45 14 61
3On. noyra: info@beromed.de
Oduc: Bepomen I'mGX Xocnuran [Tponakte » Kpowenwrpacee, 19 + 10117, r. Bepaun » lepmanua . Caiit: M%*@ - R
=l MakcuManbHBIiH Bec 718t CKNaiupOBaHus MpU
11 OrpanuyeHue Beca Ul CKIaIHpOBaHUs i P P
{Stkine} TPaHCMIOPTUPOBKE H XPaHEHHH
12 | HUsroroutens pov | HavmeHnoBaHue u anpec KOMIaHuu
13 | IpencraBurens B EC EC [REP| | YIIOMHOMOUEHHBIH peaCTaBHTENb B CTpaHax EBpomE!
14 He ncnone3oBath NpH NoBpexIeHHH @ He ncrnonesoBaTh NpoAyKT NPH HOBPEXICHUH
YINaKOBKHA YIIaKOBKH
15 | Banmanmue! A Brumanue! CM. HHCTPYKUHIO 110 IPHMEHEHHIO
IMocne onHOKpaTHOM CTEpHIH3ALNH H3LENHE
16 | He cTepunu3oBaTh MOBTOPHO @ AELAS p an A
3anpemacTCs CTepUIH30BaTh NOBTOPHO
17 | ConepxuT natekc @ ConepkuT naTekc
18 | He comepxur narekc @ He conepixar natexc
L L
19 | Anuporenssrit )ﬁ( TTponyKT ABIAETCA AHPOrEHHBIM
LS -
(Ilodnuce)
Heuars: Bepomen I'm6X Xocnuran ITponaktc
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BEROMED GMBH HOSPITAL PRODUCTS®

Postal Address Office

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +49-30-2045 14 60
Fax +49-30-20 45 14 61
E-mail  info@beromed.de

Office: Beromeo GmeH HospitaL PropucTs - Kronenstrasse 19 - 10117 Berlin - Germany http www.beromed.de

Beromed GmbH Hospital Products
Instruction for Use
3.1 Product name: BEROJECT lll Disposable sterile Catheter Tip Syringe

3.1.1 General Description

BEROIECT lil Disposable sterile Catheter Tip Syringes are manufactured according to ISO 7886-1: 2017 and
GB15810-2001 standards. The main products are 3-part, using medical grade Polypropylene as raw material,
strictly manufactured from materials input to products assembling at 10,000 grade cleaning workshop
according to the requirement. There are up to 4 types. The products are non-bacterial, non-toxic, and non-
pyrogenic after EO sterilization. The products are single-use, which can avoid cross infection. They are easy to
use for patients’ feeding and irrigation.

3.1.2 Scope of Application and Intended Use

50 (60) ml (3-part, central cone): Accurate measurement of the volume of irrigation solution. It is used for
surgical and gynaecological irrigation as well as irrigation of body wound surfaces and hollow organs. Use within
five years after sterilization.

100 ml (3-part, central cone): Accurate measurement of the volume of irrigation solution. It is used for surgical
and gynaecological irrigation as well as irrigation of body wound surfaces and hollow organs. Use within five
years after sterilization.

120ml (3-part, central cone): Accurate measurement of the volume of irrigation solution. It is used for surgical
and gynaecological irrigation as well as irrigation of body wound surfaces and hollow organs. Use within five
years after sterilization.

3.1.3 The Structure and composition
3-part catheter tip syringe: 50 (60)ml, 100ml, 120ml. All are composed of barrel, plunger, latex gasket or latex-
free gasket, protector (cap).

3.1.4 Instruction for Use

1) Open the individual package.
2) Remove the protector, suction food then feed the patent. Or remove the protector, suction fluid, then do
surgical, gynaecological irrigation or flush the patent’s wound surfaces. i

3.1.5 Attention
1) This product is valid for five years. Please pay attention to the expiry date at the sealing of individual package

before use. Do not use when expired. )/,

Currency USD and EUR | UsD { EUR and PLN Regis‘éed Offk‘ ~Berlin

Bank Deutsche Bank AG | Commerzbank AG - Commerzbank AG | Managing Diregtor: Jorg Bariz
Bank Code 100 700 00 ' 100 800 0O ' 100 800 00 Commercial Registry: Berlin-
Account No. 605 37 55 00 0205 83 45 01 | 0905 83 45 00 Charlottenburg HRB 65718
IBAN DEO5 1007 0000 0605 3755 00 ' DE48 1008 0000 0905 8345 01 { DE75 1008 0000 0205 8345 00 | VAT No. DE 812 404 118
e\{'vniglpamm BB%QE(Q:EJEJ%BHaﬂSOpe | DRES DE FF 100 ! DRES DE FF 100
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BeromeD GmeH HosPITAL PRODUCTS®

Office
Kronenstrasse 19
10117 Berlin
Germany

Postal Address
PF 060108
10051 Berlin
Germany

Phone  +49-30-2045 14 60
Fax +49-30-20 45 14 61
E-mail  info@beromed.de

i www.beromed.de
Office: Beromep GmeH HospiraL PropucTs - Kronenstrasse 19 - 10117 Berlin - Germany h’ftp

2) Do not use when individual package is broken or contaminated, protector removed or there is something
inside the package.
3) Discard after single use.

3.1.6 The storage and transportation

1) While transporting, the products should avoid heavy weight, direct sunlight and rain or snow soak.

2) This product should be stored in the environment where relative humidity is not more than 80%, and there
is no corrosive gas, cool, dry and well-ventilation.

3.1.7 Label and explanation ( see Table 1 ).

1 Single use only The product can not be reused.

2 Reading the instruction Read the instruction before use

3 Lot No. Lot No. at a same production condition

4 Manufacturing date The manufacturing date of the product

5 EO sterilization The product is sterilized, by EO gas

6 Telephone The telephone to be contacted

7 Expiry date The product has to be used before this date

8 Fragile The product is fragile, easy to be broken, careful handling

D‘\

9 Keep away from sunlight £ The product shall avoid the hot during transport and storage

10 Keep dry Lo 4] The product shall avoid the humidity during transport and storage

11 Weight limit for pile up - The maximum weight to pile up when transport and store
Currency USD and EUR | UsD { EUR and PLN | Registered OfficesBerlin
Bank Deutsche Bank AG | Commerzbank AG Commerzbank AG . Managng Dire or Joig Bartz
Bank Code 100 700 00 ' 100 800 00 . 100 800 00 | Commercial Re |stFy: Berlin-
Account No. 605 37 55 00 0905 83 45 01 | 0205 83 45 00 | Charlottenburg\dRB-65718
IBAN DEO5 1007 0000 0605 3755 00 = DE48 1008 0000 0905 8345 01 | DE75 1008 0000 0905 8345 00 : VAT-No. DE 812 404 118
SWIFT  BEUT DE BB | DRES DE FF 100 DRES DE FF 100
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BeromED GMBH HOSPITAL PRODUCTS®

Postal Address Office

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +49-30-20 45 14 60
Fax +49-30-20 45 14 61
E-mail  info@beromed.de

Office: Beromen GmeH HospitaL PRODUCTS - Kronenstrasse 19 - 10117 Berlin - Germany http www.beromed.de
12 Manufacturer aaall Name and address of the company
13 EC representative EC |REP The authorized representative in European countries.
14 Don’t use if the packing damaged @ Don’t use the product if the packing is damaged.

Manufacturer name: Beromed GmbH Hospital Products, Germany
Registered Address: Kronenstrasse 19, 10117 Berlin, Germany
Production Site: Jiangsu Kanghua Medical Equipment Co., Ltd.
Production Address: Sanhekou, Changzhou, China

Currency USD and EUR usD ' EUR and PLN

Bank Deutsche Bank AG ' Commerzbank AG | Commerzbank AG

Bank Code 100 700 00 ' 100 800 00 | 100 800 00 | Commercial Registry: Berlin-
Account No. 605 37 55 00 0905 83 45 01 1 0905 83 45 00 | Charlottenburg HRB 65718
IBAN DEO5 1007 0000 0605 3755 00 | DE48 1008 0000 0905 8345 01 | DE75 1008 0000 0905 8345 00 | VAT-No. DE 812 404 118
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bepomen I'mBX Xocnuran Ipogakre

HucTpykuus 1o npuMeHeHHI0

3.1 HaumenoBaHHMEe NPpPOAYKTa: CTEPHJIBHBIH IIMPHI OJHOKPATHOrO npumenenus BEROJECT III ¢
HAKOHEYHHKOM KaTeTep-THII

3.1.100wee onucanue

CrepunbHBIE WNPHLBI OTHOKpaTHOro mpumeHeHns BEROJECT III ¢ HaKOHEUHHKOM KaTeTEeP-THIl MPOU3BONATCA B
COOTBETCTBHH CO CTaHmapTamu ISO 7886-1:2017 u GB15810-2001. OcHoBHas NpOXYKLKS - TPEXKOMITOHEeHTHas. B
KauecTse CHIPbA HCMONB3YETCS MONMNPONMICH MEIMUMHCKOTO KayecTBa, M3rOTOBJNEHHBIM CTPOro u3 MaTEpPHaJIOB,
BBOJMMBIX B COOPKY M3/EJTHIT B LIEXy CO CTeNeHbt0 ourcTky 10 000 cornacHo TpeGoanmio. Beero GeieaeT 10 4-X BUIOB
usnenuit. Wsnenws sABNAIOTCS HeGAKTepHANLHBIMH, HETOKCHYHBIMH M amUPOTeHHBIMH  TIOCJIE  CTEpHJIM3aliH
STUNeHOKCuAOM. M3zenus npeaHasHadeHbl 11 OXHOKPATHOTO MPHMEHEHHMS, Y4TO MO3BOJSAET HM3GekaTh IIEPEKPECTHOTO
3apaxenus. X yno6HO MCronb30BaTh 11 KOPMIICHHS MAUMEHTOB H IPOMBIBAHKA.

3.1.20061acTe NPHMEHEHHS! U 1IeJIeBOE Ha3HAYEHHE

50 (60) M (TpeXKOMNOHEHTHBIH, LEHTPATLHBIH KOHYC): TOYHOE H3MEpEHHe 00beMa HWPPUrallMOHHOTO DPACTBOpA.
Hcnons3yeTcs 1is MPOMBIBAHHS B XOIe XHPYPTHYECKOrO BMELIATENLCTBA M MHHEKOIOTHIECKIX MaHHITyTALUH, a TaKxKe
TPOMBIBAHHA PAHEBLIX OBEPXHOCTEH TeJIa H NOILIX OPraHoB. HICIONE30BaTh B TeUeHNe TATH JIET OCIe CTepHIH3ALMM.
100 Ma (TpPeXKOMITOHEHTHBIH, ILEHTPAIbHbIIl KOHYC): TO4YHOE H3MEpEeHHe O00BEMa MPPHIALHOHHOIO pacTBopa.
Hcnonb3yeTcs A1 POMBIBAHMS B XO/I€ XMPYPrHYECKOro BMEIIATENbCTBA M THHEKOIOHYECKHX MaHUITYJIALH, 8 TaKKe
NIPOMLIBAHHA PAHEBBIX IOBEPXHOCTEH TeNA H MOJIBIX OPraHoB. MCIIONb30BATE B TEUEHHUE [ISITH JIET HOCIE CTEPHIH3ALHH.
120 M1 (TpeXKOMMOHEHTHbIH, LEHTpanbHEI KOHYC): TOYHOE H3MepeHHe O00beMa MPPUIalHOHHOIO pacTBopa.
Vicronb3yeTcs A NPOMBIBAHAA B XOA€ XUPYPrHUECKOIO BMELIATENBCTBA H [HHEKONOTHYECKIX MaHMITYJIALHM, a TaKkxke
TIPOMBIBAHUS PAHEBLIX MOBEPXHOCTEH Tesla ¥ NONBIX OpraHos. MCrons30BaTh B TEYEHHE MSTH JIET HOCIE CTEPUNM3ALHH.

3.1.3CrpyKrypa u cocTtap

LInpyn ¢ HaKOHEYHHKOM KaTeTep-THII TPEeXKOMIOHEHTHBIH: 50 (60) Mm, 100 mu, 120 mz1. Bee BUbI ITIPHLEB COCTOAT H3
UMITHHAPA, MOPIUHA, NATEeKCHOH NPOKIAJKH WM NPOKTAIKH, He COAepKalleH JaTeKe, 3alMTHOTO npucnocobieHns
(xonmauka).

3.1.4 NHceTpyKuus no NpUMeHeHHIo

1) BCKpBITE MHIMBHIYa/IbHYIO YTIAKOBKY.

2) CHATh 3aMTHOE NPHCMOCOGEHHE, BHINONHHTH BCACHIBAHHE IHIOY, 3aTeM HAaKOPMHTh MNaunMeHTa. MM CcHATh
3aIUUTHOE MPHCTIOCOO/IEHHE, BBITIONHHTE BCACKIBAHUE KHMIKOCTH, 3aTEM BBITONHMUTS XHPYPIrHYECKOE, THHEKOJIOTHIECKOe
NPOMBIBAHKE WIIK NPOMBIBAHHE PAHEBBIX MOBEPXHOCTEH TAlMEeHTa.

3.1.5Buumanue

1) Mannoe u3nenue nelCTBHTENLHO B TEYEHUE IISTH JIET. OO6patuTe BHMMaHKe Ha CPOK FOJHOCTH Ha TFEPMETHUIHPYHOLIEM
IIBE HHAMBHIYaNbHOM yIaKOBKM Tepe] HCIoNb30BaHueM. HUsnenue 3anpemaeTcs HCIONb30BaTh I0C/e HCTeYEH s CpOKa
FOJHOCTH.

(Tlodnuce)
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2) 3anpemaeTcs MCTOAB30BATh W3LENHE B CIydae, €CiH HHIMBHIyalbHas YNAaKOBKA ITOBPEXKIEHA WM 3arps3HeHa,
3aLUMTHOE MPHCTIOCODICHHE CHATO WIIH B CllyYae HANWYHA BHYTPH YNIAaKOBKH TOCTOPOHHHX MPEIMETOB.
3) YTHIM3MpOBATH NOC/IE OTHOKPATHOrO UCMOJB30BAHHUS.

3.1.6 XpaHeHHe U TPAHCIIOPTHPOBKA
1. Tlpu TpaHCNOPTHPOBKE HE CIEAYET MONBEPraTh M3AENHE BO3NEHCTBHIO GOIBIIONO BE€CA, NPSAMBIX CONHEYHBIX Jiy4ei,
MO UITH CHEeTa.

2. JlanHoe u3lenue CleAyeT XPaHUTh B POXJIATHOM, CYXOM H XOpOWO BEHTHIHPYEMOM IOMEIEHHH C OTHOCHTENBHOIA
BI2XXHOCTBHO He Gosiee 80 % NpM OTCYTCTBHH arpecCHBHBIX [a30B.

3.1.7 MapkupoBKa H paciingpoBka (cm. Tabauny 1)

1 Tobko Mg OJHOKPATHOTO MPHMEHEHHS ® TIponyKT He MOAIEKHT IOBTOPHOMY MCIOJB30BaHUIO
2 UHTaTh HHCTPYKLHIO m:g Iepen ucrionb30BaHMEM MPOUUTATE HHCTPYKIIHIO
3 Ne maprumn Ne mapTuu npH Tex e NPOU3BOACTBEHHBIX YCIOBHAX
4 Jara u3rotosnesns ﬂ JlaTa H3rOTOBNEHHA POTYKTa
5 CTepHNIM3alHs 3THIEHOKCHIOM FTERIEE IIpoaykT cTepunusoBan sTHNEHOKCHAOM (Ta3)
6 Tenedon '\. Tenedon nns cesasu
[IpoxykT HeoOX0MHMMO 1 B i
7 Cpox ronHoCTH POIyKT HeoOXxomu CIIONB30BaTh 10 YKa3aHHOM
ATl
3 Xpyricuit i Iponyxt xpynkwuii, nerko nospesaaercs, Tpebyer
e GepexHoro obpamenus
=N Hsberar €BaHUsA
9 Bepeds oT conHeyHoOro CBETA 2N LA e
v . TPaHCTIOPTHPOBKH H XpaHEeHHs]
: H3be
10 | Bepeus ot muaru OeraTs moNaJaHus BJIATH BO BPeMs
23 TPaHCIOPTHPOBKU M XpPaHEeHHUS
=] MakcuManbHeIi Bec 11 H HH
11 | Orpannuenue Beca 11 CKNagupoBaHus : H “labalatvg Ipn
L] TPaHCNOPTUPOBKE H XpaHeHHH
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Office: Beromep GmeH HospimaL PropucTs - Kronenstrasse 19 - 10117 Berlin - Germany

BeromeD GmBH HospiTAL PRoDUCTS®

Postal Address Office

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +49-30-20 45 14 60
Fax +49-30-20 45 14 61
E-mail  info@beromed.de
http www.beromed.de

Beromed GmbH Hospital Products

Instruction for Use
Version: C Preparation date: 20180909

Product name: BEROJECT III single-use sterile syringe (with needle)

Product specifications: Iml, 2ml, 2.5 ml, 3ml, 5ml, 10ml, 20ml, 30ml, 50 (60) ml, 100ml
Manufacturer name: Beromed GmbH Hospital Products, Germany

Registered Address: Kronenstrasse 19, 10117 Berlin, Germany

Production Site: Jiangsu Kanghua Medical Equipment Co., Ltd.

Production Address: Sanhekou, Changzhou, China

Product performance structure: this product is composed of a barrel, a plunger and a gasket (rubber seal) and an
injéction needle (it is optional accessories).

The main materials are polypropylene, polyethylene, natural rubber, and stainless steel (variants with needle).
Expected use: Subcutaneous injections, skin tests, blood draws, and preparation of medicinal solutions and
reagents. Syringes can only be used for short periods (as defined in MDD 93/42/EEC Annex IX).

This product is sterile and non-pyrogenic. For single use only.

Indications.

1. Subcutaneous injection, skin test and blood draw.
2. Extracting or disposing liquid medicine.

3. Total parenteral infusion.

4. Infusion of drugs like antibiotics.

Contraindications.

1. The patient is allergic to the materials used (e.g. natural rubber). ./

Instructions.
1. Remove the sheath after removing the single package.

2. Aspirate the medicinal solution, exhaust the internal gas, and perform operations such as injectidh\and Sl

Currency USD and EUR - uUsD EUR and PLN | Registered Office: Beflin!
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Bank Code 100 700 00 ' 100 800 00 100 800 GO | Commercial Registsy: Berlin-
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IBAN DEO5 1007 0000 0605 3755 00 | DE48 1008 0000 0905 8345 01 | DE75 1008 0000 0905 8345 00 | VAT-No. DE 812 404 118
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BeromeD GmeH HospiTAL ProDUCTS®

Postal Address Office

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +438-30-20 45 14 60

Fax +49-30-20 45 14 61
E-mail  info@beromed.de
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test.

Precautions.

1. This product is sterilized by ethylene oxide.

2. Please check the integrity of the single package before use. If the single package leaks, and/ or it is damaged,
and/or the needle protective cover falls off, it is strictly prohibited to use the product.

3. This product is sterile and is for single use only. Any re-use or re-sterilization will cause harm to the patient.
Destroy after use, and use the waste in accordance with national and institutional guidelines.

4. The operation should be implemented and monitored by professional nursing staff.

5. This product may contain natural rubber or no natural rubber. It is forbidden to those who are allergic to natural
rubber. It is recommended to use non-natural rubber equivalent products.

6. This product is valid for five years after being sterilized by EO. It is forbidden to use it after it expires.

7. Our products have screw lock joints, which should meet the requirements of ISO80369-7 standard.

8. Our company's injection needle should meet the ISO7864: 2016 standard.

Transportation and storage.
1. The product should be protected from heavy pressure, direct sunlight, rain and snow during transportation.
2. This product should be stored in a relative humidity not exceeding 80%, without corrosive gases, in a cool,

dry, well-ventilated and clean environment.

Label description.

1 Single use only ® The product can not be reused.

2 Reading the instruction aﬂ Read the instruction before use

3 Lot No. Lot No. at a same production condition

4 Manufacturing date ﬁ{l The manufacturing date of the product "_\

| g
Currency USD and EUR uUsD EUR and PLN | Registered Office: Berlin
Bank Deutsche Bank AG | Commerzbank AG Commerzbank AG | Managing Direct :'J@rg_iiiarrz
Bank Code 100 700 00 100 800 00 1 100 800 GO Commercial Registry:Berlin-
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5 EO sterilization The product is sterilized, by EO gas
6 Telephone \ The telephone to be contacted
7 Expiry date g The product has to be used before this date
8 Fragile The product is fragile, easy to be broken, careful handling
. = The product shall avoid the hot during transport and
9 Keep away from sunlight =
A storage
o The product shall be avoid the humidity during transport
10 Keep dry
and storage
11 Weight limit for pile up The maximum weight to pile up when transport and store
12 Manufacturer P | Name and address of the company
13 EC representative [Ec [REP] The authorized representative in European countries.
14 Don’t use if the packing damaged Don’t use the product if the packing is damaged.
15 Caution A Caution, pls see the operation instruction
16 Do not resterilize @ Non-Repeatable Sterilization
Contains or presence of natural .
17 Including the latex or natural latex
rubber latex
18 Latex-free @ Exclusive latex or natural latex a .
19 Non-pyrogenic % Non Pyrogen
(Jéro, Baurtr Honoging Oirector Qo7 8.
Currency USD and EUR | UsD EUR and PLN
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Bepomen I'moX Xocnuran Ipoxakre (Beromed GmbH Hospital Products)
HHCcTpyKIHS M0 NPUMEHEHHIO

Bepeus: C Hara cocrasnenus: 09.09.2018

Haumenosanue wsnenus: crepuishpie wnpuisl BEROJECT 111 omsopasosoro ucrosbzoBaxus (c
UIJI0H)

Crneundurauuu uzgenust: 1mi, 2mi, 2.5ma, 3mm, Smi, 10mi, 20mma, 30m, 50 (60) M, 100mn
Haumenosanue npoussonutens: Bepomen I'mGX Xocnuran Ilponakte (Beromed GmbH Hospital
Products), 'epmanus

3apeructpuposanmblii anpec: Kpounenwrpacce 19, 10117 Bepnun, lepmanus

[IpouseoncTeennoe npeanpustue: LizsHey Kanxya Memukan Dxeunment Ko., JIta. (Ji langsu Kanghua
Medical Equipment Co., Ltd.)

Anpec npoussoacTea: Canbxakoy, Yanwkoy, Kutaii

Paboune xapakrepucTuku ussenus v cocras: JaHHOe M3aENMe BKIIOYACT B cebs LMIHHAP, MOPLICHD,
YTUIOTHHUTENb (PE3UHOBBIH) U MHBEKLIHOHHYIO HIIly (IPHHANEKHOCTH, NOCTABAAEMbIE 110 CHIELHATEHOMY
3aKazy).

OcHOBHBIE MaTepHasbl: MOJHIPOTIMICH, MOAUITHIIEH,
(BapuaHThI ¢ MrTIAMHK).

IIpearonaraemoe NpUMEHEHHE: MOMKOXKHEIE HHBEKLMH, KOXKHBIE NPOOHI, 3a60p KPOBH, MPUTOTOBIEHHS!
MEIHLMHCKHX PacTBOPOB ¥ peareHTOB. [LINpuiibl MOMKHO MCMONB30BATL TOJLKO B TEYEHME KOPOTKOIO
NEpHOJa BpeMeHH (KaKk yorpeaeneHo B JIupekTHBe 0 MeauumHCKMX mzaenusx ( MDDO 93/42/EDC,
IMpunoxenue 1X).

Uspnenue crepunbHo, anuporeHHo. TOMBKO 11 OHOPA30BOT0 HCIIOIB30BAHMS.

HATYpajlbHbIH KayuyyK W HEP)KABEHLIas CTalb

[Nokazanus

1. IlonkoxHas MHBEKLMSA, KOKHas Tpoba u 3a60p KpOBH.

2. Yaneuve v BBeIGHHE JICKAPCTBEHHOTO CPE/ICTRA.

3. KommniekcHOe napeHTepanbHoe HHPY3HOHHOE BBELEHHE JIEKapCTBEHHBIX CPEACTE.
4. Undy3noHHOE BBEIEHHE TAKHX JEKAPCTBEHHbIX CPEACTE, KAK AHTHOUOTHKM.

IIporuBonokazanus
1. Hanuume y naupenTa aviepruy Ha HCTONb3yeMble MaTepHallbl (HanpuMep, HaTypaibHbIi Kaydyk).

(IToanuce)
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HHCTPYKLUMA IO IPUMEHEHHIO

1. M3Bne4s 0MHOPA30BBIif LUNPHLL W3 YIAKOBKM, CHATH 3alUTHBIN KOJNAYOK.

2. HaBparb B WINPHI MEJULIMHCKHI PACTBOp, BEIMYCTHTH BO3AYX, BBIMONHUTE HHBEKLMIO HIIH KOYKHYHO
npooy.

Mepel pe1ocTOPOKHOCTH MPH MCNOAB30BAHHH

1. M3nenue cTepuIn3oBaHO 3THIEHOKCHAOM.

2. Tlepen ncmonszoBaHHeM HEOGXOMMMO MNPOBEPHUTL LENOCTHOCTL MHAMBHAYAILHON YNakoBkM. Eciu
MHIMBHYyallbHas yIAKOBKA NPOTEKAET, W/UIIW MOBPEXKAEHA, W/HIIH 3alUMTHBIN KOMAYOK CNafaeT ¢ Uribl,
HMCII0/Ib30BAHHE M3/IEJIUS CTPOT'O 3aMpELIeHO.

3. Msnenue cTepusibHO M MpeAHA3HAYEHO TOABKO /1A OJHOPA30BOr0 HCIIONb30BaHus. JIo6oe MOBTOPHOE
MCTIONb30BAHUE MJIM TOBTOPHAS CTEPHIM3aLMs NPUYMHMT Bpel nauuenty. Ilocne Hcnonb3oBaHus
u3jle/ine HeoOXOAMMO YTHIIM3UPOBATH B COOTBETCTBMM € HALMOHATLHBIMM MPABHIAMH M NpaBUIIAMH,
NPHHATHIMH B CAMOM YUPEKICHHH.

4. Tlpouemypa NOMKHA BBIMONHATBCA W KOHTPOJNHPOBATBCA KBATMMDHULMPOBAHHBIM MeAHLIMHCKHM
MEePCOHATIOM.

5. Msmenne MoxeT comepaTh HaTypajlbHBIH KaydyK. 3arpelieHO HMCTIONb30BaTh TeM, y KOFO ecTb
aJUlepris Ha HaTypaslbHbIM Kaydyyk. PexomeHayeTcs HCMONb30BaTh M3NENMS M3 SKBUBAIEHTHBIX
MaTepHAJIOB, He COAEPKaLMX HATYPabHBIN Kayuyk.

6. Mznenvie uMeeT CPOK TOJHOCTH 5 JET MPH CTEPHIM3ALMK STHICHOKCHIOM, nepel MCNOJb30BAHHEM
HEOOXOAUMO MPOBEPUTH CPOK FOJHOCTH. 3aNpPEIIAeTCs HCIONB30BAT M0 UCTEUYEHHH CpOKa rOJJHOCTH.

7. Haly H3fenns HMEIOT 3aMKOBbIC pe3bOOBBIE COENMHEHMS, KOTOPbIE AOJKHBI COOTBETCTROBATS
TpeboBanuam cranmapra ISO 80369-7.

8. nbeKuHOHHas UITIa Halllel KOMIAaHMH [OKHA COOTBETCTBOBATD cranaapty ISO 7864: 2016.

TpaHcnopTHPOBKA U XpaHeHHe

1. Bo Bpems TpaHCTIOPTHPOBKM CllefyeT W3GeraTh CHIBHOrO BHELIHErO AABIEHMS, MOMAfaHMs NPIMbIX
COJIHSUHBIX JTy4eH, N0>KOA U CHera.

«M3[CIHE CIETYCT XPaHUTh NPH OTHOCHTENBHOM BJAXKHOCTH BO3ayxa He Gonee 80%, Oe3 Bo3melcTBUS
KOPPO3HOHHBIX ra30B, B MPOXJIAAHOM, CYXOM, YUMCTOM M XOPOLIO [TPOBETPUBAEMOM MTOMELIEHHH.

Ornrcadue CUMBOJIOB

1 OnHoKpaTHOe ® Hznenue He MOKET GbITh UCMONb30BAHO
HCIIOJIB30BAHHE TOJILKO NIOBTOPHO
2 O6paTtuteck K MHCTPYKLMH I:E O3HaKOMbTECH C HHCTPYKUMEH 110 MPUMEHEHMUIO
10 IPUMEHEHUIO nepes NpUMeHEHUEM
(TTonnues)

Ilevarts kOMNaHMK:
Bepomen 'M6X Xocnuran [ponakre

—_—

Kponenmrpacce Ty [0

S0

Banmiora USD u espo uUsD Espo u PLN 3aperucTpy pOBaHLIIL

Bank Hoiiue Bank AT, Bepaun Kommepnbanx AT, Bepnun Kommepubank AT, Beprun VYnpal “_ qﬁﬁmiﬁéiﬁrdp pr TH/ 3/
Kox 6anxa 100 700 00 100 800 00 100 800 00 Toprosuipeeeaps bepmmi- o> 25/
Cuer Ne 605 37 55 00 0905 83 45 00 0905 83 45 00 LapnoTregypr HRB G578 D/cy §
UBAH DEO5 1007 0000 0605 375500  DE48 1008 0000 0905 8345 01 DE75 1008 0000 0905 834500 HJC Nemﬁ%w /:. 2
CBHOT DEUT DE BB DRES DE FF 100 DRES DE FF 100 A g

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru



odme: Bepomen M'm6X Xocnuran [pomakre - Kponenwpacee 19 - 10] |

Bepnun - Cepmanus

bepomen I'm6X Xocnuran [Tpogaxre
(Beromed GmbH Hospital Products)

TIOYTOBBII ajpec otnuc

n/s 060108 Kponenwrpacce 19
10051 Bepnun 10117 Bepaun
["epmatms [epmanms
Tenedon +49-30-20 45 14 60

Daxc +49-30-20 45 14 61
On.anpec info@beromed.de

http www.beromed.de

3 Homep naptuu LOT Homep naprun np1 oiMHAKOBBIX YCIOBUSX
NPOM3BOACTRA
4 Jara npoussonacTea & Jlata npousBOACTBA M34ENHs
5 Crepunuszanus ISTERJLE[EO' Mznenue cTepunn30BaHO rasoM 3THAEHOKCHIA
ITHJIEHOKCHIOM
6 Tenedon ( KonraktHelit Homep Teneona
\3
7 Cpok rogHocTH g HMznenue nomKHO GbITh MCHIOABL30BAHO 10
JaHHOH JaTkI
8 | Xpymnkoe Ll Hzpnenue xpynkoe, Mo;KeT ObITh 1erko
(o MOBPEKACHO, 0BPALLATHCS OCTOPOIKHO
9 bepeus ot nonagauus IIpy TpaHCIOPTUPOBKE M XPaHEHHH H3AETHE
NPAMBIX COJTHEYHBIX JTyYeti HeoOXO0AMMO AepKaTh BAM OT HCTOYHHKOB
Tena
10 | Bepeus ot Bnaru [Ipy TpaHCNOPTUPOBKE U XPaHEHHH H3AETHE
HeoOXOMMO 3alUMIIATE OT BJar
11 | IlpenensHslii Bec npu ; MakcumansHelii Bec B wraderne npu
wTabenupoBaHuM TPaHCTIOPTUPOBKE M XPaHEHUH
12 | Tpoussonurens ) u—' Haumenosanue u anpec komMnannm
13 | EC npeacrasutens | EC [REP] YONHOMOYEHHBIH NpeacTaBUTeNb B
EBponelickux cTpanax
14 | He ucnone3osats, ecnu @ He mcnosp3oBars usnenue B cnyuae
YNAKOBKA NOBPEXKIEHA HNOBPEXKIEHHS YIAKOBKH
15 | OcropoxHo é OcTopoiKHO, 03HAKOMBTECH ¢ HHCTPYKLHEH Mo
NPHMEHEHHIO
16 | He cTepunmzoBars noBTOpHO M3nenne He NOIEKUT NOBTOPHOI
% CTEPHITH3ALIHH
17 | Conmepaxut unu npucycTByeT ConepsKuT J1aTeKC MK HATYpabHbIi JaTeKe
HaTYpabHbIi Kay4yKOBBIH
JIaTeKe
18 | He comepskur natekc @ He comepaur nateke unu HatypaibHbiii naTekc
19 | Anuporento % ANHPOreHHo
(Moanucs) Aopr Bapru, ynparmsiownii aupexrop
[Tevars komnanuu:
Ecpome_r( FMOX Xocnuran [Tpoaakre
Bamota USD u eBpo usp Espo u PLN
Bank Hoitue Bank AT, Bepaun KommepubGauk AT, Bepun Kommepubank AlC, Bepau
KonGamka 100 700 00 100 800 00 100 800 00 e
Cuer No 605 37 55 00 0905 83 45 00 0905 83 45 00 o ? /18
HEAH DEOS 1007 0000 0605 375500 DEA8 1008 0000 0905 834501 DE75 1008 0000 0905 8345 FICNe DE ¥ E 812 49
CBU®T DEUT DE BB DRES DE FF 100 DRES DE FF 100 Y S P

Perucrpanua MU B PocagpaBHamzope
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Office: Beromen GmeH HospraL PRODUCTS - Kronenstrasse 19 - 10117 Berlin - Germany

BeromeD GmBH HosPITAL PRODUCTS®

Postal Address Office

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +49-30-20 45 14 60
Fax +49-30-20 45 14 61
E-mail  info@beromed.de
http www.beromed.de

4. Operation should be carried out and supervised by professional nursing staff.
5. The product may contain natural rubber or not. It is prohibited for those who are allergic to natural rubber,

and recommended to use non-natural rubber products.

6. This product is valid for five years after sterilization. Please pay attention to the expiry date at the sealing of

individual package before use. Do not use when expired.
7. Luer lock cone should conform to ISO80369-7 standard.

The storage and transportation

1) While transporting, the products should avoid heavy weight, direct sunlight and rain or snow soak.
2) This product should be stored in the environment where relative humidity is not more than 80%, and there is

Do corrosive gas, cool, dry and well-ventilation.

Labelling and explanation.

1 Single use only ® The product can not be reused.

2 Reading the instruction [jm Read the instruction before use

3 Lot No. LOT Lot No. at a same production condition

4 Manufacturing date ﬁl The manufacturing date of the product

5 EO sterilization STERILE]ED] The product is sterilized, by EO gas

6 Telephone \, The telephone to be contacted

7 Expiry date g The product has to be used before this date

8 Fragile The product is fragile, easy to be broken, careful handling

9 Keep away from sunlight The product shall avoid the hot duriﬂ§ transport and sto-ragcl:

/-—-—-\7”2'_\_;—_‘

Currency  USD and EUR usb | EUR and PLN | Registefed Office:
Bank Deutsche Bank AG | Commerzbank AG | Commerzbank AG | Managing Direct@r: Jorg Bariz
Bank Code 100 700 00 | 100 800 00 | 100 800 00 | Commercial Registry: Berlin-
Account No. 605 37 55 00 | 0905 83 45 01 | 0905 83 45 00 | Charlottenbur, 65718
IBAN DEO5 1007 0000 0605 3755 00 | DE48 1008 0000 0905 8345 01 | DE75 1008 0000 0905 8345 00 | VAT-No. DE 812 404 118
Pértictpamus MU & Petaiparaanzope DRES DE FF 100 | DRES DE FF 100

www.nevacert.ru | info@nevacert.ru



Office: Beromen GmeH HospimaL ProbucTs - Kronenstrasse 19 - 10117 Berlin - Germany

BEROMED GMBH HOSPJTAL PRODUCTS®

Postal Address Ofﬁce

PF 060108 Kronenstrasse 19
10051 Berlin 10117 Berlin
Germany Germany

Phone  +49-30-20 45 14 60

Fax +49-30-20 45 14 61
E-mail  info@beromed.de
http www.beromed.de

10 Keep dry The product shall avoid the humidity during transport and storage
g

11 Weight limit for pile up 'mf The maximum weight to pile up when transport and store

el
12 Manufacturer Name and address of the company
13 EC representative The authorized representative in European countries.
14 Don’t use if the packing damaged e Don’t use the product if the packing is damaged.
15 Caution A Caution, please see instruction for use

. The device should not be re-sterilized after it once has been
16 Do not resterilize
sterilized.

17 Contains or presence of latex @ Contain or presence of latex
18 Latex-free Do not contain or presence of latex

£ ke
19 Non-pyrogenic % The product is non-pyrogenic

O A *

Currency USD and EUR usbD

Bank Deutsche Bank AG Commerzbank AG
Bank Code 100 700 00 1 100 800 00
Account No. 605 37 55 00 1 0905 83 45 01

IBAN

Pernttpamua MH'e Poczgpasranzope

DEO5 1007 0000 0605 3755 00 DE48 1008 0000 0905 8345 01
DRES DE FF 100

www.nevacert.ru | info@nevacert.ru

{ EUR and PLN | Registered Offige: Berlin'
| Commerzbank AG Managing Dir tor: Jorg/Bartz
;100 800 00 1 Commercial R ~Berlin-

, 0905 83 45 00 Charlottenburg HRB 65718
DE75 1008 0000 0205 8345 00 | VAT No. DE 812 404 118
DRES DE FF 100 ‘



BEPOME]] I'MBX XOCITHTAITL I'IMF'OJ_L‘\.KTC® .

T I

MouTossiii agpec: Oduc:
PF 060108 Kponenwpacce, 19,
10051, r. Bepnuux 10117, r. Bepnun
Iepmanus 'epmanus
Tenedon: +49-30-20 45 14 60
bakc: +49-30-20 45 14 61
3. noura: info@beromed.de
Odguc: Bepomen I'm6X Xocniran INponakre » Kpoxenwrrpacce, 19+ 10117, r. Bepaun » l'epmanus Caiit: WWW.beIgEd.de . .

bepomen I'mBX Xocnuran Ilpoaakre

HNuHeTpyKnus Mo npuMeHeHHIo
Bepeusi: A Hara: 25.02.2021

Haumenoganmne npoayxkra: cTepHILHbIH WpHi onnoxkpaTHoro npuMeHeHust BEROJECT III (nakoneunur Jlyep
JIok) 6e3 urnsi

Crneundurauus: 1 mi, 2 ma, 3 ma, 5 ma, 10 ma, 20 m, 30 M, 50 (60) ma, 60 ma

Haumenosanue nsroroBurens: Bepomen I'mBX Xocnutan Ilponakre, F'epmanus

FOpunnuecknii anpec: Kponenwrpacce, 19, 10117, r. Bepaun, I'epmanun

IponseoncTeennas niomanxa: Jiangsu Kanghua Medical Equipment Co., Ltd.

Anpec npoussoacTsa: CaHbXIKoy, r. Yanuxkoy, Kuraii

Texuuyeckune XapaKTepHCTHKH, CTPYKTYPA H COCTAB NPOAYKTA
W3nenue ABNAETCS TPEXKOMIOHEHTHBIM, MMEET HAKOHEUHHK Jlyep JIOK H COCTOMT H3 LHJIHHAPA, TIOPIIHS U [IPOKIAIKH.
OCHOBHOE ChIpbe — MOJMNPOTHIIEH, OJIHATHIEH U HATYPANbHbBIH KaydyK.

Heneroe HasHayeHHe
IlpuroTos/ienye pacTBOPOB M PEAreHTOB IS NALMEHTOB. M3NenHe NpeIHA3HAYEHO WIS HMCIONb30BAHMS TONLKO B
KpaTKOBPEMEHHOM peHMe (Kak onpeeneHo B npuiokennd [X MDD93/42/EEC).

IMokazanus
Hspenue npenHasHAYeHO IS BCACHIBAHUS MU NPHTOTOBJIEHHS PacTBOPA.

ITpoTHBONOKA3aHUA

1. Anneprus maumeHTa Ha MCTIONb3yeMbIif MaTepUan (HamprMep, HATypanbHbIH Kaydyk).

2. Hcnonbzosats ¢ 060pya0BaHKeM, paGOTAIONIHM [0, JaBTEHHEM (HanpuMep, MINPHLEBLIMH HACOCAMHM).

3. TIpomyKT CTepHIIEH U He COIEPXKHT NUporeHos. Usnenue NpeIHA3HAYEHO TONBKO 1A OMHOKPATHOTO NPHMEHEHHH.

HHeTpyKuHs 1m0 NpHMeHeHHIo
1. OTKpEBITh MHAMBHIYAIbHYIO YIAKOBKY, 3aTEM CHATB 3allUTHOE TIpHcIiocoOneHue.
2. BBINOTHUTE BCACKIBAHME PACTBOPA M BHITYCTHTD a3 M3HYTDH, 3aTeM MPHIOTOBHTH PACTBOP HITH PEArcHT.

MepsI IpeNocTopoKHOCTH

1. CrepunuzoBaHO STHIEHOKCHIOM (Ta3).

2. 3ampemiaeTcs HCNONB30BAaTh H3JENME B Cydae, eCld MHIMBHLYaIbHAS YIAKOBKa TIOBPEKIEHA HIIM 3arpsA3HeHa,
32IMTHOE MPHCTIOCOBIEHHE CHATO HIIH B CITy4ae HalH4ks BHYTPH YNIaKOBKH IOCTOPOHHHX NPEIMETOB.

3. Mspenue CTepUIM30BAHO M TpPEIHA3HAYEHO TONBKO A OIHOKpaTHOro mnpumenenns. JlroGoe MOBTOpHOE
WCIIOIIL30BAHMC HIIM TOBTOPHAs CTEPWIM3ALMs MOTYT HAHECTH Bpel NamkeHTaMm. I10CIe HCMOB30BAHHA H3IENHe
HEOOXONMMMO  BLIGPOCHTH C TMOCHENYIOWEeH YTHIM3ALMEH OTXOMOB B COOTBETCTRHH C HAIMOHABHEIMHE 1
MHCTHTYLMOHATbHBIMH HOPMAMH.

(Iloonucs)
Hevars: Bepomen I'm6X Xocnuran ITponakre
Kpownenwrpacce, 19, 10117, r. Beprun

*

%,
Bamota Honnapu CIIA u espo Homnaper CIIA V1 ”%:;\_\
Bank Deutsche Bank AG Commerzbank AG \\%"‘.. 2\, HOpauueckuit agpec: r. Bepnun
Kon Gaxa 100 700 00 100 800 00 {i "2 52\ Vnpasnsionii mmpexrop: Hopr Bapu
Homep cuera 605 37 55 00 0905 83 45 01 { ( |\ Toprossiii peectp: Bepaun-
IBAN DEO5 1007 0000 0605 3755 00 DE48 1008 0000 0905 8345 01 Ilapnorrentypr HRB 65718
SWIFT DEUT DE BB DRES DE FF 100 HHH: DE 812 404 118

ITepesod coomsemcmeyem opuzunany. Ilepeeoduux Ianys

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru



Odmc: Bepomen 'm6X Xocmiran INponakte » Kponenwrpacce, 19+ 10117, r. Bepaun » Tepmanus

_BEPOMEJI TMBX XOCHI/ITAH HPO,IIAKTC®. B

ITouToBLIi aapec: O(]]Hc'

PF 060108 Kponenwpacce, 19,
10051, r. Bepanx 10117, r. Bepnun
TepMaHHs TCepmanHs

Tenedon: +49-30-20 45 14 60

dakc: +49-30-20 45 14 61

On. noyTra: info@beromed.de

Caiir: www.bemm_c_d_.i:lg_-

4. DKcrmyaTaiys U3IeNus JOJKHA BBITOTHATECA H KOHTPOJIMPOBATHCS MPOMECCHOHATBHEIM MENTIEPCOHANOM.
5. Hspenue MoxeT comepkaTh HaTypanbHbli KaydyK. HM3nenue sanpeieHo NPUMEHATh B OTHOLIEHHH JIHL], CTPATAIOIHX
ALIEPrHelt Ha HATypanbHBIA Kaydyk. B 3TOM crnyuae peKOMEHIYeTCs MCMONB30BATH M3NAENMA M3 HEHATYPATHLHOTO

KayuyKa.

6. ﬂ,aH’HOC H3Jenyie NeHCTBUTENBHO B TEYEHHE MATH JIET TIoCie CTEPUITH3ALIMH. OGpaTHTe BHHMMaHHE Ha CPOK IOOHOCTH
Ha repMETH3UPYIOMIEM IIBE HH.Z[HBleyaJ]bHOf;I YINAKOBKH Iepen MpUMEHEeHHEM. HUzpenue He JOMYCKaeTCA HUCIIONB30BaTh

NOCIe UCTEYECHHA CPOKA TrOOHOCTH.

7. Hakoneunux Jlro3pa KOJBKEH COOTBETCTBOBATH CTaHaapTy 1SO 80369-7.

XpaHeHue H TPAHCMIOPTHPOBKA

1. Tlpu TpaHCIIOPTHPOBKE HE ClEAYeT MOABEPTraTh M3JENHe BO3ACHCTBHIO GOMBLIONO Beca, NPSIMBIX CONHEYHEIX JIyYei,

JOXKOA WITA CHEra.

2. JlaHHOE M3NENHE CNeIyeT XPaHWTb B MPOXJAIHOM, CYXOM H XOpOILIO BEHTHIHPYEMOM TOMELIEHHH C OTHOCHTENBLHOMH
BIIXKHOCTBIO He Oonee 80 % NpH OTCYTCTBMH arpecCHBHBIX Fa30B.

MakupoBka u pacuundposka

1 TosBKO 718 OTHOKPATHOTO MPUMEHEHHUS ® TIpoIyKT HE NOATEKUT MOBTOPHOMY MCIIONB30RBAHIIO
2 YHTaTh MHCTPYKIIHIO E]E] Ilepen HCTOTB30BAHMEM NPOYHTATE HHCTPYKLIMIO
3 Ne mapTu Ne napTuu npu Tex ke NPOM3BOACTBEHHEIX YCIOBHSX
4 JlaTa U3roToBNICHHUS ﬂ JlaTa M3roToBIE€HHA NPOAYKTA
5 CrepHnu3anus 3THICHOKCHIOM breriEd] IponyXT CTEPHIM30BAH ITHICHOKCHIOM (ras3)
6 Tenedon \. TenedoH n1s cesazu
II KT HeoOX01uM 0JIb30BaTh [0 YK i
7 Cpok FomHOCTH POOYKT He JIHMO HCIIONB30BaTh 0 YKa3aHHO
JaThl
5 i KT XpYIKHI T

3 Xpyrikait ¥ IIpomykT Xpyrnkuii, 1erko noBpesk/aercs, TpeGyer

oea i 6epesxHoOro obpamenus

Ze5 Hzberath Harpes I a B
9 Bepeus ot comseunoro ceera 2N 5 PEBaHHA TIPOLYKTa BO BpeM

¥4 TPaHCIIOPTHPOBKH W XpaHEeHHs

(Hodnuce)
utan [Ipogakrc
117, r. Bepnun

Bamora Honnapu CIJA u espo Honnapur CIIA
Bank Deutsche Bank AG Commerzbank AG it anpec: r. Bepnun
Kon Banka 100 700 00 100 800 00 unii aupexrop: Hopr Bapu
Howmep cyera 60537 5500 0905 83 45 01 j peecrp: Bepamu-
IBAN DEQ5 1007 0000 0605 3755 00 DE48 1008 0000 0905 8345 01 ycnﬁypr HRB 65718
SWIFT DEUT DE BB DRES DE FF 100 #DE 812404 118

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru




Odmc: Bepomen 'mbX Xocnuran INponaxte « Kpokenwtpacee, 19 « 10117, r. Bepnun » Tepmanusa

BEPOMEJ I'MBX XOCHHTA.]I HPO,D@KTEM
Oduc:

ITouToBbIii agpec:

PF 060108 Kpouenwrpacee, 19,
10051, r. Bepnun 10117, r. Bepnux
I'epmanus T'epmanns

Tenedom: +49-30-20 45 14 60

dakc: +49-30-2045 14 61

3. mouTa: info@beromed.de

Caiit: www.beromed.de

10 | Bepeus ot Bnaru

Hsberats nmonagaHus BIard BO BpeMs
TPaHCIIOPTHPOBKH M XpaHEHHA

i - MakcumaneHeIH BeC 11 CKIIAIMPOBAHHUS TIPH
11 | Orpanuuenue Beca Uis CKIaIHPOBAHU 48
) TPaHCIIOPTUPOBKE H XpaHEHHH
12 | H3roToBHuTENb ] HaumeHoBaHue 1 afpec KOMNaHAH
13 | Mpencraeurens 8 EC EC |REP YonHOMOYEHHBIH HPeICTABUTENb B CTpaHaX ERpOTs!

14 | He HcroNE30BaT MK MOBPEXACHNH
YIIAKOBKH

He ncmons30BaTh NPOIYKT NpPH MOBPEXKACHHH
YNaKOBKH

15 Buumanue!

Buumanue! CM. HHCTPYKUHIO 110 MPUMEHEHHIO

16 | He crepun3oBaTh NOBTOPHO

[Tocnie ogHOKpaTHO# CTepUIM3ALAK H3AETHE
3aMpeIaeTes CTEPUITH30BATE IOBTOPHO

17 | Comepur natekc

Cognepxur natekc

18 | He comepsur natekc

He conmepxur natekc

19 | AmaporenHsrii }‘!;(

[IpoayKT ABIAETCA ANMPOTeHHBIM

Banmtora Honnapsl CLIA u espo Honnapsr CHIA

Bauk Deutsche Bank AG Commerzbank AG

Kon Ganka 100 700 00 100 800 00

Homep cuera 605 37 55 00 0905 83 45 01

IBAN DEOS 1007 0000 0605 3755 00 DE48 1008 0000 0905 8345 01
SWIFT DEUT DE BB DRES DE FF 100

ITepesod coomeemcmeayem opuzunany. Hepeeoduux aryso

Perucrpanua MU B PocagpaBHamzope
www.nevacert.ru | info@nevacert.ru
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