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Instruction for use

Product name: BEROFINE single-use sterile hypodermic (injection) needle
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: This product is composed of hub, needle tube and protective

cap.
The main materials are:
Component Material

1 Protective cap Polypropylene

2 Needle tube Stainless steel SUS 304 (chromium nickel steel)

3 Adhesive Epoxy adhesive

4 Needle hub Polypropylene

; Silicone oil (dimethyl silicone oil; in compliance with monograph
Lubricant .
3.1.8 of the European Pharmacopoeia)

Expected use: Hypodermic needles are used in connection with disposable syringes or disposable infusion /

transfusion sets for medicine injection / infusion or blood collection.

Indications.

The needle tube is made of stainless steel for the puncture of skin, muscle tissue and veins to allow
injection of medicine, transfusion or withdrawal of blood.

One end of the hypodermic needle is a Iuer lock connector suitable for connection to syringes

or to infusion / transfusion sets.

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

Instructions.
Open the unit packing, take out the needle cap, connect with syringe or infusion set, absorb the solution or make
the hypodermic injection.
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Caution for use.

- the product is sterilized by EO, non bacteria, non toxic, non pyrogenic.

- the users have to understand some medical knowledge.

- the shelf life of the product is five years after EO sterilization, check the expiry date before use.

- don’t use if the unit packing is damaged, contaminated, or some foreign matters inside the unit packing.
- Promptly use once after the unit packing was opened.

- the product is designed for single use only, discard after use.

Transportation and storage.

- Heavy pressure, direct sunlight, raining and snowing soak shall be avoided during the transportation.

- the product has to be stored at a place with relative humidity not more than 80%, no corrosive gas, cool and
dry, clean and good ventilated.

8. Labeling and explanation.

1 Single use only @ The produt can not be reused.

2 Reading the instruction A Read the instruction before use

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

4 Manufacturing date ﬁ, The manufacturing date of the product

5 EO sterilization STERLE[EQ The product is sterilized, by EO gas

6 Weight limit for pile up The maximum weight to pile up when transport and store

7 Manufacturer P | Name and address of the company

8 Telephone \ The telephone to be contacted

9 Expiry date g The product have to be used before this date

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

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

12 Keep dry The product shall avoid the humidity during transport and

storage
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. "
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HucTpyKuns Mo NpHMeHEHHI0
HamvenoBanue wM3zenus: CcTepHibHBIE TMOoLepMaibhble (MHBeKIHOHHBIE) wurnmel BEROFINE

OJIHOPa30BOT0 UCTIOIB30BAHHS
Hanmenosanne npoumssonurens: Bepomen I'm6X Xocmuran Ilpomakrce (Beromed GmbH Hospital
Products), I'epmanus

3aperucTpuposanHblii anpec: Kporermrpacce 19, 10117 Bepmun, Iepmanus

pouseoncTeennoe npeanpustue: [zaucy Kanxya Menukan Dxeunvent Ko., JItn. (Jiangsu Kanghua
Medical Equipment Co., Ltd.)

Anpec npoussoactea: Canpxakoy, Yanwxoy, Kuraii

Paboune xapakrepucTHKH H3feNH U cOCTaB: JIaHHOE H3IE/NHe BKIIIOYAET B cebsl pasheM, KalLIsSpHYIO
TpyOKY M 3aLMTHBIH KOJITAY0K.

OcHOBHBIE MaTepPHAIIBL:

KomnoneHT Martepuan

1 3ammTHEIN Koana4ok Tonunponuiex

2 Kanunnsapaas tpyOka Hepxkagerowmas crans Mmapku SUS 304 (XpoMOHMKeNeBas CTab)

3 Ces3yrolee BeecTBO DNOKCHIHBIH KIIeH

4 PazpeM Uriibl Ioaunponunex

CunuxoHOBOE Maciio (AMMETWICTHIHKOHOBOE MACIIO; COTJIACHO
moHorpaduu 3.1.8 EBponeiickoit hapmakonen)

CmazouHBIH MaTepual

IIpennonaraemoe NMpHMEHEHHe: FHNOAEPMANBHbBIE UIIBI NPeIHA3HAYSHb! U1 UCIIONb30BAHHS BMECTE C
OQHOPA30BBIMM LUMPHIAMH HIIH OJHOPA3OBBIMM HHOY3HOHHBIMU / TpaHChY3HOHHEIMH JTHHHAMH [UIA
BBEJICHHS JIEKAPCTBEHHBIX CpencTB / MHY3Mit win 3a60pa KpOBH.

Hasnauenue

Kamunnspuas TpyGKa M3roTOBIEHA M3 Hep)KAaBEIOWEH CTanM [Uif MPOKOIA KOXKH, MEIIEYHOH TKAHH
BEHBI, YTO MO3BOJIAET BBOJUTH JIEKAPCTBEHHOE CPEICTBO, IPOBOJHTH IEPENHBAHHE WK 3260 KPOBH.
OmuH KOHeLl TMIOAEpPMATbHOH MWIMEI NPEACTABISET COGOH KOHHEKTOP C HAKOHEUHHKOM Jlioapa,
MOAXOJAMIHH [UIsl IPUCOSTMHEHH HHDY3HOHHOI / TpaHchy3HOHHOM JTHHHIA.

Hznenwme crepuibHO, amuporeHHo. TONBKO ISl OTHOPA30BOIO HCIIONB30BAHMS.

HHCTpyKIMs 110 IPUMEHEHHIO
BCKpEITE yIakoBKY, CHATB C MIVIBI 3alIHTHEIA KOJNAY0K, MPUCOTMHHTS K INIPHIY WX HH(Y3HOHHOH
JIHHHH, HAOPATh PACTBOP HITH BBIMIOJIHHUTS OIKOKHYIO HHBEKLIHIO.

(ITozmucs)

_.1levars KOMIAHHH:
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Kon Ganka 100 700 00 100 800 00 100 800 00 'H_"—’
Cuer Ne 605 37 55 00 0905 83 45 00 0905 83 4500 1
HBEAH DEO35 1007 0000 0605 375500  DE48 1008 0000 0905 8345 01 DE75 1008 0000 0905 8345 00‘

CBHOT DEUT DE BB DRES DE FF 100 DRES DE FF 100

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




bepomen I'm6X Xocrmuran [Ipomaxre
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Mepb! IpeJOCTOPOKHOCTH [IPH UCIIOAB30BAHHH

- M3[e/1He CTEPUIIM30BaHO STHICHOKCHIIOM, HE CONIEPXKUT OaKTEPHH, HETOKCHYHO, AITUPOTEHHO.

- IONIB30BaTENb J0/DKEH 00ManaTs HeKOTOPEIMH 3HAHMAMY B MEIHLIMHE.

-H3/le/IM€ HMEET CPOK IOJHOCTH 5 JIE€T NpPH CTEPHIM3ALMH 3THICHOKCHIOM, MNEpel HCIONb30BAHHEM
HeoOXOIMMO NPOBEPHTE CPOK TOAHOCTH.

- HE HCMOJIb30BATh, €CJIM YIIAKOBKA MOBPEXEHA, 3arps3HeHa WIIH IPH HAIWYHWH MHOPOIHBIX YaCTHII
BHYTPH YIIAKOBKH.

- MCIIO/B30BATh HEMNOCPEICTBEHHO MOCTIE BCKPBITHA YNAKOBKM UCIIOAB30BATE H TOIBKO OJIMH pas.

- HM3CTHE @pPeAHA3HA4Y€HO TOJBKO U1 OAHOPA30BOIO HCIIONB30BAHMS, YTHIH3HPOBATH IOCIE
HCIIOJIb30BAHUS.

TpancnopTHpoBRKa 1 XpaHeHHe

- BO BPEM: TPaHCIOPTHPOBKM CIEAyeT H30eraTh CHIBHOTO BHEINHErO JABJICHHS, IOMaJaHHs MPSMBIX
COJTHEYHBIX JIy4eii, NOKIS U CHera.

- U3JCIHE CIICAYET XPaHHUTh TIPH OTHOCHTENBHOM BIIAKHOCTH Bo3nyxa He Oosiee 80%, Gez Bo3meiicTRUS
KOPPO3HOHHBIX ra3oB, B POXJIAJHOM, CYXOM, YHCTOM M XOPOIIO MPOBETPUBAEMOM TIOMELICHUH.

8. MapKMpoBKa W OITMCAHHE CHMBOJIOB

1 OnHokpaTHOE ® Hznenue He MOXKET ObITh UCIIONB30BAHO
HCIIOJIB30BaHHE TOJBKO IIOBTOPHO
2 OOpaTHTechk K HHCTPYKLMH é*’!\ O3HaKOMBTECE C HHCTPYKLIHEH 110 IPUMEHEHHIO
10 IPUMEHEHHIO ” Iepe] NpUMEeHEHHEM
3 Homep maptuu Homep napTus npu oIMHAKOBBIX YCIOBHAX
TIPOU3BOICTBA
4 JHata mpoussocrea . :AI JlaTa npoH3BOJICTRA H3HEIHA
5 Crepunuzarnms STERILEIEOI Hznenue crepwinzoBaHo ra3zoMm 3THICHOKCHAA
STUIICHOKCHIOM
6 IIpenensHebiil Bec mpH -y MaxcHManBHEIH Bec B mTabene mpu
mTade THpoBaHHH Fow TPaHCIIOPTHPOBKE U XpaHEHUH
7 | INpoussoauTens ' d HaumenoBanue u aapec KOMMaHHA
8 Tenedon ( KonTaktHe1il HoMep Tenedona
\)
9 Cpok rojiHocTH g Wznenne nomxHo GBITE HCIIONBE30BAHO 10
JIaHHOM JaThl
(IToammice)
Ieqats KOMITaHKH:
Bepomen 'm6X Xocnuran ITponakre
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otuc: Bepomen M'moX Xocnuran [ponakre - Kponenmpacce 19 - 10117

BepnuH - 'epmanus

bepomen I'm6X Xocmuran [Iponakre
(Beromed GmbH Hospital Products)

TIOYTOBEIH anpec oduc

n/a 060108 Kpouenmwrpacce 19
10051 Bepaun 10117 Bepnun
Ilepmanus I'epmanus
Tenedou +49-30-20 45 14 60

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

http www.beromed.de

10 | Xpynkoe

H3znenme xpynkoe, MOKET OBITh JIETKO
TIOBPEXKISHO, 00paImaTscst 0CTOPOKHO

11 | Bepeus OT nonamaHus
MPAMBIX COITHEYHBIX JIyuel

Ilpu TpaHCIOPTHPOBKE U XpaHEHUH U3JIEIIHE
He0oOXOIMMO IepKaTh BAAIH OT HCTOYHHKOB
TEIa

12 | Bepeus oT BlIaru

ITpu TpaHCHIOPTUPOBKE ¥ XPaHEHHH H3JIEIIHE
HE0O0XO0IMMO 3aMIMINATH OT BJIArd

13 | EC npexncrasurein

VY0IHOMOYEHHEIH NIPe/ICTABMTEL B
EBporneiickux cTpanax

14 | He ucrions3oBaTh, eClx
YIIAKOBKA MTOBPEKIEHA

He ucnonezoBats u3nenue B ciaydae
TIOBPEKICHUS YIIAKOBKH

Bamora
Bamnk

Kon Ganka
Cuer No
HBAH
CBH®T

USD u espo

Hoitue Bank AT, Beprun

100 700 00

605 37 55 00

DEO5 1007 0000 0605 3755 00
DEUT DE BB
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usb

KommepuGank AlT, Bepnun
100 800 00

0905 83 45 00

DE48 1008 0000 0905 8345 01
DRES DE FF 100

(Moxmues) Hopr Bapri, ynpassiomuii AUPEKTOp
[TeuaTs koMnanuu:
Bepowmez I'v6X.- Xocnwr?ﬂ‘lpo aKTC

Espo u PLN
Kommepubank AL, Bepnun
100 800 00

0905 83 45 00

DE75 1008 0000 0905 8345 00
DRES DE FF 100



