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Please read instruction for use very carefully and http www.kdm-berlin.de
follow usage description Instruction for user of
Hypodermic needle for single use
The Hypodermic needle for single use is manufactured according to I1SO 7864 standard.
[Product name]
General name: KD-Fine Hypodermic needle for single use
[Product structure, type and model]
Product contains Protective cap, needle supporter, needle tube.
Models are identified as color of needle supporter in following sheet:
mm
Gauge 34G 33G 32G 31G 30G 29G 28G 27G 26G 25G
Outer
diameler 0.18 0.2 0.23 0.25 030 0.33 0.36 0.4 0.45 05
{mm)
Deep z Blue Medium
Color Qrange Black green White Yellow Red green arey Brown Orange
Gauge 24G 23G 22G 21G 20G 19G 18G 16G 15G 14G
Outer
diameter 0.55 06 0.7 0.8 0.9 1.1 12 1.4 1.6 1.8
{mm}
Color ”;i‘r"')‘:; o Black ;Z:‘; Yelow | Cream | Pink White | Blue-grey ;:':"

[Product usage and scope]

Product is used together with disposable syringe or disposable infusion/transfusion set for medicine injection / infusion or blood collection .

[Usage method]

Product is sterile by ETO, no pyrogen, non-toxic and sterile, can be used after opening primary
package. Open primary package from peer gap, take out product and fix it onto infusion (transfusion)
set, syringe or other Lure conical fittings of administration set. Then, according to clinical nursing
science vein infusion operating method, the vein carries out a puncture on the human body.
[Cautions]

Product is forbidden to be used in case of primary package broken, protective cap removed,

needle tip in abnormal status, exceeding expiry date. Take care when you open primary

package to prevent product fall down to floor. Product is for single use only, do not use it

repeatedly, Please discard it after usage.

[Warning]

Re-use of single-use devices creates a potential risk of patient or user. It may lead to

infection and/or impairment of functional capability. Infection and/or limited

functionality of the device may lead to injury, illness or death of the patient.

[Storage and maintenance]

Product should be stored in clean room without corrosive gas and well ventilated. The relative humidity
for product storage place is not more than 80%RH.

[Identification, label and description]

On the package, “ ® ” means for single use, means product sterilized by ETO.

TERILE|EQ)
[Validity]
Product validity is 5 years. Production lot number and expiry date are demonstrated on the package.

[Approval documentation]
Product standard: 1ISO 7864
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Currency USD and EUR | usp | EUR and PLN

Bank Deutsche Bank AG | Commerzbank AG : Commerzbank AG

Bank Code 100 700 00 100 800 00 | 100 800 00

Account No. 605 24 50 00 0905 94 65 01 0905 94 65 00

IBAN DE77 1007 0000 0605 2450 00 | DE23 1008 0000 0905 9465 01 | DE5S0 1008 0000 0905 9465

DRES DE FF 100 DRES DE FF 100
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Registered Office: Berlin

Managing Directors:

Jorg Bartz, Katarzyna Kupczak

Commercial Registry: Berlin-
00 | Charlottenburg HRB 64320

VAT-No. DE 812 328 107
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MMoxanyiicTa, BHHMATEILHO 03HAKOMBTECH ¢ HHCTPYKLHell N0 NPUMeHEeHHI0 W cileayiiTe HHCTPYKUHSM Mo NPUMeHeHHI0
JJ151 M0JIb30BATESI HA HIVIY HHLEKLUHOHHYI0 0HOPA30BOr0 HCNOJL30BAHMS,
Hraa MHBLeKUHOHHAS 0AHOPA30BOr0 HCNOAL30BAHHSA

HMrna MHbEeKIHOHHAS 0HOPA30BOr0 HCMOJIB30BAHMS IPOM3BENEHA B COOTBETCTBUH co ctaHnapToM ISO 7864,

[HaumeHoBaHue u3neaus|

O6uiee HaumeHoBanHe: Uribl HHbekUHoHHBIE KD-FINE onHOpa3oBoro Hcnoins30BaHus
|CTpykTypa H3eausi, THI H MOJeJIb]

Hsnenue Bmouaer B ce0a 3aLMTHLIH KONINA4O0K, AepKaTe/lb UIJIbl, KANKW/UIAPHYIO TPYOKY.
Mozenu uaeHTHQHUMPOBAHEI 110 LIBETY Ha JEpaTe/IH UI7Ibl COMNIACHO cleayroLIeH TabauLbL.

MM
Pa3smep 34G 33G 32G 31G 30G 29G 28G 271G 26G 25G
Bremmnwi 0.18 0.2 0.23 0.25 0.30 033 0.36 0.4 045 0.5
auamerp (Mm)
Liser Orange Black Deep White Yellow Red Blue Medium Brown Orange
green qreen qrev
Pazmep 4G 23G 22G 21G 20G 19G 18G 16G 15G 14G
Buewnnii 0.55 0.6 0.7 0.8 09 1.1 1.2 1.4 1.6 1.8
JHameTp (MM)
Liser Medium Deep Black Deep Yellow Cream Pink White Blue-grey Pale
purple blue qreen green

[Haznayenue uznenus v 061acTh NpHMeHeHHS |

H3nenue npenHasHa4eHo /A HCIOB30BAHMSA BMECTE C OJHOPA3OBBLIMM ILINPHLAMH MIH OJHOPA30BBIMH HH(Y3MOHHBIMH /
TPaHC(Y3MOHHBIMHM CUCTEMAMH ISl BBEACHMA JIEKAPCTBEHHBIX CPeacTB / MH(Y31H MK 3a60pa KPOBH.

|Cnocob npumeHenus|

H3nenue CTEPUIM30BAHO ITHICHOKCHIOM, HE COIEPXKUT NHPOrCHOB, HE TOKCHYHO M CTEPHIILHO, MOXHO HCIOJIB30BaTh MOCHE
BCKPBITHA NMEPBHYHOM ynakoBku. Bckpolite mepBuYHYH YNakoBKY B MECTE€ PABHOMEPHOI'O OTBEPCTHSA, HOCTAHBTE H3ICITHE M
NPHCOEIMHHTE €ro K HH(pY3HOHHOH (TpaHC(y3HOHHOH) CHCTEME, WINPHILY WJIH JAPYIOi HacTH CHUCTEMbI Ui BBEACHHS
JICKapCTBEHHLIX TPENaparoB C COedWHEeHHeM Tuna JIiodp. 3areM, B COOTBETCTBMM € METOJOM INPOBEACHHS BHYTPHBEHHOR
MH(DY3HH TIPH CECTPHHCKOM YX0/€ 3a GO/IbHBIMH, BEHEILYHKLIMA [IPOBOJAMTCS Ha TEJlE Yel0BeKa.

[IIpenynpexnenne]

3anpelaercs HCNoab30BaTh M3/IENHE, €CH MEPBHYHAS YIAKOBKA NOBPEXKAEHA, CHAT 3aLUMTHBIA KOJMAYOK, HAKOHEYHMK MIJIBI
HE COOTBETCTBYET HOPME, CPOK TOAHOCTH MCTEK. ByJbTe OCTOpPOKHBI NPH OTKPBLITHM NEPBHYHOH YNakoBKHM BO H30exaHWe
NaJeHHs H3JeNus Ha 1oj. M3zenue npejHasHaueHo TOJLKO JUI OZHOPA30BOTO HCMOJNB3OBAHHSA, HE MCIOJB30BATH MOBTOPHO.
Ilosxany¥icra, yTHIH3UPYHTE MOCIE HCTIOIB30BAHMS.

[TIpenocTepesxenue]

[losropHOE mNpHMEHEHHE M3NENMH OJHOPA30BOIO MCIOJIB30BAHMA MMEST TNOTCHUMANLHBIH DPUCK JUIS NalMEHTa WM
nonb3oBarend. OTO MOXKET MPHUBECTH K HHOHUMPOBAHMIO W/MIM HApYWEHHIO (YHKUMOHAIBHBIX BO3MOXKHOCTEHL.
Hnuduunposanne W/HIH orpaHHdeHHas (yHKUHOHANEHOCTE H3/IGTHA MONKET MOCHYKHTE IPHYHHONH TNOMyd4eHHA TpaBMbl,
3a00/1€BAHHA MJIH CMEPTH MAaLHeHTA.

[XpaHeHHe H TeXHH4YecKoe 0GCayKHBAHHE]

HMsnenue crnenyer XpaHWTh B 4HMCTOM 0€3 BO3JCHCTBHS KOPPO3MOHHBIX Ta30B W XOPOUIO MPOBETPHBAEMOM TIOMELICHHH.
OTHOCHTENBHAA BIAXHOCTH B MECTE XpaHEHUs H3aenus He Goee 80%.

[HaenTnduKALHS, ITHKETKA H ONHCcAHHe|

Ha ynmakoske '€/ 03Hayaer JU1s 01HOPa30BOr0 HCIIONB30BAHHUA, 03HAYAET, YTO M3/E/IHE CTEPHIIH30BAHO STHICHOKCHIOM.
[Cpok roanocTH]

Cpox roaHocTH usfe/iua cocrasnser 5 ner. Homep napTHH NpOLyKUMH M CPOK FOAHOCTH yKa3aHEI Ha YIIAKOBKE.

[PaspelunTe bHAS DOKYMEHTALHSA]

Cranpnapr Ha n3genue: [SO 7864

(IMoanuce)
Hopr Bapru, ynpasnsiuuii 1upexrop

Cid . P é/ Mewars:

KAM

V% /p ﬁ,(./{) Ehette KJI Meaukan I'm6X Xocnuran [Iponakrce
g o 1907 Aodo Ulapnorrenwrpacce 635
10117 bepnuu
[epmanus
Bamota USD u espo uUsD Espo u PLN 3aj uu‘pupqnnuuﬁpr]mg E’épqml
Banx Ho#iue bakk AT, Bepnun KommepuGanx AI, Bepaun KommepuGank AT, Bepann Ynpasnsiouhe :mpeu-rdgq opr bapru, b
Koa Banka 100 700 00 100 800 00 100 800 00 K nna.l(yn-iax «
Cuer Ne 605 24 50 00 0905 94 65 01 0905 94 65 00
HMBAH DE77 1007 0000 0605 2450 00 DE23 1008 0000 0905 9465 01 DES0 1008 0000 0905 9465 00 nsypr HRB 64320
CBHOT DEUT DE BB DRES DE FF 100 DRES DE FF 100
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