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Pen needles
Compatible pens:

BD Medical

Berlin Chemie

El Lilly

Gan & Lee

Novo Nordisk

Owen Mumford

Sanofi Aventis

KD MiicaL GriH HOSPTAL P
10117 Beriit — GERMANY * Pris 3

KD-PENOFINE

§ "l-euma#nslu!;.ﬁ’rim" £

Puregon Pen®
BerliPen® areo 2
BerliPen® arec 3
GensuPen Improve
GensuPen2
Humalog® KwikPen™
HumaPen®
HumaPen® Ergo
HumaPen® Ergo Il

_HumaPen® Luxura

Saline KwikPen™
HumaPen® Sawvio
GanleePen™
NovoMix®30 FlexPen®
NovoPen® 3
NovoPen® 4
NovoPen® 5
NovoPen® 6
NovoPen® Junior
NovoPen Echo®
NovoPen Echo® Plus
Tresiba® FlexTouch™
AutoPen®
AutoPen® 2
AutoPen® 24
ALLSTAR®
ALLSTAR® Pro
JuniorSTAR®
Lantus® SoloStar®
OptiPen® Pro 1
Sanofi Avents Lantus®
TactiPen®

YpsoPen®
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en Pen needles

Brief description:

KD-PENOFINE Pen Needles consist of the following components:
big protective cap, sealing strip, small protective cap and the needle
fixed in a plastic hub.

Materials used:
Stainless steel, polypropylene (PP), silicone oil (lubricant), UV glue
(adhesive)

Intended purpose:

KD-PENOFINE Pen Meedles are single use medical device intended
to be connected to a compatible insulin pen for subcutaneous
insulin administration within the frame of a diabetes mellitus
treatment regimen. KD-PENOFINE Pen Needles are sterilized using
ethylene oxide.

Indication:
Subcutaneous injections of insulin with a compatible insulin pen

Contraindications:

* Insulinfinsulin derivatives injections during episodes of
hypoglycemia

= Hypersensitivity to insulin/finsulin derivatives or one of its

excipients

Inflammation, tumars, ulceration or other pathologic skin /

subcutaneous tissue allerations or lesions such as bruising or

indurations or scar tissue at the injection site

Residual risks, undesirable side-effects:

* Injection-related side effects such as bleeding, bruising
(hematoma) or skin reactions {e.g. redness)
Lipohypertrophy

Hypoglycemia

Needle breaking or bending

Pain

Insulin backflow (leakage)

Intended user:
The use of this product is restricted to qualified healthcare
professionals and trained laypersons such as patients or caregivers.

Intended patient population:

KD-PENOFINE Pen Needles are intended for patients who need
insulin injection for blood glucose control without gender or age
constraints. The different needle sizes available are to be selected
by experienced healthcare professionals regarding suitability for the
intended injection siles and the patient's body condition.

/_‘B Warmnings, precautions:

= Read instructions before use. KD-PENOFINE is to be used
according to these instructions for use.

As a layperson, consult your doctor regarding the most
suitable needle size, injection technique and injection sites to
be used and always follow your doctor's instructions.

Check the compatibility between the pen needle and the insulin
pen — alist of compatible pens is provided in these instructions
for use

Patients with mental illness, convulsions/seizures or other
physical impairments and children might need to be assisted
while using the device.

Keep out of reach of small children as the product contains
small parts that could be swallowed.

KD-PENOFINE is non-toxic, sterile and non-pyrogenic within
shelf life if the individual package has not been opened or
damaged.

Do not use after the expiry date. If used after the expiry date
the device may not be sterile.

Visually inspect and carefully check the product and individual
package integnity and also the expiry date before use. Improg

.

= Do not bend the needle. If the needle is bent or damaged, do
not try to straighten or use the product as it may lead to
needlestick injuries / impaired integrity of the needle.

Handle and dispose of with care to avoid needlestick injuries.
The pen needle is for single use on a single patient only —
always use a new needle for each injection and discard it
directly afterwards. Re-use of this single-use device might lead
to infections as a used needle is no longer sterile. Furthermore,
injections with an already used needle might be moere painful as
the lubricant is removed and the tip shape is deformed.

Do not clean or re-sterilize the product.

Never store the insulin pen with a mounted pen needle as the
mounted needle pravides an open channel to the insulin
medication inside the cartridge - the insulin medication may be
altered (e.g. crystallization) or contaminated, air may entry into
the cartridge and dosage might berome inaccurate.

.

Instructions for use: - '

Before using the pen needle, consult and strictly follow the insulin

pen’s instructions for usc. Always use the needle size, injection

technique and injection sile recommended by your doclor for
administration.

1. Open the sealing strip of the individual package (see Fig.1);

2. Altach the product to a compalible Insulin Pen by screwing it

clockwise onto the pen (see Fig.2);

3. Remaove both, the outer big protective cap (see Fig.3) and the
inner small protective cap (see Fig.4), befare an injection. Do not
dispose of the big protective cap so you can replace it in step 7.
Warning: If both, the big protective cap and the small protective
cap, are not removed befare use, the medication or dose might
not be injected, which can result in harm.

. Perform a priming test prior to use to remaove any air and to

ensure correct dose administration according to the insulin pen's

instructions for use (see Fig.5). Always keep backup pen needles
as-a replacement. Make sure that the injection dosage is set
comectly (see Fig.6).

Disinfect the skin of the injection site.

Hold the Insulin pen in a 90° angle to the skin surface at the

insertion site and insert the needle vertically. Once the pen

needle is correctly inserted, press the injection button all the way
down, being careful not to change the angle of the insulin pen

(see Fig.7). Keep pressing down the injection button. After

administration keep the needle inserted for at least 10 seconds

before removing the needle

.-When the injection has been completed, replace the big
protective cap to cover the needle (see Fig.8) and rotate the pen
needle anticlockwise to detach it from the Insulin pen (see Fig.9).
Note: If after the needle is removed from the skin you notice
medication dripping, keep the needle inserted longer the next
time, at the same dosage.
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Disposal:

Dispose of the used pen needle after single use following local
regulations and guidelines for sharps disposal by using an
appropriate container for sharp medical waste.

Storage:
= Store in a cool and dry place
= Do not expose to heat or direct sunlight.

Notice:

Any serious incident that has occurred in relation to the device must
be reported to KD Medical GmbH Hospital Products and to the
competent authority of the EU Member State (or state with the
same rules (Regulation (EU) 2017/745 on medical devices)) in which
the user and/or patient is established.

Symbols:

Manufacturer

Calalogue number

Batch code

Date of manufacture

Use-hy date
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Fragile, handle with care

Keep dry

Keep away from sunlight

Do not use if package is damaged

Do not re-use

Do not resterilize

Consult instructions for use

8. Dispose of the used pen needle in accordance with applicable
regulations and guidelines. Caution
Latex-free
Figures 1-9: PVC-free
DEHP-free

transport and handling may cause structural and/or functional
damage to device or packaging.

Do not use if the product or individual package is impaired,
damaged, opened or contaminated as this can alter the device's
sterile state.

Use the product immediately after opening the individual
package.

Nan-pyrogenic

OIX e > B B S| @ |5 ¥

Single sterile barrier syst}éﬁ
£

A
Sterilized using ethylgneogide | 5
_7 LAY

Medical device

C€o123

] R 2
+., E45%¢
Date of last revision: 2025-08-06




IFU, Back: 280 mm x 215 mm

KD-PENOFINE

Urnel MHbLEKUWOHHLIE e
0N MHCYNMHOBLIX WNpUL-pyYek

CoBMecTUMbIe WNpUL-pYyYKA:
BD Medical Puregon Pen®
BerliPen® areo 2
Berlin Chemie e
GensuPen Improve
Bioton
GensuPen2
Humalog® KwikPen™
HumaPen®
HumaPen® Ergo
ol HumaPen® Ergo Il
HumaPen® Luxura
'HumaPen® Luxura KD
Saline KwikPen™
HumaPen® Savvio
Gan & Lee GanleePen™
NovoMix®30 FlexPen®
NovoPen® 3
NovoPen® 4
NovoPen® 5
Novo Nordisk NovoPen® 6
NovoPen® Junior
NovoPen Echo®
NovoPen Echo® Plus
Tresiba® FlexTouch™
AutoPen®
AutoPen® 2
AutoPen® 24
ALLSTAR®
ALLSTAR® Pro
JuniorSTAR®
Lantus® SoloStar®
OptiPen® Pro 1
Sanofi Aventis Lantus®
TactiPen®
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ru  Urnsi iHBEKLMOHHBIE NS MHCYIMHOBBIX
WNPUL-PYYeK

Kpatkoe onucanve:

Wrnw ana wnpuu-pysex KD-PENOFINE COCTORT W3 CREAYIOLINX
KOMNOHEHTOB: GONLIIONO 3AWNTHOMD KOMNAYKa, snmcmpnw xpuwm.
MANGra 3alMTHON Wi,

atyike.

Wcnoneayemele Mmarepuans

F GTank, N (PP), cannkoHosoe macno
(cragka), Yeh-knen (knei)

Mpeanonaraemos HAZHAYEHWE:
Wbl g winpusi-py-ex KD-PENOFINE npeacrasnsior cofioi
L Hanenun © MCNONLI0BAHAR,
ana co ce 0 MHCY i
WNPML-PYKORA (A 0AKOAHOIO GBEAEHIAS MHCYIIMHA B DIMKAX CXEMD!
NEYEHAR CaxapHoro Auabera. CTeprnuaauns uim N8 Wipuu-pysex
KD-PENOFINE BINONHABTCA C MCNONLI0SEHWERM OKCWIE 3THIEHE.

Mokazanue:
NOAKDKHBIE WHBEKLMW MHCYNVHE C NOMOLLEK COBMBCTHMOR
WHCYNUHOBOR WNPUL-PY4RN

MpoTHBONOKa3aHns:

* MHLEKUMH HHCYMHHE / NPON3BOAHLIX MHCYWHA BO BREMA 2NMI0A0E
THNOTMAKE I

MoBLILEHHAA MYBCTEHTENLHOCTL K MHCYNHY / NPOUIBCAHLIM
MNCYANIE WK OOHOMY W3 B0 BCTIOMOTATENEHBIX BELECTE
Bocnanarin, 0nyxoni, A3esl Wk APyIve NATONOTHEck1e
UBMBHEHHA TH NOPAXKEHUA KOXM [ NOKOXHOR KNETYaTKM, Takie
KAK CUHAKK, YryGnBHHR Mny pyHiLOBan TKaHb B MBCTE MHBLEKLMKW

OCTaTouHbLIe PUCKH, HEXENATeNbHLIe NobouHbie ad dexTe:
- NoBounbie 3hhEKTE, CHOAIHHBIE G MHEEKLHAMNA, TAKWE KaK
KPOBOTENEHNE, CHHAKMA (FEMATOMLI) MNK KOXHEIE PEAKLIMA
(HANPUMED, NOKPACHEHHE)
Nunorwnepipodmna
Munormukemns
Monomea unn crnBanme uims

-+ Boms
+  OCpaTHBIA TOK WHCYIHHA (yTeuKa)

Ll ragMbii anb:

Wcnons3osanye Nannoro U3AeNMA orpaluwieHn
KBANHPULMPODEHHLIMH MEANLIMHCKMMH PaBOTHUKaMM H 0BYHEHHLIMK
NUuaMi 623 MEAHUMHCKOro 0GPA30BAHMA, TAKMMK KAK NALASHTE! UM
NHUA, OGYUWECTBIRIOWME YXOL.

Mpegnonaragmasn rpynna NauMeHTos:
Wbl ana winpuu-py4ex KD- F‘ENDHN.EnpeuHa:aHauenm.wa
NALMEHTOR, AR KOHTPONA
YODBHA MIOKO3L B KPOEM, ﬁes OFPAHUMEHIA NO NONY 1 BO3PACTY.
PasnusHble paaMensl Ui A0NKHE NOABMPATLECH OMbITHRMA
MEAMUMHCKNIM PABOTHUKIMW C YHETOM GOOTBETGTAHA
NPEANCHArakbit MECTIM MHBEKUMA W COLTORNWA DRIaHWaMa
nauvenTa.

An
Mepen cnonL3oBaHKeM NPOYUTANTE MHCTPYRUWD. KD-PENOFINE
CREMYET UCNONLI0EATE B COOTBETCTHNA C HACTORLER HHETPYKUMER
10 NPUAREHEHIO.

Kak nuuo Gea meauuuHckoro obpasosanna
NPOKOHCYNBTHPYHTECH G Bpa4oM o HauGonee NoaxoanawEeM
PaaMepe Wrilbi, TEXHUKE NHBLEKLWMA W MECTAX BREAEHHS W
Bcerga cobnopgante yKkasaHus apasa.

MPOBEPLTE COBMECTUMOGTE UL LINPWL-DYYKK M UHCYIMHOBOA
unphu-pyska, Mep PLL- DY

HECTORWEN MHCTPYKLMK 110 NPHMEHEHWIO

MNaymeHTam c KMMU 3306 o
CYAOPOTAMI MM APYFAMM (DUSUHBCKIMH HBIOCTATKAM, 3 TAKKE
AETAM MOXET NOTPEG0BATLCH NOMOLLLL MPW HCMONLI0RAHNA
“anenya.

B CBA3N C TeM, HTO MIFENAE COAEPXHT MENKME LeTalk, KOTOpLIe
MOKHO NPOMOTHTL, XPAHUTE B0 B HEAQCTYIHOM ANA

AEHWA, MEDEI NPEAOC T

Wcnonkayiite uagenve cpasy nNocne BCKLITAR ero
MHOMBMAYANEHOA YNAKOBKM
He crubanre urny, Ecnm wrna corHyTa unu nospexnexa, He

a wnm uer Th MALIEINME, TAK KK 310
MOMET NPUBEGCTA K TRABMAM OT YKONA MINOA [ HAPYILEHWI
UenocTHOCTH UMbl
Bo Habexanue TPABM OT YKONOB 06PaLLARTECL G U3ARNWEM 0
YTANHAAPYATE H3AENHE © OCTOPOKHOCTLHD.
Mrna ans winpid-py-kk NPEAHEIHIMEHD TONLKO AR OAHOKPATHOMG
MCNO0NE30EAHMA HA OAHOM NauneHTe. Beeraa nenonkayire Hosyl
WIEIY AR KEDKA0M WHBEKLMA U CPAZy Nocne $10ro aeibpacuisaite
ee. MoBTOPHOE VCMIONLIVBAHKE STO0 CAHOPA30BONO U3AENNA
MOKET NPUBECTH K n wna
YKE HE HENABTCA CTEPMNEHOR. KPOME TOM0, MHLEKUMA yKe
WCNONB30BAHHOA MIMOR MoryT Beite Bonee BONBIHEHHLIMW B CBAZW
C YAANgHNEM CMasKi 1 AeopMaumMed dropmel KOHYNKE.
He 04MILaiTe W He CTEPUAK3YITE WIABNWE NOBTOPHO.
HUKOMA HE XPAHWATE MHCYNMHOBYIO WNPMU-PY4KY C YCTAHOBNEHHOR
WO, TAK Kak YCTaHOB/EHHAR WINa 06ECneYnnaeT OTKDLITLI
HOCTYN K MHCYAHHOBOMY NPENAPATY BHYTPH KADTRWIDKA, 4TO MO%ET
BbI3BATE MIMEHEHNE MHCYIMHOBOIO NPENapaia (Hanpamep,
KpHCT ) MW Ero 3arps M B KapTRLK
BO3AYXA, 8 TAKKE HETOYHOCTL A0SHPOBKM,

HHCTRYKUMIA ND NRAMBHEHNIO:

Mepes MCNONBI0EAHNEN NI IS LUINPIL-PY-KN 03HAKOMETECH C

VHGTRYKUMEN N0 NPHMEHEHHIO BHCYIUHOBOR WAPUL-PYKH 1 CTROrD

&8 o . Becerpa wen YATE PAIMED MBI, TEXHUKY

BEEALHHA W MECTO MHLEKLIMH, PEKOMEHATBAHHLIE BALIWM BPAYOM 1A

BEEAEHWA Npenapara.

1. OTkpoiTe BAMCTEPHYIO KDBILLIKY WHAMBWAYIBHON yNAKOBKM (CM.
phe. 1)

2. MNp MILENHE K C 10/ MHCYIHHOBOR LNPHL-PYYKE,
nyTem NIPIKPYMMBAINAR ©7O K WINPWILPYIKE 10 4ACORON CTRENKE (Ch.

puc. 2);

Nepen, 0ba 33U THBIX : BHELUHWRA

GONbILOH (CM. pUC. 3) ¥ BHYTPEHHUA MANBIR ALWTHBIR KONNEHOK

{cm. puc. 4). He ulipacuisaiiTe GONLWON 3aLUMTHEIR KONNaoK,

4TOGEI B4 MOITIH 3AMEHATL €0 Ha ware 7.

Brummanivie! ECNU NEPE HONoNL30BaHHem He GHATL 063 JUMTHEX

KOiaska, GONsWOR W ManbiA, NDENAPAT WK 4033 MOTYT GbiTe HE

BEEAEHLI, YTO MOKET NPANHHWTE Bpef,.

4. MNepen NENoALICEAHNENM BLINOAHWTE TECT € npemapmenmnn
AKTHRALWER, YTOG YARNUTL BO3AYX 1 Ob

w

Yrunusauma:
YTWAM3KMPYRTE MCNONLI0BAHHYID WY WAPWL-PYSK noche
OJIHOKPATHOND MCNONLI0BANMA B COOTEETCTBMN C MECTHBIMMN

up WAMA IO OCTPLIX IPEAMETOR ©
NPUMEHEHUEM COOTBETCTBYIOWETO KOHTERHEPE INA OCTPEX
MB[IMLMHCKHX OTXO/08.

Xpanenws:
XPaHATE HAIRNUE B CYXOM W NPOXNAANOM MecTe, He nonsepranre
M3MENVe BOINSHCTOMIO TENAA M NPAMLIX CONNENBIK NYNER,

Mpumesatune:

O n06OM CEPLEIHOM MHUMABHTE, NPOMICILEAWEN C MARENNEM,
HeolxoaMmMo coobiumTe 8 komnammo KD Medical GmbH Hospital
Products v 8 KOMNETEHTHBIA 0praH FUEVILEIDGTIH-‘(HUHS EC {unm

T ) C TEMN KE I (P EC)2017/7450
MEAMUHCKIX MIAENMAX)], B KOTOPOM HAXOAUTCA NONBIOBATENL W / WK
nAUNEHT,

Cumaosbi:

Warotosurens

=3
m
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Homep no katanory / aptakyn

Ko naptui / HoMep napTuu

[lata naroToBneHun

Wenonsaoeate A0 / CROK FOAHOCTH

Xpyrkoe. O6pawwareci 0CTOPOXRHO

He ponyckaTte 503A8RCTENA BNErK
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BEEAEHNE ACTH A COOTRETCTAMM G MHCTRYKLMER N0 NRUMEHEHUMID
WHCY/IMHOBORN WNPWL-PYHKK (CM. puc. 5). Beerna xpaniTe 3anacHuse
WM QA WIPHL-PYYeK. YE8AMTECk, HTO 1038 HHLEKLMK
YCTAHOBNEHE NPABUILHO (CK. puc, 6)

. NpoAE3uHDMLIPYIATE KOXY B MECTE HHBEKLMM.

AepxuTe AHGYARHOBYIO LUNPUU-PYSKY Mof ymom SO k nosepxHocTM
KOXW B MECTE BBE/IEHWA W BOEMTE WITTY BERTUKANLHO. Mocne Toro,
Kak HINa WNPHLU-DYHKH BEEAEHA NPABHNLHO, HKMMTE KHOMKY
WHLEKLHA A0 KOHLA, CTAPACh He MAMEHHTL YTON HaKNoHa
MHCYNMHOBOR WNPAL-py4a (G, puc. 7). NpojoxanTe HaxMmaTs
HE KHONKY MHBEXLN. TTOGNE BEEASHUA NPEXAE HEM BLHYTh Uiy
ABPAVTE B0 BRCASHHON HE Mange 10 CoryHa.

7. Tocne 3aBePUEHAR MHBEELNMK YCTBHOBMTE DONBIWOA 3aLUMTHLIA

KONNa4oK, 3aKpuIBatowwi urny (CM. puc, B), n noBepHuTe wity

WINPAL-PY4KA NDOTHE YACOBORA CIPENKA, 4TODb! OTCOBAHHITE 68 T

VHGYNMHOBOM WMPHU-PYKU (CM. pyc. 9)
pi - Ecnu nocne ual

4TO NEKAPCTEO KANAET, B CNEAYIOWMA DA REPXKHTE WITY BBEAEHHOR

Gonee AHTENLHOE BPEMA, NDIA TOR Xe A0IHPOBKE.

YIHIHINDYATE MCNONLAOBAHHYIO WY LNDWLL-PY-K B COOTBETCTBI

G ACAGTEYIOLMMA NPABUNIMK 1 PDEKOMEHAALMSMA.
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Pucynkmn 1-9:

WAl W3 KOXKW Bbl 3AMBTHIM,

He aonyckats BO3AEACTEUA CONHEYHOMD CBETA

b
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He »cnonb3osats NPy NOBPEXABHWK YNAKOBKH
W OGPATHTLCA K MHCTPYKUWM MO MPHMEHEHIID

Janper 4a NoATOPHOE NPHMEHEHKE

He cTepUNM3oBaTh NOBTOPHG

OBPaTHTETE K HHETPYKLIM N0 NPMMEHENAIO

OGCTOpPOXHO

He conepxnr HaTypalibnbii KayMyKoosin
narexc

He copepxut NBX

ABTRA MECTE.

KD-PENOFINE netoscyuiHa, CTeprsibHa M HENHMPOreHeHHa 8
TEUEHIE CPOKA MOAHOGCTH, ECHN MHAVMBUAYANLHAR YIIAKOEKA HE Gbina
BCKPBITA WK MOBPEKAEHE.

He MCnons3ayiTe WML NOCNE MCTEYEHHR CPOKA roAHOCTM. Mpk
WCNONL30BAHAN HIAENHA NOCNE MCTEHEHWA CPOKA MOAHOCTH OHO
MOXET Dbl Tl HE CTEPWIILHBIM.

Mepea vcnonb30BaHNEM BUIYANEHD OCMOTPWTE W TIWETENEHO
NPOBEPLTE UBNOCTHOCTE M3MIB/NNA M MHINBUYANLHOR YNEKOBKN, 8
TAKKE CROK FOAHOCTH. HBNpaBunbHas TPaHCIopTUPOBKa
OBPALUBHHE MOTYT CTATL NPHYMHON CTPYKTYPHEIX U / M
YHKLMOHANBHEIX NOBPEXACHUR HANENWA KA YNAKORKH.

He MCNONL3YIATE MALENne, ECANM CAMO WIAENME Il EM0
MHAMBIYANLHAR YNAKOEKS NUBPERAEHN, BCKPBITEL MK
JArPASHEHL!, TAK KaK 3T0 MOXET HIMEHUTE CTEPWIEHOE COCTORKNE
M3NeNHA.

He conepxur dranaros (DEHP)
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