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The notary asked if there had been any prior involvement as
defined by § 3 para. 1 no. 7 of the Official Recordings Act.
The persons appearing answered in the negative.

I, the undersigned Thorsten Falz, notary in Neu-Anspach, hereby
certify the above signature, subscribed in my presence, of

Ms. Heike Sylvia Kathrin Gustke, born on 19* of February 1978,
residing at D-35510 Butzbach, Jacob-Wilhelm-KiicheFStr. 2.

Senior Manager Regulatory Aiffairs of Heraeus/Medical GmbH, Wehrheim, Germany,
- identified by identity card -.

Neu-Anspach, the 26" day of November 2021
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1  HaumeHoBaHuWe mMeguumHekoro usgennsa / Name of the:medical device

LleMeHT KOCTHbIn peHTreHKOHTpacTHbI OSTEOPAL plus, B cocTaBe:
AmMNyna ¢ Xnakum MoOHOMepoMm - 1 L.
MakeT ¢ NOPOLUKOBbLIM MOIMMEPOM - 1 LUT.
VIHCTpYKUMA NO NPUMEHEHWIO - 1 LT,

- Hakneiku naumeHTa= "8 L.
(Mo TeKCTy WMHCTPYKUUM MOryT MCMO/b30BaTbCA Ha3BaHWsl: KOCTHbIN
uemeHT / meaumumHckoe nsgenve / nsgenve / OSTEOPALL plus)
2  HasHaueHue meguumHckoro mnsgenus / Purpose of the medica

LleMeHT  KOCTHbIA (_peHTreHKoHTpacTHbii  OSTEOPAL  plus

npegHasHayveH 419 3ano/IHEHNA 1 cTabunmsaunn Tes-RO3BOHKOB.
MokaszaHus/ Indications

LleMeHT  KOCTHbIA' peHTreHKoHTpacTHbin ~ OSTEOPAL  plus

CNoco6CTBYET ayrMeHTaumMm 1 ctabunmnsaumm Tena/mo3BOHKa:

e [pn KOMMNPEECUOHHBIX MepenomMax Tena NO3BOHKaA;

e [pn onyxonax Tena no3BoHKa (Metactassl- UM MUENoMbl);

e [pn cUMATOMATUYECKNX BepTEOPa/IbHbIX [€eMaHTMOMaXx.
B nto6om cnyHae BepTebponiactTuka U KUGonJacTmKa SBnstoTCs
TONIbKO Na/MaTUBHBIMU BUAAMW NEYeHNs, CTabUNN3NPYHLLIMMK TeNo
NMo3BOHKa. JledeHve OCHOBHOI 0 3ab0/1eBaHis, (0OCTEONOPO3, ONyX0/eBoe
3a60/1eBaHMe) He OCYLLECTBNSETCA STUMWMETOLAMMN.

OSTEOPAL plus radiopaque bone cement, includes:
Ampoule with liquid monomer - 1pc.
- Polymer powder pouch - 1pc.
Instruction for use - 1pc.
Patient labels - 8 pcs.
(Names may be used throughout the text ofthe instructions: bone cement
/ medical device / device / OSTEOPAL plus)

device
OSTEOPAL plus radiopague bone cement is intended for to fill and
stabilize vertebral bodies.

OSTEOPRAL plus radiopaque bone cement is used for augmenting and
stabilisingof vertebral bodies:

» “For compression firactures of the vertebral body;

« “For vertebral body tumours (métastasés and myelomas);

«_For symptomatic vertebral haemangiomas.
In-every case, the vertebroplasty and kyphoplasty only represent
stabilising forms of treatment. This does not constitute therapy of the
underlying disease (osteoporosis, tumour disease).



4 TpotmsonokasaHus / Contraindications
AGCONIOTHLIMM  MPOTUBOMOKA3aHUAMUN  SBNAKOTCA  reMoppar M4eckuii
Aanartes 1 Hgekumu.
OTHOCMTENbHOE MPOTMBOMOKA3aHWe - 3TO paspyLUeHusi MO3BOHKA C
9KCTEH3NeN 3NuaypaslbHO K3-3a OMacHOCTM KOMMPECCMU CMUHHOIO
mo3ra.

LIeMEHT KOCTHbIA PeHTFEHKOHTPacTHbIi OSTEOPALL plus Henb3s
MPUMEHSTb:

e T[pn npegnonaraemMor  MAM  AOKa3aHHOIA- . NOBbMMEHHOMN
YYBCTBMTE/TbHOCTYI K COCTaBHbIM  KOMMOHEHTaM KOCTHOrO
LEMEHTa;

» Bo Bpemsi 6epEMEHHOCTY U NEpP1oAa KOPMIEHMS.

5 Uenesasa nonynauus / Intended Patient-Population
Llenesas nonynsawusa - B3pOC/ble NaUNeHTbI.
Beuay He60/bLUON aoKasaTeNibHOW  6asbl, ~MPUMEHEHVE LeMeHTa
KOCTHOFO peHTreHKoHTpacTHoro OSTEOPAL, Plus ans pgeteiln u
MOAPOCTKOB HE) peKOMeHA0BaHo. Mpy OTCYTCTBUM WHbLIX BapUaHTOB,
Hanpumep, /TPU  XUPYPruyYecKoi TpaBMaTonornu, peLleHune 06,
MNCNOMb30BaHNN MEAULMHCKOr0 U3Lenvs fIPUHUMAET NievaLlyii Xvpypr.

Haemorrhagic  diathesis and infections represent  absolute
contraindications. Lesions of the vertebral body with epidural extension
are relative contraindications due to the risk of spinal cord compression.

OSTEOPAL plus radiopaque bone cement must not be used:
* In case of suspected or proven hypersensitivity to components of
the bone cement;
» During pregnancy and breast-feeding.

Target patient population - adult population. A

There is very little evidence with children and adolescents, therefore it is
not-recommended to use radiopagque bone cement OSTEOPAL Plus. If
no;-other option is available, for example with present surgical trauma,
the decision whether to use medical device lies with the attending
surgeon.

6  BO3MOXHbIe 0C/TIOKHEHMS 1 NO60YHbIe adhpeKTbl / Possible camplications and side effects

B cnyyae-FIMMA-KOCTHbIX LLleMEHTOB HacTO BCTPeYaroTCca CO06LeHUs
O BpPEMEHHOM CHWKEHUW KPOBAHOIO [aBneHWs cpasy noce
UMNnaHTaumy LemeHTa. B pefkux €y4vasx Oblm onucaHbl Cnydau
TMNOTOHUN, COMpPOBOX/aBLLMECS aHamiakcuen, BK/1O4aA
aHa(WAaKTUYECKNIA  LLIOK, OCTaHOBKY CepAeYHON [AedATeNlbHOCTU W
BHe3arHyl CMepTb.

STN KapAnoBacKyNspHble M pecnnpaTopHble NO60YHbIE LeiCTBUS,
U3BECTHblE TaKXKe N KakK MMM/IaHTaLMOHHbIA CUHAPOM WU CUHAPOM
KOCTHOIO LieMeHTa, BO3HUKAOT-NPW MnonagaHuy COCTaBHbIX 3AEMEHTOB

KOCTHOrO MO3ra B BEHO3HbIA KPOBSHOM MNOTOK. B cnyuae
MYNbMOHA/bHBLIX,  KapAMOBAaCKYNAPHbIX  OCMOXHEHUA  HeobXo4uMm
KOHTPO/b M, BO3MOXHO, YBenmueHWe 06bEéMa KpoBu. [pu OCTpoi
pecrnmpaTopHoi HeA0CTaTOYHOCTY cnepyet NMpoBOANUTb

There are frequent reports of a temporary reduction in blood pressure
immediately after implantation of PMMA bone cements. Less frequent
cases of hypotension accompanied by anaphylaxis have been described;
including anaphylactic shock, cardiac arrest and sudden death.

These cardiovascular and respiratory side effects, also known as
implantation syndrome or bone cement syndrome, result from infiltration
ofbone marrow components into the venous vascular system. In the case
of pulmonary or cardiovascular complications, monitoring and possibly
an increase in blood volume are necessary. In the event of acute
respiratory insufficiency, anaesthesiological measures should be
undertaken.

Moreover, complications which may occur with any surgical procedure
are conceivable. The requirements for a contemporary cementing



aHecTe3nosiorMyeckmne Mepsbl.

Kpome TOro, BO3MOXHbI OCNIOXHEHNSA, KOTOPble MOTYT BO3HUKHYTb Npu
No6OM  XMPYPruyeckoM  BMELLATENbCTBE. [N orpadusyeHms
HeXXenartesibHbIX MOBOYHbLIX AEACTBUIA, MPUMEHAS LEMEHTa KOCTHOro
peHTreHkoHTpactTHoro OSTEOPAL plus, crnegyet [(yyYuTbiBaTb
TpebOBaHMA COBPEMEHHOro-MeToja LIEMEHTUPOBaHUSA, YTO) MO3BONUT
rapaHTMpoBaTb CTaOWIbHYH M [LONTOCPOUHYH (DMKCALUKD KOCTHOrO
LieMeHTa B Te/e NO3BOHKa:

technique must be taken into consideration when using OSTEOPAL plus
radiopaque bone cement to limit undesirable side effects and to be in a
position to guarantee stable and long-lasting anchoring of the bone
cement in the vertebral body.

7 CsefeHus o npoussoguTenie / Information about manufacturer

Xepayc Meaukan 'moX, Philipp-Reis-Strasse 8/13, 61273 Wehrheim,
Germany (epmaHus);

Heraeus Medical GmbH, Philipp-Reis-Strasse 8/13, 61273 Wehrheim,
Germany.

8  YcnoBus npumeHeHUs, NoTeHUMabHbIn noTpebuTens / Usage conditions. Potential consumer

YCnoBwsi NoVMEHeHNs]

MeauUMHCKOE  M3efe MpeAHasHAuYeHO AN UCTOMb30BaHMS TOMbKO B
CTaHAapPTHbIX YC/IOBUSAX OMepaLiyioHHONA.
MoTeHUManbHbIA-NOTPebUTENb

MeaWLMHCKOE ~ M3[enne  MpeAHasHauYeHo . ' ans
MEANLIMHCKUMUA PAGOTHUKAMMN B KIIMHUYECKUX YCOBUSIX.

MPUMEHEHNA

Usage conditions

The medical device is intended for use at the standard conditions of hospital
operating room environment.

Potential consumer

The medical device is intended for use by healthcare professionals in a
clinical context.

9 TpeboBaHMs 6e30macHOCTN U Mepbl MpefocTopoXXHoCcTK / Warnings and precautions



MprMeHeHVe NePCOHaIOM OrnepaLiOHHON

Mepen NpUMeHeHVEM MeAMLMHCKOro M3Aenus Mnonb3oBaTeNb, [A0/MKEH
OCHOBATE/IbHO OCBEAOMUTLCS 0°CBOMCTBAX U3AENNS, BNaAeTb TEXHUKOW
ero MpuUroToB/IEHNA W NPUMEHeHWs. oNb30BaTENO0 PEKOMEHAYeTCs
OBNafeTb MNPaKTUYeCKMM HaBblKaMW CMelUMBaHUsA, obpalleHns
BBEEHNA KOCTHOrO LieMeHTa [0 TOro, Kak OH 6yAeT ¢ HuUM paboTarb
BMEPBbIE.

XKngkui MOHOMep ABNSETCS BbICOKONETY UMM 7
NEerkoBoCrnaMeHsloWMMES ~  BellecTBOM.  OTMevasiucb  cryyaum
BOCM/IAMEHEHMS NApOB ‘MOHOMEpPaA B CBA3W C MPUMEHEHMEM YCTPONCTB
AN 3NeKTpoKayTepm3ayny Ha onepauyoHHOM Monfg 8613 HefaBHO
NMNNAHTUPOBAHHbIX- KOCTHbIX LeMEHTOB. MOHOMEP- TaKXe ABMSETCA
CUNbHBIM XXMPOPACTBOPUTENEM WMHE AO0/HKEH MMETb.MPAMOrO KOHTaKTa C
Tenom.

Mpn paboTe C- MOHOMEPOM WM MPUTOTOBAEHHLIM  LIEMEHTOM
HeobX0AMMO HadeBaTb MepyaTKW, KOTopbles 0becrneyar A0/MKHYH
3alMTy OT NPOHMKHOBEHWS MOHOMepa MeTUAMETaKpunata Ha KOxy.
XOpoLLo 3apekoMeHoBa M Cebs Ha MPOTSHXKEHUM NPOAO/HKUTENBHOIO
BpemeHn nepyatkn 13 MBI (TPeXCNoiHbIA NONITUNEH, CONOMMMEp
3TUNeHa ¥ BUHUNANKOroNs, NOANSTUNEH) MAEpUATKM 13 BUTOHA/6yTUNA.
B uensx 6e30nacHOCTN PeKOMEHAYeTCs HOCUTb ABe MNapbl MepyaTok,
Hanpumep; . NOMNUITUNEHOBbIE XUPYPFUAYECKME MepyaTKn  CBEpXY
BHYTPEHHeN napbl 06bIYHbLIX NATEKCHbIX XUPYPrMUYECKMX MEpUaTOK.
HenocratouyHo MCnonb3oBaTb TOMbKO “AepyaTKM M3 natekca wunv ‘us
OyTaaneHa-nonMcTMpona.

Mapbl.MOHOMEpPa MOTYT pasapaXkaTh fAbiXaTe/lbHble NYTU U CAN3UCTYHO
rna3;/BO3MOXHO TaKXe HaHeCeHVie Bpeda neyeHW. Bbinv onucaHbl
Cyvan pasapakeHns KOXu, Bbl3BaHHbIE KOHTAKTOM C MOHOMEPOM.
A3FOTOBUTENN MATKMX KOHTAKTHBIX NIMH3 PEKOMEHAYHOT UX EHMMaTb
[py paboTe C ONacHbLIMU NN Pa3aPaKaoLLMMN NapamMn. Tak KakMsrkue
KOHTaKTHble /IMH3bl MPOMYCKAKT XWAKOCTU W rasbl, He CAefyeT uX
HOCWTb B OMEPALMOHHOI NMPK UCMOb30BaHUN METUIMETaKpUNaTa.

Use bv surgical personnel

Before using the medical device, the user should be well acquainted with
its properties, handling and application. The user is advised to practise
the entire procedure of mixing, handling and inserting of bone cement
before using it for the first time. In-depth knowledge is also required if
mixing systems and syringes are used to apply the bone cement.

The liquid monomer is highly volatile and flammable. Ignition of
monomer fumes caused by use of electrocautery devices in surgical sites
near freshly.implanted bone cements has been reported. The monomer is
a strong lipid’solvent and should not come into direct contact with the
body.

When handling the monomer or the prepared bone cement,, gloves must
be worn that provide the requisite protection against penetration of the
skin by+the monomer methyl methacrylate. PVP gloves (three-layered
polyethylene, ethylene vinyl alcohol copolymer and polyethylene) and
Viton/Butyl gloves are highly recommended over a long period of use.
As:an additional precaution, it is recommended to wear two pairs of
gloves over one another, e.g. one polyethylene surgical glove over an
inner pair of standard latex surgical gloves. The use of latex or
polystyrene-butadiene gloves alone is insufficient.

The monomer vapours can irritate airways and eyes and may damage the
liver. Skin irritations have been described that can be attributed to contact
with the monomer.

Manufacturers of soft contact lenses recommend removing the lenses in
the presence of damaging or irritant vapours. As soft contact lenses are
permeable to liquids and gases, they should not be worn in the operating
theatre if methyl methacrylate is used.



MprMeHeHVe Ha nauyieHTax

Bo Bpems 1 cpa3y mocnie BBeAEHWS KOCTHOIO LieMeHTa HEeo6XOAMMO
OYeHb BHMMATENbHO CReAWTb/3a [AaBMEeHVEM, MyNbCOM W [AbIXaHWEM
nauveHta. Kaxnoe CyLIeCTBEHHOE MW3MEHEHME ITUX HKUSHEHHbIX
rnokasaTteneil cneflyeT He3aMeAnMTeNbHO  YCTPaHWUTb, L APUHKMas
COOTBETCTBYOLLIME MEPI.

MPOHMKHOBEHME LieMeHTa B-HapaBepTe6bpasibHbIe TKaHM MOYKET BbI3BaTh
UX nospexaeHne. TpU3TOM BO3MOXHbBI TaKUE OC/IOKHEHUS, Kak
KOMMpeccUss  CMMHHOFO = Mo3ra,  MexpebepHas ' HeBpanrus,
MPOHWUKHOBEHME  LEMEHTa B  MEXMN03BOHOUYHOE “~MPOCTPaHCTRO,
napaBepTe6pasbHOe 3aro/IHEHME BEH U apTepuii (ONacHOCTb aMGoMK),
MHAEKUMM 1 MOCAeonepauyoHHble  6onun.  [ns’ npeaoTepalleHUs
MPOHWUKHOBEHUS HEMEHTa B TKaHW U [/is_ CBOEBPEMEHHOr0
AVarHOCTULIMPOBaHIA HeXenaTeNbHbIX NOCNeACcTBlAIA, BBOAUTL LIEMEHT
cneflyeT nof KOHTPONeM BU3yanbHOW AMArHOGTUKM (M306paxeHVe B
peaslbHOM BPeMeHM). Takke A0/MKHA 6biTb BO3MOXHOCTb MPOBEAEHNS
HEME[LIEHHOT 0/ “XMPYPrMYecKOro BMeLLIATeNbETBA /11 YCTPaHeHuUs
OMMCaHHbIX ©OCNOXHEeHWIA. [lepes onepauuen cnegyeT NPOBECTM
TLIATENbHOE/PEHTIEHONOMMYECKOE MCCe0BaHNe C LIENbI0 UCKTHOUEHMS
BO3MOXHbIX  PUCKOB (Hanpumep, NOBPeX/eHWS1 Tena TMO3BOHKA,
KPOBOCHAGXeHWe Tena MO3BOHKA UM OTeKM). HernonHoe 3anosiHeHuve
KOCTHbIM_ " LIEMEHTOM  Tefla  MO3BOHKA MOXET  MNpuBecTM K
HEOCTATOUHOMY CHUDKEHWMIO OCTPQIA), 6OMM U K YMEHbLUEHUIO
[ONTOGPOYUHON CTABGMNBHOCTY MOA/EXALHEro NEYEHNIO Tena NO3BOHKA.

HecoBMeCTUMOCTb

K KOCTHOMY LieMeHTY Henb3sa 400aBNsSTh BOAHbIE PacTBOPbI (Hanpumep,
cofiepxaline aHTUOMOTUKKM), TaK JKaK OHM 3HAUMTENbHO YXYALwlatoT
(hu3nyeckre N MexaHUYecKre CBOMCTBA LieMeHTa.

Use on the patient

Blood pressure, pulse and breathing must be monitored carefully during
and immediately after introduction of the bone cement. Any significant
change in these vital signs must be immediately remedied using
appropriate measures. Leakage ofbone cement can cause damage to the
paravertebral structures. Complications such as spinal cord compression,
intercostal neuralgia, cement escaping into the intervertebral space,
perivertebral filling of veins and arteries (danger of embolism),
infections and post-procedural pain are possible. To prevent bone cement
escaping and-to detect unwanted occurrences in good time, application
must be .performed using imaging techniques (reaf-time imaging).
Immediate surgical intervention may also be necessary to counteract the
complications described. Prior to surgery, careful radiological
examination must be performed to assess possible risks (e.g. vertebral
body “lesions, vascular supply of the vertebral body or oedema).
Incomplete filling of the vertebral body with bone cement may result in
an:insufficient reduction in acute pain and reduced long-term stability of
thetreated vertebral body.

Incompatibilities

Aqueous solutions (e. g. containing antibiotics) must not be mixed with
the bone cement, as they significantly impair the physical and
mechanical properties of the cement.



10 W3obpaxkeHne n onucaHue mnsgenus / Pictiire and description of device

PucyHok 1- O6Lwnin Bug meguumnHckoro mngeans / Figure 1 - General view of a medical device

LleMeHT 'KOCTHbIA  PeHTreHKOHTpacTHbIi  OSTEOPAL  plus /-, OSTEOPAL plus radiopaque bone cement is a radiopaque, low-viscosity
PEHTTEHKOHTPACTHbIA, HU3KOBA3KMIA ~KOCTHbIA LEMeHT Ha ocHoBe bone cement, based on polymethylmethacrylate with an extended
nofMMETUIMETaKPUNATa, C  NPOAAEHHON  (pason  annavkauny, application phase, used to fill and stabilize vertebral bodies.
npegHasHavaeTca 414 3ano/IHeHNA N-eTabunmnsaumm Ten no3BOHKOB: OSTEOPAL plus radiopaque bone cement contains zirconium dioxide
LIeMEHT KOCTHbI peHTreHKOHTpacTHbIn OSTEOPAL plus cogepxuT B as an X-ray contrast agent.
KauyeCTBe PEHTreHOKOHTPACTHOI0 CPeACTBa ANOKCUL, LMPKOHNS.

11 TMoaroToBKa K MCMNo/b30BaHMIO, cnocob npumeHeHuns #Preparation for use, mode of application
QTKPbITUE B CTEPUMBHBIN ycnosusx Opening imder sterile conditions



KnanaHbl Ans BCKPbITMA B BEpPXHel 4YacTu (Tiaketa
MOMOrarT OTAeANTb NNEHKY OT Gymaru.
[na Toro ytebbl MaKCMMasbHO 3aXBaTWUTb “K/anaHbl
AN BCKPbITWS, 6yMary/ NNeHKy cnegyet yAepXXuBaTb
Mexay — 60AbLUMM, YyKazaTe/llbHbIM W) CpeaHnm
nasibLiaMmm.
[ns 3axBata NNeHKM WsBymary MCnonb3oBaTb BCH FIOBEPXHOCTb
6onbLuoro nanbya. OTAeATb NIEHKY OT 6ymary paBHOMEPHO C KaXKI0M
CTOPOHb!.

BHeWHWA  ByMaXHbIl) NakeT ¢ MONMITUNEHOBBIM  MOKPbITUEM,
OTKPbIBAETCA B CTEPU/IbHBIX YCNOBUAX W B MpefHasHaueHHOM MecTe
TakvM 006pa3oM, YTOLI BHYTPEHHWI GYMaXKHbIN MaKeT C NOKPbITUEM U3
M3 ocTasancs CTEPUALHBLIM NPY €ro U3BNeYeHN. BIMcTepHasn ynakoska
TaKXKe BCKPbIBAETCH B CTEPWJIbHLIX YCMIOBMAX 'U_B NpPeLyCMOTPEHHOM
MecTe Tak, 4TOBbl MOXHO OblfI0 CTepPWU/IbHO: N3BMIEYb CTEKNAHHYHO
amnyny. INocpeacTBOM BCIPAXMBAHUA UAN NMOCTYKUBAHWS COLEPXKMMOE

BHYTPEHHEro ~ MNaketa [JO/MKHO OMYCTUTbCS BHWU3 C  LIEMbIO
NpeaoTBpPaLLEHNs NoTepy MOpoLLKa NpK BCKPbITUM MaKeTa y BEPXHEro
Kpasi.

[ns NpocTOro BCKPbITUA CTEKNSHHOM ~aMny/fibl OHAa WMEeeT MeCTO
pasfioma Ha Mnepexode K rofioBke amiynbl. [nd npesoTBpalleHus
KOHTaMUHALMM  LEMEHTa CTeKNAHHbIMK  (hparMeHTaMn He Ccrneayet
OTKPbIBATb amnyny Haj CMeCcUTeNbHbLIM-YCTPOUCTBOM. Ha CTeKNSHHOA
amnyne ecTb TPybouKa (aMnynoBCKPLIBaTe/b) AN MPOCTOr0 BCKPbITHA
amnysbl. [1ns aToro 6epyTcs 3a HACAKEHHBIA aMMyI0BCKPbIBATE b; a-He
3a FONIOBKY amnynbl, U Haf HWNY0T/1aMbIBAETCA rO/I0BKA ammyJibl.
OTAgMaHHas rosioBka amny/ibl OCTaeTcs B aMMy/10BCKpbIBaTee.
CwmelLmBaH1e KOMMNOHEHTOB:

XKngkocTb 13 amnynbl  BBIAUTbL B CTEPUbHYIHO EMKOCTb A1
CveLluvBaHus. 3aTtem [06aBWUTh MOPOLLOK M3 OTKPbLITOrO BHYTPEHHEro
naketa. CMecb MOMeLUMBATb CTEPW/bHBLIM LUNATeNeM WM IOKKOWA [0
TeX Mop, MOKa He BO3HWKHET rOMOreHHasi Macca. HesaBucuMO OT
TeMnepaTtypbl OKpY>KatoLlel cpefbl CMecb CfiefyeT 3aMelumBaTb B

The opening flaps from the bag top assist to detach the
foil from the paper. In order to grip as much of the
opening flaps as possible, the side of the paper / foil
should be kept between thumb, index and middle
finger. Please use the whole thumb surface to grip foil
and paper side and take off each side evenly.

Open the outer PE paper bag at the point provided under sterile
conditions so that the inner PE paper bag remains sterile when it is
removed. The blister packaging is also opened under sterile conditions
and at the_paint provided so that the glass ampoule can be removed and
kept sterile. Before opening the inner polyethylene paper bag, the
contents-are moved down by shaking or tapping to ensure that there is no
loss of cement powder when the top edge is cut open.

To facilitate opening of the glass ampoule, it has a preset breaking point
at the-transition to the tip of the glass ampoule. Do not open the glass
ampoule over the mixing vessel to prevent contamination of the bone
cement with glass fragments. A snapping-offdevice (tube) is attached to
the-glass ampoule to facilitate opening ofthe glass ampoule. Rather than
the tip ofthe glass ampoule, the attached snapping-offdevice is held and
the tip of the glass ampoule is broken off using the device. The head of
the glass ampoule remains in the snapping-off device after being broken
off.

Mixing the components

The liquid from the glass ampoule is placed in a sterile mixing vessel.
Then the powder is added from the open inner sachet. The mixture is
stirred with a sterile spatula or spoon until a homogeneous paste is
produced. The mixture should be stirred for 30 seconds ie™ardless of the
ambient temperature. Strict adherence to the instructions for mixing the
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TeueHune 30 cekyH. CTporoe cobAOAeHNE YKasaHUii N0 CMELLUBAHIO
KOMMOHEHTOB TMOPOLLKA U YXMAKOCTM MOTyT CBECTM [0 MWUHUMyMa
KONMYECTBO OC/MOXHEHUA. KOMMOHEHTbI LIEMEHTA MOXHO™ TaKXe
3aMeLLMBaTh B CUCTEME BaKyyMHOr0 UM 6e3BaKyyMHOI0 CMELUMBAHUS.

Bpemsi  3amelLMBaHUS  Ans- BaKyyMHOTO W Ge3BaKyyMHOro
CMelLMBaHWsi Takke coctaBnseTr 30 CeKyHA He3aBUCKMO OT
TemnepaTypbl  OKPY)XalOWwien  cpegbl. Bpems  06paboTku U

MOMMMEPU3aLMN  CUNbHO~3aBUCUT OT TeMnepaTypbl KOMMOHEHTOB U
OKpy>KatoLLeli cpeabl. Boaee BbICOKVe TeMmepaTypbl YCKOPSIOT, 6onee
HU3KME TeMNepaTypbl 3aMeIA0T BPeMs OTBEPXKAEHNS:

cement powder and monomer liquid components can minimise
complications. The cement components can also be mixed in a mixing
system with or without vacuum. The mixing times for mixing with or
without vacuum are also 30 seconds, independent of the ambient
temperature. The processing time and polymerisation is greatly
dependent on the temperature of the components and the environment.
Higher temperatures accelerate and lower temperatures slow down the
hardening time.

12 VHdopMaums o) cTepumM3aLun MeuULIMHCKOro M3genusi, Nopsiike AelicTBUA Npu HapyLLleHUM CTepunibHoi ynakoBku / Medical

device sterilization information, the procedure in‘case of package appears damaged

LleMeHT  KOCTHbI~ “PeHTreHOKOHTpacTHbii  OSTEOPAL  plus
cTepusibHoe 0AHOpa3oBoe nsgenve. LiemeHT KOCTHbIN
PEHTreHOKOHTpacTHbIn OSTEOPAL plus CTepnmnn3oBaH OKCUAOM
3TWMEHa, KOTOPbIA ABNAETCA MPU3HAHHLIM METOAOM CTepunmsauun ¢
[ONroi  nctopmen’ 6e3onacHoro M 3(eKTUBHOIO UCNO/b30BAHNS.
MeTop cTepuansaLnmn cOOTBETCTBYeT TpeboBaHMsaM cTaHaapTa DIN EN
ISO 11135. Kpome TOro, ypoBHM OCTaTOYHOrO 3TuneHokcuaa (30) u
atunenxnoprugpnHa (9XI), oCTaBWErocd Ha W34enum  nocne
cTepunmn3alin 3TUIEHOKCMAOM, Oblv ORPEAeneHbl B COOTBETCTBUU C
DIN EN ISO 10993-7.

Mpouecc-eTepunm3auny NpoLLes Banaaunto, TLWaTeNbHbIA KOHTPO/b 1
MOHUTQPUHT B COOTBETCTBMMU C NYHKTamMu 7.5.5 n 7.5.7 ctaHgapta DIN
EN 1ISO 13485. Bannpauna npouecca  AeMOHCTpUpYeT
BOCMPOM3BOAMMOCTb, KOHTPO/Ib M CAOCO6HOCTL NpoLecca CTabuisHO
npou3BoOANTL CTepubHble n3penvs, COOTBETCTBYIOLUINE
yCTaHOB/IEHHbIM TpebosaHuaM. [Meprofnyeckas nepekBanpUkaLmns
NPOBOAUTCA He peXke OHOro pa3a B ABa rofa.

[Ipovuecc cTepmnmsanmm NOpoLIKOBOro NoanMepa 1 XXMAKoro MoHomMepa
OCHOBaH Ha Nnoaxofe M30bITOYHOr0 YHUUTOXEHWUA C UCMO/b30BaHNEM
[aHHbIX 6unonornyecknx uHankatopos (bW) onsa oueHKM cTeneHu
MWKPOBOHOW MHaKTUBaLMKM cornacHo Mpunoxernto B 1.2 ctaHgapta DIN
EN 1SO 11135. lNpouecc cTepunmsaymm cooTBeTCTBYeT TpeboBaHNAM

1

[

Radiopague bone cement OSTEOPAL plus sterile single use device.
Radiopagque bone cement OSTEOPAL plus is sterilized using ethylene
oxide'that is an established sterilization method with a long history of
safe,and effective use. The sterilization method meets the requirements
of-standard DIN EN ISO 11135. Furthermore, the levels of residual
ethylene oxide (EO) and ethylene chlorohydrin (ECH) left on devices
after ethylene oxide sterilization were determined as per DIN EN 1SO
10993-7.

The sterilization process has been validated and closely controlled and
monitored as per clauses 7.5.5 and 7.5.7 of standard DIN EN ISO 13485.
The process validation demonstrates reproducibility, control and
capability of the process to consistently producing sterile devices
meeting the established specifications. A periodic re-qualification is
performed at least every two years.

The sterilization process of the polymer powder and monomer liquid is
based on the overkill approach using biological indicator (BI) data to
assess the microbial inactivation rate as per Annex B1.2 of DIN EN 1SO
11135. The sterilization process meets the requirements of standards
DIN EN ISO 11138-2 and DIN EN ISO 11138-7.




ctaHgaptos DIN. EN ISO 11138-2# DIN EN 1SO 11138-7.

W3penvie ctepunusyetca O YPOBHA rapaHTMPOBaHHOM cTepuibHOCTM ¢ The product is sterilized to a guaranteed sterility level using ethylene
NCMO/Mb30BaHMEM 3TUMEHOKCUAA, YTO COOTBETCTBYET MUHUMaAbHOMY 8xide, which corresponds to the minimum required sterility level of 10’

TpeGyeMoMy YPOBHIO cTepunsHOCTM 10/1

)KI/IAKVIIZ MOHOMED pa3nBaeTca no ammnynam B aCenTUYECKUX)YCNOBUAX.

13 TexHu4eckoe obcyknBaHue 1 peMoHT / Maintenance and repair

W3penve ofHOPA30BOLO NpUMeEHeHUs, He TpebyeT TexHuuyeckoro The product is disposable, maintenance-free and non-repairable. In case

006CNy>XMBaHUS N He MOAAEXMUT PeMOHTY. B cnydae .mopun, mgenve of damage,. it must be disposed of in accordance with the legal
c “.TpeboBaHuAMKN requirements-in the country of use.

nognexxnt  ytTunmsadwun B
3aKoHoAaTeNbCTBa B CTPaHe NMPUMEHEHNA.

COOTBETCTBUN

14 OcHOBHbIe TEXHNYECKME N (DYHKLUMOHasIbHBIE XapakTepuctukuy / Main‘technical and functional characteristics
Tabnuua 1- OcHoBHbIe TeXHUYECKMe XapakTepucTukn / Table 1- Main technical-characteristics

KomnoneHT / Component

AwMnyna ¢ XXyUaKMM MOHOMepOM - 1 wiT. /
Ampoule with liquid monomer - 1pc.
MakeT C MOPOLIKOBLIM NOMMEPOM- 1. /
Polymer powder pouch - 1pc.

TexHuYecKasn xapakTepuctmka /
Technical characteristics
Macca XX1nakoro MoHomepa, r/
Liquid monomer;-mass, g

Macca, r+r/ Mass, g+ ¢

Bpems, Heobxoammoee 415 nepexoja
YXMAKOCTHO-MOPOLLIKABOI CMECH LieMeHTa B
Tectoobpa3Hoe cocTosAHMe, MUH /

Time required for the-transition of the liquid-
powder mixture of cement into a pasty state,
min
MakcvmasnibHas TemnepaTypa npu
3aTBepieBaHun, ® Maximum temperatures
during hardening, °
Bpems oTBepXgaeHus, MuH / Setting times, min
NHTpy3us, Mvm / Intrusion, mm
Cuna cxartus, MIMa/ Compressive strenght,
MPa
Mogaynb n3runbéa, Mra/ Bending module, MPa
Cuna n3rnéa, Mna/ Bending strength, MPa

12

3HaueHue / Value

9,1-10

26,3+0,9

<5

<90

Or 19 go 28/ From 19to 28

>2
>70

> 1800
>50

Liquid monomer is filled into ampoules under aseptic conditions.



Mpesen NpoyYHOCTM Ha paspbis, MIMa/ Tensile 53 48+ 101
strength, MPa
Ycapgka, % / Shrinkage, % 6,5+0,1

15 OnwucaHue NpUHaANEXXHOCTEN, MEAULNHCKNX U3AEANIA NN U3AENNIA, He ABASIOLLMXCSA MEANLNHCKUMM, HO NPeLyCMOTPEHHbIX AA
NCNOJ/Ib30BaHNSA B KOMOMHALUK C 3aB/IEHHbIM MeAnUMHEKIM n3genvem / Key accessories, medical devices or non>medical devices, to be
used in combination with medical device submitted for registration
LleMeHT KOCTHbIA peHTreHKOHTpacTHbIi OSTEOPAL ~plus moxetr OSTEOPAL plus radiopague bone cement can be used in combination
MCNOMb30BaTbCA B KOMOWHaUMW BMecTe C NHOObIMKWS-cucTeMammn  with any bone cement mixing systems.
CMeLUVBaHNA KOCTHOTO LieMeHTa.

16 CsBefeHMs 0 NTeKAPCTBEHHbIX CPeACTBaxX BXOAALMX B COCTaB MeAMUMHCKorowmsaenus / Information about the medicines included in
the medical device
MeauuuHCKoe U3LeNnNe He COAEPXXMT B CBOEM COCTaBe nekapcTBeHHbIX The medical device does not contain any medicinal products.
CpepcTs.

17 CsefeHusa o/ MaTepuanax XXmMBOTHOro/vesnioBeyeckoro nponcxoxeHus [_Information about materials of animal/human origin
MeanLUMHCKOe M3Aenve He COEPXMT maTepuanbl, xunsotHoro n (unm)  This medical device does not contain materials of animal and / or human
4e/I0BEYECKOTO MPONCXOXKAEHUS. origin.

18 YcnoBus aKcnnyaTauum meamumnHeKoro mnsgenvs / Operating conditions of the medical device
W3penne npefHa3HauyeHO AN MPUMEHEHMST~BO BHYTpPeHHelr cpeae The-product is intended for use in the internal human environment.
yesioBeka.

19 YcnoBwsa TpaHCMOPTUPOBKN M XpaHeHUs MeMUMHCKOro ugeamns / Storage and transportation conditions
XpaHUTb MEANUMHCKOE W3Aenne CreflyeT B CyxoMm MecTe, Baanu o - .Store the medical device in a dry place away from a heat source.
NCTOYHMKA Tenna.

Tabnuua.2 - Ycnosua xpaHeHUs MeLULMHCKOro nU3genus Table 2 - Storage conditions of medical device
XapaKTepuctmka 3Ha4eHwue Characteristic Value
Temnepatypa, °C OT +5 0 +25 Temperature, °C From +5 to +25

OTHOcUTebHAsA BNaXKHOCTb, % Jo 100 Relative humidity, % Up to 100

Tabavua 3 - Ycnosus TpaHCNOPTUPOBKN MeAULUHCKOIO U3aenus Table 3 - Transportation conditions of medical device
XapaKkTtepucTtumka 3Ha4veHune Characteristic Value
Temneparypa, °C Ot -50 po +25 Temperature, °C From -50 to +25

OTHOCUTENbHAA BNAXKHOCTb, % [o 100 Relative humidity, % Up to 100

20 CocrtaB ynakoBku / Package contents
Kaxxaas ynakoBka MefUUMHCKOr0 U3Lenns CoaepXXnT amnyny ¢ xuakum | Each package of a medical device contains an ampoule with liquid

13



MoHOMepom (1 LLT.), makeT C+HAOPOLUKOBbIM mnonumepomM (I LiT.),
Haknerlkn nauymeHTa (8 LWT.), a,TaKKe MHCTPYKUMIO MO MPUMEHEHWIO
MeLULUMHCKOro nsgenms.

21 Cpok rogHoctu / Shelflife
CpoK rofgHocTn (CpPOK COXpaHeHUsi CTepPWIbHOCTM) MEeAULMHCKOro
n3genva: 3 roga.
Mpegnonaraemblii CPOK CAYXKObI: 15 ner.

monomer (1 pc.), polymer powder pouch (1 pc.), patient stickers (8 pcs.)
and instructions for using the medical device.

Shelf life (sterility preservation period) of medical device: 3 years.
Estimated service life: 15 years.

22 TlopsfoK OCYLLECTBEHNS YTUNU3ALUN N YHUUTOXEHNS MeauLMHCKoro nsaenus / Disposal

Mpy NOBPEXAEHNN LENIOETHOCTI CTEPUbHOM YMAKOBKWA, a Takxe Npu
MCTEUEHWI CPOKa FoAHOCTV M3aenne yTUansmpyeTcs B'€00TBETCTBUM C
npaBunamy  OGPaLLEHNs C  MEAWLMHCKAMM  3MAEMUOIOTMYECKN
6e3onacHbIM  OTXOAaMK, NPUGIMIKEHHbIE MO COCTaBy K TBEPAbIM
6bITOBLIM OTXO/AM:

3penvie, MMeBLLIEE KOHTaKT C OpraHM3MoM natueHTa, yTUan3npyeTcs
B COOTBETCTBUW C [MpaBuNaMn 06paLueva Cc MEANUNHCKUMN
ANNAeMnonorn4eckn ornacHbIMmM oTxXodamMu.

If sterile packaging is damaged, as well as when the shelf life expires,
the productis disposed of in accordance with the rules for handling
medical epidemiologically safe waste, close in composition to solid
household waste.

The product that has had contact with the patient's body is disposed of in
accordance with the rules for handling medical epidemiologically
hazardous waste.

23 TlepeveHb HaUMOHANbHbLIX U MEXAYHAPOAHbIX HOPMATUBHbLIX AOKYMEHTOB/CTaHAApPTOB, KOTOPbIM COOTBETCTBYET MEAULMHCKOE

nspenwue / List of international regulatory documents/standards which/the medical device complies with

Tabnuua 4.- MepeyeHb HaLMOHA/bHBIX M-MEXAYHapOoAHbIX HOPMATUBHbIX [OKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MeAMLIMHCKOE

nsgenve /-Table 4 - List of international regulatory documents/standards which the medical device complies with

MpUMeHSIEMbIN CTaHaapT

| Applied Standard
DIN-EN 1SO 13485:2016/
Cor. 1:2017

N3pgenvda. “mefuumHcekmne.  CuUCTeMbI

WN3genns meguLuHCKMe.
NoAAEPKUBAIOLLUX BaXHeiLwne

ISO 16142-1:2016

MeHePKMEHTA
CucTeMHble Tpe6oBaHWA ANs Lieneli perynmpoBaHus

OnwucaHwue / Description

kavectBa. Medical devices - Qiiality management systems - Requirements

for regulatory purposes

PykoBoAcTBO {0 BbIGOPY CTaHAapTOB,
APUHLMMBI
6e30MACHOCTM W 9KCMyaTaUMOHHbLIX XapaKTePUCTUK MeaULMHCKNX
n3aenuin. Yactb 1. O6LMe OCHOBHbIE APUHLMMbI U LONOSHUTENbHbIE
KOHKpETHble OCHOBHbIE MPUHLMMbI AAS-BCEX MEAWLMHCKMUX WU3LENNHA,

Medical devices - Recognized essential principles of safety and
performance of medical devices - Part 1. General essential
principles and additional specific essential principles for all non-
IVD medical devices and guidance on the selection of standards

obecrnevyeHns

He'CBsi3aHHbIX ¢ MM, 1 pyKOBOACTEO.MO BbIGOPY CTaHAapTOB

M3penna  MeguUMHCKKe,
MeLULMHCKUM U34e/TUaM

DINEN ISO 14971:2020

ISO"R 24971:2020

DINEN 1041:2013 MHdopmauus, nogrotaenvBaemas

MpumMeHeHMe MeHefXMeHTa pucka K

M3genna meluwmHekme. PyKoBOACTBO No npumeHeHuto 1SO 14971,

Medical devices - Application of risk management to medical
devices
Medical devices - Guidance on the application of ISO 14971

nirotosutenem. Information supplied by the manufacturer of medical devices
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DIN EN ISO
15223-1:2017

ISO 15223-2:2010

DIN EN ISO
3166-1:2014

1ISO 639-1:2002

DIN EN ISO 14155:2012

ISO/TR 20416:2020

DIN EN 150/1EC :17025:2018

ISO/TR 14283:2018
DIN EN 1S0-14630:2013
ISO 16402:2008
ASTM F451 - 16
1SO*5833:2002

DIN EN ISO
527-1:2019

DIN 53435:2018

DIN EN ISO
1183-1:2019

ISO 10993-1:2018

ISO 10993-3:2014

CORPOBOXAatoLLas MeAULMHCKNe U3Lenns

M3genus MeJULMHCKUe. CumBOSbI, NpUMeHsieMble npw
MapKMpoOBaHUN  MeAWLMHCKUX  U3dennii, Ha 3TUKeTKax U B
€ONpPOBOAMTENbHON fOKyMeHTaunn.-Yactb 1. OCHOBHble TpeboBaHus
W3penns MeAuLMHCKKe. CuMBOfbI, NpUMeHsemble npw
MapKMpOBaHUN Ha MEAVLVHCKUX. W34enuaX, I3TUKETKax U B
COMpPOBOANTENbHON AOKYMeHTauuu,) Yactb 2. Pa3paboTka, Bbibop U
BasMgaLus CMMBOIOB

Kogb! Ans 0603HauYeHNs Ha3BaHUIACTpaH 1 UX nogpasgeneHuii - Yactb
|: Kogbl cTpaH

Kogabl s 0603HaYeHMs Ha3BaHMii A3bIKOB - YacTb 2: [1BYyXOYKBeHHbI
Kog

KnuHnyeckne nccnefosadunsg. Hagnexatlas KnvHUYecKas npakinka

MeguunHckne um3genus - T[ocTnpojaxHoe HabnogeHue  ans
nponssoguTenei
O6wue TpebOBaHWUA~ 'K KOMMETEHTHOCTW  MWCMbITATE/bHbIX U

KanM6pOBOYHbIX NnadopaTopuii

MmMnnaHTatbl 4ns xupyprum - OCHOBHble NPUHL MBI 6e30MaCHOCTU 1
3(h(heKTUBHOCTHU

MiMnnaHTaTbl XMPYpPruyeckne HeakTuBHble. O6LLMe TpEGOBaHUA
MmMmnnaHTatbl ANasxmpyprun. LieMeHT Ha OCHOBe aKpuaOBOW CMOJbI.
WcnbiTaHne ycTanoctu npy usrnbe LeMEHTOB Ha QCHOBE aKpUIIOBOWA
CMOJbl, NPYMEHSAEMbIX B OpTONEeAnm

CneundukaLmMs Ans akpuaoBoro KOCTHOrO LemMeHTa
MMnnaHTaTbransg Xvpyprun. AKpUaLEMEeHThI

Mnactmaccsl. OnpeAeneHne CBOMCTB Mpu pacTsbkeHun. Yactb .
O6uwue APUHLMMLI.

VcnbITaHus NaacTMacce - UCMbITaHNS Ha U3rKG W yaapHble UCMbITaHWUA
Ha ucrblraTesibHbIX 06pa3uax (4MHCTaT)

Mnactmaccol. MeTogabl  onpefeneHvs ““RIJIOTHOCTU
nnactukos. Yactb 1 VIMMEPCUOHHBbIR MeTOZ,
NUKHOMeTpa U MeToj TUTPOBaHUS.

HENOpPUCTbIX
METO/1 >XXWNAKOro

W3genms  meauuuHckue.  OLeHKas~BMON0OrMYeckoro  AeiicTBUs
MEAULMHCKUX U3aennit. YacTb |. OLEHKa 1 nccneaoBaHus
WN3genms  meamuuHckue.  OLeHKa  GMONMOTMYEcKoOro  AeiicTBUS

MeanLMHCKUX unsgennii. Yactb 3. WccnegoBaHue reHOTOKCUYHOCTH,
KaHL,epOreHHOCTW U TOKCUYECKOro [AeliCTBMS Ha penpoayKTUBHYIO
(hYHKUMIO
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Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1. General
requirements

Medical devices - Symbols to be used with medical device labels,
labelling, and information to be supplied - Part 2: Symbol
development, selection and validation

Codes for the representation of names of coimtries and their
subdivisions - Part |: Country codes

Codes for the representation of names of languages - Part 1: Alpha-
2 code

Clinical investigation of medical devices for human subjects -
Good clinical practice

Medical devices - Post-market surveillance for manufacturers

General requirements for the competence oftesting and calibration
laboratories
Implants for surgery -
performance
Non-active surgical implants - General requirements
Implants for surgery - Acrylic resin cement - Flexural fatigue
testing of acrylic resin cements used in orthopaedics

Essential principles of safety and

Standard Specification for Acrylic Bone Cement

Implants for surgery - Acrylic resin cements

Plastics - Determination of tensile properties - Part 1. General
principles

Testing of plastics - Bending test and impact test on dynstat test
specimens

Plastics - Methods for determining the density of non-cellular
plastics - Part 1. Immersion method, liquid pycnometer method
and titration method

Biological evaluation of medical devices - Part 1: Evaluation and
testing within a risk management system

Biological evaluation of medical devices - Part 3: Tests for
genotoxicity, carcinogenicity and reproductive t/oxicity



18010993-4:2017

ISO 10993-5:2009

ISO 10993-12:2012

ISO 10993-10:2010

ISO 10993-11:2017

ANSIAAMI ST72:2019

DIN EN ISO 11607-1:2020

DIN EN 1SO:11607-2:2020

DIN CEN«{SO/TS 16775:2014

DIN EN 556-1:2002/
Cor. 1:2006

DIN EN 556-2:2015

DIN EN ISO 14937:2010

DIN EN ISO 11135:2020

N3genna  meguumHckme.  OueHKa  OUONOTMYECKOro  AeicTBus
MEAUUMHCKUX — m3genmii.  YacTb 4. VccnegoBaHne — M3LeNNiA,
B3aMMO/AEiCTBYHOLLMX C KPOBbIO

WM3nenns  meguumHckue.  OueHka. OMOMOrMYecKoro  fAeicTBus
MeANLUHCKNX N3aeNuiA. YacTtb 5. VccneposaHus Ha
LMTOTOKCMYHOCTb: METOAbI in Vvitro

N3genna  mMeamumHckue.  OueHKa 6MOM0rnyeckoro  feictsus
MefUUMHCKMX  u3genuid. Yacts ) 12. [lpuroToBneHve npo6 u
KOHTPONbHbIEe 06pasLbl

N3genns  meguuuHckue.  OueHKa  OGMONMOTMYecKoro  AeicTaus

MeLUUMHCKMX u3genuid. Yacte-10. VccnepoBaHus pasgpaxatoLerosu
CEeHCUOUNN3NPYIOLLLErO feiCTBuUA

WN3penns  mepmuuHckve.[ JOUeHKa OMONOrMYecKoro  AeiicTeus
MeLULMHCKMX n3gennin. YacTb 11. MiccnegoBaHus 06LLETOKCUYEECKOr0
JencTeus

BakTepnanbHble 3HAOTOKCWMHbLI - MeTOAbl TeCTUPOBaHWA, TEKYLLUii
MOHUTOPUHT U aNbTEPHATMBLI CEPUIHOMY TECTUPOBAHUIO

YnakoBka AnA MeSUUUHCKMX UW3genunid, nognexawinx (QUHULLIHOI
cTepunusaunm. Oblune TpeboBaHmMs

YnakoBka Ans MEAULMHCKUX W3Aennil, noanexawiyx-"uHULLIHON
cTepunusaumn. FYactb 2. TpeboBaHMs K Banujaluy npoLeccos
(hopMMpoBaHUs, repmeTm3aLnm 1 copku

YnakoBka [AAs. MeAULMHCKUX W3Lenunid, nognexalymx (UHULLHON
cTepunusauun., Pykosogctso no npumeHeHunto 1SO- 11607-1 n 1SO
11607-2

CTepunmsauns MeguLMHCKNX N3aennii - TpeboBaHna K MEANLMHCKUM
N3ennam,_KOTopble JO/MKHbI ObITb 0603HaYeHbl KaK «CTepusibHbIE» -
yacTb _ 13 Tpe6oBaHWA K OKOHYaTeNnbHO) CTEPUIN30BaHHbLIM
MeSULUHCKUM U3Aennusam

Crepuausaums MeANLUHCKUX U3Lenunin - TpeboBaHWUs K MeAULMHCKAM
N3NENNAM, KOTOPble AO0/KHbI UMETb 0603HAYEHME «CTepUsibHbIe» -
YacTb2: TpeboBaHWA K MeAULMHCKUM U34enusaM, MnoABepriimmcs
acenTMYecKoin obpaboTke.

CTepunnsayms MeauLMHCKON npogykonn. O6uwme TpeboBaHMA K
OfipefieNIeHNI0  XapaKTepUCTUK CTEPUNM3YIOLLEro areHta u K
paspaboTKe, BaAMgauum U TeKylwemy KOHTPOM  npouecca
CTepUIM3aLUN MeANLMHCKNX U3aennii

CTrepunusaums MeauUUHCKUX nsgenuii. OKcug aTuneHa. Tpeb6oBaHus
K paspaboTke, BanMpauuyM U TeKylleMy KOHTPOAO npouecca
CTepUn3aL M MeSULNHCKNUX U3AENWA.
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Biological evaluation of medical devices - Part 4: Selection of tests
for interactions with blood

Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity

Biological evaluation of medical devices - Part 12: Sample
preparation and reference materials

Biological evaluation of medical devices - Part 10: Tests for
irritation and skin sensitization

Biological evaluation of medical devices - Part 11: Tests for
systemic toxicity

Bacterial Endotoxins - Test Methods, Routine Monitoring, and
Alternatives to Batch Testing

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems

Packaging for terminally sterilized medical devices - Part 2:
Validation requirements for forming, sealing and assembly
processes

Packaging for terminally sterilized medical devices - Guidance on
the application of ISO 11607-1 and ISO 11607-2

Sterilization of medical devices - requirements for medical devices
to be designated "sterile" - part 1: requirements for terminally
sterilized medical devices

Sterilization of medical devices - Requirements for medical
devices to be designated "STERILE" - Part 2: Requirements for
aseptically processed medical devices

Sterilization of health care products - General requirements for
characterization of a sterilizing agent and the development,
validation and routine control of a sterilization process for medical
devices

Sterilization of health-care products - E”ylene oxide -
Requirements for the development, validation and routine control
ofa sterilization process for medical devices



Crepyinusaums  MeAULMHCKON  NpomyKuuu.

DIN EN IS0 11138-1:2017 nHAMKaTopbl. YacTb 1 O6Lime TpeGoBaHms

Crepunusauus MeAWLMHCKON  MPOAYKLMH.
DIN EN ISO 11138-2:2017 uHankaropsl.  Yacte 2. Buoneruyeckue

CTepunn3aLmnm oKCUaom aTuneHa

CrepunusaLus MEeAULMHCKOW “NpoayKuuu.

DIN EN ISO 11138-7:2019
WHTEpNpeTaunm pesynbTaTos
Crepunusaumsa  MeaULMHCKUX
MeToAdbl. YacTb
NnpoayKuum
Crtepunusayus

n3genuii.
DIN EN ISO 11737-1:2018
MEAULMHCKAX  U3AENNiA.
DINEN ISO 11737-2:2020
Ba/MAaLuM NpoLLeccoB CTEPUIN3ALUN
M3genna  mepnumHckue. ™ OueHKa
MeOULMHCKUX  n3genuid. YacTb

3TUNEHOKCKAA MOC/E CTEPUAN3aLnn

DIN EN ISO 10993-7:2009 7.

UncTble NOMELLEHUS. M"CBA3aHHbIE C HAMU KOHTPONUPYEMbIE CPeabl.
BO34yXa MO KOHHEHTpauum

DINEN ISO 14644-1:2016 Yactb 1 Knaccudmkaums 4mucToThbl

yacTuy,

DINEN ISO 13408-1:2015
O6wwue TpeboBaHmus

24 TapaHTuitHble 0653aTenscTBa / Warranty
Mpou3BoauTeNb rapaHTUPYeT COOTBETCTBUE AAHHOr0 MeAWLMHCKOro
N3Lenns 3a9B/1eHHbIM XapaKTepuUCTUKaM. B-rpefesiax CoXxpaHeHMs CpoKa
rogHoOCTU, ™ MpW  YC/MoBMKW,  4TO “~cobnofatotcd  TpeboBaHWA
NPOV3BOANTENSA, YKa3aHHble B MHCTPYKUMM MO NPUMEHEHMIO.

Mpon3BoanTeb He HeceT OTBETCTBEHHOCTW 3a MOBPEXAeHUs L nu
HeecYaCTHble Cnydyau, BbI3BaHHbIE ~ HENPABWU/BLHON 3KCNyaTaumeid
U3Lenusa, no BWHE MO/b30BaTefed WM BHEMWNX HernpeaBuaeHHbIX
cuTyauuii
25 Peknamauus / Reclamation

KOHTaKTHble [aHHble 418 0bpalleHus Mo BOMpocam, CBA3aHHbIM C
aKcnnyataunend, TEXHUYECKMM  OOCNYXXMBAHWEM, KayecTBOM U
COOTBETCTBUEM U3AENUIA HOPMATUBHBLIM TPebOBaHUAM Ha TeppuUTOpUM
Poccuiickoin deaepaumu:

O6LecTBO C OrpaHUYeHHOM O0TBETCTBEHHOCTLIO «LIEHTP M3YUEHINA

VHAMKATOPSI

MHAMKaTopbl. YacTb 7. PyKOBOACTBO MO BbI6GOPY, MCMOMb30BAHUIO U

MuKpo6uonoruyeckue
1. OueHKa=MonynaumMy MUKPOOPraHM3MOB Ha

MuKpOGMONOrnYeCKie
meTofpbl. YacTb 2. WcnbITaHys Ha CTepunbHOCTb, NPOBOAUMbIE ApH

610N0rNYecKoro
OcTaTo4yHoe

AcenTnyeckoe MPOM3BOACTBO MeAMUMHCKON npoayKuun. Yactb 1
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Buonorunyeckne  Sterilization of health care products - Biological indicators - Part
1. General requirements
Sterilization of health care products - Biological indicators - Part

2: Biological indicators for ethylene oxide sterilization processes

Buonornueckne
ans
Buonorunyeckme  Sterilization of health care products - Biological indicators - Part
7: Guidance for the selection, use and interpretation of results

Sterilization of health care products - Microbiological methods -
Part 1. Determination of a population of microorganisms on
products

Sterilization of health care products - Microbiological methods -
Part 2: Tests of sterility performed in the definition, validation and
maintenance of a sterilization process

Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals

[eicTBus
cofieprkaHue

Cleanrooms and associated controlled environments - Part 1
Classification of air cleanliness by particle concentration

Aseptic processing of health care products - Part |: General
requirements

The manufacturer guarantees the compliance of this medical device to
the declared characteristics within the limits of the preservation of the
shelf life (the period of preservation of its"terility), provided that the
manufacturer’s requirements specified in the instructions for use are
complied with.

The manufacturer is not responsible for damage or accidents caused by
improper use of the product, due to the fault of users or external
unforeseen situations.

Contact information for questions related to operation, maintenance,
quality and compliance of products with regulatory requirements on the
territory of the Russian Federation:

000 «<HEALTHCARE SYSTEMS KNOWLEDGE CEI<ITER»

Legal address: 127473, Moscow, Seleznevsky st., 11A, building 2,



CNCTEM 3OPABOOXPAHEHWUA» (OO0 «LEHTP M3YUEHWA floor/room/office 2/30,32/232.

CUCTEM 340PABOOXPAHEHUSA»). Contact number: +7 (499) 391-24-14; +7 (926) 287-96-65;
FOpuanyeckuii agpec: 127473, Mocksa, yn. CenesHesckas, 4. 1la, Email address: office@hscmail.pro.

cTp. 2, at/Kom/ogh 2/30,32/232;

KoHTakTablin TenedoH: +7 (499) 391-24-14; +7 (926) 287-96-65;

AneKkTpoHHbIN agpec: office(a’hscmail.pro.

26 PacwundpoBKa CUMBOJIOB, NPUMEHAEMbIX NPY MapKUpPOBKe MeanunHcKoro usgenus / Explanation of symbols used in labelling the
medical device

Tabnuua 5 - PaclumppoBka cumsonos Mapkunposku / Table 5 - Explanation of labeling.symbols

CEwM /amboi Nid6lute ' Meanlne
LOT Kog, naptum Lot Number
1
REF Howmep no katanory Catalog number
STERILE EO CTepunn3oBaHO NPU MEAOIb30BaHUW 3TUIEHOKCKAA Sterilized using ethylene oxide
STERILEL A CTepunn30BaHoO C UCMOJb30BaHNEM TEXHUKM acenTUYECKOM Sterilized using aseptic processing technique
06paboTKN
He ncnonb3oBaTh AOBTOPHO Do not reuse
He noaneXxwTmoBTOPHOW CTepuAmn3aLum Do not re-sterilize
MakcvManbHas Temreparypa XpaHeHns Maximum storage temperature
t
XpaHnTb BAQIN OT UICTOYHWUKOB Tenna Keep away from heat
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XpaHUTb B,CYXOM MecTe Keep Dry

(E) He ncnonb30BaTh, €C/IM YNakoBKa NOBPeXxeHa Do not use if package is damaged
S CpOK rogHocTtu Expiration date
\V .
[ I/l CM. MHCTPYKUMIO NO NPUMEHEHNIO Consult Instructions For Use
J1erkoBocniaMeHsSOLLMIACA XKNAKOCTb Flammable liquid
CuMBON «BbI3bIBAET Pa3fpaxKeHne KOXn» Symbol «Causes skin irritation»

I d Mpown3soguTens Manufacturer

CooTBeTCTBMEe/ MPOAYKTa TpeboBaHUAM MO 6e30MnacHOCTM
Ana noTpeburenein, MeANKo-caHUTapHbIM TpebosaHmsm 1 Product compliance with consumer safety, health and
C € Tpe6oBaHMAM N0 6e30MacHOCTM A/ OKpY)KatoLel cpefbl environmental requirements of the European Union.
EBponelickoro Cotosa.
27 [laTa BbinycKa unu rnepecmoeTpa MHCTpPYKummn / Date ofissue or revision of instructions
[ata Bbinycka: 09.2021 Release date: 09.2021 A
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MepeBoj C aHIIMIACKOTO Ha PYCCKMiA A3bIK

«Xepayc» (Heraeus)

CornacoBaHo

«Xepayc Megukan FT'm6X» (Heraeus Medical GmbH)
OpraHusaums

dununn-Paiic-LLTpace 8/13 (Philipp-Reis-Strafie 8/13)
Appec

61273 Bepxaiim, 'epmaHus

JomkKHocTb

[-p Xalike 'ycTke

damunma, nms

26/11/2021
Jara A0.MM.ITTT

/nognuce/
Moanuck

NHCTpYyKUUKU TONPUMEHEHNIO Ha;MeANLNHCKOE U3aenme:
«LleMeHT-KOCTHbI peHTreHKOHTpacTHbIi OSTEOPAL plus»

CoBeT ynpaB/stolnUX AMPEKTOPOB: A-p AHApe-Kob6esbT, A-p DHAPIO YnnbamcoH, Hukonb MeTtepMaHH

37 TMCTpUPOBaHHbLIN onc KomnaHuu: Bepxaiim/LL., aeHTU(MKaLMOHHBIA HoMep' nnaTenblimka HAC OE 814096513

PerncTpaumnoHHbIi cyf: Y4acTKoBebIi cyf bag Xombypr ¢.-a.-XB3, HKB 9715



®arin Ne901/2021

Hotapwuyc 3aan BONPoC 0 TOM, MMESIO /I MECTO NpeaBapuTe/bHOE y4acTue B COOTBETCTBIAM C §3 M.-1
No 7 3akoHa 06 othuLpa/ibHbIX 3arnCsiX.
Mpu1cyTCTBYHOLLME OTBETUIN OTPULIATESBHO.

A, HkenoanucasLLmiica TopcTeH PanbLy, (Thorsten Falz), HoTapuyc ropoga Holi-AHcnax,
HaCTOALLMM Y0CTOBEPSAIO BbliLLIeYKa3aHHYHO MOAMMCh, NMOCTaB/IEHHYHO B MOEM MPUCYTCTBUN,

oM Xaike Cunbeus KatpuH MNyctke (Heike Sylvia Kathrin Gustke), gata poxaeHus: 19
(hepana 1978 roga,

NpOoXVBatoLLEe Mo aapecy: D-35510 byTubax, HAKo6-Bunbrensm-Kroxenb-LLiTpacce 2,

CrapLum MeHeKepoM OT/e/1a HOPMaTUBHO-MPaBOBOI0 PErY/IMPOBaHMA KOMMaHUM «Xepayc Meavkan
MM6X» (Heraeus Medical GmbH), Bepxaiim, 'epmaHms

- YbSl INYHOCTb YCTAHOB/IEHA HA OCHOBaHNM YIOCTOBEPEHNSA IMYHOCTM -

r. Hoir-AHcnax, 26 Hosi6ps 2021 T.

/nognvce/
TopcteH PanbLy, (Thorsten Falz)
Hotapunyc
[Mevarb:
TOPCTEH ®ASIbL,

HOTAPUYC TOPOIA HOW-AHCTIAX



BOA, laHHOr (W eKCTa BbIMO/HEH MepeBoaUMKOM KO T/19poBbIM AHTOHOM Mropesnyem.

Poccuiickast defepaupys
"opog Mocksa
[BajuaTb nepBoro Aekabps fge ThiCAYM AajuaThb Nepsoro roga
A, Marukesny AHHa LropeBHa, BpeMEHHO UCTIONHSAKOLLIS 06513aHHOC TV HOTapuryca ropoga Mocksbl Kopcvika
Bnagumpa KoHCTaHTVHOBMYa, CBALETENLCTBYHO MO/ IMHHOCTH NOAMUCK Nepesoaymka KoTsposaAHToOHa
Wropesyya.
lNognmck caenaHa B MOeM MpYCy TCTBUM.
JInuHoCcpYMUA T ICABLLENO AOKYMEH T YC T aHOB/IEHA
1 . L‘I
to-etecTpe: Ka 77/2138-H/77-2021- B6'~2"2>
‘Neuyynr L toTapransHoro aeincTsauma: 400py6. 00 kon.

VAN

A W.MNawkesny

HyMepoBaHo
mcT(a)(oB)

BPVO HoTapmyca



