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Manufacturer:

botiss biomaterials GmbH

Hauptslrafie 28, 15806 Zosscn b. Berlin, Germany
Tel.:+49 33769 88 41 985

Fax: +49 33769 88 41 986

wMA bot\ss.com

Addresses of the places of production of medical products:

Cells” I'issuebank Austria gemcinniitzige GmbH, Magnesitstr. 1, AT- 3500 FCrcms
Tel.:+43 (0) 2732 76954 0

Fax: M3 (0) 2732 76954 40

yyVviy.clbaal

Composition
Cancellous, cortical, or cortico-cancellous portions of human bone tissue

Product description
Bone transplant of human origin, lyophilized, in cancellous, cortical or corticocancellous form as
blocks, granules, struts, rings and cylinders.

Intended use

maxgraft* is intended to replace missing or inadequate bone tissue, for filling and stabilizing
bone defects, maxgraft® should only be used by doctors who are familiar with surgical
intervention techniques in dental, oral, and maxillofacial surgerv’.

Indications

maxgraft® granules:

- Regeneration of periodontal osseous defects

- Regeneration after cysts and root tip resection

- Regeneration of extraction sockets (socket preservation)

- Regeneration of missing bone tissue around dental implants

- Regeneration of gaps around block grafts

- Horizontal augmentation of the alveolar ridge

- Sinus augmentation

- Three-dimensional (horizontal and/or vertical) augmentation of the alveolar ridge

maxgraft* blocks:

- Horizontal augmentation of the alveolar ridge

- Sinus augmentation

- lhree-dimensional (horizontal and/or vertical) augmentation of the alveolar ridge

maxgraft* cortico:
- Horizontal augmentation of the alveolar ridge
- Three-dimensional (horizontal and/or vertical) augmentation of the alveolar ridge

maxgraft* bonering:

- Horizontal augmentation of the alveolar ridge

- Sinus augmentation

- Three-dimensional (horizontal and/or vertical) augmentation of the alveolar ridge
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maxgraft® bonebui Icier:

- lorizontal augmentation of the alveolar ridge

- Sinus augmentation

- Three-dimensional (horizontal and/or vertical) augmentation of the alveolar ridge

Contraindications

Necrosis in the oral cavity is a contraindication for maxgraft®. Following the complete removal
of infected bone tissue, the use of maxgraft® should be considered carefully due to a limited
healing rate.

Side effects

rhe evaluation of side effects is based on the following frequencies: very common (>1/10);
common (>1/100, <1/10); occasional (>1/1,000, <1/100); rare (>1/10,000, <1/1,000); very rare
(<1/10,000); unknown (frequency cannot be estimated from the available data).

As with all bone implants, the use of surgery makes it difficult to assess whether side effects,
such as infections, complications during healing, or loosening of the implant are caused by the
product or by the surgery.

A retrospective analysis demonstrated the safety of human lyophilized allografts. No
microbiological or viral infections were caused by the allograft. Side effects known to be due to
the surgery include haematomas and pain. Donors of bone material that is processed into
maxgraft® are subject to strict selection criteria with respect to donor selection and serological
testing. A validated inactivation procedure is used for the processing. In spite of these extensive
safely measures, it is not possible to exclude the presence of unknown or undetectable
pathogens.

Use during pregnancy and lactation

There are no adequate data on use in pregnancy and lactation. The risks that are generally linked
to an operation including drug administration, blood loss etc., must be especially taken into
careful consideration for pregnant or lactating patients. Each case should be considered carefully.

Precautions for use and warnings

The application in host bed with poor blood circulation is subject to closer examination and
consideration by the attending physician due to poor healing rates.

Although no case of immunological rejection was observed in the long-standing use of human
bone allografts, the possibility of such a rejection cannot be ruled out completely. After the
initial testing of each donor, the batch processing takes place in accordance with all technical
safety specifications, whereby various donors can be combined.

Interaction with other products
In concomitant medication with the substance group diclofenac, an impairment of bone growth is
possible. No interactions with other medicinal products or medical devices are currently known.

Dosage forms and contents

maxgraft® products have double packaging. The primary packaging (granules: vial closed with a
lid or blister with scaling film, others: sealed peel-off packaging) keeps the product sterile and is
suitable for use in the surgery, fhe secondary packaging is a sealed peel-off package.

Form Composition Dimensions (mm) Content

Granules cortico-cancellous <2 0.5ml - 1-Oml - 2.0ml - 4.0ml
cancellous <2 0.5ml —1.0ml —2,0ml —4.0ml

Block unicortical 20x 10x 10

I0x 10X 10 One item each
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20 X10x5
cancellous 20 X 10X 10
I0x 10x 10
20 X 10x5
15x 15x5
Strut cortical 30xI5x 15
25x 10X 15 One item each or 3x1 piece
25x 10x 1
34 X 13 X 13 mm
(max.)
23 X 13 X 13 mm
(standard)_

One item
Bonebuilder cancellous
One item

Form Composition Outside diameter, height (mm) Content
Bonering 3.3 cancellous 6, 10

7, 10 (Tnc item each
Bonering 4.1 cancellous 7, 10

Method and time of application

maxgraft® is only intended for a single use. Aseptic conditions arc essential when opening the
maxgraft® packaging and for subsequent handling. If the implant is contaminated during the
operation, it must be discarded.

Before application in patients, bigger material forms in particular should be rehydraled in a
suitable physiological medium for at least 10 minutes (e.g. physiological saline). ma.xgraft®
bonebuilder should be implanted soon after rehydrating it. It must be juxtaposed in the area of
use and fixed with osteosynthesis screws.

The area to be filled must always be completely filled with bone substitute material. The final
wound closure must be complete and saliva proof. Wound closure should be free of tension. I'he
allogenic bone tissue must be stabilized in order to avoid any micromovement. A summar> of
clinical studies with human allogenic bone tissue showed its good incorporation, a lack of
rejection and good remodelling.

rhe material is dense to X-rays, and therefore radiological control presents no problem.

Ambient temperature 25+10°C

Relative humidity not controlled

Atmospheric pressure not controlled

Implantable product: internal environment of the body
i'emperature from 32 °C to 42

A relative humidity of 100 %

Deleting and replacing
Not applicable as maxgraft® will be replaced by bodies own bone tissue over time and does not
need to be removed.

Shelf life

maxgraft® has a shelf life of 5 years from the radiation date in the closed packaging. The expir>
date is stated on the folding box as well as on the secondary and primary packaging, maxgraft®
must not be used after the expiration date printed on the packaging.
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Any serious adverse reactions observed during or after clinical application, which may be linked
to maxgraft*, should be immediately reported to:
botiss biomaterials GmbH

HauplstraBe 28, 15806 Zosscn b. Berlin, Germany
Tel.:+49 33769 88 41 985

Fax: +49 33769 88 41 986

Email: Siba@.botiss.com

and

Cells"Tissuebank Austria gemeinntitzige GmbH
Tel.:+43 (0) 2732 76954 0

Fax: +43 (0) 2732 76954 40

Email: vigilanz@ctba.at

Warranty

botiss biomaterials GmbH guarantees the Buyer that "maxgraft®" (the product) purchased by the
Buyer does not have material and quality defects at the time of delivery to the Buyer. I'he
company "botiss biomaterials GmbH" does not give any guarantee (direct, indirect or statutory)
to products that underwent a non-standard mechanical loading, storage in improper conditions,
inappropriate usage/misuse, incorrect or negligent application, improper testing, usage in
conjunction with other products or components other than those for which “maxgraft®” (the
product) has been developed, or underwent a usage in a way or in medical procedures which are
not intended for this product. Guarantee claims must be made without delay. Any guarantee
claim is limited to the replacement of the defective product(s) and pay ment of shipping charges
to the Buyer of the replaced product(s). In particular, "botiss biomaterials GmbH" does not
compensate any additional components, tools, treatment costs and other costs and expenses
happened due to or in connection with the replacement of the defective product to the Buyer or
the patient.

Manufacturer's authorized representative:
Botiss Plus Ltd.,

Russia, St Peterburg, 194291,1.unacharskogo pr. 47, Lit. A
Tcl.+7812558-15-15

maxgraft® Bone implant for dental surgery complies with the following standards as far as

MFDDEYV 2.7.1 Clinical evaluation; A guide for manufacturers and notified bodies

European Commission Directive implementing Directive 2004.73/EC of the Eluropean Parliament and

directive of the Council as regards certain technical requirements for the donation, procurement and

2006/17/EC testing of human tissues and cells

European Commission Directive implementing Directive 2004/23/EC of the European Parliament and

directive of the Council as regards traceability requirements, notification of serious adverse reactions

2006,'86/EC and events and certain technical requirements for the coding, processing, preservation, storage
and distribution of human tissues and cells

EN 1SO 13485 Medical devices — Quality management systems  Requirements for regulatory purposes

EN ISO 14971 Medical devices. Application of risk management to medical devices

DIN EN 1041 Information supplied by the manufacturer of medical devices

EN ISO 11607-1 Packaging for terminally sterilized medical devices - Part 1 Requirements for materials,
sterile barrier systems and packaging systems

EN 1SO 14476 Chemical disinfectants and antiseptics ¢ Quantitative suspension test for the evaluation of
virucidal activity in the medical area - Test method and requirements

EN ISO 11137-2  Sterilization of healtli care products - Radiation - Part 2: Establishing the sterilization dose

ASIM FI1929 Standard lest Method for Detecting Seal Leaks in Porous Medical Packaging by Dye
Penetration
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[MpOLWBOAH renb:

«boTuncc bromatepuanc MeX» (botiss biomaterials GmbH)
XaynTwTtpacce 28, 15806 LlocceH, "'epmaHua

(HauptstraBc 28, 15806 Zossen, Germany)

Ten.: >49 33679 88 41 985

dakc: t-49 33679 88 41 986

\Wyny.botiss.com

MecTo nNpon3BOACTBaA:

«BaHK K/IETOYHbIX W TKaHEBbIX Ky/bryp Asctpumn (IF'moX»
(Cellsn issuebank Austria gemeinntitzige GmbH)
MarHesunTwTp. 1,3500 Kpemc-aH-aep-oHay, AsCTpus
(Magnesitstr. 1, 3500 Krcms an der Donau, Austria)
Ten.:+43 (0)2732 76954 0

Pakc: +43 (0) 2732 76954 40

ww/\ctba.at

CocTaB
®parMeHTbl ry64aToi, KOPTUKa/IbHON MK KOPTUKaNbHO-ry6uyaToin KOCTHON TKaHN YenoBeKa

OnucaHwne
KOCTHbIA MMNAaHTaT 4ef0BEYECKOr0 MNPOUCXOXKAEHUS, NMOGMUAN3NMPOBaHHbIA, B rybyaTtoi,
KOPTUKa/IbHON MM KOPTUKa/IbHO-ry64aTon hopme, B BUAe 610K0B, (haHyn, NNacTUHOK, KOJeL, v
LMIMHAPOB.

HasHayeHune

KOCTHbIN uMnnaHTaT [Ans  XuMpyprudeckon crtomatonorum maxgrafl*  mcnonb3yetca ans
MMNNan'raummn ¢ Lefiblo 3aMeHbl OTCYTCTBYHOLLEA W AONONHEHUA HEAOCTaTOYHOM KOCTHOW TKaHu,
3anonHeHns u ctabunmsauun aedektToB Kocre. M3genme maxgrafl® gomkHO MCMNonb3oBaTheA
WCKMOUNTENbHO Bpayamiy, 3HAKOMbIMKM C TEXHUKAMW XUPYPrvyecKoro BMeLlaTeNbCcTBa B
CTOMAaron0rnM4yeckoi 1 YenrCTHO-NNLEBO XUPYPIUN.

[NMoka3aHns
I"paHynbl maxgraft®:
PereHepauus neprofoHTa/IbHbIX Ae(EKTOB KOCTeW
PereHepauusa nocrne ya-3cums KUCT U BEPXYLLKN KOPHSA 3y6a
PereHepauus NOCTIKCTPAKLMOHHBIX STYHOK (COXpaHeHue NyHKK)
PereHepauus OTCYTCTBYHOLLE KOCTHOM 3KaHWN BOKPYT 3y6GHbIX MMMNIaHTaTOB
- PereHepauus 3a30poB BOKpYr (haHCnaHrauoHbIX 6/10K0B
- TopusoHTaNbHasA ayrmeHTaLmMs asbBeONAPHOro rpebHs
CUHyC-nnTUT
- TpexmepHasa (ropusoHTasibHas W/WNM BepTUKabHaA) ayrmMeHTauus anbBeonsipHOro
IpebHs

Brokn maxgraft®:
- [opu3oHTa/IbHaA ayi MeHTaLWs anbBeoNSAPHOro rpebHs
CUHYC-NNPTUHT
TpexmvepHaa (ropvsoHTa/IbHas W/wnM  BepTUKanibHasd) ayrMeHTauus abBeONsAPHOro
rpe6Hs
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Mepbl NPeaocropoXKHOCTM MPY HCMOAL30BaHUM 1 NpeaynpeXxaeHns

Jlevalmii Bpay A0/MKEH TLIATENbHO MPOAYMaTb BO3MOXHOCTb MPUMEHEHWs MMMIaHTaTa B
PELMNEHTHOM /10XKe C MOHUXXEHHbLIM KPOBOOOPALLIEHWEM, MPUHKMAs BO BHUMaHWE Me/ieHHbIe
TEMIMbI 3KVBNEHNS.

XO0TA B TeYeHME AONTOro onbiTa NPUMEHEHMS ann0TPaHCMNNaHTaTOB M3 KOCTHOWM TKaHW 4YenoBeka
He Habnaanoch Cny4vyaeB MMMYHOIOTMYECKOr0 OTTOPXKEHMS, BO3MOXHOCTb TaKOr0 OTTOPXKEHUS
He AO/MKHA MONHOCTbK UCKAYaTbeA. [locne nepBMYHOrO TECTMPOBaHMSA KaXAoro [AoHopa
06paboTKa NapTuv matepuana AO/MKHa NPOBOAMTLCA B COOTBETCTBUM CO BCEMU TEXHUYECKUMU
cneumpukaumamm ans obecnevyeHns 6e30MacHOCTU; MpUM 3TOM BO3MOXHO KOMOMHMPOBaHUE
TKaHel 0T pa3HbIX JOHOPOB.

B3avmopelicTBUe ¢ ApyrMmin npenapaTamu

MpH MPUMEHEHUN B COYETAHUM C NIEKAPCTBEHHLIMK Mpenaparamm U3 rpynnbl AVKIO(eHaKa
BO3MOXHO HapyllieH/e pocTa KocTu. O B3aWMOAEWCTBUM C  MPOYMMU  NIEKAPCTBEHHbBIMM
npenapaTamMmi UM MeAVLIMHCKA.MN U3NENVS.MU Ha TEKYLLIMIA MOMEHT HUYEro He M3BECTHO.

[o3npoBaHHble (hOPMbI 1 COAEPXKMMOE YNaKOBKM

[ns n3gennin maxgrafl® ncnonb3yeTcs 4BOMHaA yrnakoBKa. [NepBuYHas ynakoBka (415 rpaHyn -
3aKpbITbI KPbILWKOA (hakoH WM 6/1McTepHas YNakoBKa C 3amnedvatblBatolleit MNEHKOR, T/
Apyrunx opm - 3arneyataHHas ynakoBKa C OTAENANOLWENCS NOBEPXHOCTHON MNEHKOW) COXpaHaeT
n3genve B CTEPUIbLHOM U MPUFOAHOM [, 11 NPUMEHEHUS B XMPYPrUYECKON Onepaumm COCTOSHUN.
BTopunuHas ynakoBKa - 3aneyataHHas ynakoBKa C OTAENAIOLLEACA NOBEPXHOCTHOM NNEHKOM.

dop.ma Cocrtas Pasmepbl Copgepxumoe
M
KOPTUKaNbHO-ry64aToe BeLLecTBO <2 05mMa- 10mn-20mn 4,0 mn
FpaHynb! ry6uaToe BeLLecTBo <2 05 M1 10wmn-20wmn- 4,0.m
20x 10x 10
KOPTUKaNbHO-Ty'64aToe BELLECTBO LLx 10x 10
20x 10x5 Mo ofHOMY W3[EeNMI0 KaXKaoro
BoKY 20x 10x 0 o ATBMY 1A KA
5 10x 10x 10 PP
rybyaToe BeLLeCTBO 20X 10x 5
15x 15x5
30x 15x 15 Mo ogHOMY M3[ENLIO KaXKaoro
MnacTuHbI KOPTUKa/IbHOe BELLEeCTBO 25x 10x 15 pasmepa nam no 3 usneleva B |
25x IOx 1 yNakoBKe
BNoK 34x 13x 13 Mo ofHOMY M3[Ennio Kaxaoro
bonchuilder ~ EYBHaTOe BeujecTso 23, 13 13  Pasvepa
dopma CocTtas BHewHwWit gnameTtp, Copepxumoe
BbicoTa Mwii
Bnok KonbLEeBUAHbII 6. 10
(BonerinK 3.3) ry64aToe BelecTao 7. 10 110 04HOMY W3AENNI0 KaXK[0r0
B/IOK KOMbLEBUAHBII pasmepa
(BonerTu4.1) Ey6uaToe BeLLecTBO 7, 10

Cnocob 1 BpemMs NpUMeHeHNs

N3penna maxgraft™ npegHasHayeHbl TONbKO 471 OLHOPA30BOr0 Mpr.MeHeHus. Bckpbunc
YMNakoBKK, a TaKkXe [a/ibHeiLlee MCronb3oBaHue m3genii maxgraft® [o/mKHbI OCYLLECTBAATLCS
B acenTU4Yeckux Yycnosusx. Benm B Xxode onepaTMBHOrO BMeH(aTenbCTBa MPOUCXOAUT
3arpAasHeHne MMNaHTarta, ero cnegyeT yTunam3npoBath.
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[0 nMnaHTauuyM naumeHTy KpynHble (parmMeHTbl MaTepuana crnefyeT perngpatuposatb B
noaxoasilen ans aToro u3nonornyeckoin cpege (Hanpumep, B hM3M0N0rMYeCKOM pacTBOpe) B
TeyeHne He meHee 10 MUWHYT. Bnok bonebuilder cnegyeT umnnaHTMpoBaTb Cpasly Moc/ne ero
perngpataumn. OH AO/MDKeH OblTb COBMelWleH B 0611acTU MCNO/b30BaHMS M 3a(iMKCUpPOBaH
BUHTaMW 151 OCTEOCMHTe3a.

3anonHsemas 06nacTb Bcerga fA0/KHA ObITb MOMHOCTHHO 3aMo/IHEHA KOCTHO3aMELLAtoLLMM
maTepuanoM. OKOoHuYaTe/lbHOe YLUMBaHWE paHbl A0/MKHO ObiTb MOMHLIM WM HENPOHMLUAEMbIM A5
CMOHbI. PaHy cnesyeT ywmBaTh 6e3 pAaBneHus. Bo u3bexaHue 0600 MMKPOCMELLEHNS
a/I/IOreHHas KOCTHAasA TKaHb [O/MKHA ObiTb  crabunmsmposaHa. O630p  KIMHWYECKMX
ncCneaoBaHWi € yyaCTMEM afIOTEHHOM KOCTHOM TKaHW YenoBeKa MNOKasas XOpOLUyH
BXXMBNSEMOCTb, OTCYTCTBME OTTOPXKEHWNS M XOpOLUee PeMOeNMpPoBaHme.

Martepunan SBNSeTCA PEHTTEeHONOMMYECKN NNOTHBLIM, NO3TOMY PEHTIEHOMOMMYECKNIA KOHTPOSb He
BbI3bIBAeT MPO6/EM.

TemnepaTy pa oKpy>atoLuen cpeabl  25+10°C
OTHOCUTeNbHAsA BNAXXHOCTb  He KOHTPOAUpYyeTcs
ATMOC(epHOe faBneHre He KOHTPO/MPYeTCH

VimnnaHTupyemoe m3fenne: BHYTPeHHAA cpefa opraHu3ma
Temnepatypa oT 32 °C po 42 °C
OTHocuTenbHasa BnaxkHocTsb 100 %

YpaneHue v 3aMeHa

He npumeHsieTcs, Tak Kak maxgraft® co BpemeHem OyfeT 3ameHeH COGCTBEHHOW KOCFHOVA
TKaHbI0 OpraHn3Ma 1 He HYXXIaeTcs B yaaNeHNN.

Cpok rogHoctu

Cpok rogHoctu n3genuii maxgrafl® coctaBnseT 5 net ¢ garbl 06/1y4YeHUs B 3aKPbITOM YNaKoBKe.
[laTta ncTeyeHMss Cpoka rofHOCTM yKa3aHa Ha CKMafHON KOpo6Ke, a Takke Ha BTOPWUYHOW U
nepBMYHOA ynakoBkaxX. WM3genus maxgraft® Henb3d MCNOMb30BaTb MOC/E WMCTEYeHUs Cpoka
rOAHOCTU, YKa3aHHOIO Ha YrakoBKe.

Mpy  MOBPEXAEHUM MEepPBUYHOM WM BTOPUYHOM YMAKOBKM CTEPUIBbHOCTL  M3AENNs  He
rapaHTipyetcs. B 3ToM cnyyae wuagenve maxgraft® 6onblie He MOXET MCMO/b30BaThCs.
CofiepXXMMOe HEeWcCnosb30BaHHbIX, HO OTKPbITbIX WM MOBPEXAEHHbIX YNaKoBOK He MOAMeXLU
MOBTOPHOI CTEPUNM3ALIMN W AO/MKHO 6bITb YTUNN3NPOBAHO.

XpaHeHne N rpamcnopTUpoBKa
N3genma maxgraft® Heobxogmmo XpaHuTb npu Temnepatype oT 5 pgo 30°C. XpaHuTe B
OpPUrNHaIBHOWN YNaKoBKe N8 3aliMTbl COLEPXMMOro 03 nonagaHns Bnarv. TpaHCnopTUPOBKa

n3gennii maxgraft® go/mkHa NPoBOAMTLCS C 3aWMTOM OT Bfary Nnpu TeMnepaType OKPY>XatoLLein
cpeabl.

Mcrogbl crepu.T3ayum

N3penna maxgraft® noctasBnawoTcA CTepuIbHbIMU BO (P1akoHe, 3anevyaTtaHHOW 6/Me3epHoOi
yMakoBKe WM 3arneyaTaHHON YNakoBKe C OTAENAOLLENCH NOBEPXHOCTHON NMIEHKON (nepBryHas
yMNakoBKa) W 3aneyaraHHoW YNakOBKE C OTAENAOLLENCS NOBEPXHOCTHON MNEHKONM (BTOpUYHaAs
ynakoBka). Coflep)XMMoe Kak MepBUYHON, TaK U BTOPUYHON YNaKOBOK ABNAETCA CTEPWU/bHBIM, a
BTOPUYHAA YMNAaKOBKAa MOMELLEHa B HECTepU/IbHYH 3PaHCUMOPYHYH YnakoBKy. CTepunmsaums

74337
18.10".
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OCyULECTB/IAETCA raMMa-1y4aMn N HE OKa3biBa€lr HEratTMBHOIo BO3,£I,€I7ICTBVIH Ha CTabu/IbHOCTb,
YCMELWHOCTb 3a0KUBNEHUA U NMPUXNBIEHNE TPaHCN/1aHTaTa.

BesonacHa!! yTunmnsaunsa

OcTaTKy HeMcnonb30BaHHOIO MPOAYKTA LO/MKHbI 6bITb YTUAN3NPOBaHbI. YTUMU3aLMIO creayet
MPOBOAWTL B COOTBETCTBUM C MECTHBIMM HOPMATUBHBLIMK TPe6oBaHUSAMN.

M3penna ¢ MCTEKLIMM CPOKOM TOAHOCTW OTHOCATCA K MeAWLUMHCKMM oTxofaMm Knacca A Mo
CaHlMvH 2.1.3684-21 1”1 [O/MKHbI  YTUAM3MPOBATLCA COOTBETCTBYHOWMM 06pa3om. [locne
KOHTaKTa C OpraHuM3MoM nauueHTa KOMMOHEHTbl W3Jenns cnefyeTr cuuTaTb MeAUMLUHCKUM
oTxogom Knacca b no CaHlMuH 2.1.3684-21 1 yTunvM3npoBaTb COOTBETCTBYHOLLMM 06pa3oM.

JaTa pegakumu JOKyMeHTa
Anpenb 2021 T.

Mcnonb3yemble CUMBO/bI

mJ lNponssoguTens

Vcnonb3osaThb 40

Homep naptum

STEWLE]j R CTepnnn3oBaHo 06/1y4eHneM

@ He cTepunn3oBatb NOBTOPHO

He ncnonb3osatb npu I'IOBpE)K,CI,EHHOVI YMNaKOBKe

XpaHUTb B CyXOM MecTe

BepxHuid 1 HAXHWUIA Npejenbl TeMnepary'pbl

He ncnonb3oBaTh NMOBTOPHO

BHumaHve! O3HaKOMbTeCh C MHCTPYKLMER N0 NPUMEHEHNIO

3aperncTpmpoBaHHbI TOBaPHbIA 3HAaK

OO6BbSICHEHNE CU.MBOJIOB NPON3BOANTENS;
hups: " wwAv.clba.aCsvmbolc

O /Mo6bIX CepbE3HbIX HexenateNbHbIX peakumsx, HabNiofatoWMXcs B XOne WM Mocne
K/IMHAYECKOrO MNPUMEHEHUS U3AeNns, NMPUUMHOM KOTOPbIX MOXET 6biTb maxgraft®, cnegyert
HeMe[/1leHHO Coo0OLWUTL B

«boTucc buomatcpuanc MeX»

XaynTwTpacce 28, 15806 LlocceH 6. bepnuHa, M'epmaHus
Ten.:+49 33769/88 41 985

(hakc:+49 33769/88 41 986
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Siba@hotiss.com
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«BaHK KNeTOUHbIX 1 TKaHeBbIX Ky/blyp ABCTpUM TMBX»
Ten.:+43 (0) 2732 76954 0

(akc: M3 (0) 2732 76954 40

Email: vizilanz@ctba.at

MapaHTUA

«KomnaHua «botucc 6uomatepmanc 'M6X» rapaHTMpyeT MOKynaTento mnepBonaya;ibHOro
KOHeYHoro nosnb3oBaTens («lokynaTenb»), 4YTO MNpuaaraeémblii  0AHOPA30BbIA  NPOAYKT
(«MpoayKT»), KynneHHbli [lokynatenem, Ha MOMEHT AocTaBKu [loKynaTento He WUMeeT
CYLLECTBEHHbIX [Ae(eKTOB MaTepuana W KavectBa M3roTosneHus. KomnaHma «boTucc
ornomatepuanc MM6X» HC AaeT HUKaKOM rapaHTuM (MPSAMOR, KOCBEHHOW MK NPeayCMOTPEHHON
3aKOHOM) Ha [MpoayKTbl, KOTOpble MOABEPrarTcAd HeCTaHAApPTHON MeXaHW4YeCKOM Harpyske,
XPaHATCA B HeHagnexalmx YCnoBusiX, UCMONb3YHTCS He MO Ha3HAYeHWMO, HenpaBUIbHO WK
HeBpEeXXHO 3KCNyaTUPYHOTCS, NOABEPraloTCA HeHa/1exalleMy TECTUPOBaHMIO, UCMOMb3YHOTCA B
COYeTaHUW C APYTUMW NPOAYKTaMU WM KOMMOHEHTaMu MOMUMO TeX, A1 KOTOopbIX Mpoa>Krbl
Obvw  pa3paboTaHbl, WM WCMOMb3YHOTCA TakMM CMOCOGOM WM B TakUX MeLULUHCKMX
npoueaypax, KOoTopble HC NPefyCMOTPeHbl ANA AaHHbIX MpoLyKTOB. [apaHTUliHble NPeTeH3uK
AO/MKHbI  NPeAbsBNATLCA 6e3  mpomedneHHs. Jliobas rapaHTUA OrpaHUYMBaeTCs  3aMEeHON
HeucnpasHoro [pogykrta (MpogyKToB) W onnjatol AocTaBku [MOKynaTento 3ameLLaroLero
npogykTta (nNpofykToB). B uyacTHocTW. «boTucc 6uomatepuanc IMGX» HC KoMneHcupye!
MoKynaTento AN NauWeHTy pacxodpbl Ha tobble AONOMHNTENbHbIE KOMMOHELLbl, MHCTPYMEHTbI,

3arpaTbl Ha NIeYeHNe U Apyrue M3AepXKKM M pacxofpl, BO3HMKLLUME MO MPUYMHE WU B CBA3W C
3aMEHOIn HeMCMpPaBHOIO MPOAYKTax»

YNOTHOMOYEHHbIV NpeacTaBuUTelb NPOU3BOAUTENSA:

OO0 «botucc nnoc»

P®, 194291 r. CaHkT-INeTepbypr, np. J/lyHa4yapckoro,47, nut. A
+7812558-15-15

KOCTHbIN MMNaHTaT 41 XUPYpPruyeckoil ctomatonornm maxgraft*'cooTBeTcTByeT Criefyowmm

MEDDEV KnuHunyeckas oueHka: PYKOBOACTBO 4/11 MPOW3BOUTENEN N HOTUPMLMPOBAaHHBIX

2.7.1 opraHos

EBponeiickas ncnonHsowas Aupektuey 2004,"23/EC EBponeiickoro napnameHTta n C'oseta B
OMpeKTvBa OTHOLLEHNU 1
2006/17/EC onpeAeneHHbIX TEXHUYECKUX TPeboBaHUIA K JOHOPCTBY, 3ar0TOBKE WM UCMbITAELLIO

TKaHei 1 KNeTok Yenoseka ucnonHaowas Aupektusy 2004/23/EC b-Bponeiickoro
napnameHTa 1 CoBeTa B YacTU OMpeAeneHHbIX TEXHUYECKMX TpeboBaHWI K LOHaLUN.
3aroToBKe M UCMbITAHWIO TKaHel 1 KNEeTOK Ye/loBeka

EBponelickas VcnonHsowaa Oupektnsy 2004/23/EC EBponelickoro napnameHTa n Coseta HC B

AVpeKTnBa OTHOLUEHWN TpeboBaHWI NPOCNEXMBAEMOCTH, YBEAOM/EHWNIA O CePbe3HbIX MOBOYHBLIX

2006/86/EC peakLmsaX 1 COObITUAX, a TAK)Ke OTHOCUTE/IbHO OMpeAeneHHbIX TEXHUYECKNX
TpeboBaHWil AN KOAUPOBaHMS, 06paboTKK, COXPaHEHWS, XpaHEHWS 1 pacnpeseneHns
4e/I0BEYECKNX TKaHEeN 1 KIeToK

ENISO 13485 W3pgenus meguumHckme. CucteMa MeHeLKMeHTa KayecTBa. CUCTEMHbIe TpeboBaHWs
ANS Leneid perynnpoBaHms.

ENISO 14971 W3genua meguumHcKue. MNpruMeHeHne .MeHe/mKMeLLa PUCKa K MeLULUHCKAM
n3genmam

DIN EN 1041 MpepocTaBneHne MHpopMaLuy U3roToBUTENEM MEAVLMHCKONO MU3genus
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EN ISO YnakoBKa 4191 MeAVLIMHCKVX U3AENWIA, NOIEXALLMX (MHMNLLIO CTEPUIN3ZALIAN.

11607-1 UacTb 1 TpeboBaHMs K MaTepuasiam, 6apbepHbIM CCTEMaM /15 CTEPUIN3ALMN U
YMaKoBOYHbLIM CUCTEMAM

EN ISO 14476  Xumuyeckvie 6akTepurumabl U aHTUCENTUKN. KOMIMYeCTBEHHOE MCTIbITaHWe CYCreH3um
[N191 OLEHKV BUPOLWNHOM aKTMBHOCTW B 06/1aCTV MeyLMHbI. MeTog, UCTbITaHWS Y

TpeboBaHMs
EN ISO Crepunmszaums MeayUMHCKOA NPOAYKUMK. PaaualMoHHas cTepunmnzaums. Yacts 2
11137-2 YCTaHOB/IEHVE CTEPUIN3YHOLLIEN A03bI

ASTMF1929  CraHAapTHbIA METOA UCTbITaHWIA /19 06HaPYXXEHWS YTeueK M30/1ALMN B NOPUCTON
MEAVLMHCKOM YMakoBKe MPOHWMKHOBEHMEM KpacuTens

ASTM F2096  CTaHAapTHbIn METOA, UCTIbITaHWIA /19 0OHAPYXXeHWS TPYOBbIX YTeUeK B YNakoBKe Ha
BHYTPEHHee M30bITOYHOE JaB/ieHue (MCrbl raHve Ha 06pasoBaHume ny3bipeid)

ISO 10993 W3penns meamupmHckue. OugHKa B1onoryecKoro AencTBnsS MeanUMHCKMX U3aenia
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