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Rus
1 O6uwuwme ceegeHua \ General information
11 HaumeHoBaHne MW \ Name of product

LleMeHT KOCTHbIli AN 3aMeLLeHNs AeeKTOB M pereHepaL My KOCTHOA
TKaHW, B BapMaHTax UCMNO/THEHUS:

1 Neocement® HOr (6 cM?®) - 1wT., B COCTaBe;
- KoHTeliHep M - xuTo3aH - 1um,

- 8MKocTb Ne2 - BOAHbIA pacTBOP /IMMOHHOWM KUC/OTbI U FNIKOKO3bl - 1LUT,

- 6MKoCTb Ne3 - nopowok p-TCP + TTCP - 1u,
- Wwnatefb ABYCTOPOHHWIA - 1w,

- 3KCMJ/lyaTaunoHHasa JOKyMeHTaumsa - 1uir,

- 9TMKeTKa nauuneHTa - 3wt

2. Neocement® 20r (12 cm?™) - 1wrT., B COCTaBe:
- KOHTeliHep Nel - xmuTo3aH - 1T,

- 8MKocTb Ne2 - BOAHbIA pacTBOP IMMOHHOW KUC/IOTbI U FNIKOKO3bl - 1LUT,

- éMKOCTb X03 - nopowok p-TCP + TTCP - 1um,
- Wwnatenb ABYCTOPOHHWUIA - 1w,

- 3KCnyaTtaunoHHas JoKyMeHTaumsa - 1,

- 9TMKETKa nayyneHTa - 3wt

3. Neocement® Inject P KOr (6 cM®) - 1wwT., B cOCTaBe:
- CMCTEMa CMeLLMBaHKMA (Lnpuu, ¢ Teepaoii tasoli (p-TCP + TTCP +
XWUTO3aH), C KONMNavkom Jlyepa v yCTPOACTBOM /1 MepeHoca (p/lakoHa) -
1.,
- BMKOCTb - BOAHbI/i pacTBOP IMMOHHOI KWUCAOTbI M FOKO3bI - 11T,
- 3KCNJlyaTaluMoHHas fJOKYMeHTauus - 1w,
- 3TUKEeTKa nayueHTa - 3T

4. Neocement® Inject P 20r (12 cm?) - 1w, B coCcTaBe:
- CUCTeMa CMeLLMBaHMA (Lnpuu, ¢ TBepaoii tasoii (p-TCP + TTCP +
XNTO3aH), C KoNnaykom Jlyepa 1 yCTPOMCTBOM [J1a nepeHoca ¢lakoHa) -
1w,
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Bone cement for replacement of defects and regeneration of bone
tissue, in versions:

1 Neocement® 10g (6 cc) - Ipc., inthe composition;

- container X« 1- chitosan - 1pc,

- container X« 2 - aqueous solution of citric acid and glucose - 1 pc,
- container X» 3 - P-TCP + TTCP powder - 1pc,

- double-sided spatula - 1pc,

- operational documentation- 1pc.,

- patient label - 3 pcs

2. Neocement® 20g (12 cc) - 1pc., in the composition;
- container LU 1- chitosan- 1pc,
- container X2 2 - aqueous solution of citric acid and glucose - 1pc,
- container N° 3 - P-TCP + TTCP powder - 1pc,
- double-sided spatula- Ipc,
- operational documentation - 1pc.,
patient label - 3 pcs

3. Neocement® Inject P 10g (6 cc) - Ipc., inthe composition;
- mixing system (P-TCP + TTCP + chitosan), Luer Cap, bottle transfer
device - lpc,

- container - aqueous solution of citric acid and glucose - 1pc,
- operational documentation - 1pc.,
- patient label - 3 pcs

4. Neocement® Inject P 20g (12 cc) - 1pc., inthe composition:

- mixing system (P-TCP + TTCP + chitosan), Luer Cap, bottle transfer
device - Ipc,

- container - aqueous solution of citric acid and glucose - 1pc.



- BMKOCTb - BO[JHbIA pacTBOP IMMOHHON KUCNOTbI U FNOKO3bI - 11T,
- 3KCrnyaTaunoHHaa AoOKyMeHTaums - 1w,
- 9TUKETKa naumeHTa - 3T

1.2

MpepHasHayeHO [ WUCMOMb30BaHMA B KayecTBe KOCTHOIO WMMMaHTara fAns
3aMofIHEHUA WM PEKOHCTPYKUMM Ae(heKTOB KOCTHOW TKaHW WM MPOMEXYTKOB B
CKeNeTHOM CcuUCTeMe, KOTOpble He SABMSAKTCA HEOTBHEM/IEMON YacTb) CTabUNbHOCTU
KOCTHOW CTPYKTYpbl.
O6nactb  NPUMEHEHNS;
HepoXmpyprus

TPaBMaTo/Iorusl,  OpTOMeaus, YeperHO-TMLEBast  XMpYyprus,

1.3 TokasaHuA K npumeHeHunto \ Indications

3anonHeHve WM PEKOHCTPYKUMA [ed)eKTOB KOCTHOM TKaHW WU MPOMEXYTKOB B
CKeNeTHOM cuUcTeMe, BO BPeMsl NPOBeeHUS XMPYPruvecKon onepauuu.
NMoka3aHO K NPUMEHEHWIO MNPU:

- KpaHunopeKkoHcTp3ycums,

- ApTpoges (cTombl, FO/IEHOCTOMHOr0 CycTaBa, KUCTU, MATOYHON KOCTN)
- PekoHcTpyKUMA Ta3o6epeHHOro cycTasa,

- Mepenombl ¢ NoTepeii KOCTH,

- Mepenombl KOHEYHOCTEN,

- 3anosiHeHWe nonocTel (0ONyX0sun, KUCTbI),

- He cpacTaroLpmecs nepenomeol.

1.4 TpoTuBONoKaszaHUA K npumeHeHuto « Contraindications

He npuMeHsaliTe LeMeHT KOCTHbIN 419 3aMeLleHUs feeKTOB U pereHepaumy KOCTHOM
TKaHW, B BapuaHTax ncnonHeHnst Neocement® n Neocement® Inject P npu ocTpoii nnm
XPOHNYECKOM MH(EeKLMM B MeCTe onepaLmmn; MeTaboIMUeCKNXX HapyLUEHUS; TAXENbIX
JereHepaTUBHbIX 3a60/1eBaHMsSX. He npumeHaiiTe Neocement® 1 Neocement® Inject P
B MeCTax, rfie BO3MOXKHa ero murpauus unu nporekaHue. Neocement® n Neocement®
Inject P npoTvBornokasaH Ansa obecrniedeHUss CTPYKTYPHOW MOJLEPXKKU CKeNeTHOM
CUCTEMbI 1 He JO/MKEH MCNOMNb30BaTbCA TaM, r4e MecTo UMMIaHTauum HecTabuibHO n
He MMEeT XXeCTKON (hrkcaumn.
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Eng.
- operational documentation - 1 pc.,
- patient label - 3 pcs

HasHaueHne n obnactb NpUMeHeHNa MeguumMHeKoro nsgenus , Intended use and application area of medical device

It is intended for use as a bone graft to fill or reconstruct osseous bone
defects or gaps of the skeletal system that are not intrinsic to the stability
ofthe bone structure.

Application area: traumatology,
neurosurgery

orthopedics, craniofacial surgery,

Filling or reconstruction of bone tissue defects or gaps in the skeletal
system, during surgical operation.

It is indicated for use when:

- Cranioreconstruction,

- Arthrodesis (foot, ankle joint, hand, heel bone)

- Hip joint reconstruction,

- Fractures with bone loss,

- Fractures of limbs,

- Filling of cavities (tumors, cysts),

- Non-healing fractures.

Do not apply bone cement for replacement of defects and regeneration
ofbone tissue, in versions Neocement® and Neocement® Inject P in case
of acute or chronic infection at the surgical site; metabolic disorders;
severe degenerative disease, conditions in which general bone grafting
is not advisable. Do not apply Neocement® and Neocement® Inject P in
places that allows product migration or extravasation. Neocement® and
Neocement® Inject P is contraindicated to provide structural support in
the skeletal system and must not be used where the implantation site is
unstable and not rigidly fixed.
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15
Bo3mOoOXKHble N060YHbIE 3PPEKTbI, 0 KOTOPLIX CO06LLAN0CH B pe3ynibTaTe npoleayp no
KOCTHOW MnacTvke, BK/IKOYAKOT, MOMUMO MpoYero, ocefaHuWe/noTepto penosuumu,
paspblB/parMeHTaUmMI0O LeMeHTa, PaHeBYH WH(EKLMIO WM [PEeHUPOBaHWE paHbl,
60/1b, 0TeK, BOCcMasieHNe 1 pasgpaxkeHne NpUIeraLwnx CyXoXunmii, NPOHNKHOBEHME
LemMeHTa B npueratoLLme noaocTv N Lpyrue OCNOXHEHUSA, BO3MOXHbLIE MpU NH060M
XNPYPrnyecKoOM BMeLLaTeNbCTBe. HenosHoe BpacTaHWe WM OTCYTCTBME KOCTHOMO
BpacTaHWsi B KOCTHYI MYCTOTY BO3MOXHO MPW UCMONb30BaHUW Nt060ro Marepvana
[0S 3aMeLLeHNsT KOCTHbIX ed)eKTOoB.

LleMeHT KOCTHbI MOXET coAepXXaTb OCTaTKM XUT03aHa, MPOU3BOLHOIO >XXMBOTHOIO
NPOMCXOXAEHUS (KPeBETKM). XNPYpru SO/MKHbI CO604aTh Mepbl MPefoCTOPOXHOCTH
Mpy MCMosb30BaHUN LieMeHTa KOCTHOrO 4718 3aMelleHns Ae)eKTOB W pereHepaumun
KOCTHOW TKaHW, B BapumaHTax ucronHeHns Neocement® m Neocement® Inject Py
NauneHToB C M3BECTHOM anneprueil Ha MosIJIIOCKOB M PaKoobpasHbIX.
MpenynpeaneHns

HE CTEPP1L/IN3YUTE MOBTOPHO Neocement® n Neocement® Inject P
Neocement® npegHasHayeH Tosbko AS1A OQHOPA3OBOIO NCIOJIb3OBAHUA.
lMoBTOpHOE MCNO/b30BaHWeE MaTepuasia MOXeT NMPUBECTU K 3arpsA3HEHUIO U MoTepe
NpPoOun3BOANTENBHOCTU. 3arpsisHeHWe MaTepyasia MOXEeT MPMBECTU K MECTHOW wum
CUCTEMHOM WH(EKUUN, OTTOPXKEHUIO UMMNMaHTaTa uam cMepTu. He rapaHTupyetcs
CTepUIbHOCTb MPOAyKTa B Cnyyae MOBTOPHOrO MCMo/Mb30BaHusA. [ns obecneveHUs
YKECTKOW cTabmnmnsaumu fedeKTa BO BCEX MJIOCKOCTAX MOTYT NMoTpeboBaTbCs MeToAbl
XeCTKOW (pukcauun. W3sberaiTe Mcnonb3oBaHMA Npu fedeKTax pasmepomM 6onee 25
cV.

| Kng.

B0O3MOXHble 0CNOXHEHUSA 1 NOBGOUYHbIE 3D eKTbl Npu npumeHeHnn MW \ Adverse Reactions

Possible adverse events that have been reported as result from bone
grafting procedures, include but are not limited to subsidence/loss of
reduction, breakage/fragmentation of cement, wound infection or
drainage, pain, swelling, inflammation and irritation of the adjacent
tendons, extravasation of cement to adjacent spaces, and other
complications that are possible with any surgery. Incomplete, or lack of,
osseous ingrowth into bone void, as is possible with any bone void filler.

Bone cement may contain residues of chitosan derived from animal
origin (shrimp). Surgeons must exercise precautions when using bone
cement for replacement of defects and regeneration of bone tissue, in
versions Neocement® and Neocement® Inject P in patients with a known
allergy to shellfish.

WARNINGS

DO NOT RE-STERILISE Neocement® and Neocement® Inject P.
Neocement® is for SINGLE USE ONLY. The reuse of the device may
lead to contamination and loss of performance. Contamination of the
device may result in local or systemic infection, implant rejection or
death. Is not guaranteed the sterility of the product in case of reuse.
Rigid fixation techniques may be required to assure rigid stabilization
ofthe defect in all planes. Avoid use in defects larger than 25 cm2.

16 CsegeHusa o npoussoguTesie MeanumHekoro usgenus \ Information about manufacturer

MNpoussoguTtens

BIOCERAMED - Ceramicos para Aplicasoes Medicas, S.A.

(Buouepames, - Kepamukoc napa Ansvkacoec Megukac, C.A.)

AvePark - Pargue de Ciencia e Tecnologia S.A. Zona Industrial da Gandra; 4805-017
Barco, Guimaraes, Portugal (MopTyranus)

MecTo npounsBoacTBa

BIOCERAMED - Ceramicos para Aplicasoes Medicas, S.A.
(Buouepamef - Kepamumkoc napa Ansvkacoec Megmkac, C.A.)
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Legal Manufacturer
BIOCERAMED - Ceramicos para Aplicasoes Médicas, S.A.

AvePark - Parque de Ciencia e Tecnologia S.A. Zona Industrial da
Gandra; 4805-017 Barco, Guimaraes, PORTUGAL

Site of manufacture
BIOCERAMED - Ceramicos para Aplicasoes Medicas, S.A.
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Rua Jose Gomes Ferreira, i® 1 - Armazem D 2660-360 Sao Julio do TojalL. Loures,

PORTUGAL (MopTtyranus)

17 Knaccnukayma megmumHekoro nsgenus \ Classification of medical device

Tabnuua 1. Knaccudpmkaums

Kracc B 3aBMCMMOCTU OT MOTEHLNA/ILHOTO
pucka NPUMeHeHNsA MeANLMHCKOro
n3genus

KpaTHOCTb NpuMeHeHNA

CTepuibHOCTb

Knaccugmkaumss  no  Tuny  KOHTaKTa
cornacHo 1SO 10993 -1

Knaccugmkaumsa no npofomKNTeNbHOCTH
KOHTaKTa cornacHo 1SO 10993-1
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[na 04HOKPaTHOro NnprvmMeHeHUs

CtepunbHoe. CTepuin3oBaHo ramMmma-

06/1y4eHneM, YpoBeHb

gapaHTVIDOBaHHOVI cTepunusauymm) 10~

MIMnnaHTUpyemoe n3genve, KOHTaKT C

MATKAMW W KOCTHBIMW TKaHAMU
M3pgenue MOCTOAHHOI 0

KOHTaKTa
(npeBbiwaeT 30 cyToK) (Kateropus C)

Eng.

Rua Jose Gomes Ferreira, n° - Armazem D 2660-360 Sao Juliao do

Tojal, Loures, PORTUGAL

Table 1. Classification

Class of potential risk for medical

device

Multiplicity of application
Sterility

ISO 10993-
Classification

ISO 10993-1 Contact Duration

Contact

Single use

Sterile. Sterilized by gamma
irradiation, the level of
guaranteed sterilization) IO"
Implantable product, contact
with soft and bone tissues

Permanent contact product
(exceeds 30 days) (Category C)
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1.8 CeegeHua o6 ycroBUsiX NpUMeHeHNa MeANLMHCKOIo U3genusi  noteHymanbHbIX notpeduntensx \ Information about usage conditions

181 YcnoBus npumeHeHmsa \ Usage conditions

MeanUMHCKOE M3fene npeaHasHaueHo A1 UCToMb30BaHWST B CTaHAAPTHBIX YC/I0BUSIX
orepawmoHHON.

1.8.2 ToTeHumanbHbIV NOoTpebutesns \ Potential consumer

Bce npouesypbl € MCNOMb30BaHWEM [aHHOIO MEAMLMHCKOrO W3AeNNsA [LO/MKHbI
NPOBOANTLCS Bpavamy, KBa/IMPULMPOBaHHLIMA B 006/1aCTV KOCTHOW MMaCTUKW. Xupypr
HeceT OTBETCTBEHHOCTb M [O/DKEH nofaraTtbCd Ha CBOe MpPOdecCUOHaIbHOE
K/IMHNYECKOE CY)XXAEeHMEe W OMbIT, U3ydas M MpUHMMas peLleHne 0 HeobXo4MMOCTuU
NCM0/1b30BaHMSA KOHKPETHOIO U3AeNus B fIeHEHUM KOHKPETHOIO MaumeHTa, a Takke ero
YCTaHOBKY. VIMNnaHTaTbl MOXHO YAa/IUTb, 3aMeHUTb, O4HAKO peLueHne 06 yaaneHuu
1 3aMeHe NMM/aHTaToB LO/HXHO OCHOBbIBATLCA Ha XUPYPrMUYeCcKOM OMbITe U NPaKTUKe
NoAOGHbIX CNy4Yaes.

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

All procedures using this medical device should be carried out by
doctors qualified in the field of bone grafting. The surgeon is responsible
and must rely on his professional clinical judgment and experience,
studying and deciding whether to use a particular product in the
treatment of a particular patient, as well as its installation. Implants can
be removed, replace, but the decision to remove and replacement
implants should be based on surgical experience and practice in such
cases.

2 OnwucaHme NpUHLMNOB, Ha KOTOPbIX OCHOBaHa pabota MW u nx ocobeHHocT \ Principles underlying the work of medical device

KocTHble feeKTbl MOryT BO3HUKAaTb B pe3yfbTare TpaBMbl WM XUPYPrUHECKUM
nyTem. ECTeCTBEHHbI X0 npoLecca 3aKUBAEHMA KOCTEA MOXKeT ObITb HapyLUeH U3-
3a pasmMepa geekTa UM gpyrmx 6Monormyecknx (akTopos, CBSA3aHHbIX C UCTOPUEN
60ne3HM nauyeHTa.

Mcnonb3oBaHMe KOCTHbIX MMMIAHTATOB WU PaclUMpPeHniA HarnpaBieHo Ha CHYDKeHUe
BEPOATHOCTY HEYAAYHOIr0 3aXKMBMEHNS. LIeMEHT KOCTHbIA 4715 3aMeLleHns fedeKToB
W pereHepaunm KOCTHOM TKaHW, B BapmaHTax ucnonHeHus Neocement® u Neocement®
Inject P mncnonb3yeTca A5 KOCTHOM MMMMAaHTaLMU Yy MYXXUVH, KEHLUMH W JeTei.
LleMeHT KOCTHbIN [NS 3aMeLleHUs AeeKTOB W pereHepauun KOCTHOW TKaHW, B
BapuaHTax wucnosiHeHnss Neocement® u Neocement® Inject P ucnonb3dyetca ons
3ano/fiHeHUA JeeKTa pasmMepom He 6osiee 25 cw,

LleMeHT KOCTHbIV On1a 3aMeLleHns AeheKTOB N OEreHeoaHMn KOCTHOW TKaHWu
Neocement®
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Bone defects can occur as a result of injury or surgery. The natural
course of the bone healing process may be disrupted due to the size of
the defect or other biological factors related to the patient's medical
history.

The use of bone grafts or extensions is aimed at reducing the likelihood
of unsuccessful healing. Bone cement for replacement of defects and
regeneration of bone tissue, in versions Neocement® and Neocement®
Inject P are used for bone transplantation in men, women and children.

Bone cement for replacement of defects and regeneration of bone tissue,
in versions Neocement® and Neocement® Inject P are used to fill in a
defect no larger than 25 cm2.

Bone cement for renlacement of defects and receneration of bone
tissue Neocement

Neocement® is a Hydroxyapatite bone cement based on synthetic
Calcium Phosphate ceramics, for manual application. It consists in a
solid phase and a liquid phase.



Neocement*M — 3T0 KOCTHbIW LIEMEHT 13 T’MAPOKCManaTuTa Ha OCHOBE CUHTETUYECKOIO
(hocthaTa KanbUMA 418 pydHOro HaHeceHus. Neocement® COCTOUT U3 KepamMUYECKUX
CTPYKTYp (pochaTa KasbLums, KOTOpble MHTErPUPYIOTCA B KOCTHYIO TKaHb 61arofaps
CBOEMY XMMMYECKOMY COCTaBy, NOJ06HOMY MUHEPaSIbHOM hase KOCTW.

Mocne npurotoBneHnss Neocement® MMeeT MacTO0OpPa3Hy0 KOHCUCTEHLMIO W JIETKO
thopmupyeTcs  gns 3anofiHeHUst  HebOSbLUMX  KOCTHbIX  AetheKToB. HaHOCUTb
Heo6X04UMO HENOCPeLCTBEHHO Ha yYacToK feteKTa.

Mpn OTKPbITUM BHeLUHel ynakoBky Neocement® 15 ero MCNoNb30BaHWA NPoBepbTe
Ha/IMune KpacHOoro MHAMKaTopa CTepPUIbHOCTU U LeAICTBUTENIbHOCTL CPOKA rOfHOCTU.
Mpn 06HapyXeHUN KaKNX-Mbo HapyLleHWi BepHUTE NPoayKuuio Mpon3BoagnTento.

1 Tlocne BCKpbITMS YMNAaKOBKM BO BpeMsl onepaumy KoHTeHep Nel ans
BCMOMOraTe/IbHOr0 KOMMOHeHTa fO/DKeH ObITb OTKPbLIT. BogHbI pacTBOp No2
cnepyeT [06aBUTbL B KOHTeHep Neol. TulaTenbHO rnepemellainTe B TeveHue 2
MUHYT MoKa He 6yaeT HabnaaTbCs NOBbILLIEHME BA3KOCTM pacTBopa (0XKmuaatTcs
NoNynpo3payHble YacTuLbl B CYCNEH3UN U BNeAHBbIN XXeNTbli LBET).

2. [ob6aBbTe TBEPAbIi KOMMOHEHT M3 eMKOCTM No3 B KoHTeliHep Nel v nepemeluarite
/ B36onTalite 40 06pasoBaHWs OJHOPOAHON nacTbl. LleMeHTHas nacta MOXeT
BbIMNSAeTb OLHOPOAHO nepemellaHHoli nocne 10-20 ceKyHA; Tem He MeHee,
NpojoMKanTe CMeLUMBaTb B TeHeHUe 1 MUHYThI, Noka He y6eAnTeCh, HYTO NOPOLUOK
MOJSTHOCTBIO MepemMeLLaH B pacTBope.

3. He HaHocuTe Neocement® noka CMecCb He CTaHeT nacToobpasHoii (B TeueHue 2-5
MUHYT). lMocne HaHeceHMs Neocement® paiiTe LEeMEHTHOM MacTe MOMHOCTLIO
3aTBepLeTb. Bpems cxBaTblBaHWA COCTaB/IAeT OT 8 10 12 MUHYT C MOMEHTa Havasia
3amelLIMBaHNA. Ecnv BpemsA cxBaTblBaHMA UCTEKNO M Neocement® A0 cux nop He
O6bl1  UMNNAHTUPOBaH, MaTepuasbl U NPUHAAIEXHOCTU  HeobXo4MMO
yTunusmposatb. Ecnu Tpebyetcsa BTOpas fo3a Neocement®, ee Heob6Xxo4uMMO
NMPUroTOBUTL OTAE/NbHO.

TemnepaTypa OKpy>atoLleil cpefbl BAWSET Ha 06paboTKy M Bpemsi CXBaTbIBaHWS
LUeMeHTHOM nacTbl. Mpn HM3KMX Temnepatypax (<20°C) pabouee Bpemsi U Bpems
CXBaTbIBaHMA YBENUMBAKOTCSA; NPW BbICOKMX Temnepatypax (> 24”C) 3To Bpems
YMeHbLLIaeTCA.

OTBeTCTBEHHOCTb 3a coyeTaHue Neocement® ¢ ApyrumMn MefULUNHCKUMWU N3LENTUAMUA
NN BeLLeCTBaMU HeceT Bpau.
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Eng.
Neocement® is composed of calcium phosphate ceramic structures that
are osseous integrated due to their chemical composition, which is like
the mineral phase of the human bone.

Neocement® presents, after preparation, a paste consistency and is easily
moulded to fill small bone defects. Must applied directly in the defect
site.

When opening the outside package of Neocement® for its use, check if
the sterility indicator is red and if the expiry date is valid. Return the
products to Manufacturer if any anomalies are detected.

1 After opening the package, during surgery, the container
corresponding to adjuvant component (1) should be open. Aqueous
solution (2) should be added to container (1). Mix well for 2 minutes
until an increase in the viscosity of the solution it is observed
(translucent particles in suspension and yellow pale color are expected).
2. Add the solids component in (3) to the container (1) and mix/ swirl
until forms a uniform paste. The cement paste may look uniformly
mixed after 10-20 seconds; however, continue to mix up to 1 minute to
ensure powder is thoroughly mixed into solution.

3. Do not apply Neocement® before the mixture became pasty (between
2-5 minutes). After application of Neocement®, allow the cement paste
to set completely. Set time will occur between 8 and 12 minutes from
the start of mixing. If the setting time is over and Neocement® has not
yet been implanted, the material and accessories must be discarded. Ifa
second dose of Neocement® is required, it must be prepared separately.

The ambient temperature influences the cement paste handing and set
time. At lower temperatures (<20°C) the working and set time will
increase; at higher temperatures (> 24°C), these times will decrease.

The combination of Neocement® with other devices or medical
substances is the responsibility of the physician.

Neocement® Inject P



Ncocement® Inject P

Neocement® Inject P - 3T0 MHBEKLUMOHHBIA KOCTHBLIA LEMEHT M3 rMapoKcnanatmta Ha
OCHOBE CMHTETUYECKOro gochata KanbUys, COCTOALLMIA U3 TBEPLOA U XUAKOW ¢has.
Neocement® Inject P cocToMT M3 KepaMUYeCKnX CTPYKTYpP hocata KasbLms, KOTopble
WHTErpuypyloTca B KOCTHYK TKaHb 6narojapsi CBOeMY XUMWYECKOMY COCTaBy,
nogo6HOMY MWHepanbHOM (hase KOCTW.

Mocne npurotosneHns Neocement® Inject P nmveeT nacToobpasHy0 KOHCUCTEHLNIO U
Nerko opmupyeTca A1a 3anofIHEHMA KOCTHbIX Ae(eKTOB B XUPYPruv TPaBMbl.
HaHocnTb He06X04MMO HEeNnoCPeACTBEHHO Ha y4acTOK fedeKTa.

Mpun OTKpbLITUN BHeLLHel ynakoBky Neocement® Inject P nepep ero Mcnosib3oBaHWEM
NpoBepbTE Ha/IM4YMe KPacHOro MHAMKaTopa CTePUIbHOCTU U AeACTBUTENBHOCTbL CPOKa
rogHOCTW, NpPU  O0OHaPY>XXEHUUN KaKUX-NNMOB0 HapyLleHWn BepHUTE NPOLYKLMIO
MpounssoanTesnio.

1 CHumnTe KoNnayok Jlyepa ¢ Ko/nnayka wnpuvua. MNpucoegnHnte
K LUNPULLY EMKOCTb C XXMAKOCTbIO, MOBOPaYMBas eMKOCTb M0 YacoBOl
CTpesIKe Ha Ko/nayke Lwnpuua.

2. YpanuTe >KUAKOCTb U3  €MKOCTW,
MoBTOPUTE NPU HEOOXOAUMOCTMN.

NOTSHYB 32 MOPLUEHb.

3.  CHMMWTE eMKOCTb, MOBOpayMBas ee NpPOTMB 4acoBOl CTPesKM,
(hMKCUPYS NPY 3TOM KOMMAYOoK LUNpYLUa ABYMst NasbLamn. 3aKpoiTe
LINpWL, NPUCOEANHUB KOMMa4oK Jlyepa K Ko/inayky Lnpumua.

4,  CHAMUTE TNAYHXEPHYl BTYKY C  MNepemMeLlvBatoLLero
YCTPOWCTBA, MOTSHYB 3a Py4yKy, Aep)Ka ee Tpems Na/ibLaMn Kak
YKa3aHo Ha M306paxeHunun.
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Neocement® Inject P is an injectable Hydroxyapatite bone cement

based on synthetic Calcium Phosphate ceramics, for manual
application. It consists in a solid phase and a liquid phase.

Neocement® Inject P is composed of calcium phosphate ceramic
structures that are osseous integrated due to their chemical composition,
which is like the mineral phase ofthe human bone.

Neocement® Inject P presents, after preparation, a paste consistency and
is easily moulded to fill small bone defects. Must applied directly in the
defect site.

When opening the outside package of Neocement® Inject P for its use,
check ifthe sterility indicator is red and ifthe expiry date is valid. Return
the products to Manufacturer if any anomalies are detected.

1. Remove the luer-cap from the syringe cap. Attach
the container with liquid by turning the container
clockwise onto the syringe cap.

2. Aspirate the liquid from the container by pulling
the plunger. Repeat if necessary.

3. Remove the container by turning
counterclockwise while fixing the syringe cap with
two fingers. Close syringe by attaching the luer-cap to
the syringe cap.

an 4. Remove the plunger sleeve from the mixing
device by pushing the handle with the thumb and two
fingers.



5. CmeLualiite 6romaTepuan ny T nepemMeLLeHnA
nepemeLLBalOLLEro YCTPOMCTBa Brepes W Hasaf, OfHOBPEMEHHO
Bpawaa ero. O6s13aTeNbHO MepemeLLaliTe MaTepuan Ha 060uKX
KOHUax wwnpuua (Ha npoTsaxKeHun npnénusntensHo 30 CekyHa)

6. MoMHOCTLI0O  BbIABMHLTE  MepeMellMBalolee  YCTPOMCTBO.
MpucoeanHNTe NAYHXEPHYD BTY/NKY K MepeMellnBatoLLemMy
YCTPOIACTBY, MOMECTUB CHaYasia NepeAHWiA KOHEL, Ha MOPLLEHb.

7. CHMMUTe KONnayok Jlospa ¢ Kojnadka wwnpuya. Ytobbl

BbINYCTUTb BO34YX, MEL/IEHHO HaXWMaiTe Ha MopLUeHb A0 Tex

nop, Noka He 6yJeT yaaseH BeCb BO3JyX.

8.Ecnm  BaM Heo6X0AMMO  MPUCOEAUHUTbL  LOMOSTHUTE/bHbINA
akceccyap, cnegyinTte VIHCTPYKLUMU MO MPUMMEHEHUID UM HAXXMUTE Ha MOPLLEHb 1A
[O3MPOBKUN CMECH.

Bpems cxBaTblBaHWS cocTas/iseT oT 4 40 8 MMHYT C MOMEHTa Havasa 3amMeLunBaHUS.
Ecnn Bpemsa cxBatbiBaHWS mncTeko M Neocement® Inject P go cux nop He 6bin
UMMNNAHTUPOBaH, MaTepuasibl U NPUHALNEXHOCTU HEOBX0AMMO YTUNM3NpoBaTk. Ecnn
TpebyeTcs BTOpas fo3a Neocement® Inject P, ee HE06X04MMO MPUIOTOBUTbL OTAE/BLHO.
TemnepaTypa OKpyXatoLleli cpedbl BAUSIET Ha 06paboTKy M BpeMsi CXBaTbIBaHMWS
LUemMeHTHOM nacTbl. Mpy HM3KMX TemnepaTypax (<20®C) paboyee BpeMs U Bpems
CXBaTbIBaHUA YBENNUMBAIOTCA; MPU BbICOKUX Temrepatypax (> 24%C) 310 BpemsA
yMeHbLaeTcAa. OTBETCTBEHHOCTb 3a codeTaHue Neocement® Inject P ¢ gpyrvumm
MEANLUMHCKUMUN U3LENUAMMU W BELLLECTBAMU HECET Bpau.

LleMeHT KOCTHbIi [nA 3amelleHWs OebeKTOB W pereHepauymM KOCTHOW TKaHu
Neocement® 1 Neocement® Inject P aBnseTca MeAUUMHCKUM W3aennem ANTeNTbHOM
nmnnaHTaumm (> 30 gHei) n ABNSeTCA NOMHOCTLIO UM YacTMYHO pe3opbupyembiM. Ha
OCHOBaHUWN KIMHNYECKUX JaHHbIX, OXXNAaeMblii a(hPeKT HacTynaeT Yepe3 6 MecsLEeB.

1
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5. Mix the biomaterial by moving the mixing device
back and forth while simultaneously rotating. Be
sure to mix the material at both very ends of the
syringe (approximately 30 seconds).

6. Pull back the mixing device completely. Attach
the plunger sleeve onto the mixing device by
positioning the front end to the piston first.

7. Remove the luer-cap from the syringe cap. To
vent air slowly push the plunger until all air is
removed.
8. Ifyou need to attach an accessory follow the IFU and push plunger to
dispense mixture.

Set time will occur between 4 and 8 minutes from the start of mixing. If
the setting time is over and Neocement® Inject P has not yet been
implanted, the materia! and accessories must be discarded. Ifa second
dose ofNeocement® Inject P is required, it must be prepared separately.
The ambient temperature influences the cement paste handling and set
time. At lower temperatures (<20°C), the working and set time will
increase; at higher temperatures (>24®C), these times will decrease.

The combination ofNeocement® Inject P with other devices or medical
substances is the responsibility of the physician.

The bone cement for the replacement of defects and regeneration o fbone
tissue Neocement® and Neocement® Inject P is a medical device of long-
term implantation (> 30 days) and is fully or partially resorbable. Based
on clinical data, the expected effect occurs after 6 months.



Eng.
LleMeHT KOCTHbI [1A 3amelleHUst [JedheKTOB W pereHepauuy KOCTHOW TKaHW The bone cement for the replacement of defects and regeneration of bone
Neocement® 1 Neocement® Inject P uMeeT psig NpeuMyLlecTs: sBMseTCs tissue Neocement® and Neocement® Inject P it has a number of
61MOCOBMECTMMbIM,  PEHTTEHOKOHTPACTHbIM, a Takke No3BofseT  um3bexaTb advantages: it is biocompatible, radiopaque and avoids the use of
NCMO/b30BaHNS ayToIOrMYecKoro TpaHcnaHTaTa 1 60/1eBOro CMHAPOMa B 06/1acTh autologous graft and donor site morbidity
3abopa TpaHcnaHTara.

3 TexHun4yeckoe onucaHne meguuuHckoro usgenusa \ Technical description of medical device

LleMEeHT KOCTHbIV ANs 3aMeLLeHNs AeheKTOB U pereHepaumm KOCTHOM TKaHu Bone cement for replacement of defects and regeneration of bone
tissue
Neocement® Neocement®

KomrioHeHTbi: KoHTeiiHep Nel - afbloBaHTHbI COCTaB, COAEPXALLMI XMTO3aH, The components are Container Ne 1 - is an adjuvant composition
EmKOCTb Ne2 ~ BOAHBIN PacTBOP, COAEPXALMI JIMMOHHYIO KWCNOTY W TNIKOKO3Y,  cqniaining chitosan. Container Ne 2 - is an aqueous solution containing
EMKoCTb Ne3 - nopoLuok p-TCP + TTCP. citric acid and glucose, Container No. 3 - p-TCP + TTCP powder.

Neocement® Inject P

KomMnoHeHTbI: CrucTema P cucteMa cmelumBaHuns (LUnpuL) - 4ns Teepaoii dasbl (P-TCP
T TTCP + xuTo3aH). EMKOCTb - BOAHbIA pacTBOp, COAEPXaLLniA NMMMOHHYO KUCNOTY
N TOKO3Y.

Ncocement® Inject P

The components are Syringe - P- system for solid phase (P-TCP +
TTCP + chitosan). The container - is an aqueous solution containing
citric acid and glucose.

3.1 OcHOBHbIe TeXHUYecKue N (PyHKUMNOHa/IbHbIe XapakTepuctnkm \ Main technical and functional characteristics

MepeyeHb Mofenen, macca U 06beM MpeacTaBneHbl B Tabnuue 2. The list of models, weight and volume are presented in Table 2.
Tabnuua 2 Table 2
Macca, r 'bEM, i Volume, +

Ne HaumeHoBaHue 450 3560/(‘? ot o Name Yveéghi 53011 e, cc

1 Neocement® IOr (6 cm) 10r 6 cv 5%

2 Neocement® 20r (12 e 20r 12 cm? 1 Neocement® IOg (6 cc) 10 g 6 cc

3 Neocement® Inject P IOr (6 cn) lor 6 cv 2 Neocement® 20g (12 cc) 20¢g 12 cc

4 Neocement® Inject P 20r (12 en?) 20r 12 em® 3 Neocement® Inject P 10g (6 cc) 10 g 6 cc

4 Neocement® Inject P 20g (12 cc) 20 g 12 cc
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3.2 OnwucaHune NpuUHagIeXXHOCTEN, MeANLMHCKNX U3AENUIA NN U3AENNIA, HE ABASIOLLNXCA MeAULMHCKMMN, HO NpeayCcMOTPEHHbIX AN
MCNO/1b30BaHMA B KOMOMHaUMKM ¢ 3asB/1eHHbIM MegnuuHceknm usgenvem \Key Accessories, Medical Devices or Non-Medical Devices, to Be Used
in Combination With Medical Device Submitted For Registration

LleMEHT KOCTHbIN [/1A 3aMmelleHVUa [eeKTOB W pereHepaumnm KOCTHOM TKaHM Bone cement for the replacement of defects and regeneration of bone

Neocement® n Neocement® Inject P He TpebyeT AOMOMHUTENbHBLIX MU3AenuUid A1a ero tissue Neocement® and Neocement® inject P does not require additional

ncronb3oBaHnsa. OfHaKo Ha YCMOTPeHWe Xupypra BO3MOXHO fJonosHuTensHoe products for its use. However, at the discretion ofthe surgeon, additional

NCMoMb30BaHNe NOAXOASILLEN CUCTEMbI BBEAEHUSI. use of a suitable injection system is possible.

3.3 Marepuanbl \ Materials

LleMeHT KOCTHbI ANA 3amelleHnss [edeKTOB WM pereHepauum KOCTHOW TkaHM Bone cement for the replacement of defects and regeneration of bone
Neocement® u Neocement® Inject P ABnseTcss 6MOCOBMECTUMBIM M COCTOMUT M3  tissue Neocement® and Neocement® Inject P it is biocompatible, and it
CNedyroLmnX KOMMOHEHTOB: TpuKanibuuidochaT, TeTpakanbuuiidocdar, XxuTosaH, consists of the following components: tricalcium phosphate, tetra
JNIMMOHHasA KWUCNOTa, rNI0Ko3a. calcium phosphate, chitosan, citric acid, glucose.

3.3.1 CBefeHUs 0 1eKapCTBEHHbIX cpeAcTBax Bxoaswmx B coctaB M \ Pharmaceutical substances
[aHHOe nsgenvie He COLePXXUT SIEKAPCTBEHHbIE CPeaCcTBa. Subject device does not administer or contain medicinal products.

3.3.2 CegeHunAa 0 Mmatepuasiax >XUBOTHOro/4yenoBeyeckoro npouvcxoxxgeHus \ Information about materials of animal/human origin
JaHHoe MeauLMHCKOe W3aenne COAePXUT XWUTOo3aH, MPOM3BOAHYI >XMBOTHOro This medical device contains chitosan, a derivative of animal origin
NPOUCXOXAEHNA (KPEBETKMN). (shrimp).

3.3.3 MeTtoabl nccnenoBaHMA KOCTHOMO LieMeHTa nocne yctaHoBku \ Methods of examination of bone cement after installation

[nsi npoBeaeHWs1 06C/1eA0BaHNS MALMEHTOB C YCTAHOB/IEHHbIM LIEMEHTOM KOCTHbI Ans For examination of patients with established bone cement, the method of X-
3aMeLLieHna JedheKTOB 1 pereHepaLun KocTHoli TkaHu Neocement® 1 Neocement® ray examination is used to replace defects and regenerate bone tissue
Inject P Ucnonb3yeTcs MeToz, PeHTreHOBCKOrO UCCeA0BaHNA Neocement® and Neocement® Inject P

4  WVHdopmauus o npouecce NPOEKTUPOBaHUs, pa3paboTke 1 Baangaumm nporpammHoro obecneveHns \ Description of Design, Development and
Validation Process for Software

[aHHOoe nsgenue He MMeeT NPOrpamMmMHOro obecneyeHus. Subject device does not incorporate software.

5 Ccbl/IKM Ha Npeabiaylimve MoaudmuKauum MeamUUHCKOro U3Aenms Unv NoaobHble MoaNUKaLIMN MEANLIMHCKUX U3AENWIA, HaXoOsLLINXCS B
obpauleHnn \ References to Medical Device Previous Modifications or Similar Modifications of Medical Devices
HenpumeHnmo. Not applicable.

6 Ycnoswus akcnnyataumm megnumHckoro mnsgenusi \ Operating conditions
MeguunHCcKoe u3genne npefHasHayeHo 418 UCMONb30BaHUSA BO BHYTpeHHel cpege Medical Device is intended to be used in the body's internal
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OpraHusma. environment.

7  YcnoBuA TPaHCNOPTUPOBKN N XPaHEHUA MeAnUMHCKOro nsgenna \ Storage and transportation conditions

PekomeHaytoTCA cefytoLLine yCcoBUst XpaHeHUs U TPaHCMOPTMPOBKN: The following storage and transportation conditions are recommended:
XpaHeHwue Storage

XpaHuTb Npu Temnepatype oT +15 °C o +25 °C. He samopaxwvBaTb W He MojsepraiTte  Store at a temperature o f+15 °C to +25 °C. Do not freeze or expose to
BO3,CI|9I7ICTBI/IPO BbICOKMX Temnepartyp. bepeub 0T CONHEYHOro CBeTA. h|gh temperatures. Keep away from 5un|ight_

TpaHcnopTnpoBska Transportation

Mpu Temnepatype +23°C (+2°C) At a temperature of +23°C (+2°C)

Mpu oTHOCKTENbHOW BRaxkHOCTU 50% (£5%0) At a relative humidity 0f50% (+ 5%)

8 CsepgeHua 06 ynakoBke \ Packaging
Neocement®: Neocement®

YnakoBoO4Hble MaTepuasibl: I‘Iepsmqréaﬂ yNnakoBKa - [BOiHas CTepwibHas YrnaKoBKa. Packaging materials: Primary packaging - double sterile packaging.
BTopnyHasa ynakoBKa - KapToHHasA KOpooKa. .
YnakoBO4Hble eauHULBI 1 earHULA B KOPOOBKE. Secor.ldary pf';\ckagmq - Cardboard box.

Packing Units: 1unit per carton.

Neocement® Inject P:
YNaKoBOUHblE MaTepuasibl [epBUUHAs YNakoBKa - [BOVHAsi CTepWibHasi, BakyymHasi Neocement® Inject P

yrakoBKa. Packaging materials: Primary packaging - double sterile, vacuum
BTopuyHas yrakoBka - KapToHHas Kopobka. packaging.
YnakoBO4HbIe eauHULBL 1 eavHMLA B KOPOOKE. Secondary packaging - Cardboard box.

Packing Units: 1 unit percarto.
Kakabli  BTOpnuHas yrnakoBka Neocement® Neocement® Inject P cogepxuTt

WHCTPYKLMO MO NPUMEHEHIO M MO 3 STUKETKM NauyeHTa. Each secondary package ofNeocement®”’Neocement® Inject P contains
instructions for use and 3 patient labels.
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9 CuMBO/IbI, MPUMEHSEMbIE NPU MapKNUPOBKe MeanUMHCKoro nsgenms/ Symbols used in labelling the medical product

Homep no katanory Catalogue number
REF REF
LOT Homep naptum |_ Batch code
Mcnonb3osatb go (FFTT-MM) Use by (YYYY-MM)
Mpou3BoanTeESb Manufacturer
mJ mJ
ISTERiy*R 1 PaavayoHHas cTepumsaums [STERILAR 1 Radiation sterilization
He cTepvnmsoBaTb NOBTOPHO Do not resterilize
S|y
3anpeT Ha NOBTOPHOE NMPUMEHEHNE Do not reuse
He ncnonb3oBaTb Npy NOBPEXAEHUN YNaKOBKU Do not use if package is damaged
O6paTnTecb K UHCTPYKUMM NO MPUMEHEHUIO Consult instructions for use
WHp1KaTop o cTepUnmnsaLmn Uspenns ramma- Indicator on the sterilization of the
I I I 061y4eHmem product by gamma irradiation
MpogyKT COOTBETCTBYET Tpe6oBaHMAM European conformity
A A~ 011  EBPOMeNcKoii ANpeKTuBbI Q ﬁ
15

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



10 MeTogabl 1 ycnosus crepunusaumm \ Sterilization methods

LleMeHT KOCTHbI Ansi 3amMelleHnst [etheKTOB W pereHepaumn KOCTHOW TKaHW B
BapuaHTax mncnosHeHnsa Neocement® n Neocement® Inject P cTepunmaytotcst ramma-

06n3”eHnem. CTepunmsauyuoHHas fosa 25 KIp, rapaHTUPOBaHHbIA YpOBeHb
cTepunbHocTM  SAL - 10" B COOTBETCTBUM C YTBEPXKAEHHbLIM  MPOLECCOM
CTEpPUIM3ALMN.

[aHHoe MeAMLMHCKOE W3aenne MNPOXOAUT CTEPUIM3aLMI0 MOCNe YMNakoBKUA B
NepBUUHYI0  YNakoBKy. CTepu/ibHOCTb YMaKOBaHHOIO M3denvst  MOXeT  GblITb
rapasTMpoBaHa ecny AaHHasi yrakoBKa cyxasi, HeOTKPbITasi U HEMoBPEeXAeHHas.

31MMM paHHbIR  MHAMKATOP HaHOCUTCA nepef CTepunvsaumeil Ha YNakoBKY C
MEeJULUUHCKUM UM3Je/IMEM U OKpalUMBAeTCA B KpacHbI LBET Mpu LOCTMXKEHUU
rapaHTUPOBaHHOI0 YPOBHSA CTePUIbHOCTN.

MpepynpexxaeHuve!
HE CTEPUIN3YWTE NMOBTOPHO Neocement®u Neocement® Inject P.

He 1cnonb3oBaTh, B C/lyyae ec/ii MHANKATOP He KPacHbIl

11 Cpok rogHocTtu / cpok akcnnyaTtaummn \Product Expiration / Shelf life

Cpok rogHocTn 3 roga.

12 Cpok cny>x6bl n3genvs \ Lifetime of the Product

JaHHoe  wu3genune  npegHasHadvaetca  TOJIbKO AN1Ad OAHOKPATHOIO
MNMPUMEHEHUA. A Takke UEMEHT KOCTHbIA [AN1a 3amelleHns AeeKToB WU
pereHepaummM KOCTHOM TKaHu Neocement® u Neocement® Inject P sBnsieTcs
MEeAMLMHCKAM U3fenvemM AAUTeNbHON umnnaHTaumm (> 30 gHeld), npurogeH ans
NOXXM3HEHHOI0 HaXOXAEHWS B TeJle YesioBeKa U ABNSAETCA MOMHOCTLI WM YacTUYHO
pe3opbupyembiM. Ha OCHOBaHUM KAWHUYECKUX [aHHbIX, OXWAaemblii  3hheKT
HacTynaeT yepe3 6 MecALEeB.

Bone cement for the replacement of defects and regeneration of bone
tissue in the Neocement® and Neocement® Inject P versions are
sterilized by gamma irradiation. The sterilization dose is 25 kGy, the
guaranteed sterility level is SAL - 10~ in accordance with the approved
sterilization process.

This medical device is sterilized after packaging in primary packaging.
The sterility of the packaged product can be guaranteed if this package
is dry, unopened and undamaged.

this indicator is applied before sterilization to the packaging
with a medical device and is colored red when the guaranteed level of
sterility is reached.

Warning!
DO NOT RE-STERILIZE Neocement® and Neocement® Inject P.
Do not use ifthe indicator is not red

The shelf life is 3 years.

This product is for SINGLE USE ONLY. And the bone cement for the
replacement ofdefects and regeneration of bone tissue Neocement® and
Neocement® Inject P is a medical device of long-term implantation (>
30 days), suitable for a lifetime stay in the human body and is ftilly or
partially resorbable. Based on clinical data, the expected effect occurs
after 6 months.

13 TpeboBaHUA K TEXHUYECKOMY 0OCNY>KMBaHUIO U PEMOHTY MeanumMHCKoro nsgennsa \ Requirements for Medical Device Maintenance and Repair

HenpumeHumo.

16
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14 TlopsALOK OCYLLECTB/IEHUA YTUAN3ALNN N YHUUTOXEHNA MeAULLMHCKOTo ugenus \ Disposal

KOCTHbIi LEMEHT JO/HKEH XPaHUTbLCA HageXallunum 06pa3oM B 3aBOACKON 3aLUUTHOM
CTEPW/IbHOV YNaKoBKe, KOra OH He UCMOMb3yeTcs 419 XUPYPrUYecKnX onepauuii.

Cblpbe/MaTepuasibl  KOCTHOFO LEMeHTa W/WMM  ynakoBOYHble MaTepuanbl, W/wnu
3/1EMEHTbI MAapPKUPOBKM He SIBMISIKOTCA OMAacHbIMW A/1s1 Ye/I0BEKA U OKPYXKatOLLIEN cpefpl.

M3genve, uWMeBLUee KOHTAaKT C  KPOBbO W/WAW  APYTMMW  GMOSIOrNYECKMMM
XMUAKOCTAMU, OTHOCUTCA K Knaccy B knaccumkaumm MeguuMHCKMX 0TX040B, U
noaneXxar yTUansauum mnnm yHUUTOXEHUIO COrTacHO NPUMEHSIEMbIM HaLOHA/IbHBIM
3aKOHOAATEe/bHbIM HOPMaM.

Heucnonb3oBaHHOe u3genne (He KMeBLUee KOHTakKTa C KpOBbO W/wam ¢
6MOMOTNYECKUMU XKMUAKOCTAMM), B T. Y. C UCTEKLUMM CPOKOM FOAHOCTU, a TaKxke
ynakKoBKa OTHOCUTCS K Knaccy A Knaccugmkauum MefMuMHCKUX 0TX0A0B, noanexar
YyTUAM3aUMN WU YHUYTOXKEHMIO  COFMIACHO  MPUMEHSIEMbIM  HALMOHA/IbHbIM
3aKoHoAaTe/lbHbIM HOpPMaM.

Bone cement should be stored properly in the factory protective sterile
packaging when it is not used for surgical operations.

Raw materials/materials of bone cement and/or packaging materials
and/or labeling elements are not dangerous to humans and the
environment.

Products coming into contact with blood and/or biological fluids are
class B medical devices under medical wastes classification and may be
recycled and / or disposed in accordance with applicable national
regulations.

Unused products (not having contact with blood and/or biological
fluids), including those with expired shelf life, belong to class A
medical devices under medical waste classification and may be recycled
and/or disposed in accordance with applicable national regulations.

15 [epeyeHb HaUMOHaNbHbIX U MeXAYHAPOAHbIX HOPMATMBHbIX JOKYMEHTOB/CTAHAAPTOB, KOTOPbIM COOTBETCTBYET MeAnLMHCKoe ngenue \ List of

Homep cTaHaapTa
EN ISO 13485:2016

Ha3BaHune cTtaHgapTa

M3genua  meouumHcKue. CUCTEMbl  MeHEe[KMeHTa  KauecTBa.
TpeboBaHUA 4na Leneli perynmpoBaHns
Cneupdmkaupms Ha 6eTa-TpuKanbumiidoctaTt
XMPYPrmyeckon UMnaHTaummn

Cneumndmkauma Ha cocTas rMapoKCUanaTuTa 4/ XMpyprvveckmx
WMIM/1aHTaTOB

WHdopmauma, npeaoctasnsemas U3roToBuUTesiem

OueHka 6uonornyeckoro fgeictema. Yactb 1 OuegHka w©
MCCNefoBaHVA B MPOLIECCe MEHEKMEHTA PUCKA

OueHKa OMOMOrMYeCKoro AeCTBUSE MEAVMUMHCKUX  M3aeUiA.
UacTb 3. ViccnenoBaHUst reHOTOKCUYHOCTH, KaHLEpOreHHOCTU U

ASTMF1088:2010 s
ASTM FI 185 -03(2014)

EN 1041-2008+Al:2013
1ISO 10993-1:2018

ENISO 10993-3:2014

17
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Standard Number Standard Title

ENISO 13485:2016  Medical devices - Quality management
systems - Requirements for regulatory
purposes

ASTM F1088:2010 Specification for beta-tricalcium phosphate

for surgical implantation

ASTM  FI 185 Specification for  composition of
03(2014) hydroxyapatite for surgical implants
EN 1041  Information supplied by the manufacturer of

medical devices
Biological evaluation of medical devices -
Part 1. Evaluation and testing within risk

2008+Al:2013
I1ISO 10993-1:2018



EN 1SO 10993-5:2009

EN 1SO 10993-6:2016

EN 1SO 10993-10:2013

EN ISO 10993-11:2017

EN ISO 11137-1:2015/
A2:2019

EN 1SO 11137-2:2015

EN 1SO 11607-1:2020

EN ISO 11607-2:2020

EN 1SO 11737-1:2018

EN ISO 11737-2:2019

TOKCMYECKOrO AEACTBUA Ha PENPOAYKTVBHYHO (DYHKLUMIO
OueHKa 610/10rMYecKoro feiAcTBUS MeSULMHCKUX W3LeniA -
YacTb 5: KiccnefoBaHmsa Ha LMTOTOKCUYHOCTL: MeTOoAbI in Vitro

OueHKa OMOMOrNYECKOro JeMCTBUA MEAUUMHCKUX W3LeNMin —
YUactb 6: lccrnemoBaHMs  MECTHOTO  fAeACTBMSA  MoOC/ie
VMIiaHTaLmm

OugeHKa 610/10rMYeCKoro AencTBnA MEAULMHCKMX M3fennii -
YacTb 10: WccneposaHuA pasfpaykatoLLero n
CEHCUOMN3NPYIOLLIETO [eACTBUSA

OLeHKa 610/10rMYeckoro JeicTBUS MeAULMHCKMX M3genuii —
UacTb 11: NccnefoBaHWS 06LLETOKCMYECKOMO AEACTBUA

Crepwzaums  MEQULMHCKOM — NpogyKumn.  PagviaumoHHas
cTepynmsaums. Yactb 1 TpeboBaHWA K paspaboTke, BanmgaLmn n
TeKyLLEMY KOHTPO/IIO MnpoLiecca CTEPUIN3aLIN MEAULIHCKIMX
n3aenuia

CTepynvzaumsi  MegVUMHCKOM  NpoayKuun.  PagnaupioHHas
cTepumzaums. YacTb 2. YCTaHOB/IEHME CTEPUIN3YHOLLIEN [03bl

YnakoBKa /151 MeAVLMHCKUX U3LeNNIA, MOANEXALLMX QMHULLIHOM
cTepunusaumm. Yactb 1 TpeboBaHUA K MaTepriasiam, 6apbepHbIM
cucTeMam Ana CTepunsaLmm 1 ynakoBoYHbIM CUCTEMAM
YnakoBKa 4ns MEAULIMHCKWX U3AENWA, NOIEXALLNX VHULLIHOM
cTepunusauum. Yactb 2: TpeboBaHUS K Ba/MgaLyn NpoLEeccoB
(hopMMPOBaHUS, TepMeETU3aLA U COOPKN

CTepynuzauust MeaULMHCKUX U3LenviA. MuKpobrosiornyeckue
MeTogbl. Yacte 1 OueHka nonynisumMyM MUKPOOPraHM3MoB Ha
NPOLAYKUMK

Crepwmzaums MeAvLMHCKUX n3fennidi. MrKpobronormdeckue
MeTofbl. YacTb 2. VcnbimaHus Ha CTepubHOCTb, MPOBOAUMbIE
npv Ba/IMaLUmm rpoLieccoB
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EN
3:2014

1ISO

EN
5:2009
EN
6:2016

ISO

1SO

EN 1SO

10:2013

EN 1SO

11:2017
EN ISO

10993-

10993-

10993

10993-

10993-

11137-

1:2015/ A2:2019

EN ISO
2:2015
EN ISO
1:2020
EN ISO
2:2020
EN ISO
1:2018
EN 1SO

11137-

11607-

11607-

11737-

11737-

management process

Biological evaluation of medical devices -
Part 3: Tests for  genotoxicity,
carcinogenicity, and reproductive toxicity
Biological evaluation of medical devices -
Part 5: Tests for in vitro cytotoxicity
Biological evaluation of medical devices --
Part 6: Tests for local effects after
implantation

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

Biological evaluation of medical devices —
Part 11: Tests for systemic toxicity
Sterilization of health care products -
Radiation - Part 1 Requirements for
development, validation, and routine control
of a sterilization process for medical devices
Sterilization of health care products -
Radiation - Part 2: Establishing the
sterilization dose

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

Packaging for terminally sterilization
medical devices - Part 2: Validation
requirements for forming sealing and
assembly processes
Sterilization of medical devices -
Microbiological methods - Part L
determination ~ of population of
microorganisms on products

Sterilization of medical devices -



Eng.

EN ISO 13175-3:2012 WmnnaHtatbl ana xupyprum. @ocgatbl kanblys. Yacte 3. 2:2019 Microbiological methods - Part 2: Tests of

KoCTHble 3aMeHUTENIM Ha OCHOBe ruipoKcuanatuTa u GeTa- sterility performed in the definition,
TpUKasbLiA dhoctat validation, and maintenance of a sterilization
EN 1SO 14630:2012 VIMnnaHTaTbl XMpYprivyeckme HeakTBHble. ObLLme TpeGoBaHMSA process
EN ISO 13175 Implants for surgery — Calcium phosphates
3:2012 —Part 3: Hydroxyapatite and beta-
EN ISO 14971:2019 M3genusa meguumHCKue - MpumeHeHWe MeHeKMeHTa puUCKa K tricalcium phosphate bone substitutes
MeAULIMHCKUM W3[eNnaMm EN I1SO 14630:2012  Non-active surgical implants. General

requirements
EN 1SO 15223-1:2016 M3genua  meguumHckve:  CumBOMbL,  MpuMeHsiemble  mpy ENISO 14971:2019  Medical devices - Application of risk

MapKMPOBaHMN  MEALMHCKMX U3AE/NIA, Ha 3TUKETKAX U B management to medical devices

COMPOBOAUTENBbHOW — floKyMeHTaumn.  Yactb 1 OcHoBHble EN  ISO  15223-  Medical devices: Symbols to be used with

TpeboBaHWs 1:2016 medical device labels, Ilabelling and
information to be supplied. Part 1 General
requirements

16 YnosnHoMO4eHHbIV npeactaBuTesib \ Authorized representative
Ana  nonyyeHuss AOMOMHWUTENBHOW MHGOPMaLMK, CBA3aHHOW C uMcnonb3oBaHWeM For additional information related to the use of the medical product,

MeSULMHCKOrO W3fenus, npocbba CBA3ATLCA C YMNO/THOMOYEHHbIM npeAcTaBuTeneM please contact an authorized representative of the manufacturer:

NPOU3BOANTENA: DKCKIIHO3UBHBIV AUCTPMOLIOTEP Ha TeppuTopun Poccun Exclusive distributor in Russia LLC *Neuroproject”™ 127486, Russia.
OO0 «HeliponpompxekT» 127486, Poccus. . MockBa. KOpoBMHCKOE LLOCCE, Moscow. Korovinskoe highway,
Aom.10. cTp.2. opmc 101, Ten.: +7(495) 660-81-73 house.10. p.2. office 10I, tel.: +7(495) 660-81-73

17 Tekyuian Bepcus aKcrnayaTayMoHHOM gokymeHTaummn/ Current version of the instruction for use
Bepcua 02 ot 08.06.2023 Version 02 from 08.06.2023
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1)

\rt,)igo 38.do I3L4i'0lod oi ii3 TFVANZOOb, de 2{\>
ForLiria ti."637-B/21)06, tie 29-06

Reconhecimento com menaces especiais por semelhan9a

Maria Miguel Rebelo Pereira, advogada, titular da cedula profissional n.® 1.6055L

IDENTIFICAQAO DOS INTERESSADOS
BIOCERAMED CERAMICOS PARA APLICAQOES MEDICAS, SA
NIPC: 509655300

RECONHEgQO

A assinatura de Eduardo da F'onseca Pestana Ascenso Pires, titular do cartao de
cidadao n.*0814929447X2, valido ate 28/02/2029, na qualidade de administrador da
sociedade anonima denominada BIOCERAMED CERAMICOS PARA APLICAQOES
MEDICAS, SA, com o humero de matricula e NIPC 509655300, com sede em Avepark -
Parque de Ciencia e Tecnologia, Zona Industrial da Gandra 4805-017 Barco,distrito de
Braga concelho de Guimaraes, Freguesia de Barco, anteriormente na Rua Joao
Francisco do Casal, Armazem 4, Zona industrial de Taboeira, Freguesia de Esgueira,
concelho e distrito de Aveiro, e estabelecimento na Rua Jose Ferreira n.° 1- Armazem
D, 2660-360 Sao Juliao do Tojal, Loures- Portugal, aposta no documento anexo de 1
folha, por mim rubricada, denominado INSTRUCTION FOR USE DOCUMENTATION
MEDICAL DEVICE "Bone cement for replacement of defects and regeneration of bone

tissue”.

CERTIFICO

Aidentidade do signatario por exibigao do seu documento de identifica™ao e a qualidade
com que assina pela certidao permanente da sociedade com o codigo de3431-5641-
0627, vahda ate 26/04/2025.

/, Maria Miguel Rebelo Pereira, Lawyer, memberno. 16055L ofthe Portuguese Bar Association:
Acknowledge the signature of Eduardo da Fonseca Pestana Ascenso Pires, holder of the
Portuguese identity card n.°n.”0814929447ZX2 (expire date 28/02/2029), memberofthe board
of Directors of BIOCERAMED CERAMICOS PARA APLICAQOES MEDICAS, SA, a commercial
company incorporated under the Portuguese Law, with its registered offices at Avepark -

Parrjue de Ciencia e Tecnologia, Zona Industrial da Gandra 4805-017 Barco,distrito de Braga
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concelho de Cxunnardes, Freguesia de Barco, and. before at Rua Jodo Francisco do
Arrnazem 4, Zona industrial de Taboeira, Parish ofEsgueira, Municipality and. District ofAveih™
and business premises at Rua Jose Gomes Ferreira N." 1, Amiazem, 2660-360 Sdo Jodo dd.
Tojal, Loures, Portugal, made on the attached document, of one page by me initialed named
INSTRUCTION FOR USE DOCUMENTATION MEDICAL DEVICE “Bone cementfor replacement
ofdefects and regeneration of bone tissue'™.
Certify the identity and the position of the signatory by displaying of his identity card and of

the ext.ractfrom the register of companies, with the access code de 3431-5642-0627, valid

until 26/04/2025.

Lisboa, 1 de setembro de 2023

Imposto de Selo: Isento (Lei n.® 12-A/2010, de 30.06)
[ B T - 0 " K.05;°L/582

~oZ-bl 'sejtuiey otjideo b
1SQOSriOJcl P90
VOVOOAQV
ej|9J8ci Oisqa”™ (8n6|m el|je|r
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OKDEM DOS ADYOGADOS

REGISTO ONLINE DOS AGIOS DOS ADVOGADOS
Artigo 31y do Decreto-Lei n." 76-A/2006. de 29-03

Portaria M.5657-B/2006. de 29-06

Dr.(a) Maria Miguel Rebelo Pereira

CtDULA PROFISSIONAL: 16055L

IDFNTTFICACAO da NATUREZA E ESPtCIE DO AGIO
Reconhecimento com men<;6c8 especiais por scmclhan”a

IDENTIFICACAO DOS INTERESSADOS
BIOCERAMED CERAMICOS PARA APLICAC”ES MEDICAS, SA
NIPC if. 509655300

OBSERVACOES
RECONHECO
A as.sinatura de Eduardo da Fonseca Pestana Ascenso Pires, titular do cartao de cidadao n."
08149294-17X2, valido ate 28.02-2029, mi qualidade de administrador da sociedadc
andnima denominada BIOCERAMED CERAMICOS PARA APLICACOES MEDICAS.
SA. com 0 nuinero dc matiicula ¢ NIPC 509655300. com sede era Avepark - Parque de
Ciencia e Tecnologia, Zona Industrial da Gandra 4805-017 Barco,distrito de Braga concelho
de Guimaracs. Freguesia de Barco. anteriomiente na Rua Joao Francisco do Casal,
Armazcm 4, Zona industrial de Tabocira, Frcguc.sia de F.sgucira, concelho e distrito de
Ai eiro, e esiabelecimenlo na Rua Jose Ferreira n* | ? Armazem D, 2660-360 Sao Juliao do
Tojal, Loures- Portugal, aposla no documeiito anexo de 1 i‘olha, por mini rubricada,
denominado INSTRUCTION FOR USE DOCUMENTATION MEDICAL DEVICE ""Bone
cement for replacement of defects and regeneration of bone tissue?.

CERTIFICO

A identidade do signatario por exibi®ao do seu documenio de identificayao e a qualidade
com que assina pela certidao permanente da .sociedade com o c6digo de3431-5641-0627,
vulida ate 26 04/2025.

1 Maria Miguel Rebelo Pereira, I..awyer, member no. 16055L of the Portuguese Bar
Association:

- Acknowledge the signature of Eduardo da Fonseca Pestana Ascenso Pires, holder of the
Portuguese identity card n." n.* 081492944ZX2 (expire date 28/02/2029), member of the
board of Directors of BIOCERAMED CERAMICOS PARA APLICACOES MBDICAS,
SA, a commercial company incorporated under the Portuguese Law, with its registered
offices at Avepark - Parque de Ciencia e Tecnologia, Zona Industrial da Gandra 4805-017
Barco.divStrito de Braga concelho de (.luimaiacs, Freguesia de Barco. and before at Rua Joao
Francisco do Casul. Armazem 4. Zona industrial de Taboeira, Parish of Esgueira,
Municipality and District of Aveiro, and busine.ss premi.ses at Rua Jose Gomes Ferreira n."
1. Armazcm, 2660-360 Sao Joao do Tojal. Loures, Portugal, made on the attached
docinnem. of one page by me initialed named INSTRUCTION FOR USE
DOCL'MENTATTON MEDICAL DEVICE ?Bone cement for replacement of defects and
regeneration of bone tis.suc?.

- Certify the identity and the position of the signatory by displaying of his identity card and
of the extract Irom the regi.ster of companies, with the access code de 3431-5641-0627, valid
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ORDEM DOS ADVOGADOS

REGISTO ONLINE DOS AGIOS DOS ADVOGADOS
Artigo 38® do Decreto-Lei n®76-A/20Q6, de 29-03

Portaria n.®657-B/2006, de 29-06
until 26/'04/2025.

EXECUTADO A, 2023-09-01 16:48
REGTSTADO /1: 2023-09-01 16:50
COM ON”: 16055L/582

Podera consultar e.stc regisco em http:,70a.pt/atos
usando O codigo 43824091-538956

r 04sh. 'BO-00D.
Aty
1 S9091. 'l0Jd ‘P90

avooAov
ej|8Jdd oquey |an6ily
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IMepeBof; C NOPTYranbCKoro 1 aHITIIACKOr0 S13bIKOB Ha PYCCKIN S3bIK

/TucHeHas neyaThb:/

/Hepas36opumuso/

FTEHEPAJIbHAA MPOKYPATYPA PECMNYB/TNKN

Ncx.
AMOCTUNNb
Maarckass KOHBEeHMHA OT 5 okTA6psA 1961 r.
1 CtpaHa: MNMopTtyranuns
HacTtoAawmnii opnymanbHbii AOKYMEHT
2. NognucaH Mapueii Murene Pe6eno Mepelipa

w

. OelictByrowmm(-eii) B KadecTBe topucta 16055L
. VI ckpenneH nevatbto Mapuu Murenb Pe6eno Mepeiipa

N

YpoctoBepeHo
. B T. JlnccaboH
. 10 okTA6pA 2023 T.
. FeHepasibHbIM NPOKypopomM Pecny6nkn
. nog Ne29362-2023
. MNMevatb

© ©® N o 0

10. Moanwuckb
/nognucano/

Nyynnna Mapua pgac Hasac PpaHko MopraHguHbE arp

HacTofwmnii anocTunb yqocT OBepsieT TONbKO MOAAMHHOCTb NOAMUCKU, JOMXK HOCTH MOAMNMUCABWEr0 U NOANUHHOCT b
neyaTu/wTaMna, KOTOPbIM CKpenfeH HacToOAWMUIA HAOKYMeHT. OH He YAOCTOBEpPseT COAfEpP> aHue BblAAHHOTO
LOKYMEeHTa.

Tya fa wkona MonutekHuka. Ne 140 1269-269, IMCCABOH, MOPTYTANA * Ten. 21 392 1900 * 21 394 98 00 dakc: 21 397 52 55
3n. noyta: correiopgr@pgr.pt

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



SQKCIMJTYATAUNOHHAA JOKYMEHTAL NN
HA MEOVLUVHCKOE U3AENNE
«LleMEHT KOCTHbIV 151 3aMeLLIEHNS IehEKTOB W PereHepaLMm KoCTHOM TKaHW»

INSTRUCTION FOR USE DOCUMENTATION
MEDICAL DEVICE
«Bone cement for replacement of defects and regeneration of bone tissue»

«YTBEPX A » /“APPROVED?”

BIOCERAMED - Ceramicos para Aplica”™oes Medicas, S.A./

Buouepames Kepamumkoc napa Annmkacoec Megukac, C.A.

FeHepanbHbl i upekTop

(pomkHocTb/position)
dpyappo Niccenco Mupee
(M5, naLue)

MognucaHo!
(nognucb/signature)

08.06.2023

paTta/date

M.

2023
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/NoroTwun:/
MPI
ropucT

Crartba 38 [ekpeTta-3akoHa Ne 76-A ot 29.03.2006
Yka3 Ne 657-B o1 29.06.2006

3aBepeHwe Mo/ IMHHOCTU C 0COObIMM OTMETKaMU

Mapusi Murenb Pe6eno Mepeiipa, topucT, NpoteccnoHanbHasa nuueHans Ne 160550

MOEHTUNPNKALNA YUACTHKOB

BIOCERAMED CERAMICOS PARA APLICAgOES MEDICAS, SA (BUOLEPAMEL
KEPAMULIC MAPA AMJIMKACOEC MEANKAC, CA)

MHH Ne 509655300

YAOCTOBEPAKO

Moanuce Opyapao pa doHceka [lectaHa AcceHco [lupee, yAoCTOBepeHMe /nMYHOCTU No
081492944ZX2, peicTBMTeNbHO A0 28.02.2029, [OeACTBYHOLLEr0 B KauyecTBe YMPaB/sHOLLErO
akuunoHepHbIM o6uecteom BIOCERAMED CERAMICOS PARA APLICAgOES MEDICAS, SA
(BMOLUEPAMEL KEPAMUMKOC MAPA AMIMKACOEC MEAVKAC, CA), ¢ peructpaLMoHHbIM
N MAEHTUPUKALMOHHBLIM HanorosbiM HomepoM (NIPC) 509655300, ropuanyeckunii agpec: Asellapk -
Mapke ge CuvieHcua 3 TekHonorva, MpombiwneHHas 3oHa MaHgpa, 4805-017, bapko, okpyr Bpara, coBeT
MmMapaiiHw, npuxog bapko, paHee Pya XXoaH ®paHcunwky gy Kasan, Cknag 4, MNMpoMblwieHHas 30Ha
Taboalipa, npuxog Swreipa, coBeT U OKpyr ABeiipy, pabounit agpec: Pya Xoce ®eppeiipa, Ne 1-
Cknag D, 2660-360 CaH->XynuaH-gy-Toxan, Jlopuw - TlopTyranus, MpoCTaB/eHHYI0 Ha
npunaraemMom AOKYMeHTe, Ha 1-/i CTpaHuLe ¢ NPOCTaBNEHHLIMY MHOW MHULMaNaMU, Nog Ha3BaHUEM
AKCMNYATAUMOHHAA AOKYMEHTAUUWA HA MEOVNUMNHCKOE W3AEJINE AllemeHt
KOCTHbI A/19 3aMeLLeHNs JeEKTOB Y pereHepaLm KOCTHOM TKaH».

YAOCTOBEPAKO

JlInyHocTb nognucasllero Oblla MHOK  YCTAHOB/IEHA HAa OCHOBaHWW  MpPefACTaBNeHHOro
YAOCTOBEPEHUSA IMYHOCTM, €ro MpaBOCNOCOBGHOCTL Obla MpOBepeHa MyTeM KOHCY/bTaumu
NMepMaHeHTHOro cepTudMKaTa KOMNaHMM ¢ Kogom goctyna 3431-5641-0627, cpok Aeictems Ao
26.04.2025.

[ Mapusa Murens Pe6eno Mepeiipa, oprcT, uneH MopTyranbckoli afBokaTCcKoi nanaTbl Ne
16055L :

- nogTBepXjako noanuce 3ayapao fga doHceka MNMecTaHa AcceHco lMNupee, gep>kaTens
YAO0CT OBEPEHUSA NIMUHOCT U rpaXkaaHnHa MopTyranun Ma 0814929447 X2 (feicTBATENbHO
[0 28.02.2029), uneHa coBeTa avpekTopos BIOCERAMED CERAMICOS PARA
APLieAd E8 MEDICAS, SA (BMOLUEPAMEAKEPAMUMKOC MAPA AMNMNKACOEC
MEAOWKAC, CA), KOMMEPYECKOWN KOMMaHNW, YHPEeXXAeHHOW B COOTBETCTBMUM C
3aKoHoAaTeNbcTBOM lMopTyraunn, opugmyecknin agpec: Aeellapk - Napke ge CrueHcua 3
TekHonoruna, MNpomsbiwneHHaa 3oHa MaHapa, 4805-017, bapko, okpyr bpara, coseT
MmapaiiHw, npuxog bapko,

1loroTun:1 Mapus Murenb Pe6eno Mepeiipa - topucT. KOpucT - ynuua KanutaHa Pamupeca, 19 - 2" 1000-084 Jlucca6oH
MPT1
lopuncT T.: +351 211 398 284 | M.: +351 965 000614 - mrebelopereira@mrpadvogados.pt-

https://mrpadvogados.pt
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/NororTwun:/
MPT1
HOpuCT

paHee Pya >XoaH ®paHcnwky gy Kasan, Cknag 4, MNpombiweHHas 30Ha Tab6oapa, npuxos
Aurelipa, coBeT 1 OKpyr ABelipy, pabounii agpec: Pya Xoce Momec deppeiipa, M |- Cknag, 2660-
360 CaH->XXynuaH-gy-Toxkan, Slopuw, MNMopTyranvsa, NpocTas/IeHHYO Ha NpuiaraeMom JOKYMeHTe,
Ha 1-W cTpaHuue ¢ NPOCTAaBMEHHbIMU  MHOW VHMUManamu, noj  Ha3BaHWEM
SKCIMNYATAUNOHHAA OOKYMEHTAUMNA HA MEONUWMHCKOE W3OENWE «LemeHTt
KOCTHbII 4151 3aMeLLieHNs AeheKTOB 1 pereHepaLm KOCTHON TKaH/S>,

YLO0CTOBEPAIO /IMYHOCTb U JO/MKHOCT b NoAgNUcaHTa, YBUAEB NpefbsABleHHoe UM
Y[,0CTOBEPEHME IMYHOCTU U BbIMUCKY M3 peecTpa KoOMMaHuiA, ¢ Kogom gocTyna 3431-
5641-0627, feicTBUTENbHYIO A0 26.04.2025.

r. JinccaboH, 1ceHTabpa 2023 roga

epboBbIii coop; 0cBOGOXKAEH (3akoH No 12-A o1 30.06.2010)
3aperunctpuposaHo B OpgeHe KOpucTos nog Homepom: 16055L/582

nognucaHo/
‘W Tamn:
Mapua Murenb Pe6eno lNMeperipa
IOPUCT
Mpod. NnyeHsus 16055 L
ynuua KanutaHa Pamupeca, 19 - 2°A
1000-084 JinccaboH

NoroTun:/ Mapus Murenb PeGeno Mepeiipa - topuct. KOpucT - yanua KanutaHa Pamupeca, 19-2° 1000-084 lucca6oH
MPI T.: +351 211398 284 | M.: +351 965 000614 - inrebelopereira@mrpadvogados.pt-
ropuct

https://inrpadvogados.pt
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OPZEH IOPUCTOB OPIEH HOPNCTOB

MOPTYTATNN

OHNANH PETMCTPALNA WOPUONUECKUMX AKTOB
CtaTtba 38 JekpeTta-3akoHa Ne 76-A oT 29.03.2006

Yka3 Ne 657-B o1 29.06.2006

A-p Mapua Murens Pebeno lMepeipa
MPO®ECCNOHANBbHAA NNLUEH3UNA: 16055L
NMOAEHTUN®NKALUUVA NMPOUNCXOXAOEHNA N BUOA AKTA

3aBepeHne Noa/IMHHOCTN C 0COObIMM OTMEeTKaMu
NMOEHTUPNKALUNA YHACTHUKOB

BIOCERAMED CERAMICOS PARA APLICAgOES MEDICAS, SA

(BUOLEPAMEO KEPAMUMNKOC MAPA AMNMTNKACOEC MEAOWMKAC, CA)

MHH Ne 509655300
NMPUMEYAHWA

CBUAOETENBLCTBYO MNOA/TMHHOCTb
nognucun dpyapano na PoHceka lNMectaHa AcceHco [lMMupee, yaoctoBepeHue sindyHocTU Ne
0814929447ZX2, pelictBUTENbHO A0 28.02.2029, pelicTBylOUWLEero B KadecTBe gupekTopa
akumnoHepHoro o6uiectBa BIOCERAMED CERAMICOS PARA APLICAgOES
MEDICAS, SA (BUOLEPAMEL KEPAMWKOC MAPA AMNMNKACOEC MEAOWMKAC,
CA), C peructpauyMoHHbIM W WAEHTUPUKALNOHHbIM HanoroebliM Homepom (NIPC)
509655300, topuagnyveckuii agpec: ABellapk - [lapke pge CueHcuna 3 TekHosiorua,
MpombiwneHHaa 3oHa MaHgpa, 4805-017, bapko, okpyr Bpara, coBeT NmmapaiiHLl, Npuxoa
Bapko, paHee Pya >XoaH ®paHcuwky gy Kasan, Cknapg 4, NpomblilwneHHasa 30Ha Taboalipa,
npuxon 3wreripa, coBeT N okpyr ABeilipy, pabouunii agpec: Pya Xoce ®deppeiipa, Ne 1 -
Cknapg D, 2660-360 CaH->XynuaH-gy-To>kan, Jlopuw - [MopTyranvs, npocTaB/€HHYI Ha
npunaraemMomMm AOKyMeHTe, Ha 1-ii cTpaHuue C nMpocTaB/IEHHbIMW MHOW WHUUManamu, nog
Ha3BaHVem OKCNNYATALUMOHHAA AOKYMEHTALWNA HA
MEOWUMHCKOE W3AOEJINE «LieMeHT KOCTHbI Anda 3amelweHus paedekrtoB u

pereHepaumm KOCTHOW TKaHU>>.

YOOCTOBEPAKO

JInyHOCTb noanucasllero 6b1a MHOKO yCTaHOBJ/IeHAa Ha OCHOBaHUN
npeacTtaB/1IEHHOrNO y4OCTOBEPEHUS JINYHOCTUN, ero NpaBoCNOCO6HOCTL 6bl1a
yaocToBepeHa NOCTOAHHbLIM CBUAETENLCTBOM KOMMaHum ¢ kogom 3431-5641-0627,
OelcTBUTENbHbIM A0 26.04.2025.

A, Mapusa Murenb Pe6eno lMepelipa, lopucT, YieH MNMopTyranbCcKoi agBoKaTckoi nanatbl Ne
16055L:
noareep>kgaro nopgnucb dayapao pa PoHceka [MectaHa AcceHco [Mupee, gep>katens
yO0CTOBEPEHNA IMYHOCTU FpavkgaHnHa MopTtyrannn Ne 0814929447ZX2 (gelicTBUTENIBHO A0
28.02.2029), u4neHa coBeTa AWNPEKTOPOB BIOCERAMED CERAMICOS PARA
APLICAQOES MEDICAS, SA (EMOLEPAMEL KEPAMUKOC MAPA AMJIMKACOEC
MEOWKAC, CA), KOMMEpPYecKoli KOMMNaHuUW, Y4UYpe>KAeHHOW B CcOOTBETCTBUU C
3aKoHogaTenbcTBOM [lopTyranuu, opugunydeckuii agpec: Asellapk - MNapke ge CueHcua 3
TekHonormna, T[lpombiwneHHass 3oHa [aHgpa, 4805-017, bapko, okpyr bpara, coset
MMmapaniHw, npuxoa bBbapko, paHee Pya >XoaH ®paHcuwky ay Kasan, Cknag 4,
MpombilneHHasa 30Ha Taboalipa, Npuxoa 3wrelipa, cCOBeT U OKpyr ABelipy, padounii agpec:
Pya Xoce lomec ®eppeiipa, Ne 1 - Cknag, 2660-360 CaH->XXynuaH-gy-Toykan, Jlopuul,
MopTyranusa, npocTaB/ieHHYIO Ha npuiaraemMoMm [AOKyMeHTe, Ha 1-li cTpaHuue c
NpoCTaB/IEHHbIMW MHOWN UHUUManamu, nop HasBaHnem IS KCMNNAYATALWMOHHAA
OOKYMEHTALUMA HA MEOWULUWMHCKOE W3AEJ/IME «LieMeHT KOCTHbIF ans
3amMelleHns fedeKToB 1 pereHepaum KOCTHOW TKaHU>.
- YyAOCTOBEPSAO JIMHHOCTb U AOJ/IKHOCTb MoAMNUcaHTa, yBUAEB MpeabsiBieHHOEe UM
yAoCcTOBEpPEHWE SIMYHOCTU U BbIMUCKY U3 peecTpa KOoMMaHui, ¢ Kogom pgoctyna
3431-5641-0627, genictBUTe/IbHYO 00 26.04.2025.

www.oa.pt
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OPJEH IOPUCTOB OPAEH HOPUCTOB

MOPTYTrANNN

OHNNTAVH PETUCTPALUVNA IOPUAVNYECKNX AKTOB
CtaTtba 38 [OekpeTta-3akoHa Ne 76-A oT 29.03.2006

Yka3 Ne 657-B o1 29.06.2006
[0 26.04.2025.

BbIMOJ/THEHO: 01.09.2023 B 16:48
SAPETMCTPNPOBAHO: 01.09.2023 B 16:50
MO ANe: 16055L/582

C paHHOM 3anncbio MO>XHO O3HAaKOMUTbLCA Ha caliTe http://oa.pt/atos
ncnosnb3ysa Kopg 43824091-538956

‘nognucaHo”
/W Tamn:/
Mapua Murenb Pe6eno Mepeiipa
OPUCT
Mpod. TnuyeHsus 16055 L
ynuua KanvraHa Pammipeca,
19-2°A
1000-084 JlnccaboH

www.oa.pt
& 000 LMPMU 2] INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR.RU



OPAEH IOPUCTOB OPAEH HOPNCTOB

MOPTYITANUN

OHNamH permcTpayuna opnmagnmydyecKmMxXxXx akKTOB
Ctatba 38 JekpeTta-3akoHa Ne 76-A oT 29.03.2006

Ykas Ne 657-B oT 29.06.2006
[0 26.04.2025.

BbIMOJIHEHO: 01.09.2023 B 16:48
SAPETMCTPMPOBAHO: 01.09.2023 B 16:50
MO ONe: 16055L/582

C fAaHHOV 3anncbio MO>XHO O3HAaKOMUTbLCA Ha caiite http://oa.pt/atos
ncnonb3ysa ko 43824091-538956

/nognucaHo/
mlllTamn:/
Mapus Murens Pe6eno Mepeiipa
IOPUCT
Mpod. NTuuenHsus 16055 L
ynunua KanutaHa Pamupeca,
19-2°A
1000-084 /luccaboH

www.oa.pt
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MepeBof AaHHOTO TEKCTA BbIMOMHEH NepeBoAUYNKOM BacbkuHoii MapuHoii CepreeBHoi

NOAMMCH

Poccuiickaa degepaums
"opog MockBa
Tpuauatoe HOABPA ABe ThICAYN ABaALUAaTb TPETbLEro roga

A, AkumoB [ne6 BopucoBmy, HoTapuyc ropoga MOCKBbI, CBMAETENbCTBYH MOA/IMHHO]
nognucu nepesoguynka BacbknHoin MapuHbl CepreesHbl.

Moanuck chenaHa B MOEM NMPUCYTCTBUMN.

JlnyHoCTb NognucasLlero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 77/09-H/77-2023- ~ A
YnnayeHo 3a COBepLUEHMEe HOTapuanbHoro aeictens: 400 py6. 00 kon

noAnMCh

rb6. A

FepboBas nevarb
HoTapuyca r.Mocksbl

AKX”Ba I'.b.

Bcero npolwHypoBaHo, NPOHYMepOBaHO
n cKpennem”"$EMN¥ft»J} 0 nucta (0B)

Hotap

Poccuiickas ®egepauus
Fopog Mockea

30 11. 2023

1. AkumoB ne6 Bopucosuu, HoTapuyc ropoga IMOCKBbI,
CBUAETE/bCTBYIO BEPHOCTb KON C NPeACTaB/IeHHOMO MH

3apeTocTpypoBamo B peectpe: Ne 77/09-H/77-2023-

YnnayeHo 3a coBepLUeHne nvOO
HoTapuanibHoro aeiicteus: - py6. 00 Kon.

6. AKumoB
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