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1

Obmue ceegenus \ General information

1.1 Hamumenosanue MH \ Name of product
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Matepunan gna 3aMelleHns 1eeKTOB U BOCCTAHOBIEHNS KOCTHO TKaHW,
CTEPUNbHbINA, B BapuaHTax UCMOMHEHUS:

1.Neobone®B 6/10Kax, pasmep: 10 x 10x5 mm; 10 x 30 x5 mm; 10x 30 x 10 mm; 15 X
15 X20 mm; 15 x 15 %30 mwm; 20 x 20 x 10 mm; 10X 10x20 MM, B COCTaBe:

- Neobone®8 6/10kax - 0T 140 10 wwiT. (0AHOro BapuaHTa UCMOHEHMS);

- JKcnyaTaumMoHHas JOKyMEHTaLKA.

2.Neobooe®B KnmHbAX, pasmep: 20 X 15 x 8 Mm; 20X 15x 10 mm; 20 x 15 X 12 mm; 20 X
15X14 mm, B cocTaBe:

- Neobone®B KmHbsAX - 0T 140 10 WT. (04HOro BapraHTa UCMOHEHUS);

- DKcnyaTaumoyLLiad JOKyMeHTauus.

3.Kcobone®B rpaHynax, pasmep: 0,5-1 mm (0,5 r); 0,5-1 mm (1r); 0,5-1 mm (2r); 1-2
MM (0,5r); 1-2 mm (1r); 1-2 mm (2r); 2-4 mm (2,5em0); 2-4 mm (5ewY); 2-4 mm (10ew');
2-4 Mm <15 cwY); 2-4 MM (20em™); 2-4 MM (30cMmY); 4-6 MM (2,5¢M7); 4-6 MM (Sem); 4 -
6 MM (10cm™); 4-6 MM (15em™); 4—6 mm (20cm™); 4-6 mm (30cwX B cocTase:

- Neobone®8 rpat™nax - ot 140 10 wwiT. (0gHOTX) BapriaHTa UCTONHEHMS);

- QKCnnyaTaunoHHas LJOKYMeHTaUus.

4.TriOSS® B 6/10Kax, pasmep: 10x 10x 10 mm; 10x 10x5 mm; 10x30x5 mm; 10x30
X 10 Mmm; 15 X 15 X20 mm; 15 15 x 30 mm; 10x 10 x20 MM, B COCTaBe:

- TriOSS® B 61okax - oT 1 4o 10 LT, (0AHOro BapuaHTa UCMONHEHNS);

- DKCnyaTaunomnHasa JOKyMeHTauus.

S.TriOSS* B KnMHbAX, pasmep: 20 X 15x 8 mm; 20 X 15x 10 mm; 20 X 15x 12 mm; 20 X
15 X 14 MM, B COCTaBE:
-TriOSS® B KNMHbAX - 0T 140 10 WwT. (0AHOro BapuaHTa UCroHeHUs);
 OKCn/TyaTauyoHHas AOKYMeHTaLmA.
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Material for replacement of defects and restoration of bone tissue,
sterile, in versions:

1. Neobone® in blocks, size: 10x 10x5mm; 10x30x5 mm; KOx30x 10mm;
15X15 X20 mm; 15 x 15 x 30 mm; 20 x 20 x 10 mm; 10x 10x20 mm, as part
of:

- Neobone® in blocks - from 1to 10 pcs. (Single version);

- Oi'rational documentation.

2. Neobone® in wedges, size: 20 X 15x 8 mm; 20 x 15x 10mm; 20 x 15x 12
mm; 20 X 15X 14 mm, as part of:

- Neobone® in wedges - from 1to 10 pcs. (Single version);

- Operational documentation.

3. Neobone* ingranules, size: 0.5-1 mm (0.5 g); 0.5-1 mm (lg); 0.5-1 mm (29);
1-2mm (0.59); 1-2 mm (Ig); 1-2 mm (2g);2-4 mm (2,5 cc); 2-4 mm (5 cc); 2-4
mm (10 cc); 2-4 mm (15 cc); 2-4 mm (20 cc); 2-4 mm (30 cc); 4-6 mm (2.5 cc); 4-
6 ram (5 cc); 4-6 mm (10 cc); 4-6 mm (15 cc); 4-6 mm (20 cc); 4-6 mm (30 cc), as
part of:

- Neobone* in granules - from 1to 10 pcs. (Single version);

- Operational documentation.

4, TriOSS® in blocks, size; 10x 10x 10 mm; 10x10x5 mm; 10x30 x5 mm; 10
X30 X120 mm; 15x 15x 20 mm; 15x 15x 30 mm; 10x 10 x 20 mm, as part of:

- TriOSS® in blocks - from 1to 10 pcs. (Single version);

- Operational documentation.

S.TriOSS® in wedges, size: 20x 15x 8 mm; 20 x 15x 10 mm;20x 15X 12 mm;
20 X15 X 14 mm, as part of:

- TriOSS* in wedges - from 1to 10 pcs. (Single version);

- Operational documentation.



Rs
6.TriOSS* B rpaHynax, pasmep: 0,5~ mm (0,5 r); 0,5-1 mm (1r); 0,5-1 MM (2r); 1-2 Mm
(0,5r); 1-2 Mm (1r); 1-2 Mm (2r); 2-4 MM (2,5ew): 2-4 mm (Sem); 2-4 mm (FOew); 2-4
MM (15 ew); 2-4 Mm (20ew?); 2-4 Mm (30ow*); 4-6 MM (2,5em); 4-6 Mm (Bev); 4-6 MM
(10cMm™);4-6 mm(15¢cMm?); 4-6 MM (20ew); 4-6 mm(30cMm”), B cocTaBe:

- TriOSS* B rpaHynax - - ot 140 10 wr. (04HOro BapuaHTa UCTMONHEHUS);

- SKcnyarauyioHHas JOKYMEHTaLUNS.

L2 HasHauyeHue un 0bnacTb NpUMEHeHUA MefuLUHCKOro nsgenns / Intended
MpefHa3HayeHo 415 MUCNONb30BaHWSA B KayeCTBE KOCTHOrO TpaHchiaHtaTta A/s
3ano/IHeHNA AN PEKOHCTPYKLUN Ae(heKTOB KOCTHOM TKaHW MAN NMPOMEXYTKOB B
CKeNeTHON cucTeme, KOTOpble He AB/AKOTCA HEOTHEM/IEMOI YacTbIO CTabUIbHOCTH
KOCTHOW CTPYKTYpbI.

O6nacTb MPUMEHEHMS:
MO3BOHOYHMKA

TpaBMaTtonorud, optonegus, CToMaTtonornsa, Xupyprusa

1.3 TMokasaHua K npumeHeHuto \ Indications

Matepuan gns 3amelleHns LedeKTOB U BOCCTAHOB/IEHUA KOCLUOW TKaHM,
cTepunbHbIA Neobone*

3anosiHeHve U PeKOHCTPYKLMS AeeKTOB B CKEIETHOM CTPYKTYpe, KOTOpPbIe He
MPUCYLLM CTabUNBHOCTM KOCTHOM CTPYKTYpPbl. MOXET NPUMEHSATLCA NMPU KOCTHbIX
JeeKTax, BO3HWKLLIMX B pesy/bTaTe TPaBM WM XUPYPTUYECKU CO3[aHHbIX
AedekTax KOCTel.

MoKa3aHO K NPUMEHEHUIO NPU:

- Mepenombl ¢ NoTepeii KocTw,

- MepenomMbl KOHEYHOCTEN.

- He cpacTatoLymecs nepesnomsl,

- ApTpoges (CTonbl, FONIEHOCTOMHOIO CyCTaBa, K1CTa, MATOYHON KOCTK),

- OcTeoTOMUSA 60NbLLEGEPLOBOIA KOCTH,

- CUHYC-NTU(TUHT,

- YBennyeHue aibBEONSAPHOIO rpedHs.

- MeXxTenoBoi cuHTe3 (Kermx).

- Ckonuos
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Bg.
6. TriOSS®in granules, size: 0.5-1 mm (0.5 g); 0.5-1 mm (1g); 0.5-1 mm (2g); 1-2
mm (0.5g); 1-2 mm (lg); 1-2mm (2g); 2-4 mm (2,5 cc); 2-4 mm (5 cc); 2-4 mm
(10 cc); 2-4 mm (15 cc); 2-4 mm (20 cc); 2-4 mm (30 cc); 4-6 mm (2,5 cc); 4-6
mm (5 cc); 4-6 mm (10 cc); 4-6 mm (15 cc); 4-6 mm (20 cc); 4-6 mm (30 cc), asa
part of:

- TriIOSS® in granules - from 1to 10 pcs. (Single version);

- Operational documentation.

use and application area of medical device

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

Application area: traumatology, orthopedics, dentistry, spine surgery

Material for replacement ofdefects and restoration ofbone tissue, sterile
Neobone*

Filling or reconstruction of defects in the skeletal structure that are not
inherentin the stability of the bone sUiicture. It can be used for bone defects
resulting from injuries or surgically created bone defects.

It is indicated for use when:

- Fractures with bone loss.

- Fractures of limbs.

- Non-healing fractures,

- Arthrodesis (foot, ankle joint, hand, heel bone).
- Osteotomy of the tibia,

- Sinus lifting.

- Enlargement of the alveolar ridge.

- Interbody synthesis (cage),

- Scoliosis.
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MaTepuan gns 3ameweHns eeKToB U BOCCTAHOB/MEHWS KOCTHOW TKaHMW,
cTepunbHbIA TriOSS®

3anosiHeHne UM PeKOHCTPYKLMA Le(heKTOB B CKENIETHOM CTPYKTYpe, KOTOpble HC
MPUCYLLY CTaBUIBHOCTM KOCTHOM CTPYKTYPbl. MOXET NPUMEHATLCS NPU KOCTHbIX
feeKTax, BO3HMKLWWX B pe3ynbTaTe TPaBM WAM XUPYPru4eckn CO3[aHHbIX
fetheKkTax KOCTeM B KOHEYHOCTSX, MPU 3amnofiHEHUWM Kenmkein B CNUHaNbHOW
XVUPYprumn, CKO/NO3e, YBEeMYeHUU 001acTu  aNibBeONISAPHbIX OTPOCTKOB U
raiiMopoBoi Nasyxu.

[NoKa3aHo K NPYMeHeHNIo Npu:

- Mepenomsbl ¢ NoTepei Kocty,

- Mepenombl KOHEYHOCTEN,

- He cpacTatowymecs nepenombl,

- ApTpoges (CTonbl, FONEHOCTOMHOIO CyCTaBa, KUCTU, MATOYHOW KOCTH),
“OcTeoToMMS 60MbLIEGEPLOBOI KOCTH,

- CUHYC-NNATUHT,

- YBeMyeHne anbBEONSAPHOIO rpebHs,

- MexTenoBoi cnHTe3 (Keligx),

- Ckonvos

14 TpoTtuBonokasaHusa K npumeHeHuto \ Contraindications

He npumeHsinTe MaTepuan 415 3aMeLLeHns 4eteKToB 1 BOCCTaHOB/IEHWS KOCTHOW
TKaHW, cTepusbHbId Neobone® u TriOSS* npu OCTPOM WAU  XPOHUYECKON
MH(eKUMM B MecTe onepauuu; MeTaboMye<KMX HapyLUEHUs; TSKeNbIX
[ereHepaTuBHbIX 3ab0NeBaHUAX, COCTOSHUAX, NPU KOTOPbIX 06Las KOCTHas
nnacTuka He pekomeHayetcs. He npumensiite Neobone® n TriOSS® B mecTax, rae
BO3MO>KHa ero murpauus. Neobone® n TriOSS® npoTusonokasaH Ans obecneyveHns
CTPYKTYPHOI NOAAEPXKKM CKENIETHON CUCTEMbI 1 He A0/HKEH UCMO/b30BaTLCA TaMm,
rae MecTo MMMNIaHTauMm HeCTabuIbHO 1 He MMEET XKECTKOMN ukcaLuu.

Eng.

Material for replacement of defects and restoration ofbone tissue, sterile
TriOSS®

Filling or reconstruction of defects in the skeletal structure that are not
intrinsic to die stability of the bone structure. It can be used for bone defects
resulting from injuries or surgically created bone defects in the extremities,
filling cages in spinal surgery, scoliosis, augmentation in the region of the
alveolar processes and maxillary sinus.

It is indicated for use when:

- Fractures with bone loss,

- Fractures of limbs,

- Non-healing fractures,

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

- Osteotomy ofthe tibia,

- Sinus lifting,

- Enlargement ofthe alveolar ridge,

- Interbody synthesis (cage),

- Scoliosis.

Do not apply material for replacement of defects and restoration of bone
tissue, sterile Neobone* and TriOSS* in case of acute or chronic infection at
the swugical site; metabolic disorders; severe degenerative disease,
conditions in which general bone grafting is not advisable. Do not apply
Neobone® and TriOSS® in places that allows product migration. Neobone®
and TriOSS* 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.

1.5 BO03MOXHbIE OC/IOXHEHUNA 1 MO60YHbIEe 3P eKTbl Npu npumeHeHnn MU\ Adverse Reactions

MaTtepuan gna samelleHuns ,Cl,e(*)EKTOB N BOCCTanOBNEHNS KOCTHOW TKaHW,
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Materia! for replacement of defects and restoration of bone tissue, sterile
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Ein.

cTepunbHbIi Neobonc®

Bo3MoXHble NO6OYHbIE 3PPEKTbI, O KOTOPbIX COO0OWANOCL B pe3ynbTaTe
npouesyp MO KOCTHOW NMacTWKe, BK/IOYatOT, MOMUMO MPOYEro, COBMECTHOE
ABVWKEeHVe CyCTaBOB, MpUerarwmx K MecTy MMMAaHTaLMmn, NPOAOCIKNTENIbHOE
OTAEeNeHNe Cepo3HOM >KUAKOCTW, OTeK, KeNOWAHbIA pybeL, aHW30MeNnui u
MECTHbI peunaus onyxonu, 60n1b B pe3ynbTaTe BOCMANEHNS, CENCUC U Apyrue
OCNIOXKHEHUSA, BO3MOXHble MpW  /I1060M  XMPYPrMYeCKOM BMeLUATeNbCTBE.
HenonHoe BpacTaHMe UnM OTCYTCTBME KOCTHOIO BPacTaHUs B KOCTHYIO NMyCTOTY
BO3MOXHO MpY MCMOMb30BaHUM NO60Or0 Matepuana Ans 3amelLleHns KOCTHbIX
[ledeKToB.

MaTtepuan ans 3amelieHns AedeKTOB M BOCCTAHOB/EHUS KOCTHOW TKaHMW,
cTepunbHbIA TriOSS®

Bo3MOXHble M0O604YHbIE 3(hheKTbl, O KOTOPbIX CO06WANOCL B pe3ynbTaTe
npouesyp MO KOCTHOM MAacTMKe, BK/OYAKT, NMOMMMO MNPOYEro, Agucharunio,
Xpunoty, 60nb, ocnabneHne opraHusma, napes, riiatomy, SIMKBOPEK 1 cepomy
(cnoHagmnoges,  3anofiHeHWe  Kelmkein); 60NesHb Y WMXKKW,  UHGEKLMIO,
nneBpasibHbIA BbINOT, NOAKOXHYIO CepoMy (CKOMMO3); MUTpaLuio, NOBPeXaeHue
KOCTHOrO 3aMeHMUTeNsi, paHeBble WH(EKUMKN, COCYAUCTOE MOBPEXAEHME,
KOMNapTMEHT-CUHAPOM KOHEYHOCTEM W APYrMe OCNOXXHEHMS, BO3MOXXHble Mpu
N06OM XMPYPruyecKom BMeLLATeNbCTBE. HemonHoe BpacTaHMe Mau OTCyTCTBUE
KOCTHOr0 BpacTaHusl B KOCTHYH MyCTOTY BO3MOXHO NP 1CNO/b30BaHNM NHO60r0
maTtepuana ans 3ameLleHns KOCTHbIX AedeKToB.
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Neobone®

Possible adverse events that have been reported as result from bone grafting
procedures, include but are not limited to joint motion ofjoints adjacent to
implantation site, prolonged serous drainage, swelling keloid scar,
anisomelia, and local recurrence of tumor, pain of inflammatory origin,
sepsis, 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.

Material for replacement ofdefects and restoration ofbone tissue, sterile
TriOSS®

Possible adverse events that have been reported as result from bone grafting
procedures, include but are not limited to dysphagia, hoarseness, pain,
subsidence, paresis, hematoma, dura leakage and seroma (spine fusion,
filling of cages); cast syndrome, infection, pleural effiision, subcutaneous
seroma (scoliosis); migration, hematoma, fracture of substitute, wound
infections, vascular injury, compartment syndrome (extremities) and other
complications that arc possible with any surgery. Incomplete, or lack of,
osseous ingrowth into bone void, as is possible with any bone void filler.
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MpepynpexaeHns WARNINGS
HE CTEPUNMN3YWTE NMOBTOPHO Neobone® un TriOSS* DO NOT RE-STERILISE Neobone® un TriOSS®

Neobone® wn TriOSS* npegHasHauyeH Tonbko [J19  OLHOPA30OBOIO  Neobone®u TriOSS®is for SINGLE USE ONLY. The reuse ofthe device
NCMNOJIb3OBAHWA. MoBTOpHOE 1CN0/b30BaHME MaTeprana MOXeT NPUBeCTU K may lead to contamination and loss of performance. Contamination of
3arpsisHEHNI0 1 NoTepe NPoM3BOAATENbHOCTW. 3arps3HeHWe matepuana MOXeT  the device may resultin local or systemic infection, implant rejection or
NPWUBECTM K MECTHOW MK CUCTEMHON WH(EKLMI, OTTOPXKEHNIO MMMNaHTaTa WA death. Is not guaranteed the sterility ofthe product in case of reuse.

cMepTV. He rapaHTupyeTcsi CTepuibHOCTb MPOAYKTa B C/yyae MOBTOPHOrO  Rigid fixation techmques may be required to assure rigid stabilization
ncnosb3oBaHusa. [ina obecrieueHns XeCcTKOW cTtabunmsauumn fedekta Bo Bcex  ofthe defect in all planes.

MAOCKOCTAX MOTYT NOTPe60BaTLCS METO/bl XXECTKOI (hUKCcaLmu.

Neobone® Neobone®

Mpun 60nbLUNX AedekTax (NonocTb> 35 €T, CeleHTapHOCTL> 3 CM) 3axnBneHne  With large defects (cavity >35 cm2, segmentation > 3 c¢m), bone healing
KOCTM MOXET NPOUCXOANTb C 3a[ePXKKOIA. may occur with a delay.

TriOSS* TriOSS®

Mpn 6onblunx aedektax (> 50 cm™) 3aXKMBIEHNE KOCTM MOXET NpPoMcxoanTb ¢ With large defects (> 50 cm3), bone healing may occur \\ith a delay.
3aepPXKKOiA.

1.6 CsefeHua o nponssoaguTene meauunHckoro usgenna \ Information about the manufacturer and developer of the medical device

Mpon3zBuuTenb/paspaboTumnk Legal Manufacturer/ Developer
BIOCERAMED - CerSmicos para Aplica“oes Medicas, S.A. BIOCERAMED - Ceramicos para Aplicafdes Medicas, S.A.
(Buouepames - Kepamukoc napa Annmkacx)ec Megukac, C.A.) Rua Jo3o Francisco do Casal, Armazem 4, Zona Industrial da Taboeira

Rua Joao Francisco do Casal, Armazdm 4, Zona Industrial da Taboeira 3800-266  3800-266 Esgueira- Aveiro, PORTUGAL
Esgueira- Aveiro, PORTUGAL (Moptyranus)

MecTo npousBoacTBa Site of manufacture

BIOCERAMED - Ceramicos para ApHca“oes Medicas, S.A. BIOCERAMED - Ceramicos para Aplica?6es M *icas, S.A.
(Buouepames - Kepamukoc napa Annvkacoec Megukac, C.A.) Rua Jose Gomes Ferreira, n” 1 - Armazem D 2660-360 Sao Juliao do Tojal,
Rua Jose Gomes Feireira, n° 1- Armazem D 2660-360 SSo Juliao do Tojal, Loures, PORTUGAL

Loures, PORTUGAL (MopTtyranus)

1.7 Knaccngmkauma meguumnHekoro nsgenusa \ Classification of medical device
Tabnuua 1. Knaccugmkayms Table 1. Classification
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Knacc B 3aBMCUMOCTH ot 3

MOTEHUMANbHOrO puCKa MPUMEHEHNUS

MeULUHCKOT0 n3fenmsa

KpaTHOCTb NprvMeHeHns [na 0fHOKPATHOrO NPUMeHeHns

CrepunbHoCTb CrepunbHoe. CTepunn3osaHo
ramma-o6/1y4yeHviemM. Y poBEHb
rapaHTVpPOBaHHON CTepuan3aLnm)

107

Knaccuumkaums no Ttuny Kow'akra VIMnnaHTupyemoe nsgenue, KOHTaKT
cornacHo 1SO 10993-1 C MATKUMUN N KOCTHBIMW TKaHAMMN
Knaccugmkauns no W3pgenve nNOCTOAWIOIO  KOHTaKTa
NPOAO/HKUTENBHOCTH KOHTakTa (npe.blwaet 30 cyToK) (Kateropus
corna<iio 1ISO 10993-1 C)

Eng.

Class of potential risk for medical 3

device

Multiplicity of application Single use

Sterility Sterile. Sterilized by gamma

irradiation, the level of guaranteed
sterilization) IO"

ISO 10993-1 Contact Classification  Implantable product, contact with
soft and bone tissues

ISO 10993-1 Contact Duration Permanent  contact  product
(exceeds 30 days) (Category C)

1.8 CsefeHnA 06 yCr1oBUSIX MPUMEHEHUA MeJMLIMHCKOIO U3aenust n noTeHumMansHbIX noTpedoutenax\ Information about usage conditions

1.8.1 Ycnosusa npumeHeHns \ Usage conditions

MeLuLMHCKOe 13fenme NpeaHMHaYeHo AN UCMONb30BaHUs B CTaHAAPTHbBIX YCI0BUSAX
OnepaLMoHHOIA.

1.8.2 TMMoTeHumanbHbIA NoTpebuTens \ Potential consumer

Bee npouegypbl ¢ ucnonb3oBaHueM AawtolX) MeaMLMHCKOrO M3fenvs AOMKHbI
MPOBOAUTLCA Bpavamt, KB/IMULMPOBAHHBIMM B 06/1aCTW KOCTHOW NacTukn. Xupypr
HEceT OTBETCTBEHHOCTb W [O/DKEH MofiaraTbCs Ha CBOE MPOgeCCUOHaIbHOE
Knnluyeckoe cyxaeHue v onbIT, U3yyas 1 NPUHUMas peLleHne 0 Heo6Xo4MMOCTH
MCMO/Mb30BaHUA KOHKPETHOrO W3L4eNUs B NIEUYEHUM KOHKPETHOrO nauueHTa, a
TakXe ero yCTaHOBKY.

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

AU 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 mid experience, studying and
deciding vriiether to use a particular product in the treatm«it of a particular
patient, as well as its installation.

2 OnwucaHue NPUHLUMNOB, HA KOTOPbIX OCHOBaHa pabota M n nx ocobeHHocTu \ Principles underlying the work of medical device

KocTHble fedeKTbl MOFyT BO3HWKATb B pe3y/ibTase TPaBMbl AN XUPYPrUYECKNM
nyTem. ECTECTBEHHBI X0 NMPoLecca 3aXKMBEHNS KOCTEN MOXET OblTb HapyLLEH
13-3a pasMepa fedekta uam Apyrux GMonornyecknx (HakTopoB, CBS3AHHbLIX C
NcTopmeit 601e3HN NaumeHTa.

10
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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



R us
cnonb3oBaHMe KOCTHbIX TPaHCMIaHTaTOB WM PacLUMPEHUIA HanpaB/feHO Ha
CHWXEHWe BEPOATHOCTM HeyauyHOro 3aXKMB/IeHNS.

MaTepuan Ana 3amelieHns [edeKTOB W BOCCTAHOBMEHWS KOCTHOW TKaHM,
cTepunbHbIA Neobone® u TriOSS®, B BapMaHTaxX MCMOHEHUS! UCMONb3YETCs AN
KOCNTON TpaHCMAaHTaLMMN Y MY>XXUWNH, XXEHLLWUH 1 JeTei.

MaTepuan Ans 3amelieHns [edeKToB M BOCCTAHOBNEHWUS KOCTHOM TKaHM,
cTepunbHbIi Neobone® n TriOSS® npeactaBneH B BuMAe 610KOB, KNNHLEB WU
rpaHy’.

MaTepuan gns 3amelleHns [Oe(eKTOB M BOCCTaHOB/IEHUS KOCTHOM TKaHW,
crepunbHblil Neobone® v TriOSS® cOCTOUT M3 KepaMUYECKMX CTPYKTYP (ocdaTta
Kanbums, Kotopble HitrerpHpyroxcH B KOCTHyHO TKaHb 6narogapss CBOeMy
XMMUYECKOMY COCTaBy, MNOAOGHOMY MuWHepanbHOW (haze KOCTU, a TakXxe
6narofaps Ux nopucTOCTW, KOTOpasa o6ecrneymBaeT MOMHYH BacKynsapusalmio
UMnIaHTara.

Mpwn OTKPbITMM BHeLWHeR ynakoBku Neobone ®v TriOSS® fna ero Mcnosib30BaHus

MpOBepPbTE HaNMUME KPacHOro MHAMKATopa CTePUbHOCTU U AeNCTBUTENbHOCTD

Cpoka rogHocTh. [pn 06Hapy>KeHWn Kakux-nnbo HapyLueHWin BepHWTe

npoaykumio Nponseoguresnto.

1. Ncobone® n TriOSS® MOXeT 6blTb MPOMUTaH KPOBLIO MauveHTa uu
ayTO/IOTMYHbLIM KOCTHBIM MO3IOM.

2. Neobone® u TriOSS® pAo/mKeH conpukacaTbCsi € ry6yaToil  KOCTbHO.
MOoBEPXHOCTb KOCTY [OMKHA ObITh CBEXENW U Cerka KpoBoToHalLeid.

3. 3anonHeHue nonoctu/gedekta LO/MKHO OblTb OCYLLECTBMEHO C /ErKuUM
YMNOTHEHMWEM.

OTBETCTBEHHOCTb 3a coyeTaHMe Neobone ® wn TriOSS* ¢ gpyrumu
NeKapCTBEHHbIMM BeLLLeCTBaMyU HECYT Nevallue Bpayn. Vicrnonb3oaHve Neobone®
n TriOSS® ans naumMeHTa 3aBUCUT OT KAMHWUYECKON OLEHKM MEeAMLMHCKNX
CneunanncToB, OTBETCTBEHHbIX 3a NaLueHTa.

11
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Ein
unsuccessful healing.

Material for replacement of defects and restoration of bone tissue, sterile
Neobone® n TriOSS® in versions are used for bone transplantation in men,
women, and children.

Material for replacement of defects and restoration of bone tissue, sterile
Neobone® 1 TriOSS®is presented in form ofblocks, wedges, or granules.
Material for replacement of defects and restoration of bone tissue, sterile

Neobone® u TriOSS®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, and due to their porosity, which allows
a total vascularization of the implant.

When openii” the outside package of Neobone®M TriOSS®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. Neobone® un TriOSS® may be impregnate with patients’ blood or
autologous bone mmrow.
2. Neobone® un TriOSS® should be placed in contact with cancellous
tissue. The bone surface must be sightly bleeding.
3. The filling of cavities/defects must be complete with slight
compression.

The combination of Neobone® un TriOSS* with other medicinal substances is
the responsibility of the health care professionals. The utilization of
Neobone® n TriOSS® in a patient is dependent on the clinical evaluation by
the health care professionals responsible for the patient.
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Matepvan [19 3amelleHna [edek-roB 1 BOCCTAHOB/IEHWA KOCTHOW TkaHW, Material for repiacement of defects and restoration of bone tissue, sterile
cTepunbHbli  Neobone™ n TriOSS* umeeT psag  npevmyluecTs:  ABNSETCA  Neobone® u TriOSS® it has a number of advantages: it is biocompatible,

610COBMECTUMBIM, PEHTIeH KOHTPACTHbIM, a Takke MO3BONAET M30eXaTb radiopaque and avoids the use of autologous graft and donor site morbidity
MCMONMb30BaHMS ayTONIOMMYECKOr0 TpaHCM/iaHTaTa M 60M1eBOro CUMHApOMa B

obnactun 3abopa TpaHcnaaHTaTa.

Material for replacement of defects and restoration of bone tissue, sterile
Neobone® n TriOSS®is a medical device of long-term implantation (> 30
days). Neobone® n TriOSS® is completely resorbed during the healing
process, in direct contact with the patient. Based on the available clinical
data, the expected effect can be predicted during the period &om 6 months
to 2 years.

Matepuan fns 3aMelieHus [OeeKTOB W BOCCTaHOB/IEHWS KOCTHOM TKaHM,
cTepubHbIn Neobone®H TriOSS®nBnseTca MeAULUHCKUM U3AENNEM A/TUTENbHON
uMmnnaHtauum (> 30 gHein). Neobone® u TriOSS® nonHOCTLIO pe3opbupyeTca B
MPOLLECCe 3aXMB/EHMSA, NPU NPSMOM KOHTaKTe C TKaHAMU nauueHTa. cxoas u3
UMEIOWMNXCA  KAMHUYECKMX  AaHHbIX,  OXWAaeMbli  3P(PeKT  MOXHO
Mponto3npoBaTh B NepUOA 0T 6 MecsLeB A0 2 neT.

3  TexHuuyeckoe onucaHue meguumHckoro nsgenus \ Technical description of medical device

MaTtepvan Ans 3amelleHns Aed)eKTOB M BOCCTaHOBNEHMSt KOCTHOM TkaHu, Material for replacement of defects and restoration of bone tissue, sterile

cTepunbHbI Neobone® n TriOSS® npefcTaBneH Ans Mcnonb3oBaHus B Buae Neobone® and TriOSS®is presented for use in the form of blocks, wedges,
6/10K0B, K/IMHLEB U FpaHy”. and granules.

3.1 OCHOBHbIe TEXHUYECKUNE N (DYHKLIMOHAbHbIE XapakTepucTukm \ Main technical and functional characteristics

MepeyeHb BapMaHTOB MCMONHEHNS, Macchl 1 06beM MaTepuana ans 3ameuiednss  Listofv”-iants of execution, weight, and volume of material for replacement
AeheKToB U BOCCTAHOBNEHUS KOCTHOM TKaHU, cTepunbHoro Neobone® n TriOSS®  of defects and restoration of bone tissue, sterile Neobone®and TriOSS®are

npeacTasneHsbl B Tabnuue 2, presented in Table 2.
Tabnuua 2 Table 2
Pasmep, (4 x LU XB) mm* 5%); Size, (L XW XH) mm + 5%;
M Hanmerosarne O6bem, cM £ 5%, Necca, r+ 5% Neo Name Volume, cc £ 5%; Weight, g +
1.Neobone®B 6nokKax _ 5%
Pasvep; 10X 10X 5 M, OBbeM - 05 o’ 1. Neobone* in blocks
I.1. Neobone®pa3mvep: 10x 10X 5 Mm ’ ' ’
P P Macca- 0,661 o . Neobone®size: 10 x 10 x5 Size: 10x 10x 5 mm. Volurme - 0,5
, Pumep: 10x 30x 5mm. O6bem -1,5 o, o mm cc, Weit - 0,669
12, Neobone®pa3mep; 10x 30 X 5 Mm Y :
Pasiep Macca-2,84 1o  Neobone®size: 10x30x5 Size; 10x 30 x 5 ram, Volume - 15
13, Neobone®pasmep: FOX30XOMM ::/Ia3 Mep.510i<20x10 . OGten - 3,0 o' S mm 0 Velgft - 2849
Pazl\c/;aj g xlE:xzo T OBren- 45 13  Neobone®size: 10x30x 10 Size:10x30x10 mm, Volume-3,0 cc.
14, Neobone* paswep: 15x 15x 20 MM MacchS or D mm _ Weight—S, 169
' 14 Neobhone®size: 15 x 15x20 Siii»: 15x15x20 mm. Volume - 4,5
15 Neobone®pas.mep: 15x 15x30mm  Pasvep: 15x15x30 mm, ObbeM - 6,75 cm* -+ mm
12
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.6.

17.

Neobone®’pasmep: 20 X 20 X 10 MM

Neobone®pasmep: 10x10x20 mv

2.Ncobone®B KnnHbAX

Ne

2.1

2.2.

2.3.

24.

HanmeHoBaHUe

Neobone®pasmep: 20 X 15X 8 Mv
Neobone®pazmep: 20 X 15x 10 Mv
Neobone® pasmep: 20 X 15X 12 Mv

Neobone* pasvep: 20x 15x 14 Mm

3. Neobone®B rpaHynax

m

3.1

3.2.

3.3.

34.

35.

3.6.

3.7.

3.8.
3.9.

HanmeHoBaHue
Neobone®0,5— mm (0,5 1)
Neobone* 0,5~ mm(1 1)
Neobone®0,5-1 Mm (2 1)
Neobone® 1-2 mm (0,5r)
Neobone® 1-2 Hm (1r)
Neobone* 1-2 Mmm (2 1)
Neobone®2-4 mMm (2,5cMM)

Neobone®2-4 mm (5cw)
Neobone®2—4 MM (10cm™)

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Macca- 854
Pazwvep: 20x20x10 MM. O6bem - 4,0 cm
Macca-7,05 r
Pasviep; 10x10x20 mv. OBbem - 2,0 o,
Macca- 2,84t

Pasmep, (4 XLU XB) mm+ 5%;
O6beMm, cm™Mt 5%, Macca, I+ 5%
Paswvep: 20x 15x 8 MM, O6bem- 1,2 cm?
Macca- 1,721

Pazwvep: 20x 15x 10 mv. OBbem - 15w,
Macca- 26T

Paswvep: 20x 15x 12 mv, O6bem- 1,8 o
Macca-2,55 r

Pasmvep: 20 x 15X 14 mv. O6bem 2,1 e
Macca—2,96 1

Pa3mep rpaHyn, Mm+ 5%

O6bem, cM™M 5%, Macca, T+ 5%
Pazwvep: 0,5-1 mm, O6bem -0,4 em®, MdkX:a-
05r

Pasmvep: 0,5-1 mv, O6em -1,0 cv* Macca-
10r

Pasmvep: 0,5-1 mm. O6bem -2,0 om™. Macca -
20r

Paswvep: 1-2 mm, O6bem-0,5 avr\. Macca-
05r

Paswvep: 1-2 mv, O6bem-1,1 eM™. Macca -
10r

Pasvep: 1-2 mv, O6wem-2/[, cm’. Macca -
20r

Pasmvep: 2-4 mm, O6vem-2,5 cm’, Macca -
2421

Pasvep: 2-4 mv, O6bem-5,0 cm’. Macca -
445t

Pasvep: 2-4 mv, O6bem-10,0 cm’, Macca—

13

15.

1.6.

17.

Neobone®si?»: 15 x 15 x 30
mm

Neobone® size: 20 x 20 x 10
mm

Neobone®size: 10 x 10 x 20
mm

2. Neo bone* in wedges

Ne

2.1.

2.2.

2.3.

2.4,

Name

Neobone®size: 20 x 15x 8
mm

Neobone®siNe: 20 x 15 x 10
mm

Neobone® size: 20 x 15 x 12
mm

Neobone®size: 20 x 15 x 14
mm

3. Neobone® in grannies

Xs

3.1

3.2.

3.3.

3.4.

3.5.

3.6.
3.7.

Name

Neobone®0,5-1 mm (0,5 g)
Neobone®0,5-1 mm (I g)
Neobone* 0,5-1 mm (2 g)
Neobone® 1-2 mm (0,59)
Neobone® 1-2 mm (lg)

Neobone* 1-2 mm (2 g)
Neobone®2-4 mm (2,5cc)

cc, Weight- 5,69¢g

Size: 15x15x30 mm, VVolume - 6,75
cc, Wei”t - 8,54g

Size: 20x20x10 mm. Volume —4,0
cc, Weight ~ 7,059

Size: 10x10x20 mm, Volume-2,0
cc, Weight -2,84g

Size, (L XW XW) mm+ 5%;
Volume, cc + 5%; Weight, g
5%

Size:20x 15x 8 mm, Volume- 1,2
cc, Weight- 1,729

Size:20 x 15x 10 mm, Volume - 15
cc. Weight - 2,269

Size:20 x 15x 12 mm, Volume - 18
cc, Weight- 2,559

Size:20x 15x 14 mm, Volume-2,1
cc, Weint - 2,969

Size granules, mm~ 5%;
Volume, cc + 5%; Weight, g £
5%

Size: 0,5-1 mm, Volume - 0,4 cc,
Wein-0,5¢g

Size: 0,5-1 mm. Volume - 1,0 cc,
Wei”t- 1,09

Size: 0,5-1 mm, Volume - 2,0 cc,
Wei”rl-2,09

Size: 1-2 mm. Volume - 0,5 cc,
We%ht-0,Sg

Size: 1-2 mm, Volume - 1,1 cc,
Weight- 1,09

Size: 1-2 mm. Volume —2,2 cc,
Weight-2,09

Size: 2-4 mm, Volume - 2,5 cc.



3.10.

3.1.

3.12.

3.13

3.14.

3.15.

3.16.

3.17.

3.18.

Ncobonc®2-4 mm (15 e
Neobone* 2-4 mm (20cw)
Neobone®2-4 Mm (30cv)
Neobone*4-6 mm (2,5cm")
Neobone®4-6 mm (5ecm)

Neobone®4-6 .vm (Focm™)
Neobone®4-6 mm (15cm)
Neobone®4-6 mm (20cmY)

Neobonc®4-6 Mmm (30cm")

4. TriOSS® B 6/10Kax

Ne

4.1.

4.2.

4.3.

44.

4.5.

4.6.

4.7.

HanmeHoBaHue
TriOSS*pagmep: 10x 10x 10 mm
TriOSS®pasmep: 10x10x5 mm
TriOSS®pasmep: 10X 30X 5 mm
TriOSS®pazmep: 10 x30 x 10 mm
TriOSS®pa3mep: 15 x 15x 20 MM
TriOSS* pasvep: 15x 15x 30 Mm

TriOSS® pasmep: 10x 10x 20 mm
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890r

Pasmvep: 2-4 mv. O6bem-15,0 cm\ Macca -
1344t

Pasmvep; 2-4 mv, O6bem -20,0 cm\ Macca -
1792r

Pazwvep: 2-4 mm. O6tem -30,0 em™. Macca -
2691 r

Pasvep: 4-6 mv, O6bem -2,5 cm™ Macca -
1971

Pasvep: 4-6 mm. O6bem -5,0 v, Macca -
3991

Pasvep: 4-6 mv, O6bem -10,0 cm™ Macca -
79T

Paswviep: 4-6 mv, O6kem -15,0 v Macca-
1,75r

Pa3vep: 4-6 mm O6rem-20,0 o, Macca-
1570r

Paswvep: 4-6 mm, O6be.4-30,0 om™. Macca-
23,701

Pasmep, (4 X L XB) MM+ 5%;
C™bem, cM™+ 5%, Macca, T+ 5%
Pazwvep: 10x 10x 10 mm, O6bem - 1,0 cm®
Macca-151r

Pazwvep: 10x10x5 mm, O6tem- 0,5 cm’.
Macca-0,79 1

Paswvep: 10x30x5 mm, O6beM- 15¢w’.
Macca-2,16 1

Pasmvep: 10x 30 x 10 mm, O6bem - 3,0V’
Macca—2,37T

Pasmvep: 15x 15x 20 MM, (Nawem - 4,5 e,
Macca-6,31 1

Pazvep: 15x 15x 30 mm. ObbeM - 6,75 e\,
Macca-9,13 1

Pasmvep: 10x 10x 20 mm. O6eM - 2,0 o',
Macca-2,98 r
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3.8.

3.9.

3.10.

3.11.

3.12.

3.13

3.14.

3.15.

3.16.

3.17.

3.18.

Neobone® 2-4 mm (5cc)

Neobone® 2-4 mm (I0cc)
Neobone*2-4 mm (15cc)
Neobone® 2-4 mm (20cc)
Neobone® 2-4 mm (30cc)
Neobonc®4-6 mm (2,5¢cx:)
Neobone*4-6 mm (5cc)

Neobone®4-6 mm (IOcc)
Neobone®4-6 mm (15cc)
Neobone® 4-6 mm (20cc)

Neobone® 4-6 mm (30cc)

4, TriOSS* in blocks

No

4.1.

4.2

4.3.

4.4,

4.5.

Name
TriOSS*size: 10x10x10
mm

TriOSS®size: 10x10x5 mm

TriOSS®size: 10x 30 x 5 mm

TriOSS®size: 10x30x10
mm

TriOSS®size: 15x15x20
mm

Weight-2,42g

Size: 2-4 mm, Volume - 5,0 cc,
Weight - 4,459

Size: 2-4 mm. Volume - 10,0cc.
Weight-8,90g

Size: 2-4 mm. Volume - 15,0 cc.
Weight- 13.44g

Size: 2-4 mm, Volume - 20,0 cc,
Weight-17,9:7

Size: 2-4 mm, Volume - 30,0 cc,
Weight-26,91g

Size: 4-6 mm, Volume - 2,5 cc.
Weight- 1,979

Size: 4-6 mm. Volume - 5,0 cc,
Weight - 3,999

Size: 4-6 mm. Volume - 10,0 cc.
Weight-7,95¢g

Size: 4-6 mm. Volume -15,0 cc,
Weight- n,75¢g

Size: 4-6 mm. Volume - 20,0 cc.
Weight-15,70g

Sire: 4-6 ram, Volume - 30,0 cc,
Wei”rt-23,70g

Size, (L XW XH) ram £ 5%;
Volume, cc + 5% ; Weight, g+
5%

Size: 10x 10x 10 mm, Volume - 1,0
cc, Weight- 1,51g

Size: 10x 10x 5 mm. Volume - 0,5
cc. Weight- 0,799

Sire: 10x30x5 mm. Volume- 15
cc. Weight-2,16g

Size: 10x 30 x 10mm, Volume - 3,0
cc, We”ht- 2,379

Sire: 15x 15X 20 mm, Volume - 4,5
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5. TriOSS”B KnnHbAX

Ne

5.

5.2.

5.3.

5.4.

HanmeHoBaHue
TriOSS*pasmep: 20x 15 x 8 MM
TriOSS®pazmep: 20 x 15 x 10 mm
TriOSS®pasmep: 20x 15 x 12 mm

TriOSS*pasmep; 20 X 15 x 14 mm

6. TriOSS® B rpaHynax

M

6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

6.9.

6.10.

6.11.

HanmeHoBaHune
TriOSS®0,5-1 MM (0,5 T)
TriOSS®0,5-1 Mm (1 1)
TriOSS*0,5-1 Mm (21)
TriOSS® 1-2 mm (0,5r)
TriOSS® 1-2mMm(1r)
TriOSS* 1-2 MM (2 1)
TriOSS* 2-4 MM (2,5cM")
TriOSS* 2-4 mMm (5cm™)
TriOSS®2-4 MM (FOcM?)
TriOSS*2-4AMM(I5cMR)

TriOSS*2-4 mm (20cw™)
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Pa3wvep, (4 XLU XB) MM+ 5%;
O6bem, e+ 5%, Macca, r + 5%
Pasviep:20 X 15x 8 Mm, O6bem- 1cm
Macca—1,78 1

Pa3viep:20 X 15X 10 MM, O6beM- |,500P,
Macca-2,41 r

Pazvep;20 x 15 x 12 mm, O6bem - 1,8cm™
Macca-2,29 1

Pasviep;20 X 15X 14 mm, O6beM - 2,1cv?
Macca—3,07 1

Pa3mep rpanyn, Mmm= 5%;

O6beM, cm™M+ 5%, Macca, I+ 5%
Paswviep: 0,5-1 .mv O6bem - 0,4cm,
Macca- 0,5r

Pa3mep: 0,5-1 mv, O6bem —1,0cm™
Macca- 10r

Pa3wvep: 0,5-1 mv, O6bem —2,0cm”
Macca- 20r

Pasvep: 1-2 mm. O6bem-0,5¢cm” Macca -
05r

1”*mep: 1-2 mm, O6bem-1,1cm™, Macca-
10r

Pazwvep: 1-2 mm. Obbem-2,2cM” Macca-
20r

Pasvep: 2-4 mm. O6bem -2,5cm” Macca -
15r

Paswvep: 2-4 mm, O6bem-5,0cm” Macca-
33T

Pasvep: 2-4 mm, QBswmn-10,0 e Macca -
6.75T

Pa3vep: 2-4 mv, O6bem-15,0 o, Macca -
1045r

Pazwvep: 2-4 mM. O6bem-20,0 awr, Macca-
129r

15

4.6.

4.7.

TriOSS®size: 15x15x30
mm

TriOSS*size; 10x10x20
mm

5. TriOSS*’iii wedges

M

5.1

5.2

5.3.

5.4.

Name

TriOSS®size: 20 x 15 x 8mm

TriOSS®size: 20x15x10
mm
TriOSS®size: 20x15x12
mm

TriOSS®size: 20x15x14
mm

6. TriOSS* in granules

Ne

6.1.

6.2.

6.3.

64.

6.5.

6.6.

6.7.
6.8.

Name

TriOSS®0,5-1 mm (0,5 g)
TriOSS*0,5-1 mm (1 g)
TriOSS* 0,5-1 mm (29)
TriOSS® 1-2 mm (0,50)
TriOSS® 1-2 mm (lg)
TriOSS® 1-2 mm (2 g)

TriOSS®2-4 mm (2,5cc)
TriOSS®2-4 mm (5cc)

cc, Wein-631g

Size: J5x 15x30 mm Volume -
6,75 cc, Weight - 9,13g

Siz¢ 10x10x20 mm, Volume - 2,0
ccWei” - 2,9g

Size, (L XW XH) mm + 5%;
Volume, cc + 5%; Weight, g £
5%
Size;20 x 15x 8 mm Volume -1,2
cc, Weight- 1,789
Size:20 x 15x 10mm. Volume - 15
cc, Weight-2,41g

X15X12mm, Volume - 1,8
cc. Weight- 2,299
Size:20 x 15x 14 mm, Volume - 2,1
cc, Weight-3,07g

Size granules, mm £ 5%;
Volume, cc+ 5%; Weight, g £
5%

Size: 0,5-1 mm, Volume - 0,4 cc.

Weight-0,5g

Size; 0,5-1 mm. Volume- 1,0cc
Weight-1,09

Size: 0,5-1 ram. Volume - 2,0 cc
Weight - 2,09

Size: 1-2 mm. Volume- 0,5¢cc
Weight- 0,59

Size: 1-2 mm. Volume-1,1 cc
Weight-10g

Size: 1-2 mm, Volume- 2,2 cc
Weight- 2,09

Size: 2-4 mm. Volume- 2,5cc,
Weight-155¢

Size; 2-4 mm. Volume- 5cc, Weight
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6.12.

6.13.

6.14.

6.15.

6.16.

6.17.

6.18.

TriOSS®2-4 MMI(30cM™)
TriOSS® 4-6 MVI(2,5cMM)
TriOSS® 4-6 MVI(5cMM)

TriOSS®4-6 MM (I0cM*)
TriOSS® 4-6 MM (15cM™)
TriOSS®4-6 MM (20cM*)

THOSS®4-6 mm(30cnT)

Pazvep; 2-4 mv, O6vem-30,0 av™. Macca
20,121

Pasvep: 4-6 Mm, O6bem-2,5eMm", Macca
139r

Pasvep: 4-6 mv, O6bem-5,0cm?, Macca
257T

Pazvep; 4-6 MM, O6bem-10,0cd, Maccam
547T

Pazwvep: 4-6 mm. O6em-15,0cv, Macca
784T

Pazvep: 4-6 mv, O6bem-20,0cm\ Macca
11,05r

Pasvep: 4-6 Mm. O6bem -30,0cm, Macca
1591r

broTaocTb rugpokcnanarmta (HA) - 3,15 + 0.1 r/em®

MnoTHOCTbL p-TpMKanbuwiigocgata (p-TCP) - 3,07 + 0.1 r/em®
Matepuan 4ns 3ameLLeHns AeeKTOB U BOCCTAHOB/EHUS KOCTHOW 'TKaHW, CTePU/IbHbIN

Neobone® 1 TriOSS®umeeT BbICOI' 0 MOpUCTOCTb 1 pasmep nop 350-500 MKm

6.9.

6.10.

6.11.

6.12.

6.13.

6.14.

6.15.

6.16.

6.17.

6.18.

TriOSS* 2-4 mm (IOcc)
TriOSS®2-4 mm (15cc)
TriOSS®2-" mm (20cc)
TriOSS®2-4 mm (30cc)
TriOSS®4-6 mm (2,5¢cc)
TriOSS®4-6 mm (See)

TriOSS®4-6 mm (10cc)
TriOSS®4-6 mm (15cc)
TriOSS® 4-6 mm (20cc)

TriOSS* 4-6 mm (30cc)

-3,35¢g

Size: 2-4 mm, Volume -1 Oce, Weight
-6,75¢g

Size: 2-4 ram. Volume « 15cc, Weight
- IM5g

Size: 2-4 mm, Volume -20cc, Weight
- 129¢g

Size: 2-4 mm, Volume -30cc, Weight
-2012¢g

Size: 4-6 mm. Volume -2,5¢cc.
Weight-1,39g

Size: 4-6 mm. VVolume -5cc. Weight -
2579

Size: 4-6 mra. VVolume-1CQcc, Weight
-5,47¢

Size: 4-6 mm, Volume-15cc, Weight
-7,849g

Size: 4-6 mm. Volume -20cc, Weight
-11,05¢g

Size: 4-6 mm, Volume-30cc, Weight
-1591¢g

The density of hydroxyapatite (HA) is 3.15 £ 0.1 g/cm”

The density of p-tricalciura phosphate (p-TCP) is 3.07 £ 0.1 g/cm®
Material for replacement of defects and r*toration ofbone tissue, sterile
Neobone* and TriOSS®hasahigh porosity and a pore size 0f 350-500 microns

3.2 OnucaHue NpUHAANEXHOCTEN, MEAULIMHCKAX U3AENWNIA UMW U3LENNIA, He ABNAI0LWNXCS MEAULMHCKUMM, HO NPeayCMOTPEHHbIX AN

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

16

MCNONb30BaHUA B KOMOUHALMK C 3asBNEHHbIM MeanunHckum nsgenvem \ Key Accessories, Medical Devices or Non-Medical Devices, to Be Used
in Combination With Medical Device Submitted For Registration
MaTepnan fana 3amelleHVs [Le(eKTOB M BOCCTAHOB/IEHMS KOCTHOW TKaHM,

Material for replacement of defects and restoration of bone tissue, sterile
cTepubHbIi Neobone® n TriOSS®He TpebyeT A0N0NHUTENbHLIX U3gennii ans ero  Neobone®and TriOSS®does not require additional products for its use.
MCNONb30BaHMS.
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3.3 Martepuanbl \ Materials

MaTepuan ans 3amelleHns [e(eKTOB M BOCCTLUCOB/IEHUS KOCTHOW TKaHW, Material for replacement of defects and restoration of bone tissue, sterile
cTepuibHbIA Neobone® ABnseTcsa 61OCOBMECTUMBIM 1 COCTOUT U3 cmecn AByX Neobone® it is biocompatible and consists of a mixture of two types of
TMNOB (hochaToB KanbLma: P-Tpukanbumuiidocdara -TCP) n rugpokcnanatnta calcium phosphates: p-tricalcium phosphate (p-TCP) and hydroxyapatite
(HA). (Bioceramcd, MopTyranus) (HA). (Bioceramcd, Portugal)

Matepuan Ans 3aMellieHns [eeKTOB 1 BOCCTaHOB/EHMA KOCTHOW TKaHW, Material for replacement of defects and restoration of bone tissue, sterile
cTepunbHblA - TriOSS®  aBnsetcd OMOCOBMECTMMbIM M cOCTOMT U3  p- TriOSS® it is biocompatible and consists of P-tricalcium phosphate (P-
TpuKanbuuiidocgarta (P-TCP). (Bioceramed, MopTyranus) TCP). (Bioceramed, Portugal)

3.3.1 CsefeHus 0 neKapCTBEHHbIX CpeAcTBax Bxoaawmx B coctas MW \ Pharmaceutical substances
JaHHoe MegMLMHCKOe N3fenne He COLEPXKUT NeKapCTBEHHbIE CPeACTBa. Subject medical device does not administer or contain medicinal products.

3,3.2 CsefaeHunsa o MaTtepuanax XXMBOTHOro/yenosedeckoro npoucxoxgeHus \ Information about materials ofanimal/human origin

[aHHOe  MeAuUMHCKOe u3JenMe He  COAEPXWUT  TKaHel  >KMBOTHOro This medical device does not contain animal tissue.
MPOUCXOXKAEHUS.

3.3.3 MeToabl nccnefoBaHnsA KOCTHOrO LeMeHTa nocne yctaHoBku \ Methods of examination of bone cement after installation

[nsa nposeaeHnst c\CMeAoBaHMS MaUMEHTOB C YCTAHOB/EHHbIM MaTepuanom ans  The X-ray examination method is used to examine patients with an established

3aMelLeHns aeeKToB 1 BOCCTAHOB/IEHMS KOCTHOM TKaHK, cTepunbHbiM Neobone®  material for replacement of defects and restoration of bone tissue, sterile

N Trios S*MCNOML3YeTCA METOL, PEHTIEHOBCKOr0 UCC/e0BaHNS Neobone* n TriOSS®

4 WNHhopmauma o npouecce NPOeKTUPOBaHUS, pa3paboTKe 1 Banmaaunum nporpammHoro obecneyvenuns \ Description of Design, Development and
Validation Process for Software

[aHHoe n3genune He MMEET MPOrPamMMHOro 0becneveHwsl. Subject device does not incorporate software.

5 CcblIKK Ha nNpeablayLine Mognpukaumm MeauuMHCKoro n3aenmsa unm nogobHble MoagndukKaynm MeguuMHCKNX N3aenmnii, HaxoasLLNXCS B
o6paweHun \ References to Medical Device Previous Modifications or Similar Modifications of Medical Devices

HenpumeHumo. Not applicable.
6 Ycnosusa akcnayatauuu meamumHckoro usgenua \ Operating conditions

MeanLUVHCKOe W3fenve npefHa3HauYeHo AN MCNoMb3oBaHWsA BO BHYTpeHHeld  Medical Device is intended to be used in the body's internal environment.
cpeae opraHusmMa

7 YcnoBus TPaHCNOPTUPOBKM U XpaHeHMA MeauLMHCKOro n3genua \ Storage and transportation conditions
PekoMeHAyTCS CnefytoLue yCioBrUa XpaHeHNA U TPAHCNOPTUPOBKMN: The following storage and transportation conditions are recommended:

17
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XpaHeHue Storage

XpaHuTb Npu Temnepatype oT +15 o +25 °C. He 3amopaxwvBaTb 1 He noagepratb  Store at a temperature of+15 °C to +25 °C. Do not freeze or expose to high
BO3AEMCTBUIO BLICOKMX TEMMepaTyp. bepeyb 0T COMIHEYHOro CBeTa. temperatures. Keep away from sunlight.

TpaHcnopTUpoBKa Transportation

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

Mpu 0THOCKUTENbHOM BNXHOCTM 50% (+5%) At a relative humidity of 50% (+ 5%)

8 CsepgeHusa 06 ynakoske \ Packaging

8.1 OnucaHne ynakosku\ Package description
MaTepuan pana 3amewieHus pgedekToB u BoccTaHOBNeHWMs KOCTHOW TkaHw, Material for replacement of defects and restoration of bone tissue, sterile

cTepunbHbIN Neobone®: Neobone®

MaTepuan fans 3amelleHus AedekToB M BOCCTaHOBMEHWA KOCTHOM TkaHW, Material for replacement of defects and restoration of bone tissue, sterile
cTepu/ibHbIA Neobone® B 6/10Kax U KIMHBAX Neobone® in blocks and wedges

YnakoBouHble MaTepuanbl: MepBUYHas ynakoBka —ABOMHas cTepwubHas yrakoBka. Packaging materials: Primary packaging - double sterile packaging,
BTopuyHas ynakoska - KapToHHas kopobka. Secondary packaging - Cardboard box.

YNaKoBOYHbIe eAUHULEL: 1 eavHMLA B KOPOOKE. Packing Units: 1 unit per carton.
Matepvan fns 3amelleHuss [edeKTOB U BOCCTaHOBNEHMS KOCTHOW TKaHW,
cTepubHbIi Neobone® B rpaHynax (c gvanasoHom rpaHyn 0,5-1 Mm 1 1-2 M) )

o . Neobone® m granules (with a range of granules 0f0.5-1 mm and 1-2 mm)
¥YNaKoBOYHble MaTepuasibl: MepBrMyHas YrakoBKa - AHTapHbIA (PNaKoH C Pe3vHOBOM

NPO6KOV W atOMUHMEBBIM YNIOTraTesieM W [BOMHasA, CTepuIbHas YyNakoBKa. Packaging matena_ls. Primary packaging -_amber bqttle with a rubber
BTOpWYHas ynaKkoBka - KapToHHas kop{"Ka. stopper and an aluminum seal and double, sterile packaging.

Ynakosou!wwe eaMH1LbL: 1 efmMHULA B KOPOOKe. Secondaiy packaging - Cardboard box.
Packing Units: 1unit per carton.
Matepvan Aana 3amelleHns Ae(eKTOB W BOCCTAHOBMIEHUS KOCTHOW TKaHW,
CTepu/bHbIA Neobone® B rpaHyiax (C AnanasoHOM rpaHyn 2-4 MM 1 4-6 Mv) Material for replacement of defects and restoration of bone tissue, sterile
YMaKoBOYHblE MaTepI/IaﬂbIZ I_IepBI/ILIHaFI yI'IaKOBKa- FIHTapHaFI 6yTb|ﬂ Ka C I'II'IaCTI/IKOBOIZ Neobone@ in granules (Wlth a range of granules 2-4 mm and 4_6 mm)

NPOGKOV 1 OAMHAPHas, CTep/bHAS YNaKoBKa. Packaging materials: Primary packaging - amber bottle with a plastic
BTopuuHas ynakoBka - KapToHHas kopoobka.

YNaKoBOUHbIE eVHMLILE; 1eavHMLA B KOPOBKE. stopper and single, sterile packaging.
Secondary packaging - Cardboard box.

Packing Units: 1 unit per carton.
KaxapliAi  BTOpMYHas ynakoBka Neobone® cogepXuT — 3KCniyaTauuoOHHYHO

[OKYMEHTaLWI0 (MHCTPYKLMS, 3 STUKETKU NaLMEHTa).

Material for replacement of defects and restoration of bone tissue, sterile

Each secondaiy package of Neobone® contains operation documentation
18
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MaTepuan [na 3aMelleHns OeeKTOB M BOCCTAHOB/EHMS| KOCTHON TKaHM,
CTepunbHbIi TriOSS®

Matepuan Ans 3amewieHus [Le)eKTOB W BOCCTAHOBMIEHWS KOCTHOW TKaHMW,
cTepunbHbIN TrIOSS®B 6/10Kax U KOTUHBAX

YnakoBoYHble MaTepuanbl: [epBrYHas yMakoBKa - [ABOVHAs CTepuibHas YMakoBKa.
BTopunuHas yrnakoBka - Kap3oHuas kopobka.
YNaKoBOYHble eyHULBI: | eIUHNMLIA B KOPOOKE.

Matepuan ana 3amelleHus [eeKTOB W BOCCTAHOB/IEHWS KOCTHOW TKaHMu,
cTepunbHbIv TriOSS®B rpaHynax (c gvanasoHoM rpaHyn 0,5-1 Mm n 1-2 Mm)

YNaKkoBOYHblE MaTepuasbl: [NepBUYHaA YrNakoBKa - AHTapHbIA (1akoH C Pe3MHOBON
NPO6KOV U aNtOMUHWEBLIM YMNIOTHUTENEM W [BOVHAsA, CTepUbHas ynakoBKa.
BTtopuuHas ynakoska—KapToHHas kopobka.

YNaKoBOYHble eAvHULBI: 1 enHMLA B KOPOOKe.

Martepuan nns 3ameleHUs [eeKTOB W BOCCTAHOB/IEHUA KOCTHOW TKaHW,
ctepunbELWA TriOSS®B rpaHynax (C AvanasoHoM rpaHyn 2-4 MM v 4-6 MM)

YnakoBO4Hble MaTepuanbl; MepBryHas ynakoBKa- sHTapHas 6yTbisika C naacTUKOBOM
NPO6KOi 1 0AMHapHas, CTepuIbHas ynakoBKa.

BTopnuHas ynakoska - KapToHHas Kopobka.

YNakoBOYHble eAyHWLbL: 1 eAnHMLA B KOPOOKe

Kaxablin  BTOpMYHas  ynakoBka TriOSS®  cofepXxuT
OOKYMEeHTaUMI0 (MHCTPYKLUWSA, 3 3TUKETKN NauuneHTa.)

3KCNNyaTaLOHHY0

8.2 Komnnekt nocraBKnVPackage contents
B KOMMNMEKT MOCTaBKM BXOAWUT MaTepuan AnA 3aMelleHns [eeKToB W’

BOCCTAHOB/IEHWS KOCTHOW TKaHW, CTePWbHbIA (OAUH M3 BapuaHTOB wcnonl’eHns) u
aKcn/yaraumoHHas J0EO MeHTaLm
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(instruction, 3 patient labels).

Material for replacement of defects and restoration of bone tissue, sterile
TriOSS®

Material for replacement of defects and restoration of bone tissue, sterile
TriOSS* in blocks and wedges

Packaging materials: Primary packaging - double sterile packaging.
Secondary packaging - Cardboard box.

Packing Units: 1 unit per carton.

Material for replacement of defects and restoration of bone tissue, sterile
TriOSS®in granules (with a range of granules 0f 0.5-1 mm and 1-2 mm)
Packaging materials: Primary packaging - amber bottle with a rubber
stopper and an aluminum seal and double, sterile packaging.

Secondary packaging - Cardboard box.

Packing Unite: 1unit per carton.

Material for replacement of defects and restoration of bone tissue, sterile
TriOSS®in granules (with a range of granules 2-4 mm and 4-6 mm)
Packaging materials: Primary packaging - amber bottle with a plastic
stopper and single, sterile packaging.

Secondary packaging - Cardboard box.

Packing Units: 1 imit per carton.

Each secondary package of TriOSS* contains operation documentation
(instruction, 3 patient labels).

Package includes material for the replacement ofdefects and restoration of
bone tissue, sterile (one ofthe variants) and operation documentation.
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9 CwuMBO/bI, NPUMEHAEMbIE NPU MapKUPOBKe MeauumHcKoro nsgenua/ Symbols used in labelling the medical product:

REF Homep no katanory REE Catalogue number
Howmep naptum Batch code
LOT LOT
Wcnonb3sosatb fo (FCTIT-MM) Useby (YYYY-MM)
M I lMpowssoauTens - J Manufacturer
ISTERLINR1 PaavaunoHHas crepunnsayys R Radiation sterilization
He cTepnnn3oBaTb NOBTOPHO Do not resterilize
3anpeT Ha NOBTOPHOE MPUMEHEHNE Do not reuse
He ncnonb3oBaTh Npy NOBPEXAEHUN YNAKOBKM Do not use if package is damaged
. O6paTnTeCch K MHCTPYKLMM NO NPUMEHEHWIO Consult instructions for use
1
WHpmkatop O cTepunmsaumnm nsaenns ramma- Indicator on the sterilization of the
> 06n1yueHmem product by gamma irradiation
C € MpogyKT COOTBETCTBYET TpeboBaHMAM European conformity
1011 EBponeiickoli ANPEKTUBbI J011
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10 MeTtoabl n ycnosusa ctepunusaunmu \ Sterilization methods

Martepvan fna 3amelleHns AeeKTOB W BOCCTAHOB/IEHWS KOCTHOW TKaHw,
cTepunbHbli  Neobone® ©  TriOSS® CTepunnsytoTcad  raMma-o61y4veHnem.
CTepunusalmoHHas fo3a 25 KI'p, rapaHTUpOBaHHbI YPOBEHb CTePUNbHOCTM SAL
- 10'*B COOTBETCTBUM C YTBEPXAEHHbLIM MPOLIECCOM CTepuan3aLunn.

[laHHOe MefVLUMHCKOEe W3fenve MpOoXOAMT CTepuIn3aumio nocrie ynakoBku B
MepBUYHYIO YNakoBKy. CTepuIbHOCTb YMakOBAaHHOTO W3Lenns MOXeT 6biTb
rapaHTVpoBaHa ecnv faHHas ynakoBKa CyXas, HEOTKPbITad U HernmoBpeXxxaeHHas.

nojii

«aHHbIi MHAMKATOP HAaHOCWUTCS Mnepej cTepuamsaumeli Ha ynakoBKy C
MELUUMHCKAM W3[eNneM N OKpanwBaeTCs B KPACHbIA LBET MNP LOCTUKEHUU
rapaHTUPOBALLIOr0 YPOBHS CTEPULHOCTM.

MpegynpexaeHne!
HE CTEPUIN3YMNTE NMOBTOPHO Neobone® H TriOSS*
He ncnonb3oBaTb, B C34ae ecnv UHANKATOP HE KPaCHbIi

11 Cpok rogHocTu / cpok akcnnyatauum \ Product Expiration / Shelf life
Cpok rogHoctu 5 fieT.

12 Cpok cnyx6bl nsgenua\ Lifetime of the Product

JaHHoe wu3genve npepHasHavaetca TOJIBKO ANnA OAHOKPATHOIO
MPUMEHEHNA. A Takke wmaTepuvan [And 3aMeweHns OedeKToB MU
BOCCTaHOB/IEHNA KOCTHOW TKaHW, CTepunbHbii Neobone® u TriOSS® sBnsetca
MeLNLNHCKUM M3LeNnemM AUTeNbHON nmnnaHtauun (> 30 gHein), NnpurogeH ans
MOXW3HEHHOr0 HaxoXaeHus B Tene yenoseka. Neobone® u TriOSS* NONHOCTbLIO
pe3opbupyeTcs B MNpoLecce 3aXWMBMEHWUA, MPU MPAMOM KOHTaKTe C TKaHAMM
naymeHTa. Micxogs u3 MMeRLWMXCA KIMHUYECKUX LaHHbIX, OXXnAaeMblid ekt
MOXXHO NPOrHo3npoBaTbb B Nepuog oT 6 MmecALeB A0 2 feT.

Material for replacement of defects and restoration of bone tissue, sterile
Neobone* and TriOSS* are sterilized by gamma irradiation. The sterilization
dose is 25 kGy, the guaranteed sterility level is SAL - 10-6 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 packuc 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 Neobone® u TriOSS*
Do not use if the indicator is not red

The shelflife is 5 years.

This product is for SINGLE USE ONLY. And material for replacement of
defects and restoration of bone tissue, sterile Neobone* and TriOSS* is a
medical device oflong-term implantation (> 30 days), suitable for a lifetime
stay in the human body. Neobone® n TriOSS® is completely resorbed during
the healing process, in direct contact with the patient. Based on the available
clinical data, the expected elfect can be predicted during the period from 6
months to 2 years.

13 Tpeb6oBaHUS K TEXHUYECKOMY 06CNYXXUBAHMIO U PEMOHTY MeanumnHckoro nsgenua \ Requirements for Medical Device Maintenance and Repair

HenprvmeHumo.
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14 TlopsiAOK OCYULECTBNEHNS YTUAN3ALNN U YHUUTOXEHUS MeAnLUHCKOro naaenus \ Disposal

MaTepuan And 3amelleHns Ae)eKTOB U BOCCTaHOBMEHWA KOCTHOM TKaHMW,
cTepunibHbIi Neobone® n TriOSS® 0/KEH XPaHUTLCS Hagnexatim obpasom B
3aBOAICKONM 3aUMTHON CTepPW/IbHOW YMNakOBKe, KOrfa OHa He WCMonb3yeTtca ANns
XMPYPruyeckunx ornepauui.

Cbipbe/MaTepuansl mMatepuana AN8 3amelleHns AeeKToB M BOCCTAHOB/IEHUS
KOCTHOM TKaHW, CTEPUIbHOIO U/MNN YNakoBOYHbIE MaTepuabl, /UK 3NeMEHTbI
MapK1POBKY He ABNAKOTCA ONACHbIMU [/15 Ye/IOBEKA N OKPY>KAKOLLLEN cpefbl.
N3penve, vMeBLlUee KOHTAaKT C KPOBbKO W/MAW APYrvMU  GMOMOTMYECKUMU
XWLKOCTAMU, OTHOCUTCA K Kaccy b knaccugpukaumm meimumHCKUX 0TX0L0B, U
noAnexar yTUAM3auuM W/MAM - YHUYTOXEHMIO  COMMacHO  NMPUMEHSAEMbIM
HaLMOHa/IbHbIM 3aKOHOAATe/IbHbIM HOPMaM.

Hewncnonb3oBaHHOe um3gewe (He WMeBLUee KOHTakta C KpOBblO W/wam C
OMONOrNYECKUMMN XUAKOCTAMMU), B T. Y. C UCTEKLLUMM CPOKOM FOAHOCTH, a Takxe
yrnakoBka OTHOCMTCA K Knaccy A Knaccupukauuy MeAuMUMHCKUX OTXO[O0B,
nofnexar yTuausaumm WMNM  YHUUYTOXKEHWKO  COrNAacHO  MPUMEHSEMbIM
HaLMOHaNNbHbIM 3aKOHOAATE/IbHbIM HOpMaM.

Material for replacement of defects and restoration of bone tissue, sterile
Neobone® and TriOSS®should be stored properly in the factory protective
sterile packaging when it is not used for surgical operations.

Raw materials/materials of the material for replacement of defects and
restoration of bone tissue, sterile 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 TlepeyeHb HaLMOHaNbHbIX N MEXAYHAPOAHbIX HOPMaTMBHbIX AOKYMELU oB/cTaHAapTOB, KOTOPbIM COOTBETCTBYET MeauLMHCKoe usgenue \ List of
international regulatory documents/standards which the medical device complies with

Homep

Ha3saHue cTaHpapTa
cTaHpapTa
EN ISO Vzgerma  megmumHckue.  CuCTeMbl  MeHeKMeHTa
13485:2016 KavecTBa. TpeboBaHuUs 4151 Lieneli perymposaHus
ASTM Crneuudivkaums  Ha  GeTa-TpuKanbiwyidocgar  ans
F1088:2010 XUPYPruyecKon MniaHTaLmm
ASTM FU85 - Cneagukaums Ha COCTaB rugpokcuanarira  gis
03(2014) XVPYPruyecKmnX MMMIaHTaToB
EN 1041- VHopmauws, npesocTas/semas 3roToBUTENEM
2008+A1:2013

18010993-1:2018

OueHKa bronormyeckoro genctams. Yacts |: OneHka n
CCNe0BaHNS B NPOLLECCE MEHEMKMEHTA prCKa
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Standard o dard Title

Number

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

ASTM Specification for beta-tricalcium phosphate for surgical
F1088:2010 implantation

ASTM F1185 Specification for composition of hydroxyapatite for surgical
-03(2014) implants

EN 1041-  Information supplied by die manufacturer of medical devices
2008+Al:201

3

ISO  10993- Biological evaluation ofmedical devices ~ Part 1. Evaluation and
1:2018 testing within risk management process



Rus
EN ISO
3:2014

10993-

EN 1SO
5:2009

10993-

EN 1SO
6:2016

10993-

EN 1SO
10:2013

10993-

EN 1SO
11:2017

10993-

EN ISO 11137-
1:2015/A2:2019

EN 1SO
2:2015

n137-

EN I1SO
1:2020

11607-

EN 1SO
2:2020

11607-

EN ISO
1:2018

11737-

OueHKa 6MOMOrNYECKOro  AeCTBUA  MEAULMHCKUX
n3gennii. Yactb 3. MccnegoBaHns reHOTOKCUYHOCTY,
KauLeporeHHOCTM 1 TOKCMYEOCOro [eicTBus  Ha
PenpPOLYKTUBHYHO (PYHKLWIO

OueHKa 6VOMIOrNYECKOro  AECTBUA  MEAULHCKNX
mgennin - - Yactb 5. MccnegoBaHus  Ha
LIMTOTOKCUYHOCTb: METOb! in Vitro

OueHka OMONOrMYECKOro AeNCTBUA  MEeAULMHCKUX
n3genmii ~ YacTb 6: ViccnefoBaHns MECTHOTO AeiACTBUS
nocne MMNaaHTaLmumn

OueHka 6MOMOrMYECKOro  AeWCTBUS  XTCAMLMHCKUX
n3penmii —Yactb 10: ViccnegoBaHus pasipakaroLLero
1 CEeMCUOUNTOMPYIOLLErO AeiCTBUS

OueHka 6MOMOrNYECKOro  AeiCTBUA  MeAMLIMHCKMX

n3aenuii —  Yacmb 11: ViccnenosaHus
OOLLETOKCMYECKOTO eCTBMSA
Crepunuzauus MeAVLIMHCKON NPOAYKLWN.

PagvaupoHHas ctepunmsaups. Yacts 1 TpeboBaHUs K
pa3paboTke, BaMaLUMM N TeKyLUEMY KOHTPO/IO
npoLiecca CTepuamnaumn MeAULMHCKIX U3aeNni
Crepunmzauus MeAVLIMHCKOM NPOAYKLWN.
PagvaumoHHas crepunmsaums. Yacte 2. YCTaHOBeHNE
CTEPUNM3YIOLLEN A03bl

YnakoBka A1 MeAUUMHCKNX W3LENNIA, NOLeXaLLmX
(MHULWHON cTepuimsaumn. Yactb 1 Tp”oBaHusA K
maTtepuasiam, 6apbepHbIM CUCTEMaM A/151 CTepUIM3aLmm
1 YNakoBOYHbIM CCTEMaM

YnakoBka 41 MCAMUMHCILX u3genuia, nogiesLumx
(MHMLWIHOA cTepunm3aumn. Yactb 2: TpeboBaHMs K
Ba/MAALMM MPOLIECCOB (HOPMUPOBAHNSA, repMeT3aLmm

1 COOpKU
Crepunusauus MeANLIMHCKMX 30eNMiA.
Mukpo6buronormdeckne Metogpl. Yactb 1. OueHka

MoMy AL MUKPOOPraHN3MOB Ha MPOAYKLMM

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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By
EN 1SO

10993-3:2014

EN ISO
10993-5:2009

EN ISO
10993-6:2016

EN ISO
10993-
10:2013

EN ISO
10993-
11:2017

EN ISO
11137-
1:2015/
A2:2019

EN ISO
11137-2:2015
EN ISO

11607-1:2020

EN ISO
11607-2:2020

EN ISO
11737-1:2018

EN ISO
11737-2:2019

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 teiminally 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 1. determination of population of microorganisms on
products

Sterilization of medical devic<» —Microbiological methods -
Part 2: Tests of sterility performed in the definition, validation,
and maintenance of a sterilization process
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EN ISO nM737- Crepunuzaums MEANLIMHCKUX VI3IENNIA. EN ISO Implants for surgery — Calcium phosphates —Part 3:
2:2019 MviKpobronornyeckme Metogbl. Yactb 2. MicnbitaHus 13175-3:2012  Hydroxyapatite and beta-tricalciura phosphate bone substitutes
Ha CTEpPWIbHOCTb, MPOBOAVMbIE MPU  Ba/MAALMN
npoLeccoB EN ISO  Non-active surgical implants. General requirements
EN I1SO 13175 MnnaHTaTbl Ans xmpypriav. docatbl Kanbums. YacTb 14630:2012
3:2012 3. KocTHble 3aMeHuTeNN Ha OCHOBE rMapoKcuanarmTam EN ISO  Medical devices - Application of risk management to medical
GeTa-TpUKanbLmiA docdat 14971:2019 devices
EN ISO MmnnaHTaTbl XUpYprudeckue HeakTuBHble.  O6Lue EN ISO  Medical devices: Symbols to be used with medical device labels,
14630:2012 TpeboBaHUs 15223-1:2016  labelling and information to be supplied. Part 1. General
requirwnents
EN ISO Vzpgenua meguumHekue - TprMeHeHne MeHeopKMeHTa
14971:2019 PUCKa K MEULIHCKIA.M W30e/NAM
EN ISO 15223- W3pennsa meguumHekue: CUMBO/IbI, MPUMEHSEMbIE MPY
1:2016 MapKMpOoBaHUM MeAVLMHCKMX U3AENNIA, Ha 3TUKETKaX U
B COMPOBOAWTENbHOM AOKyMeHTauuu. Yactb L
OCHOBHble Tpe6oBaHMA

16 YnonHomo4eHHbIn npeactaBuTens \ Authorized representative

Ans nonyyeHNa AONONHUTENBHO MH(OPMaLMK, CBA3aHHOI C UCMOMb30BaHNMEM For additional information related to the use of the medical product, please
MEAWLUMHCKOTO  M3denns,  npocbba  CBA3aTbCA € YMO/NHOMOYEHHbIM contact an authorized representative of the manufacturer: Exclusive
npefacT-aBuTeNIeM NPOM3BOAUTENA: DKCK/IHO3NBHbIV UCTPUOLIOTEP Ha TeppuTopUmM  distributor in Russia LLC “Neuroproject” 127486, Russia. Moscotv.
Poccun Korovinskoe highway,

00O «HenponpomkekT» 127486, Poccus. I'. Mocksa, KopoB1HCKOE LLIOCCE, house.lO. p.2. office 101, tel.: +7(495) 660-81-73

nom. 10. cTp.2. oduc 101, Ten.: +7(495) 660-81-73

17 Tekyuiasa Bepcus akcnnyaTaynoHHoM gokymeHTaumu/ Current version ofthe instruction for use
Bepcua 02 o1 29.12.2022 Version 02 from 29.12.2022
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Artigo 38®do Decreto-Lei n®76-A/2006, de 29-03
Fortaria n/657-B/2006, de 29-06

Reconhecimento com men~des especlais por semelhan”a
Maria Miguel Rebelo Pereira, advogada, titular da cedula profissional n® 16055L

IDENTIFICACAO DOS INTERESSADOS
BIOCERAMED CERAMICOS PARA APLICAQOES MELLICA3, SA
NIPC;509655300

RECONHEC™O

A assinatura de Eduardo da Fonseca Pestana Ascenso Pires, titular do cartao de
cidadao n®081492944ZX2, vaiido ate 28/02/2029, na quaiidade de administrador da
sociedade anonima denominada BIOCERAMED CERAMICOS PARA APLICACOES
MEDICAS, SA, com o nintero de matricula e NIPC 509655300, com sede Rua JoSo
Francisco do Casal, Armazem 4, Zona Industrial de Taboeira, concelho de Aveiro,
freguesia da Esgueira, 3800-266 Aweiro, Portugal, e estabelecimento na Rua Jose
Ferreiran® 1- Armazem D, 2660-360 Sao JuMo do Tojal, Loures- Ibrtugal, aposta no
document© anexo, de um afolha, por mim rubricada, denominado SUMMARY
TECHNICAL DOCUMENTATION MEDICAL DEVICE Material for replacement of defects
and restoration ofbone tissue sterile», datado de 29-12-2022.

CERTIFICO

Aidentidade do signatario por exibic™o do seu document®© de identificacAo e a quaiidade
com que assina pela certidAo permanente da sociedade com o codigo de acesso 5025-
5267-3662, valida ate 27/03/2023.

I, Maria Miguel Rebelo Pereira, Lawyer, member no. 1605SL ofthe Portuguese Bar Association:
Acknowledge the signature of Eduardo da Fonseca Pestana Ascenso Pires, holder of the
Portuguese identity cardru"Tu“081492944ZX2 (expiredate 28/02/2029), memberofthe board
of Directors of BIOCERAMED CERAMICOS PARA APLICA(X>ES M&D1CAS, SA, a commerdal
company incorporated under the Portuguese Law, registered at the commercial registerunder
the number (NIPC) 509655300, with its registered offices at Rua dodo Francisco do Casal,
Armazim 4, Zona Industrial de Taboeira, municipality ofAveiro,parish o fEsgueira, 3800-266
Aveiro, and businesspremises atRuaJosd Gomes Ferreira nM®1, ArtaréT, 2660-360 Sdo

M atin Rebelo Peretn» - Advrjgada. Lawyer - Rua Capitio Raaiir««. 19 - 2* A1000-084

T.; +351 211 398 Z84 j Mk 351 965000614 - mrebeloiieit'ira™mrpadvogado.s.pt-
https://mrp«dvogados.pt
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\ i

Joao do Tojal, Loures, Portugal, made on the attached document, consisting ofonepage by me
initialed, named SUMMARY TECHNICAL DOCUMENTATION MEDICAL DEVICE "M aterial for
replacementofdefects and restoration ofbone tissue, sterUe”dated the 29 2>ecember2022;

Certify the identity and the position ofthe signatory by displaying ofhis identity card and of
the extractfrom the register ofcompanies, with the access code 5025-5267-3662, valid until

27/03/2023.

Lisboa, 10 de Janeiro de 2023

Impost© de Selo: Isento (Lei n.* 12-A/2010, de 30.06)
Registado na O.A. com o n"; 16055L/544

Maria Miguel Rebelo Pereira
advogada
160651
R- Cap”Bo RamliBs, 18« 2«a
1000-054 Usboa

Mann Muwpe! Rebeia Pereira - “vogada , L.awyei- - Rita CapitSo Ramim, icj-a® A LLI00-084
iyl T.:4-3512u 398 2841M.: +351965 000614 - inrebetopei. fira<?*mrpadvo”dw.pt-
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ORDEM DOS ADVOGADOS

REGISTO ONLINE DGS ACTOS DC5 ADVOGADCS

Artigo 38.» do Decreto-Lei n.« 76-A/2006. de 29-03
Portaria n.»6S7-B/2006, do 29-06

Dr.(a) Maria Miguel Rebelo Pereira

CEDULA PROFiISSIONAL: 16055L

IDENTIFICACAO da NATUREZA E ESPfiCIEDO ACTO
Reconhccimenlo com racn?Ses especiais por scmelhan9a

IDENTHAICACAO DOS INTERESSADOS
BKXTERAMED CERAMICOS PATU APUCACOES MEDICAS, SA
NIPC n°. 509655300

observacOes
RECONHECO
A assinatura de Eduardo da Fonseca Pestana M cgosq Pires, titular do cartilo dc cidadao n®
0814929447X2, vilido ate 28/02/2029, ua qualidadc de administrador da sociedade
anonima denominada BIOCERAMED CERAMICOS PARA APLICAtpOES MEDICAS,
SA. com o iidmero de matricula e NIPC 509655300, com sede Rua Joao Francisco do Casal,
Armazem 4, Zona Industrial dc Taboeira, concelho de Aveiro, freguesia da Esgueira,
3800-266 Aveiro, Portugal, e estabelecimento na Rua Jose Ferreiran.* 1?Armaz” D,
2660-360 5110 Juliao do TojaJ. Lourcs- Portugal, aposta no tkxjumaUo ancxo, de um afolhn.
por mim rubiicada. dcnominado SUMMARY TbCHNICAL IXXXJMENTATION
MEDICAL DEVICE «Matcjial for replacement o fdet«:t3 and restoration o f bone tissue
st«ile», datado dc 29-12-2022.

CERTIFICO

A identidade do s i*~rio pi>rexibi*So do scu documento de identiflca®ao e a qualidade
com que assina pela certidSo permanailc da sociedade com o codigo de acesso
5025-5267-3662, vllida at6 27/03/2023.

J, Maiia Miguel Rebelo Pereira, Lawyer, ittemberno. 16055L o f Uie Portuguese Bar
Association:

-Acknowledge the signature ofEduarA) da Fonseca Pestana Ascenso Pires, holder o frite
Portuguese identity card n." n®081492944ZX2 (expire date 28/1)2(~029), ntember o fthe
board ofDirectors ofBIOCERAMED CERAMICOS PARA APLICACOES MEDICAS.
SA, acorajnooijUu company incorporated under the Portuguese l.aw, registered atrite
commercial register underthe nutblr (NIPC) 509655300, with its registered offices tU Rua
Joao Francisco do Casal, Armazim 4. Zona luduslrial dc Taboeira, municipality of Aveiro,
parish of Esgueira, 3800-266 Aveiro. aix| businass premises at Rua Josil Gomes Ferreira n.“
1. Armazém, 2660-360 Sao

Joao do Tojal, Utures, Portugal, made on the attached document, consisting o fone page by
me initialed, named SUMMARY TECHNICAL DOCUMENTATION MEDICAL DEVICE
?Matcrial tor replacement o f defects and restoration ofbone tissue, sterile? dated the 29th
December 2022;

- Certify the identity and the position o f die signatory by displaying ofhis identity card and
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ORDEM DOS ADVOGADOS

REGISTO ONLINE DOS ACTOS DOS ADVOGADCS

Artigo 38.» do Decreto-Lein.» 76-A/2006. de 29-03

Portaria n »6S7-B/2006, de 29-06
of tlic exlracl from the register o fcompanies, with the access code 5025-5267-3662, valid

until 27/03/2023.

EXECUTADO A; 2023-01-10 21:00
REGISTADO A: 2023-01-10 21:03
COM ON": 16055L/544

Podcri consultar cste registo cm httpy/oa-pi/atos
usando 0 codigo 41576956-784058i

MaHa Mtiguei ftebeiofj

C6d. Prof. 16055 L
R. CepHfioRsm . 19- 2°A
1000-084 Ushoe
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Ilepesoo ¢ nopmy2anscKozo U GH2AUGICKO20 AIBIKOE HA PYCCKUil A3bIK
C. P.

TEHEPAJILHAS NPOKYPATYPA PECITYBJIHKH
Hcex.

ANIOCTAD
Faarckas xonsenuus ot S oxrabpa 1961 r.

1. Crpana: lopryranns
Hacrosmmuif odprnumansHeni JoKyMeHT
2. Noanucan Mapueli Murens Pefeno Ilepeiipa

3. Relicreyiommm(-eii) B kauecrse I0pucra 160551
4. H cxpenunen nevarsio  Mapnu Mureas Pe6eno Iepeiipa

VYaocronepeno
5. B . JInccaGone
6. 20 ausaps 2023 .

7. Fenepansnpm npokypopoM Pecrytnuks
8. 3a Ne 1866-2023
9. MNevars

10. INoanmcs
/nodnucaro/

JNyuunns Mapus pac Hapac Opanxo Mopragunsé I'aro

Hacmozwuii anocmuns y0ocmosepRem moAbKo ROORUHKGCMY ROORUCU, QORICHOCMb RUYA U neYamd URY
wmamn. Hacmosuuti anocmune ne yoocmosepaem 8EPHOCMU COOEPICANUR OOKYMENMA, OAR KOMOPO2O
on buLr auinyuyen.

Pya na Dmxona [Tonwrexunxa, Ne 140 1269-269 AHCCABOH ITOPTYTAJIHA * Ten.: 21 392 19 00 * daxe: 21 397 52 55
SNeKTPOHKAR TI0ITE: COMCIOPENRORE. Pt
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IKCILTYATAUHOHHAA NOKYMEHTAIIHA
HA METHIIHHCKOE H3REJIHE

«MaTepraa ang 3aMemenns AcGeKTOB K BOCCTRAHOBICHHS KOCTHOH TKANN,

CTepRABHALD)

«YTREPMARION

BIOCERAMED - Cerfimicos para AplicagSes Médicas, S.A. (FBHOLEPAME/] - Kepamuxoc

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

napa Anarxacoec Meaukac, C.A.)

Tenepansnblil aupexkTop
(RONEHOCTD)

3nyapao na Moucexa [Necrana Accenco [Tnpec

(mm=u)

{nodnucano/

(moanucs)

29.12.2022r.
AaTa
M1

/noonucano/

Allmamun:/ Mapaa Mureas PeGeno Ilepeiipa
IOPHCT

Tpodeccuonansnas amuensna 16055 L

yn. Kanurana Pamupeca, 19-2A

1000-084 Jluccabon




- Iopryransckuil OpReH I0pHCTOB

Crarea 38 exper-3axoma Ne 76-A/2006 or 29.03.2006
Yka3 Ne 657-B/2006 ot 29.06.2006

3anepenne nonnuNNoCcTH € 8c00bIMN OTMETRAMN
Mapua Marens PeGeno Iepetipa, topuct, npodeccuonamuas maensns Ne 160551

MWAEHTHOUKALMA 3AMHTEPECOBAHHBIX JIMIL
BIOCERAMED CERAMICOS PARA APLICACOES MEDICAS, SA (BMOLIEPAME]] KEPAMHKOC TTAPA
AIVIMKACOEC MEJIMKAC, C.A.), HHH: 509655300

MOATBEFXKIAIO

Toamucs Dayapno as Goucexa Mectana Accenco fupec, xapTa rpasmannna Ne 081492944ZX2, pelicrsuTensia
710 28.02.2029, unena Cosera aupexropos BIOCERAMED CERAMICOS PARA APLICACOES MEDICAS, SA
(BUOLIEPAME]] KEPAMHKOC [MAPA AITIHKACOEC MEJHKAC, C.A)), ¢ DerHCTPalHOHHLIM H
HACHTROUKAUHOHNEIM RATIOTORM HoMepor (MHH) 509655300, wpuawuccruit aapec: Pya Xoar ®parcHIIKY Oy
Kasan, Cenan 4, NMpomsinutennan soua Tabookipa, Mysmumnansrer Asciipy, okpyr Dwreitpa, 3800-266, Aseiipy,
Topryranus, paboani anpec: Pya Xoce @eppeidipa, Nel — Cxnan D 2660-360 Can-Kynuan-ay-Toman, JlopHit,
INopryranui, B nNpuiaracMoM JokyMenre or 29.12.2022, osarnasnennoM IKCIVIVATALHOHHAS
JOKYMEHTALIHA HA MEOWLIHHCKOE HIOEJ/TUE « Mamepuan 043 3amejenun deghexmos u 60CCmanoanenus
xocmnuotl mxanu, cepuavnpiiy, noanucarHoi Muo# Ha nePROH CTPARMLE.

YAOCTOBEFAIO

JuunocTe NoAnMCaRmEro OLUIA MHOW YCTRHOB/ICHA HA OCHOBAHMH NPCACTABICHAOIO YAOCTOBEPEHNAS JINIHOCTH,
€I'0 HpaBoCTIOCO0HOCTL (LA NMPOBEPEHa ITYTEM CBEPKM MOCTOSHHOING CEPTHPHKATA KOMIAHHH ¢ KOAOM A0CTYA
5025-5267-3662, cpok aclicrana o 27.03.2023.

A, Mapuz Muzeav Pebenro lepeiipa, wopucm, wien Mopmyzanvcxoii adsoramcxoii naramss nod M 16055L:

- noomeepacdaic nodnuce Idyapdo da Goncexa Mecmana Accenco ITupec, Oepicamern yooCcmosepenun
aunnocmu zpaxcoanura Hopmyzamuu nod Ne 0814929447X2 (deticmeyem oo 28.02.2029), wrena Cosema
dupexmopos BIOCERAMED CERAMICOS PARA APLICACOES MEDICAS, SA. (FHOUEPAMER
KEPAMUKOC HAPA AITTUKACOEC MEJUKAC, CA.), xoMnanuu, 3apezucmpuposannoti 8 mopzoaom
peecmpe nod Ne (HHH) 509655300 no ropuduvecxomy adpecy: Pya Xoan Opancuwuxy dy Kaszas, Cxrad 4,
Tpomsiuunennan zona Tabostipa, mymunpunarumem Aselipy, oxpyz Jweeetipa, 3800-266, Aeeiipy, pabosuii
adpec: Pya Xoce lomec Peppeiipa, Mel — Cxrad, 2660-366

TIOPTYTAJILCKHH OPLEH IOPHCTOB

Mapus Murens PeGenno Mepetipa - iopiet - ymiua Kanutana Pamupeca, 19 - 2 A 1000-084 Jinccaon
Ten.: +351 211 398 284 | Mo6.: +351 965 000614 - meebelapereira@mrpadvogados.pt-

htips:/mmpadvogados.pt
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- Topryranvckuit Opaen 1opHcToB
Cn»-)Kyauau-dy—Tom Jlopuw, Hopmyzanus, npOCMASAENHYIO HA NPUIGZAEMOM OOKYMENME, NPOCMABRENHYIO
npunazaemom  odoxymenme, osazraeacnion  SKCIITVATAUHOHHAA aoxymﬂmum HA
WHHHHCKOE HIOETHE «Mamepuar OnR sameuenus deexmos u 60CCMAHOGREHUR KOCMHOU mNGHU,
cimepusvHtiiy, DOANMCAHHONA MHOM Ha nepBoil cTparKle om 29 dexabpr 2022 2,;

= = Voormoseprio auunocm it SOANCHOCHE NOONUCABUIE20, NPOSEPUS €20 YOOCMOSEPENIR NUNHOCINY i BUTUCKY
u2 peecnipa komnanii ¢ kodom docmyna 5025-5267-3662, co cpoxom Oelicmeus do 27.03.2023.

r. JluccaGow, 10 saBapa 2023 roaa
CepSopsitt chop: OcsoboxaeH (3axon Me 12-A/2010 ot 30.06.2010)

3aperucTpupobato b OpAeHe IOpHCTOB NOX HoMepom: 16053L/544
/nodnucano/
filimann:/ Mapus Murens PeGeno Ilcpeiipa
IOPUCT
Npodeccronumpan minesomn 16055 L
yn. Kanurans Pamuipeca, 19-2A
1000-084 JIuccabon

NMOPTYTAJILCKUI OPAEH IOPHCTOB

Mapna Muren:. Pebeno Mepettpa - toprer = yauua Kanurana Pasipeca, 19 - 2 A 1000-084 JinccaGon
Ten.: +351 211 398 284 | Mob.: +351 965 000614 -~ mrebelopercirm@mrpadvogados.pt-

https://mrpadvogados.pt
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MopTyranbckuii OpfeH HOpPUCTOB
OPAEH IOPNCTOB

OHNANH PETUCTPALNA IOPUANYECKUX AKTOB
Cratbsa 38 [lekpeT-3akoHa J19 76-AY2006 ot 29.03.2006
Yka3 Ne657-B/2006 ot 29.06.2006

a-p Mapus Murenb Pebeno Mepeiipa

NMPO®PECCUNOHANBbHAA NNLEEH3NA: 16055L

NMAEHTUNO®UKALUNA MPONCXOXAEHNA N BUOA AKTA
3aBepeHne NOAIMHHOCTH C 0CO6bIMM OTMETKamMu

MOEHTUO®UNKALNA YYHACTHUNKOB AKTA
BIOCERAMED CERAMICOS PARA APbICA~6E3 MEDICAS, SA (BMUOLEPAME/[
KEPAMMWKOC NAPA ANMTNKACOEC MEAWKAC, C.A.)
MHH Ne 509655300

NMPUNMEYAHUNA
NOATBEPXAAIO
Moanucb dayapao fa ®oHceka MectaHa AcceHco lMupee, kapTa rpaxgaHuHa Ne 0814929447X2,
felictBuTenbHa ao 28.02.2029, uneHa CoseTta gnpeetopos BIOCERAMED CERAMICOS PARA
APLICAQ6ES MEDICAS. SA (BUOLUEPAMEL KEPAMWKOC MAPA ANNUKACOEC
MELWKAC, C.A.), c peructpaymoHHbIM U UAEHTUMDNKALUOHHBIM HanorosbiMm Homepom (MHH)
509655300, opugnueckuii agpec: Pya XXoaH ®paHcuwky ay Kasan, Cknag 4, MpombiwneHHas
30Ha Taboaiipa, MyHuumunanutetT ABelipy, okpyr Juwreiipa, 3800-266, Aseiipy, MopTyranus,
pa6ounii agpec: Pya Xoce ®eppeiipa, Nel « Cknag D 2660-360 CaH-)XXynuaH-gy-Toxan, Jlopuuw,
MopTtyranus, B npunaraeMmom OOKyMeHTe oT 29.12.2022, o3arfiaB/IeHHOM
3KCNNYATALUWOHHAS AOKYMEHTALNSA HA MEAWLUWHCKOE U3AENVNE «MaTepuan
AnA 3aMelleHns AedekTOB U BOCCTAHOB/IEHNA KOCTHOW TKaHW, CTepUsbHbIli», NOANNCAHHOW MHOA
Ha NepBoOil CTpaHuue.

YOOCTOBEPAIO

NnyHocTb nognucasLero 6bi1a MHOK yCTaHOB/IEHA HA OCHOBAHUWN NpeCcTaB/IEHHOTO
YyAOCTOBEPEHUS INYHOCTHW, €ro NPaBoCNOCOBHOCTL Gbl1a NpOBEpPeHa NyTeM CBEPKN NOCTOSAHHOTO
cepTudukata KoMmnaHmu ¢ kKogom goctyna 5025-5267-3662, cpok geiicteus o 27.03.2023.

A, Mapusi Murenb Pe6eno Mepelipa, topuct, uneH Ne 16055L MopTyranbckoit konnernu
a/iBOKaTOB:

noaTBepxaat nognucek dayapao ga ®oHceka MectaHa AcceHco Mupee, gepxarens
YyAOCTOBEPEHUS IMYHOCTU rpaxaaHuHa MopTtyranuun nog Ne 0814929447ZX2 (peiicTByeT fo
28.02.2029 r.), uneHa coseTa gupektopos BIOCERAMED CERAMICOS PARA APLICAQOES
MEDICAS, S.A. (BMUOLEPAMEL KEPAMWKOC NAPA ANNNKACOEC MEAWKAC, C.A)),
KOMNaHuUu, 3aperncTpmpoBaHHoii B ToproBom peectpe nog Ne (MHH) 509655300 no
opnanyeckomy agpecy: Pya XoaH ®paHcuwky gy Kasan, Cknag 4, NpomMbilWwieHHas 30Ha
Ta6oaiipa, MyHuunnanmutet ABeiipy, okpyr dureiipa, 3800-266, ABelipy, pa6ounii agpec: Pya
Xoce Fomec ®eppeiipa, Nel - Cknapg, 2660-360 CaH-)XXynuaH-gy-Toxan, lopuw, MopTyranus,
npocTaB/IEHHYI0 Ha npuaaraeMom AOKyMeHTe, MoANUCAHHOI MHOI Ha nNepBoli CTpaHuue, u
o3arnasneHHom AKCMNAYATAUNOHHAA OOKYMEHTAUUNA HA MEAVWLUWHCKOE
N3OENUVE «MaTepuan gns 3amelleHns edekToB 1 BOCCTAHOB/IEHNUSI KOCTHOM TKaHW,
CTepunbHbIi», 0T 29 fekabps 2022 r.;
- YAOCTOBEPSAID /IMYHOCTb W [JO/DKHOCTb NOAMUCABLUEr0 Ha OCHOBaHWW €ro npeAbABIEHHOro
YAOCTOBEPEHNA TIMYHOCTU U

WWAWV.0a.pt
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Dopryranecxuii OpacH 10pHCTOB
OPJIEH IOPHCTOB

OHJARH PEFHCTPALIMA IOPHAMMECKHMX AKTOB
Cramaa 38 Hexper-3axoaa Me 76-A/2006 or 29.03.2006
Vxas Ne657-B/2006 or 29.06.22006

BRINKCKH K3 peecTpa xomnatull ¢ xonou aoctyna 5025-5267-3662, cpox aelicena po 27.03.2022
L.

BbITTOJHEHO: 10.01.2023 21:00
SAPETHCTPHPOBAHO: 10.01.2023 21:03

Howmep perucrpaniy s Opaene topucton: 1605517544

C aaunoll 30NKHCHI0 MOKHO 03HAKOMUTSCA Ha calire httpi//oa.pt/atos,
Mcmonbaya xon 41576956-784058

/nodnucanc/
Alimamn:/ Mapus Murcms PeGeno Tepedipa
IOPHCT
MpodeccHonamuan muuesauy 16055 L

yn. Kanuraua Paunpecs, 19-2A
1000-084 JInccabon

Wwww.0a.pt
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MepeBog AaHHOTO TEKCTA BbIMOHEH NePeBOAYNKOM KprBoHOCOBO AHOIT BnagyMupoBHoii

roan/,

Poccuniickaa depepauyms
Nopos MockBa
LLlecTHaguaToro eBpans Be TbiCcAYN gBajuaTb TPeTbero roja

A, MapTbiHoBa Hatasinss AHApeeBHa, BPEMEHHO MCMOJTHALLLAA 06513aHHOCTM HOTapuyca;
MockBebl AkumoBa [neba BopucoBuya, CBUAETE/NLCTBYHO MOAIMHHOCTL MOAMUCK nepei
KpnBoHOCOBOI AHbI BNagvMnpoBHbI.

Moanuck caenaHa B MOEM MPUCYTCTBUMN.

JInyHoCTb NognucasLLEro JOKYMEHT YCTaHOB/IEHA.

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

YnnayeHo 3a coBepLUeHMe HoTapuanbHoro aeicteusa: 400 py6. 00 konT Y

S
0 04NNCH H.A. MapTbIHOB
['ep00Ban MeaTb
HoTayCa I.Mbaes |
[.B.
Bcero lMpoluHypoBaHo, HyMepoBaHoO
N CKPErJ/IeHO MneyaTbio nucra (oB)

BPWMO HoTtapwuyca:

Poccuiickas ®epepayms
Fopoa Mocksa

w - 02..2023

A, MapTbiHoBa Hatanms AHApeeBHa, BPEMEHHO WcnonHaLasn
06a3aHHOCTW HOTapuyca ropoga Mocksbl AkumoBa ne6a Bopucosuya,
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