F5 Collagen Matrix, Inc.
2 15 Thomton Road, Oakland, New Jersey 07436  Tel: 201-405-1477 « Fax: 201-405-1355
MANUFACTURER’S STATEMENT
To whom it may concern;
Collagen Matrix, Inc. with a business address of 15 Thornton Road, Oakland, New Jersey,
07436, USA hereby confirms that the attached Instructions for Use (IFU) for SYMBIOS®

Xenograft Granules is a draft copy of the current Instructions for Use (MSS12, Rev 0)
containing specific information for registration in the country of Russia.

h bo. X LU
loria Zuclich
Director, Regulatory Affairs Date
Subscribed and sworn to before me this  3>(?  dayof month, year.
7

AGNIESZKA O.TECZA
NOTARY PUBLIC OF NEW JERSEY
MY COMMISSION EXPIRES 8/23/2022

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AENM



SYMBIOS®
Xenograft Granules

INSTRUCTIONS FOR USE

Description: SYMBIOS”Xenograft Granules Is a sterile, biocompatible anorganic porous porcine bone mineral matrix consisting
predominantly of calcium phosphate for use in periodontal, oral and maxillofacial surgery. It is produced by removal of the organic
components from porcine cancellous bone. SYMBIOS” Xenograft Granules is sterilized by gamma irradiation. The product is available
in granular form, non-pyrogenic and for single use only.

The anorganic bone matrix of SYMBIOS” Xenograft Granules has interconnecting macro- and microscopic porous structure that
supports the formation and ingrowth of new bone at the implantation site. The use of SYMBIOS” Xenograft Granules may be
considered when autogenous bone is not indicated, or insufficient in quantity to fulfill the needs of the proposed surgical procedure.

Indications for Use: SYMBIOS® Xenograft Granules is indicated for:

- Augmentation or reconstructive treatment of the alveolar ridge.

- Filling of infrabony periodontal defects.

m Filling of defects after root resection, apicoectomy, and cystectomy.

- Filling of extraction sockets to enhance preservation of the alveolar ridge.
- Elevation of the maxillary sinus Hoor.

- Filling of periodontal defects in conjunction with products intended for Guided Tissue Regeneration (GTR) and Guided Bone
Regeneration (GBR).

- Filling of peri-implant defects in conjunction with products intended for Guided Bone Regeneration (GBR).

Contraindications: Contraindications customary to the use of bone grafts should be observed. SYMBIOS® Xenograft Granules should
not be used in patients with:

m Acute or chronic infection (osteomyelitis) at the surgical site

« Metabolic diseases (diabetes, hyperparathyroidism, osteomalacia)

- Severe renal dysfunction, severe liver disease

- High dose corticosteroid therapy

- Vascular impairment at the implant site

- Osteoporosis

- Known allergy or hypersensitivity to porcine-derived implantable materials

Warnings; The device should be secured to prevent motion and migration; use in areas where the graft can be adequately contained.
Do not use if package is opened or damaged or if expiration date has been exceeded.

SYMBIOS® Xenograft Granules cannot be re-sterilized or re-used. Open, unused product must be discarded. In vivo stability may be
adversely affected if re-sterilized. Cross-contamination and infection may occur if re-used.

Caution: Federal (U.S.A.) law restricts this device to sale by or on the order of a licensed dentist or physician.

Precautions: In order to facilitate the formation of new bone SYMBIOS® Xenograft Granules should only be implanted in direct contact
with a well vascularized bony tissue. Drilling may be recommended to facilitate bleeding from cortical bone.

In larger defects a mixture of autogenous bone or bone marrow may improve the formation of new bone.

Implantolo

Ge%erally, ?r){ augmented areas, the placement of titanium fixtures should take place once the bone has sufficient strength and integrity
for dental implant placement, which is typically greater than 6 months after implantation of a bone graft material. For sinus floor
elevation, typically 9-12 months should be allowed after implantation of bone graft material before placement of the titanium fixtures. X-
rays should be taken to confirm the bone integrity prior to dental implant placement.

Periodontology

The filling of periodontal defects with SYMBIOS® Xenograft Granules requires (along with plague control) the successftjl local treatment
of the periodontal lesion (e.g. root planing, debridement of granular tissue) prior to implantation.

Adverse Reactions: Possible complications that may occur with any dental surgery include swelling at the surgical site, flap sloughing,
bleeding, local inflammation, bone loss, infection or pain.

Application:
- After exposure of the bony defect wth a mucoperiosteal flap, all granulation tissue must be carefully removed.

DRAFT, 03-29-2018
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EU Authorized Representative:

Manufacturer:
Joffagen Matrix, Inc. MDS_S GmbH
Thornton Road Schiffraben 41
Oakland, New Jersey 07436 USA 30175 Hannover, Germany
istributor:
C6«SPiy
J1 Implants

www.dentsplyimplants.com
Authorized respresentative of the manufacturer in the territory of the Russian Federation:

LLC “Dentsply Sirona”, Russian Federation, 115432 Moscow, Andropov, Propsect 18, Building 6 tel.: +7 (495) 725 1087

C € 0086

DRAFT, 03-29-2018
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'epeBOf C AHTINIACKOTO A3bIKa Ha PYCCKUiA A3bIK/

Konna! em MaTtpukc, MMHK, (Collagen Matrix, Inc.)
15 TopHTOH Poyg, OkneHa, Hoto-Ixxepcn 07436 « Ten.: 201-405-1477 « dakc; 201-405-1355

3AABJIEHVE MPOUSBOANTENA
Bcem 3anHTEpecoBaHHbIM NnLaM,;

Konnaren Matpukc, VIHK. (Collagen Matrix. Inc.), ¢ ropuanyeckum agpecom: 15 1'0pHTOH Poya.
OkneHg, Heto-Ixkepen, 07436, CLUA HacToALMM 3aBepsaeT, yTo npunaraemble VIHCTPYKLUUK HO
NPUMEHEHNIO Ana n3genua VIMnnaHTaT AeHTanbHbIi MaTPUKCHBIA Ans KOCTHON TKaHn SYMB10S®
Xenograft Granules sBnsieTcst Konvein aecTBYOWMX VIHCTPYKUMA no npuMeHeHnto (MS512,
Pen.O), cofeprkalimx nHGopmMauuio, 414 npouecca perucrpaumm B Poccun.

/Moanuck/ 30 mapTa 2018 roga
I"nopusa Lyknmnx (Gloria Zuclich) [Hara

[AvpekTtop, OTAen HOpMaTUBHO-NPaBOBOro

perynMpoBaHus

MognucaHo nog npucsaroii B Moem npucytcteum 30 mapTa 2018 roga.

/Moanuce.

ATHELLIKA [, TEK3/T (AGNIESZKA
D.TECZA)
HOTAPWYC. NbIO-IKEPCU
CPOK JENCTBUSA MOEW NNLIEH3MI
WCTEKAET 23.08.2022
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A0CNe UCTEYEHMS YKa3aHHOro CpoKa rogHoCTy.

3anpelleHa MOBTOpHas CTepuaM3aums WM MOBTOPHOe wucnonb3oBaHve SYMB10S Xenograll
Granules. Tlocne BCKpbITMSA YMakOBKM BCE HEWUCMONb30BaHHbIE OCTAaTKM Mpenapara nogiexa)
yTuamnsaumn. MoBTOpHas CTEPUIN3ALMNA MOXET CHU3UTb CTabUIbHOCTL M YCTOMYMBOCTbL Mpenaparta
in vivo (B opraHusme). [lpu NOBTOPHOM WCNOMb30BaHWM Mpenapara CYLIEeCTBYET PUCK
NepeKpecTHOro nepeHoca 3ab60/1eBaHNI UK 3aHECEHNS MH(EKLWIA.

OcTopoxHo! B cooTBeTcTBMM C 3aKoHogaTenscTtBoM CLLIJT npojaxa AaHHOro npernapara MOXeT
MPOV3BOAUTLCA TOMLKO CTOMATo/IoraMy Wan Bpavamu, UMEOLLMMU NTIMLEH3NIO Ma OCYTLECTBEHNC
MEeANLMHCKOM feAaTeNlbHOCTI, IMB0 N0 X NPeAnuUCcaHuIo.

Mepbl NpPefoCTOPOXKHOCTU: [N19 YCKOPEHUS MNPOLLECCOB 06pa3oBaHWs HOBOW KOCTHOM TKaHW
pekomeHayeTca umnaaHTupoeate SYMBIOS Xenograft Granules ctporo B 06n1acTb NpPAMOro
KOHTaKTa C XOPOLUO BAaCKy/sipU3MpPOBaHHON (KPOBOCMabXXaeMOi) KOCTHOM TKaHbi. [ns
obnieryeHns 0TBOAA KpPOBWM W3  KOPTUKaTbHOro (Tpy6uyator) C€nos  KOCTU  MOXET  Gbm)>
PEKOMEH0BAHO CBep/ieHNE.

B mecTax 06LWMPHbIX Ae(heKTOB A/19 YCKOPEHNS NPOoLEeccoB (HOPMMPOBaHMS HOBO KOCTHOM TKaHW
MOXeT 6blTb PEKOMEH/OBAHO MCMO/b30BaHME AaHHOM0 KCeHOTpaHcM/iaHTaTta BMeCTe C ayTOreHHOiA
KOCTbHO WM KOCTHBLIM MO3rOM.

VmnnaHTonorunsa

B kayecTBe 06Llell pekOMeHAauun B MecTax ayrMeHTauuMu YCTaHOBKa TUTAHOBbLIX WMMMIaHTaToOB
BO3MOXHa TO/IbKO Moc/e (hOpMMPOBaHUA JOCTaTOYHO MPOYHON M MENIOCTHOM KOCTHOW TKaHW, YTo.
Kak npasuno, 3aHMMaeT He MeHee 6 MecALEeB nocne MMNIaHTauumn KceHorpadra. [Ansa ayrmeHtauum
[Ha C/HYyCa MHTEPBa MeXAY MMMIaHTaLUMeid KCeHoT padhTa M YCTaHOBKOI TUTAHOBOMO MMM/aHrata
[O/MKeH cocTaBisATb 0T 9 fo 12 mecaues. [Meped YCTaHOBKOW WMMMNnaHTaTa ChneayeT MpoBeCTy
PEHTIEeH-KOHTPO/b LIeNIOCTHOCTM U OAHOPOAHOCTM CPOPMUPOBANOOA KOCTHOM TKaHM.
NepuogoHTONOINA

[na yciieiuHoi'o 3anonHeHns nepuofoHTaNbHbIX fedektoB SYMBIOS Xenograft Granules B Lensx
noc/efytoLeilt YCTaHOBKM UMMNaHTaTa HeobxoAumo (MOMMMO Mep MO MpPeaynpeXxgeHuio u
NpPogMNaKTMKe 3yOGHOro Haneta) npeaBapuTeNbHO MPOBECTU 3PMEKTUBHOE JIOK&/IbHOE fleveHue
MEPUOLOHTA/IbHBIX WM OKONO3YOHbIX MOBPEXAEHWA W paH (Hanpumep, BblpaBHMBaHWE
MOBEPXHOCTU KOPHS 3y6a, yaaneHue rpaHynsauMoHHOM TKaHw).

Mo60oYHbIe peakumn: BO3MOXKHbIE OCIOXXHEHUA OT MUCMO/Ib30BaHWA Npenaparta He OT/IMYAOTCA OT
OC/IOXKHEHWUIA, XapaKTepHbIX A1 JIObIX WMHbIX XMPYPruyecknx CTOMATONIOMMUYECKUX OnepaLmii.
Bk/oyas oTeK B MecTe BMeLUaTeNbCTBa, OTC/I0EHWE UM OTTOPXKEHMUE CN3UCTO-HAAKOCTHUYHOIO
nockyta. KpoBoTeuyeHMe, NOKanbHble BOCMaNeHWs, MOTEPHD KOCTHOM MaccChl, WH(EKUMM win
60ne3HeHHbIE peakLmu.

[NpmeHeHwWe:

Mocne 06HaXKeHMsi KOCTHOrO fedekTa Mof CM3UCTO-NafKOCTUYHBLIM JIOCKYTOM YAasuTe BCHO
rPaHyNALUMOHHYHO TKaHb.

Mepemewanite IpaHynbl SYMBIOS Xenograft Granules ¢ KOCTHbIM ayTOTpaHeHMaHrarom.

KOCTHbIM KPOBSIHbIM O'YCTKOM. KPOBbIO MaUMEHTa WM CTEPU/IbHLIM (P131OMIOTMYECKMM PacTBOPOM.

Mpy HaMuMKM OBLUIMPHBLIX YentoCTHO-NMLEBLIX AeekToB. SYMBIOS Xenograft Granules cnegyet
CMeLIaThb C KOCTHbIM ayTOTPaHCM/IaHTaTOM B COOTHOLLEHWUM Npuban3nTenbHo 1:1.

[ns ¢opmmpoBaHNa HOBOW KOCTHOM TkaHM SYMBIOS Xenograft Granules cnegyet Hanocutl>
UCK/TOUMTE/NBHO B 30HE MPSMOro KOHTaKTa C XOPOLIO BacKyNspu3vpoBaHHOM (KPOBOCHabXaeMoit)

KOCTHOWN TKaHb0. PeKOMEeHAYeTCA BbINO/HUTL MeXaHUYecKyto nepgopaumio KOPTUKa/bIko10 cos

KOCTW.

C nomMouwlbto CTEPUNIBHOrO WMHCTPYMEHTa HaHocuTe W CcBO6GOAHO pacnpegenute SYMBIOS

Xenograft Granules B 30He KOCTHOro fechekra. YpesamepHoe ycunve wnm nnoTHoe TpamboBaHue

npyv WUMNIaHTauMM KceHolpagra MOXET MpWBECTM K CAAB/IMBAHMIO ipanyji M napyLueHu)0
TpabekynspHoli ()'ybuaToin) CTPYKTYpbl.

Takke cnegyet nsberarb Ype3mMepHO10 3amno/IHeHUs Le)eKTOB 1 panyiamMmm KceHorpagra.
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[ns MakCMMa/IbHON M3014UMM MecTa UMMNIaHTaUumn CM3UCTO- HaAKOCTHUYHBIA NOCKYT CnefyeT
MOMECTUTb B MCXOAHOE MOMOXEHWE N HANOXMWTb LWBLI. Ha paHy HaknaablBaeTcs Xupypruveckas
NnoBsA3Ka CPOKOM Ha 1-2 Heaenw.

Ecnm nonHOCTBIO 3aKpbiTb MECTO XMPYPruyecKoro BMeLLaTeNbCrsa HEBO3MOXHO, PEKOMEHAYETCS
[ONONHUTENBHO 00e3ABMXUTL U 3a(iMKCUPOBATb C/IM3UCTO- HafKOCTHUYHBIA NIOCKYT (Hanpumep,
nyTeMm Hagpesa HaAKOCTHWLbI) WMWK MNOMECTUTb OGMOPacTBOPMMYKD MembpaHy (Hanpumep,
paccacblBatoLLyHOCA KOMnareHoByr0 MemopaHy) MoBepx MecTa UMMNIaHTaUmMmn KeceHorpagra.

dopma Bbinycka: SYMBIOS Xenograft Granules noctasnsetrcs B (opMe CTEPUIbHBIX,
HEMMPOTeHHBIX rpaHy/, NpeaHa3HauYeHHbIX UCKIHOUUTENTbHO /18 04HOPa30BOro MCMo/b30BaHMS.
XpaHeHue: XpaHWUTb Npu KoMHaTHOW TemnepaType (15 °C/59 ‘F - 30 °C/86 "F) B cyxom MecTe
(oTHOCKTENbHAA BNaXXHOCTb OT 10% f0 80%).

Cpok rogHocTv npenapata cocTaBnseT 36 MecALeB CO AHS M3rOTOB/IEHUS.

Nomep no Katasiory Pa3smep rpaHyn Ob6bem
32310000 0,5 cM” (0,5 mn)
32310001 0,25 - 1,0 Mm 1,0 cm™ (1,0 mn)
32310002 2,0 ecm” (2,0 Mn)
32310003 4,0 cv (4,0 mn)
32310004 1,0 cM~ (1,0 mn)
32310005 025 - 10 wm 2.0 oW (2,0 wn)

JononHuTenbHaa MHMopMaLms 0 XpaHeHUN Y NPOAYKTe A1 KOHKPETHOW CTpaHbl:
MmnnaHTaT [eHTanbHbIA MaTPUKCUbIA Ans KocTHOM TkaHu SIMBIOS Xenograft Granules He
coaepxaT OnacHbIX BeLEeCcTB, A7 KOTOPbIX TpebyeTca creumanbHas o06paboTka. SIMBIOS
Xenograft Granules MOXHO yTWAM3MpoBarb B  COOTBETCTBUM CO  BCEMU  MECTHbLIMW.
rocyfiapCTBeHHbIMU UK PefepasibHbIMU HOpMamMu.

XpaHuTb Npy KOMHaTHOW Temnepatype (15 C/59 & - 30 (786 f) B cyxom mecTe (OTHOCUTENbHas
BNaXXHOCTb 0K0MO 10% 0 80%). 3roToBUTENb rapaHTUPYeT paboTOCNOCOBHOCTL W ro/UTepXaHue
CTEPUNBHOCTM U3LEeNNIA B TEYEHWE BCEro Cpoka roAHOCTU NP COBMHOLEHUN YCNOBUI XPaHEHNS.
MpOLYKT MOXET MepeBO3UTLCA  IIOObLIMW  BUJAMW  TPaHCMOPra, TakMMU KakK  KpbITble
YKeNne3HOAOPOXHbIE BaroHbl, KOHTE/Hepbl, IPy30Bble TPaHCMOPTHbIE CPeACTBa, CYAOBble TPHOMb].
aBMaLMOHHbIE MOAY/IN B COOTBETCTBUM C MpaBuIaMmn s 3TUX BUAOB TPaHCMOPTa, C CO6M04eHNEM
YCNOBWIA NEPEBO3KM 6e3 PUCKa NOBPEXAEHUS YNaKOBKM.

Mpo4yKT He BNMUSET Ha OKPY>KAKOLLLYO Cpefy BO BpeMs feAaTe/lbHOCTU. Hebosblune OTKNOHEHUS OT
NOpPeKOMEHA0BAHHOIO AMana3oHa TemnepaTyp BO Bpems XpaHeHWs, OOCTaBKW, W perynauuu
npuemnemMsl.

MponssBoaMTeNb rapaHTUpyeT paboTocrnocoOHOCTbL U MOAAEpXKaHWe CTePUIbHOCTU MPOLYKTOB B
TeYeHMe BCEero Cpoka rofHOCTW MpW YCNOBUW HAL/EXaLlero xpaHeHua - He rapaHTupyetca
COOTBETCTBME NPOAYKTA TEXHUYECKUM TPebOBaHMAM, €C/IM OHN XPaHATCSA Mpy Temnepatype Huxe -
10°C/ 14 ° F vnn Bbiwe 49 ° C/ 120 ° F ansa 6onee yem 10 aHei.

3HayeHne CMMBOJI0B B MapKNPOBKE:

5°CAl 30°C

Mpown3soguTens

He ncnonb3oBaTb HO UCTEYEHUM CPOKa rOAHOCTU
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MoBTOpPHOE 1CMONb30BaHWE 3anpeLleHo

A

OCTOpOXHO! O3HAKOMbTECH C UHCTPYKLMEN MO MPUMEHEHIO

LOT
Howmep naptuu
REF
Homep no katanory
3anpeLleHo 1Ccnoib30BaTh npenapar, ecay LEeNoCTHOCTb ero YNakoBK/ HapyLleHa
Jonyctrmasa Temneparypa xpaHeHus
ISTERILE R
CTepunnn3oBaHo ¢ NpUMeHeHneM 06/1yHeHuns
[MoBTOpHAsA CTepUIN3aLMA 3anpeLleHa
Rx Only g COOTBETCTBUM C 3aKoHopaTenscTBoM CLLA peanusauuein jaHHOro npenapata

MOTYT 3aHUMAaTbCS TOMIKO CTOMATOMIONM WM Bpauun, UMENOLLVE NNLEH3VI0 Ha OCYLLECTBNEHME
MEAVLIMHCKON AesTeNbHOCTY.

EC REF
[MoNHOMOYHbIV NpefcTaBMTeNb B cTpaHax EC.
EC REP
M3rotoBuTEeNb MonHOMOYHbI NpeacTaBuTeNb B cipaiiax EC.

Collagen Matrix, Inc. MDS_S GmbH
15 Thornton Road, Schiffgraben 41
Oakland, New Jersey 07436, USA/CIIIA 30175 Hannover, I'epmaHus
[nctpubbiorop

Distributor:

NAD ensply

_ hP_Iants
wiw.deutsphTniplaots.com

YNONHOMOYEHHbIV NpeACcTaBUTENb NPON3BOANTENSA Ha TeppuTopumn Poccuiickoi deaepaunn:
OO0 «[lleHTcnnah Cwupona», Poccuitickaa ®epgepaums, 115432 Mocksa, [pocnekT
AHfponoBa, [.18, CTPOeHWe 6, Ten. + 7 (495) 725 1087

CCa®d
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MepeBog, AaHHOIO TEeKCTa BbINO/HEH NepeBoAYMKoM Pponosoii MaprHoii MyxaiinoBHol

Poccuitckas degepaums
"opos MockBa
UeTBepTOro anpens [se ThbiCAYM BOCEMHAALATOrO roja

A, AkumoB [ne6 bopucosuy, HoTapuyc ropoga MOCKBbI, CBUAETENLCTB L wHiocT
nognucu nepesofunka Pponosoit MapuHbl MuxaiinosHsi.
Moanwuck caenaHa B MOEM NMPUCY TCTBUK.

JInyHoCcTb nognucasLLEero SOKYMEHT yCTaHoB/eHa.

3aperucTpuposaHo BpeecTpe: Ne 77/09-H/77-2018~ 3 ~

B3bICKaHO rocyaapcTBeHHON nonnmnHbl (no Tapudy): 100 pyo6.
YnnayeHo 3a aM'3{LuLe ycnyr npaBoBoro M TexHWYecKoro xapakTepa: 200 pyo.

y'";- _00"
MpowH pB6KO, 3rpollymM TBaHO 1 CKPENEeHO nevaTbio unc
HoTapunyc: -T
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Collagen Matrix, Inc.
\ 15 Thornton Road, Oakland, New Jersey 07436 « Tel: 201-405-1477 « Fax: 201-405-1355

MANUFACTURER’S STATEMENT
To whom it may concern;

Collagen Matrix, Inc. with a business address of 15 Thornton Road, Oakland, New Jersey,
07436, USA hereby confirms that the attached labels for SYMBIOS® Xenograft Granules
are draft copies of the labels to be applied to the following product variants (Product
Reference No. 32310000, 32310001, 32310002, 32310003, 32310004 and 32310005)
containing specific information for registration in the country of Russia.

crvircb o .aar

A"'Gkjfia Zuclich Date

Director, Regulatory Affairs

Subscribed and sworn to before me this  <3C? dayof fOrC/1 month, year.
. w7 A

AGNIESZKAD.TECZA
NOTARY PUBLICOF NEW JERSEY
MY COMMISSION EXPIRES 8/23/2022
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Xenograft Granules 0.25 -1.0 mm, 0.5 cw™ (0.5 mn)

Mmnnantat IEHTA/IbHbIN MATPUKCHbIN ANA KOCTHOM TkaHn SYMBIOS
Xenograft Granules

Pa3mep rpaHyn: 0,25-1,0 mm
PY Ne ot O6bem: 0.5 cm (0.5 mn) REF| 32310000 [lot] cM. Ha ynak. 2

TOoNbKO ANda UCnonb3oBaHUA BpavYamMuy ctoMaTosioramu. R(Chly

NHdopmauns o 6e30nacHOCTM, NoKa3aHUsX U NPOTMBOMNOKA3aHUSX:
CM. B MHCTPYKLINK

STERILE

saste [ T\

CoxpaHsiiTe ynakoBKY W MHCTPYKLUIO 10 OKOHYaHUS NUCMOIb30BaHNS
npoayKTa

ynak.

npon3BoaNTENDb: YTNO/ITHOMOYEHHbIN NPeacTaBUTESb:
«Collagen Matrix, Inc., 15 Thornton Road, O00 <<,£I,eHTC|'|J'IaI7I Cl/IpOHa»,
Oakland, New Jersey 07436, USA/CLLA, 115432. r. MOCKBa

Ten:+ 201.405.1477, daxc: no-T AHADOMNOBA. 4. 18. KoM, 6
201.405.1355, e-mall: P-T AHAD » A 6, KOPTT.
CMIcontact@collagenmatrix.com Ten.-1-7 (495) 725-10-87 =

CtpaHa npoucxoxaeHusa: CLLA
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Xenograft Granules 0.25 - 1.0 mm, 1.0 cm™ (1.0 mn)

iMnnaHTaT AeHTasIbHbI MaTPUKCHbIN A9 KOCTHOW TKaHu SYMBIOS
Xenograft Granules

DV MO TT Pasmep rpaHyn: 0,25-1,0 mm [*32310001 [ToT] <smHaynak. 2
ry O6bem:1.0cmM1.0mn) S e * ynak.

TONbKO AN UCNOob30BaHUA BpavYamMy ctoMaTtosioramu. R((]]ly

NHhopmaLms o 6e30nacHOCTU, MOKa3aHUSAX U MPOTUBOMNOKA3AHUSIX;
CM. B UHCTPYKLINK

sX.  /j\

CoxpaHsiiTe ynakoBKY U MHCTPYKLUMIO 0 OKOHYAHUS UCMNO/Ib30BaHUS
npoaykKra

NpPOV3BOAUTEND; yﬂOﬂHOMOquHblM npeacraBuTE/ b,
«Collagen Matrix, Inc., 15 Thornton Road, OO0O0 «[eHTcnnan CrpoHa»,
Oakland, New Jersey 07436, USA/CIJJA, 115432, 1. MockBa,

Ten:-l- 201.405.1477, akC np-1T AHAgponoBsa, A. 18, kopn. 6
201.405.1355, e-mail: Ten.+7 (495) 725-10-87 NN
CMIlcontact@ collagenmatrix.com

CtpaHa npoucxoxaeHus, CLLA

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



Xenograft Granules 0.25-1.0 mm, 2.0 cm™ (2.0 mn)

IMnnaHTaTt AeHTasIbHbIN MaTPUKCHbIW AN KOCTHOW TKaHu SYMBIOS
Xenograft Granules

Pa3smep rpanyn: 0,25-1,0 mm
PY Ne ot O6bent: 2.0 cowh (2.0 wn) REF| 32310002 [10T| cm. Haynak. A CM. Ha

ynak.
TonbKo ANA NCNOoMb30BaHUA BpadaMy ctoMatosioramMu. Rx Only

NHhopmaums 0 6e30MacHOCTU, NOKa3aHUAX U NPOTUBOMNOKA3aHUNAX:
CM. B UHCTPYKLINK

STERILE

CoxpaHsiiiTe ynakoBKY U MHCTPYKLMIO ;0 OKOHYaHUS UCMOIb30BaHNS
npoayKTa

Npon3BOAMNTESb. YTNO/ITHOMOYEHHbIN NPeacTaBUTESb:
«Collagen Matrix, Inc., 15 Thornton Road, OO0 «JleHTcnnain CupoHa»
Oakland, New Jersey 07436, USA/CUJA, ’

Ten:-1 201.405.1477, dhakc: 1154}2?’ r. Mocksa, 18 6
201.405.1355, e-mail: np-T AHAPONoBa, A. 1o, Kopm.
CMIcontact@ collagenmatrix.com Ten.-H7 (495) 725-10-87

CtpaHa npoucxoxaeHua: CLLA
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Xenograft Granules 0.25-1.0 mm, 0.5 cc (0.5 ml)

Implant (dental matrix for bone tissue SYMBIOS Xenograft Granules

0 see on the
Reg CertN_ 6.d. Volume: 0.5 cc (05 ml) REF 32310000 LOT ZZilf:gt:e packageh
Only for use by (dentists RxOnly

Information on safety, inciications and contrainciications:
see on the package

STERILE
seSjze

keep the packaging and instructions until the product is used

Manutacturer: Authorized respresentative:
«Collagen Matrix, Inc., 15 Thornton Road, LLC "Dentsply Sirona,

Oakland, New Jersey 07436, USA/CLUA, Russian Federation, 115432

tel: + 201.405.1477, fax: 201.405.1355 , Moscow, Andropov, Propsect 18
e-mail: DUV, _ , ;
CMiIcontact(acollagenmatrix.com Building 6 tel.: +7(495) 725 @

mfeumry of origin:  USA
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Xenograft Granules 0,25 -1.0 mm, 1.0 cc (1.0 ml)

Dental matrix Implant for bone tissue SYMBIOS Xenograft Granules

Reg. Cert.Ne d.d 0'2S-,0 MM
Volume: 1.0 cc (1.0 ml) REH 32310000 ;Zil?:gtehe ;Zil?;g:ehe

Only for use by dentists R* Only

Information on safety, indications and contraindications:
see on the package

ste2 jze

keep the packaging and instructions until the product is used

Manufacturer: _ _
_ Authorized respresentative:
«Collagen Matrix, Inc., 15 Thornton Road, LLC "Dentsply Sirona

Oakland, New Jersey 07436, USA/CIIlA - -
tel: + 201.405.1477, fax: 201.405.1355, Russian Federation, 115432
e-mail: Moscow, Andropov, Propsect ;.
CMlicontact@collagenmatrix.com Building 6 tel.: -i-7 (495) 725

T?

"Anntry of origin:  USA
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Xenograft Granules 0.25-1.0 mm, 2.0 cc (2.0 ml)

Dental matrix Implant for bone tissue SYMBIOS Xenograft Granules

Reg. Cert.Ne aJd 0,25-1,0 mm
Volume: 2.0 cc (2.0 ml) refl 32310000 ;Zilf;g:ehe Zt:;?;g;he

Only for use by dentists Roniy

Information on safety, indications and contraindications:
see on the package

ste2 jze

keep the packaging and instructions until the product is used

Manufacturer: _ _
_ Authorized respresentative:
«Collagen Matrix, Inc., 15 Thornton Road, LLC "Dentsply Sirona,

Oakland, New Jersey 07436, USA/CLLUA, - -
tel: + 201.405.1477, fax: 201.405.1355, Russian Federation, 115432
e-mail: Moscow, Andropov, Propsect 18,

CMIcontact@collagenmatrix.com Building 6tel.: +7 (495) 725

Auntry of origin:  USA
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Xenograft Granules 0.25-1.0 mm, 4.0 cc (4.0 ml)

Dental matrix Implant for bone tissue SYMBIOS Xenograft Granules

see on the

Re’g' Cert.Ne d.d. Volume: 4.0 cc (4.0 ml) REF 32310000 LOT ZZif;gtehe package
Only for use by dentists RxOnly

Information on safety, indications and contraindications:
see on the package

STERILE

SIE\E

keep the packaging and instructions until the product is used

Manufacturer: Authorized respresentative:
«Collagen Matrix, Inc., 15 Thornton Road, LLC "Dentsply Sirona,

Oakland, New Jersey 07436, USA/CLLA, Russian Federation, 115432
e-mail; o . ’ ’
CMiIcontact@ collagenmatrix.com Building 6 tel.: 47 (495) 725 @
<Mountry of origin: USA
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Xenograft Granules 1.0- 2.0 mm, 1.0 cc (1.0 ml)

Dental matrix Implant for bone tissue SYMBIOS Xenograft Granules

Reg. Cert.Noed d "0-20mm
m ' Volume: 1.0 cc (1.0 ml) REF 32310000 ;Zi;;gzhe 5 Szil?;gzhe

Only for use by dentists RxOnly

Information on safety, indications and contraindications:
see on the package

keep the packaging and instructions until the product is used

Manufacturer: _ _
Collagen Matrix, Inc., 15 Thornton Road Authorized respresentative:
« , . , n .
Oakland, New Jersey 07436, USA/CLLUA IliLC .De?:tsgly ‘?Ironai15432
tel: + 201.405.1477, fax: 201.405.1355, ussian Federation,
e-mail: Moscow, Andropov, Propsect 18
CMIcontact@collagenmatrix.com Building 6 tel.:-67 (495) 725
47?

Country of origin: USA
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Xenograft Granules 1.0-2,0 mm, 2.0 cc (2.0 ml)

Dental matrix Implant for bone tissue SYMBIOS Xenograft Granules

Reg. Cert.Ne d(d size: 1.0- 2.0 mm

see on the

Volume: 2.0 cc (2.0 ml) REF 32310000 s g
Only for use by (dentists RxOnly

Information on safety, infdications ancd contraindications-
see on the package

STERILE

R ==

keep the packaging and instructions until the product is used

Manufacturer: . :
C(Dllagen Matrix, Inc., 15 Thornton Road inonizec Tospresentaive:
« , INC., ’ LLC "DentSpIy Sirona,
Oakland, New Jersey 07436, USA/CLLUA Russian Federation, 115432

tel: + 201.405.1477, fax: 201.405.1355,
Moscow, Andropov, Propsect 18

e-mail:
CMlIcontact@collagenmatrix.com Building 6 tel.: +7 (495) 725 =

<Mountry of origin: USA

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



/TlepeBof, ¢ aHrMIACKOT0 A3blKa 1a PYCCKMin S3bIK/

KonnareH Matpukc, MHK. (Collagen Matrix, Inc.)
15 TopHTOH Poyga, OkneHp, Hbto-Axepcn 07436 « Ten.: 20!-405-1477 « dakc: 201-405-1355

3AABJIEHVE NMPON3BOANTEA
Bcem 3anHTepecoBaHHbIM nLaM;

Konnaren Matpukc, VHK. (Collagen Matrix, Inc.), ¢ ropugnyeckum agpecom: 15 TopHTOH Poyg,
OkneHp, Holo-Mxepcn, 07436, CLLIA HacToAWMM 3aBepseT, UTo npuiaraeMble STUKETKU 419
n3penms MIMnnaHtat AeHTa/lbHbI MaTPUKCHBIA NS KOCTHON TKaHn SYMBIOS® Xenograft
Granules ABNAOTCA NPOEKTHBIMM KOMUAMMW 3TUKETOK, HAHOCUMbIX Ha ClieflytoLLve BapyaHTbl
n3penuii (Homepa usgenuii Ne 32310000, 32310001, 32310002, 32310003,32310004 1 32310005).
CoepXaLlymMn MHopmMaLuio, Ana npouecca perucrpauuy B Poccum.

/Mopnuck/ 30 mapTa 2018 roga
I"nopua Lyknnx (Gloria Zuclich) [ata

[OvipekTop, OTAen HOpMaTMBHO-NPABOBOI0

perynnposaHus

MoanncaHo nog npucsaroin B moem npucytcTemum 30 mapTa 2018 roga.

/Moanuck/

ATHELLKA [, TEK3A (AGNIESZKA
D.TECZA)
HOTAPUYC. HblO-I)KEPCY
CPOK JEACTBWS MOEW NNLIEH3U
VICTEKAET 23.08.2022
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MepeBo AaHHOTO TEKCTa BbINOMHEH NepeBoauMKoM PponoBoit MapuHolii MuxalinoBHoiA

/occwiickas Pegepaums
"opog Mocksa
YeTBepTOro anpend Ase ThbiCAYM BOCEMHaUaToro roga”

A, Akumos [ne6 Bopucosuy, HOTapuyc ropoga Mocksbl,
nognucu nepesofunka Pponosoit MapuHbl MuxaiinosHsl.
Moanuck chenaHa B MOEM NPUCY TCTBUM. i .
JInyHoCTb nognucasLuero JOKYMeHT YCTaHOB/eHa.

caugeTe] cllyo nogwioc
O 1

3aperucTpuposaHo BpeecTpe: Ma 77/09-H/77-2018- \
B3bICKaHO rocyaapcTBeHHOM nownHbl (Mo Tapudy): 100py6.

YnnaueHo 3a oKasaHyie yCiyr NpaBoBOro U TexHUYeckoro xapakTepa. 200 py6.

I".B. AKnm

MpoLLHypoBaHo™”™ MPY3HY.LLMWAT CKpenneHo nevaTbio mcT(-a, -0B).

HoTapuyc:
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