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Symblos®
Collagen Membrane pre-hydrated

INSTRUCTIONS FOR USE

Description: Symbios Collagen Membrane pre-hydrated is a pre-hydrated, white, nonfriable collagen membrane
matrix derived from bovine pericardium. Symbios Collagen Membrane pre-hydrated is resorbable which eliminates
the need for a second surgical procedure that is normally required to remove a non-resorbable membrane. Symbios
Collagen Membrane pre-hydrated is sterile, non-pyrogenic and for single use only.

Indications for Use: Symbios Collagen Membrane pre-hydrated is a bioresorbable, implantable collagen material
that is intended for use in oral surgical procedures as a resorbable membrane material for use in:

= augmentation around implants placed in immediate extraction sockets, delayed extraction sockets;

< localized ridge augmentation for later implantation;

= alveolar ridge reconstruction for prosthetic treatment;

« filling of bone defects;

= guided bone regeneration in dehiscence defects; and

« guided tissue regeneration procedures in periodontal defects.

Contraindications: Symbios Collagen Membrane pre-hydrated is contraindicated in patients who have:
= acute infections or contaminated wound in the oral cavity;
= known allergy to collagen of animal origin or other bovine-derived products; and/or
« clinically significant renal, hepatic, cardiac, endocrine, hematologic, autoimmune or
systemic disease, which in the physician's judgment will prevent safe implantation or likely healing.

Warning: Clinicians should screen patients prior to surgery to confirm they are not hypersensitive to bovine collagen.
Hypersensitivity reactions have been noted with the use of other products containing bovine collagen; therefore,
the possibility exists of developing a local sensitivity response to Symbios Collagen Membrane pre-hydrated.

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

Precautions: As with all surgical procedures, caution should be exercised when treating medically compromised
patients such as patients receiving long-term steroidal therapy or currently taking anticoagulants. Patients with
clinically significant systemic diseases, indicating a history of anaphylactic reactions, autoimmune diseases,
uncontrolled diabetes or severe hypertension have not been implanted with the membrane; therefore, the safety

and effectiveness for those patients have not been determined. Nor has it been evaluated in pregnant women,
children and/or in patients with conditions involving extremely severe defects with little periodontium or bone.

Symbios Collagen Membrane pre-hydrated cannot be re-sterilized. Open, unused Symbios Collagen Membrane pre-
hydrated must be discarded, In vivo stability may be adversely affected if re-sterilized. Cross-contamination and
infection may occur if re-used.

The membrane product is supplied in a pre-hydrated state. If the product is found not properly pre-hydrated upon
opening, the product is to be discarded and not rehydrated for clinical use.

Do not use if the product sterilization barrier or its packaging is compromised.

Do not remove the membrane from the package until just prior to surgery.
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Adverse Reactions: Possible complications that can occur with any dental surgery include infection, swelling of the
intraoral tissue, thermal sensitivity, gingival recession, excessive gingival bleeding, flap sloughing, resorption or
ankylosis, with loss of crestal bone height, pain, or complications associated with the use of anesthesia. Minor
discomfort may occur for a few days.

Application: Symbios Collagen Membrane pre-hydrated is packaged in a double sterile pouch. The outer pouch
should be opened carefully, allowing the inner pouch to be placed onto a sterile field. The pre-hydrated membrane
along with the insert card should be removed from the inner pouch with sterile gloves or instruments.

The bone defect is exposed by a mucoperiosteal flap and basic surgical procedures are performed (e.g. curettage}.
Space-making material such as autologous bone, demineralized bone matrix and ceramic materials may be used to
fill the defect.

The pre-hydrated membrane is removed from the insert card prior to placement and can be trimmed to the size and
shape of the defect using sharp, sterile scissors. The pre-hydrated membrane can be placed as is without further
hydration. However, if the clinician prefers, the membrane can be further hydrated in sterile water or sterile saline
prior to placement.

Symbios Collagen Membrane pre-hydrated should overlap the walls of the defect by at least 2 mm to allow complete
bone contact and to prevent gingival connective tissue invasion below the material.

Fixation of the membrane may be indicated to avoid displacement due to loading or mobilization. The membrane
can be sutured in place using absorbable sutures and a non-cutting needle. Resorbable tacks can also be used to
affix the membrane. The mucoperiosteal flap Is sutured over the collagen membrane and the wound should be
closed completely to avoid accelerated resorption due to membrane exposure. The membrane is expected to be
essentially resorbed in approximately 16 weeks.

Post-operative Procedures: Symbios Collagen Membrane pre-hydrated is completely resorbable and should not be
removed. Patients should rinse with an antimicrobial agent such as chiorhexidine gluconate (Peridex) twice daily for
four weeks following surgery. Beginning 24 hours after surgery, the wound site may be additionally swabbed with a
cotton-tipped applicator dipped in the antimicrobial agent.

The patient should refrain from brushing the treated area for two weeks following the surgery. After this period, the
patient may be instructed to gently brush the area with a soft toothbrush. Dental floss should not be used prior to
four weeks following surgery. Coronal scaling and prophylaxis can be performed at follow-up visits, if indicated. The
patient should be seen seven to ten days following surgery for wound evaluation and removal of any closing sutures
or periodontal packing. These follow-up visits should be repeated every two weeks thereafter, up to eight weeks
following surgery. The patient may return to normal oral hygiene routine.

Probing and subgingival scaling should not be performed prior to six months following surgery to prevent damage
to immature tissues. Other assessments of clinical health may be repeated, including plaque, bleeding and tooth
mobility indices.

How Supplied: One (1) membrane per package.

Available sizes: 15 mm x 20 mm, 20 mm x 30 mm, or 30 mm x 40 mm
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Additional Country Specific Storage and Product Information: Symbios Collagen Membrane pre-hydrated does not
contain any dangerous hazardous substances that would require special handling. Symbios Collagen Membrane pre-
hydrated can be disposed of in accordance with all local, state, or federal regulations.

Store at room temperature (15 ‘C/59 °F to 30 “C/86 °F) in a dry place {relative humidity about 10% to 80%). The shelf
life of the device is 12 months from the date of manufacture. The manufacturer guarantees the operability and
maintenance of the sterility of the products during the entire shelf life, subject to storage conditions. The product
can be transported by any means of transport, such as covered railway wagons, containers, freight vehicles, ship
holds, aviation modules in accordance with the rules for these to modes of transport, in compliance with the
conditions of transportation without risk of damage to the package. The product does not affect the environment
during operation. Minor excursions from the recommended temperature range during storage, shipping, and
handling are acceptable. The manufacturer cannot guarantee the product to meet specifications, if stored at
temperatures outside of the recommended temperature range for more than 3 days.

90C
MT

Labeling Symbols:

d Manufacturer Do not use if package is damaged
Use-by date T Temperature iimitation
Do not re-use Sterilized using irradiation
A Caution: See instructions for use Do not resterilize
Federal (U.S.A.) law restricts this device
Batch number Rx Only

to sale by or on the order of a licensed dentist or physician.

REF Catalogue number Authorized representative inthe European Community

EU Authorized Representative:

MDSSGmbH
Collagen Matrix, Inc. SchiffgrabenAl

15 Thornton Road 30175 Hannover, Germany
Oakland, New Jersey 07436 USA

IH Manufacturer:

Distributor by:

\ Implants C C 0086

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 tei.: +7 (495) 725
1087
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llepesod ¢ aHanulickoao Asbika Ha Pycckull A3biK

SAABNEHUVE NPON3IBOJUTENA

Bcem aanHTepecoBaHHBIM nuLam;

Konnaren Matpukc, Uhk. (Collagen Matrix, Inc.), ¢ opuanueckum agpecom: 15 TOPHTOH
Poya, Okneng, Holo-fbxepcn, 07436, CLUA HacToAWMM 3aBepReT, YTO NnpunaraeMmbie
WHcTpykuun no npumereruio Ans MemBpanel cTomaTonoruieckoit Ans TKaHesol
pereHepauvm konnareHoeoil SYMBIOS® pre-hydrated sanseTcs konuei gencrayowmx
WMncTpykumin no npuMexennio (RM0906SYM/Pea.0), coaepxalumx uscopmauvio, ans
npouecca perucTpauun 8 Poccun.

{Modnuce! 18 mons 2018 r.
nopws Uyknux (Gloria Zuclich) Aarta
Avpextop, OTAEen HOPMaTUBHO-NPABOBOTO
perynupoBaHni

Noanucaxo nog npucaroi e moem npucyTeTeun 18 wions 2018 roaa.

fModnucs!

MATEYW ®. NEWAK (MATEUSZ F. LESZCZAK)
HOTAPWYC, HbIO-AXEPCH
Nuuenawa N2 50065913
Cpok AeACTBHA NWLUEHINN WcTexaeT 10.08.2022

Mevams: MATEYLW ©. JIEUAK (MATEUSZ F. LESZCZAK)
HOTAPUYC, HBIO-LDKEPCW

15 TopHToH Poya * Oxnena. Hito-Lpxepew 07436 « CILA

CollagenMatrix.com 201-405-1477
@ 000 LIMPMY (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU



SYMBIOS®
Mem6bpaHa cTomatosiornyeckas Ans TKaHeBol pereHepauum konnareHosas SYMBIOS® pre-hydrated

WHCTPYKLUMSA MO MPUMEHEHWIO

OnucaHne: MembpaHa konnareHosasds SYMBIOS® pre-hydrated sBnsetcs npeacTaBnser co6oii npeasapuTenbHO
rMAPaTUPOBaHHYI0 3M1aCTUYHYI0 KOMNareHoBYID MeMOpaHHYl0 MaTpuly 6enoro LBeta, MOMyYeHHyl U3 Oblubero
nepukapaa..

Memb6paHa konnareHoBasi SYMBIOS® pre-hydrated pe3opbupyemasi, 4YTO WCKIOYaeT HeobXoAMMOCTb MOBTOPHON
XUPYPIrMYECKOn npouedypbl, Kotopasi 06bIYHO TpebyeTcs A4na yhaneHus Hepesopbupyemoin membpaHbl. MembpaHa
SYMBIOS® Collagen Membrane pre-hydrated ctepunbHa, anMporeHHa W npefHasHaveHa TOMbKO A1A OAHOKPaTHOro
1CMOMb30BaHMS.

MokasaHWsi K MPUMEHEHMIO: MembpaHa konnareHoBass SYMBIOS® pre-hydrated npegcTaBnser  cob6oii
61ope3opbypyemMblii  UMNIAHTUPYEMbIA  KOMMAreHoBbI Matepuan Ana XWPYPruyeckux npoueayp B MOMOCTA Pra,
MPUMEHSIEMbIVA C LENSaMU;

. ayrMeHTaLuy BOKPYT VMIM/IAHTOB MPK YCTaHOBKE B NIYHKY Kak Cpasy Mocre yAaieHus, Tak v Npu OT/IOXKEHHOM
YCTaHOBKE;

. NIOKa/IM30BaHHOI ayrMeHTaLum rpe6Hs ans nocneaytoLei uMnaaHTaLmm;

. PEKOHCTPYKLMM aNbBEO/ISPHOTO rPe6Hst A1 NPOTe3MpoBaHUS;

. 3arMo/HeHUs! KOCTHbIX AEEKTOB;

. HanpaBfeHHOl pereHepaLn KOCTv B LeneBMaHbIX AedekTax;

. HanpasfeHHol pereHepaLymn TKaHel Npy AedekTax NepruoaoHTa.

MpoTrBonokasaHus: Mem6paHa KonnareHosasi SYMBIOS® pre-hydrated npoTvBomnokKasaH naumeHTam, Y KOTopbIX eCTb:
© 0CTpas MHBEKLMS UM MHPULIMPOBaHHAs paHa B POTOBOIA MOMOCTH;

= 3BECTHAs aN/IePrs Ha KOMMareH YKMBOTHOTO MPOUCXOXAEHUS UMK ApYTue U3aenus 13 GblubiX TKaHeld;

 KNMHUYECKM 3HaUMMble 3a60/1EBAHNIS MOYEK, NEYEHW, CepaLa, SHAOKPUHHOM CUCTEMBI, KPOBW, aTakKe ayTOMMMYHHbIe
WM CUCTEMHbIE 3a60NEBaHMUS, KOTOPblE, MO MHEHWIO Bpaya, GyayT NPensTcTBOBaTb GE30MacHO MMMAaHTauMM Wi
3aKUBNEHUIO.

MpeaynpexaeHve: KnnHuyeckme Bpaun AOMKHbI NPOSBASATL OCTOPOXKHOCTb MPY CKPUHMHTE CBOVX NALMEHTOB Ha ilobble
M3BECTHbIE a/lflepriyeckMe peakuuy Ha MNPOAYKUMIO W3 KO/nareHa WM KpYnHOro poraroro ckota. Annepruyeckue
peakLum BblIM OTMEUeHbI C UCNO/b30BaHWEM ApYr1X NPOAYKTOB, COAepXaLmX Oblumii KonnareH, noaTomy, CyLlecTyeT
BO3MOYXHOCTb Pa3BWTVSi MECTHOI peakLmy YyBCTBUTENBHOCTM Ha  MeM6bpaHb! KonnareHosble SYMBIOS® pre-hydrated.

Mepbl NPefoCTOPOXHOCTA: Kak 1 B Cliydae NoBbIX XMPYPrudecknx npoLeayp, cneayet co6/iiofaTb OCTOPOXKHOCTL Npy
NeYeHU MauyeHToB ¢ MeAULMHCKUMU npoGiiemMamy, B TOM YMC/E MAUMEHTOB, MOMYYaroLMX A/IMTE/bHYIO Tepanmio
cTepougamMy UMM MPUHUMAIOLWMX B HACTOsILLEE BPEMS aHTUKOAryfsHTbl. MMnnaHTauus MemGpaHbl He NpoBOAMACH
MaUMeHTaM C KIMHUYECKM 3HAYUMBLIMA CUCTEMHBIMK 3a00/IEBAHMSMY, HaMuMEM B aHaMHe3e aHaduIaKTUYecKnX
peakuuii, ayTOMMMYHHbIX 3a60M1eBaHWiA, HEKOHTPONIMPYEMOro Avabeta WM TSHKeNoW  runepreHsvn. Mostomy
6e3onacHocTb M 3hdeKTUBHOCTL MEMOPaHbI /1S TakMX MaLUMEHTOB YCTAHOB/EHbI He Gblin. MpuMeHeHVe MemGpaHbl
TaKKe He 13yyanoch y GepeMeHHbIX XKEHLLUWH, AeTeil U (MNK) Y NaLMeHTOB C COCTOSHMAMY, NPpU HaGMofdatoTes KpaliHe
TSKENbIE Ae(EKTbI MPK HEBO/bLLIOM KO/MYECTBE NEPUOAOHTA UM KOCTM.

Memb6paHa KonnareHoBass SYMBIOS* pre-hydrated He MoXeT ObiTb MOBTOPHO CTepunm3oBaHa. OTKpbITbIE,
Heucnonb3yeMble MemMOpaHbl  [JO/MKHbI  YTUAM3MPOBAHbI. [pyM  MOBTOPHOW  CTEPUM3ALMM  MOXKET  YXYALIMTHCA
CTabuNbHOCTb in Vivo. Mpy NOBTOPHOM WUCMO/b30BaHWMN MOXET MPOW30ITY NEPEKPECTHOE 3arpsi3HEHNE U 3apadKeHMe.

[aHHoe MeMBpaHHOe M3fenne MOCTaB/SIETCS B NPeBapuUTEbHO MMAPATUPOBAHHOM COCTOSHUM. ECAIM NOC/e OTKPbITUS
YMaKOBKMN BbISICHUATCS, YTO W3LENMe HEefOCTaTOuHO MAPaTMPOBaHO, €ro CrneayeT YTUM3MPOBaTb, HO He MOABEpPraTb
peryapaTauymn ¢ Lembio KIMHUYECKOTO NPUMEHEHMS,

He ucnonbayiiTe, ecnm 6apbep CTepUAM3aLym NPOAYKTa UM ero yrnakoBKa HapyLeHb!.
MeM6paHy crieflyeT U3BneKaTb 13 YMakoBKW HENocpeACcTBEHHO Nepes XMPYpPruyeckiM BMELLIATETCTBOM.

MoGOYHbIE peakLmn: Bo3MOXHbIE OCNOXHEHWSI, KOTOPbIE MOTYT BO3HUKHYTb NPK N1106G0I CTOMATOIOTMYECKON XMpYprw,
BK/IHOYALOT B CEOS1 MHAEKLMIO, OTEK BHYTPUPOTOBOI TKAHW, TEM/OBYH) YyBCTBUTE/IbHOCTb, PELIECCUIO AIECHDI, YpE3MEPHOE
KPOBOTEYEHUE [ECHDBI, OTC/IOEHNE WM UCYE3HOBEHUE NTOCKYTA, PE30POLIMIO KOPHS UMK aHKWUMO3, NOTEPH BbICOTbI KOCTU
Kpecta, 60Mb WM OC/IOXHEHWS, CBS3AHHbIE C MCMOMb30BAHWEM aHEecTe3wn. HesHaunTenbHbIA AUCKOMABOPT MOXET
MPOV30MTN BTEUYEHNE HECKO/bKUX AHEN.
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pumeHeHne: MembpaHa KonnareHoBass SYMBIOS® pre-hydrated ynakoBaHa B ABOVHYH CTEPU/bHYHO YMaKOBKY.
AKKYpaTHO BCKPOWTE Hapy>XHYH YNakoBKY 1 MOMECTUTE BHYTPEHHIOK YNaKOBKY Ha CTepU/IbHYH0 MOBEPXHOCTb. V3BnekuTe
MeM6paHy 13 BHYTPEeHHE ynakoBKY BMeCTe C BCTABHOWM KapToi Npy NOMOLLM CTEPU/bHBIX NEPUaTOK UM UHCTPYMEHTOB.
[JedekT napofoHTa WM KOCTU YXe OTKPbLIT MO CU3UCTO-HAAKOCTHUYHBIMU JIOCKYTaMK, W NPOBELEeHbl OCHOBHbIE
XUpypruyeckme npoeaypbl (Hanpumep, KiopeTax). JleueHne JOMKHO BKOYATb TILATETbHYH OYUCTKY U NIaHMPpOBaHue
ycTpaHeHus aetekta. [ns ycTpaHeHus fedekta MOXET ObiTb WCMOMb30BaH 3amnofHAWMIA MaTepuan, Takoi Kak
ayTOKOCTb, IEMUHEPAIN30BAHHBIA KOCTHbIA MATPUKC WX KepaMUYeCK/e MaTepuasbl.

MembpaHy KonnareHoByto SYMBIOS* pre-hydrated yaansioT ¢ BCTaBHOWM KapTbl A0 €e pasMeLLeHrs U MOXKHO 06pesarb
[0 pa3mepa 1 QopMbl AedeKTa ¢ NOMOLLBI OCTPbIX, CTEPUSIbHBIX HOXHUL, Memb6paHy konnareHosyto SYMBIOS® pre-
hydrated mMoxHO pasmellarb 6e3 AOMNOMHUTENBHON ruapataumm. OfHaKo, ecnv KNMHULMCT NPeAnounTaeT, memopaHy
MOXHO [OMOMHUTENBHO TMAPATMPOBaTh B CTEPUILHON BOZE WM CTEPWIBHOM (M3MOMOTMYECKOM PacTBOpe Mepes
pasmeLLeHVeMm.

Mem6paHy KonnareHoByto SYMBIOS® pre-hydrated fo/mkHa BbiCTynaTb Haf, CTeHKaMU Aedekta NpuMepHO Ha 2 MM A5
obecrneyeHnsi MOMHOrO0 KOHTaKTa C KOCTblO W AN NpefoTBpalleHns NMPOHWUKHOBEHUS COEAMHUTENbHOM TKaHW nof
marepuan.

Mo)KeT noTpe6oBarbest hiKcaums MemMmopaHbl BO M36eXaHWe CMELLEHMS NOA, Harpy3Koii nnmn NogBmkHOCTA. MembpaHy
MOXHO 3alMKCMPOBaTb Ha MeCTe Mpy MOMOLLM PacCaChIBAOLLMXCA LUBOB M aTPaBMaTUYECKOI UMbl Takke AomnycKaeTcs
MPMMEHEHNE paccacbiBatOLLMXCs BO3AeN. [loBepx paHbl MOMELLAETCS CAM3UCTO-HAAKOCTHUYHBIA fIOCKYT, M paHa
MOJIHOCTBHO 3aKPbIBAETCA BO 136eXaHVe YCKOPEHHOro paccachiBaHys K3-3a SKCMOHNPOBaHUA MeMbpaHbl. OXunaaeTcs, Yto
MembpaHa 6yeT CyLLecTBEHHO pe3op6rpoBaHa NpUMeEPHO Yepes 16 Heaenb.

MocneonepaynoHHble npoueaypbl: MembpaHa KonnareHosast SYMBIOS® pre-hydrated nosiHOCTBIO paccackbiBaeTcs U He
JOMKHa yaanatbea. [aupeHTbl A0MKHbI BbIMOAHATL MOOCKAHWE MNPOTMBOMMKPOOHLIM PacTBOPOM, TakUM  Kak
XNOPrekcuanH GUrNIOKOHAT ABaXabl B eHb B TEUEHWE ABYX HeAenb nocne onepauyun. Crycts 24 yaca nocne onepauum
06n1acTb paHbl MOXHO A0MOMHUTENbHO 06pPaboTaTh TAMMNOHOM, CMOYEHHbIM B MPOTVBOMUKPOOHOM pacTBOpE.

MaumeHTy He cnefyeTt YMCTUTb 3yBbl B 061aCTU leueHns B TedeHue ABYX Hefesb nocse onepaumn. Mo NpoLwecTsum aToro
nepuoa nauneHTy MOXeT ObITb paspeLleHo OCTOPOXHO YACTUTBL 3y6bl B 06/1aCTV NeYeHUs MArKol NacToid. 3anpeLuaetcs
1cnonb3oBaHue 3yOHOIM HATK B TeUEHME YeTbipex Hegenb nocne onepaumm. OcMoTp ¥ NpodmnakTuyeckme pabotsl MOryT
MPOBOAUTLCS MPY HEOOXOAMMOCTU B XOZ€ NMOCEAYHOLLMX NOCELLEHWIA.

lMaLmMeHT JOoMKeH ObITb NoA HabntogeHnem 7-10 AHel mocne onepauyn Ans 0CMOTpa paHbl U YAANEHUS HUTER wun
[leCHeBOl MOBA3KW. 3TV MOCELLEHUs 3aTeM [JO/MKHbI MOBTOPSATHCA pa3 B [BE HeJenn B TeyeHWe BOCbMU
nocneonepauyoHHbIX HeAenb. 3aTeM NaLMeHT MOXET BEPHYTLCA K HOPMasIbHOIM TMrMeHe pOTOBO NOOCTY.

30HAMPOBaHYE 1 NOALECHEBOI CKENVHT He CrefyeT NPOBOANTL PaHee, YeM UYepes LIECTb MECSLIEB MOC/E onepaLmmn Bo
n36exaHme NOBPEXAEHNSI HEOKPENLUMX TKaHe. MOXHO NPOBOAMTL APYTME OLEHKN KIIMHUYECKOTO 340P0BbS, Hanpumep,
OCMOTP Ha NpeAMET HaneTa, NMoKasaTeN KPOBOTEUEHWS MU MOABUKHOCTM 3y6OB.

Kak nocraBnsetca: OgHa (1) MembpaHa B ynakoBKe.

[ocTtynHble pasmepsl:
15 MM x 20 MM, 20 mm X 30 MM mm 30 Mm X 40 MM

[ononHuTebHast MHPOPMALMS MO KOHKPETHLIM CTPaHaM 1 MH(popMalus o npoaykre; MembpaHa cToMatosiornyeckas
KonnareHosas SYMBIOS pre-hydrated He cofiep>xar onacHbIX BELLECTB, 15 KOTOPbIX TpebyeTcs crneupanbHas 06paboTka.
MembpaHa cTomaTosnormyeckas Ans TKaHeBOW pereHepauun konnareHoBas SYMBIOS SR MOXHO YTUAM3MPOBaThb B
COOTBETCTBMM CO BCEMY MECTHBIMW, FOCYAAPCTBEHHLIMU UK (hefiepasibHbIMU HOPMaMW.

PekomeH/lyeMble YCNoBUS XpaHeHust Ans Memb6paHa ctomarosiorsyeckast s TKaHeBOl pereHepaumy KonnareHoBas
SYMBIOS® pre-hydrated - at0 komHatHas Temneparypa (15 'C/59 'F - 30 'C/86 'F) B cyxom MecTte (OTHOCUTENbHAs
BMTaXXHOCTb 0T 10% A0 80%). CpoK rof4HOCTY YCTPOIACTBA COCTaB/sET 12 MECALEB CO AHSA U3roToBMeHUs. Mpon3BoauTeNb
rapaHTMpyeT paboToCrnoco6HOCTbL U NOAAEPKaHNE CTEPUILHOCTM MPOAYKTOB B TEUYEHME BCETO CPOKAa FOAHOCTU Mpu
YCnoBWM  XpaHeHus.. TpOAyKT MOXET MepeBO3UTbCA  MI0ObIMU  BUAAMU  TPAHCNOPTa, TakMMKM  KaK  KpbiTble
YKENE3HOA0POXHbIE BaroHbl, KOHTEHEpPbI, FPY30Bble TPAHCMOPTHb[e CPeacTBa, CyA0BbIE TPHOMbI, aBUALIMOHHbIE MOAYN
B COOTBETCTBMM C NpaBWIamy Ans 3TWX BWAOB TpaHCMoOpTa B COOTBETCTBMM C YC/OBMSIMM MEPEBO3KM 6e3 pucka
MoBpeXAeHUs ynakoBky. MPOAYKT He BAUSIET HA OKPYXXaloLLYyKo cpefdy BO Bpems onepauuii. Mpuemnembl HeGoMbLINE
OTK/IOHEHMS OT PEKOMEH/YEMOTO TEMMEPATYpPHOro AvanasoHa Mpy XpaHeHnu, [ocTaBke 1 obpatieHun. MponssoauTens
He MOXKET rapaHT1POBaTh COOTBETCTBUE U3AENNS TEXHNYECKMM XapaKTePUCTUKaM, EC/IM OHU XPaHSITCA MpY TeMnepaTtypax,
He MPEBbLILLAIOLLMX PEKOMEHAYEMBIV TEMMEPaTYPHbIA AnanasoH, 6onee 3 AHeN.
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Labeling Symbols:

MpoussoguTens

He ncnonb3oBarb Mo UCTEYEHUW CPOKa rOA4HOCTH
lNoBTOpPHOE 1CNO/b30BaHKe 3arpeLleHo

\ OcTopoXHO! O3HAKOMBLTECh C UHCTPYKLMEN Mo
MPYMEHEHMIO

LOT

Homep naptun

REF

Homep no katasory

y EC | REP
Manufacturer:

Collagen Matrix, Inc.
15 Thornton Road
Oakland, NJ 07436 USA/OQilA

Distributed by:

I>NSPLY

Implants
www.dentsplvimplants.com

3al'|p6LIJ,EHO MCNonb30Batb npenapar, ecnim
LIE/IOCTHOCTb €ro ynakoBku HapylleHa

T

STERILE

JonycTumasi TemMneparypa xpaHeHwst

CTepVII'IVISOBaHO C MPUMEHEHNEM Oﬁl'lyquVIFI

MoBTOpHas cTepunmn3aLma sanpeLLeHa

RxOnly
B COOTBETCTBUM C 3aKOHOAaTe/1IbeTBOM CLLA
peanu3aupein JaHHOro npenapara MOryT 3aHUMaTbCA
TO/IbKO CTOMATO/ION WU Bpayun, MMeLoLLMe NIALEH3UI0
Ha OCYLLECTBNEHNE MEAMLMHCKON AeATeNbHOCTH

ec | rep
MONHOMOUYHBIV NpeAcTaBMTENb B CTPaHax EC

EU Authorized Representative:

MDSSGmbH
Schiffgraben 41
30175 Hannover/Germany/l'epmanus

YNONHOMOUYEHHbIV NpesCTaBUTESNb NPOVU3BOAUTENS HA TEpPUTOPUM Poccuiickoli heaepauum:

000 "[fleHTcnnaii CupoHa", Poccuiickas ®egepauns, 115432 Mocksa, MpocnekT AHgponosa 18, ¢tp. 6 Ten.: +7 (495)

725 1087
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[MepeBoq, JaHHOMO TeKCTa BbIonHeH Nepesad L Ppanosoi MapToid MVxaiAnoeHOM

Pocciickas denepalys
["opon Mockea
TpvauATL NEPBOro aBrycTa [Be ThIcAHM BOCRVHALATONO roda

7 Awmos e6 BoproosM, HoTapye ropofa MookBbl CBIAIETENBCTBYIO MOVHHOCT
noanven nepesoaunka Ppanosoit Mapukbl MAXaNoBHbL
[ozrmcs caenaHa B MoeM MpVCy TCTBIM,
JWYHOCTb MOMMMCABLLETO [OKyMEHT YC TaHOB/EHA.
3apervCTVpoBaHo BpeecTpe: M 77/09-H/77-2018- M~

B3bICKaHO MOCy/AapC TBEHHO MoLvHb! (1o Tajndyy): 100py6.
Yiia4eHo 3a OKazaHve yYCTyT MPaBoBONO M TEXHHECKONO XapakTepa: 200pyo.

[.B. AKUMOB

00, epbBaHO 1 CKPErIEHO MNeYaTHO b Q&) o
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COLLAGEN MATRIX
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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®
Collagen Membrane SR is a draft copy of the current Instructions for Use (OSCIFU-OU 2014-09
A) containing additional specific information for registration in the country of Russia.

Date

Sworn (0 and subscribed

MATEUSZF. LESZCZAK
NOTARY PUBLIC OF NEWJERSEY
Confim.# 50065913
MyCoRMiMion Expiree 8/10/2022

tS Thomnton Road  Oakland, NJ 07436 « USA
CollageRMatrtx.cen = 20MS5-1477
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SYMBIOS®
Collagen Membrane SR

INSTRUCTIONS FOR USE

A Description: SYMBIOS® Collagen Membrane SR (slow resorbable) is a white, nonfriable membrane matrix
engineered from highly purified type 1collagen fibers derived from bovine Achilles tendon. SYMBIOS® Collagen
Membrane SR is resorbable which eliminates the need for a second surgical procedure that is normally required to
remove a non-resorbable membrane. SYMBIOS® Collagen Membrane SR is supplied sterile, non-pyrogenic and for
single use only.

Indication for Use: SYMBIOS® Collagen Membrane SR is a bioresorbable, implantable collagen material that is
intended for use in dental surgery procedures as a material for placement in the area of dental implant, bone defect
or ridge reconstruction to aid in wound healing post dental surgery.

Contraindications: SYMBIOS® Collagen Membrane SR Collagen is contraindicated in patients who have:

« acute infections or contaminated wound in the oral cavity,

= known allergy to collagen of animal origin or other bovine-derived products,

« clinically significant renal, hepatic, cardiac, endocrine, hematologic, autoimmune or systemic disease, which in the
physician’s judgment, will prevent safe implantation or likely healing.

Warning; Clinicians should use care in screening their patients for any known allergies to collagen or bovine-derived
products. Hypersensitivity reactions have been noted with the use of other products containing bovine collagen;
therefore, the possibility exists of developing a local sensitivity response to SYMBIOS® Collagen Membrane SR.

Precautions: As with all surgical procedures, caution should be exercised when treating medically compromised
patients such as patients receiving long-term steroidal therapy or currently taking anticoagulants. Patients with
clinically significant systemic diseases, indicating a history of anaphylactic reactions, autoimmune diseases,
uncontrolled diabetes or severe hypertension have not been implanted with the membrane; therefore, the safety
and effectiveness for those patients have not been determined. Nor has it been evaluated in pregnant women,
children and/or in patients with conditions involving extremely severe defects with little periodontium or bone.
SYMBIOS® Collagen Membrane SR cannot be resterilized. Open, unused membranes must be discarded. In vivo
stability may be adversely affected if re-sterilized. Cross-contamination and infection may occur if re-used. Do not
use if the product sterilization barrier or its packaging is compromised.

Safety: The product is manufactured from bovine Achilles tendon, which is classified as tissues with no detected
infectivity for Bovine Spongiform Encephalopathy, BSE {World Health Organization Guidelines). The bovine tendon
is known to be one of the richest sources of type | collagen that is commercially available. The manufacturing process
for the product meets European and International Standards for animal tissue sourcing, handling and inactivation of
Spongiform Encephalopathy (SE) pathogens. This process involves a treatment with sodium hydroxide that is a
recognized method of inactivation of SE pathogens.

A viral inactivation study for the product's manufacturing process was conducted by an independent laboratory. In
this study key manufacturing steps were evaluated for their ability to inactivate the following viral strains: Bovine
Viral Diarrhea (enveloped virus) and Porcine Parvoviradae (nonenveloped virus). The study results showed that each
of the manufacturing steps evaluated, including the sodium hydroxide treatment, is effective in inactivating these
viruses.

Adverse Reactions: Possible complications that can occur with any dental surgery include infection, swelling of the
intraoral tissue, thermal sensitivity, gingival recession, excessive gingival bleeding, flap sloughing or dehiscence, root
resorption or ankylosis, loss of crestal bone height, pain, or complications associated with the use anesthesia. Minor
discomfort may occurfor a fewdays.

Application: SYMBIOS® Collagen Membrane SR is packaged in a double sterile pouch. The outer pouch should be
opened carefully, allowing the inner pouch to be placed onto a sterile field. The membrane should be removed from
the inner pouch with sterile gloves or instruments. The periodontal defect or bone defect is exposed by a
mucoperiosteal flap and basic surgical procedures are performed (e.g. curettage). The clinician should perform
thorough debridement of the defect. Space-making material such as autologous bone, demineralized bone matrix
and ceramic materials may be used to fill the defect. As much tissue as possible should be preserved to allow for
primary closure of the wound and correct positioning of the flaps without tension.

OSCIFU-OU 2014-09 REV DRAFT (RUSSIA)

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



SYMBIOS* Collagen Membrane SR can be placed either dry or hydrated. If the clinician prefers the handling
characteristics of the hydrated collagen, the membrane can be hydrated in sterile water or saline solution for
approximately five minutes prior to the final placement. Then, the device may be trimmed to the size and shape of
the defect in the dry or wet state using sharp, sterile scissors. The membrane should overlap the walls of the defect
by at least 2 mm to allow complete bone contact and to prevent gingival connective tissue invasion below the
material. Fixation of the membrane may be indicated to avoid displacement due to loading or mobilization. The
membrane can be sutured in place using absorbable sutures and a non-cutting needle. Resorbable tacks can also be

r used to affix the membrane. Primary closure must be achieved and maintained to avoid accelerated resorption due
to membrane exposure.

Post-operative Procedures: Patients should rinse with an antimicrobial agent such as chlorhexidine gluconate
(Peridex) twice daily for four weeks following surgery. Beginning 24 hours after surgery, the wound site may be
additionally swabbed with a cotton-tipped applicator dipped in the antimicrobial agent. The patient should refrain
from brushing the treated area for two days following the surgery. After this period, the patient may be instructed
to gently brush the area with a soft toothbrush. Dental floss should not be used priortofourweeks following surgery.
Coronal scaling and prophylaxis can be performed at follow-up visits, if indicated. The patient should be seen seven
to ten days following surgery for wound evaluation and removal of any closing sutures or periodontal packing. These
follow-up visits should be repeated every two weeks thereafter, up to eight weeks following surgery. The patient
may return to normal oral hygiene routine.

SYMBIOS® Collagen Membrane SR should be completely resorbed 26 to 38 weeks following surgery. However,
probing and subgingival scaling should not be performed prior to six months following surgery to prevent damage
to immature tissues. Other assessments of clinical health may be repeated, including plaque, bleeding and tooth
mobility indices.

How Supplied: One (1) membrane per package; Two (2) packages per box.

Available Sizes: 15 mm x 20 mm
20 mm X 30 mm
30 mm X40 mm

Additional Country Specific Storage and Product Information: SYMBIOS® Collagen Membrane SR do not contain
any dangerous hazardous substances that would require special handling. SYMBIOS® Collagen Membrane SR can
be disposed of in accordance with all local, state, or federal regulations.

Store at room temperature (15 ‘C/59 ‘F- 30 'C/86 *F) in a dry place (relative humidity about 10% to 80%). The shelf
life of the device is 36 months from the date of manufacture. The manufacturer guarantees the operability and
maintenance of the sterility of the products during the entire shelf life, subject to storage conditions. The product
can be transported by any means of transport, such as covered railway wagons, containers, freight vehicles, ship
holds, aviation modules in accordance with the rules for these to modes of transport, in compliance with the
conditions of transportation without risk of damage to the package. The product does not affect the environment
during operation. Minor excursions from the recommended temperature range during storage, shipping, and
handling are acceptable. The manufacturer cannot guarantee the product to meet specifications, if stored at
temperatures below -10'C / 14°F or above 49”C/ 120°F for more than 10 days.

T
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Do not use if package is damaged
Temperature limitation
Sterilized using Irradiation

Do not resterilize

Federal (U.S.A.} law restricts this device
1o sale by or on the order of a licensed dentist or physician.

Authorized representative in the European Community

g ok of] ~ @

; ’ sbss GmbH :
Collagen Matrix, Inc. ifh
15 Thornton Road Sch ben 41
Oakland, New Jersey 07436 USA 30175 Hannover, Germany

C € ooss

www.dentsplyimplants.com

Authorized respresentative of the manufacturar in the territory of the Russian Federation: LLC “Dentsply Sirona", Russian
Federation, 115432 Moscow, Andropoy, Propsect 18, Bullding 6 tel.: +7 (435) 725
1087
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COLLAGEN MATRIX

SCIENCE <« TECHNOLOGY <« INNOVATION

MepeBog, C aHINIMNCKOrO A3blka Ha PYCCKUIA A3bIK

3AABNEHVE NMPON3BOAUTENA
Bcem 3amHTEpecoBaHHbIM NuLaMm;

KonnareH Martpukc, VHK. (Collagen Matrix, Inc.), ¢ topuguyeckum agpecom: 15 TOpPHTOH
Poyn, OkneHp, Hbto-Ixepcu, 07436, CLLUA HacToAWMM 3aBepsaeT, YTo npunaraemsblie
HCTPYKLUMKN NO NpUMeHeHnto gns MembpaHbl CTOMATON0MMYeCcKOn 4N TKaHeBOW
pereHepaunn konnareHoBoin SYMBIOS® SR ABnsietca Konven AenCTBYOWMNX VHCTPYKLWIA
no npumeHeHnto {OSCIFU-OU 2014-09 A), cofepalinx nHhopmaymo, Ana npowecca
peructpaumn B Poccuu.

/Mognuce/ 1 nioHa 2018 .

Fnopusa Uyknux (Gloria Zuclich) [ata
AvpekTtop, OTaen HOpMaTUBHO-NPaBOBOIoO
perynmpoBaHus

MognucaHo nog NpuUcsrom
B MOEM MPUCYTCTBUMU
1 noHa 2018 roga

/Moanucs/

MATEYLWI &. NEWAK (MATEUSZ F. LESZCZAK)
HOTAPWNYC, HbIO-AXEPCU
NinyeHsnsa Ne 50065913
Cpok geiicTBua nuueHsnn nctekaet 10.08.2022

NeuvaTb: MATEYW &. IEWAK (MATEUSZ F. LESZCZAK)
HOTAPWNYC, HbIO-OXXEPCW/

15 TopHTOH Poys  OkneHA. Huto-Ixkepcn 07436  CLUA

CollagenMatrix.com 201-405-1477
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SYMBIOS*
Mem6paHa cToMaTonoruyeckas ansa TKkaHeBoi pereHepaumu konnareHoeas SYMBIOS SR

NHCTPYKLMA MO MPUMEHEHWIO

OnucaHne: MembpaHa konnareHoBass SYMBIOS® SR (Meg/ieHHO paccacbiBatollascs) NpeacTaBnseT coboii Genyto,
HepacTHKUMY0 MeMOpaHHyt0 MaTpully, pas3paboTaHHY) U3 BbICOKOOUMLLEHHBIX KOJ//lareHOBbIX BOMIOKOH | Tvna,
MOTYYEHHbIX U3 ObIYLETO axmINoBa CyXOXMNS.

Mem6paHa konnareHoBas SYMBIOS® SR paccacbiBaeTcsi, UYTO yCTpaHsieT Heob6XOAMMOCTb B BTOPOI XMPYPrMyecKoi
npoueaype, kotopas 06bIYHO TPebyeTCa AN yAaneHns HeoTpaxKatoLenHepaccacbiBaeMbIX MEMOPaH.

Mem6paHbl NMOCTaBASHOTCA CTEPUIbHBIMMW, HE MUPOreHHLIMI 1 TONbKO A1 O4HOPA30BOr0 MCNO/b30BaHMS.

MokazaHua K NpMMeHeHUo: MembpaHa CTOMaTonorMyeckast 4s TKaHeBoi pereHepaummn konnareHoBasi SYMBIOS SR
npeacTasnseT coboi 6rope3opbrpyeMblii MMMIAAHTUPYEMbIA KONareHoBbIA MaTepuan Ans XMpyprudeckux npoueayp B
MoMOCTN pPTa Kak Matepuan And pasmelleHns B o6n1actv 3y6HOro vMmniaHTara, Aedekra KOCTU WM PEKOHCTPYKLMK
rpe6Hs, YTo6bl MOMOUb B 32)KMB/IEHUM PaH NOCAe CTOMATONOTNMYECKON XMpYpPriu.

MpotneonokasaHusa: MembpaHa konnareHosasi SYMBIOS® SR npoTMBONOKasaH nauyeHTam, y KOTOpbIX eCTb:

* 0CTpast UHEKLMS MM MHAOULMPOBaHHAs paHa B POTOBOM MOOCTY;

© U3BECTHAA anNeprys Ha KonnareH XMBOTHOTO NMPOUCXOXAEHUS UK Apyrve U3Oenns U3 Oblubux TKaHeld;

* KIMHUYECKM 3HauYMMble 3a60/1eBaHNA NOYEK, NeYeHun, cepaua, 3HAOKPUHHOM CUCTEMBI, KPOBU, aTakKe ayTOUMMYHHbIE
WM CUCTEMHbIE 3ab60MIeBaHMs, KOTOpbIe, MO MHEHMIO Bpaya, OyAyT NpensTcTBoBaTb GE30MacHOW UMMIaHTaLuMu wim
32KMBNEHNIO.

Mpepynpexaexune: KnmHnyeckve Bpaun SOMKHbI NMPOSABIATL OCTOPOXHOCTb MPU CKPUHWMHIE CBOWX NALMEHTOB Ha /ltobble
M3BECTHblE a/fieprmyeckme peakuuMyM Ha NPOAYKUMIO M3 KOAnareHa WM KPYrHOro poratoro ckoTta. Annepruyeckue
peakLun Gbi OTMEYEHBI C UCMO/b30BAHUEM APYrUX MPOAYKTOB, COAEPXaLLMX ObluniA KOMareH, noatoMy, CyLLecTByeT
BO3MOXXHOCTb Pa3BUTUA MECTHOW peakuum YyBCTBUTENBHOCTM Ha  Mem6paHbl KoniareHoBble SYMBIOS* SR.

Mepbl NPeAOCTOPOXHOCTU: KaK W B C/iyyae NbbIX XMPYpruyecknx npoueayp, cneayet cobnogarb 0CTOPOXKHOCTb Npu
NIeYeHNN MaLMEHTOB C MeAULMHCKMMU npobsiemamu, B TOM YWCNe NauyeHToB, MOyyalolWmxX ASIMTENbHYI0 Tepanuio
cTepongamun UM NPUHUMAIOLLMX B HACTOsLLEe BpeMs aHTUKOAarynsHTbl. VMnnaHTaums memopaHbl He npoBoawach
naumeHTam C KIMHWYECKM 3HAYMMbIMU CUCTEMHBIMW 3a00NEBAHMAMM, HaSMYMEM B aHamHe3e aHapunakTUYecKux
peakuunidi, ayTOMMMYyHHbIX 3a60M€BaHWA, HEKOHTPONMPYEMOrO [fuabeta WM TSHKEeNoh runepteHsvu. Moatomy
6e30macHoCTb U 3EKTVBHOCTL MeMOPaHbl 415 TakuxX NaUMeHTOB YCTaHOBMEHbI He Gblan. MpUMEHeHe MeMOpaHbI
TaKKe He M3yyaioch Y BEPEMEHHbIX XKEHLUWH, AeTei 1 (UK) Y NaUMEHTOB C COCTOAHMAMM, NPY HabMIOAAKTCA KpaiiHe
TSHKeNble fedekTbl NPy HeBOo/bLLIOM KONMYECTBe NepUodOHTA UK KOCTW.

Mem6paHa konnareHoBas SYMBIOS* SR He MOXET OblTb MOBTOPHO CTepunsoBaHa. OTKPbITble, HEUCNO/b3YeMble
MeM6paHbl AOMKHbI YTUAN3MPOBaHbI. Py NOBTOPHO CTEpUAN3ALIMM MOXET YXYALUMTLCA CTabunbHOCTS in vivo. Mpu
MOBTOPHOM MCMO/b30BaHNM MOXET NPOM30IATY NepeKPecTHOe 3arps3HeHre 1 3apaxxeHne. He rcnonbayiite, ecniv 6apbep
cTepunm3aLmMy NPpoAyKTa Uan ero ynakoska HapyLUeHb!.

BesonacHocTb: MPOAYKT U3rOTOBNEH M3 BbIYbETO axwuinoBa CYXOXWMS, KOTOPbIA KnacCUUUMpYeTCsl Kak TKaHW, He
0o6Hapy>XuBatoLLe NHPEKUMOHHOCTM AN1s Ty6uyaTtoli  sHuedasonatm KpyrnHoro poratoro ckota, BSE (PykoBoacTBo
BcemupHOI opraHu3aumy 34paBooxXpaHeHus). VI3BECTHO, UTO CyXOXM/ME KPYMHOTO poraToro cKoTa SIBSieTCs OAHUM U3
6orateiLLnx NCTOYHWMKOB KonnareHa Tvna |, KOTopbIid ABASIETCA KOMMEPYECKU AOCTYMHbIM.

Mpon3BOACTBEHHbIV MPOLEecC ANA NPOAYyKTa COOTBETCTBYET €BPOMENCKMM 1 MeXyHapoAHbIM CTaHAapTam fia noucka
TKaHeN XXMBOTHbIX, 06PabOTKN 1 MHAKTMBaLUM NaToOreHHbIX MUKpoopraHnaMoB Spongiform Encephalopathy (SE). 3tot
npoLiecc BKoYaeT 06paboTKy rMAPOKCUA0M HATPUS, KOTOPLIN ABSAETCA NPUM3HAHHBIM METOAOM MHAKTVBALWW NaToreHoB
SE.

VccnepoBaHne BMPYCHOM WMHaKTVBauUMM 4S8 MPOM3BOACTBEHHOrNO MpoLlecca NpPoaykta NPOBOAUMIOCL HE3aBKCMMON
nabopatopueii. B 3TOM vccnefoBaHWy KloueBble aTarbl MPOM3BOACTBA OLEHUBANM Ha UX CNOCOBHOCTb MHAKTUBMPOBATH
cnepytoLLyie BUPYCHbIE LUTaMMbI: BUPYCHast Ayapes KpynHOro poraroro ckota (OKyTaHHbIV BUpYc) 1 Porcine Parvoviradae
(6e3 060n0uKK). Pe3ynbTathl MCCNeA0BaHUA MOKa3aaW, YTO KaKAas 13 3TarnoB MPOM3BOACTBA, B TOM uucie 06paboTka
TMAPOKCUAOM HaTpusl, 3EKTUBHA AN UHAKTMBALMM 3TUX BUPYCOB.

Mo60oYHbIE peakLmn: Bo3MOXHbIE OCMIOXHEHNS, KOTOPbIE MOTYT BO3HVKHYTH NpU /II060I CTOMATO/IOTMYECKON XMpypriu,
BK/IHOYAIOT B CE6S1 MH(EKLMIO, OTEK BHYTPUPOTOBOI TKaHW, TEM/IOBYH YyBCTBUTE/ILHOCTb, PELLECCUIO AECHDI, Ype3MepHOe
KpPOBOTEUEHWE AECHbI, OTC/IOEHNE WM MCYE3HOBEHME JTOCKYTA, PE30POLIMIO KOPHS WM aHKUO03, MOTEPH BbICOTbI KOCTU
Kpecta, 60/1b WM OCNIOXHEHWS, CBSI3aHHbIE C WCMOMb30BAHWEM aHECTE3WW. HesHauMTeNbHbIA AMCKOMGOPT MOXeT
NPOU30ITN BTEYEHNE HECKOBKUX AHEN.
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«neHeHve: MembpaHa konnareHoeass SYMBIOS® SR ynakoBaHa B [BOWHYI CTEPW/bHYHO YNaKOBKY. AKKypaTHO
.KpOWTE HapY>XHYO YNaKoBKY 1 MOMECTUTE BHYTPEHHIOK YNaKOBKY Ha CTEPU/bHYIO MOBEPXHOCTb. V13BnekuTe MemopaHy
13 BHYTPEHHEl YNakoBKY NpW MOMOLLM CTEPUSIbHBIX NEPYaTOK UM UHCTPYMEHTOB.
[JethekT napoAoHTa WM KOCTU YXKEe OTKPbIT MOA CAN3NCTO-HALKOCTHUYHBIMU JIOCKYTaMu, W MPOBefeHbl OCHOBHble
XMpypruyeckume npoueaypbl (HanpumMep, KiopeTax). JledeHne AOMKHO BKIKOUATH TLLATENbHYI0 OUUCTKY U MIaHUPOBaHMe
ycTpaHeHus fedekta. [na ycTpaHeHus fedekta MOXET OblTb MCMOMb30BaH 3anofHAOWMIA MaTepuan, Takol Kak
ayTOKOCTb, AEMUHEPa/IN30BaHHbIA KOCTHBI MaTpUKC MM KepaMuyeckue Matepuansl. Cnedyet COXpaHUTb Kak MOXHO
60/blle TkaHW, 4T0Ob( O6ecneunTb NEepBMYHOE 3aKPbITUE paHbl U NPaBUILHOTO MO3UUMOHUPOBAHUS CIM3UCTO-
Ha[IKOCTHWUYHbIX JIOCKYTOB.

Mem6paHy konnareHoBass SYMBIOS® SR MOXHO MPUMEHSTb KakK CyXOW, Tak W YBMaXXKHEHHOW. Ecim B xoge neveHus
NpeanoyTUTE NbHBI CBOICTBA YBIAXKHEHHOTO KO//areHa, MeMopaHy MOXHO NoJepykaTb B CTEPUbHON BOAE WK pacTBope
CO/MN BTEYEHUE MPUMEPHO MATU MUHYT.

OBpexbTe CyXyH UK YBNXKHEHHYHO KonnareHoByto MembpaHy SYMBIOS® SR no thopme getekta npy NOMOLUM OCTPbIX
CTEPU/IbHbIX HOXHUL,

Memb6paHa KonnareHoBas SYMBIOS® SR pgomkHa BbICTynaTb Haf CTEHKaMM Aedekta MPUMMEPHO Ha 2 MM A4S
obecrneyeHnsi MOMHOTO KOHTaKTa C KOCTbIO W 4S9 NpPefoTBpalleHnsi NMPOHUKHOBEHUS COeAUHWUTENIbHOW TKaHW nof,
marepua.

MoxkeT noTpe6oBaTbCa GMKcauns MeMOpaHbl BO M36EXaHNe CMELLEHMA MO Harpy3Kol W NnoaBMKHOCTM. MembpaHy
MOXHO 3aIMKCMpPOBATb Ha MECTE NMpU NOMOLLY PacCachIBAOLLMXCA LIBOB W aTpaBMaTUYECKOW Wbl Takke A0MycKaeTcs
NPUMEHEHNEe paccacbiBalOLLMXCa rBo3aeid. MoBepx paHbl MOMELLAETCS CAUBUCTO-HAAKOCTHUYHBIA NOCKYT, U paHa
MO/IHOCTBIO 3aKPbIBAETCA BO M36EXaHWe YCKOPEHHOrO paccachiBaHus 13-3a 3KCMOHUPOBaHWS MEMOPaHI.

MocneonepaunoHHble npoueaypbl: MauyeHTbl AOMKHbLI BbIMOMHATL MOMOCKAHWE MPOTUBOMUKPOGHLIM PacTBOPOM,
TaKUM KaK X/I0preKcuamnH GUIoKOHAT ABaXKAb! B AeHb B TEYEHUE [BYX Heferb nocse onepaumun. Cnycts 24 yaca nocne
onepaLmm 061acTb paHbl MOXHO A0MNOMHUTENBHO 06paboTaTb TAaMMOHOM, CMOYEHHBLIM B MPOTUBOMMKPOGHOM PacTBOpE.
MaLmeHTy He CnefyeT YACTUTL 3yGbl B 06/1aCTW NIEYEHNS B TeUeHWe [BYX HeaenNb nocne onepauyn. Mo NpoLLecTBun 3Toro
nepviofa nauyeHTy MOXeT ObITb Pa3peLLleHO 0CTOPOXHO YMCTUTL 3yBbl B OGMACTU NIeYeHUst MArKoli NacToid. 3anpeLlaeTcs
1CMoMb30BaHMe 3yGHOI HATW B TeUEHWE YeTbipex HeAenb nocne onepauyu. OcMoTp U npoduiakTyeckme paboTbl MOryT
MPOBOAWTLCS NPW HEOBXOAVMOCTY B XOAE NOCNEAYIOLMX NOCELLEHNIA.

MaumeHT Ao/mKeH 6biTb Nog, HabMoaeHem 7-10 AHeid mocie onepauyu A1 OCMOTPa paHbl U YAANEeHUs HUTeid uin
[leCHEeBOW MOBA3KW. 3TW MOCELLeHUss 3aTeM [O/MKHbI MOBTOPATLCS pa3 B [ABe HeAeNM B TeUeHWe BOCbMM
rnocnieonepauyoHHbIX Hefenb. 3aTeM MauyeHT MOXET BepPHYTbCA K HOPMasibHO TreHe poTOBOIA MOMOCTY.

Mem6paHa konnareHoBass SYMBIOS® SR MonHOCTLIO paccacbiBaeTcs 3a 26-38 Hefdernb nocne onepaumn. Tem He MeHee,
30HAMPOBaHWE 1 NOAECHEBON CKEWNMHT He ciefyeT NpoBOAMTL paHee, YeM Yepes LLeCTb MecsLEeB Nnocne ornepauum Bo
136exaHne NoBpeXaeHNs HeOKPenLLVX TKaHe. MOXXHO NPOBOAWTb ApYrie OLEHKV KIMHUYECKOTrO 3[0POBbS, Hanpuvep,
OCMOTP Ha NMPefMeT HasleTa, nokKasaresin KPOBOTEUEHMA WM NOABMXHOCTM 3y60B.

Kak noctasnsietca: OgHa (1) membpaHa B ynakoBke: [1ge (2) ynakoBKW B MOTPEOUTENLCKOI YNaKoBKE.

JlocTynHble pasmepsl;
15 MM x 20 MM
20 mm x 30 Mm
30 MM x 40 Mm

JononHutenbHas MHpOPMaLWA N0 KOHKPETHbIM CTpaHaM M MHGopMaums o npoaykte: Mem6paHa KonnareHoBas
SYMBIOS* SR He cofepXxar OfacHblX BeLLeCTB, AJ/19 KOTOpbIX TpebyeTca crneupanbHas obpaboTka. MembpaHa
cTomartonormyeckas A5 TKaHeBON pereHepauumn kKonnareHoBass SYMBIOS SR MOXHO YTUAM3MPOBaTL B COOTBETCTBUM CO
BCEMM MECTHbIMU, rOCYAapPCTBEHHLIMU WK (heAepasibHbIMU HOPMaMW.

PekoMeHayeMble YCnoBua xpaHeHus and MembpaHbl konnareHoBoii SYMBIOS* SR - 370 KoMHaTHas Temnepatypa (15
‘C/59 ‘F- 30 X/86 *F) B cyxom MecTe (oTHOCUTENbHas BAXXHOCTb OT 10% A0 80%). CpOK rogHOCTU YCTPOIACTBA COCTaBNAET
36 mecsUeB Co AHA U3roToB/ieHMs. pon3BoaUTENb rapaHTMpyeT paboTocnocoBHOCTL U NOAAEPKaHUE CTEPUSIBHOCTY
NPOAYKTOB B TEYEHWE BCEro CpoKa roHOCTW MpY YCI0BUM XpaHeHWs. TpoayKT MOXeT nepeBo3nTLCA I06bIMU BUAAMMN
TpaHCMopTa, TaKUMM KaK KpbITble XKene3Ho40POXHbIE BaroHbl, KOHTEeHEPbI, FPYy30Bble TPaHCNOPTHbIE CPEACTBa, CyA0Bble
TPIOMbI, aBUALMOHHbIE MOAY/IN B COOTBETCTBUM C NPaBUIaMmn 15 3TUX BUAOB TPaHCNopTa B COOTBETCTBU C YCOBUAMM
nepeBo3kU 6e3 pucka MOBPEXAEHWS1 YNakoBKW. [POAYKT He BAMSIET HAa OKPYXatOLLyl cpefy BO Bpems onepaLuid.
MpuemnemMbl He6OMbLIME OTKIOHEHUA OT PEKOMEeHAYeMOro TeMrneparypHOro AyanasoHa Mpy XpaHeHWuW, JocTaBke U
obpatlleHun. Tpou3BoaUTeNb HE MOXET rapaHTUpOBaTb COOTBETCTBME MNPOAYKTa TEXHUYECKUM TpeboBaHUAM Mpu
XpaHeHuKn npy Temneparype Huxe -10 *C/ 14 ° F wan Bblwe 49 ° C/ 120 “ F 6onee 10 gHel.
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Labeling Symbols:

Mpown3sopuTens

He 1cnonb30BaTh N0 UCTEYEHWM CPOKA FOAHOCTY
MOBTOPHOE KCMO/Ib30BaHNE 3aNpPeLLEHO

=\ OcTopoXkHO! O3HAKOMbLTECH C UHCTPYKLWMER No
NPUMEHEHMIO

LOT

Homep napTtum

REF

3anpelLUeHo Mcnosb3oBaTh Npenapar, ecim
LIENIOCTHOCTb €10 YNaKOBKW HapyLeHa

! JonycTmas TeMneparypa XpaHeHus

STERILE R
CTepWIM30BaHO C NPUMEHEHNEM 0B/yYEHNS

@ MoBTOpHas CTepunM13auys 3anpeLleHa

Rx Only

B COOTBETCTBUN C 3aKOHOAATE/IbCTBOM CLLA
peannsauuein 4aHHOro npenapara MoryT 3aH/MaTbCs
TONbKO CTOMartosiorn nan Bpadu, Merwmne nnueH3n
Ha OCYLLeCTB/IEHWNE MEAULMHCKOI AeATeNbHOCTM

EC | REP
Homep no katanory MoNHOMOYHBIN NpeAcTaBuTeb B CTpaHax EC
I\/ﬂ_ EC | REP
Manufacturer: EU Authorized Representative:
Collagen Matrix, Inc. MDSSGmbH
15 Thornton Road Schiffgraben 41
Oakland, NJ 07436 USA/CLUA 30175 Hannover/Germany/TepmaHust

Distributed by:

\ Implants

www.dentsplvimplants.com

YNONHOMOYEHHbI NpeAcTaBuTelb NPOU3BOANTENS HA TeppuTOpUKU Poccuiickoit theaepauuu;

000 "[AeHtcnnait CupoHa", Poccuiickaa ®epepayuns, 115432 Mockea, NMpocnekt AHgponoBa 18, cTp. 6 Ten.: +7 (495)

725 1087
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TpvaaTs Nepsoro asrycTa [1ge ThIcAuM BOCEVHAALATOrO rofa
A Awmvos 7e6 BoproosiM, HOTapye ropofa Mockebl CBIAIETE/BCTBYHO JHHOCN
noarmcy nepesoaqvka Pparnosoi MapiHb! MAXaoBHbL h
[oorwmcs caenaHa B MoeM MVCY TCTBI.
JWHHOCTB NOANMCaBLLETO JOKYMEHT YC TaHORNEHA.
3aperCcTpVPoBaHo BpeecTpe: Ng 77/09-w77-2018-

B3bCKaHO rocy/AgpCTBEHHOM MoLvHbI (Mo Tapndyy): 100py6.
YiiaueHo 3a OKasaHvie yC/Tyr MpaBoBOrO U TEXHIHECKOrO xapakTepa: 200py6.

.. AkKumos

MO(LLYéBn<®, 4TOHyMEV 11 CKPENVIeHo MeYaTHo

Vv
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