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RESORBABLE DENTAL MEMBRANE FOR BONE TISSUE REGENERATION

SHELTER F/SHELTER S

ENG
Intended use

SHELTER membranes are intended for use in oro maxillo tacial surgery, implant surgery,
periodontics, oral and endodontic surgery for the support of guided bone and tissue regeneration,
for the protection of implants, and for the regeneration of periodontal tissue.

Description

SHELTER membranes are obtained from cattle inspected by the Veterinarian Service, arc
scrupulously purified, defatted, dehydrated, and sterilized by means of treatment with ionizing
rad iation.

Their low antigenicity and excellent bio-compatibility allow them to be used safely and easily in
oro maxillo facial surgery, implant surgery, periodontics, oral surgery, and endodontics.

The membranes are integrated into the surrounding soft tissue. The time needed for coniplete
transformation depends on anatomical variables (the relationship between the living surfaces and
the volume ofthe grafted site) and individual factors varying from patient to patient. They fUnction
as a barrier when applied between the material used for the bone graft and the soft tissu®,. The
membrane forms a biological scaffold that is replaced by newly created connective tissue. * /-

SHELTER Fand SHELTER S membranes differ in the time needed for reabsorption of the device:
based on clinical application of the membrane it is possible to choose between a membrane with
fast reabsorption (SHELTER F, 4 weeks) and a membrane with slow reabsorption (SHELTER S,

3-6 months).
Assortment
Device Trade Name Code Measurements
Bovine SHELTERF BMFpshel!ter0O4A  Pericardium membrane 15x20x0,2 mm
pericardium  (fast reabsorption)
membrane BMFpshelter04B  Pericardium membrane 30x25x0,2 mm

BMFpshelter04C  Pericardium membrane 50x30x0,2 mm
BMFpshelter04D  Pericardium membrane 15x20x0,4 mm
BMFpshelter0O4E  Pericardium membrane 30x25x0,4 mm
BMFpshelter04F  Pericardium membrane 50x30x0,4 mm
\b\ BMFpsheltero4G ~ Pericardium membrane 15x20x0.8 mm
BMFpsheltero4H  Pericardium membrane 30x25x0.8 mm
BMFpshelter041 Pericardium membrane 50x30x0,8 mm
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SHELTER S BMSpshelterOSA  Pericardium membrane 15x20x0,2 mm
(slow BMSpshelterOSB  Pericardium membrane 30x25x0.2 mm
reabsorption) BMSpshelterOSC  Pericardium membrane 50x30x0,2 mm
BMSpshelter05D  Pericardium membrane 15x20xf),4 mm

BMSpshelterOSE  Pericardium membrane 30x25x0,4 mm

BMSpshelterOSF  Pericardium membrane 50x30x0,4 mm
BMSpshelterOSG  Pericardium membrane 15x20x0,8 mm
BMSpshelterOSH  Pericardium membrane 30x25x0,8 mm

BMSpshelterOSI Pericardium membrane 50x30x0,8 mm

Therapeutic indications

SHELTER membranes can be used on their own or in combination with bone substitute RE-BONE
during periodontal and/or dental surgical procedures, including:

« for the maintenance of the alveolus and the alveolar ridge

« for surgery ofthe bony socket with lateral and ridge access

« for horizontal augmentation in 2-wall defects

« for vertical augmentation in 2-wall defects

« for dehiscence and fenestration in peri-implant lesions

« for periodontal regeneration in gingival recession and in 2-wall intraosseous defects

Instructions for use

SHELTER membranes should be used only by practitioners with appropriate professional training
and therefore experts in the techniques of guided regeneration of bone and tissue.

During their application, general principles of sterilization and of medication of the patient should
be observed. Prepare the graft site properly, remove any residue of fibrous tissue, and if necessary
perforate the recipient tissue to enhance the initial phase of regeneration.

The product can be moistened with a physiological solution or with APG (Autologous Platelet
Gel). Immerse the membrane in an excess volume of the solution at room temperature for 2-3
minutes. Membrane can be applied in dry and wet state.

» Measure the defect with a periodontal probe.

 Cut the membrane in its dried state to the desired form and size with sterile scissors.

» Apply one-side of the membrane to the defect.

» Moisten the membrane in situ with the blood present in the defect.

* To isolate the bone cavity from the gingival tissue and adequately support regeneration, the
membrane must exceed the edges of the bone defect by at least 2 mm.

 Cover the bone defect with the membrane., exert moderate pressure for the time needed to stop
the bleeding.

» The membrane can be sutured or fixated with dental tacksL but in most cases this is not necessary
thanks to its evident hydrophilic and adhesive properties. It is recommended placing the sutures at
2-3 mm from the implant, when possible.

* It is important to guarantee that the wound is closed without tension and no saliva enters it.

* The patient should follow the instructions provided by the surgeon for proper oral hygiene.

' The choice of fixing devices (suture material and tacks) is cairied out by the practitioner in accordiuice with the
characteristics ofthe patient's anatomy and the clinical case. All devices used must have a valid Registration
Certificate.
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Contraindications and warnings

The practitioner must of course ascertain the overall clinical status of the patient, evaluating
whether there are any contraindications to the treatment. From the point of view of general health
the following conditions should be screened for: cardiovascular and/or respiratory insufficiency,
tumors, poorly-controlled diabetes, etc. It is also important to evaluate conditions of the actual
surgical site.

Do not use SHELTER membranes with patients with:

* acute infections of the oral cavity or acute or chronic inflammation of the implant site.

» systemic pathological conditions (autoimmune and connective tissue diseases such as lupus
erythematosus, dermatomyositis, etc.) for which oro maxillo facial surgery, implant surgery’,
periodontics, endodontics, or other oral surgical interventions are precluded

» known hypersensitivity to membranes of bovine origin

Do not use the membranes in clinical application in neurosurgery or ophthalmology: the product
is not suitable for contact with the CNS of the patient, or with the eyes.

Studies have not been done on the use ofmembranes of bovine origin during pregnancy or nursing,
nor on their influence on the human reproductive system. For that reason, before implanting
SHELTER membranes the treating dentist must carr y out an individual evaluation ofthe benefits
for the mother and possible risks for the child.

information is not available regarding the necessity of adopting of particular measures based on
the age ofthe patients being treated.

Side effects

* In rare cases allergic reactions or intolerance to membranes of bovine origin cannot be ruled out
« In rare cases there can be inflammatory tissue reaction.

* As with any foreign material, possible pre-existing local infections be exacerbated due tc
implantation of the membrane.

* Possible generic complications can arise also following surgical procedure, for example gun
recession, severe bleeding of the gums, swelling of the soft tissue, sensibility to “W"tpith:
desquamation of the gingival epithelium in the area of the flap, reabsorption or ankylofei”.,cff the
root being treated, some loss in height ofthe crest bone, infections, pain, or complicatioi” rlatec
to the use of anesthetics. *

Interactions with other products and methods r
* The efficacy of SHELTER membranes can be reduced by platelet aggregation inhibitors an3'b>
anti-coagulant medications, as these products can prevent the formation of blood coagulation.

* No interactions with MRI have been observed and, taking into consideration the biochemica
composition of the membranes, no such interactions are foreseen.

Warnings and precautionary measures

« SHELTER membranes are used exclusively in the areas described above. The devices have no
Been tested on patients with particularly grave surgical defects, implant surgery, endodontics ant
pcrtoilpntics.

* Patieifts must be informed ot possible contraindications, side effects, and necessary precautionar
.measiiris within the scope of practice of the treating dentist. In the case of post-operativ
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complications, among them pain, infection, or other isolated symptoms, the patient must
immediately contact the referring dentist.

« Patients with serious systemic conditions (for example poorly-controlled diabetes mellitus.
severe hypertension, severe PAD, malignant tumors, or auto-immune disease), or patients who for
example are undergoing long-term treatment with corticosteroids or anticoagulant therapy, are to
be managed with particular caution, as is the case in all surgical procedures.

* It is necessary to report any serious accident occurring in relation to this medical device to the
manufacturer and the competent authority.

Sterility warnings

« Contents are supplied sterile using an gamma irradiation sterilization process.

* Do not use if sterile barrier is damaged or opened prior to intended use.

* SHELTER membrane is intended for single use only. Do not resterilize and/or reuse.

Disposal

The hazard class of medical waste according to the characteristics of the morphological
composition (in accordance with SANPTN 2.1.3684-21 of Russia):

* Products with an expired shelf life and non-contaminated packaging are classified as Class A
medical waste.

« After contact with the body, the product and packaging must be considered as Class B medical
waste.

Warranty / Liability

The manufacturer warrants that each component ofthe RESORBABLE DENTAL MEMBRANE
FOR BONE TISSUE REGENERATION SHELTER F / SHELTER S has been designed,
manufactured, packaged and tested with standard reasonable care. However, the manufacturer has
no control over the conditions under which the device is used and a partial or complete failure of
the intended function ofthe device may occur for various reasons, in this respect, the warnings in
these Instructions for Use are expressly to be considered as an integral part of this Disclaimer and
provide more detailed information. THEREFORE, TO THE EXTENT ALLOWABLE BY
APPLICABLE LAW, THIS WARJMANTY IS EXCLUSIVE AND IS EXPRESSLY IN LIEU
OF ANY OTHER EXPRESS OR IMPLIED WARRANTY OF MERCHANTABILITY OR
FITNESS FOR ANY PARTICUL™ R PURPOSE AND OF ANY OTHER OBLIGATION OF
THE MANUFACTURER.

UBGEN S.r.I. undertakes to replace products found to be defective in materials or workmanship.
Claims for defects in any product will be accepted by UBGEN S.r.l. in writing within 30 (thirty)
days of the defect discovery by phone: (+39) 049 628 630, or by e-mail: info@ubgen.com, or
through an authorized representative

No claims wall be accepted for products that have been damaged, modilled, improperly stored, or
mishandled.

The authorized representative of IBGEN S.r.l. within the Russian F'ederation:
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Limited Liability Company "N.Sella" (LLC "N.Seila"). Volochaevskaya st., 12A, bldg. 1.111033
Moseow, Russia

e-mail: manager@nsella.ru

tel:+7 (495) 771-75-39

UBGEN Sir.l. declares that RESORBABLE DENTAL MEMBRANE FOR BONE TISSUE
REGENERATION SHELTER F/ SHELTER S meets the requirements UNI EN 1SO 9001. UNI CEI EN
ISO 13485, UNI CEI EN ISO 14971. UNI EN 1SO 14630. A complete list of requirements is available
upon request.

Key to the symbols

CAREFULLY READ THE INSTRUCTIONS BEFORE USING

L
REF PRODUCT CODE
LOT LOT NUMBER

[l EXPIRATION DATE

DO NOT RESTERILIZE

SINGLE USE
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UBGENS.r.1.
Viale del Lavoro, 14 - 35010 Vigonza (PD)
Italy ubgen.com
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10 sottoscritta avv. FLAVIA DE FELICE, Notaio iscritta nel ruolo del
Distretto Notarile di Padova, con sede in Padova, certiflco che la prescnte
copia, composta di 4 (quattro) fogli per 7 (sette) facciate, e conforme al
documento informatico in formato PDF sottoscritto con firma digitale il cui
certificato di firma numero di serie 17AABF intestato a GERETTO ILENIA
valido e non revocato e stato verificato positivamente alia data del
23.06.2023

Si rilascia a sensi DPR 445/2000.

Padova, Via E. degli Scrovegni n. 1

U ventitre giugno duemilaventitrc

Jo |
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[MepeBog, ¢ aHrNNIACKOTO 1 LUIHAYBLSHCKOTO S3bIKOB Ha PYCCKMii i3bIK]

[Ha 6naHke KoMmnaHun «Y6reH C.p.n.»]

[MeyaTb B 1eBOM Mone AOKYMeHTa:
Hotapuyc

®NABUA OE SENYE

HoTtapuanbHas KoHTOpa

OcHoBaHa a-pom I.b. TogeckuHu Mpemyaoii]

[na npefbasneHns no TpeboBaHMIo
[ns npeactaBieHNs B KOMMETEHTHbIe OpraHbl 34paBooxpaHeHunst Poccuiickoin degepaumm

Hactoswmm 8 noaTeepxaato, uto cogepxanve OKCMTYATALVOHHOM AOKYMEHTALN
«MembpaHa CcTOMaTo/MOrMYecKas pesopbupyemMas [ANA pereHepauyn  KOCTHOM TKaHW»  ABNSETCA
[eCTBUTENbHBIM U BEPHbIM.

Komnanusa «¥BIEH C.p.n.» (UBGEN S.r.l), «YBIEH C.p.n.», Bua Pemkna, 71 - 35010, BuroHua
(Magys), Wrama (Via Regia 71 - 35010 Vigonza (PD), Italy), sBnsetcs nepBOHaYa/bHbIM
npounssoguTenem mnsgenus, ykasanHoro 8 SKCIriayATAUNOHHOW AOKYMEHTALUNN.

BuroHua (Magys), 16 vtoHa 2023 T.

[MeyaTb KOMNAHUN:
«YBIEH c.p.n.»
HKOpuamnueckuii agpec: Bua Pemxua, 71
dakTnyecknii agpec: Buane genb JlaBopo, 14
35010 BUTOHUA (Maays)
(Viale del Lavoro, 14, 35010, Vigonza (PD)
PernctpaumoHHbii Homep nnatensumka HAC (IVA): 04750480289]
Inodnuchl

(MeyaTsb, NOAMUCH)

M>xa neHna [ykepeTTo
"eHepa/ibHbIA ANPEKTOP KOMMaHUM «Y6reH C.p.n.»

[NoroTwun komnaHun  [M0ANMCaHO 3MEKTPOHHON NOAMUCHIO:
«MHthoKamepe »] DKEPETTO WNEHNA
MognucaHo 16 moHa 2023 . B 15:02
CepuitHblii cepTudmkar 1551039
[elicTBnTenbHO ¢ 16 noHa 2022 1. no 16 noHsa 2025 T.
LleHTp cepTudMKaumm  KBaIMPUUMPOBAHHLIX  3/1EKTPOHHbLIX  MOANMCeEN
«HpoKamepe» (InfoCamere)

[MeyaTb 1 NnoannUch HOTapuyca Ha KaXK Aol YeTHOW CTpaHuLe IKCNNyaTaLnoHHOW JOKyMeHTauun]
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[Tocomun kosmanuu « Vocen C.p.a.»)

MEMBPAHA CTOMATOJIOTHYECKAS PE3OPBUPYEMAS /IS PECEHEPALLHH
KOCTHOHU TKAHH

SHELTER F/SHELTER S

Ha3snauenue .
Mem6panbl SHELTER npeaHa3zHaueHbl 118 UCNOIb30BaHUA B CTOMATOJIONMUCCKOM YEJIOCTHO-
JIMUEBOH  XUPYPrHH, HWMIUIAHTAUHOHHOM XHPYPrMH, MapoOAOHTONOIMH., XHPYPIUUCCKOIl
CTOMATOJIONMM M JHAOAOHTUHU JUIA MOIICPKKH YNpaBisieMOi percHepauuu Kocteil M TKaHeid,
3aLUMThl MMILJIAHTATOB U pPereHepaly napoJoHTa.

Onucanue

H3penus nonyuyenbl M3 TKaHeH KPYMHOro poratoro CKoTa MoJA KOHTpOJIEM BET€pPHHApPHOIA
cnyxObl, THIATENBHO OYMLIEHBI, 06€3KNHpeHbl, 00€3BOXKEHBI H CTEPHIM30BaHbI TyTeM 00paboTKH
MOHU3HPYIOLIUM H3JTYyUYEHHEM.

Hu3kas aHTUreHHOCTb U OTJIMYHA OMOCOBMECTUMOCTD M3JEJIHiA M03BONAIOT OE30MacHO U JIErKo
KCMOJIb30BaTh WX B CTOMATOJIOTMUYCCKOH YCAIOCTHO-THLCBOM XHPYPIrHUH, UMILIAHTAlLlHOHHOM
XprpFHH,ﬂapOHOHTOHOFMM,XprpFHWCCKOﬁCTOMaTOHOFHHll3Hﬂ0HOHTHH.

MeM6paHbl HHTErPUPYIOTCA B OKpYXaloLMe MATKHE TKaHU. Bpems, HeobxoauMoe s noaHokH
TpaHCPOpPMaUNHK, 3aBUCHT OT AHAaTOMHMYECKHX MoKasaTeiaeil  (COOTHOLIEHHE  MCXKIY
MOBEPXHOCTHIO BUTAILHOH KOCTH M OOBEMOM yuyacTKa TPaHCIUIAHTAUMHM) H HHAMBH/YaJIbHBIX
($axTOpOB, MEHAIOIINXCS OT MaLMEHTa K nauuMeHTy. M3aenus BoinoaHsoT GpyHKIMKU bapbepa npu
NMPUMEHEHHH MEXAY MaTepHaloM, HUCMOJb3yeMbIM [UIS KOCTHOrO TPAHCIUIAHTaTa, U MATKUMH
TKaHAMH. MeMGpana oOpa3yeT OHonOru4eckuii Kapkac, KOTOpblit 3aMelllaeTcs HOBO# co3lanHOR
COEMHHUTENILHOMN TKaHBIO.

Mem6pansl SHELTER F u SHELTER S painuualorcs 110 BpeMEHHM, HCOOXOAMMOMY [Uis
peabcopOuun H3neNUsA: B 3aBUCUMOCTH OT KJIMHHUYECKOrO MPHMEHCHUS MeMOpaHbl MOXHO
BbIOpaTh MeX Ay MeMOpaHoii ¢ 6sicTpoii peabcopbuneit (SHELTER F, 4 nencnau) u memOpanoii ¢
MenenHo# peabcopbumeii (SHELTER S, 3-6 Mecaues).

Bapnaun.l HCIMOJIHCHHR
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Usnenne Toprosoe Kon Pazmepsi
HaHMEHOBaNHe
Mem6pana n3|SHELTER F BMFpshelter04A  |Mem6pana u3 nepukapaa pasmeponm 153x20x0.2 mm
Oblubero (6ricTpaa BMFpshelter04B  |Mem6pana 13 nepukapna pazmeponm 30x25x0,2 My |
nepukapaa  |pesopbuui) BMFpshelter04C  [Membpana 13 nepikapsa pasmcpom S0x30x0.2 mn
BMFpshelter04D  [Mem6pana 13 nepukapna pazmepom 15x20x0,4 sy |
BMFpshelter04E _[Mem6pana u3 nepikapja pasmepom 30\25x0.4 ma
BMFpshelter04F  |Mem6pana 13 nepukapia pazmeponm S0x30x0.4 My
BMFpsheller04G  [McmGpana 13 nepukapaa pasmepom 15x20x0.8 mu |
BMFpshelter04H _[Mem6pana u3 nepukapaa pasmepom 3J0x25x0.8 MM 1
_ BMFpshelter(4l Mem6patna u3 nepukapaa pazmMepom S0x30x0.8 am
SHELTER S BMSpshelter0SA  [MemGpana 13 nepukapaa pazmepom 15x20x0.2 amm
(MeaneHH:s BMSpshelter0SB  [Membpana w3 nepukapiaa pazmeposm 30x25x0.2 mm
pesopbuui) BMSpshelier05C  [Mem6pana 13 nepukapaa pamepos SOx30x0.2 v
BMSpshelier05D  [MemGpana u3 .epukapna pasmepom 15x20x0.4 mas
BMSpshelierOSE  |MemGpana u3 nepukapaa pazmepom 30x25x0.4 mm



N3penne Toprosoe Koz Pa3mepbl
HanmeHoBaHWNe
BMSpshelterO5F ~ Mem6paHa 13 nepukapga pasmepom 50x30x0,4 Mm
BMSpshellerOSG ~ Memb6paHa 13 nepukapga pasmepom 15x20x0,8 Mm
BMSpshelter0OSH ~ Memb6paHa 13 nepvikapga pasmepom 30x25x0,8 Mm
BMSpshelter05I MembpaHa 13 nepmkapaa pasmepom 50x30x0,8 MM

NMoka3aHus

Mem6paHbl SHELTER MOXHO MCNonb30BaTb OTAE/IbBHO WM B COYETaHUW C maTepuanom Ans
3amelleHns aedeKToB KOCTHON TkaHM RE-BONE npu npoBefeHuy nNapofoHTaNbHbIX W/MAn
CTOMATOJIOTMYECKNX XUPYPTUUYECKNX MPOLLEAYP, B YACTHOCTU:

ANS COXpaHeHUs afibBeo N afibBEONSPHOTNO rpebHs

AN XMPYPTUM KOCTHON NYHKW C 6BOKOBbIM M FpebHEBbIM AOCTYNOM

ANS TOPU3OHTANbHOM ayrMeHTauun B ABYCTEHHbIX AetheKTax

ANA BepTUKa/IbHON ayrMeHTaunn B ABYCTEHHbIX feeKTax

ANS WeneBUAHbIX AePeKTOB 1 eHecTpaumm B MeEPUMMMNAHTATHbIX MOPaXKEHMAX

ANS  pereHepayuMyM napofoHTa MpW peueccMnm AecHbl W ABYCTEHHbIX BHYTPUKOCTHbIX
negekTax

WHCTPYKLMS N0 NPUMEHEHUIO

MembpaHbl SHELTER [A0/MKHbI  MCNONb30BaTbCA TOMbKO MNPaKTUKYOLWMMU BpavyamMn c
COOTBETCTBYIOLLEN NpoeccMoHanbHON KBanuuKaLmein, KOTopble, TakKuMm 06pa3om, ABAAOTCA
3aKcnepTamu B MeTOAMKaxX HanpaB/IEeHHON pereHepaLum KOCTER N TKaHei.

B xoge npuvMeHeHUs wn3fenuii JO/MKHbI cobnogatbes o6uwmne NPUHLMNBLI CTEPUNM3aLUN ©
MeANKaMEHTO3HOr0 J/levyeHnUs nauueHTa. Hapgnexawum o6pasoMm MNOAroToBbTe MECTO A/f
TpaHcnnaHTaTa, yaanuTe BCce OCTaTKN PUOPO3HONM TKaHW U, eCiM He06X0AMMO, NPOKONTE TKaHb
B PeLUNUEHTHONM 30He, YTOObl 06/1eruynTh NepByt0 (Pasy pereHepayuu.

N3genve MOXHO CMOYMTH  (PU3MOMOrMYECKUM  pacTBopom unn  ATI  (ayTO/NOrMYHBIM
TpombouuTapHb[M renem). T[lorpysuTb MembpaHy B U36bLITOYHLIA 06beM pacTBOpa npu
KOMHaTHOW Temnepasype Ha 2-3 MUHYTbl. MeMbpaHa MOXET NMPUMEHATHLCA KaK B CYXOM, TaK U B
CMOYEHHOM COCTOSIHUM.

M3mepbTe AedeKT ¢ MOMOLLbI NapoLOHTAYbHOr0 30HAA.

O6pexbTe MemMOpaHy B BbICYLIEHHOM COCTOS(HUM [0 HY)XXHOW (opmbl U pasmepa
CTEPUbHBIMU HOXHULLAMWN.

MpunoXxuTte ofHY 13 CTOPOH MemMbpaHbl K feheKTy.

CmounTe MeMbpaHy in situ KpoBbHo, NPUC}O'CTBYK:»LLel B AedheKTe.

UT0Obl M30/1MpOBaTh KOCTHYK MOMOCTb OT [EeCHEeBOM TKaHW W afeKBaTHO MNOALepXuBaTb
pereHepayuto, MembpaHa J0/HKHA BbIXOAUTL 3a Kpas KOCTHOro AeekTa Kak MUHUMYM Ha
2 MM.

3aKponTe KOCTHbIA AedeKT MeM(>paHoil, MNPUIOXUTE YMEpPEHHOe [aBfieHWe Ha BpPeEMS,
HeobxoAMMOe A1 OCTaHOBKM KPOBOTEYEHUS.

MembpaHy  MOXHO  3aMKCMpPOBATb  LIOBHbIM  Marepuaiom WAM €  MOMOLLbIO
CTOMATOMIOrMYECKNX MWHOB', HO IS GONbLIMHCTBE CNy4YyaeB B 3TOM HET HeobX0AMMOCTH,
NMOCKONbKY MembpaHa o6n1agaeT BblPp@XEHHbIMU  TUAPOPUALHBIMKU U &;LUC3UOHHbLIMM
csoicTBamMn. 10 BO3MOXHOCTM PEKOMeHAYeTCH HakKnaAblBaTb LIOBHbLIA Matepuan Ha

' Bbl60Op (GUKCUPYIOLWMUX U3AeNNii (WOBHOFO MaTepuana U MMHOB) OCYLLECTBAAETCA BPauOM B COOTBETCTBUU C
0CO6EHHOCTAMMW aHaTOMWUN MaLMeHTa N KNMHUYECKUM ciydaem. Bce npumedsieMble W3LeNUs AONMXKHbI UMETb
peiicTBytouiee PernctpayMoHHoe YA0CTOBEPEHME.
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paccToAHUH 2—3 MM OT KMIIAHTAT:L.
- Baxuo ybeauTbes, 4TO paHa 3akphiTa 6€3 HATSKCHHA W BO3MOXHOCTH MONAJAlius BHYTPb
CJIIOHBI.

- TauneHT nosmken cieno0BaTh HHCTPYKLUUAM XHPYPra 110 Ha/UleXaulcil TUrHeHe 10J0CTH pTa.

[lponmonoxazanml H npeaynpexaieHus

Bpaq B 0043aTe/IbHOM MOpAaaAKE MNPOBEPACT oOlee M MCCTHOE KAMHHYECKOE COCTOAIMNE
MalucEHTa, OLECHHBAs HAIHYHUC npomaonoxazaﬂuﬁ K neuyeHnio. B orHowenun olulero
COCTOSIHUA 310pOBbs HeoOXoMMa olieHKa Ha CJACAYIOUIKUE NPOTHBONOKA3AHUA! CCPUACHHO-
COCyAHCTas Wunu peECNHUpPATOpHAA HEAOCTATOUHOCTDb, ONYXOJIK, HCAJICKBATHO KOHTpOJalyCMblﬁ
caxaprli’i amaber M 1.4 Takke BaXKHA OLEHKA MECTHOrO COCTOSHHUS 30HbI IPOBE/ICHNUA
onepauuu.

He ucnons3yiite MeM6panbl SHELTER y nauueHToB nNpu HAJIMYUK CIIEAYIOWIETO:

- OCprle HH(beKUHH I1OJIOCTH pTa imbo OCTPBLIE HJIH XPOHHYCCKHUE BOCHAJICHHUSA B obJlacTu

HMILIAHTAUHH.

- CucreMHble NaToOJOrHH (a)’TOHMMyHHble 3abosieBaHusg U 3a00JiICBaHUSA COCAUHUTENIbHOMN
TKaHH, TAKHE KAK: KpaCcHas BOJIYaHKa, ACPMATOMHO3HT, T.JL.), MPpH KOTOPBIX 3aAlPCUICHbI
YCIOCTHO-JIMUEBBIC, HWMIUIAHTAUUOHHBIC, MNAPOAOHTAJIbHBIC, JH/OJAOHTHYECCKHE HIIH
Apyrue CToMaroJIOrH4€CKHE BMELIATEC/ILCTBA.

- BbiaBneHHas FANEPUYBCTBATCJ/IBHOCTD K MeMﬁpaHaM Oblubero ITPOUCXOXKICHHSA.

He wucnonbiyiite MeMOpaHbl [ KJIMHMYECKOTO TNPUMEHEHHUS B HCHPOXMPYPIrHHM WM
oTanbMOJIOrMH: H3AENHE He npeaHa3HadeHo ans kontakta ¢ LIHC nauuenTta uiam ¢ rnasamu.

UccnenoBanus no npuMeHEHHI0 MeMOpaH GbIYbEro NMPOHCXOXKACHHS B NICPHO/L OEPEMEHHOCTH H
KOPMJIEHHA TPYAbIO, @ TAKXKe BIHAHHUIO M3JE/HS HA PCNPOAYKTHBHYIO CHCTCMY HC/IOBEKa He
npoBoaniuck. Ilo dToit npuumHe nepex umnnantauuedr memOpan SHELTER sicyaumi
cromarosior 00f3aH NMPOBECTH MWHIMBHAYAIbHYIO OLCHKY MO0JIb3bl Ul MATCPU N BO3IMOXKHBIX
pMCKOB Ul peOeHKa.

OtcyTcTBYeT MH(OPMALKUS, CBUAETENBCTBYIOWAA O HEOOXOLHUMOCTH NIPHHUMATL 0COObIE MEpbI
MPEeJOCTOPOKHOCTH B TABUCHMOCTH OT BO3PAcTa NaLUCHTOB, (IPOXO/IALLIMX JICUCHHE.

I1oGouHbIe BO31€HCTEHN

B peaxux Cy4asX HeEab3si HCKIIOYHTB alICPrHYCCKUE peakuuu Wil HCMEePCHOCHMOCTh

MeMOpaH OLIYBCIO MPOUCXOXKIECHHS!.

- B peaxux c1yuasix MOryT BO3HHKaTh BOCHAJIMTEIIEHbIE TKAHCBBIC PEAKUHH.

- Kak u B ciyyae ji1060ro HHOPOJHOrO MaTepHaa, Jo0blc MECTHBIC paHee CYLICCTBOBABLINE
MHQPEKLHMH MOTYT YXyAUHUTHCS M3-31a MMIThaHTaUnH MeMOpaHbl.

- Tlocne Xupypruueckoii omnepauHd MOryT TakXkKe BO3HMKHYTb BO3MOXHble o00uMe

OCJIOWHEHHA, HANPUMEP. peleccHsi ACCCH, CHAbLHAS KPOBOTOYMBOCThL JIECEH, OTCK MATKHX

TKaHeil, YyBCTBHTZ/IbHOCTb K TEMNYy, JA€CKBamalis JeCHEl B 001acTH JIOCKyTa, pe3opOuus

MJIM aHKWJIO3 MPO;IEYEHHOTO KOPHSI, HHEKOTOpas 110Teps BLICOTbI FPEOHS YEIOCTHON KOCTH,

HHOEKUHs, GOJIb WK OCIOKHEHHS, CBA3AHHBIE C IPUMEHEHHEM aHCCTETHKOB.

B3auMoaeiicTBHe ¢ APYIHMH H31€THAMH H METOAAMH
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ApdhekTnBHOCTL MembpaH SHELTER MOXeT ObiTb CHMXXEHa WMHrubmutopamm arperayuu
TPOMOOLMTOB WM aHTUKOArynsiHTamm, MOCKOMIbKY 3TU MNPOAYKTbl MOryT MpeaoTBpalatb
CBepTbIBaHWe KpPOBW.

B3anmopgeincteuii B ycnoBuax cpeabl MPT He BbISIBNEHO W, YYUTbiBasi GMOXUMUYECKUIA
coctaB membpaH, Nogo6HbLIX B3aNMOAENCTBUIA He NpeaBMANTCA.

MpenocTepeXxxeHns, Mepbl NPeLOCTOPOXHOCTHU

Memb6paHbl SHELTER cnegyeT ucnonb3oBaTb TOMbKO HO YKa3aHHbIM Bbllle MOKa3aHUAM.
N3genne He nNpowno KAMHWYECKUX WCMNbITAHUMA Ha nauueHTax Cc 0C060 Cepbe3HbIMM
XVUPYPruyecKmumm UMMNNAHTALNOHHbLIMMU, NapofoHTaNbHbIMU, SHAOLOHTUYECKMMMU
fedekTamu.

B chepy OTBETCTBEHHOCTM flevallero ctomMmaTonora BXoAUT MHpOPMUPOBaHME MaLUeHTOB O
No6bIX  NPOTUBOMNOKa3aHMAX, MOOOYHbIX BO3AEWCTBMAX WM HEOOXOAUMbBbIX  Mepax
NpefoCTOPOXHOCTA. Tpn  HanMuum nocrieonepaunoHHbIX >Kanob, TakMx Kak 60/b,
NH(EKLMA U apyrue oTAeNbHble CUMMTOMbBI, NauueHTy cnegyeT HemeasleHHO 06paTuTbeA
K cTOoMaTtosory.

JleyeHne nauMeHTOB C CUCTEMHbIM 3ab0/seBaHMEM TSXeNon cTeneHn (Hanpumep,
HeafeKBaTHO KOHTPO/IMPYEMbIV CaxapHblii AunabeT, TsKenas apTepuanbHas rUMnepTeH3ns,
TSXKEN0e OKK/3WOHHOe 3aboneBaHWe nepugepuyecknx apTepuin, 3/10KaYeCTBEHHbIe
onyxo/in UAn ayTOMMMYHHble 3a60/1eBaHNS) UM NauMeHTOB, KOTOPbIe, HaNpUMep, 4OKHbI
NPONTWN [LAUTENbHOE JleYeHWEe KOPTUKOCTEpPOMAAMU WAN  aHTUKOarynsaHTamu, cregyet
NMPOBOAUTL C 0COBOIN OCTOPOXKHOCTLIO, KaK U NPU NHOObIX XUPYPrMyYecKnX BMeLLaTelbCTBax.
Heobxoanmo npefoctaBuTb OTYETHOCTb MPOU3BOAUTENO W KOMMETEHTHbIM OpraHam B
cnydae NOObIX CePbe3HbIX HeXenaTeNbHbIX ABMEHWIA, CBA3AHHbLIX C 3TUM MeAULUHCKUM
n3genviem.

MNpepgocTepeXXeHNa 0 CTEPUILHOM COCTOAHUM
Coflep>xMMoe ynaKoBKW MOCTaBNAeTCA CTePU/IbHbLIM MOc/e Mnpouecca CTepuUInsauunm
3NEeKTPOHHO-y4YeBbIM METOO0M.
Ecnn cTepunbHbIi 6apbep NOBPEeXAeH WM BCKPbIT A0 NAaHUPYeMOro npuMeHeHus,
McnonbL3oBaTh U3fenve 3anpeLleHo.
Memb6paHbl SHELTER npefgHa3HayeHbl TO/MIbKO [N OAHOKPATHOrO MPUMEHeHus,
NMOBTOpHasa CTepunn3auns u (Mnm) Ncrnonb3oBaHne 3anpeLeHsbl.

YTunnusauyums
Knacc omacHOCTM MeAULMHCKMX OTXOZOB MO crneuugukaumm mopdosiormyeckoro cocrasa (B
cooTtBeTcTBUM ¢ CAHIMWH 2,1.3684-21 Poccum):

. N3nenns c MCTEKLW MM CPOKOM TFOAHOCTM W He3arps3HEéHHas ynakoBKa OTHOCS3CA K
MeANLMHCKMM 0TX0faM Knacca A.
. Mocne KOHTaK3a C OpraHW3Mo: u3fenve W ynakoBKy C/ieyeT cuumTaTb MeAULUHCKUM

0TX040M Knacca b.

MapaHTNA / OTBETCTBEHHOCTb

MponsgoauTenb,  rapaHTMpyes', U4TO  KaXAblhi  KOMMOHEHT  M34enus MEMBPAHA
CTOMATOJ/IOTMYECKAS PE3OPBEPYEMASA A9 PEFTEHEPALIMN KOCTHOWM TKAHW
SHELTER F/ SHEL.TER S 6bIn cnpoeKTUpoOBaH, M3roToB/eH, YNakoBaH U NPOTECTUPOBAH CO
CTaHAApPTHON AOMKHON OCMOTPUTENbHOCTbIO. TeM He MeHee, MPOM3BOAMTENb HE KOHTPOAMpPYeT
YyCNoBWUSA, B KOTOPbIX WCMOMb3YeTCA U3fdeNve, a YacTUYHOE WAN MOJSIHOe HeLOCTUXEHUe
Xenaemomn PyHKLMOHANIbHOCTN U34eNNsA MOXET NPOU30ATH N0 pasHbIM NpuUyYnHam. B aToli cBs3w
BCE MNpefynpexpaeHns, KOTOpble COAepXAaTCA B HACTOAWEA WHCTPYKLUMM MO MNPUMEHEHWIO.
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cjlelyeT paccMaTpuBaTh KaK SIBHO BBIPAXCHHYIO HEOTHEMJIEMYIO YacTh JAHHONO OrPaHHUCHUSA
OTBETCTBEHHOCTH C NpejocTaB/ieHueM Gonee noapobHoi undopmaunn. TAKUM OBPA30M, B
TOW CTEINEHH, B KOTOPOM 2TO JONYCKAETCS [PUMEHHUMbIM
3AKOHOZATEJIbCTBOM, DTA TAPAHTUSA SABJSIETCS 9SKCKJIIO3UBHOM U
[NPEAJOCTABJBETCA ABHBIM OBPA3OM BMECTO BCEX IPAMO BbIPAXEHHBIX
WJIN  TNOJPA3YMEBAEMbBIX T'APAHTU  OTHOCHUTEJIBHO  TOBAPHOI'O
COCTOSIHUSA WUJIU ITPUTOAHOCTH JUTS ONIPEAEJIEHHOM LIEJIH, A TAKXE JIIOBbIX
APYTI'X OBA3ATEJILCTB ITPOU3BOJUTEJIA.

Komnanus «Y6ren C.p.1» 0bg3yercs npousBecTH 3aMeHy HM3/e/iHil, B KOTOPbIX OOHApYXCHBI
nedeKTbl MaTepHaloB MM NPOU3BOACTBEHHBbIE AedeKThl, B Mpeleiax Mepuoja rapaHTUiiHOIO
cpoka roaHocTu. Ilpeten3uu no nosoay aedextoB M0OOro U3genus NPUHUMAIOTCS KOMIMaHUCH
«Ybren C.p.n.» B nucbMeHHOH popme B TeyeHue 30 (Tpuauaru) aHeil ¢ MOMeHTa oOHapyXeHHUs
nedexta no ren.: (+39) 049 628 630 uau no HnexTpoHHO#H noure: info@ubgen.com unu yepes
yNOJTHOMOYEHHOIO MPEACTABUTENS.

He npuHumaloTcs npereH3uH no M3AEIUsM, KoTopble OblM NMOBpPEXAEHbI, MOAH(HLIMPOBAHBI,
XPaHUJIHCh B HEHAJUIEXKAUIMX YCIOBUAX JIMOO noasepraiuchk HeOpexxHOMY oOpalleHuIo.

YnojiHoMO4eHHBIH NpeAcTaBHTENb KOMNIaHUH «Y0ren C.p.» Ha Tepputopun Pd:
O6uwecTBo ¢ orpaHuucHHO# orBeTcTBeHHOCTBIO "H.Cemna” (OOO "H.Cenna"), 111033, r.
MockBa, BonouaeBckas yi., a. 12A, ctp. 1, Mocksa, Poccus

DnekTpoHHas nourta: manager@nsella.ru

Ten: +7 (495) 771-75-39

Komnanus «Y6ren C.p.n» 3assnser uro uzgenme MEMBPAHA CTOMATOJIOI'MYECKAA
PE3OPBUPYEMAS JUIS1 PETEHEPALIMM KOCTHOW TKAHU SHELTER F / SHELTER S
cooTBeTcTBYET TpeboBaHusM crtangaproB UNI EN ISO 9001, UNI CEI EN ISO 13485, UNI CEI
EN ISO 14971, UNI EN ISO 14630. Tloausiii cnucok TpeboBaHMil npenocrasiscTcs 110

3anpocy.

Pacmu¢poska yc10BHbIX 0003HaAYEHN#H

[jz] BHuMa1e1bHO 03HAKOMBTECH C micrpyxuueﬁ nepea npuyMEHCHHEM

REF Koa u3nenus

LQT Homep naptuu

CpoK roanocTH

XpaHuTL B CYXOM MecTe

< |

"

N

bepeub OT NPAMBIX COMHCYHBIX MyUei

He CTEpHJIH30BATh NNOBTCPHO

He ucrionwn3osarsb MOBTOPHO

He ucnionw3oBaTthb NpH l'l(:BpC)KIl‘SHHOﬁ yYNaKOBKeE

® @ ®
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STERILE|R ITpouece CTEpPHIIH3ANUH FaMMa HINYUCHUEM.

' ,r Temnepatypa xpasenus ot 5°C ao 30°C

«Yoren C.p.a.»

(UBGEN S.r.1.) .

Buane nen Jlasopo, 14 - 35010, Buronua c € 0373
(nposununs INanya), Aranus Pen.06 — 05.2023 r.
{Viale del Lavoro, 14 - 35010 Vigonza (PD) Italy)

ubgen.com
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[Limasn:
‘ TexcT Ha cTpalnlie orcyTcTBYET]
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A, ansokar OPJIABUA [E ®EJIMYE, nuxenoanucasiuuiics HOTapuyc ¢ pesuaenumeii 8 [aaye,
3aperncTpupoBannsii B Peectpe HorapuansHoro okpyra Iagys, wacTosuwmm yA0CTOBEPAIO, HTO
JaHHaA KomuA, cocrosimas K3 4 (4eThIpéX) NUCTOB Ha 7 (CeMH) CTpaHMLAX, COOTBETCTBYET
/ NEXKTPOHHOMY AOKYMeHTY B ¢dopMare PDF, moanucanroMy umpoBofi MOAMMCHIO, KOTOpas
HOATBEPXKIAAcTCA ceprudukaToM noanucu 3a HoMepoM 17AABF ua ums JDKEPETTO
WUIJIEHWUA, aelicTBuTENBHA, HE OTO3BaHA U NpoBepeHa 23 uions 2023 r.

BbiaaHo B coorsetcTBHM ¢ YkazoM [Ipesunenra 445/2000.

IManya, Bna 3. aenbn CxpoBeHsn, Ne |
JlBanuath TpeThe HIOHA JBE ThICAYH ABAAIATL TPETHErO roja

[{Tevame nomapuyca)
/noonuce/
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[B resom eepxuem yaay:
‘ Bua D. aenbu CKpoBeHbH, |, NecTHHIA A
35131, Maays (via E. degli Scrovegni, 1 scala A, 35131, Padova)
0496548 11
info@notaiodefelice.it]

[B npacom eepxuem yeny:

Buane Jypona, 27

35028 ITvoBe nu Cakko (viale Europa, 27, 35028 Piove di Sacco)
049 58 41 096

info@notaiodefelice.it]
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MepeBof AaHHOTO TeKCTa BbINONHEH NEpeBoAYMKOM KiHax BaneH TUHOi MeTpoBHOI.

Poccuiickaa depnepauus
M"opog Mocksa
[BajLaTb BOCbMOro UIOHA [1BE ThiCAYY ABafLaTh TPeTbhero roga
A, KBuTKo ®efop AnekcaHaposuy, HoTapuyc ropoga MocKBbI, CBUAETENLCTBYH NOAINHHOCTbL NOANUCK
nepesofumKa KrHax BaneHTUHbI [1e TPOBHBI.
Mognuck chenaHa B MOEM MPUCY TCTBUN.
JINYHOC T NOAMMCABLLErO JOKYMEHT YCTaHOB/IEHA.
3aperucTpuposaHo B peecTpe: N9 62/137-H/77-2023- ¢ A
YnnayeHo 3a coBepLUeHe HOTapuanbHoro geiicTausa: 400py6. 00 kon.

% £K

®.A. KBuTKO

Bcero npoLuHyposaHo,
MPOHYMepOBaHO
1 CKpeneHo nevyaThbio mcT(a)(oB)

HoTapuyc
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Poccuiickas degepauns
opog Mocksa

[Baguarb BOCbMOIO MOHA 1BE ThiCAYMN ABafLAaTh TPETLETO rofa
A, Keutko ®epfop AnekcaHfpoBu4y, HoTapuyc ropofa MOCKBSI,
CBUAETENbCTBYHO BEPHOCTb  KOMWMM € MNPefCTaB/IEHHOro  MHe

[LOKYMeHTa.
Py '
3apervctpullioBaHo B peecTpe: Ne 62/137-H/77-2023-

YnnayeHo 3a CoBepLUEHNe HOTapUabHOTO AeiCcTBuS: pye.

®.A. KBUTKO
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