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Straumann® Membrane Flex™

Resorbable Collagen Membrane For Dental Surgery
INSTRUCTIONS FOR USE

Description:

Straumam® Membrane Flex™ Resorbable Collagen Membrane is a white, nonfriable,
resorbable, single layered, conformable collagen membrane matrix manufactured from
purified porcine peritoneum. Straumann® Membrane Flex™ is sterilized by gamma
irradiation and is supplied sterile, non-pyrogenic, and for single use only.

Intended use:
Straumann® Membrane Flex™ is a bioresorbable, implantable collagen material that is
mtended for use in oral sui”~cal procedures as a resorbable membrane material for use in;
simultaneous use of guided bone regeneration (GBR)-membrane and implants;
augmentation around implants placed in immediate extraction sockets;
augmentation around implants placed in delayed extraction sockets;
localized ridge augmentation for later implantation;
alveolar ridge reconstruction for prosthetic treatment;
filling of bone defects after root resection, csretectomy or removal of retained teeth;
guided bone regeneration in dehiscence defects; and
guided tissue regeneration procedures in periodontal defects.

Contraindications:

Straumann® Membrane Flex™ is contraindicated in patients who have:

» acute infections or contaminated wound in the oral cavity;

» aknown allergy to collagen; 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.

Administration:

Straumann® Membrane Flex™ 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 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.

Straumann® Membrane Flex™ can be placed either diy or hydrated. Ifthe 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 final placement.
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Straumann® Membrane Flex™ can be trimmed to the size and shape of the defect in the dry
or wet state using sharp, sterile scissors.

Straumann® Membrane Flex™ 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
noncutting 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 resorbed in
approximately 12 to 16 weeks.

Post-operative procedures:

Straumann® Membrane Flex™ is completely resorbable and should not be removed. 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 fix>m brushing the treated area for two weeks foUowing 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 foUowing singery. Coronal
scaling and prophylaxis can be performed at follow-up visits, if indicated.

The patient should be seen seven to ten days foUowing singery 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 foUowing surgery. The patient may
return to normal oral hygiene routine.

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

Warning:

Clinicians should use care in screening their patients for any known allergies to collagen.
Hypersensitivity reactions have been noted with the use of other products containing
collagen; therefore, the possibUity exists of developing a local sensitivity response to
Straumann® Membrane Flex™.
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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, autoimmxme 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.

Straumann® Membrane Flex~ cannot be resterilized or reused. Open, unused Straumann®
Membrane Flex™ must be discarded. In vivo stability may be adversely affected if
resterilized. Cross-contamination and infection may occur if re-used.

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

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.

Storage:

The product should be stored at room temperature (15“C/59°F to 30°C/86°F). Avoid
excessive heat and humidity.

How Supplied:
Straumann® Membrane Flex™ is supplied sterile, non-pyrogenic and for single use only.
One (1) membrane per package, size 15 x 20 mm, 20 x 30 mm, or 30 x 40 mm.

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

Labeling Symbols:
Symbols may be used on some international package labeling for easy identification.

Caution, Consult accompanying documents

XK

M Use by date

Do not re-use

Do not use if package is damaged
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LOT Batch code
[TBEwWrS Sterilized using irradiation

Temperatme limitation

[bef] Catalog number

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

Mi Manufacturer

BE P Authorized European Representative

Distributed by (USA):

Straumann USA, LLC

60 Minuteman Road

Andover, Massachusetts 01810 USA

Distributed by:

Institut Straumann AG

Peter Merian-Weg 12
CH-4002 Basel, Switzerland

Manufacturer:
Collagen Matrix, Inc.
15 Thornton Road
Oakland, New Jersey 07436 USA

FCIREP Authorized European Representative:

MDSS GmbH
Schiffgraben41
30175 Hannover, Germany
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Russia specific Storage and Product Information:

Technical characteristics:

Straumann® Variant Variant Variant
Membrane Flex 15 mm x 20 mm 20mm X30mm 30mm x40 mm
Acidity (extractable pH) 6-9

The product is a white, nonfiriable, semi-permeable, resorbable, single layered,
conformable collagen membrane matrix and meets the requirements of the international
standard BS EN 22803 “Dentistry. Membrane materials for guided tissue regeneration in oral
and maxillofacial surgery. Contents of technical File".

The product is biocompatible (nontoxic) and meets the requirements of international
standards 1ISO 10993 “Biological evaluation of medical devices” and ISO 7405 “Dentistry.
Evaluation of biocompatibility of medical devices used in dentistry”.

Application condition:
Medical institutions o f dental profile.

Disposal:

Shelf (sterility) life of the product is 3 years from the date of manufacture under
observance of storage and transportation regulations.

The product shall be disposed of in accordance with regulatory documentation and
requirements applicable to this type of medical product in the country of distribution.

Warranty:

Straumam® Membrane Flex™ do not contain any hazardous, non-toxic substances
that would require special handling.

Shelf (sterility) life of the product is 3 years from the date of manufacture under
observance of storage and transportation regulations.

The manufacturer guarantees the operability and maintenance of the sterility of the
products during the entire shelflife of 3 years, subject to storage and transportation
conditions. The product can be transported by any means of transport, such as covered
railway wagons, containers, fieight 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.

Complaints:

Issues on application of the medical product, undesirable events identified in course of
product application, and quality complaints firam the customers in the territory of the Russian
Federation shall be directed to authorized representative at below contact details:
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Straumaim LLC

119A, Leninskiy Avenue, Moscow, 119571
Phone: 8 (495) 139-74-74

e-mail: info.rufaistraumann.com
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[MepeBog ¢ aHrMMINCKOro A3blKa Ha PyCCKMii A3bIK}

«YTBepXaar»
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HOPMATVBHO-MPaBOBOr0 PeryMpPoBaHUs

Merrn XaHceH (Peggy Hansen)
/nognuce/
24 vioHa 2019 T.

NHCTPYKUWMA MO NMPUMEHEHWNIO MEANUVMHCKOI O N3AE/TNA

«MEMBPAHA KOJ1JTATEHOBAA PACCACDBLIBAKOLWLAACA STRAUMANN®
MEMBRANE FLEX™» B BAPUAHTAX NCIMOJIHEHUA

[LLITamn: MognucaHo B MOEM MPUCYTCTBMM B (DOPMe HOTapUasibHO YAOCTOBEPEHHOIO
3aaBneHns 24 noHa 2019 roga]
/nognwuce/

[LLITramn: /IV3A C. AieHAPAO (LIESA S. DeNARDO),

I'IYB}'II/Il-IHbII7IV HOTAPNYC, HbIO-IXKEPCIU
CPOK MNMOJIHOMOYUNN NCTEKAET 06.12.2022 roga]
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Straumann® Membrane Hex™>
Mem6paHb! Ko/inareHoBble paccacbiBatoLmMecs 415 CTOMATON0rMYeCKO X1pyprum

NHCTPYKLUWWA MO NPUMEHEHNIO

OnwucaHwe:

MeMm6paHbl  KONMareHoBble — paccacbiBatolimecs  Straumann®  Membrane  Flex™
NpeacTaBNAT cOO0M 6enbli, HEKPOLALLIMIACS, paccacbIBaKOLMIACS, OAHOC/OMHbINA, NNaCTUYHBINA,
KONnareHoBbli MeMOpaHHbIA MaTPUKC, W3rOTOBMEHHbIA W3 OYWLLEHHON CBMHON OPHOLLNHDI.
Straumann® Membrane Flex™ cTepunnsyetca ramma-obsyyeHMeM W MOCTaBMsSeTCA B
CTEPW/IbHOM, anuporeHHOM COCTOSIHUM TOJIbKO /19 O4HOPA30BOro UCMO/1b30BaHNS.

Noka3aHusA:

MembpaHa Straumann® Membrane Flex™  gBnseTca  camopaccacbIBaroLLMMCS,
UMMNNaHTUPYEMbIM KO//TareHoBbIM MaTepuasiom, npefHasHavyeHHbIM A/19 UCMO0b30BaHUA Mpu
BbIMOSIHEHUN  XUPYPrUYecKUX npouesyp B MONOCTM pTa B KayecTBe pe3opbupyemoro
MeMOpaHHOro mMartepuana B ClefyoLmx ciyyasx:

* O[HOBPEMEHHOE MCMO/b30BaHe MeMOpaHbl A5 HanpaB/ieHHON KOCTHOW pereHepauun (HKP)
N UMNJIQHTATOB;

* paclwupeHve MpOCTPaHCTBA BOKPYr WMMNMIAHTATOB, YCTAHOB/IEHHbIX B JIYHKA Mpw
HenocpeACTBEHHOW 3KCTPaKLmMu;

* pacLUMpeHne NPOCTPaHCTBA BOKPYT MMMIAHTaToB, YCTaHOB/IEHHbIX B IYHKW MPY OTCPOYEHHOIA
3KCTpaKuuu,

* pacLUMpeHmne NOKanM30BaHHOMO a/lbBEOISPHONO OTPOCTKA ANA Noc/eAyoLweid MniaHTaumm,;

* PEKOHCTPYKLMSA a/IbBeONAPHOro 0TPOCTKa A1 NPOTE3NPOBaHUS;

* 3aMno/IHeHNe AeeKTOB KOCTU MOC/e pe3eKunn KOPHS, LMCTIKTOMUN U YAANIEHUS MOSIOYHbIX
3y60B, He BblNaBLUNX B CPOK;

* HanpaB/ieHHasa pereHepaw s KOCTHON TKaHW B AetheKTax ferncueHumm;

* yrpaB/seMble Npouefypbl pereHepauuy TKaHel B epeKtax napogoHTa.

[MpoTmnBONOKa3aHUA:

MembpaHa Straumann® Membrane Fex™" npoTuBonokasaHa naumeHTaMm, KOTOPble
NMELOT:
* OCTPble MH(EKLMN WX 3arPS3HEHHbIE paHbl B POTOBOW MOOCTY;
* YCTAHOB/IEHHYIO &/1/IEPTUI0 K KOMNareHy;
* K/IMHWYECKWN 3HA4YMMOe 3ab0/1eBaHme MoYek, neyveHu, cepaua, IHAOKPUHHOWM CUCTEMBI, a TakxKe
remarosiormyeckoe, ayToMMMYHHOE WM CUCTEMHOE 3abo/ieBaHNe, KOTOpPOoe, MO MHEHWUIO Bpaya,
OyfeT npenATcTBOBaTb 6€30MacHO MMNAaHTaUMK UK BEPOSITHOCTU UCLENIEHNS.

MpumeHeHe:

Memb6paHa Straumann® Membrane Flex™ nocrasnsetcs B [BOVHOWM CTEpU/IbHOM
yrnakoBke. Hapy>HbIi MeLloYeK crieflyeT OTKpbIBaTb OCTOPOXHO, YTOObI BHYTPEHHUI MeLLIoYeK
MOXHO Obl/10 MOMECTUTb Ha CTEPUIbHOM nosie. MemMbpaHy CnefyeT MU3BMeKaTb U3 BHYTPEHHErO
MeLLIOYKa B CTEPU/IbHbIX MepyaTkax Uy Npu NoMOLW CTEPUIbHBIX MHCTPYMEHTOB.

C nomoLbl0 OTCNamMBaHWsA CU3UCTO-HAAKOCTHUYHOIO /10CKYTa O6HaXatoT fAedekT
KOCTW, [MOC/Me Yero BbIMOHAKOTCA OCHOBHbIE XWMPYpPruyeckue npouesypbl  (Hanpumep.
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BbICKab/imBaHue). [1ns 3anonHeHns fedeKTa KOCTM MOTYT UCMOMb30BaTLCA TaKue 3ano/HsAoLLme
maTepuasibl, KaK asifioreHHas KocTb, AeMUHEPaIN30BaHHbIA KOCTHbIA MaTpUKC U KepaMUyeckme
maTepuasbl.

Memb6paHy Straumann® Membrane Flex™ MOXHO pasmewlatb B CyXOM WU
yBN@XHEHHOM Buge. Ecnv  Bpay oTgaeT npegnoyteHne paboymm  XapaKTepuCTUKam
rMApPaTMpoOBaHHOrO KoMnareHa, MemoOpaHy MOXHO repef  OKOHYaTeNbHOM YCTaHOBKOW
YBIXHUTb B CTEPU/IbHON BOAE WM (PU3MONOrMYECKOM PacTBOpPe B TeYeHMe MPUMEPHO NATU
MUHYT.

Memb6paHy Straumann® Membrane Flex™ Mo)HO 06pe3aTb M0 pasmepy U ¢opme
fedeKTa B CyXOM Wn BNaXKHOM COCTOSHUM, UCMOJb3YS OCTPble CTEPUIbHBIE HOXHULLbI.

MembpaHa Straumann® Membrane Flex™ pgomkHa nepekpbiBaTb CTEHKU fedeKTa Mo
MeHbLLEn Mepe Ha 2 MM, YTOObl 06ecneynTb MOMHbIA KOHTAKT C KOCTbIO WM MPefoTBpaTUThb
NPOHWKHOBEHWE MOJ, MaTepuas JeCHEBOW COeAMHUTENIbHON TKaHW.

MoXXeT ObITb NMOKa3aHO (YMKCUMPOBaHME MEMOpPaHbI BO 136eXXaHNe CMELLEHNS BCeAcTBme
Harpyskm unu mobunusauun. MembpaHy MOXHO MPULWINTL HEPEXYLLEW WIIoW, WCNosb3ys
paccacbiBatoLMecs LLIOBHbIE MaTepuasibl.

[ns npukpenneHns meMopaHbl MOXHO TakXe MCMOoNb30BaTh Pe30pbupytoLne KHOMKK.
Cnn3NCTO-HAAKOCTHUYHBIN NIOCKYT NPULLIMBAOT HaL KO/nareHoBOW MembpaHoi; Npu 3TOM paHa
[0/MKHA ObITb MOMTHOCTHIO 3aKpbITa BO M36eXKaHWe YCKOPEHHOr0 paccacbiBaHWs 13-3a Oro/eHNs
MeMbpaHbl. MeMb6paHa [0/1Ha paccacbIBaTbCA B TEUEHME NPUOIN3NTENBHO 12-16 Heaens.

MocneonepaynoHHbIE NpoUeAYpPbl:

Memb6paHa Straumann® Membrane Flex™ sBnseTcs NONHOCTbIO paccacbIBalOLLMMCS
maTtepuasiom, No3ToMy Heob6XOAMMOCTb B ero ygaseHun otnagaet. MaymeHT 4O/MKeH NOM0CKaTh
paHy NPOTMBOMMKPOOHbLIM CPEACTBOM, HanpumMep, XJ0prekcuamH rnokoHatom (Mepuekc) asa
pasa B [eHb B TeYeHMe YeTblpex HeAesnb Mocne onepaunn. HaunmHas ¢ 24-ro 4vaca nocne
onepayuy, y4aCTOK paHbl MOXHO AOMOSHUTENILHO MNPOTMPaThL LUNaTefieM C  BaTHbIM
HaKOHEYHUKOM, CMOYEHHbIM NPOTUBOMUKPOGHBLIM CPeACTBOM.

MaumeHT JO/MKeH BO3MAePXKaTbCs OT YUCTKM 3y60B C 06pabOTaHHOW MOBEPXHOCTbLIO B
TeyeHWe [ABYX Hedenb nocne onepauyun. o MCTeYeHWM 3TOro nepuoga nauveHTy MOXKHO
paspeLnTb OCTOPOXHO YUCTUTL 00paboTaHHYH MOBEPXHOCTb MSFKOW 3y6HOM LWETKOn. [o
NCTeYeHUs YeTbipex Hedenb Mocse onepauum 3y6HOW HUTBLIO MOJ/b30BaThCA He PEKOMEHAYETCS.
UNCTKY Hapy>XHOW 4yacTh 3y60B M MPOPUNAKTUYECKYHD UYMCTKY MOXHO BbINOMHATL B XOAe
nocnefyoLmx BU3UTOB B COOTBETCTBMN C YKa3aHUAMM Bpaya.

Uepes ceMb-AecATb AHEN nocne onepaummy nauueHT JO/MKEH NPONTM OCMOTP ANA OLEHKN
COCTOAHUA paHbl N YAaNeHNs KakuX-Mb0o 3aKpbiBatOLLMX LUBOB MM NapOAOHTa/IbHOW MOBS3KM.
Mocne 3Toro aTv BU3NUTLI C LieSIbH0 MOCNeAYHOLLEero HabntogeHNsa AOMHKHbI NMOBTOPSATHCA KaXKAble
[iBe Heaenu B TedeHue He 60/1ee BOCbMU Heaenb nocse onepaumn. MNaunveHT MOXET BEPHYTLCA K
HOPMa/lbHOMY PEeXXUMY TUreHbI NOIOCTA PTa.

30HA4MpOBaHNE N NOAJLECHEBAS YMCTKA HE AO/MHKHO BbINOMHATLCA 40 UCTEYEHWS LLECTU
MeCsiLLeB L,0C/e onepaummn ¢ Lenbio NpefoTBpaLleHns NOBPeXAeHNs He3penbiX TKaHeil. MoryT
ObITb TakXKe NMOBTOPEHbI Apyrve 06cnefoBaHNst KIMHUYECKOrO 340p0Bbs 3y60B, B TOM YKC/E Ha
npeameT 3yO6HOro HasneTa U KPOBOTEUeHMs!, a TakkKe N3MepeHne NHAeKca pacluaTbiBaHus 3y60B.

MpepynpexaeHue:
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Bpauun 00mKHbI NPOSBAATL OCTOPOXHOCTb NPY CKPUHMHIE CBOMX MaLMEHTOB Ha npeameT
NHBOro yCTaHOB/IEHHONO BUAA anneprum Ha KonnareH. Npu ncnonb3oBaHUM Apyrmx NpoayKTos,
cofepXallumMx KosnareH, OTMevyaMCb peakuun runepyyBCTBUTENIbHOCTU, TakuMM 06pas3oMm,
CYLLECTBYET BO3MOXHOCTb Pa3BUTUA JIOK&/IbHOM peakuuMn 4YyBCTBUTE/ILHOCTU Ha MembpaHy
Straumann® Membrane Flex™”,

Mepbl NpejoCTOPOXKHOCTHU:

Kak 1 npuv npoBeeHUM BCEX XUPYPrMYecKUX mnpoueayp, Cneayet nposiBasTb
OCTOPOXHOCTb MPU NIeYeHUN MaLMEHTOB, MOABEPKEHHbLIX MEAMLMHCKOMY PUCKY, Hanpumep,
NPOXOAALLMX [O/ITOCPOYHYIO Teparnuio CTepongaMmm UM NPUHUMAKOLLMX B HaCTOsLLEe Bpems
aHTUKOarynaHTol. lauMeHTaM C  KIAMHWYECKM 3HAYUMbMUM  CUCTEMHbIMW  3a00/1eBaHUAMU,
yKasblBalOWMMMN  Ha  aHaunakTUyeckMe  peakuuu,  ayTOMMMYHHble  3ab0/sieBaHus,
HEKOHTPOIMPYEMbIA AMabeT UAn TSHXKEeNy (opMy apTepuasbHON TUMNEPTEH3UMN B aHaMHese,
MeMbpaHa He VMMNIaHTMPOBasacb, NO3TOMY 6e30MacHOCTb UM 3PYPEKTUBHOCTL MPOAYKTa ANs
TakMX MNauMeHTOB He YCTaHOB/EHbl. AHa/IONM4YHas OLUeHKa He [MpoBOAMIach TakKxe Y
OepemMeHHbIX YKeHLMH, AeTeid u/vnn y nauueHToB € 3ab0/n1eBaHUAMM, CBA3AHHLIMU C KpaliHe
cepbesHbIMK fedeKTamy Maioro NepuooHTa UM KOCTy.

MembpaHa Straumann® Membrane Flex ™ He NOAMEXWUT NOBTOPHOM CTepunnsaumm um
1Cnonb30BaHNIO. OTKPbITbIE, HEUCMO/b30BaHHbIE YMakKoBKM MembpaH Straumarm® Membrane
Flex™ HeobxoguMo yTunuM3upoBaTb. [OBTOpHas CTepuam3aums MOXET OTpuuaTe/lbHO
cKasaTbCA Ha CTabunbHOCTM in vivo. [1OBTOPHOE WCMO/Mb30BaHME MOXET MPUBECTU K
NnepeKpecTHOMY 3arpsA3HEHUIO U NHEKLN.

He ucnosnb3oBath MPOAYKT MPW HapyLUeHUW CTepuUIbHOro Gapbepa Wav MOBPeXAeHUN
yraKoBKW.

HexxenaTtenbHble peakunu:

Bo3MOXHble OCMOXKHEHUS, KOTOpPbIE MOIyT BO3HUKHYTb MNP Nto60ol CTOMATONOrMYECKOM
onepaunn, BKIKOYalOT B cebs I/IH(*)eKU'l/HO, 0TeK BHyTpMpOTOBOVI TKaHW, TeMnepaTypHyto
YyBCTBUTE/IBHOCTbL, AECHEBYHO pPELECCUIO, YPE3MEPHYH KPOBOTOYMBOCTbL AECEH, LUENyLlIeHNe
JIOCKYTa, paccacCbliBaHWE WA aHKWKMI03, COMPOBOXAaloLlnecs n0Tepe|7| BbICOTbl aJ/IbBEO/IAPHOIO
rpe6Hﬂ, 007160 UK OC/IOXXKHEHUAMMW, CBA3AHHbLIMK C WUCMOSIb30BaHWEM aHecTe3nun. B TeyeHue
HECKO/TbKKNX ,qu|7| naymeHT MOXXET UCMbITbIBATb He3HaYNTeNbHbIN ,D,VICKOM(*)OpT.

XpaHeHwue:

PeKOMeH[I0BaHHbIE YC/IOBUA XPaHeHWs W 3Kcniyatauum Ans Mem6paHbl Straumann®
Membrane Flex™ Temnepatypa 15-30°C, n3beraHve 4pe3MepHO BbICOKOW TeMmnepaTypbl U
BNXXHOCTW.

dopma nocTaBKNU:
Mem6paHbl  Straumann® Membrane Flex™ nocTaBnstOTCA  anvMpPOreHHbIMU 1
CTEPUNbHBIMW U NpeAHasHayeHbl TOMbKO A1 O4HOPas30BOro wucnosib3oBaHusa. OpHa (1)

MeMbpaHa Ha ynakoBky, pasmepoM 15 Mm X 20 MM, 20 MM X 30 Mm 1m 30 MM X 40 MMm.

BHumaHwue!

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



CornacHo ®PepgepasibHoMy 3akoHy CLUA gaHHOe n3fenne MOXXeT npodasBaTbCs TOMbKO
BPay4oOM-TepanesToOM WM CTOMATOIOrOM WK MO ero pacropsi>KeHUIO.

C1MBO/bI MapKUPOBKMU:
Ans ynpoLeHns naeHTUHNKaLMM Ha HEKOTOPbIX MEXAYHaPOAHbLIX 3TUKETKAax YNakoBKW MOryT

Mncnosib3oBaTbCA CUMBOJIbI.

A BHuMaHne! O6paTUTECh K COMPOBOANTENbHLIM JOKYMEHTaM

Vicnons3oBaThk A0

® He ona NnoBTOPHOr0O UCMNO/b30BaHNA
(8) He ncnonb3yiTe NPoAYKT, eciv yrnakoBKa NoBpexaeHa
LoT Kog, naptun
BEM/R CTepunn3oBaHo C UCMONb30BAHNEM FraMMa-nU3nyyeHuns
X TemnepaTtypHble orpaHuyeHus
REE Homep no katanory

BHumaHune! CornacHo ®epepanbHomy 3akoHy CLLUA gaHHoe u3genve
MOXET NpojasaTbCA TOMIbKO BpPayOM-TeparieBTOM WM CTOMATO/I0roM
WX MO ero PacropsKeHuIO.

M3rotoButens

£ P YNoMHOMOYeHHbI NpeAcTaBuTeNb B EBpone

PacnpocTtpaHuTens (CLUA):
Straumann USA, LLC

60 Minuteman Road

Andover, Massachusetts 01810 USA

PacnpocTpaHuTesb:
Institut Straumann AG

Peter Merian-Weg 12
CH-4002 Basel, Switzerland

N W3rotoBUTesb:

Collagen Matrix, Inc.

15 Thornton Road

Oakland, New Jersey 07436 USA

Ry nonHomoueHHbiii npeacTaBuTenb B EBpone:
MDSS GmbH
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Schiffgraben 41
30175 Hannover, Germany

VIHdopmaumsi 0 NpoayKLUUM 1 YCIOBUSIX XpaHeHUs, pa3paboTaHHas a4ns Poccuu:

TexHNYecKne XxapaKTepUCTUKN:

Memb6paHa BapuaHT ncnonHeHnss BapwaHT UcnonHeHns  BapuaHT UCMOIHEHNA
Straumann® 15 MM x 20 MM 20 mm X30 Mm 30 MM X40 mm
Membrane Flex™

KucnotHocts (pH

3KCTparnpyemoro 6-9

BelLlecTBa)

MpoayKT npeactasnseT cobor 6enyto Hecbiny4yo NoaynpoHULaeMyHo pe3opbupyemyto
OAHOC/IOMHYI0 ~ 3/1aCTUYHYIO  MEMOpaHHYK0  MaTpuuly, COOTBETCTBYIOLLYHO TpeboBaHMAM
mexayHapogHoro ctaHgapta BS EN 22803 «CrtomaTonorus. MembpaHHble MaTepuanbl Ans
yrpaBnseMon pereHepauuy TKaHen B CTOMATOMOMMYECKMX ornepaumsax u YentoCTHO-NULEBOWA
xupyprun. CofepXKaHue TEXHUYECKOro (haiinax.

MpoayKT aBnseTcd 6GMOCOBMECTUMbIM (HETOKCUYHBIM) WM OTBeYaeT TpeboBaHUAM
MeXAyHapoaHbIX cTaHgapToB ISO 10993 «Buonormyeckas oueHKa MeAULUHCKUX U3LENUin» U
ISO 7405 «CtomaTonorus. OueHka 61MOCOBMECTUMOCTM MEAULMHCKMX U3AENNIA, UCMONb3YEMbIX
B CTOMATO/OrUn».

YCnoBust NPUMEHEHVIS:
JNeueBHble YUPEXAEHSt CTOMATO/IONMYECKOro MPodins.

YTunusaums:

Cpok rogHocT (CTepunbHOCTW) uM3gennid 3 roga OT AaTbl W3rOTOBMIEHUS MpU
CO6/HOAEHNN YCNOBUIA XPaHEHWUSA 1 TPAHCMOPTUPOBKM.

YTunuzaums MpoBOAMTCA B COOTBETCTBMM C  HOPMATUBHLIMW  AOKYMEHTaMu W
TpeboBaHUAMM N8 YTUIN3aUUA LAHHOTO BMAa MeAVLMHCKUX W3LeNWIA, NPUHATBIMA B CTpaHe
pacrnpocTpaHeHus.

MapaHTUiHbIE 06513aTeNbCTBA:
MembpaHbl KonnareHoBble paccacbiatolimecs Straumann® Membrane Flex™" He

CoflepXXaT OMnacHbIX BELUECTB, TPeOYHOLWMX cheumanbHbiX Mep npu 06palleHun, He SBNSKOTCA
TOKCUYHbIMM.

CpoK rogHocTn (CTepunbHOCTW) wm3denuii 3 roga OT fAaTbl W3rOTOB/EHMS Npu
COONIOIEHNM YCNOBUIA XPaHEHNS 1 TPAHCTNOPTUPOBKMN.

Mpou3BoanTeNb rapaHTUPYeT paboTOCMOCOOHOCTL WM NoAAepXKaHWe CTepUNbHOCTM
NPOAYKTOB B TEYEHME BCEr0 CPOKa rofHOCTU - 3 rofa, npu CO6NHOAEHNM YCNOBUIN XPaHEHUS 1
TPaHCNOPTMPOBKMW. MPOAYKT MOXET NepeBO3UTLCA NHOLIMU BUAAMW TPaHCNOPTa, TaKUMW Kak
KpbITble >XeNe3HOAOPOXKHble BarOHbl, KOHTEMHEepbl, FPy30Bble TPAHCMOPTHblE CPeAcTBa, B
TpIOMax CyAaoB W OarakHbIX OTAENeHMsIX CaMO/IeTOB, B COOTBETCTBUM C MpaBu/Iamm
TPaHCNOPTMPOBKM [NS YKa3aHHbIX BWAOB TPaHCMOpPTa M YCMOBUAMW MEPEBO3KM 6€3 pucka
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MOBPEX/AEHNS TPAHCMOPTHOM YNakoBKW. [MpoAyKuus He BAUSET Ha OKPY>XXatoLlyr cpedy B
npouecce akcnnyarauuu. [Mprvemnembl  He6OMblUME  OTK/IOHEHWS OT  PEKOMeEHZYemoro
TemrnepaTypHOro AmanasoHa npu XpaHeHWW, TPaHCNOPTUPOBKe M obpaleHun. Mpon3BoauTeNb
He MOXXEeT rapaHTUpoBaTb COOTBETCTBME NPOAYKLMN TEXHUYECKMM XapaKTepucTukam, eciv oHa
XpaHUTCA MNpu TemnepaTtypax, MPeBbILAKLWMX PEKOMEHAYEMbIA TeMmnepaTypHbIid AnanasoH,
CBblle 3 AHEi.

Peknamauun

Mo Bompocam 3KcnayaTauunm MeLULMHCKOrO W3LeNns, HexenaTeNbHbIX SBeHuaxX(i),
BbISIB/IEHHbIX NPV NPUMEHEHUN W3LeNns, U HecoOTBETCTBUM(A) KayecTBa MNOTPebUTENsM Ha
Tepputopun  Poccuiickoi  Pegepauun  obpawiatbCsi K OpraHusaumu,  SBstOLLencs
YMNO/THOMOYEHHbIM NpeAcTaBUTeNeM NPOU3BOAUTENS, MO KOHTAKTaM, YKa3aHHbIM HIDKE:

000 «LTpaymaHH»

119571, r. Mocksa, JIeHUHCKMIA npocnekT, a. 119A
TenedgoH: 8 (495) 139-74-74

an. noyTta: info.ru@straumann.com
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Poccuiickaa Pegepaumns
"opoa MockBsa
[BajuaThb WeCcTOro NHA ABe ThiCAYN AeBATHAALATOro roga

7, PebpuHa EneHa [AMWUTpWeBHa, BPEMEHHO MCMOMHAOWAs 0083aHHOCTW HOTapuyca ropofa
Mocksbl AkumoBa [neba bopucosuya, CBUAETENLCTBYHO MOAIMHHOCTbL MOAMMCK NepeBofYMKa
Acblbaw AHapest AdhaHacbeBnya.

Moanuck caenaHa B MOEM MPUCY TCTBUN.
JINYHOCTb NOANKUCABLLErO A0KY.MEHT YCTaHOB/EHA.

3aperucTpuposaHo BpeecTpe: Ne 77/09 - H/77 - 2019 -

B3bICKaHO rocyapcTBeHHOW NnownmHbl (o Tapudy): 100 py6.
YnnayeHo 3a OkasaHue ycnyr NpaBoBOro 1 TexHU4Yeckoro xapakTepa: 200 pyo.

ALWTALL-

E.[. PebpuHa

MpoLHypoBaHo, NPOHYMEPLC MO
U CKpenneHo neyaTbd Y /nucT(-a-108).

BPWO HoTapuyca:
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