AHTUOaKTEepManbHbIN LLOBHbIA MaTepuan
(Plus* - HUTHK)

PDS® Plus*
(MONKGAOKCIHOH
C HTHEKTEDHAMEHEM NOKDETHEM)

MONOCRYL® Plus*

(NonwnexanpoH 25

€ SHTMOAKTEPMANLHEM NOKPETHEM)
Vicryl® Plus*
(MomimaxTHH 910
€ aHTMBKTEPHANEHEM NOKDETHEM)
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Ucnonb3oBaHue aHTMbBaKTepranbHoro wosHoro matepuana ETHICON c TpuknosaHom cnoco6erByer
CHUXKEHUIO YacToTbl MHPEKLMI 061aCTU XMPYPruYecKoro BmeluaTenbcrsa Ha 30%% 2

Kak pabotatoT Plus*- HuTu:

¢ MokpbiTe IRGACARE MP** (TpuKno3aH) paspyLlaeT LUTonaasmaTuyeckme memobpaHbl U KNeTOYHble
CTEHKK BaKTepuit

* BIOKMPYIOT GEePMEHTLI CUHTE3a KUPHbIX KUCNOT BaKTepuit

* 30Ha NoAasfieHna pocta 6aKTEPUIA BOKPYT HUTK in-vitro — MUHUMYM 7 gHeir3 4>

* Matoc
** Yprakea MM

M3penus, ynomsaHyTble B JaHHbIX MaTepuanax, 3apermcTpupoBaHbl Ha TeppuTopmmn PO cornacHo AeicTeyrowemy
3aKOHOOATENLCTBY.
PY Ne &C3 2007/00529; PY Ne ®C3 2010/07135; PY Ne ©C3 2010/06042

Cebinku:

1. Edmiston C, Daoud F, Leaper D. Is there an evidence-based argument for embracing an antimicrobial (triclosan)-coated
suture technology to reduce the risk for surgical-site infections? A meta-analysis. Surgery. 2013; 154: 89-100

2. Wang ZX, Jiang CP, Cao Y, Ding YT. Systematic review and meta-analysis of triclosan-coated sutures for the prevention of
surgical-site infection. British Journal of Surgery. 2013; 100(4): 465-73

3. Ming X, Rothenburger S, Nichols MM. In vivo and in vitro antibacterial efficacy of PDS plus (polidioxanone with triclosan)
suture. Surg Infect. 2008 Aug;9(4):451-457

4. Ming X et al. Surg Infect. 2007;8(2):201-207 http://online.liebertpub.com/doi/pdfplus/10.1089/sur.2006.005.

5. Rothenburger S et al. Surg Infect. 2002;3(Suppl):579-S87.



STRATAFIX® - |WOBHbIW MaTepuan pAanAa
6e3y310B0ro conocraBneHnsa TKaHeun

PaBHOMEpHOEe KOHTPO/IMPYeMOe HaTAMKEeHME 1 annpoKCUMaLLMA BO Bpems 3aKpbITUA paHbl®

* Haceuykn NPUMMHAIOTCA K NMOBEPXHOCTW YCTPOWCTBA 414 MNaAKOro NPOXOXAEHUA Yepes TKaHK, 3aTem
PacnpaBAAIOTCA, HAAEKHO GUKCUPYACH B TKAHAXS?

* Haceuku, bnarogaps MHOXeCTBEHHbIM TOYKaM PpUKcaummn, obecneymBaloT paBHOMEPHOE HATAXKEHME MO
BCEl A/IMHE LBA

® B cpaBHEHMM C TPALMUMOHHBIMW LIOBHbIMW MaTepuanamu STRATAFIX® nossonser xupypry nerko
YyNpaBAATb HaTAXKEHUEM W annNPOKCMMALMEN TKAHEN BO BPeMA 3aKPbITUA paHbl

* PaBHOMepHOe pacnpeneneHune HaTaxKeHna No Bcel AAnHe WBa obecneymBaeT XOPOLUYIO pereHepauuio
TKaHel 6narogaps oNTMManbHOMY KPOBOCHABXKEHMUIO, UCK/oYatoLEeMy pa3BUTUE ULLIEMUN N TUMOKCUK
TKaHeln

M3penus, ynomsaHyTble B AaHHbIX MaTepuasnax, 3apermcTpmpoBaHbl Ha TeppuTopumn PO cornacHo aeicreyrowemy
3aKOHOAATeNbCTBY.
PY Ne P3H 2019/8575; PY Ne P3H 2019/8505; PY Ne P3H 2021/14875

CebInku:

6. JlokymeHTanbHO 3adukcuposaHo Ethicon, Inc.: TpeboBaHusA K YCTPOICTBY HenpepbiBHOWM PpuKcauum TkaHel Stratafix®
Martpuua SFX-308-12. 2013.

7. Rodeheaver GT, Pineros-Fernandez A, Salopek LS, et al. Barbed sutures for wound closure: in vivo wound security, tissue
compatibility and cosmesis measurements. In: Transactions from the 30th Annual Meeting of the Society for Biomaterials;
Mount Laurel, NJ; 2005. p. 232.



SURGICEL®— remocrtatMyeckMuuM martepuan Ha
OCHOBE OKMUC/NIEHHOW  pereHepupoBaHHOMU
Lennnos3bl

= FIBRILLAR = SNow. = NU-KNIT

-
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YHuMBepcCanibHOCTb YpobctBo MpouHocTb

MoKHO pasgenuTs Ha chom KoHbOpMHOCTL U aaresna MnoTtHoe nnereHne NO3soNseT NPo-
(Kak MUHUMYM 6) 1 npuaarh nbyio 8 NOBEPXHOCTH Be3 NPUNUNaHMA wuears marepuman. CosnaH gns
HE(.)()XOLWI.‘."V)U C)OpM‘ﬁ K MHCTPYMEHTaM. NCNONL30BAHWA NPKY MAaCCUBHDLIX

KPOBOTEUEHWAX, TPABMAX NapeHxn-
MaTO3HbIX OPraHoB 1 Npu nposeae-
HUKN CTEPHOTOMUM.

Cemelicteo npoayKtoB SURGICEL® — 370 remocTaTUyeckoe CpeficTBO MECTHOro AencTena, obnagatollee
[OKa3aHHbIMK BaKTepULMaHbIMM cBOMCTBaMM.

rlp0I/I3BO,£I,MTCﬂ M3 OKMCNEHHOM pGFEHepI/IpOBaHHOl‘;I uenntono3bl  pactuTesibHOro (,EI,DEBGCHOI'O)
npouncxoxaeHua.

MpousBogcreo SURGICEL® — cbanaHCMpOBaHHbIA MHOro3TamnHbIi XMMWYECKMIA NPOLLECC, B KOTOPOM
BblAENAIOT ABa KNOYEBbIX 3Tana:

| BoccTaHOBAEHME — BbipaBHUBaHME MOJIEKY LeNN0103bl N0 AJIMHE U AnamMeTpy, Npuaatollee CTPYKType
TKaHW O4HOPOAHOCTb

Il OKucneHune — obecnevyeHne maTepmnana reMocTaTMYeCcKMMmN U BakTepPULUAHBbIMU CBOMCTBAMM, @ TaKKe
CNocobHOCTbIO K paccacbiBaHUIO

* dubpunnap,
** PaccacblBatoLLeeca remocTaTuyeckoe cpescTBo
# Hbto-Hut

M3penuna, ynomaHyTble B AaHHbIX MaTepuanax, 3apermcTpupoBaHbl Ha TeppuTopmmn PO cornacHo AeicTeytowemy
3aKOHOAATENbCTBY.
PY Ne ®C3 2010/06171; PY Ne ©C3 2011/10822

CcblKu:

8. [laHHble Ethicon B cpaBHEHMM C paccacbiBatoWwmMmca remocTaTnyeckum cpeactsom SURGICEL Origina, ocHoBaHHbIe Ha AaHHbIX
MH BUTpO. Spangler D. Rothenburger S, Nguyen K, Jampani H, Weiss S, Bhende S. AHTUMUKpPOBHaa akTUBHOCTb OKUC/IEHHO
pereHepMpoOBaHHOM LLeNNt0103bl UH BUTPO MPOTUB YCTOMYMBBIX K aHTMOMOTUKAM MUKpoopraHmamos. Surg Infect. 2003;4(3):255-
262. AaHHble ETHICON®, Inc. 20150325 MpoTOKO/Ibl UCMbITAHWUI COBMECTUMOCTM duKcaumm SAMSI.



SURGICEL® Powder**

ﬁ su®
Cnepytouiee NOKOIEHME paccacblBatOWMXCA ‘ S
MECTHbIX remocTaTuyeckux cpeacrs SURGICEL® =

Ona ObICTPOM OCTAHOBKM MNPOAOMKUTENBHOTO AUPEOY3HOrOo KPOBOTEYEHUS HA LUMPOKMUX
nosepxHocTax> 12

Kniouesblie ceoictea SURGICEL® Powder:

g' MpoHMKaeT B UCTOYHUK KpoBoTeueHua 1314

BO/IOKHA OKMUC/IEHHOW pereHepMpoBaHHOM LLeNII0103bl Pa3/IMYHOro pasmepa
06134a10T  NPOHMKAOWMM  OEeNCTBMEM  4Yepe3 KPOBb K UCTOYHMKY
KpoBoTeuyeHmna. > 18 YacTnuHaa aucnepcmsa BOIOKOH, MO mepe MX oceaaHus,
cnocobcTeyeT apdeKTMBHOMY 06pa3oBaHMIO YCTOMUMBOTO CrycTka.t’

> TouyHoCTb HaHeceHUA

HapekHoe yaepsaHvMe npoAyKTa B anniuMKaTope A0 Havana ero
MCMONb30BaHUA U NPeaOoTBPALLEHNE NIULLHErO PacxoAoBaHMA. PaBHoMepHoe
HaHeceHue B N1060i opmeHTaumm 1 B 1l060om HanpasneHmm.®

£
) 4

[okasaHHoe 6aKTepuungHoe peicteme
° [lokasaHHoe 6aKkTepuunaHoe AeWcTBMe in Vitro B OTHOLWEHMM LIMPOKOro
. - CMEKTPa rpamnooKUTENbHbIX U FPaMOTPULATE/IbHbIX OPraHM3MOB, BK/KOYan

“ pa3/IMYHble YyCTOMYMBbIE K aHTMBMOTMKam wTtammbl (MRSA, VRE, PRSP u
MRSE).1%19

Ypo6Hoe ucnonb3oBaHue Kak Npu OTKPbITbIX, TaK U NPU NanapoCcKoNUUecknx
" npoueaypaxi%1220.21
/ JHAOCKOMMYECKMI annauKaTop 2 B 1 nocTaBaseTca OTAeNbHO M COCTOUT U3
ABYX KOMMNOHEHTOB: }KECTKOro HAKOHEYHMKA U TMBKOro HaKoOHEeYHMKa.

** Myapa
N3penna, ynomaHyTble B AaHHbIX MaTepuanax, 3aperncTtpuMpoBaHbl Ha Tepputopun PP cornacHo pewcTeylolemy
3akoHopaTenbcTsy. PY Ne P3H 2023/19907, PY Ne P3H 2023/19724

CebInku:

9. Ethicon, SURGICEL™ Powder versus SURGICEL™ Original. Final Report, PSE Accession No. 15-0061, Project No. 16438, September 2015, Data on File (080594-201124). 10. Ethicon, 08032016,
SURGICEL™ Powder versus Competitive Powdered Hemostats. Final Report, PSE Accession No. 16-0006, Project No. 16438, March 2016, Data on File (080594-201124, 079002-201012, 080596~
201109). 11. As Per Instructions For Use (080594-201124, 080595-201110, 080599-170919, 078999-200928). 12. Ethicon, K-5678 Surgicel Endoscopic Applicator Summative Usability Design
Validation Surgeon and Nurse Study, December 2016, Data on File (080594-201124, 080600-170919, 080599-170919, 080596-201109). 13. Wang A. Surface energy/tension analysis among ORC
aggregate, ORC fine fiber and Arista Project PIXIE. 2014;31;3251-3264 (154417-200928) 14. Ethicon, 09022015, Pivotal study comparing performance of SURGICEL™ Powder Absorbable
Hemostatic Powder to ARISTA™ Absorbable Hemostatic Particles and PerClot® Polysaccharide Hemostatic System in a swine acute live biopsy model, September 2015, Data on File (154417-
200928). 15. Ethicon, 18022016, Surface Energy/Tension Analysis among ORC Aggregate, ORC Fine Fiber and Arista — Project PIXIE, Feb 2016, Data on File (079001-201014). 16. Compacted
Hemostatic Cellulosic Aggregates available at https://patents.justia.com/patent/20170128618 [accessed 27 April 2022] (079001-201014). 17. Hutchinson RW, Hemostatic efficacy and tissue
reaction of oxidized regenerated cellulose hemostats. Cellulose. 2013;20;537-545 (117062-190620). 18. Ethicon, 100293850-1, Expression testing- ADAPTIV Document, March 2017, Data on File
(079006-170822). 19. Ethicon, 100408840-2, Assessment of in vitro bactericidal efficacy of hemostatic powder products, July 2016, Data on File (078999-200928). 20. Ethicon, 100294016 Rev6,
Design Requirements Matrix Project Pixie: SURGICEL™ Powder, Dec 2016, Data on File (080596-201109) 21. Ethicon, 100179522, VOC Summary reflecting DRM, May 2015, Data on File (080596~
201109)



