FRKM LS
HHCTPYKIUA IO NPUMEHEHUIO
CTEILIEP OHOPA30BOI'O UCIIOJIb30BAHMSI, TEPE3ATPYKAEMbIA, CO CMEHHBIMHA
KAPTPUJZKAMU

I[aTa COCTaBJICHUA JOKYMCHTa

MEPEJI WCIOJBb30BAHUEM W3JEJUS TPOUATAWUTE NPUBEJIEHHYIO HWXKE
HNHPOPMALHIO.
BAKHASA UHOOPMALIUA!
B HacTosmei nHCTpyKIMU NpuBeAeHa HHPOpManys, MPU3BaHHAs TIOMOYb T10JIb30BATENIO B OKCILTYaTallu1 H3IEITHSL.
B HeMm He copepikaTcs Kakue-1M00 yKa3aHHUsS OTHOCUTENBHO NIPUMEHEHUS XUPYPTHUECKUX METO/IO0B.
HAMMEHOBAHMUE
Cremiep omHOpa3oBOro wucmoib3oBaHus Frankenman, mepesarpykaemblid, JuHeWHbIH, cepun LS, c
MPUHAATIECKHOCTSIMY, BApUAHTHI UCIIOTHEHUS
(TmoHOE HaMMEHOBAaHKE yKa3aHo Hibke B Tabmwma 1)
IIPUMEYAHUE: J[lamee mo TEKCTy MOTYT HCIIONB30BAaThCS CICAYIONIME Ha3BaHUA: CTEIJIEPHl, CTEIUIEPHI,
nepesarpykaemele, juHeinbele, cepun FRKM LS, nuneinnsiii cremuiep FRKM LS, cremnepsl oaHopa3zoBoro
ucnons3oBaHust Frankenman, nepesarpysxaemslii auaeiiHbIe cremiepsl FRKM cepun LS.
HA3HAYEHUE
Cremepsl 0HOPa30BOro HMcnosb3oBaHus Frankenman mpeaHazHaueHBl Ul HAIOKCHHS XHPYPTHUECKHX CKOO C
LIEJIBI0 COeAMHEHHSI BHYTPEHHUX MATKHX TKaHEH.
ITOKA3AHUSA K IPUMEHEHHIO
Cremnep, mnepesarpykaembiii, JnuHeilHbld, cepun FRKM LS wucnone3ywores npu  abAOMUHANBHBIX,
TMHEKOJIOTHYECKUX, IeIUaTPHUECKUX U TOPAKaIbHBIX XUPYPrHYECKUX BMELIaTeIbCTBAX /I CIIMBAHUS TKaHEH.
Jluneitnstit cremep FRKM LS30W npumensieTcs s CIINBaHUs BHY TPEHHHUX TKaHEH, KOTOpBIe MOXKHO JIETKO C)KaTh
10 TOJIIIUHBI 1 MM.
IMPOTUBOINNIOKA3AHUA
1. JlanHoe mM3aenue HE NMPEAHA3HAYCHO AJIS MCIIOJB30BAHMS B MHBIX LEINAX, KPOME YTBEP)KICHHBIX NMOKA3aHUH K
MPUMEHEHHUIO.
2. Creruiepsl, niepe3arpyskaeMble, THHEHHBIC H cMeHHbIe KapTpumku cepurt FRKM LS He cnemyet nCcnoiap30BaTh IS
00paboTKN TKaHEH, KOTOpbIE, IO MHEHUIO XUPYpPra, He BBIJIEPKAT MUCIIOJIB30BaHHUS OOBIYHOTO IIOBHOTO MaTepHaia
W TPAJUIIMOHHBIX METOJIOB CBE/IEHUS TKaHH.
3. Crennepsl, nepearpyxaemble, JMHEHHbIE U cMeHHbIe kKapTpupku cepun FRKM LS He cienyer ucnonb3oBaThb B
TeX CIIydasix, KOTJa CTOMOPHBIN MTH(T He MOKET OBITh HaJIE)KHO PACIIOJIOKEH B OTBEPCTHHU MO CTOTIOPHBINA MITH(T
B 32)KHME HaKOBaJIbHU. HEBO3MOKXHOCTh (PUKCALUH CTOMNOPHOTO INTH(PTA MOXKET OOYCIOBUTH IehOpMAaIIUI0
XUPYPru4ecKol CKOOKH, HapylIeHHE UEJIOCTHOCTH JIMHUU CLIMBaHHS XHUPYPrHYECKHMH CKOOKaMM, a TakKxke
KPOBOTEUCHHE, YTCUKY WM pa3pylICHHE.
4. Tlepen 3amyckoM cTeruiepa HEOOXOIMMO TIIATENBHO OIECHUTHh TONIIMHY TKaHU. Cm. Pasmensr « [ IAPAMETPBI
CTEIUIEPA» u «TpeboBanus Kk CKaTHIO TKaHEH». « TpeOOBaHUS K CKATHIO TKaHEI» BKIIOYAIOT B ce0s1 TpeOOBaHHS
K C)KaTHIO XUPYPTHUSCKUX CKOOOK Kakmoro pasMepa. OmHopa3oBble cMeHHBIe KapTpumku LS 30, 45, 60 u 90 e
CJIE/yeT WCIIONBb30BaTh HA TKAHAX, KOTOPHIE HEBO3MOXHO CKaThb 0e3 3aTPyAHEHHH WIIM KOTOpBIE CKUMAIOTCS 110
YPOBHSI, MEHBIIETO, YeM IIPETyCMOTPEHO TpeOOBaHMAMH K cxkaTuio. HecoOmo/ieHne TaHHBIX WHCTPYKIMH MOXKET
TIOBJIEYb 32 CO00I HEeHaIeKallee CBEACHHE TKaHeH, TPaBMUPOBAHNE, PACX0XKICHHUE, PAa3phIB M CMENICHUE TKAaHH, 1
(MTM) UCKITIOYUTH BO3MOYKHOCTH JOCTIDKEHUS TOJDKHOTO TeMOCTa3a.
5. Cremnepsi, iepe3arpyxaemsbie, JuHeiHbie, cepun FRKM LS He crnemyeT ucmoib30BaTh Ui CHIMBAHUS MIEYESHH,
CEJIe3EHKH TN aHAIOTUYHBIX TKaHEH, MOCKOJIBKY C)KAaTHE ATHX TKaHEH MOXKET 0Ka3aTh pa3pyIIUTeNbHBIN 3¢ deKT.
6. He ucnonp3yiite HHCTpyMEHT AJ1sl 00paObOTKK HIIEMU3UPOBAHHOM MIIM HEKPOTUYECKOW TKaHH.
7. Ilpu WCTIONB30BAaHUM YCTPOWCTBA HE MPEAYCMOTPEH NPSMOM KOHTAKT C CEpALEM, LEHTPATbHONW CHCTEMOM
KpOBOOOpAIEHNs MK LIEHTPAILHON HEPBHOM CUCTEMOHA.
OINUCAHME U3AEJIUA
Crepruiep, nepesarpyskaemblii, tuHeitabri, cepun FRKM LS obecrieunBaet cuiBanue moCpeACTBOM ABOHHOTO psia
TUTAQHOBBIX XHPYPrHYECKHX CKOOOK B IaXMaTHOM IIOpsiiKe (TpU psAAa TUTAHOBBIX XHUPYPIHYECKHX CKOOOK B
IaXMaTHOM MOPSIJIKE TIPH UCTIONIb30BaHUK npuodopa cepun LS30W) ¢ pasnuuHoit nunanit commBanus: 30 mm, 45 MM,
60 MM 1 90 MM B 3aBUCUMOCTH OT 00JIACTH ITPUMEHEHHS. XUPYPIUUECKHe CKOOKH IOCTABIISIOTCS B TPEX pa3MEPHBIX
KoHpurypammsx (2,5 MM, 3,8 Mmm u 4,5 MM) U pabOTHI ¢ TKAHAMH Pa3INIHON ToNIMHEL. HbopManus o pasmepax
XUPYPrUIECKUX CKOOOK | JUTHHE HHCTPyMEHTa/KapTpupka mpuseaeHa B pasaene «[ITAPAMETPHI CTEITJIEPA». He
nepe3apsokaiite nuHelHbli cremiep FRKM LS Gonee cemu pa3. MakcumaibHO JONMyCTHMbBIN mpenen - 8
cpabaTbIBaHHI Ha MHCTPYMEHT.



IHAPAMETPBI CTEIIVIEPA

Kon nznenus Tonmuua |/lnuHa Komuuect (Benuuk |[{nuHa
JTuHeHHbIN cTeruiep CMEHHBIC KapTPUIKU XUPYPTUAYC [THHUN BO XUPYPT [XHPYPTUY [HOKKH
CKHX CIIMBAHU |[HYECKUX |€CKOM XUPYpPrUd
CKOOOK 51 (MM) CKOOOK CKOOKH  |[eCKOH
(MM) (MM) cKOOKH (
MM)
LS30W bemnprit LSR30W benprit 1,0 mMm 32 MM 23 3.0mm 2,5 MM
LS30G 3eIeHbIN LSR30G Senenplid 2,0 MM 32 MM 13 35mm 4,5 MM
LS30B Cununit LSR30B CuHnit 1,5 mMm 32 MM 13 35mMm 3,8 MM
LS45G 3eIeHbIN LSR45G Senenpiid 2,0 MM 46 MM 19 35Mm 4,5 MM
LS45B Cununit LSR45B CuHnit 1,5 mMm 46 MM 19 35mMm 3,8 MM
LS60G 3eIeHbIN LSR60G Senenpiid 2,0 MM 60 MM 25 3.5mm 4,5 MM
LS60B Cununit LSR60B CuHnit 1,5 mMm 60 MM 25 35mMm 3,8 MM
LS90G 3eIeHbIN LSR90G Senenpiid 2,0 MM 90 MM 37 3.5mm 4,5 MM
LS90B Cununit LSR90B Cununit 1,5 mMm 90 MM 37 35mm 3,8 MM

CXEMATHUYECKOE ITPEJCTABJIEHUE

A. 3AXNMBI E. KOPITYC KAPTPUIIKA
B. HAKOBAJIbHA F. CJIAMJIEP CO CTOIIOPHBIM IITUDGTOM
C. CTOIOPHBIN IITUDT G. KHOIIKA PA3BJIOKMPOBKU
D. OJIHOPA3OBBII CMEHHBIV KAPTPUIXK | H. PBIYAT 3AKPHITHSI
I.  TIYCKOBOI PbIYAT
PABOTA C IPUBOPOM

[Nepesarpysxaemsrii muaeitHbe cremepsl FRKM cepun LS mocTaBistiioTest CTEpUIABHBIMY C OTKPBITHIMH 325KUMaMH 1
OJTHOPA30BBIM CMEHHBIM KapTPUIKEM.

1. CHuMHTE C HHCTPYMEHTA KOJIAY0K, yISPKUBAIOIINHN XUpyprudeckne ckooku. Beidopocsre konmadgok. [Tomecture
TKaHb, MOJIEKAITYI0 CITUBAHHUIO XUPYPTUUIECKUMH CKOOKaMH, B 3aKUMBI HHCTpyMeHTa. [Ipumedanune: modast TKaHb,
3aKpBIBAOIIAsl OTBEPCTHE B yIIOpe, OyAeT NPOTKHYTa CTOMOPHBIM ITH(TOM.

2. Haxxmute Ha ppryar 3aKpbITHs JI0 HIETYKa.

3. MHCTpyMEHT nepexoJuT B IIPOMEXYTOUHOE MOJIOKEHHE, INTU(T MOJTHOCTHIO CHIUT B YIIOPE, 3aXBaThIBasi TKAaHb, &
32)KMMBbI YACTUYHO OTKPBITHI.

[Ipn xenaHum mepeMecTHTe TKaHb B INpeieiax MHCTpyMeHTa. [Ipumeuanne: CTONOPHBIA MITH(PT aBTOMATHYECKH
YCTaHaBJIMBAETCS HA YIOPE IIPU HAXKATHM Ha PbIYar 3aKpbITHS.

4. Ilpu >kellaHMM CTONOPHBIA MITU(PT MOXKHO YCTAHOBHTH BPYYHYIO, IIPU 3TOM 3)KHMBI OCTAIOTCSI MOJHOCTHIO
OTKpBITEIMU. [locie pasMelieHnst TKaHW, KOTOPYI0 HEOOXOJMMO CIIMTh, B 32)KMMaxX HMHCTPYMEHTa Ha)XKMHUTE Ha
BBICTYTI IITH(TA B HAIIPABJICHUH yIIOpA.

5. CoxmuTe phrYar 3aKpbITHS M PYKOSATKY HOJTHOCTBIO BMECTE /0 BTOPOTO IIETYKa. Temeph phlyar 3aKpbITHSA
3a(UKCHpPOBaH Ha PYKOATKE, a 3aKUMBI CKPEIJICHBI Ha TKAaHU, KOTOpas rOTOBa K CIIMBAHHIO XHUPYPTHYECKUMH
ckoOkamu. [IyckoBO# perdar 0THOBPEMEHHO ITEPEMECTHTCS B MOJIOKEHNE TOTOBHOCTH K cimmBaHuio. Ilpumedanmne:



IIponomxkaiiTe BBIMONHATE 3aXBaT MHCTPYMEHTA U MaHUIYJIHPOBATh UM C MOMOILBIO pblYyara 3aKpbITHs 10 TeX Iop,
MIOKa MHCTPYMEHT He OyZleT TOTOB K BBINOJHEHUIO ciuuBaHus. He Oeputech 3a IMycKOBOW phIUar 1o TexX Iop, Moka
UHCTPYMEHT He MOATOTOBIICH K BBINOIHEHUIO ciiuBaHud. IIlpumeuanue: Ecnu nepen cumBaHueM XUPYpruuecKUMU
CKOOKaMu He0O0XOJMMO MU3MEHHTH IT0JIOKEHUE TKaHU BHYTPU MHCTPYMEHTA, OTKPOWTE 3a)KUMBbI, HaXKaB Ha KHOIKY
Pa30JIOKMPOBKM M MEIJICHHO OTIYCTHUB pbIYar 3akKpbIThsl. Perdar 3akpbITHsi BEpHETCS B IOJHOCTBIO OTKPBITOE
MOJIOKCHHE M 3a)XKHMBI OCBOOOIST TKaHb. Temepb MOXKHO HM3MEHHThH MOJOXKEHWE TKaHM. Ilepen crmmBaHumeMm
yOenuTech, 4TO CTOMOPHBIA MTHU(T BCTaBIeH B ymop. HempaBuwipHas ycTaHOBKa IITU(TAa MOXET NPHUBECTH K
HEKOPPEKTHOH Ie(opMaluy XHPYPTUUECKHX CKOOOK, 4TO B HTOTE MOXKET OOYCIOBHTh YTECUKY HWJIM HapylICHHE
LEIIOCTHOCTH JIMHUU CIIUBAHHUS.

6. BeimonHuTE crmBaHKE, MOTHOCTBHIO MOTSHYB ITyCKOBOM phIYar Ha3aj] B HAIPaBJICHUH pblUara 3aKpbITHA A0 TEX
0P, TIOKa HE YCIBIIINTE METI0K, yKa3bIBAIOMINI Ha MTOJTHOE (DOPMHUPOBAHNE XUPYPTHIECKUX CKOOOK.
IIpumeuanne: B ycrpoiicte nuueiHbIx cteruepoB cepun FRKM LS mpexycmotpena ¢yHkius 6e3omacHocTH,
KOTOpasl 3aKJIl04aeTcss B MPEAOTBPALEHUHM CpadaThiBaHMs, €CIM B MPHOOpPE OTCYTCTBYET KapTPWIXK HIIH
UCIIOJIb3YeTCsl OTPAaOOTaHHBINH KapTPHUK. ECii myckoBoil peIuar He IOJHOCTBIO OTOABHUIAETCS OT phlYara 3aKphITHs,
OTKpOIiTe MHCTPYMEHT, KaK OMKcaHo B mare 7 (3aMeHa KapTpu1a HOBBIM CMEHHBIM KapTPHKEM).

[lepen OTKpBITHEM MHCTPYMEHTa W BHICBOOOXIICHHEM TKAaHH Kpail CMEHHOTO KapTpuIXa WIH OOKOBYIO CTOPOHY
yIOpa MOXKHO MCHOJb30BaTh B KadeCTBE HANpPAaBISAIOLIEH NI MepecedeHus] TKaHU WM yAaJeHUs JHUIIHEeH TKaHWU,
KOTOpast BBICTYIAeT Yepe3 3a)KUMBIL. JTO IIOMOTACT BHINOIHSTE pa3pe3 Ha Hy>KHOM PACCTOSIHUY OT JINHWUH CIIUBAHMUS.
Buumanue: npu ucnonszoBaiuu LS30W oTkpoiiTe HHCTpYMEHT U IPOBEPHTE LIETOCTHOCTD JJMHUM CIIMBAHUS NIEPE]T
pa3pe3aHueM.

7. OTKpo#iTe 32)XUMBI, HA)KaB Ha KHOTKY pa30JIOKUPOBKH U OTITYCTHB PhIYar 3aKpbITHA.

8. Ppruaru u 3a)XnMBI TIOJTHOCTBIO OTKPOIOTCS, OCBOOO’KAAs TKaHb. VI3BIEKUTE HHCTpYMEHT. BHMMaHMe: mpoBepbTe
JIMHUIO CIIUBAHUS XUPYPTrHYECKUMH CKOOKaMH Ha MpeAMeT reMocTa3a/[THeBMOCTa3a U MPaBUIILHOTO (hOPMUPOBAHUS
ckoOok. [Ipy OTCYTCTBMM TeMOCTa3a/THEBMOCTa3a CJIEAYeT HCIOJIb30BaTh COOTBETCTBYIOUIME METOJBI JUIS WX
JIOCTIDKEHUSL.

MEPE3ATPY3YKA JIMHEMHOI'O CTEILIEPA

HaxxmuTe Ha KHOIIKY pa30JIOKMPOBKH, YTOOBI yOEAUTHCS, YTO HHCTPYMEHT HaXOAMUTCS B OTKPHITOM IOJIOXKEHUH, a
CTOTOPHBII MITU(T HOJHOCTHIO BTSIHYT B CMEHHBIN KapTPHIXK.

1. YanuTe HMCHOIb30BAHHBIA CMEHHBIM KapTpHK M3 HHCTPyMEHTa. BO3bMHTECh 3a BEPXHIOIO 4YacTb CMEHHOIO
KapTpHIKa U IOJHUMHTE €r0 BBEPX, OTCOECIMHUB OT 3aKUMOB. Y TUIIU3UPYIITE HCIOAb30BaHHBINA CMEHHBIN KApTPUAK
B COOTBETCTBHHU C IPUMEHUMBIMHU TPEOOBaHUSIMH.

2. YIanuTe U3 MHCTPyMEHTa Bce c(OPMUPOBAHHbIE, HO HEHUCIIOIb30BAHHBIE XUPYPIUIECKHE CKOOKH, IPOTEPEB YIIOP
U 3a)KAMBI WIIN IPOMBIB UX CTEPUIBHBIM PACTBOPOM.

s. [IpoBepbTE HOBBIN CMEHHBIH KapTPHIDK Ha HAJIWYIHE KOJIIA4Ka, ISP KUBAIOIIETO XUPYypriudeckrue ckooku. CHUMHUTE
KOJIIIAYOK, YIEPKUBAIOUINA XUPYyprHYecKHe CKOOKH, CIABHHYB €r0 CO CMEHHOTO KapTpupka. Ecnm koimmadox
OTCYTCTBYET, HE HCIIOJIb3YITe JaHHBIN KapTPUIDK AJIS 3aMEHBI.

4. BcTaBbTe HOBBIN CMEHHBIH KapTpUK B METAUIMYECKUH Kopmyc a0 memuka. JKemoOKu Ha KaJIoW CTOpPOHE
CMEHHOTO KapTpHXKa CJIeAyeT HCIOIb30BaTh B KAa4eCTBE HAMPABJIIIONMX JAJS €ro BBHIPAaBHUBAHMA B 3aKMMax
uHCTpyMeHTa. Ilocne Haexkamero BeIpaBHUBAHUS CMEHHOTO KapTpHU/PKa BCTaBHTE €ro B MHCTPYMEHT JI0 YIOpa,
MOKa HE YCIIBIIINTE MIETY0K. Y OeauTeCh, YTO CMEHHBINH KaPTPHDK HAJIHKHO YIEPKUBACTCS B 3a)KUMaX.

BuumaHue: ocie 3aMeHbl OCMOTPUTE IOBEPXHOCTb HOBOIO KapTpHka. Eciou IBETHbIE BeayLIHE 3IEMEHTHI
BBICTYNAIOT U3 CMEHHOIO KapTpUAXKa, 3aMEHUTE €ro Ha JAPYrod CMEHHBIH KapTpuK. Temnepb JMHEHHBINH CTEILIep
nepe3apspkeH U FOTOB K padoTe.

INPUMEYAHHUE

«TpeboBaHus K CKATHIO TKaHEW» BKIIOYAIOT B ceOs TPEOOBAHUS K CHKATHIO XHPYPTHUECKHX CKOOOK KasKAoro
pasmepa. Eciii TkaHb He moj1aeTcss KOM(POPTHOMY CXKATHIO B COOTBETCTBUH C IAHHBIMH TPEOOBAHUSIMH WU CKATHIO
JI0 YPOBHSI, MEHBIIIET0, Ye€M NPEIyCMOTPEHO TPEOOBAHUSIMH, TKAHb MOXKET OBITh CIIMIIKOM TOJICTOM/TOHKOH st
HCIIOJIB30BAaHMS XHPYPTUIECKUX CKOOOK BRIOPAHHOTO pa3Mepa.

NPEAYIIPEXIEHWUA U MEPBI TIPEJOCTOPOKHOCTH

1. IlpenonepanwoHHas Jy4deBass Tepamus MOKET OOYCIOBHUTh M3MEHEHHE TKaHeW. J[aHHBIe W3MEHEHHS MOTYT,
HaIpuMep, IPUBECTH K TOMY, YTO TOJIIMHA TKAHU MPEBBICUT YKa3aHHBIA THAa30H IOy CTUMBIX 3HAUEHHH TOJIIHHBI
JUISL CHIMBaHMS XUPYPrHYECKHMH CKOOKaMH BbIOpaHHOTO pasmepa. ClenyeT TINAaTeNbHO IOJOHTH K BBIOOpPY
COOTBETCTBYIOILETO pa3Mepa XUPYpPIHYEeCKHX CKOOOK M PacCMOTPETh BEPOSITHOCTHb JIOOOr0 paHee MpOHIEHHOTO
HallMEHTOM MPENONEePAllMOHHOTO JIEUSHHUS.

2. Kax 1611 KOMITOHEHT KOMIUIEKTa OCTAaBKH JIOJDKEH HCTIONb30BAThCSl YKa3aHHBIM CIIOCOO0M.

3. lepesarpyxxaemble JmHeiHble cremepsl cepun FRKM LS mocraBnsiioTcs B CTEPHIM30BAaHHOM BHJIE U
IOpeJHa3Ha4eHbl [UIi MHOTOKPAaTHOTO HCHONb30BaHUS B paMKax OIHOM XHPYpPrH4ecKkoil Mpouexypsl.
YTUWJIM3UPYUTE W3JEJME TIOCJIE WCHOJL30BAHKS. TIOBTOPHAS CTEPUJIM3ALIMS HE
JOITYCKAETCHA.

4. CMEeHHBIN KapTPHK MOCTABIAETCS B CTEPHIIM30BAHHOM BH/IE M IIPEHA3HAYEH JUUISI IPUMEHEHHUS TOJIBKO B paMKax
onHoit  mpouenypel. YTUIM3UPYMTE WU3JAEJME TIIOCJIE MCIIOJIb3OBAHUS. TTOBTOPHAS
CTEPWIM3ALIA HE JOITYCKAETCHA.

5. Moaudukanus MHCTpyMEHTa M CMEHHOTO KapTpHKa He JOIycKaroTcsi. Mcnons3oBanue MOIU(UIIMPOBAHHOTO



YCTPOMCTBA MOXKET IMOCTYXUTh NpHYMHOW ero HeucnpaBHoW paboTsl. FRANKENMAN wunu cBs3aHHble ¢ Heit
KOMITaHWHU HE T'apaHTHPYIOT COXPAHHOCTh pabO4YMX XapaKTEPUCTUK JAHHOTO HM3JEJIUsl NP BHECEHUH B HETO WM B
CMEHHBIEC KapTPUIKH KaKUX-JIM00 N3MEHEHHH.

6. CMeHHbIe KapTPHUHKHU MOJIXOAT JUIS HCIOJIb30BaHNUS TOJIBKO C MHCTPYMEHTaMH, CIICIIMAIbHO MTPpeAHA3HAYeHHBIMU
JUISL 9KCIUTyaTallid C TaKMMHU C KapTpupkamu. [Ipun HMCHonb30BaHUM KapTpUIDKa B KaKOM-THOO HMHCTPYMEHTE,
OTJIIMYHOM OT NIPEAYCMOTPEHHOT0, IPUBEJET K HEUCIIPABHOCTH CTEILIEPA.

PEKOMEHIYEMBIE YCJIOBUSI XPAHEHUSA

XPAHUTH TP KOMHATHOM TEMITEPATYPE. BEPEYB OT BO3JENCTBUS BJATH U ITPAMBIX
HNCTOYHHUKOB TEILJIA.

HE MMOJABEPTAWTE U3JEJHUE BO3JEMCTBAIO TEMIIEPATYP BBIIIE 54°C (130 TPAIYCOB 110
®APEHTEHUTY).

JUHEAHBIE CTEILUIEPBI CO CMEHHBIMHA KAPTPUJ)KAMUA CEPUM FRKM LS
INOCTABJIAIOTCA CTEPUWIN30BAHHBIMU. CTEPUIN3ALIUA OCYHECTBJISIETCA
IIOCPEJCTBOM OBJYYEHUs. CPOK TI'OJHOCTH COCTABJISIET IIATH JIET ITOCJIE
CTEPWINU3AILIAU, IIPU YCJIOBUU XPAHEHUS B HEHOBPEXKIEHHOM YIIAKOBKE.






INOJITHOE HAUMEHOBAHUWE ME/IULIUHCKOI'O U3JIEJIUSA
Taoauma 1
Creniepbl 0IHOPa30BOro ucnoab3oBanus Frankenman, B BapuanTax ucnoJiHeHUs

Creriep onHOpa3oBoro Wucmojib3oBaHusi Frankenman, mnepesarpyxaemblii, muHeWHbI, cepun LS, ¢

NIPUHA/JISKHOCTSMH, BApUAHTHl HCIOJIHEHUSI:
Cremuiep 0JHOPa30BOTO KCIIONB30BaHusI Frankenman, nepesarpyxaemsiit, uneiHbIi, LS30W,;
Creruiep 0JHOPA30BOTO UCIIOIB30BAHMS, [Iepe3arpyskaeMblii Frankenman, nmuneiinsiii, LS30B;
Creruiep 0JHOPa30BOTO MCIIOIB30BAHMS, IIepe3arpykaeMbiii Frankenman, nmuneiinsiii, LS30G;
Creruiep 0JHOPA30BOTO UCIIOIB30BAHMS, IIepe3arpykaeMbiii Frankenman, nmuneiinsiii, LS45B;
Creruiep 0JHOPA30BOTO MCIIOIB30BAHMS, IIEpe3arpykaeMblii Frankenman, nuneiinsiii, LS45G;
Creruiep 0JHOPA30BOro UCIIOIB30BaHMs Frankenman, nepesarpysxaemslii, auHeiinsii, LS60B;
Creruiep 0JHOPA30BOTO UCIIOIB30BaHMs Frankenman, mepesarpyskaemslii, muHeinb, LS60G;
Cremiep 0JHOPa30BOTO KCIIONB30BaHusI Frankenman, nepesarpyxaemsiii, muneiinbrit, LS90B;
Cremuiep 0JHOPa30BOTO KMcons30Banus Frankenman, mepesarpy»xaemsiid, nuneitnsiii, LS90G;

HpI/IHaI[J'Ie)KHOCTI/I

Kaprpumx LSR30W s cremiepa oaHOpa3oBOro ucmojib3oBanusi Frankenman, mepesarpyxkaemoro,
maHeitHoro, LS30W, 12 ym./kop.;

Kaprpumx LSR30B s cremiepa ogHOpa3oBoro wucmojib3oBanusi Frankenman, mepe3sarpyxaemoro,
maHeitHoro, LS30B, 12 ym./kop.;

Kaptpumk LSR30G mis cremiepa OAHOPa30BOrO HCmonb3oBanus Frankenman, mepesarpykaemoro,
nmunerinoro, LS30G, 12 ym./kop.;

Kaptpumkx LSR45B amst cremiepa oOmHOPa3oBOrO HCMONB30BaHus Frankenman, mepesarpyskaemoro,
nuHeitHoro, LS45B, 12 ym./xop.;

Kaptpumk LSR45G mis creruiepa OAHOPA30BOrO HCmonb30BaHust Frankenman, mepesarpykaemoro,
nuHerHoro, LS45G, 12 ym./kop.;

Kaprpumx LSR60B s cremiepa ogHOpa3oBoro wucmojb3oBanusi Frankenman, mepesarpyxaemoro,
maHeitHoro, LS60B, 12 ym./kop.;

Kaprpumx LSR60G pis cremnepa OXHOPa30BOro HCMonb3oBaHus Frankenman, mepesarpyxaemoro,
maHeitHoro, LS60G, 12 ym./xop.;

Kaprpumx LSR90B s cremiepa ofHOpa3oBoro wucmoib3oBanusi Frankenman, mepesarpyxaemoro,
muHelHoro, LS90B, 12 ym./xop.;

Kaptpumk LSR90G s creruiepa OmHOPA30BOrO HCmoOnb30BaHms Frankenman, mepesarpykaemoro,
sunernoro, LS90G, 12 ym./kop.;

HUH®OPMANUSA O HAJIMYHUU JTEKAPCTBEHHBIX CPEACTB

B cocraB cremiepoB ogHOpa3oBOro HCmoNb30BaHMs Frankenman He BXOIST BEIIECTBAa, KOTOPBIC, B CIydae HX
OTJENFHOTO TPUMECHEHUS, MOTJIM OBl PacCMaTPUBATHECS B KAUeCTBE JIGKAPCTBEHHOT'O CPEACTBA B COOTBETCTBUU C
oTpeneieHueM, TIPUBEICHHBIM ISl JaHHOTO TepMuHa B ctatbe 1 upexrussr 2001/83/EC.

3AABIEHUE O MATEPUAJIAX YEJIOBEYECKOI'O U JKHBOTHOI'O ITPOUCXOXKIAEHUS

[Tpu npou3BOICTBE CTEIIEPOB OJHOPA30BOTO UCIIOIB30BaHus Frankenman He UCTIONB3YIOTCS! POU3BOIHBIE TKAHEH
WM KJIETOK Y€JIOBEUECKOTO M JKUBOTHOT'O MPOUCXOKICHHS.

MATEPHAJIbI, U3 KOTOPBLIX U3I'OTOBJEHO MEIUIIUHCKOE U3AEJUE U ET'O OCHOBHBIE
KOMIIOHEHTHI

KOMILJIEKT IOCTABKHA

Cremniep 0ZHOPa30BOro ucmoib3oBaHus Frankenman, mepesarpykaemsiii, auHeinsiid, LS30W 3arpykeHHbIit
kaprpumkem LSR30W - 1 ym./kop.;

Cremiep 0IHOPa30BOI0 HCIIONIL30BaHMs, Iepe3arpyxaembiii Frankenman, muneiinsiii, LS30B 3arpysxeHHblit
kaptpumkem LSR30B- 1 ym./kop.;

Cremiep 0JHOPA30BOTO HCIIOJIB30BaHMs, Irepe3arpykaembiii Frankenman, nuueiinsiii, LS30G 3arpyskeHHbIH
kaprpumkem LSR30G- 1 ym./kop.;

Cremiep OIHOPA30BOrO HCIOJIB30BAHMS, Iepe3arpyxaembiii Frankenman, nuueiinsiii, LSA45B sarpyskeHHbIi
kaptpumkem LSR45B- 1 ym./kop.;

Cremiep 0JHOPA30BOTO HCIIOJB30BaHMS, Iepe3arpy:aembiii Frankenman, nuueiinsiii, LS45G 3arpyskeHHbIH
kaptpumkem LSR45G- 1 yn./kop.;

Cremiep 0XHOPa30BOTO HCMONB30BaHus Frankenman, mepesarpysxaembiii, juHeiHsd, LS60B 3arpyxeHHBIH
kaptpumkem LSR60B- 1 yim./kop.;




Cremniep ogHOpa3oBoro ucrmonbs3oBanus Frankenman, mepesarpyxaemsiii, nuneitnbiit, LS60G 3arpyxeHHbIit
kaptpumkeM LSR60G- 1 yn./kop.;
Cremiep onHOpa3o0BOro Hcmons3oBanusi Frankenman, mepesarpysxaembiii, juHeiHsldd, LS90B 3arpyxeHHbIi
kaptpumkem LSRI0B- 1 ym./kop.;

[MPUHA JUIEXXKHOCTHU

Kaptpumk LSR30W mist cremiepa oaHOpa30Boro ucmonb3oBanus Frankenman, mepesarpy»xaeMoro, TMHEHHOTO,
LS30W, 12 yn./kop.;

Kaprpumx LSR30B st cremiepa oaHOPa30BOro UCOJb30BaHus Frankenman, mepesarpykaemMoro, JHHEHHOTO,
LS30B, 12 yn./kop.;

Kaptpumk LSR30G ans creruiepa oHOpa3oBoro ucnonb3oBanus Frankenman, mepesarpyxaeMoro, IMHEHHOTO,
LS30G, 12 ym./kop.;

Kaprpumk LSR45B st cremepa omHOpa3oBoro uemoib3oBanus Frankenman, mepesarpyskaeMoro, JHHEHRHOTO,
LS45B, 12 ym./xop.;

Kaprpumk LSR45G miist creruiepa 0o1HOpa3oBOro MCmonb3oBanus Frankenman, mepesarpyskaeMoro, THHEHHOTO,
LS45G, 12 ym./kop.;

Kaprpumk LSR60B mist cremiepa omHOpa3oBoro uemoib3oBanus Frankenman, mepesarpyskaeMoro, JHHEHRHOTO,
LS60B, 12 ym./xop.;

Kaprpumx LSR60G aist cremiepa oqHOpa30BOro ucmoib3oBanus Frankenman, mepesarpyxaemMoro, IMHEHHOTO,
LS60G, 12 ym./kop.;

Kaprpumx LSRI0B st cremiepa oaHOPa30BOro Ucmoib30Banus Frankenman, mepesarpyaemMoro, JMHEHHOTO,
LS90B, 12 yn./kop.;

METO/bl U CPEACTBA JE3UH®EKLNU

He npumMeHnMO K cTeriepaM 0IHOpa3oBoro ucnosib3oBanus Frankenman, Tak kak OHM TIOCTaBIISIIOTCS B CTEPUIBEHOM
COCTOSIHMH U TIpeIHa3HAuYEHbI TOJIBKO JUIS OJJHOPA30BOT'0 UCIIOIb30BAHMSI.

TPEBOBAHMUS K TEXHUYECKOMY OBCJI Y KUBAHUIO

Henpumennmo. Crerniepbl 0JHOpa30BOro Mcoib3oBanus Frankenman npenHasHaueHbl TOJBKO IJISI OJHOKPATHOTO
UCTIONIb30BaHM.

YCJOBHUSA XPAHEHU S

Juanazon temneparyp npu xpanenun: 17 °C(62°F)- 27 °C(80°F)

OTtHOCHTeNbHAS BIaXHOCTH: 20% - 60%

Atmocteproe nasnenue: 97 lla (14.07 psi) — 105 kI1a (15.23 psi)

YCJOBHUSA TPAHCIIOPTUPOBKH

YnakoBaHHbIE HM3JENIUSI TPAHCIIOPTHPYIOT BCEMH BHIAMHU 3aKPBITBIX TPAaHCIIOPTHBIX CPEICTB, B COOTBETCTBHHU C
NpaBUJIAMH TIEPEBO30K IPY30B, ICHCTBYIOIINX HA JaHHOM BHIETPAHCIOPTA.

Junana3on Temnepartyp npu Tpancrnoptuposke: -29 °C(-20°F)- +60 °C(140°F)

OTtHOCHTeNbHas BIaxHOCTh: 20% - 85C

Atmocheproe nasnenue: 48 klla — 108 xIla

YCJOBUSA DKCIUIYATALIUN

Hcnonp3oBath B 1e4eOHO-NPO(PMIIAKTHYECKHUX YUPEXKICHHUSX 1101 KOHTPOJIEM KBAJTH()UIIMPOBAHHOTO IIEPCOHAA.
Juamnazon temneparyp npu ucronbs3zoBanuu: 17 °C(62°F)- 54 °C(130°F)

OtHocurenbHast BiaxHocTs: 100%

Atmocteproe nasnenue: 86-106 klla

YTHIN3ANUSA

YTunnzaiys Nponu3BOIUTCS COTIIACHO 3aKOHOIATEIbCTBY, NEHCTBYIOIEMY Ha TeppuTopun PO.

YTunuzanus MEAWIMHCKHX OTXOJOB OCYIIECTBISIETCS C coOmnrojieHneM TpeOoBaHuMit CaHHMTAapHBIX IpaBHI B
3aBUCHMOCTH OT CTETIEHH MX 3ITHIEMHOJIOIMYEeCKON, TOKCHKOJIOTHYECKONH M PaJMallMOHHON OIacHOCTH, a TaKXke
HETaTHBHOTO BO3/ICHCTBUS Ha YeJIOBEKa U cpely OOMTaHuUs YesloBeKa:

CornacHo Kiaccu(pUKauy METUIIMHCKHAX 0TX010B, MU «Cremuepsl oHOpa3oBoro ncnonb3oBanust Frankenmany n
ero ymakoBKa OTHOCHTCA K Kiaccy b (OTxonmpl, WMHQHUIMPOBAaHHBIE W MOTEHIHWAIHHO WHOUIIMPOBAHHBIC
MHUKPOOPTaHU3MaMH 3-4 TPy MaTOT€HHOCTH (3MUAEMUOIOTHYECKH ONTacHbIe 0TX 05, - Kiace b (CanlluH 2.1.3684-
21))).

IIpu yrunuszanuu 3arpsi3HEHHBIX 4acTel OJIEBANTE NEPUYATKHU.

He3arpsi3HeHHas yakoBKa yTHIN3UPYETCs KaKk OBITOBOM OTXOJ.

NEPEYEHb IPUMEHAEMbIX NIPOU3BOJUTEJEM(M3TOTOBUTEJIEM) MEJUITUHCKOI'O
MN3AEJINS HAIIMOHAJIBHBIX CTAHJIAPTOB

Komnanns «Cywkoy @pankerman Mennkan Dxyunment Ko., JIta.» 3agsnser, uro CTeriepsl 0HOPa30BOIO
ucnonb3oBaHust Frankenman otseuarot TpeboBanusm [SO 14630, momHBI CITUCOK MEXTyHAPOAHBIX TpeOOBaHUH
HpPEeJOCTABIIAETCA MO 3aIpocCy.

TF'APAHTHUA

1. IIpousBoauTENs T'apaHTHPYET, YTO NPOCKTHPOBAHWE W IPOU3BOACTBO JAHHOTO H3JENUSl OCYIIECTBISIOTCS C



Y4EeTOM Pa3yMHO OOOCHOBaHHBIX ACIEKTOB OE30IMacCHOCTH M IPU HEOOXOIMMOM KOHTPOJIC MPOU3BOJICTBCHHBIX
MPOLIECCOB.

2. 00beM 0053aTENBCTB TMPOWU3BOAUTEN IO HACTOSIICH rapaHTHH OTPAHUYMBACTCS 3aMEHOW MPOJIYKTA.
IIpousBoauTens HE HECET NPAMOW WIM KOCBCHHOW OTBETCTBCHHOCTH IO BO3MEIICHHUIO JIFOOBIX YOBITKOB,
00YyCIIOBJICHHBIX KAKUM-TTHOO HECUYACTHBIM CIy4aeM BCIICACTBUC MPUMEHCHUS U3ICITUS.

3. [IpousBoauTenb HE HECET OTBETCTBEHHOCTH 3a JIOObIC YOBITKH, BO3HHKIIHE B pPE3yJbTaTe MOBTOPHOTO
UCIIOJIb30BaHMsI, TOBTOPHOI 00pab0TKU MM OBTOPHON CTEPUIIU3AINN HHCTPYMEHTA.

HE UCHIOJIB3YWUTE MPOAYKT, ECJIM YIIAKOBKA ITOBPEK/IEHA..

J1ist HaBeIeHHs! CIIPABOK 110 HEPACCMOTPEHHBIM 31€Ch BOIIPOCAM CM. COOTBETCTBYIOIIYIO MEIUIIMHCKYIO TUTEPATYPy
WM JIUTEPaTypy M0 MEIUIUHCKOMY O0OpYyIOBaHHIO, JUOO CBSXKUTECh C IMPEICTABUTEIBCTBOM KOMIAHUH
(HamumMTe) AT KOHCYIIBTAIINH.

IOPUINYECKASA UHOOPMALIUA

OdunmanbHEIN TPONU3BOIUTEN:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cymkoy ®pankeraman Meaukan Dxyunment Ko., JIta.
108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,

PEOPLE’'S REPUBLIC OF CHINA

Ten.: +86-512-6878 0588/6878 0388

dakc: +86-512-6808 0025

Mecto npou3BoACTBa:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cywkoy ®pankeaman Memukan Dxyunment Ko., JIta.
108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,

PEOPLE’'S REPUBLIC OF CHINA

YnoaHOMOYCHHBIH OpeACTaBUTENh O(HUIHATHHOTO MPOU3BOAUTENS Ha TeppuTopun PO:

000 «DAPMIJINK»

117218, r.Mocksa, yi. Keaposa, 1. 14, k. 1, momem. 1/2

Temn.: 8 (499) 124-62-49

[Mourta: info@farmlik.ru

He conepxut HaTypalbHbI Kay4yKOBBIH JIATEKC

MapxkupoBka cooTBeTcTBUS TpeboBaHuesM CE (moaTBepKIaeT, YTo JaHHOE
( € U37IeNIe COOTBETCTBYET IIPUMEHNMBIM AUPEKTHBaM EBpocoro3a)

STERILEIR PagvaioHHas CTEpHIN3ALUs

® 3anpeT Ha MMOBTOPHOC MMPUMEHCHUEC

u 72

W3rorosurenn

108 South Jinfeng Road, Suzhou
High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF
CHINA

Ten.:+86(0) 512 6878 0388 6878
0588
(baxc:+86(0) 512 6808 0025

o Jre

Shanghai International Holding

YIOIHOMOYECHHBIN NpeAcTaBuTeNs B EBpomneiickomM coobrmecTse


mailto:info@farmlik.ru

Corp.GmbH (Europe) Eiffestrasse
80,20537 I'amOypr, 'epmanus
ten.: + 49 40 2513175

¢axc: + 49 40 255726

Pen.: DFU-SFLS-02-Al



