FRKM TCLS
HUHCTPYKLMS 10 IPUMEHEHHUIO
CTEILJIEP OJJHOPA30OBOI'O UCIIOJIb30OBAHUS, TUHEMHDBIN, PEXY AN
}laTa COCTaBJICHUS JOKYMCHTA

MEPE]I WCIOJIb30BAHUEM M3JAEJASA TIPOYUTAWTE TPUBEJIEHHYIO HHWXKE
NHO®OPMAIINIO.
BAKHAS UHOOPMALIUA!
B Hacrosimem Oykiere nmpuBeneHa HHGOPMAIHs, IPU3BaHHAS IOMOYb MOJIB30BATEII0 B AKCILUTyaTaluy u3neius. B
HEM He COZEpIKaTcs KaKue-mu00 yKa3aHHUs OTHOCUTENIBHO IPUMEHEHUS XUPYPIrUUECKUX METOI0B.
HAMUMEHOBAHUE
Crermiep oJHOpa30BOro HMcronb3oBanus Frankenman, nuneitnsiii, pexymuii, TransCut, cepun TCLS, B BapranTax
UCTIOJTHEHUSL.
(momHOE HaMMEHOBAaHME yKa3aHo Hibke B Tabmwma 1)
NPUMEYAHHUE: Jlaree mo TEKCTy MOTYT HCIOIB30BAThCS CIEAYIOIINE HAa3BaHUS: CTEIUIEPHI, CTEIIEpPHI,
mnaeiHble, pexynme FRKM cepun TCLS, mmmeiinsrii cremmep FRKM TCLS, cremrepsl JTHHEHHBIE cepHA
TRANSCUT TCLS, cremrepsl ogHOpazoBoro ucmons3oBaHus Frankenman, munaeitabie cremepsl FRKM cepun
TCLS, m3nemus cepunt TRANSCUT TCLS
HA3HAYEHUE
Cremepbl 0HOPa30BOro Mcrosb3oBanus Frankenman mpeaHazHaueHbl Ui HAJIOKEHUS XUPYPTUUECKHX CKOO C
LIEJIBI0 COeAMHEHHSI BHYTPEHHUX MATKHUX TKaHEH.
ITOKA3AHUSA K IPUMEHEHHIO
Cremiepsl  smneiinbie  cepu  TRANSCUT TCLS wucnons3yroTcss TOpH  BBIIOJHEHWH — a0J0MUHAJBHBIX,
TMHEKOJIOTHYECKUX, NeTUaTPUUECKUX U TOPAKaIbHBIX XUPYPIrHUECKUX MPOLEAYp Ui Pe3eKLUU UM MONepeyHOro
pa3pe3aHus TKaHEH.
IMPOTUBOIIOKA3AHUSA
JlaHHOE W3zenue He TpenHa3HAa4eHO JUIS HCIIOJIB30BAHMS B MHBIX LENAX, KPOME YTBEP)KACHHBIX IOKa3aHHH K
MPUMEHEHHIO.
1. Cremnepsr munetinbie cepr TRANSCUT TCLS He cnemyeT UCTIONB30BaTh I 00paOOTKH TKaHEeH, KOTOpEIe, IO
MHEHHUIO XHpYpra, He BbIIEp)KaT HMCIOJIB30BaHUS OOBIYHOTO IIOBHOTO MaTepHajia WM TPaJULUOHHBIX METOJOB
CBE/ICHUS TKaHU.
2. Cremneps! nuneiinbie cepurt TRANSCUT TCLS He crneayer ncrolsib30BaTh B T€X Cllydasix, KOTAa CTOINOPHBIN
wTHGT HE MOXET OBITh HA/IEKHO DPACIIOJIIOKEH B OTBEPCTHUHM MOJ| CTONOPHBIA IITH(OT B 3a)KMME HaKOBAJbHH.
HeBo3MOXHOCTh (DUKCALIMM CTOIOPHOTO ITU(GTA MOXET O0YCIOBHTH JedopMalnio XUPYPruuecKoil CKOOKH,
HapyIIeHHUE [eJIOCTHOCTH JINHUM CIIMBAHUS XUPYPTHUECKUMH CKOOKaMHM U pa3pes3a, a Tak’Ke KPOBOTEUEHHE, YTEUKY
WU pa3pyLIeHHe.
3. Iepen 3amyckoM creriepa HEOOXOIUMO TINATEIHHO OLEHHUTH TONIUHY TKaHH. CMm. Pazmensr «ITAPAMETPBI
CTEIUIEPA» u «TpeboBanus Kk CKaTHIO TKaHEH». « TpeOOBaHUS K CKATHIO TKaHEI» BKIIOYAIOT B ce0sl TpeOOBaHHS
K CKATHIO XHPYPTUIECKUX CKOOOK Kaxkaoro pazmepa. Uznemus cepun TRANSCUT TCLS He cnemyeT HCIons30BaTh
Ha TKaHAX, KOTOPbIE HEBO3MOXHO CXKaThb 0€3 3aTPyIHEHHH MM KOTOpBIE CXKHMAIOTCS 710 YPOBHS, MEHBIIET0, YeM
MpeyCMOTPEHO TpeOoBaHMSAMH K cxkaruio. HecoOnomeHne AaHHBIX HMHCTPYKIMH MOJKET IIOBJICYb 3a COOOM
HEeHaJyIeXallee CBeICHNE TKaHeH, TPaBMUPOBAaHHUE, PACXOXKACHUE, Pa3pbIB U CMELICHNE TKAaHH, U (MJIH) UCKIIOYUTh
BO3MOKHOCTH JJOCTIDKEHHSI JOJDKHOTO TeMOCTa3a.
4. Crennepsl auneitabie cepud TRANSCUT TCLS He cienyeT UCMONb30BaTh AJIsl CIIMBAHUS MEYCHH, CEJIE3CHKU
WM aHAJIOTHYHBIX TKAHEH, IOCKOJIBKY CXKAaTHe 3TUX TKaHEH MOXKET OKa3aTh Pa3pyMIUTEIbHBIN P HeKT.
5. He ucnons3yiite HHCTpYMEHT A 00pabOTKM HIIEMU3UPOBAHHOMN MIIM HEKPOTHYECKON TKaHH.
6. Ilpm ncrmonp30BaHMM YCTPOMCTBA HE NPEIYCMOTPEH MNPSMON KOHTAaKT C CEpAIEM, LEHTPAJIbHOW CHCTEMOH
KpOBOOOpAIEHHs MK LIEHTPAILHON HEPBHOM CUCTEMOIA.
OINMCAHME U3AEJIUA
Cremiep mmueibplii cepun TRANSCUT TCLS oOecrieunBaer cuiMBaHHe ABYMsI JBOHHBIMH CTYNEHYAaTBIMHU
JMHEHHBIMHU PAJJAMU TUTAHOBBIX XUPYPIHYECKUX CKOOOK C MPUMEHEHHEM PEXYIIETo JIE3BUs M1y HUMH. [[nnHa
JIMHUM CUIMBAaHUS XUPYPTUUECKUMHU ckoOkamu coctaBisieT 40 mm. JJoctynHsl 1Ba pa3mepa (3,8 MM u 4,5 MM) ais
CUIMBAHMSI TKAHEH DPA3JIMYHOW TONIIUHBI CO CJEAYIOIIEH LIBETOBOM MapKUPOBKOM: CHHHUHU U1 C)KaTUSl TKaHU
TOJIITUHOHN 1,5 MM ¥ 3eJI€HBIN IS COKATUSl TKAaHU TOJMIHHOHN 2 MM. HpopMaIus o pasMepax XHPypruueckux CKOOOK
npuBenena B pasgene «[IAPAMETPbBI CTEIUJIEPA». Kaxapiit nuneiinsiii cremep cepun TRANSCUT TCLS
MpeJHa3HaYeH TOIBKO UL OJTHOPA30BOTO MCIOIb30BaHMs. II0BTOpHAs 3arpy3Ka WM IIOBTOPHOE NCTIOIb30BaHUE IS
CIIMBAHU HE TOIYCKAIOTCS.
ITAPAMETPBI CTEIIVIEPA
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X CKOOOK  [CKHX CCKHX ecKoit XUPYPrud [CIIHBAHH
CKOOOK CKOOOK  [CKOOKM  [eCKOH s (MM)
(MM) (MM) CKOOKH (
MM)
TCLS30G 3eneHpiit 4 30 2,0 3,0 4,5 31
TCLS30B Cunnit 4 30 15 3,0 3,8 31
TCLS40G 3eseHblit 4 38 2,0 3,0 4,5 39
TCLS40B Cunnit 4 38 15 3,0 3,8 39
TCLS60G 3eneHpiit 4 58 2,0 3,0 4,5 59
TCLS60B Cunnit 4 58 15 3,0 3,8 59
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1) KAPTPUJIXK 6) KHOIIKA PA3BJIOKMPOBKU
2) CTEPXEHb 7) XUPYPTUYECKAS CKOBKA
3) PYKOSITKA 8) HAKOBAJIbHS
4) TIYCKOBO! PBIYAT 9) CJAMJEP CO CTOIIOPHBIM IITU®TOM
5) PBIYAT 3AKPBITUSA 10) 3AXKUMBI

PABOTA CYCTPOMCTBOM

Cremneps! nuHeitHble cepud TRANSCUT TCLS nocTaBisitoTcsi B CTEPHIIM30BAHHOM BUJIE€ C OTKPBITBIMU 3aKUMaMHU
Y YCTAHOBJICHHBIM CHHHUM HJIH 3€JIEHBIM KapTPHPKEM C XUPYPTrUUECKUMH CKOOKaMH.

1. CHuMHTE c HHCTPYMEHTAa KOJIIAav0K, YASPKUBAIOIINN XUpyprudeckue ckoOku. BeiopocsTe konmadok. [Tomecture
TKaHb, MOJYIEKAIYIO CIIMBAHHIO XUPYPTUUECKUMHU CKOOKaMH, B 3KMMbI HHCTpYMeHTa. [IpuMedanue: aro0ast TKaHb,
3aKpBIBAONIAsl OTBEPCTHE B HAKOBAJIbHE, Oy/IeT MPOTKHYTA CTOMOPHBIM IITH(HTOM.

2. Haxmwure Ha pplyar 3aKpbITHs JI0 IETYKa.

3. MHCTpyMEHT NepexoAuT B MPOMEKYTOYHOE MOJIOKEHUE, ITHOT MOJHOCTHIO CUINT B HAKOBAJIbHE, 3aXBaThIBAs
TKaHb, a 3AKUMBI YaCTUYHO OTKPHITHL. [Ipy >kenmaHuM nepemMecTuTe TKaHb B Mpeeiiax MHCTpyMeHTa. [Ipumeuanue:
CronopHsIi ITHQT aBTOMATUYECKH yCTaHABIMBAETCS HA HAKOBAJIBHE ITPH HAXATHH HA PhIYar 3aKpbITHA.

4. Tlpu XemaHWUM CTONOPHBIA MITH(PT MOXHO YCTAaHOBUTH BPYHYHYIO, IIPH 3TOM 3aKHMbI OCTAIOTCS MOJHOCTHIO
OoTKpbITEIMU. [locie pasMemieHnst TKaHH, KOTOPYIO HEOOXOIMMO CIIUTH B 3a)KMMax MHCTPYMEHTa, Ha)XMHUTE Ha
BBICTYII IITU(TA B HATIPABJICHUH yIIOpa.

5. CoxxmuTe pblYar 3aKpbITHsl ¥ PYKOSTKY IIOJIHOCTBIO BMECTE JO BTOPOrO MIeidyKa. Temepb pblyar 3aKkpbITHS
3a()MKCHPOBaH Ha PYKOSITKE, a 3aKMMBlI CKPEIUICHBI Ha TKaHH, KOTOpas roTOBA K CIIMBAHHIO XHPYPIHYECKUMH
ckoOkaMu U paspesaHuro. [1ycKkoBoil ppryar 0THOBPEMEHHO MTEPEMECTHTCS B MOJIOKEHHE TOTOBHOCTH K CIIUBAHHMIO.
IIpumeuanue: [IpomomkaiiTe BBIMOIHATH 3aXBaT WHCTPYMEHTA W MaHUIIYJIHPOBAaTh UM C IIOMOIIBIO phIUara
3aKpBITHSA JI0 TEX 10D, TOKa HHCTPYMEHT He OyAeT rOTOB K BHITIOJIHEHHIO cinBaHus. He 6Gepureck 3a mycKoBO# pbraar
JIO0 TeX II0p, MIOKa MHCTPYMEHT He IMOATOTOBJICH K BHIOJIHEHNUIO ciuBaHus. IIpumeuanne: Ecnn nepex cimmBannem
XUPYPTHIECKUMHU CKOOKaMH HEOOXOIMMO M3MEHHUTH IOJIOKEHHE TKaHU BHYTPH MHCTPYMEHTA, OTKPOHTE 3a)KMMBI,
Ha)kaB Ha KHOTIKY pa30JIOKUPOBKH M MEJICHHO OTITYCTHB pBIYATr 3aKPBITH. PrIyar 3aKpbITHS BEpHETCS B IIOJHOCTHIO
OTKPBITOE ITOJIOXKEHHUE U 3aKUMbI OCBOOOIAT TKaHb. Tereps MOXXHO M3MEHHTS 0JI0KeHHne TkaH!. [lepen crumBannem
y0OenuTech, 4TO CTONMOPHBIM ITU(T BCcTaBieH B ymnop. HempaBwibHas ycTaHOBKAa IITU(Ta MOXET NPHUBECTH K



HEKOPPEKTHOH JleopMalii XUPYPrUUECKHX CKOOOK, 4TO B UTOre MOKET OOYCIIOBHTb YTE€UKY HJIM HapylIeHHE
LEJIOCTHOCTY JIMHUY CIIUBAHUS U pa3pe3aHusl.

6. BeimonHMTE CIIMBAaHUE, MOJHOCTHIO MOTSHYB MyCKOBOM phIYar Has3aj B HAlpaBJICHUH pbluara 3aKpbITHS O TeX
MOp, MOKa HE YCIHBININTE IIEeNYOK, YKa3bIBAIOMIMH Ha MHoiHOe (OpPMHPOBAHHE XMPYPIHYECKHX CKOOOK MOJIHOE
pa3pe3aHue TKaHu.

Ipumeuyanue: B ycrpoiictBe mmueiHbx cremiepoB cepun TRANSCUT TCLS mnpemycMotpena (yHKIHS
6e301macHOCTH, KOTOPasi 3aKIF0YACTCsI B IPEIOTBPAIIEHUN CPpabaThIBAHNUS, €CIIH B YCTPOHCTBE OTCYTCTBYET KapTPHIK
WIN HUCIOJB3YyeTcss OTpabOTaHHBIM KapTpHIK. Eciam ImMycKOBOM phlYar He IOJHOCTBIO OTOJBHTAETCSl OT phlyara
3aKPBITHS, HEOOXOMMO BBIIIOJHUTD 3aMEHY Ha MOJHOCTHIO 3apsKCHHBIN HHCTPYMEHT.

7. OTKpOHTE 3a)KNMBI, HA’KaB Ha KHOTIKY Pa30JIOKMPOBKU M OTILYCTHB PBIYar 3aKPBITHS.

8. Ppruaru u 3a5KMMBI TIOJTHOCTBIO OTKPOIOTCS, OCBOOOXKAast TKaHb. M3BiekuTe nHCTpyMeHT. BHumanue: [Iposepsre

JIMHUIO CIIMBAaHUS XUPYPrUueCKUMH CKOOKaMH Ha IpeMeT TeMOCTa3a/THEBMOCTa3a 1 NPaBHIILHOTO (hOPMUPOBAHUS
ckobok. Ilpu OoTCcyTCTBMM remMocTa3a/THEBMOCTa3a CJEQyeT HCIOJB30BaTh COOTBETCTBYIOIIME METOABI JUIS HX
JIOCTYDKEHUSL.

NPUMEYAHUE

«TpeboBaHus K CKaTHIO TKaHEW» BKIIOYAIOT B ceOsi TPeOOBAaHUSI K CHKATHIO XHPYPTrHYECKUX CKOOOK KaXKIOro
pa3mepa. Ecnu TkaHb He mognaercst KoM(pOPTHOMY CXKaTHIO B COOTBETCTBUH C JaHHBIMU TPEOOBAHUSIMH HIIH CIKATUIO
JO YPOBHS, MEHBIIIETO, YE€M HPEIyCMOTPEHO TPEOOBAHMSAMM, TKAHb MOXKET OBITh CIIMIIKOM TOJICTOM/TOHKOH IS
HCTIONIb30BaHMS XUPYPTUIECKIX CKOOOK BEIOPaHHOTO pazMepa.

NPEAYHNPEXJIAEHUA U MEPBI IPEJOCTOPOKHOCTH

1. IlpenmomepanuoHHasi JTydeBas Tepamusi MOXET OOyCIOBHTh M3MEHEHHE TKaHEH. JlaHHBIE M3MEHEHHS MOTYT,
HaIrpuMep, IPUBECTH K TOMY, YTO TOJIIINHA TKAHW IPEBBICUT YKa3aHHBIN ANAMa30H JIOMYCTUMBIX 3HAYCHUH TOJIIMHBI
JUISl CIIMBaHUSI XUPYPrHYECKUMH CKOOKaMH BBIOpaHHOTO pa3mepa. CieayeT TINATeNbHO MOJOWTH K BHIOOPY
COOTBETCTBYIOIIETO pa3Mepa XUPYPrUYeCKUX CKOOOK M pacCMOTPETh BEPOSATHOCTH JOOOr0 paHee NPOHIEHHOIO
MaMEeHTOM MPEIONEePallMOHHOTO JICUCHHUS.

2. Kax/plit KOMIIOHEHT KOMIUIEKTa OCTaBKHU JIOJDKEH UCTIONb30BaThCsl YKa3aHHBIM CIIOCOOOM.

3. Jluneiinbie creriepsl cepun TRANSCUT TCLS nocraBinsitoTest B CTEpUIN30BaHHOM BUJIE U NTPEAHA3HAYECHBI IS
OJHOKPAaTHOTO HMCIHOJb30BAHMS B paMKaX ONHON Xupyprudeckoil mponenypel. YTHUJIIM3UPYUTE W3JIEJIME
ITOCIJIE NCITOJIb30BAHUSI. TIOBTOPHA S CTEPMJIM3ALIMA HE JOITY CKAETCA.

4. Moaudukanus WHCTPyMEHTa KaTETOpWYECKH 3amperieHa. lMcrmonp3oBaHne MOAMGHINPOBAHHOTO YCTPOMCTBa
MOJKET TOCIYXKUTh NMpUINHOH ero HemcrpaBHOH padoTel. FRANKENMAN wnu cBs3aHHBIE ¢ HEl KOMIIAaHWH HE
TapaHTHPYIOT COXPAHHOCTh PabOUYMX XapaKTEPUCTHK JAHHOTO W3JENUs IPH BHECCHWHM B HErO WJIH B CMCHHBIC
KapTPUIKH KaKUX-JIH00 U3MECHEHHH.

PEKOMEHAYEMBIE YCJIOBUS XPAHEHUSA

XPAHUTH [TPU KOMHATHOM TEMIIEPATYPE. BEPEYb OT BO3JENCTBUS BJATY U IIPSIMBIX
HNCTOYHUKOB TEILJIA.

HE MOJBEPTAWTE U3JEJHUE BO3JIEACTBUIO TEMIIEPATYP BBIILIE 54°C (130 TPAJYCOB 11O

®APEHTENTY).
JUHENUHBIE CIIUBATEJM CEPUM C TIIONEPEYHBIM PE3AKOM TRANSCUT TCLS
MOCTABJISIFOTCSI CTEPUJIM30BAHHBIMHU. CTEPUJIN3ALIUS OCYUIECTBJISIETCS

HOCPEACTBOM OBJYYEHHA. CPOK TI'OJHOCTH COCTABJMAET S JIET HOCIJIE
CTEPWJIN3AIIAH, IIPU YCJIOBUU XPAHEHU S B HEHOBPEXKJIEHHOM YIIAKOBKE.

MMOJHOE HAUMEHOBAHUE MEJUIINHCKOI'O U3AEJIUA
Taoauna 1
Crenuiepbl 0JHOPAa30BOro UCHOJIbL30BaHus1 Frankenman, B BapuaHTaX MCIOJTHEHH:

Cremiep oAHOPa30BOro HCHOIb30BaHus Frankenman, nuHeitHbIH, pexymuit, TransCut, cepun TCLS, B BapuaHTax

HCTIOJTHCHUS
Cremiep 0JIHOPa30BOIo UCMOab30BaHus Frankenman, nuuernbiid, pexxymui, TransCut, TCLS40B;
Creruiep 0JIHOPa30BOI0 UCIMOJb30BaHUS Frankenman, nmunerinbiii, pexxymuii, TransCut, TCLS40G;
Crermiep 0IHOPa30BOTO UCTIONB30BaHuUs Frankenman, muueiinsiii, pexxymuid, TransCut, TCLS60B;

Cremiep 0J1HOpa3oBoro ucnosb3oBanus Frankenman, nuneiinsiii, pexymmid, TransCut, TCLS60G;

HNHO®OPMANUSA O HAJIMYNU JIEKAPCTBEHHBIX CPEACTB

B coctaB cTemuiepoB 0JHOPa30BOTO HCIIOJIB30BaHMs Frankenman He BXOJAT BEIIECTBA, KOTOPHIE, B Cllydae HX
OTIIEIHHOTO MPUMEHEHUs, MOTJIM OBl PacCMaTPHUBATHCS B KAUeCTBE JICKAPCTBEHHOTO CPEACTBA B COOTBETCTBUU C
oTIpeJIeNIeHuEM, IPUBEICHHBIM JJIs1 JAHHOTO TepMuHa B ctatbe 1 Jupextussr 2001/83/EC.

3ASIBJIEHUE O MATEPUAJIAX YEJIOBEYECKOI'O 1 ZKHBOTHOTI'O NTPOUCXOXKIAEHU S

IIpu mpou3BOACTBE CTEIUIEPOB OHOPA30BOTO UCIONB30BaHUs Frankenman He NCTIONB3YIOTCS IPON3BOIHBIE TKAHEH
WM KJIETOK Y€JIOBEUECKOTO M JKUBOTHOTO MPOUCXOKICHHS.

MATEPHAJIBI, U3 KOTOPBIX N3TOTOBJIEHO MEJINIIWHCKOE U3JEJUE U EI'O OCHOBHBIE
KOMITIOHEHTBI



KOMILJIEKT IOCTABKHA

Cremiep 0JHOPa30BOTO McHob30Banust Frankenman, muneiinblit, pexyumid, TransCut, TCLS40B-1wr./ym.;
Cremiep 0JHOPa30BOTO KCIOIB30BanHust Frankenman, muneinsiii, pexyumid, TransCut, TCLS40G-1mir./yi.;
Cremiep 0JHOPa30BOTO KCIOIb30Banust Frankenman, muneinblii, pexyumid, TransCut, TCLS60B-1mir./ym.;
Cremuiep ogHOpa3oBoro ucnoib3oBanus Frankenman, nuneinsii, pexymuii, TransCut, TCLS60G-1mir./ym.;

METO/bl U CPEACTBA JE3UH®EKLINU

He npumMeHnMo K cTemiepam 0HOpa30BoTro ucnonb3oBanus Frankenman, Tak Kak OHM ITOCTABIISIFOTCS B CTEPHIIBHOM
COCTOSIHMH 1 TIpETHAa3HAYEHBI TOJIBKO I OJJHOPA30BOTO HCIIOIb30BaHM.

TPEBOBAHMUS K TEXHUYECKOMY OBCJIYKUBAHHIO

Henpumennmo. Cremeps! o1HOPa3oBOro ucnoib3oBanus Frankenman mpenHasHa4eHb! TOJIBKO [UI OJXHOKPATHOTO
UCTIONIb30BaHM.

YCJIOBHUSA XPAHEHU S

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

OtHocuTenbHas BIaXHOCTH: 20% - 60%

Atmoctepnoe nanenue: 97 klla (14.07 psi) — 105 kIa (15.23 psi)

YCJIOBUSA TPAHCIIOPTUPOBKH

YnakoBaHHBIE W3JIENUS TPAHCIOPTUPYIOT BCEMU BHIAMHU 3aKPBITBIX TPAHCIOPTHBIX CPEICTB, B COOTBETCTBHH C
MpaBHJIAMH TIEPEBO30K IPY30B, ICHCTBYIOMNX HAa JaHHOM BUAETPAHCIOPTA.

JunamazoH Temneparyp npu TpaHcmoptuposke: -29 °C(-20°F)- +60 °C(140°F)

OtHOcuTenbHas BnaxHocTh: 20% - 85C

Atmocteproe nasnenne: 48 klla — 108 xI1a

YCJOBHSA DKCIVITYATAIIUN

Hcnons30BaTh B 1e4eOHO-NPOPMIAKTHYECKHUX YUPEXKICHHUIX 1101 KOHTPOJIEM KBATH()UIIMPOBAHHOTO IEPCOHAA.
Juanazon temmneparyp npu ucnonb3oBanuu: 17 °C(62°F)- 54 °C(130°F)

OtHocuTenbHas BIaxkHOCTh: 100%

AtmocdepHoe naienue: 86-106 klla

YTHJIN3ALIUSA

YTunusanus Npou3BOAUTCS COTTIACHO 3aKOHOATENbCTBY, NIEUCTBYIOIIEMY Ha Teppuropun PO.

YTunauzanus MEAUIMHCKHX OTXOJOB OCYILIECTBISIETCS C cOoONrojeHneM TtpeOoBanuii CaHHMTapHBIX NpaBHI B
3aBHCUMOCTH OT CTENEHU HX AMUIEMUOJOTHYECKOW, TOKCHKOJOTHYECKOW M paJMaIlMOHHON OIACHOCTH, a TaKXke
HETaTHBHOTO BO3/ICHCTBUSA HA YEJIOBEKA U cpelly OOMTaHMS YeToBeKa:

CornacHo KJacCHU()UKAUU METUIIMHCKUX 0TX010B, MU «Cremepsl 0jHOpa30BOro ucnonb3oBanust Frankenmany u
ero ymnakoBka OTHOcHTCS K kinaccy b (Orxoxmpl, MHOHUIMPOBAHHBIE W IOTEHIUAIBHO WHQHUIUPOBAHHbIC
MHUKPOOPTaHU3MaMH 3-4 TPYTIII MATOTeHHOCTH (3MUAEMUOIIOTHYECKH OMACHBIe 0TXO0bI, - Kiacc b (CanlluH 2.1.3684-
21))).

[pn yrunusanuu 3arpsi3HEHHBIX YacTei oJieBaiiTe IepUaTKH.

Hesarps3HeHHas yrakoBKa yTHIIM3UPYETCs Kak OBITOBOH OTXO/I.

NEPEYEHDb ITIPUMEHSIEMBbBIX ITPOU3BOAUTEJEMM3IrOTOBUTEJEM) MEJUIIUHCKOI'O
HN3AEJIUSI HAHTUOHAJIBHBIX CTAHJAPTOB

Komnanus «Cyuxoy ®@pankenman Menukan Oxkyunment Ko., JIta.» 3assiser, uro Ctemiepsl 0JHOPa30BOro
ucnonb3oBanust Frankenman otBeuarot TpeboBanusM [SO 14630, momHBIH CITHCOK MEXTyHAPOIHBIX TPeOOBaHUH
MPEIOCTABIISIETCS 110 3aIPOCy.

TF'APAHTUSA

1. IlpousBoauTens TrapaHTHPYET, YTO NPOEKTUPOBAHHWE M IPOM3BOJCTBO ITAHHOTO M3JENHS OCYIIECTBISIOTCS C
Y4eTOM pPa3yMHO OOOCHOBAaHHBIX AaCIEKTOB 0O€30IMacHOCTH W IPH HEOOXOIMMOM KOHTPOJIE MPOM3BOJCTBEHHBIX
MPOLIECCOB.

2. 00beM 00s13aTeNbCTB  TPOU3BOJUTEINSI 10 HACTOSIICH TapaHTHM OrPAaHWYMBACTCS 3aMEHOM HPOJYKTa.
[Ipon3BoanTens He HeCeT NPSAMONW WJIM KOCBEHHOW OTBETCTBEHHOCTH II0 BO3MEIICHHIO JIOOBIX YOBITKOB,
00YCIJIOBJICHHBIX KAaKUM-JIH0O HECUACTHBIM CITy4aeM BCIIEICTBUE IPUMEHEHHS H3/IEIHSL.

3. [IlponsBouTens HE HECET OTBETCTBEHHOCTH 3a JIIOObIE YOBITKHM, BO3HHKIINE B pPE3YJbTaTe IMOBTOPHOTO
MCIIOJIb30BaHMSI, TOBTOPHOM 00pab0TKM MM OBTOPHON CTEPWIIM3AIMH HHCTPYMEHTA.

HE UCIIOJIB3YUTE MPOAYKT, ECJIM YITAKOBKA ITOBPEXK/IEHA.

Jlis HaBeieHUS CIIPaBOK [0 HEPACCMOTPEHHBIM 3/1€Ch BOIPOCAM CM. COOTBETCTBYIOIYIO MEJULIUHCKYIO TUTEPATYPY
WIM JIUTEpaTypy 10 MEJUIMHCKOMY OO0OpYyJIOBaHMIO, JIMOO CBSHKUTECH C IIPEJCTABUTEIBCTBOM KOMIAHUH
(HanuImuTe) ISt KOHCYJIBTAIUH.

IOPUIUYECKAS UHO®OPMALIUA

OdunmanbHEI TPOU3BOIUTEN:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cyuxoy ®@pankeaman Menukan OxyunvenT Ko., JITa.



108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,

PEOPLE’S REPUBLIC OF CHINA

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

®daxc: +86-512-6808 0025

MecTo Ipou3BOACTBRA:

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

PEOPLE’S REPUBLIC OF CHINA

Y0IHOMOYEHHBIN MPEICTABUTEIb O(DUIIHAIHHOTO MPOU3BOANTEII Ha TeppuTopun PD:
000 «DAPMIIMK»

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

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

Ioura: info@farmlik.ru

@ He comepxuT HaTypaibHBIN KaydyKOBBII JIaTEKC

MapxkupoBka cootBeTcTBUs TpeboBanuesiM CE (oaTBepkaaet, 4To JaHHOE
( € H3JIeNINe COOTBETCTBYET NPUMEHUMBIM qUpeKTHBaM EBpocoro3a)

ST ERILEIR PagnanoHHas CTepHIN3aLus

® 3anpeT Ha MMOBTOPHOC MNPUMCHCHUC

o 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
(bakc:+86(0) 512 6808 0025

Shanghai International Holding
Corp.GmbH (Europe) Eiffestrasse
80,20537 I'amOypr, ['epmanus

ten.: + 49 40 2513175

dakc: + 49 40 255726

YIOIHOMOYEHHBIH NpeacTaBuTeNs B EBponeiickoM coobecTse

Pex; DFU-SFTCLS(11)-02-A0
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