FRKM CS
MHCTPYKILHUS 1O IPUMEHEHUIO
CTEILIEP HUPKYJISIPHBI BHYTPUIIPOCBETHBIN, OJHOPA30BOI'O UCHOJIb30BAHUS,
IPSIMOIA.
Z[aTa COCTaBJICHUSA I[OKyMeHTa

QT

A HEPEJI HCIOJIb30BAHUEM M3JEJUS TPOYUTAUTE IMPUBEJIEHHYIO HHXE
NH®OPMAIMIO.

BAKHASI HTHOOPMALIUA!

B Hacrosmei HHCTPYKIMK IPUBEACHA HH(GOPMAIHS, IPU3BAHHAS IOMOYb MOJIB30BATEII0 B SKCIUTyaTallH U3/ICIIH.
B HeM He copepxaTcs Kakne-I100 yKa3aHHsS OTHOCHTENBHO MPUMEHEHHS XUPYPTUIECKIX METO/IOB.
HANUMEHOBAHUE

Cremep OmZHOPa30BOTO HCIONB30BaHMS Frankenman, IUpPKyJIspHBIH BHYTPHUNpPOCBETHBIN, cepun CS, BapHaHTHI
UCTIOJTHEHUS.

(ToHOE HAaMMEHOBaHUE yKa3aHo Hike B Tabnuma 1)

[MPUMEYAHUE: Jlanee mo TEKCTY MOTYT HCIIOJB30BAaThCA CIEMYIONIME Ha3BaHUs: CTEIJIEphl LUPKYJISApPHbIC
BHyTpunpocBeTHbie FRKM cepuu CS, crerepst FRKM cepun CS, ctemnepst FRKM CS, yeTpoiicTBo, HHCTpyMEHT
HA3HAYEHUE

Crermepbl 0HOPa30BOro Mcrosb30oBaHus Frankenman npeaHasHa4yeHB! JJIsl HAJIOKEHUS XMPYPTrHYECKUX CKOO ¢
LIEJIBI0 COeAMHEHHSI BHYTPEHHUX MATKHUX TKaHEH.

IMOKA3AHUS K TIPUMEHEHHWIO

Cremteps! HupKyJssipabie BHyTpHnpocBeTHble FRKM cepun CS ncnonb3yrorest B 007aCTH BCET0 MUILEBAPUTEIEHOTO
TpaKTa JUIsi aHaCTOMO3a I10 TUITY «KOHEIl B KOHEI», «KOHeIl B 00K» M «00K B O0K» KaK IPH BHITIOTHEHUH OTKPBITHIX,
TaK M JIATAPOCKOMMYECKHUX NPOLEIyP.

IMPOTUBOIIOKA3AHUSA

1. He ucnoneayiite creruiep FRKM cepuu CS Ha TKaHsIX, KOTOpBIE CKUMAIOTCS 110 TOJIMHBI MeHee | MM 1iu Oosiee
2,0 mM. B Takmx ciyuasx KperuieHHe XHPYPIHYeCKMMH CKOOKaMu OyaeT HEeIOCTaTOYHBIM AJisi oOecredeHus
JOJXKHOTO TeMOCTa3a.

2. IHcTpyMeHT He cliellyeT HCIOJb30BaTh, €CIH JUIS TOr0, YTOOBI BH3YaJIM3UPOBATh OPAHKEBBIM WHIUKATOP
npuOJIMKEeHUsT B Tpejesiax JIOMyCTHMOIO JiMana3oHa cpadarbiBaHusi (3ejeHas o0JlacTh IIKaJIbl CBEICHUS
HAKOBAaJIBHH), PETYIUPOBOYHYIO PYUKY MPUXOAUTCS MOBOPAYMUBATH TOJBKO MPU Ype3MepHOM yCuinu. CIHIIKOM
ToOJICTast BBIBEPHYTAsh TKaHb MOXKET OBITH paslaBlieHa NPH 3aKPHITHH KapTpUIDKa M HAKOBAJbHU. JTO MOXKET
00yCJIOBHTH HEBO3MOXXHOCTh CO3/IaHHSI OTBEPCTHUS aHACTOMO3a, IIJIOXO0€ 3KUBIICHHUE WIIH CY)KEHHE aHACTOMO3a.

3. Crennep FRKM CS He cienyeT ucnonb30Barth, €ClIM TKaHb PACTATHBACTCS WIIM UCTOHYAETCS, TMOO NPU yCTAHOBKE
CTeruiepa, KOTOPBIM CIMIIKOM BENHK JJISI AMaMETpa CTPYKTYypbl. MOXeT NMpOM30MTH HapylleHHe LEJIOCTHOCTH H
Cy)KeHHe aHacToMo3a. B cBsa3u ¢ atuMm He ucnonksyiite cremiep FRKM CS 21 B TpyOUaThIX CTpYKTypax IHaMETpOM
meHee 20,8 Mm.

He ucnonssyiite crerurep FRKM CS 25 B TpyOuathix cTpykTypax amamerpoMm meHee 24,8 mm. He mcmonesyiite
creruiep FRKM CS 28 B TpyOuatsix cTpykTypax auamerpom meHee 27,8 mm. He ucnonesyiite crermiep FRKM CS
32 B TpyOUaTHIX CTPYKTYypax IuamMerpom meHee 31,8 mm.

4. He ucnone3yiite cremiepsl FRKM cepun CS, ecin HET 10CTaTOYHOTO KOJIMYECTBA TKAHU, YTOOBI MOXKHO OBLIO
MIPaBUJIBHO BBIBEPHYTH €€ Kpas JUId Ha/IeKHOM YCTaHOBKH XHPYPIHYECKHX CKOOOK. KuceTHsI moOB q0mKeH OBITH
IUTOTHO OOBSI3aH BOKPYT HIEHTPAIFHOTO CTEPKHS.

5. He wucnomne3syiite creruep, eciaM BHU3yallbHAas NPOBEPKAa I'eMOCTa3a HE IPEACTaBISETCS BO3MOXKHOW TIocie
CIIMBAHUS CKOOKaMH.

6. [Ipy mcronb30BaHMM YCTPOWCTBA HE NPENYCMOTPEH MNPSIMOHW KOHTaKT C CEpALEM, LEHTPaIbHOH CHCTEeMOH
KpOBOOOpAIEHNs MK LIEHTPAILHON HEPBHOM CUCTEMOHA.

PABOUYME XAPAKTEPUCTHUKH YCTPOMCTBA

Cremurep FRKM CS mo3Bossier o6ecnednTs HaJOKEHHE KPYTJIOTO ABOMHOTO pPsiia TUTAHOBBIX XHUPYPTHYECKUX
cKk00OK B maxmaTHOM mopsake. Cpa3y mocie (GOopMHPOBAHUS XUPYPTHUECKONH CKOOKH Jie3BHEe HOXKa MHCTPYMEHTa
HCCEKAaeT JIMIIHIO TKaHb, 00ECIIeYnBast KpYroBoil aHacTOMO3. IHCTpYMEHT aKTHBHPYETCS IyTEM CHIIBHOTO CXKaTHS



PYKOSITKH 110 ynopa. Jlnamerp JMHUM CIIMBAaHU ONpeessieTcst BHIOOpoM nuaMerpa creriepa: 21 mm, 25 MM, 28 Mm
unu 32 MM.
Komnanwust npousBoaut npsiMbie BHyTpHIpocseTHblie cteriepbl FRKM cepun CS nByx muma: 420 MM 1 345 MM.

CXEMATHUYECKOE ITPEJICTABJIEHUE
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B. KOPIIYC _ 5 C. CIIYCKOBAS PYKOSITKA
D. KPACHBIV [IPEJIOXPAHUTEJIBHBIN PBIYAT E. PETYJIMPOBOYHAS PYUKA
PABOTA C YCTPOWCTBOM

Ilocne wm3BnedYeHUs CTeIUIepa W3 YHAKOBKH YIAJIWTE PEHTTCHOKOHTPACTHBIM Tpoakap W3 HMHCTPyMEHTa (eciu
COJICPIKUTCST) ¥ IOMECTUTE €T0 Ha XPaHEHHE B CTEPHUIBHBIX YCIOBUSX JUIS JAIbHEHIIIETO NCIIOJIb30BAHMS.

1. CHUMHUTE 3aIIMTHYIO BCTaBKY, IIOBEPHYB PETYIMPOBOYHYIO PYUKY IPOTHB YacOBOM CTpeNKH (MakCUMyM 2
o6opoTa). Haosxure KuceTHbIE LIBBI Ha OPTaHBbl, ITO/JIEKAIUE aHACTOMO3Y. PyKOBOJICTBYsICH COOCTBEHHBIM OITBITOM,
XUPYPT MOXKET UCII0JIb30BaTh TEXHUKY 3aKPBITOTO MPOCBeTa (METO]I IBOMHOTO UM TPOMHOTO CIIMBAHUS).

2. Jlns MeTona HaJoXKEHHs JIBYXPSAHOTO CKOOOYHOrO IIBa OTKPOWTE MHCTPYMEHT C MOMOLIBIO PEryJIMpPOBOYHOMN
PYYKH ¥ IOBOpAYMBaliTe NPOTUB YacOBOI CTPEIIKU JI0 TeX MOp, IOKa He OYJET MOJHOCTHIO BUHA KpacHas 10JIoca.
3. CHUMHTE ChEMHYIO HAKOBAJIBHIO B COOpE, UTOOBI OTKPHITH TPOAKap.

4. BraHute Tpoakap, Bpallas peryJIMpOBOYHYIO PYUYKy 10 YaCOBOM CTpeNKe, OKa KOHUMK Tpoakapa He OKaKeTcs
HIDKE TTOBEPXHOCTH KapTpHIXKa.

5. Tlepexn npomomkeHNEM IPOBEPHTE TPOAKap, YTOO0BI yOenuThCs, 4To OH BTAHYT. [IpuMeuanue: IHCTpyMEHT Taxoke
MOXHO BCTaBUTh, HE CHHMAas ChEMHYIO HAaKOBAJbHIO B cOOpe, €CIM MPEeANOYTHUTEIbHBIM BapHaHTOM SIBIISIETCS
TEXHHWKA CIIMBaHMS MOCPEICTBOM KHCeTHOro mBa. OnHAaKo, B 3TOM Cilydae Iepell BCTABKOW y3esl HAaKOBaJbHU U
KOPILYC C XUPYPIUYECKUMHU CKOOKaMH JTOJKHBI OBITH 3aKPBITHI Iy TEM BpAICHHUs PETYJINPOBOYHON ralKH M0 4aCOBOM
cTpenke. BeraBpTe y3en HaKOBaJbHHU B MPOCBET M 3aKPEMHUTE KHCETHBII IIOB Ha CTEp)KHE yIOpa Haj Ma3oM Ui
MIPUBS3KH.

6. BcraBbTe MHCTPYMEHT B 3aKpPBITBIH MPOCBET CO CHATOW HaKOBaJbHEHl M BTAHYTBIM TpoakapoM. [loJHOCTBIO
BBIJIBUHBTE TPOAKap M NPOTKHUTE TKaHb, Bpalllas PeryJNpoOBOYHYIO PyUKy MPOTHUB 4acoBoil crpenku. HanaBute Ha
TKaHb, [I0Ka HE CTAaHET BUJIHA KpacHas nosioca. BHUMaHme: Bcer/ia Aep)KuTe Tpoakap Ha BHILY, YTOObI IPEIOTBPATHTh
TpaBMy WJIM HETpeIHAMEPEHHYIO TPaBMYy COCEIHHX CTpyKTyp. CHOBa IMPHUKpENHUTE HAKOBAJIBHIO B cOOpe, CABUHYB
CTEp’KeHb HAKOBaJbHM HAJ TPOAKapoOM W HaJaBUB Ha HEro, MOKa HAKOBaIbHSA B cOope He 3aduKcupyercs: B
TIOJTHOCTBIO YCTaHOBJIEHHOM mnonokeHHH. Octopoxkno: HE 3axumaiite 3anuparoniyie NpyKHHbI Ha CTEpXKHE
HaKOBAJILHY TIPH TIOTIBITKE TIOBTOPHO YCTAHOBUTH ChEMHYIO HAKOBAJILHIO B cOope. Bo n3bexanue nonaanns TKaHU
BHYTph cTepkHs HakoBanbHM HE mcnonssyiite ero ans  mpokaisiBaHus. Bwecto 3TOoro  BCTaBbTe
JIOTIOJTHUTENBHBIN Tpoakap (BXOAMT B KOMIUIGKT IIOCTaBKM CTeIUiepa) B CTEPXKEHb HAKOBAJbHU. 3aKpbIBas
MHCTPYMEHT, I0J]/Iep)KUBAiiTe CErMEHTHI OpraHa B IPaBUIILHOM MOJI0keHnH. OcMoTpuTe 00padaThiBaeMblii YHacTOK,
9T00BI yOeIUThCA, YTO HCKITI0UEHA JII00asi BEPOSTHOCTD 3aXBaTa HOCTOPOHHUX TKaHeH. [loBepHUTE peryInpoBOUHYIO
PYUKY I10 4aCOBO#i CTpEJIKe, YTOObI 3aKPHITh HHCTPYMEHT.

7. Ilo Mepe npHONIMKEHNS K OKOHYATEIIFHOMY PETyJIHPOBOYHOMY OOOPOTY OPaH)KEBBIM WHAMKATOP MPUOIMKEHUS
MepeMeIaeTcs B 3eJICHbI Auana3oH mKaiasl. ECim cerMeHTHl TKaHH, MOJIeXalie aHaCTOMO3UPOBAHHIO, KKy TCS
HEOOBIYHO TOJCTBIMH WM TOHKHMH, XHPYPT' JOJDKCH OTPEryJIMpPOBaTh MHCTPYMEHT 0 TeX IOp, MOKa, IO ero/ee
MHEHHUIO, TKaHb He OyJeT HaJeXHO C)kaTa WM aHacTOMO3MPOBaHA JOJDKHBIM 00pa3oM (IIpW YCJIOBHH, 4YTO
OpaHXXEBBI HHANUKATOP MPUOIMKEHUS MOJTHOCTHIO ONMANACT B 3ICHBIN AUANAa30H KAl CBEJCHHUS HAKOBAIBHH).
OTO TO3BOJSIET XUPYPry pasMellaTh XUPYPrUUecKHe CKOOKM Ha BBICOTE, HEOOXOIMMOM Ui TPOXOXKACHHS
cootBeTcTByIomeH Tkanu. Bummanme: HE 3amyckaiite ycTpoHCTBO, €Cii OpaHKeBBII MHIUKATOP MPUOIMDKEHUS HE
MOJHOCTBIO BU3YaIU3UPYETCs B Mpeeax 3€JIEHOTO AUana30oHa MIKalbl CBEACHUS HAKOBAJIbHU.

8. UTo0b! 3amyCTUTh MHCTPYMEHT, NOTSIHUTE KPACHBIN MPEAOXpaHUTENb 00pPaTHO B HANPABICHUH PEryJINPOBOYHOMN
PYUKH, TTOKa OH HE BOWAET B KOPITyC MHCTpyMeHTa. ECiii KpacHBIH NpenoXpaHUTEIh HE CHUMAETCSl, HHCTPYMEHT
HaxXOJMTCS 32 TMpeesIaMy Ihana3oHa 0e30MacHOro cpadaTbIBaHUs.

9. Tlocne CHATHS KPAaCHOTO MPEJOXPAHUTENS, CHIBHO COKMHTE CIIYCKOBYIO PYKOSITKY IPH MOCTOSHHOM JIAQBJICHUH.
Ilo 3aBepmieHMM muKiIa cpabaThIBAHWS MHCTPYMEHTA MOKHO ITOYYyBCTBOBATh CHIDKCHHE JABJICHMS HA CITyCKOBOM
PYKOSITKE M yCIBIMIATh «XPYCT».

10.ITocne BbICTpena OTIYCTUTE PYKOSTKY, 4TOObI OHA BEpHYJIaCh B HCXOJIHOE IOJIOXKEHHE, U CHOBA 3allelHTe



KPacCHBII MPE0XPAHUTENb.

11.YT10081 COPOCHUTH KPACHBIH MPEJOXPAHUTENb, IIPH HEOOXOANMOCTH BEPHUTE PYKOSATKY B HCXOJIHOE MOJI0KEHHE.
12.0t1kpoiiTe MHCTPYMEHT, MOBEPHYB PETYJIMPOBOYHYIO PYUYKY B HAllpaBJICHHHM IPOTHUB YacOBOH CTpENKH, Kak
MOKa3aHO Ha KOHILIE PETYJIMPOBOYHON pydKH. [1j1st 00erdyeHus U3BJIeYeHHsI HHCTPYMEHT CIIEAYET OTKPBITh TOJIBKO Ha
TIOJIOBHHY WJIM TPU YETBEPTH 000pOTa.

13.Yro0wr yOemuTbcs B TOM, 9TO B HAKOBaJbHE HE 3acTpsiia TKaHb, MOBEPHUTE MHCTpyMeHT Ha 90° B obomx
HaIpaBJICHUSIX.

14. J1y11 M3BII€YCHHS OTKPBITOTO HHCTPYMEHTA, OCTOPOXKHO MOTSIHUTE HAa3a/1, OMHOBPEMEHHO Bpamias ero.

UToOBl MPOBEPUTh HCCECUEHHBIC NMUPKYJIAPHBIC YYaCTKM TKaHEH, M3BIECKHTE HAKOBAJIBHIO B cOope, maitdy (mpu
HAJIM4XN) ¥ FICCEYEHHBIE IUPKYIAPHBIC YIaCTKH TKaHeH U3 JHUCKOBOTo HOXa. [IpoBephTe IIeTOCTHOCTD IIUPKYJIIPHBIX
y49acTKoB TKaHeH. [{upKyJspHBIC yJacTKH TKaHEW JOJOKHBI OBITh IEIBIMH M COIEP)KaTh BCe CIIOM TkaHed. Ecim
LUPKYJSIPHbIE YYacTKW TKaHEH HE TOTOBBI, HEOOXOAMMO TIIATENbHO IIPOBEPUTH aHACTOMO3 Ha IPEAMET
HECOCTOSITEIbHOCTH M YCTpaHUTh ee. BHuManme: CxaTue CITyCKOBOH PYKOSTKM OOHakaeT HOX. [Ipexne dem
M3BJIEKATh A0y ¥ LUPKYJSPHBIE yYaCTKU TKaHEW M3 HUPKYJISPHOTO HOXKa, 3alleNIUTEe KPACHBIN NPEJOXPaHUTENb.

NHO®OPMAIUA O CTEILJIEPE

Konx mponykra  [LIBeT Pa3mep Hapyxusiii |[{lnamerp pesku |[KonmnuectBo — [Pabouast aimuna
XHPYPTAYCCKOI muaMeTp XHUPYPrUICCKU
CKOOKH X CKOOOK
CS 21S OpamxkeBbrid 4,0 MM 21 MM 13 mm 16 420 Mm
4,5 mm
CS 25S Bemnbrit 4,0 MM 25 MM 17 MM 20 420 MM
5,0 MM
CS 28S CuHuit 4,0 MM 28 MM 20 MM 24 420 MM
5,0 MM
CS 32S 3eaeHbIi 4,0 MM 32 MM 24 MM 28 420 MM
5,0 MM
CS 21CT OpamxkeBbrid 4,0 MM 21 MM 13 mm 16 345 Mmm
4.5 Mmm
CS 25CT Benprit 4,0 MM 25 MM 17 Mmm 20 345 MM
5,0 MM
CS 28CT CuHui 4,0 Mmm 28 MM 20 Mmm 24 345 mm
5,0 MM
CS 32CT 3eneHblii 4,0 MM 32 MM 24 MM 28 345 Mm
5,0 MM

MNPEAYINIPEXXJIEHUSA U MEPBI ITIPEJOCTOPOKHOCTH

1. I3pgenue moaBepraroT TEPMHUHAIBLHOW cTepunm3anuu mocpenctBom obmydenusi (Cobalt 60). Hukorma ne
HCIOJIb3YHTE MPOYKT, €CIU €r0 YIaKOBKa MOBPEkKACHA.

2. JlaHHBI TPOIYKT MpeIHa3HAYEH TOJBKO IS OJHOPA30BOTO HCIIOJB30BAHUS. VTUIU3UPYUTE U3JIEJIME
IIOCJIE UCIIOJIb3OBAHUHSA. TIOBTOPHAS CTEPUJIM3ALUA HE AOIIYCKAETCH. Jlwobas moBTOpHAs
00paboOTKa WU MMOBTOPHAS CTEPHJIM3AIIHS MOTYT IOBJIMATH Ha IIETIOCTHOCTh MHCTPYMEHTA U MPUBECTH K €0 BBIXOIY
U3 CTPOSl BO BPEMS UCIIOJIb30BaHUSL.

3. [IpenonepanioHHas JydeBas TEpamus MOXET OOYCIOBHTH HM3MCHCHHE TKaHel. J/laHHbIE H3MEHEHHS MOTYT,
HanpuMep, IPUBECTH K TOMY, YTO TOJIIIMHA TKAHU TIPEBBICUT YKa3aHHBINA TUANa30H JOIMYCTUMbBIX 3HAYSHHH TOMIUHBI
JUTsL CIIMBAaHUS XUPYPru4ecKuMu ckoOkamu. ClieqyeT TIIATeThHO PacCMOTPETh BEPOATHOCTH JIIOOOTO paHee
MPOUJCHHOTO TAIIMEHTOM TPEIONEePAIIMOHHOTO JICYeHHUs, YTOOBI TapaHTHPOBAThH 1€1ecO000pa3HOCTh PUMEHEHUS
yCTpOUCTBa.

4. KuceTHble MBI TOJDKHBI OBITh HAJIOKEHBI HA PACCTOSHUU He Oosiee 2,5 MM OT OOpe3aHHOTO Kpasi TKaHU BO



n30eKaHNe CKOIUICHHS YPE3MEPHOr0 KOJIMYECTBAa TKAaHU BHYTPHU 3aKPBITOW HAKOBAJIbHU M KapTPUIXKa, YTO MOXKET
BBI3BAaTh HEKOPPEKTHYIO Ae(OPMAIMIO XUPYPIUYECKHX CKOOOK WIIM HapyLIeHHE I'€pPMETHYHOCTH 00paboTaHHOTO
ydacTka.

5. OuncTKa KMIIEYHNKA CIUIITKOM JAJIEKO OT Kpasi pa3pe3a TKaHW MOXKET IIPUBECTH K JIEBACKYJISIPU3aLUHU BIBEPHYTOH
TKaHH, YTO OOYCJOBHT IUIOXO€ 3a)kHBJIeHHE. /lMana3oH 3HaueHHH NaNbHOCTH 0€30MacHOOW OYMCTKM TKAaHU IpU
BBITIOJTHEHUH TIPOLICY PBIL:

A. Crermiep CS 21 - 0,5 cm

B. Cremiep CS 25 - 0,5 cm

C. Crermiep CS 28 - 1,0 cMm

D. Cremmiep CS 32 - 1,5 cMm

6. YOenurech, 4TO Ha CIIMBAEMOM y4JacTKE TKAHH HET METAIMIECKUX 32)KMMOB WIH APYTHX MOAOOHBIX CTPYKTYD,
MHAa4e 3TO MOXET MMOBIHATH Ha 3()(HEKTUBHOCTD Pa3pe3aHus TKaHU JIC3BUEM HOXa.

7. Yoeaurtech, 4TO TPOCTPAHCTBO MEXIY KapTpHUKEM M YHNOPOM IUIOTHO 3aKphITO, a TKaHb cxkata. [lepen
cpabaThIBaHWEM CTEIUICpa BHINOJIIHUTE BH3yaJbHYIO MPOBEPKY M yOemuTech, 4TO HHIMKATOP CBEICHHS TKaHU
HaXOJAUTCS B Npefienax 30Hbl ckaTusa. Eciu MHIUKATOP cxKaTHs BBIXOIUT 3a Mpeiesbl PeKOMEHIyeMOro TUana3oHa,
He NBITalTeCh 3allyCTUTh CTEIIep.

8. OtkpsbiBas cTeruiep nepen U3BJICYCHUEM, HE TIOBOPAUMBAMTE PEI'YJIMPOBOYHVYIO
PYUKY BOJIEE YEM HA 0,50-0,75 OBOPOTA.

9. I[Tocne ynaneHus cTeruiepa BCETAa MPOBEPSHTE JUHUIO CIIMBAHMSA XHPYPrHUECKUMH CKOOKaMH Ha MpeAMET
remMocra3a. He3sHaunTenpbHOE KPOBOTCUCHHE MOXKHO OCTAHOBHTH C IOMOIIBIO ICKTPOKOATYIALUH WIN PYyYHOTO
HaJIOXKEHUSI IIBOB.

10.Cnenyer ocMOTpeTh 00pasIibl TKAHH, YTOOBI yOSIUTHCS, YTO BCE CIOM TKaHM BKIIOYEHBI B aHacToMo3. Ecim
00pasIbl cofepkaT He BCe CIOM TKaHHU, TO MOXET IPUBECTH K HAPYLICHHUIO IIEIOCTHOCTH U CYKEHHIO IIPOCBETA.
11.KonTakt cremnepa FRKM cepun CS ¢ pacTtBopamu XJopujga PpTYTH MOXET BBI3BaTh XUMHUECKYIO PEaKIHUIO,
MOATOMY €rO CJelyeT U30erarh.

12. YTUWIM3HUPYUTE U3JEJIUE ITIOCJIE UCIIOJIb30BAHUS.

PEKOMEHAYEMBIE YCJIOBUSI XPAHEHUA

XPAHUTH TP KOMHATHOM TEMIIEPATYPE. BEPEYb OT BO3JENCTBUS BJATYA U IIPSIMBIX
HNCTOYHUKOB TEILJIA.

HE MMOJBEPTAWTE U3JEJHUE BO3JEMCTBAIO TEMIIEPATYP BBIIIE 54°C (130 TPAJIYCOB 11O
®APEHTEHUTY).

CTEILIEPBI CEPUHU CS TIIOCTABJSIIOTCA CTEPWIN30BAHHBIMU. CTEPUJIN3ALIMS
OCYHIECTBJISAETCSI IOCPEACTBOM OBJIYYEHUSI.

CPOK I'OJHOCTH COCTABJBIET IIATHb JIET NMOCJE CTEPWIN3ALOWU, ITPU YCJIOBHUU
XPAHEHHS B HEIIOBPEXKJIEHHOM YITAKOBKE.






INOJITHOE HAUMEHOBAHUWE ME/IULIUHCKOI'O U3JIEJIUSA
Taoauma 1

CTeH.]Iepr O/THOPa30BOI'0 UCIOJIB30BaAHUSA Frankenman, B BapUaHTaX UCIIOJTHCHUA:

Crermuiep ogHOpa3oBoro Mcnojip3oBanus Frankenman, IMpKyJsipHBINA BHYTPUIPOCBETHBIN, cepun CS, BapHaHTHI
HCTIONHEHHUS:

Cremutep ogHOpa3oBoro ucnonb3oBanus Frankenman, nupkysipHbIil, BHYTpUIIpocBeTHBIH, npsiMoii, CS Compact,
CS25CT, co cranmapTHOI HAKOBaJbHEH, B COCTaBe:
- Crermiep OIHOPa30BOTO HWCIOJNB30BAaHUS, HUPKYISAPHBINA BHYyTpUOpocBeTHBIH, mpsmon, CS Compact,
CS25CT, co cranmapTHOH HaKOBaJbHEH -1 mIT.;
-JlonomHUTENBHBIN Tpoakap-1 mr.;
-Hampasurtens vHuteit-1 mr.;
Cremiep oTHOPa30BOTO HCIONB30BaHms Frankenman, MUpKyISIpHEIA BHYTPpUIPOCBETHBIH, npsamoit, CS Compact,
CS28CT, co crannapTHOI HaKOBaJbHEH, B COCTaBe:
- Crenniep 0[HOPa30BOTO HCIONB30BaHMS, LUPKYJSPHBIA BHYTpUNpOcBeTHbIH, mpsmoi, CS Compact,
CS28CT, co crannapTHOH HakoBajbHEH -1 mIT.;
-JlononHUTENBHBIN Tpoakap-1 mrT.;
-Hanpasurens HuTei-1 mr.;
Creruiep oHOpa30BOro Kcnonb3oBanus Frankenman, nupKyJsipHbIi BHY TPUTIIPOCBETHBIN, ipsiMoit, CS Compact ,
CS32CT, co craHgapTHOM HaKOBaJIbHEH, B COCTABE:
- Cremiep OZHOPa30BOr0 MCHOJIb30BaHUs, LUPKYJSAPHBIA BHYTpUIpOcBeTHBIM, npsmoil, CS Compact,
CS32CT, co crangapTHOI HakoBalbHEH -1 MIT.;
-JlonosHUTENBHBIN Tpoakap-1 wrT.;
-HamnpaBurtens Hutei-1 mr.;

HH®OPMANUA O HAJIMYUU JTEKAPCTBEHHbBIX CPEJICTB
B cocTaB crermiepoB OAHOPA30BOrO KCIOJBb30BaHUS Frankenman He BXOZST BEHIECTBA, KOTOPHIC, B ClIydae HX
OTJENFHOTO IPUMECHEHU, MOTJIM OBl paccMaTPUBATHECS B KaueCTBE JIGKAPCTBEHHOTO CPEICTBA B COOTBETCTBHH C
oTpeneieHueM, TIPUBEICHHBIM IS JaHHOTO TepMuHa B ctatbe 1 upexrussr 2001/83/EC.

3AABIEHUE O MATEPUAJIAX YEJIOBEYECKOI'O 1 JKHBOTHOI'O ITPOUCXOXKIAEHUSA

ITpu pou3BOCTBE CTEIIEPOB OJHOPA30BOI0 MCIOIK30BaHMs Frankenman He MCHONB3YIOTCS MPOU3BOIHBIC TKAHEH
WM KJIETOK Y€JIOBEUECKOTO M JKUBOTHOTO MPOUCXOKICHHS.

MATEPHAJIBI, U3 KOTOPBLIX U3I'OTOBJEHO MEIUIIUHCKOE U3AEJUE U ETO OCHOBHBIE
KOMIIOHEHTHBI

KOMILJIEKT IOCTABKHA

Cremniep 0JTHOPa30BOT0 UCTIONB30BaHMs Frankenman, MpKyIspHBINA, BHYTPUIIPOCBETHBIH, psimoit, CS Compact,
CS25CT, co crangapTHOM HaKOBaJIbHEH, B COCTABE:

- Creruiep 0JHOPa30BOro UCHOJIb30BaHUS, HMPKYJSIPHBINA BHYTpUIIpOCcBETHBIH, psiMoi, CS Compact, CS25CT, co
CTaHAAPTHOW HaKOBajbHEH -1 wT.;

-JlonmonHUTENBHBIN Tpoakap-1 mr.;

-Hampasurens Hutei-1 mr.;

Creruiep 0IHOPa30BOro MCMONB30BaHus Frankenman, qupKysspHbeId BHYTpHIIpOCBETHBIH, npsimoit, CS Compact,
CS28CT, co cranmapTHOI HaKOBaJbHEH, B COCTaBe:

- Crenniep 0HOPA30BOTO MCIIOIB30BAHNS, IUPKYIIPHBIN BHYTPHIIPOCBETHEIN, mpsimoii, CS Compact, CS28CT, co
CTaHAApTHOW HaKOBajbHEH -1 wT.;

-JlononHuTenbHBIN Tpoakap-1 mr.;

-Hampasurens Huteit-1 mr.;

Crerutep oHOpa3oBoro ucnonb3oBanus Frankenman, nupKyJsipHbIi BHY TpUIIPOCBETHBIHN, ipsiMoit, CS Compact ,
CS32CT, co crannapTHO! HaKOBaJbHEH, B COCTaBE:

- Crennep 0AHOPa30BOr0 UCHOIb30BAHNUS, UPKYJIAPHBIM BHyTpUnpocBeTHbIH, npsimoil, CS Compact, CS32CT, co
CTaHAapTHOW HAKOBaJbHEH -1 mT.;

-JlomosHUTENBHBIHN Tpoakap-1 mr.;

-Hampasurens Hutei-1 mr.;

METO/bI 1 CPEJICTBA JE3UH®EKIINNA



He nprMeHnMo K cTeriepam 0IHOpa3oBoro ucnoib3oBanus Frankenman, Tak kKak OHM ITOCTaBIISIOTCS B CTEPHUIIBHOM
COCTOSIHHY U TIpeIHa3HA4YEHbI TOJIBKO JUIS OJJHOPA30BOI'0 UCIIOIb30BaHHSI.

TPEBOBAHMUS K TEXHUYECKOMY OBCJI Y KUBAHUIO

Henpumennmo. Cremniepbl 0JHOpa30BOro McIoib3oBaHus Frankenman npenHasHaueHbl TOIBKO AJISI OJJHOKPATHOTO
UCIIOJIb30BaHMSI.

YCJIOBHUSA XPAHEHHUSA

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

OtHOCcHuTENbHAs BIaXKHOCTE: 20% - 60%

Atmoctepnoe nasnenue: 97 xlla (14.07 psi) — 105 xIa (15.23 psi)

YCJIOBHUSA TPAHCIIOPTUPOBKH

YTaKkoBaHHBIC HM3IENUS TPAHCIOPTHPYIOT BCEMH BHIAMH 3aKPBITBIX TPAHCIIOPTHBIX CPEICTB, B COOTBETCTBHHU C
NpaBHJIaMH TIEPEBO30K IPY30B, ICHCTBYIOMINX HA JaHHOM BUIETPAHCIOPTA.

Juanaszon temmneparyp npu Tpancnoptuposke: -29 °C(-20°F)- +60 °C(140°F)

OTtHocutenbHas BlaxHocTh: 20% - 85C

Atmocdeproe naienue: 48 klla — 108 xIla

YCJIOBUS DOKCIIVIYATAIUHA

Hcnonb30BaTh B JieueOHO-NPODUIAKTHIECKUX YIPEKACHHUSIX 110]] KOHTPOJIEeM KBaTH(HUIMPOBAHHOTO NEPCOHAIIA.
Juamazon temneparyp npu ucrnons3zoBanuu: 17 °C(62°F)- 54 °C(130°F)

OtHocurenbHas BraxHocTs: 100%

Atmocteproe nasnenue: 86-106 klla

YTUJIN3ALIUA

YTunmszanys MIpou3BOIUTCS COTIACHO 3aKOHOAATENBCTBY, ACUCTBYIONIEMY Ha TeppuTOopun PO.

YTunuzanuss MEAWIMHCKHX OTXOJOB OCYIIECTBISICTCS C coOmroneHneM TpeOoBaHuit CaHHWTAapHBIX IpaBHI B
3aBHCUMOCTH OT CTENEHU HMX DMUACMUOJIOTHYECKONW, TOKCUKOJIOTHMUYECKOH M paJMalliOHHON OIACHOCTH, a TaKXKe
HETaTUBHOTO BO3/ICIHCTBUS Ha YeJIOBEKa U cpey OOMTaHMUS YeOBEKa:

CorylacHO KJTacCU(HKALNKA MEAUIMHCKUX 0TX070B, MU «Crerurepsr onHOpazoBoro ucnoss3oBanust Frankenmany» u
ero ymakoBka OTHOcHTCS K kinaccy b (Orxoxmpl, MHOUUIMPOBAHHBIE W IOTEHIUAIBHO WHQHUIUPOBAHHbIC
MHUKpPOOpTaHu3MaMH 3-4 rpyTI NaTOTeHHOCTH (3MUAEMUOIOTHYECKH ONacHbIe 0TX0bl, - ki1ace b (CanlluH 2.1.3684-
21))).

IIpu yTrin3anuu 3arpsi3HEHHBIX YacTel 0J€BaiTe IEPUYaTKU.

HezarpszHeHHas ynakoBKa yTHIH3UPYyeTCs KaKk OBITOBOM OTXO/.

INEPEYEHb TIPUMEHAEMbIX TIPOU3BOJUTEJEM(MU3TOTOBUTEJIEM) MEJUIIMHCKOI'O
N3AEJUA HAIMOHAJIBHBIX CTAHJIAPTOB

Kommanus «Cyuxoy @pankenman Menukan OxkyunMenT Ko., JITa.» 3asBnser, uto Ctemiepsl 0AHOPa30BOTroO
ucnonb3oBanust Frankenman otseuaroT Tpe6oBanusiM [SO 14630, momHEII CIUCOK MEXTyHAPOAHBIX TpeOOBaHUH
MPEe0CTABIISETCS 110 3aIpPOCy.

IF'APAHTHUA

1. [IpousBoauTENs TapaHTHPYET, YTO NPOCKTHPOBAHWE W TPOU3BOACTBO JAHHOTO H3JENUS OCYIIECTBISIOTCS C
YYETOM pPa3yMHO OOOCHOBAHHBIX aCIEKTOB OE30MAcCHOCTH M IIPU HEOOXOJMMOM KOHTPOJE IPOW3BOJCTBEHHBIX
MPOLIECCOB.

2. 00beM 00s3aTeNbCTB  TPOM3BOJMTEINST 110 HACTOSAIIEH TapaHTHM OTPaHWYMBACTCS 3aMEHOM NPOIYKTa.
IIpomsBomutens HE HeCeT MNPSIMOM MIM KOCBEHHOH OTBETCTBEHHOCTH IIO BO3MEIIEHHIO JIFOOBIX YOBITKOB,
00yCIIOBJICHHBIX KaKUM-JIH00 HECUACTHBIM CIy4aeM BCJICACTBUE MPUMEHEHUS W3S,

3. [IpousBomutens HE HECET OTBETCTBEHHOCTH 3a JIIOObIE YOBITKHM, BO3HHKIIHE B pPE3yJbTaTe MOBTOPHOTO
HCIIOJIB30BaHU, TOBTOPHON 00pabOTKH UM MOBTOPHON CTEPHIN3AIIHA HHCTPYMEHTA.

HE UCIIOJIb3YUTE MPOAYKT, ECJIM YIAKOBKA MOBPEXKJIEHA.

Jli1st HaBeIeHUs! CIIPaBOK 10 HEPACCMOTPEHHBIM 37IECh BOIIPOCAM CM. COOTBETCTBYIOUIYIO MEAUIIMHCKYIO JIUTEPATY Py
WIM JIUTEpaTypy 1O MEJUIMHCKOMY OO0OpYyJIOBaHMIO, JIMOO CBSIKHTECH C TIPEJCTABUTEIHCTBOM KOMIAHUH
(HanummMTe) s KOHCYJIbTalNH,

IOPUTUNYECKASA UHOOPMALIUA

OduinansHbIN IPOU3BOJIUTEIND:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cywkoy ®pankenman Meankan Oxynnment 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 Dxynunment Ko., JIt.
108 South Jinfeng Road, Suzhou High-New District, 215163 Suzhou,

PEOPLE’S REPUBLIC OF CHINA

YHOoaHOMOYEHHBIH OPeACTaBUTENh O(UIMATBHOTO MPOU3BOANTENS Ha TeppuTopun PO:

000 «®APMIINK»




117218, r.Mocksa, yi. Keaposa, a. 14, k. 1, momemr. 1/2
Ten.: 8 (499) 124-62-49
Ioura: info@farmlik.ru

He conepxut HaTypaabHbI Kay4yyKOBBIH JIATEKC

MapxkupoBka cootBeTcTBUs TpeboBanuesiM CE (oaTBepkaaer, 4To JaHHOE
H3JeNIue COOTBETCTBYET NPUMEHUMBIM qUpeKTHBaM EBpocoro3a)

STE R | I_E R Pagnanmonnas CTEpUIIN3aANA

® 3anpeT Ha MMOBTOPHOC MMPUMCHCHUC
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108 South Jinfeng Road, Suzhou
High-New District, 215163 Suzhou,
PEOPLE’S REPUBLIC OF
CHINA

ten.:+86(0) 512 6878 0388 6878
0588

daxc:+86(0) 512 6808 0025

E m YIOIHOMOYECHHBIH NpeacTaBuTens B EBponeiickoM coobecTse

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

ten.: + 49 40 2513175

dakc: + 49 40 255726

Pen.: DFU-SFCS-CT/EA-02-Al
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