FRKM CS-CT/EA
HUHCTPYKIUA 11O TIPUMEHEHUTIO
CTEIIJIEP OJHOPA30OBOI'O UCITOJIB3OBAHMUSI, ]_ll/IPKYJIﬂPHbIﬁ, BHYTPI/IHPOCBETHbIﬁ,
PAMOM
FRKM CS compact CT/EA
I[aTa COCTaBJICHUA JOKYMCHTa

& MEPE]IT MCHOJb30BAHUEM W3JAEJUSA TIPOUATAWUTE TIPUBEJIEHHYIO HHWXE
HNHPOPMALHIO.

BAKHASI HTHOOPMALIUA!

B Hacrosmei HHCTPYKIMK IpUBEACHA HH(GOPMAIHS, IPU3BAHHAS IOMOYb MOIB30BATEIIO B SKCILTyaTA[H U3/ACIH.
B Heli He copepKaTcs Kakne-I100 yKa3aHUs OTHOCHTEILHO IPUMEHEHHS XUPYPTUIECKIX METO/IOB.
HAMUMEHOBAHUE

Cremiep omHOPa30BOrO HCIoJb30BaHMsl Frankenman, mupKysISpHBIA BHYTpUIPOCBETHBIH, cepuu CS, BapHaHTHI
WCTIOJTHEHUSL.

(moHOE HAaMMEHOBaHUE YKa3aHo HIke B Tabnuna 1)

[MIPUMEYAHUE: [lanee mo TEKCTY MOTYT HCIOJB30BaThCS CIENYIONIME Ha3BaHUS: CTEIUIEp, YCTPOMCTBO,
HHCTpyMeHT, creruiep FRKM, creriep FRKM cepun CS Compact - CT/EA, uznenus FRKM cepun CS - CT/EA CS
Compact EA, cremepsl, HUPKYISIpHBIE BHYTpUpocBeTHbIE, npsiMbie FRKM cepuu CS Compact - CT/EA, uznenust
cepun CS Compact EA, cremepsl ogHOpa30BOTO HCIoNb30BaHus Frankenman.

HA3HAYEHUE

Creruiepsl oHOpa30BOro Mcmonk3oBanus Frankenman mpemHasHadeHBl Ul HAJIOXKEHHS XHPYPIUUECKUX CKOO ¢
IETbI0 COCANHEHNS BHYTPEHHUX MATKHX TKaHEH.

MMOKA3AHUS K TIPUMEHEHUIO

Cremutepbl, IUPKYJSIPHBIC BHYTpUIpocBeTHble, npsiMbie FRKM cepun CS Compact - CT/EA wucnonb3yroTcs B
001acTH MHUIIEBAPUTEIBHOTO TPaKTa Ui aHACTOMO3a IO THIy «KOHEIl B KOHEI» HIM «KOHell B OOK» Kak IpH
BBINOJIHEHUH OTKPBITBIX, TaK U JIAapOCKOMMYECKUX MPOLEAYypax, B KOTOPBIX HCHOIb3YETCsl IKCTPAKOPIOPATbHOE
KpeIjIeHHe HaKOBaJbHU K TpoaKapy cTerepa.

Uznenuss FRKM cepun CS - CT/EA CS Compact EA Obiin pa3pabGoTansl criendalibHO AJIsl HCHOJIB30BAHUS TIPH
BBITIOJTHEHUH TIPOLIEAYP, IPELyCMaTPHBAIOIINX SKCTPAKOPHIOPATBHOE KPEIUICHHE CTEP>KHSI HAaKOBAIBHH K TPOAKapy
cremuepa. B 9acTHOCTH, JaHHAas KOHCTPYKIHUS HCIIOJB3yeTCs NMPH BHIMOMHEHMH mpoueaypsi APPEAR!, rme, B
3aBUCHMOCTH OT HWHIWBHAYaJbHOTO TEJIOCIOXKEHHS TMAIMeHTa, MOATOTOBICHHOE XUPYPTOM IIPOCTPAHCTBO
HPOMEXHOCTH OTPaHHYMBACT WU MPEIATCTBYET CTHIKOBKE CTEp)KHs HakoBaJbHH (A) ¢ TpoakapoMm creruiepa (B).
CreprxeHb HaKOBIBHH (A) YIIIMHEH, YTO IO3BOJISIET OTIEpPAaTOPYy MPOBECTH ero yepes sHTeporomuio (Ilpumedanne:
pa3Mep HTEPOTOMHH B MecTe JMCTAIBHOI JHHUM CIIMBAHUS HEOOXOAMMO THIATEIbHO KOHTPOJIHPOBATH,
4TO00bI YOeAUTHCS, YTO OH He MpeBbILIAeT pa3Mepa CTAHJIAPTHOrO TPOAKApa ¢ XHPYPrU4eCKHMH CKOOKaMH,
OTCYTCTBHE KOHTPOJISI MOXKeT 00YyCJOBMThH HapylleHHe IeJ0CTHOCTH AHACTOMO3a Ha 3aKJIIOYUTEJIbHOM
CTaMM) B IIEHTPE WK COOKY OT AUCTAIILHOTO KOHI[A JIMHUH CIIMBAHUS XUPYPTUIECKUMHI CKOOKaMH Yepe3 aHaIbHBIN
KaHaJI AJIS 3aBEepIICHHUS SKCTPAKOPIOPATbHON CTHIKOBKH MO IPSMbIM HaOJIIOAEHUEM.

Buumanue. Usneaus cepuun CS Compact EA HU npu KakuX 00CTOSITEIHCTBAX HeEJIb3sl MCHOJIB30BATH LIS



CTAHIAPTHOr0 BHYTPHIIPOCBETHOI0 AHACTOMO32 C HCIOJb30BAHUEM XHPYPrU4eCKUX CKOOOK.
IMPOTUBOIIOKA3AHUA

1. He ucnoneayiite crermep FRKM cepun CS - CT/EA Ha TKaHsIX, KOTOpbIE COKUMAIOTCS JI0 TOJNIIMHBI MeHee 1| MM
wim Oonee 2,0 MM. B Takux ciydasx KpeIUleHWE XHPYPrHYECKHMH CKOOKaMH OyleT HEeJOCTaTOYHBIM JIIs
obecrieueHuns I0JDKHOTO TeMocTasa.

2. IHCTpyMEHT HE CIeAyeT HCIIONb30BaTh, €CIU I TOTO, YTOOBI BU3YaJIM3UPOBAaTh OPAH)KEBBIH HMHIMKATOP B
mpefenax JOMyCTHMOrO AWana3oHa cpabarhiBaHus (3esieHas OOJacTh [IKAIbl CBEACHHS HAKOBAIBHH),
PETYIMPOBOYHYIO PYUKY NPHUXOAWUTCA IIOBOPAYMBATH TOJBKO MPU YPEe3MEPHOM Yycwinu. CIHIIKOM ToOJCTast
BBIBEPHYTasl TKAHb MOJKET OBITh pa3[gaBlieHA NPH 3aKPBITHHM KAPTPHIKA W HAKOBATBHU. DTO MOXKET NPUBECTH K
IUIOXOMY 3a)KUBIICHHIO WIIH CYKEHHIO aHACTOMO3a.

3. Cremurep FRKM CS - CT/EA He cnenyeT HCHOIb30BaTh, €CIIH TKAHb PACTSATUBACTCS WIIM UCTOHYAETCS, JTNOO TpH
YCTaHOBKE CTeIUIepa, KOTOPBIH CIUIIKOM BENUK AT JUaMeTpa CTPYKTypbl. MoxeT Npou30HTH HapylleHHe
LEJIOCTHOCTH M CY)XKEHUE aHacToMo3a. B cBs3u ¢ atuMm He ncnonbsyiite cremiep FRKM CS21 CT/EA B TpyOuatsix
cTpykrypax nuamerpom Menee 20,8 mM. He ucnone3syiite cremep FRKM CS25CT/EA B TpyO4aThIX CTpYKTypax
nuamerpom MeHee 24,8 mm. He ucnonssyiite creruiep FRKM CS28CT/EA B TpyO4aThIX CTPYKTYpax JHaMETPOM
Mmenee 27,8 mm. He ucnonesyiite cremmiep FRKM CS32CT/EA B TpyO4aThix CTpyKTypax quaMeTpom MeHee 31,8 mwm.
4. He ucnonn3yiite cremieps! cepurt FRKM CS - CT/EA, ecnu HET 10CTaTOYHOTO KOJIMUECTBA TKAHH, YTOOBI MOKHO
OBLIO MPABHIIBHO BBIBEPHYTH €€ Kpas I HAaJEeKHOM yCTAHOBKH XHUPYPTHUECKHX CKOOOK. KHMCEeTHBII ImIOB NOKEeH
OBITH IIIOTHO 00BSA3aH BOKPYT HEHTPAIBHOTO CTEPIKHS HAKOBAJIBHU.

5. He wucmone3yiite cremep, eciy BU3yalbHas MPOBEPKa I'eMOCTa3a HE NPEICTABISCTCS BO3MOXKHOM mocie
CIIMBAHUS CKOOKaMH.

6. IIpn wcHoNb30BaHMM YCTPOMCTBA HE MPELyCMOTPEH NPSIMOM KOHTAaKT C CEpALEM, LEHTPAITbHOW CHCTEMOW
KpOBOOOpAIIEeHHs HJIH HEHTPAILHOI HEPBHOM CUCTEMOIA.

LAnn Surg 2008; 247: 750-758 Anterior Perineal Plane for Ultra-low Anterior Resection of the Rectum (The APPEAR
Technique) Norman S. William, MS, FRCS (Eng.) et al

PABOYUE XAPAKTEPUCTUKHU TIPUBOPA

Cremmrep FRKM CS - CT/EA mo3BOiSeT OOECICYHTh HAOKCHHE KPYTIIOTO0 ITBOWHOTO psa THTAHOBBIX
XHPYPrHYECKUX CKOOOK B IaxmMaTHOM mnopsiake. Cpasy nocie GopMHUPOBaHUS XUPYPTHIECKOW CKOOKH JIe3BHE HOXa
MHCTPYMEHTA HMCCEKAeT JHIIHIOI TKaHb, 0OecreunBas KpyroBoil aHacTomMo3. VIHCTpyMEHT aKTHUBHpYETCS IIyTeM
CHIIBHOTO CKaTHs PyKOSATKH 10 yropa. JlnaMeTp JIMHUN CIIMBaHUS ONpeersieTcst BRIOOpoM cTeruiepa: 21 MM, 25 MM,
28 MM nnu 32 MM.

Cremepsl BHyTpUIpocBeTHBIE, psiMble, FRKM cepruu CS - CT/EA umerot pabouyro mmHy 345 MM.
MINPUMEYAHUE: Cremiep CS - CT EA pa3paboTan aJist 9KCTPaKOPIOPaIbHOT0, WK SHI0-

aHAJIBHOTO, KpEIUIeHUs HAaKOBAIBHM K Tpoakapy cremiepa. Ero He cieayerT HCHONB30BaTh JUIS CTaHIAPTHOTO
BHYTPHUIIPOCBETHOTO aHACTOMO3A.

CXEMATHYECKOE ITPEJICTABJIEHUE

B. KOPIIYC . C. CIIYCKOBAS PYKOSTKA
D. KPACHBIM ITIPEJOXPAHUTEJIbHBIM PBIYAT E. PEI'YJIMPOBOYHAS PYUKA

PABOTA C YCTPOMCTBOM

Creniepnl cepuu CS Compact EA (QkcTpakopnopajibHasi CTBIKOBKA)

ITociie u3BICUEHUS CTEILICpa U3 YITAKOBKH YIAIUTE PEHTTEHOKOHTPACTHBIA TpOaKap M3 HHCTPYMEHTa (€C/IM TAKOBOM
BKJIIFOYEH B KOMILICKT HOCTaBKI/I) U TIIOMECTHUTE €TI0 Ha XPAaHCHUEC B CTCPUIIBHBIX YCIIOBUAX 1A }IaJ’[BHeﬁIHeFO
UCIIOJIb30BaHMSI.

1. Ypanure 3amMTHYIO BCTaBKY, NOBEPHYB DPETYIHMPOBOYHYIO PYYKY IIPOTHB HYacOBOIl CTpenkH (MakCUMyM 2



o6opoTa). Hasoskure KuceTHbIE LIBBI Ha OPTaHbl, IO/JISKAIUE aHACTOMO3Y. PyKoBOJICTBYsICH COOCTBEHHBIM OITBITOM,
XUPYPT MOKET UCIONb30BaTh TEXHUKY 3aKPBITOTO NMPOCBETa (METOA ABOMHOIO UM TPOHHOIO CIIUBAHMUSA).

2. JIns BBINIOJHEHMS] TEXHUKH JABOMHHOTO CHIMBAaHHS OTKPOMTE MHCTPYMEHT C MOMOUIBIO PEryJIUPOBOYHON PYUYKH U
MOBOPAaYMBANTE €€ MPOTUB YaCOBOM CTPEIKHU 10 MOJHOIO MOSABICHUSA KPACHON MOJIOCHI.

3. CHHUMHUTE CbEMHYIO HAaKOBAIBHIO B cOOpe, 4TOOBI OTKPBITH TPOAKap.

4. BeITSHUTE TpOaKap, Bpamas PEryJMpOBOYHYIO PYUKY NPOTHB YacOBOM CTPENKH IO TeX IOp, MOKa KOHYHK
Tpoakapa IOJHOCTBIO HE BBIABHHETCS, M O IOJHOTO NPEKPAIICHHUsS BPAIECHHUS PEryJINPOBOYHON PYUKH HPOTHUB
YacOBOMU CTPEJIKU.

5. BeraBpTe y3enm CheMHON HaKOBAIBHU YBEIWICHHOW JJIMHBI B MPOCBET M 3aKPETHTE KHCETHHIN OB Ha CTEpP)KHE
HAaKOBAJIbHM HaJ| 11a30M JUTS KPEIUICHHS K Tpoakapy.

DKCTpakopropaabHOe IPUKPEIUICHHE.

B 3aBHCHMMOCTH OT KOHCTHUTYLIMOHHBIX OCOOCHHOCTEW TEJIOCIOKEHHSI U HAJTMYUS JIOTIOJTHUTENLHBIX HHCTPYMEHTOB,
HavyalbHbIA ATall MPOXOXKICHHS YAJIHMHEHHOTO CTEP)KHS HakoBalbHU EA B mosokeHME Ul KCTPaKOPIOPAIBLHOTO
NPUKPEIUICHNS] MOKET OBITH BBITIOJIHEH CIIETYIOLIMMH CIIOCO0aMHU.

6. Ucnonb3yiiTe 3axBarbiBatomue mumisl Frankenman TT (c Tpoakapom Ha KoOHIE) uepe3 HeOOJIBLIYIO
SHTEPOTOMHIO, BBHINIOJHEHHYIO B paHee NMPOIIMTOM AUCTAIbHOM KoHIe. CTepKeHb HAKOBaJbHU 3aXBaThIBACTCS U
MepeMeIaeTcs 1o AUCTAIBHON JIMHUY CHIMBaHMS XUPYPTUUECKHUMHU CKOOKaMH.

N306p. A. [IpuMedanne: B 3aBUCUMOCTH OT KOHCTUTYIIHOHHBIX OCOOCHHOCTEH TEIOCTIOKEHUS CTEP)KHEM HAKOBAJILHU
TaK)Ke MOXKHO MaHUITYJIMPOBATh N30THYTHIMHU mumnaMu Frankenman, kak mokasano Ha 1306p. (B)

N306p. (A)



U3zo6p. (B)
7. Tocne mpoBeACHUS CTEPXKHS HAKOBAJIBHU Yepe3 JTHHHUIO CIIMBAHUS XUPYPTUUECKHUMHU CKOOKAMH HA JHCTAbHOM
konue ([Ipumeuanue: ybequrech, YTO pa3Mep IHTEPOTOMHUM HE MPEBBINIACT Pa3Mep BHYTPEHHErO MPOCBETa U HE
UMEeT pa3Mepa, KOTOPhI MOXET MpEmsaTCTBOBATH KPYrOBOMY aHACTOMO3Y), CTEPXKE€Hb HAKOBAJIBHH MOMKHO
MPOJIBUHYTh Yepe3 aHANbHBIM KaHal JI0 YPOBHS €ro JOCTATOYHOW BU3yanu3alMy Al OOJEerYeHHs CTHIKOBKH C
TpoakapoMm kopiyca cremiepa (cMm. M300p.(C) u U300p.(D))

A: CTepXeHb HaKoBanbHM

B: Tpoakap ¢ kpacHo nonocomn

H306p. (C)



H3o6p. (D)
8. TlomHecute KpyroBo# crermiep ¢ TpOakapoM, MOJHOCTHIO BBIIBUHYTHIM B HAIIPABJICHUU CTEPKHS HAKOBAJIbHH,
u 3aBepmmuTe cTHKOBKY (M1300p. (C)). [Ipumedanue: CS Compact EA mmeer nBa MHIUKATOpa YCHEUIHON
CTBIKOBKH. O MOJIHOI CTBIKOBKE JIBYX JIEMEHTOB MOXKHO CYIHUTH IO CIBIINMOMY Ienuky. Kpome Toro, crepxeHb
HAaKOBAJBGHH UMEET MPOEMBI, PACIIOIOKEHHBIE IO OKPYKHOCTH NocepeaAnHe cTepkHs. [10 3aBeplIeHHH CTHIKOBKU
Yyepe3 JaHHBIe IPOEMBI MOXKHO YBUIIETh KPACHYIO TOUKY, CIIy)KAalIyl0 B Ka4eCTBE JOIOJHUTEIBFHON BU3YaJIbHON
WHAWKAIIUH YCIIEITHOM CTBIKOBKH YIIOpa ¢ Tpoakapom, kak Ha 1300p. (E).

N306p. (E)
9. BHuMaH#Me: Ipy 3aXBaTe U MaHUITYJLIIKAX CO CTep)KHeM HakoBaibHu HE 3axknmaiite 3anuparoiiye npys>KUHbl IpU
MIOTIBITKE MTOBTOPHO YCTAaHOBHUTH CHEMHYIO HAKOBAIBHIO B cOope. B kauecTBe ToUek 3axBarta CIIy>KaT KaHaBKH BJIOJb

CTEPIKHS.



3anupatoLme npyxuHol

Touku 3axBaTa

M306p. (F)
[Ipumeuanne: Yb6eaurech, 4TO BO BpeMs 3allCIUICHHS 3JIEMEHTOB HCKIIIOUYEHA BEPOSTHOCTH 3aXBaTa IIOCTOPOHHUX
TKaHei. [IoBepHHTE PeryIMpOBOYHYIO PYUKY ITO YaCOBOI CTpENKe, YTOOBI 3aKPBITH HHCTPYMEHT.
10. 3akpoiiTe HHCTPYMEHT, IIOBEPHYB PETYJIMPOBOYHYIO PYUKY IO YacoBOM crpenke. [Ipumedanue: 3aKpbiBast
HHCTPYMEHT, yJCP)KHUBAHTEe CErMEHTHI OpraHa B IPaBUIILHOW OPHEHTALUH U YOSAUTECh B MPOJOKEHHU CTHIKOBKH,
HaOmrofast 3a HANMYHMEM «KPacHOW TOUYKM» Ha CTEpXKHE HAaKOBAJIBbHH, Kak Moka3aHo Ha M300p. (H). Ocmotpure
00pabaThIBaeMblil y4acTOK, 4TOOBI yOEANTHCS, YTO UCKIIIOUEHA J1F00ast BEpOSITHOCTh 3aXBaTa OCTOPOHHHX TKaHEH.
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H306p. (H)

11. I[lo mepe mnpuOIMKEHHS K OKOHYATEIBHOMY DEryJHpOBOYHOMY OOOpOTY OpAH)KEBBIH HHIMKATOP
nepeMenaeTcs B 3eJIeHbIi Auana3oH mKaiabl. ECu cerMeHTHl TKaHu, MOJIeXalliie aHaCTOMO3UPOBAaHUIO, KaXKyTCs
HEOOBIYHO TOJICTHIMH WJIM TOHKHUMHM, XUPYPT JOJDKEH OTPETYIMPOBaTh MHCTPYMEHT IO TeX IOp, MOKa, Mo ero/ee
MHEHHUIO, TKaHb He OyJIeT HaJeXHO C)kKaTa WM aHAaCTOMO3MPOBaHA JODKHBIM 00pa3oM (IpH YCIOBHH, YTO
OpaHXEBBI MHANKATOP ITOJHOCTHIO MONAAacT B 3€JCHBIN NHAIa30H MIKAJIbl HACTPOWKH 3a30pa). DTO MO3BOJISET
XHPYPTy pa3MeIlaTh XUpyprudeckue CKOOKH Ha BEICOTE, HEOOXO0ANMOIT I TPOXOKACHHUS COOTBETCTBYFOLICH TKAHH.
Brumanue: HE 3amyckaiite npubop, ecinm opaH)KeBbI MHIWKATOP HE IOJHOCTHIO BU3YAIM3UPYETCS B IIPEAETax
3€JICHOT0 Juana3oHa IIKalbl HACTPOWKH 3a30pa.

12. UYroObl 3alyCTUTh MHCTPYMEHT, HOTSHUTE KpPacHbIH INpeloXpaHuTe]b OOpaTHO B HalpaBICHUU
pPEeryJMpOBOYHOM PYUYKH, IIOKA OH HE BOHIET B KOPILyC MHCTpyMeHTa. EcilM KpacHbI NpEeNOXpaHUTENb HE
OTITyCKAeTCs, HHCTPYMEHT HaXOAUTCS 3a MpeieslaMy Jrana3oHa 6e30MacHoTo cpabaThIBaHUS.

13. ITocne oTmyckaHUs PeIOXPAHUTENS, CHIBHO COXMHTE CIIyCKOBYIO PYKOSATKY HPH HOCTOSHHOM JaBJICHUH.
[To 3aBepuieHUM LMKIAa cpabaThiBaHUs MHCTPYMEHTa MOXKHO IOYYBCTBOBATh CHIDKCHHE JABJICHHS Ha CITyCKOBOM
PYKOSITKE U YCIBIIATE «XPYCT».

14.Tlocne cpabaTbIBaHUsI OTITYCTUTE CITYCKOBYIO PYKOSITKY ISl €€ BO3BpaTa B MCXOAHOE IOJ0KEHHE C MOBTOPHBIM
B3BOJIOM KPaCHOTO NPEAOXPaHUTEIS.

15. YT0o0B1 cOpoCHTH KPacHBIH IpEeIOXpaHNUTENb, P HEOOXOIMMOCTH, BEPHHUTE CIIyCKOBYIO PYKOSTKY B MCXOIHOE
HOJIOKEHHUE.

16. OTkpoiiTe MHCTPYMEHT, MOBEPHYB DPEryJIMPOBOYHYIO PYUKY B HAIpaBJICHWH IPOTUB YacCOBOM CTPENKH, Kak
MOKa3aHO Ha KOHIE pydyku. [ objerdeHus n3BjaeueHus] HHCTPYMEHT CJIeyeT OTKPHITh TOJBKO Ha IOJIOBHHY WIIH
TpH 4eTBEpTU 000pOTa.

17.Y1o0sl yOEauThCS B OTCYTCTBHHM TKaHM HA HAKOBaJbHE, MOBEPHUTE HUHCTpyMeHT Ha 90 rpamycoB B 000HX
HaIpaBJICHUSIX.

18. [l u3BIIE€4YEHHS OTKPBITOTO HHCTPYMEHTA, OCTOPOKHO TOTSHUTE €ro, OJJHOBPEMEHHO Bpallas.

Jist ocMOTpa NUPKYISIPHBIX 00PE3KOB TKaHHU, U3BJICKUTE ChEMHYIO HAKOBAJIBHIO B cOope, a0y (Ipu HATUYHUN) U
00pe3KH TKaHW U3 AMCKOBOro HOXa. [IpoBephbTe IENOoCcTHOCTH 00pe3koB TkaHU. OOpE3KH TKAHU JOJDKHBI OBITH
LENBIMHU U COJICPKATh BCe CIIOU TKaHel. Eciiu o0pe3ku TkaHH coiepKaT He BCe CII0M TKaHEH, HE0OXO0IUMO TIIATEIIEHO
MPOBEPUTh AHACTOMO3 Ha T€PMETHYHOCTb W BBINOJHUTH COOTBETCTBYIOLIME JEHCTBUS 1O BOCCTAaHOBJIEHUIO
00paboTaHHOTO y4acTKa. BHHUMaHHe: Ha)kaTHe Ha CITyCKOBYIO PYKOATKY OOHa)kaeT HOX. YOeIHuTech, 4TO KpacHas
MPEIOXPAaHHUTENb B3BEICH, IPEXKIIC YeM YAAIATh a0y M 00pe3KH TKaHH U3 JUCKOBOTO HOXKA.

NMHOOPMALIMA O CTEIIJIEPE

Kon nponyxkra [[{Ber Pa3mep Hapyxnuerii  |[{nametp pesk [KommuecT [Pabouas
XUPYPrU4eCKOH |IuaMeTp )31 BO JUTMHA
CKOOKH XUpyprude



CKUX
CKOOOK
CS 21CT/EA |[OpamxeBblit 4 MM 21 Mmm 13 mm 16 345 MM
| | 4,5 Mmm
CS 25CT/EA |Bensrit 4 MM 25 MM 17 Mmm 20 345 MM
| | 5 MM
CS 28CT/EA |Cunuit 4 MM 28 MM 20 MM 24 345 mMm
| | 5 MM
CS 32CT/EA [3encHslit 4 MM 32 MM 24 MM 28 345 MM
| | 5 MM

MNPEAYIIPEXJIEHUA U MEPBI ITPEJOCTOPOKHOCTH

1. W3nenue mOABEprarOT TEPMUHAIBHOW cTepuim3anuu mocpenctBoM obmydenus (Cobalt 60). Hukorma ne
UCTIONB3YHTE MPOAYKT, €CIIH €0 YIaKOBKa IOBPEKICHA.

2. JIaHHBI# NPOIYKT NMpeIHAa3HAYEH TONBKO JUIA OJHOPA30BOTO Mcmonb3oBanms. Y TUJIM3UPYUTE WU3JEJIME
I[TOCJIE HCIIOJIb30OBAHUSA. TIOBTOPHAS CTEPUIM3ALMA HE AOITYCKAETCSH. Jlro6as moBTOpHas
00paboTKa MM HOBTOPHAS CTEPHIN3AII MOTYT HOBIUATH HA IIETOCTHOCTh HHCTPYMEHTA M IPUBECTH K €0 BBIXOAY
U3 CTPOSI BO BPEMSI HCIIOJIb30BAHUSL.

3. IIpenonepanonHasi Jy4eBasi TEpamHsi MOXET OOYCIIOBUTh HM3MEHEHHE TKaHeH. JlaHHBIE HM3MEHEHHS MOTYT,
HaIrpuMep, IPUBECTH K TOMY, YTO TOJIIINHA TKAHW IPEBBICUT YKa3aHHBIN ANAMa30H JIOMYCTUMBIX 3HAYCHUH TOJIIMHBI
JUISL CLUIMBaHHMs XUPYpPrU4eCKHMMH ckoOkamu. CleayeT THIATENIBHO pPacCMOTPETh BEPOSTHOCTH JII00OrO paHee
MPOWAEHHOT0 MAlMEHTOM IPEJONEePallMOHHOrO JIeYeHHs, YTOObl TapaHTUPOBATh LEJECOO0Pa3HOCTh NMPUMEHEHHS
YCTpOICTBa.

4. KuceTHble MIBBI JODKHBI OBITh HAJOXKCHBI Ha PACcCTOSHHM He Oojee 2,5 MM OT OOpEe3aHHOTO Kpas TKaHH BO
n30eKaHNe CKOIUICHHSI YPEe3MEPHOTr0 KOJIMYECTBa TKAHU BHYTPHU 3aKPBITOH HAKOBAJIBHU M KapTPUAXKa, YTO MOXKET
BBI3BAaTh HEKOPPEKTHYIO JAe(OpPMAaIMI0 XUPYPTUYECKHX CKOOOK WIIM HapyLIeHHUE T'€pPMETHYHOCTH 00paboTaHHOTO
ydacTka.

5. OuncTka KHIIEYHHWKA CIMIIKOM JaJIeKO OT Kpas pas3pe3a TKaHH MOXET MPUBECTH K AEBaCKYIAPH3ALNH
BBIBEPHYTOH TKaHH, YTO OOYCIOBHUT IUIOXO€ 3aKMBJIEHHE. [lMana3oH 3HaYC€HUH JaJbHOCTH OE30MacHOTO yIaJICHHS
TKaHH TP BBITTOJTHEHUH TIPOLIETYPhI:

A. Cremrep CS21CT/EA - 0,5 cMm

B. Cremiep CS25CT/EA - 0,5 cm

C. Cremuep CS28CT/EA - 1 cm

D. Cremnep CS32CT/EA - 1,5 cm

6. YOenutech, 4TO Ha CIIMBAEMOM YYaCTKE TKAHU HET METAITIMYECKUX 3a)KMMOB WM JPYTHX MOJOOHBIX CTPYKTYD,
MHa4ye 3TO MOKET MOBIUATH Ha 3(h(PEeKTUBHOCTE pa3pe3aHus TKAHU JIE3BHEM HOXa.

7. Yoenutech, YTO MPOCTPAHCTBO MEXIYy KapTPHIDKEM M HAaKOBAJbHEH IUIOTHO 3aKpBITO, a TKaHb ckaTa. llepen
cpabaTbIBaHMEM CTEIUIepa BHIIIOJIHUTE BU3YaIbHYIO MPOBEPKY M YOEIUTECh, YTO OPAHXKEBBIH MHAMKATOP CBEICHUS
TKaHW HaxXOAWTCS B MpeAenax 30HbI cxarusi. Ecnn opamkKeBbIH WHIMKATOP CXATHS BBIXOAWT 3a IPEAEIb
PEKOMEHIyEeMOTO ANana3oHa, He MBITAWTEeCh 3aIlyCTUTh CTEIUIEp.

8. OtkprIBas cTeruiep nepen H3BJICYECHUEM, HE TIOBOPAUMBAMTE PEI'YJIMPOBOUYHVY1O
PYUYKY BOJIEE YEM HA 1/2-3/4 OGOPOTA.

9. Uznemus cepun CS Compact CT/EA Henb3st UCTIONB30BaTh Il HOPMAJIFHOTO BHYTPUIIPOCBETHOTO aHACTOMO3A.
OHE TpeiHa3HAYEHBI TONBKO I SKCTPAKOPIIOPATBHOTO MPUKPEIIICHNS CTEPKHS HAKOBAJILHHU B cOOpe K Tpoakapy
cTerepa.

10.Tlocne ynasneHus cremiepa Bcerja MPOBEpsiiTe JMHHUIO CUIMBAHHUS XMPYPrHYECKUMH CKOOKAMHM Ha MpeaMer
remMocTa3a. He3HaunTenmpHOE KPOBOTEUEHHE MOXKHO OCTAHOBHUTH C IIOMOIIBIO 3JIEKTPOKOATYISALNN WU PyYHOTO
HaJIO>KEHHSI IITBOB.

11. Cnenyer ocMoTpeTh 00pa3mbl TKaHH, YTOOBI yOSTUTHCS, UTO BCE CJIOM TKaHM BKIIOYEHBI B aHacToMo3. Ecmm
00pasIpl cojlepKaT He BCE CIIOM TKaHM, 3TO MOXKET IIPUBECTH K HAPYIICHHIO IIEJIOCTHOCTH U CYXKEHHIO ITPOCBETA.

12. Kontakr cremnepa cepurn FRKM CS - CT/EA ¢ pacTBOpamm XJOpuaa PTYTH MOXKET BbI3BaTh XMMHYECKYIO
PEaKIHIo, IOATOMY €ro CleayeT u30eraT.

13. VTUJIM3UPYUTE U3EJIME ITIOCJIE UCIIOJIb30BAHMSL.

PEKOMEHAYEMBIE YCJIOBUA XPAHEHUA

XPAHUTH ITPU KOMHATHOM TEMIIEPATYPE. BEPEYb OT BO3JEACTBUS BJATH U IPSIMbBIX
NCTOYHHUKOB TEILIA.

HE MOJABEPTAMTE U3JEJUE BO3JIEVMCTBUAIO TEMITEPATYP BBIIIE 54°C (130 TPAIYCOB 11O
®APEHTEUTY).



CTEIIVIEPBI CEPUH FRKM CS - CT/EA IHOCTABJIAIOTCA
CTEPUIN30BAHHBIMU. CTEPUIN3AIIUA OCYHIECTBJIAETCA IIOCPEACTBOM OBJIYUYEHUA.
CPOK T'OJHOCTH COCTABJIAET HIATH JIET INOCJIE CTEPWIM3ALUHU, TTPU YCJIIOBHUH
XPAHEHHS B HEIIOBPEXK/IEHHOM YIIAKOBKE.

IMOJHOE HAUMEHOBAHUWE MEJUIIMHCKOI'O U3AEJUS
Taoauna 1
CremnJiepsl 0JHOPA30BOr0 MCNOJIb30BaHUs Frankenman, B BapuaHTax HCIOJIHEHHUS:

Cremnep ogHOpa30BOro mcmonb3oBaHus Frankenman, MUpKyISpHBIA BHYTPHIIPOCBETHEIH, cepun CS, BapHaHTHI
HCTIOJTHEHUSI:

Cremniep 0JHOPa30BOTO UCTIONb30BaHMA Frankenman, MpKyIsipHBIA BHYTPAIPOCBETHBIN, npsimoii, CS Compact ,
CS25CT/EA, ¢ nIuHHOM HaKOBaJIbHEH, B COCTABE:

- Crennep 0AHOPA30BOTO HCIONB30BAaHUS, LMPKYJISAPHBIM BHyTpumpocBeTHbIN, npsamoil, CS Compact,
CS25CT/EA, ¢ auuHOM HakoBanbHeH -1 mT.;

-JlononuuTensHbIN Tpoakap-1 mr.;

-Hampasurens HuTei-1 mr.;

Creruiep ojHOpa30BOro Kcnonb3oBanus Frankenman, nupKyJsipHbIi BHY TPUIIPOCBETHBIN, ipsiMoit, CS Compact ,
CS28CT/EA, ¢ aAnuHHOM HaKOBaJbHEH, B COCTABE:

- Cremnep OJHOPA30BOrO HCIHOJb30BAaHUS, LMPKYJSPHBIM BHYTpUOpPOCBeTHBIH, mnpsmoi, CS Compact,
CS28CT/EA, ¢ nauHHOM HaKOBalbHEMN -1 1mT.;

-JlonoaHUTENBHBIN Tpoakap-1 mr.;

-HampaBurtens Hutei-1 mr.;

Crenniep 0JHOPa30BOTO UCTIONB30BaHMs Frankenman, MpKyISpHBIA BHYTPAIPOCBETHEBIN, npsmoii, CS Compact ,
CS32CT/EA, ¢ niuHHOI HaKOBaJILHEH, B COCTaBE:

- Cremnep 0AHOPA30BOTO HCIONB30BAaHUS, LMPKYJISAPHBIH BHYTpUNIpocBeTHBIH, npsamoi, CS Compact,
CS32CT/EA, ¢ niuMHHOM HakoBajbHEH -1 1mT.;

-JlononHuTENBHBIN Tpoakap-1 mr.;

-Hampasurens HuTel-1 mT.;

NH®OPMAINIIUSA O HAJIMYHUU JIEKAPCTBEHHBIX CPEACTB

B cocraB cremiepoB 0gHOPa30BOTO HCMONB30BaHMsA Frankenman He BXOIST BEIIECTBa, KOTOPHIC, B CIy4ae HX
OTJIENFHOTO TPUMEHEHUS, MOTJIM OBl PacCMaTPUBATHCS B KAUECTBE JICKAPCTBEHHOT'O CPEICTBA B COOTBETCTBHH C
oTpenieieHueM, TIPUBEICHHBIM ISl JaHHOTO TepMuHa B ctatbe 1 upexrussr 2001/83/EC.

3AABIEHUE O MATEPUAJIAX YEJTOBEYECKOI'O 1 JKHBOTHOI'O ITPOUCXOXKIAEHUS

[Ipu mpou3BOICTBE CTEILICPOB OAHOPA30BOTO MCIIONB30BaHMA Frankenman He MCIIONB3YIOTCS IPOM3BOJHBIC TKaHEH
WA KJIETOK YEJIIOBEUECKOTO U )KHBOTHOTO MTPOUCXOKICHUS.

MATEPHAJIBI, U3 KOTOPBIX N3I'OTOBJEHO MEJUIINMHCKOE U3JIEJUE U EI'O OCHOBHBIE
KOMIIOHEHTHI

KOMILJIEKT IOCTABKH

Creruiep oJHOpa30BOro Kcnonb3oBanus Frankenman, nupKyJsipHbIi BHY TPUIIPOCBETHBIN, ipsimoit, CS Compact ,
CS25CT/EA, ¢ aAnmuHHOM HaKOBaJbHEH, B COCTABE:

- Cremep 0AHOPA30BOTO HCIOJNB30BAaHUS, IMPKYJISPHBIA BHYTpUIpocBeTHBIH, mpsamoi, CS Compact,
CS25CT/EA, ¢ AnuHHOM HAaKOBajbHEH -1 mT.;

-JlononHuTenbHBIN Tpoakap-1 mr.;

-Hampasurens Huteit-1 mr.;

Crerutep oHOpa3oBoro ucnonb3oBanus Frankenman, nupKyJsipHbIi BHY TpUIIPOCBETHBIHN, ipsiMoit, CS Compact ,
CS28CT/EA, ¢ AIMHHOM HAaKOBaJbHEH, B COCTaBe:

- Cremnep 0AHOPa30BOTO HCIONB30BAaHUS, LMPKYISPHBIH BHyTpunpocBeTHbIN, npsamoi, CS Compact,
CS28CT/EA, ¢ nnmuHHON HakoBaJibHEH -1 1IT.;

-JlomosHUTENBHBIHN Tpoakap-1 mr.;

-Hampasurens Hutei-1 mr.;

Cremniep 0gHOPa30BOro UCTONb30BaHMs Frankenman, MpKyIspHBIA BHYTPUIPOCBETHBIN, npsimoii, CS Compact ,
CS32CT/EA, ¢ AauHHOM HaKOBaJIbHEH, B COCTABE:




- Crennep 0AHOPA30BOTO HCIONB30BAaHUS, LMPKYISPHBIH BHyTpumnpocBeTHbIN, npsamoil, CS Compact,
CS32CT/EA, ¢ AnmuHHOM HaKOBajbHEH -1 mT.;

-JlononuuTensHbIN Tpoakap-1 mr.;

-Hampasurens Huteit-1 mr.;

METO/bl U CPEACTBA JE3UH®EKLINU

He npumMeHnMo K cTemiepam 01HOPa30BOTo Hcnoiab3oBanus Frankenman, Tak Kak OHH ITOCTaBIISIOTCS B CTEPHIIBHOM
COCTOSIHMH 1 TIpETHAa3HAYEHBI TOJIBKO U OJJHOPA30BOTO HCIIOIb30BaHM.

TPEBOBAHMUS K TEXHUYECKOMY OBCJIYKUBAHHIO

Henpumennmo. Cremeps! 01HOPa3oBOro ucnoib3oBanus Frankenman mpeaHasHa4eHb! TOJIBKO UL OJXHOKPATHOTO
UCTIONIb30BaHM.

YCJIOBHUSA XPAHEHHUSA

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

OtHocuTenbHas BIaKHOCTh: 20% - 60%

Atmoctepnoe nasnenue: 97 klla (14.07 psi) — 105 kI1a (15.23 psi)

YCJI0OBUSI TPAHCIIOPTUPOBKHU

YnakoBaHHBIE HM3JENUsI TPAHCIIOPTHPYIOT BCEMH BHAAMHU 3aKpPBITHIX TPAaHCIIOPTHBIX CPEICTB, B COOTBETCTBHU C
MpaBUJIaAMH IIEPEBO30K IPY30B, IEHCTBYIOMINX HA JaHHOM BUIETPAHCIOPTA.

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

OtHOocuTenbHast BIaxXHOCTh: 20% - 85C

Atmocteproe nasnenne: 48 klla — 108 xI1a

YCJOBHUSA DKCINVTYATAIIUN

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

OtHocuTenbHas BiaaxHocts: 100%

AtmocdepHoe naienue: 86-106 klla

YTHJIN3ALUSA

VYTunusanus Npou3BOAUTCS COTIACHO 3aKOHOATENbCTBY, IEUCTBYIOIIEMY Ha Teppuropun PO.

YTunauzanus MeAWIMHCKUX OTXOJOB OCYIIECTBISIETCS C coOnroneHHeM TtpeOoBaHui CaHMTapHBIX MpaBHI B
3aBUCHMOCTH OT CTEIEHH WX DIUAEMHOJIOTHYECKOH, TOKCHKOJIOTHYECKOW M PaJHalliOHHOW ONAaCHOCTH, a TaKKe
HEraTUBHOT'O BO3/ICHCTBUS Ha YeJlOBeKa U cpey OOMTaHuUs YeslOBEKa!

CornacHO KJlacCU(pHKAIKA MEIUIIMHCKUX 0TX070B, MU «Creruiepsl ogHOpa3oBoro ucnons3oBanus Frankenmany u
ero ymnakoBka OTHOcuTCs K kinaccy b (Orxoxmpl, MHOHMIMPOBAHHBIE W IOTEHIUAIBHO WHQHUIUPOBAHHBIC
MHUKPOOpTaHU3MaMH 3-4 TPYTII MaTOTeHHOCTH (3MUAEMUOIIOTHYECKH OMACHBIe 0TXOMHI, - Kiacc b (CanlluH 2.1.3684-
21))).

[pn yrunusanuu 3arpsi3HEHHBIX YacTei oJieBaiiTe IepUaTKH.

HesarpssHeHHas yakoBKa yTHIIM3UPYETCs Kak OBITOBOH OTXO/I.

NEPEYEHDb ITIPUMEHSIEMBbBIX ITPOU3BOAUTEJEMM3IrOTOBUTEJEM) MEJUIIUHCKOI'O
HN3AEJIUSI HAHTUOHAJIBHBIX CTAHJAPTOB

Komnanus «Cyuxoy ®@pankenman Menukan OxyunmenT Ko., JIta.» 3assinsger, uro Ctemiepsl 0IHOPa30BOro
ucnonb3oBanust Frankenman otBeuaroT TpeboBanusM ISO 14630, moHBIH CIUCOK MEXTyHAPOIHBIX TpEeOOBaHHUN
MPEIOCTABIISETCS 110 3aIPOCy.

TF'APAHTUSA

1. IlpousBoauTens TrapaHTHPYET, YTO NMPOEKTHPOBAHHWE M IPOU3BOJICTBO ITAHHOTO H3ZIEIHUS OCYIIECTBIIIOTCA C
y4eTOM pPa3yMHO OOOCHOBAaHHBIX AaCIEKTOB O€30IMacHOCTH M IPU HEOOXOIMMOM KOHTPOJIE NPOU3BOJICTBEHHBIX
MPOLIECCOB.

2. 00beM 00s13aTeNbCTB  TPOU3BOJMTEINST [0 HACTOSIICH TapaHTHM OrPAaHUYMBACTCS 3aMEHOM MPOJYKTa.
[Ipon3BoanTens He HeCeT NPSAMONW WJIM KOCBEHHOW OTBETCTBEHHOCTH II0 BO3MEIICHHIO JIOOBIX YOBITKOB,
00YCIJIOBJICHHBIX KAaKUM-JIH0O HECUACTHBIM CITy4aeM BCIIEICTBUE IPUMEHEHHS H3/IEIHSL.

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

HE UCIIOJIB3YHUTE MPOAYKT, ECJIM YITAKOBKA ITOBPEXK/IEHA.

Jlis HaBeieHU CTIPaBOK [0 HEPACCMOTPEHHBIM 3/1€Ch BOIPOCAM CM. COOTBETCTBYIOIYIO MEJULIUHCKYIO TUTEPATYPY
WIM JIUTEpaTypy 10 MEJUIMHCKOMY O0OpYyJIOBaHMIO, JIMOO CBSHKHTECH C IIPEJCTABUTEIBCTBOM KOMIAHUH
(HamuImuMTe) YISt KOHCYJIBTAIUH.

IOPUINYECKAS UHOOPMALIUA

OdunmanbHEIA TPOU3BOIUTEI:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cywkoy ®pankenman Meankan Oxyunnment 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

Y0IHOMOYEHHBIN MPEICTABUTEIb O(DUIIHAIHHOTO MPOU3BOANTEIIS Ha TeppuTopun PD:

000 «DAPMIJINK»

117218, r.Mocksa, yi. Kenposa, a. 14, k. 1, momemnt. 1/2

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

IToura: info@farmlik.ru

He comepxuT HaTypaibHBIN KaydyKOBBII JIaTEKC

MapxkupoBka cooTBeTcTBUS TpeboBanuesiM CE (moaTBepxuaeT, 9To JaHHOE
( € U3J/IeNTe COOTBETCTBYET MPUMEHUMBIM AUpeKTHBaM EBpocoro3a)

STE R | LE R Pagnannonnas CTCpuIn3anusd

® 3anpeTt Ha MOBTOPHOE MIPUMEHEHHE
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Suzhou  Frankenman  Medical
Equipment Co.,Ltd.

108 South Jinfeng Road, Suzhou
High-New District,

215163 Cyxy, KHP

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

¢axc:+86(0) 512 6808 0025

o e

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

Ten.: + 49 40 2513175

¢axkc: + 49 40 255726

W3rorosurenn

YTIOIHOMOYCHHBIN TIpeAcTaBUTeNh B EBpomneiickoM cooOriecTse

Pen: DFU-SFCPH-02-Al
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