Creniep 0JHOPA30BOr0 HCIOJIb30BAHUSA, THHEHHBIH, PE:KYIIUI CO CMEHHBIMH KAPTPUIKAMHA
HWHceTpyKnuM 1o NpuMeHeHHIo

JlaTa cocTaBieHus JOKyMEHTa
[Noxanyiicra, BHUMATEIbHO IPOYTUTE JIAHHYIO HHCTPYKIIMIO TIEpe]] NCII0JIb30BaHKeM n3aenus. Heooxoaumo crporo
co0JIo1aTh IPOTHBOIIOKA3aHNUs, TIPEIYIPEXKICHUS U MEPBI NIPEJIOCTOPOKHOCTH. B mpoTUBHOM ciiydae cyiiecTByer
BEPOSATHOCTH OCTIOKHEHHUH U (WITH) pUCKa AJIS MallUeHTA.
JlaHHOE M3AEnUe MPOIIIO OLUEHKY XUPYPraMu U MHXKEHEPaMU Ha HAJMYUE U CTENEHb MIPOTHO3UPYEMOTo pHCKa MO
MOPYYEHHUIO IPOU3BOIUTENS, HO 3TO MOJHOCTBIO HE HCKIIFOYAET PUCKH IPU HCIIOJIB30BAHNUHU NPOAYKTA, B CBSA3U C YEM
OT ToJsb30BaTenel TpeOyeTcs HaIM4YHe OIBITA W TNPOXOXKACHHE IOATOTOBKM IO BONPOCAM KIMHHYIECKOTO
UCTIOJIb30BaHUS U3/IENHUS.
B Hacrosmei HHCTPYKIMK IpUBEACHA HH(GOPMAIHS, IPU3BAHHAS IOMOYb MOIB30BATEIIO B SKCIUTYaTaL[H U3/ACIH.
B Hewm He copepikaTcs Kakue-1M00 yKa3aHHUsS OTHOCUTENIBHO MIPUMEHEHUS XUPYPTHUECKUX METO/O0B.
HAMMEHOBAHMUE
Creruiep OAHOPA30BOr0O HCIONB30BaHUs Frankenman, muHeWHbIH, pexyiiuid, sumockomudeckui, cepun ELC, ¢
MPHUHAATIEKHOCTSAMH, B BApUAHTaX UCIOJIHEHUS
(mostHOE HaMMeHOBaHWeE yKa3aHo Hike B Tabnuua 1)
ITPUMEYAHUME: [lanee mo TEKCTy MOTYT UCIOIb30BAaThCS CIEAYIONIME Ha3BaHUS: CTEIUIEphl, CTeriep
SHIOCKONNYECKUH, TUHENHBIN, PEXKYILIUN CO CMEHHBIMU KapTPUKAMHU, YCTPONCTBO, HHCTPYMEHT.
HA3HAYEHUE
Cremepsl 0oHOpa3oBOro mcnosb3oBaHus Frankenman mpeaHasHa4deHB! AJISI HAJIOKECHUS XHUPYPTUUECKHX CKOO C
LENBI0 COEANHEHNs] BHYyTPEHHUX MSATKHX TKaHEH.
|.IToka3anus K NPUMEHEHHIO
OHIOCKONUYECKUH CTEIUIep C JIMHEHHBIM pEe3akOM M CMEHHBIMH KapTpHIKaMU IPHUMEHSETCS IMpPHU PEe3eKIUH,
paccedeHud U (WIM) aHACTOMO3€ TKaHH NIPH BBIIOJTHEHUH OTKPBITHIX WIIH JIATApOCKOIMYECKUX Mpolieyp. Ero MosxHO
UCIIOJIb30BaTh BMECTE C XUPYPTrUUECKUMHU CKOOAMH WIIM TKAaHEBBIMH MOJKPEIUISIOIIMMH MaTepuaiaMu.
1. IIpuHuun geicTBust
WucTpyMeHT obecrieunBaeT CIIMBaHHE MOCPEACTBOM ILECTH PSJIOB XUPYPrHYECKUX CKOOOK B IIIAXMaTHOM MOPSIIIKE.
OH npuMeHseTCs Ul pa3pe3aHusi U CIIUBAHUS XUPYPIUYECKUMU CKOOKH TP PacCeueHHUH MM aHACTOMO3€ TKaHe!
BO BpEMsI BBIMOIHEHUS XUPYPIUIECKHUX MPOLERYP.
1. I'1aBHBII TeXHUYECKHIT MapaMeTp
OHIOCKONIMYECKUHN CTEIUIEp, JTMHEHHBIN, PEXYIIMMA, TOCTaBISIETCS C Pa3HOM JJIMHOM CTEP’KHS B 3aBUCHUMOCTH OT
Teneit mpuMeHeHus, a KapTpumku - B mapaupaoM (ECLCR) u npssmom uctiomaennu (ESLCR).
Tumbr 1 ocHOBHEIE pa3Mepsl (cM. M300p. 1, 2 u 3, a taxke Tabmmuer 1 u 2):
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1 CrepxeHb

2 IToBopoTHast pydka

3 IToBopOTHAS JIOTIACTh

4 CrryckoBasi pyKosITKa

5 Knormka pa301oKkupoBKu
6 Pykositka

7 Ppraar pa30I0KHpPOBKH

M300p.1 Cremiep 3HA0CKONNYECKHUH, THHEITHBIH, pexKyImii
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1 Kaprpumx

—
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2 HaxoBanbHs
3 3amurHas BKIaaKa
4 CoeTUHUTENBHBIN CTEPIKEHb

H306p.2 Moayas npsivoro kaptpuaxka (ESLCR)
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1 Kaprtpumx
2 HakoBanbHs
3 3anuTHas BCTaBKa
4 CoeTMHUTENBHBIN CTEP)KEHb
H306p. 3 Moayab mapuupHoro kaprpuaka (ECLCR)
OcHoBHbIE pa3Mepbl CTeIJiepa JHIOCKONMHMYECKOTO, JHMHEWHOTO,
Tabmuma 1 €XYLIEro MM
Cremmduranms JlnnHa Bana | OO6mas mmHa L Juamerp D
ELC 50 50 280
ELC 100 100 330
ELC 150 150 380 12,5
ELC 200 200 430
ELC 250 250 480
Ta6nuia 2 OCHOBHBIE pa3Mepbl KapTPUIKHOTO OJI0Ka MM
Tun Crnemuukamus  |[[Ipumennmoe  |[{nrHa /Inrna Bricora [Pazmep Bricora Komnuect
YCTPOMCTBO  [MTMHMHU KapTPHUIDKHOTO [XUPYPTH [BEHUYHMKa  |(pOpPMHUpPOBA [BO
xupyprude |6oxa L1 UecKo [Xupypruue [Hus XUPYpruy
CKUX CKOOKM  [CKOH XUpYpruue |[eCKux
ckoOox H h CKOOKH W |CKOM CKOOOK
ckoOku B
ESLCR 30M 2,0 0,75
ESLCR 30W 2,5 1,0
ESLCR 30B 3,8 1,5 48
w ESLCR 30Y 33 170 4.2 1,75
= ESLCR 30G 4,5 2,0
2 ESLCR 30T 5,0 2,3
E ESLCR 45M 2,0 30 0,75
2 ESLCR 45W 2,5 ' 1,0
o ESLCR 45B 3,8 15
g ESLCR 45Y 45 185 4.2 1,75 66
é ESLCR 45G 4,5 2,0
ESLCR 45T 5,0 2,3
ESLCR 60M 2,0 0,75
ESLCR 60W 61 200 2,5 1,0 %0




ESLCR 60B ELC 50 3,8 15
ESLCR 60Y ELC100 4.2 1,75
ESLCR 60G ELC150 4.5 2,0
ESLCR 60T ELC200 5,0 2.3
ECLCR 30M ELC250 2.0 0,75
ECLCR 30W 25 1,0
ECLCR 30B 3,8 15
ECLCR 30Y 33 170 4.2 1,75 48
ECLCR 30G 4.5 2,0
at ECLCR 30T 5,0 2.3
§ ECLCR 45M 2,0 0,75
5 ECLCR 45W 25 1,0
5 ECLCR 45B 3.8 15
; ECLCR 45Y 45 185 4.2 3.0 1,75 66
S ECLCR 45G 4.5 2,0
= ECLCR 45T 5,0 2.3
§ ECLCR 60M 2,0 0,75
= ECLCR 60W 25 1,0
ECLCR 60B 3.8 15
ECLCR 60Y 61 200 4.2 1,75 90
ECLCR 60G 4.5 2,0
ECLCR 60T 5,0 2,3

1. Xupyprudueckue CKOOKH, HCIIONB3yeMbIe B IaHHOM W3JICIAH, W3TOTOBIICHHl W3 THTaHA B COOTBETCTBHHU
¢ TpeboBanusmu cranmapra «GB/T13810-2007 - Texunorocuueckuii mamepuan u3 mumana u mumaHo8020 CHlA&d,
UCNONIB3YEMbILL 8 U32OMOBLEHUU CPEOCE XUPYPSUUecKol UMIIAHMAYUL, & TAKKE B COOTBETCTBUU C HOPMATUBAMH
1SO5832-2, mpuMeHUMBIMA K YACTOMY THTaHY.

2. U3penue mocraBisieTcss B CTEPHIM30BaHHOM Bune. CTepuimn3alys OCYLIECTBIISIETCS MOCPEACTBOM OOIy4eHHS
(Cobalt 60). ToabKko 1151 OJHOKPATHOTO UCTIOJIE30BAHHUS.

V. Padora ¢ yrpoiicTBoM

1. JlaHHBI MHCTPYMEHT CJIEAYEeT HCIIOJIb30BaTh B COOTBETCTBMM C OOIIMMHM TNPHHIUIAMH T[PUMEHEHHUS
XUPYPrHYECKUX CTETIEPOB.

2. laHHBI WMHCTPYMEHT JOJDKEH MCIOJIB30BAThCSI TOJIBKO XUPYpraMH, MpPOILEAIINMH COOTBETCTBYIOLIYIO
MOJTOTOBKY IO TEXHHKE CIIUBAHWS XUPYPTUICCKUMH CKOOKaMHU W (WJIM) XHPYPraMy O] PYKOBOJCTBOM OIIBITHBIX
CICTIHAHCTOB.

3. [lepen ucmonb30BaHMEM HEOOXOAWMO IPOBEPHUTH IEIOCTHOCTh YIMAKOBKH M YOCIUTHCSA, YTO YCTPOMCTBO M
YIakoBKa HE TOBPEXACHBL. He HCmonp3yiTe NaHHBIA HHCTPYMEHT IPH IIPEAIIONATacMOM MIIH (haKTHIECKOM
MOBPEXKJICHAN CaMOTO MHCTPYMEHTa WM YIAaKOBKH. [Ipn oOHapyXKeHUH MOBPEXKICHUH HEMEIJICHHO CBSKHUTECH C
PETHOHANBEHBIM TOPTOBBIM MPEICTABUTEIEM KOMITaHUH.

4. Dramnsl pabOTHL:

a) [Ilepex mpuMeHEHWEM y MANMEHTa BBIIOIHUTE KOMIUIEKCHYIO OIEHKY M BBIOCpPHTE MOIXOISIINIA CTEIUep ¢
KapTPUKEM B COOTBETCTBUU CO CIIEU(PUKON OCTOKHEHUH Yy TAIIMeHTa U MPEATIOIaraeMoi Mpoueaypoi;

b) B ycrnoBusx oneparroHHOTO MOMEIIEHHS BCKPOHTE CTEPUIIBHYIO YITAKOBKY CTEIIEpa U KapTPHUIDKa, COSTNHUTE
JIBE YaCTU U yAaJHTe 3aIIUTHYI0 BCcTaBKy (M300paxenue 4).

+ 3arpyska KapTpHIDKHOTO OJIOKA: COBMECTUTE OEIYIO0 JIMHUIO Ha KOHIIE KapTPUDKa ¢ OeJIol IMHUEH Ha JUCTATEHOM
KOHIIE CTeIIepa, BCTaBbTE KAPTPUIK B HAIIPABJIICHNUH, yKa3aHHOM Ha 1300p. 4, ¥ MOBEpHUTE €ro MO YaCOBOU CTPEIKE.
O KOppEeKTHOM 3arpy3ke cBUaeTeNbCTBYeT memdok (s 3arpy3ku ESLCR u ECLCR mpuMensieTcs onHa U Ta ke
poIeaypa).

+ [Ipu ucnionp3oBannm kaptpumxa Tuna ECLCR mnocite 3arpy3ku KapTpuka B CTEIIIep MTOBOPOTHYIO JIOACTh MOXKHO
MOBEPHYTh TaK, YTOOBI 00pa30BaJICsl yrol MKy 001acTbl0 aHACTOMO3a U CTEIIEPOM.

+ Beirpyska kapTpu/pka: OTSHUTE KHOIIKY BBITPY3KH BIIPABO M TOBEPHUTE ITPOTUB YaCOBOM CTPEIIKH JIJIs M3BJICUCHUS
KapTpuIxKa.

c) Tlpwmoxwure CTEmIep K TKAHHW, KOTOPYIO HYXHO CIINTh. 3aKPOWTE 3aKUMBI HHCTPYMEHTA, MONHOCTHIO CXKaB
CITyCKOBYIO PYKOSITKY. BepHHUTE CITyCKOBYIO PYKOSITKY B HCXOJIHOE MOJI0KEHHE

d) Haxwmure KHOMKY pa30JIOKMPOBKH, TOCJIE HYEro CTEIUlep IepeiiieT B COCTOSHHE TOTOBHOCTH K pabore.
INocnenoBarenbHO COXMHTE CIYCKOBYIO PYKOSITKY JUIsSi 3aBEpLICHHS IPOLEAyphbl ciuuBaHus. Eciu pasmep
KapTpuKHOTO OJ10Ka coctasisieT 30 MM, COXMUTE /IBa pa3a; €Cciii pa3Mep KapTpHUIKHOTO OJIOKa cocTaBisieT 45 MM,
COXMHUTE 3 paza; eciu pa3Mep KapTpumIKHOro 6J10ka cocrasisier 60 MM, coxmMuTe 4 pasa.

e) IlorsHuTe pyuKy pa30IOKHUPOBKH B UCXOIHOE MOJOKECHHE, 3A)KHM OTKPOETCSI, U CTEIIEP MOXKHO OY/eT U3BJICYb.
5. OcMOTpHUTE IIMHHUIO CIIMBaHUS XUPYPrHYCCKHMU CKOOKaMH Ha TMpeaMeT Temocrasza. HesHauuTenpHOE
KPOBOTEUCHNE MOYKHO OCTAHOBHUTH C TOMOIIBIO HAJOXKEHHS IIBOB BPYUHYIO.

6. JIaHHBIN MHCTPYMEHT NpeJHA3HAYCH IS UCIIOJIBL30BAaHHS Yy OJHOTO IalWeHTa. B pamMkax OJHOW MpoIemypsl
MOYKHO BBITIOJIHUTbH NIepe3arpy3Ky KapTpHIDKa.



1 3amuTHas BcTaBKa

2 KapTpumxHblii 650K

3 Knormka BBITpy3KH

4 I1lapHupHO-COYJIEHEHHAs JOIaTKa
5 PykosiTka CIIMBaHUs CKOOKaMHu

6 Knomnka pa3010KkupoBKH

7 Pyuxa pa30I0KHpPOBKH

N306p.4. 3arpyska cremiepa SHIOCKOITIECKOTO, THHEHHOT0, PEXKYIIETO M KapTPUIDKa

7.Ilpn wWcHoONb30BaHMM HMHCTPYMEHTAa B paMKax JallapOCKONMYECKOH MPOLEXyphl HEOOXOAMMO BHIOpaTh
COOTBETCTBYIOIIYIO BTYJIKY Tpoakapa JUisi oOecrieueHHs IIIaBHOTO BBeIeHH. Beera 3akppIBaliTe 3a)KUMBI CTETIepa
mepea TeM, KaK BCTaBIATh CTEIUIEp BO BTYJKY Tpoakapa M M3BIeKaTh ero. Korma ucrnonb3yeTcs IIapHUPHBIH
KapTpuaxK, yOeInuTech, YTO OH HAXOMUTCS B NPSMOM IIOJIOKESHUH IIPHU €ro BBEJCHUH WIM U3BJICYECHUU U3 BTYJIKH
Tpoakapa.

8. [Ipu BHINOIHEHUH OJJHOI NPOLIEYPHI B OUH CTEILIEP MOXHO MOBTOPHO 3arpy3UTh A0 § KapTPHIDKEH.

V. MepsI IpeioCTOPOKHOCTH

1. TIpopykuust nocTaBisieTcs B CTepUIN30BaHHOM Buae. Crepuinusanus odbecneunBaercs myteM obOmyuenus (Cobalt
60). M3znenue crepunpHoe. HUKOTa He MCTIONB3YHTE MPOIYKT, €CIIH €T0 yIaKoBKa MoBpexaeHa. [1pun oOHapyxeHHH
KaKuX-JIM0O MOBpEXIeHUIT 00paTHTECh B IPEICTaBUTEILCTBO KOMIIAHHH.

2. JlaHHOE M3/1eNne peTHa3HAYeHO T IPIMEHEHHS B paMKaxX OJHOH Iporeypsl. Ero moBTOpHEIE HCIIONB30BaHUE,
00paboTka u cTepun3anys He AomyckatoTca. [IoBTOpHBIE MCIIONB30BaHHE, 00pabOTKa MIIM CTEPHIN3ALUS MOTYT
HapyIINTh CTPYKTYPHYIO LETOCTHOCTh YCTpOICTBAa M (WJIM) IPUBECTH K €r0 OTKa3y, 4TO, B CBOIO OYEPEb, MOXKET
NPUBECTH K TpaBMe, OONE3HH WIM JIETAIbHOMY HCXOAy IanueHta. Kpome Toro, moBTOpHBIE 00paboTKa WM
CTepWIM3alHs OJHOPA30BBIX YCTPOMCTB MOTYT IIOBJIeYb 3a cOOOW pHUCK 3apakeHus W (Win) WHGUIMpPOBaHMS
MalueHTa, JIM00 NMepeKpecTHoe HHPUINPOBAHHUE.

3. Co cremiepoM clenyeT HCIOJIb30BaTh CMEHHBIC KapTPHDKKM NPOW3BOJCTBA Halled KOMIIAHMH. 3aMeHa
KapTpHDKaMHU APYTHX TIPOU3BOJUTENEH HE JOMYCKAeTCs.

4. Tlepea WCHOJNB30BAaHUEM MNPOBEPHTE M IMOATBEPAUTE MOJENb IMPOAYKTa, CIEHU(DUKALMIO U CPOK TOJHOCTH.
Y6ennuTech B IEIIOCTHOCTH YIIAKOBKH.

5. Cnenyer coOmoaTh OCTOPOKHOCTH NPW M3BJICUEHUM W3ZEIHs Mocie cinBaHus. He mpumaraiite upe3MepHBIX
YCHINH JUIsl U3BIICUCHHMS IPOAYKTa. [lepes u3BIeueHreM U3 BTYJIKH TpoaKapa 3a)KHM JI0JDKEH OBITh 3aKpHIT, a Iepes
W3BJICYEHHEM M3 BTYJIKH TPOaKapa MHCTPYMEHTa C IIApHUPHBIM KapTPUKEM JaHHBIH KapTPUIUK JOJDKEH OBITH
BBIPOBHEH.

6. lanHoe wm3zmenue cHaOXXEHO OJIOKMPYIOIIMM MEXaHW3MOM [UIS INIPEAOTBPALICHUS CIIUBAHUS IyCTHIMH HIIH
MpeaBapUTEIbHO CpadOTaBIIMMHU KapTpHKaMH. Eciu B KapTpUIXKe OTCYTCTBYIOT CKOOBI CTENJep 3allyCTHTh
HEBO3MOJXKHO.

7. Ecnu Tpebyercst mepe3apsiika, yOeauTech, 4TO KapTPUDKHBIA OJIOK paHee He cpabaThiBajl. ITO MPEIOTBPATHUT
BO3MOYKHYIO HEHCIIPaBHOCTH YCTPOICTBAa MM TOBPEXACHHE HMHCTPYMEHTAa, a TakXKe NMPUMEHEHHE Ype3MEepHOro
YCHIIHS K CTEIUIEPY C MYCTHIM KapTPHUIKEM.

8. Hukorma He wWcHonp3yiiTe B KIMHHYECKHX YCIOBUSIX YPOHEHHOE W3JeNHe, W3JeNue C HapyleHHOW
CTEPWIBHOCTHIO, PAKTUUECKUM HMITH MPEATIOIAraeMbIM CITy4aiHBIM ITOBPEKACHHEM.

VI. YnakoBka U XpaHeHHe

1. IIpoxykuus nocTaBisieTcs B CTepUiIN30BaHHOM Buae. Crepunuzanus obecnieunBaercs myteM oOmyuenns (Cobalt
60). Cpok roiHOCTH, YKa3aHHBIN Ha yrakoBke, coctaBisieT TPU T'OJIA nocne ctepunuzanuu, Npy yCIOBUH XPaHEHUS
B HETIOBPEXKIEHHOHN yIaKOBKe.

2. Ucrionb3yiTe MPOAYKT O UCTEYEHHUS CPOKA F'OJAHOCTH, YKA3aHHOTO Ha YIaKOBKE.

3. XpaHuTh MpH KOMHATHOW Temmeparype. J[aHHBIH NMPOAYKT ClEAyeT XPaHUTh B CYXOM, IPOXJaJHOM MeECTE C
OTHOCHTEIIFHON BIaXXHOCTHIO He 6oiiee 80% B yCIOBUAX OTCYTCTBUS KOPPO3UOHHO-aKTUBHBIX I'a30B.

VII. IIporuBonokazanus

1. He ncnonb3yiiTe HHCTPYMEHTHI 7151 00paOOTKH CHIIBHO OTEYHBIX TKaHEH.

2. He ucnionb3yiiTe HHCTPYMEHTBI AJ1s1 00paOOTKH CIHIIIKOM TOJICTOH MITU CIIMIIKOM TOHKOW TKaHH.

3. [Ipn ucronbp30BaHUM YCTPOMCTBA HE INPEAYCMOTPEH MNPSMON KOHTAKT C CEepALEM, HEHTPAILHOH CHCTEMOW
KpOBOOOpAIIEH!s MK EHTPAILHON HEPBHOM CUCTEMOHA.

VIIl.  Ocnoxnenne

1. MoseT BBI3BaTh HH(EKIHUIO.

2. MoXeT BbI3BaTh pa3pblB OTBEPCTHS aHACTOMO3A.



3. Moxet 00ycnoBuTh 00pa3oBaHUE CBHIA OTBEPCTHSI aHACTOMO3a.

4. Moxet 00ycI0BUTh KPOBOTEUECHHE U3 OTBEPCTHUS aHACTOMO3A.

IX. Ipexynpe:xaenne

1. Hukorza He UCHONB3yHTE MPOIYKT, €CIIN €T0 YIaKOBKa MOBPEXKACHA.

2. He wucnonp3yiite wn3genus ¢ BHAMMBIMH WIM TIpeIOJaraeMbIMH IOBpexaAeHHsMH. [Ipu oOHapykeHUH
HOBPEKICHUS, TI0XKATYHCTA, CBSDKUTECH C PETHOHAIBHBIM MTPEACTaBUTENIEM KOMITAHUH.

3. JlaHHBIH NPOAYKT NpeaHa3HAaYeH Ul OXHOPA30BOr0 NpUMeHeH!s. Ero moBTOpHBIE HCIONIB30BaHKE, 00paboTKa U
CTEPUIIM3ALHS HE JOIyCKAIOTCs.

4. Yrunuzamnus, XpaHeHHe, YUCTKA, CTEPWIM3alus MPOAYKTa, HMOPSIIOK pabOTHI W JIFOOBIE ApyTHE (aKTOPHI, HE
KOHTPOJIUPYEMBIE IPOU3BOUTEIEM, MOTYT HANIPSMYIO IOBJIUATH HA Pe3yJIbTaT €ro MPUMEHEHHS.

5. Yaensiite nocTaTouHOe BHHUMaHHUE 3arpy3Ke/BEIIPY3Ke KapTpUIXKa, MMOCKOIBKY JT100as HEOCTOPOKHOCTH MOXKET
TOBJIEYb 32 cOOOH PHUCK U (WITH) TIOBPEXICHUE NPOIYKTA.

6. JlaHHBI MHCTPYMEHT JOJDKEH MCIOJIB30BAThCS TOJIBKO XUPYpPraMH, MPOIIEAIINMH COOTBETCTBYIOILYIO
MOATOTOBKY IO TEXHHKE CHIMBAHMS XUPYPTrHYECKUMH CKOOKaMH U (MJIM) XUPYpraMH 110/ PyKOBOACTBOM OIBITHBIX
CIELUAIHUCTOB.

7. Hukorga He NBITalTeCh DKCIUIyaTUPOBATh JAHHOE H3Jeine 0e3 NpeaBapUTENIbHOIO HM3Y4EHHs COJepIKaHHs
MHCTPYKIMH 0 dKCIuTyaTanuy. Jlroboe HenpeHaMepeHHOE BKIIIOYEHUE JaHHOTO YCTPOWCTBA MOXKET OBITh OIIaCHBIM
IUIS IALMEHTa U (WIIM) HeTaTUBHO HOBJIMATH Ha BBITIOJHEHHUE ITPOLICYPEL.

8. [lokamyiicTa, YTHIM3UPYITE BCE HCIOJIBG30BaHHBIC MHCTPYMEHTHI C YYETOM IOTCHIHAIBHOTO OHOJOTHYECKOTO
pHcKa ¥ (HJIM) BEPOATHOCTH 3arps3HECHUS OKPYIKAIOIIEeH Cpeabl.

X. T'apantus

1. [Ipou3BoauTeNs TapaHTUPYET, YTO HPOCKTUPOBAHHWE M HPOU3BOACTBO JAHHOTO 3N OCYIUCCTBISIOTCS C
YY4ETOM pPa3yMHO OOOCHOBAHHBIX acHEKTOB OE30IaCHOCTH M HPU HEOOXOAMMOM KOHTPOJIE MPOU3BOACTBEHHBIX
IPOIIECCOB.

2. 00beM 00s13aTeNbCTB  TMPOU3BOJMTEINST [0 HACTOSIICH TapaHTHM OrPAaHWYMBACTCS 3aMEHOM MPOJYKTa.
[IpousBomuTens HE HECET MNPSIMONM HIM KOCBCHHOW OTBETCTBCHHOCTH IO BO3MECIICHUIO JIIOOBIX YOBITKOB,
OGYCHOBHGHHBIX KaKUM-JI100 HEeCUYaCTHBIM CJIydacM BCJICACTBUEC MPUMCHCHUS U3ACTINA.

3. [IpousBoauTeh HE HECET OTBETCTBEHHOCTH 3a JIOObIC YOBITKM, BO3HUKIIHE B pE3yJbTaTe MOBTOPHOIO
UCIIOJIb30BaHMS, TIOBTOPHOU 00paOOTKH I HOBTOPHOU CTEPHIIN3ALUN HHCTPYMEHTA.

HE UCIIOJIB3YUTE MPOAYKT, ECJIA YITAKOBKA MTOBPEK/IEHA.

Jnst HaBeIeHusI CIIPaBOK 110 HEPACCMOTPEHHBIM 3/1€Ch BOIIPOCAM CM. COOTBETCTBYIOLIYIO MEIULHCKYIO JTUTEPATYPY
WIH JIATEepaTypy N0 MEAULUHCKOMY OOOpYIOBAaHHIO, JHOO CBSDKUTECH C IPEACTABUTEILCTBOM KOMIIAHUH
(HamUmMTe) AT KOHCYIIHTAILINH.

IMOJTHOE HAUMEHOBAHUE MEJIUIIUHCKOI'O U3IEJINUA
Taoauna 1

Cremiepbl 0HOPA30BOro UCHOJIL30BaHus Frankenman, B BaApMaHTAX MCIIOJTHEHH:

Creruiep 0THOpa30BOTO MCIOJIb30BaHKs Frankenman, nuHeNHbIH, pexynmid, sHnockonnueckuii, cepun ELC, ¢
IIPUHAAJIEKHOCTSIMH, B BAPUAHTAaX UCIOIHEHUS:

Cremniep 0THOPa30BOTO UCHOIB30BaHUA Frankenman, miHeHHBIH, pexxymwii, s3HH0cKoTIYecKmiir, ELC50;
Crenniep 0THOPa30BOTO HCHOIB30BaHUA Frankenman, miuHelHBIH pesxxymuii, sHnockomuueckuii, ELC150;
Crenniep oHOpa30Boro ucnoib3oBaHus Frankenman, nmuHeHHBIN pexymuii, samockommdeckuii, ELC250.

HpI/IHa,Z[J'Ie)KHOCTI/II

Kaptpumx ESLCR 30W nist creruiepa oJHOPa30BOTO HCIONB30BaHMA Frankenman, nuHEHHOTO, pexyIero,
9H/IOCKOMTUYECKOT0, B BapuaHTax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ESLCR 45W nans cremsiepa ogHOpa3oBoro ucrnosb3oBaHusi Frankenman, jmHelHoro, pexymiero,
9HJIOCKOMTUYECKOT0, B BapuaHTax ucnoiaaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ESLCR 45B pmns cremepa oZHOpa3oBOro HMCmoib3oBaHHS Frankenman, nMHEHHOTO, peXyIero,
SHAOCKOMUIECKero, B BapuanTax ucnonnenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ESLCR 45G mns creruiepa ogHOpa3oBOoro mcmonb3oBaHus Frankenman, nmHEHHOTO, pexyImlero,
SHAOCKOMUIECcKoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ESLCR 60W nist creruiepa oIHOPa30BOTO MCIONB30BaHMS Frankenman, JrHEHHOTO, peXxyIIero,
SHAOCKOMUIecKoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ESLCR 60B nns cremepa omHOpa3oBoro ucnons3oBanust Frankenman, nuHeiHOTO, pexyluero,
9HJIOCKOMTUYECKOT0, B BapuaHTax ucnoixuenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ESLCR 60G s cremepa onHopasoBoro ucnonb3oBanusi Frankenman, nuHeiHOTrO, pexyiuero,
9HJIOCKOITMYECKOT0, B BapraHTax ncrnonHenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 30W st cremiepa ofHOpa3oBOro Hcmoib3oBaHus Frankenman, JIMHEHHOTO, pexyluero,
SHAOCKOMUYEcKoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ECLCR 30B mis cremiepa omHopa3oBoro mcmoip3oBaHus Frankenman, nmHEHOTO, pexyImero,




9HJIOCKOIMUYECKOT0, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 45W st cremsiepa ofHOpa3oBoro ucnosib3oBaHusi Frankenman,
9H/IOCKOIMUYECKOT0, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 45B mnst cremuiepa oxHOpa3oBoro ucroib3oBanusi Frankenman,
9H/IOCKOIMUYECKOT0, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ECLCR 45G pns cremepa oZHOpPA3OBOrO HCIoib3oBaHWs Frankenman,
SHAOCKOMUIecKoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaptpumx ECLCR 45Y nans cremnepa oZHOpPa3oBOrO HCIoib3oBaHus Frankenman,
SHAOCKOMUIecKoro, B BapuanTax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60W mus creruiepa oZHOpPa30BOTO HCHONBb30BaHUA Frankenman,
SHAOCKOMUIecKoro, B BapuanTax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60B mnst cremiepa oxHopazoBoro ucroib3oBanusi Frankenman,
9H/IOCKOIMUYECKOT0, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60G mst creruiepa ofHOPa3oBOrO McCnojib3oBaHMsl Frankenman,
9HJIOCKOIMTUYECKOT0, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60Y mst creruiepa ofHOPa3oBOro Mcnojib3oBanus Frankenman,
9HJIOCKOIMUYECKOro, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop. ;

JIMHEHHOTO,
JIMHEHHOTO,
JIMHESHHOTO,
JIMHESHHOTO,
JIMHEHHOT O,
JIMHEHHOTO,
JIMHEHHOTO,

JIMHEHHOTO,

PEXYILEro,

PEKYILETO,

pexyIIero,

pexyIIero,

pexyIIero,

PEKYILETO,

pexyIIero,

pexXyIIEero,

NHO®OPMAILIUA O HAJINYUHN JIEKAPCTBEHHBIX CPEJICTB

B cocraB cremiepoB 0JHOPa30BOTO HCMONB30BaHMsA Frankenman He BXOIST BEIIECTBAa, KOTOPBIC, B CIydae HX
OT/JICJILHOTO TPUMCHEHUS, MOTJIM Obl PAaCCMATPHUBATHCS B KAUECTBE JICKAPCTBEHHOI'O CPEACTBA B COOTBETCTBUU C
ompeeieHUEeM, TIPUBEACHHBIM JJIsl JAaHHOTO TepMuHa B ctathe 1 Jlupekrussr 2001/83/EC.

3ASBJIEHUE O MATEPUAJIAX YEJIOBEYECKOI'O 1 ZKUBOTHOI'O NIPOUCXOKIEHU A

[Ipu mpoM3BOICTBE CTEILICPOB OAHOPA30BOTO UCIIONB30BaHMs Frankenman He HCIIONB3YIOTCS IPOU3BOIHEIC TKAHEH

WK KJIETOK YEJIOBEUECKOTO U JKUBOTHOTO IPOUCXOMKICHHUS.
MATEPHAJIBI, U3 KOTOPBIX U3I'OTOBJIEHO MEJUIIMHCKOE U3JEJHUE U EI'O OCHOBHBIE

KOMITIOHEHTBI

KOMILJIEKT IOCTABKH

Cremiep OJHOPA30BOTO HCMONB30BaHus Frankenman, NuHEWHBINA, pexyiwid, 3umockonmueckuii, ELC50-1
T./yI.;

Cremuiep OJHOPAa30BOTO HCMHOJb30BaHus Frankenman, muHEHHBINH pexymui, sHmockonuueckuii, ELC150-1
wT./yI.;

Cremuiep OJHOPA30BOTO HCMOJb30BaHus Frankenman, jauHEHHBIH pexymui, sHgockonuueckuit, ELC250-1
wT./yI.;

I[MPUHA JUIEJXXHOCTU

Kaptpumx ESLCR 30W s crerepa ogHOpa3oBOro ucmosib3oBaHMa Frankenman, nmmHeitHOTO, pexyImero,
9HJIOCKOMTUYECKOT0, B BapuaHTax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ESLCR 45W nist creruiepa ogHOPa30BOTO HCIONB30BaHHMA Frankenman, nuHEHHOTO, pexyIero,
9HJIOCKOMTUYECKOTo, B BapuaHTax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ESLCR 45B nmns cremepa OJHOPa3oBOTO HCIONB30BaHHS Frankenman, JMHHEHHOTO, peXyIIero,
9HJIOCKOMTUYECKero, B BapuaHTax ucrnonnerus: ELC50, ELC150, ELC250, 6 ym./xop.;

Kaprpumx ESLCR 45G mns creruiepa 0oTHOPa30BOTO HCHONb30BaHUsS Frankenman, nMWHEHHOTO, peXxyIIero,
9HJIOCKOMTUYECKOTo, B BapuaHTax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ESLCR 60W mist creruiepa oJHOPa30BOTO HCIONB30BaHHMA Frankenman, nmuHEHHOTO, pexyIero,
9HJIOCKOMTUYECKOTo, B BapuaHTax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ESLCR 60B mnst cremepa OJHOPa3oBOTO HCIONB30BaHHS Frankenman, JMHHEHHOTO, pexyIIero,
sHAO0CKONmuIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ESLCR 60G mns creruiepa ogHOpa3oBOro ucmonb3oBaHus Frankenman, nmHEHHOTO, pexyImero,
sHAO0CKONmuIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ECLCR 30W mns creruiepa OZHOpPa30BOTO HCHOdB30BaHUSA Frankenman, namHEHOTO, pexyIero,
sHAO0CKONmUIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ECLCR 30B mia cremiepa omHopa3oBoro mcmoip3oBaHus Frankenman, mmHEiHOTO, pexyIiero,
sHAO0CKONmUIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ECLCR 45W mns creruiepa OoZHOPA30BOTO HMCHOdB30BaHUSA Frankenman, namHetHOTO, pexyImero,
sHAO0CKONmuIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ECLCR 45B mnia cremiepa omHopa3oBoro mcmoip3oBaHus Frankenman, mmHEiHOTO, pexyImero,
9HAO0CKONMUIeckoro, B BapuanTtax ucnonaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaptpumx ECLCR 45G pans cremiepa OZHOpPA30BOTO HCIHoib3oBaHus Frankenman, mmueitHOTO, pexyImero,
9HJIOCKOMTUYECKOro, B Bapuantax ucnoiaenus: ELC50, ELC150, ELC250, 6 ym./kop.;

Kaprpumx ECLCR 45Y s creruiepa ofHOpa3oBOro ucroib3oBanusl Frankenman, JimHeiHHOro, pexyiuero,




9HJIOCKOMUYECKOro, B BapuanTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60W st cremiiepa oAHOpa3oBOro ucmoib3oBanusi Frankenman, JimHeHHOTO, pexyluero,
9HJIOCKOMUYECKOro, B BapuaHTax ucnoiuenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60B mnst cremepa oxHOpa3oBoro ucroib3oBanusi Frankenman, JimHEHHOTrO, pexyluero,
9HJIOCKOMUYECKOTro, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60G must creruiepa ofHOPa3oBOro Mcrojib3oBaHMsl Frankenman, ymHeiHOTO, pexyluero,
9HJIOCKOMUYECKOTo, B BapuaHTax ucnoiuenus: ELC50, ELC150, ELC250, 6 ym./kop.;
Kaprpumx ECLCR 60Y must creruiepa ofHOPa3oBOro Mcroiib3oBaHMsl Frankenman, smHeiHOTO, pexyluero,
9HJIOCKOMUYECKOro, B BapuaHTax ucnoinenus: ELC50, ELC150, ELC250, 6 ym./kop. ;

METO/bl U CPEACTBA JE3UH®EKLINU

He npumMeHnMo K cTemiepam 0HOpa30BOTo Hcnonb3oBanus 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 xpaneHuu: 17 °C(62°F)- 27 °C(80°F)

OtHocuTebHas BiIaxHOCTh: 20% - 60%

Atmochepnoe nanenue: 97 lla (14.07 psi) — 105 kIla (15.23 psi)

YCJOBUSA TPAHCIIOPTUPOBKH

YnakoBaHHBIE HM3ENUsl TPAHCIOPTHPYIOT BCEMH BHIAMHU 3aKPBITBIX TPAaHCIIOPTHBIX CPEICTB, B COOTBETCTBHHU C
MpaBHJIAMH TIEPEBO30K IPY30B, ICHCTBYIOMNX HA JaHHOM BUAETPAHCIOPTA.

Junama3zon Temmeparyp npu TpaHcmoptuposke: -29 °C(-20°F)- +60 °C(140°F)

OtHocutenbHast BiaxHocTh: 20% - 85C

Atmocteproe nasnenne: 48 klla — 108 xI1a

YCJOBHSA DKCINVITYATAIIUN

Hcnons30BaTh B 1e4eOHO-NPOPMIAKTHYECKHUX YUPEXKICHHUIX 110l KOHTPOJIEM KBATH()UIIMPOBAHHOTO IEPCOHAA.
Juanazon temmneparyp mnpu ucnosb3oBanuu: 17 °C(62°F)- 54 °C(130°F)

OtHOcuTeNbHas BIaXHOCT: 100%

AtmocdepHoe naienue: 86-106 klla

YTHJIN3ALIUSA

VYTunusanus Npou3BOAUTCS COTIACHO 3aKOHOATENbCTBY, NIEUCTBYIOLIEMY Ha Teppuropun PO.

VYTunuzanys METUIMHCKHX OTXOJOB OCYIIECTBISETCS ¢ cobOmropeHueM TpeboBaHui CaHWTapHBIX MpPaBWI B
3aBHCHMOCTH OT CTENEHU HX AMUIEMUOJOTHYECKOW, TOKCHKOJOTHYECKOW M paJMaIlMOHHON OIACHOCTH, a TaKXke
HETaTHBHOTO BO3/ICHCTBUSA HA YeJIOBEKA U cpely OOMTaHMS YeIoBeKa:

CornacHo KJacCH()UKAUU METUIIMHCKUX 0TX010B, MU «Cremepsl 0jHOpa30BOro ucrnonb3oBanus Frankenmany u
ero ymnakoBka OTHOcHTCs K kinaccy b (Orxoxapl, 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.» 3assnset, yto Cremiepbl 0JHOPa30BOro
ucnonb3oBanus Frankenman otseuarot TpeboBanusM [SO 14630, momHBIH CITUCOK MEXTyHAPOIHBIX TPeOOBaHUH
MPEIOCTABIISIETCS 110 3aIPOCy.

HE UCIIOJIb3YHUTE MPOAYKT, ECJIM YIAKOBKA MOBPEXKJIEHA.

Jli1s HaBeieHHs CIIPaBOK 10 HEPACCMOTPEHHBIM 3/I€Ch BOIPOCAM CM. COOTBETCTBYIOIIYIO MEIUIIMHCKYIO TUTEPATYPY
WIH JHUTEpaTypy IO MEAWIMHCKOMY O000pyAOBaHHIO, JHOO CBSDKUTECH C IPEACTABHTEIBCTBOM KOMIIAHHU
(HamuImuMTe) YISt KOHCYJIBTAIUH.

IOPUIUYECKAS UHO®OPMALIUA

OduinansHbIN IPOU3BOJIUTEIND:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cywkoy ®pankeaman Meaukan Dxyunment Ko., JIT.
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

Mecro npon3BoJICTBa:!

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

PEOPLE’S REPUBLIC OF CHINA




Y1oaIHOMOYEHHBIN NIPEICTaBUTENb O(PUITMATBHOTO MPOU3BOANTENIS HA TeppuTopun PD:
000 «®DAPMIINK»

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

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

Ioura: info@farmlik.ru

He conepxut HaTypajibHBIM KaydyyKOBBIH JIaTEKC

MapxkupoBka cooTBeTcTBUS TpeboBanuesiM CE (moaTBepKIaeT, 4To JaHHOE
U3/IeNIe COOTBETCTBYET IPUMEHUMBIM AUpeKTHBaM EBpocoro3a)

STE R | I_E R Pagnanmonnas CTEpUIIN3aANA

® 3anpeT Ha HOBTOpHOC l'IpI/IMeHCHI/IC
u T
[ ¥ J

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

¢dakc:+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

Wsrorosurenn

YIOIHOMOYEHHBIH NpeacTaBuTeNs B EBponeiickoM coobiecTre

Pen: DFU-SFELC-02-A0
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