FRKM LC100
HUHCTPYKLMS 10 IPUMEHEHHUIO
CTEILJIEP IEPE3ATPYKAEMbBIN, JUHEMHDBIN, PEXYIIAIN CO CMEHHBIMU KAPTPU)KAMUA
CEPUM FRKM LC

I[aTa COCTaBJICHUA JOKYMCHTa

MEPEJI WCIOJBb30BAHUEM W3JEJUS TPOUATAWUTE NPUBEJIEHHYIO HWXKE
HNHO®OPMALHIO. BAXKHASA UH®OPMALIUA!
B HacTosei nHCTpyKIMHU NpUBeAeHa HHPOpMaNys, MPU3BaHHAs TIOMOYb T10JIb30BATENIO B AKCILTyaTallMi H3IEITHSL.
B HeMm He comepikaTcs Kakue-1M00 yKa3aHHUsS OTHOCUTENIBHO NIPUMEHEHUS XUPYPTHUECKUX METO/I0B.
HAMMEHOBAHMUE
Cremiep 0IHOPa30BOTO HCHoJb30BaHMs Frankenman, mepesarpyskaeMbldd, JHHEHHBIH, pexymuii, cepun LC, c
MPHUHAATIEKHOCTSIMH, BaApUAHTHI HCIIOJHEHHUS.
(moHOE HAaMMEHOBaHUE YKa3aHo HIke B Tabnuna 1)
ITPUMEYAHUE: J[lanee mo TeKCTy MOTYT HCIIOJIb30BAThCA CIEAYIOLIUME Ha3BaHUA: CTEIJIEp, YCTPOICTBO,
uHCcTpyMeHT, cremiep FRKM, cremmep FRKM cepuu LC, uznemust FRKM cepun wc, m3nenus cepuu LC, cremepsr
OJTHOPa30BOTO HCIONB30BaHUs Frankenman, cremrep nureitnbri, pexymmit FRKM cepru LC.
HA3HAYEHUE
Creruiepsl 0JHOPA30BOTO HCIIONB30BaHMA Frankenman mpexHa3HauyeHBl JUIl HAJIOKCHUS XHPYPrHYECKHX CKOO ¢
LENBIO0 COEAMHEHNs] BHYyTPEHHUX MSATKHX TKaHEH.
OIMCAHUE YCTPOMCTBA
B ocHoBe mpoektupoBaHus cremiepa JuHeiHOro, pexymero FRKM cepun LC nexar npuHIMIBL pa3pabOTKU
XUpyprudeckux cmuparenedl. C ero mIoMoupo 00eceurBaeTcsl CIIMBaHUE IBYMs JBOWHBIMHU PSAAaMU THTAHOBBIX
XUPYPrHYeCKUX CKOOOK JUIsi aHacTOMO3a BHYTPEHHHX TKaHEW W Pa3pe30B MpPU BBINOJIHEHHU XHPYPrHYECKUX
npoLeayp.
B pamkax oxHOH nporiexypsl MOXKHO BBITTOJTHUTH IIEpe3arpy3Ky HHCTpyMeHTa. He nepesapsikaiite HHCTpyMEHT Oosiee
ceMH pa3. MakcuMasbHO JIOITyCTHMBIN Tpesien - 8 cpabaTbiBaHMK Ha HHCTPYMEHT. Vcronb30BaHNEe HHCTPYMEHTA C
MarepuagaMy, YKpeIUITIOMUMHA JIMHAIO CIIUBAHUS XUPYPTUUECKUMHU CKOOKAaMH, WM TOBEPX MPEABIAYINEH JTHHUN
CIIMBAHUS XUPYPTrHIECKUMH CKOOKaMH MOXKET COKPATUTh KOJMYECTBO CpabaThIBAHMUH.
HHCTPYKIIUHN
Crenutep, muHeHBIH, pexxynmit FRKM cepun LC cnemyer ucmons30BaTh B COOTBETCTBUH € OOIUMH HHCTPYKITUSIMH
[0 TMPHUMEHEHHIO CTEeIIepoB (JUIs TOJYYEHHs MOAPOOHOW HH(POpMAlMU CM. PYKOBOACTBA II0 BBINOJHEHHIO
XUPYPrHYECKUX IPOLELYP U IpyTue MoJOOHbIE CIIPaBOYHbIE JOKYMEHTBI)
Cremniep, nuHeWHbld, pexymuii FRKM LC gomkeH HCHONB30BaThCS TOJIBKO XHUPYpPraMu, IpOLIEANINMU
COOTBETCTBYIOIIYIO IOJTOTOBKY IO TEXHHKE CIIMBAHUS XHUPYPTHUECKUMH CKOOKaMHM U (MJIHM) XHPYypramu IOJ
PYKOBOJICTBOM OITBITHBIX CHEITHAINCTOB.
IIpoBepbTe 11eNOCTHOCTh YIIAaKOBKH U yOeIuTech, 4To Ipubop He moBpeskaeH. He ucnonp3yiiTe JaHHBIH HHCTPYMEHT
TIPH IIPEATIONaraéMoM MM (PaKTHIECKOM TTOBPEXICHUH YITaKOBKH.
W3BneknTe WMHCTPYMEHT W3 YNAKOBKH CTEPWIIBHBIM CIocoOoM. Bo mn3bexaHue NOBpexIeHWH He pOHsTEe
UHCTPYMEHT.
a) [omHOCTBIO OTKPOWTE PYKOATKY (pbluar BBIpaBHUBAHUS/OIOKHUPOBKHM) W Pa3AeiUTe IOJOBHHKH MHCTPYMEHTA.
CHUMHUTE KPacHBIH KOJIMAY0K, YACPKHUBAIOIINI XUPYPIHIECKYIO CKOOKY.
b) [IpmwxMuTe BUIIKY HAKOBAIBHU K OJHON CTOPOHE TKAHHM, HOJICKAIIECH PACCEUCHHIO, HITH K IIPOCBETY, HA KOTOPBIN
OyJieT Hallo)KeH aHACTOMO3.
¢) IomecTrTe BUJIKY KapTPHUDKa C IPYTOH CTOPOHBI TKAHH HJIH B IPYTOM MPOCBET.
d) CoeanHuTe OMOBUHKH HHCTPYMEHTA, BRIPOBHSB HX OT MPOKCHMAIBHOTO KOHI[A HHCTPYMEHTA.
e) TonHOCTRIO 3aKpOiiTe pHIYAT BRIPABHUBAHMS/OIOKUPOBKH, ITOCIIE Y€T0 HHCTPYMEHT 3a0I0KUPyeTCs.
f)BoImosiHUTE CHITMBaHKWE HMHCTPYMEHTOM, HA)KaB Ha PYKOSITKY CINHBAHHMS TIOJTHOCTBIO IO KOHI[A XO/Ia €€ TUCTATbHOTO
KOHIIA.
g) [onHOCTBIO BEpHHUTE PYKOSTKY CLIMBAHHUS B HCXOJHOE MOJIOKECHHE.
h) Pasnenute mojoBHHHBIE 1O MHCTpyMEHTA. BrIOpoCckTe cpaboTaBLInil CMEHHBIN OJI0K M3 3a)KUMa KapTpuaKa U
BCTaBbTE HOBBIII.
IIpumeuanue:
OcMoTpHTE XUPYPIUYECKYI0 CKOOKY Ha IpeaMeT HaJUIeXallero reMocrasa. Hamoxxure JONONHUTENbHBIE BB JUIS
OCTAaHOBKH KPOBOTEUYECHHS IIPU €ro 0OHAPY KEHHUH.
Cremnep nuHewnbld, pexymuii FRKM cepunm LC npeana3HaueH i WCIMOJNB30BaHUS y OJHOTO IAlMEHTA.
YCTpoicTBO MOKET OBITH TEpe3apsHKEHO ¢ MOMOIIBI0 CMEHHBIX OJIOKOB B PAMKax OJHON M TOW e XUPYpPTHUECKON
oTepanuu.
Baumanwne. Ecin mo kakoii-nubo mpudrHEe HEOOXOAMMO OTKPBITH YCTPOWCTBO B CEPEAMHE MPOIECCa CIIWBAHHUS,



pexylee JIe3BHE MOXXET OOHaXKUTHCS B KApTPUJIXKE, €CIIH Cllaiiiep He BEPHYJICS B ITOJHOCTHIO HCXOIHOE COCTOSHHE.
B Takux ciyyasx ciemayer coOro1aTh OCTOPOKHOCTB IIPH 00paIeHHHU ¢ YCTPOHCTBOM, YTOOBI H30€XKaTh TPaBM.
HNHCTPYKIUSA 11O IEPE3AT'PY3KE

a) s ynanenus orpaboranHoro kaptpumka FRKM LC pa3genite moJOBHHKH HHCTPYMEHTA.

b) Vaepxusas monoBHHKY BO3bMUTECH 38 IPOKCUMAJIBbHBIH KOHEI[ KApTPH/Ka (MCTOIB3YS BRICTYIBI Ha KAPTPUIDKE),
3aTeM MOTSHUTE BBEPX U HAPYXKY, YTOOBI H3BIIEUb KAPTPUIXK U3 BUJIOK KapTPHIKa. Y THIN3UPYHTE HCIOIBb30BaHHBIN
CMEHHBII KapTPUIX B COOTBETCTBHHU C MPUMEHUMBIMHU TPEOOBaHUMH.

) TwareapHO OYMCTUTE M BBICYIIMTE HHCTPYMEHT, a TAKXKE BHYTPCHHIOIO YaCTh BIJIKM KaPTPHIKA, TOAICPKUBAS
MPH 3TOM CTEPHIBHOCTD U3ICIIHA.

d) Jlyst BCTaBKM HOBOTO CMEHHOT'O KapTPHUKa B HHCTPYMEHT, BO3BMHUTECH 3@ BBICTYIIBI IIPOKCHMAIBHOTO KOHIIA TaK,
YTOOBI JIMHUU XUPYPIHUYECKUX CKOOOK OBLIM HAmpaBJICHbI BBEPX, M PACIONIOXKUTE AUCTAIBHBIN KOHEI CMEHHOTO
KapTpHUKa HAIIPOTUB MEPEIHEro Kpas HAKOHEUHUKA BIJIKM KapTpUKa MOJ YIJIOM IpUMEpHO 45°.

e) Ipu noAroTOBJICHHOM MepeHel KPOMKE OIyCTHTE NPOKCHMAIIbHBIN KOHEIl BHU3, TOKA OH HE BCTAHET Ha MECTO B
BUJIKE KapTpUAXKa.

f)CHuMHUTE KpacHbIH 3aIUTHBINA KOJIIAYOK ISl XUPYPTHYECKIX CKOOOK.

INIOKA3AHUSA K IPUMEHEHHUIO

1. Cremutep nunelinslit, pexyumit FRKM cepun LC npenHa3HaueH it HCIONB30BaHUS y OJHOTO MAIMEHTa.

2. Cretutep nuHewnbId, pexymmii FRKM cepum LC npumensercs B a0AOMHUHANBHOW, THHEKOJIOTHYIECKOM,
TOpaKaIbHOW M AETCKON XUPYPTHH IS PACCEUCHUS, PE3EKIMN 1 CO3JaHus aHACTOMO30B.
MNPOTUBOIIOKA3AHUS

1. Cremnep nunewHbIH, pexymmii FRKM cepun LC He ciieyeT UCOIb30BaTh Ha TaKUX TKAHAX, KaK MCUYCHb WIIH
CeIe3eHKa, I'7Ie CKMIMAEMOCTh TaKOBa, YTO 3aKPHITHE HHCTPYMEHTA MOXKET MIPUBECTH K Pa3pyLICHHIO.

2. He ncnonp3yiiTe MHCTPYMEHTBI C CHHMM CMEHHBIM KapTpHUIKeM IJisi 00pabOTKM TKaHel, KOTOphIe TpeOyroT
Ype3MEpHOro yCUIIMA A cxkaTud 10 1,5 MM, uiam TkaHel, KOTophle JIerKo CKUMAroTCs 10 MeHee 1,5 M.

3. He ucnone3yiiTe MHCTPYMEHTBI C 3€JICHBIM CMEHHBIM KapTpUIDKEM Jjis 00padOTKH TKaHEeW, KOTOpbIe TPeOyIoT
YPEe3MEPHOr0 YCHIIHS It CkaThst 10 2,0 MM, WM TKaHel, KOTOpBIE JIETKO CKUMaroTest 10 meHee 2,0 MM.

4. He nucnonp3yiiTe HHCTPYMEHTHI 1151 00paOOTKH UILIEMHU3UPOBAHHOM MIM HEKPOTHYECKOW TKaHH.

5. He ucnonb3yiiTe MHCTPYMEHTHI 17151 00paOOTKK TKaHU aOPTHI.

6. He ucmonb3yiiTe cremiep, TMHEHHBIN, PEeXYIIUA Ha KPYHMHBIX cocylnax 0e3 oOecrnedeHus: MPOKCHMAaIbHOTO U
JMCTaIbHOTO KOHTPOJIS.

7. CurmBatens ¢ nuHeWHBIM pe3akoM FRKM LC He mnpenHa3HadeH A HCIOJNB30BAHUS, KOTJA CIITUBaHHE
XUPYPTrHYECKUMH CKOOKaMHU MPOTHBOINIOKA3aHO.

8. Ilpm wcnonb30BaHMM YCTPOMCTBA HE MPELYyCMOTPEH NPSIMOM KOHTAaKT C CEpALEM, LEHTPAIbHONW CHCTEMOW
KPOBOOOPAIIEHUS MJIH IICHTPAJIbHONH HEPBHOH CHCTEMOM.

CXEMATHYECKOE ITPEJICTABJIEHUE

1 2 7 3 9 4 6 S

1 CMEHHBIH BJIOK

2 BUJIKA VIIOPA

3 BOPTUKU

4 PYKOSTKA — I[TOJIOBUHKA C HAKOBAJILHEN

5 PYKOSITKA CIIUBAHWS

6 PYKOSITKA - PEIUAT BBIPABHUBAHUSI/BJIOKUPOBKU
7 KAPTPUJUKHA SI BUJIKA

8 BLICTYIIbI CMEHHBIX KAPTPUJUDKEN

9 TIOJIOBUHHA $1 1OJ151 KAPTPUJDKA



ITAPAMETPBI CTEIIVIEPA

Kon uzgenus Benuuk  |/[Inuna Pazmep [{muHa KomnuuectBo x
Creruiep JuHEeHHbIN, (CMEHHbIE XUPYpPrUye [HOKKU BaKpBITON |TMHUU HPYPIUYECKUX
pexyIuit KapTpUIKU CKOH XUPYPTUAY [XUPYPTHYE [CIIUBAHUS [CKOOOK

CKOOKH  |eCKOit CKOH (MM)

(MM) CKOOKH (M [cCKOOKH (M

M) M)

LC100G 3eneHbIit LCR100G [3enewnsrii 3,0 4,5 2,0 101 100
LC100B CuHwnii LCR100B |Cummit |3,0 3,8 1,5 101 100

MEPBI IPEJOCTOPOXHOCTH
- Ilepen BbImosHEHWEM JIO0OW NpPOLEAYPHl M3YyYUTE COOTBETCTBYIOLIYI0 MEIUIMHCKYIO JIMTEpaTypy B 4acTh
METOJIOB, OCJIOXXHEHHUHN U PUCKOB.
- Ilepen 3amyckom cremepa HEOOXOANMO TIIATETHHO OLIEHUTH TOJIIMHY TKaHH.
- IIpu pa3nmeneHHn OCHOBHBIX COCYIMCTBIX CTPYKTYp 0OS3aTEIBbHO MPHACPKUBANTECH OCHOBHOTO XHUPYPTUYECKOTO
MPUHIUIA, KOTOPBIN 3aKJII0YaeTCsl B 00eCTIedeHIH TPOKCUMAIBHOTO M AUCTAIBHOTO KOHTPOJIA.
- CHUMHTE KOJINAa4yOK, YAECPKUBAIOMINI XUPYyprudecknue CKOOKH, epe]] cpadaThIBaHHEM HHCTPYMEHTA.
- Ilepen cmmBanmeM yOemuTech, YTO BWIJIKA KapTpUKa M BHJIKA HAKOBAJIHHU BBHIPOBHEHBI, a TKAHb PAcIIOIOKEHA
NPaBHIBHO.
- Tlepen 3akpbITHEM BHJIOK U W3BJI€YEHUEM HHCTPYMEHTA, YOSIUTECh B OTCYTCTBHH TKaHU Ha BUIIKAX.
- Tlocne n3BiedeHUst KHCTPYMEHTA IIPOBEPHTE JIMHUIO CIIMBAHUS XUPYPTUUECKHUMHU CKOOKaMH Ha IPeJMET reMocTasa
W HQJIeXKAalIero 3aKpbITH XUPYprudyeckux ckoOok. IIpm oTcyTcTBMM remocrasa cieAyeT UCIOJIb30BaTh
COOTBETCTBYIOIINE METO/IBI AJIS €r0 JOCTHKEHHSL.
- He 3amensiiTe MONOBMHKM MHCTPYMEHTa KOMIUICKTYIOIIMMH JPYTHX YCTPOWCTB C JIMHEHHBIM DPE3aKOM CEpHUH
FRKM.
- Ilepecedyenue nuHMUIA COIMBAaHUA XUPYPTUIECKIMU CKOOKaMH MOXET COKPAaTHTh CPOK CITy>KOBI HHCTPYMEHTA.
- IIpn ncronb30BaHUM MOJKPEIUISIONIETO MaTepHaia Ul TKaHEH WM XUPYyPrU4ecKUX CKOOOK ciemayeT coOmoaaTh
MHCTPYKINH ITPOU3BOANTEIS TAKOTO MaTepHaa.
- IIpn ncrionb30BaHUM MHCTPYMEHTOB HJIM YCTPOIHCTB, KOHTAKTUPYIOIIUX C OHOJOTHYECKUMH JKUAKOCTSIMH, MOXET
MoTpeOOBAThLCS CICIHabHass 00pabOoTKa s MPEIOTBPALCHHS OHOJIOTUIECKOTO 3apaskeHUSL.
- YTunausupyiite Bce BCKpPBITIE HHCTPYMEHTBI, KaK UCIIOJIb30BaHHbIC, TaK M HEHCIIOIb30BaHHBIE.
- Mznenue nocrapinsieTcsi B CTEpUIIM30BaHHOM BHJE. [IpoiyKT yriakoBaH B 3allIMTHBIH Y4eX0J1 U peIHa3HaYeH TOJIbKO
JUISL OJTHOPA30BOT0 MCIIOJIb30BaHMs. Ero moBTOpHBIE UCTIONBb30BaHKHE, 00pabOTKa U CTEPHIIM3aLUs HE JOITyCKaIOTCS.
[ToBTOpHBIE HCMONB30BaHHE, OOPaOOTKAa WM CTEPHIM3ALMS MOTYT HapylIUTh CTPYKTYpHYIO UEJIOCTHOCTb
yCTpo#cTBa M (MJIM) MPUBECTH K €ro OTKasy, YTO, B CBOIO OuYepellb, MOXKET NPUBECTH K TpaBMe, OOJE3HU HIIH
JeTAJIbHOMY MCXOAay marueHTa. KpoMe Toro, moBTOpHBIE 00pabOTKa MM CTEPHIM3ALMS OJHOPA30BBIX yCTPOWUCTB
MOTYT TIOBJICYb 332 cOOOH PHUCK 3apaskeHus U (M) MHGUIMPOBAHMS MAIIMEHTA, JIN0O0 IIepeKpecTHOE MHUIIMPOBAHNUE,
BKJIFOUAst, B YHCJIE TIPOYET0, Nepeaady HHPEKINOHHBIX 3a00JIEBaHUI OT OJTHOTO TAIMEHTa K JPyroMy. 3arps3HeHne
yCTpOMCTBa MOXET MPUBECTH K TpaBMaM, OOJIE3HN MM JIETAJIBHOMY UCXOY TAI[UEeHTa.
YIHAKOBKA 1 XPAHEHHUE
1. Crennep nuneitHbIH, pexymuii FRKM cepun LC nmoasepratot crepuinmszanny myteM oomy4ueHus. Cpok roJHOCTH,
YKa3aHHBI Ha YIAaKOBKE, COCTaBJISIET IIATh JIET C MOMEHTa CTEPWJIM3allMU NPU YCJIOBHM, YTO YIAaKOBKa HE
MOBPEXK/CHA.
2. JlanHoe wu3Ienue CiefyeT XPaHUTh IPU KOMHATHOH TemIlepaType B CYyXOM, XOpPOIIO BEHTHIIUPYEMOM U
3aLIMIIEHHOM OT COJIHIIA TIOMEIIECHHH.

MNOJHOE HAMUMEHOBAHUE MEJIUIIUHCKOI'O U3JIEJIMSI
Tabauna 1

Creniepsl 01HOPa30BOro McNoIb30BaHus Frankenman, B BappaHTax HCIOJTHEHMSI:

Cremep oJHOpa30Boro ucnoiabp3oBanus Frankenman, nepesarpysxaemslii, IUHEHHbIH, pexyuuii, cepun LC,
C NPHHAJUIC)KHOCTSIMU, BApUAHThI MCIIOTHEHHS:
Creruiep onHOpa3oBOro Hcmonb3oBaHusi Frankenman, nepesarpyxaeMblid, JHHEHHBIH, PEXYLIHUi,
LC100B;
Creruiep 0JHOPA30BOTO HCIONB30BaHUS Frankenman, mepesarpyxaemblif, JMHEHHBIA, PeXyLIUi,
LC100G;
[TpuHauIeKHOCTH
Kaptpumx LCR100B mis cremiepa, 0MHOPa3oBOro HMCmojb3oBaHus Frankenman, mepesarpysxaemoro,
nuHelHoro, pexyimero, LC100B, 12 ym./xop.;
Kaprtpumx LCR100G mnst creruiepa, 0MHOPA30BOTO MCIOIB30Banus Frankenman, mepesarpysaemoro,
JuHelHoro, pexyiero, LC100 G, 12 ym./kop.;




NH®OPMAILIUS O HAJIMYNU JIEKAPCTBEHHBIX CPEJACTB

B cocrtaB cremiepoB 0fHOPa30BOro HCIONB30BaHUA Frankenman He BXOAAT BellecTBa, KOTOPhIE, B CIydae HX
OTAEJILHOTO MPUMEHEHHs, MOTJIN OBl pacCMaTPHBATHCS B KAYECTBE JICKAPCTBEHHOTO CPEACTBA B COOTBETCTBHH C
oTpeNieIeHneM, IPUBEACHHBIM JJIs TaHHOTO TepMuHa B ctathe | Aupextunsr 2001/83/EC.

3AABJIIEHUE O MATEPUAJIAX YEJIOBEYECKOI'O U )KUBOTHOI'O ITPOUCXOXXIAEHUS

[Tpu npou3BoOACTBE CTEILIEPOB OJHOPA30BOI0 UCIONB30BaHMs Frankenman He UCIIOIB3YIOTCS IPOU3BOIHEIE
TKaHEeH WM KJIETOK YEJIOBEYECKOTO U YXMBOTHOTO IIPOUCXOXKICHUSI.

MATEPHUAJIBI, U3 KOTOPBIX U3I'OTOBJEHO MEJULINHCKOE U3AEJUE U EI'O OCHOBHBIE
KOMIIOHEHTBI

KOMIIJIEKT IIOCTABKH

Crerutep 0ZHOPa30BOTO MCIOJB30BaHMsA Frankenman, mepesarpyxkaembiid, TuHEHHBIN, pexymuii, LC60B
3arpykeHabId kKapTpumpkem LCR100B - 1 ym./kop.;

Crerutep 0OJJHOPAa30BOTO HCIIOJB30BaHMS, TIepe3arpyxkaempiii Frankenman, museiinsiii, pexymuit, LC60G
3arpy»xenHblit kaprpumkem LCR100G - 1 yn./kop.;

IMPUHAJIEXXHOCTU

Kaptpumx LCR100B mms cremepa, OZHOPa30BOro HCHONB30BaHMs Frankenman, mepesarpysxaemoro,
JuHelHoro, pexyiero, LC100B, 12 ym./xop.;

Kaptpumx LCR100G amst creruiepa, OTHOpPa3oBOTO HCMOJb30BaHMs Frankenman, mepesarpyskaemoro,
JuHelHoro, pexyiero, LC100G, 12 ymu./xop.;

METO/bI U CPEACTBA JE3UH®EKLIUHN

He npuMeHuMo K cTeruiepaM OJHOpPA30BOro HCHONb30BaHUs Frankenman, Tak Kak OHM MOCTaBJISIOTCS B
CTEPHIBHOM COCTOSIHUH U NIPEJHA3HAUYCHbI TOJIBKO JUIS OZJHOPA30BOTO MCIIOIb30BaHMS.

TPEBOBAHUSA K TEXHUYECKOMY OBCJYKUBAHHUIO

Henpumennmo. Cremnepsl OZHOPa30BOIO HCMONb30BaHMs Frankenman mpenHa3sHa4eHBI TONBKO  JUIA
OJTHOKPATHOTO MCIIOJIb30BAHMS.

YCJIOBUSA XPAHEHUSA

Huamna3on temmeparyp npu xpanernn: 17 °C(62°F)- 27 °C(80°F)

OrHocuTenpHas BIaxHOCTH: 20% - 60%

Atmocheproe nasnenue: 97 klla (14.07 psi) — 105 kIla (15.23 psi)

YCJI0OBUS TPAHCIIOPTUPOBKH

YnaxkoBaHHBIE U3AETHS TPAHCIOPTUPYIOT BCEMH BHIAMM 3aKPBITHIX TPAHCIIOPTHBIX CPEJACTB, B COOTBETCTBUU C
IIpaBUIIAMHU TIEPEBO30K I'PYy30B, ACHCTBYIOIINX HA JaHHOM BHIETPAHCIIOPTA.

Juamna3on Temnepartyp npu TpascrnopTtaposke: -29 °C(-20°F)- +60 °C(140°F)

OTtHocutenbHas BlIaxHOCTh: 20% - 85C

Atmocdeproe nasnenue: 48 xlla — 108 xI1a

YCJOBUSA DKCINIYATAIIUN

Hcnonb3oBaTh B J1eueOHO-TIPO(IIAKTHYECKNX YUPEKACHHUX 110]] KOHTPOJIEM KBATH(UIIMPOBAHHOTO IIEPCOHAIA.
Juamna3on Temrepartyp npu ucroib3osanuu: 17 °C(62°F)- 54 °C(130°F)

OTtHocutenbHas BnaxHocTh: 100%

AtmocdepHoe naBnenune: 86-106 klla

YTAJIN3AIUSA

YTunnzanys Ipon3BOJUTCS COTIIACHO 3aKOHOATENbCTBY, ISHCTBYIOIEMY Ha Teppuropun PO.

YTunuzanys MeAMLIMHCKHX OTXOJOB OCYIIECTBISETCA ¢ coOmofeHueM TpeOoBaHui CaHUTApHBIX MpPaBUI B
3aBHCHUMOCTH OT CTETICHH WX STHIEMHOJIOTHIECKOH, TOKCHKOJIOTHYECKON M pallaliiOHHON OTACHOCTH, a TaKXkKe
HETaTUBHOTO BO3/ICHICTBHS Ha YENIOBEKA U CpeTy OOWTaHHS YeJIOBEKa:

CornacHo Ki1accupuKaIyi MeIUIHHCKUX 0TX010B, MU «Cremepsl omHOpa30Boro ucnoias3oanus Frankenmany
W ero ymakoBKa oTHocuTcsS K kmaccy b (OTxomsl, WHOUIMPOBaHHBIE W TMOTCHIHAIHFHO HHMUIIMPOBAHHBIC
MHKpOOpraHu3Mamu 3-4 TpyIn MaTOreHHOCTH (3MHAEMHOJIOTHYECKH OmacHble oTXoxbl, - kiacc b (CanllmH
2.1.3684-21))).

[Mpun yTrnnzanum 3arps3HEeHHbIX YacTel oJieBaiiTe IepUYaTKH.

HesarpsizHeHHas yriakoBKa yTHIIM3UPYETCs Kak OBITOBOH OTXO[I.

HEPEYEHDb IPUMEHAEMbBIX TPOU3BOJAUTEJIEMM3IOTOBUTEJIEM) MEJUIIUHCKOI'O
MN3AEJINA HAIIUOHAJIBHBIX CTAHJIAPTOB

Komnanus «Cyuxoy @pankenman Menukan OxyunmeHT Ko., JIta.» 3agsnser, uro Cremnepsl 0AHOPa30BOro
ucnons3oBanus Frankenman orseuaror TpedoBanusim ISO 14630, noHbIH CIMCOK MEXTyHapOIHBIX TpeOOBaHMIH

IIPEOCTABIIAETCS 110 3aIpocCy.
TF'APAHTUA



1. IIpousBoauTENb TapaHTUPYET, YTO MPOCKTUPOBAHUE W MPOU3BOJACTBO JAHHOTO H3JCIHS OCYIICCTBISIOTCS C
Y4ETOM pa3yMHO OOOCHOBAHHBIX ACIIEKTOB OC30MACHOCTH W MPU HEOOXOAMMOM KOHTPOJIE MPOU3BOACTBEHHBIX
TIPOIIECCOB.

2. 00beM 0053aTeNBCTB MPOU3BOMUTEINS IO HACTOSIICH TapaHTUM OrPaHUYMBACTCS 3aMCHON MPOJYyKTa.
[IpousBomuTens HE HECET NPSIMOW WM KOCBCHHOM OTBETCTBCHHOCTH IO BO3MCIICHHIO JIFOOBIX YOBITKOB,
00yCIIOBJICHHBIX KaKUM-TTHO0 HECYACTHBIM CIy9YaeM BCIICACTBUE IPHUMCHEHHS U3

3. [Ipou3BonuTen> HE HECET OTBETCTBCHHOCTH 3a JIOOBIE YOBITKH, BO3HHKIIHE B pPE3yJIbTaTe MOBTOPHOTO
HCTIOJIB30BaHU, TOBTOPHOW 00paOOTKH HITH IIOBTOPHOW CTEPHIIN3AIIAN HHCTPYMEHTA.

HE UCHOJIB3YWUTE NPOAYKT, ECJIU YIIAKOBKA NOBPEKJEHA.

Jnis HaBeAEHWS CHOpPaBOK IO HEPACCMOTPEHHBIM 31I€Ch BOMPOCAM CM. COOTBETCTBYIOUIYIO MEIHINHCKYIO
JUTEpaTypy WIH JIATEPaTypy IO MEIHIIMHCKOMY OOOPYIOBaHHUIO, JINOO CBSIKUTECh C MPEACTAaBUTEIHCTBOM
KOMMAaHUU (HATUIIUTE) TSI KOHCYJTbTAIHH.

IOPUINYECKAS HH®OPMAILIUSI

OdnnranbHEIH TPOU3BOIUTENb:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cywxoy @pankeaman Meankan 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 mpou3BOACTBA:

Suzhou Frankenman Medical Equipment Co., Ltd. / Cyxxoy ®pankeaman Menukan Okyunment Ko., JIt.

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

PEOPLE'S REPUBLIC OF CHINA

Y0IHOMOYEHHBIH IPeICTaBUTENIb OPHUIIMATBHOTO IPOU3BOANTEIS HA TeppuTopun PD:

000 «®DAPMIINK»

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

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

Ioura: info@farmlik.ru

He conepxut HaTypanbHbIA Kay4yKOBBIH JIATCKC

MapxkupoBka cooTBeTcTBUS TpeboBaHuesM CE (moaTBepKIaeT, YTo JaHHOE
( € n3JIeNIie COOTBETCTBYET IPUMEHUMBIM AUPEeKTHBaM EBpocoro3a)

STERILEIR PaguanvoHHas CTEPUIIU3ALAS

® 3ar1peT Ha IMIOBTOPHOC ITPUMEHCHUEC

u 1T

H3zrorosurein

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 e

Shanghai International Holding

YnonHOMOYEeHHBIH peAcTaBuTeNs B EBponeiickoM coobmecTse


mailto:info@farmlik.ru

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

daxc: + 49 40 255726

Pen: DFU-SFLC100-02-A0



