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Woo Young Medical ¢a., Ltd

WHCTPYKLMUS MO NPUMEHEHWIO [lata cocTasnenus 17.02.2023 .
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J KateTep BHYTPUBEHHbIN 6e30MacHbIi 04HOPa30BbIii
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KaTeTep BHYTPWBEHHbI i 6e30facCHbBIN 0OfHOPAa30BbIN CTepuNbHbLA MagiCath Ilc MmexaHM3MOM 3aWUTbl OT YKONAa-UThl B BapMaHTaxXx MCNONHEHUA
[Nata nepBoHa4YanbHOFO BbiNnycka: 20 aHBapsa 2010 ropga
Homep pepakuun 12

HA3HAYEHUWE 1 Mpv NpOJBYIKEHUY KaTeTepa Uy He CrieflyeT NOBTOPHO BBOAUTHL Yepes KateTep.

MpegHasHayeHo ANs BBefeHUs B nepudepuueckne 2. HaxaTue Ha, NpefoXpaHUTENbHBIA MexaHu3M Npy (UKCAUMM W3NS MOXET MOBAMATL Ha  paGoTy W3genws,
cocygpl nauueHTa ans KpaTKOBPEMEHHOTO  MPeAoXPaHUTENbHbIA-MEXaHN3M Heslb3sl pa3bupaThb WM NoBpe>eaarb.

“cnonb3oBaHus (He 6onee 96 vyacoB) G-Lesbio 3a6opa 3. YTUNU3NPYIATE)MCMONB30BAHHYIO UMY B MOJIOXEHW OCTPMEM BBEPX, TaK KaK C UCMOMb30BaHHON Wbl GYAeT KanaTb KpoBb.
KPOBW, BBEAEHWS| XWAKOCTEl, fEKApCTBEHHbIX Wwum 4. Mpu o6paitieHn ¢ 6uonormyec| My 06pasLaMm U «OCTPbIMM  MHCTPYMEHTAMU»  (NaHLETbl, WMbl, afantepbl C

KOHTPACTHbIX CPEACTB. ITO OAHOPA30BbI 6e30MacHbI  KOHHEKTOPOM TUMA. «f103p», Habopbl Anst BOUTMS KPOBYM), UCTIONB3YEMBIMI A4S B3ATWS  KPOBYW, HEOGXOAMMO CiefloBaTh NO/UTUKE U
nepudepuyecknii Katetep C¢ NaccUBHbIM MEXaHW3MOM  NpoLiefypaM yupeXaeHus.

3alnTbl OT Cy4yaliHOTO MOBPEXAEHUs Wrnoid. Tonbko 5. Heo6X0AMMO cneauTh 3a TPaBMamm OT YKOJIOB WUION M yTeukaMiy KpoBYW, YTOGbI MPefOTBPaTUTL NEPEHOC GMOMOTMUECKIX
[N OHOKPATHOrO NPUMEHEHWS. 06pasLoB, KOTOpbIE MOTyT Bbi3BaTb BMY, BMpYCHblE MWH(EKLMW UK Apyrvue MHAEKLMOHHbIE 3a60/1eBaHuMs. B cyyae, ecim aTo ¢
MOKA3AHUA K NPUMEHEHMUIO BaMV NPOU3OLLAO, MPOKOHCYIbTUPYITECH C BALLIMM IEYALLMM BPaUuoM.

KateTep BBOAMTCS B COCYAWUCTYHO’ CUCTEMY NalMeHTa

[NS KPaTKOCPOYHOTO WCMONb30BaHMs (He 6onee 96 MOPAOOK-PAEOTbLI C U3AENVEM

YacoB) C Lenblo 3a60pa KPOBW;~BBEEHUS XMAKOCTeR, ITOT NPOAYKT MpeAcTaBnseT co6oii CTepuibHOe MeAULIMHCKOE U3A€e/IMe, KOTOPOE AO/HKHO OCTaBaThCs CTEPU/bHBIM B TEUYEHME
NeKapCcTBEeHHbIX W/WMN KOHTPAETHbLIX CPEACTB. BCEro MpoLecca NOArOTOBKM K MPYMEHEHWIO NALEHTOM.

OCHOBHbIE ®YHKLINOHAALHBIE KOMMOHEHTbLI 1 Mepeg Hauyanom pa6oThl € u3genvem y6edutech B LIEJIOCTHOCTW CTEPU/IbHOW YNAKOBKM M O3HAKOMbTECH C OCHOBHOM
M3[ENNA VH(hopMaLveil o npoaykTe.

VronbHas Tpybka - KaHIs UMbl 2 CHMMWTe 3alMTHBIV KOAMAYoK nocne pacnakoBKM NPoAyKTa. 3alWTHbIA KOMNavok ciedyeT CHUMaTb OOHON PYKOW, YTOObI
MaBUNbOH- KaHONA KaTteTepa npeAoTBPaTUTL MOBPEXEHNE KOHYMKOM WI/blW BO N3bexaHne TpaBMbl OT YKOMa WUroii.

Y3en Wrnbl-KaHons Uribl 3 MpoKonuTe cocyf, B KOTOPbIA HYXHO YCTaHOBUTL KaTeTep.

Wrna 4 TMocne npokanbiBaHMa y6eauTbesl, 4T0 KPOBb BUAHA B TpyOKe KaTteTepa.

WronbHas Tpy6ka 5 EcAu KpoBb BUAHA, 3aMKCUPOBATh UIAY-TaK, 4To6bl OHA He MepeMelLanach, ¥ NOrpy3nTe KateTep Ha HYXXHYH ryouHy.
duNbTP-QUKCUPOBAHHAA CbEMHAs HacagKa 6.Haxxmmas Ha KOHel, kaTeTepa, WM3BMgYb Uy W NOACOEAMHWTL Habop ANS NpoBefeHus nocnegyowei NHpy3un. UTobbl
MepexofHnK -KaHweas urbl n3bexarb NOBPEXAEHNs KaTeTepa, He MPUKacaiTech K Urne B KaTeTepe HemocpesCcTBEHHO PYKOA.

YacTb 3KpaHa-4acth. NaBuabOHa 7 Tlocne npoTMpaHns mecTa NpPoKona.CTEPM/bHBLIM TaMMOHOM 3aKpenuTe KOpnyc naacTbipem.

Bknagbiw-kamepa kaTtetepa 8 Korga BBefeHWe XUAKOCTU 1 1eKapCTBEHHOTO CPeACTBa 3aBEPLUEHO, KaTeTep YAanaoT v yTUINSUPYIOT.

nonynaumngs: 9 YTunnsnpyiite OTKpbITOE, HO HEWCRONb30BAHHOE M3fenve.

KateTep fBNAEICH’ MeAULMHCKUM 13Lenmem obLuLero OBJIACTb MPUMEHEHNSA

Ha3HayeHMs W'He-IpefHa3Ha4yeH Ans onpegeneHHon KateTep mpefHasHaueH 418 UCAOAb30BaHUA B aM6ynaTOpHbIX YCMOBKSX, B CTaLMOHape, B AOMALUHMX YCNOBUSAX U B APYInX
NonynAuMu NatueHToB 1 KOHKPETHOTO 3a60/1eBaHMS. MecTax OKasaHWs MeAMLMHCKOW ROMOLLN.

MNpvMeHeHne (M3aennsa no HasHayeHU He OCHOBaHO=Ha VH®OPMALNA OB YCNOBUAX NMPUMEHEHNA N NMOTEHUNANBHBIX MOTPEBUTENAX MEAVNLUWHCKOIO U3AENNA
KOHKPETHbIX KpuTEpnsax oTéopa nauneHToB. KateTtep; ' KaTteTep npefgHasHaueH Ans NpogeccroHanbHOro NPUMEHEHNUs KBaMMULMPOBAHHBIM CPeAHUM MEAMLMHCKAM NepCcoHaNoM U
MOXET BbITb-1CNONb30BaH Ans N60IA nonynauun Bpayamu-cneymanictamu. C €ebnofieHmemM HOpPM acenTKuM WM aHTUCENTWMKM B COOTBETCTBUM C YTBEPXKAEHHLIMU MOPSAKaMU
naLMeHTOB.C Y4eTOM NPUroAHOCTM COCYAMCTOM OKasaHus NMPOMUIbHON MeJULMHCKOM NOMOLLN.

aHaToOMUMW M LienecoobpasHocTM nNpoLeaypsl. CTEPWU/IBHOCTb

MPOTUBOMNOKA3AHNSA: CtepunbHoe nsgenve. CTEPUNN30BAHO OKCUAOM 3TUEHA.

ABCOMOTHbIX MPOTUBOMOKA3aHWIA HeT. COBMECTUMOCTb JIEKAPCTBEHHbIX NMPEMAPATOB

OfHako, cnefyet Mo BO3MOXHOCTU n3berats Hert ykasaHuii Ha onpefefiéHHble NekapcTBEHHbIE Npenaparbl.

NPUMEHEHUA AN NepuepuyecKoro foCTyRa Ha KateTep npefHasHa4yeH ANs 06LLero NpMMeHeHUs B UHQY3MOHHOM Tepanumn 1 3a6o]ba kposw.

MOBPEXAEHHOMN, MHPNLMPOBAHHOW 1AM 06OHOKEHHOI NEKAPCTBEHHbIE BEWECTBA

KOXE. B coctaBe MeAMLMHCKOTO U3LeN1A He COAepKaTcs NeKapcTBEHHbIe BeLecTBa, MaTepuasbl XXMBOTHOTO U (1K) YENOBEYECKOTO
Mpy HeOBXOAMMOCTU ANNTENLHOO Kypca MPONCXOXAEHUS.

BHYTPWUBEHHOM Tepanuu (HanpumMep, Mpy JOArocpoYHOM  CBEZEHMUSA O COBMECTUMbIX MEANLIMHCKUX U3OENUAX, OTPAHUYEHUAX MO COBMECTUMOCTW

NPUMEHEHUM) UU NPU BBEAEHNN BE3UKTAHTOB WK MeAanLUMHCKoe M3genne MOXHO MCMO0/b30BaTh C 3aPerMcTPMpPOBaHHbIMU MEAVLMHCKUMU U3LENMAMU C KOHHEKTOPOM Tuna Luer
pasgpaxuTeneid, LenecoobpasHee UCMONb30BaTh Lock: wnpwupl, 3arnyLwikv, BHYTPUBEHHbIE KaTeTepbl, anuaypasibHble KaTeTepbl, LEeHTpasbHble BEHO3HbIE KaTeTpbl W Apyrue.

[pyroii 6onee NoaxoAswmMii coCyanCTbIiA JOCTYN [JaHHble n3aenus He BXOASAT B KOMM/IEKT NMOCTaBKN MEAMULMHCKOTO M3LEeNus.




(ueHTpanbHas
MOXeT Bbl3BaTC
BOcCnasneHune.
Heobxoaumo npoBecTy npeasapuTesibHYo
K/IMHUYECKYIO OLIeHKY, BK/IOYas NpUBEAEHHbIE BbilLe
acnekKTbl, YTOObI CHaNaHCPOBaTL NPeVMYLLECTBA U
PUCKV MPOAO/HKEHWS YCTAHOBKN KaTeTepa:
MOBOYHbLIE 3PPEKTbI:

Mpy NpaBUIbHOM MPUMEHEHUN MEAVUMHCKOTO U3Aenus
Mo MokasaHVsiM Mo6oYHblE 3PMEKTHI 0T NPYMEHEHUA
MeAMLMHCKOro n3fennsa He 3adiMKCUPOBaHbI.
OCNOXHEHWNA:

KareTtep nepudpepnyeckuii 6e3omnacHsiii MagiCath I
n3genve ofHOKPaTHOro NprYMeHeHus. ToBTOpHOE
1CMO/b30BaHVE 1 NOBTOPHAA CTepUn3aums
3anpeLleHbl. MoBTOPHOE NCNOIL30BaHME 1 NMOBTOPHAsA
cTepunm3aumst MoryT NpPUBECTU.K PUCKY
MHOMLMPOBAHWA N HENCNPABHOCTU U3LENWS.

Mepep, vicnonb30BaHEM U3LENA HEO6X0AMMO
NpoBEPUTbL MHPOPMALINIO, .COAEPXKALLIYIOCH B
cneumdvkaumn. Vicnonb3esanne nepudieprnyeckoro
KaTeTepa HenpasW/LHOINO pasmepa MOXET MPUBECTU K
TpaBMe nauyeHTa.

3anpeLlaeTcs 1cnosbL30BaTb UHY3NOHHbIE PacTBOpbI
CO 3HAUUTE/bHLIMU PasANYMsAMA B pH 1 OCMOTHUYECKOM
AaBneHun. 310 MOXET NPYBECTV KTpaBMaM, TakviM Kak
chnebur.

MEPbI MPEAOCTOPOXHOCTU

1 MeauumHckoe n3genve [O/MKHO
MCNoNMb30BaTbCA  ANA  MaHWNynaumin - Ha
nauveHTe  TOMbKO  KBa/IMMLMPOBAHHLIM
CpefH/M  MEOVLMHCKAM  MEPCOHa/IOM W
Bpavamu-creLmancTamm. Mepeq,
UCMOMNB30BaHVEM  MEAMLMHCKOTO  U3Aennst
HEO6X0AYMO  UMETb  MOSIHOE  MOHUMaHue
METOAVK, NPUHLUMMOB, 061acTeil KIMHUYECKOTO
NPYIMEHEHNA 1 PUCKOB NPUMEHEHUS.

2. /3anpelyaeTca  UCMonbL30BaTb  MeavUMHCKoe
u3gerve, ecin  yrnakoBka  BCKpbITal W
noBpexaeHa.

3.~ 3anpelyaeTca  UCNONbL30BaTb  MeduLyHCKoe
u3genve nocne fatbl  WUCTEYEHUA  Cpoka
rofHOCTW, YKa3aHHON Ha yrakoBKe.

4. 3anpelaetcs MCMonb30BaTb MeAULMHCKOE
n3genMe € MEXaHUYECKVMWN MOBPEXAEHUAMMU
(TpelmHamu, ckonamm).

5  YTunusnposatb nocne 0[IHOPa30BOro
npYMeHeHus. He cTepuin3oBaTb NOBTOPHO.

6. lcnonb3oBarb TOMBKO AN MEAMLIMHCKMX

- Ha). YTeuka nofo06HbLIX pacTBOPOB
oBpexeHue TkaHell, 60Mb U

Ne Tpy6ka kateTepa Tpy6Ka urnbl LieToBoiA
MOAEM Kann6poBOYHbIiA A B Kann6poBoyHbIii ¢ D KOA
PasMEPTPYOKW,  Buvry  Brew.  HomuHanbhas PESMEPTRYOKN gurn panvwnin Oanma,
KaTeTepa 0 WINbI N0 LLKane
L [vamMeTp.  vametp,  (heKTMBHast Ic vamveTp,  avametp, MV
wkane FeAgk vy MM J/VHa, MM Feimk MV MM
001  (#0,05  (+0,5 M) (#0,02
MM) njm) MM)
2P24A 24G 0,44 6,70 19,05 26G 0,25 0,440-0,470  19,0- YXentblit
22,0
2P22B 22G 0,54 0,88 25,40 24G 0,30 0,550-0,580 24,5- TemMHo-
285 CUHWIA
2P20C 20G 0,70 108 29,50 22G 0,40 0,698-0,730  28,5- Po30Bblit
325
2P18C 18G 0,88 131 29,50 20G 0,60 0,860-0,920  28,5- TemMHo-
325 3e/1eHbliA
MNOPAOOK nevicteum

1~/ Tepep, ucnonb30BaHMeM NpoyKTa NPOBEPUTL COBMIOAEHNE NPaBU acenTyKu,

2 )Bcerga aepxuTe Msgenve ¢ 3aaHeli uacT BO BpeMs MCMO/b30BaHUA M YTWM3ALMM ANS NpeoTBpalLeHns yKona
WrNONA.

3" HeobxoaMo Bceraa yaensTb BHIMAHME TpaBMaM OT YKosia Ui,

4. To3NLMOHNPYIiTE NaLVeHTa TakiM 06pa3oM, UTO6bl MECTO Npokosa 6bi0 3athMKCMPOBaHO.

5/ TloBopaunBasi KaHioNio KaTeTepa Ha 360 rpaflycoB, HEOGXOAMMO y6eauTLCA, YTO KaHIONA KaTeTepa M uria He
pasfeneHb!

6. Tpv NPOABVKEHNN KaTeTepaMEdY He CrieflyeT NMOBTOPHO BBOAMTHL Yepes Katetep.

7. HaxaTve Ha NpefoXpaHUTENbHBLIN MexaHuaM Mpu (PUKCALWM W3AENMS MOXET MOBMNATL Ha paGoTy U3aenus,
NPeaoXpaHUTE bHbI MEXaHN3M Hemb3si pas3bupars W NOBPEeXaaTh.

8. YTUN3MpOBaTb 1CMONL30BAHHYIO UFMY WIMON BBEPX, TaK KaK 13 1CMOMb30BaHHON UMbl GyAeT KanaTb KpOBb.

9. MMpn o6palleHn ¢ GYOACINYECKIMM 06pa3LIaMi U «OCTPLIMIA MHCTPYMEHTaMU» (MaHUETbl, UMbl afantepbl C
HacaIKoii J1oapa, HaBoPbI [NA B3ATUA KPOBY), UCMO/b3yeMbIMIA 1S B3ATUS KPOBM, HEOGXOAMMO ClefjoBaTh MOMMUTUKE
W NpoLieaypam yupexaeHis.

10. Heob6xomMMO CneauTh_3a TpaBMamu OT YKOMOB WI/ION M yTeukamu KpoBM, YTOGHI MpefoTBpaTUTh MepeHoc
61ONOrMYECKNX OGPA3LOB, KOTOpble MOryT Bbi3BaTb BUY, BUpyCHble WHChEKUMM WM APYre  WHCDEKLMOHHbIE
3a6onesaHus. B cnyyae, ecm aTo C Bamy MPOM3OLLITO, MPOKOHCY/LTUPYIATECH C BALLMM /IeYaLLM BPaUOM.

MAPKPOBKA

PaclumchpoBKa CYMBOJIOB

1]

M3roToBuTEnb [aTa n3rotoBneHus
Awl
I KR
MapkupoBka yteepxaeHa CE
pkup YTBEPXA STERILE EO CTtepunusayums

OKCMAOM 3TU/EHA

2460

LOT

Kog naptuu Homep no katanory

REF



uenc-< r 4 Mcnonb3oBaTh 4o
7. He wvMonb30BaTb MeAMLMHCKOE -.n3aenve 3anpeT Ha NOBTOPHOE

rocfie UCTEYEHUS CPOKA FOAHOCTY, NoMMeHeH e
8. TMpu noacoefuHEeHUU K APYIUM  M3AenusmM P

MEIVLMHCKOTO  Ha3HaueHus  “UpeamepHoe L J
HaXaTue MOXeT MPUBECTU K /MOBPEXAEHNIo He ucnonb3osaTh npu
KOMMNOHEHTOB. NoBpPeXaeHUK

9. He cneayer nojgeprarb usdenne BuGpauyu He cTepunn3oBaTh NOBTOPHO YNaKoBKN 1 06paTUThLCS

WM yAapHOMY BO3LeicTBUiD. STO  MOXET K MHCTDYKLIN 110
MPUBECTU K NOBPEXAEHNIO KOMFOHEHTOB.
10. He 3amopaxuBaTb! 3TO (MOXET MNPUBECTU K NPUMEHEHWIO
MOBPEX/IEHIO KOMMOHEHTOB; MD |:| S O6patutech K
11. XpaHuTb NpodyKT npu<temMneparype 4~40 °C WHCTPYKLMK No

BOa/IN OT NMPAMBbIX CO/THEYHbIX I'Iy'-lel7| n Bnarv. MeanLMHCKOE n3aenine NMPUMEHEHNID UMK K

NMOoPAOOK PABOTbI C SAEJIMEM WHCTPYKUUM MO
JTOT NpOAyKT NpefcTaBseT coboli CTepuibHoe NPUMEHEHNIO B
MeaMUMHCKOE r3aenne, KOTopoe JO/PKHO OCTaBaTbCA 3NEKTPOHHOM BUAe

CTepWIbHbLIM B TEYEHME BCErQ MPOLIECca NoAroToBKY K
MPUMEHEHVIO MALWIEHTOM.
1 TMepep Havasiom paBoTsI C M3/ mMeM ybeamtech
B LIE/TOCTHOCTV CFEP/IBHOI YMaKoBKA 1
03HAKOMBLTECH C. OEHOBHO MH(pOpMaLeli o

MpozyKTe.

YCNOBUA SKCMNYATALUNN, XPAHEHWA I TPAHCTIOPTUPOBKW
MeavUyHCKOe M3aenime TPaHCMopTMPYHOT BCEMM BUAAMM TPAHCTIOPTA B KPbITbIX TPAHCMOPTHBIX CPELCTBax B COOTBETCTBUM C
npaBuAaMn NepeBO3KW rPy30B, AEMCTBYIOLLMMU HA KXXAOM BUAE TPAaHCMopTa.

2. CH/MWTE 3alUMTHbIA KONMauoK rocrne Ycnosus Onucanve MpumeyaHe
pacrakoBKV APaAYKTa. TPy CHATUN 3aLLYITHOTO Temnepartypa 4-40 °C
Ko/nayka CAEAyET CHAMATb KO/MavoK OfHOM BnaxkHoCTb o1 10 % po 90 %, 6e3 KoHAaeHcaumn
PyKOIA, YTOGbLL NPEeAOTBPaTUTL MOBPEXAEHNE YC/NOBUA XPAHEHNA N SKCNNYATALNN
KOHUVKOM WFflbl U BO M3BEMaHWE TpaBMbl OT MeavuuHckoe n3genue JO/MKHO XPaunTbCa Ha Cknadax NnocTaslivKa v NoTpebutens B OpUrHabHONM ynakoBKe B TEMHOM U
yKona uiibl. CYXOM MecTe, XOpOLLO NPOBETPMBAEMOM MOMELLEHUN. He 3amopaxkmsarh.
3. TpoKosioTs cocyf, B KOTOPbINA Hy>HO YCTaHOBUTL
KareTep: Ycnosus OnucaHne MpumeyaHve
4. Mocne NpoKasbIBaHNS Y6eauTLCS, YTO KPOBb TemnepaTypa 4-40 °C
BIAHA B TpyOKe KaTeTepa. BRaxHOCTb oT 10 % 10 90 %, 6e3 KOHAeHcaLM

5. EcnnkpoBb BraHa, 3adiKCVpoBaTh UMy Tak,
UTEBh! OHa He NepeMeLLa/ach, U NorpyuTe ,
KareTep Ha Hy)KHYHO [yGuHY. Mpon3BoauTens;

6. (Haxvmas Ha KOHeL, kateTepa, V3B/edb UFIY U WOO YOUNG MEDICAL CO.“1TD.
floacoeMHUTL Habop 419 NpoBeaeHNS > '

AlocneaytoLelt MHAy3un. UTobbl n3bexars 98,Sangsin 2 gil, Jincheon-eup, Jincheon-gun, Chungcheongbuk-do, Korea
NOBPEXAEHNA KaTETEPA, HE NMPUKacarbes-Kurne Ten: +82 -43-536-0291 akc. +82-43-536-0290
B KaTeTepe HernocpeacTtseHHO pyKOI7| VWW\/_W()oyoungmed_(;om

7." Tlocne NpoTVpaHN s MecTa NpoKo/a CTePUIbHBLIM
TaMrMoHOM 3aKpenuTb KOPMyC MacTbipeM.
8. Korga BBefeHVe »OKOCTY 1 NIEKAPCTBEHHOMO 000«BY AHI MEOVIKAI PYC», 105064, Poccys, T. MockBa, BH.TEP.F. MyHULWMNa/IbHbIA OKpPYr BacMaHHbIi, HuxHWiA CycanbHbii

YNonHOMOYeHHbI NpefcTaBuTeNb Ha Tepputopun Poccuiickoii depaepaumn/

cpeacTBa 3aBepLLEHO, KaTeTep yaansioT 1 nep., 4. 5, c1p. 5a.Ten.: +7 (495) 287 13 19 dakc: +7 (495) 967 97 00, E-mail: info(5)woovounamed.ru.
YTWIN3NPYHOT. www.wooyoungmed.ru
9. BbIBGPOCUTL OTKPLITOE, HO HEUCTIO/E30BaHHOE

vanenve MEPEYEHb MPUMEHVMbIX HALIMOHAJIbHbBIX CTAHOAPTOB P®:
CPOK rO4HOCTMW: 3 rofa OT AaThl Npov3BoACTBa - TOCT ISO 10993-1-2021 «/13pemmsa meavumHekve. OueHKa G1oorvyeckoro AencTBua MeayUMHCKUX n3genvin. Yacts 1



YTUNN3ALNA
MeguunHckoe --genue cnegyet yTUAn3MpoBaTb Kak
noTeHUuManbHO oONacHble OTX0A4Abl B COOTBETCTBUWU C
Tpe6oBaHuaAMM 3aKkoHopaTenbCcTBa 06 oxpaHe
OKpYXKaloLLieli  cpefibl WM MHOrO  3aKOHOAare/bCTBa
COOTBETCTBYIOWIEA  CTpaHbl. [ 06ecneveHys
COOTBETCTBUSI PEKOMEHOYETCA 00paTUTLES. B MECTHbIE
rocyfapcTBeHHble opraHusauyn wwin
aKKpeaUTOBaHHbIe KOMMaHWM Mo yTuiu3alym oTXo40B
AN nonydenvss  vHdpopmauyn.  Knaee.  onacHocTu
MeIMLVHCKMX OTXOA0B-b.
Ypanatb  Heucrnosb3oBaHHble,  MNPOCPOYEHHbIE WK
oTpaboTaHHbIe U34eNMA HEOOXOAMMO B COOTBETCTBUM C
Tpe6oBaHuAaMM  CaHlMMH  2.1.3684-21 "CaHuTapHo-
anngemvonornyeckie  TpeboBaHus) K COAEPXaHUIO
TeppUTOPMIA FOPOACKUX U CENbCKUX NOCENEHMI, KBOAHbIM

o6BbeKTam, NUTLEBOI BOAE " NUTLEBOMY
BOJOCHaOXEeHWo, aTMOCIEpHOMY  BO34yXy, Mo4BaMm,
HANbIM MOMELLIEHVSM, aKCMUyaTaumm
MPOV3BOACTBEHHbIX,  OOLUECTBEHHLIX  MOMELLEHWI,
opraHv3aumm n APOBELEHNIO CaH1TapHo-
NPOTUBO3NUAEMAYECKNX (npodphrnakTnyeckmx)
MEpONPUATUIA'".

FTAPAHTUA MPON3BOOUTENA:

Mpov3BoaMTE b rapaHTvpyeT CTepWIbHOCTL ToBapa, a
TaloKe ero COOTBETCTBUE) TPEGOBAHNAM MEMXAYHAPOAHbIX
M HaLMOHANbHbIX CTaHAAPTOB B TEUEHWE BCEro Cpoka
FOAHOCTV MPOAYKLWM Ap1 YC/IOBUW COGIIOLEHNS MPaBu
TPaHCMopPTUPOBAHYS, XpaHeHust " ycroBuii
3KCr/lyaTaLyy, YCTaHOB/EHHbIX NPOU3BOAUTENEM, U MK
WCMOMb30BAHNM B, COOTBETCTBUMM C MHCTPYKLMEA o
MPUMEHEHWIO.

3AABNEHNE.TIPON3BOONTENA O NMPUTOAOHOCTIA
CVNCTEMbI MEHEO>XXMEHTA PUCKOB

B OTHOLLEHWW JaHHbIX U3AEeNMii 3asB/IsieM
CrefyLLee.

Mb! BbINO/HWIM OLEHKY pricKa AN AaHHOMO
Be30MnacHoro BHYTPYBEHHOTO KaTeTepa B OTHOLLEHN
KOHCTPYKUMM, NPOV3BOACTBA, XPaHEHNSI 1
NpeAycMOTPEHHOTO MPUMEHEHUS C UCTIOMNb30BaHNEM
BCEFO-HALLIEro OnbiTa ¥ NO/y4YEHHbIX Hay4YHO-
TEXHUYECKMX 3HAHWUI HA COBPEMEHHOM TEXHUYECKOM
YPOBHE B TEUEHVEe BCETO Neprofa Npou3BoACTBa U
MPOAAX NpeapiayLLyX Nof06GHbIX U3aeMii:

Kak onvicaHo B chaiine MeHeyKMeHTa pUCKOB, 6bI10
onpefieneHo U BHEAPEHO CHUXKEHWE PUCKa, U Ha
[laHHblli MOMEHT yCTpaHeHb! BCE NMOTEHLMASbHbIE
pUCKM, CBSA3AHHbIE C MPOEKTUPOBAHNEM,
MPOV3BOACTBOM, XpaHEHUEM, MPEAYCMOTPEHHBIM

OueHKa 1 nccnefoBaHus B npouecce MeHeAXMeHTa pucka»

FOCT P NCO 10993-2-2009 «W3aenus meanumHckue. OueHka 61010rmyeckoro 4ecTBust MeaULMHCKMX n3aenuii. Yacts 2.
TpeboBaH/s K 06palieHNI0 C XXUBOTHLIMU»

FOCT 1SO 10993-4-2020 «/13penms megmupmHekve. OeHKa G1oNIorMyecKoro AencTBms MeuUMHCKUX U3aenvin. YacTb 4.
ViccnepoBaHvst U3aenvid, B3auMOAENCTBYHOLLVIX C KPOBbLHO»

FOCT 1SO 10993-5-2011 «/13penus mepmupmHckve. OueHKa G1OoIorMyeckoro AencTBrst MeQULIHCKX u3genvin. YacTb 5.
ViccnepoBaHus Ha LIMTOTOKCUYHOCTL: METOAb! in Vitro»

IFOCT ISO 10993-6-2021 «/13penus meamumyHekue. OueHKa GV0nMorMyYeckoro AeCTBUS MEVLIMHCKX u3aenvin. YacTs 6.
ViccneoBanust MECTHOrO ENCTBUS MOC/E UMITaHTaLyN

FOCT 1SQ'10993-7-2016 «W/3penus megmupyHckve. OueHKa G1OoMorMyeckoro AencTers MeaULHCKX n3aenmii. YacTb 7.
OcTaToyHoEe coaepXaHne 3TWIEeHOKCUAA Nnocse CTepunsaum»

FOCT 1SO-10993-10-2011 «3penms MmeamuyHekue, OueHKa G10oIorMy4eckoro AeCTBUA MeAVLIMHCKMX n3aenmii. Yacts 10.
ViccnefjoBaHUs pa3apadkaloLLEero U CEHCMOWTM3VPYIOLLIETO AEVCTBUS»

FOCT 1SO 10993-11-2021 «3aenmst MmegyumHekvie. OueHKa 610/10rMYeCKoro AeCTBUA MEANLIMHCKMX n3aemmin. Yacts 11
ViccnegoBaHust OBLLETOKCUUECKOTO IENCTBIS

FOCT'I1SO 10993-12-2015 «M3aenma MeauiHckme. OueHKa 610/10rMyeckoro AeCTBUS MeAVLIMHCKX n3aemin. YacTb 12,
MpurotoBneHue NPob 1 KOHTPO/IbHbIE 06pasLbh

FOCT ISO 10555-1-2021 «KaTeTepbl BHYTPUCOCYANCTbIE CTEPUSIbHBIE OAHOKPATHOrO NpyMeHeHns. Yactb 1 Obuwme
TEXHNYECKME TPeOOBaHUAY;

[FOCT ISO 10555-5-2021 «KateTepbl BHYTPYCOCYANUCTbIE CTEPU/IbHLIE OAHOKPATHOTO NMPYMEHeHUs. YacTtb 5.
Mepuchepnueckrie KaTeTepbl C BHYTPEHHEN UIoi»

FOCT ISO 11607-1-2018 «YnakoBka 4719 MEAVLIMHCKVX U3AE/WIA, NoAeXaLLWX OMHULLHOM cTepunm3aumn. YacTb 1
TpeboBaHus K MaTepuaniam, 6apbepHbIM crcTeMaMm A/19 CTEPUIN3ALMN Y YNAKOBOUYHbIM CUCTEMAMY,

FOCT ISO 11607-2-2018 «YnakoBKka 419 MEAVLIMHCKVX U3AE/WIA, NoAIeXaLLmX oUHULLHOM cTepunmsaumn. YacTb 2.
TpeboBaHWA K BayiaaLmy NpoLeccoB hopMUpoBaHns, repMeTr3aLmm 1 C0pKn»;

FOCT EN 556-1-2011 «Crepynmsaups MEAVLIMHCKMX n3ae/miA. TpeboBaHWs K MEAVLIMHCKUM VU3AE/MSIM KaTeropym
cTepwibHble. UacTb 1 TpebeBaH/sa K MEAULMHCKM U3AENUAM, NOA/IEXaLLMM (OMHULLHON CTepu3aummns

[OCT P VICO 15223-1-2023 «/130envs meayupHekue. CUMBOSbI, NMPYMEHSAEMbIE MPY MapKMPOBaHUM Ha. MEANLHCKUX
U3penvsix, 3TVKETKax 1 B CONPOBOAMTENbHOM AoKyMeHTauun. Yacte 1 OCHOBHbIE TpeGOBaHNS;

FOCT P 52770-2020 «/13aenust megyumHekvie. TpeboBaHms 6e3onacHocTU. MeToabl CaHUTapHO-XUMUYECKMX 1
TOKCVIKO/TOTMMECKVX MCTIBITaHUIA»; NMyHKT 5.4.2, nyHKT 5.5.1 1 npunoxeHne B

F'OCT P MCO 10993-2-2009 «/3aenusa mepmupHekve. OueHKa G1oiorMyueckoro AeinCTBISt MEQULIMHCKX U3aemin. YacTb 2
TpeboBaHMs KOOPALLUEHMIO C KMBOTHBIMU»

FOCT 31214-2016 . «/13genvst MeavumHekve. TpeboBaHMs K obpasLam v A0KyMeHTaLu1, npeactasnsemMbiv Ha
TOKCUKO/OMMYECKUE, CaHUTaPHO-XMMUYECKINE UCCNEA0BaHNS, UCTIbITaHUS Ha CTePU/IbHOCTL W MMPOreHHOCTL»

FOCT 31214-2016 «/13penvs MmegmuuHekvie. TpeboBaHus K obpasLiam v oKyMeHTaL 1, npeactasnsemMbIv Ha
TOKCVIKO/TOTMYECKWE, CaHUTAPHO-XMMUYECKVE UCCMIEA0BaHNS, UCTIbITAHNA Ha CTEPUIBHOCTL U MUPOTEHHOCTB>

OCT 31870-2012 «Boga nutbeast. OnpegeneHne coaepkaHns 3M1eMeHTOB MeToAammM aTOMHOW CMEKTPOMETPV

FOCT 31209-2003 «KoHTeliHEpb! A1 KPOBY 1 €€ KOM/IOHEHTOB. Tpe6oBaHNst XUMUYECKOIA 1 BUOIONMYECKoi 6e30MacHOCTM
1 MEeTOAb! UCMbITaHNIA»

FOCT P 55227-2012 «Boga. MeTogbl onpeeneHns cogepxaHus coopmManbaernaa»




MPUMEHEHVEM 1 NMOCTMPOU3BOACTBEHHOM
MHpopMaLieli, OTHOCALLIMECS K 3TOMY KaTeTepy.
PelLLeHs:, NPUHSATLIE A/1S1 KOHTPO/IS PUCKOB,
COOTBETCTBYHOT NPUHLYMY 6e30MacHOCTU CyYeTOM
M3BECTHOIO YPOBHSI TEXHUKM.

B COOTBETCTBUM C AaHHbLIMU chaiina MeHemKMeHTa
PUCKOB Mbl 3a5IB/ISIEM, YTO A@HHOE U3LE/VE B
[lOCTaTOYHOI CTENeHU NpurogHo Ans
MpeaycMOTPEHHOTO NMPUMEHEHUS] B CRABHEHUM C
[PYriMM BHYTPUBEHHBIMU KaTETEPaMU.C MOXOXUMM
(hyHKLMAMM HaLLETO COGCTBEHHOTO /'APYroro
MPOM3BOACTBA. He 0TMEUYEHO AOMOAHMTENbHBIX PUCKOB
KpoMe TeX, KOTOpble HE MOTyT GbiTh TOATBEPXAEHbI HA
[laHHOM 3Tarne B OTHOLUEHUM KOHCTPYKLMY,
MPOM3BOACTBA, XPaHEHUS 1 NPELYCMOTPEHHOrO
MPYMEHEHUs 0JHOPA30BOroO KaTeTepa. 310
CBUAETENbCTBYET O NPUEM/IEMOM COOTHOLLIEHUM pricKa
1 MOJ/Ib3bI.

Mbl HamepeHbl YCTAHOBUTB "M OCYLLECTBUTL MeEpbI
CHVDKEHVSI pUCKa MyTeM WERO/b30BaHWA TEXHOMOMA 1
Hay4YHO-TEXHUYECKUX 3HAHW/A Ha 60/ee  BbICOKOM
TEXHO/IOTMYECKOM ~ YPOBHE, 4YeM  CyLLECTBYHOLLMIA
YPOBEHb, A/151 BbISIBNIEHHBIX PYICKOB.

MYK4.1.3166- 14« a3oxpomarorpadhmyeckoe onpeeneHve rekcaHa, rerraHa, aletanbieryag, aletoHa, Metuialerara,
aTwnaleTara, MeTaHo/Ia, ‘M30MnponaHosa, akpuioHUTpUa, H-NponaHosa, H-nponunaueTara, bytuiauerara, U300yTaHoma,
H-OyTaHosMa, 6eH30/a, Toyona, aTwibeH30Ma, M, O- U M-KCWI0/I0B, U30MPonUIGeH30Ma, CTUposa, anbga-MeTuICTMposa B
BOZE M BOAHbIX BbITSHKKAX 13 MaTeprasioB pas/iMyHoro CoctaBax.

MYK 4.1.3171-14 «[Fa3oxpomarorpadpmueckoe onpefeneHve aleTanbierniaa, aletoHa, MeTunalertara, MeTaHomna,
aTaHoMa, MeTwiakpwiara, MeTwImMeTakpuiara, aTnnakpuiara, n3obytuiakpunara, byTunakpunara, 6ytnuimMetakpuiara,
TOMyona, CTMpona, ja/bda-MeTUNCTMPONA B BOAE W BOAHBIX BLITSHKKAX 13 MarepuasioB pas/iMyHoOro coctasa

Wopo-Young (Viedicat Co., Ltd., -

98. Sangsin 2-git. Jincheon-eup. Jincheoft-gun.
Chungcheongbuk-do Republic of Korea

Cwd.Tr [/ 'foiAh™ tryu
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Notary Public

{OENHCNEI8L))

Registered NO. 2024 1138

NOTARIAL CERTIFICATE

Haein Lee

attorney-in-fact of

Young Gyu Lee

Chairman of

Woo Young Medical-Co., Ltd.
appeared before me;and

admitted said prineipal's subscription
to the attached

MagiCath |I.

INSTRUCTIONS-FOR USE

This is hereby attested on this

22nd(day of May, 2024 |~ ¥ adt_this (Office.

THE LOGOS LLC & NOTARY OFfW.tietong to
SEOUL'CENTRAL DISTRICT PROSECUTOR'S OFFICE
365-Teheran-ro 87-gil, Gangnam-gu, Seoul, Korea

(City Air Tower B/D 14F, Samseong-dong)

mITHO:Uica

LIM/YOUNG SOO

This office has been authorized by the Minister of Justice, the Republic

of Korea, to act as Notary Public since Feb. 7, 2020 under Law No. 52 .

210mitiX297nim(eggXi(1S)



36, TerepaH-po, 87-run, KOpugnyeckasa v MpunoxeHne ®opmaesl
KaHHaMm-ry HOoTapuanbHas KOHTOpa Peg. 05.02.2010
Ceyn, Kopes Noroc

PervctpauunoHHbliin Homep 2024-1138

HOTAPWAJIbHOE CBUAETE/NBCTBO

FOpugduyeckas 1 HoTapuanbHas KoHTQpa Jloroc

36, TerepaH-po, 87-ruja, KaHHam-ry
(CTW 3P Tayap bunaumur, 14-a1ax, CaMcoHr-oHr)
Ceyn, Kopes

/neyatb KOpuanyeckas n HoTapuanbHag KoHTopa Jloroc /

210 mm X 297 MM
Bymara (1 tun) 70 r / m-



MeyaTb/wTamn L
/By AHr Megukan Ko., ita.» (Woo Young Medical Co., Ltd) gj
98, Sangsin 2-gil, Jincbeon-eup, Jincheon-gun, Chungcheongbuk-do, Korea (Ko@#
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36, TerepaH-po, 87-run, FOpngunyeckas un Mpunoxexnne ®opma Ne42
KaHHam-ry HOTapuanbHas KOHTopa Pepn. 05.02.2010
Ceyn, Kopes Noroc

PernctpauunoHHbli Homep 2024-1138

HOTAPNAJIbHOE CBUAETE/NILCTBO

MoanucaHo Jin MoHr Iblo fo/mKHOCTL npeaceparens Woo Young Medical'Co., Ltd B
NPUCYTCTBUM HOTapuyca 1 yAOCTOBEPEH-Npunaraemblii LOKYMEHT.

WNHCTPYKUUSA NO NPpUMeEHeHUo
HacTtoswmm ypoctosepeHo 22 mas 2024 8 atom Odmce.
KOpuanyeckasa v HotapnanbHasa KoHTopa Jloroc

Mpu NnpokypaType LeHTpanbHOoro-paioHa ropoga Ceyna
36, TerepaH-po, 87-run, KaHHam-ry

(CUTW 3P Taysp Bunauur, 14 stax, CaMCOHr-[0Hr)
Ceyn, Kopes

/Moanuce/
HoTapuyc

Num EHr Cy

HacTtoawas komnaHus' 6bina ynonHomovyeHa MuHUCTpoOM ocTuLmm Pecny6nmkn Kopes
BbICTYNaTh B Ka4yeCTBe rocyapCTBEHHOro HoTapuyca ¢ 7 peBpans 2020 Noga B COOTBETCTBUM

¢ 3aKoHOM Ne 52,
210-Mm X 297 Mm

bymara(1 tvn) 70 r/ m



Poccuitickas ®epepar™us.

opop Mocksa.

MAaToOro nwHA fBe ThicAYM ABajLuaTb YeTBEPTOro roja.

A, Cupopos Kupunn EBreHbesuny, HoTapuyc ropoga MockBbl, CBUAETEeNbCTBYO NOANUHHOCT b
nognucu nepesoguynka NMNpuxoabko EnnsaseTbl B.yaflW W pPOBHLI.

Moanucb caenaHa B MOEM MPUCYTCTBUN.

NTnyHoCcTb NOANMCABLIEro AOKYMEHT yCTaHoBNeHA.

3aperncTtpuposaHo BpeecTpe: Ne 77/519-H/77-2024- fW "/ T

Bcero npolwlHYypoBaHO, MPOHYMEPOBAHO
M CKpenieHo neyaTbio W .uucT

HoTapuyc



