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3. O6JiaCTI, rrpHMeHeHIDI Me,!IHll;HHCKoro H3,!leJIIDI 

4. TioKa3aHHHI IIpOTHBOIIOKa3aHWrrpe.1zyrrpe)K)).eHID1 rrpH HCII0Jlh30BaHHH 

Me,!llfu;HHCK0ro H3,D;eJIIDI 

5. TeXHl{qeCKaJI crreu;mpHKall;IDI H3,!leJlliJI, o6Ju;He TeXHITTecKHe ,11aHHbie 

6. 3Kcirnyarnu;HH!rrop.11,110K pa6oThI 

7. CpoK ro,n:H0CTH 

8. Y CJI0BIDI xpatteHIDI, TpaHCII0pTHp0BKH, IIpHMeHeHIDI 

9. CTepHJihHOCTI, 

l 0. TiepeqeHb CTaH,n:apT0B 

11. TexHITTeCKOe o6CJI)')l(HBaHHe H Teeym:HH peM0HT 

12. Tpe6oaattIDI no oxpatte 0Kpy)l(ruomeft cpe,n:I,I, YTHJIH3au;H.11 

13. rapaHTHftH1,1e 06.113aren1,cTaa 

1 O6Iu;He CBe,n:eHHH 06 H3.0:eJIHH: 

1.1 HaHMeHOB3HHe: MoqerrpHeMHHKll Me,O:Hll;HHCKHe 0,!IH0KpaTH0ro IIpHMeHeHIDI 

Inekta: 

MoqerrpHeMHHK CTatt,n:apTHI,IH 
MoqerrpHeMHHK HO)l(HOH 
MoqerrpHeMHHK rre,11HaTpHqecKHH 

1.2 Ilpou1ao,n:HTeJIL: 

H1rn60 rpHTMe,n: Me,n:HKaJI l1HcTpyMeHTc Ko., Jh,n:.(Ningbo Greetmed Medical 

Instruments Co., LTD.), 18F-3, No. l Building, Wante Business Centre, Hi-Tech 

Zone, 315042, Ningbo, PEOPLE'S REPUBLIC OF CHINA, documents@china­

greetmed.com 

1.3 Pa1pa60T'1HK: 

Hmi6o rpHTMe,n: Me,n;HKaJI l1HcTpyMeHTC Ko., Jh,n:.(Ningbo Greetmed Medical 

Instruments Co., LTD.), 18F-3, No. l Building, Wante Business Centre, Hi-Tech 

Zone, 315042, Ningbo, PEOPLE'S REPUBLIC OF CHINA 

1.4 A,n;pec Mecra npou1so.n:crsa: 

18F-3, No. l Building, Wante Business Centre, Hi-Tech Zone, 315042, Ningbo, 

PEOPLE'S REPUBLIC OF CHINA 

1.5 YnoJJHOMO"leHHLIH npe,n:cTaBHTeJJL np0H3B0.0:HTeJJH: 

O6mecTBo c OrpaHifqeHHOH OTBeTcTBeHHOcT1,10 «IIIAKJll1H» (000 

«IllaKJIHH»), 630090 r. HoaocH6HpcK, yJI. ,[(eMaKosa, ,n;.30, oq,Hc 901, 8 (383) 3-

360-123, 8 (383) 3-356-123, sekretar@shaklin.ru 

2 Ha1uaqeuue: MoqerrpHeMHHKH npe,n;Ha3HaqeH1,1 ,ll,illl c6opa MoqH. 

3 O6naCTL npHMeHeHHJI Me.O:HUHHCK0l'O H3,ll;eJJHH: 113,n;enHe rrpHMeHHM0 B 

o6mespaqe6Hoii, yponorITTeCKOH, Me.n;ceCTpHHCKOH rrpaKTHKe Me,O:Hu;HHCKHX 

opraHH3au;HH rrpH 0Ka3aHHH CTau;HOHapHOH, aM6yJiaTOpHOH, CKOpOH, He0TJIO)l(HOH 

Me,D;Hu;HHCKOH II0M0llllf H B ,ll;OMaIIIHHX ycJI0BH.IIX no.n; I1pHCM0TpOM Me~HCK0ro 

rrepcoHaJia HJIH CaM0CT0.IITeJII,H0 IIpH Heo6xo,n;HMOCTH o6yqeHHl,IMH nau;HeHTaMH. 

4 IlOK333HHH/npoTHBOUOK333HHHlpHCKH 

Me.O:HUHHCK0ro H3,ll;eJIHH 

UpH HCU0JIL30B3HHH 

______.j 



IToKll3aHHJI, rrpoTHB0II0Kll3aHHJI, rrpe.Qyrrpe)K,!leHHJI rrpH HCII0JI1,30BaHHH 

fu,QeJIHJI CM. rrpHJI0JKeHHJI 1-3. 

B03M"OJKHhle pHCKH IIpH HCII0Jih30BaHHH lli,QeJIHJI rrpHBe,QeHLI B Ta6JI:m:~e 1. 

Ta6nm~a 1 

H0JI0rwieCKaJI 

ecoBMeCTHM0CTh, anneprID! 

HH 
BhlJBaHHaJI HH,QHBH)l;YaJILHhlMHI 

HerrepeH0CHM0CTH rraJ.U{eHTa 

3,QeHCTBHeMocTa'I'KOB3THJieH-OKCH):la 

arpH3HeHHe 

e.11.1,1 

OKpYJKaiow:eiiprraCHOCTL, Bhl3BaHHaJI yTHJIHJaqHeH l13JJ.eJI 

acne HCII0Jlh30BaHHJI 

poTeKaHHe MeIIII<a MeIIIKa B 

eocropoJKHoro 06paw:eHHJ1 

eco6mo.11.eHHe HH 

pOTeKaHHe B eKoppeKTHoe 

oe.11.HHeHHJI Tpy6KH MeIIIKa C 

5 TeXHH'lecKaH cneu;mf>HKaD;HH Hl,Qe.JIHH, o6w:ue TeXHH'leCKHe AaHHble 

l1J.11.e11He BO Bcex BapHaHTax HCIIOJIHeHHH .11.0JIJKH0 o6ecne'IHBaTL 

0IITHMaJILHoe npoae.11.eHHe npoqe,Qyp npe.1J.HaJHa'leHHJ1, 0.1J.H0KpaTHoro 

rrpHMeHeHHJI, CTepHJILHoe. 

lli.11.enHe He .1J.0JIJKH0 HMeTL rrocrop0HHHX BKJIIO'leHHH. 

Coe.11.HHeHHJI 3JieMeHT0B H3.1J.eJIHJI .11.0JIJKHI,I 6LJTI, repMeTH'IHI,IMH. YTe'IKH 

JKH,QK0CTH B MeCTax coe.11.HHeHHH He ,Q0IIYCTHMLI. 

MeIIIOK JJ.0JIJKeH 6h1Th A0CTaT0'IH0 npo3pa'IHLIM, '1To61,1 qepe3 Hero 61,mo 

BHAH0 co.11.epJKHM0e. 

lllKaJia H 1Uiq>p1,1 MeIIIKa lli.11.eJIHJ1 JJ.0JIJKHI,I 6LJTI, 'leTKHMH, xop0III0 

3aMeTHLIMH. Qmpp1,1 .11.0JIJKHl,I Hax0AHThCH p.ll,ll;0M C JIHHHHMH rpaAYHP0BKH. 

MeIIIoK lli.11.e11HJ1 MHTICHH, 311acTH'IHhlH, He xpyrrKHH. CnHIIattHe yqaCTK0B 

MeIIIKa lli.11.eJIHJI He .11.onyCTHM0. 

Coe.11.HHeHHe Tpy6KH c MeIIIKOM BI,IAepJKHBaeT HarpYJK)' Ha PaCTHJKeHHe .1J.0 

20H. 

TeXHH'leCKHe rrapaMeTphl BapHaHTOB HCIT0JIHeHHJI npHae.11.eHLI B 

IIpH110JKeHHJ1X 1-3. 

l 

6 3KCnJJyaTa.,.uu/nopHAOK pa60Tbl 

CM. IIpHJIOJKeHHll 1-3 

- 7 CpoK ro.11;HOCTH 

CpoK ro.11.H0CTH onpe.11.eneH npoHJB0.QHTeJieM Ha nepH0.11. 3 ro.11.a. 

8 YcJJOBHH xpaHeHHH, TpaucnopTHpOBKH, 3KCITJJyaTaD;HH 

TpaHCIIOpTHpoBaTL l13.11.enHe .11.onycKaeTCll B KphITl,JX TpaHCII0pTHI,IX 

cpe.11.cTBax Bcex BH.11.0B. 

TpaHCIIOpTHpoBaHHe H3.1J.eJIHH np0H3B0.1J.HTCll B C0OTBeTCTBHH C rrpaBHJiaMH 

rrepeB03KH rpYJ0B, .11.eHCTBYJOillHMH Ha K3)!(,!I0M BH,Qe TpaHCIT0pTa. 

TpaHCIIOpTHpOBaTI, H xpaHHTI, IIpH TeMrrepaT)'pe 0KpYJKa!OllleH cpe.11.1,1 OT -

20 °C .1J.0 +35;0°C, npH OTHOCHTeJILHOH BJiaJKH0CTH He 6onee 90% fie3 rrapeHHJI H 

o6pll30BaHHJI K0HJJ.eHCaTa. 

He .11.onycKaTL II0ITaAaHHJI IlpllMhlX C0JIHe'IHl,IX nyqeii. 

3KcnnyaTaqHIO l13.1J.eJIHJI np0H3B0.1J.HTI, ITpH HOpMaJII,HOH KOMHaTHOH 

TeMrrepaT)'pe H BJiaJKH0CTH B03AYIIIHOH cpe.11.1,1. 

9 CTepHJJbHOCTb 

lli.11.enHe llBJ!lieTCll CTepHJII,HhlM H rrpeJJ.Hll3Ha'leH0 .11.JllI 0JJ.H0Kparnoro 

npHMeHeHHJI. 

MeT0.11. CTepHJIH33JlHH - rll30BaJI CTepHJIH3aqHJI 3THJieH 0KCH)l;0M. 

CTepHJIH3aIIHJI lIBJllleTCll 0.11.HHM H3 3TaII0B rrp0H3B0.1J.CTBa l13JJ.eJIHJI cornacH0 

CTaH.1J.3PTY YY0033 «HaJJ.JieJKalllaJI rrpaKTHKa rrp0H3B0.1J.CTBa CTepHJII,HblX 

Me.11.HJlHHCKHX H3.1J.eJilfH». 

Mero,Q yTBep)l(.1J.eH. CTepHJIH3aIIHJI K0HTp0JIHpyeTCH HCilhl.TilHHHMH Ha 

CTepHJILHOCTb C HCII0Jib30BaHHeM 6HOJIOrwieCKHX HH.11.HKaropoB .11.JllI K0HTp0J!lI 

3q>q>eKTHBHOCTH rrpou;ecca CTepHJIH33J.U{H .11.JllI KaJKAOH rrapTHH. B C00TBCTCTBHH C 

EN ISO 1173 7-1 «CTepHJIH331lHll Me.11.HJ.U{HCKHX H3.1J.eJIHH - MHKpo6Honorw1ecme 

Mero.11.1,1 - qaCTI, 1 : Onpe.QeJieHHe 'IHCJieHHOCTH MHKpoopraHH3M0B B H3JJ.eJIHH» 

cornacHo Tpe6yeMoH nepH0AH'lff0CTH onpe.11.eMercJ1 o6mee K0JIH'ieCTBo 

MHKp060B 0K0H'laTeJibH0fO np0.1J.YKT3 nepe.11. CTep~HeH. 

J 



IlpHMeHl!eMhlH MeT0,11; CTepHnH3aUHH rapaHTHpyer, 'ITO Me,!l;HUHHCKOe 

H3)];enHe CTepHJihHO. 

Pe3ynhTaThl ocpopMIDllOTCll ,!l;nll KIDK,!l;OH rrapnrn B KOHrpOnhHOM OT'leTe. 

Ilpoue,11;yphl BanH,!l;aUHH AOKYMeHTHpoBaHhl, a Bantt,!l;aUHOHHhie ,!J;OKyMeHThl 

xpaHl!TCll B COOTBCTCTBHH c YY0033. CttcTeMa ttyMepaw,rn 3aKa3a-Hapll,!l;a 

3a,!J;OKYMeHTHpOBaHa H HaxO,!l;HTCll B apxHBe H1rn60 fpHTMe,11; Me,11;11Kan 

liHCTPYMeHTc Ko., JIT,11;.(Ningbo Greetmed Medical Instruments Co., LTD.). 

BanH,!J;aUHK CTepttmnaUHH rrpoBO,!l;HTCll cornacHo EN ISO 11135, ypoBeHh 

OCTaTO'LJHOro 3THJieHOKCH)];a - a COOTBeTCTBHH c EN ISO 10993-7:2008 

«EHonorH'leCKal! oueHKa Me,!l;HUHHCKHX H3,!l;eJmii. qaCTh 7. OcTaTKH rrpH 

CTepHnH3auHH 3THJieHOKCH,!l;OM». 

10 Ilepe"leHI, crau,11;apT0B. CM. Ilp11no~eHHe 4. 

11 TexHH'1ec1me o6CJiy,KHBaHHe H Tetcy~Hii peM0HT 

He rrpHMeHHMO. l13,!J;eJIHe rrpe,!l;Ha3Ha'LJeHO ,!l;Jlll O,!l;HOKpaTHOro IIpHMeHeHHll. 

B l13,!J;eJIHH He co,11;epi1caTCll KOMIIOHeHThl, KOTOphie MO[)'T peMOHTHpOBaThCll 

IIOJih30BaTeneM. 

12 Tpe6oBaHHH no oxpaHe oKpy,tealO~eii cpe,!l;bt, yTHJIHlaUHH 

B Me,!l;HUHHCKHX opraHH3aUHl!X l13,!l;eJIHe Heo6XO,!l;HMO YTHnH3HpOBaTh B 

COOTBCTCTBHH C rronoJKeHHl!MH 3aKOHO)];aTenhCTBa C 3IIH,!l;eMHOJI0rH'LJeCKH 

orraCHhlMH OTXO,!l;aMH. 

13 rapaHTHHHble 06a1aTeJ11,CTBa 

rapaHTHHHhIH cpoK 3KcrmyaTauuu lf3,11;enHK orpaHH'leH cpoKaMH 

CTepttnmauHH H COCTaBnl!eT 3 ro~a. IlpOH3B0,!l;HTeJih CHHMaeT C ce6JI BCJl:KY(O 

OTBeTCTBeHHOCTh 38 nocne,!l;CTBHll, Bhl3BaHHhie HerrpaBHJihHhIM HCIIOJih30BaHHeM 

H3,!l;eJIHH B CJIY'lae Heco6mo,11;eHHll HHCTPYKUHH IIO rrpHMeHeHHH. 

IlpttnoJKeHHe l 

HaHMeHOBaHHe: MoqenpHeMHHKH Me,!l;HUHHCKHe O,!J;HOKpaTHOro rrpHMeHeHHll 

Inekta» aapHaHT HcrronHeHJll! «Moqenpttel\'IHHK crnH,11;apTHhiii» 

IlotcaJaHHH K npHMeueHHIO: 

KnHHH'LJeCKHe CJIY'laH, IIpH KOTOphIX rrautteHTaM Heo6XO,!l;HM c6op MO'LJH a 

pe3yJihTaTe KaTeTepH3aUHH HJIH ,11;peHHpOB8HHll MO'LJeBhIBO,!l;ll~HX rryreii Ha mo60M 

ypoBHe, Kor,11;a 6oJihHOH H8XO,!l;HTCJl: B JieJKa'LJeM rronoJKeHHH. 

KJIHHH'IeCKHe CJIY'laH, rrpH KOTOphIX rra[-IHeHThl He MO[)'T CB060,!l;HO 

ocymecTBJll!Th HJIH KOHTponHpOBaTh MO'LJeHcrrycKaHHe, HaxO,!l;l!Ch B JieJKa'LJeM 

IIOJIOlKeHHH. 

IlpOTHBOilOKalaHHH fttrrep'LJYBCTBHTem,HOCTh rrauHeHTa K KOMIIOHeHTaM 

H3,!l;eJIHll. 

Ilpei.ynpeX<,!l;eHHH! IlpH caMOCTOl!TeJihHOM HCIIOJih30BaHHH rrauHeHT ,!l;OJIJKeH 

6h1Th OOY'LJeH KBanHq>HUHpOBaHHLIM Me,!l;HUHHCKHM nepc0HaJIOM crroco6aM 

rrpHMeHeHHl! m,11;enHK. 

l1J,11;enHe O,!l;HOKpaTH0ro npHMeHeHHl!, IIOBTOpHOe HCIIOJib30BaHHe 

3arrpe~eHo. 

He HCIIOJib30BaTh, ecnH repMeTH'LJHOCTh HH,!l;HBH,!J;yanhHOH yrraK0BKH 

HapymeHa. 

He rro,11;aepraiiTe MO'IerrpHeMHHK ao3,11;eiiCTBHIO opraHH'LJeCKHX 

paCTBopHTeneii, HJIH CIIHpTOCO,!l;epJKa~HX lKH,!l;KOCTeii. 

Eepe'Ih MO"leIIpHeMHHK OT IlOBpelK,!l;eHHii H3-3a B03MOlKHOCTH IIOTepH 

repMeTH"IHOCTH. 

He IIO,!l;BepraTh HaIIOJIHCHHhlH MO"ICIIpHeMHHK CHnbHOMY ,!l;aBJieHHIO. 

1. OnucaHHe u:meJIHH 

MoqerrpHeMHHK CTaH,!l;paTHhlii npe,!l;CTaBJil!eT co6oii CTepHnhHhIH rn6KHii 

IIJiaCTHKOBhlH MemoK, pa3pa60TaHHhlH ,!l;nll rrpucoe,!l;HHeHHl! K MO'LJeBOMY KaTeTepy 

MO'LJeBOMY KaTeTepy runa rrpe3epBaTHB ,!l;nll c6opa Bhl,!ICJICHHOH IIaUHCHTOM MO"IH; 

H3,!l;CnHe HMeeT 3aBHH'LJHBlllO~HHCll cnycKHOH KJiaIIaH. lli,11;enue He 

rrpHCOe,!l;HHJieTCll K rrautteHry HaIIpllMYIO. 3m H3,1J;en11e Ml! O,!l;HOpa30BOro 



HCII0Jll,30BaHHJI. 
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1- KJianan o6parnoro TOKa MO'lll 

2- 3aBIIH'IHBlllOII(HHCll cnycKHOH KJiallaH 

3- KOHHeKTop 

4- rrpHBO,!IHlUI 1JlY6Ka 

5- MelIIOK c YKa33.HHeM MeCTa )IJlll KpeWieHHll 

PHcyHoK l - CxeMa MO'!enpHeMHHKa CTaH,!1apTHoro 

MaTepuan 
MoqerrpHeMHHK CTaH,!1aPTHhlH H3roTOBJieH H3 pa3peIIIeHHhlX K npHMeHeHHIO B 

Me)-lHI.\HHe MaTepHaJI0B. MaTepHaJihl H3roTOBJieHHJI rrpe)-lCTaBJieHhl B Ta6JIHI-1e 1. 

Ta6JIHI-1a I 
No HaHMeHOBaHHe MaTepHan 

l l1H,!1HBHJ-lYaJI1,HaJI yrraKOBKa llonH3THJieH F-Y 336 
2 KoHHeKTOp llBX SG-3 
3 llpHBO)-lHaJI TPvfiKa llBX SG-3 
4 MeIIIOK llBX SG-3 
5 3aBHH'IHBlUOn::t;HHCJI CilVCKHOH KJianaH llBX SG3 

TeXHH'leCKall cne .. ucf>uKal.\HH, o6~ue TeXHH'leCKHe )-laHHLle 

TeXHH'!eCKHe xapaKTepHCTHKH M0'!errpneMHHKa CTaH,!1aPTHOro rrpe)-lCTaBJieHhl 

B Ta6JIHI-1e 2. 

Ta6JIH_l!a2 

O6i.eM Jlyep coe.z:1HHeHHe Jl:nHHa IIpHBO)-lHOH 

MeIIIKa MJI He MeHee TPv6KH CM. 

1000 10:100 85 0±1,0 

2000 10:100 85,0±1,0 

.D:HaMeTp npHBO,[IHOH Tpy6KH ~5 no IIIKane lllap1,epa (Ch/Fr). YcHJIHe ,[IJIJI 

0T,[leJieHHJI mo6oro K0MII0HeHTa, HMe10m;ero II0CT0JIHH0e coe,[IHHeHHe C 

KaTeTepoM 

Ta6nm:-1a 3. 

He • MeHee yKinaHHoro B TafiJIHI.\e 

1 MM MHHHMaJIJ,HOe YCHJIHe, H 

20 

2. 31ecnnyaTa._u11/nop11i.01e pa60TL1 

l. BMHJT!, MO'!enpHeMHHK HJ CTepHJil,HOH yrraKOBKH 

2. CHJITI, 3aDJ.HTHJ,IH K0JIIIa'IOK C KOHHeKTopa 

3. Coe,l-lHHHTI, KOHHeKTop MO'!errpHeMHHKa c KOHHeKTopoM KaTeTepa 

4. Y6e)-lHTeC!, e TOM, '!TO Tpy6Ka He nepeKpyqeHa, CJIHBHOH KpaH JaKpMT 

3. 

5. MoqenpHeMHHK He ,[IOJI)l(eH nepenOJIHJITl,CJI. Heo6XO,l-lHMO onOpo)l(HHTh 

MO'!eIIp.HeMHHK rrepe,!1 TeM, KaK MO'!a IIO)-lOH,!jeT K aHTHB03BpaTHOMY 

KJianaey 

6. qT061,1 orropO)l(HHTI, MO'!errpHeMHHK Heo6xo)-lHMO OTKpblTI, CJIHBHOH KpaH 

7. Y6e)-lHTeCI, a TOM, '!TO KpaHHK Ha,!je)l(HO JaKpl,IT IIOCJie Toro, KaK MeIII0K 

61,m onopo)l(HeH. 



ITpmroJKeHHe 2 

HaHMenoeauue: «MoqenpHeMHHKH Me,[IHijHHCKlle O.lJ.HOKpaTHOro npHMeHeHHH 

Inekta» 

BapHaHT HCilOJIHeHHH «MoqenpHeMHHK HOJKHOH» 

IIotra3aHHH K npHMeHeHHI0: KrrHHHqecKHe CJl)"IaH, rrpH K0TOpbIX Heo6XO.lJ.HM 

c6op MOqH B pe3yJihTaTe KaTeTepH3al1HH, .lJ.peHHpOBaHH}I MoqeBblBO,[lj[II1HX rryTell: 

Ha mo6oM ypoBHe H B CJl)"IaHX, KOI,la HeT B03MOJKHOCTH cso60.z:1Ho ocyII1eCTBill!Th 

HJIH KOliTp0JIHp0BaTb MoqeHcnycKaHHe, y M06HJihHhIX na11HeHTOB npH HOllieHHH 

Il0.lJ. 0,[le~oif. 

IIpoTHBODOtra3aHHH: rHrrepqyBCTBHTeJihHOCTh na11HeHTa K KOMil0HeHTaM 

HJ,[leJIH}I. 

IIpe,llynpe~euaH! 

ITpH CaMOCT0HTeJibHOM HCil0Jlh30BaHHH rra11HeHT .lJ.OJIJKeH 6b1Th o6yqeH 

KBaJIHCPHI1HposaHHhIM Me..O.HI1HHCKHM nepcoHaJIOM cnoco6aM npHMeHeHH}I 

HJ,[leJIH}I, 

113.[leJIHe 0,llH0KpaTHOro npHMeHeHH}I, IlOBTOpHOe HCilOllh30BaHHe 

3anpeII1eHo. 

He HCIIOllh30BaTb, eCJIH repMeTl:[qHOCTh HH..lJ.HBH..lJ.YaJihHOH yrraKOBKH 

HapymeHa. 

He IIO,[IBeprall:Te MoqerrpHeMHHK B03.lJ.eHCTBIUO opraHl:[qeCKHX 

pacTBop~Teneii, HJIH crrHpTOco.11.epJKaII1HX lKH..lJ.KOCTeH. 

Eepeqb MOqerrpHeMHHK OT II0Bpe~eHHH H3-3a B03MOJKHOCTH II0TepH 

repMeTl:[qH0CTH. 

He II0..11.BepraTb HallOJIHeHHblH MoqerrpHeMHHK CHllhHOMY ,[laBJieHHIO. 

Onacauae a3.r.enHH 

MoqerrpHeMHHK HOJKHOH rrpe.z:1cTaBJIHeT co6oif CTepHllhHhIH m6KHH 

IIJiaCTHKOBbIH MemoK, KOTOpbIH IIpHCOe..lJ.HHj[eTCH K MoqeBOMY KaTeTepy HJIH 

MoqeBOMY KaTeTepy THIIa rrpe3epBaTHB ~ c6opa BhJ..lJ.eJieHHOH I13I1HeHTOM MOql:[ H 

q>HKCHpyeTCH c IIOMOJUI,IO peMHeH Ha Hore rran:HeHTa, qTQ o6ecrre'IHBaeT 

M06HllhHOCTh rra11HeHTa. l13..0.eJIHe HMeeT cnycKHOH KJianaH (3aBHH'IHBalOII1HHCJI 

HJIH HaJKHMHOH). l13..0.eJIHe ~ 0.lJ.HOpa30BOro HCITOJih30BaHH}I. 

\..2 

~
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I- YHHBepcam,HE.Iit 3all1HTIILIH KonnaqoK 

2- YHHBepcam,HLIH coe)lHHHTenLHLIH KOHHeKTOp 

3- IlpHBO)lHaJI TPy6Ka 

4- PeMemoK 

5- MemOK 

6- AIITHB03BpaTHLIH KnanaH 

7- 3aBHHqHB3IOIIU{HCJI (HalKHMHOii) KnaDaH 

8- KpenneHHJI 

2~ 

PHCYffOK 1 - CxeMa MO'leIIpHeMHHKa HOlKHOro 

MaTepaan 

MoqerrpHeMHHK HOJKHOH H3roT0BJieH H3 pa3peIIleHHhIX K rrpHMeHeHHIO B 

Me..O.HI1HHe MaTepHaJI0B. MaTepHaJibl H3rOTOBlleHH}I npe.[ICTaBJieHhl B Ta6JIHije 1. 

Ta6JIHl!_a 1 

No HaHMeHOBaHHe MaTepHan 

1 YHHsepcaJihHblH JaIIIHTHbJH IloJIH3THJieH PY-337 

KOJIIIa'I0K 

2 YHHBepcanhHblH IIBXSG-3 

coe,[IHHHTeJihHblH KOHHeKTOp 

3 IlPHBO..lJ.HaH TPy6Ka IIBXSG-3 

4 PeMeIIIOK IloJIH3q>HpHOe BOJIOKHO BHR-
001 

5 MemoK IIBXSG-3 

6 AlrrHB03BPaTHhIH KJianaH IIBXSG-3 

7 3aBHH'IHBalOII1HHCH KJianaH IIBX.SG-3/ noJIH3THJieH PY-337 

8 Kpenne= AEC - nnacTHK OSD-0180 

-, 



TexHnqecKaH cnenmJ,nKannn, o6JUne TexunqecKne .[laHn1>ie 

TexHHqecKHe xapaKTepHCTHKH MoqerrpHeMHHKa HO)KHOro rrpe.[ICTaBJieHhl B 

rn6JrnQe 2. 

Ta6JmQa2. 

OfrheM Jlyep coe.[IHHeHHe ,LVIHHa npHBO.[IHOH 

MelllKa, MJI, He MeHee TPv6KH,CM 

500 10:100 28,0±1,0 

750 10:100 28,0±1,0 

,lviaMeTp rrpHBOJ:IHOH Tpy6KH 2:5 no IIIKaJie lllap1,epa (Ch/Fr). YcHJIHe .[IJlJI 

OT.[leJieHID! mo6oro KOMIIOHeHTa, HMeIOI11ero IlOCTOll:HHOe COe.[IHHeHHe c 

KaTeTepoM 

Ta6JIHQa 3. 

He MeHee YKa:3aHHoro B Ta6JIHQe 3. 

2. 

Pa:3Me 1 MM MHHHMaJibHOe YCHJIHe, H 

I. 
2. 

3. 
4. 

5. 
6. 

7. 

3KCnJIYaTannn/nopH.[IOK pa60T1>1 

BblflYTb MoqenpHeMHHK H3 CTepHJibHOH yrraKOBKH 

CHHTb 3alllHTHblH KOJirraqoK C KOHHeKT0pOB 

20 

Coe.[IHHHTb KOHHeKTop MOqerrpHeMHHKa C KOHHeKTOpOM KaTeTepa 

IlpHKpeIIHTe K KpOBaTH HJIH Ha 6e,l:lpe rraQHeHTa 

Y6e.[IHTeCb B TOM, qTo Tpy6Ka He rrepeKpyqeHa, CJIHBHOH KpaH 3aKpblT. 

MoqerrpHeMHHK He .[IOJI)KeH rreperroJIHll:TbCll:. Heo6XO.[IHMO orropO)KHHTb 

M_0qerrpHeMHHK rrepe.z:1 TeM, KaK Moqa IIO.[IOH.[leT K aHTHB03BpaTHOMY 

KJiaIIaffY 

qT061,1 OIIOpo)KHHTb MoqenpHeMHHK Heo6XO.[IHMO 0TKpbITb CJIHBHOH KpaH. 

8. Y6e.[IHTeCb B TOM, qro KpaHHK Ha,D;e)KHO 3aKpbIT IIOCJie roro, KaK MelllOK 

61,m orropo)KHeH. 

IlpHJIO)KettHe 3 

HaHMeHoBaHne: «MoqenpHeMHHKH Me.[IHQHHCKHe 0.[IHOKpaTHOro npHMeHeHHH 

Inekta» 

BapHaHT HCIIOJIHeHID! «MoqenpHeMHHK rremraTpHqecKHH» 

IloKalaHHH K npeMeHeHHIO: ,LVIH c6opa MOql{ y HOBopo)K.[leHHbIX tt .[leTeH, 

KOTOpbie He M0ryT KOHTpoJIHpoBaTb MoqettcrrycKaHHe, ,ll,Jlll: IIOCJie.z:1YIOI11ero 

.[IHarnocTHqecKoro attaJIHJa. 

IlpoTHBODOKalaHHH: rttnepqyBCTBHTeJibHOCTb rraQHeHTa K K0MIIOHeHTaM 

H3,ll;eJIIDI. 

Ilpe.[lynpe~eHHH! J13.z:1enHe OJ:IHOKparnoro npHMeHeHIDI, IIOBTOpHOe 

HCII0Jib30BaHHe 3anpeJUeH0. 

He HCIIOJib30BaTb, eCJIH repMeTffqHOCTb HH.[IHBH.[lyaJibHOH yrraKOBKH 

Hapyrn:etta. 

He no.z:1eepraii:Te MoqenpHeMHHK B03.[leikTBHIO oprattttqecKHX 

pacTBOpHTeJieH, HJIH CIIHpTOCO.[lep)KalllJfX )KH,[IKOCTeH. 

Eepeq1, MoqenpHeMHHK OT noepe)K.[leHHH H3-3a B03MO)KHOCTH IIOTepH 

repMeTttqHOCTH 

He IlO.[IBepraTb HanOJIHeHHblH MoqerrpHeMHHK CHJibHOMY .[laBJieHHIO. 

1. OnHCaHHe Hl.[leJIHH 

MoqerrptteMHHK ne,[IHaTpHqecKHH rrpe.[ICTaBJill:eT co6oii: CTepHJibHbIH rn6KHH 

rrpo3Pa'IHblH IIJiaCTHKOBbIH MeIIIOK C rrpHKJieHBaIOIIIHMCll: KpaeM ( q:,opMa 

rrpHKJieHBaIOJUeroc,i: Kpall: 3aBHCHT OT IIOJia rraQHeHTa), npe,wia:3HaqeHHbIH .[IJlJI 

rrpHKpeIIJieHIDI K KO)Ke BOKpyr IIOJIOBbIX oprattOB .[IJlJI c6opa MO'IH y 

HOBOpO)K.[leHHbIX/)J;ereH. OH He HMeeT OTBepCTHll: ,ll,Jlll: CJIHBa MO'IH " o6bNHO 

rrpHMeHHeTCll: IIpH OT6ope rrpo6 ,ll,Jlll: 6HOXHMHqeCKHX, QHTOJiornqecKHX WHJIH 

6aKTepnonoruqecKHX HCCJie.[IOBaHHH. 3-ro H3)J;eJIHe o,wiopa:30B0ffi HCIIOJib30BaIIHll:. 
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PHCYHOK 1 - CxeMa MoqerrpHeMHHKa rre,11.HaTPHqecKOro 

MaTepuaJI 

MoqerrpHeMHHK rre,11.HaTPJ,!qeC~H H3roT0BJieH H3 pa3pellleHHh!X K npHMeHeHHJO 

B Me,11.HQHHe MaTepHaJI0B. MaTepHaJihl H3roTOBJieHHJI IIpe,11.CTaBJieHhl B ra6mru,e 1. 

Ta6nm~a l. 

No HaHMeHOBaHHe MaTepHan 

l HH.n.HBURVaJihHaJIV!IaKOBKa ITonmTHJieH F-Y240 
2 MelllOK PEF - II0JIH3THJieH FC 18N 

3 JlHIIKHH cnoii q>HKCHpyioiu:ero B0,11.opaCTBOpHMOe K0JIJI0H,11.H0e 

YCTP0iiCTBa eeiu;ecTBo rrpoH3BO.D.CTBa Wuxi 
Mingqi Packaging Materials 

Factory, China 

•.· 

TeXHH'UlCKaH cneu:mt,HKaU:HH, o6iu;He TeXHH'leCKHe ,11.aHHLle 

TeXHHqecKHe xapaKTepacTHKH MoqenpHeMHHKa ne,11.HaTpJ,!qeCKoro: 

OfueM MeIIIKa He MeHee l 00 MJI HJIH He MeHee 200 MJI. 

MoqenpHeMHHK ne,11.HaTPHqecKHii M0JKeT 6h!Th YHHBepcanhHhlM, .D.JU1 

MaJih'IHK0B a ,11.JIJI ,11.eBoqeK, pa3JIJ,!qaJOin:HeCJI MeJK.D.Y co6oii TOJihK0 q>OpMOH 

npaKJieHBaIOiu;erocJI KPall-

2. 3KcnJiyaTan:uH/nopJ1.D.OK pa6oTbl 

l. Bh!HhTe M0'lenpHeMHHK H3 CTepHJihHOH yrraK0BKH 

2. CHHMHTe 3aiu;HTHhlii CJIOH C rrpaKJieIrna101IIeii !I0BepXH0CTH. 

3. flpmcpenHTe M0qenpHeMHHK K II0JI0B0M)' opraey pe6eHKa (y MaJihqHK0B 

II0MecTHTh M0lll0HKy BHYTPh Mo_qenpHeMHHKa). 

4. flocne c6opa M0qH CID!Th M0<re!IpHeMHHK, cpe3aTh yroJI0K MellIKa H CJIHTh 

M0qy B eMK0CTh, rrpe,11.Ha3HaqeH!i)'JO .D.JUI c6opa MaTepHana ,II.ml 

,11.HarH0CTHqecKoro HCCJie,11.oBaHHJI 

l 

_...I 



IlpmIOJKeHHe 4 

Ilepe'leHb CTaH){apTOB 

IlpoH3BO){CTBO MK HMeeT cepTmpmu1posaHJry10 cHcTeM)' MeHe,n;JKMeHTa 

KaqecTBa, qyo rromsepJK,n;aeTcg CeprnqmKaTOM ISO 13485:2012 H rroJIHOCTbIO 

cooTBeTcTByeT rpe6osaHHj!M Esporreii:cKoii: ,[(HpeKTHBbl 93/42/EEC 

CTall,!laDT HauMeuoeauue 
MDD 93/42/EEC )J,HpeKTHBa 93/42/EEC OT 14 HJOHJI 1993 r. IIO BOIIpocy 

Me,IIHQHHCKOro 06opy,noeattHJ1 IIpHJIOll<eHHe I IIYHKT 13 H 

IlPHJIOlKeHHe V 
EN ISO 14971 IloHMeHeHHe vnnaeneHHJI OHCKaMH K Me):IHUHHCKHM VCTPOHCTBaM 

EN ISO 13485 M3,11enHJ1 MeAHUHHCKHe-CucreMhl ynpaeneHHJI Ka'ICCTBOM-

Tne6oBaHIDI K oervmmoBaHHIO 

DINEN62366 MeAHUHHCKHe H3,11enHJ1-Mcrron1,30BaJ1He re,rnonornil IIO 
IIOHMeHHMOCTH K MeAHUHHCKHM H3):lenHJIM 

EN ISO 10993 MeAHUHHCKHe H:menIDI. OuettKa 6HOJIOfH'JeCKOro ):ICHCTBHJI 

MCJ:IHUHHCKHX HJACJIHH 
1Iacn, I OueHKa H ttccne.z10BattHJ1 

qaCTI, 2 Tpe6oBaHHJI K 06pa.II1CHHIO C lKHBOTllhlMH 

~ 5 Mcm.rrattHJI Ha UHTOTOKCH'IHOCT!,: MeTO,!lbl in vitro 

qaCTL 7 Ocraro'IHoe COAeplKattHe 3THneHOKCll,!la rrocne crepHJIHJaQHH 

qacn, 10 Mccne):IOBaHIDI PaJAPalKaIOIUero H CeHCH6HJIH3HP)'IOIUero ACHCTBHJI 

qaCTI, 11 Mccne.z10BattHe 06IUeT0KcH'JecKoro AeiiCTBHJI 

qaCTI, 12 IloHmTOBJICHHe rrno6 H KOffTPOllbHble o6oaJUhl 

EN ISO 11135 CTepHJIH3aQHll Me;:\HUHHCKOH IlpoJ:IYKUHH - 3-mneHOKCll,!l 

qaCTL 1 Tpe6oeaHHJ1 K pa3pa6oTKe, Banll,!laUHH H TeKyIUCMY KOHTPOnlO 

rroouecca crePHJIH33l\HH MeAHUHHCKHX H3Aemrn 

DINEN868 MarepHanhl H CHCTeMbl ,!lllll YIIaKOBKH Me;:\HUHHCKHX H3;:\enHil, 

IIpe,!IHaJHa'JeHHblX ,!lllll crepHnH3aQHH 

qaCTI, 2 YrraKoBKa .!lllll crepHJIH33IUIH - Toe60BaHHJ1 H MeTOAhl HCIILITilllHil 

DIN 58953 CTepHnH3aQHJl-06ecrreqettHe crepHJILHoii IIOCTaBKH 
qaCTI, 8·· JiornCTHKa CTepHllbHblX MC,IIHUHHCKHX HJACJIHil 

EN ISO 11607 YIIaKOBICa Me,IIHUHHCKHX H3,lleJIHff, IIO,!lllelKaIUHX q>HHHIIlHOH 
CTepHlIH3aQHH 

qacn, 1 Tpe60BaHHJI K MlITepHaJiaM, 6ap1,epHLIM CHCTeMaM ,!lllll 

crepHnH33IUIH H ynaKOBO'IHhlM CHCTCMaM 
qacn,2 Tpe6oBaHHll K BllJIH,!laUHH rrpoueccoB ·qiopMHpOBaHHJI, repMeTH33IUIH 

Hc6opKH 

EN ISO 7886-1 lllrrpHUb! HHl,CKilHOHIIble 0,!IHOKparnoro IIpHMeHeHHJI CTepHnblibIC 

EN ISO 550-94 CTepHJIH3aQIDI Me,IIHUHHCKHX HJ,!lemrn. IloATBeplK,!leHHe T regyIUHil 
KOHTDO)II, fa30BOH CTeOHJIH3aQHH OKHCblO 3THileHOKCH):la 

GB18279-2000 MeAHUHHCKHe rrpu6ophl. BanHAaQHH H regyIUHit KOUTpOllb 

CTeOHnHJaQHH OKHCblO 3TBJieHa 

MeAHUHHCKHe IIpH6opbl. rpaq>H'ICCKHe CHMBOJII,I, HCIIOnLJYCMhle 

BS EN980 IIPH MaPKHOOBKe MC.!IHIUIHCKHX vCTnoiiCTB 

DINENI041 MmJiopMaQHJI IIOAfQTaenHBaeMal! H3fOTOBHreneM <coIIPOBOlK,!laIOIUal! 

~ 

I 

Me;:\HQHHCKHCHJ;:\ellllil) 

EN ISO 14155 KnHHH'IeCKHe HCCJIC;:\OBaHHJI MCAHUHHCKHX H3,!ICJIHH ,!lllll JIIO):leii -

Ha,!lllClKaII\al! KnHHH'ICCKal! IIPaKTHKa 

YY0033 - Ha,!lllelKaIUal! IIpaKTHKa IIpOHJBO,!ICTBa crepHnbllblX MCAHUHHCKJ:!X 

HJ,!leJIHH 

ISO 8669-2:1996 MoqerrpHeMHHKH. qaCTb 2. Tpe60BaHHll H MeTOAhl HCilblTilllHH 

2007/47/EC )J,HpeKTBBa IIO Me):IHUHHCKOMY o6opyAOBaHHIO 

GB 15593 IlnacTHq>HIUlpoBaHHhlH IIOnHBHHHnXnOpH,!1, HCIIOJILJYCMhlH ,!lllll 

IIpH6opoB rreperrHBaHHJI KpOBH 

j 
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