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HNHCTPYKUOUS 1O IPUMEHEHUIO
MEJULIUHCKOI'O U3JEJIUS
«30HJ TMHEKOJIOT MYECKHAW TUATHOCTUYECKUIA
OJTHOPA30BOI'O MPUMEHEHW S, CTEPUJIBHBIM
TUIT D-1, HUTOWETKA HEPBUKAJIbHA S1»
Perucrpanuonnoe ynocrosepenne B Poccuu:
1 Haznadenue: 30H/ THHEKOJIIOTHICCKHN THATHOCTHIECKUH OTHOPA-
30BOTO TMPHUMEHCHWS, ¢TepribHbIi Tun D-1, muromeTka nepBUKaib-
Hasl (mayee 30H[), TPSOHASHATEH /U B3ATHS KIETOYHOTO M OHOJIO-
THYIECKOTO MaTepralia co BeeH MOBEpXHOCTH MEHKH MAaTKH U U3 Liep-
BHUKAJIBHOTO KaHalla Uil IUTOJOTHYCCKUX U OaKTEPHUOIOTUIECKUX
HCCIIeIOBAHUH.
2 Onucanue U3Ieans:
Wznenne mpencraBisier coOol OJHOCTOPOHHMM 30HM, OJMH KOHEI
KOTOPOTO sIBIsIETCS pabodnM. 30H] COCTOUT M3-TIIACTMAcCOBON pyd-
K1 OEJIoTo MITM CHHETO IBETa, M3TOTOBICHHOH N3 MOJMIPOIIIICHA, Ha
JMCTATGHOM KOHIIE KOTOPOH pacroyiokeHa pabodast MacTb BaBHIC
(dopMe epmmKa co CHHPANBHBIM PACIIONOXEHHEM BOPCHHOK, M3To0-
TOBJICHHBIX 3 IoJHamMuIa 66 1 Hepxaseroniel crammi. Konen epum-
Ka CHa0)KeH MONMMEPHBIM MIAPUKOM ISl oOecrieyeH s aTpaBMaTid-
HOCTH IIUTOIIETKH, U3TOTOBIEHHOTO U3 IIOKCHAHON cMOIBL. Pabouast
YacTh MOXKET OBITh COTHYTa HOJ JIIOOBIM YIJIOM IO OTHOIICHHUIO K
PYKOsITKE. DTO ITO3BOJISIET aJallTHPOBAaTh MHCTPYMEHT B 3aBHCHMO-
CTH OT aTOMHYECKHX OCOOCHHOCTEH 30HBI, C KOTOPOH BBINOJHSIET-
sl B3THE MaTepHaa.
30H] yIaKOBEIBAaeTCSl B MHIMBHAYAJIbHYIO YHAKOBKY, ITPEACTABIIIO-
Iy CO0OH CTEPWIIBHBIA JBYXCTOPOHHHH ITaKeT, M3 COEIUHEHHBIX
MeXTy coboi Oymaru W rureHKH. M3nennsi B MHAWBUIYAIBHBIX yTIa-
KoBKax B kosmdectBe 100 MITYK yKIIagpIBalOTCS B TPYIIIOBYIO yTia-
KOBKY - KapTOHHYIO KOpOoOKy. B rpymnmoByio yrmakoBKy BKJIaJbIBaeT-
sl THCTPYKIWSA 110 IPIMEHEHHIO B KonmdecTse | . ['pynmosas yma-
KOBKa B KoimdecTBe He Oosiee 50 IIT. mOMeIIaeTcsi B TPaHCIOPT-
HYIO Tapy — ro)pupOBaHHYIO KapTOHHYIO KOPOOKY.
Wznenne He COmEpKUT B COCTaBE MAaTEPHAIOB JKHBOTHOTO IIPOHC-
XOXKACHHsI, JIEKApPCTBEHHBIX BEIIECTB W IPOU3BOJHBIX IIPOTYKTOB
KJICTOK M KPOBH YeJIOBEKa, HE OKA3bIBaeT BIMSHHS HE PEIPOLYKTHB-
HYyI0 (QYHKIHIO.
BHemHuit BUI 30H1a IPUBEIEH Ha pUCYHKeE 1.
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Pucynox 1 BHemnuii Buz 30512

laGapuTHbIe pa3Mepsl 30HAa: oOmias mHa — 195 + 5 MM, anuHa
paboueit yactu — 22 £ 5 MM, quamerp paboueid yactu — 7 £ 2 MM,
Hapy>XHbIM auamerp pyuku — 3 + 1 MM, JuinHa pydku — 173 £ 5 Mm
JMaMeTp MOJIMMEPHOro mapuka — 2,2 £ 1 MM, BbIcOTa KyCTOB BOPCH-
HOK - 4 £ 0,2 MM, KOJIMYECTBO KyCTOB BOPCHMHOK — 950+100 mT.,
Mmacca — He Ooxee 1 T.

W3penue ycToiunBo K BO3AEHCTBUSM OHOJIOTMYECKHX JKHIKOCTEH U
BBIZICTICHUI TKaHEH OpraHu3Ma, ¢ KOTOPHIMU OHU KOHTAKTHUPYIOT B
npolecce 3KCIuTyaTanyu. IToBepXHOCTh 30HAa YHCTasi, HE UMEET T10-
CTOPOHHUX  YaCTHI, TpEIIHH, 3ayCEHLEB U  PaCCIOCHUI.
30H1 BbIMyCKaeTcs CTepuibHbIM. CTepuin3alus ¢ HNPHUMEHEHHEM
STUJIEH OKCUJA.
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Bepcus 2.2

JnutenbHOCTh NPUMEHEHHs - KpaTKoBpeMeHHoe (He Ooniee 1 MuH.).
Bup xoHTaKTa ¢ OPraHU3MOM - KPaTKOBPEMEHHBIH KOHTAKT C MOBpe-
XKJICHHBIMA WM MOABEPKEHHBIMHU ONACHOCTU MOBPEXKICHUS CIH3U-
CTBIMHU 000JIOUKaMH.

W3nenne 0IHOKPAaTHOTO NMPUMEHEHUsS - TIOBTOPHON CTEPIIIM3AINU H
JIe3nHGEKINH He TOUIeXKHUT. [ociie NCnonp30BaHus OUICKHUT YTH-
JIM3ALHH, CM. TyHKT 11 «YTrmmsanmsy.

Buumanmue!

H30enue npeonasnaueno 0na npuMeHeHUs moabKo Keanuguyupo-
GANHBIM MEOUUUHCKUM REPCOHATIOM 6 YC/I06UAX CREUUAIUUPOGAH-
HBIX JIeYeOHBIX UNU J1e4eOHO-NPOPUIAKIMUYECKUX MEOUUUHCKUX
yupexcoenuii. He noonexcum noemopnomy npumeHneHuio.
Ilepeo ucnonvzosanuem npoumume HACMOAULYIO UHCIPYKUUIO

3 [Moka3aHusi K NPUMeHEHHIO

HeobxomiMocTh B3THS KJIETOYHOTO M OMOJIOTHIECKOT0 MaTepHaa ¢
MOBEPXHOCTH MEHKN MaTKU M M3 LEPBUKAITGHOTO KaHala JUIsl IUTO-
JIOTHYECKHUX U OaKTEepHOJIOTNIECKHUX MCCIIIOBAaHNI B paMKaX IpoQH-
JIAKTUKH, TPU TI0I03PEHHH Ha THHEKOJIOTHYECKYIO MaTOJOTHIO, MPH
IIOZIO3PEHHN  Ha  OHyXoJdb 10  pe3yiabTraraM  OCMOTpa
u Y3U meikn MaTKy, BUJUMBIE H3MEHEHHUS IBETA M CTPYKTYPHI JIIH-
TEJVSH, OpraHa, HapyImeHHSX MEHCTPYaJbHOTO IMKIAa (M3MEHEHHUS
XapakTepa 1 KOJIYECTBA BBIICJICHNUIT), IPH MPOSIBICHUN CUMIITOMOB
3apaxeHnst BIIY vy reHuTansHOTO reprieca, KPOBSIHUCTBIC BBIENE-
HUSL HOCTEe HHTHMA, 9pO3Hsl IEeWKN MATKH, IaTOJIOTHYecKoe paspac-
TaHHe YHIOMETPHSE; BOCTIAJICHUE CIIM3HCTHIX 000JI0YEK BIIarayivma u
MaTKH, KPOBOTEUEHHS ITOCIIe HACTYIUICHUS KJIMMaKca, BHEMAaTOYHAs
1 3aMepinas 0epeMeHHOCTb.

CockoOBl TPOBOJIAT /IS BEISIBJICHHS ITPUYUH OECIUIOANS, TIPH MOATO-
TOBKE K OEpPEeMEHHOCTH, Y KEHIIWMH, poauBIINX 110 18 jeT, marueHT-
KaM C/BHPYCOM MMMyHoAe(HINTa YeMOBeKa, Y MaI[EHTOK C OTSIrO-
[IEHHOW /HAaCIEICTBEHHOCTHIO 1 Y JKECHIINH, KOTOPBIE POKaH 2 pas3a
3a ocieanue 4-pe roza.

4 IlpoTuBoONOKa3aHUS

- MEHCTpYyaJIbHBIE KPOBOTEIEHMS;

- JIMXOPaZouHOE COCTOSHME/ OCTPBIA BOCHAIMTEIBHBIN ATpoliecc B
OpraHu3Me, He CBsI3aHHbIM¢ MOYETIONOBOM CHCTEMOI];

- COCY/IUCTBIE MATOJIOTUH (TI0XasL.CBEPTHIBAEMOCTh KPOBH);

- 6GepeMeHHOCTB 10 22 HeNeny;

- IEBCTBEHHOCTb;

- BOCHAJIMTEIIbHBIC 3a00JICBaHNs BIarayuila ¥ MEeWKd MaTKu (KOJb-
ITUT, LIEPBHLINT);

- nH(eKIMOoHHbIe 32001eBaHNs KOXKH B 00JIaCTH BBEACHHS 30H/1,;

- 3y, Chlllb, HETIPUATHBII 3amax, BbIACIECHUS U3 LEPBUKAIBLHOIO Ka-
HaJa;

- BO BpeMs MpPOBEICHHS JICUCHUS OT TI'CHHTAIBHOW HH(EKIHH;
- B TeyeHue 48 yacoB MOCIE MOJOBOIO KOHTAKTa, UCIOJIb30BaHUS
TyOpUKaHTOB, pacTBOpa ykcyca win JIorosi, TaMIIOHOB WIIU CIiep-
MUIUJIOB, CIIPUHIIEBAHUs, BBEICHHE BO BJIATaMINE MEIUKAMEHTOB,
CBeueil, KpeMOB, TelIUil 1 KPEeMOB Ul YJIbTPAa3BYKOBOI'O HCCIIEI0BA-
HUSL.

Ocobvle cnyuau npumenenun:

- cIletyeT coOII0aaTh 0COOYI0 OCTOPOKHOCTH MPU MPUMEHEHHH B
ciiydae GepeMEeHHOCTH MAlUeHTKH.

- pHu padoTe ¢ MEAUIMHCKUM H3JeNUEeM MOJIb30BaTeIb JODKEH pa-
00TaTh B MEAUIIMHCKUX PE3UHOBBIX MEPYATKAX.
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Mepui npedocmoposcnocmu:

- 3anpeleHo MOBTOPHOE IPUMEHEHHE.

- 3anpelieHo IPUMEHATh NPU HAPYIIECHUH LIEIOCTHOCTH MHIUBUIY-
aNbHON YIIAaKOBKHU.

- 3ampenieHo NPUMEHSTh T0cTe HCTeYEH s CPOKa F'OIHOCTH.

- 3anpeneHo NPUMEHATh IPH HATWYUH HOBPEKACHUI.

- Ilepen ncronbp3oBaHUEM MIPOUYTUTE HHCTPYKIUIO IO IPUMEHEHHUIO.
Brumanue! 30n0vl He 0ondicHbl co30asams yepo3vl MpagmMamusa-
Yuu CIU3UCMbIX 000104€eK NPU HEOCIMOPONHCHBIX OBUNCCHUAX PYKU.

5 Io6ounble 3 deKThI

- TpPU HECOONIOACHUH YCIOBUH M croco0a MPUMEHEHHS 30HIOB
BO3MOYKHO MH()UIIMPOBAHKE TKAHEH MOYEIIOIOBOH CHCTEMEI

- IIPY HEOCTOPOXKHOM IPHMEHEHHH 30HIOB BO3MOXHA TPaBMaTH3a-
IS CITM3UCTOH 000JI0UKN OPTaHOB U TKAHEH.

Boszmosicuvie ocnoscnenun:

OCnoXKHEHUsI TIOCIe B3ATHSA KIETOK M3 LEPBUKAJIBHOTO KaHala U
IIEHKY BO3HUKAIOT PEAKO, OJHAKO MX MPU3HAKU HEOOXOIMMO 3HATH,
9TOOBI BOBPEMS 0OPAaTUTHCS K THHEKOJIOTY.

BocnanurensHbIi TIpoIiece B HOJIOBBIX ITyTSAX WIN OPIONIIMHE BBI3BI-
BaeT MAaTOJOTMYECKUE BBIETICHNS, YCHICHHE KPOBOTEUEHHS, CHIIb-
HBIE OOJIN BHU3Y KHUBOTA.

Bricokoe BHYTpHMAaTOYHOE JABJICHHE MMEET MPU3HAKU MOSBICHUE
TSHYIIUX OOJICH B MaJIOM Ta3y, CIIa3Mbl B OPIONIHOMN 1TOJIOCTH, 60ITh
1 BBIJIETICHHS TIOCTIE CeKca.

Maro4Hoe KpOBOTE€UEHHE COMPOBOXKIAETCS OOMIBHBIMHU BBICIECHH-
SIMH, TIOHIDKEHHEM apTepUaIbHOTO JaBJIeHHs, CI1aboCTh, TONIHOTA.
Jlehopmaryist MaTOYHOTO Tena.

OCnO)XKHEHUsI XPOHMUYECKHX 3a00JI€BaHUH YPOTEHUTAIBHOH CH-
CTEMBI.

6 Ucnosb3oBanne u3aenst

Ocobennocmu e3amus cockooa:

Hcronp3yroT TOJBKO CyXWe W CTepUIbHBIE WHCTPYMEHTH. AHTH-
CETITHKH, Yy)KEePOJHbIE MHUKPOOPTaHU3MBI BIMSIIOT Ha MHKPOQIOpY
BJIaraJIiIlla M COCTOSHUS KiIeToK. bromarepman 3abupator 1o mpo-
BEJICHNS JBYPYYHOT'O HCCIIEAOBAHUS TTOJIOBBIX ITyTEH M KOJIBIOCKO-
mud. sl mosydeHus Hy)KHOTO KOJIMYECTBA KJIIETOK HCIOJB3YIOT
crienranbHble IEeTKH. buomarepran cockabiInBarOT ¢ TIOBEPXHOCTH
IIIeeYHOro KaHata M HapyXHoro 3eBa. Ecimu mpu ocMotpe oOHapy-
JKCHa I1aTOJIOTHs LIEHKM MaTKh, TO 3a00p KIETOK OCYIIECTBISIOT
npuuensHo. Metonom Ouonicuu GepyT cocko0 ¢ TOBEPXHOCTH I1a-
TOJIOTUMECKOEO ovara. Y JKCHIIWH PEeNpOAyKTHBHOTO BO3pacTa Co-
ck00 st uroneruu 6epyt ¢ 10 mo 23 Hezxesto MEHCTPYalbHOTO
LUKJIA.

Pexomenoaytiu no no020mosKke K NRDUMEHEHUIO:

B nepuosa noaroToBKH efeqyeT OTKa3aThCsl OT: MHTUMHBIX KOHTaK-
TOB 3a 2-3 [Hsl, CIPUHIEBAHNS 3a 5-7 IHEH, UCTIOIb30BAHUS HHTUM-
HOHM KOCMETHKH (Telib, 1e3010PaHT,"MHTUMHas cMa3Ka) 3a 3-4 nHsd,
BBEJICHHE BarMHAJbHBIX aHTHCENTUKOB, (TabneTky, cBeun) 3a 7
JIHEH, IpreMa aHTUOMOTHKOB U FOPMOHAJBHBIX KOHTPALEITHBOB 32
10-12 gHelt, nyuie 0TKa3aThCsl OT aJIKOTOJISI MPeBECTH K MUHUMYMY
KypEHHE.

Pexomenoayuu nocne npumenenus npoyeoypul:

B nepuon ve menee 20 qHel Henb3s 3aHMMAThLCST CEKEOMY TOAHUMATH
TSDKECTH M AKTUBHO 3aHUMAThCs CIIOPTOM, IOCEMaTh Oanwy,
cayHbl, IPMHUMAaTh TOPAYYyI0 BaHHY, Kynarbcsi B OacceilHe Wi B
OTKPBITOM BOZIOEME, IMPOBOAUTH CIPHUHIIEBAHUE, IIOJIL30BATHCS
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THEACHUYECKUMH TaMIIOHAMH, HCIIOIb30BaTh MHTHMHBIC TelH, J€3-
OZOPAHTHI, AaHTUCENTUKH.

Pruraennueckne mponexypsl MPOBOIT TOJIBKO IO AymreM 2-3 pasa B
cyrkmyB Tederinn 5-10 mHEH XKEHIMHY MOTYT OECIIOKOHUTH Cla0ble
6on/B Q0OIACTH TeHUTANHI, TTO3TOMY PEKOMEHIOBAHO CHU3HTH (BH-
3W9ECKHe, Harpy3ki., [locie cockoO0B BO3MOKHEI KPOBSTHUCTBIE BBHI-
JIeNIeHUSL{TIOCKOIbKY TIPOLIETypa MOKET TPABMHUPOBATH COCYIbI.

Ecnm y manmeHTa HET OCTQ)KHEHHH, Bce MPOXOAMT Tocie 3-5 mHel
0e3 JreueHusI.

ITopaooxk pabomol. cnonpzosanue uzoenus no HA3HAYEHUIO.

30H] TOCTaBISIETCS CTEPHIBHBIM M ITPeAHA3HAYCH TOJBKO I OHO-
Pa30BOTO HCIIONB30BaHMS. B TedeHwe,Cpoka TOIHOCTH, YKa3aHHOTO
Ha yNAaKOBKE, W TIPH COONIOACHHUH “YCIOBUH APAHCIIOPTUPOBAHUS H
XpaHEHHUS N3/eNNe COXPAHIET CTEPHITLHOCTE,

BHUMAHHUE! nru HAJIMYNA HOBPEXIEHUA
YINAKOBKM WJIM IIOCJIE HCTEYEHHUA » CPOKA
roAHOCTH UCITIOJIb30OBAHME 30HJA 3ANTPEHIAETCS1!
BHUMAHHUE! YIIAKOBKY 30HJA BCKPBITh MHEHNO
CPEJACTBEHHO INIEPEJ NCITIOJIb30BAHUEM.

[IpoBepuTh 1ETOCTHOCTH YIMAKOBKH W CPOK TOJHOCTH HM3IEIHS: IPH
HapyIICHWH YIAKOBKH, W3ZENWe MOMICKHUT yTmwim3anud. Hanets
CTepHIIbHBIE METUIMHCKHIE IIepUaTKy MOCIe MpeIBapUTeIbHOH 00pa-
OOTKH pyK PacTBOPaMH aHTHCETITHKOB.

Crioco0 mprUMEHEHHS:

1) AKKypaTHO BCKpOIiTe yIIaKOBKY, U3BJICKUTE 30H[, HE HApyIIas ero
CTEepPUIBHOCTb.

2) BeeauTe 30HA B IEpBUKAIBHBIN KaHAIL.

3) MesieHHO MMOBEpHHUTE 30HA B 00€ CTOPOHBI IO JIBA MOJHBIX 000-
POTa 1O U IPOTUB YaCOBOMU CTpEIIKE.

4) U3Bnekute 30HA ¥ IEPEHECHTE OWONOTHYECKUH MaTepual ¢ Io-
BEPXHOCTH 30H/Ia Ha PEIMETHOE CTEKJIO (pHC.2).
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5) [Ipn HEOOXOMMMOCTH HalpaBbTE MaTepHai B TaOOPaTOPHIO.
6) Vcrionb30BaHHbIH 30H/T TOUISKHUT YTHIN3AINH.
8 KommuiekT nocraBgu
Kaxplii 30H1 ynakoBaH B WHIMBUAyaIbHYIO YIIAaKOBKY B KOJIHYe-
ctBe 1 . M3nenus B MHAMBUYalIbHBIX YIIAKOBKAaX OJHOTO BapUAHTA
HCIIOJIHEHHUS, a TaKXKe OJHOW IPOU3BOACTBEHHOW MApPTHM, B KOJU-
yectBe 100 mMTyK yKJIaablBarOTCs B IPYIIOBYIO YHAakoBKy. B rpyn-
MOBYIO YNAKOBKY BKJIAJBIBAETCS HMHCTPYKLIUS 1O HPHUMEHEHHIO B
KonmmyecTse 1 mr.
KommuiekT noctaBku u3Jea1i B TPYNIIOBON YIIaKOBKE BXOINT:
30HJ THHEKOJIOTMYECKUH JMarHOCTHYECKUH OAHOPAa30BOTO IIpU-
MEHEHHS, CTEPUIIbHBIH:
- tun D-1, nurorerka nepsukanbHast - 100 mr./ym.;
- UHCTPYKIMS 110 IPUMEHEHHMIO - 1 mT.

Bepcus 2.2

9 YcioBus OKpY:Kaloleil cpeabl NP TPAHCNIOPTHPOBAHMH, Xpa-
HEHWH H KCILTyaTaluu

JlomyckaeTcst TpaHCIIOPTUPOBATh H3JEIIE BCEMH BHIAMU 3aKPBITHIX
TPaHCIOPTHBIX CPEJCTB, B COOTBETCTBUH C INPAaBIJIAMH IIEPEBO30OK
TPy30B, ICHCTBYIONIMMH Ha JaHHOM BH/IE TPAHCHIOPTA.

Ycnoeus mpancnopmuposanun

Temneparypa oxpyxatomeii cpenst: ot - 10 °C mo +40 °C;
OTHOCHUTENBHAS BIAXHOCTD HE TOJDKHA MpeBbImath 80 %.

Ycnoeun xpanenus

W3nenust HEOOXOANMO XPAaHUTH OTAETBHO OT BEMIECTB, BBIICISIONINX
TIaphbl ¢ PE3KHM 3aM1axoM.

Temneparypa oxpyxatomeii cpenst: ot - 10 °C mo +40 °C;
OTHOCHUTENBHAS BIAXHOCTD HE TOJDKHA MPeBbImath 80 %.

Ycnoeus npumenenun

Wznenue ycTod4MBO K KIMMAaTHYECKUM BO3JCHCTBHAM B IPOLIECCE
9KCIUTyaTalliy TIPH BO3/ACHCTBHU TEMIEPATyphl BO3ayxa OT Iumoc 10
Jo mmoc 35°C.

10 Cpoxk rogHocTu

CpoKk TOJHOCTH -5 JeT ¢ JaTel
pHIIM3aIMy yKa3aHa Ha YIaKOBKeE).

11 Yunmzanus

Hociie Hemoap30BaHMS M3/IEITHE TTOUICKHUT YTHIN3AINH.

30H7pI, 3arpsA3HEHHbIE KPOBBIO /WM APYTUMH OHOJIOTMYECKUMHU
KHUOKOCTSIMH, OTHOCATCS K Ki1accy b 1 mocie npruMeHeHns TouIexaT
NIe3MHPEKINH /M YTWIN3aIMd B COOTBETCTBHH C JACHCTBYIOIIMMH
HOpMaMH 1 TipaBuiiamMu BicootBercTBuM ¢ CanlluH 2.1.3684.
VYmakoBka, u3zelnie: ¢ ACIEKIINM CPOKOM TOIHOCTH, HE 3arps3HEH-
HBIE KPOBBIO M/HIN APYTUMU OHNOIOTHYECKUMU JKUAKOCTSIMH, YTUIIH-
3UpPYIOTCS, BycooTBeTcTBUH € TpebosanusmMu CanlluH 2.1.3684, ot-
HOCSIIMMUCS K MEUIIMHCKIM OTXO/aM Kiacca A.

12 CBegeHusi 0 TeXHHYECKOM 00CIY:KHBAHUH, TEKYIIHUHA PeMOHT
Texanueckoe OOCTYKHBAHUE W PEMOHT U3 HE TIPEIyCMOTPEHEIL.
13 IlepeuyeHnb{CTaHIAPTOB, KOTOPBLIM COOTBETCTBYET MeIUIUH-
cKoe u3jenne

Wznenne coOTBETCTBYET “HPUBEICHHBIM HIDKE \MEXTyHapOTHBIM
CTaH/apTaM, KOTOpbIE 00ecTednBaloT 0e30MacHOCTh Bpada U Tali-
eHTa:

EN ISO 13485; EN ISO 15223-15 EN ISO 14971; EN ISO 10993-1;
EN ISO 10993-5; EN ISO 10993-7; ISO 10993s- 10; ISO 10993-11;
EN 556-1; EN ISO 11607-1; ISO 11135.

14 I'apaHTHH U3TOTOBUTENS

[Ipon3BoauTens rapaHTUPYET COOTBETCTBHE H3MENUS YCTAaHOBIICH-
HBIM TPEOOBaHUSM CTaHAAPTOB M JOKYMEHTAI[UM HPOU3BOAUTEIS
IIpU COOJIIOJICHUN YCIIOBUH TPAHCIIOPTHUPOBAHMS, XPAHEHUS, SKCILTY-
aTaIuH.

[Ipon3BoauTens HEe HECET OTBETCTBEHHOCTH 33 KaKOW-IIMOO Mpudn-
HEHHBIM ymep0 WIN MOBPEXAEHWS IPH HCIOIB30BAHUU H3ACNHS,
TI0Ka He Oy/IeT JOKa3aHa ero BHHA.

[Ipon3BoauTens He HECET OTBETCTBEHHOCTH 33 KaKOW-IIMOO Mpudn-
HEHHBIH ymep0 Wi MOBPEXICHNS, BBI3BaHHBIC HCIIOIB30BAaHUEM U3-
JIeNHsl TIOCNie MCTEYEHMSI CPOKa TOTHOCTH, YKa3aHHOTO Ha YIIAKOB-
Ke.

[Mpon3BoauTens rapaHTupyeT pabOTOCIOCOOHOCT M COXpAaHCHHUE
CTepPUIFHOCTH U3/CNUH B T€YEHHE BCETO CPOKa TOAHOCTH (5 JeT ¢

CTepwiM3anuu  (mara cre-
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JaThl CTEPWIM3ALUM) IpHU COONIONEHWM YCIOBHHM XpaHEHUS U
TPaHCIIOPTUPOBKH.

I'apanTHiiHBINH CPOK IOHOCTH COCTABJAET 5 JI€T. € JaThl CTEPHU-
JIN3alHUH.

15 IIpaBuia npenocTaBieHUs: peKJiaManuit

ITpn BeIIBIEHNN TOOOYHBIX AEHCTBHH, HE YKA3aHHBIX B MHCTPYK-
IIIH 110 TIPUMEHEHUIO, HEXXENATENIbHBIX PEaKIUi IPH ero IpHMeHe-
HHUH, 0COOCHHOCTEH B3aMMOJEHCTBUSI MEIUIUHCKIX H3/ETHI MEX-
Iy co0oii, (paKTOB U OOCTOSTENBCTB, CO3MAIONINX YIPO3Y JKU3HH U
3[J0POBBIO TPaKAAH M MEIUIIMHCKUX PAOOTHUKOB IPH IPUMEHEHUHN
1 JKCIDTyaTalluy, HEOOXOAMMO HANpaBIsITh COOOIIEHHE, COofepiKa-
Imee yKa3aHHBIE CBEICHHMS, B YIIOJHOMOUYCHHBIH OpraH/ opraHu3a-
HIo B chepe 3ApaBOOXpaHEHHUS, a TAKKE B aJIPeC YIIOIHOMOYECHHO-
ro TpeAcTaBUTENs NpowsBouTens: OOIIECTBO C OrpaHHYCHHOI
oreerctBeHHOocTRI0  "MHTME]J]" (OO0 «MHTMEJ») Anpec:
111024, T.MOCKBA, BH.TEP.I'. MYHUIIMITAJIbBHBIM OKPYT
JIE©@OPTOBO, YJI ABUAMOTOPHAA, [1. 50, CTP. 2, IIOMEILILL.
55/144, Ten: +7 (495) 234-57-31, andrey@int-med.ru

16 ITpousBoauTeb

[zsaucy XanXen Menukan Texnonomku Ko., JItn., Jiangsu HanHeng
Medical Technology Co., Ltd., (KHP, #118 Xinyuan 3rd Road,
Xinbei District, Changzhou, 213031 Jiangsu P.R China; Texn./®akc:
+86-519-85559288)

Mecmo npouzeoocmea:

Jiangsu HanHeng Medical Technology Co., Ltd.

(“Lizstacy XanXen Menukan Texuonomxu Ko., JIta.””) KHP, 16-B4,
#1 North Qingyang Road, Tianning District, Changzhou, 213017
Jiangsu, P.R.China

17 CBenennsi 00 ynoJHOMOYEHHOM IpeICTABHTeNIe MTPOU3BOIH-
Tess B PO

O6mecTtBo ¢ orpanndeHHoi orBercTBeHHOCTRIO "MHTME/" (OO0
«MHTME]I») .
Anpec: 111024, ' MOCKBA, BH.TEP.I'" MYHUILIUITAJIBHbIN
OKPVYT JIE@OPTOBO, YVJI ABUAMOTOPHAA, . 50, CTP. 2,
I[IOMELL. 55/144, Ten: +7 (495) 234-57-31, andrey@int-med.ru

Onucanue rpagpuyeckux CHMBOJIOB:

JATA U3IOTOBJIEHUA

HU3roTOBUTEJIb

KO/l MAPTUHA

CTEPUJIM3ALIUA OKCHUAOM DTUIIEHA

HUCIIOJIB30OBATD /10

3ANPEINAETCSI HOBTOPHOE
HCIIOJIb30BAHUE

HE CTEPUJIM30BATH IOBTOPHO

OO ERL,




«30OH/J] TMHEKOJIOT MYECKHWI IMATHOCTUYECKHIA OJJHOPA30BOI'O IPUMEHEHW S CTEPAJIbHbIIT»

HE UCIIOJIb30BATbD ITPU MMOBPEXXJIEHUN
YIIAKOBKH

& NPEAYINPEXJIEHUE

OBPATUTECH K MHCTPYKIMU IO TIPUMEHE-

JIANGSU HANHENG MEDICAL TECHNOLOGY CO., LTD.

HHUIO
/ﬂ/ TEMITEPATY PHBIIi IUATIA30H
JTMATIA30H BAAKHOCTH
S
C o MAPKHPOBKA EC

Bepcus 2.2



