«30H/] THHEKOJIOI MYECKHUI TUATHOCTUYECKHU OJJHOPA30BOI'O IPUMEHEHWS CTEPAJIbHbIIT»

HHCTPYKLHUSA 1O IPUMEHEHUIO
MEJUIIMHCKOI'O U3JEJIUSA
GOHATIMHEKOJIOT MYECKHUI TMATHOCTUYECKHUI
O/ITHOPA30OBOI'O IPUMEHEHW S, CTEPUJIbHBINA
THII F2S KOMBUHAPOBAHHBINA
(POMBOBHIHBII)»

Perucrpaunonnoe yrocropepenue B Poccuu:

1 Haznavenue: 30H] rHHEKQJIOTHIESCKIH TUArHOCTHYECKUH OJJHOpa-
30BOTO NPHUMEHEHHs, CTepWIbHbLA., Tun F-2S kxoMOmHMpOBaHHBIHA
(pomMOOBHITHEIH) (asiee 30H1), MPEAHA3HAYEH, JUIS B3ATHS KJICTOYHO-
ro 1 OMOJOTMYECKOr0 MaTepHaja co BCEH MOBEPXHOCTH IIEHKH Mart-
K{ ¥ U3 [IEPBUKAIBHOTO KaHaja ISl TUTOMOTNYECKHX U OaKTeproIIo-
THYIECKHUX UCCIIEIOBAHMMA.

2 Onucanue u31eIms:

Wznenue mpexncraBisier coOol OJHOCTOPOHHHMH 30H OJHH/KQHEI
KOTOPOTO SIBIISIETCS. paboduM. 30H/ COCTOUT U3 PYYKH, H3TOTOBJIEH-
HOHM M3 moyunponwieHa u pabdoueil yactu. opma padbouert yacTu'-
rudKasi paMka B BHJIE poM0Oa M3 HEHJIOHOBOTO (hiioka. 30HI MMEET
MOJTYI0 PYydYKy B BHAE LWIMHIPA, BHYTPH KOTOPOTO INEpeMeIIaeTCs
IITOK, TTO3BOJIAOIIMI U3MEHATh (popMy paboueil 4acTH CIemyOLM
o0pa3oM: HpH Ha)KaTHM Ha BEPXHIOI0 YacTh INTOKa POMOOBHIHAS
Y4acTh IPUHUMAET (GOpMY ONTHMAIBHYIO JIIS B3STHS OHOJIOTTIECKOTO
Marepuaia W3 [epBUKAJIBHOTO KaHaja NpH TOBBIIICHHONW YyBCTBHU-
TEJIbHOCTH HalleHTa.

30H]] YIaKOBBIBAaeTCSl B MHIVBHUAYAJIbHYIO YIAKOBKY, IIPEICTABIISIO-
Iy OyMakKHO-IUICHOYHBIH makeT. M3nenus B HMHAMBHIYaJbHBIX
ymakoBkax B koymuectBe 100 MITYK yKIagbIBalOTCS B TIPYIIIOBYIO
YIaKOBKY - KapTOHHYIO KOpoOKy. B rpynmoByio ynakoBKy BKJIQJbI-
BAeTCsl HHCTPYKLMS MO IIPUMEHEHHUIO B KonrdecTBe 1 mT. ['pynmoBast
yIaKkoBKa B KoJimuecTBe He Ooyiee 50 IIT. MOMEIaeTcst B TPaHCIIOPT-
HYIO Tapy — ropupOBaHHYIO KapTOHHYIO KOPOOKY.

Wznenne He comepXUT B COCTaBE MAaTEpHANOB JKHBOTHOTO ITPOHC-
XOXK/AEHHsI, JIEKApPCTBEHHBIX BEIIECTB W IPOU3BOJHBIX IIPOIYKTOB
KJIETOK ¥ KPOBH 4€JIOBEKa

Buewnuii Bua 30H1a NpUBEACH HA pUCYHKE 1.

180%3

Pucynox 1 - BHeunuit BUI 30512

laGapuTHbIle pa3Mepsl 30HAa: obmas mmHa — 180 + 3 MM, anuHa
paboueii yacTi B CBOOOJHOM COCTOSIHHH - 33 + 5 MM, JUTHHA IITOKA -
158 £ 5 MM, nuametp pyuku - 6 £ 0,5 MM, 1IMHA pydKH - 136 + 5 mm,
JMaMeTp HWINHIPHYECKON paboueit yactn — 5 + 1 MM, JUTMHA [IUJIHH-
Jpudeckol paboveit wactu - 24 + 5 MM, mmpuHa pabodeil gacTH
pomba — 19 + 2 MM, Anama3oH yIJIOB OTKJIOHEHHH pabodeil dactu
pomba - 30°~100°, macca — He Oomee 3,5 T.

Wznenne ycTOHYMBO K BO3JCHCTBHIO OMOJIOTHUYCCKUX KHUIKOCTEH H
BBIJICTICHUIO TKaHeH opraHm3ma. [loBepXHOCTh 30HAA dYHCTast, He
HMeeT NOCTOPOHHUX YaCTHI], TPEIINH, 3ayCEHIIEB U PacCIOCHHIA.

Bepcus 2.2

30HA BBIMyCKaeTCs CTepWIbHBIM. CTepwim3anus ¢ IPHMEHEHHEM
STHJEH OKCHJA.

JnmuTensHOCTh IPHIMEHEHHS - KpaTKoBpeMeHHoe (He Gonee 1 MuH.).
Buj KOHTaKTa ¢ OpraHM3MOM - KPaTKOBPEMEHHBIH KOHTAKT C MOBpE-
XKJICHHBIMI WM TOABEPKEHHBIMHU OINACHOCTU MOBPEXKICHUS CIH3U-
CTBIMHU 000JIOUKAMH.

W3nenne 0IHOKPaTHOTO NMPUMEHEHUsS - TIOBTOPHON CTEPHIIM3AINU H
JIe3nHGEKINH He TOUIeXKHUT. [ociie NCnoip30BaHus TOUICKHUT YTH-
JM3alUH, CM. YHKT 11 «YTunusauus.

Buumanmue!

H30enue npeonasnaieno 01a npUMeHeHUs moabKo Keanugpuuupo-
GANHBIM MEOUUUHCKUM REPCOHATIOM 6 YC/I08UAX CREUUAIUUPOGAH-
HBIX IeYeOHBIX UNU J1e4eOHO-NPOPUIAKIMUYECKUX MEOUUUHCKUX
yupexycoenuit. He noonexcum nosmopHomy npumeHeHuio.
Ilepeo ucnonvzoeanuem npoumume HACMOAULYIO UHCIMPYKYUIO.

3 INoka3anusi K NPUMEHEHHIO

Heo0xomuMocTh B3STHS KJICTOYHOTO M OMOJIOTMYECKOTO MaTephaa
€O BCeil MOBEPXHOCTH LICHKN MaTKH U U3 LIEPBUKAJIBHOTO KaHaja IS
LITONOTMUECKNX U OAKTepPHOJIOTNIECKUX HCCICIOBAaHUH B paMKax
HpOoUIAKTHUKY, TPH ITOJO3PEHUH HA THHEKOJOTHUYECKYIO IaTojo-
THIO, IPH [O/I03PEHUN Ha OIyXOJb 110 pe3yibTataM ocMoTpa u Y31
ICHKU,/ MaTK{, BUAMMBIC M3MCHCHHS [[BETA U CTPYKTYPBI JIHTEIHSL
opraHa, HapyIIeHSIX"MCHCTPYaJIbHOTO INKJIA (M3MEHEHHs XapaKkTepa
1 KOJIMYECTBA BBIACNEHNIT), IPH NPOSIBICHUN CUMIITOMOB 3apayKCHHS
BITY nnm reHUTansHOTO Iepieca, KPOBSIHUCTBIE BBIIETICHHS IOCIe
HHTUMa, pO3Us MEeHKH MaTKy, TIATOJIOTHYECKOe pa3pacTaHue dHIO-
METPYS;), BOCITAJICHHE CIIM3HUCTHIX 000JI0YEK BIarajuila M MartkH,
KpPOBOTEHEHHs IOCIIe HACTYIIeHUs KJIMMAaKca, BHEMaTO4YHas M 3a-
Mepiast 6epeMeHHOCTb. COCKOOBI IPOBOST IS BEISBIICHHS IIPHINH
OecIuTIoNs, TPW TIOAEOTOBKE K OCPEMCHHOCTH, Y )KCHIIUH POIUBIIAX
o 18 ner, margeHTKam, C BUPYCOM MMMYyHOJe(UINTa HeloBeKa, y
MIAIMEHTOK C OTSTOIEHHON HACleICTBEHHOCTBIOM ¥ *KEHIIHH, KOTO-
pble poxxany 2 pasa 3afiociieane 4-pe roja.

30H]] THHEKOJIOTHYECKUH JAHAarHOCTHIECKNIT 0THOPA30BOT0 ATPUMEHE-
Hus, crepwibHblil Tun F-2S (koMOMHMpOBaHHBIA (POMOOBHAHDIH)
MOKa3aH JUIS B3SATUS] OHOJIOTHYECKOTO MaTépralla u3 epBUKaIBHOTO
KaHaJa (9KTO - M DHIOJEPBHUKCA) U © MOBEPXHOCTH IICHKH MaTKH,C
LIETTBIO IPOBEICHUS IUTOJIOTHUECKUX HCCISAOBAHMIA.

4 IlpoTuBONOKA3aHUS

- MEHCTpYaJIbHBIE KPOBOTCUCHHS;

- JIMXOPAaZ0YHOE COCTOSIHHE/ OCTPBIA BOCHAJIMTEIBHBIN TpoIecc B
OpraHn3Me, He CBSI3aHHBII C MOYETIOJIOBOH CHCTEMOIA;

- COCY/IUCTBIE MATOJIOTUH (ILI0XAasi CBEPTHIBAEMOCTh KPOBH);

- 6epeMeHHOCTb 10 22 HeNleny;

- IGBCTBEHHOCTD;

- BOCHAJIMTEJIbHBIE 3a00JICBaHNS BIAraJIvIla U MEeHKH MaTKu (KOJb-
ITUT, LEPBHULINT);

- nH(eKIMOoHHbIe 3200IeBaHNs KOXKH B 00JIaCTH BBEACHHMS 30H/2;

- 3y1l, CBIIlb, HEMPHATHBIN 3aIax, BBIACIEHHS U3 [IEPBUKAIBHOTO Ka-
Haua;

- BO BpeMsI IIPOBEJICHUSI JICYSHNUS OT TeHUTANBHOIN NH(EKINY;,

- B TeueHHe 48 4YacoB Iocie MOJIOBOTO KOHTAKTa, MCIONB30BaHHMS
nyOpHKaHTOB, pacTBOpa ykcyca wuinu JIorons, TaMIOHOB WU
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CIEPMUIIU/IOB, CIIPHHIIEBAHNSI, BBE/ICHHE BO BIIATANIUIIEC MEIIKAMEH-
TOB, CBEYEil, KPEMOB, I'eJINi U KPEMOB ISl yJIbTPa3ByKOBOTO HCCIIC-
JIOBaHHSI.

Ocobvte cnyuau npumenenus:

- CllemyeT coOmoaaTh 0coOyI0 OCTOPOXKHOCTH IPU MPUMEHEHHH B
citydyae OEpeMEHHOCTH MALEHTKH.

- mpu paboTe ¢ MEIUIMHCKAM H3ZENIHEM I10Jb30BaTellb JIODKEH
paboTaTh B MEIUIIMHCKUX PE3UHOBBIX IEpUYaTKaX.

Mepwt npedocmoposcnocmu:

- 3ampemnieHo MOBTOPHOE PHMEHEHHE.

- 3ampenieHo MPUMEHAITh IPH HAPYLICHUH LEIOCTHOCTH HHIUBUILY-
aIbHON YIIAKOBKH.

- 3arnpenieHo MPUMEHSTh [OCIIe HCTEYCHHS CPOKa FOTHOCTH.

- 3arnpenieHo MPUMEHSTh PH HATHYUH HOBPEKICHHUIL.

- Tlepen uCIONB30BaHUEM IPOYTUTE HHCTPYKIHIO MO IPUMEHEHHIO.
Brumanue! 30n0vl He 0ondicHbL co30a8amv Yepo3vl MpasMamu3sa-
YUy CIUBUCMBIX 000104€eK NPU HEOCTNOPOICHBL X OBUICEHUSX PYKUL.

5 Ilo6ouHbIe 3 PeKThI

- TIpU HECOONIOJEHWH YCIIOBHMH M CIOCO0a TPHMEHEHHS 30HIOB
BO3MOXXKHO HH(HIMPOBAHUE TKAHEH MOYCIOIOBOH CHCTEMBI

- TIPY HEOCTOPOXKHOM IIPHUMEHEHHU 30H/I0B BO3MOXKHA TpaBMaTH3a-
LMl CITM3KUCTON 00OJIOUKH OPraHOB M TKaHEH.

Bosmooicnvie ocnorcnenusn:

OCJI0)KHEHUS TOCJE B3ATHSI KJIETOK M3 LEPBUKAJIBHOTO KaHalla U
LICHKH BO3HHUKAIOT PEAKO, OJHAKO UX MMPU3HAKKH HEOOXOIUMO 3HATh,
94TOOBI BOBPEMsI 00PATUTLCS K THHEKOJIOTY.

BocnanutespHbli TPOIECC B MOJOBBIX MYTAX WM OPIOIINHE BBI3bI-
BAaeT MAaTOJOTMYCCKUE BBIICICHHS, YCUICHHE KPOBOTCUCHHS, CHIIb-
HbIe OOJIM BHHU3Y JKHBOTA.

BbICOKOE BHYTPUMATOYHOE AABJICHHE UMCET MPU3HAKH MOSBICHHE
TAHYIUX 00JIeil B MaJoM Ta3y, Cra3Mbl B OPIOIIHOM MOJIOCTH, 0O0IIb
1 BBIJICJICHHS TTOCIIE CEKCa.

MaTouHOe KPOBOTEUYEHUE COMPOBOXKAACTCS OOMILHBIMH BbICIICHH-
SIMH, TIOHH)KEHHEM apTepUaIbHOTO aBJIeHHS, Cl1a00CTh, TOIIHOTA.
Jledopmanust MaTOYHOTO TeNa.

OCnoKHeHUsI XPOHUYECKHX 3a00JIeBaHUIl YPOTEHUTANBHON CH-
CTEeMBI.

6'Ucnonb3oBanne uzgenus

Ocobennocmu e3amus cockooa:

Hcnonb3yron  TOABKO CyXHe W CTepPUIbHBIE MHCTPYMEHTHI. AHTH-
CETITHKH, GYKEPOJHble MUKPOOPTaHH3MBI BIUSIOT Ha MHKPOQIOpY
BJIarajila U COCTOAHMS, KIeTOK. broMarepuan 3a6uparoT 1o mpo-
BE/ICHUS IBYPYYHOEO UCCIICAOBAHUS TOJIOBBIX ITyTEH M KOJBIOCKO-
muu. st nonydeHust HyKHORO, KOJIMYECTBA KJIETOK HCIOJB3YIOT
creuuranbHble IeTKd. buoMarepuan cockabauBaOT ¢ MOBEPXHOCTH
LIEEYHOro KaHajla U Hapy)KHOLQ 3eBa. ECIH IpU OcMOTpe OOHapy-
JKeHa TMaTOJIOTUs LIEHKH MaTKd, TO 3a00p“KJIETOK OCYLICCTBISIOT
npuIensHo. MeTtogom Ouoricun GepyT cCOcKOO ¢ MOBEPXHOCTH Iia-
TOJIOTMYECKOro oyara. Y JKCHIIUH PEenpOAyKTUBHOTO BO3pacTta Co-
cko0 amst uuTonoruu 6epyt ¢ 10 mo 23 Henmedro MEHETPyaltbHOro
UK.

Pexomenoayuu no noozomoske K npumenenuro:
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Baiepron moAroToBKH CleqyeT OTKa3aThesl OT: HHTUMHBIX KOHTaKTOB
3a 2-3 nHsy, CIpHHICBAHUS 32 5-7 ITHEW, UCTIONB30BAHUS MHTUMHOM
KOCMETHKH (€N, 1e300paHT, HHTUMHAs cMa3Ka) 3a 3-4 1Hs, BBe-
JleHNe BAalMHAJIBHBIX AHTHUCENTHKOB (TAOJETKH, CBeUM) 3a 7 JHEH,
nprueMa’ aHTHOMOTHKOBy M TOPMOHAIBHBIX KOHTPAIenTHBOoB 3a 10-12
JTHEH, Jydlle OTKa3arhCs OT JKOTOJISI M CBECTH K MHHHMYMY Kype
HIE.
Pekomenoayuu nocine npumenenusn npoyedypul:
B nepuon ve menee 20 gHel HeIb3s 3aHUMATBCS CEKCOM, ITOHUMATD
TSDKECTH M aKTUBHO 3aHMMAThCS (CTIOPTOM; IOCenaTh OaHM, CayHHI,
MIPUHAMATH TOPSIYI0 BaHHY, KyIaTECs B OacceiiHe MM B OTKPBHITOM
BOJIOEME, IIPOBOUTH CIPHHIICBAHNE, TIONL30BATHECS THTHCHUIECKAMH
TaMITIOHAMH, HCIIOJIb30BaTh WHTHMHEBIC TEJH) JA€30/J0PaHTHl, aHTH-
CETITHKH.
I'mruennueckune nmpouexypsl MPOBOAT TOJIBKO MO AyIeM 2-3 pasa B
cyTkd. B Teuennu 5-10 nHEH KEHIIMHY MOTYT OECIOKOHTH /Cl1adbie
0oy B 00J1aCTH TEHUTANINH, TI09TOMY PEKOMEH/IOBAaHO CHHU3HTH/(u-
3udeckue Harpysku. [locie cockoOOB BO3MOYKHBEI KPOBSTHUCTBIE BBI-
JIENICHUsI, TIOCKOJIBKY MpOLEeIypa MOXET TpPaBMHUPOBATh COCY/IBL.
Ecnu y manuenTta HeT OCIOKHEHH, BCe NMPOXOAUT Tocie 3-5 nHel
0e3 JredeHnsI.
Hlopsooxk pabomut. Hcnonv3osanue uzdenus no Ha3Havenuio.
30H] TTOCTaBISIETCS CTEPHIIBHBIM M ITPEAHA3HAYEH TOJBKO JIS OTHO-
Pa30BOro HCIONB30BaHMS. B TedueHHe cpoka romHOCTH, yKa3aHHOTO
Ha yNakoBKe, W INPH COONIOACHWH YCIIOBHH TPAaHCIIOPTUPOBAHUS H
XpaHEeHUsI N3/eNNe COXPaHsIeT CTePUIEHOCTh
BHUMAHMUE! nru HAJIMYUNHU HNOBPEXIEHUA
YINAKOBKM WJIM TIIOCJE HCTEYEHUSA CPOKA
roAHOCTH UCITOJIb30OBAHME 30HJA 3AINIPEIIAETCSI!
BHUMAHHUE! YINAKOBKY 30HJA BCKPbLITb HEIIO-
CPEACTBEHHO INEPEJ NCITIOJIb30BAHUEM.
[IpoBepuTh NETOCTHOCTH YIMAKOBKH W CPOK T'OJHOCTH HM3IEIHS: TPH
HapyIICHNH YIIaKOBKH, U3/IeNNe MOMICKNT yTuiu3auun. Harets cre-
pWIbHBIE MEIMIMHCKUE IepYaTKy II0Cie NpeIBapUTebHOU 00pa-
OOTKH PYK PaCTBOPaMH aHTHCEIITHKOB.
Crioco6 npruMeHeHHs
1) AKKypaTHO BCKpOMTE yIaKOBKY, U3BJICKUTE 30H], HE Hapyllas ero
CTEpWIBHOCTb;
2) BBenute uzaenve B MOJOCTh KaHalla HA HEOOXOIUMYIO TIyOUHY,
obecrieynBasi €ro J0CTaTOYHOE pacKpeiTue (puc.2);
3) MeasieHHO MOBEpHHUTE 30HA B 00€ CTOPOHBI IO JIBa MOJHBIX 000-
poTa 1o 4acoBOil U MPOTHB YaCOBOI1 CTpEIIKE;
4) U3Bnekute 30HA U MEPEHECHTE OUONOTHYECKU MaTepual ¢ Io-
BEPXHOCTHU 30H/A Ha PEAMETHOE CTEKJIO;
5) IIpu He0O6X0AMMOCTH HAaNPaBUTh MaTepuall B 1a00paToOpHIo;
6) Vcrionb30BaHHBIH 30H/1 MOUICKUT YTHIU3AIUH.
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Pucynok 2

Bepcus 2.2

7 KoMIJIeKT MOCTABKH

Kaxxplii 30H1 ynakoBaH B HHIUBHUAYaJIbHYIO YIIAKOBKY B KOJIMUECTBE
1 .

W3zpenust B MHAUBHIYaIbHBIX YIIAKOBKAX OJHOTO BapUAHTA UCIIOJIHE-
HUS, @ TaKXKe OJHOM MPOU3BOJCTBEHHOM mapTuy, B konuuectse 100
ITYK YKJIaJbIBalOTCSA B IPYMIOBYIO yNakoBKy. B rpymmoByto yma-
KOBKY BKJIaJIbIBA€TCSl MHCTPYKIUS MO IPUMEHEHUIO B KOJIUYECTBE 1
IIT.

Kommiext nocTaBku u3aeanii B rpyninoBoi ynakoBKe BXOAUT:

30H/1 'MHEKOJIOTMYECKUH AUarHOCTHYECKUI 0JJTHOPA30BOT0 MPHUMEHE-
HUS1, CTEPUIIbHBIN:

- tun F-2S xomOunupoBanHsiii (pomOoBuanbIi) - 100 1ut./yrr.;

- MHCTPYKIMS 110 IPUMEHEHHMIO - 1 mT.

8 YcioBus okpy:kamwmleil cpeabl NP TPAHCNOPTHPOBAHMM, Xpa-
HEHUHU M IKCILTyaTaluH

JlomyckaeTcst TpaHCHOPTHPOBATh U3/IETHE BCEMH BHJAMH 3aKPBITBIX
TPaHCIOPTHBIX CPEJCTB, B COOTBETCTBUH C INPAaBHJIAMHU IEPEBO30K
IPy30B, ACHCTBYIONMMH Ha JaHHOM BHJE TPAHCIIOPTA.

Yenoeus mpancnopmuposanun

W3nenue Bo BpeMsI TPAHCIIOPTHUPOBKHU CIICAYET 3alHUINATh OT CHIIb-
HOTO JIaBICHUS, CHJIBHON BHOpamuy, BO3ACHCTBHUS NPSIMBIX COJNHEU-
HBIX, JIyHCH, BEICOKOW TEMIIepaTyphl, BIaru, JOXKAS U KOPPO3HOHHO-
AKTHBHBIX Ta30B WA SKHKOCTEH.

Temneparypa oxpyxaromeii cpenst: ot - 10 °C mo +40 °C;
OTHOCHUTENbHAS BIAKHOCTH HE 10DKHA MpeBbImath 80 %.

Yenoeun xpanenusn

3 aemvst HeoOX0aMMO XpaHUTh OTACTHHO OT BEIIECTB, BBIACISIONINX
TIAPHI ¢/PE3KAM 3aI1axOM U HETIPHSTHEIM BKYCOB.

Temneparypa oxpyxatomeii cpenst: ot - 10°C mo +40°C;
OTHOCHUTENBHAS BAAKHOCTD HE TODKHATPEBHIIIATE 80%.

Ycnoeus npumenenus

W3nenue ycTOM4YMBO K/KIMMAaTUYECKUM BO3JCHCTBHAM B IpoLiecCe
9KCIUTyaTalliy TIPH BO3ICHCTBHY TEMIIEPATYpPhI BO3AyXa OT inmoc 10
Jo mmoc 35°C.

OKCIITyaTanust U3AeNus JOJDKHA IPOM3BOAUTHECS B COOTBETCIBHHU C
HHCTPYKIHEH 110 IPHIMEHEHHIO.

9 Cpok rogHocTH

Cpok TOmHOCTH -5 JIET ¢ JaThl CTEPHIM3AMNN (JlaTa CTePUIIN3aHK
yKa3aHa Ha yIaKoBKe).

10 Yrunmsanus

[Nocne ncroap30BaHMS M3/IEITHE TTOUICKUT YTHIN3AINH.

30H/bI, 3arpsA3HEHHBIE KPOBBIO /WM APYTUMH OHOJIOTMYECKUMHU
KHUIKOCTSIMH, OTHOCSITCS K Ki1accy b 1 mocie npruMeHeHns ouIexaT
Ne3MHPEKINH W YTHIM3AIMd B COOTBETCTBHM C JACHCTBYIOIIMMH
HOpMaMu ¥ TipaBuiiaMu B cootBeTcTBuH ¢ CanlluH 2.1.3684.
VYmakoBka, U3/eNNe C WCTEKIINM CPOKOM TOIHOCTH, HE 3arps3HEH-
HBIE KPOBBIO M/HIN APYTUMHU OMOIOTHYECKUMU JKUAKOCTSIMH, YTUIIH-
3UpyIOTCsS B cooTBeTcTBHM C TpeboBanmsamu CanllnH 2.1.3684, or-
HOCSIIIIIMICS K MEJUIIMHCKIM OTXO/aM Kiacca A.

11 CBegeHusi 0 TeXHH4eCKOM 00CJIY:KHBAHUH, TEKYIIHHA PeMOHT
Texanueckoe 00CTyKHBaHUE W PEMOHT U3/AENUS HE IPEyCMOTPEHEIL.
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12 IlepeyeHb OCHOBHBIX CTAHAAPTOB, KOTOPHIM COOTBETCTBYeT
MeIMIIMHCKOe H3/eaHe

Wzpenne COOTBETCTBYeT NPHBEACHHBIM HIDKE MEXIYyHApPOIHBIM
CTaHIapTaM, KOTOpble o0ecreynBaoT 6€30MacHOCTs Bpaya U Malu-
eHTa:

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

13 'apaHTHH U3TOTOBUTES

[Ipon3BoauTens rapaHTUPYET COOTBETCTBHE HM3JCIHS YCTAaHOBICH-
HBIM TPEOOBAHMSIM CTaHAAPTOB U IOKYMEHTAIMH IIPOW3BOIHUTEIIS
IIpU  COOJIIOICHNH YCIIOBHM TPAHCIOPTHPOBAHUS, XPaHEHHS, JKC-
IUTyaTawuy.

[Ipon3BoauTens HE HECET OTBETCTBEHHOCTH 3a KAKOH-JINOO NMpHIH-
HEHHBIH ymiep0 WM TMOBPEXACHUS NPH HCHOJIB30BAHUU H3JIEIHS,
TIOKa He Oy/IeT JOKa3aHa ero BHHA.

[Ipon3BoauTens HE HECET OTBETCTBEHHOCTH 3a KAKOW-JINOO NpHIH-
HEHHBIM yImepd WM MOBPEXICHWS, BBI3BAHHBIC HCIOIB30BAHHEM
M3AENus TOCIe UCTeUeHUsI CPOKa TOAHOCTH, YKa3aHHOTO Ha yIia-
KOBKE.

[Ipon3BoguTens rapaHTUpyeT PabOTOCIOCOOHOCTE M COXpPAHCHHE
CTepPUIBHOCTH M3JIETHI B TEUSHHE BCErO CpoKa FOAHOCTHU (5 JeT ¢
JaThl CTEPWIN3ALMM) IpU COONIONEHWM YCIOBHH XpaHECHUS U
TPaHCIOPTUPOBKH.

I'apanTHIiHBINH CPOK I'OHOCTH COCTABJAET 5 JI€T. € JaThl CTEPHU-
JIN3alHUK.

14 IIpaBuia npenocTaBieHUs: peKJIamManuit

[Tpn BeIIBIEHNN TOOOYHBIX AEHCTBHH, HE YKA3aHHBIX B MHCTPYK-
IIIH 110 TIPUMEHEHUIO, HEeXKENATENIbHBIX PEaKkIui IpH ero IprMeHe-
HHUH, 0COOSHHOCTEH B3aMMOJEHCTBUSI MEIUIUHCKIX H3/ETHI MEX-
Iy co0oif, (pakTOB U OOCTOSTENBCTB, CO3MAIONINX YIPO3Y JKU3HH U
3[J0POBBIO TPaKAaH M MEIUIIMHCKUX PAaOOTHUKOB IPH IPUMEHEHUN
1 JKCIDTyaTalluy, HEOOXOANMO HANpaBIsITh COOOIIEHHE, Cofepika-
Imee yKa3aHHBIE CBEICHHMS, B YIOJHOMOUYCHHBIH OpraH/ OpraHu3a-
IMIO B c(hepe 37ApaBOOXPaHEHHUS, a TAKKE B aJIPeC YIIOIHOMOYECHHO-
T@'IpeCTaBuTeNs pou3BoauTest: OOIIECTBO ¢ OrpaHNIYEHHON OT-
seretBenHocTrio "MHTMEN" (OO0 «MHTME]I») Anpec: 111024,
I'MOCKBA, BH.TEP.I'. MYHULIUITAJIBHbIN OKPVYT JIED®OP-
TOBO, VJI ABUAMOTOPHAA, . 50, CTP. 2, [IOMEILI. 55/144,
Ten: 7(495)234-57-31, andrey@int-med.ru

15 IIpousBoauTeab

[zsaucy XanXenMemnkai Texnonomku Ko., JItn., Jiangsu HanHeng
Medical Technology Co., Ltd., (KHP, #118 Xinyuan 3rd Road,
Xinbei District, Changzhou, 243031 Jiangsu P.R China.; Tex./®akc:
+86-519-85559288)

Mecmo npouzeoocmea:

Jiangsu HanHeng Medical Technology Co., Ltd.

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

16 Ceenennsi 00 ymoJHOMOYEHHOM IpeacTaBHTefde TIPOU3BOIM-
Tess B PO



«30H/] THHEKOJIOI MYECKHUI TUATHOCTUYECKHU OJJHOPA30BOI'O IPUMEHEHWS CTEPAJIbHbIIT» JIANGSU HANHENG MEDICAL TECHNOLOGY CO., LTD.

O6mecrBo ¢ orpanndeHHoi orBercTBeHHOCTHI0 "MHTME]" (OO0
QIHTMEJ) 5
Anpec: 111024, T. MOCKBA, BH.TEP.I'' MYHUIIUITAJIbHbIN
OKPYTJIE®@OPTOBO, YJI ABUAMOTOPHAAL, A. 50, CTP. 2, [10O-
MEILL. §5/14Y, Ten: 7 (495) 234-57-31, andrey@int-med.ru

Onucanue rpaiuyeckux CHMBOJIOB:

JATA U3IrOTOBJIEHUSA

M3IrOTOBUTEJIb

KOJ MAPTUH

CTEPWIN3AIIUA OKCHUJOM STWIEHA
HCHOJBb30BATH 10

SAIIPEIIAETCS IOBTOPHOE
HCIIOJIb30BAHUE

HE CTEPWJIN30BATBb ITIOBTOPHO

HE UCHIOJIB3OBATbD ITPH ITOBPEXKJIEHUN
YIOAKOBKH

MNPEAYNPEXIEHUE

OBPATUTECH K HHCTPYKIIMHA 11O IPUMEHE-
HHUIO
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