WUHCTPYKLMA NO NPUMEHEHUIO
HA MEAUUWHCKOE U3AENUE

30HJ, TMHEKON0rMYeckunii AUArHoCTMUECKUIA OAHOPA30BOro NPUMEHEHHUS,
cTepubHbIi TMN F-3 (LiepBuKc Bpal) ¢ yANMHEHHbIM epLIMKom

npoun3BoAcTBa
LU3aHcy XaHXeH Meawnkan TexHonogxu Ko. Jl1a., KHP

PeructpaumoHHoe ygoctosepenmne Ne P3H 2023/20177 ot 02.05.2023

1. HASHAYEHUE

30HA, IMHEKONOTUYECKUI ANArHOCTUYECKUIA OfHOPA30BOr0 NPUMEHEHWA, CTEPUIBbHDIN
Tun F-3 (Lepsukc bpal) ¢ yaiMHEHHbIM epLIMKOM (fanee 30HA), NpeaHasHayeH gna
B3ATWA KNETOYHOTO M BUONOMMYECKOro MaTeprana co BCeil NOBEPXHOCTM LLIEVKMU MaTKM U
13 LiepBUKA/IbHOTO KaHana 1A LIUTONOTMYECKMX M BaKTepUONOrniecKmnx UCCIeA0BaHWIA.

2. ONUCAHUE U3JENNA

M3penne npeactaBnset coboit 0OAHOCTOPOHHUI 30HA, OAMH KOHEL, KOTOPOro AB-
naeTca pabouynm. 30HA COCTOMUT M3 2-X YacTeW: PyYKM U3 MOSUNPONUAEHA CUHe-
ro UM pPo30BOrO LBETa U CbeMHOW paboyeit YacTn. Pabouas yacTb npeacTaBnaeT
€060 KOMBMHUPOBAHHYIO LLEPBUKANbHYIO LLETKY M3 TpaneumeBuaHbIX TMBKUX no-
JIMMEPHbIX LWEeTUHOK, U3rOTOBNEHHbIX U3 NOAN3TUNEHA, PACMNONOXKEHHbIX NepneH-
OVKYNAPHO pyYKe 30HAA, U LLEeHTPaNbHOTO CTEPXKHA — epLUNKa, N3rOTOBAEHHOIO 13
noAnNponuaeHa, ¢ NepneHANKYNIAPHO PacrnoNOKeHHbIMW HA HEM B ABa pAAa Lue-
TUHKaMK. KOAn4ecTBo LWETUHOK Ha eplunKke He meHee 180 WwTyK. CbemHan LWeTka
MMmeeT TpaneuenaanbHyto Gopmy. Pyyka He CKONb3WUT B pyKe rTMHEKoaora npu Bpa-
LLEHWUM YCTPOWCTBA, A/19 Yero CHabKeHa NPoAONbHBIMM U NONepeYHbIMK pebpamu
YKEeCTKOCTM Ha PacCTOAHWUM He MeHee 3 cm Apyr OT Apyra.

30H/4 ynaKoBbIBaeTCA B WMHAMBUAYaNbHYIO YNaKOBKY, MpeacTaBaAiollyto coboit
CTEPWUAbHBINA ABYXCTOPOHHWUI MaKeT, U3 COEAMHEHHbIX Mexay coboit bymaru u
nAeHKkn. M3penna B MHAMBUAYANbHbIX YNaKoBKax B Konuyectse 100 WTyK ykna-
[bIBAIOTCA B rPynroByto YNAaKOBKY — KapTOHHYIO KOPOOKyY. B rpynnosyto ynakoBKy
BKNaAbIBAETCA MHCTPYKLUMA NO NpUMeHeHuto B Koanyectse 1 wT. Mpynnosas yna-
KOBKa B KonnyecTse He 6onee 50 WIT. NTOMELLAETCA B TPAHCMOPTHYHO Tapy — rodppu-
POBAHHYIO KaPTOHHYIO KOPOBKY.

N3penne He copepXuUT B COCTaBe MaTePUasIoB KMBOTHOTO NPOUCXOXKAEHUA, Ne-
KapCTBEHHbIX BELLECTB U MPOU3BOAHbIX MPOAYKTOB KNETOK U KPOBU YesloBekKa, He
OKa3blBaEeT BAUAHWUA He PeNpPOAYKTUBHYIO GYHKLMIO.

BHelHWI BUA 30HAA NpuBeseH Ha pucyHke 1.
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PucyHoK 1. BHewHuli 8ud 30HOa

FabaputHble pa3mepsbl 30H4a: obwan gavHa — 200 + 10 mm, A/MHa pabouelt ya-
cTM — 33 +5 mm, wWnpmrHa paboyeri Yactu- 18,5 £ 2 mm, ToNWwmHa paboyeit yactn —
6,6 £ 2 MM, ANMHA eplinMKa — 22 + 5 mm, A MHA WeTUHOK epwnka — 1+ 0,05 mm,
O/IMHA TpaneumeBUAHbIX WeTMHOK — 13 = 5 mm, gnametp wetnHok — 0,06 +
0,01 mm, KonnuyecTBo WETUHOK LWeTkn 48 + 10 wWT., A/IMHA NAAaCTUKOBOM PyYKU —
175 + 2 MM, HapYXHbI AMaMeTp pyuku — 5+ 1 MM, Hapy»KHbI AUameTp eplwmka —
1,8 £ 0,5 Mmm, AnameTp LWEeTUHOK weTkn — 0,8 £ 0,2 Mm, macca — He 6onee 3T.
MN3penne ycToiumBo K BO3AENCTBUIO BUMONOTMYECKUX KUAKOCTEN U BblAENEHUIO
TKaHel opraHuama. MoBepXHOCTb 30HAA YNCTasA, He MMEET NOCTOPOHHUX YacTuL,
TPEeLLMH, 3ayCEeHLEB U PACCIOEHUN.

30HA, BbiNycKaeTcs cTepuabHbIM, CTepnansauma ¢ NPUMEHEHNEM 3TUIEH OKCMAA.
[ONnTenbHOCTb NpUMEHeHUA — KpaTKoBpemeHHoe (He 6onee 1 MUH). Bua, KOHTaK-
Ta C OPraHM3MOM — KPaTKOBPEMEHHbI KOHTAKT C NOBPEXAEHHbIMWU MW NoaBep-
YKEHHbIMM ONACHOCTU NOBPEXAEHUA CIMUCTBIMU 060104KaM M.

M3penve oaHOKPaTHOrO NPUMEHEHMA — NOBTOPHOM CTEPUAN3ALMU U Ae3UHDEKLMM He
noanexur. Mocne UcnoNb3oBaHWA NOANEKMUT YTUANZALLMK, CM. NYHKT 11 «YTuamnsauma».
BHumaHue! U3penne npesHasHauyeHo ANA NPUMEHEHUA TONbKO KBanuduumposaH-
HbIM MEAULMHCKMM NEPCOHANIOM B YC/I0BUAX CMELMANIN3MPOBAHHbIX Ie4ebHbIX Uan
neyebHO-NPOGUNAKTUUECKUX MEAULMHCKUX YUpeXKAeHUIA. He noanexuT noBTopHo-
My npumeHeHuto. MNepes Mcnonb3oBaHWEM NPOUTUTE HACTOALLYIO UHCTPYKLMIO.

3. NTOKA3AHUA K NTPUMEHEHUIO

HeobxoaMMOCTb B3ATUA KAETOYHOrO M BMONOrMYEecKoro matepuana co Bcei o+
BEPXHOCTU LWENKM MaTKM U U3 LLEePBMKANbHOMO KaHana Ana UMTONOTUYECKUX 1
6aKTepMONOrMYECKUX UCCNef0BaHUI B pamKax NPOoOUNaKTUKK, NpU NOA03PEHUM
Ha TMHEKONIOTMYECKYI0 MaToNOrNI0, MPU MOA03PEHUN HA ONYXOAb NO pesyibTaTam
ocmoTpa 1 Y3U wenkn MaTku, BUAMMbIE U3MEHEHUA LiBETA U CTPYKTYPbI INUTENns
opraHa, HapyweHWAX MeHCTPyasbHOTO LMKAa (M3MeHeHWA xapaKkTepa M Koaude-
CTBa BblAe/IEHWUIA), MPU NPOABAEHUM CUMNTOMOB 3apaxkeHuna BMNY uan reHutans-
HOro repneca, KPOBAHUCTbIE BbIAENEHUA NMOCAEe UHTUMA, 3PO3UA LIEWKU MaTKK,
naToNornyeckoe paspactaHue 3HAOMETPUA, BOCMANEHUEe CAU3UCTbIX 0bonoyek
BNArajvLia N MaTK1, KPOBOTEYEHMA NOC/Ie HACTYN/IEHUA KIMMaKca, BHEMaTOYHanA
1 3amepLian 6epemeHHOCTb. COCKOBbl NPOBOAAT A4/1A BbIABNAEHMA NPUYMH Becnao-

AWA, NPY NOArOTOBKE K 6EPEeMEHHOCTH, Y KeHLWMH poaMBLUKMX A0 18 neT, naum-
EeHTKaM C BUPYCOM MMMYyHOAebULMTA YENOBEKA, Y NALLUEHTOK C OTAMOLLLEHHOM Ha-
CNeACTBEHHOCTBIO U Y XEeHLLMH, KOTOpble PoXKanu 2 pasa 3a nocnegHue 4-pe roga.
30H/, TMHEKONIOrMYeCKUI ANAarHOCTUHECK M OAHOPA30BOro NPUMEHEHUA, CTEPUIb-
HbI Tun F-3 (LepsuKc Bpal) nokasaH ans B3atma 6MON0OrMYecKoro matepuana
(B3ATMA cockoba) C NOBEPXHOCTM LWENKM MATKM U LLePBUKANbHOTO KaHana (3KTo- u
9HAOLEPBUKCA) OAHOBPEMEHHO, C Lie/Iblo MPOBEAEHUA LIUTONOTUYECKUX Uccnepo-
BaHMWI B TOM YUC/IE, }KUAKOCTHOMN LIUTONOTUN.

4. MPOTUBONOKA3AHUA

® MeHCTpyasibHble KpOBOTEYEHUS;

® JIMXOPafoYHOE COCTOAHME/ OCTPbIA BOCMANMTE/IbHbIN NPOLLECC B OpraHusme,
He CBA3aHHbI C MOYEnosI0BOI CUCTEMOWA;

® CcoCyAMCTble NAaToNOrMKM (N10Xan CBepPTbIBAEMOCTb KPOBM);

* HepemeHHOCTb A0 22 Heaenu;

® [eBCTBEHHOCTb;

e BOCMaNUTENbHbIE 3a60N1EBAHWA BAAranuLLA U LUEMKM MaTKM (KONbNUT, LEPBULUT);

® MH}EKUMOHHbIe 3a60neBaHUA KOXKM B 061aCTV BBEAEHUA 30HAA;

® 3y/, CbiMb, HEMPUATHbIN 3anax, BblAeNeHUA U3 LepBUKaIbHOIO KaHana;

® BO BpeMs NPOBEAEHUSA IeYEHUA OT reHUTasIbHOW MHbEKLNN;

e B TeyeHue 48 4acoB NOC/aE MOMOBOrO KOHTAKTa, UCMOAb30BAHUA NyBPUKAHTOB,
pacTBopa yKcyca uau J1iorons, TamnoHoB WK CNepMULMAOB, CNPUHLEBAHNUA,
BBEZleHVe BO BNaranuile MeIMKkaMeHTOB, CBEYel, KPeMOB, resinii U KpemoB AN1A
YNbTPa3BYKOBOrO UCCAEL0BaHMA.

Ocobble cayyau npumeHeHus

® cnepyet cobnofaTb 0COBYI OCTOPOXKHOCT NPU NPUMEHEHWUM B Cayyae bepe-
MEHHOCTM NaLMEHTKK;

* npwu paboTe c MeANLMHCKUM U3Lenvem Nonb3oBaTeNb AOMKEH paboTaTb B me-
AVUMHCKUX PE3MHOBbIX NepyaTKax.

Mepbi npedocmopoxHocmu

e 3anpelLeHo NOBTOPHOE NPUMEHEeHWe.

* 3anpelLleHo NPUMEHATb NPU HAPYLUEHMWU LLeNOCTHOCTU UHAMBUAYANbHON yna-
KOBKM.

e 3anpeLLeHo NPUMEHATb NOC/e UCTEYEHUS CPOKA FOAHOCTH.

* 3anpeLLeHo NPUMEHATb NPU HAIMUUN NOBPEXAEHWUNA.

e [lepes UCNONb30BAHMEM NPOYTUTE MHCTPYKLMIO MO NPUMEHEHMIO.

BHUMaHue! 30HAbl He AOMKHbI CO34aBaTh Yrpo3bl TPAaBMaTM3aLUK CIM3UCTBIX 060-

I0YEK NPU HEOCTOPOIKHbIX ABUMKEHUAX PYKMU.

5. MOBOYHbIE 3PDEKTbI

* npu HecobNOAEHUN YCI0BUIA M cNOCO6a NPUMEHEHWSA 30HA0B BO3MOXKHOMHbU-
LMpoBaHUWe TKaHEel MOYEMNoI0BOM CUCTEMDI;

® NpU HEOCTOPOXXHOM MPUMEHEHWMN 30HAOB BO3MOMKHA TPaBMAaTM3aLMA CAUSU-
cTOM 060/104KM OPraHoOB U TKAHEW.

Bo3mosicHble ocoxcHeHUA

OCNO¥KHEHUA Noc/e B3ATUA KIETOK U3 LIePBUKANIbHOTO KaHaa M Weiku BO3HUKAOT

pesKo, OfHAaKO UX NMPU3HAKKM HeobXoAMMO 3HaTb, YTOGbLI BOBpeMs 0bpaTUTbCA K

rMHeKonory.

BocnanuTenbHbIi NpoLecc B NoN0BbIX NYTAX WK GpioLlvHe BbI3biBaeT NaTonornye-

CKMe BblAENEHURA, YCUIEHUE KPOBOTEYEHWSA, CU/IbHbIE BOIM BHU3Y KMBOTA.

BbicoKoe BHYTPMMaTOYHOE AaBneHve MMeeT NMPU3HAKW NoABAeHUE TAHYLMX 60-

Neil B Masiom Tasy, crnasmbl B 6pLoLWHOM NonocTu, 601b v BblgeNeHWsA NOCAe CeKca.

MaTtoyHoe KpOBOTEYEHUNE COMPOBOMKAIETCA 06UTbHLIMU BbIAENEHUAMM, MOHUKE-

HWEeM apTepuanbHOro AasneHus, cnabocTb, ToWwHOoTa.

[edbopmauusa maToyHoro Tena.

OCNOKHEHMA XPOHUYECKUX 3a601EBaHMI YPOTeHUTAIbHOW CUCTEMBI.

6. NCNOJIb3OBAHUE U3AEAUA

OcobeHHocmu 83amus. cockoba

Mcnonb3yoT TONbKO CyXMUe M CTePU/IbHbIE MHCTPYMEHTbI. AHTUCENTUKK, YysKePOa-
Hble MUKPOOPraHU3Mbl BAVAIOT HA MUKPO(IOPY BAAraauLLa U COCTOAHUA KNETOK.
BvomaTtepvan 3abupatoT 40 NpPOBeAeHUA ABYPYYHOTO UCCNEA0BaHUA MONOBbIX
nyTen 1 _KoABNOCKONWU. 18 NONYYEHMA HYSKHOTMO KOIMYECTBA K/IETOK MCMOb3Y-
10T cneunanbHble WeTku. bruiomatepnan cockabnmeaoT ¢ NOBEPXHOCTM LIEEYHOTO
KaHaNa W Hapy»KHero 3eBa. Ecun npu ocmoTpe 0bHapyKeHa NaToNorms Wenku maT-
K1, TO 3aD60p KIETOK OCYLLECTBAAIOT NpuLenbHo. Metogom 6uoncum 6epyT cockob
C FIOBEPXHOCTM NaTO/NIONMYECKOro oYara. Y KeHLWMH penpoayKTMBHOIO BO3pacTa
cockob ana umtonorum 6epyt ¢ 10 No 23 HeAENO MEHCTPYANbHOTO LMKAA.
PexkomeHdayuu no nod20moeKe K npumeHeHuto

B nepvos nNoAroToBKM CnedyeT OTKA3aTbCA OT: MHTUMHbIX KOHTAKTOB 33 2-3 AHsA,
CNPUHLEBAHNUA 33 5-7 AHel, UCNONb30BaHMA UHTUMHOW KOCMETUKM (resib, Aes3o-
[0pPaHT, UHTUMHaA cMaska) 3a 3-4 AHSA, BBEAEHME BarvHa/ibHbIX aHTUCENTMKOB (Ta-
61eTKK, cBEYM ) 3a 7 AHEN, Nnprema aHTUBMOTUKOB M TOPMOHAJIbHBIX KOHTpaLenTy-
BOB 3a 10-12 gHeW, Nyylue OTKA3aTbCA OT A/IKOTO/IA U CBECTU K MUHUMYMY KypeHHUe.
PekomeHOayuu nocae npumeHeHUs npouedypol

B nepvog He meHee 20 AHel HEMb3A 3aHMMATLCA CEKCOM, MOAHVMMATb TAXKECTU U
AKTMBHO 3aHMMATbCA CMOPTOM, Nocelatb 6aHK, cayHbl, NPUHUMATbL TOPAYYIO BaHHY,
KynaTbcs B 6acceitHe MAKM B OTKPLITOM BOAOEME, NPOBOAMUTL CNPUHLEBAHUE, NO/b30-
BaTbCA MMIMEHNYECKMMM TaMMOHAMM, UCMOb30BaTb MHTUMHbIE Fenu, Ae3040PaHTb,
AHTUCENTUKU.

MMrneHnyeckune npoueaypbl NPOBOAAT TONbKO NoA Aywem 2-3 pasa B CyTKU. B Teue-
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HWKM 5-10 AHeN XKeHLWMHY MmoryT 6ecnokouTtb cnabble 6011 B 061acTy reHUTanui, no-

3TOMY PEKOMEH/0BAHO CHU3UTb GpU3NUECKMe HarpysKu. Mocne cockoboB BOSMOXKHbI

KPOBAHUCTbIE BblAeNeHUs, MOCKO/bKY NPoLeypa MOXKET TPaBMUPOBATb COCYAbI.

Ecnv y naupeHTa HeT 0CcNoXKHEHWI, Bce NpoxoauT nocne 3-5 aHel 6e3 neyeHus.

lMopsadok pabomel. NUcrnonb3osaHue usdenus Mo Ha3HA4eHuIo

30HA, NOCTABAAETCA CTEPUbHBIM U NpefHa3HayeH TONbKO A OAHOPA30BOro UC-

Nonb30BaHWA. B TeUeHWe cpoKa rofHOCTY, YKa3saHHOTO Ha yNaKoBKe, U npu cobntoae-

HWM YCNI0BWIA TPAHCMOPTUPOBAHMA U XPAaHEHUA U3AENNE COXPAHAET CTEPUIBHOCTD.

BHUMAHUE! NPU HANTNYUN NOBPEXAEHNA YINAKOBKU MU NOCNE UCTEYE-

HWA CPOKA rOAHOCTM UCMO/Ib30OBAHME 30HAA 3ANPELLAETCA!

BHMMAHME! YITAKOBKY 30HJA BCKPbITb HEMOCPEACTBEHHO MEPEA, MCMNO/1b-

30BAHUEM.

MpoBEpPUTb LLENIOCTHOCTb YMAKOBKM U CPOK FOAHOCTU U3AENUA: NpU HapyLueHun

YNaKoBKK, WU3LeNNe MOANENKMUT yTUAU3aLUMKU. HafeTb CTEPUNbHBIE MegUUMHCKMe

nepyaTku nocne npeasapuTesibHol 06paboTKM PyK pacTBOpaMM aHTUCENTUKOB.

Cnoco6 npumeHeHus

1. AKKypaTHO BCKpOITe yNaKoBKy, U3B/IEKUTE 30H/, He HAPYLLAA ero CTepUAbHOCTb.

2. BBeauTe LEHTPabHbINA cTep:KeHb paboyeit YacTUB LLePBUKAIbHBIN KaHan npu

3TOM napasnebHble LEeHTPaNbHOMY CTEPXKHHO LLETUHKM JOMKHBI MIOTHO Npw-

Neratb K NOBEPXHOCTY LIEWKN MATKU.

MepgneHHo nosepHUTe 30HA, B 06e cTopokbl e, 1-3 nonHbix ob6opoTa.

4. W3BnekuTe 30HA U NnepeHecuTe cobpaHHbI Ha paboyelt YacTn BUonormyeckuin
mMaTepuas ¢ NoBepXHOCTU 30HAA Ha NPEAMETHOE CTEKO (CM. puc. 2).

5. Tpu HeobxoaMMOCTM HanpaBuTbMmaTepran B nabopaTopuio.

6. Mcnonb3oBaHHbIV 30HA, NOAAENKUT YIUN3ALMN.
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PucyHokK 2

7/KOMMNAEKT NOCTABKU

Kaxaplii 30HA, yNnakoBaH B MHAMBUAYabHYIO YNAKOBKY B Konnuectse 1 wT. U3pe-

JINA B UHAVBUAYANbHBIX YNIAKOBKaX OAHOrO BapMaHTa UCMNOHEHUA, @ TaKKe OAHOW

NPON3BOACTBEHHOM NapTMK, B Konnyectse 100 WTYK yKNAAbIBAKOTCA B rPynnoByLO

ynaKkoBsKy. B rpynmosyto ynakoBKy BKAaAblBaeTcA MHCTPYKLUMA NO NMPUMEHEHWUIO B

Konnyectse 1 wr.

KomnneKT noetaBku nsgenuii B rpynnoBoi yNaKoBKe BXOAMUT:

® 30HA, TUMHEKONOrMYECKUI1 ANArHOCTUYECKUIA OAHOPA30BOr0 NPUMEHEHUA, CTe-
pvabHbIM TMN F-3 (LlepBuKc Bpaw) ¢ yanvHeHHbIM epwmkom — 100 wr./yn.;

e WUHCTPYKLMA No npumeHeHunio — 1 wr.

8. YC/IOBUA OKPYXKAIOLLEN CPEADI MPU TPAHCMOPTUPOBAHUMU,
XPAHEHUU U SKCNNYATALUN

[lonyckaeTtca TpaHCNOPTUPOBATb M3fenne BCEMU BUAAMM 3aKPbITbIX TPAHCMOPT-
HbIX CPe/CTB, B COOTBETCTBMU C NPaBWUIaMKU NEPEBO30K rPy30B, AEWCTBYOWMMU HaA
AAHHOM BUAe TpaHcnopTa.

Ycnosusa mpaHcnopmuposaHus

Temnepatypa okpyKatowien cpeapl: ot -10 °C go + 40 °C;

OTHOCUTENIbHAA BAAXKHOCTb He A0/1XHa npesbiwaTh 80 %.

Ycnosus xpaHeHus

M3penma HeobXxoAMMO XPaHUTbL OTAENbHO OT BELLECTB, BblAENAIOWMX Napbl ¢ pes-
KMM 3anaxom.

Temnepatypa okpyKatowei cpeapl: ot -10 °C go + 40 °C;

OTHOCKTeNbHAA BNAXKHOCTb He J0/KHA npeBbiwath 80 %.

Yenoeus npumernerus

M3penve ycToMuYMBO K KNMMATUYECKMM BO3AEMCTBMAM B NpoLIecce SKcnayaTauum
npuv BO34eNCTBUMN TemnepaTypbl Bo3ayxa oT +10 go +35°C.

9. CPOKIrogHOCTU
CpoK rogHoOCTH (XxpaHeHus) — 5 neT ¢ AaTtbl CTepuaMsaumm (gata ctepmamsaumm
yKasaHa Ha ynakoBke).

10. YTUNU3ALMUA

Mocne NCnoib30BaHUA U3AENME NOAJEKUT YyTUAN3ALMM.

30HAbI, 3arpA3HEHHbIE KPOBbIO U/WMAWM APYTMMU BUONOTMHECKUMM KUOKOCTAMM,
OTHOCATCA K Knaccy b v nocne npumeHeHusa noanexar Ae3vHPeKLUn 1 yTuamsa-
UMW B COOTBETCTBUM C AEWCTBYIOLMMMU HOPMaMMU U NPaBUAAMK B COOTBETCTBUM C
CanlvH 2.1.3684.

YnaKoBKa, U34enune C UCTEKLIMM CPOKOM FOAHOCTU, He 3arpsA3HEHHbIE KPOBbIO U/Man
LPYTMMKU BMONOMUHECKMMM MUAKOCTAMM, YTUIN3MPYIOTCA B COOTBETCTBUM C Tpebo-
BaHMAMM CaHlMnH 2.1.3684, OTHOCALMMUCA K MEANUMHCKMM OTX0AaM Knacca A.

11. CBEAEHWA O TEXHUYECKOM OBCNYXMUBAHUU, TEKYLLUIA PEMOHT
TexHU4ecKkoe 0b6CNyKMBAHME U PEMOHT U3Ae/NA He NPesyCMOTPEHbI.

12. NEPEYEHb OCHOBHbIX CTAHAOAPTOB, KOTOPbIM COOTBETCTBYET
MEAULMHCKOE U3AENUE
M3penve cooTBETCTBYET NMPUBEAEHHBIM HUXKE MEXKAYHAPOLHbIM CTaHAAPTaM, KO-

Topble obecneunBaloT 6e30nacHOCTb Bpaya v NaLmeHTa:
ENSO 13485; EN1SO 15223-1; EN ISO 14971; EN ISO 10993-1; EN ISO 10993-5; EN ISO 10993~
7;150 10993 — 10; ISO 10993-11; EN 556-1; EN ISO 11607-1; EN ISO 11607-2; 1SO 11135.

13. TAPAHTUN U3TOTOBUTENA

MpownsBoauTeNnb rapaHTUpyeT COOTBETCTBUE WM3AENUA YCTaHOBNEHHbIM TpeboBsa-
HUAM CTaHAAPTOB M AOKYMEHTALMW NPOU3BOAUTENA NPU COBNIOAEHUU YCIOBUK
TPaHCNOPTUPOBAHMA, XPAaHEHUA, SKCNAYyaTaLUN.

MpounssoauTens He HeceT OTBETCTBEHHOCTU 3@ KaKOW-NMB0O NPUYMHEHHDIV yliepb
WM NOBPEXKAEHNA NPU UCMONb30BAaHWUMN U3AenA, NOoKa He ByAeT foKasaHa ero BUHa.
MpounsBoguTeNb HE HECET OTBETCTBEHHOCTMU 3a KaKOW-1MB0 NpUUYMHEHHbIN ylep6
WUN NOBPEXAEHUA, BbI3BaHHbIE UCMONb30BAaHUEM U3AENUA NOCNE UCTEYEHWA CPO-
Ka roHOCTU YKa3aHHOrO Ha yrnaKoBKe.

MpownssoguTens rapaHTMpyeT paboTocnoCcOBHOCTb U COXPaHEHWE CTEPUNBHOCTU
n3fenvit B Te4eHne BCero CPpoKa roaHocTH (5 net ¢ AaTtbl CTEPUAN3ALMUK) NPU CO-
61104eHUN YCNOBUIA XPAaHEHWA U TPAHCNIOPTUPOBKMU.

FapaHTUIHBIV CPOK rOAHOCTM cOCTaBAAeT 5 NeT ¢ AaTbl CTEPUIN3ALUN.

14. NPABUJIA NPELQOCTABNEHUA PEKIAMALMIA

Mpu BbIABNEHUM NOBOYHBIX AENCTBUI, HE YKa3aHHbIX B MHCTPYKLMKU NO NPUMEHE-
HUIO, HeXKenaTesbHbIX PeakLyii Npu ero NpUMeHeHUKn, ocobeHHocTel B3aMmoaei-
CTBUA MEAULMHCKUX U3LeNn MexKay coboii, GaKToB M 06CTOATENLCTB, CO3Aat0LLMX
Yrpo3y }KM3HU U 340POBbIO MPAXKAAH U MeAULMHCKUX PabOTHUKOB NpU NpUMeHe-
HUKM K 3KCMAyaTauuun, HeobxoAMMOo HanpasaATb CooblieHMe, codeprKallee yKa-
3aHHbIe CBEAEHUA, B YNOJHOMOYEHHbIN opraH/ opraHusauuio B cdepe 34paso-
OXPaHeHWs, a Tak»Ke B afpec YNONHOMOYEHHOTO NPeACTaBUTENA NPOU3BOAUTENSA:
0O6LwecTBO € orpaHMyYeHHoW oTeeTcTBeHHoCcTblo «MHTMEL» (OO0 «UHTMEL»)
topuandeckuii agpec: 111524, POCCUA, I. Mocksa, BH.TEP.T. MyHVILI,l/II'IAJ'IbeIPI
OKPYT MEPOBO, Y1 NEPOBCKASA, 4. 1, CTP. 12, MOMELL,. | KOMH.27, Ten: +7 (495)
234-57-31, andrey@int-med.ru

15. NAPOU3BOAUTENDb

L3aHcy XaHXeH Meaukan TexHonoaxu Ko., /1h., Jiangsu HanHeng Medical
Technology Co., Ltd., (KHP, 16-B4, #1 North Qingyang Road, Tianning District,
Changzhou, 213017 Jiangsu, P.R.China; Ten./®akc: +86-519-85559288)

MecTo npoussogctsa: Jiangsu HanHeng Medical Technology Co., Ltd. («Li3aHcy
XaHXeH Megukan TexHonogsku Ko. /1ta.») KHP, 16-B4, #1 North Qingyang Road,
Tianning District, Changzhou, 213017 Jiangsu, P.R.China

16. CBEAEHWA OB YNO/THOMOYEHHOM NPEACTABUTE/IE NPOU3BOAUTENA B PO
06LLecTBO C OrpaHUYeHHoM 0TBeTCTBEHHOCTbIO « MHTME/» (OO0 « MHTME/»)
Appec: 111524, POCCUS, T. Mocksa, BH.TEP.I. MYHULMMAJIbHbINA OKPYT NEPO-
BO, Y1 MEPOBCKAA, A. 1, CTP. 12, NOMELL, | KOMH.27, Ten: +7 (495) 234-57-31,
andrey@int-med.ru
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