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MeanUMHCKoe 060pyaoBaHue

OuKM 3aLWUTHbIE 3aKPbITOro TUNa, TOProBon Mapku «ZSR»
PY N2P3H 2021/13736

OnucaHue:

OYKM 3aWMTHbIE MCNoJIb3yrKTCA ON1d nogaepXaHud rurmeHbl Mmexany naymeHTomMm n nepcoHasjioMm
BO BpeMA npoeeneHnAa MeOUUMHCKUX npouenyp C uenbko npenorepalleHnUAa 3arpa3HeHnsd
d)I/I3VIOﬂOFVILIECKVIMVI XNOKoCTAMU N TBEPLObIMU YaCTULLAMW.

Mopenb: ZSR-Y03
MaTtepuan nuH3bl: nonnkapboHaT, MaTepuan onpasbl: MBX.

YkasaHus no JKcnnyaTayuu:
1. He anKacaVlTer K JINH3€ NanbuaMn Npu OTKPbITUMN YNAaKOBKU U U3BJ1IEYEHUN NPOOYKTaA.

2. JlnH3a umeet (byHKLWII'O 3aWMTbl OT 3anoTeBaHuA. ECnv Ha NMH3e ecTb Nbifib, ﬂpOMOVITe ee yncTomn BOJJ,OVl
NJIN OCTOPOXHO MNMpoTpuTe MSAKOW BNaXHOW TKaHbto, YTOObI He nouapanaTtb JINH3Y U HE NOBPEeOUTDb cnom
3alnTbl OT 3arnoTeBaHUA.

Oco6ble yKazaHUs U Mepbl NPeJ0CTOPOXXHOCTH

1. 3anpelyaeTcsa NPUMEHeHVE U3OeNUs B CIlyYae, ecyiv yrnakoBka Obifia 0TKpbITa UM MOBPeXaeHa.
3anpellaeTca UCMosib30BaHUE U3LENNSA B Cllydae UX 3arpsisHEHNUSA UM NOBPEXAEHNUS.
3anpelllaeTca NpMMeHeHe U3fenms rno NCTeYeHN CpoKa roJHOCTH.

3anpellaeTca NOBTOPHOE NPUMEHEHMWE U3OeNUS.

SAE S

3anpeLllaeTcsa cTepUIn3aumsa usaenus.

CpokK akcnnyaTauuu:

2 roga ¢ gaTbl MU3rOTOBJIEHUS MPU YCII0BUM COBJOAEHUS NPaBUI XPaHEHUS], TPAHCTIOPTUPOBKM
1 ucnonb3oBaHus. ([laTa M3roToBfieHMsl yKasaHa Ha YNakoBKe.)

Ycnosus XpaHeHus, TPAHCNOPTUPOBKU U YTUNTU3aLLUK:

Ons obecrneyeHnss 6esonacHOCTU U PYHKLMOHANIbHOCTM MPOAYKLMMN ee HE06X0AMMO XPaHUTb BAaNm

OT arpeccuBHbIX ra3oB, B CYXOM, XOPOLLO NMPOBETPUBAEMOM M YNCTOM MOMELLEHUW, BHE AOCTYMNa NPsIMbIX
COJIHEYHbIX NlyYyen. Y TUnn3aumsa npoBoanTCs B COOTBETCTBUU C MpaBuIiaMu, yCTAHOBJIEHHbIMU

MECTHbIM 3aKOHO4aTeNbCTBOM.

MepeyeHb cTaHAapPTOB, KOTOPbIM COOTBETCTBYET MEAULMHCKOE uspenve
+ EN ISO 14971:2011 « N3penusa meguumHckue. NpuMeHeHne MeHeI)KMeHTa pucka K MeAULMHCKUM N3aennsamy,

+ 1SO 13485:2016 «M3pgenns meguuuHckme. CucTeMbl MeHeL)KMeHTa KayecTBa. TpeboBaHus ons Lenen
HOPMAaTMBHOIO PEryiMpoBaHuUs».

CrtpaHa npousBogcTBa: Kutan

Mpoussogutenn: Umnoptép:

Dongguan ZSR Biomedical Technology Co., Ltd.(«[oHryaH 3CP 000 «TexHo MeguuuHa» 197375, r.CaHkT-lNeTepbypr, BH.TEp.T.
Buomeaukan TexHonomxu Ko., Jita.») 523651, 448 Qingfeng Road, MyHULMNanbHbIM okpyr Konomsary, yn. 1-a YtuHas, a. 32 Jiutepa b,
Sanzhong Dist. Qingxi Town, Dongguan, Guangdong, China. nomeuleHue 5-H. Ten: 8 (800) 511-64-08




