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MPOTOKOJI 3AOYHOI'O I'OJTOCOBAHUA
TexHuyeckoro komurera « MeIUIMHCKHE TPpUOOPHI, anmapaTsl U 000PYA0BAHUE
TKO11

IIpencenarens TK O11: Pomanos O.B.

C 30.04.2019 r. mo 16.05.2019 r. TeXHWYECKHMM KOMHTETOM II0 CTaHIAApTU3AIUN
«MenuuuHcKue npubdopsl, annapatsl 1 obopynoBanue» (TK 011) mpoBoaniocs 3a04HOE TOJIOCOBAaHHUE
10 BOTIPOCY PEKOMEHANNHN K YTBEPKACHUIO IPOCKTOB HAIIMOHAIBHBIX CTAH/IAPTOB!

- 'OCT P UCO 8536-3—... «YcrpoiicTBa MH(Y3MOHHBIE MEIULIMHCKOrO HazHayeHus. Yactp 3.
AJNIOMHHHEBBIE KOJIAYKH JUIsi WH(QY3HOHHBIX OyThuiok. OOmue texHmyeckwe TpebdoBanus» (1SO
8536-3:2009, IDT)

udp temsr: 1.14.011-1.019.18

- 'OCT P CO 8362-3—... «EMKOCTH Uil WHBEKIHOHHBIX JIEKApPCTBEHHBIX CPEICTB H
MPUHAIISKHOCTA K HUM. YacTh 3. ATIOMHHHEBBIE KOJIMAYKH I HMHBEKIIMOHHBIX (hi1akoHOB. OO01me
texuuueckue TpeboBanus» (1ISO 8362-3:2001, IDT)

Mudp temsr: 1.14.011-1.020.18

OOcyxeHre MPOBOJWIOCH IO MPOEKTaM HAIMOHAIBHBIX cTaHmapTtoB mo Temam 1.14.011-
1.019.18 u 1.14.011-1.020.18, mporieamuM peAakTUPOBaHUE W MOIYYMBIIMM ITamn «B Habop» B
cootBercTBUM ¢ 1. 4.4.4 TOCT P 1.2-2016, ¢ y4eToM MOJIIOKUTEITBHBIX PE3YIIHTATOB IKCIEPTH3HI.

Ha ronocoBanue ObII IMOCTaBJIEH BONPOC O PEKOMEHJAIMKM K YTBEPXKIEHHIO IPOEKTOB
HAIMOHAJFHBIX CTAH/IAPTOB.

Ilo pe3yabTaTam 00Cy:KIeHHS M TOJIOCOBAHNS PELIEHO CIeTYIoIIee:

1) PekoMeHI0BaTh K YTBEPIXKJICHHUIO MPOCKTHI HAIIMOHAIBHBIX CTaHAapTOB Mo Temam 1.14.011-
1.019.18 m 1.14.011-1.020.18.

2) PexomeHmoBaTh pa3pabOTUUKY JJIsl 00ECIIEUCHUsT BO3MOXHOCTH KOHTPOJIS 33 BHIMOJIHEHHUEM
TpeOOBaHUH, yCTaHABIMBAEMBIX NMPOCKTAMH CTAHJIAPTOB, JIO BBEJICHUS MX B JCHCTBHE OCYIIECTBUTH
MEPeBOJ] CCBUIOYHOTO  MexayHapoaHoro cranmapra 1SO 8872  ([lelicTByromas — pegakius:
ISO 8872:2003 Aluminium caps for transfusion, infusion and injection bottles — General requirements
and test methods) u npoBectu ero opuIMaTBHYIO PETHCTPAILMIO B YCTAHOBICHHOM MOPSIIIKE.

3) Cekperapuaty TK 011 mOAroTOBUTH 3aKIIOYEHHE C MOTHBHPOBAHHBIM IMPEIIOKCHHEM
®denepallbHOMY areHTCTBY MO TEXHHYECKOMY PETYIHPOBAHUIO M METPOJIOTHMH YTBEPAHTH MPOEKTHI
HallMOHAIBHBIX cTaHaapToB 1o Temam 1.14.011-1.019.18 n 1.14.011-1.020.18.



JeTanu3anus pe3yJibTaTOB rOJI0COBAHUS:

B xome romnocoBanus ronocoB «I[IPOTHB» pexoMeHmaluyu K YTBEPKIACHUIO MPOEKTOB
HAIMOHAJBHBIX cTaHaaptoB mo temam 1.14.011-1.019.18 u 1.14.011-1.020.18 ue moctynmiio. Pemienue
PEKOMEHIOBATh K YTBEPKJICHUIO MPOCKTHI HAIMOHAIBHBIX cTaHAapToB 1mo Temam 1.14.011-1.019.18 u
1.14.011-1.020.18 mpuHATO €AMHOTIACHO.

[Ipencenarens TK 011 O.B. PomanoB



