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TpaHcropmuposoYyHasl 20¢hpomapa

PexoMeHyeMbIH pasmep rogpporapnl
JxIIxB (cm) - 75x36x12

Ko dunuenT 3anoaHeHnusi KoHBeiepa 75%
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KoHmposb npoyecca

I/I3MepeHne AUAIIAa30HAa MMOIVIOIINEHHBbIX /103




KoHmposnb npoyecca

IIpouecc paguanmuoOHHOU 00padOTKH 0(POPMIIAETCH MIPOTOKOJI0M
U KaAPTOM pacnpeaejJeHus 103 B MarepuaJsie

(€0, Eipy Med

IMokasaunne no3umerpos BAWINDOSE

( HaHMEHOBAINIE KCIICPHMETRALHOTD 00padLia)

wouTpoabuas Touka Nel /4 ¢ kI'p

IIPOTOKOJ Ne %

MPOBE/IEHNS pajIMaliMOHHON 00pPabOTKH KOHTEHHEPOB MONMMEpPHBIX JUisi komroHeHToB kposr TOO «Eira Med»

Koureiinep PHbI LIS 108 Kpou_300 ma

3UMeTpa
ID nosm P Hanmenosamue mizes

HopmarnBHbIii I0KYMeHT:

T1-CMK-036-2016 «TexHONOrHYECKHX per/iaMenT paniaHoHHOH 06paboTKH HeHil
HOTO

0 Ha P

|
Homep naprim:

]Kn/m-lecmo u3aeanii: 86 KOpoBoK

TOCTABKH HA CTCPHIHIANMIO:

UlaTa NPOBEACHHS CTCPIIN3AINN: I 19.02.2020

1 YCTAHOBKH:

YekopuTens anekTponos Tina UIIY-10

IapamMeTph! yeTaHOBKH

| KonTpoabHas Touka Ne2 10,5 kI'p

1D pozumerpa

Oneprist uzsysens, E: 4,5 MoB no3a: | 10-17 xIp
Beanunna crepusmsyiomero Toka, I ep.: | 5,70 MA _

Konrposbusie nap JUSRUL CTEPHIM3ANIH
Crepnansyiomas 103a: | [m 1bHO foMycTHMAs 103a: | 25 Ip

Hurrepsan H3MepennbIX 3uadenmii 103b1:

| 1 pa3 B npouecce KakJI0i CTepHIM3ALUN |

|PaGoumii nosumerp:

JloznmeTpuieckuii KOHTPOJIHL

| Tnenounsiit B3WINdose | I[BeroBoii nmmKarTop:

|Kosmaecrso mneamii:

86 Kopobok —

JlaTa OKONYANNS CTEPHANIAIIIN:

19.02.2020

| Boimommin:

| CoTpyaHUKH IPOH3BO/ICTBEHHO-TEXHOJIOTHYECKOTO OT/IeNa

|BaitymanoB AK. = | lo3mmerpucr: [Ca.‘lblkoai;\.A.

KouTpoabHas Touka Ne2 27 kI'p
Pyxosoaureas pabor:

|Epunn 3.P..  A* /

1D po3umerpa

Tapamerpnt yekoputeas E i s Mev Iep 459 mA Ckopoctsh KonBeiiepa__5 ¢ M/mMuH

[ Jlata «_o4 » C

JlozumerpucT.




KoHmponb npoyecca

I{BeTOBBIC MHAUKATOPHI MOIVIOUICHHON 103bI




Jloecucmu4yeckue ycsyau




Cmoumocms ycsy2

HauMeHoBaHHue CrouMoCTh

TpaHCIIOpTUPOBKA I'Py30B MO 56 TUBIH/IIT.
Mapuipyty lIsiMKeHT-
KypuaroB-lI1IsiIMKEeHT

PaguanmonHasi oopadoTka 29 TUBIH/IIT.
3ameHa ropoTapsl 20 THUBIH/IIT
Croumocts LIBU ] S TUBIH/TIT

Hroro: 1,1 Tenre/mr
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Me>x0yHapoOHbIU Ornbim

ER—UEDFBERKERSATE (EH)
Specifications for Radiation Sterilization of Single-use
Protective Clothing for Medical Use during Emergency

(Provisional)

1. B Objective

BETEMENRIALE, RREFR - NN FRRAERKE
URFAEANESH, RERBELFTERKENER —REHFR
FRTEREEX. FAENENERKET ZELNERNERR
TEAFEZEXREFENERER. RIRERFENEER.

These Specifications are established and implemented to ensure the
effective control of radiation sterilization of single-use protective clothing
for medical use during emergency so that the single-use protective
clothing for medical use sterilized by irradiation under emergency
conditions can meet the quality requirements. The radiation sterilization
method specified in these Specifications can be used as an emergency
alternative to the ethylene oxide sterilization in the control of the Novel
Coronavirus Pneumonia (NCP) epidemic (“the Epidemic™). These
Specifications shall be invalid by the end of the Epidemic.

2. J8E Scope

FHENERTHFERNRERRERN TR AERKEY,
AERREHE, BHRXEERXENER—RENFR. BBER
EHTERNER NI FRNAZ GB 19082-2009 {EA—N
HRFBREAEX) £ 4HER.

These Specifications are only applicable to the temporary
sterilization of the single-use protective clothing for medical use which
was not sterilized by the method of radiation before the Epidemic in order

to meet the emergency demand for the Epidemic control The single-use

6. BEFRHE References

GB/T19000- /15090002015 (REEEZE ERAAIE)

GB/T19001-20151309001:2015 {RETEHE EX)

YY/T 0287-2016 1SO13485:2016 { EfT B MAETERER T
HHEK)

GB/T18280.2-20151S011137.2:2006 (EFBRBR=SKE £
E2BLBAKRETE)

GB 19082-2009 {EER—RNIEMFFRBEARER)

GB/T19000-20151509000:2015 Quality management
system—Fundamentals and vocabulary

GB/T19001-20151S09001:2015 Quality management
system—Requirements

YY/T 0287-2016 /ISO13485:2016 Medical devices—Quality
management systems —Requirements for regulatory purposes

GB/T18280.2-20151S011137.2:2006 Sterilization of health care
products —Radiation—Part 2: Establishing the sterilization dose

|

GB 19082-2009 Technical requirements for single-use protective
clothing for medical use

(Organized by China Isotope and Radiation Association (CIRA),

these Specifications are translated by Mr. Peng Wei Ms. Wang Shanshan,

Ms. Shen Yiling and Mr. Jiang Hao, and the translation is reviewed by Mr.
Zhang Yanli Mr. Yin Yuji Ms. Wang Yuhui Mr. Kenneth Hsiao, Ms. Guo
Lili and Mr. Shen Lixin)




