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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o0 cTaHpapTe

1 NMOArOTOBIEH 3akpbITeiM akuoHepHBIM obuecTBoM «MeanuTecT» Ha OCHOBE ayTEHTUYHOTO nepe-
BOoAa cTaHOapTa, yKasaHHOro B NnyHKTe 4

2 BHECEH TexHun4yeckum komuteTomM no ctaHgaptusaunm TK 422 «OueHka brnonormyeckoro A4encTBus
MeaNLUUHCKUX U3aennny»

3 YTBEPXOEH 1 BBEJEH B JENCTBWE Mpukazom PefepansHoro areHTcTBa no TEXHUYECKOMY pe-
rynupoBaHuto U metponornm ot 14 pekabpst 2009 r. Ne 758-cT

4 HacTtodawmn ctaHaapT naeHTudeH mexgyHapogHomy ctaHgapty MCO 7886-4:2006 «LUnpuubl MHBEK-
IMOHHbIE OQHOKPAaTHOro nNpuMeHeHua ctepunbHble. Yacts 4. LLUnpuubl ¢ yCTPOUCTBOM, NPEenATCTBYOWNM UX
TOBTOpHOMY npuMeHeHUo» (ISO 7886-4:2000 «Sterile hypodermic syringes for single use — Part 4: Syringes
with re-use prevention feature»).

[Tpy NpUMeHeHN HacToALLEro cTaHaapTa peKkoMeHayeTCA UCNONb30BaTb BMECTO CChINTOYHbBIX MeXayHa-
POAHLIX CTaHOAPTOB COOTBETCTBYOLWME UM HaLMoHanNbHble cTaHgapTel Poccumnckon ®egepauun, ceegeHnsa o
KOTOpPbIX MpMuBedeHbl B AONONHUTENBHOM NpunoXkeHun D

5 BBEAEH BI'NEPBbIE

ViHcbopmayusi 06 UMEHeHUSIX K HacmosilweMy cmaHoapmy riybriukyemecsi 8 eXke200H0 u30asaeMoM UH-
opMalyUOHHOM yKazamerne «HalyuoHanbHbIe cmaHoapmabl», a Mekcm U3MeHeHUU U rMorpasoKk — 8 eXeMe-
CSYHO U30asaeMbiX UHGhbopMallUOHHBIX yKa3zamersax «HauuoHaneHbie cmaHoapmebi». B cniy4dae rnepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e2o cmaHoapma coomeemcemesyroujee yeseoomMrieHue byoem ornybriukoeaHo
8 eXXeMeCSIYHO u3dasaeMoM UHDOPpMaUUOHHOM YKa3amerne «HauuoHarnbHbie cmaHoapmel». Coomeemcemay-
fowasl UHgpopmMayusi, yeeOoMIIeHUe U meKecmhbi pa3Melaromcs makxe 8 UHQopMalUUOHHOU cucmeme obuiezo
ro1b308aHUsT — Ha ouyualnbHOM caume PedeparibHo20 a2eHmcemea o MmexHU4YeCKoMy pez2yrupogaHuro U
Mempornozauu 8 cemu MIHmepHem

© CTtaHgapTuHdgopm, 2010

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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BBegoeHue

Boinyck HacTosilen Yactn MCQO 7886 Obin npru3HaH BaXXHbIM CpeaCcTBOM ANA NpeaoTBpalleHnst NOBTOP-
HOro NPUMEHEHUS LUMPULIEB B pasBuUBaloLLMXCH cTpaHax. [ToBTOpHOE NpuMeHeHune Wwnpuues 6e3 ctepunmaa-
LMK BCe Yalle NpuBoanT K nepegade UHPEKLMN Yepes KPOBb.

[na wunpokoro npumeHenns BO3 paspaboTtana cneundgukaunm ans wnpuues, KoTopble Npuxoannu obl B
HerogHoOCTb Nocne NpUMeHeHUs (0ObLIMHO Ha3biBAEMbIX «aBTOMATUYECKU NPUXOAALLMMN B HEFOAHOCTbY LUMPU-
LaMKn) Kak ang uMmMmyHusaunm uKCUpoBaHHOW A030W, Tak 1 ANs WwnpuueB obllero HasHavyeHUs, CHabXKeHHbIX
YCTPOUCTBaMU, NPENATCTBYOLMMKU MX MOBTOPHOMY npuMmeHeHuto. BO3 n MCO npuHanu pelleHune, 4To A0NOI-
HUTenbHble YacT NCQO 7886 noTpedytoTcH TOMbKO ANl ONUCaHUSA LUMPULIEB C YCTPOUCTBaAMK, NMPENATCTBYHO-
LLIMMW NOBTOPHOMY NpumeHeHuto, npu atom NCO 7886-1 1 UCO 7886-2 He ByayT coagepKaTb M3MEHEHUN.

[aHHasa vyactb MCO 7886 npeaHasHadveHa Ang onucaHuUs WNPULEB, KOTOPbIe CTAHOBSATCA HENPUIOAHbI-
MW ANS AanbHeUwWero NCnofnb3oBaHUA Nocne BBeaeHUA PUKCMpoBaHHOW Ao3bl. laHHble Wnpuubl He BXOAOAT B
obnactu npumeHeHusa NCO 7886-1 n MCO 7886-3. B obnactb npumeHeHust UCO 7886-2 Bxo4aT WNpuULbl, UC-
10Mb3YHOLWNME HAaCOoChl C MeXaHU4YeCckumM NpneoaoM. B 3aBUCUMOCTMN OT OCODEHHOCTEW KOHKPETHOIO KIMMHUYEC-
KOTO NPUMEHEHUS1 OO0MMKHBLI ObITb WUCMNOMb30BaHbl Haubonee noaxoasilme YyCTPOUCTBA, NPEnATCTBYOLIME
TOBTOPHOMY NMPUMEHEHUIo, C HauBbICLLIEW CTeNeHbio 3allUThI.

LLInpuubl ¢ 3alMTOM OT yKONa UrMon MOTyT Takke CoOoTBeTCTBOBaTh AaHHoU YacTt NCQO 7886 B yacTu
TpeboBaHUN K YCTPOUCTBAM, NMPENATCTBYOLWMM NOBTOPHOMY NpUMeHeHUto, Ho aaHHas Yactb NCO 7886 He
ycTaHaBNMBaeT TPeboBaHU K 3aLlLUTe OT YKOIa UTTON.

IV
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HAUMWOHANBbHBIWN CTAHOAPT POCCUUCKOWN PEOEPALUMN

Linpubl MUHbEKUMOHHBIE OQHOKPATHOI'O NPUMEHEHUA
CTEPWUJIbHbIE

acTtpr 4

LLinpuubl ¢ yCTPOUCTBOM, NPEnATCTBYIOLWUM UX NOBTOPHOMY NPUMEHEHUIO

Sterile hypodermic syringes for single use. Part 4. Syringes with re-use prevention feature

Ilata BBeaeHna — 2011—01—01

1 O6nactb NpMeHeHUA

HacTosawmn ctaHaapT ycTaHaBnuBaeT TpeboBaHUS K MHBEKUMOHHBIM CTEPUNBHBIM LLUNPULLAM OOHOKpPAaT-
HOrC NMPUMEHEHNUSA, U3rOTOBMEHHBIM U3 NOMMMEPHLIX MaTepmnanos, ¢ UIMon unm 6e3 1 npegHasHa4veHHbIM AN
3abopa X1UAKoCcTeN UNMN MHBEKLUM XUOKOCTEN HENOCPEACTBEHHO NOCcne HanonHeHus, U paspaboTaHHbIM Tak,
YTOObLI LUNPUL, CTAHOBUNCA HENPUroAHBLIM NOCNe NPUMEHEHNS.

HacTtoawumn ctaHgapT He npuMeHsaeTca Ang wnpuues, n3rotoBrneHHbIX U3 ctekna (MCO 599%), wnpuues C
aBTOMaTUYECKUM NpuBedeHNeM B HEerogHOCTb Nnocne NpuMeHeHusa anst UMMyHU3aumum uKCcnpoBaHHOM O03bl
(MCO 7886-3) n anga npeaBapuUTenbHO 3anonHeHHbIX Wnpuues. dpyrve cTaHaapTel MOTYT NPUMEHSATLCS, Koraa
LLINPULBI UICNOMNb3YHTCH ANd NOoN Apyron Lenun, oTNMYHON OT ONMMCAaHHOW B HACTOSILLEM CTaHaapTe.

[ PUMEYAHWNE— LUI'IpI/ILI,I:I C 38LLI,HTOI:"I OT YKOIla NINOW MOIYT TAKXE COOTBETCTBOBATb HACTOAWEMY CTaHAAPTY

B YacTn TpeboBaHMWM K yCTPOUCTBaM, MPENATCTBYIOWMUM UX NOBTOPHOMY MPUMEHEHWUIO, OAHAKO HACTOAWMN CTAHOAPT HE
yCTaHaBNMBaeT TPeboBaHMM K 3alUmTe OT YKONAa UIMow.

2 HopMaTuBHbIE CCbINKN

B HacToqalleM cTaHgapTe UCNOMb30BaHbl HOPMATUBHLIE CChINKM Ha cneayioLwne ctaHaapThl:

NMCO 780:1997 YnakoBka. [padunveckas MapkmpoBKka ans obpaboTku rpysa

NCO 3696:1987 Boaa ana nabopatopHoro aHanusa. TexHumdyeckue TpedoBaHns U MeToabl UCMbITAHUA
NCO 7000 MNpadnueckme cMMBONLI, NpUMeHsemMble Ha obopyaoBaHnn. CrNMCOK M aHHOTaLIUA

NCO 7864:1993 CTtepunbHble ogHOPAa30BbLIE UMbl AN NOAKOXHBIX MHBEKLNN

NCO 7886-1:1993 CTepunbHble WNpULUbl ANA MOAKOXHBLIX MHBEKUMA OOHOPAa3OBOroc MnpUMeHeHUs.
Yactb 1. Wnpuukl gnga py4HOro Mcnonb3oBaHUg

MCO 8537:1991" CTepunbHble oaHOPa30BbIe WNPULLLI C UrMOoi Unu 6e3 Ans MHCYNUHA
MCO 9626 Tpybku UronbHble N3 HepKaBerLen cTann Ans N3rotToBNeHNUa MeauLMHCKNX YCTPOUCTB
ASTM D999-01 CtaHgapTHble MeToAbl BUOPpALMOHHLIX ACMBITAHWUA TPAHCNOPTHOW Taphl

ASTM D5276—98 CtaHaapTHble MeToAbl UCNBbITAHMA HAa yaap Harpy>XeHHoW Tapbl NyTeM cBoDOAHOMo
nageHuns

3 TepMUHbLI N onpegeneHus

B HacTodaweM ctaHaapTe npuMmeHeHbl TepMuHbl no NCO 7886-1, NCO 8537, a Takke cneayrowmm Tep-
MWH C COOTBETCTBYIOLLUUM onpegeneHnem:

3.1 YyCTpPOUCTBO, NpenATCTBYKOLWEee NOBTOPHOMY NPpUMeHeHUKo (re-use prevention feature): YcTpou-
CTBO, KOTOpOe NMbo aBToOMaTUYeCKU NPUBOAUT B HErOAHOCTL LUMPUL, Mocne BBeAEHUSA U B NpoLecce BBeae-

HUA HeobxoguMmMon Ao3bl, MO0 NpUBOAMTCA B AENCTBUE NOMb3oBaTenieM U NPenaTtcTByeT nocrneaytolemy
MOBTOPHOMY NMPUMEHEHMUIO LLMPULLA.

) 3ameneH Ha NCO 8537:2007.

U3pgaHne odbvumanbHoe
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4 OO0o3HavYeHusA

OB603HavYeHUa getanen WNpULeB ¢ YCTPOUCTBOM, NPENATCTBYIOLWUM UX MOBTOPHOMY NPUMEHEHWIO, NO-
KasaHbl Ha pUcyHke 1.
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T — konna4vok (ecnm NCNonb3yeTcA), 2 — urna; 3 — Hyneeas nuUHUA rpagyupoBku; 4 — UUNUHAP; 5 — yCTPOUCTBO, NPENATCTBYIOLLEE
NOBTOPHOMY MPUMEHEHUIO, 6 — NUHUA HOMUHANBHOW BMECTUMOCTHU; / — NOPLLUEHb, 8 — OCHOBHASA NUHUA, 9 — YNNOTHUTENDb;
10 — ynopel ana nanbueB; 17 — wrtok; 72 — ynop wrtoka; 13 — 3alnTHbIX 3aQHUA KONMNAa4voK

[TpumedaHne—LWnpuy moxetr nmeTte rpagynpoBky Wkanel B cooteetcteum ¢ MCO 7886-1.

[TpumedaHne—[daHHbIN PUCYHOK UNNIOCTPUPYET HOMEHKNATypy Aetanen wnpuuya. KoHpurypaums v Ko-
HCTPYKUMSA WnNpuua MoryT BbiTb pPasfnyHbi.

[TpumeyaHune—PucyHoK npeaHasHaveH ansi Toro, 4tobbl nokasaTb AeTanu wnpuua ¢ yCTPOUCTBOM, Mpe-
NATCTBYICLWMUM €ro NMOBTOPHOMY MPUMEHEHMUIO.

PUCYHOK 1 — CxemaTunyeckoe n3obpaxeHue wnpuua ¢ ycTPoNncTBOM, NMPENSTCTBYIIOWMM NOBTOPHOMY NPUMEHEHUIO

5 Tunbl WnpuvueB

5.1 Ob6Llee

LLinpuubl AoMKHBI ObITh KNnaccuduumMpoBaHbl B COOTBETCTBUKM € 5.2 1 5.3. CyllecTByoWee MHOroobpa-
3ne KNUHNYEeCKUX NpUMeEHEHUA NPUBOAUT K TOMY, UTO Hanbonee noaxoasiLee yCTPONCTBO, NPEnsTCTBYOLWEE
MOBTOPHOMY MPUMEHEHUIO LUMPULIEB C HAUBBLICLLMM YPOBHEM HaOEXHOCTU, MOXET ObITb onpeaeneHo TOMNbKo
MNPU PacCMOTPEHUN KaXKaoN KOHKPETHOW KOHCTPYKLUUWN.

5.2 YcTpoUCTBO, NpenAaATCTBYKOLEe NOBTOPHOMY NPUMEHEHUIO

YCTpoUCTBA, NPensiTCTBYIOLME MOBTOPHOMY NMPUMEHEHUIO, AOIMKHbLI ObIThb KNnaccunLUMpoBaHbl Cneayto-
LLIMM 0Dpa3om:

- Tun 1: cpabaTbiBaeT aBTOMaTUYECKN B npoLecce Unm nocrie 3asepllieHns npegHasHavyeHHoro ogHo-
KpaTHOro NPUMeHeHNs;

- Tun 2: TpebyeT BMelLaTeNbCTBA Nofib3oBaTens Ans NnpruBegeHns WNpuLa B HerogHoCTb Nnocre 3aBep-
LIEeHUA NpeaHa3Ha4YeHHOro OgHOKPaTHOro NPUMEHeHMS.

2
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5.3 Ha3zHaveHue wWnpuuya

LLinpuubl AomkHBI ObITb KNaccudnuumnpoBaHbl N0 HA3HAYEHWUIO cneayleLwmm obpasom:
- Tun A: ogHOKpaTHbIN 3ab0p XKUAKOCTU U UHBEKLUS;
- Twun B: MHorokpaTtHbIn 3abop XNAKOCTU 40 OKOHYaHUS YCTaAHOBIEHHOrO OAHOKPAaTHOrC NPpUMEeHeHUst

Lnpuua.
6 YucroTa
[MpumeHsatoT TpeboBanusa pasgena 5 NCO 7886-1.

7 Tpepenbl KNCNOTHOCTU UIMU LLENOYHOCTHU

YpoBeHb pH aKkCcTpakTa wnpuua, npUuroToBNeHHOro B COOTBETCTBUU C NPUNOXKeHMeEM A, OO0MMKEH COOT-
BETCTBOBaTb pPH KOHTPONLHOW XWMAOKOCTU B npegenax oAHOW eauMHUUBl Npyu U3MepeHun nadbopaTopHbIM
pH-MeTpoM CcO cTaHAaPTHLIM 3M1EKTPOAOM.

8 llpeaenbHOe coaepXxXaHue 3KCTparupyemMmbiX MeTannos

OKCTpaKT WwnpuLa, NPUroToBNEHHLIN B COOTBETCTBUU C NMPUoXeHnem A, AOIMKeH coaepKaTb He boree
5 Mr/n CyMMapHOro KoOMMyecTBa CBUHLLA, ON0Ba, LMHKA U XXenesa npu NcnbiTaHum obLLENPUHSTBIM MUKPOAaHa-
NMNTUYECKUM MEeTOA0M, HAanNnpumep, MeToaom atoMHon abcopbunn. CoaepkaHue KagmMusa B SKCTPaKTe OO/HKHO
ObITb He Bonee 0,1 mr/n.

9 Cma3ska

[TpumeHsitoT TpeboBaHUA pasgena 8 NCO 7886-1 n nogpasgena 11.4 NCO 7864.

10 JJonycku Ha rpaaynpoBKY BMeCTUMOCTM

[MpumensatoT TpeboaHusa NCO 7886-1, Tabnuua 1, unu, ansa nHeynuHobix wnpuues — NCO 8537, T1ab-
niua 1.

11 'pagyupoBKa WKanbl

11.1 Wkana

[pagynpoBKa LWKanbl A0MKHA COOTBETCTBOBaThL TpeboBaHUaM nogpasgena 10.1 UCO 7886-1 unu noa-
pasgena 9.1 UCO 8537.

11.2 LUudpoBble 0603Ha4YeHUA WIKanbI

[TpUMeHAT cooTBEeTCTBYOWME TpeboBaHua noapasgena 10.2 NCO 7886-1 unu noapasgena 9.2
NCO 8537.

11.3 PacnonoXxeHue WKanbl
[MpumeHstoT TpeboBaHua nogpasgena 10.4 NCO 7886-1.
11.4 lonHaa AonuHa WKanbl

[MpumeHstoT TpeboBaHua nogpasaena 10.3 MCO 7886-1 unu noapasgena 9.3 NCO 8537, KpomMe LKan
LLUNPULEB C PUKCUPOBAHHBIMA 403aMW.

12 UunuHap

12.1 Pa3mMmepbl

OnuHa ymnmHapa U KOHCTPYKUUSA YCTPOWUCTBA, NMPensaTcTBYOLWEro NoBTOPHOMY NPUMEHEHUIo, A0JKHbI
obecnevnBaTb MakcUManbHy0 BMECTUMOCTb LUMpULIA, Mo MeHblLen Mepe, Ha S % bonblue, YeM HOMUHAalNbHAaS
BMECTUMOCTb (pekoMeHayeTCcsd MakcumanbHasi BMecTuMocTb Ha 20 % Oonblue, YeM HOMWUHanbHast BMeCTU-
MOCTb).

12.2 Ynopbl AnNA nanbLeB
[pumeHstoT TpeboBanuns nogpasgena 11.2 NCO 7886-1.



[OCT P UCO 7886-4—2009

13 KOHCTpPYKUMA LUTOK-NOPLEHb

13.1 KOoHCTpyKUUA

KOHCTPYKLUMS LUTOKA U yriopa WToKa Wnpuua AomkHa ObITb TakoW, YTODLI NpY yaepKUBaHUW LUNpuULa oa-
HOW PYKOW LUTOK MOT ObITb yTOMNNEeH DONbLWNM NanbLeEM 3TOW Xe pyKWU. MNoplueHb He OA0MKEH OTAENATbCA OT
LLITOKa NpWY BCacbiBaHUU BO BpeM4d UCNbITaHus, ykasaHHoro B MCO 7886-1, npunoxeHue B, kak Ang BapuaHTa
CO BCTpoeHHon nrnon B cooteetcteun ¢ NCO 8537, npunoxeHune B, Tak n ansg wnpuua 6e3 nurnoi.

KOHCTPYKUMS WITOKA U KOHUrypaLumsa ynopa WToKka A0MKHbI ObITh TaKMMK, YTODLI gonycKkaTb ynpasne-
HUe LTOKOM be3 3aTpyaHeHUN.

Korga nuHua oTcyeTa NOPLUHA COBNadaeT ¢ HyNeBoW NUHUEN rpadynupoBKUA LMNMHAPAa, NpeanouTUTeNb-
Hbl cneayoLlme MMHUManbHbIE 3HAYeHUS ANWMHBI BBICTYNAHUSA LUTOKA U3 LMNuHApa OT NOBEPXHOCTU yrnopa Ans
lanbLUEB OO0 BepXa CTEPXKHSA LUTOKA:

a) 8 MM — Ang Wwnpuues HOMUHaNbHbLIM 0O0BLEMOM A0 2 M (LUNPULL 2 MM B AaHHYIO NO3ULIUIC HE BXOAWT);

b) 9 MM — ang WnpuueB HOMUHaNMbHbIM 0OBEMOM OT 2 40 5 M {(LWLINpUL, S MN B AaHHYHO NO3ULUIO HE BXO-
anT);

c) 12,5 MM — Aang wnpuues HOMUHaNbHbIM 0O BEMOM 5 M U BonbLLe.

13.2 llocaaka nopllHA B LUNUHApPeE

[Ona wnpuues obwero HasHavyeHUs NpUMeHatoT TpeboBaHua nogpasaena 12.2 UCO 7886-1. [lnga UHCy-
NMAHOBLIX LUNPULIEB NpUMeHSIOT TpeboBaHuda nogpasgena 11.3 UCO 8537.

13.3 JluHUA oTcUeTa

[TpUMeHAIT COOTBETCTBYOWME TpeboBaHua noapasgena 12.3 UCO 7886-1 nnu noapasgena 11.3
NCO 8537.

14 HakoHe4YHMK Wnpuvua

14.1 LLUnpuy co BCTPOEHHOU UTNOW

LLinpnubl cO BCTPOEHHOWU UMNOWU OOMMKHBI UMETb MUHUMAaNbHOE YCUNMne coeguHEeHUs Nno HanpaBneHUHo
BOOSIb 0CK UMbl B cooTBeTCcTBUMM ¢ NCO 7864.
Tpybka urnel gomkHa cooTBeTcTBOBaTh TpeboBaHnsam UCO 9626.

14.2 LWnpuy ¢ HakoHeYHUKoM «Jlyep»
LLInpuubl ¢ KOHUYECKUM HaKoHeYHUKOM «Jlyep» aomkHbl cooTBeTCTBOBaThL pasgeny 13 MCO 7886-1.

15 Paboume xapakTepuUCTUKM

15.1 «MepTBOE» NPOCTPAHCTBO

[1pn ucneiTaHnn wnpuues B cooTBeTCcTBUM ¢ NCO 8537, npunoxeHune E, «MepTBoe» NPOCTPAHCTBO He
OOIMKHO NpeBbIWaTh Npeaenos, onpegeneHHbix B noapasgene 14.1 NCO 7886-1. [laHHoe TpeboBaHMe OTHO-
CUTCA K WUNpuULam co CbeEMHON UIMOW; AN WNPULIEB CO BCTPOEHHOM UTMON 3HaYeHne «MepTBOro» npocTpa-
HCTBA UMbl JOJMHKHO ObITh BbIMTEHO.

15.2 UcnbiTaHWe Ha BOAO- U BO3AYXOHEeNPOHMLUAeMOCTb NOPLUHA

[1pn UcNbITaHMK WINPULLEB CO BCTPOEHHLIMU Urnamu B cootBeTcTBUU ¢ NCO 8537, npunoxeHue F, n
lwnpuueB 6e3 urn B cootBeTcTBUM ¢ MCO 7886-1, npunoxernne D, Heobxoanmo, YTobbl OHU HE UMENN yTevek
BOAbI Yepes noplieHb U ynnoTHUTENb(W).

[1pn UCcnbITaHWX WINPULEB CO BCTPOEHHBLIMU UrnamMmu B cootBeTCcTBUM ¢ CO 8537, npunoxeHune B, n
lwnpuuer 6e3 urn B cootBetcTBUM ¢ MCO 7886-1, npunoxeHue B, Heobxoanmo, YToObl OHU HE UMENN yTeuek
BO34yXa yepes nopleHb Unn yninoTHUTENbL(M) U nokasaHnsa MaHoMeTpa He CHKaIUCh.

[na wnpuues co BCTPOEHHBLIMWU UrNamMuy NMPUMEHSAOT COOTBETCTBYOWNE TpeboBaHnA nogpasgena 14.2
NCO 8537.

YCTOMYMBOCTb K BOAO- M BO3AYXOHENPOHNLAEMOCTHU LUNMPULIEB AOTMKHA ObITb NPOAEMOHCTPUPOBaHA He-
3aBUCUMO OT YCTPOMUCTBA, NPenATCTBYIOLEro UX MOBTOPHOMY NMPUMEHEHUIO.

15.3 YcTpoucrtBo, NnpenATCTBYOLWEee NOBTOPHOMY NPUMEHeHUKo

YCTPOMNCTBO, NPensaTCcTBYoLEee MOBTOPHOMY NMPUMEHEHNIO LUNPULEB, OAHOKPaTHO NPpUBEAEHHOE B Ael-
CTBME B COOTBETCTBUU C UHCTPYKLIMEN N3rOTOBUTENSA, HE JOMKHO AaBaTb BO3MOXHOCTU MOBTOPHOro NpUMeHe-
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HMA Wnpuua npu HopmMarnbHbIX YCNOBUAX NPUMEHEeHUA UMK Npu TeCTUPOBaHUM B COOTBETCTBUAM C MeToO0M
MCMNbITAHWUA, YKazaHHbIM B NpUnoXxeHun B.

15.4 Pabou4une xapakrepuUcTUKU Nocre TpaHCNopTUpPOBaHUA

TpaHcnopTUpoOBaHMe He AOIMKHO OKasbiBaTb BIUSAHUA HA paboune XxapakTepuUcTUKM LWnpuua Nnpyu UcnbiTa-
HAM B cooTBeTCTBUM ¢ ASTM DQ99-01 n ASTM D5276-98.

15.5 PykoBoacTBO No BbIOOpPY MaTepuanoB
PykoBOACTBO MO HEKOTOPLIM acrnekram Bblbopa MmaTtepuanoB npueeaeHo B npunoxenmn E MCO 7886-1.

16 YnakoBKa

16.1 MNMoTpebutenbckan ynakoBKa

MpumenHsitoT TpeboBaHua nogpasgena 15.1 NCO 8537.
16.2 'pynnoBana ynakoBKa

MpumeHstoT TpeboBaHua nogpasgena 15.2 NCO 8537.
16.3 TpaHcnopTHaa ynakoBKa

[MpumeHstoT TpeboBaHua nogpasgena 15.3 NCO 8537.

17 MapkupoBKa

17.1 OOLee

MapKknpoBKa ynakoBKM LUNPULIEB AOSTKHA ObITb YETKOM U pa3bopymBOM NP HOPManNbHOM UMY CKOPPEKT -
POBAHHOM O HOPMarnbHOIO 3PEHUN.

17.2 EQUHNYHaA ynakoBKa

17.2.1 EAMHMYHaA ynakoBKa wWnpuua

MapkupoBka egUHUYHOM YNAKOBKW LUMpULIA A0IKHA codepXaTb, Mo MeHbLUeWn Mepe, creayiowyo NH-
hbopmauunto:

a) cnoBa «Ansl OOHOKPATHOroO NPUMEHeHUA» N SKBUBANEHT (TakoW, Kak 3HaK Ansl OAHOKPaTHOro npu-
MeHeHus, npueeaeHHbIN B NCO 7000-1051); He AomMKeH UCNONbL30BaTLCA TEPMUH «YTUTTUIUPYEMBINY;

b) 3HaK «[lpegoxpaHeHue OT NOBTOPHOTC NPUMEHEeHUsA», NPUBeAeHHbIN Ha PUCYHKe 2;
C) HaUMeHOBaHWEe U/UNK TOProBYIO MapPKy U CTPaHy-U3roTOBUTENS;
d) CnoOBO «CTEPUINBHO» UM 3KBUBANMEHTHBLIN 3HAK;
e) HOMep NapTUK C yKaszaHMeM crnoBa «NapTusi» (MNn 3KBUBANEHTHbINA 3HaK);

f) paTy nctedyeHma cpoka rogHocTu (rog n MecsL), 3agaHHyo cnoBaMun «rodeH ao...» (MNu 3KBUBareH-
THbIA 3HAK);

g) HapyXHbIKM gnameTp U ANUHY BCTPOEHHOW UMMbl.

17.2.2 ToTpeOuUTenbckan ynakoBka

MapKknpoBKa NoTpedbUTenbCKoU yNnakoBKU A0IMKHa coaepXaTb, Mo MeHbLUen Mepe, cneayioLlyo MHOopP-
MaLNHo:

a) CnoBa «aAnNs OQHOKPAaTHOro NPUMEeHEeHUA» UM 3KBUBANEHT (TakoW, Kak 3HaK anst 04HOPa30oBOro npu-
MeHeHusa, npueeaeHHbIN B NCO 7000-1051); He ACMKEH UCNONbL30BATLCA TEPMUH «YTUTMTUIUPYEMBINY;

b) 3HaK «[lpegoxpaHeHUe OT NOBTOPHOTO NPUMEHeHUs», NPUBeaeHHbIN Ha PUCYHKe 2;

C) HaUMeHOBaHWEe U/UNK TOProBYIO MapPKy U CTPaHy-U3roTOBUTENS;
d) CnoBO «CTEPUITbHO» UITU 3KBUBAIIEHTHbBIN COOTBETCTBYHOLLUNA 3HAK;
e) HOMep NapTuKn C yKasaHMeM crnoBa «napTusa» (UNn 3KBUBaNEeHTHBbIA 3HaK);

f) paTy nctedyeHma cpoka rogHocTu (rog n MecsL), 3agaHHyo cnoBaMun «rodeH ao...» (MNu 3KBUBareH-
THbIA 3HAK);

g) onucaHue coaepXMMOro, BKMwYatroulee B cedbsl 3Ha4YeHUS1 HOMUHaNbLHOM BMECTUMOCTU LLINpULA, Ha-
PY>XHOTO AnameTpa v ANUHbl BCTPOEHHOW UMb,

17.3 'pynnoBana ynakoBKa

MapknpoBka rpynnoBov ynakoBKU OOJSKHA BKIKOYaTb, MO KpanHen Mmepe, creayowyio MHpopMaLlnio:

a) CIoBa «4ls OQHOKPAaTHOro NpUMeHeHUsI» UN 3KBUBAneHT (Takon, Kak 3Hak 4ns o4HopasoBoro nNpum-
MeHeHus, npmeeaeHHbI B MCO 7000-1051); He oOIMKeH UCNONb30BaTLCA TEPMUH «YTUTTUINPYEMbBIN Y ;

b) 3HaK «[lpeanoxpaHeHne OT NOBTOPHOIC NpUMeHeHUs», NpMBeAeHHbIN Ha PUCYHKe 2;
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C) HaMMeHOBaHWE U/UN TOProOBYIO MaPKy U CTPaHy-U3roTOBUTENS;

d) CnoBO «CTEPUITbHO» UMMM 3KBUBANEHTHbIN COOTBETCTBYHOLLUUNA 3HAK;

€) HOMEp NapTun ¢ yKkaszaHUeM CrnoBa «napTusa» (MNU 3KBUBANEHTHbIA 3HAK);

f) paTy uctedeHUsa cpoka roaHocTu (rog U Mecdl,), 3agaHHyo cnoBaMu «rogeH ao» (Mnu a3KkBUBaneHTHbIN
3HaK);

g) onmMcaHue CoaepXMMOTo, BKMYatrollee B cebsl 3HAYeHUA HOMUHANbLHON BMECTUMOCTU LUNpULLA, Ha-
PY>XHOro gnameTpa U ANnHbl BCTPOEHHOW UMMbl, eCNA OHa BXOAWUT B COCTaB LUNPULA;

h) npeaynpexgeHne o KOHTPONE LEeNOCTHOCTU NOTPEebUTENbCKON YNakoBKM Nepea NCNONb30BaHUEM;

1) NpeaynpexgeHne o0 HegonyCTUMOCTU NMOBTOPHOrO HageBaHUA UMbl UM SKBUBANEHTHbLIN 3HAK;

i) nHpopmauuto 0b obpalleHnn, XpaHeHUn U yTUnu3auum wnpuua; ans nnnocTpaumum cMm. PUCYHOK 3;

K) MHCTPYKUWUM MO NPUMEHEHUIO, BKMOYAA WHCTPYKLUUWA NO NMPUMEHEHUI0 COOTBETCTBYIOLLErNO YCTPOU-
CTBa, NMPensiTCTBYHOLLETC NOBTOPHOMY NMPUMEHEHUIO, KOTOPbIE ACMKHBI ObIThb AaHbl B KOMMNNEKTE UMK KakK OT-
aenbHbIW BKNaablL;

|) “ncno wnpuues B rpynnoBOM yYNakoBKe.

17.4 TpaHcnopTHaA ynakoBKa

TpaHcnopTHada ynakoBKka (Npyv HanMynm) AoJbkHa MMeTb MapKUPOBKY, codepKallyto, No KpanHen mepe,
cnegyroLwyto MHpopmMaumio:

a) onucaHue coaepXMmMoro, Bkrovarwllee B cedbsa 3HavyeHUst HOMUHANBHOW BMECTUMOCTI LWNpuULa, Ha-
PY>XXHOro agnameTpa U AnnHbl Urnbl, ecrnn oHa BXo4WUT B cOCTaB Wnpuua;

b) 3Hak «[lpegoxpaHeHne OT NOBTOPHOIo NPUMEHEeHUA», NpuBeaeHHbIN Ha PUCYHKe 2.

C) HOMep NapTUU C yKazaHMeM CcrnoBa «napTust» (MNU 3KBUBANEHTHbLIN 3HaK);

d) gaTy ncrtedeHUa cpoka rogHocTu (rog N MecsL,), sagaHHyH crnoBaMuy «rogeH ao...» (MM 3KBUBaneH-
THbIW 3HaK);

€) CNOBO «CTEPUNbHO» U 3KBUBANEHTHLIN COOTBETCTBYIOLLNN 3HAK;

f) HanmeHOBaHUE UNU TOPTrOBYIO MapPKy U CTPaHY-U3roTOBUTENS;

g) uHpopmauuo 0b cbpalleHnn, XpaHeHUU N TPaHCNOPTUPOBaHUU COAEPXKUMOTO (MNU 3KBUBaANEHTHbIE
3HaKW, koTopble npueegeHsbl B MCO 780, cm.npunoxeHue D);

h) 4Yncno wnpuues.

17.5 OGepTOUYHLIN MaTepuan And TPaHCNOPTUPOBaHUA

Ecnu TpaHcnopTHasa ynakoBKka He UCNOMb3yeTcs, LWNpULBI B TPYNNOBOU yNakoBke obopavmBaoT obep-
TOUHBLIM MaTepunanom, n tHgopmaumst cornacHo 16.3 gomkHa ObiTb yKasaHa Ha 0bepToYHOM MaTepuane nmobo
BUAHA Yepes Hero.

1

L |
PucyHok 2 — 3Hak NCO 7000-2655 PucyHok 3 — [pumep ytnnmnsauumu
«[1lpepoxpaHeHne OoT NOBTOPHOIo lnpuua
NPUMEHEHNS»
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[MpnnoxeHve A
(obsA3aTenbHoOE)

MeToa NpUroToBleHUA 3KCTPaKTOB

A.1 Metoauka npurotoBrneHun
Wnpuy ¢ urnon (Npun ee Hann4um) HANONHSKT BOAOW ANS SKCTPaArMpoBaHWUs pacTBOPUMBbBIX KOMMOHEHTOB.
A.2 ObopyanoBaHue n peaKkTUBbLI

A.2.1 Ceexass guctunnmpoBaHHass wunu OeNOHU3MpOBaHHas BO4a, MMeruwas YUCTOTYy Krnacca 3 cornacHo
NCO 3696:1987.

A.2.2 Habop nabopaTtopHon nocyabl N3 6OpoCUNMKaTHOro cTekna.

A.3 Metoauka

A.3.1 Tpu wnpuua 3anonHstoT sBogom (A.2.1) 40 HOMUHANBHON BMECTUMOCTU, BbITECHSIIOT MYy3blPbKK BO34yXa U Bbl-
NepXUBaIOT WNpULbl Npu Temnepatype (37°°) °C B TeveHve 8 U™ MUH.
BelnuBatloT cogepxumoe WNpULEB B COCYA, M3rOTOBIEHHLIN M3 BopocnnukaTHoro crekna (A.2.2).

A.3.2 [logrotaBnuBatoT NOPLUIO KOHTPOINBHON XUAKOCTU U3 HENCMONb3OBaAHHOW BOAbI (A.2.1).
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[MpynoxeHve B
(oba3aTenbHoOe)

MeToa UcnbITaHUA YCTPOUCTBA, NPENATCTBYIOLLEro NMOBTOPHOMY MPUMEHEHUIO Wnpuua

B.1 AcnbiTaHue

[ns gemoHcTpaumm TOro, YTO YCTPOUCTBO, NPEnsTCTBYOWeEeE NoBTopHOMY npumeHenunto (RUP) wnpuua, He paert
BO3MOXHOCTH €ro NoBTOPHOIo UCMoOSIb30BAHUSA, UCTMONb3YETCH MEXAaHUYECKUN UCNbITATENBHLIM CTEHA, PEMMCTPUPYIOLLUA

3HAYEHNSA YCUITMWN NEePEeaBMKEHNS LUTOK-NOPWHSA. [JJaHHoe ncnbiTaHne paspabaTbiBaeTcs NPy KOHCTPYUPOBAHUKM WLINPULA
(cm. 15.3).

B.2 Annapartypa

B.2.1 YcTtponcteo, obecneunBatollee NnpunoXeHne yCunms K LWTOK-MOPLUHIO Wwnpuua 40 MakCUMarnbHOro 3Ha4YeHnsA
100 H npwn ckopoctn aABMXeHUM WToK-nopwHs 100 Mm/MUH.

B.2.2 YcTponcteo, obecnevmBatowee npotmpogasnenme okono 100 klMa/MuH npy ABMXXEHUN LI TOK-MOPLLUHS C BO3-
MOXHOCTbIO npunoxeHuns yeunua go 300 klla.

B.3 lNpouenypa

B.3.1 UccneaoBaHne meToA0OM BbITECHEHMA BOALI U3 LUNpPULA

LLInpuy HanonHAKT BOAOW, yAanslT BCE BO34YLWHbIE My3blPbKM N WTOK-MOPLWUEHb BbICTABNAKT HA HOMUHAINbHOE
3Ha4YeHWe rpagynpoBaHHON LWKansbl, 3aTeM BOAY BbITECHAWT. BkntovatoT Tpebyemoe RUP. OcywecTBNAOT NONbITKY MO-
BTOPHOIO HanosIHEHUA WNpMUa ¢ UCNOoNb30BaHMEM HapacTaroLWero ycunus Bnnote 4o makeumarnsHoro B 100 H oo tex nop,
NnoKa wnpwvy He ByaeT HanomnHeH CHOBA.

Ecnu wnpuy MoXeT BbITh MNOBTOPHO 3anofIHEH BOAOW M UCNONMb30BaH Npu yeunum meHee 100 H, oH cumnTaertcs He
npoweawmm NcnbiTaHne.

B.3.2 NMpoTnBogaBneHvne

BTopown wnpuy HanonHAT BOAOW, y4ansoT BCE BO3AYLWHbIE NMY3bIPbKA N LUTOK BbICTABNAOT HA HOMUHANbHOE 3Ha-
YEeHne rpagympoBaHHON WKarbl U 3aTeEM BbITECHSAOT BoAy. BkniovatoT Tpebyemoe RUP. Wnpuu nogBepraot 4encTBuLo
MeaneHHO HapacTatowero aasrneHns co ckopoctbio okono 100 klla/mmu Bnnote go 300 klla, npuknagbiBaemoro vepes
UMY UKW HAKOHEYHUK LMNMMHAPA, N PEMUCTPUPYIOT, MOXET I LUTOK-NOPLIEHL NPUBOANTLCH B 0OpaTHOE ABMXEHUE B LIUITUH-
ape wnpuua. Ecnu wnpuuy moXxeT BbiTh NOBTOPHO UCMONb30BAH MOCNE NPUNOXEHUS 00paTHOro AaBrneHns, 3Ha4eHnemM Mme-
Hee 300 kl'la, oH cunTaeTcs He npoweawnm UCMNbITaHNE.

B.4 lNpoTokon ncnbitTaHusa

[TpoTOKON NcNbiTaHUA OOIMXEH COAepXaTb, MO MEHbLLEN Mepe, creaytowye nHdopmauuio:
a) CCbINKY HA HACTOSALWMIW CTaHAApPT;

b) HaMmMeHOBaHME N HOMUHANbHYO BMECTUMOCTb LLNPULA;

C) MakCuMaribHOE NPUKNaabiBaeMoe yCUnme;

d) makcumanbHOe NpuUKNaabiIBaemMoe JaBreHnE;

e) aaTty npoBeaeHUs NCNbITAHUS.
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[MpnnoxeHwne C
(obsA3aTenbHoOE)

3aluTa okpyXxarwlleun cpeabl

[TpoekTnpoBaHune n paspabotka npoaykuum, BXogsawen B obnactb NPUMEHEHNS HACTOALWEro cTaHgapTa, AOmKHa
BKIOYaTb B Ceb5 y4eT BNMAHUS HA OKPYXKaIOLLLYIO cpeay CO CTOPOHbI MPOAYKLUUM B TEYEHUE €€ XU3HEHHOIO UuKna. BnnsHue
Ha OKPYXaIoLWLYIo cpeay, OKasbiBaemMoe LWNpuUemM ¢ YCTPONCTBOM, NPENSATCTBYIOWMM MOBTOPHOMY MPUMEHEHUIO, B OCHOB-
HOM, BKMNIOYaET cneayrowme acneKkTbi:

- NOKanbHOE BNUSAHUE HA OKPYXXAIoLWLY0 Cpeay B npouecce HOpManbHOro NpUMeHeHUs;
- BesonacHas ytunmaauus.

YUunTbiBast Ba&XKHOCTb YMEHbLUEHNHA 3KONMOrn4eCcKowu Halrpy3KHU, HaCTOFILLI,MF’I CTaHAaPT YKa3blBaeT OCHOBHbIE Tpe60|3a—
HUA N peKOMeHaaunun, rnpegHa3dHa4eHHble A1 yMeHbLlUEHUA BITMAHUA Ha OKPYXaloWYHo cpeay.

B tabnnue C.1 npuBegeHa cxema BNUSHUS NPOAYKLUM HA OKPYXKAIOLLYIO cpeay B TEYEHUE XU3HEHHOIO LMKNA.

Tabnuua C.1 — 3konormyeckne acnekTbl, onpeaensiemble pasgenamm HacTOsWEero ctaHgapTa

Linkn cpoka cnyxtbl NpoayKLunmn
[lponseoacTeo u | PacnpoctpaHeHune | [lpumeHeHue OKOH4YaHune
NOAroTOBKA (BKNOYvasA CpoKa cnyxobl
JKOSNIOTUYECKMEe acneKkThbl Npon3BoACTBA YMaKOBKY)
(BXOOHbIE U BbIXOOHLIE)
Jrtan A Jtan B artan C artan D
Ccbinka Ha Ccbifika Ha Ccbinka Ha Ccbinika Ha
noagpasaen nogpasaen noapasnen noapasaen
1 Cnocob npyumeHeHus — — — —
2 [ToTpebnenne aHeprum — — — —
3 3arpsisHeHne Bo3gyxa — — — 17.3, nepe-
YNCIIEHUE |)
4 3arpssHeHne Boabl — — 7,8 17.3, nepe-
YNCIIEHUE |)
5 OTXxoabl — 16, 17.5 — —
6 Lym — — — —
I Bbibpoc onacHbIX BELWECTB — — 7, 8 17.3, nepe-
YMCIIEHUE |)
S, 3arpsA3HeHne no4Bbl — — — 17.3, nepe-
YNCIIEHUE |)
O Yrposa 3KoONorvm B Criydae aBapum unm — — 5, 15.3, 17.3, nepe-
HEMPaBUITBHOW 3KCNNnyaraumm 17.2.1, nepe- YNCIIEHUE |)
YUNCNEHUS a),
b), 17.2.2, ne-
pevncneHus
a), b), 17.3,
nepe4vuncne-
HUsA a), b), h),
i), 17.4, nepe-
yncnenne b)
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[MpynoxeHwne D
(oba3aTenbHoOe)

CBeaeHUda 0 cOOTBETCTBUU HaLlMOHanNbHLIX cTaHAapToB Poccunckon Pegepalim cCbiNMOYHbIM

Tadbnunuya D.1

MeXAYHapoAHbIM cTaHAapTaMm

OBo3HavYeHNe CChITOYHOro
MeXOyHApOOHOro ctaHpgapra

Obo3Ha4veHne 1 HAMMeHOBaHUE COOTEBETCTBYHLWEro HaunoHalbHONro CtTaHgapTa

MCO 780:1997

*

MCO 3696:1987

*

NMCO 7000

*

MCO 7864:1993

[OCT P NCO 7864—2009 Nrnbl NHBbEKUMOHHLIE OOHOKPATHOMO NMPUMEHEHUS CTe-
PUINbHbIE

MCO 7886-1:1993

[OCT P NCO 7886-1—2009 Wnpunubl MHbEKUNOHHBbIE OAHOKPATHOro NPUMEHEHUS
cTtepunbHblie. Hacte 1. Wnpuubl 4nsa py4yHOro ncnonb3oBaHUs

MCO 8537:1991

[OCT P NCO 8537—2009 lLUnpunubl MHBEKUNOHHBbIE OOAHOKPATHOIO NPUMEHEHUSA C
UIMon unn 6€3 Urnbl ANs UHCYINMHA CTEPUTIbHBIE

NCO 9626

*

ASTM D999-01

[OCT P 50444—92 lMpnbopbl, annapatbl n obopyaosaHne megmumHckme., Obwpe
TEXHUYECKNE YCITOBUS

ASTM D5276-98

*

* COOTBETCTBYIOLWMN HAUMOHANBbHbBIM CTaHAAPT OoTCcyTCTBYET. o ero yrBepxXgeHusa pekomeHayeTcs Ncnofb3oBaTh
nepeBo Ha PYCCKNIN A3bIK AAHHOIO MeX4yHapoaHoro ctaHgapra. [lepeBog gaHHOMo MeXxXayHapo4HOoro craHgapTa Haxo-
antes B PepgepanbHOM MHAPOPMALUMOHHOM hOoHAOE TEXHUYECKNX PErMamMeHToOB U CTaHOAapPTOB.
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1] WHO/V&B/99.25,
WHO-UNICEF-UNFPA

[2] NCO 7886-2 (ISO 7886-2)

[3] NCO 7886-3 (ISO 7886-3)
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bubnuorpadua

COBMECTHOE 3asiBNEHUE NO UCMONMb3OBAHUIO aBTOMATUYECKN BNOKMPYEMBIX LUMPULIEB B
cnyxbax wmmmyHusagmm (Joint statement on the use of auto-disable syringes in
immunization services)

lInpuubl cTepunbHble AN NOAKOXHbLIX MHBEKUMN OOHOPA30BOro npumMmeHeHus. Hactb 2.
llnpuubl Ansa MCnonb3oBaHMA C MEXaHW4YeCKUM npumBoAoM Hacoca wnpuua (Sterile
hypodermic syringes for single use — Part 2: Syringes for use with power-driven)
Lnpuybl cTepunbHbie Anst NOAKOXHbIX MHBEKUMWM OOHOPA30BOro npuMeHeHus. Hacrtb 3.
ABTOMaATUYECKN AE3aKTUBMPYEMbIE WINPULBI AN UMMYyHU3aUMM OUKCUPOBAHHOW 4030
(ISO 7886-3:20006 Sterile hypodermic syringes for single use. Part 3. Auto-disable syringes

for fixed dose immunization)

11
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YOK 615.473.2.014.45:006.354 OKC 11.040.20 P21 OKIT 93 9863
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1a; KOHCTPYKLKSA; dUKCUpOBaHHasa A403a; UMbl UHBEKLMOHHLIE, pasMepsbl; UCMbITaHUSA; 0003HaYeHNS; yNaKoB-
Ka; MapKNpoBKa

Penaktop O.A. CmosHoackas
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Koppektop P.A. Menmosa
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