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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 o cTaHaapTe

1 NMOAIrOTOBIEH 3akpbITeiM akunMoHepHbIM obulecTBOM «MeanuTecT» Ha OCHOBE ayTEeHTUYHOTO nepe-
BoAa CTaHgapTa, yKasaHHOro B NyHKTe 4

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

3 YTBEP>XOEH N BBEAQEH B JEVCTBWE Mpukazom ®defepanbHOro areHTcTea no TEXHUYECKOMY pe-
r'ynmpoBaHuto n metponorin ot 2 aekabps 2009 r. Ne 533-cT

4 HacTtodawmn ctaHgapT naeHTudeH mexayHapogHomy ctaHgapty MCO 7864:1993 «Urnel ctepunbHble
ONA NoAKOXHbIX UHBEKUMKA ogHopasoBorc npumeHeHUsa» (ISO 7864:1993 «Sterile hypodermic needles for
single use»).

[1py NnpMeHeHNUN HaCTOALLEro cTaHaapTa pekoMmeHayeTcd MCNoNb30BaTb BMECTO CChINMTOYHBLIX MeXayHa-
POAHLIX CTAaHAAPTOB COOTBETCTBYOLWME UM HaUMoHanbHble cTaHgapTel Poccunckon ®eaepaynmn, ceeeHus o
KOTOPbIX MpMBedeHbl B AONONHUTENBHOM NpunoXxkeHun D

5 BBEAEH BI'NEPBbIE

VIHgbopMmauus ob UMeHeHUsIX K HacmosuwieMy cmaHoapmy rnybrukyemcs 8 eke200H0 u30asaeMoOM UH-
opMalyUOHHOM yKazamerne «HalyuoHarnbHbIe cmaHoapmbi», @ Mekcm U3MeHeHUU U MorpasoKk — 8 exXeMe-
CSYHO U30asaeMbix UHpOpMalUOHHbLIX yKalamernsix «HaluuoHanbHbie cmaHoapmbi». B cnydyae rnepecmompa
(3aMeHbl) U ommMeHbl Hacmosuw,e2o cmaHoapma coomeemcemesyroujee yeseoomrieHue byoem onybriukoeaHo
8 eXXeMEeCSYHO U30asaeMoM UHpOPpMalUOHHOM yKa3amerne «HauuoHanbHbie cmaHOapmabi». Coomeemcemay-
rouiast UHgbopmMmauus, yeeooMiieHuUe U meKkcmal pa3Melyaromcess makxe 8 UH¢bopmMayluoHHoOU cucmeme obujeao
rof1b308aHUs — Ha oguyuansHoM calime PedepalibHo20 azeHmemaea o MmexHU4YeCcKoMy peaynupoeaHuro U
Memporio2uu 8 cemu VMIHmepHem

© 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

HacTtoawmm mexgyHapoaHbl cTaHgapT pacnpocTpaHaeTca Ha MHBbEKUMOHHBbIE CTePUInbHLIE UMbl O4HO-
KpaTHOro NpMMeHeHus, UCnofb3yemMble B OCHOBHOM AONS Nogen.

B ctaHOapTe He ycTaHaBnuMBarkoTCH TpeboBaHUA UMM MeTOodbl UCMbITaHUA ANa onpeaeneHnst OUonorn-
YeckoW OMacHOCTWU, MOCKOMbKY HeT MONMHOre MeXxayHapoaHoro cornaweHnst OTHOCUTENbHO MeTodoNornmm U
KpUTEepUeB oTKasa. YkasaHusi no bronorm4eckum ncnblTaHnUam Urn cogepxatca B ctaHgapte MCO 10993-1
YUNTBIBAOTCA NPpU oLeHKe nsgenun. OueHKe cnedyeT TakkKe NoaBepratbh nNpouecc ctepunusaunm urn. OaHako
B HEKOTOPLIX CTpaHax HauMoHanbHble pernaMmeHTbl MOryT UMeThb npuoputeT nepea ykasaHnamm ACO 10993-1.

[TonnmepHbie MaTtepuansl, UCNoNb3yeMble A1 NPOU3BOACTBA UMM, He OrOBapUBAaKOTCH, TaK Kak UX BbIOOP
3aBUCUT OT KOHCTPYKLWUW, MeToAa N3roTOBNEHUA U cnocoba cTepunusanumn, NpUMeHsIeMblX OTAENTbHBIMUA N3TO-
ToBUTENAMN. MaTepuans! Urnbl A0MKHbI ObITb COBMECTUMBIMUN C XKNAKOCTAMW AN UHBEKLWA, NTPUMEHSIE MBbIMIA
B COOTBETCTBYIOLLEN papMaKkonee.

rnbl, paccMmaTpmBaemMble B HACTOALLLEM cTaHaapTe, NpeaHa3sHavyeHbl Ang MCNONb30BaHUA CO LUNpULLa-
MK, cooTBeTcTBYoWwnMn NCO 595, MCO 7886-1 n wnpuuamun TunoB 1 1 2, cooteTcTBYOWMMN MCO 8537.

B HekoTopbIX CTpaHax HauMoHanbHada papmakones Unu rocyaapcTBeHHble pernaMmeHThl ABMATCH 3aK0-
HoOdaTeNbHbIMU U cogepXallnecsa B HUX TpeboBaHNUSA UMEOT NPUopuUTeT nepen TpedoBaHUAMN HACTOSLLEro
cTaHaapTa.

IV
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HAUMWOHANBbHBIUWNW CTAHOAPT POCCUUCKOWN PEOEPALUMN

Ul libl MUHBEKUMWOHHBIE OQHOKPATHOI' O NMPUMEHEHUWA CTEPUJIBbHDbIE

Sterile hypodermic needles for single use

[lata BBegeHnsa — 2010—09—01

1 O6nacTb NpUMeHeHunn

HacTodawunn ctaHaapT ycTaHaBnMBaeT TpedoBaHUS K UHBEKLNOHHBIM CTEPUNBHBIM UrMam OQHOKPaTHOTo
npUMeHeHuns (gQanee — UMbl) ¢ HOMUHaNbHLIMU HapyXHbIMW aAnamMeTpamun oT 0,3 ao 1,2 Mm.
Hactosawmm ctaHaapT He pacnpocTpaHAeTcs Ha UrMbl, NPUMEHSAEMbIE B CTOMATOOTNN.

2 HopMaTuBHbIE CCbINKN

B HacTodalleM cTaHOapTe UCNOMb30BaHbl HOPMAaTUBHLIE CChINKM Ha cneaylolne ctaHaapThl:

NCO 594-1:1986 [Hetanun coegnHuUtTenbHble ¢ KOHYCHOCTLIO 6 % (JTrospa) anga wnpuues, Urn U apyroro
MeauumMHcKkoro obopyaoBaHus. Yacte 1. ObLwme TpeboBaHUs

NCO 594-2:1991* [etanun coeguHUTEnNbHbIE C KOHYCHOCTLIO 6 % (JTto3apa) Ans wnpuues, Urm U Apyroro
MeanumHckoro obopyaoBaHua. Hactb 2. J1l08poBCKME HAKOHEYHUKNA

NCO 3696:1987 Bopga ana nabopartopHoro aHanusa. TexHndieckme yernoBus M MeTodbl UCMbITAHUN

NCO 6009:1992 Wrnbl MHBbEKUWMOHHBIE 0AHOKpaTHOro NnpumMmeHeHns. LIBeToBoun koa Anga naeHTudgpmukaL i

NCO 7886-1 LWnpuubl MHBEKUMOHHBbIE 0gHOKpaTHOro NnpuMeHeHua ctepunbHble. Hacte 1. LUnpuukl ans
PYYHOI0 UCMONb30BaHUSA

NCO 8601—2001 [lMpeacrtasneHue gat n spemeHin. Obwmne TpedoBaHUsA

NCO 9626:1991 TpyOKM UronbHbIE N3 HEPXKABEIOLLEN CTanu ANng U3rotoBneHns MeguLMHCKNX YCTPOUCTB

3 HomMmeHknaTypa

HomeHknaTypa cocTaBHbIX YacTen MHBbEKLIMOHHbIX UM OAHOKPaTHOro NPUMEHEeHUs NpeacTaBneHa Ha pu-
cyHke 1 BMmecTe ¢ 0bo3HavyeHnem anuHbl L OBo3Ha4YeHnsa pasmMepoB U reoMeTpuyecknx dopm oCcTpust bl
npeacTaBneHbl Ha PUCYHKeE 2.

1 2 3 4

T — ronoBka urnbl; 2 — coeguHUTENbHAA aeTtarb; 3 — TPybKa UMMbl;
4 — npeaoxpaHuTenbHbIW KONNA4vokK, { — ANMHA UMbl

PucyHok 1 — [pumep TMNoBON MHbEKUNOHHOW UTTbl OQHOKPATHOIO NMPUMEHEHUS
N NPeaoXpaHUTENBHOIO Konnadka

* 3ameHeH Ha NCO 594-2:1998.

U3pgaHne odbvumanbHoe
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4 YncTtoTa

Ha Hapy>XHOMN NOBEPXHOCTU TPYOKU UMbl HE ACMKHO ObITb 0OHaPYXXEeHO NOCTOPOHHUX YaCcTUL, TPELLWUH,
LlapanuH 1 Apyrux BUAMMbIX AeeKkToB Npru OCMOTPE HOpMalbHbIM NN CKOPPEKTUPOBAHHBLIM A0 HOPMAalbHOIo
3peHnem c oceelleHmnem ot 300 go 700 ntoKc.

Ha BHYTpeHHEeN NOBEPXHOCTU FOMOBKM UMbl HE AOIMKHO BbITh BUAHO MOCTOPOHHUX YaCTULL, MPU OCMOTPE C
2,5-KpaTHbIM YBENUYEHUEM.

5 [JlonycTtumoe coaepxaHue KUCnbIX U WLEeNOYHbIX NpUMecen

3Ha4yeHne pH sKkcTpakTa Urnbl, NPUroTOBNEHHONO B COOTBETCTBUM C NMPUNoXeHnemM A, OOIMKHO onpeae-
NaTbCcAa NabopaTtopHbIM NOTEHUMOMEeTpUu4ecknm pH-MeTpoM co cTaHgapTHLIM 3NeKTPoaoM 1 ObITh B Npeaenax
oaHon egnHULBLI pH OT KOHTPOMNBHOW XXUAKOCTI.

6 Jonyctumoe coaepXaHue 3aKCTparmpyemMbiX MeTannoB

OKCTPAaKT WUrMbl, NPUrOTOBMEHHLIA B COOTBETCTBUN C NPUMNOXKEeHUEeM A, AOIDKEeH codepKaTb He bonee
5 Mr/n obLwero KonuyecTsa CBUHLA, ONOBAa, LIMHKA W XKeres3a npu UCrblITaHMM ODLWENPUHATBIM MUKPOaHaNUTN-
yeckuM MeToAoM, Hanpumep, atToMHon abcopbunn. CoaepxxaHne KagMmus B 3KCTPaKTe Uribl AOMKHO ObITb
meHee 0,1 mr/n.

7 O603HauYeHue pa3mepa

Pasmepbl Urnbl 40MMKHBI 0003HaYaTbLCA cneayrowmm obpasom:

a) HOMWHAaNbHBLIN HAPYXHBIN AUAMETP TPYOKN UTMbl, BBIPAXXEHHbLIA B MM;

b) HOMUHanNbHasa AnvHa TPYOKU UMMbl, BbipaXXeHHas B MM.

Pasmep cnegyeT cuntatb «YCroBHbIM 0O03HAYEHUEM UTMbI» U BblpaXaTb B MM.

lTpumep — 0,8 x 40.

8 LiBeTOBOE KOAMpPOBaHUeE

B 3aBUCUMOCTN OT HOMUHATBbHOrO HAPYXXHOro AnamMeTtpa Urmnbl roftioBKa Urnbl W/ Mnu npeaoxXpaHuTensHbIN
KONMavoK ACIMKHBbI MOEHTUMPULUMPOBATLCA LBETOBLIM KOAoOM B cooTBeTCcTBUN ¢ MCO 6009.

9 TonoBKa urnbl

9.1 KoHu4yeckoe coeguHeHue

[lpucoeanHUTENBHLIA KOHYC UMbl AomMkeH cooTBeTcTBOBaTL NCO 594-1.
Ecnu ronoska uUrnel UMeeT 3aMkoBoe coeguHeHume (6:100), oHo gomkHO cooTBeTCcTBOBaTL NCO 594-2.

9.2 LiBeT ronoBKU Urnbl

[[onoBKa Urnbl AOMKHa ObITb M3roTOBEHAa U3 OKpalLeHHOro Unn becuBeTHOro Matepuana. Ecnu matepu-
an ronoBKW UMbl OKpalleH, To ero uBeT agomkeH cootBeTcTBoBaTh MCO 6009.

10 lNMpepoxpaHuUTenbHbLIU KONNAYoK

[MpeaoxpaHUTenbHbIA KOMMavoK Uribl 4O/MKeH ObiTb U3roTOBMEH U3 OKpalUeHHOro unm 6ecuBeTHOro
MaTepuana. Ecnn maTtepunan npegoxpaHUTenbHOro Komnnaydka okpalleH, TO ero uBeT AOMMKeH COOTBETCTBO-
BaTb NCO 6009.

11 TpyOka urnol

11.1 O6wme nonoxeHun
TpybKka nrnel gomkHa ObITb U3roToBNeHa B cooTBeTcTBMU ¢ MCO 9626.
11.2 donycku Ha ANUHY

dakTnyeckasa anmHa Tpyoku nrnel (CM. pasmep / Ha pucyHke 1) AomKHa paBHATLCA HOMUHANBHOW ANTMHE
B Npeaenax, ykasaHHbIX B Tabnuue 1.
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Tabnwunya 1— Honyckn Ha anuHy TpyboK urnol

HomMmuHaNbHAA AnvHa TPYOKKU UMb Hdonyck
<25 + 1
—2
Ot 25 no 39 + 1.5
-2,
40 O
_A
> 40 + 1,5
-2,5

11.3 OTcyTcTBUe AedreKTOB

TpybKa urnel gomkHa BbIrNaaeTb NPAMONW, C HEM3MEeHAeMbIM NonepeYHbIM CeYEeHNEM N TOSLLIMHON CTe-
HOK NP OCMOTPE HOPMAaIllbHbIM UMW CKOPPEKTUPOBAHHBLIM 40 HOPMaribHOIro 3peHUeEM.

11.4 Cma3kKa

Ecnu TpybKka urnbl cMasaHa, To KONIMYeCTBO CMas3Kni A0IMKHO OblTb MUMHUMAnNbHBLIM 1 He 0Opa3oBbLIBATL
Karnesb XXNAKOCTN Ha HAaPYXHOWN U BHYTPEHHEN MOBEPXHOCTAX UMbl PN OCMOTPE HOPMalibHbIM UITU CKOPPEKT -
PDOBAHHbLIM A0 HOPMAaIIbHOIrO 3pPEeHMEM.

[TpumeyaHnwune—Illpuemnemon cMaskom SBnsieTcs NONMANMETUNCUIIOKCAH NNy Nodas CMNOKCAHOBAas CMAa3Ka,
COOTBETCTBYIOLWAA HALUMOHANBHOWN UMK €BPONENCKON papmakornee. KonmyectBo CMasky He 4OIMKHO npeBbiwarte 0,25 mrHa
KBagpaTHbIN CAHTUMETP NOBEPXHOCTU TPYOKW.

12 OcTpue vrnol

OcTpue nrnbl AOMKHO BbITb OCTPbIM, 6e3 3ayceHLeB NMpn OCMOTpe C 2,5-KpaTHbIM YBENUYEHUEM.

[TpnmeyaHune—Yron3aTtoukm vrmbl o, { CM. PUCYHOK 2) 00bI4HO nMmeeT cpe3 nog yrnom (11 £ 2)°, Ho gonycka-
eTCH UCMONb30BaTb «KKOPOTKMW» cpe3 nog yrnom (17 £ 2)°.

?

1 — Buna, npeacraensowmii nepecevyeHme
KOHYMKA UITIbl C KOHLIEBbIM CPE30M

2 — rna, noBepHyTasi noa yrriom

0o — HAPY>XHbIW AuamMeTp TPYOKU Urnbl; di — BHYTPEHHUU AnamMeTp TPYOKU Urnbl; A — OANUHA OCTpus; By — HOMUHATBHAA ONUHA nep-
BUYHOTO KOHUEBOro cpesa urnel;, By — annHa npasBoro NnepBUYHOrO KOHLUEBOro cpeasa urlbl, B, — AnvHa Nnesoro NnepBuYHOro KOHLUEBOro
cpesa urnbl; Cy — HOMUHAaNbHAaA ONMHA BTOPUYHOIO KOHUEBOro cpesa urnel, O — ANvHa NpaBoro BTOPUYHOIO KOHUEBOro cpesa Urbl;
C, — AnNWHa NeBoro BTOPUHHOIO KOHUEBOro cpesa UMMbl; o — Yron NepBUYHOro cpesa;¢ — yron BTOPUYHOro cpesa; 3 — yron octpus

Urnbl; 6 — yron BpalleHus NPaBoro BTOPUHHOIO cpesa; 6, — yron BpalleHusi NeBoro BTOPUHHOro cpesa; y — yron KOMOMHUpPOBaHHOIO
BTOPUYHOIO cpe3a

PUCYHOK 2 — OB603HavYeHne pasmepoB N reOMeTPUYECKNX POpPM OCTPUS UMb



FOCT P UCO 7864—2009

Pasmepbl OCTPUS UMbl M 0003HaYEHUS NoKasaHbl Ha PUCYHKE 2 Kak cnpaBoYHble. [lonyckatoTca U apyrue
KoHdourypauum octpusa urnol. INpmn onncaHum KoHpUrypawmnum ocTpus Urnbl Heobs3aTeNbHO yKa3blBaTb BCE pas-

MepBI.

OcTpue Urnbl 4OMKHO BbITb N3roTOBNEHO TakM 0bpa3oMm, 4ToDbl Npu NpoKanbiBaHUN pe3NHOBOW NPobKu

¢pnakoHa CBeCTU K MUHUMYMY 3aKynopKy UMbl U 0bpasoBa
TpeboBaHNA 3TUX CBOUCTB, HO NMpUMep MeToaa UCNLITaHUN

KanbiBaHWU UTNOWU NpUBedEeH B NPpUoXXeHun B.

13 XapaKTepuCTUKu

13.1 lNpoYHOCTbL cCOeaAUHEHUNA FoNOBKU U TPYOKN UMb

CoegnHeHune ronoBKM Urnbl 1 TPYOKU He A0IK
K TPYOKE 1 ronoBKe B HarnpaBfieHUn UX pasbeanHer
HOro AnameTpa ykasaHo B Tabnuue 2.

HMe Yyactudek npobku. CtaHagapT He onpenensieT
a onpeneneHne Ynucna Yactuiek npodbKy npu Npo-

HO paspywiaTtbcd nog AeucTBMeM CUMLI, NPUKNaabiBaeMon
na. 3Ha4YeHne UcnblTaTeNbHOW HarpysKky ansg urn pasnuy-

Tabnwuuya 2— WenbiTaTenbHas Harpy3ka ansi NPOBEPKN NPOYHOCTU COEANHEHNS TONOBKU U TPYOKM mImbl

HOMUHANBHBLIU HAPYXXHBLIU
OnameTp Urfbl, MM

MuHumaneHoe ycunue, H

HOMUHANBHBLIN HAPY>XHBLIV
OnameTp Urfbl, MM

MuHumaneHoe ycunue, H

0,3
0,33
0,36

0,4
0,45

0,5
0,55

22
22
22
22
22
22
34

0,6
0,7
0,8
0,9
1,1
1,2

34
40
44
54
69
69

13.2 MNMpoxoanMMocCTb NpocBeTa (KaHana TpyoKu urnbl)

[MpoxoaMMocTb npocBeTa A0MKHA ObiTb TakoW, YTODDI
a) Jdepes urny npoxoann MaHapeH U3 HepXkaBeloLwen cTann ¢ AnaMmeTpoM B COOTBETCTBUN ¢ Tabnmuen 3

N YTODObI

L) CKOpPOCTb NOTOKAa BOAbI, Npoxoasiero yepes urny, osina He meHee 80 % CKOpPOCTU NOTOKa BOALI Ye-
pe3 UroNbHYH TPYOKY C MUHUManNbHBIM AMaMeTpoM KaHana B cooTBeTCcTBUM ¢ MCO 9626 n pasamepamm cornac-
HO Tabnunue 3. [laBneHne Bogbl He AoMKHO npeBbiwaTh 1 x 10 Ma*.

Tabnwuwya 33— Pasmepbl maHgpeHa ans ncnbiTaHMM NPOXoauMOCTH NPOCBETA

Pa3Mepbl B MM

HOMUHaNbHBIM HAPYXHBLIU
OuameTp Urbl

OuameTp maHgpeHa
0
—-0,01

Onsa vrn n3 Tpyobok ¢ obbIMHOK
TONLWWHOW CTEHOK

anst urn n3 TpybokK ¢ TOHKUMU
CTeHKaMWu

Onsa urn U3 Tpybok co
CBEPXTOHKUMU CTEHKAMMU

0,3 0,11 0,13 —
0,33 0,11 0,15 —
0,36 0,11 0,15 —
0,4 0,15 0,19 —
0,45 0,18 0,23 _
0,5 0,18 0,23 _
0,55 0,22 0,27 _

* 1 ctangaptHasa atmocdepa (AQI) = 101325 Ma;
1 TexHun4veckasa atmocdepa (AQ) = 98066,5 lNa.
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OkoH4yaHue mabnuubi 3

Pa3Mepbl B MM

OuameTp glaHﬂpeHa
HOMUWHaNBHBIM HAPYXHBLI 0,01
aMameTp UMbl
Ons vrn u3s prfEOI{ ¢ 0DObIMHON Ons urn n3 Tpyodok ¢ TOHKMMK Onsa urn u3 Tpyodok ¢o
TOJILLIMHON CTEHOK CTEHKaMWu CBEPXTOHKUMW CTEHKaMU
0,6 0,25 0,29 0,30
0,7 0,30 0,35 0,37
0,8 0,40 0,42 0.44
0,9 0,48 0,49 0,50
1,1 0,58 0,60 0,68
1,2 0,70 0,73 0,83

14 YnakoBKa

14.1 MoTpebutenbckaa ynakoBKa

Nrna gomkHa 6biTb repMeTUYHO ynakoBaHa B NoTpedbuTenbekyo ynakoBky. MaTtepuan U KOHCTPYKLMS
YMaKoBKA JOMMKHbI obecnevynBaTbh BO3MOXHOCTb BU3yalibHOro onpeaeneHuns LBeTa ronoBKU UMb,

MaTtepuan ynakoBK/ He OOMKeH OKasblBaTb BpeAHOro BO3AENCTBUA Ha coaepxumoe. MaTtepuman mn KoH-
CTPYKLUA YyNakoBKM OOMKHbI obecneymnBaTh:

a) coXpaHeHWe CTEPUNbHOCTU NPU XPaHEHUU B CYXUX, YACTbIX U XOPOLUO NPOBETPUBAEMbIX MOMELLIE-
HUSAX;

b) MWUHMMANbHLIA PUCK 3arpPA3HEHUA COOEPXMUMOro NP BCKPbITUN YNAKOBKU;
C) 3alWuUTy coAepPXUMOro nNpm HopMarnbHbIX YCIOBUAX TPAHCNOPTUPOBAHUA U XpaHEeHUS;

d) HEeBO3MOXXHOCTb MOBTOPHOMO 3anevaTbiBaHNSA YNakoOBKUA UMMbl, €CIn LeNOCTHOCTL ee Bbina HapyLle-
Ha, paKkT BCKPLITUA YNAKoBKN AoTKeH OblTb O4EeBUAEH.

14.2 'pynnoBad ynakoBKa

Nrnbl B NoTpebutenbckon ynakoBke MOryT ObiTb YNakoBaHbl B rpYNMNoBYHO YNaKOBKY.

[[pynnoBas ynakoBka gomkHa obnagaTtbh 4OCTAaTOYMHOW NMPOYHOCTLIO AN NpeaoXpaHeHnsa coaepKUMoro
MNPy TPaHCNOPTUPOBAHUN U XPaHEHUN.

14.3 TpaHcnopTHaa ynakoBKa

rnbl B nOTpebntensckon Unm rpynnosoin (Mpyu Hann4vmm) ynakoBke MOryT ObiTb YNakoBaHbl B TPAHCMOP-
THYHO YNaKOBKY.

15 MapkupoBKa

15.1 MoTpebutenbckada ynakoBkKa

Ha notpebutenbckyto ynakoBky A0DKHa ObITb HaHeceHa crneayoLwaga MHpopMaLuns:

a) ycrnoBHoe 0603Ha4YeHue Uribl B COOTBETCTBUN C pa3gesiom 7;

b) cnoeo «CTEPUINIbBHO» nnn cootBeTCTBYHOLW NN CUMBON;

C) Kog naptuun ¢ ykasaHmem cnosa «[NAPTUA» nnmn cooTBeTCTBYHOWMNA CUMBOJ C YKa3aHUEM OaThl CTe-
punusaynm (Mecsau 1 rog);

d) HaumeHoBaHMe n/Mnn ToproBasl Mapka nNpeanpUATUA-N3roTOBUTENS;

e) cnoBa «rofdeH Ao ...» (Mecsu, 1 ABe rnocrneaHue uudgpsl roga) nnm cooTBETCTBYIOLLNIA CUMBON;

f) npeaynpexgeHne o HeOHXOANMOCTN NPOBEPKU LIENTOCTHOCTU KaXKaoW NOoTPebUTENbCKON YNakoBKN Me-
ped NPUMEHEeHNEM UM COOTBETCTBYIOLLNMA CUMBOIT.

15.2 'pynnoBana ynakoBKa
Ha rpynnoByto ynakoBKy (NMpun ee Hanu4nun) agomkHa bbiTb HaHeceHa cneayowas nHdopmMmaLns:
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a) ycnoBHoe 060o3HauYeHne Urnsl B COOTBETCTBUM C pasaenom 7 1, ecniv Heobxoaumo, croBa: « TOHKOC-

TEHHbIE» UM KCBEPXTOHKOCTEHHbIEY;
b) cnoso « CTEPUITBbHO» nnn cooteeTCcTBYHOWNN CUMBON,
c) cnosa «OQHOKPATHOIO NPUMEHEHWUA» nnn cooTBeTCTBYHOLWNAA CUMBOI.

[ PUMEYAHWE— ﬂ,OI‘IOJ’IHMTEJ’IbeIE AaHHble Al HaHeCeHUHA CMMBOITI1a NnpunBeaeHbl B NPUItoXXeHn C;

d) npeaynpexaeHue o HeOOXoOOUMOCTU NPOBEPKN LIENTOCTHOCTU KaXkaou NoTpebunuTenbCKon ynakoBKmM ne-
ped NpUMeHeHUeM U COOTBETCTBYOLUAN CUMBOIT;

e) Ko napTun UM COOTBETCTBYIOLMNA CUMBON;

f) paTta (rog u mecqd, ) ctepunmsauun.

[MTpumeyaHwne—Jarta ctepunusaumm moxeT ObITb BBEAEHA B NEPBbIE LMPPbI KOAa NapTum,

g) cnoBa «rogeH go ...» (Mecsau 1 gese nocregHue Uudpbl roga) Unm cooTBeTCTBYOLW AN CUMBOIT,;
h) HanmeHoBaHWe W agpec NpeanpPUATUA-U3rOTOBUTENS UM NMOCTaBLUUKA;
1) MHpOpMaUUA, yKasbiBaloLlas yCrnoBUA XpaHeHUs U TpaHCNopTUPOBaHUA.

15.3 TpaHcnopTHaA ynakoBKa

Ha TpaHCnopTHYO ynakoBKy AoSKHa ObiTb HaHeceHa crneaytowas nHdopMaLus:
a) ycnoBHoe 0bo3HauYeHne Urnbl B COOTBETCTBUM C pasaenom 7 1, ecnim Heobxoamumo, croBa: « TOHKOC-

TEeHHbIE» UNN «CBEPXTOHKOCTEHHLIEY;
b) kog napTUn N COOTBETCTBYIOLNA CUMBOIT;

c) cnoeso «CTEPUIIBHO» munun cooTBeTCTBYOWMNA CUMBON,

d) pata (rog u mecsLu) cTepunusaunun;

€e) HaMMeHoBaHWe W/Mnu Toproeasi Mapka nNpeanpUATUA-M3roTOBUTENS;

f) nHpopmauund, ykasblBaroLllada yCNoBUA XpaHeHUa U TpaHCNopTUPOBaHNUA.

15.4 OOepTOUYHBLIN MaTepuan Ana TPpaHCNOPTUPOBaHUA

Ecnu TpaHcnopTHas ynakoBKa HE MCMOMNb3yeTCsl, HO UMbl B rpyNnoBOW YNakoBKke 0bepHYThI B Bymary nnu
NNeHKy, To UHpopMaLua no 15.3 AoMKHa ObITb BUAHa Yepes 0bepTKy.
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[MpnnoxeHve A
(obsA3aTenbHoOE)

MeToa NnpurotoBrieHUA 3KCTpaKkTa

A.1 Metoa npurotoBneHus
rny uenmnkom norpyxatoTt B BOAY AN NMPUroTOBIEHUS SKCTpaKTa.
A.2 AnnapaTtypa v peakTuBbI

A.2.1 HuctunnnpoBaHHas v 4eNoHN3NPOBaHHAaA BoAa Knacca 4YmctoThel ctenedn 3 no NCO 3696.
A.2.2 Habop nabopaTtopHon nocyabl n3 6opocnnmkaTHoOro cTekna.

A.3 lpoueaypa

A.3.1 Morpy3unTtb 25 urn uenukom B 250 mn Bogbl (A.2.1) B cocya ns bopocunukaTtHoro crekna (A.2.2). Temneparypa
BOAb! A0ITKHA BbITh B Npeaenax ot 37 °C oo 40 °Ce teveHune (60 £ 2) MuH. BoiTaw T UMMbl, YTODLI BCS BOAA C HAPYXHbIX U
BHYTPEHHUX MOBEPXHOCTEN CNUNack 0b6paTHO B COCyA.

A.3.2 [1oarotoBMUTb KOHTPOIBHYIO XXUAKOCTb B cooTBEeTCTBMM C A.2.1 n A.2.2.
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[MpynoxeHve B
(pexomeHayemoe)

[Mpumep MeToaa onpeaeneHUs YMcna YacTu4eK pesMHOBOW NpoobKkn, obpasoBaBLLUXCH
npu npokKanbiBaHUN NPOOKU UTNON

B.1 Metoauka

[TpoBOAAT noacHeT YacTuveK, 00pa3oBaBLLUUXCH MPU NMPOKaNbIBAHUWM UIMOU PE3NHOBOW NPobku nakoHa. Hmeno
YaCTUYEK 3aBNCUT OT KOHCTPYKUUU UITbl, MO3TOMY UCMbITAHUAM OOJKHbI NOABEPraTbCs UMbl KAX40ro Tuna B CPpaBHEHUN C
KOHTPOIBbHOWN UTNOMN.

B.2 Annapartypa v peakTuBbI

B.2.1 ®nakoHbl ansa nHbekuun B cooteetTcTBum ¢ MCO 8362-1 nnmn NMCO 8362-4.

B.2.2 Pe3unHoBble Nnpobku B cootBeTcTBUM € NCO 8362-2, 2 UMEHHO:

T™™MN A, HOMUHanNbHbLIN pa3mep 20;

TBepaoctb 40 no MCI;

OCHOBA:. ranoreHNpPOBaHHbIN By TUN.

B.2.3 AnioMmnHueBble Konnavku B cootBeTcTBUM ¢ MCO 8362-2 ¢ ueHTpanbHbIM OTBEPCTUEM, COBMECTUMBbIE € dhna-
koHamu (B.2.1).

B.2.4 lNMpncnocobneHne ans 3akartbiBaHnsa pnakoHoB (B.2.1) antoMmHueBbIMM Konnadkamm (B.2.3).

B.2.5 MembpaHHbin hunbTp pasamepom nop 5 MKkm ¢ gepxarenem hunbrpa.

B.2.6 lUnpny nHbekunmoHHbIN ¢ HOMUMHaNbHOW BMecTumocTbio 10 mn B cootBeTcTBUKM ¢ CO 7886-1.

B.2.7 KOHTPONbHbLIE UMbl C TAKUM XE ANaMETPOM, KaK U Y UCNbITYEMbBIX UIT1, AOIMKHbI UMETb yron o = 13° (CM. pu-
CYHOK 2).

B.2.8 HuctunnnpoBaHHas nnmn 4eNOHN3NPOBAHHAaA BOAa Knacca YMcToThl cteneHn 3 no NCO 3696.

B.3 lNpoueanypa ncnbitaHnm

B.3.1 3anueatTt n mn Boasl (B.2.8) Bo hnakoH (B.2.1), rae n — 310 50 % HOMMHaNbBHON BMECTUMOCTU (PNakoHa.

B.3.2 3akpbiBaloT doriakoH pe3nHoBon npobkon (B.2.2) n HageBawT anioMmMHUEBBLIW Konna4ok (B.2.3) ¢ nomoLbto
npucnocobnenns (B.2.4). OcmatpmBaloT XNAKOCTb BO PNAakOHE HOPMAanNbHbIM NN CKOPPEKTUPOBAHHLIM 40 HOPMAIIBHOIO
3PEHNEM HA HANUYNE HYACTUYEK, U, ECITN B XUOKOCTN ODHapyXKaTCH YaCTUYKN PE3UHbI, OTOPaKOBLIBAIOT (PrIAKOH C XUOKOC-
Tb1O.

B.3.3 Hanonusitot wnpuuy (B.2.6) Boaon (B.2.8). HageBatoT KOHTPONbHYIO UMY HA WWNPUL 1 yAANSI0T BOAY C HAPYX-
HOW NOBEPXHOCTU TPYOKN UMb,

B.3.4 YctaHaBnuBawT PnakoH Ha ropu3oHTaNbHYIO MOBEPXHOCTb U NPOKanbIBaOT NPOBKy, AepxKa Wnpuy, BEPTU-
KarnbHO.

B.3.5 BnpoickuBatot 2 mn Bogbl BO PMIAKOH N BbITACKMBAKOT UMMY. 3aMEHAIOT KOHTPOINbHYIO UMY APYron KOHTPOIb-
HOW UIMOW. Y a4ansitoT BOAY C HAPYXXHOW NOBEPXHOCTU TPYOKU UIMbI.

B.3.6 lNMoBTopsitoT npoueaypbl B.3.4 n B.3.5 nate pas, kaxxgbiv pa3 BbIbupas ans npokona apyroe MecTo B NPoOKe.

B.3.7 [NloBTopstoT npoueanypsl B.3.3 — B.3.6 Ha nATN onakoHax, T.€. BbIMOJIHAKT 25 NPOKOIOB 25 KOHTPObHBIMW
Nrnamu.

B.3.8 [loBTopsioT npouenypbl B.3.3 — B.3.7, ucnonb3ys 25 UCNbITYEMbIX UITT.

B.3.9 CHumatoT npobkun ¢ natn conakoHoB (B.3.7) n GunbTPyoT COAEPXKUMOE Kaxaoro dpriakoHa yepes membpan-
Hbi punbTp (B.3.5). Bo hnakoHe He AO0MKHO OCTATbCH HUKAKMX YACTUYEK.

B.3.10 lMoBTopsitoT npoueaypy (B.3.9) Ha natn pnakonax (B.3.8), ncnonbaysa BTopon membpaHHbI OunbTp.

B.3.11 lNoacunTbiBalOT U 3anUCbIBAOT YMNCNO YaCTUYEK HA KaXXaoM PpunbTpe, 0bHAPYXEHHbIX HOPMAarbHbIM UMK
CKOPPEKTUPOBAHHLIM A0 HOPMAanbHOIo 3PEHUEM HA PACCTOSTHUN MeXAY rnas3om u punbTpom (250 £ 5) mm.

B.4 O1yeT 00 ncnbiTaHUM

OT4eT 06 ncnbITaHUM OOMXKEH cogepXaTb CrneayloLwyo MHPOPMaLUNIO:

a) 4YMCno YacTUYek, NMoNyyYeHHbIX NPU NCMbITAHUU KOHTPOIIbHbLIX UMM, COCHUTaHHbLIX Mo B.3.11;
b) 4ncno yacTnyek, NONyYeHHbIX NP UCNbITAHUU NPOBEPSEMbIX UIT1, COCUHMTAHHbLIX No B.3.11;
C) AaTy NpoBeaAEHUs UCTbITAHUN.

B.5 OueHka pe3ynbTaToB

Pe3ynbTaTthl, NONYy4YE€HHbIE NPU NCMbITAHUSIX NPOBEPSEMBbIX UMM, CHUTAIOTCH HEAENCTBUTENbHLIMU, €CNU Pe3ynbTaThbl
KOHTPOMNbHbIX NCMNbITAHUA PAcXoasaTCs C HUMM.
Heobxognmo yCcTaHOBUTL MPUYUHBI PACXOXAEHUN U YCTPAHUTDL UX.
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[MpnnoxeHwne C
(pexomeHayemoe)

CumBon, NpUMeHsAeMbliA BMECTO CITOB «He UCMONb30BaTb NOBTOPHO»

C.1 Obwee nonoxeHwne

CumBon ¢ permcrtpaunoHHbim Homepom MCO 7000/1051, npumeHsembin Ansa 0bo3HavYeHnsa nagenum OaHOKPaTHOro
npumeHeHuns, npuseaeH B MCO 7000.

[TpnumedaHnwue—VHdpopmauma no KOHCTpyKUUK, pasmepam n npumeHeHntio cumeonoB VNICO cogepxuTcs B
NCO 4361.

C.2 N3obpaxeHne cumBoOna

Cumeon NCO 7000/1051 npeacraeneH Ha pucyHke C.1.

TonwuHa nuHum 2 mm. Pasmep a aBnsetcs HOMMHaNbHbIM paamepom Bcex cumBonoB NCO u paseH 50 mm. Bo MHO-
rMX cnyvanx aktm4yeckny pasmep CUMMBONA HEMHOIO OTIIMYAETCSH, U HAPYXHbIM ANaMETP OKPYXXHOCTU (pasmep h) cocTas-
nsaet 1,16a, 1.e. 58 mm. LIBeT cumBona He pernameHTUpyeTCs.

C.3 YMeHblIeHMe U yBenn4yeHne pasmepa cmmBona

[lonyckaetcsi yBenuumBaTh UKW YMEHbLLATb CUMBOI A0 HYXXHOIO pasmepa. 3a OCHOBHOW pa3mep crnegyeTt bpaTtb
pasmep a. [lpaktnka nokasana, 4Yto ¢ MOXHO YMEHbLLATh A0 3 MM 6€3 NoTEPU YETKOCTU, KOTOPYIO HEODXOAMMO KOHTPOMU-
pPOBAaTh.

[ 1

L _
h=1,16a

[ PUMMEYAHWUE— Bwsyaanble HEeHTPpUpvyrowmne JIMHMN He ABJTAKTCAH HaCTbio CUMBOTA.

PucyHoKk C.1 — Cumeon MCO «He ncnone3oBaTtb NOBTOPHO»
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[MpynoxeHwne D
(oba3aTenbHoOe)

CBefeHUA 0 COOTBETCTBMU HaLMOHaNbHLIX cTaHaapToB Poccunckon ®depepauuu
CCbINMOYHbIM MeXAYHapo4HbIM CTaHOapTam

Tadbnwuwua D.1

OBo3HavYeHUe CCbINOYHOro
QObo3Ha4YEeHNnEe U HAUMEHOBAHUE COOTEBETCTBYRLWEro HaunoHaNbHONO CTaHAapT4d
MeXOyHapoaHOro cTaHgapTa
NCO 594-1:1986 *
NCO 594-2:1991 *
NCO 3696:1987 [OCT P 52501—2005 Boaga ansa nabopatopHoro aHanmaa. TexHU4eckne yCcrnoBus
NCO 6009:1992 *
NCO 7886-1:1993 [OCT PINCO 7886-1—2009 Wnpuubl M"HBEKUMOHHBLIE OAHOKPATHOIO NMNPUMEHEHUS CTE-
PUIbHbIE
NCO 8601:1988 [[OCT P MCO 8601—2001 lMpeactaBnenne gat n spemenn. Obwme TpeboBaHms
NCO 9626:1991 *

* COOTBETCTBYIOWMN HAaUMOHanbHbIW cCTaHAapPT OTCyTCTBYET. 1o ero yrBepxgeHus pekoMmeHayeTcs ncnonb3oBaTh
nepeBo Ha PYyCCKUN A3bIK JAaHHOIO MexayHapoaHoro ctaHgapra. [lepesoa 4aHHOro MeXgyHapoaHoro ctaHgapTa Haxo-
antes B PegepanbHOM MHAPOPMALUMOHHOM POHAE TEXHUYECKUX PernaMmeHToB U CTaHapToOB.
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bubnuorpadua

Wnpuubl MeanumnHcKkmne LenbHOCTEKNAHHBIE MU METaNNOCTEKIAHHbIE MHOTOKPaTHOIO NpumMe-
HeHus. YacTtb 1. Pasmepsl

Reusable all-glass or metal-and-glass syringes for medical use — Part . Dimensions
linpunubl MEANUMHCKME LENBHOCTEKIMAHHbBIE NN METANNOCTEKIAHHbIE MHOIOKPAaTHOIO NpumMe-
HeHUA. YacTb 2. KOHCTpYKUMSA. JKCnnyaTaunoHHble TpeboBaHUA 1 METOAb! UCNbITAHUN
(Reusable all-glass or metal-and-glass syringes for medical use — Part 2. Design,
performance requirements and tests)

Obwure NpUHUMNbI NOCTPOEHUS rpadnYecKknx yCrnoBHbIX 00603HaveHnn. Hacte 1. [padhudec-
KNe yCcrnoBHble 0603Ha4YeHns, HAaHOCUMbIE HA 0BopyaOBaHNE

(General principles for the creation of graphical symbols — Part |. Graphical symbols for use
on equipment)

Obwure NpUHUMNBLI MOCTPOEHUS rpauYecKnX yCrnoBHbIX 00603HaveHnn. Yactb 2. [padhudec-
Kne yCroBHble 0603Ha4vYeHNs a4nsa TEXHUHECKOW JOKYMEHTAUMN HA NPOAYKUMIO

(General principles for the creation of graphical symbols — Part 2. Graphical symbols for use
in technical product documentation)

O603Ha4eHus ycnoBHble rpaduyeckne, HaHOCUMbIE Ha obopyaoBaHue. lNepeyeHb N cBogHAaNA
Tabnuua

(Graphical symbols for use on equipment — Index and synopsis)

EMKOCTM ONns nHbeUMpyeMbIX PpacTBOPOB N BCNOMOraTersnbHble yeTpoucTea. Hacte 1. dnako-
Hbl, U3rOTOBNEHHbLIE N3 CTEKNAHHbLIX NPOBUPOK

(Injection containers for injectables and accessories — Part 1. Injection vials made of glass
tubing)

EMKOCTM Ansa nHbeunpyemMbiX pacTBOPOB M BCrOMOraTenbHble yCTponcTBa. Yactb 2. YKynop-
Ka ofTakoHOB C NEKaApPCTBOM AN NHbEKUUN

(Injection containers for injectables and accessories — Part 2. Closures for injection vials)
EmkocT  Ons MHbeuupyembiX  pacTBOPOB WM BCNOMOraTelbHble  YCTPOWCTBA.
UacTb 3. ANOMUHMEBbBLIE KONNAYKy Noa dNakoHb! ANnA MHBEKLUNUN

(Injection containers for injectables and accessories — Part 3: Aluminium caps for injection
vials)

EMKOCTM OANns nHbeunpyembiX pacTBOPOB M BCNOMOraTersnbHble yecTpoucTea. Yacte 4. Pnako-
Hbl U3 NIUTOrO CTEKMa

(Injection containers for injectables and accessories — Part 4. injection vials made of moulded
glass)

Wnpuubl cTepunbHbie OAHOKPATHOINO NPUMEHEHUS C UIMon nnNu 6e3 urnsl ANs NHCYNUHA
(Sterile single-use syringes, with or without needle, for insulin)

OueHka buonornyeckas meanumHCKnxX yetponctse. Hactb 1. OueHka n ncnbitaHns

(Biological evaluation of medical devices — Part I. Guidance on selection of tests)
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