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MNpegncnoBue

1 NOArOTOB/IEH ®degepasbHbIM TrOCYyAapCTBEHHbIM  OOMKETHBIM  yupexaeHnem «Poccuiickunii
WHCTUTYT cTaHgapTtusauum» (Prby «WHCTUTYT cTaHfapTM3alMu») Ha OCHOBE COOCTBEHHOrO nepesofa Ha
pyCcCKUiA A13bIK aHINOA3bIYHON BepcUM CTaHgapTa, YKasaHHOro B nyHkTe 4

2 BHECEH TexHunyeckum KOMWTETOM MO cTaHgaptusauum TK 458 «Pa3paboTka, Npou3BOACTBO W
KOHTPO/1b KayecTBa JIeKapCTBEHHbIX CPEeACTB»

3 YTBEPXAEH W BBEAEH B ,£I,EI7ICTBI/IE lMpukasom ®PepnepasnbHOro areHTcTBa Mo TeXHUYECKoMY
perynnmpoBaHuio 1 metponiorum ot 28 mapta 2024 r. Ne 378-cT

4 Hactoswmini cTaHgapT MAEHTUYEH MexAayHapogHomy cTaHgapTty MCO 13926-1:2018 «CucTembl Ha
ocHOBe wWwnpuu-pyyek. Yacte 1. CTek/isiHHble UWAMHAPBLI A4S WAPUL-pyyYek MeAUUNHCKOTO HasHavyeHus»
(ISO 13926-1:2018 «Pen systems — Part 1: Glass cylinders for pen-injectors for medical use», IDT).

HanmMeHoBaHVe HacTosAlWero craHgapta W3MEHEHO OTHOCUTE/IbHO HauMEeHOBaHWSA YKa3aHHOro Mexay-
HapoAHOro ctaHgapTa Ansa npmeegeHms B cootBetcTBue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

MexayHapoHblii cTaHfapT paspaboTaH TexHMYeckum KoMuTeTom no crtaHgjapTusaumm WCO/TK 76
«MepauumHckoe obopyaoBaHue n obopygoBaHve hapMaleBTUYEeCcKOro HasHavyeHus ANns nepesivBaHuii, B/u-
BaHU N MHBEKLNA».

Mpy NpYMeHeHWn HacTOoALEero ctaHjapTa pPekoMeHZYyeTCsA UCMONb30BaTb BMECTO CCbIIOYHbLIX MeXay-
HapoAHbIX CTaH4APTOB COOTBETCTBYHOLLME UM HALMOHasIbHble CTaHA4AaPTbl, CBEAEHMA O KOTOPbIX NPUBELEHDLI B
LONOMTHUTENIBHOM MpuaoxeHun A

5 BBEJEH BIMEPBbIE

MpaBuna NpMMEHeHNs1 HACTOSILLEr0 CTaHgapTa YyCTaHOB/IEHbl B cTaTbe 26 defepasibHOro 3akoHa
0T 29 umioHa 2015 r. Ne 162-d3 «O cTaHgapTuslaumm B Poccuiickoli ®egepaumm». VHdopmayma o6 ms-
MEHEHUSIX K HaCTOSILLEMY CTaHaap Ty Ny6GANKYyeTCs B €XerofHom (Mo COCTOSHUIO Ha 1sHBapsl TeKyLero
roga) MHOPMaLMOHHOM yKasaTene «HauuoHasbHble CTaHhapThi», a ohrumanbHblii TEKCT U3MEeHeHl
M NoMNpaBoK — B €XeMecsa4YHOM MH(popMaLMOoHHOM ykasaTesie «HauuoHanbHble cTaHAapTbhi». B cnyyae
nepecMoTpa (3aMeHbl) UM OTMEHbl HACTOSLWEro cTaHjapTa COOTBeTCTBYLWEe yBejoOMIeHe OyaeT
ony6/IMKOBAHO B G/MXAMLLEM BbINyCKE €XEMECAYHOro WH(OPMALMOHHOIO yKazaTens «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYyWas MHpopMmauns, yBeOM/IeHMEe U TEKCTbl pasMellalnTCcsl Takke B WH-
chopMaLMOHHOW cucTeme 06LLEro NoNb30BaHNA — Ha oduuManibHOM caiTe deaepasibHOro areHTCcTBa Mo
TEXHNYECKOMY PEFY/IMPOBAHUIO U METPONOIUN B CETU VMIHTEpHeT (Www.rst.gov.ru)

© 1S0, 2018
© Odopmnenune. PreyY «MHCTUTYT cTaHgapTusauum», 2024

HacTosiwuii cTaHgapT He MOXET GbiTb MOJTHOCTLIO MMM YAaCTMYHO BOCMPOW3BEAEH, TMPaXKNPOBaH U pac-
NPOCTpaHeH B KaYecTBe 0(YULMANILHOMO M3AaHust 6e3 paspelleHns denepasibHOro areHTCTBa Mo TEXHUYECKO-
My PerynnpoBaHunio U MeTposiorum
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BBepneHne

Ha copepxaHue p[eicTBylOWEro BelecTBa, Haanume npumeceld, CTabusibHOCTb W 6e30nacHOCTb
NeKapCTBEHHOrO npenaparta npu ero Npou3BOACTBE W XPaHEHWUU CYLLECTBEHHOE B/IMSIHWE MOrYT OKa3blBaTb
CBOICTBA U XapaKTepUCTUKMN NEPBUYHOI YNAKOBKMN.

HacToawmii ctaHgapT pacnpocTpaHaeTca Ha CTEKNAHHbIE LUUAWHAPbLI, UCMO/Ib3yeMble B LUMPUL-pyYKax
B cooTtBeTcTBMN ¢ MICO 11608-1.
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HALUWOHANbHbBINW CTAHAOAPT POCCWUMCKOW SEALEPALUMN

LWNPNLU-PYUKN ANA MEANUNHCKOIO NMPUMEHEHUNA
YacTtbp 1
CTek/IAHHbIE UWANHAOPBLI NS WNPUL-pyYeKk

Pen systems for medical use. Part 1. Glass cylinders for pen-injectors

fNata BBegeHuna — 2025—07—01

1 O6nactb NPUMEHEHNA

HacTtoawuii cTaHAapT ycTaHaB/MBaeT Tpe6oBaHWUA K KOHCTPYKLUUM, MaTepuasniam, 3KChyaTauuoHHbIM
XapakTepucTukam UM MeTofZam MWCMbITaHuid, a Takke COAEPXWT PeKoMeHJauun Mno pasmepam CTEK/SIHHbIX
LUWIMHAPOB, MUCMOMNb3YEMbIX B LLNPUL-PYYKaX A1 MEAULMHCKOTO NPYMEHEHUS.

HacToawuii cTaHAapT ycTaHaBMBaeT TpeboBaHNa K NEPBUYHOI ynakoBke, Haxodswelics B Henocpes-
CTBEHHOM KOHTaKTe C JIEKAPCTBEHHLIM NpenapaTom.

2 HopMaTuBHbIE CCbIJIKU

B HacTosileM cTaHOapTe MCMosb30BaHbl HOPMATMBHbBIE CChIIKMA Ha cneaylolme cTaHAapTsl [ANna gatu-
POBaHHbIX CCbINIOK NMPUMEHSIOT TONbKO YKa3aHHOe U3faHue CCbIJIOYHOro cTaHjapTa, AN HeJaTUPOBaHHbIX —
nocnepgHee (BkA4Yasi BCe M3MEHEHUS)]:

ISO 720, Glass — Hydrolytic resistance of glass grains at 121 degrees °C — Method of test and clas-
sification (CTekno. 'maponuTuyeckas CTOMKOCTb CTEKMAHHbIX 3epeH npu 121 °C. MeTopg ucnbiTaHWs W Knac-
cudpukayms)

ISO 4802-1, Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 1.
Determination by titration method and classification (Mocyga cteknsHHas. 'mgponutnyeckas CTOMKOCTb BHY-
TPEHHNX NOBEPXHOCTEN CTEKNSIHHbIX eMKocTel. YacTb 1. OnpeaeneHne TUTPUMETPUYECKMM METOAOM M Knac-
cudpukayms)

ISO 4802-2, Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 2:
Determination by flame spectrometry and classification (Mocyga cteknsiHHas. mgponuTuyeckas CTONKOCTb
BHYTPEHHUX NOBEPXHOCTEN CTEKNSHHbIX eMKOCTel. YacTb 2. OnpeAeneHme MeToAoM MiaMeHHOW cnekTpome-
TpumM n Knaccudpmkauymns)

ISO 11608-3, Needle-based injection systems for medical use — Requirements and test methods —
Part 3: Finished containers (CuctemMbl MHbEKLMOHHbIE HA OCHOBE UMM MeAULNHCKOro HasHavyeHus. Tpebosa-
HUA U MeTOAbl UcnbiTaHnin. YacTb 3. KOHTeHepbl N MHTErPUPOBaHHbIE MYTU NPOXOXAEHUSA XNLKOCTN)

ISO 13926-2, Pen systems — Part 2: Plunger stoppers for pen-injectors for medical use (Cuctemsbl Ha
OCHOBE LUMNpUL-pyYek. YacTb 2. YN/I0THUTENN MOPLUHER ANS WNPpUL-pyYek MeANLMHCKOr0 HazHavYeHus)

ISO 13926-3, Pen systems — Part 3: Seals for pen-injectors for medical use (Cuctembl Ha OcHOBe
wnpuu-py4vek. Yactb 3. YKynopouHble cpeAcTBa A/ WNpUL-pyyek MeguUuHCKOro HasHadyeHust)

3 TepMuHbI 1 onpegeneHnsa

B HacTosLwem CTaHOapTe TEPMUHbI HE NPUBEAEHDI.

V3paHne opuuynanbHoe



MOCT P NCO 13926-1—2024

TepmuHonorunueckne 6asbl gaHHbix WCO 1 MOK AoCTynHbI NO cregyowmM NHTepHeT-ajgpecam:
- nnaTdpopma oHnanH-npocmoTpa MICO no agpecy: http://www.iso.org/obp;
- QnekTponeans M3OK no agpecy: http://www.electropedia.org/.

4 Pa3mepsbl

Pa3mepbl CTEKIAHHOIO LUUAMHAPA OO0/HKHbI COOTBETCTBOBAaTH NMPMBEAEHHbIM Ha puUcyHke 1 1 B Tabnu
ue 1, 3a ncknveHnem gmameTpos ¢, d2 1 d3, KoTopble NpuBeAeHbl UCKUYUTENBHO ANS MHgopMaLun.

CTeKNsAHHbIA UMNnHAP, NPUBEAEHHbIA Ha pucyHKe 11 B Tabnmue 1, 06bIYHO AOCTYMEH B Pa3/IMYHbIX Ana
meTpax d”,d2 un d3. 3T guameTpbl NpMBedeHbl B Tabmue 1 MCKNKUNTENBHO AN nHdopMauuu.

B munnnvetpax

a [nvHbl /11 /2 fomkHbl GbITh COTMTacoBaHbl MEXAY NPOM3BOAUTENIEM U NOTpEGUTENEM.

PucyHok 1— ®opma CTEKNSHHOIO LMMHAPA 4151 LLNPUL-pyYeK
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Ta6nuua 1— Pa3vepbl CTEKNAHHBIX LWIMHAPOB AN LUNPUL-pYyYeK
B munnnmetpax

*1a K24 s, a o ® ® ® ®

ponyck ponyck ponyck ponyck ponyck ponyck ponyck
+ + MunH + + + + +

8,65 01 6,85 01 6,55 7,15 0,2 55 035 315 0,2 50 020 29 01
1085 01 8,65 01 835 7,15 0,2 55 035 315 0,2 50 020 29 01
1095 015 925 01 895 7,15 0,2 55 035 315 0,2 50 020 29 01
1160 015 9,65 01 93 7,15 0,2 55 035 315 0,2 50 020 29 01

a 3HayeHus1 PasMePOB ¢ , o/2 U T NPVBEAEHBI UCKTIIOUMTENBHO A/151 MHCDOpPMaLMK.

Pa3svep d2 po/mkeH ObiTb YCTaHOBMEH TakMm 06pa3oM, YTOObl B cOYeTaHuu C YNIOTHUTENleM MOPLU-
HS, BblOpaHHbIM B cooTBeTcTBUM € NCO 13926-2, M yKynoOpOYHbIM CpefCcTBOM, BblOpaHHbIM B COOTBET-
cTBuMM ¢ MICO 13926-3, nonyyeHHas cuctema Mmorna 6biTb BanngumpoBaHa B COOTBETCTBMM C TpeboBaHUAMM
NCO 11608-3.

Pasmep otBepcTnsa d6 fosmKeH ObITh BblAepXaH Ha rnyouHy .

FoOpfioBMHA CTEKNSAHHOIO LMAMHAPA A0/MKHA MMETb MOCTOSIHHbIA AnaMeTp Ha BCeM NPOTsSXeHMn hv T. e.
UmMeTb LUUNnMHApuyeckyto dopmy. [lonyckaetcs cnerka KoHunyeckas popma npu cobnigeHun cneayowmx Tpe-
60BaHMiA:

- YCEUYEHHbII KOHYC UMEET BbICOTY

- HanbonbLWNA AnameTp UMeeT hraHel, ecnnm UHoe He COrNacoBaHO 3aMHTepecoBaHHbIMWU CTOPOHaMU;

- pasHuiua mexgy HanmboNbUM U HaMMeHbLIUM AnameTpamu He npesbiwaeT 0,3 MMm.

TpeboBaHUA K PE3VHOBbLIM YNAOTHUTENAM MOPLUHEl ycTaHoBNeHbl B MCO 13926-2, a TpeboBaHusA K
YyKynopouHsiM cpeactsam — B MICO 13926-3.

COBMECTMMOCTb KOMMNNEKTYIOLWMX (CTEKNAHHBIX LWAVHAPOB, PE3VHOBBLIX YN/IOTHUTENEN NOPLUHEN U YKy-
NOPOYHBbIX CPEACTB) AO/DKHA ObITb BaNuaMpoBaHa B cOOTBETCTBUN € TpeboBaHuamun NCO 11608-3.

5 Tpeb6oBaHus

5.1 Tpe6oBaHua K MmaTepuany

WMcnonb3yloT 6ecuBeTHoe ¢/ WM TEMHOe br CTek/o knacca rMaponuTudeckoli croiikocth HGA 1 no
MCO 720.

CTekn10 J0/HKHO COOTBETCTBOBATL CTEK/y Tvna | cooTBeTCTBYIOWEN thapmakonen.

06 M3MEHEeHMN XMMUYECKOro cocTaBa CTekna nosib3oBaTtesb J0/KEH GbITh YBEAOM/IEH HE MEHEE YEM 3a
[eBATb MECSILEB 10 BHECEHUSI U3MEHEHUSI.

CTekno Ansl CTeKsIHHLIX UMNHAPOB He A0/HKHO cofepXaTb BKpanieHuit (BKAOUYEHWIA) nam ny3blipbKoB
BO3AyXa, MellatLMxX BU3yasibHOMY MPOCMOTPY COAEPXKMMOTO.

5.2 TpeboBaHUsA K 3KCnlyaTauMOHHbIM XapaKTepucTmkam

5.2.1 TepmeTnsnpyemasd NoBepxHOCTb

CTeKNsHHble LUIVHAPLI AO/MKHBI UMETL MIOCKYI0 FepMeTU3MPyeMy0 NOBEPXHOCTL 6e3 LepoxoBaToCcTH
N BOJTHUCTOCTW.

5.2.2 Tmgponutnyeckass CTOMKOCTb

Mpn ncnbiTaHum B cooTBeTCcTBMM ¢ MICO 4802-1 nnm MCO 4802-2 ruaponntnyeckas CTOMKOCTb BHYTPEH-
Hell NOBEPXHOCTU CTEKIAHHOIO UMANHAPA A0/HKHA COOTBETCTBOBAaTL TpeboBaHMAM Knacca rmaponuTuyeckoi
cToikoctTn HC 1.

Mepen npoBeAeHNEM MCMbITAHWUA HWKHIO 4acTb UWAMHAPA repMeTU3NPYIOT COOTBETCTBYIOLLMM YKYMO-
POYHbIM CPeACTBOM, HanpMMep CUNKOHOBOM MPOGKOIA.

5.2.3 KauecTtBO oTxura

MakcumasibHOe 3HayeHMe OCTaTOYHOIo HanpsXKeHUs B OTOXKEHHOM CTek/1e He [LOJ/KHO MNpeBblwaTb
yOerbHY0 pasHOCTb Xoda Nyyei, paBHyto 40 HM/MM TONLWMUHBLI CTekna, Npu 1uccnenoBaHum CTEKNAHHOMO Lu-
NnHApa B NonsipumMeTpe.
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MeTog onpefeneHust yaenbHOW pa3HOCTU Xofa Jlydeidl o/MKeH ObiTb COrNacoBaH Mexay npoussoauTe-
nem n notpeébutenem.

6 Obo3HaueHue

CTeknsiHHble UWAVHAPBI AN WNPpUL-pydYek ons MeguuuHCKOro npuMeHeHus A0/KHbI UMeTb 0603Haue-
HMe C yKasaHvem cnoBa «UuanHAp», Homepa HacTosLero ctaHgapTa, LseTa cTekna U HOMUHasIbHOro 3Hade-
HUA anameTtpa &l B MUnInMeTpax.

Mpumep — CTEKISAHHbIA UWAWHOP 008 WAPUL-pyYeKk AN MegULMHCKOrO MPUMEHEHUs, NPou3BeaeH-
HbIA 13 TPY6KM BecuBeTHOro cTekna cl ¢ rMapoIMTMNYECKO CTOMKOCTbLIO BHY TPEHHEN MOBEpPXHOCTW Mo
NCO 4802 — HC 1 n HOMWHaNbHbIM AnaMmeTpom d1= 11,6 MM, COOTBeTCTBYOLWMI TpeboBaHUAM HaC T OSILLENO
cTaHgapTa, 0603HaYaeTCA cnefyowmm o6pasom:

Umnuuap FOCT P NCO 13926-1-c\-11,6

7 MapKupoBKa ynakoBKU

Ha ynakoBke yka3blBalT cneayrLlyo nHopMaLmio:

a) 0603HayYeHne LWINHOPOB;

b) UAEHTUNKALNOHHBIA HOMep (ECNM OH HameyataH Ha LWAVHAPE), Hanpumep HOMep napTum, cepus
nnp.,;

C) KONUYecTBO LMMHAPOB B YNaKOBKe;

d) HaMmeHOBaHWe uny TOBAPHbLIA 3HAK NPOM3BOAUTENS.
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MpunoxeHune JA
(cnpaBo4yHOE)

CBefeHNsA 0 COOTBETCTBUN CCbIJIOYHbIX MEXAYHApPOAHbIX CTaHAAPTOB HaUWOHa/IbHBIM CTaHAapTam

Ta6bnnya [OAL

O603Ha4YeHne CCbII0YHOIO CreneHb O603Ha4YeHne 1 HaMMeHOBaHne COOTBETCTBYHOLLEro HaunoHasIbHOro
MeX/yHapoAHOro ctaHaapTa COOTBETCTBYUA cTaHjapTa
*
ISO 720 —
ISO 4802-1 HoT FOCT P NCO 4802-1—2023 «[Mocyaa cTeknsHHasn. vaponutnyeckas

CTOMKOCTb BHYTPEHHUX NMOBEPXHOCTEN CTEK/SHHBIX eMKocTeld. YacTb 1
OnpepeneHve TUTPUMETPUYECKUM METOAOM W KNacCuhKaLms»

ISO 4802-2 HoT FOCT P NCO 4802-2—2023 «[locyfa cTeknsHHasn. vaponitnyeckas
CTOMKOCTb BHYTPEHHKX MOBEPXHOCTEN CTEKNAHHbIX eMKOocTel. YacTb 2.
OnpefeneHvie METOAOM MIamMeHHOV ChekTpoMeTpun U Knaccudmka-

Lpns»

ISO 11608-3 — *

ISO 13926-2 0T FOCT P NCO 13926-2—2024 «LLnpuu-pyykn onss MeguLUHCKOro npu-
MeHeHUs. YacTb 2. YNIoTHATEM NOPLUHERA A1 LUNPUL-pYYeK»

ISO 13926-3 — *

* COOTBETCTBYHOLLMIA HALMOHA/TbHBI CTaHAAPT OTCYTCTBYET. [l0 ero NpUHSTUS PEKOMEHAYETCSA MCMO/b30BaTb Nepe-
BOZ, HA PYCCKMiA A3bIK JAHHOTO MEXAyHAPOAHOrO CTaHaapTa.

MpumeyaHne — B HacToslen Tabnuue MCNob30BaHO CrieAyloLlee YCIOBHOE 0603HAYEHME CTEMEeHU COOoT-
BETCTBUSA CTaHAAPTOB:
- FOT — naeHTUYHbIe CTaHOapThL.
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Bubnnorpadus

[1] 1SO 11608-1, Needle-based injection systems for medical use — Requirements and test methods — Part 1: Needle-
based injection systems
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