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MpeaucnoBue

1 MOAOTOTOBMNEH ®enepanbHbIM  roCcyOapCTBEHHLIM  BHOIKETHBIM  yupexaeHuem «Poccuiickuin
WMHCTUTYT cTaHgaptusauuuny (OreY «MHcTuTyT cTaHgapTusauuu») Ha ocHoBe cOBCTBEHHOro nepesofa Ha
PYCCKWIA 513bIK aHIOS3bIYHON BEPCUW CTaHAapTa, YKa3aHHOro B NyHKTe 4

2 BHECEH TexHuyeckum komuTeToM no ctaHaapTtusaumm TK 458 «PaspaboTka, NpowW3BOACTBO U
KOHTPOMNb Ka4ecTBa NekapCcTBEHHbIX CPeacTBY

3 YTBEPXOEH W BBEAEH B OEWCTBME MMpukazom deaepanbHOro areHTCTBA N0 TEXHWHECKOMY
perynuposaHuio U meTporiorin ot 28 mapTta 2024 r. Ne 378-cT

4 Hactosiwuin cTaHgapT MOeHTU4eH mexgyHapodHomy ctaHaapty MCO 13926-1:2018 «Cuctembl Ha
OcHoBe wWnpuu-pyyek. Yactbe 1. CTeknsHHble UUNVHOPLI ONS LWNPUL-pYYeK MeOULUHCKOro Has3Ha4YeHUs»
(ISO 13926-1:2018 «Pen systems — Part 1: Glass cylinders for pen-injectors for medical use», IDT).

HaumeHoBaHve HacTosIWEero cTaHgapTa M3MEHEHO OTHOCWUTENBHO HAaMMEHOBaHUA YKa3aHHOIO Mexay-
HapoOHOro cTaHaapTa Ana npyueBedeHus B cooteeTcTBue ¢ FOCT P 1.5—2012 (nyHkT 3.5).

MexagyHapogHbli cTanHgapT paspaboTaH TexXHWYecKMM KOMWTETOM no ctaHgaptusauumn MCO/TK 76
«MepguumHckoe obopygoBaHue 1 obopygoBaHue hapmaueBTUYeCcKOro HasHavyeHus 4ns nepenvMBaHvi, BNu-
BaHUN U MHBEKLMAY .

lMpu NpUMeHEeHUN HACTOALLEro CTaH4apTa PEKOMEHOYETCA UCNONb30BAaTe BMECTO CChINMOYHbLIX Mexay-
HapOAHbIX CTAHOAPTOB COOTBETCTBYHOLLME UM HALMOHANbHbIE CTAHAAPTLI, CBEAEHWUS O KOTOPLIX MPUBEAEHEI B
OONONHUTENBHOM npunoxeHun QA

5 BBEJEH BINEPBbIE

lMpasuna npuMeHeHUss Hacmoswea2o cmaHdapma ycmaHosieHbl 8 cmambee 26 ®edepanbHo20 3akoHa
om 29 uwHA 2015 2. Ne 162-03 «O cmaHdapmu3auuu 6 Pocculickoll ®@edepayuu». VMIHgbopmayus ob us-
MeHeHUsAX K Hacmosuemy cmaHdapmy nybnukyemcs € exe200HOM ([0 COCMOSHUI0 Ha 1 AHeapsa mekyu,eao
200a) uHopmayuoHHOM yKkazamene «HauuoHanbHbie cmaH0apmely, @ ouUUUAanbHbLIL MeKem U3MeHeHUl
U Nonpasok — 8 eXEeMECAYHOM UHGOPMaUUOHHOM ykazamene «HauuoHanbHbie cmaHOapmsl». B cnydyae
nepecmMompa (3amMeHsl) unu omMeHbl Hacmosiueao cmandapma coomaemcmeytoujee yeaedomneHue bydem
onyénukosaHo & bnuxaliweM 6bINycKe eXeMecsyHo20 UHMOPMaUUOHHO20 ykalamernsa «HauuoHanbHble
cmaHOapmebl». Coomeemcmsyiowas uHghopMayus, yeedoMeHue U meKcmsl pasMelyaromces makxe 8 UH-
¢ghopmayuoHHoU cucmeme 0buieao nonb308aHus — Ha oguyuansHoM catime ®edepanbHo20 azeHmemea o
MEXHUYECKOMY peaynuposaHurd U Mempoaoauu e cemu MiHmepHem (www.rst.gov.ru)

© 1S0, 2018
© OdopmneHue. OIBY «MHCTUTYT cTaHgapTusauumy», 2024

Hactoswmin ctaHgapT He MOXeT ObITb NOMHOCTBLI UMW YaCTUYHO BocCnpouniBeaeH, TMpaxnpoBaH U pac-
NMPOCTpPpaHeEH B Ka4veCTBe ocbmu,naanoro nagaHna 6es pa3peleHns G)e,u,epanbﬂoro areHTCTBa Nno TeXxHU4eCKo-
MY PerynupoeaHui) 1 MeTpornorun
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BeepneHue

Ha cogepxXaHue ,qeﬁcmyrom,ero BelleCTBa, Hanu4due FIpMMECEI:’I, ctabuneHoCTe M BGesonacHocTb
NeKapCTBEHHOIO npenaparta npu ero npon3BoacTee U XpaHeHWK CylleCTBeHHOe BIMMAHME MOTYT OKasblBaTb

CBOMWCTBA W XapaKkTepPUCTUKN NEPBUYHOMN YNaKOBKW.
HacTtoswmin ctaHgapT pacnpocTpaHaeTCa Ha CTEKMAHHbIE UWNWHAPGI, mcnonb3yemMblie B LUNPUL-PYYKaXx

B cooTBeTcTBUM ¢ MCO 11608-1.

v
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HAUMWOHANBbHBLIN CTAHOAPT POCCUMUCKOWN OEOEPALUMU

LwnPULU-PYYKK OANA MEOULMUHCKOIro nPMMEHEHUA
YacTtb 1
CteknsHHbIE LUNUHAPLI ANSA WAPUL-PYYEK

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

Dara BBegeHna — 2025—07—01

1 O6nactb npuMeHeHUsA

HacTtoawunn CTaHAapT yCTaHaBlMBaeT TpEGOBaHMFI K KOHCTPYKUWW, MaTepuanam, 3KCnnyaTtaunoHHbIM
XapakTepuctmkam m Metodam WCMBITAHWKW, a Takke COOEepPXUT peKoMeHOauun rno pasmepam CTeKNAHHbIX
UMIMMHOPOB, NCMOJb3yeMbIX B LUNPULL-PYYKax Anda meauumMHCKOro npumMeHeHuns.

Hactosawmn CTaHgapT yCtaHaBlineaeT TDQSOBaHMH K I'IEpBI/I‘-IHOi?I yrnakoBKe, HaxoasLwencs B Henocpea-
CTBEHHOM KOHTaKTe C neKapCTBEHHbIM MnpenapaTtomMm.

2 HopmaTuBHbIE CCbINKKU

B HacTosillem cTaHAapTe Mcnonb3oBaHbl HOPMaTUBHLIE CCLINKM Ha cneaylolve cTaHgapThl [4ns gatu-
POBaHHBIX CChINOK NMPUMEHSIOT TOMBKO yKazaHHOe M3faHWe CChINMOYHOro cTaHaapTa, Ans HedaTUpOoBaHHbIX —
nocnegHee (BKNoYas BCce M3MeHeHWs)]:

ISO 720, Glass — Hydrolytic resistance of glass grains at 121 degrees °C — Method of test and clas-
sification (Ctekno. MgponuTMyeckan CTOMKOCTb CTEKNsIHHbLIX 3epeH npu 121 °C. MeToa mcnbiTaHua U Knac-
cudpunkaums)

ISO 4802-1, Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 1:
Determination by titration method and classification (Mocyna cteknsHHada. MMaponuTUYeCcKas CTOMKOCTb BHY-
TPEHHWX MOBEPXHOCTEW CTEKNSAHHBLIX emKkocTel. YacTe 1. OnpegeneHve TUTPUMETPUYECKMM METOAOM M Knac-
cudpmnkaumns)

ISO 4802-2, Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 2:
Determination by flame spectrometry and classification (lNocyna cteknsaHHas. MMgponuTudeckasa CTOMKOCTb
BHYTPEHHWUX NOBEPXHOCTEN CTEKNAHHBLIX eMKocTel. YacTe 2. OnpegeneHve MeTo4oM NaMeHHOW CnekTpoMe-
Tpuu 1 Knaccudurkaums)

ISO 11608-3, Needle-based injection systems for medical use — Requirements and test methods —
Part 3: Finished containers (CucTemMbl MHbEKUMOHHbIE HA OCHOBE UMM MEAMLMHCKOro HasHadeHus. Tpeboea-
HWA W MeToAbl UenbiTaHui. HacTe 3. KoHTelHepbl U MHTErpupoBaHHbIe NyTU NPOXOXKAEHWS XNGKOCTH)

ISO 13926-2, Pen systems — Part 2: Plunger stoppers for pen-injectors for medical use (Cuctembl Ha
OCHOBe LWNpuU-pyYek. YacTe 2. YNNoTHUTENM NopLIHer ANg WNpUL-pyYeKk MeauLUMHCKOro Ha3Ha4yeHus)

ISO 13926-3, Pen systems — Part 3: Seals for pen-injectors for medical use (Cuctembl Ha ocHOBe
wnpuu-pyyek. Yactb 3. YkynopoudHbie cpeacTea ANs WNpULU-pyYek MeaVLMHCKOrO Ha3HavYeHus)

3 TepmuHbI U onpegeneHus

B HacToAwemMm CTaHgapTe TepMUHbI HE NMPpUBEeOeHbI.

M3paHue ochbnumnansHoe
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TepmuHonormdeckne 6a3sebl gaHHbix MCO 1 M3K gocTynHbl No cneaylowmMm WHTepHeT-agpecam:
- nnatdopma oHnanH-npocmotpa NCO no agpecy: http://www.iso.org/obp;
- Onektponeguna M3K no agpecy: http://www.electropedia.org/.

4 Pa3mepbl

Pa3amepbl CTEKNAHHOIO UMNUHAPA AOMKHbI COOTBETCTBOBAThL MPWMBEAEHHbIM HA pUcyHke 1 1 B Tabnu-
ue 1, 3a ucknoyeHnem anameTpos dy, dy U dy, KOTOPbIE NPYBEAEHB! MCKMIOYUTENbHO ANA MHopMauni.

CTeknsaHHbLIA ULWNUHAOP, NPWBEAEHHbIA Ha pucyHKe 1 1 B Tabnuue 1, 06blYHO 4OCTYNEH B pasnuyHbIX Ana-
MeTpax dq, dy U dj. 3Tu AnameTpbl NpuBeaeHbl B Tabnuue 1 NCKNOYUTENBHO A8 UHOPMaL UK.
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@ OnuHel /4 v [, gomkHs! BbITh COrNacosaHbl MeXay npoussoauTenem u notpebutenem.

PucyHok 1 — ®opma CTEKNAHHOTO LUNUHAPA AN WNPUL-pYyYeK
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Tabnuua 1— Pasmepbl CTEKNAHHLIX LAMMHOPOB N5 LWNPUL-pYyYeK
B munnumetpax

d? d,? dq? d, ds dy hy hy

OONyCcK monyek | [OMNyCcK [onyck [onycK aonyck nonyck
+ + + + + + +

8,65 0,1 6,85 0,1 6,55 | 7,15 0.2 5,5 0,35 | 3,15 0,2 50 | 0,20 29 0,1
10,85| 01 8,65 0,1 8,35 | 7,15 0,2 5,5 0,35 | 3,15 0,2 50 | 020 29 0,1
10,95| 0,15 | 9,25 0,1 8,95 | 7,15 0,2 5,5 0,35 | 3,15 0,2 50| 0,20 29 0,1
11,60 0,15 | 9,65 0,1 935 | 7,15 0,2 55 0,35 | 3,15 0,2 50| 020 2,9 0,1

@ BHaueHus paamepos dy, dy 1 dy NPUBEAEHBI NCKMIDHYMTENBHO ANA UHAopMaLUK.

Pasmep d, gomxeH BbiTb yCTaHOBMEH TakuMm 06pa3oM, YTOGbl B COYETAHUMU C YNNOTHUTENEM MOpLU-
HA, BblbpaHHbIM B cooTBeTcTBUM ¢ WCO 13926-2, W yKynopo4yHbiM CpencTBOM, BbiOpaHHbIM B COOTBET-
ctBuM ¢ MCO 13926-3, nony4yeHHasi cuctema mMorna 6biTe BanuanpoBaHa B COOTBETCTBUMM C TpeboBaHMAMM
MCO 11608-3.

Pasmep otBepcTus dg AoMmKeH ObiTb BhlAepXaH Ha rmy6uHy h,.

[oproBrHa CTEKNAHHOTO UWMWHAPA AOMKHA MMETh MOCTOSIHHBIA AWaMeTp Ha BCeM NPOTSXKeHun iy, T. e.
MMeTb UMnuHapudeckyto doopmy. [lonyckaeTcs crierka KoHuyeckasi popma npv cobrnogeHnn cnegyrowmx Tpe-
BosaHwmia:

- YCeUYeHHbI KOHYC UMEET BbICOTY hy;

- HanBonNbLIMA oMaMeTp UMeeT (naHel, ecni MHOe He COrnacoBaHO 3aUHTEPECOBaHHLIMU CTOPOHAMMU;

- pazHuLa mexay HanbonbLIMM U HavMeHbLIUM AMaMeTpaMu He npesbiwaeT 0,3 Mm.

TpeboBaHUS K pe3vHOBLIM YNIOTHUTENSM MOpLUHel ycTaHoeneHbl B MCO 13926-2, a TpeboBaHus K
YKyNnopo4HbIM cpencteam — B CO 13926-3.

CoBMECTUMOCTb KOMMIMEKTYLWMX (CTEKMAHHBIX LUNMHAPOB, PE3VHOBLIX YNIOTHUTENEN NOPLUHER U YKY-
NMOPOYHbLIX CPEACTB) OOMKHA DbiTh BannaupoBaHa B COOTBETCTBUM ¢ TpebosaHuamu MCO 11608-3.

5 TpeboBaHus

5.1 TpeboBaHuA K MaTepuany

Mcnonb3yoT BecuseTHoe ¢f unu TeMHoe br CTEKNO Knacca rMaponuTuyeckoin ctormkoctn HGA 1 no
MCO 720.

CTekno JomKHO COOTBETCTBOBATL CTEKIy Tuna | CoOOTBETCTBYOLWEN hapMakoneuw.

00 n3MeHeHNn XMMMYECKOro CocTaBa CTeKna nosfib3oBaTesib JOKeH ObiTh YBEOOMITEH HE MeHee YeM 3a
AEeBATb MECSLIEB A0 BHECEHWUS N3MEHEHUS.

CTtekno ons CTEKNAHHBIX LUMWHAPOB HE AOMKHO COAEpPXaTb BKpanneHui (BKMNHYEHUI) UM NYy3bipbKOB
BO34yXa, MELLALNX BU3yanbHOMY MPOCMOTPY COAEPXKMUMOTO.

5.2 TpeGoBaHMA K IKCNNyaTaLUMOHHbLIM XapaKTepucTHUKam

5.2.1 TepmeTu3vpyemasi NOBEpPXHOCTb

CTeknsiHHbIE LMMUHAPLI OOMKHBI UMETh MMOCKYH repMeTU3upyeMyo NOBEPXHOCTL Be3 LepoxoBaTtocTu
1 BOITHUCTOCTH.

5.2.2 TuaponuTHU4eckasa CTOMKOCTb

Mpwu ucneitaHuu B cooteeTcTBUN ¢ MCO 4802-1 nnu MCO 4802-2 rugponutuyeckas CTOMKOCTb BHYTPEH-
HEen NOBEPXHOCTWU CTEKIAHHOIO LMNUHAPA AOMKHA COOTBETCTBOBATL TpeBOoBaHUSAM Knacca rmaporMTUYECKOn
ctoinkoctn HC 1.

Mepen npoBefeHUEM UCTILITAHUS HUXKHIOKW YacTb UMMMHAPA repMEeTU3NPYIOT COOTBETCTBYHOLWUM YKYMO-
POYHLIM CPEACTBOM, HANPUMeEP CUMUKOHOBOW NPOBKOW.

5.2.3 KavectBO OoTXKMIra

MakcumanbHOe 3Ha4yeHMe OCTaTOYHOro HarpsKeHUs B OTOMOKEHHOM CTeKne He [OIMKHO NpeBbiaTh
yOenbHYK pa3HOCTb x04a ny4ven, paBHyto 40 HM/MM TOMWMHEI CTEKna, NpM UCCregoBaHUM CTEKNAHHOIO Lu-
nuHOpa B NONSAPUMETPE.
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FOCT P UCO 13926-1—2024

MeTtog onpegeneHus y,qeanoﬁ pa3HOCTK Xo4a J'IyLJEl;;I OOJKeH OblTb COrnacoeaH MeXay nponssogunTe-
neMm un HOTDEGHTEHEM.

6 Ob6o3HauyeHue

CTeknsaHHble UMNUHOPBI ANA Wnpul-pydek ana meguumMHCKOro npuMeHeHna JOMKHbl MMeTb obo3Have-
HWEe C YKa3aHueM CrnoBa «UunuHap», HoMepa HacToAwero CtadgapTa, UBeTa CTekna n HOMUMHanbHOro 3Have-
HWA OnamMeTpa d’l B MMUNNMMeTpax.

TMpumep — CmeknAHHBIT QUNUHOP Onsa wnpuy-pydyek O0ns MeQUUUHCKO20 MPUMEeHeHUs, npou3eedeH-
HbIl u3 mpy6ku 6ecuysemHozo cmekna cl ¢ sudponumuyeckoli cmMolUKOCMbLIO 8HyMpeHHel mogepxHocmu o
HCO 4802 — HC 1 u HomMuHanbHBLIM duamempowm dy = 11,6 MM, coomeemcmeyrowuli mpebosaHusAM Hacmosawe2o
cmaHdapma, o6o3Hayaemcs cnedyrouwum obpa3om:

Yunuudp MOCT P UCO 13926-1—-cl-11,6

7 MapKnpoBKa yNnakoBKM

Ha ynakoBKe yKasblBaroT CreayoLyo nHopMaumio:

a) obosHaYeHne LUnMHOpos;

b) noeHTUdMKaLMOHHLIA HOMEpP (ECMM OH Hame4yaTaH Ha UMMMHAPE), HanpuMep HOMep NapTuK, cepus
nnp.;

C) KOMW4ecTBO UMMNWHAOPOB B YNaKOBKe;

d) HaumeHoBaHWe UMK TOBAPHbIA 3HAK NPOU3BOAUTENS.
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MpunoxeHnne OA
(cnpaBouHoe)

CBegeHUs 0 COOTBETCTBUM CChINOYHBIX MeXOYHapoAOHbIX CTaHOAPTOB HAUWMOHANbLHLIM CTaHgapTaMm

Tabnuua [OA.1

O603Ha4YeHWe CChINIOYHOro CreneHb Obo3Ha4eHWe 1 HaUMEHOBaHWE COOTBETCTBYIOLLErO HALMOHANBLHOMo
MeXOyHapofgHoro ctaHagapTa COOTBETCTBUSA cTaHaapTa
ISO 720 — *
ISO 4802-1 IDT FOCT P MCO 4802-1—2023 «lMocyna cteknsHHasA. [ngponutuyeckas
CTOMKOCTb BHYTPEHHMX NOBEPXHOCTEN CTEKMNAHHBIX EMKOCTelR. YacTb 1.
OnpegenexHve TUTPUMETPUYECKUM METOLOM W KnaccudmKaumus»
ISO 4802-2 IDT [OCT P MCO 4802-2—2023 «[locyna cteknsiHHanA. [noponnTtryeckas
CTOWKOCTb BHYTPEHHUX NMOBEPXHOCTEN CTEKNSAHHbIX eMKOCTeN. HacTb 2.
OnpegenexHve METOLOM MMaMEHHOW CNEKTPOMETPUM M Knaccudguka-
Lmns»
ISO 11608-3 — %
ISO 13926-2 IDT [OCT P NCO 13926-2—2024 «LUnpuu-py4kn ona MegMUMHCKOro npu-
MeHeHUs. YacTb 2. YNNOTHUTENW NOPLUHEr ANS WNPpUL-pyYer»
ISO 13926-3 — *

BETCTBMA CTaHOAPTOB:

* COOTBeTCTBy}OLIJ.VII?I HaLuMOoHanbHbIN CTaHOdapT OTCYTCTBYET. Lo ero NPUHATKA pEeKOMEeHOYEeTCA MCNOoNb30BaTh Nepe-
BOO Ha pyCCKMﬁ A3bIK 4aHHOro MexXxayHapogHoro ctaHgapra.

M pnmmevyaHumne — B HacTtoswen Tabnuue 1Mcnonb3oBaHo cnegytulee ycnosHoe 0603Ha4yeHWe CTeneHn cooT-

- IDT — maeHTUYHbIE CTaHOaPThI.
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Bubnuorpadun

[11 IS0 11608-1, Needle-based injection systems for medical use — Requirements and test methods — Part 1: Needle-
based injection systems
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MOCT P UCO 13926-1—2024

YOK 615.014.83:006.354 OKC 11.040.25

KntoyeBble croea: nepeuyHad ynakoBKa, CTEKNAHHble UWIMWMHOPbI ONA Whpyuu-pyydel, Wnpuu-pyyYkn anda
MeONUMNHCKOro npuMeHeHuns
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Pepaktop H.A. ApayHosa
TexHudeckui pegaktop M.E. Yepenkosa
Koppektop M.B. ByuyHas
KomneloTepHasa Bepctka f1.A. Kpyzoeol

CpaaHo 8 Habop 01.04.2024. TlMognucaHo B nedats 04.04.2024. ®opwmart 60%84%. [apHutypa Apuan.
Yen. ned. n. 1,40. Yy.-u3g. n. 1,18.

MoaroToBneHo Ha OCHOBE 3MEKTPOHHO BEPCUK, MPeaocTaBneHHon paspaboTumkoM cTaHgapTa

Co3pgaHo B eAMHWYHOM ucnondeHu B @IBY «HCTUTYT cTaHgapTuaaumnm»
ans KkomnnektoaHnsa ®egepansHoro MHhopMaunoHHoro doHaa cTaHaapToE,
117418 Mockea, Haxmmorckuia np-T, 4. 31, K. 2.
www.gostinfo.ru info@gostinfo.ru
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