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rOCT PUCO 11418-1- 2017
Mpepgucnosune

1 NMOAIrOTOB/EH ®epnepanbHbiM rOCyAapCTBEHHbIM GIO4KETHBIM 06pa3oBaTefibHbIM yupexaeHnem
BbICLLIEro ob6pasosaHus epBbiM MOCKOBCKUM rOCYyAapCTBEHHbIM MEANLMHCKAM YHUBEPCUTETOM VMEHU
.M. CeueHoBa MunHucTepcTBa 3gpaBooxpaHeHns Poccuiickoin ®epepauum (Mepsbim MITMY umenu U. M. Ceve-
HOBA&) Ha 0CHOBE COGCTBEHHOIO NepeBoAa Ha PYyCCKUI A3bIKaHT10A3bIYHON BEpCUn MexayHapoaHoro ctaHaap-
Ta, yKa3aHHOro B nyHkTe 4

2 BHECEH TexHuyeckum KoMmuTeToMm no ctaHgaptusaunn TK 458 «Pa3paboTka, NpoM3BOACTBO U KOH-
TPO/b Ka4yecTBa IeKapCTBEHHbIX CPeACTB»

3 YTBEP)X/AEH /I BBEJEH B IEACTBVIE Mpukazom ®eaepasibHOMO areHTCTBa N0 TeXHMYECKOMY pery-
NMPOBaHMIO N METPOoIorMm oT 8 ceHTAbpsa 2017 r. No 1037-cT

4 HacToAwWwmii cTaHAapT nAeHTUYeH MexayHapogHomy ctaHaapTy M C 011418-1:2016 «Tapagnaneka-
PCTBEHHbIX MpenapaToB W YKynopouHele cpegctBa. Yactb 1. CTeknsiHHble (hNakKoHbI-KanesbHULbI»
(ISO 11418-1:2016 «Containers and accessories for pharmaceutical preparations. Part 1: Drop-dispensing
glass bottles». IDT)

[Mpu nprMeHeHnn HacToALLEero cTaHfapTa PeKoOMeHAyeTCa NCMNO0/Ib30BaTb BMECTO CChIIOYHbIX MeXAyHa-
POAHbIX CTaHAAPTOB COOTBETCTBYHLLME UM HaLMOHa/bHblE CTaHAapThl Poccuiickoii Pepepauun, cBefeHns o
KOTOPbIX MpUBeAeHbl B AOMO/THUTENIbHOM Nnpunoxexnun JA

5 BBEJEH BIEPBbIE

Mpasuna npYMeHeHns HacTOSILLEro CTaHAapTa ycTaHoB/EHbl B CTaTbe 26 ®efjlepanbHOro 3akoHa
0T 29 mioHA 2015 1. Ne 162-93 «O cTaHgapTusauum B Poccuiickoit @egepaunmn». MiHdopmaums 06 usmeHe-
HUAX K HacTosiLeMy cTaHgap Ty nybnukyeTCA B eXXerogHom (No cCoCTOSHUIO Ha 1sHBapsA TeKyLwero roga)
MHhopMaLMOHHOMYKa3aTe e «HauvoHanbHble cTaHgap Thi», a 0L MaNbHbIA TIOKCT U3MeHeHuii nnonpa-
BOK- BEXEMeCAYHOM MH(QOPMaLMOHHOM yKaszaTene «HauunoHanbHble cTaHaapThi». B cnyyas nepecmoT-
pa (3aMeHbl) WAM OTMEHbl HacTOsWeEro cTaHgapTa COOTBeTCTBYyWLWee yBefjoMmieHne 6yaeT
ony6/MKOBaHO B G/vKalilleM BbIMYCKe €XeMeCAYHOro MHMOPMaLMOHHONo ykasaTens «HauuoHanbHble
cTaHgapTbi». CooTBeTCTBYyOWas VHpopMaunsa, yBefOMNEeHNe N TeKCThbl pasmMewarnTca Takke B
MHOPMaLMOHHOW cucTeme 06LLero Nob30BaHNsa -  Ha odhuLManbHOM caiiTe defepanbHOro areHTCcTBa
N0 TeXHNYeCKOMY perynmpoBaHuto U MeTPonorum B ceTu MIHTepHeT (Www.gost.ru)

©CTtaHgapTuHdopm. 2017

HacTosiuii ctTaHAapT He MOXeT 6biTb NO/IHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXKMPOBAH U pac-
MpocTpaHeH B KauecTBe ohuLManbHOro U3gaHus 6e3 paspellenus defepanbHOro areHTCTBa Mo TEXHUYECKO-
My perysiupoBaHuio 1 MeTposiorum


https://meganorm.ru/Index2/1/4293826/4293826506.htm
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BsepgeHune

NCO (MexayHapoaHas opraHvM3alus no ctaHgapTu3aunmn)aBnseTca BceMupHoi dhegepanmeil, o6bveam-
HAIOLWE HauMoHanbHbIe opraHbl Mo cTaHAapTusauun (kKomuteTbl— YneHsl MCO). O6bI4HO paboTa no noaro-
TOBKE MeXAyHapogHOro craHgapTa OcCylWwecTBAAeTCAa TexHUYeckumun kKomuTeTamn WCO. Kaxabli
KOMUTET-U/IEH, 3aMHTEPECOBaHHbI B ONpeAesieHHOW TemaTtuke, A8 KOTOPOW 6blal yupexaeH TeXHUYeCcKui
KOMWUTET, UMeeT Npaso 6bITb NpeACcTaB/eHHbIM B JaHHOM KoMUTeTe. FocyJapCTBEHHbIE U HETOCYJapCTBEHHbIE
MeXAyHapogHble opraHusauuv, B3aumopgeiicTeylouwmne ¢ NCO, Takke NpuHMMaloT yyacTue B ee paboTe.
NCO TecHo coTpyaHuyaeT ¢ MexayHapoaHOW 3n1eKTpoTeXHNYeCcKoi komuccreii (M3K) no Bonpocam 3/eKTpo-
TeXHWYEeCKOI cTaHAapTu3aumm.

Mpoueaypbl, NpyMeHsBLUNECS Npu pa3paboTKe HACTOALLEro cTaHAapTa, a Takke onpegenstoLine nops-
[OK ero aktyanusaumm, nsnoxeHsl Byactu 1 npektns MCO/M3K. B yacTHOCTHY, KacatoLwmecs pasinyHbIX Kpu-
TepueB COrfacoBaHus AN pasfinyHbiX TUMOB JOKYMeHTOB WCO. MpoekTbl MexAyHapoAHbIX CTaHA4apToB
pa3pabaTblBaloTCA B COOTBETCTBMM C Mpasuiamu, npusefeHHbIMU B Yactn 2 Aupektns NCO/M3IK (cm.
www.iso.org/directives).

O6palias BHUMaHue Ha TO, YTO 3/IEMEHTbI HACTOSALLLEr0 JOKYMEHTA, BO3MOXHO, MOTYT AABNATHCA 06bEK-
TOM naTeHTHbIX npas. MICO 3asaBnseT 0 TOM. YTO OHa He HeceT OTBETCTBEHHOCTY 3a UAeHTUdMKaL Mo N1o60ro
nnn Bcex NofobHbIX NaTeHTHbIX NpaB. bonee nogpobHas nHhopmaus 0 NaTEHTHbIX NPaBax, BbIBAEHHbIX Npy
pa3paboTke HacToslero AOKyMeHTa, OyAeT npusedeHa BO BBEAEHUM W/MAM B NepeyHe MNoyYeHHbIX
MCO nateHTHbIX geknapauuini (CMwww.iso.org/patents).

MosicHeHns cneunanbHbiX TEPMUHOB, UCMoNb3yeMbix NCO. 1 hopMynMpoBOK, CBA3aHHbIX C OLEHKOWA
COOTBETCTBUSA, a TaKkxKe UHopMauua o npueepxeHHocT MICO npuHuMnam BcemMypHO TOproBoii opraHm3a-
UMM B OTHOLIEHWM TexHuyeckux OGapbepoB B TOprosne npuBedeHa Ha caite WCO (cm.
www.iso.org/iso/foreword.htrnl).

HacTtosAwuii ctTaHfapT nogrotoeneH TexHuyeckum komutetom NCO/TC 76. «TpaHCy3noHHOE, MHAY3K-
OHHOE N NHBbEKLMOHHOE 060pyAOBaHe MeAULMHCKOro 1 hapMaLeBTUYECKOro Ha3HauYeHNs».

HacToslwee TpeTbe n3gaHne OTMEHSIET U 3aMeHseT coboli BTopoe nagaHue (M C011418-1:2005). koTo-
poe 6bI/10 MOABEPrHYTO TEXHNYECKOMY NepecMoTpy B HacTy:

- aKkTyanusauuu pucyHka 1418 TMNoBOro CTEKNAHHOMO hiakoHa-KanenbHuLbl 1 Tabnuubl 1 HOMUHab-
HOW BMECTUMOCTW, NO/IHON BMECTUMOCTU 1 pa3MepoB CTEK/IAHHbIX (D1aKOHOB-KanesnbHULL;

- UCKOYeHNs N3 Tabnnubl 1 pa3mepos 25 n 75 mn;

- pefaKkTopCKNX NpasoK.

MepeueHb yacTeli ctaHgapT U C 011418 npuefeH Ha cavite NCO.


https://meganorm.ru/Index2/1/4293847/4293847641.htm
https://meganorm.ru/mega_doc/fire/opredelenie/6/opredelenie_shestogo_kassatsionnogo_suda_obshchey_870.html
https://meganorm.ru/Data2/1/4294835/4294835282.htm
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HALULMOHANBbHBIN CTAHAOAPT POCCUNCKOMWN PEOLEPALMUMN

TAPA M YKYNOPOUYHbIE CPEACTBA AN1A IEKAPCTBEHHbLIX MPEMAPATOB
YacTbl
@ NaKoHbI-KanenbHULbl CTEK/SIHHbIE

Containers and accessories for pnarmaceuttcal preparations. Part 1. Drop-dispensing glass bottles

Harta BBegeHna — 2018— 07— 01

1 O6nacTb NPUMEHEHNS

HacToawuii cTaHAapT ycTaHaBMBaET Tpe60BaHWs, NPeAbsB/SeMble KKOHCTPYKTUBHOMY UCMOTHEHWIO,
pasmMepam, MatepuanamM 1 aKcnayaTauMoHHbIM XapaKTepUCTKaM CTEKISHHbLIX (/TaKOHOB-KaneabHul,. CTek-
NSIHHble (D/TAKOHbI-KanebHULbI NPeACTaBsaoT co60il NMEpPBUYHYI0 YNAKOBKY JIEKAPCTBEHHOrO Npenapara,
HaxoAsALLYICS C HUM B HENOCPEACTBEHHOM KOHTAKTE.

HacToslwuit JOKYMEHT NPUMEHUM K CTEK/ISIHHLIM (h/laKoOHaM-KaneibHWLLaM, UCNo/b3yeMbIM B dpapMa-
Lun. BMecTe ¢ COOTBETCTBYHOLWVMMU YKYNOPOUYHbIMI CUCTEMAMU OHU NpeHa3HauYeHbl 47151 YNaKoBKW HemnapeH-
TepasibHbIX IEKAPCTBEHHbIX NPenapaTos.

MpunmeuaHune — MaTepuan u akcnayaTalMOHHbIE XapaKTepUCTUKN MepBUYHON YNakoBKW MOTyT OKa3biBaTb
CyulecTBEHHOE B/IMAHWE Ha KONMYeCTBEHHOe cojepXaHue (aKTUBHOCTb) AelicTBYIOLWEro BelecTBa, YACTOTY, CTabub-
HOCTb 1 6e30NacHOCTb NeKapCTBEHHOro NpenapaTa B NpoLecce ero Npon3BoACTBa U XPaHEHUS.

2 HopmaTuBHbIE CCbI/IKU

HwxenpreefeHHble CTaHAAPTbLI ABAATCA 0653aTeIbHbIMU AN5 NPUMeHeHus. 1na faTpoBaHHbIX CTaH-
[apToB cneAyeT UCNOMb30BaThb TONbKO YKa3aHHOe n3gaHve. [1na HefaTupoBaHHbIX — NocnefHee nsfaHve
(BKNtOYas BCe N3MEHEHUS).

ISO 719, Glass — Hydrolytic resistance of glass grains at 98 degrees C — Method of test and
classification (Ctekno. M'maponutnyeckas CTonKocTb rpaHyn npu 98 °C. MeToA ucnbiTaHnsa v knaccudmkauus)

ISO 720. Glass — Hydrolytic resistance of glass grains at 121 degrees C— Method of test and
classification (CTekno. M'maponutnyeckas CToKoCTb rpaHyn npu 121 °C. MeTog UcnbITaHUS 1 Knaccudmkaums)

ISO 1101, Geometrical product specifications (GPS) — Geometrical tolerancing — Tolerances of form,
orientation, location and run-out (FTeomeTpuyeckne xapaktepuctuku nsgenuii (GPS). YctaHoBeHue reomeT-
pryecknx fonyckos. [lonyckn Ha hopMy, OpreHTauuio, pacnonoXxeHne n bueHne)

ISO 4802-1. Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 1:
Determination by titration method and classification (Mocyga cTeknsiHHas. [uaponMTuyeckas ycTonumBoCcTb
BHYTPEHHUX NOBEPXHOCTEN CTEKNAHHOW Tapbl. YacTb 1. OnpeAeneHvie TMTPUMETPUYECKM METOLOM U Knaccu-
hukaums)

ISO 4802-2. Glassware — Hydrolytic resistance of the interior surfaces of glass containers — Part 2:
Determination by flame spectrometry and classification (lMocyga cteknsHHas. Mmgponutnyeckas ycTonuymBoCcTb
BHYTPEHHUX NOBEPXHOCTEN CTEKNAHHOM Tapbl. HacTb 2. OnpegeneHne MeTo40M NamMmeHHOo CeKTPOMETPUMN 1
Knaccugukaums)

N3paHne opuymnanbHoe
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ISO 7459. Glass containers — Thermal shock resistance and thermal shock endurance — Test
methods (CTeknsHHas Tapa. CTOKOCTb KTENNIOBOMY yAapy U U3HOCOCTOWKOCTbL NPy TEM/I0BOM yaape. MeToabl
UcnbITaHWi)

ISO 8113, Glass containers — Resistance to vertical load — Test method (CteknsaHHasa Tapa. Ctoli-
KOCTb K BEPTUKa/IbHOI Harpyske. MeTos UcnbiTaHus)

3 TepMuWHbI MonpeaeneHus

[MepeyeHb TEPMUHOB M ONpeaeneHnii 41 HaCTOSLEero cTaHaapTa He NpuBeeH.

MCO n M3K BepyT TepMUHONOIMYECKME CNoBapu Mo cTaHgapTulauuun, Kotopble AOCTYMNHbI B cpeje
VIHTepHeT:

- M3K 3nekTponeawus http://www.olectrooedia.orQ/

- NCO 6paysepHas nnatopma htto://www.iso.orQ/obp

4 Pa3mepbl U 0603HaYeHne

4.1 Pa3mepsbl

Pa3mepbl CTeKNAHHBLIX (NAaKOHOB-KanesbHUL, AO/HKHbI COOTBETCTBOBATL pa3Mepam, yKasaHHbIM Ha
pucyHke 1 v npusefeHHbIM B Tabnuue 1

Jlonycku hopmbl, OpueHTaLmmn, pacnonoXeHus n 6UeHns, He ykasaHHble B HAacToALWEeM JOKYMeHTe, A0/1-
>KHbl COOTBETCTBOBAaTb 3HAYEHNSM, NpuBeAeHHbIM BcTaHgapTe M C01101.

4.2 O6o3HayeHune

CTeknsHHble dinakoHbl-KanenbHUubl 415 apMaueBTUY4eCcKoro NpUMeHeHns [0MKHbI 0603HavaTbCA
CCbINIKOV Ha HACTOSALLMI JOKYMEHT C NocneAyoLM yKazaHneM HOMUHaNbHOM BMECTUMOCTU 1 LiBeTa CTekna.

Mpumep — BCOOTBETCTBUMN CHACTOALU UM CTAHAAPTOM CTEKNAHHbIV hNakoH-KanenbHuLa, Me W ni
HOMUWHaNbHYI BMeCTUMOCTb 100M/NI MN3TOTOBNEHHbLI N36ecyBeTHOro cTekna (cl),cootTBeTcTBYytlOW ero 3
(HC 3) knaccy rugponuTnyeckoin ctolikocTu cornacHo Tpe6osaHuam MCO 4802, o603HavyaeTca cnefyowmum
o6pas3om:

CTekNAHHbIN hnakoH-kanenbHuya MCO 11418-1-100-GL

5 Tpeb6oBaHus

5.1 Martepuan

B kayecTBe maTepuana cnegyeT ucnosb3oBaTb 6ecuBeTHoe (cl/GL) nunntemHoe (sHTapHoe) (br) 6opocu-
NnkKaTHoe cTekno (cm. ctaHaapt MCO4802-1 nnu NCO 4802-2), nnv N3BeCTKOBO-HATPUEBOE CTEKO (CM. CTaH-
papt NCO 4802-1 wnn NCO 4802-2), umetowee 3 (HGB 3) knacc rugponMTnYeckoinl CTOMKOCTM COrlacHoO
MCO 719. unun 2 (HGA 2) knacc — cornacHo ICO 720.

5.2 JKcnayaTtauMoHHbIe XapaKTepucTuku

5.2.1 CTOWKOCTb K BEPTUKA/IbHON Harpyske

CTOIKOCTb KBEPTUKa/IbHOM Harpy3ke Ao/HKHa COOTBETCTBOBATbL NapamMeTpam, NpuBeAeHHbIM BCTaHgap-
Te NCO 8113.

5.2.2 Tmaponutuyeckas ycTomumBocCTb

Mpu ucnbITaHUM TMAPONUTUYECKON YCTOWUYMBOCTU BHYTPEHHEl MNOBEPXHOCTU CTEKNSHHOro chnako-
Ha-KanesibHULbl B COOTBETCTBMM € TpeboBaHusmn NCO 4802-1 unu MCO 4802-2, Tapa f0/KHA COOTBETCTBO-
BaTb 3 (HC 3) knaccy ruiponimTmyeckoii ycToinumBocTy cornacHo MCO 4802.

5.2.3 CTOMNKOCTb KTENOBOMY yaapy

B COOTBETCTBUM C UCNbITAHMEM Ha CTOMKOCTb KTENIOBOMY yYAapy, NpuBeAeHHbIM BcTaHaapTe NCO 7459,
CTEKNSIHHbIE (hNIaKOHbI-Kane bHYLbl O/XHbI BblAEPXMBaTb TEM/I0BOI yaap ¢ pa3HuLleil TemnepaTyp, COCTaB-
nawouwei 42 °C.


https://meganorm.ru/Data2/1/4293849/4293849026.htm
https://meganorm.ru/mega_doc/dop_fire/tematicheskiy_vypusk_prochie_raskhody_v_nalogovom_uchete/1/vopros_neobkhodimo_li_dlya_vklyucheniya_v_sostav_raskhodov.html
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6 Mapkuposka

Ha cTeknsiHHbIN hnakoH-KanesbHULY Ao/MKHA 6bITb HaHeceHa MHopMaLys, NpUBeAeHHas Ha pucyHke L

T- 6ykBbl MCO (Heo6s3aTenbHO): 2 — TOBapHbIii 3HaK npousBoAUTeNsi: 3 — HOMWHA/bHAA BMeCTUMOCTb (Heo6si3aTeslbHO).
4 — HWXHSA NOBEPXHOCTb MOXET GblTb 3€PHUCTOMN, NNOCKOA NN puchneHoii: S— xoj Npon3BOAUTENs/0603HAUCHUC NUTERHO hopMbl;
6 — KONbleBas KaHaBKa pa3Mepom OT 240 5 MM >0 MM 10 BHYTPeHHero AnameTtpa nakoHa NS BCTaBKW NNacTUKOBOW Npoknaaku

al Homep popMbl MOXET 6bITb NOMELLEH Ha 3aKPYTNEHUN Iy Ha A HEe UK Ha nnede haakoHa, Ho He Ha LuanHapuyec-
KO YacTu ANSA UCKYEHNS KaKOro-N1n60 KOH(IMKTa NHTepPecoB.

> BHYTPEHHAS NOBEPXHOCTbL rop/blilKka dhnakoHa.

°> Mpn6nn3nTenbHble pasMmepbl HayCMOTpPEHNE NPOU3BOAUTENS.

PucyHok 1— TuNoBOI CTEKNSAHHbII hnakoH-KanenbHULa ¢ ykazaHmeM MecTONOM0XEeHNA MapKUPOBKY
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Mpunoxexune A
(cnpaBouHoOe)

CBefileHVsi 0 COOTBETCTBUU CChIJTIOYHbIX MEXAYHAPOHbIX CTaHAApPTOB
HaluMOoHaNbHbIM CTaHAapTam

ra6nuwuya A1

O603HaueHne CCbITIOYHOTO O603Ha4eHve 1 HaVMeHOBaHVe COOTBETCTBYIOLLEr0 HALMOHAIbHOTO
CTeneHb COOTBETCTBUS
MeXZyHapoHOro cTaHapTa cTaHgapTa
ISO 719 NEO FOCT 33202- 2014 «YnakoBka cTeknsaHHaa. CTekno.

FmaponuTnyeckan CTOWKOCTb cTekna npu 98 *C. MeTtog wc-
nblITaHNA 1 Knaccuukayms»

ISO 720 - .
ISO 1101 - .
ISO 4802-1 - .
ISO 4802-2 - .
ISO 7459 NEQ FOCT 13903- 2016 «YnakoBka cTeknsiHHasa. MeTtogbl

KOHTPONA TEPMUYECKONA CTONKOCTU*

ISO 8113 NEQ FOCT 33203- 2014 «YnakoBka cTeknfAHHasa. ConpoTus-
NeHve BepTUKaNbHOW Harpy3ke. MeToa UCnbITaHWUAX

* COOTBETCTBYWOLWMIA HALNOHANbHbIN CTaHA4apT OTCYTCTBYET. [lO0 €ro NPUHATUS PEKOMEHAYETCS NCNONb30BaTh ne-
peBof Ha PYCCKUil A3blK LAHHOTO MeXAyHapoAHOoro ctaHgapTta. OduumanbHblil NepeBos faHHOTO MEXAYHapoLHOro
cTaHgapTa HaxoguTcs B degepanbHOM MHOPMALMOHHOM (hOHAE CTaHAAPTOB.

NMpumeuyaHune— BHacTosAwell Tabnnue UCNoNb30BaHO crejyloliee ycnoBHoe 0603Ha4YeHe CTeNeHn cooT-
BeTCTBMA CTaHAapToOB:
- NEQ — He3KBMBA/IEHTHblE CTAHAAPTbI
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YK 615.014.83:006.354 OKC 11.120

KntoueBble cnoBa: hapmauus, nekapcTBeHHbIe npenapaTtbl, NepBUYHAsA yNakoBKa IeKapCTBEHHOrO npenapa-
Ta. YKYNnopouHble CpeacTBa, CTeK/sIHHbIE (h/laKOHbI-KanebHULbI, HenapeHTepasibHble fIeKapCTBEeHHbIe npena-
patbl



53 38—2017/19

Pepaktop A.A. KabaHoB
TexHuyecknit pegaktop B.H. Mpycakosa
KoppekTtop W.A. Koponesa
KomnbloTepHas BepcTka A.H. 3onoTapeBoit

CpaHo B Habop 11.09.2017 MopanucaHo B neyatb 02.10.2017. ®opmat 60 - 847 FapHutypa Apuan.

Yen. ney.sn. 1.40 Yu.-napg.a. 1.28. Tupax 22 3k3. 3a* 1678
MoAroToBNeHO Ha OCHOBE 3/M1€KTPOHHOI Bepcun, NnpefocTaBieHHO pa3paboTynkom cTaHgapTa

M3paHo n otneyataHo Bo ®IYMN «CT/IHAAPTUMN®OPM». 123001 MockBa. paHaTHbIA nep.. 4.
www.gostinlo.ru infa@ gosinfo.iu
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https://meganorm.ru/mega_doc/dop_fire/tematicheskiy_vypusk_pogashenie_stoimosti_osnovnykh_sredstv/1/vopros_o_vozmozhnosti_primeneniya_dlya_tseley_ischisleniya.html

