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MpeancnoBue

MexayHapogoHas opraHusauua Mo cranHgaptmsaumm  (ISO)  gBnseTca  BceMumpHOM  hedepaumen,
0b6beauHsAoLLEe HalMoHanbHble OpraHbl MO cTaHAapTu3auuu (KomuteTbl-uneHsbl 1SO). O6biuHO paboTta no
noaroToBke MeXAyHapoOHOro CcTaHdapTa OCYLUEeCTBRAseTCsa TexHudeckumu komutetamu [SO. Kaxabin
KOMUTET-UMNEH, 3aMHTEPECOBaHHbIN B ONpeaeneHHoOn TemaTtuke, OAns KOTOPOW Obin yuypexaeH TeXHUYecKui
KOMUTET, UMeeT npaBo ObiITb npeacTaBneHHbIM B  AaHHOM  komuTeTe. [oOcygapcTBeHHble U
HerocygapcTBeHHble MeXAyHapoAHble opraHuvsauuu, B3aumMogencTeylowme c 1SO, Takke npuHUMaroT
y4yacTtume B ee pabote. ISO TecHO coTpygHudaeT ¢ MexayHapoOHOW aneKkTpoTexHmuyeckom kommccuen (IEC) no
BOMpOCaM 3MeKTPOTEXHNYECKON CTaHaapTU3aLmu.

Mpoueaypbl, NpUMEHsIBLLUMECS MPWU pa3paboTke HACTOsLero ctaHgapTta, a Takke onpegensowune nopsigok
ero aktyanusauumn, usnoxeHol B Yactm 1 [OupektnB ISO/IEC. B 4acTHocTW, Kacarolimecss pasfinyHbIX
KpUTEpMEB COrnacoBaHWsa ONA pasnuyHbiX TUNOB AOKYMeHTOB ISO. lNpoekTbl MexayHapoAHbIX CTaH4apToB
paspabaTtbiBaloTCA B COOTBETCTBUM C npasBunamu, npmBedeHHbiMM B Yactu 2 [Oupektns ISO/IEC
(cm. www.1SO.org/directives).

O6pallas BHMMaHME Ha TO, YTO SMEeMEHTbl HACTOSALLEero AOKYMEHTa BO3MOXHO MOryT ABMASTLCA OObEKTOM
naTteHTHbIX npas., 1SO 3aaBnseT 0 TOM, YTO OHa He HeceT OTBETCTBEHHOCTU 3a naeHTudukaumo nodoro nnm
BCeX NoAoOBHbIX NaTeHTHbIX npaB. bonee nogpobHas MHOpMaUUa 0 NaTEHTHbIX NpaBax, BbIIBMEHHbLIX Npwu
pa3paboTke HacTosLlero oKyMeHTa, OyaeT npuBefeHa Bo BeegeHun n/wnn B MNepeyHe nonyyeHHbix SO
naTeHTHbIX geknapaunn (cm www.|SO.org/patents).

Jlloboe TOproBoe Has3BaHWe, WCMONb30BAHHOE B [aHHOM [OOKYMeEHTe, sBnseTca uHdopMaumen,
npegocTtaBnsemon ongd ygobctea nonb3oBaTenen, a He CBUOETENbLCTBOM B MOMb3y TOrO MM MHOMO ToBapa
W TON NN MHOW KOMMAHWUW.

lMosicHeHUs cneumanbHbIX TEPMWHOB, MCNOMb3yeMblX ISO, M OPMYNUPOBOK, CBSA3AHHBLIX C OLIEHKOW
COOTBETCTBMA, a Tawke wHdopmaums o npumsepxkeHHocTn ISO npuHuMnam BcemupHon Toproson
OpraHusaumm B OTHOWEHWM TexHu4Yecknx OGapbepoB B TOproBrne npuBefeHa Ha cante 1SO
(cm. www.1SO.org/ISO/foreword.html)

Hactoswun crtangapt 6bin nogrotoBneH TexHuyeckum Komutetom ISO/TC 76, TpaHcy3UOHHOE,
UHGY3UOHHOE U UHbEKUUOHHOE 060pydosaHue MeOULUHCKO20 U (hapMauesmu4ecKkoa0 Ha3Ha4qyeHUsl.

HacTtoslee TpeTbe M3gaHMe OTMEHSAeT M 3ameHsdeT cobori BTopoe usgaHue (ISO 11418-2:2005), koTopoe
ObIST0 NOABEPTrHYTO TEXHMYECKOMY NEPECMOTPY B YaCTU:

— akTyanusauumn PucyHka 1 ons TMNoOBOro CTEKNSHHOIO ¢priakoHbl C BUHTOBOW FOpPsfioBMHON 1 Tabnuubl 1
HOMWHAIbHON BMECTUMOCTU, MOJSIHOW BMECTMMOCTM U pa3MepoB CTEKMSHHbIX (priakoHOB C BUHTOBOW
roprIOBMHOM;

— BKJTlOMEHNS JononHuTenbHoro oobema 105 mn B Tabnuue 1;

— BKITHOYEHNE 006A3aTENbHOIO MPUIMOXKEHUS MO KOHCTPYKUMAM roproBUHbI hriakoHa;

—  penaKkTOpCKUX NpaBok.

MepeyeHb YacTen ctaHgapT ISO 11418 npuBeaeH Ha caunte I1SO.
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MEXOYHAPOOHbLIA CTAHOAPT ISO 11418-2:2016(R)

Tapa AnA nekapcTBeHHbIX NpenapaToB U YKYNOpOYHbie
cpeacTBa.

Yactb 2.
CTeknsiHHble prakoHbl C BAHTOBOW rOPJIOBUHOW AN CUPONOB

1 O6bnactb npuMeHeHus

Hactoswun ctaHgapT ycTaHaBnvBaeT TpeboBaHus, npeabsiBrisieMble K KOHCTPYKTMBHOMY WCMOSHEHUIO,
pasmepam, mMaTepuanam M IKCMNyaTauMOHHbIM XapakTepUCTUKaM CTEKMSHHbIX (ONakoHOB C BUHTOBOW
rOpnoBMHOM AN XWOKUX TfeKkapCcTBEHHbIX npenapaTtoB (cuponos). CTeknsiHHble rakoHbl C BUHTOBOW
ropnoBVHOM NPeACTaBnaoT coboM NEPBUYHYIO YNAKOBKY NEeKapCTBEHHOMO nNpenapara, HaxoAsLLycsa C HAM B
HenocpeacTBEHHOM KOHTAaKTE.

HacTosawun OOKYMEHT NpUMEeHUM K CTEeKNnAHHbIM (*)J'IaKOHaM C BWHTOBOW FOpJ'IOBMHOIZ, ncnonb3dyembiMm B
c*)apmaueBqueCKon NPOMbILUITIEHHOCTN. Bmecte c COOTBETCTBYHOLWLMMN  YKYNOPOYHbIMU CUCTEMaAMWU OHU
BbICTYNakT B Ka4eCTBe YNaKOBKM HEMapeHTepalribHbIX JIeKapCTBEHHbLIX nNpenapaTtoB.

NMPUMEYAHNE MaTeprnan u akcnnyaTauUMOHHbIE XapakTEPUCTUKM MNEPBUYHOW YNAKOBKM MOFYT OKasbiBaTb
CYyLLeCTBEHHOE BMUSHME HA KONWYECTBEHHOE CoAepxaHue (akTUBHOCTb) [EeWCTBYIOLWLEero BeLecTBa, 4UCTOTY,
cTabunbHOCTb 1 6e3onacHOCTb NekapCTBEHHOIO Npenapara B NpoLecce ero NponsBoAcTBa U XpaHeHus!.

2 HopmaTtuBHbIe CCbISIKK

HwxenpuBeaeHHble CTaHOapThl SABMASATCSA 00s3aTeNbHbIMU NS HACcTOSALWEro ctaHgapTa. [ns OOKYyMEHTOB,
nMewwmnx paty, cneayet Uucnonb3oBaTb WCKMHOYUTENBHO YKa3aHHOe Wu3aaHue. D,J'Iﬂ HeaaTunpoBaHHbIX
OOKYMEHTOB criefyeT MCMofib3oBaTh MnocregHee uagaHue (Bkrtoyasi nobble OOMOfHEHMs1) HOPMAaTUBHOIMO
OOKYyMeHTa, Ha KOTOprVI npnBOAUTCA CCbhIJIKa.

ISO 719, Cmekrno. 'udponumuyeckass cmolkocme epaHysn npu 98 °C. MemoOd ucnbimaHus u Knaccugukayusi

ISO 720, Cmekno. [ludponumuyeckass cmoulkocmb epaHyn npu 121 °C. Memod ucnbimaHusi u
Knaccugbukauusi

ISO 1101, r'eomempuyeckue xapakmepucmuku usddenut (GPS). YcmaHoeneHue eeomempuyeckux 00rycKoe.
Honycku Ha ghopmy, opueHmauyuro, pacriosioxeHue u bueHue

ISO 4802-1, [locyda cmeknsaHHas. [udponumudeckass ycmoudugsocmb GHYMPEHHUX [ogepxHocmeu
cmeknsHHoU mapbl. Hacme 1. OnpedeneHue mumpumempuyeckum memodom U Knaccugukauusi

ISO 4802-2 [locyda cmeknsHHas. [ulGponumuyeckasi ycmou4ug8ocmb BHYMPEHHUX ogepxHocmel
cmekrnsiHHoU mapsbl. Yacmb 2. OnipedenieHue Memodom ramMeHHOU CrieKmpoMempuu U Kiaccughukayusi

ISO 7459, CmeknsiHHass mapa. CmoulKocmb K merniogomy ydapy U U3HOCOCMOUKOCMb Mpu mernjiogom ydape.
Memodk! ucribimaHull

ISO 811, CmeknsHHass mapa. CmoulKocmb K eepmukasibHol Hazpy3ske. Memod ucrnibimaHusi

3 TepMuHbI 1 onpepeneHns

I'Iepequb TEPMUNHOB U OI'Ipe,qu'IeHI/IIZ Ona Hactodwero CraHgapTa He npuBedeH.
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