MEXXOYHAPOOHbLIN 1ISO
CTAHOAPT 11418-4

TpeTbe nsgaHve
2005-02-01

Tapa Ana nekapcTBeHHbIX NpenapaToB U
YKYNOpPOYHble cpencTBa.

YacTtb 4.
CTteknsiHHble chnakoHbl AnAa TabneTok

Containers and accessories for pharmaceutical preparations —
Part 4: Tablet glass bottles

OTBETCTBEHHOCTb 3a NOArOTOBKY pycckon Bepcun Hec€T GOST R
(Poccunckasa denepaumnsi) B cooTBeTCTBUM €O cTaThén 18.1 YcTaBa ISO

e CCbINoYHbIN HOMEpP
= — ISO 11418-4:2005(R)

© SO 2005


https://standards.iteh.ai/catalog/standards/iso/cc8cc017-99aa-4b9c-a2e7-7658475954f8/iso-11418-4-2005

ISO 11418-4:2005(R)

OTka3s oT oTBeTCTBEHHOCTM Npu pa6oTe B PDF

HacToswwmn ¢avin PDF moxeT cogepxaTb MHTErpypoBaHHble WpudThl. B COOTBETCTBUM C YCMOBUAMY NULEH3MPOBAHUS, MPUHATHIMU
dwupmon Adobe, aTOT harin MOXHO pacnedvataTb MNM CMOTPETb Ha 3KpaHe, HO ero Henb3s WM3MeHWTb, Moka He OyaeT nonyyeHa
NWLEH3NSA Ha MHTErpupoBaHHble LWPUMTLI U OHN He ByayT yCTaHOBMNEHblI HA KOMMbIOTEPE, HA KOTOPOM BeAeTcs pedaktupoBaHue. B
criyqae 3arpyskM Hacrtosilero daina 3auHTepecoBaHHble CTOPOHbI MPUHMMaT Ha cebsi OTBETCTBEHHOCTb 3a cobntoaeHue
NWLEH3NOHHBIX ycnosun dmpmel Adobe. LieHTpanbHbin cekpeTapmat ISO He HeceT HMKaKoW OTBETCTBEHHOCTM B 9TOM OTHOLLIEHUN.

Adobe siBnsietcst ToprobiM 3HakoMm upmbl Adobe Systems Incorporated.

MoppobHocTH, OTHOCALLMECS K MPOrPaMMHBLIM NPOAYKTaM, UCMONb30BaHHbIE AN CO3AaHnsa HacTosiwero danna PDF, MOXHO HalnTu B
pybpuke General Info caiina; napameTpbl co3gaHusi PDF 6binv onTUMUM3MPOBaHbl Ans neyvatu. Bbinu npuHsSTbl BO BHUMaHWE Bce
Mepbl NMPEAOCTOPOXHOCTM C TeM, YTODbI 0becneunTb NPUroAHOCTb HacTosILWero danna Ans UCNOoNb30BaHUS KOMUTETaMU-YNieHaMu
ISO. B pepgkux crnyyasx BO3HWKHOBEHUS Npobrembl, CBA3aHHOM CO CKa3aHHbIM Bbille, Npockba npouHdopmmpoBaTe LieHTpanbHbIv
cekpeTapuaTt no agpecy, NpUBeAEHHOMY HIDKe.

© 1SO 2005

Bce npaBa coxpaHsitoTcs. Ecnv He yka3aHO MHOe, HMKakyl 4YacTb HacTosiLen nybnukauuy Henb3si KONMpoBaTb WM UCMONb30BaTb B
Kakon-nmbo copme unm Kakmm-nnmbo 3NeKTPOHHBIM UMM MEXaHUYEeCKUM cnocobom, BkoYas hOTOKOMMU U 3anucu B MHTEPHETE UK BO
BHYTPUCETEBbIX 3MEKTPOHHbIX cucTeMax, 6e3 npeaBapuTenbHOro NMCbMEHHOTO cornacusi. CooTBETCTBYIOLLEE pa3peLleHne MOXeT ObiTb
nonyyeHo nunoo ot ISO no 3anpocy, HanpaBreHHOMY MO MNPUBEAEHHOMY HWXe agpecy, unuM oT KomuTeTa-uneHa ISO B cTpaHe
3anpaluvBatoLLero nuua.

ISO copyright office

Ch. De Blandonnet 8¢ CP 401

CH-1214 Vernier, Geneva, Switzerland

Tel. +41 2274901 11

Fax + 41 22 749 09 47

copyright@iso.org

WWW.iS0.0rg
Ony6nukoBaHo B LLseliLapun

ii © ISO 2005 — Bce npaBa coxpaHsioTcs


mailto:copyright@iso.org
http://www.iso.org/
https://standards.iteh.ai/catalog/standards/iso/cc8cc017-99aa-4b9c-a2e7-7658475954f8/iso-11418-4-2005

ISO 11418-4:2005(R)

MpeancnoBue

ISO (MexgyHapooHas opraHusaumss no  cTaHgapTusauum) 4BRsieTcs  BCEMUPHOM  hedepaumen,
0b6beauHsAoLLEe HalMOoHanbHble OpraHbl MO cTaHAapTu3auuu (KoMuteTbl-uneHsbl 1SO). O6biuHO paboTta no
noaroToBKe MeXAyHapoOHOro cTaHdapTa OCYLLUEeCTBRAseTCsa TexHudeckumu komutetamu [SO. Kaxabin
KOMUTET-UMNEH, 3aMHTEPECOBaHHbLIN B ONpeaeneHHoOn TemaTtuke, Ans KOTOPOW Obin yypexaeH TeXHUYeCcKui
KOMUTET, UMeeT npaBo ObiITb npeacTaBneHHbIM B  AaHHOM  komuTeTe. [oOcygapcTBeHHble U
HerocygapcTBeHHble MeXAyHapodHble opraHvsauuu, B3aumMogencTeylowme c 1SO, Takke npuHUMaT
yyactme B ee pabote. ISO TecHo coTpygHuyaeT ¢ MexayHapoOHoW anekTpoTexHuveckon komuccuen (IEC,
aHrn. IEC) no Bonpocam 3MeKTpOTEXHNYECKOW CTaHAapTu3aumm.

MpoekTbl MexayHapoaHbIX CTaHA4apTOB pa3pabaTbiBaloTcs B COOTBETCTBUM C NpaBunaMu, npuBeaeHHbIMU B
Yactu 2 Oupektue ISO/IEC.

OCHOBHOI 3agayen TEXHUYECKMX KOMWUTETOB SIBNSIETCS MOAroTOBKA MeXAyHapOAHbIX cTaHAapToB. [poekTb
MeXOYHapOAHbIX CTaHOapTOB, OA0OPEHHbIE TEXHWYECKMMU KOMUTETaMu, nepenalrTcs KoOMUTeTam-dreHam
ans ronocosaHus. NMybnukauns npoekTa B kavyecTBe MeXOyHapoAHOro crtaHgaprta Tpebyer ogobpeHus He
MeHee, 4eM 75 % ronocyLmx KOMUTETOB-YEHOB.

Ob6pallasd BHMMaHME Ha TO, YTO 3fIEMEHTbl HACTOALWEro AOKYMEHTa BO3MOXHO MOryT SABMATLCA OBBHLEKTOM
naTeHTHbIX nNpas, ISO 3asBnseT 0 TOM, YTO OHa HEe HECET OTBETCTBEHHOCTU 3a naeHTudmkaumo noboro mnm
BCEX MOAOBHbIX NAaTEHTHbIX Npas.

CraHgapt ISO 11418-4 ©6bin nogrotoBneH TexHuyecknm komutetom I1SO TK 76, TpaHcgy3uoHHoe,
UHQY3UOHHOE U UHBEKUUOHHOE 06opydosaHue MeAUUUHCKO20 U (hapMauesmuyeckoao Ha3HaqyeHuUsl.

HacTtosiliee BTOpoe M3gaHue OTMeHsieT M 3amMeHsieT cobon nepsoe magaHune (ISO 11418-4:1996), koTopoe
ObI1N10 NOABEPIHYTO TEXHNYECKOMY MEPECMOTPY.

CraHgapt ISO 11418 cocTouT U3 HWXKENPUBEOEHHbIX YacTel, 00beAMHEHHbIX 0obWMM Ha3BaHMeM Tapa u
YKYMNOpPOYHble CPeACTBa AN IeKapCTBEHHbLIX NpenapaToB:

— Yacmb 1. CmeknsiHHbIe ¢briakOHbI-KanesibHUUbI.
— Yacmb 2. CmeknsiHHbie ¢briakoHbl C 8UHMOBOU 20ps1I08UHOU OJ1s1 CUPOIIoS.

— Yacmb 3. ®nakoHbl u3 0brie2yeHHO20 CmeK/ia C 8UHMOBOU 20psi08UHOU Oid MBepObIX U XUOKUX
JiekapCmeeHHbIX hopM.

— Yacmb 4. CmeknsiHHble ¢hbriakoHb! 011 mabriemok.
— Yacmb 5. Komnnekmesl KanenbHUU,.

— Hacmb 7. ®nakoHbl u3 cMeKrsiHHbIX mpyboK ¢ 8UHMOBOU 20pfI08UHOU Orisi XXUOKUX NeKapCmeeHHbIX
gopm.
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Tapa ¥ yKynopou4Hble cpeAcTBa ANns fleKapCTBEHHbIX
npenapaTos.

YacTtb 4.
CTeknsiHHbIe oNnakoHbI ANAa TadbneTok

1 O6nactb NpUMMeHeHus

Hactoswas 4actb ctaHgapta 1ISO 11418 yctaHaBnvBaeT TpeboBaHUs, NpeabsaBnaeMble K KOHCTPYKTUBHOMY
UCMOMHEHWo, pa3mepaM, MatepuanamM M SKCnnyaTaumoHHbIM XapaKTepucTnkam CTeKNsHHbIX ¢oriakoHOB Ans
Tabnetok. CTeknsiHHble hnakoHbl Ans TabneTok NpeacTaBnsaoT cO6oN NEPBUYHYIO YNaKOBKY fleKapCTBEHHOrO
cpencTsBa, Haxo4saLWyCs C HUM B HEMOCPEACTBEHHOM KOHTaKTe.

Hactosiwaa vactb craHgapta ISO 11418 npuMmeHMMa K CTEKMsiHHbIM - doniakoHam  ans 1abneTok,
ucnonb3yembiM B dapmauun. Bmecte ¢ COOTBETCTBYHOLLUMMU YKYMOPOYHBIMU CUCTEMAMM OHU BbICTYMNaloT B
KayecTBe YNaKOBKW HenapeHTeparnbHbIX NeKapCTBEHHbLIX MpenapaToB, BbiMyCKaeMbiX B TBEPAbIX M XUOKUX
nekapcTBeHHbIX hopMax.

NMPUMEYAHNE MaTepuan 1 akcnnyaTauMOHHbIE XapakTEPUCTUKM MNEPBUYHOW YNAKOBKM MOTYT MOKa3biBaTb
KONMYecTBEHHOE coAepXaHue (aKTMBHOCTb) AEeWCTBYIOWEro BelecTBa, YMCTOTY, CTabwunbHoCTb U 6e3onacHocTb
neKkapCcTBEHHOro npenapaTa B NpoLiecce ero Npou3BoACTBa Y XPaHEHUS.

2 HopmaTuBHbIe CCbINIKN

HwxenpuBeaeHHble CTaHAAPTbI ABNAIOTCA 00A3aTeNbHbIMU ANSA HACTOSALWEro ctaHgapTa. [1ns AatMpoBaHHbIX
OOKYMEHTOB cregyeT Ucnosb3oBaTb UCKIIOYNUTESTBHO YKa3aHHOe n3gaHue. ﬂ,J‘IFI HeaaTupoBaHHbIX JOKYMEHTOB
cneayet ucnonb3oBaTtb NnocrneaHee nsgaHue (BKJ'IIO‘-IaFI nobble LlOI'IOJ'IHeHVIﬂ) HOPMAaTMBHOIO OOKyMeHTa, Ha
KOTOprIZ npunBOAONTCA CCblJ1Ka.

ISO 719:1985, Cmekno. [udponumuyeckasi cmolikocmb 2paHyn npu 98 °C. Memod ucribimaHusi u
Knaccugbukauyusi

ISO 720:1985, Cmekno. [udponumuveckass cmoukocmb epaHyn npu 121 °C. Memod ucnbimaHus u
Knaccugbukauusi

ISO 1101:2004, Meomempuyeckue xapakmepucmuku usdenul (GPS). YcmaHosneHue z2eomempuyeckux
donyckos. [ornycku Ha ¢hbopmy, opueHmauyuro, pacriosnioxeHue u bueHue

ISO 4802-1:1988, llocyda cmeknsHHasa. [udponumudeckas ycmou4ueocmb 6HYMpPEeHHUX rogepxHocmel
cmeknsiHHoU mapsbl. Hacme 1. OnpedeneHue mumpumMempuyeckum memodom U Knaccugukauusi

ISO 4802-2:1988, [llocyda cmeknsHHasa. [udponumudeckas ycmol4ueocmb 8HYMPEeHHUX rogepxHocmel
cmeknsiHHoU mapsbi. Hacme 2. OnpedernieHue MemodoM rriaMeHHOU CrekmpomMempuu U Knaccugukauusi

ISO 7459:2004, CmeknsHHasa mapa. Cmolkocmb K mersioeoMmy ydapy U U3HOCOCMOUKOCMb Npu mernioeom
yOape. MemoOdbi ucnbimaHuti

ISO 8113:2004, CmeknsiHHas mapa. Cmolkocmb K eepmukarnbHOU Hagpy3ke. Memod ucnbimaHusi
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