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MpeaucnoBue

1 MOArOTOBNEH MNocygapcteeHHbIM GlogeTHbIM 06pasoBaTenbHbIM yYpexxaeHNneM BbICLLEro Npo-
deccuoHanbHoro obpasoanusa [MepBbiM MocCkOBCKMM rocyaapCTBEHHBIM MEAULMHCKUM YHUBEPCUTETOM
umeHn U. M. CeueHoBa MuHuctepcTea 3apasooxpaHeHuss Poccurickon ®eaepauum (Mepseim MIMY umeHn
.M. CeueHoBa) Ha ocHoBe cOGCTBEHHOIO NepeBoa Ha pyCCKUA A3bIK aHINOsI3bIMHOM BEPCUN MeXayHapoaHo-
ro ctaHgapTa, ykasaHHoro B n. 4, B kavecTBe ocduumansHoro B degepansHomMm UHdpopmaLuMoHHoM doHae
TEXHUYECKUX perfameHToB U CTaHAapToB

2 BHECEH TexHu4eckumM koMUTETOM MO cTaHaapTu3aummn 458 «PaspaboTtka, NponusBoaCcTBO U KOHTPOSb
KayecTBa NekapCTBEHHbIX CPeaCTB»

3 YTBEPXEH WU BBEAEH B AENCTBUE Mpukasom ®eaepansHOro areHTCTBa o TeXHUHeckomy pery-
NMpoBaHUIo U MeTponorim ot 8 ceHTabpa 2017 r. Ne 1040-ct

4 Hacroawuii ctaHaapT naeHTMdeH mexayHapogHomy ctaHgapty MCO 11418-4:2005 «Tapa u ykyno-
pOYHble cCpeAcTBa ANA nekapCTBEHHbIX npenapaTtoB. YacTe 4. CTeknaHHble ¢nakoHbl AnA Tabnetok»
(ISO 11418-4:2005 «Containers and accessories for pharmaceutical preparations — Part 4: Tablet glass
bottles», IDT)

Mpu npumMeHeHUn HacTosLLIero cTaHaapTa pekoMeHAyeTCs UCNob30BaTb BMECTO CChINIOYHBbIX MeXayHa-
pPOAHLIX CTAaHAAapPTOB COOTBETCTBYIOLLME UM HaUMOHanNbHble cTaHAapThl Poccuiickon ®eaepaunn, ceegeHusa o
KOTOPbIX NpUBEAEHbI B 4ONONMHUTENBHOM NpunoxxeHuu A

5 BBEJEH BIMEPBbIE

lpaesuna npuMeHeHUs1 Hacmosiwe2o cmandapma ycmaHoesieHbl 8 cmambe 26 @edepanibHOo20 3aKoHa
om 29 uroHs1 2015 2. Ne 162-®3 « O cmardapmu3sauuu e Poccutickoli ®edepauyuu». UHghopmatust o6 usmeHe-
HUSIX K HacmosiuemMy cmaHOapmy ry6riukyemcsi 8 exe200HOoM (1o cocmosiHuo Ha 1 siHeaps mekyujeao 200a)
UHGbopMayUOHHOM yKazamene «HayuoHanbHbie cmaHdapmaiy, a oghuyuanbHbIl meKkcm usMeHeHul U nornpa-
80K — 8 EXXeMECSIYHOM UHGbOpMalUOHHOM yKazamene «HauuoHansHble cmaHdapmel». B criyyae nepecmom-
pa (3ameHbi) unu OMMEHbI Hacmosileeo cmaHOapma coomeemcmsyiouiee ysedoMmiieHue 6ydem
onybnukosaHo 8 bnuxallueM 8bIfYCKe eXeMeCsYHo20 UHOpMayUOHHO20 yKkazamens «HauuoHanbHbie
cmaHOapmei». Coomeememayrouias UHhopMayusi, yeedoMiieHUe U meKCcmbl pasMeuw,aromcsi makxe e
UHgbopMayUoHHOU cucmemMe oblezo nonb3o8aHust — Ha ogpuyuansHomM calime ®edepanbHo20 azeHmMcemaa
10 MexHU4eCKoMy peayrnuposaHuro U Memporoauu e cemu ViHmepHem (www.gost.ru)

© CraHgapTuHdopm, 2017

HacTosawuit cTaHAapT He MOXET GbITb MOMHOCTLIO UM YacTUYHO BOCTIPOU3BEAEH, TUPaXKMPOBaH 1 pac-
NpocTpaHeH B KavecTBe oduLmMansHOro nsaaHus 6es paspelieHns deaeparnsHOro areHTCTea No TeXHUYECKo-
My PErynMpoBaHuio i METPOorim
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BeseaeHue

NCO (MexayHapoaHasi opraHusaums no ctaHaapTusauum) aBnaeTca BcemnpHoi beaepaumein, obbeau-
HslOLLen HaunoHanbHble opraHbl Mo cTaHaapTusauum (koMuteTel — vneHbl UCO). O6bivHO paboTa no noaro-
TOBKE MeXAyHapoAHOro craHgapTa ocylecTBasieTca TexHudeckumn komutetamn WUCO. Kaxablia
KOMUTET-YMEH, 3auUHTEepPecoBaHHbIN B onpeAenieHHon TemaTuke, Ana KOTOpon 6bin yupexaeH TeXHUYECKUn
KOMUTET, UMeeT NPaBo ObITb NpeAcTaBNeHHLIM B AaHHOM KoMuTeTe. FocyaapCcTBeHHbIe U HerocyaapCcTBeHHbIe
MexayHapoAdHble opraHusauun, Bsaumogeictayowme ¢ UCO, Takke npuHUMaloT yyacTue B ee paboTe.
MUCO TecHo coTpyaHnyaeT c MexayHapoaHon anekTpoTexHudeckon kommceuen (MOIK, aHrn. IEC) no sonpocam
3NEKTPOTEeXHUYECKOWN CTaHaapTU3aunn.

MpoekTbl MexayHapoAHbIX CTaHAAapTOB pa3pabaTbiBaloTCA B COOTBETCTBUN C NpaBusiaMu, NpuBeaeHHbI-
MU B YacTn 2 Qupektus NCO/M3BK.

OCcHOBHOW 3aa4ell TEXHUYECKUX KOMUTETOB AABNAETCA NOAroTOBKa MeXAyHapoaHbIX cTaHAapToB. [po-
€KTbl MeXayHapoAHbIX CTaHAapTOB, 0006peHHbIe TEXHUYECKUMU KOMUTeTamMu, NepeaatoTca KoMuTeTam-yre-
Ham ans ronocosaHusl. NMybnvkauus npoekTa B Ka4ecTBe MeXayHapogHoro cTaHgapTa TpebyeTt ogobpeHus He
MeHee, YeM 75 % ronocyomnx KOMMTETOB-4EHOB.

O6palLasi BHUMaHMe Ha TO, YTO NIEMEHTbI HACTOALLEro AOKYMEHTa BO3MOXHO MOTYT SIBMATLCA 06 LEKTOM
naTeHTHbIX NpaB, MCO 3aaBnseT 0 TOM, YTO OHa He HECET OTBETCTBEHHOCTU 3a aeHTUdukauuto nobéoro unu
BCceX NoA0GHbIX NaTEeHTHbIX NpaB.

CtaHgapT UCO 11418-4 6bin noagrotosneH TexHudeckum komutetom UCO TK 76 «TpaHcdysnoHHoe,
WHpY3MOHHOE U MHBEKLIMOHHOE 0D0pYyA0BaHUE MEQULMHCKOTO U (hapMaLieBTUYECKOrO HasHaYeHNAY .

HacTtosiee BTOpoe nusgaHue oTMeHsIeT 1 3ameHsieT coboii nepeoe uzgaHune (MCO 11418-4:1996), koTo-
poe 6bI1n10 NOABEPrHyTO TEXHUYECKOMY NMEPECMOTPY.

CtaHaapt NCO 11418 cocTouT M3 HwkenpusedeHHbIX YacTen, o6beanHeHHbIX obWwum HassaHuem
«Tapa 1 ykynopouHble cpecTBa A5l IeKapCTBEHHbIX NpenapaToBy:

- YacTtb 1. CTeknsiHHble (pbnakoHbI-KanenbHULb.

- YacTtb 2. CTeknsiHHble (hnakoHbl C BUHTOBOM rOPriOBUHOM 4151 CUPONOB.

- YacTb 3. dnakoHbl U3 06NerdeHHOro cTekna ¢ BUHTOBOW rOpnoBUHON ANA TBepAbIX U XUAKUX neka-
PCTBEHHbIX hOopM.

- YacTtb 4. CTeknsHHble thriakoHbl 4na TabneTok.

- YacTtb 5. KoMnnekTbl kanenbHuL,.

- YacTb 7. PriakoHbl U3 CTEKMNSHHBIX TPYOOK C BUHTOBOW rOPIOBUHON NS XXMAKUX NeKapCTBEHHbIX (hopM.
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HAUWOHANBbHBLIN CTAHAOAPT POCCUMCKOWMW @GEREPALMUMU

TAPA U YKYNOPOYHBLIE CPEOCTBA ANA NEKAPCTBEHHbIX MPENAPATOB
YacTtb 4
CteknsiHHble (bnakoHbl AnA TabneTok

Containers and accessories for pharmaceutical preparations. Part 4. Tablet glass bottles

DNataBBeaenna — 2018—07—01

1 O6nacTb NpMMeHeHusA

HacToswas yacte ctaHgapta MCO 11418 yctaHasnuBaeT TpeboBaHusi, NpeaAbABNsemMble K KOHCTPYK-
TUBHOMY UCTMOSHEHWIO, pasMepam, MaTepuanam 1 aKcnsyaTaLMoHHBIM XapakTepucTukam CTeKNAHHBIX dpnako-
HoB Ans Tabnetok. CTeknsiHHble chnakoHbl ANs Tabnetok npeAcTaBnsitoT coBo NepBUYHYI0 YNAaKOBKY
neKkapcTBEHHOro cpeAcTBa, HaxXoAsLWYCS C HUM B HEMOCPeACTBEHHOM KOHTaKTe.

HacToswas yacTb ctanaapta UCO 11418 npuMeHnMa K cTeknsiHHbIM chriakoHaM ans TabneTtok, Ncnonb-
3yeMbIM B papmanun. BmecTe ¢ COOTBETCTBYHOLLMMM YKYNOPOYHBIMU CUCTEMAMU OHU BBLICTYNAIOT B KavecTBe
YNaKoBKW HenapeHTeparnbHbIX IekapCTBEHHBIX NpenapaToBs, BbiMyCcKkaeMbIX B TBEPAbIX U XXUAKUX NeKapcTBEH-
HbIX hopmax.

MpunmeyaHune— MaTepvan v 3KCNNyaTaUNOHHbIE XapaKTePUCTUKN NEPBUYHON YNaKOBKU MOTYT NOKa3biBaTb
KOIMYECTBEHHOE CoAepXaHne (aKTMBHOCTb) AENCTBYIOIErO BEWeCTBa, YMCTOTY, CTabunbHOCTb U 6e30MacHOCTL Jeka-

PCTBEHHOrO Npenapara B NpoLecce ero NPOU3BOACTBA U XPAHEHWS.

2 HopmaTuBHbI€e CCbIFIKU

HwkenpueeaeHHble cTaHAAPTHI ABMSAOTCA 065A3aTeNbHBIMU ANA HacTosAWero ctaHgapTa. Ans aatmpo-
BaHHbIX AOKYMEHTOB cfefyeT MUCMONb30BaTb UCKIMIOUMTENbHO yKa3aHHoe usaaHue. [Ana HegaTUpoBaHHBIX
[OKYMeHTOB crieflyeT Ucrosb30BaTh nocreaHee naaHuve (BkNoYas niobbie AONONHEHUS ) HOPMaTUBHOIO IOKY-
MeHTa, Ha KOTOPbIA NPUBOAMUTCS CCbISKa.

ISO 719:1985, Glass — Hydrolytic resistance of glass grains at 98 degrees C — Method of test and
classification (Ctekno — Magponutuyeckas cToMkocTb rpaHynnpn 98 °C — MeToa ucneliTaHns uknaccuduka-
uns)

ISO 720:1985, Glass — Hydrolytic resistance of glass grains at 121 degrees C — Method of test and
classification (Ctekno — MNaponutnueckas ctoiikocTb rpaHyn npu 121 °C — MeToa ucneitaHuna n krnaccudu-
Kauus)

ISO 1101:2012, Geometrical Product Specifications (GPS) — Geometrical tolerancing — Tolerances of
form, orientation, location and run-out (FeomeTpuueckue xapakrtepuctukn usgermmin (GPS) — YcraHosneHune
reomeTpudecknx gonyckos — [onycku Ha hopMy, opueHTauuio, pacnonoxeHue u bueHne)

ISO 4802-1:2016, Glassware — Hydrolytic resistance of the interior surfaces of glass
containers — Part 1: Determination by titration method and classification (Mocyaa cteknanHHasa — M'maponutu-
yecKast yCTOMYMBOCTb BHYTPEHHUX NOBEPXHOCTEN CTEKNAHHON Tapbl — YacTb 1. OnpeaeneHne TUTPUMETPU-
YeCcKUM MeToAO0M W Knaccudurkaums)

ISO 4802-2:1988, Glassware — Hydrolytic resistance of the interior surfaces of glass
containers — Part 2: Determination by flame spectrometry and classification (Mocyaa creknaHHaa — 'mapo-

Uzpanne ocpmumansHoe
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nuTU4eckas yCTOMYNBOCTb BHYTPEHHUX NOBEPXHOCTEN CTeKNsIHHOM Tapbl — YacTb 2. OnpeaenexHve MeToaoM
nyaMeHHOW CNeKTpoOMeTpUmr 1 Krnaccudukaums)

ISO 7459:2004, Glass containers — Thermal shock resistance and thermal shock endurance — Test
methods (CteknsaHHas Tapa — CTOMKOCTb K TEMSIOBOMY YAapy WU U3HOCOCTOWKOCTb MpU TEnnoBoMm yaa-
pe — MeToab! UCNbITaHUIA)

ISO 8113:2004, Glass containers — Resistance to vertical load — Test method (CteknsiHHan
Tapa — CTOWKOCTbL K BepTuKarnbHon Harpyske — MeToa ucnbeltaHust)

3 Pasmepbl n 0603HaYeHue

3.1 Pa3mepbl

Pa3mepbl cTeknsAAHHbIX hrakoHoB A5 TabneTok 4OMKHBI COOTBETCTBOBATL pasMepam, ykazaHHbIM Ha
pvucyHke 1 1 npuBeaeHHLIM B Tabnuue 1.

[onycku chopMbl, OpUEeHTaLUK, pacnonoxeHus u 6ueHus, He ykazaHHbIe B HACTOALLEN YacTu cTaHaapTa
MNCO 11418, gonxHbl COOTBETCTBOBATL 3HAUYEHUSIM, NpuseaeHHbIM B cTaHaapTe MCO 1101.

3.2 O6o3HauyeHue

CTteknsaHHble chnakoHbl Ans Tabnetok, npeaHasHaveHHble ANS UCNoNb3oBaHua B hapMaunu, 4OMKHbI
0603HavaTbCsa CCLINKOM Ha HacTosLyto YacTb ctaHgapTa UCO 11418, c nocneayowmm ykasaHuem HoMUHaNb-
HOW BMECTUMOCTM U LIBETA CTeKMa.

Mpumep — B coomeemcmeuu ¢ Hacmosiuel Yacmeio cmaHdapma UCO 11418, cmeknsiHHbIl (hriakoH Ons
mabnemok, umerowuli HOMUHanbLHyI0 eMecmumocms 60 MN1 U u32omoesieHHbIll u3 6ecysemHozo cmekna (cl),
coomeemcmeyroujezo 3 (HC 3) knaccy 2udponumuyveckoli cmolikocmu coz2nacHo mpe6osarusim UCO 4802,
o6o3Havaemcs cnedyroujum obpaszom: CmeknsaHHbLIO ¢hnakoH Ons mabnemok UCO 11418-4 — 60 — cl (Tablet

glass bottle ISO 11418-4 — 60 — cl).

4 Tpe6oBaHus

4.1 Martepuan

B kauecTBe MaTepuana criegyeT Ucnonb3osaTh GecLBeTHoe (cl) unu TeMHoe (sHTapHoe) (br) 6opocunu-
kaTHoe cTeksio (cM. ctaHaapT NCO 4802-1 nnu NCO 4802-2), Unun n3BecTkOBO-HATPUEBOE CTEKNO (CM. CTaH-
AapTt NCO 4802-1 nnu NCO 4802-2), umetowee 3 (HGB 3) knacc ruaponMTnyeckon CTOMKOCTU COrnacHo
NCO 719 unun 2 (HGA 2) knacc cornacHo CO 720.

4.2 3KcnnyaTauUOHHbIe XapakTepucTUKn
4.2.1 CTOWKOCTb K BepTUKanNbHOW Harpyske

CTONKOCTL K BEPTUKaNBbHOM Harpyake AO/PKHa COOTBETCTBOBATL NapameTpam, npuBedeHHbIM B cTanaap-
Te NICO 8113.

4.2.2 N'vgponuTuyeckas ycTonumBocTb

Mpu ncnbiTaHUn rMAPONUTUYECKOR YCTONYMBOCTM BHYTPEHHE NMOBEPXHOCTU CTEKIISIHHOMO chniakoHa Anst
TabneTok B cooTBeTCTBUN ¢ TpebosaHnamn MCO 4802-1 unu NCO 4802-2, Tapa A0MKHa COOTBETCTBOBaTh 3
(HC 3) knaccy ruaponuTuyeckon yctonunsocTu, cornacHo MCO 4802.

4.2.3 CTONKOCTb K TeNnoBomMy yaapy

B cooTBeTCTBUM C UCTbITAHWEM Ha CTOMKOCTb K TENIoBOMY yaapy, npuseaeHHblM B ctaHaapTe NCO 7459,
CTeKNsIHHbIE hriakoHbl ANA TaBNeToK A0MKHbI BblAEPXKUBaTL TEMMOBON yAap € pasHuLel TemnepaTyp, CocTaB-
nawowen 42 °C.

5 MapkupoBka

Ha cTeknsHHbIA hnakoH Ana TabneTok AomkHa bbiTh HaHeceHa MHpopMaLns, NpUBEAeHHas Ha PUCYH-
ke 1(BnaY).
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SANONNNNNNY

1 — 6ykBbl ISO (Heobs3aTenbHO); 2 — TOBapHbLIW 3HAK NPOM3BOAUTENS; 3 — HOMUHANBHANA BMECTUMOCTL (HeobazaTenbHo);
4 — HWXHAS NOBEPXHOCTb MOXET BbITh 3€PHUCTON, NNockon unu pucneHon; 5 — kog npoussogutens/o6osHaveHne nuTenHon popmbl

a) Homep hopmbl MOXET BbITb MOMELLLEH HA 3aKPYINEHUN '3, HA AHE UK Ha NneYe nakoHa.
b) Ha rny6uxe okono 1 Mm OT BEpXHEN TOUKkM wenku; J 19,8 MM MUH — Ha rnybuHe okono 3 MM.

PucyHok 1 — Tunoeom cTekNAHHBIN hriakoH Ansi TabneTok ¢ ykazaHneM MeCTOMONOXEHNSI MAPKUPOBKU



Ta6bnuua 1 — HommHanbHas BMECTUMOCTb, NONMHasi BMECTUMOCTb M pa3Mepbl CTEKISIHHbIX (hnakoHOB Ans TabneTok
B munnumetpax
d1 m
Homu-
MonHas 4 Macca, r
HanbHas | o a h2 h3 h4 r1 r2 r3 r ’
BMECTU- HOMMU- HOMW- = = = = = = = =
MOCTb, M/ MOCTb, M1 HaNnbHbIN [onyck HalbHbIN nonyck
pasvep pasmep
10 12 0,65 31 +0,7 33,7 +0,5 1,5 244 18,6 4 3 — 1,5 20,5
20 24,5 0,85 31 +0,7 54,9 +0,6 2,5 45,6 39,8 4 3 — 2,5 30,5
40 445 1,0 40,2 +0,8 60 +0,6 6 49,9 41,2 4 4 10,7 3 43
60 65,5 1,1 40,2 +0,8 79,6 +0,7 6 70 61,2 4 4 10,7 3 48
80 85,5 1,2 47,5 +0,8 81 +0,7 9 71,2 60,2 4 5 25 3 80
100 105,6 1,2 47,5 +0,8 97 +0,8 10 87,2 76,2 4 5 25 3 95

LL0ZC—1-8LYLL OOU d 100
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MpunoxeHnne A

(cnpaBo4Hoe)

CBeaieHUA 0 COOTBETCTBUN CCbINTOYHbIX MeXAayHapoAHbIX CTaHOapToB
HauMOHalNnbHbIM CTaHAapTamMm

Tabnwuuya OAA

O603Ha4YeHne CCblNOYHOro
MeXayHapoaHOro cTaHaapTa

CTeneHb COOTBETCTBUSA

O6o3HaveHne U HaMmMeHoBaHue COOTBETCTBYOLLEro HalMOHaNbHOro
cTaHpapTa

ISO 719:1985 NEQ MOCT 33202—2014 YnakoBka cteknsHHas. Ctekno. mapo-
nuTuyeckasi cTonkocTb ctekna npu 98 °C. MeTog ucnbiTaHusa u
Knaccudmkaumsi

ISO 720:1985 — *

ISO 1101:2012 — *

ISO 4802-1:2016 — *

ISO 4802-2:1988 — *

ISO 7459:2004 NEQ FOCT 13903—2016 YnakoBka cTeknsiHHasi. Metoabl KOHTPO-
NS TEPMUYECKON CTOMKOCTU

ISO 8113:2004 NEQ FOCT 33203—2014 YnakoBka cteknsHHas. ConpotuBneHue

BepTVKanbHON Harpy3ke. MeToabl ncnbiTaHua

* COOTBETCTBYIOLMI HALMOHamNbHbIA CTaH4APT OTCYTCTBYET.

MprnmeyaHune—B HacToswel Tabnuue NCNonNbL30BaHO criedytollee yeroBHoe 0603HaYeHne CTeneHn cooT-

BETCTBUA CTaHOApPTOB:

- NEQ — HeakBMBaneHTHble CTaHAapThI.
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