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MpeaucnoBune

Llenn, OCHOBHbIE NPUHLMNBLI U OCHOBHOW MOPSAOK NpoBeAeHus paboT No MEXrocyAapCTBEHHOM
cTaHaaptu3aumm ycrtaHosnenol MOCT 1.0 — 92 «MexrocyaapcrBeHHasa cuctema crangaprtusauyuum. OCHOB-
Hble nonoxeHua» u NOCT 1.2-2009 «MexxrocygapcTBeHHas cuctema cradgaprtusaumun. CtaHaapTbl MEXro-
CcyAapCTBEHHbIe, NpaBuna M pekomeHaauuu no MexrocyapCTBEHHOW craHaapTtusauuu. MNpasuna paspa-
B6OTKM, NPUHATUSA, NPUMEHEHUSA, OOGHOBNEHNSA U OTMEHbDI»

CBegeHuna o cTaHpapTe

1 PASPABOTAH ®eaepanbHbiM rocyaapCTBEHHbLIM OIOXETHBIM yupexaeHuem «Bcepoccuiickuil
rocyaapCTBEHHbIA LIeHTp kayecTBa U CTaHAAPTU3aLMKM NEKApCTBEHHbIX CPEACTB AN XXUBOTHbLIX U KOPMOB»
(®I'BY «BMHKU»)

2 BHECEH depaepanbHbiM areHTCTBOM MO TEXHUYECKOMY PErynupoBaHuio u metponorum Poccuit-
ckon degepauymm

3 NMPUHAT MexrocyaapCTBeHHbIM COBETOM MO CTaHAApTU3auUuM, METPOnoruu U ceptudukaumm
(npotokon ot 3 aekabpsa 2012 r. Ne 54-11)

3a npuHATME NPOToNOCOBaNK:

KpaTkoe HanmeHoBaHWe cTpaHbl Koa cTpaHbi o MK CokpallleHHoe HauMeHoBaHne
no MK (UICO 3166) 004-97 HaLWoHanbHoro opraHa
(MCO 3166) 00497 no cTaHgapTusauuu
ApmeHus AM MuHakoHoMMKM Pecnybnukn ApMmeHus
Kuprusums KG Kblprblactangapt
Poccus RU PoccraHgapt
TapXuknuctaH TJ TagxukcTangapt

4 MNpukasom degepanbHOro areHTCTBa No TEXHUYECKOMY PEryriMpoBaHuio U METPOSIOTUM OT 28 UIOHSA
2013 r. Ne 317-cT BBEAEH B AeICTBUE B Ka4eCTBE HaAUMOHaNbHOro craHgaprta Poccuiickon depepauum ¢ 1
uionsa 2014 ropa.

5 BSAMEH rOCT 28083—89

UHopmayus 06 usMeHeHUsIX K HacmoswemMy cmaHoapmy nybirukyemcsi 6 exez2o0H0 u3fagaeMomM
UHGOPMaUUOHHOM yka3amerne «HayuornanbHble cmaHlapmbiy, @ MeKem u3meHeHuli U ronpasok — 8 exe-
meca4yHO u3daeaeMoM UHGOPMaUUOHHOM ykasamene «HauuoHanbHble cmaHdapmbl». B criyyae nepe-
cMompa (3ameHbi) unu OmMeHbl HacmosAweeo cmaHO0apma coomeemcemeylowee ysedomiieHue 6ydem
OnybIIUKOBAHO 8 EXEMECAYHO u30asaeMoM UHGHOPMaYUOHHOM yKaszamene «HayuoHanbHbie crmaH0apmabi».
Coomeemcmeyowias UHghopMmauusi, yeeOoMeHUe U MeKcmbl pasMmeuiaomes makke 8 UHhoPMaUuUOHHOU
cucmeme obwez20 rob30eaHusi — Ha oghuyuanbHoM calime ®edeparnibHO20 azeHmemea ro MexHU4YeCKOMy
peeaynuposaHuio u Mempoioeuu 8 cemu iHmepHem

© CraHpaptuHgopm, 2014
B Poccuiickoii deaepauum HacTOsILLMI CTAHAAPT HE MOXET ObiTb MONMHOCTLIO UMW YaCTUYHO BOC-

NPOM3BEAEH, TUPAXKMPOBAH W PACNPOCTPaHEH B KayecTee oMUMantHOro usaaHus Ges paspewenus deae-
panbLHOro areHTCTBA N0 TEXHMYECKOMY PErySfIMPOBaHUIO U METPOSOTUK
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M EXTOCYAOAPCTBEUHHUHGLMH CTAHAAPT

CPEACTBA NEKAPCTBEHHbIE BUONOIMNM4YECKUE JIMOPUITIU3NPOBAHHLIE AN BETEPUHAPHO-
ro NnPUMEHEHUA
MeTon KOHTPONA BakyyMa B amnysnax v (priakoHax

Biological medicinal remedies lyophilized for veterinary use.
Method of control of vacuum in ampules and bottles

Nara BBeaeHus — 2014 - 07 - 01

1 ObnacTb NnpuMmeHeHUs

Hacrosawuii ctaHaapT pacnpoCTpaHAETCA Ha NekapcTBEHHbIE Guonornyeckue NMOPUNM3UPOBaHHbIE
cpeacTBa Ans BETEpUMHApPHOro NpUMEHeHus (nanee — npenapartbl) U yCTaHaBNMBAeT METOA KOHTpONs Ba-
KyyMa B amnynax u grakoHax ¢ npenaparamu B AuanasoHe 3HaveHui aasnenus (rybuHel sakyyma) ot 0,1
po 7000,0 Ma.

2 HopmaTtuBHbI€ CCbISIKU

B HacToswem ctaHgapTe ucnosib3oBaHbl HOPMaTUBHBIE CCbINIKM HA Criegylowme CTaHaapThbl:

FOCT 12.1.008—76 Cucrema craHgaptToB 6esonacHoctu Tpyaa. buonormyeckas 6e30nacHOCTb.
O6Lwwue TpeboBaHus

FOCT 177—88 Bopopoaa nepekucb. TexHuyeckne ycnosus

FOCT 15150—69 MawumHbl, Npubopbl U Apyrue TexHuueckne usgenua. UCnonHeHua ana pasnuy-
HbIX KNMMMaTWU4eCKnX panoHOB. Kateropuu, ycroBusi akCnnyatauum, XpaHeHus U TPaHCNOPTMPOBAHUA B Yac-
TU BO3AENCTBMA KNMMMaTUYECKUX (DaKTOPOB BHELLHEN cpeabl

FOCT 18300—87 CnupT 3TUMNOBbLIA PEKTUPUKOBAHHBINW TEXHUYECKUIA. TEXHUYECKUEe yCnoBuA

MpumedyaHue —lpu NONb30BAHUU HACTOSILLMM CTaHAAPTOM LenecoobpasHO NpoBEpUTL Aei-
CTBME CCbIMOYHbIX CTaHAAPTOB B MH(OPMALMOHHON cucTeme OOLLero nosb3oBaHUA — Ha OuLManLHOM
cante deaepanbHOro areHTCTBa N0 TEXHUYECKOMY PErysIMpOBaHUIO U METPONorm B cetn MHTepHeT unm no
eXeroflHo u3gasaemMomy MHGOpPMaLMOHHOMY ykasaTemo «HauuoHanbHble CTaHAapTbi», KOTOPbIA onybnu-
KOBaH N0 COCTOSIHWIO HA 1 AiHBAPA TEKYLLEro roaa, U rno COOTBETCTBYIOLLUM EXXEMECAYHO U3AaBaEMbIM WUH-
dopMaLMOHHBIM yKasaTensam, onybnukoBaHHbIM B TeKyliem rofy. ECnu CcbinoyHblii CTaHAapT 3aMeHeH
(M3MeHeH), TO MpW NOMb30BaHUW HACTOALLUMM CTAHAAPTOM CrieflyeT PyKOBOACTBOBATLCA 3aMEHSIIOWUM (13-
MeHEHHbIM) CTaHaapToM. Ecrnn CCbINoYHbIN CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MOMOoXeHue, B KOTOPOM Aa-
Ha CCbINKa Ha Hero, NPUMEHSAETCA B YaCTK, HE 3aTParMBaloLLEN 3TY CCbINKY.

3 CywHOCTb MeToAa

CyLIHOCTb MeToAa 3aknioyaeTcss B CrNOCOOHOCTM BbICOKOUYACTOTHOIO 3MEKTPUYECKOro Toka npw
BGONbLUOM HaMPsHXKEHWW BbI3bIBATh B ra3ax CBEYEHUE, LIBET KOTOPOro USMEHSIETCSl B 3aBUCUMOCTU OT CTENEeHU
pasps>keHHOCTM BO3ayxa B amnyne (hnakoHe) un onpeaenserca BusyanbHo.

4 Annapartypa, obopynoBaHme

Ons npoBeaeHUst MCNbITaHUSA NPUMEHSIOT annapart Tuna «JapcoHBanb» unu «Tecna» co cneayto-
LLIMMU TEXHUYECKUMU XapaKTepUCTUKaMm:

- HanpsbkeHue oT 220 o 240 B;

- UMNYNbCHOE HanpsbkeHne oT 2 ao 15 kB;

- cuna uMnynbCHoro Toka ao 0,02 MA;

- yacroTa ot 50 o1 60 INy;

- YyacToTa 3anonHexHus umnynoca (110 x 25) klu;

- CeKyHAOMep Krnacca TOUHOCTU 2 ¢ LeHon aenenusi 0,2 no eNCTBYIOLLIMM AOKYMEHTaM;

- LUTaTUBHI.

M3paHue opuumnannHoe
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5 YcnoBusi npoBeaeHUs1 UCNbITaHUN

5.1 NMpu npoeeaeHun ucnbiTaHuin criegyeT cobnmoaatb TpeboBaHusa Guonoruyeckon 6e3onacHoCTy
cornacHo MOCT 12.1.008, nockonbKy B amnynax 1 rakoHax MoryT Cofjlep)KaTbCsl NaTOreHHble Ans YenoBe-
Ka MUKPOOPraHM3Mbl, a Takke TexHWKy 6e30macHOCTW MO IKCnayaTtauuu UCTOMHWKOB BbICOKOYACTOTHBIX
3MEKTPUYECKUX CUTHAarOB.

5.2 Mpu HapylweHWn LEenoCTHOCTU amnyn (GPnakoHOB) W 3arps3HEHUMU MpPenapaTom MOBEPXHOCTU
cTona, Ha KOTOPOM NPOBOAUTCA UCTbITaHWe, HEOBXO4MMO NPOBECTU 06PabOoTKy 3arpsi3HEHHON NOBEPXHOCTH
70 %-HbIM aTUNoBbLIM cnupTom no NOCT 18300, pacTBopom xropamuHa B (cogep»xaHue akTUBHOrO xmnopa —
AX He MmeHee 26 %), 6 %-HbiM pacTBopoM nepekucu sogopoaa no MOCT 177 wnm apyrumn aes3mHULmM-
pyloLmMMKU cpeacTBamu, 06ecrne4nBaloLMMm YHUUTOXEeHWe MUKpoopraHnamos |lI—IV rpynn natoreHHoCTu.

5.3 K npoBeaeHn0 UCMbITAHWIA JONYCKAOTCA COTPYAHMKM, MUMEKoLmMe onblT paboTbl ¢ MUKpOOpra-
Huamamu |ll—IV rpynn natoreHHOCTW, N3y4nBLLME WHCTPYKLMIO MO 3KCnnyaTauum npubopa, ¢ MOMOLLBIO KO-
TOPOro NPOBOASAT UCMbITAHUS.

6 OT60p Npo6

OTt60p amnyn (chnakoHOB) € npenapatamu N0 HOPMATUBHOMY AOKYMEHTY, AENCTBYIOLLEMY HA Tep-
puTopuUMU rocynapcTsea, NPUHABLUEro CTaHaapT.

7 NpoBeaeHue ncnbiTaHUn

7.1 UcnbiTaHus NpoBOAAT NP HOPManbHbIX ycnoBusix no FOCT 15150 (nyHkT 3.15).

7.2 Mepep ucnbiTaHMEM BM3yaribHO NPOBEPSIOT HaNM4ue TPEeLWMH B amnynax u ¢rakoHax, Kayectso
3anaviku amnyn U NNOTHOCTb YKYNOopuBaHus riakoHOB.

7.3 Mepen nNpoBepKOi HanMuMsA Bakyyma annapar BbiAemKUBaloT B TedeHne 10 MuH nocne BKIoye-
HUA.

7.4 UcnbiTyemble amnyribl (PnakoHbl) packnaabiBaloT Ha CTOMe UNu yCTaHaBnUBAIOT B LUTATMBE, 3a-
TeM K HUM MOABOAAT SMEKTpod Ha paccrosiium 1 cm. J[lonyckaeTca KpaTkOBPEMEHHOEe CONPUKOCHOBEHME
3MeKkTpoja € NOBEpPXHOCTbIO aMnynbl (pnakoHa).

7.5 MNpu onpeaeneHun Bakyyma C NoMoLlblo annapaTta «Tecna» OAMH MeETanMYeckuii aneKkTpoa
annapaTta 3a3emnsiT Yepe3 MeTarmmMYecKkuin CTOS, Ha KOTOPOM pasnoxeHbl amnynbl (pnakoHsbl). Apyrow
METannMYecknin anNekTpoa NoABOAAT K NpoBEPSAEMbIM aMnynam (dnakoHam).

Bo usbexanne npo6os creHku amnyn (chnakoHOB) IKCNO3ULMA MCKPOBOIO pa3paaa y Kaxaow amny-
nbl (pnakoHa) He aAomkHa ObITb Bonee 1 ¢. JKkCNo3uLKIO ONpPeaenAoT C MOMOLLBIO CEKyHAOMEpPA.

8 YueT pesynbTaroB

8.1 Hanunuune Bakyyma B amnynax (cnakoHax) onpeaensioT no Hanuuuio CBEYEHUA BHYTPU aMnyn
(dbnakoHOB) U xapakTePHOMY MOTPECKUBAHUIO NMPU NOABEAEHUU K HUM INEKTPoaa.

8.2 B 3aBUCUMOCTM OT 3Ha4YeHus aaBneHus (rmybuHbl Bakyyma) UBET cBeveHusi OyaeT pasnuyHbiM.
CreneHb paspskeHusa B amnynax u donakoHax onpeaensioT No xapakTepy u LBeTy CBEYEHUA ra3oB B COOT-
BETCTBUM C Tabnuuen 1.

TaGnuuat
Xapakrep cBedeHus (UBeT) HasneHue Bo3ayxa, MNMa

CBeyeHue B amnynax u nakoHax:
duoneToBoe Ot 6650 no 1995
CBETNO-KPaCHOE C CMHUM OTNMBOM » 1995 » 399
cBeTno-ronyboe » 399 » 133
CBeyeHune cTeHok amnyn u hnakoHOB:
CBETNO-CUHEE C 3eMNeHbIM OTTEHKOM OT 1,33 000,133
CBETNo-ronyboe » 0,133 » 0,665

9 KOHTpOsb TOYHOCTU onpeaeneHus

KoOHTpOrb TOYHOCTW onpeaeneHns crneayeT NPoBOAUTL N0 CBEYEHMIO 06pasLIOB aMnyn U (rakoHOB,
repMETU3UPOBAHHBIX B CTPOrO KOHTPOMMPYEMbIX YCIOBUSAX MPU TOYHO U3BECTHBIX 3HAYEHUSIX AABMEHNUS.
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YAK 615.37:619.009:006.354 MKC 11.220

KnioueBble croBa: cpefcTBa NekapCcTBEHHble Ouonoruyeckue nNUOPUU3UPOBAHHbLIE ANsi BETEPUHAPHOrO
NPUMEHEHUS, METO/ KOHTPONS Bakyyma B amnynax U chnakoHax, CyLHOCTb MeToAa, annapatypa, obopyzo-

BaHWe, yCrnoBUs NPOBEAEHUA WUCMbITAHWA, OTGOP NPOG, NPOBEAEHWE UCMLITAHUNA, Y4ET Pe3ynbTaToB, KOH-
TPOSIb TOYHOCTM ONpeeneHust
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