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MNpepncnosune

Llenn, ocHOBHbIE MPUHLMMBI N OCHOBHOW NOPSAOK NpoBeAeHNs paboT N0 MeXrocyfapCTBEHHON cTaH-
faptnsaummn ycrtaHosneHbl TOCT 1.0— 2015 «MexrocygapcTtBeHHas cucrema crtaHgaptusaummn. OCHOBHble
nonoxeHus» n FOCT 1.2— 2015 «MexrocyfapcTBeHHas cuctema ctaHgaptmsaumun. CtaHfaptel Mexrocyaap-
CTBEHHbIe. MpaBuia 1 peKoMeHaaLMm No MeXxrocyjapCcTBeHHOW cTaHfapTu3auuu. NMpasuna paspaboTku, NPUHS-
TMSi, OGHOBNEHUSA N OTMEHbI»

CsefieHuna o ctaHgapre

1 PA3BPABOTAH degepanbHbiM rocyfapCTBEHHbIM GHOMKETHLIM YUpeXaeHnem «Bcepoccuinickuii rocy-
fapCTBEHHbIN LleHTp KavecTBa 1 cTaHfapTM3aunm NeKapCTBeHHbIX CPeACTB AN XUBOTHbIX 1 KOPMOB» (PTBY
«BTHKW») ndegepanbHbiM KazeHHbIM Npeanpuatnem «Kypckas 6unodabpruka — dupma «bNOK»(® KM «Kyp-

ckasa 6uodabpukar)

2 BHECEH ®egepanbHbIM areHTCTBOM MO TEXHUYECKOMY PEryIMpOBaHNIO U MeTpoaorum Poccuinckoi
dPepepaumn

3 NMPUHAT MexrocygapCTBEHHbIM COBETOM MO CTaHAapTM3auumn, meTponorum n ceptudmkaymmn (npo-
TOKON OT 27 nions 2016 r. Ne 89-)

3a npuHATME NPOronocoBau:

KpaTkoe HavMeHOBaHWe CTpaHbl Kog cTpaHbl CokpallleHHOe HaumeHoBaHVe HauWOHa/IbHOro opraHa
no MK (MCO 3166) 004-97 no MK (MCO 3160) 004—97 no cTaHaapTusaumm
ApmMeHus AM MuHakoHoMUKM Pecny6nunkn ApmeHuns
Benapycb BY FocctaHgapTt Pecnyb6nukn Benapycob
Knprusunsa KG Kblprelsctangapt
Poccusa RU PoccTtangapt

4 MNpukasom ®efepanbHOro areHTCTBa No TEXHNYECKOMY PETYINPOBaHNIO U METPONOTUN OT 9 ceHTABPSA
2016 1. No 1104-cT MmexkrocyaapcTBeHHbIn cTaHgapT FOCT 14109— 2016 BBefeH BAelicTBME B KavecTBe Hauu-
OHaNbHOro cTaHgapTa Poccuiickoii ®egepauunm ¢ 1sHBaps 2018 .

5 BBAMEHTOCT 14109- 82

MHthopMauus 06 n3MeHeHnsAX KHacToAleMy cTaHaapTy ny61MKyeTcs B eXXerogHoM MHOPMaLIMOH-
HOMyKa3saTene <HaunoHanbHble cCTaHAapPThl», aT€ KCT M3MEHEHW M NONPaBOK — B eXeMeCHYHOM MHop-
MaLuMOHHOM yKa3aTene «HauuoHanbHble cTaHfapThl». B cnyyaB nepecMoTtpa (3aMeHbl) UAN OTMeEeHbI
HacTosiero crtaHfjapTa COOTBeTCTBYylLLee yBejoMneHue 6GyfeT Ony6AMKOBAHO B €XEMeCSYHOM
WHopMaLMOHHOM yKa3aTene «HauuoHanbHble cTaHAapTbl». COOTBETCTBYHOLW aa UHpopmauus, yse-
AOMNIeHNe UTe KCThl pasmellatoTcaTakke B HPOpMaLoHHOM cucTeme o6Lero noib3oBaHns — Haogu-
umanbHoM calite ®efepanbHOro areHTcTBa Mo TEXHUYECKOMY PEryIMpoBaHNi0 1 METPONornumn B ceTu
WHTepHeT (wvm.gost.ru)

©CTtaHgapTuHhopm. 2016

B Poccuiickoli ®eaepaumm HacTosLuii CTaHgapT He MOXET 6bITb MONHOCTLIO UM YACTUYHO BOCNPOU3BE-
[eH. TMPaXXNPOBaH M PacnpocTpaHeH B KayecTBe ouumManbHOro nsgaHus 6e3 paspeweHus degepanbHOro
areHTCTBa No TEXHUYECKOMY PEryInpoOBaHUIO 1 METPONOrnn



N o g b W N R

FOCT 14109—2016

CopepxaHue

O BNACTD MPUIMEHEHYIS ...ttt ettt ettt b e at s e bt bt eae e bt e bt ea s e s st bt e st es bt eh ek £ e st e bt Ae e eh b eae e eb e esbes b e nbeeb e e s e ebeabeennenaentes 1
Lm0 LY = R = T I o o I T R 1
TPEOOBAHMA B EBOMACHO CTM cuuiiuiieitietieeiteeteeteeeseeesbeeaieeesbeesteeabseebseeatsebseea ke eab e e es bt ea bt e b b e b b e e a ke e beeeaseenbeesaeeasbeenbeenbbentbean 2
TEXHUUECKIME TPEOOBAHM A ....eiiuiiiiie it itiee it esteeette e sttesteesat e e bt e s aeesse e e st e s eeaabeeabeeeheeas b e e bt e bt e aneeeabeeeaeeesbeeeseeenseeneeenbennneeans 2
MTPABUNGA MPUEMEKM ...ttt 4
METOAbI MCIBITAHMUM .ttt

................................................................................................................................ 9

TpaHcnopTupoBaHue U XpaHeHue



MOCT 14109—2016

M EXT TTOCVYAAPGCTUBEHHBbB ” CTAHAOAPT

CpefcTBa eKapCcTBeHHble ANA BETEePUHAPHOro NpuMeHeHus
MAJTNEVH
TexHn4yeckue ycnosus

Medicine remedies for veterinary use. Mallem. Specifications

[aTa BBefeHna — 2018— 01— 01

1 O6nacTb NpUMeHeHNs

HacToswunii cTaHAapT pacnpocTpaHseTcs Ha ManneuH, npegHasHauyeHHblid 4N AUarHocTuku cana y
>KNBOTHbIX.

2 HopmaTuBHbIE CChIIKK

B HacToAWweM cTaHjapTe NCNONb30BaHbl HOPMAaTUBHbIE CCbINKW Ha cneaytolmne ctTaHiapThbl:

FOCT 12.0.004— 90 Cnctema ctaHgapToB 6e3onacHocTn Tpyaa. OpraHnsaumns obyyeHuns 6e3onacHoCcTm
Tpyfa. Obume nonoXkeHns

FOCT 12.1.004— 91 Cuctema cTaHgapToB 6e3onacHocT Tpyaa. NoxapHas 6e3onacHocTb. O6Lwune Tpe-
60BaHuA

FOCT 12.1.005— 88 Cuctema cTaHfapToB 6e3onacHocTn Tpyja. Obuime caHUTapHO-TUrMeHnyeckmne
TpeboBaHUs KBO34yXy paboyei 30HbI

FOCT 12.1.008— 76 Cuctema ctaHgapToB 6e3onacHocTu Tpyja. buonornyeckasn 6esonacHocTtb. O6ume
TpeboBaHuA

FOCT 12.2.003— 91 Cuctema cTaHgapToB 6e3onacHoctu Tpyga. O6opysoBaHMe NpoM3BOACTBEHHOE.
O6wwne TpeboBaHMs 6e30NacHOCTH

FOCT 12.3.002— 2014 Cuctema cTaHpaptoB 6e3onacHoctn Tpyga. lpoueccbl NPOU3BOACTBEHHbIE.
O6uwme TpeboBaHua 6esonacHoCTn

FOCT 12.4.011— 89 Cuctema cTaHgaptoB 6e3onacHocTn Tpyaa. CpeacrtBa 3awmtbl paboTatoLimx.
O6uwmne TpeboBaHUA 1 Knaccupmnkaumns

FOCT 4233— 77 PeakTuBbl. HaTpuii XnopuCTblii. TEXHUYECKNE YCNOBUS

FOCT 6259— 75 PeaktuBbl. [MnuepuH. TeEXHNYECKNe ycrnoBus

FOCT 6709— 72 Boja auctnninpoBaHHas. TexHU4yeckmne ycnosus

FOCT ISO 7218— 2015 MunKpo61onormsa nuLLeBbIX NPOAYKTOB 1 KOPMOB N5l XXMBOTHbIX. O6Lumne Tpebo-
BaHUA 1 peKoMeHgaLmm No MUKpPoBbronornyeckmm ncecnefoBaHnam

FOCT ISO 7864— 2011 Nrnbl MHBEKUMOHHbIE OAHOKPATHOIO NPUMEHEHNA CTEPU/bHbIE

FOCT ISO 7886-1— 2011 LUnpuubl NHBEKLNOHHbIE OAHOKPATHOrO NPUMEHEHUA cTepu/bHble. YacTtb 1.
LLUNpuubl NS PYYHOTo NCNONb30BaHUA

FOCT 9142— 2014 AwnKM N3 roppnupoBaHHOro kaptoHa. 06 me TeXHNYecKne ycnoBus

FOCT 9412— 93 Mapns meguumHckas. O6Lume TeXxHMYecKne ycnoBus

FOCT 12301— 2006 Kopobku 13 kKapToHa, 6ymMarn n KOMo1MHMpOBaHHbIX MaTtepuanos. 06 ne TexHmyec-
Kve ycnosus

FOCT 12303— 80 Maykn 13 KapToHa, bymarm nu KOMOGMHUPOBaHHbLIX MaTepnanos. O6LW e TeXHUYeckne
ycnosusa

N3paHne odmynanbHoe
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FOCT 14192— 96 MapKupoBKa rpy3os

FOCT NCO/M3K17025— 2009 O6uime TpeboBaHUA KKOMNETEHTHOCTU UCMbITATE/IbHbIX U KanmbpoBOoY-
HbIX nabopaTtopuii

FOCT 17768— 90 CpejcTtBanekapCTBEHHblIE. YNakKoBKa, MapKNpoOBKagpaHCNopTUPOBaHUE nxXpaHeHne

FOCT 18300— 87* CnupT 3TUNOBbIA PEKTUDPUKOBAHHbIN TEXHUYECKNIA. TEXHNYECKME YCNOBUSA

FOCT 22967— 90 LWWnpuubl MEANLMHCKNE UHBEKLWNOHHbIE MHOFOKPATHOro NpuMeHeHuns. O6Lwmne TeXHn-
yeckne TpeboBaHNSA U MeTOAbl UCNbITAHWUIA

FOCT 23519— 93 ®EeHON CUHTETUYECKUNIT TEXHUYECKWNIA. TEXHUYECKME YCNOBUSA

FOCT 25336— 82 Mocyna nobopygoBaHue nabopaTtopHble CTEKNSAHHbIE. TUMbI, OCHOBHbIE NapamMeTpbl 1
pasmepbl

FOCT 28085— 2013 CpejcTBa nekKapCTBeHHble 6Guonornvyeckve NS BeTEPUHAPHOTrOo MPUMEHEHUS.
MeTog 6aKTepnoNOrn4eckoro KOHTPosi CTepUIbHOCTU

FOCT 29112— 91 Cpepabl nuTatenbHble NNOTHblE (ANA BETEPUHApPHbIX uenei). O6WmMe TeXHUYecKne
ycnosus

FOCT 29230— 91 (UCO 835-4— 81) Mocypa nabopatopHas cTeknsaHHasa. MNeTkn rpagympoBaHHbIE.
YacTb 4. NMuneTku BbifyBHbIE

FOCT 31926— 2013 CpeacTBa neKapCTBEHHbIE 1 BETepUHAPHOro npumMeHeHns. MeTofbl onpegene-
HUA 6e3BpefHOCTU

FOCT 31929— 2013 CpojacTBa NleKapCTBEHHbIE AN BETEPUHAPHOIO NpuMeHeHus. NMpaBuna npuemku,
mMeTofbl oT6opa npob

MpumMeyvyaHune — [py NOAb30BAHWUUN HACTOALMM CTaHAAPTOM LienecoobpasHo NpoBepuTb AelicTBUE CCbINOY-
HbIX CTaHAapTOB B WHHOPMALUMOHHOI cucTeme O6LLEro nonb3oBaHWs — Ha oduumanbHOM caiite ®egepanbHOro
areHTCTBa Mo TEXHUYECKOMY PEryimpoBaHnio U MEeTPONorum B CETU VIHTEPHET UK N0 €XErofHOMY MHAOPMALMOHHOMY
ykazarento «<HaunoHanbHble cTaHAapTbl», KOTOPbI ONy6IMKOBaH MO COCTOSAHMIO Ha 1 AHBapsA TEKyLLLero roga, 1 no Bbinyc-
KaMm eXeMEeCAYHOro MH(POPMAaLMOHHOro yKasatens «HauuoHanbHble CTaHAapTbl» 3a Tekywmii rod. Ecnu ccbinoyHblii
cTaHAapT 3aMeHeH (M3MeHeH), TO NPV NoNb30BaHUM HACTOSLLMM CTaHAaPTOM cnefyeT PyKOBOACTBOBATLCS 3aMeHSOLWYM
(U3MEHEHHbIM) CTaHAAPTOM. ECAn CCbINOYHbIV CTaHAAaPT OTMEHEH 6€3 3aMeHbI, TO NONOXEHWE, B KOTOPOM AaHa ccbinka Ha
Hero, NPMMEHSAETCS B HaCTW, He 3aTparvBatoLLei 3Ty cCbiKy.

3 TpeboBaHusa 6e30nacHoOCTH

3.1 Mo 6uonornyeckoii 6eaonacHOCT! NPON3BOACTBO MannenHa JoNXKHO cCoOoTBeTCTBOBATbL TpeboBaHu-
amlOCT 12.1.008.

3.2 Tpeb6oBaHUA K 06y4YeHMIO nepcoHana 6e3onacHoOCTW Tpyja W NoXapHoi 6e3omnacHocTM — no
FOCT 12.0.004 nrOCT 12.1.004.

3.3 CpegcTBa 3awuTbl paboTtatowmx — no FOCT 12.4.011; Bo3gyx paboyeil 30HbI JONXKEH COOTBET-
cTBoBaTb TpeboBaHuam FOCT 12.1.005.

3.4 Mpon3BoaCcTBEHHOE 060PYAOBaHME JONKHO COOTBETCTBOBAThL TpeboBaHuam FrOCT 12.2.003. anpo-
M3BOJCTBEHHbIE npoueccbl — NTOCT 12.3.002.

3.5 YTunmsaumsa mannenmHa ¢ UCTEKWUM CPOKOM FOAHOCTW, CEPUIA, HE BblIAepPXKaBLUMX UCMbITAHUA No
nokasarefiiM KayecTBa, a Takxe (h1aKOHOB, OCTaBLUNXCA NOCNe NPOBefeHNA KOHTPO/S KavyecTsa, MapXuBHbIX
06pas3uoB nocne NcTeveHns cpoka XxpaHeHUs He TpebyeT cobntogeHuns cneymnanbHblXx Mep 6e30NacHoOCTU.

4 TexHuyeckune TpeboBaHusA

4.1 MannevH npegcTtaBnsieT co60i CTEPUNbHbBIN KynbTypanbHbli DUNbTPAT, NONYYEHHbIN B pe3ynbTaTe
BblpallBaHusi BO36yanTens cana Ha MsiCONenToHHOM FNLEPUHOBOM 6yNbOoHe.

4.2 ManneuH [JO/MKEH COOTBETCTBOBaTb Tpe6OBaHMAM HAacCTOSILEero cTaHjapTta U Npou3BOAUTLCS B
COOTBETCTBUMN C TEXHONOIMYECKMUM perfamMmeHToM NpPon3BOACTBA, YTBEPXKAEHHbIM OpraHn3aumneii-npon3soan-
Tenem B NoOpsAKe, AeliCTBYIOLWEM Ha TEPPUTOPUN FOCyAapCcTBa, MPUHABLLEro cTaHAapT.

4.3 o nokasaTensiMm KadecrtBa ManleunH LOMKEH COOTBETCTBOBATb TpeboBaHUAM U HOpMaM, yKasaH-
HbIM BTabnuuye 1.

* B Poccuiickoli ®egepaumm gelicteyetr FOCT P S5878— 2013 «CnupT 3TUNOBbI TEXHUYECKUI TMAPONU3HbIN pek-
TU(HUKOBAHHbIW. TEXHUYECKME YCNOBUS».
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Ta6nuya 1

HavmmeHoBaHWe nokasarens XapaKtep1cTKa 1 Hopma

BHewwHWli BUg. uBeT Mpo3payHasa cnerka MacnsHUcTas >WUAKOCTb CBeT-
No-XenToro yseta

Hanunune nocTopoHHel npumecu, TpeLmH hnakoHoB He gonyckaetcs

KoHueHTpaums BOoJOPOAHbIX NOHOB, ef. pH 01 6.880 75

CrepunbHOCTb [omkeH 6bITb CTEPUIBbHBLIM

6e3BpefHOCTb [lomkeH 6bITb 6e3BpesHbIM

PeaKToreHHocTb He gomkeH Bbi3blBaTb BOCNAIEHUSA KOHLIOHKTUBLI rN1a-
3a y 310pOBbIX nowagen

AKTMBHOCTb B CpaBHEHUW CO CTaHAapTHbIM 06pas- (100 * 20)

LomM*. %

* CTaH4apTHbIM 06pa3LOM CUMUTAIOT OUMLLEHHYIO 6enkoByto pakumio mannevHa — MMNA-mannenH (PPD. protein
purified denvative) B inocmim3npoBaHHOM BUAE C YyCTAHOBNEHHbLIM 3Ha4YeHWEM aKTMBHOCTU, NPUHATbIM 3a 100 %.

4.4 YnakoBka

4.4.1 ManneunH pactacosbiBatoT o 1— 10 cM3 B cTepu/bHble CTEKNAHHbIE (h1aKOHbl UK B amMmy/bl U3
HeliTpanbHOro cTekna COOTBETCTBYOLWE BMECTUMOCTU. ®nakoHbl YKYNOPUBaKT Pe3MHOBbIMW NpPo6KamMun 1
06KaTbIBalOT AIIOMUHNEBBLIMM KONNaykamMmu. AMnynbl 3anavsatoT.

4.4.2 TorpewHocTb (hacoBaHMA B 3aBMCMMOCTM OT 06beMa cocTaBnsieT:

- ANS OfHOrO hnakoHa (amnynbl), cogepykawero ot 140 5 cm3 mannenHa, — +8 %, anda gecatm pnako-
HOB (amnyn) — +2.5 %;

- Ana ogHoro chnakoHa (amnynbl), cogepXkawero cebiwe 5 4o 10 cm3 MmannenHa BKAY., — +5 %. ans
pecatu hnakoHoB (amnyn) — +1.6 %.

4.4.3 ®nakoHbl (amMnynbl) C ManNeMHOM YNakoBbIBaKOT B KAPTOHHbIE KOPobky no FOCT 12301 nan Kap-
TOHHbIe navykn no FOCT 12303 ¢ pa3genutenbHbIMU Neperopogkamu uan rHesgamu, obecneyvmBaronmMm
LLeNoCTHOCTb (hNakKoHOB (amnyn). B Kaxkayto KOPo6Ky (MayukKy) BKNagbiBatoT MHCTPYKLMUIO MO MPUMEHEHMIO.

MpumeuyaHne — Kopobku vnadyku 4ns BTOPUYHONR YNAKOBKM MOTYT 6bITb M3rOTOB/IEHbI U3 4PYTOr0 Matepuana,
o6ecne4ynBaiolero COXpaHHoCTb npenapara.

4.4.4 Kopo6KM 1 Nayky c MannenHomM ynakoBbIBatoT B ALLMKN U3 TOhpnpoBaHHOro kKapToHanoFO CT 9142
WA gpyrne aHanornyHble. Macca 6pyTTO SALWMKOB He A0/MKHa NpeBblwaTh 15 Kr. B KaXXablii AWWK BKNagbiBatoT
yeTblpe-NATb 9K3EMNAAPOB MHCTPYKLUM NO NPUMEHEHUIO N YNAKOBOYHbIN TNCT C yKa3aHUeM:

- HaMMeHOBaHWs opraHM3aun-npon3BoanTENS;

- HaMmMeHoBaHusA npenapara;
yncna Kopobok (mavek) B ALLnKe;
- HOMepa cepuu;
LaTbl YyNaKoBKY;
thamMmuanm nan Homepa ynakoBLMKa.

MpumeuvaHune — JlonyckaeTcs He BKNaAblBaTb YyNAaKOBOUYHbIV IMCT B TPAHCMOPTHYIO YNaKOBKY.
4.5 MapKupoBKa
4.5.1 Kaxpgasa ynakoBo4yHas efuHuLa AO0MKHA UMEeTb MapKUPOBKY, XapaKTepusyloLlyto NpoayKuuio n
oTBevarLLyto TpeboBaHMAM HOPMATUBHbLIX JOKYMEHTOB, IeiCTBYOLNX HA TEPPUTOPUN FrOCyaapcTBa, NPUHAB-
Lero ctaHgapT.
4.5.2 Ha hnakoHbl (amMnynbl) C ManienHoM HaknenBalT ITUKETKY, Ha KOTOPOI yKa3bIBatoT:
- HaMMeHOBaHWe opraHn3aLun-NPoN3BOAUTENS NN ee TOBaPHbIN 3HaK;
- HavMmeHOBaHWe NeKapCTBEHHOro npenapara;
- HOMep cepuu;
faTy Bbinycka (mecsu, roa);
CPOK rofHoCTW (MecsL, rog);
o6bem BO hnakoHe (amnyne), cm3;
4ncno [os;
HaAnuch; «nsa BeTepUHapHOro NPUMeEHeHUs».
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4.5.3 Ha KopoO6Ky (NnaykKy) C ManneMHOM HaHOCAT MapKUPOBKY C yKa3aHnem:
- HauMeHOBaHwus, agpeca, TeneoHa U TOBapHOro 3Haka opraHm3aunumn-npon3BoauTens;
- HauMeHOBaHUA NeKapcTBEHHOro Npenapara:
- HOMepa cepuu;
naTbl BbiNycka (Mecsua un roga);
CpOKa rogHocCTu (Hafnucu: «rofjeH jo»);
- cnocoba npuMeHeHus:
uncnafos Bo hnakoHe (amnyne);
- obbema BO (hnakoHe (amnyne), cmM3;
- yucna nakoHoB (aMMyn) B KOPOOKe (Nnayke);
- yCnoBuii OTNycKa;
- YyCNoOBWii XpaHeHus;
- 0603HayeHus HacToALero cTaHgapTa;
- HOMepa perncTpaunmoHHOro yaocToBepeHus;
- LWITPMXOBOrO KOAa;
- MHopMaunun o NOATBEPXKAEHUN COOTBETCTBUSA,
- Hagnucw: «na BeTepuHapHOro NPUMeEHeHUs.
4.5.4 Ha KaxKapblii ALMK HAHOCAT TPAHCMOPTHYHO MapknpoBky Mo FTOCT 14192 c ykazaHMeM MaHunynaun-
OHHbIX 3HAKOB: «XpynKoe. OCTOPOXXHO», «[lpefenbl TeMnepaTypbl». «<Bepx».
4.5.5 MapKnpoBKa KadK[oro filmka (TPaHCNopTHOW yNnakKoBKW), XapaKTepusytowas ynakoBaHHy npo-
OYKLMIO. lO/MKHA cofiepXKaTb crefytowne gaHHble:
- HaMMeHoBaHWe opraHu3auuun-nponu3BoAUTENS, ee TOBApHbIW 3HaK, agpec (BKIYas cTpaHy) u tene-
(hoH;
- HaMMeHOBaHWe NeKapCcTBEHHOro npenapara:
4MCNO KOPOBOK (Mayvek) B ALLMKE;
HOMep cepuu;
faTy Bbinycka (Mecau 1 rog);
CPOKFOAHOCTU (HAANUCh; «TOfleH A0»);
YCNOBUS XPaHEHUSA U TPAHCMOPTUPOBAHUS;
maccy 6pyTTO;
Hajgnuce: «4na BeTepUHAPHOro NPUMEHEHNS».

5 TMpaBwuna npuemkun

5.1 Kaxpas cepms mannemHa f[oMmkKHa ObITb NpuHATa (NpoBepeHa) B opraHusauun-nponssogutene
OTAENOM, OTBeYaloLnM 3a NPOBefeHNe KOHTPOIA KayecTBa npogykumn scootseTctBun c FOCT 31929.

5.2 Cepwuelii MannenHa cuntatoT onpejeneHHoe KonnvecTso npenapara, Npon3BefeHHOro 3a0unH Tex-
HONOTNYECKNI LMKN N OHOPMAEHHOTO OAHUM JOKYMEHTOM O KayecTBe.

5.3 BAOKYMEHTE 0 KayecTBe yKa3bIBaloT:

- HauMeHoBaHVe opraHM3aunmn-npon3BoANTeNs:

- HaumeHoBaHWe NeKapCcTBEHHOIO npenaparta;

- HOMep cepuu:

- faTy usrotosneHus (mecsu, rog);
obbem cepun (B efuHULAX o6bema Unn LWTyKax);
pe3ynbTaTbl UCNbITAHMA NO NOKa3aTensam KavecTtsa:

CPOK TOAHOCTU (HAfNUCL: «<TOJEH [10»);

- 0603HayeHue HacTosLero cTaHgapra:

HOMep 1 AaTy Bblgaun JOKYMeHTa 0 KayecTBe:

3aKNloYeHne n NoANNChL yNoJTHOMOYEHHOTO 1L, BbiJaBLUEro AJOKyMEHT O KayecTBe.

5.4 [nsA KOHTPONA KayecTBa MannenHa oT KaXkgaol cepum MeToAoM ciyvaiHoro otéopa BCOOTBETCTBUU
cFOCT 31929 ot6mpatoT BbIGOPKY B KonnyecTse 40 hnakoHoB (amnyn). 20 hnakoHOB (amnyn) UCMONb3YHOT
LN NpPOBejeHMa UCMbITaHWA NO NoKalaTensiM KayecTBa, ykasaHHbiM B Tabnuue 1, a 20 chonakoHOB (amnyn)
HanpaBnAT B apxXvB OTAena, OTBeyaloLLero 3a npoBefjeHne KOHTPOAS KayecTBa roToBoi NPoAyKLUnn opraHu-
3ayumn-nponssogutens. NMpobbl HaNPaBAAT B apxXMB NOC/E NONYYEHUS NMONOXKUTENbHbIX pe3ynbTaToB UCMbI-
TaHMA NO NoKasaTensM KayecTBa U XpaHAT B TeYeHne cpoka rogHoCTu.

5.5 ApXuBHble NPo6bl MapKMPYHOT HAAMUCbIO «<APXUB» U CHa6)KatoT JOKYMEHTOM C YKa3aHUEM:

- HanMeHoBaHWSA opraHM3aunmn-NnPon3BoANTENS;



FOCT 14109— 2016

HanMeHOBaHWA NeKapCTBEHHOro Npenapara:
HoMmepa cepuu;
faTbl Bbinycka (Mecsua, roga);
fatbl oT6opa nNpob (uncna, mecsua, roga):
obbema cepun (B eanHmMLax obbema nan LWTykax):
yncna oTobpaHHbIX NPoo6:
- [OMKHOCTW 1 nognucu nuua, otobpasLuero npobbl;
CpoKa rogHoCTN (HaAnucKu: «rofeH J0»);
- 0603Ha4YeHNa HacTosLLero cTaHaapTa;
Ccpoka XpaHeHust Npo6 B apxmBe.

5.6 MMpu HeyfoBNeTBOPUTE/bHbIX pe3ynbTatax UChbiTaHuii XoTA 6bl N0 04HOMY U3 NoKasartenei NnpoBo-
LAT NOBTOPHbIE NCNbITAHWSA NO 3TOMY NOKa3artento Ha YBOeHHOM KoAnyecTse Npo6 mannenHa, B3aTbIX OT TOW
>KE Cepun, 1 Ha yBOEHHOM KOMYeCTBE MaTtepuranoB 1 KMBOTHbIX. Pe3ynbTaTbl NOBTOPHOMO UCNbITAHMSA cUnTa-
10T OKOHYaTEeNbHbIMMW 1 PacnpoCTPaHAKT Ha BCHO CEPUID.

5.7 Bcny4yaB HeyAOBNeTBOPUTENbHbIX PE3YNbTAaTOB NOBTOPHbLIX UCTIbITAHWI CEPUIO MaNNenHa CUUTaloT
He COOTBETCTBYHOLLEN TPE6OBaHMAM HACTOALLEro CTaHjapTa, ee 6pakytoT nyTMaM3npyroT no 3.5.

6 MeToabl UCNbITAHWNA

6.1 YcnoBusi BbINOSIHEHUS UCMbITAHUIA

6.1.1 O6wue Tpeb6oBaHNA KnomeweHnaMm — nofOCT ISO 7218.

6.1.2 Tpe6oBaHus knepcoHany — norfOCT MCO/'M3K 17025.

6.2 Annapatypa, CPOACTBA U3MEPEHWNIA, peakTuBbI, NocyAa u maTepuansl

TepmocTaT 2NeKTpUYeCcKuii ¢ TepMoperynatopom, obecrneuvBalolmnii nogaepxaHne temnepartypbl
Harpesa o120 °Cpo 55CC nofOCT ISO 7218.

BaHsa BogsiHas.

ABTOKNaB C aBTOMaTU4YeCKMM perynaTopom Temneparypbl 4151 NOALepXKaHMa Heobxogumoli Temnepary-
pbl B kamepe Bnpegenax +3 °C unm aBToknas, NOA4ep>KuBatoLmii 3ajaHHble napamMeTpbl aBTOK1aBMPOBaHUS B
aBTOMAaTNyYeCKOM pexxnme.

pH-meTp, o6ecneunBarowmnii UsmMepeHne CTOHYHOCTbIO f0 i0,06es. pH. paspelwweHuem 0,01 eg. pH. ocHa-
LLeHHbI pyYHbIM UAN aBTOMAaTUYEeCKMM onpejenntenemM Temneparypsbl.

fomoreHn3atop CO CKOPOCTbIO BpalleHus potopa oT 200 go 5000 06/MuH 1 o6beMomM npobbl oT 1 a0
10000 cm3.

Bopa guctunnmpoBaHHasa nofOCT 6709 nnn Boga oumneHHas.

FnmuepH noFOCT 6259.

®eHonnofOCT 23519.

Macno muHepansHoe.

NlaHONNH 6€3BOfHbIA.

Hatpuit xnopuctbli no FOCT 4233.

CnupT 3TUNOBbI PEKTU(RNKOBaHHbLIA NOTOCT 18300 — 70 %-Hbili pacTBop.

0.9 %-HblIli pacTBOP HATPUA Xnopuaa nsotoHnyecknini cpH (7,0 £0.2)en.pH (ganee — dusnonornyecknii
pacTtsop).

Arap MsiconenToHHbI (MMA) noFOCT 29112.

CTaHaapTHbI o6pasey MmannenHa NMopunM3nNpoBaHHbINA.

Mpo6upkn cteknsaHHbie No FTOCT 25336.

MuneTkn CTeKNsAHHbIE rpagynpoBaHHble BMecTMMOoCTbio 1.5 1 10cm3no FOCT 29230.

NMuneTkn nactepoBcKue.

BopoHku cTeknsAHHble N0 TO CT 25336.

Martpaubl CTEKNSAHHbIE BMECTUMOCTbIO 1,5 4M 3.

®nakoHbl U3 TPYGKUN CTEKNAHHO BMecTUMOCTbo 10 1 20 cm3.

Lnpu1ubl NHbEKLNOHHbIE BMECTUMOCTbIO 1n5cm3no FOCT 22967 unm FOCT ISO 7886-1.

Nrnbl nHbekumoHHble Ne 0625 no FTOCT ISO 7864.

LUTtaTuBbl N8 NPO6GUPOK.

Mapns meguumnHckas no FrOCT 9412.

MbiLwWwn 6enble 6ecnopogHble Maccoi oT 18 fo 20 T.

MopcKue CBUHKU-anb6UHOCHI 1amn ¢ 6enbiMy 6oKamm Maccoli He meHee 400 r.
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Nowapm no6oro nona B BO3pacte He MeHee Tpex nerT.

n punmMmevyaHune — JXVBOTHbIE [O/MKHbI 6bITb KIMHUYECKN 340P0BbIMU.

,ﬂ,OI‘IyCKaeTCﬂ npuMmeHeHne gpyrnx cpeacts VI3MepeHVIl7I C MeTponornyeCcKnMmn Xxapakrepnctnkamu, anna-
paTtypbl C TEXHNYECKNMU XapaKTepPUCTUKaMM, a TakKXXe peaKTnBoB, NOCYyibl U MaTepuranoB No Ka4yeCcTBYy He HMXKe
BbllLeyKa3aHHbIX.

6.3 OnpegeneHve BHELIHEro Buaa

[ns onpepeneHns BHeELWHero Buja Bce hiakoHbl (aMny/bl) C ManieMHoOM BCTPSAXMBAIOT M npocMaTpuBsa-
10T BU3yanbHO B npoxogsiiem ceete. O4HOBPEMEHHO NPOBEPSAIOT MPOYHOCTb YKYNOPKM, LLeI0OCTHOCTb (h1ako-
HOB (aMNynN) N NPaBUNbHOCTb MapKNPOBKM.

6.4 OnpepgeneHne KOHUEHTpaLM1 BOAOPOAHbIX MOHOB (pH)

6.4.1 TlMoaroToBKa K UCNbITAHUIO

Ons ucnblTaHWa roTOBAT 06beANHEHHYIO NPOBY MannenHa u3 Tpex nakoHoB (amnyn). Cogepxkumoe
thnakoHOB (aMnyn) 06bEefNHAIOT B CTEPUIBHOM (hiaKoHe nam Npobupke nTwaTtenbHO NepemMeLunsatoT.

6.4.2 lposefeHne NcnblTaHns

OnpegeneHve pH NpoBOAAT NOTEHLMOMETPUYECKUM METOAOM C MOMOLLbIO pH-MeTpa B COOTBETCTBUM C
VMHCTPYKLUMEe Npon3BoanTeENA NPU KOMHATHOW TeMmnepartype.

6.5 OnpepeneHve CTEPUNBLHOCTH

CtepunbHOCTbL MannenHa onpegenatoTno rOCT 28085.

6.6 OnpepeneHune 6e3BpegHOCTH

6.6.1 O6wue NpuHUMNbI onpegeneHnsa 6esspegHocTn noFOCT 31926.

6.6.2 lMoaroTtoBka K UCnbiTaHUO

[ns npoBejeHUs NCMbITaHUS TOTOBAT 06beANHEHHY0 Npoby no 6.4.1.

Pa6oTy no nogrotoBke o6beANHEHHO NPO6bI NPOBOAAT B CTEPU/bHbBIX YCNOBUSAX.

6.6.3 lNpoBeneHne ncnblTaHns

MannenH BBOAAT NATM 3[0POBbIM 6GefblM MbIlLlaM MOAKOXHO B 06/1acTb CMMHbI B 06beme 0,5 cm3.
B KauecTBe KOHTPONbHO rPYNMbl MCMONb3YIOT NATb 6eNbiX MbILLEl, KOTOPbIX COAepXXaT B aHaNornyHblX ycno-
BUAX.

6.6.4 YuyeT pe3ynbTaToB

ManneunH cuntatot 6e3Bpe,qu|M, €CNUN MbILIN B ONbITHOW rpynne oCtaroTCA XXNBbIMN N KIMHNYECKN 340PO0-
BbIMM B TeueHne 10 cyT HabnogeHns, a Ha MecTe BBeleHNS He Habno JaeTcs HUKaKNX peakuunii.

6.7 OnpefeneHve peakTOreHHoOCTU

6.7.1 lposefeHve ncnblTaHnsa

[na nenblTaHUs MCNONb3YOT 06beAMHEHHY0 NPoby MannenHa U3 Tpex (hnakoHOB, NOArOTOBNEHHYO
no6.6.2.

MATM 340pOBbIM NOWAaAsM, He ObIBLUMM B 3KCNnyaTtauuum B TeYeHue CYTOK, HAHOCAT MUMNeTKOW unu
0[jHOpPa30BbIM LUNpULEM 6e3 UMbl Ha KOHBIOHKTMBY rnasa 3— 4 Kanam mannenHa. Peakuuio yYnTbiBalOT Kavk-
fible 34 nocne HaHeceHna MaienHa B Te4eHune nepsbixX 12 4 M OKOHYaTeIbHO Yepes 24 4.

6.7.2 O6paboTka pe3y/ibTaToB

ManneunH cuntarot HepeaKToreHHbIM, eC OH He Bbi3blBaeT BOCMNaneHnsa KOHBbHOHKTMBbI rasa y nowa-
geli. lonyckaeTcs KpaTKoBpeMeHHOe cne3oTedYeHne C He3HaunTeNbHbIM BblfjeNeHneM CAN3UCToro cekpeta.

6.8 OnpepfeneHne akTUBHOCTH

6.8.1 AKTUBHOCTb MajnevHa ycTaHaBNMBAlOT B MpOLEHTaxX K aKTMBHOCTM CTaHAapTHOro ob6pasua B
annepruyeckoi npobe Ha MOPCKMX CBMHKaX, CEHCUOBMIN3NPOBaHHbIX TEPMOVHAKTUBUPOBAHHO CanHoW Kyb-
Typoli BCMeCU C MUHepanbHbIM Mac/ioM UNaHOANHOM (CanHOW 9MY/NbCUH-aHTUTEH).

6.8.2 MoparoToBka K UCNbITAHUIO

6.8.2.1 TpuroTtoBneHne p1U3nMONOrM4ECcKOro pacteopa

[na nonyyeHUs pusnonornyeckoro pactsopa 9 r x10pucToro HaTpyus pacTBOPSAIOT B AUCTUNNNPOBAHHOM
WNNOYNLLEHHON MW B BOAE ANA UHBEKL M B MEPHOI KOn6e BMecTMMocCTbio 1AM 3, ,0BOAS 06bem pacTBopa fjo
MeTKN. PacTBop punbTPyOT Yepes MapneBblii GUbTp 1 pa3nuBatoT B CTEKNAHHbIE (PNaKoHbI, a 3aTeM cTepu-

nM3ytoT npu temnepatype ot 110 “C go 120 ®C B TeyeHne 15— 20 MUH 1IN TEKYUYMM NapoMm npu Temneparype
100 °C BTeuveHne 30 MUH.

6
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PacTBop xpaHAT npn tTemnepatype o1 2 BC o 25 °C B TeyeHne roga.

6.8.2.2 Mony4yeHune 6akTepmanbHOl Maccbl BO36yauTens cana Ans U3rotToBneHUs 3MyNbCUH-aHTUIeHa

Ons nonyvyeHus 6akTepuanbHO Macchl KynbTypy Bo36yauTtens cana B. mallei BbipawmBatoT B N1ocKux
mMaTpauax BmectumocTtbio 1.5 am3 Ha MTA c go6asneHnem o1 2 % o 4 % rnvwuepuHa. pH cpegbl 6.8— 7.0
ef. pH. MoceB NPoOM3BOAAT CyCNeH3nen [BYXCYTOYHON KynbTypbl, BblpalleHHON B npobupkax Ha MMA c
2% — 4 % ramuepuHa u CMbITO CTEPUNIbHBIM (PU3MONOTMYECKMM PacTBOPOM B Konnyectse oT 1040 12 cm3.

CycneH3unel KynbTypbl U3 Ka)kaoli Npobupky 3aceBaroT No 04HOMY Matpauy, 4NS Yero Haj niameHem
ropenku nepenMsBaroT CoOfepXMMOe NPo6bMpPKM B Matpal, 3aTeM nokayvmBaHMeM pacnpepenstoTr CycrneH3unto no
BCell MOBEPXHOCTU NUTaTeNbHO’ cpefbl. BbipalimBaHve KynbTypbl NPOBOAAT Npu Temnepatype 37 BC B Teve-
Hue 4 cyT. 3aTeM BCe Marpalbl NpocMatpuBaoT BU3yanibHOE NPOXOoAALLEM N OTpaXKeHHOM cBeTe. MaTpalbl co
cnabblM pOCTOM Ky/nbTypbl UM KOHTAMUMMpPOEaHHble NMOCTOPOHHE MUKPOGIOPOLi He NCMOMb3YIOT.

B martpaubl C UNCTONM KynbTypoli BHOCAT acenTuyeckn no 50— 60 cm3 cTepunbHOro hrM3nonornyeckoro
pacTBopa, B KOTOpbIA NpegBaputensHo go6asnatoT 0,5 % heHona (o o6bemy). MaTpaubl BbigEPXKMBAKOT B
TedyeHune 30 MUH B HAKTOHHOM MONOXXEHUN, obecneynsaloLLLeM cCMadBaHne BCceil NOBEPXHOCTN NoceBa. 3aTem
nokaumBaHnemM marpava CMbIBalOT KyNbTypy C MOBEPXHOCTW arapa v CiMBaloT B OTAENbHbIN YACTbIA MaTpay,
yepe3 BOPOHKY C OfHMM CrioemM Mapnn. NonyyeHHyo B3BECb KYNbTYpPbl CTEPUNN3YIOT aBTOKIaBUPOBaHNEM NpU
Temnepatype 126 °CupgasneHnum 1.5 atm B TedyeHue 30 MUH.

CycneH3nto KynbTypbl BO36yanUTEeNna cana npoBepstoT Ha cTepunbHocTb no FOCT 28085. CtepunbHas
CyCMeH3u1sa Ky/NbTypbl MOXET XPaHUTbLCA Npu Temneparype o1 6 °CA0 8 °C nnMcnonb308aTbCA 119 U3rOTOBNEHUSA
canHoro aMynbCUH-aHTUIeHa B TeueHune roga.

6.8.2.3 M3rotosneHue canHoro amynbCUH-aHTUTEHA

MpeaBapuTenbHO roTOBAT afblOBAHT, CMeLnBas B CTakaHe romoreHusaropa MuHepanbHOe Macno u
NnaHoNMH 6e3BOAHbIN, pa3orpeTblii 4O XXNAKOro COCTOAHUSA B 06beMHOM COOTHOLWeHun 85:15. cTtepunnsytoTt
aBTOK/n1aBupoBaHnem npu temneparype 121 “C ngasneHun 1,1 atm B TedeHue 2 4. BnaxkHblli ocafok 6akrtepu-
anbHOU Macchl, NONYyYeHHbIl LeHTpUgyrmposaHmemM cycneH3nm TepMOoNHaKTUBUPOBAHHON KynbTypbl BO36yAN-
Tena cana no 6.8.2.2, n afboBaHT CMeLUMBAIOT B CTaKaHe romMoreHmsaropa B COOTHOWeEHUN 1:1 B TeyeHue
10 MuH Npu YacToTe BpalieHns 5000 06/MVH 1 NnepennBatoT B CTepPUbHbIE (DNAKOHbI BMECTUMOCTbIO 10 nan
20 cM3, KOTOpbIe YKyNnopuBatT CTEPUNbHBIMW PE3UHOBLIMY NPOBKaMW.

[OTOBbI/ @HTUIeH NPOBEPSIOT HAa CTepUNbHOCTL N0 FTOCT 28085.

CanHovi aMynbCUH-aHTUIeH XpaHaT npuTemnepatype ot 6 °Cpo 8 °C BTeueHue roga. MepesnpuMeHeHun-
eM aHTUTeH HarpeBatoT B BOASHOW 6aHe npu Temnepartype (37 + 1) eC n TwatenbHO B36anTbiBatoT.

6.8.2.4 CeHcumbunnsaumsa MOPCKUX CBUHOK

MOPCKNX CBUHOK-a/lbBUHOCOB UM C 6enblM OKpacoM Ha 60Kax CeHCUOUIN3UPYIOT NyTeM BBeLEHUSA
0,1 cM3canHoOro aMynbCUH-aHTUTeHa, NPUroToBAeHHOrono 6.8.2.3, B 3agHe6epeHHble MblLLbl. Yepes mecsl,
>KMBOTHbIX UCNOMb3YIOT AN KOHTPONA MannenHa. MopCKNX CBUHOK UCNOMb3YIOT NATb-LLECTb pa3 C MEeCAYHbIM
MHTEpBanoM Mpu YCNOBUY COXPAHEHNS Y HUX B MPeblAyLLLEM UCMbITAHUM XOPOLUO BblPaXKEHHON YyBCTBUTENb-
HOCTW K MannenHy B pasegeHunun 1:50. XKUBOTHbIX, HE NMEIOLLNX UNN YTPATUBLLUNX YYBCTBUTENbHOCTb K 3TOW
f[03e npenapara, He UCNOoMb3YIoT.

6.8.2.5 MMpuroToBneHue pacteopa ctaHfapTHOro obpasua

MNpo6bl cTaHAapTHOro obpasua Ans BBEAEeHNSA MOPCKMM CBMHKAM FOTOBAT PACTBOPEHMUEM COLEPXXMMOro
thnakoHa (amnynbl)AMoOUIN3NPOBAHHOIO CTaHAapTHOro o6pasua B COOTBETCTBUM CyKa3aHMEeM Ha aTUKETKe U
nocnegylowmmMm passefeHreM MONYyYEHHOro pactBopa CcTepuibHbIM (U3MONOTMYECKUM pPacTBOPOM C
pH (7.0 #0.2) ea. pH B cooTHoweHunn 1:5u1 1:50.

6.8.3 TlpoBefeHUe ucnbiTaHui

Lna npoBepKM Kaxkgol cepum mannenHa 6epyTt 10— 12 MOPCKUX CBUHOK.

[na BBefeHUA mannemHa nctaHaapTHOro o6pasua Mcnonb3ytoT LWNPULLbl BMECTUMOCTLIO 1 cm3. Kavkayto
[,03Y UCNbITYEMOW cepun MannenHa nctaHaaptTHoro obpasua BBOAAT OTAENbHbIM LUNPULEM, MapPKMPOBAHHbIM
B COOTBETCTBMM C 03011 npenapata (1,2.3.4). PaccTosHne MexXay ToukaMu MHbEKLUI C OfHO CTOPOHbI Tena
>XMBOTHOIO JOMYKHO 6bITb HE MeHee 5 cMm.

Y MOPCKUX CBUHOK YiansitoT C 60OKOB LWEPCTb BbIWUMNbIBAHMEM MO XOAY pOCTa BONOC UAN BbiGprBaHMEM,
3aTeM B 3TW YYaCTKN KOXN BBOASAT BHYTPMKOXHO N0 0,1 M3cTaHAapTHOro obpasua B pa3segeHun 1:5(go3a 1)us
pa3BegeHumn 1:50 (no3a 2), a Tak)Ke UCNbITyeMyl Cepuio MannenHa B passegeHumn 1:5 (go3a 3) 1 B pazsegeHun
1:50 (5o3a 4) B yCnoBHble TOUKM UHBEKLMIA a. 6. B. T N0 CKOMb3sLeli Cxeme BCOOTBETCTBUM C Tabanuei 2.
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Ta6nuuya 2

[o3bl cTaHgapTHOrO oﬁpasu,a n VICI'II:I'I'yeIVIOVI cepn MaienHa, aoofyiMble B YC/TOBHbIE TOYKN

Homep

SKVIBOTHOMO Metka CneBa OT ronoBbl Cnpasa OT rofioBbl

a 6 ) .
1 Be3 meTkn 1 2 3 2
2 lonosa 2 3 4 1
3 CnuHa 3 4 1 2
4 Kpecrey, 4 1 > 3
5 be3 meTku 1 2 3 4
6 lonoBa 2 3 4 1
7 CnuHa 3 4 1 5
8 Kpecrey, 4 1 P 3

=

MMpumMmeyaHne — N — YUCNO MOPCKUX CBUHOK, UCMNONb30BaHHbIX B UCTbITAHU.

MOpCKNX CBUHOK MeTAT HecMblBaeMmol KpaCKOI7I TakKnm o6pa30M, 4YTO6bI YXNBOTHbIE COAUHAKOBbLIM pacno-
NOXXEeHNEeM MecCT BBeieHMS1 MannenHa 6blin NnoMeYveHbl B OAHOM U TOM e MecTe.

6.8.4 O6paboTka pe3ynbLTaTos

Peakumto y MOPCKMX CBUHOK yUUTbLIBAIOT Yepes 24 4 nyTem n3MepeHusi NpoA0NLHOIO U NoNepeyYHoro gma-
METPOB OTBETHbIX peaKkuuii, 06pasytoLMXcs B MecTe BBeeHUs mannenHa. MojyyeHHble jaHHble n3MepeHuii
CYMMUPYIOT UAENAT HA 2. 3HAYEHUS CPEAHUX AMaMeTpoB peakuuii 3aHocsT B Tabnuuy 3. lns pacuyeta akTus-
HOCTV MCNOMbL3YIOT pe3ynbTaTbl TONbKOY TEX MOPCKUX CBUHOK, KOTOPbIEe KMOMEHTY yueTa MMetoT CpeAHuii gna-
MeTp OTBETHOl peakuuMum He MeHee 5 MM W pearvpyloT Ha BCe pa3BefeHus cTaHgapTHoro o6pasua u
ncnbITyemoii cepun. 3akntouyeHne 06 akTMBHOCTY ManienHa fenatT no pesynbtartam, yCTaHOBNEHHbIM He
MEHEeEe YeM Ha CEMU MOPCKUX CBUHKAX.

Ta6nmnua 3

VIHTEHCMBHOCTbL peakunn Ha BBefeHuWe [03 npenapata, MM

Homep >kMBOTHOrO CTtaHaapTHbIV obpaseL, Vcnbityemas cepust MannenHa
foza 1 floza 2 fosa 3 foza 4
1 * *
2
n a, 7
0
1 Si s 2 ~3 s 4
bl
Ace,,, Byr1,.a,

MpumevaHns

1 n— KONNYEeCTBO MOPCKUX CBUHOK.

2 U,— avameTp oTBeTHOIi peakumm (nanynbl)Ha BBeAeHWNe A03bl CTaHAAPTHOro o6pasua 1an UCnbITyeMoro Mmanne-
nHa.

31,. 1r,E3 14— cymMMbl JuaMeTpOB OTBETHbIX peakuuii Ha COOTBETCTBYHOLLME J03bl BBEAEHUS.
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AKTVUBHOCTb UCMbITYyeMOii cepun mannenHa K. %. BbIUMCASIOT MO hopmyne

K=8 ,0°. (D

raoe 100 — aKTMBHOCTb CTaHfapTHOro obpasua, %;
B — cymmapanameTpoB OTBETHbIX peakumii Ha BBeieHVe NCNbITyeMoii cepun mannenHa (B go3ax 3 n4);
A — cymma agnameTpoB OTBETHbIX peakuuii Ha BBeeHue cTaHjapTHoro obpasua (B go3ax 1u 2).

7 TpaHcnopTupoBaHue u xpaHeHune

7.1 MannenH TpaHCNnopTUPYIOT BCEMU BUjamMu TpaHcnopta B cootBetcTBun cFTOCT 17768. lonyckaeT-
csl TpaHcnopTupoBaHue nNpy Temneparype He Bblwe 25 °C He 6onee 30 cyT.

7.2 ManneunH xpaHaT npu temnepatype ot 2 'C go 8 °C B npejgenax cpoka rogqHoCTu.

7.3 CpoK rogHoctTn MmannemHa — 5 net ¢ gatbl Bbinycka. [laTtoii BbiNycka cuutarloT gaTy noanucaHus
[OKYMeHTa 0 KayecTBe.
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