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Mpeaucnosue

Llenu, ocHOBHbIE NPUHLMMBLI U1 OCHOBHOM NOPSAOK NpoBeAeHns paboT No MeXrocyAapCTBEHHON CTaH-
AapTtusauumn ycraHosneHbl MTOCT 1.0—2015 «MexrocyaapcTBeHHas cucTema craHaapTusaumm. OCHOBHblE
nonoxexus» n FOCT 1.2—2015 «MexrocyaapcTBeHHas cucTeMa ctaHgapTusauuu. CtaHaapTbl Mexrocyaap-
CTBEHHble, NpaBuna 1 pekoMeHaaL/Mm o MexrocyAapcTBeHHOW cTaHgapTvaaumnn. Mpasuna paspaboTku, NpuHS-
TS, 0BHOBNEHNS N OTMEHBI»

CBefleHUA o cTaHAaapTe

1 PA3SPABOTAH ®egepanbHbiM rocyaapcTBeHHbIM 60gKe THHIM yupexaeHueM «Bcepoccuinckuin rocy-
AapcTBeHHbIN LIeHTp kavecTBa U cTaHaapTU3aLmMm JlekapCTBEeHHbIX CPeACTB A1 XXUBOTHBIX U KOPMOB» (PI'BY
«BrHKN») n ®egepanbHbiM kaseHHbIM NpeanpusaTuem «Kypckasn 6uodabpuka — cbrpma «<BUOK» (OKIM «Kyp-
ckas 6uodabpukar)

2 BHECEH ®eaepanbHbiM areHTCTBOM MO TEXHUYECKOMY perynMpoBaHuio u metponorum Poccuiickoin
denepaummn

3 MPUHAT MexrocyaapcTBeHHBIM COBETOM NO cTaHAApTU3aLMMK, METPONorin u cepTudukaumm (npo-
Tokon ot 27 uona 2016 r. Ne 89-1M)

3a npuHATUE NporonocoBanu:

KpaTKoe HanMeHoBaHue CTpaHbl Kon CTpaHbl CoxpaLueHHoe HanuMeHOBaHUE HaUWOHaNbLHOro opraHa
no MK (MCO 3166) 004—97 no MK (MUCO 3166) 004—97 no craHaapTUsaunmM
Apmenus AM MunakoHomukm Pecny6nukn Apmenusn
Benapycb BY locctangapt Pecny6nvkv benapych
Knprusmns KG Kbipreisctangapt
Poccusi RU Poccrangaprt

4 lMpukasom PeaepanbHOro areHTCTBa Mo TEXHUYECKOMY peryniMpoBaHUio U MeTporiorimn oT 9 ceHTbps
2016 . Ne 1104-cT mexxrocygapcTeeHHbI cTaHaapT FOCT 14109—2016 BBefieH B eiCTBME B Ka4eCTBe HaLu-
oHarnbHoro ctaHgapta Poccuinckon Pegepaummn ¢ 1 aHBaps 2018 .

5 BBAMEHTOCT 14109—82

UHpopmayus 06 usmeHeHUsIX K HacmosiujeMy cmaHOapmy nybriuKkyemcs 8 exxe200HOM UHGOpMayUOH-
HOM yKasamerne « HayuoHanbHelie cmaHOapmbl», @ MeKCm U3MEeHEeHUU U r1ornpagok — 8 eXXeMECSYHOM UHGOp-
MalUUOHHOM yKazamere «HauuoHansHele cmaHOapmely». B cnydae nepecmompa (3aMeHsbl) unu ommeHs!
Hacmosiweao cmaHOapma coomsemcmasyouwee ysedomneHue bydem ornybnukosaHo 8 eXeMecsIYHOM
uHgopmayuoHHom ykazamene «HauyuoHanbHbie cmaHOapmbi». Coomeememeyrowasi uHhopMmayus, yse-
OoMIieHUE U MeKCMbI pa3MeLaromes makxe 8 UHghopMaluoHHOU cucmeme obujezo nonb308aHus — Ha oghu-
yuarnsHoM calime ®edepasibHO20 a2eHMCMea 10 MEXHUYECKOMY peaynuposaHuro U Memposioauu e cemu
UHmeprem (www.gost.ru)

© CtaHgapTuHdpopm, 2016

B Poccuiickoii deaepaunm HacTOAWMIA CTaHAAPT HE MOXeT 6biTb NOMNHOCTLIO UMW YaCTUYHO BOCTIPOU3Be-
JeH, TUPaXUpoBaH U pacnpocTpaHeH B kadyecTse oduumanbHoro nsaaHusa 6es paspelueHna degepanbHoro
areHTCTBa Mo TEXHUYECKOMY PerynmupoBaHunio M MeTposiorum
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M E XTOCVYAAPGCTUBTETHHUB 1 C TAHAAPT

CpeacTBa nekapcTBeHHble ANA BeTePUHAPHOro NpUMeHeHUA
MAJNEUH
TexHUveckue ycnosus

Medicine remedies for veterinary use. Mallein. Specifications

Darta BBeaenna — 2018—01—01

1 O6nacTb NPMMEHeHus

HacTosiwmin ctaHgapT pacnpocTpaHsieTcsl Ha ManneunH, ﬂpeﬂHESHaquHbIVI Aana gnarHoCTukn cana 'y
XUBOTHBbIX.

2 HopmaTtuBHbLIE CCbINIKU

B HacTosiLLeM cTaHAapTe UCMIONb30BaHbl HOPMATUBHBIE CChISNIKM Ha crieaytowmne cTaHaapThbl:

FOCT 12.0.004—90 Cuctema cTaHgapToB 6esonacHocTu Tpyaa. OpraHusauma obyyeHus 6e3onacHocTu
Tpyaa. O6wwme nonoxeHns

FOCT 12.1.004—91 Cuctema ctaHaapTos 6esonacHoctu Tpyaa. NoxapHas 6e3onacHocTb. O6wme Tpe-
6oBaHus

FOCT 12.1.005—88 Cuctema crtaHaapToB GesonacHocTu Tpyaa. Obwme caHUTapHO-TUrMeHnYeckue
TpeboBaHMsA K BO3AYXY paboyen 30HbI

rOCT 12.1.008—76 Cuctema cTaHgapToB 6esonacHocTU Tpyaa. Buonornyeckan 6esonacHocts. O6Lwme
TpeboBaHus

FOCT 12.2.003—91 Cuctema ctaHgapToB 6esonacHocTn Tpyaa. O6opyaoBaHue Npon3BOACTBEHHOE.
O6uwme TpeboBaHnsa 6e3onacHoCTU

FOCT 12.3.002—2014 Cuctema ctaHgapTtoB 6esonacHoctn Tpyaa. MNpouecckl NPOU3BOACTBEHHbIE.
O6wue TpeboBaHus Ge3onacHoCTU

FOCT 12.4.011—89 Cuctema ctaHgapToB GesonacHocTn Tpyaa. CpeacTsa 3awuTtel paboTaoLmx.
O6uwue TpeboBaHus 1 Knaccudukaums

FOCT 4233—77 PeaktuBbl. HaTpui xnopucThin. TexHu4eckune ycnosus

FOCT 6259—75 PeakTuBbl. MNuuepnH. TexHU4eckue ycrosus

FOCT 6709—72 Boga AMcTUNnMpoBaHHast. TexHU4Yeckue ycrnosus

FOCT ISO 7218—2015 Mukpo6uonorisa nuLleBbIX NpoayKTOB U KOPMOB A1 KMBOTHBIX. Obwne Tpebo-
BaHWA 1 pekoMeHaaunm no MUKpoBUonorniecknm ccrneaoBaHnam

FOCTISO 7864—2011 rnbl MHBEKLMOHHBIE OAHOKPaTHOrO MPUMEHEHNs CTepUbHble

FOCT ISO 7886-1—2011 LUnpu1ubl MHBbEKLMOHHBIE OAHOKPATHOrO NPUMEHEHUsT cTepusibHble. YacTb 1.
LLNpuLbl ANst py4HOTO UCMOMb30BaHUSA

FOCT 9142—2014 Awmnkn 3 rocbprposaHHoro kaptoHa. ObLume TexHUYeck1e ycrnosus

FOCT 9412—93 Mapnst MeguumnHckas. ObLume TeXHU4eck1e ycnosums

FOCT 12301—2006 Kopo6ku 13 kapToHa, 6ymaru n KombuHUpoBaHHbIX MaTepuanos. ObLue TexHu4ec-
Kue ycrosus

FOCT 12303—80 lMaukn 13 kapToHa, bymarn n kKombrHupoBaHHbIX MaTepuanos. ObLme TexHu4Yeckue
ycrosus

WU3spaHune odmumansHoe
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FOCT 14192—96 MapkupoBka rpy3os

FOCT UCO/M3K 17025—2009 O6lLume TpeBGoBaHUA K KOMNETEHTHOCTU UCTIbITATENbHBIX U KanMbpoBou-
HbIX nabopaTtopuin

FOCT 17768—90 CpeacTBa nekapcTBeHHbIE. YaKOBKa, MapKUpOBKa, TpaHCMOPTUPOBaHUE U XpaHeHne

FOCT 18300—87* CnupT 3TUNOBLIN PEKTUDUKOBAHHBIN TEXHUYECKUIA. TEXHNYECKUE YCIOBUA

FOCT 22967—90 LUnpuubl MeAULMHCKUE UHBEKLMOHHBIE MHOTOKPAaTHOro NnpumeHeHusl. Obwme TexHu-
yeckue TpeboBaHMs U METOAbI UCTIbITAHUIA

FOCT 23519—93 ®deHon CUHTETUYECKNIA TEXHUYECKNIA. TeXHUYecKue yCroBus

FOCT 25336—82 Nocyaa n obopyaosaHue nabopaTopHble CTekIsIHHbIE. TUMbI, OCHOBHbIE NapameTpbl U
pasmepbl

FOCT 28085—2013 CpeactBa nekapcTBeHHble Guonorndeckue Ansi BETepUHapHOro MpUMEHEHUS.
MeToa 6aKTepMONorMiyeckoro KOHTPONSA CTEPUILHOCTU

FOCT 29112—91 Cpepgbl nuTaTenbHbIe NOTHLIE (ANA BeTepuHapHbIX Lenei). O6wue TexHudeckue
ycrnoBus

FOCT 29230—91 (NCO 835-4—81) Mocyna nabopatopHas cTeknsHHas. MuneTkn rpagyMpoBaHHble.
YacTb 4. NneTku BolAYBHbIE

FOCT 31926—2013 CpeacTBa nekapcTBeHHbIE ANs BeTepuHapHOro npumeHeHns. Metoael onpeaene-
Hus 6esBpedHOCTU

FOCT 31929—2013 CpeacTtBa nekapcTBEHHbIE ANl BETEPUHAPHOro NpuMmeHeHus. Mpasuna npuemku,
MeToabl oTbopa Npod

MpuMedaHu e — Npu NONb30BaHNUKN HACTOSLMM CTAHAAPTOM Lenecoo6pasHo NPOBEPUTL AENCTBME CChINOY-
HbIX CTaHAApTOB B MHMOPMAUMOHHON cucTeme o6lWero nonb3oBaHns — Ha oduumanbHom caiite PegepanbHoro
areHTCTBa Mo TEXHUHYECKOMY PEryNIMPOBaHUIO M METPOSIOTMU B ceTh UHTEPHET Mnun no exerogHomy MHGOPMaLMOHHOMY
ykasartenio «HaumoHanbHble CTaHaapTbi», KOTOPbIN ONyGIMKOBaH Mo COCTOSHWIO HA 1 AHBAPS TEKYLLEro roaa, U No BbINyc-
KaM eXeMeCcsHHOTO MHGOPMAaLMOHHOMO ykasaTtens «HaumoHanbHble CTaHaapThi» 3a Tekywmn rog. Ecnn cobinovHbii
CTaHaapT 3aMeHeH (M3MEHEH), TO MPU MOJIb30BAHMN HACTOSILLMM CTaHAAPTOM CrieayeT PyKOBOACTBOBATLCS 3aMEHSIIOWNM
(M3MeHeHHbIM) cTaHgapToM. ECrin cebinouHbIi cTaHAapT OTMEHEH 6e3 3ameHbl, TO NOSoXeHMe, B KOTOPOM aHa CChINKa Ha
HEro, NPUMEHSIETCA B HacTK, He 3aTParMBaloLLeil 3Ty CCbIIKY.

3 Tpeb6oBaHus 6e3onacHoCcTH

3.1 Mo 6uonoruyeckon 6esonacHOCTM NPOM3BOACTBO MasferMHa AoMKHO COOTBETCTBOBATL TpeboBaHu-
amOCT 12.1.008.

3.2 TpeboBaHua k obydeHuo nepcoHana 6esonacHoCcTU TpyAa W noxapHoil 6GesonacHoCcT — no
MOCT 12.0.004 nT'OCT 12.1.004.

3.3 CpeactBa 3awmTthl paboTatowmx — no FOCT 12.4.011; Bo3ayx paboyelt 30HbI AOMMKEH COOTBET-
ctBoBath TpebosaHuam MOCT 12.1.005.

3.4 MpownssoacTBeHHOe 060pyAOBaHNE AOIPKHO COOTBETCTBOBATL TpeboaHnamrOCT 12.2.003, a npo-
n3BoAcTBeHHbIe npouecchl — FOCT 12.3.002.

3.5 YTunusaumsa mannenHa ¢ UCTEKILIMM CPOKOM FOAHOCTU, CEpUii, He BbiAepXXaBLUMX UCMLITAHUSA No
nokasaTtesnisim KauecTBa, a Takke hnakoHOB, OCTaBLUMXCA NOCHe NPOBEAEHUA KOHTPOSIS KAaYeCTBa, U apXUBHbIX
06pasLIoB Nocne UCTeYEHUs Cpoka XpaHeHus He TpebyeT cobniogeHns cneumarsbHbIX Mep 6esonacHoCTU.

4 TexHu4eckue TpeGoBaHusI

4.1 ManneuH npeacTaenset coboi cTepurbHbIA KynbTypanbHbIA hunbTpaT, Noy4YeHHBIA B pe3ynbTaTe
BblpalLMBaHusa BO3byauTens cana Ha MsconenToHHOM rULepUHOBOM BynboHe.

4.2 MannevH JomKeH COOTBETCTBOBaTb TpeboBaHUsIM HACTOsILLEro ctaHgapTa W NPou3BOAMTLCS B
COOTBETCTBUM C TEXHOSIOTMYECKUM perfiaMeHTOM Npou3BOACTBA, YTBEPXKAEHHbIM OpraHu3aunen-nponssoau-
TeneM B nopsiake, eNCTBYIOLLEM Ha TEPPUTOPUM rOCYAapCTBa, NPUHSIBLLIEro cTaHAapT.

4.3 lNo nokasaTtensm KkayecTsa MasieMH AOMKeH COOTBETCTBOBATb TpeboBaHUAM U HOpMaM, yKasaH-
HbIM B Tabnuue 1.

* B Poccuiickoit ®egepauum aencteyet FOCT P 55878—2013 «CnvpT 3TUINOBLINM TEXHUYECKNIA TMOPONU3HBLIA pPek-
TUPUKOBaHHBIN. TeXHUYECKUE YCroBus».
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Tabnuya 1

HaumeHoBaHnue nokaszarens Xapakrepuctuka u Hopma

BHewnwn Bua, useT Mpo3pauHan cnerka MacnAHUCTan XUAKoCTb CBET-
NO-XenToro userta

Hanuuve nocTtopoHHen npumMecy, TpewmH HnakoHoB He ponyckaetcs

KoHueHTpauusi BogopoaHbIX noHoB, e4. pH 07r6,8p007,5

CrepunbHOCTb [ormkeH ObITb CTEPUNBHBIM

BesspegHoctb [ormxeH 6bITb 6e3BpegHbIM

PeakToreHHoCTb He pomkeH Bbi3biBaTh BOCNANEHUsi KOHbIOHKTVBBI [Ma-
3a y 300pOBbIX Nnowaaen

AKTUBHOCTb B CPaBHEHWM CO CTaHZapTHbIM 06pas- (100 + 20)

uom*, %

* CTtaHgapTHbiMm 06pasuom cumntaioT oumlieHHyo 6enkoyio cpakumio mannemHa — MMNA-manneun (PPD, protein
purified derivative) B nnocunmavpoaHHOM BUAe C YCTAHOBMEHHBIM 3HAYEHWEM aKTMBHOCTH, NPUHATBIM 3a 100 %.

4.4 YnakoBKa

4.4.1 ManneuH pacgacosbiBaioT no 1—10 cm3 B cTepusibHble CTeKNAHHBIE (hITaKkoHbI UMW B aMnyribl U3
HeWTpanbHOro CTekna COOTBETCTBYIOLWEH BMECTUMOCTH. PrakoHbl YKYNopMBaoT pe3snHOBLIMU Npobkamu un
obKkaTbIBalOT antoMUHUEBBIMI Kofnavkamu, AMNyInel 3ananeatoT.

4.4.2 MorpelwHOCTL hacoBaHUA B 3aBUCMMOCTUN OT 06beMa cocTaBnseT:

- Ang oaHoro donakoHa (amnynsl), cogepxallero oT 1 40 5 cm3 manneunHa, — +8 %, Ana aecaTtn pnako-
HoB (amnyn) — £2,5 %;

- Ons ogHoro dnakoHa (amnynel), cogepxaluero ceeiwe 5 go 10 cm3 manneuHa koY, — +5 %, ana
aecaTu pnakoHos (amnyn) — +1,6 %.

4.4.3 ®nakoHbl (amMnynbl) C ManeMHoM yrnakoBbIBatoT B KapTOHHbIE kKopobku no FOCT 12301 unu kap-
TOHHble nadkn no FTOCT 12303 ¢ pasgenuTenbHbIMU NeperopoakaMu N riesgamu, obecnevynsaloLMMm
LenoCcTHOCTb (hriakoHOB (amnyn). B kaxayto kopobky (Mavky) BKNaabiBaOT UHCTPYKLMIO MO NPUMEHEHUIO.

MpumeuyaHne— Kopobknunayky gns BTOPMYHON YNakoBKM MOTYT GbITb M3rOTOBNEHbI U3 APYroro Matepuana,
o6ecnevrBaoLLErO COXPAHHOCTb Npenapara.

4.4.4 KopobGKM 1 Nayk1 c ManieMHoM yNaKkoBbIBaOT B ALLMKM U3 robpupoBaHHoro kaptoHa no FOCT 9142
nnu gpyrue aHanorudHele. Macca 6pyTTo sILMKOB He AoSMkHa NpeBbiwaTh 15 kr. B kaxabli AWMk BkNagbisaoT
YeTbIpe-NsiTh 3K3EMMNSAPOB MHCTPYKLUW NO MPUMEHEHUIO N YNAKOBOYHBIA NUCT C YKasaHUEM:

- HanmMeHOoBaHWsi OpraHn3aunun-NPon3BoanUTENs;

HavMeHOBaHus rnpenapara;

yncna Kopobok (navek) B ALLMKE;
HOMepa cepuu;

AaTbl YNaKkoBKU;

hamMmnmm unu Homepa ynakosLUKa.

Mpwumeuyanune— [lonyckaetcs He BKNaAbiBaTh yNakOBOYHBIN NMUCT B TPAHCMOPTHYIO YNAKOBKY.

4.5 MapkupoBka

4.5.1 Kaxpasa ynakoBovHasa eanHULa A0MKHA UMETb MapKUPOBKY, XapaKTepuayioLylo NPOAYKUUIO K
oTBevaoLyto TpeboBaHUAM HOPMaTUBHBIX AOKYMEHTOB, AeNCTBYIOLLMX HA TEPPUTOPUN rocyAapcTBa, NPUHSAB-
wero cTaHaapT.

4.5.2 Ha dpnakoHbl (amnynbl) ¢ ManienHoM HaknensaroT 3TUKETKY, Ha KOTOPO yKa3sbiBatoT:

- HaumeHoBaHWE opraHn3aLun-NPoON3BOANTENA UMK €€ TOBaPHLIN 3HaK;

- HaumeHoBaHWe NeKapCcTBEHHOro Npenapara;

- HOMep cepuu;

- paTy Bbinycka (Mecau, roa);

- cpokrogHocTu (Mecau, roa);

- o6beM Bo chriakoHe (amnyrie), cm3;

- 4YuUCIo A03;

- Hagnucb: «[AnA BeTepuHapHOro NPUMEHEHUs .
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4.5.3 Ha kopobky (nayky) ¢ MannemHoM HaHOCSIT MapKUPOBKY € yKa3aHueMm:

HauMmeHoBaHusA, agpeca, TenedgoHa U TOBApHOro 3Haka opraH1M3auun-nNponsBoanTens;
HaMMeHOBaHWs NekapCTBEHHOro Npenapara;
HOMepa cepuu;

AaTbl BbINycKa (Mecsua uropa);

CpOKa rofHOCTU (HaANMen: «rogeH Ao»);
cnocoba npuMeHeHus;

yucna Aos Bo pnakoHe (amnyne);

obbema Bo chnakoHe (amnyne), cm3;

yncna cpnakoHoB (amnyn) B kopobke (navke);
YCIIOBUI OTNYCKa,;

YCINOBWUIA XpaHEHUS;

0603HayYeHus HacTosILEero cTaHAapTa;

HOMepa perucTpaLmoHHOro yaoCTOBEPEHUS;
LLITPUXOBOrO KOAA;

nHdopMaLmm 0 NOATBEPKAEHUN COOTBETCTBUS;
Hagnueu: «[Ans BeTepuHapHOro NPUMEHeHNUs».

4.5.4 Hakaxabli ILLIMK HAHOCAT TpaHCNopTHYI0 Mapkuposky no FOCT 14192 ¢ ykazaHneM MaHUny nauu-
OHHBIX 3HaKoB: «Xpynkoe. OcTopoxHO», «MNpegensl TeMnepaTtypbl», «Bepx».

4.5.5 MapkupoBKa Kaxaoro awuka (TpaHCNOpPTHOW YNaKoBKW), XapakTepusyowasa ynakoBaHHyo npo-
AYKUMIo, OIKHA coepXaTb cneayiowme aHHble:

oH;

HavuMeHOoBaHWe opraHn3auun-NPoOUsBOAUTENS, ee TOBapHbIA 3HaK, agpec (BKJ'”O‘-Iaﬂ CTpaHy) n Tene-

HanMeHOoBaHWe NekapCcTBEHHOro Npenapara;
yncno Kopobok (navek) B ALLUKE;

HOMEp cepuu;

AaTy BeIfycka (Mecsy nroa);

CPOK roAHOCTU (HaAMUCh: «roaeH Aoy );
YCIOBUSA XpaHeHUs1 U TPaHCMOPTUPOBaHUS;
maccy bpyTTo;

Haanucb: «[ns BeTepUHapHOTro NPUMEHEHUST» .

5 lNpaBuna npueMkun

5.1 Kaxgasa cepusi mannenHa AomkHa 6biTb NpuHATa (NpoBepeHa) B opraHv3aLuu-NpousBoauTene
OTAErIOM, OTBEYaloLLMM 3a NPOoBEAEHUE KOHTPOMNS KayecTBa npoaykuun B cooteTcTBuMM ¢ FTOCT 31929.

5.2 Cepwueit ManneuHa cuuTaloT onpegenieHHoe KONMYeCcTBO Npenapara, Npou3BeleHHOro 3a OfIUH Tex-
HOMOMMYECKUIA LMKI M 0hOPMIIEHHOTO OAHUM AOKYMEHTOM O Ka4YecTBe.

5.3 B AOKYMEHTe O KauecTBe YKasblBaloT:

HauMeHOBaHWe OpraHM3aunn-nPoON3BOAUTENS;
HauMeHOoBaHWe NekapCcTBEHHOro Npenapara;

HOMeEp cepuu;

haty nsrotosneHus (mecs, rog);

obbem cepum (B eauHMLIaX 06bema Unu LTykax);

pesynbTaThl UCTILITAHWUA M0 NoKa3aTernsiM KayecTBa;

CPOK rOAHOCTU (HAANUCh: «FOAEH A0»);

o0bo3HauYeHne HacToaLero ctTaHgapTa;

HOMep U AaTy BbiAavyn AOKYMEHTa O KayecTBe;

3aknioyeHne U NOANUCH YNoMHOMOYEHHOIO NULQ, BbiAAaBLIEro AOKYMEHT O KayecTBe.

5.4 [1ns KOHTPOMS KayecTBa MarfienHa oT KaXKaon cepyum MeToaoM Cry4YaliHoro otTbopa B COOTBETCTBUN
¢ FOCT 31929 otbupatoT BuIbOpKy B KonuyecTBe 40 dhriakoHoB (amnyn). 20 cbnakoHOB (amMnyn) UCNONb3YIOT
Ans nNpoBeAeHUs UCTIbITaHUIA Mo nokasaTensAM KayecTsa, ykasaHHbIM B Tabnuue 1, a 20 dnakoHoB (ammnyn)
HanpaensIo0T B apXvB oTAena, oTBevaloLlero 3a NnposeeH1e KOHTPOSIA KauecTBa roTOBOW NPoAYKLMN OpraHu-
3auun-npoussogutens. Mpobbl HAaNPaBnAT B apXMB Mocne Nony4YeHUs NONOXUTENbHBIX Pe3yrnbTaToB UCNbI-

TaHus Mo NokasaTensM KayecTBa U XpaHsT B TeYeHUe CpoKa rofHOCTHU.
5.5 ApxuBHbIe NPoObl MapKUPYIOT HAANMUCHLIO «APXUB» U CHAGXaOT JOKYMEHTOM C yKasaHUeM:
- HauMeHOBaHUsA opraHU3aLMU-NPoON3BoaNTENS;
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- HanMeHOoBaHWsA NeKapCcTBEHHOro Npenapara;

- HOoMepa cepuu;

- fdaTbl BbINycka (Mecsua, roaa);

- patbl oT6opa npob (4mcna, mecsila, roaa);

- obbemMa cepuu (B egrHMNLAX o6beMa 1nu WTyKax);

- 4yucna oTobpaHHbIX Npob;

- AOMMKHOCTU 1 Nnoanuncn nuua, otobpasLuero Nnpobel;

- cpoka roaHoCTW (Hagnucu: «rogeH 4o»);

- 0603HaYeHUst HacTosILLero cTaHaapTa;

- cpoka xpaHeHus npob B apxuse.

5.6 Mpu HeyaoBneTBOpUTESbLHBIX Pe3ynbTaTax UCNbITaHUA XoTS Bbl N0 0AHOMY U3 NokasaTenei NpoBo-
OAT MOBTOPHbIE UCMLITAHWA MO 3TOMY NoKasaTento Ha YABOEHHOM KonumyecTBe nNpob manneunHa, B3ATbIX OT TON
Xe cepuu, 1 Ha YABOEHHOM KONMYecTBe MaTepraros NKMBOTHLIX. Pe3ynbTaTbl NOBTOPHOIO UCMbITAaHUS cYUTa-
tOT OKOHYaTENbHBIMU 1 PACPOCTPAHAIOT Ha BCHO Ceputo.

5.7 B cnyyae HeyoBNeTBOPUTENBbHBIX PE3YNbTaTOB NOBTOPHLIX UCTILITAHUA CEPULD ManfienHa cuuTatoT
He COOTBeTCTBYOLWEeN TpeboBaHNAM HacTosILLEero cTaHaapTa, ee 6pakytoT U yTUnu3npyoT no 3.5.

6 MeToabl UCNbITaHUNA

6.1 YcnoBusa BbINOMHEHUA UCNbITaAHUNA

6.1.1 Obwue TpebosaHus kK nomelleHusam — no FOCT ISO 7218.
6.1.2 TpebosaHusa k nepcoHany — no FOCT UCO/MBK 17025.

6.2 Annapatypa, cpeacTBa U3MepPeHUN, peakTUBbI, Nocyaa U MaTepuanbl

TepmocTaT aneKkTpUYeckuidA ¢ TepMoperynaTopom, obecnevmBalolinini nogaepxaHue Temnepatypbl
Harpea oT20°C oo 55°CnoMOCTISO 7218.

BaHsa BoasHas.

ABTOKMaB C aBTOMaTUYECKNM PerynsaTopoM TemnepaTtypbl Ana nogaepxaHua HeobxoauMon Temnepaty-
pbl B KaMmepe B npegenax =3 °C nnv asToknas, nogaepXXveatoLuin 3aaHHble NnapaMeTphl aBTOKIaBUPOBaHUA B
aBTOMaTNYECKOM PeXXUMe.

pH-meTp, o6ecnevnBatoLLmin UsmepeHue ¢ TouHocTbio Ao £0,05 ea. pH, paspelwieHnem 0,01 ea. pH, ocHa-
LLEHHBIN PYYHBIM UM aBTOMaTUYECKUM OnpeaenuTenem TemnepaTypel.

I'0M3c>reH n3aTop CO CKOpPOCTbIO BpaleHus potopa oT 200 go 5000 06/MuH 1 06bemom npobbl oT 1 ao
10000 cm®.

Boga auctunnuposarHHaa no FOCT 6709 nnun Boaa ouuLeHHas.

MuuepwH no FOCT 6259.

®eHon no MOCT 23519.

Macno MuHepanbHoe.

NaHonuH 6e3BoaHbIiA.

Hatpuin xnopuctein no FOCT 4233.

CnupT aTunosbIn pekTudnkosaHHbin No FOCT 18300 — 70 %-Hblit pacTeop.

0,9 %-Hblln pacTBOp HaTpus xropuaa nsotoHndyeckun cpH (7,0 £0,2) ea. pH (nanee — cusmonoruyeckuin
pacTeop).

Arap msaconenToHHbIN (MIA) no FTOCT 29112.

CraHgapTHbIvi 06paseL, ManneuHa nMounMsnpoBaHHbIN.

Mpo6upku cteknaHHble no MTOCT 25336.

MuneTkun cTekNAHHbIe rpaaynpoBaHHbie BMecTUMocTbio 1,51 10 cm3 no FOCT 29230.

MuneTkn nacTepoBckue.

BopoHku cteknaHHble no FTOCT 25336.

MaTtpaLbl CTEKSIHHbIE BMECTUMOCTbIO 1,5 AM3.

dnaKkoHbl U3 TPYGKM CTEKNSIHHON BMECTUMOCTbIo 10 1 20 cm3.

LLINpULLI UHBEKLMOHHBIE BMecTUMOCTbIo 1 15 cm3 no FOCT 22967 unu FOCT I1SO 7886-1.

Urnbl nubekumoHHble Ne 0625 no MOCT ISO 7864.

LtaTmBbl Anst npobupok.

Mapna meaunuuHckas no FOCT 9412.

Mbiwm 6enble 6ecnopoaHbie Mmaccon ot 18 oo 20r.

Mopckue cBUHKU-anbBUHockl unu ¢ 6enbiMm 6okammn Maccoi He MeHee 400 T.
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Nowagau nto6oro nona B Bo3pacTe He MeHee Tpex NeT.

MpwumeyaHue—XKUBOTHbIE AOMKHBI ObIThb KITMHUYECKN 300POBLIMU.

[LonyckaeTcs npumeHeHWe Apyrux CpefcTB U3MEPEHUIA C MeTPOIOMMYECKUMM XapaKTepucTukamu, anna-
paTypbl ¢ TEXHUYECKUMM XapaKTepuUcTUKaMu, a Takke peakTUBOB, NOCYAbl U MaTepUarnos No KadyecTBy He HUXKe
BblLLIEYyKa3aHHbIX.

6.3 OnpepeneHue BHellHero Buga

[inga onpeaeneHus BHelLHero Buaa sce gnakoHbl (aMNysibl) € ManienHom BCTPAXUBAIOT U NpocMaTpusa-
0T BU3yarbHo B npoxogsilem ceeTe. OQHOBPEeMeHHO NPOBEPAIOT MPOYHOCTb YKYMOPKKU, LEMOCTHOCTL dhnako-
HOB (amryn) 1 NPaBUILHOCTb MAPKNUPOBKW.

6.4 OnpepeneHue KOHLEHTpPaLUuu BOAOPOAHBIX MOHOB (pH)
6.4.1 MoaroToBKa K UCNBITAHUIO

Ona ucnbiTaHns rotToBaT o6beAuHeHHYI0 Npoby ManneuHa U3 Tpex drakoHoB (amnyn). Cogepxumoe
¢nakoHoB (amnyn) 06beANHSAIOT B CTEpUNbHOM hnakoHe Unu Npobupke 1 TWaTenbHO NepemMeLLnBaloT.

6.4.2 MNpoBeaeHUe UCNbITAaHUA

OnpeaeneHne pH NnpoBoaAT NOTEHLMOMETPUYECKUM METOAO0M C NoMoLLbio pH-MeTpa B cooTBeTCTBUM C
WHCTPYKLMWE N Npon3BOAUTESSA NP KOMHATHOW TemnepaTtype.

6.5 OnpegeneHue cTepunbHOCTU

CtepunbHocTb ManneunHa onpeaensiot no FOCT 28085.

6.6 OnpeaeneHue 6e3BpegHOCTH

6.6.1 OBwue npuHLUMnbI onpeaeneHus 6esspegHocTn no FOCT 31926.

6.6.2 MoproToBKa K UCMbITAHUIO

[nsi npoBeAeHNs UCNbITaHWUS TOTOBAT 06beMHEHHY0 Npoby no 6.4.1.

Pa6oTy no nogrotoBke 06beanHEHHOM Npobbl NPOBOAST B CTEPUSTbHBIX YCIOBUSIX.

6.6.3 MNpoBepeHUe UcnbITaHUA

MannenH BBOAAT MSATW 300POBLIM BerbiM MbllLaM NOAKOXHO B 06nactk cnuHbl B o6beme 0,5 cm3.
B kayecTBe KOHTPOMNBLHOM rpynnbl UCNOMb3YIOT NATb GeMbIX MbILen, KOTOPbIX CogepXaT B aHaNOrMYHbIX YCIo-
BUAX.

6.6.4 Yuet pesynbTaTtoB

MannewH cuntatoT 6e3BpeaHbIM, ECIIA MbILLW B OMNBITHOR rpynne 0CTarTCSA XKUBLIMU 1 KIMMHUYECKU 300P0-
BbIMU B TeveHune 10 cyT HabnoAeHWs1, a Ha MecTe BBeAeHWUsi He HabnoaaeTes HUKaKNX peakL uid.

6.7 OnpepeneHne peakTOreHHOCTHU

6.7.1 MNpoBeaeHue UcNbITaHNA

Onsa vcnbiTaHus UcnonbaytloT obbeguHeHHyo Npoby MannenHa ns Tpex dnakoHoB, NOAroTOBNEHHYIO
no6.6.2.

MaTK 3400pOBLIM MoWaaaM, He ObIBLUMM B 3KCMyaTalMm B TEYEHUE CYTOK, HAHOCAT MUMNETKON Ui
O[HOPa30BbIM LUNPpULIEM 6e3 Urnbl Ha KOHBIOHKTUBY rMasa 3—4 kannu MmannevHa. Peakuuio y4uTbIBalOT Kak-
Able 3 4 nocrne HaHeceHUsi ManneunHa B TedeHue nepebIX 12 4 n okoH4YaTenbHO Yepes 24 4.

6.7.2 Ob6paboTka pe3ynbTaToB

ManneuH cuMTatoT HepeaKTOreHHbIM, ECN OH He BbI3bIBAeT BOCNaNeHUs KOHBIOHKTUBLI FNasa y nowa-
Aeit. JonyckaeTcs KpaTKOBpeMeHHOoe CresoTeyYeHne ¢ He3HaunTENbHbIM BblAeNeHneM CNM3UCTOro cekpeTa.

6.8 OnpeaeneHue akTUBHOCTU

6.8.1 AKTUBHOCTb ManneuHa yCcTaHaBnMBaloT B MPOLEHTax K akTUBHOCTU CTaHAapTHoro obpasua B
anneprudeckoi npobe Ha MOPCKMUX CBUHKAX, CEHCUBUAN3NPOBaAHHBLIX TEPMOUHAKTUBUPOBAHHOW CAnNHON Kyfb-
TYPOI B CMECU C MUHeparnbHbIM MacnoM 1 NaHONMHOM (CanHOW 3MYIIbCUH-aHTUMeH).

6.8.2 MoproTtoBKa K UCNLITAHUIO

6.8.2.1 lMpuroTtosneHune puU3NONOrMHECKOro pacTBopa

[Ana nonyveHna dousmonormyeckoro pacteopa 9 r xsiopucToro HaTpusl pacTBOPSIOT B AUCTUNNIUPOBAHHON
WAW OYMLLIEHHO UNN B BOAE A9 MHBEKLIUIA B MepHO Konbe BMecTumocTbio 1 am3, fosoas o6bem pactsopa o
MeTKU. PacTBop hunbTpyloT Yepes MapneBbiit hunbTp U pasnuBaloT B CTEKNsIHHbIE (DNaKoHbl, a 3aTeM cTepu-
nuzytoT npu Temnepatype ot 110 °C go 120 °C B TeueHue 15—20 MUH 1nv TEKy4MM Napom nNpu Temneparype
100 °C B TeueHue 30 MuUH.

6
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PacTtsop xpaHaT npu Temnepatype ot 2 °C go 25 °C B TeveHue roaa.

6.8.2.2 Mony4veHne 6akTepunanbHON Maccbl BO30yaMTeNs cana Anst U3roToBMeHUA 3MYNbCUH-aHTUreHa

Ons nony4yeHus 6akTepunanbHoN Macchl KynbTypy Bo3byanTens cana B. mallei BbipawnsatoT B NNOCKUX
MaTpaLax BMecTuMocTbio 1,5 Am3 Ha MIMA ¢ go6aenernem ot 2 % Ao 4 % rauuepuHa. pH cpeapl 6,8—7,0
ea. pH. MNoceB Npou3BoAAT cycneHsnen ABYXCYTOUHOM KynbTyphbl, BblpalleHHOW B npobupkax Ha MIMA c
2 % — 4 % rnuLepuHa N CMbITOM CTepUbHBEIM (hU3MONOrMYecKMM pacTBOPOM B konindecTse oT 10 10 12 cm3.

CycneHsunel KynbTypbl U3 KaXao npobupky 3aceBatoT N0 OAHOMY MaTpaly, AN Yero Hag nnaMmeHem
ropenkun nepennaaT cogepkuMoe Npoburpkn B MaTpal, 3aTem nokadMBaHUeM pacnpeaensitoT CyCrneHsuio no
BCEeW MOBEPXHOCTU NUTaTeNbHOM cpeabl. BeipaluBaHune KynbTypbl NPoBOAAT Npu Temnepatype 37 °C B Teve-
HWe 4 cyT, 3aTeM BCe MaTpaLlbl TPOCMaTpmBaloT BU3yanbHO B Npoxoasiem 1 oTpaxeHHoM cBeTe. MaTpaupl co
cnabkblM PpOCTOM Ky bTypPbl UM KOHTAaMUHNPOBaHHbIE MOCTOPOHHE N MUKPOMIOPOI He UCTIONb3YIOT.

B mMaTpalbl C YACTOMN KyMbTYpoit BHOCAT acenTudeckun no 50—60 cM3 cTepuiibHOro hmsmuonornieckoro
pacTBopa, B KOTOPLIA NpeaBapuTensHo gobasnsioT 0,5 % deHona (no o6bemy). MaTpaubl BblAepX1MBaoT B
TeuyeHue 30 MVH B HaKIMoHHOM MonoXxeHnn, obecrneymsarowemMm cMadBaHue Bcer MOBepXHOCTU Nocesa. 3aTeM
noka4yMBaHMeM maTtpaLa CMbIBaIOT KyNbTypy C NOBEPXHOCTU arapa 1 CiMBaloT B OTAENbHbIA YNCThIA MaTpay,
Yepes BOPOHKY C 0A4HMM crioem mapnn. MonyyeHHyto B3BeCb KyNbTypbl CTEPUNU3YIOT aBTOKNaBUpOBaHWEM NMPU
TemnepaType 126 °C n gasnexHuun 1,5 atm B Teverne 30 MUH.

CycneHauio KynbTypbl BO3GyauTens cana npoBepsitoT Ha cTepunbHocTb no MOCT 28085. CtepunbHas
CYCNEH3Us KyNbTypbl MOXET XpaHUTbCA Npu Temnepatype oT 6 °C 4o 8 °C uucnonb3osaTtbCs 4r1sl U3roTOBAEHNUA
carHoro aMynbCuUH-aHTUreHa B TeYeHue roga.

6.8.2.3 MaroToBneHWe canHoro amyrbCuH-aHTureHa

MpeaBapuUTenbHO rOTOBAT agblOBAHT, CMELUMBAsA B CTakaHe romoreHusaTopa MuHepansHoe Macno v
naHonMH 6e3BOAHbIA, pasorpeThiil 40 KUOKOro COCTOSIHUS B 06beMHOM cooTHowWweHun 85:15, ctepunusytoT
aBTOKNaBuposaHueM npu Temnepatype 121 °C n gasneHun 1,1 atm B TeveHne 2 4. BnaxHblil ocagok 6aktepu-
anbHON Macchbl, NOSTy4YeHHbI LeHTpUYyrnpoBaHnem cycneH3nm TepMOonHaKTMBMPOBaHHOM KynbTypbl BO30yaAn-
Tensi cana no 6.8.2.2, n agbloBaHT CMeLWVBalOT B CTakaHe roMoreHusatopa B cooTHoweHun 1:1 B TeyeHune
10 MWH npu vacToTe BpaleHns 5000 06/MUH 1 nepennBaloT B CTepUnbHbIe hNnakoHbl BMECTUMOCTLIO 10 unn
20 cm3, KoTopbIe YKYMOpUBAaIOT CTEPUMbHBIMM PE3MHOBLIMU NPoBkamu.

OTOBbLIN @aHTUreH NPOoBepSAIOT Ha cTepunbHocTb No FOCT 28085.

CanHoi sMmynbcuH-aHrureH XpaHsT npu temnepatype oT 6 °C no 8 °C B TeueHue roga. Mepen npumeHeHu-
eM aHTWUreH HarpesatoT B BoasaHoW 6aHe npu Temnepatype (37 + 1) °C n TwatensHo B36anTbIBaoT.

6.8.2.4 CeHcnbunusaumsa MOPCKUX CBUHOK

Mopckux CBUHOK-anbbUHOCOB unu ¢ BenbiM okpacoM Ha Bokax ceHcUbUnU3vpyloT NyTeMm BBeAEHUS
0,1 cm3 canHoro amynbCUMH-aHTUreHa, NPUreTOBNEeHHOro no 6.8.2.3, B 3afHe6eapeHHbIe MblLLLbLL. Yepes Mecal|
JKMBOTHBIX UCMOMNBL3YIOT ANsl KOHTPONA MannenHa. MopcKkMx CBUHOK UCMOMb3YIOT NATb-LUECTb Pa3 ¢ MECAYHBIM
WNHTEpPBasrioM Npu ycrioBUM COXpaHeHUs1 y HAX B NpeablayLLieM UCTIbITaHUM XOPOLLIO BbIPaXKeHHOW YyBCTBUTEMb-
HOCTW K ManneuHy B passegeHnn 1:50. X)KUBOTHBIX, HE UMEIOLLMX UM YyTPaTUBLLNX YYBCTBUTENbHOCTL K 3TON
Ao3e npenapara, He UCMOoSb3YIOT.

6.8.2.5 MNpurotoBneHune pacTBopa cTaHAapTHOro obpasua

Mpo6bl cTaHgapTHOro obpasua Ansa BBegeHUsI MOPCKUM CBUHKAM roTOBSIT pacTBOPEHNEM COAEPXKUMOrO
dnakoHa (amnynbl) IodUnMaMpoBaHHOro cTaHaapTHoro o6pasua B COOTBETCTBUN C YKa3aHUeM Ha 3TUKETKE U
nocneaywowmm pasBedeHneM MOoSlyYeHHOro pacTBopa CTepuilbHbIM - (PU3MONOrMYEecKUM PacTBOPOM C
pH (7,0 £0,2) eq. pH B cooTHoweHun 1:5 1 1:50.

6.8.3 lNpoBegeHue UCNbITaHUN

[ns npoBepku Kaxgon cepum mannenHa 6epyT 10—12 MOPCKUX CBUHOK.

[nsa BBeAeHUs MannenHa u cTaHaapTHOro 06 pasLia UCMorb3YIoT WNPULILI BMeCTUMOCTbIo 1 cm3. Kaxayio
D03y UCNbITYeMOW cepun ManneuHa n ctaHgapTHoro obpasua BBoAAT OTAESNbHbLIM LUNPULEM, MapKUPOBaHHBLIM
B COOTBETCTBUU C 40301 Npenaparta (1, 2, 3, 4). PacctosiHue mexay To4kaMmu UHbEKLMIA C OAHOW CTOPOHLI Tena
XXUBOTHOrO AOSMKHO BbITL HE MeHee 5 cMm.

Y MOPCKUX CBUHOK yAansioT ¢ 60KOB LWepcTh BbILMNbIBAHUEM MO XOAY POCTa BOMOC UMW BbIOpUBaHUEM,
3aTeM B 3TN y4acTKU KOKM BBOAAT BHYTPMKoxHo 1o 0,1 M3 cTaHaapTHoro o6pasua B passeaeHnn 1:5 (nosa1)us
passeaeHun 1:50 (gosa 2), a Take UCNbITYeMyto Cepuyio ManneunHa B passegeHun 1:5 (aosa 3) M B pasBegeHuu
1:50 (no3a 4) B yCNOBHbIE TOYKN UHBEKLWIA @, O, B, I MO CKOMb3ALLEN cXeMe B COOTBETCTBUM C Tabnuuen 2.
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Tabnuuya 2
Jo3bl craHQapTHOro 06pasua u UCNLITYEMON CepUN MaINeuHa, BBOAWMbIE B YCNIOBHbIE TOHKM
Homep
KUBOTHOMO Metka CneBa OT ronosbl Cnpasa oT ronosbl

a 6 B r
1 be3 meTkn 1 2 3 4
2 lonoea 2 3 4 1
3 CnvHa 3 4 1 2
4 Kpecreun 4 1 2 3
5 be3 meTkn 1 2 3 4
6 lonoBa 2 3 4 1
7 CnvHa 3 4 1 2
8 Kpecreun 4 1 2 3
n
MpumeyaHne—n—4nCrno MOPCKUX CBUHOK, UCMONb3OBAHHBIX B UCTLITAHUM.

MOpCKUX CBUHOK METAT HECMbIBAEMOW KpacKo TakKMM 06pa3oM, UTOGbI XKUBOTHLIE C OAMHAKOBBLIM pacno-
noxeHvWeM MecCT BBegeHUs MansnenHa 6b1num noMeyeHs! B O4HOM U TOM ke MecTe.

6.8.4 O6paboTtka pe3ynbTaToB

Peakuuto y MOpCKUX CBUHOK YYMTBIBAIOT Yepes 24 Y MyTem UsmepeHna NpoaonLHOro U nonepeyHoro ana-
MeTpOB OTBETHBIX peakuuin, 06pasytolumxcs B MecTe BBeAeHUsl ManneunHa. MonyyYeHHble 4aHHbIE U3MEPEHWt
CYMMUPYIOT 1 AENAT Ha 2, 3HaYeHUs CpeaHUX AnamMeTpoB peakumnid 3aHocaT B Tabnuuy 3. [ina pacyeTta akTuB-
HOCTU UCMOSb3YIOT Pe3yrbTaThl TONLKO Y TEX MOPCKUX CBUHOK, KOTOPBIE K MOMEHTY yueTa UMEetoT cpeaHuii ava-
MeTp OTBETHOW peakuuM He MeHee 5 MM U pearupyloT Ha BCe pasBefdeHuUs cTaHgapTHoro obpasua u
NCnbITYyeMoi cepun. 3aknioveHne 06 akTUBHOCTU ManneunHa AenatoT Nno pesynbTatam, YCTaHOBMEHHBIM He
MeHee YeM Ha CeMU MOPCKUX CBUHKAX.

Ta6nunua 3
MHTeHCMBHOCTb peakuMn Ha BBedeHWe 03 npenapaTa, MM
Homep *UBOTHOTO CraHgapTHbIl 06pa3sel HcnbiTyemas cepus mannevHa
Hosza 1 Hoza 2 Ho3za 3 Hoza 4
1 a a, o} o}
2 o] o} d; q,
n a o} o} q,
n
2 22 23 X4
i=1
A=Z4 42, B=X;+3,
MpumevwaHns
1 N — KONMYECTBO MOPCKMNX CBUHOK.
2 d,— grnameTp OTBETHOWM peakumu (nanyrnbl) Ha BBeAeHWe A403bl CTaHaapTHoro obpaslia unm UCMbITYeMOro Marnre-
nHa.
3 X, %,, X, X, — CyMMbl UAMETPOB OTBETHbIX peakumin Ha COOTBETCTBYIOLLME A03bl BBEAEHWS,
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AKTUBHOCTb UCMbITYEeMOW cepun manneuHa K, %, BbluncnsioT no copmyne

k=219 (1)

rae 100 — akTMBHOCTL CTaHAapTHoro obpasua, %;
B — cymma agnameTpoB OTBETHBIX peaKkLuil Ha BBeAeHUe UCNbITYEeMO cepun mannenHa (B fozax 3 n4);
A — cymma anameTpoB OTBETHBIX peakL i Ha BBeAeHUe cTaHaapTHoro o6pasua (B gosax 1n 2).

7 TpaHcnopTUpOBaHMue U XpaHeHue

7.1 MannewuH TpaHcnopTUpYT BCeMu Bugamm TpaHcnopTa B cootseTcTBun ¢ FOCT 17768. lonyckaeT-
CA TpaHcnopTUpoBaHWUe Npu TeMnepaTtype He Boile 25 °C He 6onee 30 cyT.

7.2 ManneuH xpaHsaT npu Temnepatype o1 2 °C go 8 °C B npeaenax cpoka rogHoCcTW.

7.3 Cpok rogHocTUM MannevHa — 5 neT ¢ aaTbl Bbinycka. [laTon BbiNycka cunTaroT AaTy noanucaHus
AOKYMEHTa 0 KayecTse.
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