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3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



1. HASHAYEHHE

MenHlHHCKOE M3lleNHe ONS AMArHOCTMKH HH BUTpo «Cuctema TpancnoptHas ['EM co cpeaot
Ditmca arapusosanroi» no TY 20.59.52-042-17547866-2022 (manee no Texcry — Hanenne),
npeaHasHaueHHOe AN OTGOpPa, TPAHCTIOPTHUPOBKM M XPaHEHMA KAMHM4ECKHX obpasuos (oraensemoe
cu3uCTLIX 060N0YeK fONOCTH PTA; NPoGBl W3 OYAroB BOCHANEHHS H M3bABICHUA HAPYXKHBIX TIONOBBIX
OpraHoB, OTAEASEMOE APH WHPEKLUMOHHO-BOCTIANHTENbHLIX 3a00NEBAHUAX YXa, MATEpPHaN M3 OMaros
BOCMANEHMA M M3LA3BJAEHHMI KOXM W TOAKOXHBIX TKaHell; FHOM, paHEBOE OTACNAEMOE), B KOTOpbIX
PE/ANONOKUTENLHO MOTYT COAEPXAThCA NaToreHHbie Gakrepuu rpynn aspoGHbIX, aKyIbTATUBHO
aHAOPOGHEIX WM MPUXOTHHBEIX MUKPOOPTaHHIMOB, [/1A KyNbTUBHPOBAHHS, aHANM3A W/WIH APYTHX
uccnenosanuii IVD.

O6nacTs MpUMEHEHHA: KIHHWYECKaA NabopaTopHas AMarHoCTHKa.

[Motenunansrele motpebutenu HMigenus — MeAMUMHCKME paGoTHMK CO CPEAHMM M BBICIUHM
MEOWLIMHCKMM MNM  BbicluMM OnonoruueckuM ofbpasosanueM. Mszenve npeaHasHayeHO And
npobecCHOHANLHOrO MPUMEHEHHA.

DyHKUMOHANILHOE HA3HAYEHWE — BCMIOMOTATENbHOE CPEACTBO B AWATHOCTUKE WHQEKUHOHHBIX
3aGonesanuit. [puMeHeHre H3neAHs HE MMEET NONYAAUMOHHBIX M IEMOTPpabUIeCKUX OTPaHHYCHHH.

U3neane npeaHasHaueHo ANS OPUMEHCHUA BO BCEX PETHOHAX CTPAHbBI AU1S BCEX C/I0EB HACENCHMUA.

W3ienne He COgEPXKHT B COCTABE MATEPHANTOB XKHBOTHONO 1 YeJIOBEHECKOTO NPOHCKOMKIACHUA.

2. XAPAKTEPHCTHKA M3JAEJIHSA

2.1 COCTAB U3JEJIUA

Wanensne npencrasnseT coGoit cTepUALHEIN KOMIUIEKT, COACPXKALIMA TPAHCNOPTHYIO cpeay Jiimca
arapuIcBaHHYI0 B NpoGHpKe, TEPMETUMHO YKYNOPEeHHOW BMHTOBOW Kpbluikoil, M 3oHA-TaMMoH (B
3aBHCHMOCTH OT BApHaHTa MCHOJNHEHNUA) - npucriocobnenne ana oTbopa npobEl NS TPAHCNIOPTHPOBKH.
30HA-TAMMNOH npeacTaBnseT coboil abcopSupyroumi TAMIOH KANAEBUAHOH GOPMEI, U3TOTOBNEHHEIA H3
HeiNOHA MAW BHUCKO3bl, 33KpeIUICHHbIH HA OAHOM M3 KOHUOB TBEPACTO CTEPXKHA M3 MONHCTHPOAA,
uMeHyemoro «ock». OCb HMMeeT TOYKY TepenoMa, M0 KOTOPOH 30HA NOMAIOT TPH MepeHoce
GHONOTHYECKOrO MATepHana B NpobHpKy ¢ TpaHcnopTHoH cpenodl. Kaxnas ykynopensas npoSupxa
BIOKEHA BMECTE C 30HZOM-TAMIIOHOM B [EPMETHYHO 3aNasHHYIO yraKosky Tuna Gauctep.

CocTaB arapu308aHHOH TPAHCTOPTHOH cpeas! npencTasiey B Tabnuue 1.

Tabauua 1. CocTap arapr3osaHHON TPAHCNOPTHOMN Cpenbl

HanMeHOBAHWE KOMTTOHEHTA Conepxanue
Boaa aucTUNINHpOBaHHAR ao 1 n,
Arap MUKpobxosoruueckni ' 75T
Hatpuit XxnopHcThI 30r
Harpwii pocdopHo-kucablii ABY3aMELIEHHBIHA 1,ir
THOrMUKONAT HATPHA 1.0r
Kanuit xnopuctbii 02r
Kanuit hochopHOKHUCBIH 01HO3aMeIIeHHBIA 02r
Kaabuuii XtopucThblit 01r
MarHuil XI0pUCTBIN 0lr
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H3inenve nocraBnaeTcs B CTEPIIBLHOM ¥ TOTOBOM K NPUMEHEHHUIO BUAE.
H3aenne npeanasHavero AMs OAHOXPaTHORO NPUMEHEHHA.

Wapenue Henb3s NPUMEHATH B Ciyyae NOBpeXxAeHNa GIUCTEPHOMN yNaKOBKH.
Texuunueckoe obcnyxupane v peMoHT M3genus He NPEeAYCMOTPEREI.

2.2 [IPUHLUMHT] PABOTDI U3EJIUA

B cocrae Gnucrepa ¢ cructemoif TpaHCMOpPTHON BXOAMT cTepHabHas npobupka co cpeaoit Jiimca
arapH30BaKHOM M CTCPHUIILHBIA 30HA-TAMITOH (B 3aBUCHMOCTH OT BapUMaHTa HCMONHEHHA).

Cpega TpaHcnopTHas npeicraBaser coGofi arapu3oBaHHbIM, OOCAHEHHLIA NUTATENBHBIMH
BelleCTBAMU CYOCTpaT Ans COXPaHEHHS M TPAHCTIOPTHPOBKM LIMPOKOre CnEKTpa MHUKpoopranusmos I11-
IV rpynnel natoreHHOCTH. BakTepHH B cpefax AaHHONO THNA COXPAHSIOT CBOIO XKH3HECMOCOOHOCTD #
MOTYT BHICEBATLCA MOCNE XpAHEHHA B TeueHMe CyToK (ans Hanbonee mpuxoTausbix Gakrepuil) u go 2
CYTOK A1 HENpPUXOTAMBEIX. B OTNHuYME OT HAKOMMTENBHBIX CPEd HCNONL30BAHWE OOENHEHHBIX
TPaHCROPTHBIX CPEA MO3BOAAET H3BEXKATL CAMWIKOM AKTUBHOTO POCTA MATOrEHa B MNPOUECCE XPAHCHWNA
(aXTHBHOE PA3MHOXEHHE MOXET MPHBECTHM K TOMY, YTO UeneBoi nartoreH GricTpo mpofiner Bce da3mbl
pocra u noruGret). B cnyuae HaxoxaeHus B npofe cMellaHHOH KyJNbTYphl €CTh BEPOATHOCTE HOTEPH
fonee NMPHUXOTINBBLIX MHKPOOPTAHH3MOB B CHJIy aKTMBHOIO PA3SMHOXCHHMA B Cpeie COMYTCTBYIOLIEH
MUKpOoQaOpyl (B OCHOBHOM M3  [PAMOTPMLATENbHBIX  NATOYEK), CHOCOOHOH  nojapafth
KHIHEAEATENLHOCTD GONEe NPUXOTIHBLIX LENEBBIX MHKPOOPraHW3MOB. 3TO B HTONE JENAET BHICEB
UENEBBIX MUKPOOPTaHN3MOB 3aTPYAHUTENbHBIM.

Cpena Diimca asngetca Moaudukanueil 6azoBoil TpaHcnopTHo# cpearl Crioapra. O1anuHa cpeast
Di#iMca oT cpeabt CTioApPTA 3aKMONAIOTCA B CASAYIOLIEM:

- rauuepodocaT 3ameHeH HeoprawuyeckuM ocdatom, mockonbky rauuepodocdar asnsercs
meralonMTOM  HeKOTOpSIX  JHTepoOakTepHiik W MOXET  (OAUEPKHBATL  POCT  HEKOTOPHIX
rPaMOTPULATENBHBIX MHKPOOPraHM3MOB;

- pobaBneHB CONK KaNbUKMA U MATHHUS A5 noaacpKatna NPpoHHLACMOCTH Gam‘epuanmm KReTOK,

- HAQNMYHE B CPENE THOTTIMKONATA HATPMA MOAABAAET (EPMEHTATHUBHYIO aKTHBHOCTH Oaxrepui,
CHHXKAET PEAOKC-TIOTEHLNAN CPebl;

- OTCYTCTEHE a30Ta NPeJOTBPaLUaeT pazMHoXKeHne GakTepwil,

YHuBepcanbHIA 30HA-TAMIIOH HCTIONBL3YETCS JUIA B3ATHA Guomatepuana co cAn3MCThIX obonouex
TIONIOCTH PTa, OTACAAEMEIX NPOG U3 0YAroB BOCTIANICHHA HAPYXXHBIX MOJNOBBIX OPraHoB, OTAENAEMOrO NPH
NHPEKUMOHHO-BOCTIANNTENLHBIX 3a00/CBAHMAX yXa, U3 OYAroB BOCMANCHUS WM M3IBAIBACHUA KOXKMN H
MOAKOXKHBIX TKAHEH, THOS, PAHEBOTO OTACNAEMOTO.

Heiinon, Wcnonp3ylowmuiica B KavuecTBe Marepuana Ttamnona Hizenus, obnagaer nyutumH
copOIHOHHBIMK CBOMCTBAMM M cobnpaeT GOnblee KOAMYECTBO KNETOMHOTO MaTepHana, a NMpy KOHTaKTe
C 8rapu30BaHHON TPAHCMOPTHON CPENOM MIHOBEHHO M MNOAHOCTHIO BBICBOOOXKAAET COOpaHHBIA
KAETOUHBIN MaTepyan ¢ BOJOKOH TaMNOHA B aTapH30BaHHYIO cpeny (T.€. obecneunBaeT NOAHLIR nepexon
MHKPOOPraHH3MOB B TPAHCTIOPTHYIO Cpedy), TeM caMbiM nosbitas 3GQeKTHBHOCTL AHArHOCTHUYECKOrO
HCCIEOBAHHA.
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BHcK03a, HCNOAL3YIOWAACS B KAYECTBE MaTepHana TaMMNOHa ABJIAETCA NPOUIBOAHBM UENNION03E] U
obnanaet xopoueif BNUTLIBarOWEH CNOCOGHOCTHIO.

TpaucrnopTHyio cpeny, coaepxallyio GHoMaTepyan, HCNONLIYIOT AIA fanbHeHWed AHarHOCTHKH
WH BHTPO ANA KCCIEA0BAHNA 00pa3ia CTAHAAPTHLIMA MHKPODHONOrMIECKAMI METOAAMH.
Uszenne He NCNOAB3YETCA B KOMOHHALIMM ¢ H3NENMUAMMU, HE KBASIOWKMHUCE MEAHULIMHCKUMH.

2.3 MPOAOIKUTEJIBHOCTD KOHTAKTA U3JIENIMA C OPTAHHU3MOM NNALIMEHTA
KpaTkoBpeMeHHbIH KOHTAKT € KOXeH, CTH3UCTHIMK 000/I0UKaMH, PAHEBOH NOBEPXHOCTHIO.
2.4 BAPUAHTbBI UCITOJTHEHUA

Hagenue npeacTaBneHo B CREAYIOWMX BAPHAHTAX KCTIONHEHHS:
[. Cucrema TpaucnoptHas 'EM co cpeno#f Jitmca arapu3oBaHHOM, 30HZ-TAMIOH YHHUBEPCANbHBINA,
MaTepHan OCH — NOMMCTHPO, MATEPHAN TaMMOHA — BHCKO34, B COCTase:
1. ITIpo6upxka co cpeno#i DiiMca arapuszosanroit (4 ma) - 1 .
2. 30HA-TAMNOH YHHBEpPCANLHbIH, MaTEpHan TaMnoHa BHCKo3a — | tiT.
3. UHCTPYKUMA MO NPUMEHEHHMIO | LIT. HA TPAHCTIOPTHYIO YNAKOBKY
4, ITacriopt | wT. Ha cepuio

11. Cucrema Tpancnoptaas 'EM co cpenoit Difmca arapu3oBaHHOM; 30HA-TAMMOH YHMBEPCATBHBIA,
MaTepyal OCK — TIOAHCTHPO, MaTEPHAN TAMITOHA — Heli/IoH, B cocTase:

1. Ipobupka co cpegoit Diimca arapu3oBaHHOH (4 mn) - 1 wT.

2. 30HA-TAMNOH YHRBEPCANbHBIH, MaTEPHAN TAMIIONA HEHNOH — | wWT.

3. UHcTpyKuma no npHMeHeHHIo | WT. Ha TPAHCMOPTHYIO YNAKOBKY

4. Tlacnopr | WT. Ha CEPHIO

CokpatueHHOe HAMMEHOBAHNE BADHARTOB WCMONHEHHA NPEACTaBieHo B Tabanne 2

Tabnnua 2. CokpallieHHOE HAUMEHOBAHAE BAPHAHTOB UCMOJTHEHHA
Ne | HauMmenoBaHiie BapHAHTOB UCMIONHEHWA M3ENTHA CoxpallteHHOe HAMMEHOBaHHKE

Cuctema TparcnoptHas [EM co cpeaoit Jiimca CT I'EM co cpenoii Jiimca,
| | arapu3oBaKHON; 30HA-TAMMNOH YHNBEPCANbHBIHN, MaTEPHan | arapu3OBaHHON — Y, TaMnoH — B
OCH — TIONUCTUPON, MATEPHA TAMNOHA — BHCKO38
Cuctema TpancnoptHas [EM co cpepoit Ditmca CT 'EM co cpeno# Jiimca,
2 | arapu30BaHHOMN; 30HA-TAMNOH YHUBepCalbHbIl, MaTepyan | arapusosanHoit — Y, Tamnod - H
OCH — MIOAWCTUPON, MaTEPHAT TAMIIOHA — HEHIIOH

2.5 POPMA BbBIITYCKA

Kaxnaas npofupKa, repMeTHYHO YKYNOPEHHAA KPBHILIKOH, BloXKEHA BMECTE ¢ 30HA-TaMMOHOM (B
3ABHCHMOCTH OT BAPHAHTA MCMONHEHMS) B HHAWBHAYAJbHYIO YNAKoBKY THna Gnucrep (TpaHcrmoprHas
cuctema). Conmepxumoe OAHOH MHAMBMAYaNbHOH YNAKOBKM WCHONE3YeTCS AN B3ATHA oOpasua
6HONOTHYECKOIO MaTepHana OT ORKHOTO MaLHEHTa,

Konnuectso u3nenmnii B TpaHCNOPTHOR ynakoBke (OpMUPYIOT NC 3anpocy notpebuTens (Ho He
Gonee 720 wT.) ¥ YKa3LIBAKOT HA ITHKETKE TpaHcnmopTHOH kopobku., Koauuectso w3genuiz B
TPaHCAOPTHOH YNaKOBKe MOXET MEHATHCA O 3anpocy noTpebuTena.

Ha npobupky, uHanBKayanbryio (6aMCTEpHYIO YNAaKOBKY) W TPAHCNOPTHYIO YNAKOBKY HaHEeCeHa
obmas wupopmaumus 00 H3ZENHW, & TAKKE YKA3AHMA N0 NPHMEHEHHIO M XPAHCHUIO B BHAE
MAHWNYASUMOHHBIX 3HaKOB K rpaduveckux cuMeonos no 'OCT P UCO 15223-1.
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Y.

2.6 METOJ CTEPWIM3ALIMHU U3TEJIUA

Usgenue noasepraeTcs pagvauMOHHON CTEpUIM3allMM € NIPUMEHEHHEM  PAAHALIHOHHO~
TEXHOMOTHYECKON YCTAHOBKY C YCKOPHTENAMH DIEKTPOHOB NPOMBINEHHONO HasHaueHus nmbo
pannauuoauo-rexﬂonoruqe%oﬁ YCTAHOBKM C DPaJHOHYKAMAHBIMM HCTOYHHKAMH HOHH3HPYIOWEro
N3AYYEHHS 3aKphITOrO THNAa = CO.

W3nenue He ABNSETCH UCTOYHMKOM HOHM3MPYIOLWIErO H3NYHEHUsA, B TOM HMMCIE FEHEPHPYIOUIETO, &
TaKKe M3ACMUAM N TOBAPAM, COACPXKAlUUM PALHOAKTHBHBIE BEIWIECTBA,

2.7 AENCTBUA B CIYYAE HAPYUIEHHKA CTEPHJIIBHOCTH YIIAKOBKH

He ucnons3oBath TPAHCIOPTHLIE CHCTEMbI TIPH HaPYLICHHH LENOCTHOCTH CTEPUIBHOH YNaKoBKH,
HANMYHW MPU3HAKOB KOHTAMMHALMH TPAHCTIOPTHOH CPelbl, WIMEHEHWS LBETA CPEAbl WMIH APYTHX
fIPU3HAKOB MOPYYW M3AENNA.

2.8 IEPEYEHb NNPUMEHAEMbBIX CTAHJAAPTOB

U3nenne cOOTBETCTBYET HAUMOHANBHBIM CTAHAApTaM Poccniickoil Qeaepalvi HA NPOAYKLMIO:

FOCT P 51088-2013 Menuunnckue u3genus RNs AWATHOCTHKM MH BHTpO. Pearenth, HaGopsl
PeareHToB, TECT-CHCTEMBI, KOHTPO/IBHBIE MAaTEPHAITH, NUTATENbHbIC CPeibl. TpeboBaHKA K H3AENHIM H
noanepxHBaloLieH JOKYMEHTaUNH,

FOCT P 51352-2013 MeauunHckue H3NENHS ANA NUATHOCTHKM WH BUTPO. MeETOAB HCTBITAHAH
(n. 5.4.12).

FOCT P EH 12322-2010 Hanenust MeAHUHHCKHE AAA AMArHOCTHKH in vitro, IluraTensHbie
cpeast Ana MukpoGuonorur. Kpurepun hyHKUMOHANBHBIX XapaKTEPUCTHK MATATENLHLIX CPe.

'OCT P UCO 23640-2015  Wamenns MeauuuHCKWe ANA AMATHOCTHKY in  vitro. OueHka
cTaBHNBHOCTK PeareHTOB AAs JUATHOCTHKY in vitro,

F'OCT P 52770-2016 Wanenus meanumnckne. TpeGosauua GesonacHocTH. Metoasl cannTapHO-
XUMHHECKHX W TOKCHKONOIHYECKHX HCTIBITAHHH,

FOCT ISO 10993-10-2011  M3zenmns wmeauuuuckue. OueHxa Ouonoruueckoro aehcTeus
MeAMLHHCKUX H3zenuii. Yacte 10. MccnenoBanus pasjipaxaioiero 1 ceHCHunusupytowero AeACTen.

FOCT P HCO 15223-1-2020 Hszmenna  memuumackne.  CumBonsl,  TpUMEHAEMble  NPH
MBPKHPOBAHHY MEAMLMHCKHX M3ZENUSX, HA STHKETKAX 1 B COMPOBOAUTENbHON AoKyMeHTauuH, Yacts 1.
OcHosHble Tpebopatus.

F'OCT 33756-2016  Vnaxoska notpeGurensckas noaumepHas. Obume TexHHuyeckue yCnosus
(n.n.52.2,5.23,524).

rOCT 24105-80 (CT CIB 884-78) Uagenus u3 nnactMacc. TepMuHE U onpeaenexus aedextos.

MYV 4.2.2039-05. Metoasl koutpons. Buonoruyeckne u muxpobuonornyeckue axropsl. Texnuka
cbopa u TpaHcnopTUpoBKH GHOMaTepHana B MUKpoOHONOrHiecKue 1abopaTopny

2.9 TEXHUYECKHE XAPAKTEPUCTHUKH VN3JIEJTUA

H3nenue u ero KOMNOHEHTH A0/KHBI COOTBETCTBOBATL TPEOOBAHUAM ¥ HOPMaM, YKA3aHHEIM B
Tabnuue 3.

Tabnuua 3: TpeGopanusa 1 HOPML

HaumenoBanne TpeGosaHHa ¥ HOPMBI

1. [TIpoGupka
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HaumeHoBaHHe

TpeboBanna u HOpMbI

BHewHKri BUa

Crieunanu3npoBaHHbIH MOaYIIPO3paUHbIA COCYA
UHIUHAPUYECcKO# GOPMBI, UMEIOLIMIH NOITYKPYrI0€ WK
KOHHYeCKoe AHO. B BepxHe# HacTH UMeeT ABYX3aXOAHYHO
npaByo pe3b0y ¢ warom 4 Mm.

[eomeTpuueckue pazmepbl
— 1MHa NpoOUpPKH:
— /IMaMeTp B BEpXHEH 4acTH
npobupku;
— IMaMeTp B HWKHEH 4acTH
npodupku

-82+0,87 mm;
-13.4+£043 mMm;

-12+ 0,43 MM

2. Kpbiuka

BHewHui BUR

Kpsiuka ¢ aByx3axogHo#t pe3bboit ¢ iwarom 4 MM H
BLICTYNAIOIUMM HA BHYTPEHHEH MOBEPXHOCTH [HA KPbILWKH
3JIEMEHTOM, HapyXHblil 1HAMETP KOTOPOro paseH BHYTPEHHEMY
AUaMETpPY ropaoBHHbI MPOOUPKH.

Ha BHyTpeHHe#t cTOpOHE KpBILIKM PacroiOXKEHO YCTPOHCTBO
(G HKcauuu 30HA-TaMNOoHa.

LiBeT KpbILUKK

Bce BapuanTht ucnoasenus: Cunnit (PANTONE 2728 C)

['eomeTpHrueckue pamepsl
— MaMeTp KpPbiLKH B BEPXHEH
4acTH:
— AMaMeTp KPbILIKHY B HWXKHEH
4acTH:
— BbICOTA KPBILLKH

-16 £ 0,43 mm;
-16,9 £ 0,43 mM;

-14.4 £ 043 MM

3. Mpo6upka, yKynopeHHas KpblLLIKO#H

["epmeTH4HOCTD

[MpoGupka repMETHUYHO YKYNOPEHA KPhILIKOH.

Y napHast npoYHOCTD

[lpobupka BbiAEpXMBAET OHO MaaeHHe 6e3 pa3pyLIEHHs U TEUH
MpH UCMILITAHWK Ha yap Npv cBOOGOAHOM Ma/IEHUH.

Mapkuposka

Ha npobupky Hak1eHBaIOT 3THKETKY C YKa3aHHEM:
— JIOrOTHMA U3rOTOBUTES;
— HaUMEHOBAHHA U3rOTOBUTENS.
— HauMEHOBAHHE CPeabl;
— HaMMEHOBaHHE BapHaHTa
(coKpaweHHOe HAUMEHOBAHHE),
— obbema cpelbl;
— HOMEp Cepuu:
— CpOKa roJHOCTH;
— aapeca W3roTOBUTEA.
Ha orTuketky pomxHa OblTh HaHeCcEHa MAapKHpPOBKA
cornacHo TpeGosanuam FOCT P UCO 15223-1:
~ «H3rotoBuTENbY;
- «Homep cepuun:
— «MeauuMHCKOe M3nenue Ul AMarHOCTHKH MH

HCNMOJTHEHHUA
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HaumeHoBaHHe

Tpe6oBaHus ¥ HOpMbI

BUTpO»;
— «PaanaunoHHas cTepunusaunan»,
- «He nonyckaTh BO31€HCTBUS CONHEYHOrO CBETAN!
— «O6parutech K HHCTPYKLMH M0 MPUMEHEHHION;
— «HhcnoabzoBaTts 10»:
«3anpeT Ha MOBTOPHOE NMPUMEHEHHEN,
«TemnepaTypHblii AHaANa30H»;
«Howmep o karajiory»

4. 3oua-TaMnoH

Buewnuii Bua

Abcopbupytoiuit  TaMMoH KannesuaHoit  dopmbl .
M3rOTOBNEHHbBIH M3 HEMIOHA WAM BHUCKO3bl, 3aKpEreHHbIA Ha
OJIHOM M3 KOHLIOB TBEPAOro CTEP)KHSA, HMEHYEMOTIO «OCh».

["'eomeTpHrueckue pasMepsl YHnsepcanbHbli YHuBepcalbHbli
Bucko3sa Hefinon
— JITMHA OCH 30HAA 1511 MM 1511 MM
— AHaMETP TaMIoHa 5.5+1 MM 5,51 mMm
— J7IMHA TaAMIOHA 1845 MM 2246 MM
— TOYKa MepeoMa ocu
P 80,51 mm 80,5+ 1 mMm

5. Tpauncnoprtaasn cpeia

BuewHuit BuA cpeabl:

CtyneHucTslit  renb, OecuBeTHbIH  WAM  OELHO-KENTHIH,
I'OMOTEHHbI 110 KOHCUCTEHLMH. CJlIErka onanecumpyer.

[Moka3atenb aKTUBHOCTH BOIOPOAHbIX
noHoB (pH)

pH 7.3+0,2 npu 25 °C ana Bcex BapuautoB M3aenus

O6bem cpeabl B npobupke

4+0,1 mn

Jlonyckaercs MpOBOAWTb  BM3YaibHYIO TMPOBEPKY MYyTEM
CpaBHEHHsi YPOBHS cpelbl B MpPOOUPKE C YpPOBHEM cCpedbl B
COOTBETCTBYIOLWUMX  KOHTPOJbHbIX  obpa3uax. B cayuae
BU3Yya1bHOTO HECOOTBETCTBUA M3MepuUTh obbeM cpeabl ¢
MCTONB30BAHHEM MEPHOTO UMIIMHIPA WK lo3aTopa

6. UnanBuayanbnas (6ancrepHas) ynakosxka

KomniektTHocTh

B kaxpoii OnucrepHoit ynakoBke HaxoasaTcs npobupka ¢
TPAHCMOPTHOM CPEAO ¥ 30HA-TAMIOH

BuewHuit sua

®ytnap u3  QopmosaHHOM no  pasmepy M dopme
ynakosbisaemoro Magenus naénku. Ynakoska gomkHa ObiTh 6€3
TPELMH, pa3pbiBOB, MPOKOOB. NMOPe3oB. 3arpa3HenHit. [levats.
HaHECeHHAas Ha WHIMBMAYA/bHYIO YMAaKOBKY, AOMKHA ObITh
4YETKOH W XOpOLLIO YUTAEMOM.

['eomeTpuyeckue pamephl

wimia 195210 MM
LWMpHHA 375 MM
BhicoTa 20+5

MapkupoBka

Ha wuuHauBuayaibHyto (OaMCTEpHYIO)  YMaKOBKY
J0Ha ObITh HaHECEHA ceayioLlas HHpopMaums:
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HavmeHoBaHWe

["epmMeTUYHOCTb

CTtepunbHOCTL

TpeboBaHUs 11 HOPMbI

HanmMeHoBaHwue BapuaHTa NCMo/IHEHNA
(cokpalleHHOe HaMMeHOBaHUe);

HauMeHOBaHWe U3roTOBUTENA W JIOTOTUM,

afjpec n3roToeuTens,

KoMmMnekrauma Msgenus;

HOMEp cepuu;

CPOK rofiHOCTY;

Hafnuck:
NMPUMEHEHUSA»,

HOMepP TEXHUYECKUX YCNOBWUIA,

HOMEp PErucTPaLMOHHOTO YA0CTOBEPEHNS.

«ans MpPOgeccMoHanbHOro

Ha wHavBMayanbHyt0 (6/IMCTEPHYIO) YNAKOBKY [AO/DKHbI
ObITb HaHeceHbl cumBosbl No FOCT P NCO 15223-1:

«lN13roToBUTENbY;

«MefunumHCKOe wu3fenne ANA  AUArHOCTUMKU  UH
BUTPO»;

«3arpeT Ha NoBTOPHOE MPUMEHEHMEY,

«He ncnonb3oBatb NPV NOBPEXAEHUW YNAKOBKU»,

«He ponyckartb BO34elCTBUSA COMTHEYHOTO CBETa;

«TemnepaTypHblil AnanasoH»;

«bepeyb OT Bnarm»,

«O6paTUTeCh K MHCTPYKLUWM MO NPUMEHEHUIO»;

«PafuaunoHHas CTepunnsaumnsa»;

«Mcnonb3oBatb f0»;

«Homep cepunx;

«Homep no katanory».

Ha uHavBuayanbHyto (6/MCTEPHYIO) YMaKOBKY AO0/MKHa
ObITb HaHeCeHa KpaTkas MHCTPYKUMUA NO MPUMEHEHUIO U3Lenns,
B BMAE NATW NOCNefoBaTeNbHbIX UAMKOCTPaLMii

VHauBnayanbHas

3aKpbITa.

ynakKoBKa  [0/KHa ObITb repMeTn4HO

W3aenne AOMXKHO 6biTb CTEPUIBHbBIM

7. i3genvie B TpaHCMOPTHOM yNnakKoBKe

MapKunpoBkKa
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Ha TpaHCNOpTHYK  ynakoBKY [JO/KHa  ObITb
HakKfeeHa 9TUKETKA C YKasaHWeM crefytoLlein
NH(opMaLnn:

- HaMMeHOBaHWe BapMaHTa UCNOJSTHEHUS;

- HaMMeHOBaHWe N3roTOBUTENS;

- agpec M3roToBUTENS;

- KONWYecTBO WM3AENWiA;

- HOMep cepuu;

- [aTa U3roToB/EHNS;

- CpoOK rogHoOCTU nsgenvs (rog, mecAy,

BK/TIIOYUTENBLHO);

- Macca HeTTo;
- Macca 6pyTTo;
- YCNOBWS XpaHeHWs U TPaHCNOPTUPOBAHUS.



HauMeHoBaHHE

Tpebosanua u HopMi,l

Ha 3TukeTky A0/mKHBI GbiTh HaHeceHbl cumBoabl no FOCT

P UCO 15223-1:
— «MeauuuHCcKoe M3lenMe AN OAWAarHOCTMKKH HH
BUTPO»;

«3anpeT Ha MOBTOPHOE NPUMEHEHHUEN;
«PagnaumoHHas cTepuan3aumnay,
«TemnepaTypHblit AMaNa3oH»,
«bepeusb oT Biarn»;
«He aonyckarb BO31eACTBUSA COJHEYHOTO CBETaN;
— «JlaTta “U3roToBIeHUA»,
— «Mcnoab3osats a0».
— «Homep cepumnn»;
«Homep no karaaory»,
«Ob6paTUTECh K HHCTPYKLIMH 110 MPHUMEHEHHION.

Hanuuue MHAMKATOPOB CTEPUIIU3ALIHMH

Hanunuue MHAWKATOPOB CTEpUITU3ALIUU Ha
NPOTHBOMONIOKHLIX TPAHAX TPaHCMOPTHOW  YNAKOBKH
O/IHOMY MHAMKATOPY Ha K&XAYIO rpaHb).

ABYX
(no

KomnnekTHoCTb

B kaxaoit TpaHcnopTHO# ynakoBke HaxoasTcs Mspenus (He
Gonee 720 wrT., ¢opMupyeTcs B COOTBETCTBME C 3aKa3oM
noTpebuTe ), MHCTPYKLIKSA N0 NPUMEHEHHIO

8. PyHKUHMOHA/IbHbIE XAPAKTEPHCTHKH

CoxpaHetine XH3HeCnocobHOCTH
TECT-LUTAMMOB NpPY XPaHEHUH B
MEIMLUMHCKOM M3JeNnH B TeueHune 48
4acoB ;18 rPynnbl a3poOHbBIX U
(aky1bTaTUBHO aHaIPOOHBIX
MHKPOOPraHW3MoB H 24 4acos a1
rpymnnb! NPUXOTIUBBIX
MHKPOOPraHU3MOB NpH TeMIepartype
+2 a0 +8°C.

KOE np# KOHTpOIBHOM NOCEBE Nocne
xpaHeHus otnuuaetca ot KOE npu
Hy/ieBoM nocese He Gonee yem B 10
pa3s B CTOPOHY YBEJIMYEHHUS POCTa W HE
Honee uem B 100 pa3 B CTOpOHY
YMEHBIUEHUS.

¢ Bce TecT-1uTaMMBI HEO6X0AWMO BbICEBATh Ha arapM3oBaHHbIC
nuTaTeNbHble CPeAbl Mocie XpaHeHWs B Msgenun B 3aaHHBIX
YCIOBUSAX.

e VBelMyeHUE POCTa MMKPOOPraHM3MOB B MpoLECCe XpaHEHHUA
B M3neiun npu 3anaHHbIX YCNOBHAX AOMKHO ObiTh He Gosblue
ueM B 10 pa3 no cpaBHEHHIO C HYJIEBbIM MOCEBOM.

e VYMeHblleHWe pOCTa MHKPOOPraHM3MOB B  rpouecce
xpaHenus B U3aenuu 1pu 3a1aHHbIX YCIOBMAX AOMKHO ObiTb He
6onbiue yem B 100 pa3 no cpaBHEHHIO C HYJEBbIM NTOCEBOM.

B KkauecTBe TeCcT-LITAMMOB JUIA KOHTpOJsA TMOKasatelei
COXpaHEHHs IKM3HECMOCOOHOCTH MCMOMBL3YIOT: M3  TPYNIibl
MPUXOTMBBLIX MHKpoOpranusMoB —  Neisseria gonorrhoeae
ATCC® 43069; u3 rpynnsl  a3pobos/aKyabTaTHBHbIX
anaspoboB — Pseudomonas aeruginosa ATCC® 27853,
Staphylococcus  aureus subsp. aureus ATCC® 25923,
Streptococcus  pyogenes  ATCC®  19615.  Bo3moxHo
MCNOJIb30BaHHE aHATOMMYHBIX TECT-LITAMMOB.

CoxpaHenue cTabunbHOCTH
f6ronoruyeckux cBOWCTB TeCT-
LITAMMOB 110C.1€ XPaHEHHR B
MEIMUHHCKOM M31e/MH B TeueHue 48
YacoB 1S FPYNMNbI a3poOHbIX K
(haky.1bTaTUBHO aHaIPOOHBIX
MHUKPOOPraHU3MOB H 24 4acoB 114
TPy nbl IPUXOTIUBBIX
MHKpPOOpIraHU3MOB NpH TEMMepatype

J Habnionaercs THNMYHBIA POCT MUKPOOPraHUIMOB TNpH
BBICEBE Ha arapu30BaHHble CPEabl, OTCYTCTBHE BbIpaXeHHOH S-R
ANCCOLMALIMH.

L4 Habnoaaertcs TUITHYHBIA

MHUKpOOpraH1uama.

reMOons, ans JAAHHOTO

WccneoBanne MPON3BO/IAT COBMECTHO C HCC.ICA0BAHUEM
Ha COXpAaHEHHC WHUIHECIIOCOOHOCTH.
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HaumeHosaHue TpeGoBanua n Hopmﬁ

or+2 no+ 8 °C. B KauecTBe TECT-WITAMMOB JUIA KOHTpONA CTabHMABHOCTH
Gvonornyecknx ceoiicts ucnonesytor: Staphylococcus aureus

Ouenka NPON3BOANTCA MO XAPAKTEPY | sybsp, aureus ATCC® 25923, Streptococcus pyogenes ATCC®
pocTa KYALTYP Ha arapu3oBaHHBIX 19615.

cpesax nocne syicena ¢ Uaaenns.

3. MEPBI IPEAOCTOPOXHOCTH IIPH PABOTE C H3AEJIHEM

W3nenue npeanazHaveHo TOALKO AN NPOPecCHOHANLHOrO NMPUMEHEHUA.

Heucnons3osanHoe Magenue He TOKCHUHO H NONHOCTHIO BE30MAcHO ANS HeNOBEKa, KUBOTHBIX H
OKpYXalome# cpeasl.

MorenunansHuiii puck npuMeHenus Hageams — knace 2a cornacHo Ilpukasy Muuucrepcrsa
3apasooxparenus PO Ne 4 ot 06 mous 2012 1.

Mpr 3a6ope OGHOROrMYECKOTO MaTepuana W  WACHTUGMKALWH COASPMAILMXCA B  HEM
MHMKDOOPTaHH3MOB M 3aLIMTEI OKPYXKAIOWEH cpeabl HeoOxoaumo:

® HeeneAyeMulil GHONOTUYECKHi MaTepHal OUCHKBATD, KaK HHOHUMPOBAHHBIA HIM NOTEHUHATEHO
MHOULMPOBAHHBIH MaTepHan, KOTOPLIA 38BEJOMO MIVH C BLICOKOH CTENEHBIO BEPOATHOCTH COACPIHUT
KH3HECTIOCOGHBIE MHKPOOPTAHHIMEL, ZOCTOBEPHO WAM MPEANONOXKMTENBHO Bhi3biBaiowme 3abonesanns
4esoBeKa.

* 18 ofecrievenus auuHOit 6e30nacHOCTH COTPYAHHKOB OPraHW3OBLIBATL XpaHEHHe W paboty ¢
Guonornueckum marepuanom B coorserctsui ¢ CanlluH 3.3686-21 «CannrapHo-anuaemuonoruyeckne
TpeGoBanus no npodunakTuke HHGekUMOHHbIX Gonesueii», CanllnH 2.1.3684-21 8 wacTu
KNaccHUKALMM MEAHLMHCKMX OTXoAcB , cobmoaars Tpebosanus I'OCT P 52905 «JlaGoparopum
meauuuHckue. TpeGosanus GezonacHOCTUN.

¢ TpeboBaHns K NOMEWEHHAM K NpoBeAcHMIO PaboT ¢ MEQMUNHCKUM H3AENHEM B COOTBETCTBUM C
CaullnH 3.3686-21 n TOCT P 53079.4-2008.

K npolenype B3STHA ¥ TPAHCTIOPTHPOBKYM GHONOIMYECKOTO MATEPHANA AOTYCKAETCS MEAHLIMHCKUHA
1epcoHan, WMeloIMil cpeaHee M Boiclee NPOdECCHOHANbHOE MENMUMHCKOE WAH OHonoruyecxoe
ofpa3oBanue ¥ NpoLICAUIMI CRELNANBHLIA MHCTPYKTAX NO TEXHHKE PaGOTHI U MepaM Ge30NacHOCTH.

Uzmenne OTHOCHTCA K rpynne roptounx Marepnanos. [Ipy KoHTakTe ¢ OTKPBITBIM OTHEM FOPHUT
KONTHIKHM fnnamMeHeM ¢ ofpa3oBaHueM pacniaBa M BbIAENEHWEM YIJIEKHWCIONO rasa, NapoB BOAb! M
razoo6pasHbix NPOAYKTOB.

Jng obecnevenus noxapHoit 6e3onacHOCTH B npouecce XpaHCHWA M 3KkcnayaTauuwu Hagenuna ne
AONYcKaTh BO3ACHCTBHA OTHA, MONAAAHKUA HCKP.

Jlna TyweHus U3neNnyid, N3roTOBASHHBIX U3 MONHMEPHBIX MATEPHANOB, TIPUMEHSAIOT OTHETYUIMTENH
moBOoro TUNa, Boay, BOAAKOM Nap, OFHEracHTe/IbHbIE NEHbl, MHEPTHLIE Ia3bi, NECOK, acGecToRbIE OAesna.

JA 3aIMTH OT TOKCHYHBIX NPOAYKTOB, 0GPa3yIOHXCS B YCNOBUAX NOXKApa, NPH HEOOX0AUMOCTH
NPUMEHSIOT H3OTUPYIOLLME TPOTHEOTA3Bl NHOGOTO TUNA WK PNALTPYIOLIKHE NPOTHBOTA3L Mapkn BK® no
rocCT 12.4.121-2015 CCBT.

4. NMOKA3AHHS, TPOTUBROMOKA3SAHMSL, TIOBOYHOE AEACTBHE

Toxasauua. Hsnenue npumenserca B ciyyae HeoGxoaumoctw otbopa M TPaHCROPTHPOBKK
GHoMaTepHana, NOTEHLMALHO COAEPHALIEro naTorenHsle Gakrepun rpynn aspobHBIX, PakynbTaTHBHO
aHaspOGHBIX NITH NPUXOTIUBBIX MUKPOOPTAHHWIMOB.

l'lpo*ruaonoxaaannﬁ K ACTIONB30BAHUIO B pAMKaX YCTAHOBJACHHOFO Ha3HANMCHHA HE KMCCT.

[Mo6ounble aciicTaNs, CBA3AHHbIE C MPUMEHeHHeM HM3aeaua. OTCYTCTBYIOT.

10

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



5. YTUIHM3AIHA

UcnonbioBanubie M3nenus ¥ MCNONB30BaHHbIE PACXOMHBIE MATEPHanEl YTHIN3ZHPOBATE COrNacHO
CAHUTAPHO-3MUCMHUONIOTHHECKUM  TpeboBaHNAM K OOpallCHHIO ¢ MEIHUMHCKAMH OTXOAaMH B
cooTeeTcTenn ¢ CanlluH 2.1.3684-21, kak MeauuUMUHCKWE OTXOALI Kiacca B .

WU3nenws, nprweane B HENPHrOAHOCTh, B TOM YMCIE B CBA3N ¢ HCTEYEHWEM CPOKA IORHOCTH,
YTUAM3UPOBATL  COMNIACHO  CAHWTAPHO-3MMAEMHONOTHYECKHM  TpeDoBaHMAM K obpawennio ¢
MeARUUHCKKUME oTXoaaMu B cooTeercTBuu ¢ CanlluH 2.1.3684-21, Kak MeAMUMHCKHME OTXOABI Kiacca A
(snunemronoruyecky GezonacHsie 0TXOALL, NC cocTaBy nprdnmxexnsie K TBO).

OfpalueHne ¢ MEAHUMHCKMMHA OTXOJAMM ClIeNlyeT BLITIONHATL COrNAcHO CXEMe, TMPHHATOH B
KOHKPETHOR  OpFraHW3auMu, OCYILUECTBIAIOWEHR MEAMUWUHCKYWO AeATensHoCTh. JlaHHas  cxema
paspabaTeiBaeTcs B COOTBETCTBMM ¢ TpeGOBaHWAMH BBIICYKA3aHHBIX CAHUTAPHBIX NPaBUI W
YTBEpPXKAACTCA PYKOBOANTENEM OPraHH3aUAU.

6. OBOPYAOBAHHUE H MATEPHAJIBI, HEOBXOJAHUMBIE ITPH PABOTE C H3AE/IUEM

Jlna  TPaHCNOPTUPOBKH W XpaHeHWs OHONOrMYECKOro Martepuana HeoBXoauMo YyCTpoicTBO
MOAJAEPKAHNUS TEMMNEPATYPHOTO  peknMa, Hanpumep, «TepMOCYMKM AnS  TPaHCNOPTHPOBXH
GHONOrMYECKHX MATEPHANOB NpPY 3A4AHHOM LHanasoHe Temnepatyp» no TY 9398-007-17547866-2008
PY Ne ®C3 2009/04492 nan ananor.

7. AHAJIH3HPYEMBIE IIPOBbBI

HccneayeMmbiii Guonoruyecknit MaTepHan — OTAEIAEMOE CIM3ACTLIX 000ONIOYEK POTOBONH MONOCTH;
npoGel U3 OMATOB BOCHANEHHMA M M3BA3BACHUS HAPYXHBIX MNONOBLIX OPraHoOB; OTAENAEMOE IpH
MHEKUHOHHO-BOCTIANMTENbHBIX 3a60/IeBAHUAX yXa; MaTepuan U3 O4aroB BOCTIANIGHUS K U3BA3BAEHUA
KOXH ¥ MOAKOXHBIX TKAHEH, 'HOH, paHesoe OTAeNIeMoe.

Hanenue Talke MOXKET MCTIONB3OBATBCA ANS TPAHCMOPTHPOBKM M KPATKOBPEMEHHOTO XPaHeHUs
KyAbTYphI LWUTAMMOB MHKPOOPTAHH3MOB.

IMpensaputensuas obpaborka aHATH3MPYEMbIX Pos GHONOrMHecKOro MaTepHaia He TpeGyerca.

8.IIPABIJIA 3ABOPA BUOJIOTHYECKOTI'O MATEPHAJIA

Matepran Ans KecneaoBaHus GepyT HEMOCPEACTBEHHO M3 ovara MH(EXUHH HAH HCCNeAYHoT
KIWHUYECKH 3HAuMMbIE Oumonoruveckuit marepwan. HeoGxoaumo coGnionats acentuky, wusberas
KOHTaMHHaLMK Buonornueckoro Matepuana. Konnuecrso mMarepuana nomkHo GbiTh A0CTATOMHRIM A
NpoBeeHUA HCC/IENO0BAHMA, YTO oOOECneHMBAeTCA CTPOTHM CHCAOBAHMEM METOAMKAM  B3ATHUA
Guomartepuana, onucaHusiM 8 MY 4.2,2039-05 «Texnuka cGopa 1 TPaHCNOpTHpOBaHHS OHoMaTepuanos
B MUKpoBHonoruyeckre naboparopuuy» 1 nyHktax 8.1 — 8.6 HacTosueR HHCTPYKUHE NO NPUMEHEHHIO.

8.1 Uccnepoparre MaTepuana npy paHeBoi nHpeKumu

Ot6op martepuana YHUBEpPCANbHLIM 30HA-TAMNOHOM MPOH3BOAAT TONBKO NPH HEBOIMOKHOCTH
OCYWECTBACHHA 00bEMHOrO MeTosa. Matepuan GepyT KpyroBbiMH BpallLATENbHBIMK ABHXEHHAMH OT
ueHTpa K nepMdepun nopaxénnoro yuactka. [locne orGopa, 30HA-TAMNOH MOMEIIAIOT B IPOBHPKY.

8.2 Obpa3unsl 13 3eBa

Ilns oT6opa MaTepHana WCNoONL3yOT YHUBEpcanbHbli 30HA-Tamiod. Hcenenyiot npexae Beero ans
BLIABCHHWA Q-FEMONMTHUECKHX cTperrrokokos rpynnsl A, H.influenzae (npu snurnorwrrax).llpn
HATHYMK  CrieuMHYECKOr0 aHaMHE3a MpPOBOJAT MWCCNEAOBAHHE ANS HCKNIOHMEHHWA FOHOKOKKOBOW
srnonorun papunrura. He cnegyet 6parh MaTepHan npy BOCNAAEHHOM HAAMOPTAHHUKE, TAK KAK MOXKET
BO3HHMKHYTL OGCTPYKUMA ALIXATENbHBIX MyTel. Mazok u3 3eBa cieayeT GpaTh A0 €ABl UIH uepes 2 - 3
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yaca mocne npuéma numy. [Tepea B3aTuem npobsi GonbHoMy HEODX0AMMO NPONONOCKATH POT TEMIOH
KMNAYEHOR BOAON. AKKYpPATHO MPKMMAA A3LIK LUINATEEM, BBOAAT CTEPUbHBIN 30HA-TAMIOH MEXY
AYKKAMHM MHHIATMH W A3b19KOM. JIBIDKEHHEM 30HA-TaMNOHA BMepéA M Hasal coGHpaloT MaTtepuan ¢
3aAHell NOBEPXHOCTH IMIOTKH, MHHAAIMH W YYACTKOB BOCMANCHHA MW M3IBAIBACHHA CausucTod. [lpn
BanTHM Tpobhl CO CAM3MCTON 3eBa (PMOTKH) HEMB3A KAcaThea WEK, s3blka, AECEH, a TaKKe coGHpaTh
cmouny. [ocne oT6opa, 30HA-TAMIOH NOMEWAIOT B NpoGHpPKY.

8.3 B3aTue MaTepuana fpu uccneaoBakuu Ha so3byaurenet andrepun.

Jna otfopa MaTepuana UCMOAB3YIOT YHUBEPCANBHBIH 30HA-TaMNOH. MaTtepuan 3 poTOTIOTKH M
Hoca GepyT HATOLAK WM HE paHee, ueM uepe3 2 4aca 1ocie €4, [PH XOPOIIEM OCBRINCHUH C
MCTIONB30BAHMEM IUMATENSA, HE KACAACH 30HA-TAMMOHOM A3bIKa, CAMMCTHIX ek K 3y6os. [lpu Hanuuuu
HANEeTOB MaTepuan cleayeT GpaTh ¢ rPaHMUEI NOPAKEHHBIX ¥ 3/IOPOBBIX TKAHEH, CNerKa HaXKUMas Ha HUX
30H-TAMIIOHOM.

8.4 Marepuan npu BOCITANEHUH HaPYKHOTO yXa.

Jins ot6opa Matepvana MCMOAB3YIOT YHHBEpCANbHBIA 30HA-TaMnoH. OBpabatmsator koxy 70%
ITHAOBLIM CHUPTOM M MPOMLIBAIOT CTEPUALHBLIM H3OTOHWHMECKMM pacTBOpOM XNOpHaa HaTpHi
(puspacTeopom). Otaensemoe 13 ouara coGHPAIOT M anee 30HA-TAMITOH NOMELLAKOT B NPOGHUPKY.

8.5 HccnenosaHue OTASNAEMOrO XKEHCKUX NOAOBHX OPraHOB

Jlnn or6opa MaTepHana HCNOJB3YIOT YHHBEPCAIBHELH 30HA-TaMNoN npu 3a6ope npobul W3 oyaros
BOCTIAIEHHA HAPYXHBIX TOJNOBLIX OpraHoB. Bsstue Mmarepuana ans  MUKpobUOROrHHECKOro
HCC/ICIOBAHHUA NMPOBOAMT AKYIIEP-THHEKONOT A0 NPOBEASHUA MAHYANBLHOTO HCCNEROBaHMA Matepuan u3
ByNbBbI, MpeAaBepus Bnaranuuta GepyT 3oHA-TaMnoHoM. [locne oT6opa, 30HA-TAMNOH IMOMELNAIOT B
npodupky.

8.6 Hccnenosanne ruoiisoro GuoMaTepuana w matepuana U3 O4aroB BOCManeHUs ¥ M3LAIBACHUHA
KOXH

Jna otfopa Marepuana MCHOML3YIOT yHHBEpcanbHblif 30HA-TamrioH. [lpeasaputensHo chaeayet
OMHCTUTL TOBEPXHOCTh. BroMatepnan ciesyer 6paTh 30HA-TAMMOHOM W3 TAYOMHBI, FAe¢ MeHblue
BTOpH4HON MUKpodaopsl. [locire oT6opa, 30HA-TAMNOH NOMELLAIOT B NPOGHPKY.

9, NOATOTOBKA U3JAEJUA N1 HCCIIEAOBAHUSA

WUznenne nocTapaseTca B roTOBOM K NMPUMeHEHKIO Buae. CneunanbHeiX AEHCTBRI 10 NOArOTOBKE
u3zenua k pabore He TpebyeTcs.

10. IPOBEREHHE HCCJIEJOBAHNA
IMepen nauanoMm paboTsl ¢ M3genHem 03HAKOMBTECH C HHCTPYKLIHEH 1O IPUMEHEHUIO.

(0.1 TTOPSZIOK PABOTBI C M3IEJIMEM

e Ynanure ynakosky,
e Ha crieunansHOM r1oje Ha npoGupke ¢ TPaHCMOPTHOW CPENcH HAHECHTE BPYHHYIO ¢ NIOMOLUIBID
NHCHMEHHBIX TIPHHALTEKHOCTEH HeobxoauMyIo HHdopMaLmio o6 ueeneayemom ofpasue:
- ®.H.0. naunenra;
- wMecto 3a6opa Huomarepuana;
— ZaTa ¥ BpeMs B3ATHA OHOIIOrMYECKOro MaTepHana.
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¢ HapnekuTe 30HA-TAMIIOH;

» Bozemure npoby;

o CHMMHTE KPBILIKY C NPOGHPKM ¥ BBEAMTE 30HA-TaMNOK B NMPOGMPKY C TPAHCIOPTHON cpeaoH;

o CnomaiiTe 30HA-TAMIIOH B TOUKE fiepenoma 0 Kpai npoSHpxu;

® 3aBMHTUTE KPBILIKY A0 (PUKCALMM 30HAA-TAMIIOHA B HEM.

e TpaxcnopThpyiite npoby 8 naGopatopuio.

¢ Cnenalite BbiceB Ha MATATENBHYIO CPEAY 30HA-TAMMOHOM.

o [TpofOMKHTENLHOE XPaHEHHE MHOKY/IMPOBARHHBIX M3ASNWH PEKOMEHAYETCA OCYLIECTBIATH MpH
TeMnepaType Xonoaunshuka ot+2 10 +8 °C, Bpema XpaHeHHA NPy 3TOM HEe AOMKHO npepuiuats 48
HacoB; A5 IPHXOTIHBBIX MUKPOOPralu3mMOoB — He Bonee 24 yacos.

¢ XpaHeHre WHOKYNHPOBAHHBIX M3fenuit MPH KOMHATHON TeMnepaType BO3MOXHO, HO B 3TOM
Clyuae HYKHO MNPUHHMATb BO BHHMAHHE BLICOKYIO WHTEHCHBHOCTh POCTa IPaAMOTPHLATENBLHBIX
MUKPOOPraHH3MOB, YTO MOXeT 3aTPYAHMTh BhICEB 0onee NPUXOTAMBONO H MEANEHHO PACTYLUEro
MHKPOOPraHu3Ma co cMelanHoro Maska. COOTBETCTBEHHO, BPEMSA XPaHEHHA N0HKHO GHITh CHHXKEHO,

10.2 B3SATUE, TPAHCTIOPTHPOBKA, INIOCEB HCCIIEAYEMOI'O MATEPHAJIA

BisTHe, TPAHCNOPTHPOBKA H MOCEB WMCCAEAYEMOTO MATEPHana MPOU3BOMAT B COOTBETCTBHH C
AOKYMEHTaMH:
- MY 4.2.2039-05. Metoas! koutponsa. Buonornueckne u MukpoGuonoruueckue $pakTopsi.
Texuuxa cGopa M TpaCOpTUPOBKM GHOMaTepuana 8 Mukpobuonornyeckue nabopatopuu;
— Metoanueckne pexomeHpaumy Munsgpasa PCOCP ot 19 gexabpa 1991 r. «Metoan
GaKTEPHUONOrUyecKOr0  MCCNEAOBaHHA  YCNOBHO-NATOr€HHbIX  MWKPOOPTraHuW3MOB B
KTHHU4ECKO#H MUKpoBuonorumny.

10.3 YCNIOBUS TPAHCITIOPTUPOBKH U3MEJIUA C TOMEUIEHHOM B HEI'O ITPOBOH
BUOJIOTUYECKOI'O MATEPUAITA

Bpems aocraku Guomatepuana ot MomeHTa 0T60pa npobbl B TPAHCMOPTHYIO CHCTEMY M A0 Havana
MCCIENOBAHMA HE JAOJDKHO npeBsliaTs 48 uacos npu Temnepatype ot +2 g0 +8 °C ans
aspobos/akynsTaTMBHHIX aHaspoBoB U 24 uaca mpu Temneparype ot +2 ao +8 °C ana npuxoTAMBLIX
Gakrepuit.

[Tocne aocraBku GuomaTepuana B nabopaTopMy HEMEAICHHO NMPOU3BECTH NMoceB GHOMaTepHana Ha
NHTaTeNbHbIE CPeabl ¢ LIENLIO BLIACNEHHA M AanbHeiweit naentnduxauxn cogepxamuxca B npobe
MHKPOOPraHU3MOB.

10.4 MEPBI, NTPENOTBPALIAIOIUE BO3HHKHOBEHHWE PUCKOB

Tonbko Ans NpodeccHOHANBHOTO NPHMEHEHNA. Bee MAHUMYNRLKK C H3ACTNEM TIOCHE U3BJIEUCHHA
uz GnncTepHON YNMaKORKW, B TOM YHCNE TPAHCNOPTHPOBKA H3aeaki ¢ GHOMATEPHANOM, AONXKHLI
OCYWIECTBAATECA NpodeccHoHamamu. BasTHe, TPaHCHOPTHPOBKY. MOCEB MCCACAYEMOTO MAaTEpHana
NPONU3BOAWTE B COOTBETCTBMH C HOPMATHBHBIMH HOKYMEHTAMM: METOOMUECKMMHM PEKOMEHAALUAMH
Mussgpasa PCOCP 19 pekabpa 1991 r. «Metoaw 6aKkreproa0rH4eckoro HUCCAEAOBAHMA YCIOBHO-
NAaTOTEHHLIX MUKPOOPraHH3MOB B KITHHNYECKOH MUKPOOHOIOTHRY.

He ucnons3osaTh TPAHCMOPTHBIE CHCTEMBI NPW HANUMUM MPU3HAKOB KOHTAMHHAUWM, W3MEHEHHA
11BeTa, HAPYLIEHHA YNAKOBKY MW APYTHX NPH3HAKOB NOPHM H3NCHA.

[lpn pabore ¢ paHHoit  npoaykuMell  cneayeT  pyKOBOACTBOBAaTHCH  CAaHUTAPHO-
IMUAEMHONOTHYECKMMH NPABHIAMH K METOIHYECKUMH YKA3AHWAMH, PEriaMEeHTHPYIOUIMMY MPOBESEeHHE
Saxrepuonorueckux uccnenosannii (P3 Ne 52-93 or 30 mapra 1999 r., Canllun 3.3686-21, CanlluH
2.1.3684-21).

ITpw paGoTe ¢ U3nERUAMH CEAYET HAAEBATL OAHOPA3OBLIE pesuHoBHe nepuatky (MFOCT P 52239},
BO H3BexanHe pucka HHPHUKPOBAHNA NepcoHana HruoMaTepuanom.
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TonbKO ANS OAHOKpatHOro mpumenenna. Msnenue CTepUnbHO M NpH MOBPEXAEHHN YMAKOBKK HE
MOMET OBbITb HCMOJIb30BAHO.

TIpoTHBONOKA3aHKA K NpuMeHeHHI0 U3aenus — OTCYTCTBYIOT.

CobmoaaTh TpeGOBaHMS YTUNN3ALHH MEQMLIMHCKHX M3ACAUA.

Heo6x0aMMo NpOBOANTE CHEHMANbHYIO MOATOTOBKY M MHCTPYKTaX 00C1YKHBAIOLIErO fIEpCOoHana.

H3nenue He TOKCHYHO W NOMHOCTHIO 6e30MacHO ONA YENOBEKa, KHBOTHBIX, OKpYXatowed cpeabl;
HE COAEPKUT MOTERUMANBHO NH(PEKLHOHHBIH MaTepHan.

JInd NpenoTBpAIIEHNS PHCKOB NOXHONOROKMTENBHBIX Pe3ynLTaToB HeobxoamMo coGmonath
NpaBuna acenTHKY, w3beras KOHTAMWHALMM npoGhl GHONOrMueckoro Matepuana MoOCTOpoHHEH
mukpodaopoit. Ins 3roro HeoGxoaHMO cOGMIOAATS CAEAYIOILHE MEPhl NPEAOCTOPOKHOCTH:

o He wcmons3oBaTh TPAHCNOPTHHEIE CHCTEMbl NPK  HAAWMMA  TPU3HAKOB KOHTAMHHAUMM
TPaHCNIOPTHON Cpeas, WIMEHEHWS UBETa TPAHCMOPTHOW Cpelbl. HAPYIICHHA YNAKOBKH WAM APYrHX
NPNIHAKOB MOPHH W3ACAUA.

o Tpobupky ¢ TpancnoprTHO# cpeno M 30HA-TAMIOH HCNONL30OBaTE Cpaly MOC/E BCKPHITHA
HaucTepHoit ynakosku.

o TTpoupky ¢ TpaHCIOPTHOMW CpeRol nocne nomellleHus B nee pobel GHOMATEPKANA HEMEANCHHO
YKYMOPHTb BUHTOBOH KPbILLIKOH.

e He 3arpasHATE HAPYXHYIO MOBEPXHOCTL NPOGHPKH NpH cGope u nocTaske npob

10.5 [TIPUYHHBI BO3HHKHOBEHHWE PHCKOB JIOXXHOOTPHULIATEJIBHBIX PE3YJIbTATOB
M CNOCOBbl UX YCTPAHEHUA

MpuurHAMM BO3HUKHOBEHWA PUCKOB JOXKHOOTPHLATENBHLIX PE3Y/NBTATOB MOFYT CHAYXHTb
HecoONIOIeHHE NPaBHA NPEaHAIUTUHECKOrD 3Tana HCCAeA0BAHHIM:

® MIOATOTOBKM NALIMEHTA K HCCNEROBAHUAM,

& MeTOAMKH cOopa GuomaTepHana;

* npaBUNLHOM H CBOEBPEMEHHOH AocTaBKM GuomaTepuana B naGopaTopuio.

JIng ycTpaHeHHA PHCKOB NOKHOOTPHUATENbHBIX PE3yNLTATOB HEOGX0aNMMO:

I. crporo cobnopate TpeboBaHMA AOKYMEHTA:

MY 4.2.2039-05 «Metoau kontpoins. Buonoruueckne 1 MukpoSuonornueckne Gpaxkropsl. TexHuka
c6opa U TPAHCNIOPTHPOBKH GHoMaTepHana B MUKPOGHONOTHIECKHUE JlaGopaTopum.

11. crporo cobnronaaTs ycnosus TPAHCNOPTHPOBKM GHONOTHUECKOTO MaTepUana 8 nabopaTopHio.

B cnyuae noOMy4eHUA COMHMTENBHBIX WM HE COOTBETCTBYIOWIMX KIMHHYECKMM NpH3HaKam
pe3ynbTaTOB WCCAENOBAHMA DPEKOMEHIYETCA MOBTOPHO NpoBecTH oT6Op U uccnenosatue oGpasuos
Gnomarepuana NauMEHTOB, TMOO NPOBECTH TECTUPOBAKKE APYrMM IIPUMECHUMBIM METOAOM.

10.6 MYHOOPMALIUSA 114 MOJIb3OBATEJIEHN 110 BHYTPEHHEMY KOHTPOJIIO
KAYECTBA.

JIns KOHTpOAA KAayecTBa W NPHEMKM HITOTOBJICHHOR NPOAYKUHY POBOAAT CNEAYIOIIHE OCHOBHELIC
KATErOpuH HcnbiTauuii B cooTBeTcTBUM ¢ TpeGoannamu [OCT 15.013-2016: npuemo-caaTotHeie
MCABITAHAA, NEPUORHYECKUE UCTILITAHUS U KBATMPHKALMOHHbIC MCNBITAHHA. MeToauKa MCMbITAHUA M
nasHble Mo o6seMy McnibiTanuii ipeactasaensl B TY 20.59.52-042-17547866-2022.

11. YCIOBHS XPAHEHHMA H TPAHCTTOPTHPOBAHWSA U3JAEJHRA
11.1 YCJIOBHS XPAHEHKUA

Uzgenns 8 YHAKOBKE 3aBOA& HITOTOBHTENA KOJKHBI XPaHUTLECA B 3AKPHITHX OTANIHBAEMbIX
CITAACKHUX NOMEUICHUAX Ha CTCNKAX.
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Ycnoens xpasenns Hinenua (Ge3 Guomarepuana): mpu Temnepatype oT + 2 go + 28 °%C u
OTHOCHTENBHOM BAAXHOCTA BO3AyXa He Bbuwe 70% Ha pacCTOSHMM HE MEHeEe ONHOrO METpa OT
OTONNTENLHBIX NPHOOPOB.

B npouecce XpaHeHWs He AONYCKATh MOBPEXAEHHMHA yNakoBKW, BO3ACACTBHA Tenna, Biaru,
CONHEHHOTO CBETA, MOBBILIEKHBIX TEMNEPATYP, OrHA, NONANaHHA HCKP.

Homyckaerca wrabenuposanue U3gennit B TpaHCIOpTHO#H ynakoske He Gonee HeTHPEX PAAOB.

Tlocae npoBeseHNA MHOKYIMpoBaHua M3aenns XpaHAT B XONOAMALHUKE MPH TEMMepaType oT +2 A0
+8 °C ue Gonee 24 wuacom (ANA NPUXOTAMBBIX MMKPOOpPraHus3Mos) W ne Gonee 48 wacor (ans
a3po6HBIX/PaKy b TaTHBHO-aHA3POOHBIX MHKPOOPTaHA3MOB).

11.2 YCNOBHUA TPAHCITOPTHPOBAHUA

YcnoBHA TPAHCNOPTHPOBaKKA — NpU TemnepaType ot + 2 10 + 28 °C U OTHOCHTE/LHO BIAXKHOCTH
Bo32yXa He Gonee 70 % 8 YCIOBUAX, HCKTIOHAIOMIMX ASHCTBHE MPAMBIX CONHEUHBIX JIy4eH U Blaru.

Mszenre TPaHCNOPTHPYIOT B 38KPBLITHIX TPAHCTIOPTHLIX CPEACTBAX BCEMH BMAAMH TPAHCMOPTa,
06ecneynBaIoLero PErmaMeHTHPYEMYIO TEMMEPATYPY TPAHCNOPTHPOBAHKMA, MO MPaBUNAM [(EPEBO3KH
rpy308, AefiCTBYIOLIMM Ha COOTBETCTBYIOLIEM BHAE TPAKCIIOPTA.

IIp# TPaHCNOPTHPOBAHHMM, OCYIMIECTBNEWMU NOTPY3kM ¥ BHIrpy3ku Hagenus RomxHb GbiTh
OPHHATE! MEPbI, MPEAOXPAHAIOWME TAPY OT MEXAHUYECKHX NOBPEXICHHH, BO3ACHCTBHA aTMOC(HEPHBIX
0CafIKOB.

Morpysouno-pasrpy3outsie paboThi Npy CKAAAMPOBEHMM YNAKOBAHHOH TNPOAYKUMH DODKHLI
seintonuaTses mo FOCT 12.3.009.

Tlocne nHoKynupoeasusa Manenus TpaHCHOpTUPYIOT NpH TeMnepatype oT +2 a0 +8 °C e 6onee 24
4acoB (ANA NPHXOTIMBHX MUKPOOpPraHMIMoB) M He Gonee 48 uyacos (Ana adpoGHLIX/PaKyNETATHBHO-
aHa3pofHBIX MHKPOOPraHU3MOB).

11.3 CPOX FT'OJHOCTH

Cpox roanocTy rotoeoro Magenuns cocrasnger 2 roaa.

Usnenus, TPaHCNOPTUPYEMBE M XPaHMBIUHECH ¢ HAPYLIEHWEM PErIAMEHTHPOBARHHOTO PEXHMA,
NPUMEHEHMIO HE NOJUTEXAT.

WUanenne nocne nepsoro BCKPLITUA BHYTPEHHEH YMAKOBKH HE TIOANEKMT XPAHEHHIO H NOMKHO
OLITL HCNOJB30BAHO HE3AMEATHTENBHO.

Hanenua c uCTEKIIMM CPOKOM TOTHOCTH K NPHMEHEHUIO He AONYCKAIOTCS.

12, TAPAHTHH U3TOTOBHUTESA

Pa3paGoTUyK H [IPOM3BOANTENb MEAHLMHCKOTO H3ACIHA:

O6utectBo ¢ OrpaHHueHHOH OTBeTCTBERHOCTSI0 «[EM» (000 «"EMn).

topuauueckuii anpec: Poceus, 127083, r. Mocksa, yn. 8 Mapra, a. 1, c1p. 12, 3max 3, nomemenue
XXV- koMuara 11,

axTuuecknit agpec: Poccus, 127083, . Mocksa, yn. 8 Mapra, a. |, ctp. 12, stax 3, nomenexue
XXV- koMnara 11,

anpec npoussoacta: 109235, Poccus. r. Mocksa, yn. Kypeanosckas 1-1, a. 34, c1p.8

WHH 7714044006; Ten.: +7-495-612-43-12, +7-495-612-86-63, +7-495-787-66-09; daxc: +7-495-

612-40-81 , e-mail: sale@hemitd.ru.
13.ACIHOJb3YEMBIE CHMBOJIbI ITIPH MAPKHPOBKE H3AEJINA

MapkupoBka NpoBMpKH; WHAMBHAYansHOH, NOTpeOHTENBCKOA W TPAHCNOPTHOH YMAKOBKA
npoBoauTcA B cootBercTBuM ¢ N 1.54-1.56 TY 20.59.52-042-17547866-2022. Cumeonsl,
UCNONTb3yeMble TIPH MapKHPOBKe, yKasaHbl B Tabnuue 4.
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Ta6nuua 4. C¥MBOABL, MCNIONB3YEMbIE NPH MAPKHPOBKE
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