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TOCYJAAPCTBEHHBIN CTAHJIAPT POCCUACKON ®ENEPALINH

HABOPbBI PEATEHTOB
JUI KIMHUYECKO! JIABOPATOPHO! TUATHOCTHKH

OG6use TeXHHYECKHE YCIOBHA

Kits of reagents for clinical laboratory diagnostics.
General specifications

Jata ssenenns 1998—07—01

1 OBJIACTb TIPUMEHEHNA

Hacrosuuuit crangapr pacnpocTpaHsieTcsi Ha HaGopbl peareHToB st
KJIMHUYEcKoi#l nabopaTopHO# AUarHOCTHKM (aanee — HabGopbl) MpUpOA-
HOTO WM MUCKYCCTBEHHOTO MPOUCXOXICHUS, NpeAHa3HaYeHHbIE ISt TPH-
MEHEHUSI B MEIUUMHCKOM M HAyYHO-UCCIENO0BATENbCKOM MPAKTUKE M
KCIOJIb3yeMble B KIIMHUKO-IUATHOCTUIECKUX, BHOXHMUYECKUX, HUMMYHO-
JIOTMYECKHUX M TeHOAMArHOCTHUYECKMX J1abopaTopUsiX MEAMLMHCKMX YY-
PEXIEHUI MPU MPOBEACHUHU JIOOBIX IMAarHOCTHYECKUX MCCIEAOBAHMIA in
Vvitro, a TakXe Ha COCTaBHble 4aCTH 3TUX HaGopoB, UMeloILHe PYHKIIHO-
HaTbHOE MEAMLIMHCKOE HAa3HAYEHUE U U3TrOTOBJSIEMbIE OTAEABHO.

CraHzapT He pacnpocTpaHsieTcs Ha BAKLUIMHbI, aHTUI€HbI, AJUIEPreHbl,
CBHIBOPOTKH Jie4eGHO-NTpodHUIaKTUUECKHE, AHTHTENA, CHIBOPOTKH U UMMY-
HOTIOOYIMHBI IUAaTHOCTUYECKHUE, Cpelbl MUTaTeIbHble GakTeprosornyec-
KHE Y BUPYCOJIOrHYECKHE.

Bce tpeboBaHus ctaHaapra sIBASIIOTCS 00s13aTeIbHBIMM.

2 HOPMATUBHBIE CCBLIKH

I'OCT 2.114—95 ECKJ/. TexHu4yeckue ycioBUsS

I'OCT 8.315—91 I'CH. CranpapTHbie 06pa3iibl. OCHOBHbBIE T10JIOXE-
HHUS, TOPANOK Pa3paGoTKH, aTTeCTALlMU, YTBEPXIEHUsI, perucTpaluuu u
NMPUMEHEHUS

TOCT 12.1.005—88 CCBT. O6mume caHUTapHO-TUTHEHUYECKUE Tpe-
OoBaHUsl K BO3RyXxy paboueit 30HbI

H3panne opuumanstoe
1
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FOCT 3885~—73 Peaktusbl 4 0co60 yncThie Belecta. [IpaBuna npu-
€MKH, ot6op npob, ¢acoBka, ynakoBka, MapKMpOBKa, TPaHCHOPTHPOBa-
HHE U XpaHEeHH’e

I'OCT 14192—96 MapkupoBka rpy3os

T'OCT 17768—90 Cpeuacrsa JiekapcTBeHHblE. YIaKOBKa, MapKHUpPOB-
Ka, TPaHCMOPTUPOBaHHUE U XpaHEHHE

T'OCT 18251—87 JleHTa kieeBast Ha GyMaxHoIi ocHoBe. TexHUYecKHe
yCnoBUS

I'OCT 18510—87 bBymara nucyasi. TexHu4yeckue ycaoBUs

I'OCT 20477—86 JleHTa MOAMITUIEHOBAsI C JIMNKUM ciioeM. TexHu-
YecKHe yCJIoBUS

I'OCT P 15.013—94 Cucrema pa3paGoTKy ¥ MOCTAHOBKU MPOAYKLIMK
Ha NPOU3BOACTBO. MeauLMHCKUE U3neaust

3 OINPEAEJNEHUA

B HacrosileM craHzapTe NMPUMEHSIOT CJEAYIOLIME TEPMHHBI C COOT-
BETCTBYIOLLUMMH OMNpeneSeHUsIMHU.

3.1 HabGop — KOMIIEKT cNeUHaIbHO MOX0OpaHHBIX peareHToB (peak-
THUBOB), COCTAaBHBIX YacTeil M HHCTPYKLMIi MO MPOBEAECHUIO AHANU3A,
NpeaHa3HayYeHHbIN Q1A onpelesieHUs in vitro oAHOro KOHKPETHOrO BeLle-
CTBA (WM AKTUBHOCTM (epMEHTA), HECKONBKMX KOHKPETHBIX BELECTB
(MM cyMMAapHO# aKTUBHOCTH (PEpPMEHTOB), a TAKXKE ISt AETEKUUHU Y4acT-
Ka reHoMa.

3.2 KoMnoHeHTbl Habopa — peareHTbl (peakTHMBBI) M COCTaBHbBIE
yacTd (TUIAHLUETBI, CTPHUIMbI, MPOOGHUPKH WU T. I.), UCIOJNb3yeMble NpH
MPOBEJEHNH aHAIN3A.

3.3 BkcrutyaTauMoHHast AOKYMEHTALUs Ha HAGopbl — MHCTPYKLIMA 110
NMpUMeHEeHHUIo Habopa (npuioxeHue A), Macnopr.

3.4 UMMyHOXUMHYECKHIl aHAIU3 — METOJ aHAIU3a, OCHOBAaHHBIH Ha
00paTUMOM M HEKOBAJEHTHOM CBSI3bIBAHMM AHTHI€Ha ¢ aHTHTenoM. C
MOMOLUBI0O MMMYHOXHMHYECKOrO aHaIM3a MACHTHDHULMPYIOT, a4 TaKXe
KayeCTBEHHO, MONYKOJUYECTBEHHO WIM KOJMYECTBEHHO OINpene/siorT
aHTUIEHBI U aHTUTENA.

3.5 AHTHUreH — BEILECTBO, KOTOPOE OOPaTUMO U HEKOBAJIEHTHO CBSI-
3bIBaeTCs CO CneuuUYECKUMY LIEHTPAMM aAHTUTE.

3.6 Aururena — 6eaku, nmpoayuupyeMsie umdouutamu B, kotopeie
UCIONB3YIOT IJIS CBA3bIBAHUS, OOHAPYXEHUS WIH ONpeleeHUsI aHTUIeHa.

3.7 PaguoMMMYHOJIOTHYECKUI aHAIU3 — METOH aHaju3a, OCHOBAH-
Hblif Ha MMMYHOXHMHYECKOM peaKLMM aHTUTeHa CO CreLudUYeCKUM
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AHTUTEJIOM, MPOBOAMMON in Vitro B MPUCYTCTBUYU MEYEHHOrO PaIUOHYK-
JINIOM aHTUTEHA WIM aHTUTENA.

3.8 MMMyHodepMeHTHBI aHAIU3 — METOJ aHAJIM3a, OCHOBAHHBIM Ha
UMMYHOXUMHUYECKOI peakliMM aHTUTeHa cO crenHUYECKUM aHTUTENIOM,
NPOBOAMMOIA in vitro B MPUCYTCTBUU MEYEHHOTo PepMEHTOM COEIMHEHUS
U epMeHT3aBUCHMOro cybcTpara.

3.9 UmmyHodnyopecUeHTHbI aHaIu3 — METOA aHaJu3a, OCHOBaH-
Hblf Ha MMMYHOXMMMYECKOI peakuu¥ aHTHIeHa co creluupUuyIecKuM
aHTHUTEJIOM, IIPOBOIUMOIA in Vitro B IpUCYTCTBUM (JIyopecLieHTHONH METKH.

3.10 UMMyHOXeMHUJIIOMUHECUEHTHBII aHANIU3 — METOoJ aHanu3a, OC-
HOBAHHbII HA UMMYHOXUMUYECKON peakLMM aHTUreHa co crneuuduyec-
KMM aHTUTEJIOM, TMPOBOAUMOI in Vitro B MPUCYTCTBUU XEMMIIIOMUHE-
CLEHTHON METKM.

3.11 HUmmyHoxpomarorpaduyeckuit aHaIU3 — MeTO/l aHaJIM3a, OCHO-
BaHHBI Ha KOHKYPEHUMH ONpEeAeIsieMOro BeillecTBa U KOHBIOraTta aHa-
Jlora omnpezessieMoro BellecTBa 3a cy0cTpaT Ha M0J0CKe XxpoMaTorpadu-
YyecKoi Gymarwu.

3.12 MukpoaHaiu3 HYKJICOTHMAHBIX I1OC/IEA0BATEILHOCTEN — METO/
aHajIM3a, OCHOBAHHBIN WIM Ha mpouecce crnelupUyeckoro yMHOXEHUS
KOJIMYECTBA MCCIEAYEMBIX Y4aCTKOB AE€30KCUPUOOHYKIIEMHOBOI KHCIIOTBI
(AHK) win pubonykneunonoit kuciaotsl (PHK), B ToM unucie MeTomom
nmonumepasHoit uenHoi peakuun (IILIP) ¢ mocnenyioueit merekumeit
CHUTHaJIA, WIM HA NpsSIMOM NETEKLUHUH CUTHANOB, BO3HUKAIOLLMX MPH rub-
PUIM3ALMYK C CHHTETUYECKUMHU 30HIaMHU.

3.13 ®oroMeTpuUyecKUil aHAIU3 — METOJ aHANW3a, OCHOBAHHLIM Ha
M36MpaTeIbHOM IOTJIOLEHUM HHPPAKPACHOTO, BUAMMOTO WK YIbTpadu-
OJIETOBOTO U3JIYYEHUS MOJIEKYJIaMM OMNpEE/IIeMOro BelllecTBa WIH €ro
COCAMHEHUS € COOTBETCTBYIOILIMM PEareHTOM.

3.14 KoarynoMmerpuuecKuit aHAIM3 — METOX aHAIN3a CHCTEMBI CBEp-
THIBAHUSA KPOBU, OCHOBAHHBIN Ha perucrpauuu BpeMeHu GpubpuHoobpa-
30BaHMA.

4 KIACCHOUKAIINA

4.1 Ha6opbi, B 3aBUCUMOCTH OT MPUHLMUNA METONA ONpeNe/ICHUS,
MOJIOXEHHOTO B OCHOBY NMPOBOAMMOTO MCCNENOBAHMS, MOAPAAEIAIOT HA
CRERYIOUINE KITACCHI:

A — HabGoput i MeauUMHCEKOrO GOTOMETPUYECKOrO aHANIM3A, &
TaKXe CTAHJApTHhIE, KOHTPOJbHbIE H KanuGpoBouHbie o6pasLbl K 3TUM
Ha6opam (I'OCT 8.315);
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b — Habopb! W1 KOaryJioMeTpMYeCKOro aHain3a, a TaKXe CTaHIapT-
Hble U KOHTPOJIbHbIE 00pa3Lbl K 3TUM HabopaMm;

B — Habopbl 119 HMMYHOGEPMEHTHOTO (HEeMH(PEKUMOHHOTO), paguo-
HMMYHOJIOTUYECKOro, HMMYHO(DJyOpeCLIEHTHOTO, HMMYHOXEMHJIIOMUHE-
CLUEHTHOIro, HMMYHOXPOMATOIpaUYECKOro U APYruxX BUAOB UMMYHOXM-
MHYECKOro aHajau3a, a TakkKe CTaHAAPTHbIE U KOHTPOJAbHbiE 0o6pa3ubl K
5TUM Habopawm;

I' — Habopbl W1 MUKpOAaHATH3a HYKJIEOTHAHBIX MOC/IeNOBaTeIbHOC-
TEH, a TaKKe CTaHAAPTHBIE U KOHTPOJIbHbIE 00pa3Libl K 3TUM Habopam.

4.2 HaGopbl, B 3aBUCHMOCTU OT TOYHOCTH BBINIOJHEHUSI U3MEPEHUM
(MccnenoBaHuil), peraMeHTHPOBAHHOW B METOAMKAX BBIMTOJHEHUS aHa-
JIM30B, NMOAPA3AESAIOT Ha TPH IPYMIIbL:

1 — 1S BBIMOJIHEHUS KAYECTBEHHbBIX aHATU30B (MCCIEI0BAHUI);

2 — [UIS BBIMOJHEHUS MOJYKOJWYECTBEHHBIX aHANU30B (MccienoBa-
HUI);

3 — Ui BBIMOJHEHUS KOJIMYECTBEHHBIX aHANIU30B (MCCAENOBAHMIA).

5 TEXHWYECKHUE TPEFOBAHUA

5.1 Ha6ops! nomxHbl GHITh U3rOTOBJIEHBI B COOTBETCTBUM ¢ TpeGOBa-
HHUAMHM HACTOSIILEro CTAaHAApTa M TEXHUYECKHUX YCJIOBMM Ha HaGoOpbI
KOHKPETHbIX BUIOB 10 TEXHOJIOTHYECKHM ITPOM3BOACTBEHHBIM PErIaMEH-
TaM, YTBEPXIEHHBIM B YCTAHOBJICHHOM MOPAIKE, U1 KAKIOr0 KOHKDET-
Horo Habopa.

5.2 HopMartuBHasi foKyMeHTaluus Ha HaGopbl BKIIOYAET TEXHUYECKHE
ycnoBusi (FOCT 2.114), akcrutyaTauMOHHYIO JOKYMEHTALMIO U TEXHOJIO-
rMYECKHI TIPOU3BOACTBEHHBI PErlaMeHT.

5.3 Habops! noyxHbI obecrieunBaTh TpebyeMble NIOKA3aTe M KayecTBa
Y 3KCIUTyaTaALMOHHbBIE XapaKTEPUCTUKH PaboThI B TEYEHUE CPOKA rOAHOC-
TH, YCTAHOBJIEHHOTO B COOTBETCTBYIOLUMX TEXHUYECKHX YCIIOBHSIX.

5.4 B TexHUYECKHX YCIOBHSIX HA HAGOPBI KOHKPETHBIX BUAOB JAOXHbI
ObITh yCTAHOBJIEHBI HEOOXOAMMBIE METPOJOIHYECKHE XapaKTEPUCTUKU U
perJiaMeHTHpPOBaHbl TpeGOBaHMSI K PEareHTaM M COCTABHBIM YacCTSM,
BXOOALIMM B HaGop, ¢ yKasaHUEM 3HAYEHHUIi MoKasaTenei cocraBa, KBa-
audukaumm, copra 1bo Mapku, a TaKke HOPMATUBHBIX JOKYMEHTOB, B
COOTBETCTBUHU C KOTOPBIMU OHH BBIITYCKAIOTCH.

5.5 CsoiicTBa KOMIIOHEHTOB HaGopa JO/KHEI 06ecneYnBaTh BOZMOX-
HOCTb MMPUMEHEHUSI Habopa 1ocie ero TPaHCOPTUPOBAHUSA U XPAHEHHUS.

4
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5.6 Ha6opbl B TPaHCMOPTHOM YNMaKOBKe JOJIKHbBI GbITh YCTOMYMBBI K
BO3JEMCTBHUIO MEXaHUYECKUX PaKTOPOB, BO3HMKAIOILMX MPU TPAHCIIOPTH-
pPOBaHUM.

5.7 Habopsl 00MXHBI ObITh YCTOWYMBBIMU K BO3ACHCTBUIO KIMMATHU-
yeckuX ¢akTOpoB B Mpolecce MX TPAHCINOPTUPOBAHUSI U XpaHEHUs B
YCJIOBUSIX, MPEAYCMOTPEHHBIX TEXHUYECKUMHU YCJIOBUSIMM Ha HaGopbl
KOHKPETHBIX BUIOB.

58 MapkupoBka

5.8.1 MapkupoBka J0OJMXHAa COOTBETCTBOBAaTh TPeOOBAHUAM HacTO-
AlIero CraHgapTa U TEXHHUYECKUX YCJIOBHUI Ha HAGOpbI KOHKPETHBIX
BUIOB.

5.8.2 MapkupoBKa Kaxnoro KOMIOHeHTa Habopa H0MXHa COAepPXaTh:

- HaMMEHOBaHHe MpEANPUITUA-U3rOTOBUTENIS Habopa,

- TOBApHBIA 3HAK IPENNPUATUS-UITOTOBUTENST (ECIM MMeEEeTCS WM
NpyU Heo6XOAMMOCTH);

- COKpallleHHOe Ha3BaHHe Habopa;

- Ha3BaHME KOMIIOHEHTa;

- 00bEM KOMITOHEHTa;

- crnoco® MOATroTOBKM KOMIIOHEHTA K MCIOJIb30BaHUIO (IIpU Heobxo-
IUMOCTH);

- HOMEp CEpHH;

CPOK TOJHOCTH;

YCJIOBUSI XpaHEHUSI;

Haanuch «ToJIbKO ISt in Vitro TMarHOCTUKU»;

3HAaK TOKCUYHOCTH, arpecCMBHOCTM WJM APYroil omacHoctu (rpu
Heob6XoAMMOCTH).

5.8.3 MapkupoBka Kaxaoro HaGopa L0JIXHA collepXaTh:

- HaMMEHOBAHUE MpEeNNPUATUSI-U3rOTOBUTENSI Habopa,

- TOBApHBINA 3HAK MPEANPUATUA-NUIrOTOBUTENA (€CIU UMeeTcs ),

- IOJIHOE U COKpALUEHHOE Ha3BaHMUs Habopa;

- cocTtaB Habopa;

- JIaTy U3roTOBNeHUs (MecsLl, ron);

- HOMEp CEepHUH;

- CpPOK FOIHOCTH;

- YCJIOBUSI XpaHEHHUS,

- Hagnuch «TOJBKO Mg in Vitro AKarHOCTUKUY

- HOMEp TeXHUYECKHUX YCAOBHUIt Ha JaHHBIK Habop;

- 3HaK TOKCHYHOCTH, arpeCCMBHOCTH MM Ipyro#t omacHoctu (mpu
HeoOXoAMMOCTH).
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5.8.4 MapkupoBKa TpaHCMOPTHOM Tapbl JOJXKHA COMEPXATh:

- HaWMEHOBaHMUe MpPeANPUsTHs-UITOTOBKTENSA Habopa,

- TOBapHblif 3HaK MPEANPUSATUS-U3TOTOBUTENS (€CU HMeeTCA);

- HasBaHue Habopa;

- YCJIOBUSI TPAHCMIOPTHPOBAHMS U XPAHEHUS;

- KOJIUYeCTBO HabopoB

- CpOK FOAHOCTH.

5.8.5 MapkupoBKy cieayeT BBIMOJHSATb MEYATHBIM CIOCOOOM WU
ceerokonupoBanueM. Haanucu, comepxaiiue naHHble o yucie Habopos,
Mecsilie U Foie M3roTOBIEHHS U CPOKE FOAHOCTH, IONYCKAETCS BbIMOIHATD
OT PYKH.

5.8.6 I'paduueckoe odopmieHHe MAPKUPOBKU KOMIIOHEHTOB Ha6Go-
poB, caMuX HaboOpoB U TPaHCIMOPTHOW Tapbl INOJXKHO COOTBETCTBOBATb
TpeGoaHusm 'OCT 17768.

5.8.7 MapkupoBKa KOMIIOHEHTOB Habopa u camoro HaGopa — Mo
TOCT 3885.

5.8.8 Mapkuposka TpaHcnopTHoit Tapsi — no F'OCT 14192.

59 YmakoBka

5.9.1 YnakoBka JoJiIXHa obecre4yuBaTh 3alLIUTY KOMIIOHEHTOB Ha6o-
pPOB ¥ caMUX HaGoOpoB OT BO3ACHCTBUS MEXaHUYECKUX M KIMMATHYECKHUX
¢daxTopoB BO Bpemsi TPAHCMIOPTHPOBAHUS U XPaHEHMs, @ TAKXKE yAoOCTBO
MOrpy304HO-pa3rpy304HbIX paGorT.

5.9.2 YnakoBka KOMIOHEHTOB HaGopoB M caMHUX HaGopoB HOJXHA
COOTBETCTBOBATh TPEOOBAaHMUSM HACTOSAILLETO CTAHIAPTA U TEXHUYECKHX
yCJIOBMiA Ha HA60pbl KOHKPETHOTO BUAA.

5.9.3 KoMmnoHeHTHl HaGopa AOKHBI ObITH YIIRKOBAaHbI B MOTPEGUTEND-
CKYIO Tapy M YJoOXeHbl B KopobGKy c HaGopom. Ilpu HeoGxomumocTu
XpaHEHUS TIPU HU3KHUX TEMIEPATypax OTAe/NbHbie KOMIOHEHTbl HabGopa
JOJKHBI ObITb YIIAKOBAHBI B FEPMETHYHO 3aKPbIThie MPOMApPKUPOBaHHbIE
MOJIM3TUJICHOBBIE MMAKETHI.

5.9.4 KopoGku ¢ HaGopamu HOJDKHBI GbITb OKJIEeHbI GyMaXHOM JieH-
toit mo I'OCT 18510, xieeBoii neHToit Ha GyMaXHoit OCHOBE IO
I'OCT 18251 wiM nOJMSTHIIEHOBON JIEHTOH C JIMITKKM CJIOEM IO
T'OCT 20477 wnu 3anasiHbl TaK, YTOObI OHU HE MOTIU GbITh BCKPBITHI Ge3
HapyuUIeHHUsl LEJIOCTHOCTH YIaKOBKH.

5.9.5 B xaxayio KopoGKy ¢ HaGOpOM AOJXHBI GbITh BIOXEHDI:

- MHCTPYKLMUS MO MPUMEHEHHIO;

- Macrnopr.
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INacnopr Ha Habop MOJLKEH coAepXaThb:

- HaUMEHOBAaHUE NPEANPHUSATUA-UITOTOBUTENA HaGopa;

- HasBaHHUe Habopa;

- ATy U3rOTOBNEHMUS;

- HOMep cepuH;

- HOMEp M IaTy BblIayM Macrnopra;

- pe3yabTaThl KOHTPOJIS HA COOTBETCTBUE Habopa BceM TpebGoBaHUAM
TEXHUYECKHX YCJIOBUI Ha JaHHbIA Habop;

- CpOK rOHOCTH;

- YCNOBUS XpaHEHMS;

- HOMep TeXHUYECKMX ycaoBui Ha Habop;

- LUTAMI oTAeNa TexHuyeckoro KoHrpons (OTK).

6 TPEBOBAHHNA BE3OIIACHOCTH

6.1 HaGopb! no/KHBI GBITH 6€30MacHBIMU ISl IEPCOHANA, NOMYILEH-
HOTO B YCTAHOBJIEHHOM TMOpSIIKE K WX 3KCIUIyaTalUMH, a Takxke Ui
OKpYXalollleit cpeasl.

6.2 B 3KCIUyaTaUMOHHOM KOKYMEHTALMM M TEXHMYECKHUX YCIOBHSIX
Ha Habopbpl KOHKPETHbIX BUAOB, NMPU HEOOXOAMMOCTH, HOJIXHBI OBITH
yKa3aHbl BO3MOXHbIE BUIbl OMMACHOCTH, a TAKXe TPeOOBaHUSI U CPEACTBa
obecrieyeHUs1 6€30MaCHOCTH NPH 3KCILTyaTallMi HaGopoB.

6.3 IIpeaynpenurenbHble 3HAKM M HAAMMCU MO obecneyeHUio Ges-
OMacHOCTH AOJIKHBI ObITh pa3MellleHbl Ha BHUIHBIX MecTax HaGopoB wiu
UX KOMIIOHEHTOB.

7 TPEBOBAHHS OXPAHBI OKPYKAIOIIEN CPEJBI

7.1 HaGopbl He HOMXHbI ObITh MCTOYHMKAMM OMNACHBIX H3Ny4eHHMH
(HPB—96) [1] u BblmeneHMit BpeAHbIX BELIECTB, 3arpsi3HAIOILNX OKpY-
Xalollylo cpely Bbille ycTaHOBIeHHbIX HopM (TOCT 12.1.005).

7.2 B TexHUYECKHX YCIOBUSX M IKCIUIyaTALIMOHHOW HOKyMEHTaLUHU
Ha Habopbl KOHKPETHBIX BUIOB AO/DKHBI GbITh YCTAHOBJIEHB! TPEGOBAHHUA
K YTWIM3AUMM BpeIHBIX MaTEpHaJIOB, 0Opa3yoLMXCS TPH IKCIUTyaTaluu
Habopa.

8 KOMILUIEKTHOCTD

8.1 IlepeueHb KOMIIOHEHTOB, BXOAALUMX B HaGOp, YCTAHABJIMBAIOT B
TEXHUYECKHX YCIOBUAX HA HaGOPbl KOHKPETHBIX BHAOB.
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9 INPABWIA NPUEMKH

9.1 Habops! cnenyet noaBeprath CAEAYIOLUMM BUIAM MCTIBITAHUM:
- NPUEMOYHBIM TEXHUYECKUM;

- MEIHUMHCKHUM;

cepTUUKALIMOHHBIM;

- rocyiapCTBEHHOMY KOHTpPOJIIO KayecTBa.

9.2 I[IpueMoyHble TEXHUYECKHUE U MEOIULMHCKHE UCIIBITAHUSA ClenyeT
nposoauts o FOCT P 15.013.

9.3 CeprudmnkaliMOHHbIM HMCIBITAHUSIM MOABEpraloT HaGopsl, Mpo-
LeAlIKe MPUeMOYHbIe TEXHUYECKUE U MEANIIMHCKUE UCTIBITAHUSA, pa3pe-
UIEHHBIE K MPOU3BOACTBY U NMPUMEHEHUIO B MENULIMHCKON MPAaKTUKE U
3aperMCTPUPOBAHHDBIE B YCTAHOBJIEHHOM MOPSAKE.

9.4 CepTuduKaLUMOHHBIE MUCMbITAHUST HAOOPOB NMPOBOIST B UCIIBITA-
TENAbHLIX UEHTpax (1abopaTopusix), aKKPEAUTOBAHHBIX M MPU3IHAHHBIX
He3aBucuMbIMU Tocctannaprom Poccun coBmectHo ¢ Munsapasom Poc-
CHH, B COOTBETCTBUHU C cucteMoit ceprudukauun F'OCT P.

9.5 TocynmapcTBeHHBI# KOHTPONb KayecTBa HAGOpOB BKIIIOYAET Mpo-
BEpKY HabopoB KOHKDPETHOrO BHAA Ha COOTBETCTBUE BCeM TpeGOBaHHUSM
TEXHUYECKHUX YCIIOBUI Ha HaGop.

T'ocynapcTBeHHOMY KOHTpOJIIO KayecTBa NoABepraioT HaGopbl, mpo-
LIeAIIME MTPUEMOYHDBIC TEXHUYECKUE U MEIULIMHCKUE UCTIBITAHUSA, pa3pe-
LIEHHBIE K MPOMU3BOACTBY U MPUMEHEHUIO B MEAULIMHCKOI MpPAaKTUKE U
3aperMCTpUpPOBaHHbIC B YCTAHOBJICHHOM MOPAAKE; TEXHUYECKUE YCIOBUS
Ha 3TU Habopbl JO/KHBI ObITh CONTIACOBaHbBI, YTBEPXIEHBI U 3aPETUCTPHU-
POBaHb! B YCTAHOBICHHOM MOpPSIIKE.

TocynapcTBeHHBI KOHTPOJIb 32 BLITYCKAEMOI MMPOAYKLIMEH BKIIOYAET
NpeaABapUTENbHBIN, nocaeayowmit U, npu HeoGXoaUMOCTH, apOUTpaX-
HbIA KOHTPOJb KauecTBa HAGOPOB M MPOBOAMTCA COOTBETCTBYIOILLIMMH
cnyx6amu Munsgpasa Poccun. Topsanok nposeaeHust roCyaapcTBEHHOTO
KOHTPOJIA, NEPHOAUYHOCTD 1 MUHUMAJIbHBI 06beM BBIGOPKH MO Kaxao-
MY KOHKPETHOMY KJIacCy HaGOpOB YCTaHaBJIMBAIOTCS COOTBETCTBYIOILIMMU
HOpDMAaTHBHBIMM JOKYMEHTAMH, YTBEPXACHHBIMU B YCTAHOBJIEHHOM IO-
pABKe.

10 METOJbI MICIIBITAHUNA

10.1 YcnoBus U METOAB! MCITBITAHHMI HAGOPOB JOMKHBI GBITH YCTAHOB-
JIEHBI B HOPMATUBHBIX JOKYMEHTAX Ha Ha6Opbl KOHKPETHBIX BHIOB.



I'OCT P 51088—97

11 TPAHCITIOPTUPOBAHUE U XPAHEHHE

11.1 TpaHcnmopTUupoBaHHue

11.1.1 TpaHcnopTHpoBaTh Ha6OPLI clieAyeT TPAHCIIOPTOM BCEX BUIOB
B KPBITBIX TPAHCITOPTHbIX CPEACTBAaX B COOTBETCTBUH C NMpaBUJIaMU Tepe-
BO30K, AEHCTBYIOIIMMH Ha TPAHCNIOPTE JAHHOTO BUIA.

11.1.2 YcnoBus TpaHCNOPTUPOBAHHSA HAOOPOB KPbITHIMU TPAHCIOPT-
HBIMH CPEACTBAMM B YacCTH BO3AENCTBUSA TEMIIEPATYPHBIX (PAKTOPOB JOJIXK-
Hbl COOTBETCTBOBATb TPEeOOBAHUSIM TEXHUYECKHX YCJOBUMIl Ha Habopbl
KOHKPETHBIX BHUIOB.

11.2 XpaHeHue

11.2.1 Ha6opb! B yakoBKe U3roTOBUTEJS CJAENyeT XPaHUTh Ha CKJa-
nax.

11.2.2 Ycnosust xpaHeHUs1 HAGOpoB MU MX KOMIIOHEHTOB B 4YacCTH
BO3JECTBUS TEMIIEPATYPHbIX (PaKTOPOB JOJKHBI COOTBETCTBOBAThH TpeE-
6OBaHUSAM TEXHUYECKHUX YCJIOBHIt Ha HA6OpbI KOHKPETHBIX BUIOB.

11.2.3 ¥Ycnosusi xpaHeHHs OTAENbHBIX KOMIIOHEHTOB Habopa rnocie Ux
BCKPBITHSL WIM IOATOTOBKM K MCIMOJIb30BAHWIO B YacTU BO3MAEHCTBUS
TEeMIIepaTypHbIX (PaKTOPOB U CPOKOB XpaHEHUs AO/DKHBI COOTBETCTBOBATh
Tpe6GOBaHMUAM TEXHUYECKHUX YCJIOBUIT HA HAOOPBbI KOHKPETHLIX BHIOB.

12 TAPAHTHUH U3IrOTOBUTEJIA

12.1 B TexHMYECKHX YCIOBUSIX HAa HA0OPbl KOHKPETHBIX BUZOB AOJIXK-~
HbI ObITh YCTAHOBJIEHBI FAPAHTHUITHBIE CPOKM FOAHOCTH HAaGOPOB.

12.2 TapaHTUIiHBI! CPOK rOZHOCTH HabOPOB YCTAHABJIMBAETCS CO AHS
npueMKH HaGopa OTK npeanpusTHsi-U3roToBUTEN .
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MTPHIIOXEHHE A
(pexomendyemoe)

OBIIIUE TPEBOBAHUA
K COIEPXAHUIO UHCTPYKLUUHA MO IPUMEHEHHIO HABOPA

HUHCTpyKMA O NpUMeHeHMI0 HaGopa RONXHA COACPXATb CheAylolMe
pasnenbl:

- Ha3lHayeHMe,

- XapaxTepucTukKa Habopa;

- AHAIUTHYECKUE XapaKTEPUCTHKMN Habopa;

- Mepbl NPELOCTOPOXHOCTH NpH paboTte ¢ HabopoM;

- obopynoBaHue U MaTtepuanbi, Heobxoaumble rnpu paGore ¢ HabopoMm;

- aHanusupyemble Nnpo6bl (MpU HEOOGXOANMOCTH);

- NOAroTOBKAa PEarcHTOB WISl aHAIN3a (NMpH HEO6XOAUMOCTH);

- NpOBeCHHE aHANH3a,;

- pacyerthbl (npy HEOGXOAUMOCTH);

- YCNIOBUS XpaHEHHSl M 3KCIUlyaTauuu Habopa.

A.1 B paspene «Ha3HayeHue» HOMXHBI ObITh YKa3aHbl:

- nojiHoe Ha3BaHUe Habopa;

< MpeJHa3sHayeHUe Habopa M ero AMarHoCTU4ECKasl poJib.

A.2 B paspene «XapakTepucTuKa HaGopa» QOMXHB ObITb YKa3aHbI:

- cocraB Habopa,

- KOJIM4ECTBO aHAIU3UPYEMbIX Npol;

- TIPMHUKN METOJa, MONOXEHHOro B OCHOBY paGoThi ‘HaGopa.

A3 B pasgene «AHAIUTHYECKHE XapaKTEPUCTHKM HaGopa» NOMKHBI GHITH
YKa3aHbl:

- cneuuduuHoCcTL Habopa (NMpH HEOOXOAUMOCTH);

- YYBCTBHUTEJHHOCTb (MUHUMAJIBHOE KOMHYECTBO BELIECTBA WIM aKTMBHOCTb
¢dbepMeHTa, onpeaensieMble HaOOpoOM);

- BOCMPOU3BOAMMOCTb PE€3YNbTaTOB (KO3((IHULUMEHT BapHallMM pe3y/ibTaToOB
onpeneneHus, rnpu Heo6xoaMMOCTH);

- JMamna3soH ornpelensieMblX KOHUEHTpALMHA BelluecTBa (WIM aKkTUBHOCTH dep-
MEHTA);

- JIMHEHHOCTb OINpENe/NIEeHU B AMana3oHe OnpeleisieMblX KOHLEHTpauui
BelllecTBa (WIM aKTUBHOCTH (QEpMEHTa), IpH HeoOX0AMMOCTH;

- 3Ha4YE€HMS KOHLIEHTpauUWi BelwecTsa (WM aKTHBHOCTH (epMeHTa), COOTBET-
CTBYIOLUME HOPMAJIbHBIM.

A.4 B pasgene «Mephbl npeaocTopoXHoCT# npu pabore ¢ HaGopoM» AOMKHBI
ObiThb yKasaHbi Mepbl 6€30NacHOCTH, NO3BONIOLIKE NPEAOXPAHATL ONepaTopa OT
BO3MOXHOT0O BPEAHOIo BIMSHUA KOMMOHEHTOB HaGopa Ha OpraHusM.
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A.5 B pasgene «OGopynoBaHue M MaTtepHanbl, HeobxoaMMble npu pabore ¢
HabopoM», NOJIXKHBI ObITh YKa3aHbl:

- PEKOMEHAyeMoe U3MEpHTeEbHOEe 060pynoBaHueE;

- JIO3MPpYIOLLKE YCTPOMCTBA,

- Ipyroe Mcnonb3yeMoe obopyaoBaHue (TepMocCTaT, BCTpSXHBarTenab, BUOpa-
LIMOHHBII CMECHTENDb, IUTATHB U T. N.);

- nabopaTopHas nocyna;

- MaTepHasbl U peareHTbl, He BXOJSLUME B cOCTaB Habopa.

A.6 B pasnene «AHanu3MpyeMbie NMPoObi» HOMKHBI ObITh yKa3aHbI:

- BWA aHAJIU3MPYEeMOro GHOIOrMYECKOro Marepuana;

- Mpoleaypa Nnojy4yeHHsl aHaJIM3UpyeMoro 6HoI0rMueckoro Marepuana (npu
HeoOXO0AMMOCTH);

- OrpaHMYCHHUA MO MCNONb3OBAHUIO AHATU3INPYEMOTO MaTepHaia;

- YCNOBMSI BO3MOXHOTO XpPaHEHUSI aHANIM3UpYeMbIX 0Opa3LIoB.

A.7 B pa3nene «[loarotoBka pearcHTOB [A/Isl aHAIM3a» AOMKHBI ObITh yKa3aHbl
METOMBI:

- NIPUTOTOBNEHHS PEarcHTOB (NMpH HEOOXOAUMOCTH);

- MOArOTOBKM COCTABHBLIX 4acTeil (NMpy HeoOXOAMMOCTH);

- TNPHUTOTOBJICHHA KaTMOPOBOYHBIX NMPOO (NpU HATUYMHK K (MN) NTPH HEOGXO-
IMMOCTH);

- NPUIOTOBNEHUS KOHTPOJLHON CHIBOPOTKM (NpW HanMuMu M (WIH) TpH
HeoOXOAMMOCTH).

A.8 B pasnene «[IpoBenecHue aHanM3a» OOMXHbI ObITh YKa3aHbI:

- pacxoll Kaxoro peareHra;

- TOCJIe0BaTeIbHOCTh ITPOBEACHHUS 3TANOB aHaIN3a,

- HeoOXoaMMBbIe JONOJHHUTENbHbIE NpoLeayphl (ITPOMBIBKA, HHKYOHOBaHHE,
BCTPAXHMBAHMUE H T. I1.);

- TMpoLeAypa U3MEpEHHS.

A.9 B pasnene «Pacuerbl» JOsXHBI OBIT YKa3aHbI:

- cnocoObl NocTpoeHHs KaTMOpOBOYHOM KpHBO# (NpH HEOOXOAMMOCTH);

- ¢opMyabl pacueTa coaepXaHMs ONpenessieMOro BellecTBa (AKTHBHOCTH
cdepmenTa);

- HCIOJNb3yeMbie KOMNbIOTEPHBIE NPOrpaMMbl (NIpH HEOOGXOAMMOCTH).

A.10 B pasgene «YcnoBHs XpaHeHHs ¥ KCIUTyaTauMH HaGopa» AOKHBI ObITH
yKa3aHbl:

- YCNOBMS XpaHeHHUs1 Habopa,

- CpOK roaHocTH Habopa;

- CPOK FOJHOCTH BCKPbITHIX KOMIIOHEHTOB Habopa;

- CPOK I'OAHOCTH NMPHUIOTOBNCHHBIX M1 pabOThl pEarcHTOB.
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ITPHIIOXEHHE b
(cnpaeoyroe)

BUBJINOIPAOUA

1] HPB—96 UoHu3npyowee nanyyeHune, paaMaurMonHas 6esonacHocrs. HopMbl
paanaunoHHoit 6esonacHocty (HPBb—96). I'irueHnyeckue Hopma-
TuBbl 'H 2.6.1.054—96

12



T'OCT P 51088—97

VK 616—071.3:006.354 OKC 11.100 P24 OKCTY 9398

KirioueBbie ciioBa: Habopel peareHToB, AMarHOCTUKA KJIMHUYecKas Jsabo-
paTopHasi, UCCIEOBAHUS in Vitro

Penaktop T A Jleonosa
Texuuyeckuii peaaxrop B H [pycakoea
Koppekrop B E Hecmeposa
KomneiorepHas Bepctka J A Kpyeosoii

M3n anu Ne 021007 or 10 08 95 CnaHo B Ha6op 22 09 97 TloanucaHo B nevyatb 24 10 97
Ven nes 1 0,93 Yu-uzg a1 0,75 Tupax 210 3k3 C1031 3ak 755

UTIIK Hanarensctso cranzaptoB, 107076, Mocksa, Kononesnsiit nep , 14
Habpano B Uanatenscree Ha [ID9BM
®umnan UIIK HUanarenpctso craHaaproB — tn “MockoBekuii neyarHuk”
Mockga, JIsiius nep , 6
Mnp Ne 080102




P. 3IPABOOXPAHEHHME. ITPEAMETBl CAHUTAPUY U TUTHEHBI

Tpynna P24

H3smenenue Ne 1 TOCT P 51088—97 HaGopnl pearenToB A KIHHHIECKOMH
JaGoparopuoii auarnocTHkn. O0mue TEXHHYECKHE YCAOBHS
Ipunsaro n Beeneno B neiicreue IlocTanosnennem Ioccranaapra Poccun or
11.11.99 Ne 403-cr

Jara seegenns 2000—07—01

Paspmen 1. Bropoit a63a1 M3/I0XWUTH B HOBO# peAaKLIUU:

«CranzapT He pacnpoCTpaHsSeTCs Ha MEAMLIMHCKHE HMMYHOGHOIOrHYeC-
KMe mnpenapathl, NpefHa3HayeHHEBIe Ui cneunduyeckoi NMpodUIaKTHKH,
JIUArHOCTMKY M JIeYeHMs1 HHDEKLMOHHBIX, Napa3uTapHbix 3a601eBaHuil 1 an-
JIEPruyecKuX COCTOSHMIA: BAKLIMHBI 6aKTEpUItHEIE M BUPYCHBIE, aHATOKCHHEI,

(Ipodoaxncenue cm. c. 78)



(Ipodonxcenue usmenenus Ne 1 x I'OCT P 51088—97)

MMMYHOIJIOGYIMHBEI HOPMaJIbHEIE U cnieumduyeckue, CHIBOPOTKH AUarHOCTH-
YeCcKHe M aHTUTOKCHYECKME JieyeGHble, GakTeprodarn QUarHOCTUYECKUE U
JieyeGHO-NpodIakTHUecKue, npenapathl HopMonopsl (6uduaymbakrepuH,
cropobakTepuH, GaKTUCYOTHI W Ap.), HHTEpdEPOHBI, LIMTOKUHB U APYrue
6HonorMYecKue MMMYHOMONYNATOPBI ISl CTUMYJIILIMM aHTUMH(EKLIHOHHOTO
UMMYHHUTETA, aJUiepreHbl 6aKkTepuanbHble, IpUOKOBBIC, NMILiEBbIE, OGBITOBLIE,
NBUTBLIEBBIE U AP., TUATHOCTHYECKHE TECT-CUCTEMBI )11 MMMYHO(DEPMEHTHO-
ro aHanM3a MHGEKUMOHHBIX U Mapa3sUTapHbIX 3a60eBaHMIA, AMarHOCTUKYMBI
aHTUTreHHbIe, aHTUTEJIbHBIEC, NMUTATeJIbHBIE cpeabl (6aKkTepUalbHble, BUPYCO-
JIOTHYECKHE)».

Pazgen 10 n310XHUTH B HOBOH pelaKLHM:

«10. MeToant HcnbITaHMH

Ycnoeua ¥ Meronwl McribiraHuii yctaHoBneHsl B TOCT P 51352—99 u B

HOPMaTHUBHOM HOKYMEHTaLlMM Ha HaOOpbl KOHKPETHHIX BUIOB».

(MYC Ne 2 2000 r.)
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