IF'OCT P 51088—97

IF'OCYIAPCTBEHHBIN CTAHIAPT POCCUNCKON ®EJEPALIMU

HABOPBI PEATEHTOB JUISl
KIMHUYECKOI JIABOPATOPHOY
TUATHOCTUKH

OBIIME TEXHUYECKHUE YCIOBHUA

H3nanue opuunaipHoe

b3 6—97/206

I'OCCTAHIAPT POCCHH
Mockpa


http://www.mosexp.ru/stroitelstvo/montazh_oborudovaniya.html
http://www.mosexp.ru/stroitelstvo/montazh_oborudovaniya.html

I'OCT P 51088—97

[IpeaucioBue

1 PASBPABOTAH U BHECEH TexHuuyeckMM KOMMTETOM I10 CTaH-
paptu3auuu TK 380 «KnnHnyeckue nabopatopHbie uccaeT0OBaHUSA U THA-
THOCTUYECKHUE TECT-CUCTEMBI in vitro» U KOMUTETOM MO HOBOI MEOMIIUH--
ckoit texHuke MuH3apaBa Poccum

2 TIPUHAT U BBEJAEH B IEVUCTBUE IMocraHoBneuuem lNoccraH-
napra Poccuu ot 14 aBrycra 1997 r. Ne 277

3 BBEJEH BIIEPBbLIE

© UIIK HsnarenbcrBo craHzapros, 1997

Hacrosiumit craHaapr He MoXxeT ObITb IOJHOCTBIO MU YACTHYHO
BOCIIPOU3BEEH, TUPAXUPOBAH U PACIIPOCTPaHEH B KayecTBe odULIUAIb-
Horo u3naHus 6e3 paspewreHus: F'occranpapra Poccun
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FrOCYIAPCTBEHHBIN CTAHJIAPT POCCUNCKON ®EIEPAILINU

HABOPbBI PEATEHTOB
JJI1 KTMHUYECKOH JJABOPATOPHOU TUATHOCTHUKHN

OO0mue TeXHHYECKME YCJIOBHA

Kits of reagents for clinical laboratory diagnostics.
General specifications

JlaTa senenna 1998—07—01

1 OBJIACTDH ITPUMEHEHUNA

Hacrosiuuit craHaapT pacrnpocTpaHsieTcss Ha Habopbl peareHToB Ui
KIUHAYEeCKON nadopaTopHOl AMArHOCTHKM (najiee — HAOBOpPbl) NMPUPOI-
HOI'0 UWJIHK UCKYCCTBEHHOTO MPOUCXOXIECHHUS, NMpeaHa3HAYECHHBIE ISt TTPU -
MEHEHUS B MEAULIMHCKOM ¥ HAYYHO-UCCIENOBATENbCKON MpPAaKTUKE H
HCITOJIb3YEMbIE B KIMHUKO-AUATHOCTUYECKUX, DHOXUMHUYECKUX, UMMYHO-
JJOTUYECKHUX U TeHOAUArHocTUyeckux JyabopaTtopUsix MEOAULIMHCKUX YY-
PEeXICHUN IMPHU NMPOBEACHUH JNIOOBIX AMAarHOCTUUECKUX MCCJIEAOBAHUIA in
VItro, a Tak)X€ Ha COCTaBHbI€ YacTH 3TUX HAOOpOB, UMEKOLLIUE PYHKLIMO-
HATbHOE MeAUIIMHCKOE HA3HAYCHHE U U3rOTOBJISIEMbIE OTAEABHO.

CraHgapTt He pacnpocTpaHsieTcss Ha BAKLIMHBI, AHTUTE€HbI, AJIJIEPTEeHBI,
CBIBOPOTKH JIeueOHO-NTpoUIaKTUYECKHUE, AHTUTEIIA, CBIBOPOTKHU U UMMY-
HOIJIOOYIUHBI JUATHOCTHYECKHUE, Cpellbl IMUTaTeJbHbIE OaKTEpHOJIOrHYEC-
KHE U BUPYCOJIOIrHYECKMUE.

Bce TpeboBaHUA cTaHOAPTA SIBIASIOTCS 00s13aTeJIbHBIMH.

2 HOPMATHUBHBLIE CCBLIKHA

[OCT 2.114—95 ECK/. TexHuyeckue ycioBus

NOCT 8.315—91 I'CH. CrangaprHbie ob6pa3sibl. OCHOBHbBIE MMOJIOXE-
HUSA, MOpAIOK pa3paboTKH, aTTECTALIUU, YTBEPXIAECHUS, perucrpauumy M
[MPUMEHEHUA

IFOCT 12.1.005—88 CCbT. O6iume canutapHO-rUrieHMYECKHUE Tpe-
OOBaHUA K BO3AyXy paboueit 30HbI

HN3panne opnumaantoe
|
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OCT 3885—73 PeaktuBb! H 0c060 yucThie BellecTna. [IpaBuna npu-
eMKH, oTOOp npob, ¢acoBka, yrnakoBka, MAapKUpOBKa, TPAHCMOPTUPOBa-
HUE U XpaHEHHUE

OCT 14192—96 MapkupoBKa Irpy3oB

OCT 17768—90 Cpencrsa JeKapCTBEHHbIE. YIIAaKOBKa, MAPKHUPOB-
Ka, TPAHCMOPTUPOBAHUE U XpAHEHHUE

[TOCT 18251—87 JleHTa kJyieeBast Ha 6yMaxXHOI oCHOBE. TexHHUYecKHue
YCJIOBUSA

[OCT 18510—87 bymara nucyasa. TexHHYECKHUE YCIOBUSA

TOCT 20477—86 JleHTa MOJUSTUJIEHOBAS C JUNKUM cJioeM. TexHU-
YeCKUe yCJIOBHUS

[OCT P 15.013—94 Cucrema pa3paboTky U MOCTAHOBKHU ITPOAYKLHH
Ha INMpOMU3BOACTBO. MeIULIMHCKHUE U3IESUS

3 OIIPEAEJIEHAA

B HacTosilueM cTaHAapTe NPUMEHSIIOT CJEAYIOLMEe TEPMHUHBI C COOT-
BETCTBYIOLLIUMHU OINpeacTCHUIMHU.

3.1 Habop — KOMIUIEKT crneuyanbHO 1MogoOpaHHbIX pearcHTOB (peak-
TUBOB), COCTaBHBbIX YacTeil M HMHCTPYKLMIK 1O MPOBEACHUIO aHAJIM3a,
npeaHa3Ha4YeHHbIN 1A OMNpeaeaeHUS in Vitro oAHOTr0O KOHKPETHOIO Belle-
CTBA (UMW AKTUBHOCTM (epMEeHTA), HECKOMbKUX KOHKPETHBIX BELIECTB
(MU cyMMapHO#l aKkTUBHOCTU HepMEHTOB), a TAKXKE ISt AETEKUIMH yYacCT-
Ka reHoMma.

3.2 KoMnoHeHThl Habopa — peareHTbl (peakKTHBbI) M COCTAaBHbIE
yacTy (IUIAHILUEThI, CTPHUMbI, NpPOOUPKM U T. I1.), UCMOJIb3yeEMble TpH
[POBEACHHUHU aHAIH3A.

3.3 3BkKcrutyatallMOHHast JOKYMEHTALMs HAa HAGopbl — MHCTPYKLMA 10
[IpUMEHEeHHUIO Habopa (rpunoxeHHe A), Nacnopr.

3.4 UMMYHOXHUMHUYECKUIH aHAJIU3 — MeTOod aHaJin3a, OCHOBAHHbIU Ha
o0OpaTUMOM M HEKOBAJICHTHOM CBSI3bIBAHUM aHTHUreHa ¢ aHTutenoM. C
[IOMOLIBIO MMMYHOXMMMYECKOIO aHaJIn3a UACHTUPULMPYIOT, a4 TAKXKE
Ka4YeCTBEHHO, MMOJYKOJUYECTBEHHO HWJIU KOJHYECTBEHHO OIpeacasioT
AHTUIMeHbl U AHTUTENA.

3.5 AHTUIE€H — BELUECTBO, KOTOpOE OOpaTUMO U HEKOBAJIEHTHO CBSI-
3bIBAETCS CO CeUUPUYECKMMHU LIEHTPAMM aHTHUTE.

3.6 AHTMHTENa — OenKH, mpoayuupyeMbie auMdolLnTaMd B, Kotopbie
UCIIONb3YIOT IJI CBSA3bIBAHUS, OOHAPYXEHUS WU onpeneNeHUsI aHTUIeHA.

3.7 PaguOMMMYHOJOTMYECKUN AHAIU3 — METOH aHajin3a, OCHOBAH-
Hbli Ha UMMYHOXMMHYECKON peakKLUMHM aHTUI¢Ha CO CleLUPUYECKUM
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F'OCT P 51088—97

aHTUTEJOM, NMPOBOAMMOM IN Vitro B NMPUCYTCTBUU MEUEHHOIO PaJUOHYK-
AUJAOM aHTUTeHa WIKU aHTHUTENA.

3.8 UMMyHOdepMeHTHBIN aHA/IU3 — METOJl aHAJIN3a, OCHOBAHHbBIN Ha
UMMYHOXUMHUYECKOI peakKlMH aHTUTeHa cO CrielIM(PUYECKUM aHTUTEIIOM,
[TPOBOJAMMOIA in Vitro B MIPUCYTCTBUU MEYEHHOTO (PEPMEHTOM COECIMHEHMUS
U QPepMEeHT3aBUCUMOrIo cybcTpara.

3.9 UmMmyHodayopeclleHTHbII# aHaIu3 — METOA aHaJiu3a, OCHOBAH-
Hbli HAa MMMYHOXMMMHYECKOM peakLUU aHTUIeHA CO cneuudPuyecKuM
aHTHUTEJIOM, MPOBOLMMOM in vitro B MpUCyTCTBUH (PJIYOPECUEHTHON METKH.

3.10 UMMyHOXeMMIIOMUHECUEHTHBIH aHAJIU3 — METOJ aHaIMu3a, OC-
HOBAHHBIA HA UMMYHOXUMUYECKOMN peaklMM aHTUreHa CO creuuduyec-
KM aHTUTEJIOM, TMPOBOAUMOM In VItro B NPUCYTCTBUU XEMHUIIIOMUHE-
CLUEHTHOHW METKH.

3.11 UmmyHOxpomarorpadpuyeckuii aHaJIM3 — METOM aHAJIN3a, OCHO-
BAHHBIM Ha KOHKYPEHLUU OIpenesieMoro BelleCTBa U KOHbIOraTa aHa-
Jlora olpenesieMoro BEIEeCTBA 3a CyOCTpaT HA MOJOCKe XpoMatorpadu-
yeckou bymaru.

3.12 MukpoaHanu3 HYKJICOTUAHBIX ITOCAE€IOBATEIbHOCTEH — METO/L
AHANIM3a, OCHOBAHHBIA WJIHM Ha Mnpolecce crneuu@PHUyecKoro yMHOXEHHUS
KOJIMYECTBA UCCACAYEMbIX YYACTKOB J€30KCUPUOOHYKIIEMHOBON KHUCJIOTHI
(AHK) unu pubonykinenHoBoit kucaorel (PHK), B ToM yuciae Meromom
noiuMepasHon uenHoi peakuuu ([1LP) ¢ nocraenyouwein nerekuuei
CUrHajaa, WIM Ha NpPsSIMON AEeTEKLIMU CHUTHAJIOB, BO3HUKAIOLIUX TPHU ruob-
PUAN3ALMH C CUHTETUYECKUMH 30HIAMU.

3.13 QoroMeTpUyecKUil aHATU3 — METOJ AHAJIM3a, OCHOBAHHBIN Ha
U30UpaTEJIBHOM IOIJIOLEHUHY MHDpaKpacHOro, BUIMMOTro WM yabTpadu-
OJIETOBOI'O M3JIYYEHUS MOJIEKYJIAMU OIIpelesIEMOro BELIECTBA MU €ero
COCIMHEHUSA C COOTBETCTBYIOUIMM PEareHTOM.

3.14 KoaryroMmerpuueckuit aHanu3 — METOX aHAIU3Z CUCTEMBI CBEP-

TBIBAHUA KPOBU, OCHOBAHHBIN Ha perucrpauuu speMeHu dpubpuHoobpa-
30BAHUA.

4 KIACCNOUNKAIINA

4.1 Habopbi, B 3aBUCUMOCTH OT MPUHLIMIA METOHNA OnNpeNejeHUs,
MOJMOXEHHOTO B OCHOBY NMPOBOAUMOIr0 UCCACNOBAHUS, TTOAPA3NETAIOT HA
CAEAYIOUINE KITACCH:

A — HabopHl A MeaUUUHCKOro GOTOMETPHYECKOIO aAHANHK3A, &

TaKXe CTAHJIAPTHBIE, KOHTPOJIbHBIE U KANMHOpOBOUHBIE 00pa3Lbl K 3TUM
HaGopaMm ([TOCT 8.315);
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b — Habopsb! 418 KoaryloMeTpU4YE€CKOro aHajiu3a, a TakKXe CTaHAapT-
Hble U KOHTPOJIbHbIE 00pa3Lbl K 3TUM HabopaM,;

B — Habopb! 111 UMMYHOGEpMEHTHOTO (HEUH(PEKLUMOHHOI0), pagro-
UMMYHOJIOTHYECKOro, HMMYHO(PJIYOpPECLUEHTHOTO, UMMYHOXEMHUIIOMHHE--
CLIEHTHOIro, UMMMYHOXpOMATOIrpapUyeCcKoro U Apyrux BUAOB UMMYHOXHU-
MHYECKOro aHajJin3a, a TAKXKE CTAHAAPTHbLIC U KOHTPOJbHBLIE 00pa3ub! K
3TUM HAbopaM;

I' — HaOopbl W19 MUKpPOAHAIW3a HYKJICOTUIHBIX MOCIAEI0BATEIbHOC-
T, a TaKXKe CTAaHAApTHbIE U KOHTPOJIbHbIE 00pa3lbl K 3TUM HabopaM.

4.2 HabGopbl, B 3aBUCUMOCTH OT TOYHOCTH BBITIOJHEHUSI U3MEPEHUMN
(UccnenoBaHUM), perlaMEHTUPOBAHHOW B METOJAMKAX BBIMMOJHEHUSI aHa-
JIU30B, NMOAPA3AEIASIOT HA TPHU TPYIIbI:

| — 1A BBIMOJHEHUA KAYECTBEHHbBIX aHAJIU30B (MCCIEA0BAHUM);

2 — JUISl BBITMOJIHEHUS TMOJYKOJUYECTBEHHBIX aHAJIM30B (MUCCeaoBa-

HUM);
3 — JUIS1 BBINOJIHEHUSI KOJUYECTBEHHBIX aHAIU30B (MCCICIOBAHUMN).

5 TEXHUYECKHUE TPEBOBAHHUA

5.1 Habopp! n0MXHbBI OBITH U3rOTOBJIEHBI B COOTBETCTBUH C TpeOOBa-
HUSAMM HaCTOSIILUEr0 CTaHAapTa M TEXHHUYECKHMX YCIOBUM Ha HAOOpHI
KOHKPETHBIX BUAOB 10 TEXHOJOTHYECKUM ITPOU3BOJACTBEHHBIM perjiaMeH -

TaM, YTBEPXIECHHbIM B YCTAHOBJECHHOM TMOPAIKE, IS KAXKIOIo KOHKpPET-
Horo Habopa.

5.2 HopMaruBHasi 1oKyMeHTAaLMs Ha HaOoph! BKJIIOYAET TEXHUYECKHUE
ycioBusi (I'OCT 2.114), akcrryaTallMOHHYIO JOKYMEHTALUIO U TEXHOJIO-
TMYECKUHM NTPOHU3IBOACTBEHHBIN pErjaMeHT.

5.3 Habopbn! 10XHBI 06ecrieynBaTh TpebyeMble MOKa3aTeM KayecTBa
U 3KCIUIyaTallMOHHbIE XapaKTEPUCTUKH paboThl B TEYHEHHE CPOKA rOJHOC-
TU, YCTAHOBJIEHHOTO B COOTBETCTBYIOLLUX TEXHUYECKHUX YCJIOBMSIX.

5.4 B TeXxHUYECKHX YCIOBHUSAX Ha HA00pbl KOHKPETHBIX BUIOB HOJIXHBI
OBITh YCTAHOBJICHBI HEOOXOAUMBIE METPOJIOrHYECKUE XAPAKTEPUCTUKU U
perjiaMeHTHUpPOBaHbl TpeOOBAHUSA K peareHTaM Y COCTaBHBIM YAaCTSIM,
BXOOALIMM B HAOOp, ¢ yKasaHUEM 3HAYCHUH MoKasarejed cocraBa, KBa-
NMUPUKAUMUM, copTa TMO0 MapKH, a TAKXKE HOPMAaTUBHBIX JTOKYMEHTOB, B
COOTBETCTBUHU C KOTOPBIMH OHH BBINTYCKAIOTCA.

3.5 CBOiCTBa KOMITOHEHTOB Habopa AOJLKHBI 00ecrneYyuBaTh BO3MOX-
HOCTbh MPUMEHEHUA HaOOpa 1ocye ero TPaHCIMOPTUPOBAHUA U XpAaHCHHUA.
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5.6 Habopbl B TPAHCMOPTHOM YINMAKOBKE JNOJIXXHBI ObITh YCTOMYMNBBI K
BO3JENCTBUIO MeEXaHHYEeCKUX PaKTOPOB, BO3HUKAIOLLIUX MTPU TPAHCIIOPTH-
POBaHUMU.

5.7 Habopsl 10JXHBI OBITH YCTOMYUBLIMU K BO3ACHCTBUIO KJIMMATHU-
yecKux (akTopoB B MNMPOLECCE UX TPAHCIIOPTUPOBAHUSI U XpAHEHUS B
YCIOBUSIX, MPEAYCMOTPEHHBIX TEXHUYECKHMMH YCIOBUSAMHU HaA HAOOPBLI
KOHKPETHBIX BUJOB.

58 Mapkuposka

5.8.1 MapkupoBKa I0JKHa COOTBETCTBOBATh TPEOOBAHUAM HACTO-
11Iero craHaapTa U TEXHUYECKUX YCIOBUM HA HAOOpbl KOHKPETHBIX
BUIIOB.

5.8.2 MapkupoBKa KaXxaoro KoMNnoHeHTa Habopa JoXHa coaepxKaTb:

- HAUMEHOBaHHE MPEONpPUsTUA-U3IOTOBUTENS Habopa;

- TOBAPHBIN 3HAK MPEANPUATUSI-UTOTOBUTENS (ECNIH HUMeeTcsl WU
[pU HEOOXOIAUMOCTH);

- COKpallieHHoe Ha3BaHHe Habopa;

- Ha3BaHUE KOMIIOHEHTA;

- 00beM KOMIIOHEHTA;

- CITOCOO MOAroTOBKM KOMIMOHEHTA K MCIONb30BAHUIO (ITpU HeobXxo-
IUMOCTH);

- HOMEp CEpHUU;

- CPOK TI'OJIHOCTH;

- YCJOBHUSI XpaHEeHMUS];

- Haamuchb «TosibKO IS 1n Vitro TMarHOCTUKU»

- 3HAaK TOKCUYHOCTHU, arpeCCUBHOCTH WU APYroi ornacHoctH (npu
HeoOXOIMMOCTH).

5.8.3 MapkupoBka Kaxaoro Habopa noJKHA coaepXaTh.

- HAUMEHOBAHME MPEANPUATUSI-UIrOTOBUTESI Habopa;

- TOBApPHBIN 3HAK NMpPEeANPUSTUS-U3roTOBUTENS (€CAU UMEETCS );

- TIOJIHOE U COKpallleHHOE Ha3BaHUA Habopa;

- cocTtaB Habopa;

- JaTy U3roToBJIEHUS (Mecsil, roun);

- HOMEp CepUU;

- CpPOK I'OJJHOCTH,;

- YCJIOBUS XpaHEHUS;

- Hagnuch «ToJbKO VIS in Vitro AMarHOCTUKU»

- HOMEp TeXHUYECKUX YCJAOBHUH Ha JAHHBIN HAbOD;

- 3HAaK TOKCHUYHOCTH, arpeCCMBHOCTH MU JAPYro# oracHoctu (rnpu
HeoOXOAUMOCTH).
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5.8.4 MapkupoBKa TpaHCMOPTHOM Tapbl AOJIXKHA COAEPXATh:

- HaMMeEHOBAaHME MPEaANPUSITH-UITOTOBUTENIE Habopa;

- TOBApPHbIA 3HAK MPEANPUATUA-UITOTOBUTENSA (€CIU UMEETCH);

~ Ha3BaHUe Habopa,

- YCJIOBUS TPAHCIIOPTUPOBAHUS U XpAHEHUS;

- KOJIMYEeCTBO HA0OPOB

- CpOK FOAHOCTH.

5.8.5 MapkupoBKy cJyieayeT BBINOJHATbL MMEYATHBIM CMOCOOOM WU

cBeTokonupoBaHueM. Haanucy, conepxaiime naHHble 0 YUCIE HAOOPOB,
MecCSILIE€ U rofie U3rOTOBJIEHUS H CPOKE rOAHOCTH, IONYCKAETCS BBIMTOJHSITD

OT PYKH.

5.8.6 I'papuueckoe odopmieHHEe MAPKUPOBKU KOMITOHEHTOB Habo-
poB, caMUX HAOOpPOB U TPAHCHOPTHOU Tapbl NOJXHO COOTBETCTBOBATH
tpeboBaHussM [OCT 17768.

5.8.7 MapkupoBka KOMMOHEHTOB Habopa U caMoro Habopa — 1o
F'OCT 388S.

5.8.8 Mapkuposka tpaHcnoptHoi Tapsi — 1o 'OCT 14192.

59 YnakoBKa

5.9.1 Ynakoska noysixHa obecrne4yuBaTh 3alLUTY KOMIIOHEHTOB Habo-

poB U cCaMUX HAOOpPOB OT BO3ACHCTBUS MEXAHUYECKUX M KIMMATHUYECKUX
¢paKTOpOB BO BpEMSI TPAHCTIOPTUPOBAHMS U XPAHEHHSA, & TAKXKe YyA0OCTBO
[TOrpy304HO-pa3rpy304YHbIX pabor.

5.9.2 YnakoBka KOMIMOHEHTOB HabopoB M caMHUX HaAOOpOB MOJIXKHA
COOTBETCTBOBATh TPEOOBAHUSAM HACTOSILLEr0 CTAHAAPTA U TEXHHUUYECKHUX
YCJIOBUH HAa HAOOpbhl KOHKPETHOIO BUAA.

5.9.3 KoMmnoHeHTsl Habopa NOMKHbBI ObITH YITAKOBAHLI B TOTPEOUTEN b~

CKYI0O Tapy M YJOXeHBbl B Kopobky ¢ HaGopom. Ilpu HeobOxomumocTH
XpaHEeHUS MPHU HU3KUX TEMIIEpATypax OTACJAbHbIE KOMITOHEHTbI Habopa
IOJIKHBI ObITh YITAKOBAHbI B FTEPMETUYHO 3aKPBIThIE TPOMAPKUPOBAHHbBIE
[TOJIUITUICHOBbBIE ITAKETHI.

5.9.4 Kopobku ¢ HabGopamu JKO/KHBI ObITh OKJIeeHbI OYMaXXHOM JieH -
ot no TOCT 18510, kneesoit neHroit Ha OyMaxXHO OCHOBE IO
['OCT 18251 wuwaM nNOAUBTUIEHOBOM NEHTON C JIMIIKHUM CJOEM IO
['OCT 20477 nnu 3anasiHel TaK, 4ToObl OHU HE MOTJIM ObITH BCKPBITHI O€3
HApYLIEHUSA LEJIOCTHOCTHU YIIAKOBKH.

5.9.5 B xaxnyio kopobky ¢ HaGoOpOM AOSXHbBI ObITh BAOXEHBI:
- UHCTPYKLIUS 10 MPUMEHEHHUIO,;
- MAacrnopr.
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[lacriopt Ha Habop AOJXKEH conEepXKaTh:

- HAaUMEHOBAHUE MPEANPUATHUA-U3rOTOBUTENST Habopa;

- Ha3BaHUE HAOOPA;

- ATy U3rOTOBJICHMUS,

- HOMEp CEpPHHU;

- HOMED U IaTy BblLAAYM MACIMOPTA;

- Ppe3yNbTaTbhl KOHTPOJISA Ha COOTBETCTBUE HAOopa BceM TpeOOBaHUIM
TeXHUYECKUX YCJIOBUHA Ha JaHHbBIK Hadop,

- CPOK TrOAHOCTH;

- YCJIOBUSI XpaHCHUS;

- HOMeEp TEXHUYECKUX YCIOBUH HA Habop;

- IUTaMIl oTaesa TeXxHUu4yeckoro Kourpoisi (OTK).

6 TPEBOBAHUA BE3OIIACHOCTHA

6.1 HaGopsl noskHbl ObITE O€30nacCHBIMHU I MEPCOHANA, JOMYILEH-
HOro B YCTAHOBJIEHHOM TMOPSANKE K WX 3KCIUIyaTalUHU, a TaKXe Ui
OKpYXalollle cpeasl.

6.2 B 3kcruiyaTallMOHHOM ROKYMEHTALHM M TEXHUUYECKHUX YCJIOBHSAX
Ha Habopbl KOHKPETHbLIX BUIOOB, NMpPU HEOOXOAUMOCTHU, HOJXHbI ObIThH
yKa3aHbl BO3MOXHbI€ BUIBI OMMACHOCTH, @ TaKXe TpeOOBAHUA U CpeICTBa
obecrieyeHUs1 6€30MacCHOCTH MPU IKCIUTyaTaluud HabOpOB.

6.3 [lpenynpenurenpHble 3HAKW W HAaOMUCH Mo obecrnieyeHulo 6e3-
OIIaCHOCTHU OOJUKHBI ObITh pa3MElleHbl HA BAIHBIX MECTax HaboOpoB WU

X KOMIIOHCHTOB.

7 TPEBOBAHHA OXPAHBI OKPYXKAIOIIEN CPEJbI

7.1 HaGopbl He AONXHBI OBITH MCTOYHUKAMHU OMACHBIX HUINYUYEHUH
(HPb—96) [1] ¥ BblOeNeHMIl BpEOHbIX BELUECTB, 3arps3HSIOLIUX OKpPY-
Xamwlluyio cpeay Beille ycraHOBIeHHBIX HOpM (ITOCT 12.1.005).

7.2 B TeXHUYECKHUX YCJIOBUSX M IKCIUIYaTALLMOHHOW NOKYMEHTaLUU
Ha Habopbl KOHKPETHbBIX BUAOB AODKHBI ObITh YCTAHOBJEHHBI TpeOOBaHHA
K YTWIA3aUMU BpeOHbIX MATEPUAJIOB, 0Opa3ylolUXCS MPU SKCIUTyaTalUu
Habopa.

8 KOMILUIEKTHOCTD

8.1 IlepeyeHb KOMIIOHEHTOB, BXOISILLUX B HabOp, yCTaHABJIUBAIOT B
TEXHUYECKHUX YCJAOBUAX HAa HADOPBbI KOHKPETHBIX BHIOB.
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9 IIPABUJIA TPUEMKH

9.1 Habops! cnenyer noaseprarb cjAeAyOIUM BUIAM UCIIBITAHUM:

- TIPUEMOYHDBIM TEXHUYECKHUM,;

- MEOULMHCKUM;

- CepTUHPUKALMOHHDIM;

- rocyHapCTBEHHOMY KOHTPOJIIO KayecTha.

9.2 IlpueMouHble TEXHUYECKUE U MEIWLIMHCKHUE UCTIBITAHUSA ClieyeT

npoBogutk o N'OCT P 15.013.

9.3 CepTudHUKALMOHHBIM MCIBITAHUSAM MOABEPralOT Hadopsbl, Mpo-
HieAiue MprMeMoOYHbie TeXHUYCCKNE U MEAULIMHCKYE UCTIbITAHUS, pa3pe-
IIeHHbIE K MPOU3BOACTBY U INMPUMEHEHHUIO B MEAULIMHCKON MPAKTHUKE U
3apErMCTPpUPOBAHHDBIC B YCTAHOBJIEHHOM MOPSJIKE.

9.4 CepTudUKaLUMOHHbBIE UCTIBITAHUS HADOPOB NMPOBOJAAT B UCIbITA-
TeNbHLIX LEHTpax (J1abopaTopusix), aKKpeAUTOBAHHBIX U TMPU3HAHHBIX
He3aBUCUMbIMU [occTtdnpaproM Poccuu coMecTHo ¢ MuH3gpasom Poc-
CHH, B COOTBETCTBMH ¢ cucrteMom ceprudpukauuu I'OCT P.

9.5 TocynapcTBeHHBI# KOHTPOIb KayecTBad HA0OpPOB BKIIIOYAET MPO-

BEpPKY HAOOpOB KOHKPETHOINO BHJA HA COOTBETCTBUE BCEM TPeOOBAHUAM
TEXHUYECKHUX YCJIOBUM HA HAOOPD.

['ocynapcTBeHHOMY KOHTPOJIO KayecTBa mnoasepraloT Habopsbl, NMpo-
LHIeALIUE TTPUEMOUYHDBIE TEXHUUECKHE U MEAULIMHCKUE UCTIBITAHUS, pa3pe-
LHIEHHbIC K MPOU3BOACTBY U NPUMEHEHHUIO B MEAHLIMHCKON MpakTHUKE U
3aperUCTPUPOBAHHLIC B YCTAHOBJIEHHOM TMOPAAKE; TEXHUUYECKUE YCIOBUS
Ha 3TU Habopbl JODKHBI ObITh COTIACOBAHBI, YTBEPXKICHBI U 3apErUCTPHU-
POBaHbl B YCTAHOBJICHHOM IOpsAKe.

['ocynapcTBeHHBIH KOHTPOJIb 32 BhIITYCKAEMO MpoAYyKLIHEH BKIIIOYAEeT
npeaBapuUTeNbHbIN, MOCACAYIOILMNA U, MTPpU HEOOXOAUMOCTH, apOUTPAXK-
HbI KOHTPOJb KayecTBa HabopoB M MPOBOIAUTCA COOTBETCTBYIOLLIMMU
cnyx6amu MuHnaapasa Poccuu. [opanok nposeaeHUS roCy apCTBCHHOTO
KOHTPOJIA, NEPUOAUYHOCTD U MUHUMAJIbHBIA 00BEM BBIGOPKHM NO KaXao-
MY KOHKPETHOMY KJ1acCy HaOOpOB YCTaHABJAMBAIOTCHA COOTBETCTBYIOLLIMMH
HOPMATUBHBIMU JTOKYMEHTAMU, YTBEPXICHHBIMU B YCTAHOBJICHHOM I10-

pPAOKE.

10 METOAB MCITBITAHUN

10.1 Ycnosus u merons! ucribiTAHUM HaGOPOB NONKHBI GbITh YCTAHOB-
JICHBI B HOPMATHUBHBIX NOKYMEHTAX Ha Habopbl KOHKPETHBIX BUIOB.
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11 TPAHCITOPTUPOBAHHUE U XPAHEHHUE

11.1 TpaHcnopTUpOBaAaHHUE

11.1.1 TpaHcnoptupoBaTb HAbOPBLI CJACAYET TPAHCIIOPTOM BCEX BUIOB
B KPBITbIX TPAHCITOPTHBIX CPEACTBAaX B COOTBETCTBHUU C MpaBUJIAMU MEPE-
BO30K, NEHUCTBYIOIUMMHA Ha TPAHCNOPTE JAHHOIO BMUIA.

11.1.2 YcnoBust TpaHCNOPTUPOBAHHUA HAOOPOB KPbITBIMU TPAHCIIOPT-
HbIMH CPEACTBAMU B YACTHU BO3AEMUCTBUS TEMITEPATYPHBIX PAKTOPOB JOJIXK-
Hbl COOTBETCTBOBATb TPeOOBAHUAM TEXHUYECKUX YCJIOBUM Ha Habopbl
KOHKPETHbIX BUIOB.

11.2 XpaHeHUe

11.2.1 HaGophl B ynnakoBKE U3roTOBUTENS CACAYET XPAHUTH HA CKJa-
Jdx.
11.2.2 Ycnosusi xpaHeHUs1 HAbOOpoB MU MX KOMIIOHEHTOB B 4YacCTH
BO3JIEUCTBUS TeMIepaTypHbIX (HaKTOpPOB JOJIKHbI COOTBETCTBOBATH Tpe-
OOBaHUAM TEXHUYECKHUX YCJOBHH Ha HAOOpbl KOHKPETHBIX BUIOB.

11.2.3 Ycianosus XxpaHeHNS OTAENbHbIX KOMIIOHEHTOB HA0Opa 1no¢iie ux
BCKPBITUSI MJAM MOATOTOBKU K HUCIMOJIL30BAHUIO B YaCcTU BO3JICHCTBUS
TeMIIepaTYPHbIX (PAKTOPOB U CPOKOB XPAHEHHSI JOJ/DKHbI COOTBETCTBOBATD
TpeOOBAHUSM TEXHUYECKHUX YCIOBUH HA HAOOPB! KOHKPETHBLIX BHUIOB.

12 TAPAHTUHN U3I'OTOBHUTEJIA

12.1 B TexHHYECKUX yC/IOBUAX HA HAOOPbl KOHKPETHBIX BUJIOB JOJIXK-
HbI ObITh YCTAHOBJIEHb! rApAHTUIHBIE CPOKH FOAHOCTU HAaboOpOB.

12.2 T'apaHTUIHBIA CPOK F'OAHOCTH HAOOPOB YCTAHABJIUBACTCS CO NHSA
npueMKH Habopa OTK npennpusaTUsi-U3roTOBUTES.
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[TPHITOXEHHAE A
(pexomendyemoe)

OBIIIUE TPEBOBAHUA
K COIEPXKAHUIO MHCTPYKLIUHA 11O IPUMEHEHUWUIO HABOPA

MHCTPpYKUMSE IO NPUMeHeHUI0 Habopa AONAXKHA COAEpXaTb Chaeaylolnme
pa3nenbl:

- Ha3Ha4yeHHe,

- XapaKTepucTHKa Hadopa;

- AHAINTUUYECKUE XapaKTepUCTUKN Habopa;

- MeEpbl NPeNOCTOPOXHOCTH NipU padoTte ¢ HaGopoMm;

- obopyaoBaHue U MaTepuanbl, HEOBXoAUMBIC TIpH paboTte ¢ HabopoMm;

- aHanaMu3upyembie npodbul (NMpHU HEOOXOAUMOCTH);

- IIOArOTOBKA peareHTOB Ui aHaln3a (rpyu HeoOXOAUMOCTH);

- NpoBeAcHHe aHATN3a,;

- pacyersl (IpU HEoOXOAUMOCTH);

- YCNOBMS XpaHEHMUA H 3KCIyaTauuu Habopa.

A.l B pasnene «HazHaueHue» HOJXKHDBI ObITh YKa3aHbI:

- MOJIHOEe Ha3BaHMe Habopa;

= MIpeaHa3HayeHue Habopa U ero AMarHoCTU4YECKast poJib.

A.2 B paznene «Xapakrepuctuka Habopa» RONXHbBI ObITb YKA3aHbI:

- cocraB Habopa,

- KOJIMYeCTBO AHATMU3UPYEMbIX NPoO;

- TIPUHLIMN METOoa, NOJOXESHHOr0 B OCHOBY padboThl ‘HabGopa.

A.3 B pazgene <«AHanUTUUYECKHE XapaKTEPUCTUKU Habopa» NOAXHBI ObITH
VKa3aHbl.

- cneuudUyHOCTh Habopa (npu HEOOXOAUMOCTH);

- YYBCTBHUTEJBHOCTb (MMHUMANBHOE KOJHYECTBO BELIECTBA WIHM aKTUBHOCTD
pepMeHTA, onpeaeisseMblie HAOOPOM);

- BOCIMPOU3BOAUMOCTb PE3YAbTaTOB (KO3(@PHUMUEHT BapHaLIUH pe3YyJbTaTOB
onpenesieHust, nNpu HEOOXOAUMOCTH);

- JIMana3soH onpeneasieMblX KOHUECHTpaLUUH BellecTBa (MKW aKTUBHOCTH ep-
MEHTA);

- JJMHEMHOCTb OIMNpelcNeHUA B AUANa3oHe onpeaeasieMbix KOHUEHTpaUUHN
BelllecTBa (WIH aKTHBHOCTH (PepMEHTA), NMpH HEOOXOAMMOCTH,

- 3HaA4Y€HMA KOHLICHTPAUMN BeulecTBa (MM aKTUBHOCTU (pEPMEHTA), COOTBET-
CTBYIOWLINE HOPMAJIbHBIM.

A.4 B pazgene «Mepbl npeaocTopoXHOCTH 1npu padore ¢ HaboOPOM» HONKHDI
ObITb yKa3aHbl MEpbl O€30NacHOCTH, NMO3IBONJIONINE NPEAOXPAHATD OnepaTopa OT
BO3MOXHOI'O BPEAHOIo BIUAHUSA KOMMOHEHTOB Habopa Ha OpraHuiMm.
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A.5 B pa3nene «OGopyaoBaHue U Marepuanbl, HeodxoaumMbie npu padote ¢
HabopoOM», HOJMXKHbI ObITb YKA3aHBbI:

- PEeKOMCHAyeMoe U3MEPHTEIbHOE 000OpynOBaHNE,;

- JO3UpYIollMEe YCTPOUCTBA,

- Apyroe Mucnojb3yemMoe obopyaoBaHUE (TepMOCTaT, BCTpAXHBATEIb, BUOpa-
LIMOHHBIA CMECHUTENb, IUTATUB U T. I.);

- JnaboparopHast nocyaa,

- MaTepMaJibl U pearcHThl, HE BXOJAALUHUE B cocTaB Habopa.

A.6 B pasnene «AHanu3upyembie NMpoObI» A0MXHBI ObITb YKa3aHbI:

- BHMI aHAIU3UpyeMOro OMONOrMYeCcKoro Marepmuana,

- npoleaypa Nnony4yeHUs aHaJIM3npyeMoro 6MoJIorHYecKoro Marepuvana (rnpu
HeOOXOOAUMOCTH);

- OTPAHHUYUYCHHSA MO UCIONb30BAHUIO AHATU3IUPYEMOTO MaTepHaa;

- YCJIOBUSI BO3MOXHOIO XpaHEHUA aHaIM3upyeMbix oOpa3iloB.

A.7 B pasnene «IloaroroBka pearcHTOB U1 aHaIKM3a» AONMXHBI ObITh YKa3aHbl
METO/bI:

- TNPUTOTOBAEHMSA pearcHTOB (IPpH HEOOXOAUMOCTH);

- MOAroTOBKH COCTaBHBIX yacTeil (MpyU HEOOXOAUMOCTH);

- TIPUIOTOBJIEHHA KanTHMOpOBOYHBIX 1Tpod (Npy HATUYUHK U (WIH) NTPH HEOOXO-
IUMOCTH);

- TNPUTOTOBNEHUA KOHTPOJIbHOM CBIBOPOTKM (NpyU HanUMyvM U (WIH) NpH
HeOOXOAUMOCTH).

A.8 B pa3nene «IlpoBeacHue aHanMn3a» OOJMXHBI ObITh YKa3aHbI:

- pacxoll KaXIOoro pearcHra;

- TOCJICAOBATENAbHOCTL ITPOBEACHHNS 3TAIlIOB aHAIN3A;

- HeoOXoaMMbIe AOINOJHUTENbHbIE NpoLcayphl (IMPOMBIBKA, UHKYOU[OBaHME,
BCTPSIXMBAHUE U T. I.);

- TIpolLleaAypa U3MEPECHHA.

A.9 B pasnene «PacueTbl» nomkHbI OBITH YKa3aHbl:

- cnoco®bl nocTpoeHHsI KAMTHOpOBOYHON KpHUBO# (ITpH HE0OXOANMOCTH);

- (bopMyJIBI pacyera CcoaepXaHMs onpeaecaseMoro BellecTBa (AKTMBHOCTH
depMeHTa);

- MCNONb3YEMbI¢ KOMIIBIOTEPDHBIC NporpaMMbl (NpH HEOOXOAUMOCTH).

A.10 B pa3snene «Yci10BUA XpaHEHHMS U 3KCIUyaTauiMy Habopa» ROMXKHBI ObITD
YKa3aHbl:

- YCNOBHUSl XpaHeHHUA Habopa;

- CpOK roagHOCTH Habopa,

- CpOK rOJHOCTH BCKPBITBIX KOMIIOHEHTOB Habopa;

- CPOK NOAHOCTH NMPHUIOTOBRJICHHBIX A1 paboThl pearéHToB.
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[TPHITOXEHHE b
(cnpaeoynoe)

BUBIINOIPADUA

|1] HPb—96 Honusupyouiee uanyyeHne, paavaunoHHasi 6ezonacHoctb. HopMel

paanauvoHHo 6e3onacHoct (HPb—96). I'mruennyeckmne HopMma-
BBl I'H 2.6.1.054—96
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P. SIPABOOXPAHEHHUE. IIPEIMETBI CAHUTAPUHU H T'NT'TMEHbI

I'pynna P24

H3imenenune Ne 1 'OCT P 51088—97 HabGopm peareHToB NIt KIHHHYECKOM
naGoparopnoi nuarnocTuki. O0mHe TeXHHYECKHE YCIOBHSA

IIpunsaTo n BBeneno B AeicTeue IlocranosienneM I'occrangapra Poccuu or
11.11.99 Ne 403-ct

ITata sBenennsa 2000—07—01

Pasgen 1. Bropoi aG3an U3MOXHUTL B HOBOH peAaKLIUM:

«CTaHOapT He pacrnpocCrpaHAeTcs Ha MEAULIMHCKHE UMMYHOOHOIOrHYecC-
KM€ rpenaparthl, npeaHa3HadyeHHBbIEe sl crieuMPUYECKON NMPOPUNAKTHKHU,
IUArHOCTUKHY M JedeHUs MH(PEKLIMOHHBIX, Napa3uTapHEIX 3a001eBaHUI 1 a-
JTEPrUYECKUX COCTOAHMM: BaKLIMHBI OaKTepUIHHEBIC U BUPYCHBIE, AaHATOKCHHEI,

(Ilpodoaxncenue cm. c. 78)



(IIpodoaxncenue usmernenus Ne 1 x I'OCT P 51088—97)

UMMYHOIJIOOYJIMHBI HOPMAJIBHBIE U CleliMdHrYecKre, CBIBOPOTKU JUATHOCTU-
YyeCKM€ M AaHTHTOKCHYECKME JleyeOHble, OakTepruodaru AUAarHOCTUYECKUE M
neyeOHo-nNpoPUNakTUUYECKHE, rnpenapaTbl HopMaopsl (OMpuayMOaKTepHH,
criopobakTepyH, 6aKTUCYOTHA U Ap.), MHTEPPEPOHBI, LIUTOKUHBI U APYIUe
OHMOIOrMYECKUE UMMYHOMOIYISTOPBI WISl CTUMYJIILIMM aHTUUMHOEKIIMOHHOTO
UMMYHHUTETA, AJUIEpreHbl 6akTepyualbHbIe, I'pUOKOBBIE, IUIileBbIe, OBITOBBIC,
NBUTBLIEBBIE YU IP., IUMATHOCTHUUYECKUE TECT-CUCTEMBI /11 MMMYHO(DEPMEHTHO-
ro aHaJiM3a MHQEKILMOHHEBIX U Napa3UuTapHBIX 3a60JieBaHUI, TUATrHOCTUKYMBI
AHTUTEHHBIC, aHTUTCABHBIC, NMUTATEJAbHBIE cpenbl (OaKkTepUalbHbIC, BUPYCO-
JIOTUYECKHE )».

Pazaen 10 u3/10XKUTH B HOBOH pelaKlIMU:

«10. MeToanl HCNHITAHUNIA

YcaoBuss 1 MeToabl ucneiTaHuii yctaHoBieHbl B [OCT P 51352—99 u B

HOPMAaTHUBHOM TOKYMEHTALMY Ha HaOOPbI KOHKPETHBIX BUIOB».

(MYC Ne 22000 r.)
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