MUHHUCTEPCTBO SKOHOMHUYECKOI'O PA3BUTHS POCCUNCKOM ®EJIEPAIIUA
OEJIEPAJIBHASA CJY/KBA 110 AKKPEJAUTAIIUN

IMPUKA3
oT 25 sinBapsi 2019 r. Ne 11

OB YTBEPXJIEHUM METOIWYECKNX PEKOMEHJIALTA
O OIMUCAHHUIO OBJIACTU AKKPEJIUTAIIMA UCTIBITATEJIbHON
JIABOPATOPUMU (HEHTPA)

(B pex. mpukasa Pocakkpeauraruu ot 21.03.2019 Ne 50)

B cootBerctBuu ¢ mynktom 9 crarbm 4 ®depepanbHoro 3akona ot 28.12.2013 Ne 412-d3 «O6
aKKpeIUTAllMd B HAIMOHAJIBPHOW CHCTEME aKKpeIuTallMu» B MLEIsIX oOecredeHus CcoOIroaeHus
3aABUTCISIMA W aKKPEJAWTOBAHHBIMU JIMIIAMH, OCYHICCTBISIONIMMHU JCATEIBHOCTh B  KAuyeCTBE
UCTIBITATENBHBIX JIa0opaTopuii (LEeHTPOB), TpeboBaHMi 3akoHOMaTenbCTBa Poccuiickoit denepannu 00
aKKpEIUTAIMK B HAIIMOHAJIBHON CHCTEME aKKPEJIUTAIMH ITPUKA3BIBAIO:

1. YTBepauTh mpuiaraeMple METOIUICCKUE PEKOMEHAINH TI0 OMMCAHHUIO O0JIACTH aKKPETUTAINH
HCIIBITaTeNIbHON JJabopaTopuu (1ieHTpa) (Hayiee - MeToandeckue peKOMEHIAIHH ).

2. YcraHoBUTh, 4T0 MeToaudyeckue PeKOMEHJAUMU MPUMEHSIIOTCS yYaCTHUKAMU HallMOHAJIbHOM
CUCTEMBI aKKpPEIWUTAlMU IIpU IPENOCTaBlIeHUN PocakkpenuTanueil rocyJapCTBEHHBIX YCIYr €O JIHS
ormy0nukoBaHusT MeToauuecKux peKkoMeHmanmii Ha odunumaneHOM caiite Pocakkpemuranuud B
UH(POPMALMOHHO-TEIEKOMMYHHUKAIIMOHHOHN ceTu «HTepHeT».

PykoBoaurens
AN XEPCOHLIEB
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Y TBepKICHBI

npukazoMm Pocakkpenuranumn
ot 25 suBaps 2019 r. Ne 11
(B penakiuu

npukasza Pocakkpenuranuu
ot 21 mapta 2019 r. Ne 50)

METOJINYECKHAE PEKOMEH/IALIIA §
«OMUACAHUE OBJACTU AKKPEJUTALMU UCIBITATEJIBLHOM
JABOPATOPUM (IIEHTPA)»

1 ObsacTh NpUMeHeHust

Hacrosimme Meronuueckrne peKOMEHIAMKU MIPEIHA3HAYEHbI U1 3aABUTEIEH U aKKPEIUTOBAHHBIX
JUL, OCYIIECTBISIIOIIUX JIE€ATEIbHOCTh B HAUMOHAIBHOW CHUCTEME aKKpEAUTAllMM B KayecTBE
UCIIBITaTeNIbHBIX JTabopaTtopuii (1ieHTpoB). Hacrosmme MeTtouueckne peKOMEHIalluK IPUMEHSIFOTCS TIPU
3aMoIHEHUH O0JacTU aKKpeAuTauuu. Takke HacTosiue MeTroanyeckue peKOMEHAAUU MPUMEHSIOTCS
HKCIIEPTAMU 110 aKKPEIUTALNUN U TEXHUYECKUMHU IKCIIEPTAMU NP OLICHKE 00JIACTH aKKPEIUTAIIUH.

2 HopmaTuBHBIE CCHLJIKHU

ISO/IEC 17025:2017 «OO0mmue TpeOoBaHUS K KOMIETEHTHOCTH MCIIBITATEIBHBIX U KAIMOPOBOYHBIX
nabopaTopuii».

I'OCT MCO/MDK 17025-2009 «OOmme TpeOoBaHHS K KOMIETEHTHOCTH HCIBITATENbHBIX H
KaJIMOPOBOYHBIX JTA00OPATOPUIAY.

[Tpukaz Munskornompazsutus Poccun ot 30 mas 2014 r. No 326 «O0 yTBep»KACHHH KPUTEPHUECB
aKKpEIUTAIMH, NIEPEYHs JOKYMEHTOB, MOATBEPXKIAIOIINX COOTBETCTBUE 3asBUTEIIS, aKKPESIUTOBAHHOTO
JUIa KPUTEPUSM aKKPEIUTAIMH, W TIEPeYHs JOKYMEHTOB B OOJACTH CTaHIApTU3AIUH, COOJIOICHHE
TpeOOBaHUI KOTOPBIX 3asBUTEISIMHU, AKKPEIUTOBAHHBIMHU IUIIAMU OO0ECIIEYMBAET WX COOTBETCTBUE
KPUTEPUSIM aKKPEIUTAIHI).

[Tpuka3 Munskonompaszsutus Poccuu ot 23 mast 2014 r. Ne 288 «O6 yrBepxkneHnu GopM 3asiBICHHS
00 aKKpeIuTalllH, 3asIBIEHUS O PACIIMPEHNUN 00JIACTH aKKPEAUTALMH, 3asBJICHHUS O COKPALLICHUN 00JIacTH
aKKpeIWTAIlMM, 3asBICHUS O  TPOBENEHHH  TPOLEAYPHl  IMOJITBEPKACHUS  KOMIETEHTHOCTH
aKKpEIUTOBAHHOTO JIMLIA, 3asIBJICHHs O BHECEHUM U3MEHEHUH B CBEJCHUS peecTpa akKKpeAUTOBaHHbIX JIUII,
3asBIICHHSI O BBIIa4y€ aTTecTaTa akKpeIUTalli Ha OyMa)KHOM HOCHUTEIIE, 3asBJICHHUS O BhIIade qyOimKara
aTTecTaTa akKpeIuTallu1, 3asBJICHUS O IPEKPAIeHUH JeHCTBUS aKKpeIUTaLUN.

®enepanbHbIii 3aK0H 0T 28 1ekadps 2013 r. Ne 412-D3 «O0 akKkpeauTayy B HAIHOHAIBHOW CHCTEME
AKKpeIuTaLn».

NJIAK-G18:04/2010 «PykoBoacTBO 10 (POpPMYIHPOBAHHIO O0OJAacTed aKKpeAWTAlUH  JUIs
naboparopuii».

[TocranoBienne IlpaButensctBa Poccuiickoit @enepanmu ot 31 gekadbps 2009 r. Ne 879 «O6
yrBepkaeHuH [loJIoKeHHMsI O EeIMHHUIAX BEJIMYWH, JONMYCKAaeMbIX K TPUMEHEHUI0 B Poccuiickoii
denepanum».

3 OcHOBHBIC OJIOKEHUSA

Hacrosimue Meroandeckue peKOMEHIAIMK OMPENeNsioT TpeOOoBaHUs, COOMIOJEHHE KOTOPBIX
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3adBUTEISAMU M aKKPEAUTOBAHHBIMM  JIMLAMH, OCYILECTBIIAIOIIMMU JIEATEIBHOCTE B KayeCTBE
UCTIBITATENbHBIX JlabopaTopuii (LEHTPOB), MpH 3aANOJHEHUH pAa3/eioB 00JacTH aKKpEeIUTALUU
o0ecreynBaeT COOTBETCTBUE TpeOOBaHUAM 3aKoHOAaTeNbeTBa Poceuiickoil denepannu 06 akkpeaAUTaH
B HAallUOHAJILHOM CUCTEME AKKPEIUTALIUN.

4 O6mue TpedboBanus

4.1 Tlpu OCYyIIECTBICHUN NEATEIHHOCTH 3asSBUTEIIS/aKKPEIUTOBAHHOTO JIUIIA HA HECKOJNBKHUX (2 U
OoJee) aapecax MECT OCYIIECTBICHUS 1E€ATEIbHOCTH:

- B 3aroJIOBKe 00J1acTH AKKpCAUTALIUN YKA3bIBAIOT BCC ap€Ca MCCT OCYHICCTBIICHUA ACATCIbHOCTU
3asBUTEIIS/ AKKpCAUTOBAHHOT'O JIMLA,

- 00J1aCTh aKKpPEIUTALUH T0JKHA OBITh CTPYKTYPUPOBAaHA Ha pa3/ielibl VISl KaKI0T0 U3 apeCcOB MECT
OCYILIECTBIICHUS JNEATEIBHOCTH C YKAa3aHUEM KOHKPETHOIO IEpEYHsl NOKYMEHTOB, YCTaHABIMBAIOLIMX
IpaBuiIa u METO/bI HCCIIEN0BAHUMN (ucnibITaHMi) u U3MEPEHU, peanu3yemsbIx
3asBUTEJIEM/aKKPEAUTOBAHHBIM JIMLIOM Ha KaXXJIOM U3 alpeCOB MECT OCYIIECTBICHUS AEATEIbHOCTH, TNO0
00JIaCTh aKKpeIUTALUH AT KaKIOTO M3 aJpEecOB MECT OCYHIECTBICHHS JESATEIbHOCTH odopmisieTcs B
BUJIE OTACIBHOIO TOKYMEHTA.

42 B cnyyae, eciM Ha OJHOM U3 aJPECOB MECT OCYIIECTBICHUS JACSITEIbHOCTU
3asBUTEIISI/aKKPEJUTOBAHHOTO JIMIA PEATHU3YIOTCS IMPOLECCHI, SBISIFOIINECS HEOTHEMIIEMON YacThIO
(GYHKIIMOHUPOBAHUSI CHUCTEMbl MEHEPKMEHTa HCIBITATeNbHOM JabopaTopuu (LEHTpa), HO HE
BBITIOJIHSIFOTCSL UCCIIEAOBAHUS (MCIIBITAHUS) U U3MEPEHHUS, HAIIPUMED:

- apXUBHOE XpaHCHHUE JIOKYMEHTOB UCIIBITATEIbHO TabopaTopuu (IICHTPa);
- PUEM U PErucTpalus 00pas3os (mpood),

TO B JaHHOM ClIy4dac JTaHHBIN aapec MECTa OCYHICCTBIICHHA OCATCIbHOCTHU YKA3bIBAIOT TOJILKO B
3aroJIoBKe 00J1acTH AKKpCAUTAIUN C YKA3aHUEM PpCAJIN3yCeMOI0 IIpo1ecca.

[Tpumep Ne 1, nnnroctpupyronuii JaHHOE MPaBUIIO, IPUBEIEH B puiioxkeHuu Ne 1.

43 Jlnsa ucHBITAaTEeNbHBIX  JIabopaTopuil  (LIEHTPOB), OCYHIECTBISIOMIUX  JAEATENbHOCTb
UCKJIFOUUTENILHO Ha MECTaX OCYILECTBIICHUS] BDEMEHHBIX pa0OT, B KAUECTBE aJpeca MECTa OCYIECTBICHHS
JeSITeIbHOCTH YKa3bIBAIOT aJ[pec MeCTa XpaHEeHUs1 000py1oBaHMsl, 00paboTKU U 0(hOpMIIEHUS pe3yabTaTOB
UCCJIEIOBaHMSI (MUCTIBITAHUM) U U3MEPEHUH, XpaHEHHs] U apXUBUPOBAaHUS TOKYMEHTOB, JJIsl IT€PeIBUKHBIX
nabopaTopuil - aapec MPUIHMCKH TPAHCIIOPTHOTO CPEACTBA, MO0, MPH €ro OTCYTCTBHUH, aJpec MecTa
HaXO0X/ICHUS 3asiBUTENIS/aKKPEIMTOBAHHOIO JIUIIA.

4.4 ®opma 06s1acTU aKKpEAUTAIIUH JOHKHA COOTBETCTBOBATD:

a) ¢popme, puBeeHHON B Ipukaze MuHsKkoHOMpa3BuTHs Poccun ot 23 mas 2014 r. Ne 288, - npu
nojadye 3asBICHHSA O MPEIOCTaBICHWH TOCYAAPCTBEHHOM YCIYTHW, IMPEIIOJIAaraioiell NpHIoKeHne K
3asBJICHHUIO 00JIaCTH aKKpeIUTAalllH,

0) dhopme, mpuBeneHHON B Tprka3ze MunsakoHoMpas3BuTHs Poccuu ot 26 mast 2014 r. Ne 295, - no
pe3yJibTaTaM MPOXOKICHHS 3assBUTEIEM/aKKPEIUTOBAHHBIM JIUIIOM BBIC3HON IKCIIEPTH3BI COOTBETCTBHUS
KPUTEPUAM aKKPETUTAIIH.

4.5 YxazaHue 3Haka «*» B HaUMEHOBaHUAX Tpad popMbl 00J1aCTH aKKPEAUTALIMU HE TpeOyeTcs.

4.6 ChopmupoBaHHas [0 pe3yJibTaTaM BbIE3THON OLEHKH 00J1aCTh aKKPEIUTALMU B OYMa>KHOM BUJIE
CIIMBaeTCA. XBOCTHI CIIMBAIOIIEH HUTH (PUKCUPYIOTCS HaKJIEHKOM, Ha KOTOpoW yka3zaHa MHGopManus
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«[IpomuTo, mpoHyMEpOBaHO __ ( ) IUCTOBY, MPU ATOM Ha HAKJIEWKY HE CTaBSITCSI HU MOJIKUCH,
HU TeYaTh IOpUANYecKoro nuia. Ha obopore mocienHero Jimcra o0JIaCTH aKKPEIUTAIUU YKA3bIBAETCS
COCTaB AKCIIEPTHOM TPYIIIbI 17151 BUBUPOBaHUS C(POPMUPOBAHHON 007IaCTU aKKPEIUTAIINH.

4.7 K 3asBJIEHUIO O MPOBEAECHUHU NMPOLIETYpPhl IOATBEPHKIECHUS KOMIIETEHTHOCTH aKKPEAUTOBAHHOTO
JMIIa HEOOXOIMMO IpuiIaratb o0J1acTh aKKPEAUTALUMU, IPU 3TOM yKa3zaHHast 00J1acTh MpeACTaBIseT cCOO0M
€/IMHBIN JTOKYMEHT, COPMHUPOBAHHBINA C yY4ETOM BceX 001acTeil akKpeAUTaIllH, YTBEPKICHHBIX paHee B
paMKax MpoLeAyp AaKKpeAWTalMM, COKpallleHHs oOJacTh aKKpeOuTaluu, paclIipeHus o01acTu
AKKpEIUTALMK, U3MEHEHUSI MECTA UIIU MECT OCYLIECTBIICHUS JEATEIbHOCTH.

4.8 HpI/I COBMCHICHHUH IIPOLEAYPhlI NOATBEPKACHHUA KOMIICTCHTHOCTH AKKPCAUWTOBAHHOI'O JIMIA C
pacImpCHUCM obactu AKKpCAUTAUU K 3asABJICHUIO IPHUJIAraroTCA ABC obactu AKKpCAUTAlUU:

- 001acTh aKKpeuTaluu, CHOPMUPOBAHHAS C YUETOM BCEX 00JIacTel aKKpEIUTAIIUH, YTBEPIKICHHBIX
paHee B paMKax IMpOLeIyp aKKpeIuTallH, COKpalleHHs 00JIaCTH aKKpeIUuTalllH, pacliupeHusl o0nacTu
AKKpeAUTAINK, U3MEHEHHUS MecTa (MECT) OCYIIECTBICHUS JIeATEIbHOCTH;

- pacmanupAacMas 00J1aCThb AKKpCIAUTaluu.

4.9 Tlpu coBMElIEHUH TPOUEAYPHI MOJITBEPKIACHUS KOMIIETCHTHOCTH aKKPEAUTOBAHHOTO JIHIA C
npoueaypoil HM3MEHEeHHsT MecTa (MeCT) OCYIIECTBICHUS JAEATeIbHOCTH B 00JacTH akKKpeOuTaluu
YKa3bIBAETCS HOBOE MECTO WJIM MECTA OCYIIECTBICHUS AEATEIIBHOCTH aKKPEAUTOBAHHOTO JIMIIA.

4.10 Hdomyckaercss BKIIOYCHHE B 00JaCTh aKKPEIWUTAIIMU HCIBITATENLHOU TabopaTtopuu (IEHTpa)
HECTAaHAAPTHBIX ~METOAUK, METOAMK, pa3paOOTaHHBIX JIabOpaToOpuel; CTaHAAPTHBIX METOJUK,
UCIOJIb3YEMBIX 3a IpeJeslaMd LeJIeBOM 00JacTh NpUMEHEHMs (U1 HCCIENOBaHUM (MCHBITaHUN) U
U3MepeHuil, a Takxke oTOOpa Npo0 HE YKa3aHHBIX B METOAUKAX OOBEKTOB); PACHIMPEHHBIX U
MOIU(HUIMPOBAHHBIX CTAHAAPTHBIX METOMWK, TPU YCIOBHH HAIWYUs W COONIIOJCHHS IPaBHII,
IPEIYCMOTPEHHBIX MYHKTOM 23.15 KpUTepHueB akKpeAUTalMH, U IPeAyCMaTPUBAIOIIUX BHEAPEHUE TaKUX
METOJUK B J€SATEIILHOCTh TJAOOPaTOpHH.

5 3anosnnenne rpagbr Ne 1: «Ne n/m»

5.1 Kaxx b1t JOKYMEHT, coiep Kallliii MpaBujia U METO/Ibl UCCIIEJOBaHUM (MCIIBITAHUI) U U3MEPEHUI
WIN TpaBUiIa U METO/bl 0TOOpa MpoO, T0JKEH OBITh YKa3aH B 00JIACTH aKKPEIUTALMUU MO/ OTJEIbHBIM
HoMmepoM. [Ipy HanmuuuK B JOKyMEHTE HECKOIbKUX METOIUK, Ka)K/1ash METOIMKA TOJKHA ObITh yKa3aHa 1o
OTJeNbHBIM HOMepoM. Hymeparius nomkHa ObITh CKBO3HON, HOMEpa HE0OOXOMMO yKa3bIBaTh YHUKAJIbHBIE.
O0benuHeHNe HECKOJIBKUX JIOKYMEHTOB 101 OJTHUM HOMEPOM He Jtonyckaercs. Kaxknas MeTonka 10mkHa
OBITH yKa3aHa 10/l OTJeIbHBIM HOMEPOM B 00JaCTH aKKpEeIUTAIHH.

Uckimrouenue:

- BKJIFOYCHHE B 00JIACTh AKKPEAUTAIMHU JIOKYMEHTOB, YCTAHABJIMBAIOIIUX IpaBHIa M METOJbI
UCCIeJOBaHHU (MCIIBITAHUN ) K M3MEPEHUI, COCTOSIINX M3 HECKOJIBKUX B3aUMOCBSI3aHHBIX YacTel (TOMOB),
NPUMEHEHHE KOTOPBIX OTJCIBHO JPYT OT JAPYra He MPeCTaBIAETCs] BOBMOXHBIM (CM. mpriioxkenue Ne 2 -
npumep Ne 2, myHKT 7).

5.2 He nomyckaetcsi MOBTOPHOE yKa3aHHWE B OOJIACTH aKKpeAWTAllMK B MpeJesiax OJHOro ajapeca
MECTa OCYIIECTBICHUS NEATEIBHOCTH OJHOTO W TOTO € JOKyMeHTa (00 TyHKTa JOKYMEHTA),
YCTaHABIWBAIOIIETO MPABUIIA U METObI UCCIEAOBAaHUH (MCTIBITAHUN) U U3MEPEHUN.

[Tpumep Ne 2, mnmocTpupyromuii JaHHbIe PaBUIIa, IPUBEIEH B NMPHIIOKEeHNH Ne 2.

6 3anoaHenue rpapbr Ne 2! «/lokymMeHTBI, yCTaHABJMBAaKOIIMEe TPABHUJIA M MeETO/AbI
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HCCJIeI0BAHUN (MCNILITAHUIA) M U3MEPEeHM I

6.1 B nannyto rpady o61acTu akKpeauTaIIuy BKIFOYAIOT:
- TOKYMEHTBI, YCTAHABIIMBAIOIIINE TIPABHIIIA M METOIbI UCCIICAOBAHNN (MCTIBITAHUI ) U U3MEPECHHIA,
- IOKYMEHTBI, YCTaHABJIMBAIOIIUE TIPABUIIA U METOBI 0TOOpa 00pa3ioB (1pood).

6.2 JIoKkyMEeHTBI, HE COJIeprKaIllie MPaBHIa K METOJIbI UCCAEAOBAHUH (MCIIBITAHHUH ) M U3MEPEHUM JIN00
otOopa mpo0, HO COJEpKaIINe CCHUIKM Ha JIOKYMEHTHI, B KOTOPBIX UMEIOTCS METOJIUKH HCCIEIOBaHUN
(McTbITaHM) U U3MEPEHH, MOTYT OBITh BKJIIOUEHBI B 00JIACTh aKKPEAUTALIUU JIAOOPATOPUH TOJILKO MPHU
YCIIOBUU HAJIMYHS B 00JIACTH aKKPEAUTAIIUU JOKYMEHTOB, HAa KOTOPBIC JJaHA CChIIKA.

6.3 JIokyMeHTBI, HE COJIeprKaIllie MPAaBHIIa K METO bl UCCIICIOBAHMM (MCTIIBITAHUM ) U ©3MEPEHUI JTHOO
oT0Oopa po0, He MOTYT OBITh BKIIFOUEHBI B 00JIACTh aKKPEIUTAIINHN UCTIBITATENILHOM JTabopaTopuu (IICHTPa).

[Tpumep Ne 3 HOKYMEHTOB, HE COAEpX AIIUX METOIUK HCCIEAOBaHUN (MCHBITAHUI) U U3MEPEHMUIA,
IpPHUBEJICH B IpHIoskeHUU No 3.

6.4 CBeieHus 0 TOKYMEHTAaX, YCTaHABIMBAIOIIMX MTPaBUiIa U METO/IbI HCCIICIOBAHUMN (MCTIBITAHUI) U
u3MepeHuii, otbopa oOpasios (mpob), BKIoyaemblie B rpady «/{oKyMeHTHI, yCTaHABIMBAOIIKE TIPABUIIA U
METOJIbI UCCIICIOBAaHMM (MCTIBITAHUI) U M3MEPEHUI», JODKHBI COACpKaTh MHUQPP AOKYMEHTA WJIH, TIPH
OTCYTCTBUHM Yy JOKyMeHTa mmdpa (a TaKke Ui HECTaHJAPTH30BaHHBIX METOJMK), €ro IOJIHOE
HAaUMEHOBAHHE, a TAK)KE MOTYT COJIEPKATH T'0Jl YTBEPKICHUS BEPCUH (PEIAKITNH, U3/IaHuUs).

[Tpumep Ne 4, unmnrocTpupyroiuil JaHHOE MPABUJIO, IPUBEIEH B MpUIoKeHUHU Ne 4,

6.5 B obOnactu akkpeauTaluuy HCHbITATENbHOM jaboparopuu (LIEHTpa) yKazaHWE ToAa W3JaHus
HOPMAaTUBHBIX JOKYMEHTOB HE SIBJISETCS 00s3aTenbHbIM. VICKiItoueHneM SBISIFOTCS HECTaHAapTU30BaHHbIE
(HecTaHIApTHBIE) METOJIMKH, a TaKXKe METOAMKH, pa3pabOTaHHbIE HCHBITATENbHON JsabopaTopueit
(uenTpom). CBeneHHMsT O HECTaHJIAPTU30BAaHHBIX (HECTAHIAPTHBIX) METOJAMKAX M METOJIUKax,
pa3paboTaHHBIX HCHBITATENbHOM Jlabopatopuel (LIEHTpOM), BKJIO4YaeMble B rpady «loKymeHTHI,
yCTaHaBJIMBAIOLIME NMPaBUJIa U METOJIbl MCCIEIOBAHNIN (MCIIBITAHUI) M U3MEPEHH», TOJDKHBI COACPKATh
mu@p AOKYMEHTa W/UIIH, TPU OTCYTCTBHH y JOKYMEHTa IKdpa, ero NoJHOEe HAUMEHOBaHUE, a TAKXKe JaTy
YTBEP)KJICHHSI BEpCUHU (pelaKIIUU, U3/IaHUs).

6.6 B ciiydae Hanmuuus B 3asBJICHHOM JJOKYMEHTE HECKOJIBKUX METOAOB UCCIEeI0OBAaHUN (MCIIBITaHMI)
U U3MEPEHHMM OJHOr0 M TOTO K€ IMOKa3arens (XapakTepHUCTUKH) HEOOXOIMMO YKas3bIBaTh (DaKTUUYECKU
peanu3yeMblii ¢ IpUBEICHUEM pa3zjena (IyHKTa) JOKYMEHTa MM MeTOoJia UCCIeI0BaHUN (MCIBITaHUu) U
U3MEPECHUI.

[Tpumep Ne 5, nimrocTpupyromuii JaHHOE IPaBUIIO, IPUBEJIEH B MPHUIIOKEeHUN Ne 5.

6.7 Ecnu ucnibitatenbHast tadbopatopusi (eHTp) (aKTUUECKH PEATH3yeT BCE METOIbI UCCIICIOBAHUM
(ucmibITaHMii) ¥ WM3MEpPEHUH OJHOrO M TOTO K€ TMOKa3arens (XapakTepUCTUKH), MPEACTaBICHHBIC B
3asIBJICHHOM JIOKYMEHTE, TO KOHKPETHU3allMsl MyHKTOB (pa3/ieJioB, HANMEHOBAHHUI METO/IOB) HE TpeOyeTcs..

6.8 IIpu opopmieHun 06IaCTH aKKPETUTAIINH:

6.8.1. ucmbITaTenbHBIX JAO0OpaTOpHil (LIEHTPOB), BBINOJIHSIOMNX PAOOTHl MO MOATBEPKICHUIO
COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB U BETCPUHAPHOTO TMPUMEHEHUS, TIPOBOJSIINX UCIIBITAHUS TI0
HOPMaTUBHBIM IOKYMEHTAM, YTBEPKIECHHBIM B cOOTBETCTBUU ¢ DenepanbHbiM 3ak0oHOM OT 12 ampens 2010
T. Ne 61-®3 «O06 obparnieHnn JIeKapCTBEHHBIX CPEIICTBY», 3akoHOM Poccuiickoit deneparuu ot 14 mas 1993
r. Ne 4979-1 «O Berepunapun» u Pemennem Komuccun Tamoxkennoro coro3a ot 18 utons 2010 r. Ne 317
«O mpuMeHEHUU BETEPUHAPHO-CAHUTAPHBIX Mep B EBpa3suiickoM SKOHOMHUYECKOM COIO3E», B CTOJOIE 2
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Hapsay C yKazaHueM Ha rocyaapctBeHHyo ¢apmakoneio (OPC, OC) monmycTUMBI CIETYIOITHE
(bOopMyITHPOBKH:

- «M  HUHBIC YTBCPXKACHHBIE B  YCTAHOBJICHHOM IIOPAJAKE HOPMATHBHBIC JAOKYMCHTEI,
KOHKPCTU3SUPYIOIIHUEC ITPUMCHCHUEC MCTOAA HMCCICIOBAHUSA (I/ICHBITaHI/ISI), U3MCPCHHA, YCTAaHABJIIMBAIOIIUC
Tpe6OBaHI/I$I K JICKapCTBCHHBIM CPCACTBAM, 3apCTUCTPUPOBAHHBIM B YCTAHOBJIICHHOM IIOPAAKE H
BKIIOYCHHBIM B FOCy,Z[apCTBeHHBIe PEECTPhI JICKAPCTBCHHLIX CPEACTB JId BCTCPHUHAPHOTO IMPUMCHCHUA
rocyaapCTtB - 4JICHOB EBpaSHﬁCKOFO 3KOHOMHYECKOI'O COH03a»,

- «H HUHBIC YTBCPIKACHHBIC B YCTAaHOBJICHHOM MOopAKE HOPMAaTUBHBIC JOKYMCHTHI,
KOHKPETH3UPYIOUINE MPUMEHEHUE METOJIa UCCIIeIOBaHMs (MCIbITaHMs ), U3MEPEHHUs, YCTaHABIUBAIOIIUE
TpeOOBaHUS K KOpMaM M KOPMOBBIM J00aBKaM, 3aperHCTPHPOBAHHBIM B YCTAHOBJICHHOM IMOPSAKE U
BKJIIOUEHHBIM B ['OCyJapCTBEHHBIE pEecTpbl KOPMOB U KOPMOBBIX J00aBOK TOCYJapCTB - YJICHOB
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a», BO B3aUMOCBSI3U C OOBEKTOM HCCIEAOBAHUN (MCTIBITAHUHN) U
U3MEPEHMI1, OmpeeNiieMoil XapaKTepUCTUKOM (TT0Ka3aTeaeM) U AUaa30HOM OIpeIeIeHHUS;

6.8.2. ucnpITaTeNIbHBIX J1abopaTopuil (IEHTPOB), IPOBOIAIINX UCIBITAHUS JEKAPCTBEHHBIX CPEJICTB
10 HOPMaTUBHOM TOKYMEHTAIlUH, YTBEPKACHHON B cOOTBeTCTBUU ¢ DenepanbHbIM 3aKOHOM OT 12 anpens
2010 r. Ne 61-®3 «O06 obpaiieHnn JeKapCTBEHHBIX CPEIICTBY, B CTOJIONE 2:

- HapsAy ¢ yKazaHueM Ha rocyaapcTBeHHyro ¢apmakonero (ODPC, ®C) nomyctuma popmynnpoBka
«1 VHBIC YTBEP)KJCHHBIC B YCTaHOBJICHHOM IOPSJIKE HOPMATHBHBIC JOKYMEHTBI, KOHKPETU3UPYIOIIHE
IPUMEHEHHE METOAAa UCCIeAOBaHUs (MCIBITAHUs), W3MEPEHHUs, YCTaHABIMBAIOIIME TPEOOBAaHUSA K
JIEKapCTBEHHBIM CPEJICTBAaM, 3apEerHCTPUPOBAHHBIM B YCTAHOBJICHHOM IIOPSAKE M BKJIIOYEHHBIM B
locynapcTBeHHBIN peecTp JEKAapCTBEHHBIX CPEICTB» BO B3aWMOCBSI3M C OOBEKTOM HCCIIEIOBAHUM
(MCTIBITaHUI) ¥ WM3MEpeHMid, OmpeAeIsieMOl XapaKTepUCTUKOW (TOKa3aTeleM) M JHara3oHOM
OIIpEICTICHNUS;

- Hapsily € yKa3aHHEM Ha COOTBETCTBYIOIINE (papMaKoIeiiHble CTaThU IPU3HAHHBIX MEXKYHAPOIHbBIX
¢dapmaxoneir (USP, BP, EuPh) nonyctuma ¢opmMynupoBka «i MHBIE YTBEP)KJIEHHBIE B YCTaHOBICHHOM
NOpSIKE HOPMATHUBHBIE JOKYMEHTBI, KOHKPETHU3HPYIOIIME IPUMEHEHUE METOJa HCCIIEeI0BaHUsA
(ucmipITaHMs), M3MEPEHUs, YyCTaHaBIMBalOIIME TpeOOBaHUS K  JIEKAPCTBEHHBIM  CPEICTBAM,
3apEruCTPUPOBAHHBIM B YCTAHOBJICHHOM NOPSJKE B MHOCTPAaHHBIX TIOCYyIapCTBaX M BKJIIOYEHHBIM B
l'ocynapcTBeHHBIN peecTp JEKapCTBEHHBIX CPEACTBY» BO B3aMMOCBA3M C OOBEKTOM HCCIIEJOBaHUM
(ucnplTaHMM) W U3MEpeHuil, omnpeAensieMON XapaKkTepUCTHKOM (TOKazaTesleM) M JMana30HOM
OIIpEeIeJICHUSI.

B cnywae otcyrcTBUS MeToAa uccieqoBaHMs (UCHBbITaHUs), uM3MepeHus B ['ocynapcTBeHHOMN
dapmakonee Poccuiickoii @enepaiiuu 1 MpU3HAHHBIX MeXAyHapoHbIX (papmakonesx (USP, BP, EuPh) B
cronbue 2 1omyckaeTcs ykazaHie HOpMAaTUBHOT'O JIOKYMEHTA, HE BKIIIOYEHHOTO B POCCUHCKYIO MIIH JIpyTHe
NpU3HaHHBIE (apMaKoler, KOHKPETH3UPYIOIEro NpPUMEHEHHE MEeTo/a HCCeloBaHMs (UCIIBITaHus),
WU3MEPEHUs, YCTaHABJIMBAIOUIETO TPEOOBaHUS K JIEKAPCTBEHHBIM CPENICTBAM, a TaKXKe Hapsay C HHUM
(GopMynHpOBKa «M HHbBIE YTBEPXKJEHHbIE B YCTAHOBJICHHOM TOPSJIKE HOPMATHBHbBIE JIOKYMEHTHI,
KOHKPETU3UPYIOIINE MTPUMEHEHHE METO/a MCCeIoBaHus (MCTIBITAHNS), H3MEPEHHsI, YCTaHABIMBAIOIIIE
TpeOOBaHUS K JICKAPCTBEHHBIM CpEICTBAM, 3apErUCTPUPOBAHHBIM B YCTAaHOBJICHHOM MOpSAKE U
BKITIOYCHHBIM B [ OCYIapCTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTBY» BO B3AaMMOCBSI3U C OOBEKTOM
UCCIIEIOBaHUN (MCIIBITAaHUI) W M3MEpEeHMi, OmpeensieMoil XapaKTepUCTUKOM (IokaszareneMm) H
JIMana30HOM OIPEAETCHUS.

6.9 VYkazanue B rpade «J{OKyMEHTHI, yCTaHABIMBAIOIIME NpPaBWIa U METOAbl HMCCIEIOBAHUMN
(McTIBITaHUM) U U3MEPEHUN» SKCIUTYaTallMOHHOM JTOKYMEHTAIlMM K CPEeACTBaM M3MEPEHUMN JOIyCKaeTcs
TOJILKO B TOM CJIydae, €ClId pe3yabTaT UCCIEI0BAHUS (UCIIBITAHNS) UM U3MEPEHHUS SBIISIETCS pE3YJIbTaTOM
HEIOCPEICTBEHHO MPSMOro M3MEpeHHs. B TaHHOM ciaydae B ONMCAaHWU THIIA CPEICTBA MU3MEPEHUU B
pazzene «CBeeHUsl 0 METOJMKaxX (MeTo/1ax) U3MEPEeHH» TOKHBI OBITh YKa3aHbl CBEICHUS O HAJTHMYUHU
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METOJMKH U3MEPEHUI B OKCILTyaTalluOHHON JOKYMEHTAIIMH Ha JAaHHOE CPEICTBO U3MEPEHHUSI.
7 3anosaHenue rpagnl Ne 3: «kHaumeHoBaHUEe 00bEKTAa»

7.1 HaumeHoBaHHE OOBEKTa UCCIICIOBAHUN (MCIIBITAHUIN) U U3MEPEHUI HEOOXOIUMO MPUBOIUTH B
COOTBETCTBUH C 00JaCThIO MPUMEHEHUS (PACIPOCTPAHEHHUs1) JOKYMEHTA, YCTaHABJIMBAIOLIETO MPaBUIIa U
METO/Ibl UCCIICIOBAHMK (MCIIBITAHUI) U U3MEPEHHH, 0TOOpa oOpa3noB (1po0). ckimrodeHus: u3 JaHHOTO
npaBuiIa MPeayCMOTPEHbI B MyHKTax 4.10 u 7.2 HacTosAmMX MeToJuuecKuX peKOMEeHIaIuii.

7.2 NomyckaeTcs ykazanue B rpade «HanMeHoBaHne 00beKTa» HE TOJIBKO OOBEKTOB UCCIICI0OBAHMI
(ucnibITaHM) U U3MEPEHUH, HETIOCPEICTBEHHO YKa3aHHbBIX B JJOKYMEHTE, YCTaHABJIMBAIOIIEM IIpaBUila U
METO/bl HCCIIEOBAaHUN (UCHBITAHUN) W M3MEPEHUH, HO U OOBEKTOB, IPOBEIECHUE HCCIEA0BAHUM
(McTbITaHM) M U3MEPEHUI KOTOPBIX C UCIOJIb30BAHUEM JAHHOTO JOKYMEHTA YCTAHOBJIEHO MOJI0XKEHUSIMU
HOPMATUBHBIX JOKyMeHTOB. Hacrosiee mnosio)keHMe NPUMEHUMO B Cllydae YKa3aHus B TIpade
«/loKyMEHTBI, yCTaHaBIMBAIOUIME IPaBUJAa U METOJbl MCCIEAOBAHUN (HMCHBITAHUN) U H3MEPEHUI»
JIOKYMEHTOB, COJIEprKaIlUX MPaBUia U METO/Ibl UCCIEI0BaHUN (MCTIBITAHUI) U U3MEPEHUH, HEOOXO0IUMBIX
JUIsL IPUMEHEHMSI U UCTIOJTHEHUH TpeOOBaHUI TEXHUUECKUX perjiaMeHToB EBpa3uiickoro 3kOHOMHU4ECKOIro
coto3a. McnpitarenbHas 1adopaTopus (LIEHTP) JOKHA OLIEHUTh BO3MOKHOCTh ITPOBEICHUS UCCIIEI0BAaHUHI
(ucmibITaHUM) WM U3MEPEHUN JOMOJIHUTENbHO YKa3aHHBIX OOBEKTOB B COOTBETCTBUHU C IPaBUJIAMHU U
npoleypamMy, perlaMeHTUPOBAHHBIMU CUCTEMON MEHEKMEHTAa KaueCTBa UCHbITATENbHOM 1JabopaTopuu
(ueHtpa).

[Tpumep Ne 6, UyTFOCTpUPYIOLIUI JaHHOE MPABUIIO, TIPUBEICH B MpUII0KeHUHU Ne 6.

7.3 B cnyuae 3anonHenus rpadsl «HanmeHoBaHue o0BbEKTa» C y4€TOM MOJOKEHUHN MyHKTa 7.2, B
rpade «JloKyMeHTHI, yCTaHABIMBAIOIIME IPABHIIA U METOABI HCCIICIOBAHUHN (MCIIBITAHUIN) U U3MEPEHUI»
MOMHMO METOJUK MPOBEJACHHUS HCCIEAOBaHUN (MCIBITAaHUI) W W3MEpPEeHH HE0OXOIUMO YKa3bIBaTh
JOKYMEHTHI (B CiIydae WX HAJIM4HA), PETJIAMEHTUPYIOLINE MOPSIOK 00paIeHns ¢ 00bEKTOM UCTBITAHUH,
HE yKa3aHHBIM B 00JIaCTH MPUMEHEHHUS TOKYMEHTA, YCTAaHABJIMBAIOIIETO MPAaBUiIa U METO/IbI UCCIIEAOBAHUN
(ucripITaHM) M U3SMEPEHUH.

[Tpumep Ne 6, nimrocTpupyrOImKKA JaHHOE MPAaBUIIO, TPUBEJIEH B MPHUIIOKEeHUN Ne 6.
8 3anoanenne rpagnr Ne 4: «Kox OKII 2«

8.1 Jlannas rpada 3amoiHseTcs MO PEIICHUIO 3asSBUTEIN/aKKPEAUTOBAHHOTO JHIa (00s13aTeIbHBIM
ABJISIETCS] YKa3zaHue He MeHee yeM 4 3HakoB koga OKIIJ] 2), B uHBIX cilydasx B JaHHOU rpade CTaBUTCS
MIPOUYEPK «-».

8.2 Kompt OKIIJl 2 yxka3piBatoTcs B COOTBETCTBMM ¢ OOIIEpPOCCHHCKUM Kiaccu(pUKaToOpoM
IPOAYKIMHU 1O BUJIaM d3koHoMHueckoil aestenbHocTr OK 034-2014 (KIIEC 2008), npuHATEIM IpUKa30M
Poccrannapra ot 31 stBaps 2014 r. Ne 14-cr.

8.3 O6mepoccuiickuii KiraccuPpukaTop MPOIYKIIUK TI0 BUaM SKoHOMUYecKkou nesrenbHocTi (OKIT/L
2) BXOIUT B COCTaB HAIIMOHAIBHON cucTeMbl cTaHgaptuzanuu Poccuiickoit denepanuu. OObeKTaMu
knaccudukanuu B OKII 2 sBisiercst mpoaykius (yciayru, paboTh).

8.4. Kox cocrout u3 2 - 9 nudpoBbIX 3HAKOB, U €ro CTPYKTypa MOXeET OBITh INpeJCTaBlieHa B
CIIeTyIOIIIEeM BHUJIE:

XX - knacc

XX. X - mogknacc
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XX. XX - rpynna

XX XX.X - noarpymnma

XX XX XX - Bug

XX XX XX.XXO0 - kareropust

XX XX XX XXX - noakareropus
9 3anosanenne rpagnl Ne 5: «Koxg TH B3I EA9C»

9.1 lannas rpada 3amoiHseTcs IS [eield BKIIOYCHHS HCTBITATeNIbHOM J1abopaTopuu (IICHTpa) B
Enunelil peectp opraHoB 1o cepTU(QUKALMU U UCHBITATEIbHBIX JJAOOpaTOpHil (LeHTpoB) TaMOXEHHOTOo
coro3a (00s13aTeNIbHBIM SIBIISIETCS yKa3aHue He MeHee 4eM 4 3HakoB koaa TH BOJI EADC), B uHbIX ciaydasx
CTABUTCS MPOUYEPK «-».

10 3anonnenue rpagnbi Ne 6: «OnpenensieMasi XapakTepucTuka (IoKa3aTesb))»

10.1 OnpenensieMble XapaKTEePUCTUKH (TIOKA3aTEJIN) 3aIlOTHSIIOTCS OTACIBHO TS KaXKI0W METOIUKH
B 00J1aCTH aKKpEAUTAIINH, JaKE €CIIM TOAPS UET HECKOJIBKO METOIUK OMPEACIICHUS OTHOTO B TOTO ke
[moKa3areJsl.

10.2 HaumeHoBaHuE OMNpeAessieMOl XapakTepUCTHKHU (TOKaszaressi) HeoOXOAMMO MPUBOAUTH B
COOTBETCTBUHM C TOJIOKCHHUSIMU JIOKYMEHTA, YCTAHABJIMBAIOIIETO MpPaBUIa M METOJABI HCCICIOBAHHMA
(ucipITaHM) ¥ U3MEpPEeHUit, 0TOOpa o0pa3uoB (1mpo0). B ciyuae He0OXOAMMOCTH TOMTYCKAETCSl YKA3bIBATh
QIbTEPHATUBHBIA BapuaHT HAUMCHOBAHHS ONPEACISIEMON XapaKTepUCTUKH (IIOKa3arTes), €ClIu JTO He
OKa3bIBACT BIIMSHUS HA TPAKTOBKY pe3yiIbTaTa UCIIBITAHUN.

[Tpumep Ne 7, WuLmOCTpUPYIOIINI TaHHOE TTPABUIIO, IPUBE/IEH B MIpUIoKeHnn No 7.
11 3anonnenue rpagnui Ne 7: «/Iluanazon onpeaeieHus

11.1 Jlmanma3zoHbl OMpeeTIeHUs 3aroiHSAIOTCS OTAETBbHO Uil KaXJOM METOIUKH B 00JacTH
AKKpEIUTALINH, JaXKE €CIU NOAPSA UAET HECKOJIBKO METOAUK OINPEIEIICHHS OJHOTO U TOTO XKe IT0Ka3aTels
C OIMHAKOBLIM JIHAIIa30HOM.

11.2 Ecnu metoauka COJAEP>KUT AMANA30H OMpeAeNieHus] Moka3aTens (XapaKTepUCTHKH), JTaHHBIN
Mana3oH sBISETCs 00s3aTeNbHBIM K yKa3aHuio B rpade «/luanazon omnpeneneHus» oOiaacTu
aKKpeTUTaIHH.

11.3 HanMeHoBaHME €IMHUIIBI H3MEPEHUS OMPEACIIEMbIX XapaKTEPUCTHKHU (ITOKA3aTelIsi) CIeayeT
MPUBOJINTh B COOTBETCTBUHM C TMOJOKEHUAMH JOKYMEHTA, YCTAHABJIMBAIOIIETO MPABUJIA U METOMbI
UCCIIeIOBaHMM (MCTIBITAHUIN) ¥ U3MEpEeHUid. B cmyyae HEOOXOAMMOCTH JOMyCKaeTCsl YKa3bIBaTh TUANA30H
OTIpeIeTICHNsI, BRIPAKCHHBIN B MHBIX €IMHUIIAX, TIPUBOJIS €T0 B CKOOKAX KakK albTepHATUBHBIN BapHaHT.

11.4 Ecnu nuama3oH BO3MOXKHBIX PE3YJIbTATOB UCTIBITAHUI BBIpaXKaeTCs] HECKOJIBKUMU TPadaliusiMH
YCJIOBHOM IIKAJIBI, TO B KAYECTBE JUANIa30Ha OMPEACIICHNs] JOHKHBI OBITh MMPUBEICHBI KpalHUE 3HAYCHUS
9TOM IIKaJbI (HAPUMEpP, MHTEHCHBHOCTD 3araxa MUTheBOM BOIbI «OT 0 10 5 6ayioBy),

11.5 Ecnu npu npoBe€HUH HCCIEA0BaHUN (MCIBITAHUIN) WIM U3MEPEHUH BO3MOXKHBI TOJIBKO JIBa
pe3ysbTaTa UCClIeJOBaHuUs (MCTIBITAHNSA) UM U3MEPEHUs, TO B KAUeCTBE JHana3oHa ONpeieIeHUs T0JIKHbI
OBITH MTPUBEACHBI 00a ITH pe3yibTaTa (OeCIBETHBIN/OKpAIlIEHHBIH, OTCYTCTBUE/HANUYUE, OOHAPYKEHO/HE
O0OHapy’>KEHO U T.I1.).
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11.6 Ecnu nuana3oH onpeaesneHus, COrjlaCHO JOKYMEHTY, YCTaHABIMBAIOIIEMY MPABUIIA U METOIbI
UCCIIeIOBaHUN (MCTIBITAHUI) U U3MEPEHUH TpeAcTaBieH B (hopMe TOIBKO HAa4YalbHON/KOHEYHOH IpaHULIbI
JIMarna3oHa, HI)KHETro/BEpXHEero npezesia onpeaeeHus, TO B KaueCcTBe Juana3oHa onpeeaeHus B 001acTH
AKKpeIuTalM YKa3bIBAaeTCs:

- HavajbHas TpaHWIA JUANa30HA/HIKHUM TIPEel ONpeecHUsT U KOHEYHAs T'paHHIla JIrara3oHa
ompezaeneHus, pakTUUeCcKu peaan3oBaHHas B 1a00paTOPUH, B COOTBETCTBUU C MPAaBUIIAMU U TIPOIIEIypaMu
CHUCTEMbI MEHE/DKMEHTA KadeCcTBa J1Ja0OpaTOpHuH MPH BHEAPEHUU JHOKyMeHTa (cM. yHKT 11.9 HacTosmmx
Meroanueckux peKOMEeHIalni);

- KOHEYHas IpaHula AMaNa30Ha/BEpXHUM IMpeaes ONpeAeieHUs U HadallbHas I'paHMlla Juara3oHa
orpeneneHusi, (akTHIeCKH pealn30BaHHas B 1a00paTOpUH, B COOTBETCTBHUH C ITPABUIIAMH M IIPOIIETypaMHu
CHCTEMBbl MEHEIPKMEHTA KauecTBa JJAOOpaTOPUH IPpU BHEAPEHUH JTOKyMeHTa (cM. myHKT 11.9 HacTosmux
MeToaudyeckux peKOMEeHIaui).

11.7 B cnywyae ykazaHus B JIOKyYMEHTE, ONpPEACISIONIEM IIpaBUjia W METOIbl HCCIIECI0BAHUM
(McTIbITaHM) WM W3MEPEHHM, BO3MOXKHOCTH TOJY4YEHHsS pe3yiabTaTa 3a IMpeaeiaMH yKa3aHHOTO
JMara3oHa omnpeaeeHus (¢ yueToM pa30aBiieHUs] W/UIM KOHIICHTPUPOBAHUS), B O0JIACTH aKKPEAUTAIIUH
JIOTTYCKAeTCs JIOMOJHUTENIBHO YKa3bIBaTh MUANa30H (PaKTHUECKH OMpEeeIsIeMbIX 3HaUeHUH TMoKa3aTenei
(XapakTepUCTUK) C Y4eTOM pa30aBJICHUs W/WIM KOHIICHTpHpoBaHUs. JlaGoparopusi IOJDKHA OILEHUTH
BO3MOXXHOCTh IPOBEJICHUSI HCCIENOBAaHUN (MCHBITAHUN) WIM U3MEPEHHM B YKa3aHHOM JHara3oHe
OTIpeNeNIeHNs] B COOTBETCTBUU C TMpaBWJIAMH M IPOLEAYPaMH, PETIaMEHTHPOBAHHBIMH CHCTEMOM
MEHEI)KMEHTa KaueCTBA UCIIBITaTeIbHON TabopaTopuu (LIEHTPA).

[Tpumep Ne 8, mimrocTpupyromumii JaHHOE PaBUIIO, IPUBEJICH B MPHIIOKeHUH Ne 8.

11.8 B cmywyae oTCyTCcTBHS B JOKYMEHTE, OMPEACISIONIEM MpaBWiia U METOAbl HCCIIEeIOBaHUI
(McTipITaHM ) MM U3MEPEHUH, TUara3oHa ONpeAesICHHs oKa3aTens (XapaKTepUCTUKH), U €CITH Pe3yIbTaT
ucCleIOBaHMs (UCIIBITAHUSA) WIM W3MEPEHHUs SBISETCS PE3yJIbTaTOM HEMOCPEACTBEHHO MPSIMOIo
U3MEPEHMs, TO UCTIBITATEIbHAs JJabopaTopus (LIEHTP) NOJKHA YKa3aTh B rpade «/{uama3on onpeaeneHus»
o0yacTu aKKpeOUTAallud AHUAalla30H OIpeNeleHHs] ToKa3aTensl (XapakTEepUCTUKH) B COOTBETCTBUHU C
TEXHUYECKUMHU XapaKTEPUCTUKAMU CPEJICTBA U3MEPEHHUS, UCII0JIb3yeMOT0 TIPH MPOBEACHUH UCCIIEIOBaAHUS
(MCTIBITaHMS]) WJTH U3MEPEHUSI.

11.9 B ciayyae OoTCyTCTBHS B JOKYMEHTE, ONpEACISAIONIEM IpaBUiIa M METOJbl MCCIEeJOBaHUN
(ucTipITaHM) WM U3MEPEHUH (WK B CITy4yae yKa3aHUs B JaHHOM JIOKYMEHTE HauOoJIbI1ero/HauMEHbIIETr0
npezena ONpeaesieHus), Kak M JUIsl KaueCTBEHHBIX, TaK M Ul KOJMYECTBEHHBIX METOJMK, JHara3oHa
OTpeIeTICHUs TTOKa3aTeNsl (XapaKTePUCTUKH), a TAKXKE €CITU PEe3yJIbTaT MCCIIeI0BAHMS (MCTIBITAHUS) WIN
U3MEPEHUs] HE SBJSIETCS Ppe3yJbTaTOM HEMOCPEACTBEHHO MPSAMOrO HU3MEPEHUs, HCIbITaTeIbHas
nabopatopusi (LIEHTP) JOJKHA OMPENETUTh (AKTUUECKH pEATM3yeMbI JMama3oH OINpeeIeHUs B
COOTBETCTBUM C MPABUJIaMHU U MPOLIETypaMHU, PETJIaMEHTUPOBAHHBIMU CUCTEMOM MEHEPKMEHTa KauecTBa
UCHBITaTeNbHON abopaTopuun (ueHTpa). B 3ToM cioyyae HeoOXoauMmo ykasbiBaTh B rpade 7 obiactu
aKKpeIUTalMM JMana30H OIpe/eNieHHs], YCTaHOBJIEHHBIH MCIBITaTeNbHON J1labopaTopueil (LleHTpoM) B
nporiecce BHEIPEHHUS TOKYMEHTA.

11.10 Ecnu omnpeaenseMblil Moka3aTenb (XapaKTEpUCTHUKA) SIBISETCS PACUETHBIM (HAIpUMeED,
SHEpreTHYecKasi IEHHOCTb, BaJIOBbII BHIOPOC BPEIHBIX BEILIECTB), TO B Irpade «auamna3oH onpeaeneHus»
CTaBUTCS MpOYEpK «-». Ecnm ams mpoBeaeHus pacuera ONpenessseMoro nokasarens (XapakTepUCTHKH)
TpeOyeTcs HCIIOJIb30BaHWE IOKa3zaTejel (XapakTepUCTHK), OMNPEECIEHHbIX WHCTPYMEHTAIbHBIMU
METO/IaMH, TO METOJIMKU ONpEJIeNIeHHs] JaHHBIX MOKa3aTesel (XapakTepUCTHK) B 003aTeIbHOM MOPSIIKe
JIOJIKHBI OBITH BKIIIOYEHBI B 00J1aCTh aKKpEIUTAIIMH UCTIBITaTeIbHON JabopaTopuu (LIEHTpa).

[Tpumep Ne 9, mimrocTpupyromuid JaHHOE IPABUIIO, IPUBEIEH B PHITIoKeHHH Ne 9.



11.11 Jlns BKIIOYEHHBIX B 00JaCTh aKKPEAUTAIMHA JTOKYMEHTOB, COACPIKAIIUX MPABUIA U METOJIbI
OpPTraHOJENITUYECKUX UCCIICIOBAHMM, MOMyCKaeTcs B Tpade «Iuama3oH ONpeAeNieHUs» MPUBOIUTH
YHUCII0BOE (HarpuMep, B 6aiuiax) v (WIM) CJIOBECHOE ONUCAHKE (IMIEPEUMCIICHHIE) BO3MOXKHBIX PE3YJIbTaTOB
(XapakTepUCTHUK), MOJTYYaEMBbIX 0 JAHHOU METOIMKE.

11.12 JIns BKIIOYEHHBIX B 00J1aCTh aKKPEAUTAIMH JTOKYMEHTOB, COJCPIKAIIUX MPAaBUIA U METOJIbI
orbopa o0pa3mnoB (mpo0), a Takke COIEpKaAlIUX OMHCAHME TOJHKO YaCTH METOJHMKH BBITOJHEHUS
WCCJICIOBaHMM (MCIBITAHUI) W M3MEPEHHH (HampuMmep, JTOKYMEHTOB, YCTAaHABJIMBAIONIMX IpaBUiIa U
METO/TbI TIOJITOTOBKH MPOO K BHIMIOTHEHHUIO UCCIICIOBAHMIA (MCIIBITAHUI) U U3MEPEHUH ), B Tpade «Iuana3zon
OTIPEICTICHUS CTABUTCS MTPOUCPK «-».

[Tpunoxxenue Ne 1
IMPUMEP Ne 1 - O®OOPMJIEHUE
OBJIACTU AKKPEJIUTAIIMU ITPU OCYIIECTBJIEHUU AEATEJIBHOCTHU
1O HECKOJIBKUM AJIPECAM
OBJIACTb AKKPEJIUTAIIMU UCTIBITATEJIbHON JIABOPATOPHH (IIEHTPA)

Ananutnueckas gaboparopus AO «cnbiTaTensy»

HAaUMEHOBAHHE UCIBITATEIBHOMN 1abopaTOpUn
(IeHTpa) IOPUIUIECKOTO JTUIA

1. ITepmckwuii kpait, T. [lepmb, yi. Ilepmckas, 1. 246,
3 sTax, MOMeIIeHHuE 2;

2. MockoBckas 06nacts, T. JlyOHa, yi. XKonno-Kropw,
1. 20. ctpoenue 75;

3. MockoBckas obnacts, r. Kammpa, yi. 3Bepesa,
1. 12 (apxuB 1abopaTtopun)

ajipeca MecTa OCYIIECTBICHUS ACSITeTbHOCTH
UCIIBITaTeNIbHON JTabopaTopuu (LIEHTPa)

Ne JIOKyMEHTBHI, HaumenoBanune | Komx OKIIJ] Kon TH | Onpenensiemast | Jnama3zon
1/ | yCTaHaBIMBAOIINE o0BekTa 2 B3I EADC | xapakTepUCTHK | ONIpeAesieHU
I | MpaBUJIa U METOJIBI a (moka3zare’n) S
HCCIIEIOBAHU I
(ucnbITaHuit),

U3MEPEHUH, B TOM
YHclie IpaBuiia
otbopa pod

1 2 3 4 5 6 7

1. ITepmckuit kpaii, r. [lepmb, yi. [lepmckas, 1. 246, 3 stax, noMmenieHue 2
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1 |[TOCT P 50530, nn. |ITatpoHsr 25.40.13.190 | 9306309000 |I'eomerpuuecku | (0,0 - 160,0)
6.3.5, OXOTHUYBH U € pa3Mepsl MM
[Tpunoxxenus A, b | cnopTUBHBIE U1

Hape3HBIX
BUHTOBOK H
KapaOWHOB
2. MockoBckast obnacts, 1. [lyona, yiu. Xommo-Kropu, a. 20, ctpoenne 75

2 |{MVYK 4.2.1018-01, | Boga nuteeBas - - OOwee (0 -300)

m. 8.1 MHUKpOOHOE KOE B I M
gucio (OMY)
npu 37 °C

[Tpunoxenne Ne 2

MNPUMEP Ne 2 - HYMEPAIIUA JOKYMEHTOB B OBJIACTU AKKPEIMTALIUU

No JIoKyMeHTBI, HaumenoBanue Kon Koa TH | Onpenensiemast | {uamazon
1/ | yCTaHABIMBAIOIINE o0bekTa OKILJ 2 | BDJ[ |xapakTepHUCTUK | OIpEEICHUS
Il | IpaBUjla U METOJbI EADC | a (mokazarenb)
HCCIIEN0BAHUIN
(MCTIBITaHMIA ),
U3MEPEHUH, B TOM
quClie paBuia
otbopa nmpoo
1 2 3 4 5 6 7
1 |Kommiekc Bo3nyx xkuibeix u - - AxpuBanenTra | 1,0 - 1,0-10°
WU3MEPUTENbHBIN | pabounx s paBHOBecHas |Bk/M°
JUUISI MOHUTOPUHTA | TOMEIICHHI AKTUBHOCTH
paZoHa, TOpOHA U (BPOA)
WX JIOYEPHUX panoHa
MPOJIYKTOB
«Anbdapa mIroc» Dkeusanentna (0,5 -1,0-10%
PyKOBOZCTBO 110 s paBHOBecHas |Bi/M°
9KCIUTyaTalluu i
BBEK 590000.001 (3POA)
e} TOpOHA
2 |MVY 2.6.1.2838-11, | Bozmyx - - CpenHeroioBo |-
m 6 MOMENIEHU € 3HaueHue
SKBHUBAJICHTHON
PaBHOBECHOU
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AKTUBHOCTHU

(BPOA)
panona
CpenunerosioBo |-
€ 3HaUYeHUE
SKBHUBAJIEHTHOM
paBHOBECHOMU
aKTUBHOCTH
(BPOA)
TOpOHA
['OCT 33815 Bunonenpueckas - - MaccoBast 0,1 - 25 r/om®
MIPOIYKIIHS U KOHIICHTpaIus
CBIpbE IS €€ o01ero
MIPOU3BOJICTBA JKCTpaKTa
MaccoBas -
KOHIIEHTpaIUs
IPUBEICHHOTO
HKCTpaKTa
Amnanuzatop myma | Pabouune mecra, - - YpoBHU 20 - 140 nb
U BUOpanuu Kuneie n 3BYKOBOT'O
ACCHUCTEHT. 00IIeCTBEHHbBIE JTaBJICHUS
PykoBoacTBo 1o 3JTaHuA,
JKCILTyaTaluu CenuteOHnas
BBEK.438150- TEPPUTOPUS
005P3, . 5.6
I'OCT ISO 9612 Pabouee MmecTo - - OksuBanentusl | 20 - 140 nb
11 YypOBEHb
3ByKa 32 §-
4acoBOM
pabounii 1eHb
I'OCT 12.2.024, . | Tpancopmarop | 27.11.4 | 8504 |VYposuu 3Byka |20 - 140 1bA
2 bl CHJIOBBIE
MAacCJIsTHbIE
I'OCT 32689.1 [Iponyxkuus - - Huxnopauden |0,001 - 0,5
I'OCT 32689.2 nuiieBas Wi- MI/KT
I'OCT 32689.3 pPacTUTEIBHOTO TPUXJIOPMETHUII
MIPOUCXOKACHUS -metan (JAT)
I'OCT 23380, . 7 | Ctosbl 31.01.11, | 9401 |IIpouHocTs BriaepxuBaet
YUEHUYECKUE 31.01.12, | 9403 |mon meWcTBUEM |- HE
31.01.13, | 9404 |ymapHoii BbI/IEP)KUBAET
31.02.10, Harpysku
31.09.11,
I'OCT 23380, m. 8 | Ctonsl 31.09.12, [Ipounocts BoinepxxuBaer
YUEeHUYECKHE 31.09.13, MpH AJICHUN | - HE
31.09.14 Ha 0T BBIICP)KUBAET
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[Mpunoxenne Ne 3

INPUMEP Ne 3 - TOKYMEHTBI, _ .
HE COJAEPKAIIUE METOJAUK NCCJIEJOBAHUU (MCIIBITAHUW) U UBMEPEHUUN

- [Tpuka3z MunHucrepcTBa TpyJa U connalibHOM 3amuThl Poccuiickoit deneparuu ot 24 auBaps 2014
r. Ne 330 «O0 yrBepkaeHun MeTOOUKNM NPOBENEHUS CHELMATBbHOM OLEHKU YCIOBUU TpyAa,
Knaccudukaropa BpeaAHbIX U (WJIK) OMACHBIX MPOU3BOACTBEHHBIX (PaKTOPOB, GOPMBI OTUETA O MPOBEACHUN
CIEMAJIbHOM OLIEHKH YCIOBUM TpyJa U UHCTPYKLIMHU I10 €€ 3aII0JHEHUIO».

- I'H 2.2.5.3532-18 «llIpenenpuo nonyctumsie koHnentpanuu (I1JJK) BpenHbix BemecTs B BO3Iyxe
paboueii 30HbBI».

-'OCT ENe 50581-2016 «Texnuueckast JOKyMEHTAIUs 7151 OLEHKU SJIEKTPUUECKUX U DIIEKTPOHHBIX
U3JICITHIA OTHOCUTEIIEHO OTPaHUYICHHSI HCITOJIb30BAHUS OTIACHBIX BEIIECTB Y.

- MP 4287-87 «OnTuMu3anus ycioBui Tpyaa XUpypros npu padote ¢ CO2-nazepamum».

- IIHA @ 12.13.1-03 «Meroauveckue peKOMEHAanuMH. TeXHHKa Oe30macHOCTH Ipu padoTe B
AHAINTUYECKUX JabopaTopusax (00IIMe OI0KEHUS ).

- CanlluH 2.3.2.1078-01 «I'uruennyeckue TpeOOBaHUS OE30MACHOCTH M THUIICBON IICHHOCTH
MUIIEBBIX MPOJTYKTOBY.

- 'OCT 24522-80 «KoHTpoabs Hepa3pymAOMNN KanWUISIPHBINA. TepMUHBI U ONIPEICTICHHS.
- 'OCT 23764-79 «I"amma-nedexrockonsl. OOIIMe TEXHUUYECKUE YCIOBUS.

- CanlluH 2.6.1.2800-10 «I'urnenndeckue TpeOOBaHUS IO OTPAHUYCHUIO OOTyUCHUsT HACeIICHH 3a
CYET NPUPOJHBIX UCTOUHUKOB HOHU3HUPYIOIIETO U3JIyYECHUS».

- TOCT 27285-87 «Cetrb cBsi3u 1MppoBas uHTerpaigbHas. IlapameTrpsl conpspkeHUs
KOMMYTallMOHHBIX CUCTEM C IM(PPOBBIMHU CUCTEMAMHU MEPEAAUN».

- TOCT 9.301-86 «Enunas cucrema 3aumrtbl oT kopposun u crapeHus (EC3KC). Ilokpeitus
MeTaJIIMYECKHE U HEMETaJUIMuecKkue Heoprannueckue. OOmue TpedoBaHus».

- OCT 42-21-2-85 «Crepunuszanus u 1e3uH(EKIUs U3AeIUi MEIUIMHCKOTO Ha3HAUSHHSI».

[Tpunoxenne Ne 4

MMPUMEP Ne 4 - JOTYCTUMBIE BAPUAHTBI
YKA3AHMSI HAUMEHOBAHUS TJOKYMEHTA B I'PA®E 2
OBJACTH AKKPEJUTALIIN

-I'OCT 28038;

- TIH/A® 14.1:2.50-96;
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- Metoauueckne pexomeHnanuu «CymMMapHas aKTUBHOCTh aibda- U OeTa-u3mydyaronux

PaZMOHYKJIMIOB B IPUPOIHBIX BOAAX (IPECHBIX U MUHEpAIN30BaHHbBIX ). [lonroToBKa mpod 1 u3MepeHus»,
2008 r.

- Onpenenenre BOJOPACTBOPUMBIX BATAMUHOB B BUTAMUHHBIX TIPEMHUKCAX, OMOJIOTUIECKH aKTUBHBIX
nobaBkax u (papmaieBTHUECKUX mpenaparax MerogoM BOXKX ¢ rpamueHTHBIM 31r0onpoBanreM//BecTHrK
MockoBckoro yauBepcurera; cepus 2: xumus. - 2010. - Ne 4, T. 51. - C. 315 - 324



ITPUMEP Ne 5 - YTOUHEHHUE

ITYHKTOB JOKYMEHTOB (METOJ1OB), PAKTHYECKU PEAJIN3YEMbIX

[Tpunoxxenne Ne 5

B IABOPATOPUU
No JloKyMeHTHI, HaumenoBanue Koz OKIIJI | Kog TH BO/JI Onpenensiemas Junama3oH onpeaeneHus
/1 yCTaHaBIUBAIOIINE 00beKTa 2 EADC XapaKTEepPUCTHKA (TIOKA3aTeIb)
MpaBUJIa U METOBI
HCCIeA0BaHUN
(McTIBITaHUM ),
U3MEPEHMI, B TOM YHUCIIE
npaBsujia oroopa mpoo
1 2 3 4 5 6 7
1 |[TOCT 33817, m.5.1.1 CnupT 3TUIOBBIN U3 - - IIpo3paunocts -
MTUTIIEBOTO CHIPhS
2 |[TOCT 33817, m.5.1.2 [ToctopoHHUE BKIIFOUEHUS Hannuune/otcyrcTBue
(vacTuisl)
3 [TOCT 1497, . 1 Wznemws w3 wepubix | 25.99.29.190 732690 OTt60p mpod -
LIBETHBIX METAJIJIOB 24.45.30 7419999000
4 |[TOCT 1497, . 4.4 750890000 | Pusnueckuii npeaen 0,01 - 100 xH
761699 TEKY4YECTH
790700000
5 |T'OCT 31983 (meton [TuieBbie TPOTYKTHI, - - JInokcHHOMIOT00HBIE 2 - 2500 mr/kr
ra30XuaKOCTHOU KopMma, MOJIUXJIOPUPOBAHHBIE
xpoMarorpaduu ¢ Macc- | PO I0BOILCTBEHHOE OueHUITBI
CHEKTPOMETPUYECKUM CBIpBE
JETEKTUPOBAHUEM )
6 |[T'OCT 31940, meton 1 Bona nuteeBas, B ToM - - Cynb¢aT-noHs! (CyabQatbl) 25 - 500 mr/am°
yucne, pachacoBaHHAS
7 |T'OCT 31940, meton 3 Cynb¢aT-noHs! (CyabQatbl) 2 - 50 mr/om®

B CMKOCTH
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8 |IIpaBuma EDK OOH Ne | Illunsr 22.11.11 |4011 10000 0 | YpoBeHb 1myma OT Ka4eHUs 30 - 150 nb
117, Ilpunoxxenue Ne 3 | THEeBMaTHYECKUE IS 22.11.13.110| 4011 20 100 O | wrmHEI
JIETKOBBIX 4011 20900 0
aBTOMOOMIICH U UX
npurenos. [HuHbl
ITHEBMATUYECKHE JIJIS
IPY30BBIX, JIETKUX
TPY30BBIX
aBTOMOOUJICH,
aBTOOYCOB U IPUIIETIOB
K HUM
9 |®P.1.31.2004.01258 [IpombiiieHHBIE - - AtoMUHUN 0,03 - 4000 mr/m>
BBIOpOCHI B aTMOchepy
Bapwii 0,10 - 2550 mr/m®
Banannmit 0,0020 - 40 mr/m®
BucmyTt 0,22 - 4250 mr/m®
10 [TOCT 2517, 1.4.2-4.6 |Hedtpu 06.10 2709 OTt60p npo0 u3 pe3epByapoB |-
He(PTEPOTYKTHI 19.20.21.100 2710
11 \TOCT 2517, n.4.13.2 19.20.21.300 ABToMaTHueckuii 0Toop mpod |-
19.20.21.400 u3 TpybOTpoBO/Ia
19.20.21.600
19.20.25.000
19.20.28.100
19.20.28.130
19.20.29.219
19.20.42.120
12 | Bechl ieKTpOHHBIC Pazniuansie rpy3bl n - - Macca 0,2-30kr

nonasecusie BHT.
PykoBoacTBo 1o
JKCIUTyaTaluu, 1. 2

00BEKTHI
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[punoxenne Ne 6

IPUMEP Ne 6 - YKASAHUE
B I'PA®E 3 OBJIACTH AKKPEJIUTAIIMU OBBEKTOB, HE YKA3AHHbIX
B TEKCTE METOJIUKHA

ITpoBeneHue UCIbITAHUN OATY3HUKOB JETCKUX (BOJHBIE BHITSDKKM) coraacHo [THL @ 14.1:2:4.140-
98 «KonuuyecTBeHHBIH XUMMUYECKHI aHanu3 BoJ. MeTonuKa BBINOJIHEHUS H3MEPEHUIl MacCOBBIX
KOHIICHTpaLUi Oepuiiusi, BaHAIUsA, BUCMYTa, KaJMusi, KOOalbTa, MeId, MOJTUO/ICHA, MBIIIbIKA, HUKEI,
0JIOBa, CBHMHIIA, CEJIEHa, cepedpa, CypbMbl, XpOMa B MUTHEBBIX, IPUPOIHBIX U CTOYHBIX BOAAX METOJIOM
aTOMHO-a0COpPOLIMOHHOM CIEKTPOMETPHH C IJICKTPOTEPMUUYECKON aTOMH3AIUECIH».

HaumenoBanue o0ObeKTa: BOJa IMUTbEBas, MOATY3HUKH JETCKUEC (BOI[HBI@ BI)IT}I}KKI/I)

[Tpu 3TOM B 00JIaCTH aKKPEIUTAIIUH JOJDKHA OBITh TAKXKE yKa3aHa METOIMKA TIPUTOTOBJICHHSI BOTHBIX
BBHITSDKEK, Harpumep, MYK 4.1/4.3.1485-03.

[Tpunoxxenue Ne 7

HPUMEP Ne 7 - YKASAHUE
AJBTEPHATHBHBIX MTOKA3ATEJEN (XAPAKTEPUCTHUK) B TPA®E 6
OBJIACTU AKKPEJIUTALIMH

1. MmaccoBas J0JIA BJIaru/BJIa>KHOCTh/BJIara

2. MaccoBas KOHIOCHTpalus MAacC/ISTHOM KMCIOThI/MaccoBast KOHIOCHTpAaIusAa 6YT8.HOBOI71 KHCJIOTBI

[Tpunoxenne Ne 8

IIPUMEP Ne 8 - YKASAHUE _
JUAITA30HOB OINPEJAEJEHUSA ITPU HAJIMYUU B METOJAUKE YKA3ZAHUU
HA BO3MOXHOCTD PASBABJIEHUA/KOHIUEHTPUPOBAHUA

6e3 yuera pasbapnenus/konnenTpupobanus: 0,1 - 2,0 mr/am®
npu paz6asnern: 0,1 - 10 mr/mv®

nipu koHnenTpupoBanuu: 0,01 - 2,0 Mr/mm°

[Tpunoxenne Ne 9

IIPUMEP Ne 9 - YKASAHUE
PACYETHOI'O ITOKA3ATEJIA B OBJIACTU AKKPEAUTALIUN

PacueTHbIi TTOKa3aTeIIb: OHEPIreTUYCCKad ICHHOCTb, MaCcCOBasd J0JI YIJI€BOAOB

HOKEBE[TCJ'II/I, H606X0,[[I/IMBIC AJId TIPOBCACHUA pacCdCTa WU ONPCACTIACMbIC HHCTPYMCHTAJIbHBIMU
METOJaMM:. MacCcoBas J0JIA 66.]'[1(3, MaccoBas O0JId Krupa, MacCoBast 10JIA 30JIbI


consultantplus://offline/ref=497AD9DD83CF83626CA3234C40E74BE2C40DD1C72638D5C70E9E678E7863EFE2F154E8B942BB7AC5F456FFO2q5H
consultantplus://offline/ref=497AD9DD83CF83626CA3234C40E74BE2C40DD1C72638D5C70E9E678E7863EFE2F154E8B942BB7AC5F456FFO2q5H
consultantplus://offline/ref=497AD9DD83CF83626CA3234C40E74BE2C20DDDC22E65DFCF57926589773CEAF7E00CE4BA5EA57FDEE854FD25O1qAH

