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1 O6aacTs npuMeHeHUs

Hacrosimme Meroauyeckue  peKOMEHIAMU  OPEAHA3HAYEHbl I 3asBUTENEH
U AKKPEIWTOBAHHBIX JIMIL, OCYIIECTBISIOMIMX JACITEIbHOCT B HALMOHAJIBHON CHUCTEME
aKKpeJWTAlMM B  KayeCTBE MCHBITATCNbHBIX  Jlaboparopuii  (umeHTpoB). Hactosmue
Meroandeckue peKOMEHIAINK MPUMEHSFOTCS TIPH 3alI0JIHEHUH 00JIaCTH aKKpeIUTaluH. Takxke
HacTtoAmre MeToANYECKHUE PEKOMEHIAMU IPUMEHSIOTCS HKCIEPTaMU [0 aAKKPEAUTaLU

¥ TEXHUYECCKUMHU SKCIIEPTaMHU MPHU OLIEHKE 00JaCTH aKKPEIUTAIIH.
2 HopmaTuBHBIE CCHLJIKH

ISO/IEC 17025:2017 «OO6mme TpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATSIbHBIX
U KaJIMOPOBOYHBIX JJab0paTOpuiiy.

I'OCT MHMCO/MBK 17025-2009 «OOmme TpeboBaHMS K  KOMIIETEHTHOCTH
UCIBITATENbHBIX U KaJTUOPOBOYHBIX JIA0OOPATOPHID».

[Tpukaz Munskonompassutusi Poccun ot 30 mas 2014 r. Ne 326 «OO0 yTBep>KIeHUH
KPUTEPUEB aKKPEIUTAIIMH, MIEPEYHS JOKYMEHTOB, MOATBEPKIAIOIMINX COOTBETCTBUE 3asSBUTEIIA,
AKKpPEJAUTOBAHHOTO JIMIIA KPUTEPHUSIM aKKPEAUTALMH, W TEPEeYHs JIOKYMEHTOB B OOJacTH
CTaHAapTH3alUu, COONMIoIeHHe TpeOOBaHUN KOTOPBIX 3asBUTENSIMU, AKKPEIUTOBAHHBIMU
JTUIAMH 00€CTIeYUBAET UX COOTBETCTBUE KPUTEPHSIM aKKPEAUTAIIUN.

[Ipukaz Munskonompaszsutus Poccun ot 23 mas 2014 r. Ne 288 «OO0 yTBEepKIeHUH
dbopm 3asBieHHS 00 AaKKpeIWTalUM, 3asBJICHUS O PACHIUPEHUM OOJIACTH aKKpEIUTAIUH,
3asBJICHUS O COKpAIlEHUH OO0JacTU aKKpEeIUTAIMH, 3asBJICHHUS O MPOBEICHUH MPOIEAYpPhI
MOATBEPKIEHNS KOMIIETEHTHOCTH aKKPEJIUTOBAHHOIO JIUIA, 3asBJICHUS O BHECEHUHM U3MEHEHUMN
B CBEJICHUS PEECTpa aKKPEAUTOBAHHBIX JIMII, 3asBJICHHS O BbIJaue aTTecTaTa aKKpeIUTaIlluu
Ha OyMa)KHOM HOCHTEJIe, 3asBJICHHS O BblJaue AyOiauKara arrectaTta akKpeIuTalluH, 3asBICHUS
0 MPEKPAILIECHUU JEHCTBUS aKKPEAUTAILIUN.

@OenepanbHblii 3akoH oT 28 gekabps 2013 1. Ne 412-®3 «0O06 axkkpeauranuu
B HaIIMOHAJILHOM CHCTEME aKKPEIUTAIIAN.

NITAK-G18:04/2010 «PyxoBoacTBO 1O (HOPMYJIUPOBAHUIO O00JIACTeH aKKpeAUTAIIH
IUTSE TaOOpaTOpHii».

[TocranoBnenwne IlpaBurenscTBa Poccuiickoit @eneparuu ot 31 nekabps 2009 r. Ne 879
«O6 yrBepxknennn [lomokeHWsT O €AWHUIIAX BEJIWYWH, JOMYCKA€MbIX K TMPUMEHEHHIO

B Poccuiickoit @enepanum.
3 OcHOBHBIE ITOJIOKEHUS

Hacrosmue Metoaudeckue peKOMEHIAIMKM OMPEAesSoT TpeOOoBaHUS, COONIOACHHE



KOTOPBIX 3asfBUTEISIMM U AKKPEIUTOBAHHBIMH JIMI[AMH, OCYIIECTBIISIOIIUMHU JACSITEIbHOCTD
B KAueCTBE HCIBITATEIBHBIX JIA0OpaTOpHil (LIEHTPOB) MPHU 3aMOJIHEHWH PAa3AeNoB 00IacTh
aKKpeIuTalk 00€CIeYMBACT COOTBETCTBHE TpPEOOBAHMSIM 3aKOHOJATENbCTBA Poccuiickoi

Odeneparum 00 aKKpeAUTAIMH B HAITMOHAIBHOW CHCTEME aKKPEIUTAIINH.
4 OOmme TpedoBaHMS

4.1 Tlpy  OCYIIECTBIIGHUM  JESATEIBHOCTH  3asBUTEIIS/aKKPEAUTOBAHHOTO  JIMIA
Ha HECKOJBKUX (2 1 OoJiee) agpecax MeCcT OCYIIECTBICHUS JeSTCIIbHOCTH:

- B 3aroJIoBKe 00JAaCTH aKKpEIUTAIlMH YKAa3bIBAlOT BCE aJpeca MECT OCYIIECTBICHHS
JeATEILHOCTH 3asBUTEIsI/aKKPEIUTOBAHHOTO JINIIA;

- 001acTh aKKpeOWTAlUHN JOJDKHA OBITH CTPYKTYPHpPOBAHA HA Pa3leNbl Ui Ka)IOTo
U3 aIpecoB MECT OCYIISCTBICHHUS JESITEIbHOCTH C YKa3aHHEM KOHKPETHOTO TIepeyuHs
JOKYMEHTOB, YCTaHABIMBAIOLINX TPaBHIa U METOJIbI UCCIIEIOBAHMH (MCIIBITAHUN) U U3MEPEHHH,
peanu3yeMbIX —3asBUTENICM/aKKPEIUTOBAaHHBIM JIMIIOM HAa KAaXIOM M3 aJpecoB  MECT
OCYILECTBIICHHS JIEATEIILHOCTH, MO0 O0JIACTh aKKPEIUTALUHU IS KaXKIOTO W3 aapecoB MECT
OCYILECTBIICHHS IEATETLHOCTH 0(OPMIIIETCS B BUJIE OTIEIBHOTO TJOKYMEHTA.

42 B cmyyae, ecad Ha OJHOM U3 aJIpecOB MECT OCYHIECTBICHHS AEATEILHOCTH
3asBUTEIISI/aKKPEJUTOBAHHOTO JIMLA PEANTHU3YIOTCS TPOLECCH, SBISAIONIMECS HEOThEeMIIEMON
4acThI0 (PYHKIIMOHUPOBAHUSI CHCTEMBI MEHEHDKMEHTA UCHBITaTeNIbHON JabopaTopuu (LIEHTpa),
HO HE BBIMOJHSAIOTCS UCCIIEIOBAHUS (MCIIBITAaHUS) K U3MEPEHUS, HAIIpUMED:

- apXMBHOE XpaHEHUE IOKYMEHTOB UCIIBITaTENbHOM TabopaTopuu (LIEHTpPa);

- IpUEM U peructpanus oopasios (mpoo),

TO B JAaHHOM CIIyYae JaHHBIA aJ[pec MecTa OCYIIECTBICHHS ACSATEIbHOCTH yKa3bIBAIOT
TOJILKO B 3aroJIOBKE 00JIaCTH aKKPEIUTAINHU C YKa3aHUEM pPeaTn3yeMoro Mmporecca.

ITpumep Ne 1, mimocTpupyromuii JaHHOE MPaBUIIO, IPUBEIEH B MpHIoKeHUH Ne 1.

4.3 Jlna ucnbITaTeNbHBIX J1abopaTopuil (LIEHTPOB), OCYLIECTBISIOMIMX JEATEIBHOCTh
UCKJTFOUMTENIFHO Ha MECTaX OCYIIECTBICHHS BPEMEHHBIX pPa0OT, B KadecTBe ajpeca MecTa
OCYIIIECTBIICHUS JIeATEIbHOCTH YKa3bIBAIOT aJpec MecTa XpaHEHHUs o0opynoBaHMs, oOpabOTKU
U opOopMIIEHUS pe3yNbTaTOB HCCIEeNOBaHUSA (MCIBITAaHUI) W HM3MEpPEHMH, XpaHEHUs U
apXUBUPOBAHUS JOKYMEHTOB, JUIS TMEPEIBIXKHBIX JIaboparopuii — aapec MPHUIHUCKU
TPaHCIOPTHOTO ~ CpElICTBa, JHOO, TpPH €ro OTCYTCTBHH, aJpec MeCTa HaXOXKICHHS
3asBUTEIISI/aKKPEAUTOBAHHOTO JIUIIA.

4.4 d)opMa obmactu AKKpCAUTAUU JOJ’KHA COOTBCTCTBOBATh:



a) ¢opme, MpUBENCHHONW B TpuKkaze MwunskoHompa3Butus Poccum ot 23 mas 2014 .
Ne 288, — mnpu mnomaue 3asgBiI€HMS O IPEAOCTABICHUU TOCYJApPCTBEHHON  YCIIyTH,
IPEeIoIararoieil MPUIoKEHHE K 3asBICHUIO 00JIaCTH aKKpeIUTalllH,

0) dopme, mpuBenénHoil B npukaze MunskoHoMpaszBuTusi Poccun ot 26 mas 2014 r.
No 295, — mo pesynbpTaTamM MPOXOXKACHHUS 3asBUTEICM/AKKPEAUTOBAHHBIM JIMIIOM BBIC3THOM
AKCIEPTU3BI COOTBETCTBUS KPUTEPUSIM aKKPEAUTALIUH.

4.5 Ykazanue 3HakKa «*» B HAMMEHOBaHMAX Tpad ¢opMbl 00IACTH aKKpEeIUTAIUU
He TpeOyeTcsl.

4.6 ChopmupoBaHHas NO pe3ysibTaTaM BBIC3THOM OLEHKU O0JIACTh aKKpeTUTaIHH
B OyMaXHOM BHJIE CINIMBAETCsA. XBOCTHI CINMUBAIONMICH HUTH (PUKCUPYIOTCS HAKJICHKOW, Ha

KoTopoi ykazaHa mHpopmamus «IIpommuTo, MpoHYMEepOBaHO ( ) JTUCTOBY,

IPU 3TOM Ha HAKJICHKY HE CTaBSTCS HH MOJIKCh, HU TleYaTh IOPUINYECKOro juia. Ha obopore
MOCJICTHETO JIUCTa O00JACTH aKKPEAWUTAIIMHM YKA3bIBACGTCS COCTAB SKCIIEPTHOW TPYIIBI IS
BU3HUPOBaHUS c(hOPMUPOBAHHOM 00JIaCTH aKKPEAUTAIIHH.

477 K 3asBleHHI0O O NPOBEACHUM MPOLEIYpPhl MOATBEPKACHUS KOMIIETEHTHOCTU
AKKPEIUTOBAHHOTO JIMIA HEOOXOAUMO TpUiIaraTh 00JIaCTh aKKPEAMTAIUH, TIPU STOM YKa3aHHas
00J1acTh MPEICTABISCT COOOM €IMHBIN TOKYMEHT, cPOPMUPOBAHHBINA C y4ETOM BCeX OOJacTen
aKKpEJUTAINH, YTBEPKACHHBIX paHEe B paMKax MPOIEeayp aKKpeIUuTaIlliU, COKpAIICHHUs 00JIacTH
AKKpeaAuTaluu, pacmpCHUuA oOJactu AKKpeauTanuu, N3MCHCHUS MeCTa HUIHu MECT
OCYIIECTBIICHUS AESITEITLHOCTH.

4.8 Tlpu coBMENIEHUHU MPOIEAYPHI OATBEPKICHUSI KOMIETEHTHOCTH aKKPEAUTOBAHHOTO
JWIa C PACHIMPEHHEM OO0JIACTH aKKpPEIWUTAIlMd K 3asBJICHUIO TPHJIATAalOTCsA JBE OO0JIACTH
aKKpeIUuTaluu:

- o0nacThb akkpeauTanuu, chopMHpoOBaHHAS C Y4ETOM BCeX 00ONacTeil aKKpeIuTaluu,
YTBEPXKACHHBIX paHEe B paMKax MPOLEayp aKKpEAUTAIUU, COKpAIIeHUsI 007acTh aKKpeIUTaIIH,
pacinpCHUA oOJactu AKKpeauTanuu, ISMCHCHUA MECTa (MeCT) OCYIICCTBJICHUA ACATCIIBHOCTH,

- pacmupsiemasi 006J1aCTh aKKpEAUTAIIH.

4.9 Tlpu coBMEIIEHUHU MTPOIEAYPHI OATBEPKICHUS KOMIIETEHTHOCTH aKKPEIUTOBAHHOTO
JUIa ¢ TpOoUeAypod HM3MEHEeHHs MecTa (MeCT) OCYIIECTBICHHS AEATEIbHOCTH B 001acTH
AKKpeTUTAIlMM  YKa3bIBA€TCS HOBOE MECTO WM MeCTa OCYIISCTBJICHHS JIEATEIHbHOCTH
AKKPETUTOBAHHOTO JINIIA.

4.10 Jomyckaercss BKIFOYEHHE B 00JacTh aKKPEIUTAIIMH UCIBITATEIbHON JIA0OpaTOpHH
(IleHTpa) HEeCTaHJAPTHBIX METOAMK, METOIUK, pa3paboTaHHBIX J1abopaTopuel; CTaHAApTHBIX
METOJIMK, WCIIOJNIB3YEMBIX 3a Tpe/eiaMy IeJeBOH 00JacTH TMpPUMEHEHHs (VIS MCCIeIOBaHHUN

(ucipITaHM) ¥ W3MEPEHUH, a TaKke O0TOOpa MpoO HE yKa3aHHBIX B METOJHUKAX OOBEKTOB);



pacUIMpEHHbIX ¥ MOAU(MUIMPOBAHHBIX CTAHAAPTHBIX METOAMK, IPU YCIOBHUM HAJINYMA
U COOMIONEHHUs] TPaBWI, TMPEIYCMOTPEHHBIX IyYHKTOM 23.15 KpuTepueB aKKpeauTalHH,

U TIPETyCMaTPUBAOLINX BHEIPEHNUE TAKMX METOJUK B JACATEIBHOCTD J1a00OPaTOpUH.
S5 3anosanenue rpadgnui Ne 1: «Ne n/m»

5.1 Kaxapiii JOKyMEHT, COAEp X aIliil MpaBuia U METOJIbI UCCIASAOBaHUHN (MCIIBITAHUIN)
U M3MEPCHUH WM MpaBWwiIa W METOAbl 0TOOpa mpod, JOKeH OBITh yKa3zaH B O00JacTH
AKKpEJAUTAIMKU TO0JI OTAEIbHBIM HOMEpoM. [Ipu HanuuuM B JTOKYMEHTE HECKOJIbKUX METOJUK,
KaXKIasi METOJMKa JOJKHA ObITh yKa3zaHa O]l OTelbHBIM HoMepoM. Hymepauus nomkHa ObITh
CKBO3HOW, HOMEpa HeOoOXOIMMO YKa3blBaTh yHHUKalbHble. OObeIMHEHHE HECKOJIbKHUX
JIOKYMEHTOB TIOJI OJTHUM HOMEpOM He Jomyckaercs. Kaxmas meronuka JobKHA OBITh yKa3aHa
MO/ OTACIBHBIM HOMEPOM B 00JIaCTH aKKPEIUTALIUH.

Hcxnrouenue:

- BKJIIOYEHHE B 00JacTh aKKpeIWTAllMH [IOKYMEHTOB, YCTAaHABJIMBAIOIIMX IIpaBHIIa
U METOJAbl HCCIENOBAaHMM (MCHOBITAHUM) W M3MEPEHUN, COCTOALIMX U3 HECKOJBKUX
B3aUMOCBSI3aHHBIX 4YacTei (TOMOB), NPUMEHEHHE KOTOPBIX OTIEIBHO JApPYyr OT Jpyra
HE MPEJCTABIIAETCS BO3MOXKHBIM (cM. nipuiiokeHue Ne 2 — mpumep Ne 2, myHKT 7).

5.2 He momyckaetcs MOBTOPHOE yKa3aHWE B 00JaCTU aKKpPEAUTALMU B TIpeenax OJHOTO
ajZjpeca MecTa OCYIIECTBJICHUS NEATEIbHOCTH OJHOTO M TOTO K€ JOKYMEHTa (JInbo MyHKTa
JIOKYMEHTA), YCTaHaBJIMBAIOILIETO IPABHJIa M METO/bI UCCIIEAOBAHNMN (MCIBITAHUI) U U3MEPEHUI.

ITpumep Ne 2, nnmocTpupyromuii JaHHbIE TPaBUIIa, IPUBEIEH B MPUIIOKEeHUH Ne 2.

6 3amonnenue rpagbl Ne 2: «/[0KyMeHTBI, YCTAHABJINBAKOIIME PABUJIA U METOAbI

HCCJIeI0BAHMI (MCIIBITAHUI) U U3MepeHH D)

6.1 B mannyto rpady obnactu akKkpeauTaIlMy BKIIOYAOT:

- JIOKyMEHTBI, yCTaHaBJIMBAIOUIME IpaBHJIa U METOAbl HCCIEIOBaHMN (MCHBITAHUN)
U U3MEPEHUH;

- TOKYMEHTbI, YCTaHABJIMBAIOIIME TIPaBUIIa U METO/IbI 0TOOpa 00pa3ioB (Ipoo).

6.2 JIOKyMEHTBI, HE COJEp)Kallhe TMpaBWIa W METOJIbl HCCIEAOBAaHUN (MCIIBITAHUI)
U u3MepeHuit 1mbo otdopa mpod, HO coJepkKalie CChbUIKA Ha JOKYMEHTHI, B KOTOPBIX UMEIOTCS
METOAMKH HCCIIEOBaHUHN (MCHBITAHUNA) M H3MEPEHUH, MOTYT OBITh BKJIOYEHBI B 00JacTh
aKKpeIuTaluu J1IabopaTOpUHM TOJBKO TMPU YCIOBUM HaIW4YMs B 00JacTH aKKpeAUTaluu
JIOKYMEHTOB, Ha KOTOpBIE J]JaHa CChLIKA.

6.3 JIoKyMeHTBI, HE COJEpKalllue MpPaBWIa MU METOAbl MCCIIEIOBAHUU (HUCIIBITAHUMN)
U u3MepeHuil nmbo orbopa mpoO, HE MOTyT OBITh BKIJIIOYEHBI B OOJIACTh aKKpEeIUTAIUU

UCIIBITaTeIbHON JJabopaTopuu (IIEHTpa).



[Ipumep Ne 3 JOKyMEHTOB, HE COJEP)KAIIMX METOJUK HCCIICIOBAaHUM (MCIIBITAHUN)
Y U3MEPEHMI, IPUBEJIEH B Ipui1oskeHnu Ne 3.

6.4 CBeneHus O JIOKYMEHTaX, YCTAaHABIMBAIOMIMX IPaBUJIAa U METOJAbl HCCIIEIOBAHUM
(ucipITaHM) W WU3MEpPEeHH, 0TOOpa oOpas3noB (mpol), BKIOUaeMble B Tpady «J/{oKyMeHTHI,
yCTaHABIIMBAIOIIME MpPaBUJIa U METOJIbl MCCIEAOBAHUN (MCHBITAHUI) U U3MEPEHUN», TOJKHBI
comepkarh MmMUQp TOKyMEHTa WIM, IPU OTCYTCTBHUHM Y JIOKyMEHTa mmdpa (a Take At
HECTaH/IapTU30BaHHBIX METOJMK), €r0 MOJHOE HAUMEHOBAaHHUE, a TAK)KE MOIYT COAEpXkaTb I'OJ
YTBEPKACHUS BEPCUU (PEAAKIINH, U3/IaHUs).

[Tpumep Ne 4, wroCTpUpYIOMIUM TaHHOE TPAaBUJIO, IPUBEJICH B TPUiIoKeHUU No 4.

6.5 B o0nactu akkpeauTaly UCIBITATEIbHOU JIabopaTtopuu (IIEHTpA) yKa3zaHUE rojaa
U3JIaHUS HOPMAaTUBHBIX JOKYMEHTOB HE fBIIE€TCS 00s3aTeNbHBIM. VICKIIOYEHHEM SIBIISIFOTCS
HECTaH/IapTU30BaHHbIC (HECTAHAAPTHBIC) METOAMKH, a TakXKe METOAMKH, pa3paboTaHHbIC
UCIbITaTeNIbHONM  jaboparopueid  (ueHtpom).  CBemeHHs O HECTaHJAPTHU30BAHHBIX
(HecTaHIAPTHBIX) METOJUKAX M METOJMKAaxX, pa3pabOTaHHBIX MCIBITATEIbHOW JlabopaTopuei
(ueHTpoM), BKIHOYaeMble B rpady «JlOKyMeHTBI, yCTaHaBIMBAIOIIME IpaBWJIa U METOJBI
UCCJIEIOBaHHUM (MCTIBITAHUIN) U U3MEPEHUI», TOMKHBI COAEpKaTh MU(P TOKyMEHTa W/WIH, TIpU
OTCYTCTBHHM Y JOKyMEHTa IH]pa, €ro MoJIHOE HAaWMEHOBaHHE, a TaKKe JATy YTBEPKICHHS
BepcHUH (pelaKkluU, U3JaHUS).

6.6 B ciyuyae Hanuuus B 3asBJIEHHOM JIOKYMEHTE HECKOJBKHMX METOJ/IOB HCCIEIOBAaHUI
(McnpITaHU) M M3MEpPEeHH OJHOTO M TOro K€ IOoKazaTels (XapaKTepUCTUKU) HEOOXOIUMO
yKa3bplBaTh (DAaKTUYECKH peau3yeMblii ¢ MpHBeIeHHEeM pa3zaena (MyHKTa) IOKyMEHTa WU
METO/1a UCCIEA0BAHNN (MCTIBITAHUI) U U3MEPEHUH.

[Tpumep Ne 5, WULTIOCTPUPYIOIIMI TaHHOE ITPaBUIIO, IPUBEIEH B MPUIIOKEeHNH Ne 5.

6.7 Ecnu ucneitatensHas nabopatopust (UEHTp) (AKTHUECKH pPEalnu3yeT BCE METOJIb
UCCIIEIOBaHUN (MCIIBITAaHUI) U U3MEPEHUH OJHOrO M TOTO e IMoKa3aTels (XapaKTepUCTHKH),
NPEJICTAaBICHHBIE B 3asBJIIEHHOM JIOKYMEHTE, TO KOHKpPETH3allUus IyHKTOB (pa3/elios,
HAaMMEHOBAaHHI METOJIOB) HE TpeOyeTcs.

6.8 Ilpu odopmiieHnn 001acT aKKPEIUTAIINHN:

6.8.1.  ucnoblTaTenbHBIX  Jabopatopuil  (LEHTPOB),  BBIMOJHSIOMIMUX  pabOTHI
M0 TIOJITBEP)KJICHUIO COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB ISl BETEPUHAPHOTO MPHUMEHEHUS,
MPOBOJSIIMX MCIBITAHUS [0 HOPMATHBHBIM JOKYMEHTaM, YTBEPKICHHBIM B COOTBETCTBUU
¢ ®denepanbHbiM 3ak0HOM OT 12 ampenst 2010 . Ne 61-®@3 «O6 obpalieHuH JeKapCTBEHHBIX
cpenacTtBy», 3akoHoM Poccuiickoit ®enepaunn ot 14 mast 1993 r. Ne 4979-1 «O Berepunapumn»
n Pemenunem Komuccum TamokenHoro coro3a oT 18 umrons 2010 r. Ne 317 «O npumeHeHHN

BETEPUHAPHO-CAHUTAPHBIX Mep B EBpa3niiCKOM 3KOHOMHYECKOM COIO3€», B CTOJIOIE 2 HapsIy



C YyKazaHMeM Ha TrocyaapcTBeHHyr ¢apmakomneo (ODPC, ®C) nomycTUMBI CIEIYIONINE
(bopMyITHPOBKH:

- «4 UWHBIC YTBEP)KICHHbIE B YCTAaHOBJICHHOM IIOPAIKE HOPMATHUBHBIE TOKYMEHTHI,
KOHKPETU3UPYIOIlMe IPUMEHEHHE MeToJa  HccieloBaHMs  (UCHBITaHUS), HU3MEPEHMs,
yCTaHaBJIMBaIOLIMEe TpeOOBaHUS K JIEKAPCTBEHHBIM  CPEJCTBAM, 3apErMCTPUPOBAHHBIM
B YCTAQHOBJICHHOM IIOpSJIKE M BKJIIOYEHHBIM B ['OocynapcTBEHHBIE pEecTpbl JIEKAPCTBEHHBIX
CPEICTB Ul BETEPUHAPHOIO IPUMEHEHMs] TrocyldapcTB — wieHoB  EBpasuiickoro
9KOHOMHYECKOT'0 COH3a»;

- «4 UHBIE YTBEP)KICHHbIE B YCTAaHOBJICHHOM IIOPAJKE HOPMAaTHUBHbIE JOKYMEHTBI,
KOHKpPETH3UPYIOLIME IPUMEHEHHE METO/Ja  MCClIelOBaHUs  (UCIBITAHUSA), H3MEpPEHUs,
yCTaHaB/IMBaOlMe TpeOOBaHUS K KOpMaM M KOPMOBBIM J00aBKaM, 3aperucTpUpOBaAHHBIM
B YCTaHOBJICHHOM IOPSIJIKE U BKJIIOUEHHBIM B ['OCy/1apCTBEHHBIE peecTpbl KOPMOB U KOPMOBBIX
N00aBOK rocynapcTB — 4WieHOB EBpa3suiickOro 3KOHOMMYECKOI'O COH03a», BO B3aUMOCBS3U
Cc OOBEKTOM HCCIIEOBaHUH (MCIBITAaHUI) W HM3MEPEHHI, OMpEeAesIeMOll XapaKTepUCTUKON
(mokazareneM) ¥ 1Marna3oHOM OIpPEACIICHHUS;

6.8.2.  ucnbITaTenbHbIX  JabopaTopuil  (LEHTPOB),  MPOBOASIIUX  MCIBITAHUS
JIEKapCTBEHHBIX CPEJICTB 10 HOPMATHUBHOM JOKYMEHTAllUM, YTBEP)KIEHHOW B COOTBETCTBHUH
¢ ®enepanpHpiM 3akoHOM 0T 12 ampens 2010 r. Ne 61-®3 «O0 oOpalieHnn J1eKapCTBEHHBIX
CpencTB», B cTONONE 2:

- Hapsay C yKa3aHHeM Ha rocyaapctBeHHyo (apmakometo (ODC, ®C) pomyctuma
(bopMynHpOBKa «M UHBIE YTBEP)KIACHHBIE B YCTAHOBJICHHOM IOPSJIKE HOPMATUBHBIE TOKYMEHTHI,
KOHKpPETH3UPYIOLIME NPUMEHEHHE METO/Ja  HCClelOoBaHUs  (WUCIBITAHUSA), H3MEpEeHus,
yCTaHaBIMBaolMe TpeOOBaHUS K JIEKAPCTBEHHBIM CPEJCTBAM, 3aperHCTPUPOBAHHBIM
B YCTAQHOBJICHHOM IIOpSZKE M BKIIOYEHHbIM B ['OCYZapCTBEHHBIH peecTp JIeKapCTBEHHBIX
CPEACTB» BO B3aUMOCBSI3M C OOBEKTOM HCCIEIOBaHMM (MCHBITAaHUN) U HU3MEpEHHi,
OTpeieNIIeMO XapaKTepUCTUKOMH (IT0OKa3aTeaeM) U AUAa30HOM OIpeleTIeHHUS;

- HapsAly C yKa3aHHEM Ha COOTBETCTBYIOLIUE (hapMakomeiHble CTaThbU MPU3HAHHBIX
MexxayHapoanbix  ¢apmakoneir (USP, BP, EuPh) pomyctuma ¢opmynupoBka «u uHBIE
YTBEP)KJCHHbIE B YCTAHOBJICHHOM IOPSJIKE HOPMAaTHBHbBIE JIOKYMEHTBI, KOHKPETHU3UPYIOIIHE
PUMEHEHHE MEeTO/la UCCiIeloBaHus (MCIBbITaHuUs), U3MEPEHHUs, YCTaHABIMBAIOIINE TPeOOBaHUS
K JIEKAapCTBEHHBIM  CpPEICTBaM, 3apETUCTPUPOBAHHBIM B  YCTAHOBJIEHHOM  HOpPSIKE
B MHOCTPAHHBIX TOCYIapCcTBaX M BKJIIOUYEHHBIM B [ 0CylapCTBEHHBIH peecTp JIEKapCTBEHHBIX
CPEACTB» BO B3aUMOCBSI3M C OOBEKTOM HCCIEIOBaHUU (MCHBITAHUN) W HU3MEpPEHHI,

OTIpeeNIsIeMOi XapaKTePUCTHKOH (TTOKa3aTesIeM) U TMANa30HOM OTIPE/ICIICHUS.



B cayuae orcyrctBHs  MeTola  MCCleOBaHUS  (MCHBITaHUSA),  U3MEPEHUs
B ['ocynapctBenHoii ¢apmakonee Poccuiickoii denepanyy M NPU3HAHHBIX MEXKIYHAPOIHBIX
dapmakomnesx (USP, BP, EuPh) B cronbue 2 nonmyckaercsi ykazaHHe HOPMaTHBHOTO JJOKYMEHTa,
HE BKJIOYEHHOI'O B POCCHUICKYIO MJIM ApYyrue NpU3HaHHbIE (apMakolen, KOHKPETH3HPYIOLIEro
IPUMEHEHHE METOJIa UCCIIe0BaHMs (MCIIBITaHuUs ), U3MEPEHUs], YCTaHABIMBAIOIIEr0 TpeOOBaHUS
K JIEKAPCTBEHHBIM CPEICTBAM, a TaKXe HapsAay ¢ HUM (OPMYIHUPOBKA «M WHBIC YTBEPKICHHBIC
B YCTAHOBJICHHOM IIOPSJKE HOPMATUBHBIE JIOKYMEHTBI, KOHKPETH3UPYIOILUHME IPUMEHEHUE
METOAa  HCCleNoBaHUs  (MCIBITaHUS), W3MEPEHHUs,  yCTaHABIUBAIOIIME  TpeOOBaHUS
K JICKapCTBCHHBIM  CpPEICTBaM, 3apETrUCTPUPOBAHHBIM B  YCTAHOBJIICHHOM  IIOpSIKE
U BKJIKOYEHHBIM B ['OCyaapCTBEHHBIM peecTp JEKApCTBEHHBIX CPEICTB» BO B3aUMOCBS3HU
Cc OOBEKTOM HCCIIEOBaHUH (MCIBITAHUI) W HM3MEPEHHI, OMpEeAesIeMOll XapaKTepUCTUKON
(moka3zaTenieM) U IMana30HOM ONpe/IEICHNUS.

6.9 Vkazanue B rpade «/[oKyMEHTBI, YCTaHABIMBAIOIIME IMpaBWJIA M METOAbI
UCCJIEIOBAaHUM (MCTIBITAHUM) U U3MEPEHMID» HKCIUTYyaTalMOHHON JOKYMEHTAlluu K CpPEeICTBam
M3MEPEHUI T0MYCKaeTCsl TOJIBKO B TOM CIIy4ae, €ClIM Pe3yJbTaT UCCaeA0BaHNs (MCIIBITAHUS ) WU
U3MEPEHUS SIBIISIETCA PE3YIbTATOM HENOCPEICTBEHHO INPSAMOro M3MepeHus. B naHHOM citydae
B ONHMCAHWU TUIA CPEICTBA M3MepeHHil B pasnene «CBeaeHHs O MeToJIuKax (Meronax)
U3MEpPEHUI» JOKHBI OBITh yKa3aHbl CBEICHUS O HAJIWYUMM METOJIUKH HU3MEpEeHUil

B BKCHHyaTaHHOHHOﬁ JAOKYMCHTAIMKU HA JAHHOC CPEACTBO USMECPCHMU.
7 3anonnenue rpagnl Ne 3: «HanmeHoBaHMe 00beKTA»

7.1 HaummeHoBanue oOBEKTa HUCCIEAOBAHMN (MCHBITAHUN) U W3MEpPEHUl HEOOXOAUMO
MPUBOAUTH B COOTBETCTBHM C OO0JIACThIO TPUMEHEHUs (PaclpOCTpaHEHHs) JIOKYMEHTa,
YCTaHABJIMBAIOLIErO MpPaBWJIa U METOJbl HCCIENOBaHUI (MCIBITAHUN) M HU3MEpEeHUH, oTOopa
o0pa3uoB (mpol). VckiaroueHuss U3 JaHHOIO MpaBUiIa MpeaycMOTpeHbl B myHKkTax 4.10 m 7.2
HacTOALMX MeToINYeCKUX pEKOMEHIALINI.

7.2 Homyckaetcsi ykazanue B rpade «HammeHoBaHWE 00BEKTa» HE TOJIBKO OOBEKTOB
UCCIIeIOBaHUM (MCTBITAaHUI) W M3MEPEHUHN, HEMOCPEJCTBEHHO YKa3aHHBIX B JOKYMEHTE,
YCTaHABIMBAIOIIEM TpaBWJIa M METOAbl MCCIEAOBAHUN (MCHBITAaHWI) W HM3MEPEHHUH,
HO ¥ OOBEKTOB, TMPOBEJCHHE MCCICAOBAHUN (MCHBITAHUHA) W M3MEPEHHH KOTOPBIX
C HCIIOJIb30BAHMEM JAHHOTO JIOKYMEHTAa YCTAHOBJICHO TMOJIOXKEHHSIMH  HOPMAaTUBHBIX
noKyMeHTOB. Hacrosiiiee mojioskeHHe NMPUMEHUMO B ciydyae ykasaHus B rpade «JloKyMeHTHI,
YCTaHAaBJIMBAIOLUE IPAaBUJIAa U METO/IbI HCCIIEN0BAHNN (MCTIBITAHUNM) U U3MEPEHUI» TOKYMEHTOB,
COJIep KAINX MPaBHIa U METO/bI UCCIeIOBaHUN (MCTIBITAHUI) U U3MEPEHUN, HEOOXOIUMBIX IS

NPUMEHEHUS W UCIOJHEHWA TpeOOBaHWN TEXHMYECKHMX periiaMeHToB EBpaswmiickoro
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SKOHOMMYECKOTO co1o3a. McnbiTaTensHas nabopatopus (LIEHTp) JOHKHA OLIEHUTh BO3MOXHOCTh
NPOBEICHUS HCCIIEeIOBAHUMN (MCIIBITAHH) MIIM U3MEPEHHH OTTOIHUTEIBHO YKa3aHHBIX 00BEKTOB
B COOTBETCTBUM C TpaBUJaMU U [pOLEAypaMH, PpErIaMEHTUPOBAHHBIMH CHCTEMOM
MEHEI)KMEHTA KaueCTBA UCIIBITaTEIbHON TabopaTopuu (LIEHTPA).

[Tpumep Ne 6, HULTIOCTPUPYIOIIHH TaHHOE TTPaBUJIO, IPUBEEH B MPUIIOKEeHUU Ne 6.

7.3 B cnyuae 3amonHeHusi rpadpl «HamMmeHoBaHHME OOBEKTa» C yUETOM ITOJOXKCHHMA
nyHkta 7.2, B rpade «JloKyMeHTBI, yCTaHABJIMBAIOUIME MpaBWJIa U METOJbI HCCIECIOBAHUMN
(ucripITaHMi) W U3MEPEHHi» NOMHMO METOJUK IPOBEIEHUS HCCIEIOBaHUN (HMCIBITAHUN)
U U3MEpeHU He0OXO0MMO YKa3bIBaTh TOKYMEHTHI (B Cilydae UX HAJU4Msl), periIaMeHTUPYIOIIHE
HOPSIOK  oOpamieHust ¢ OOBEKTOM UCHBITAHWH, HE YKAa3aHHBIM B OOJACTH NPUMEHEHHUS
JIOKYMEHTA, YCTaHaBJIMBAIOIIETO [TPaBUJIa U METO/Ibl UCCIIETOBAHUM (MCIIBITAHUIN) U U3MEPEHUI.

[Ipumep Ne 6, WILTIOCTPUPYIOIIMI TaHHOE TPaBUIIO, IPUBEJAEH B MPUIOKEeHUU Ne 6.
8 3amoanenue rpagnbi Ne 4: «Kox OKIL/ 2»

8.1 [anHas Tpada 3amoiHSETCS [0 PEIICHUIO 3asBUTEIS/aKKPSIUTOBAHHOTO JIHIA
(oOsi3aTenbHBIM SIBJISIETCSl YKa3zaHue He MeHee yeM 4 3HakoB koma OKIIJ 2), B uHbIX cirydasx
B JIaHHOM rpade CTaBUTCS IPOUYEPK «-».

8.2 Kompt OKIIJI 2 ykasbiBatoTcsi B  cooTrBercTBUM ¢ OOmepoccuiickum
KJIacCU(PUKATOPOM MPOAYKIIMH 1O BHAaM dKoHoMuueckon aestenbHocTH OK 034-2014 (KIIEC
2008), mpunsaTeiM ipukazoM Poccrangapra ot 31 ssuBaps 2014 1. Ne 14-cr.

8.3 OOmepoccuiickuii  kinaccupukaTop MNPOAYKIMM 1O BHJIAM HKOHOMHUYECKON
nesrenbHocT  (OKIIJZ[ 2) BXoguT B cOCTaB HalMOHAJBHOW CHUCTEMbl CTaHAapTH3alMU
Poccuiickoit ®enepanuun. OObekramu kinaccupukauuu B OKIIJ 2 sBaserca mnpoaykuust
(ycayru, paboThl).

8.4 Kon cocroutr u3 2 — 9 uudpoBbIX 3HAKOB, M €ro CTPYKTypa MOXKET ObITh
IIPEJICTaBJIEHA B CIIEYIOIIEM BUJIE:

XX — kjacc

XX. X — nmoakiacc

XX. XX —rpynma

XX.XX.X — noarpymma

XX . XX. XX — BUI

XX.XX.XX.XX0 — kareropus

XX XX XX. XXX — nmogkareropus
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9 3anoanenue rpadgni Ne 5: «Kox TH B3I EAIC»

9.1 Jlannas rpada 3amonHseTcs Ul LeNiel BKIIOYEHHS HCIBITaTeIbHON J1abopaTopuu
(uentpa) B EnuHBINA peecTp OpraHoB MO CEpTH(PHUKAIMKA W HCIBITATENbHBIX J1adopaTopuit
(zenTpoB) TamokeHHOro coro3a (00s3aTebHBIM SBISETCS yKa3aHHE HE MeHee ueM 4 3HaKOB

koga TH BOJI EADC), B MHBIX clydasx CTaBUTCS MPOYEPK «-».
10 3anoanenne rpadul Ne 6: «OnpeaesnsieMasi XapaKTepUCTHKA (IOKA3aTeNb)»

10.1 Onpenensemble XapaKTEPUCTUKU (ITOKA3ATENH ) 3aIIOJIHIIOTCS OTACIBHO JIJIS KAk 101
METOJMKH B 00JIaCTH aKKPEAUTAINH, JaXKE €CIIH MMOAPS UACT HECKOIBKO METOUK ONPEIEICHUS
OJTHOTO ¥ TOTO K€ IOKa3aTelIsl.

10.2 HaumeHoBaHuE ompenensieMOl  XapakTepUCTUKHM  (TloKa3aTessd) HeoO0XOAUMO
NPUBOJNUTH B COOTBETCTBUU C TOJOKCHHUSIMH JTOKYMEHTA, YCTAHABJIMBAIOIIETO NpaBWIA WU
METOJIbl HUCCIIEJIOBaHMN (MCTIBITAaHWI) W W3MEepeHui, orbopa oOpasuoB (mpob). B cmyuae
HEOOXOJMMOCTH  JONMYCKAaeTCsl  yKa3blBaTh  AJIbTEPHATHBHBIA  BapuaHT  HAMMEHOBAHUS
OTIpeNeNsieMO XapaKTepUCTUKH (TI0Ka3aTellst), €CIM 3TO HE OKa3bIBACT BIUSHHS HA TPAKTOBKY
pe3yJibTaTa UCIIBITAHUM.

ITpumep Ne 7, nnmocTpupyromuii JaHHOE IPaBUIIO, IPUBEIEH B MPUIIOKEeHUH Ne 7.
11 3anonHenue rpagul Ne 7: «/lnana3on onpeaeaeHus»

11.1 Inana3oHbl OMpeAeNICHUs] 3alOJIHSAIOTCS OTAEIBbHO Il KaXJOW METOIUKHA B
00J1aCTH aKKpEeIUTAIMH, JaKE €CJIM TOJPS UAET HECKOJIbKO METOJUK OMPENETICHUs OJHOTO U
TOTO € MOKa3aTelsl ¢ OIMHAKOBBIM IHAMa30HOM.

11.2 Ecan MeTouKa COAEpKHUT AMANa3oH OMpeesieHus MoKa3arens (XapaKTepUCTUKH),
JIAHHBIN JTUANa30H SIBJSETCS 00s3aTEeNbHBIM K yKa3aHUI0 B rpade «JluamazoH ompeneiaeHus
00JacTu akKKpeIuTaI|H.

11.3 HaumeHoBaHUE eIUHUIIBI U3MEPEHUS OMPEIENIIEMbIX XapaKTePUCTHKH (TIOKa3aTens)
cienyeT NPUBOJIUTh B COOTBETCTBUH C MOJIOKEHUSIMU JOKYMEHTA, YCTAHABIMBAIOILIETO MTpaBUia
U METOJIbl MCCIIEZIOBAaHUN (MCIBITAaHUN) U U3MepeHHil. B ciaydae HEOOXOAMMOCTH JOMYCKAETCs
YKa3bIBaTh JTMAIIa30H OMPE/EICHUs, BRIPAKEHHBIN B WHBIX €IMHHIAX, TIPUBOJIA €r0 B CKOOKax
KaK aJlbTEePHATUBHBIM BapUAHT.

11.4 Ecniu auana3oH BO3MOKHBIX PE3YJbTaTOB HMCHBITAHUM BBIPAKAETCS HECKOJIbKUMHU
rpajaliisiMH  YCIIOBHOM IIKAJIBl, TO B Ka4deCTBE JWAlNa3OHa OIpPEACIICHHUs IOJKHBI OBITh
MIPUBEJICHBI KpaiiHUEe 3HAUYEHUSI TOW MIKaJbI (HapruMep, MHTEHCUBHOCTD 3araxa MAUTheBON BOJIBI
«ot 0 10 5 GamioBy).

11.5 Ecniu npu mpoBeneHHH HCCAEAOBaHUMN (MCHBITAHUN) WM U3MEPEHUN BO3MOXKHBI

TOJIBKO IBa pE3yjbTaTa UCCICIOBAHUSA (I/ICHBITaHI/IH) WM U3MEPCHH, TO B KAQUCCTBC AMAIla3OHa
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ompeneseHuss JOJKHBI OBITh TPHUBEICHBI 00a 3TH pe3ynbTara (OeCIBETHBIN/OKpaIICHHBIH,
OTCYTCTBHE/HAINYKE, 0OHAPYKEHO/HE OOHAPYKEHO U T.IL.).

11.6 Ecnu nuamna3on onpeieneHus, COrJIaCcHO JTOKYMEHTY, YCTaHaBIIMBAIOLIEMY MpaBHIIa
U METOIbl HCCIENOBaHUM (UCHBITAaHUI) M U3MEpPEeHWIl mpelacTaBieH B (Qopme TOJIBKO
HAYaJbHOW/KOHEYHOM TpaHUIBl JHMAla3oHa, HIKHErO/BEpXHEro Ipelena OIpeaeNeHus,
TO B Ka4eCTBE JIMaNa30Ha OINpeIeIEHUs B 00J1aCTH aKKPEIUTAIIMN YKa3bIBACTCS:

- HayajgpHas TPaHMLA JHAla30Ha/HIWKHUHA TpenieN OnpeiefieHUs M KOHEYHas TIpaHulla
nuana3oHa onpeneneHus, (aKTUYeCKd peaJu30BaHHAs B JIaDOpaTOpUH, B COOTBETCTBUU
C TmpaBUJaMM M TpoLEAypaMH  CHCTEMbl MEHEDKMEHTa KadecTBa Jjaboparopuu
MIpU BHEAPEHUH TOKyMeHTa (cM. TyHKT 11.9 HacTtosmux MeTonuueckux peKkoMeHIaui);

- KOHEYHasl TpaHMIa JHara3oHa/BEpXHUN TpeAes ONpeesieHUs] W HadallbHas TPaHMIA
quana3oHa omnpeneneHus, (aKTUYECKH peajn3oBaHHas B JabOpaTOpHH, B COOTBETCTBUU
C TmpaBUJaMH M TpoLEAypaMH CHCTEMbl MEHEDKMEHTa KadecTBa Jjaboparopuu
IIPU BHEJIPEHUU JOKYMeHTa (cM. TyHKT 11.9 HacTrosmux MeToauueckux peKoMeH1auil).

11.7B cnydae ykazaHuss B JOKYMEHTE, OINPEICISAIONIEM TMpaBUjia U  METOJBI
UCCJICIOBAaHUM (MCIBITAHWIM) WM UW3MEPEHHI, BO3MOXXHOCTU TMOJYYEHHs] pe3yibTara 3a
mpelneiaMu  yKa3aHHOTO — Juamna3oHa  ompeAeneHuss (¢ yderoM  pa30aBieHUS — W/UIU
KOHIICHTPUPOBaHUs), B O0OJACTH aKKpPEeIUTAIWW JIOIYCKAeTCs JIOTOJIHHUTEIBHO YKa3bIBaTh
nuana3oH (aKTUYECKH ONpeeNseMbIX 3HAUeHUN IOKa3areneill (XapakTepHUCTHUK) C Y4YETOM
pa3baBieHMs W/WIM KOHIEHTpUpoBaHuUs. JlabopaTopusi [JOJKHA OLIGHUTh BO3MOXHOCTb
MPOBENCHUS HCCINEAOBaHUN (MCIBITAaHW) WJIM UW3MEPEHH B yKa3aHHOM JHara3oHe
OTIpeIeNIeHUs] B COOTBETCTBHUH C MPABUIIAMH W MPOIEAYPAMH, PETIaMEHTUPOBAHHBIMH CHCTEMOM
MEHEKMEHTA KaueCTBa UCTIHITATEILHOM JTabopaTopuH (IIEHTpa).

[Tpumep Ne §, ummrocTpupyrouii JaHHOE MPaBUIIO, MPUBEIEH B MPUI0KeHUU No 8.

11.8 B cimyyae oTcyTrcTBUS B JOKYMEHTE, ONpEAEISAIOIIEM TMpaBUjia U  METOAbI
WCCIeOBaHUM  (MCIBITAHWI) WJIM HW3MEPEHWH, Juama3oHa ONpeAeNieHHus TOoKa3aTens
(XapaKkTEepHUCTHKHU), U €CITH PE3yIbTaT WCCIIEAOBAaHUS (MCIBITAHUS) WIA W3MEPEHHS SBISCTCS
pe3yabTaTOM HEMOCPECTBEHHO MPSIMOTr0 U3MEpPEHUs], TO UCIbITaTeabHas Jadoparopus (LEHTP)
JIOMKHa yka3zaTh B rpade «/luanmazoH ompeneneHus» o0OIACTH aKKpEIUTAIMHM AHAMa30H
OmpeneNieHus  Tokaszarelst  (XapakTepHCTHKH) B COOTBETCTBMM C  TEXHHUYECKUMHU
XapaKTEPUCTHKAMH CPEJICTBA W3MEPEHHs, HCIOJNB3YeMOTrO IPH TPOBENECHUH HCCICTOBAHUS
(MCTIBITaHMSI) WA U3MEPEHUSI.

11.9B cayyae oOTcyTcTBUS B JOKYMEHTE, ONpEICNSIONIEM TMpaBWia M METOMAbI
UCCJIEIOBAaHUM (MCIIBITAHUN) WIM W3MEpEeHUil (MU B cilydyae yKa3aHHs B JAHHOM JOKYMEHTE

HanOOJIBIIIET0/HAMMEHBIIIETO TIpeJena OMpPEeNeeHUs), KaK M JUIsl KaueCTBEHHBIX, TaK W IS
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KOJIMYECTBEHHBIX METOJUK, TUara3oHa OMpeleleHHs] MoKa3aTens (XapaKTepUCTHKH), a TaKxke
€CIM pe3yNbTaT HUCCIACAOBaHUS (MCIBITAHUSI) WM M3MEPEHUsI HE SBISACTCA PE3yJIbTaToOM
HETMOCPE/ICTBEHHO TPSIMOTO HW3MEpPEHUs, UCHbITaTelIbHas Jaboparopusi (IIEHTP) OJDKHA
onpeaenuTh (PaKTUUEeCKH pealn3yeMblil Tuana3oH ONpeesieHUs B COOTBETCTBUH C IMpaBUIIaMU
U TpoLelypaMH, PerJjaMeHTHPOBAaHHBIMUA CHCTEMOIH MEHEI)KMEHTa KaueCTBa HCHbITATEIbHOMN
naboparopun (mieHTpa). B 3TOM ciiywae HeoOxomumMo yka3eiBaTh B rpade 7 obmactu
AKKpeIUTAIlMA JIMANa30H ONpPEICJICHUs, YCTAaHOBICHHBIM WCIBITATENLHON J1abopaTopueit
(1LeHTpOM) B IpoOIECCEe BHEPEHUS TOKYMEHTA.

11.10 Ecnu ompenenseMplid TOKaszaTelb (XapaKTEPUCTHKA) SBJSETCS PaCUETHBIM
(Hampumep, PHEpreTUyecKas LIEHHOCTb, BaJOBBIM BBIOPOC BPEIHBIX BEIIECTB), TO B Trpade
«IMamma3oH OMpEACNICHUs» CTaBUTCA TMPOUepK «-». Eciu st mpoBeiaeHus pacuera
OTpeeNIIeMOro ToKa3aTens (XapakTepUCTHKH) TpeOyeTcs HCIOIb30BaHHE IOKa3aTenei
(XapaKkTepUCTHUK), ONPEAETCHHBIX NHCTPYMEHTAIbHBIMA METOJIaMHU, TO METOJAMKHU OINpEAeTICHUS
JIAHHBIX TOKa3aTesle (XapaKTEePUCTHK) B 00S3aTEIILHOM MOPSAKE JODKHBI OBITh BKJIIOYCHBI B
00J1acTh aKKpEeIUTAIIUU HCITBITATEILHOM TabopaTopuu (IICHTpa).

[Tpumep Ne 9, umnrocTpupyroluil JaHHOE MPaBUIIO, MPUBEIEH B MpUIokeHUH No 9.

11.11 JIns BKIIOYEHHBIX B OOJIACTH AKKPEAUTALIMU JOKYMEHTOB, COJCPKAINX MpaBHiia
Y METOJIbl OPTaHOJIEITUYECKUX UCCIIEI0BAHMM, JOMyCKaeTcs B Tpade «Iuama3zoH OnpeaeIeHIs
MPUBOAUTH YUCIOBOE (Hampumep, B Oayiax) U (WMJIM) CIOBECHOE OIMHMCAHHE (IEPEYUCIICHHE)
BO3MOJXKHBIX PE3YIbTATOB (XapaKTEPUCTHK), MOTyIaeMbIX MO JAHHOW METO/IUKE.

11.12 JIns BKIIOYEHHBIX B OOJIACTH aKKPEAMTALIMU JOKYMEHTOB, COJEPKAIINX MpaBHiia
U MeTOABl 0TOOpa 00pa3ioB (Tpol), a TakkKe COAEPIKAIIUX OMUCAHUE TOJHKO YACTH METOIUKHU
BBITIOJIHEHHSI ~ UCCJICIOBaHMM  (MCTBITAaHUM) W W3MEpeHUud  (Hampumep, JTOKYMEHTOB,
YCTaHABIMBAIOIIUX TPaBUJIAa W METOABl IMOATOTOBKM MPOO K BBIMOIHEHUIO HCCIEIOBAHUN

(vcnpITaHM) ¥ U3MEpEHNUit), B Tpade «Iuana3oH ONpeeIeHUs» CTABUTCSA MPOUEPK «-».
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Ipuio:xkenne Ne 1.

IIpumep Ne 1 — opopmiienne 001acTH AKKpeAUTALUHA

IPpH OCYIIECTBJICHUHN NEATCIBbHOCTH 110 HECKOJILKUM aJipecaM

OBJIACTb AKKPEJIUTALIMU UCIIBITATEJIbHOM JIABOPATOPUHU (LIEHTPA)

Anamntnyeckas naboparopust AO «McoeTarensy
HaNMEHOBAHHE MCIIBITATENIFHON JJabopaTopH (IIEHTPa) FOPUANIECKOTO JTUIa

1. ITepmckuii kpaii, r. Ilepmb, vir. Ilepmckast, a. 246, 3 stax, nmoMeliesue 2:;
2. MockoBckas o0Jiacts, r. JIyora, yii. XKomamo-Kropu, 1. 20, crpoenue 75:

3. MockoBckas 00iacts, r. Kamupa, vi. 3sepesa, 1. 12 (apxus J1abopaTopun)
ajipeca MecTa OCYILECTBICHUs JIeATeIbHOCTH UCTIBITATEbHOM TabopaTopun (LeHTpa)

JOKyMeHTHI,
YCTAHABJIMBAKONIME MPABUIA U Kox TH| Onpenessiemast

MeTO/bl UccJIe0BAHMT HanmeHnoBanue Kon BIJ xap;)KTepncTnKa JAuana3on
HMCNBITAHUIT), U3MepeHuii, B o0beKTa OKIIA 2 onpeaeaeHUst
( ), P ’ A EADC | (moka3zarteiib) P

TOM 4HCIe
npasuia oréopa npood
2 3 4 5 6 7

1. IlepMckuii Kpaii, 1. [lepmb, va. Ilepmckas, a. 246, 3 yTa:k, moMeuenue 2

ITaTpoHBI OXOTHUYBU U

I'OCT P 50530, . 6.3.5, CIIOPTUBHBIE IS 25.40.13. 9306309 | 'eomeTpuieckue (0,0 - 160,0) My
[punoxenus A, b HAapE3HBbIX BUHTOBOK U 190 000 pa3Mepsbl ’ ’
KapaOWHOB

2. MockoBcKasi 00J1aCTh, I'. JIyoHa, via. ZKoano-Kropu, 1. 20, crpoenne 75

O0mee
MVK 4.2.1018-01, 1. 8.1 Boma nutseBas - - Mukpo6noe gucio | (0-300) KOE B 1 ma
(OMUY) npu 37 °C




IIpumep Ne 2 — Hymepanusi JOKyMEHTOB B 00/1aCTH aKKpeIuTAlluH
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Ipuio:xkenune Ne 2,

JdoKyMeHTHI,
ycTaHABJIMBAIOIIHE
Ne TpaBiIa u Menim’l Kon TH| Onpenensiemast
HccIIe0BaHMIA HaunmenoBanue Kon Jdunanazon
n/n (McnbITaHMI) o0beKTa OKILJ 2 BIJ | xapakrepucruka onpeaeIeHUus
., i EADC | (mokasareiib) pen
H3MepeHHii, B TOM
qucie
npasuiia oréopa npoo
1 2 3 4 5 6 7
Kommiexe DKBUBaJCHTHAs
W3MEPHUTENBHBIH IS paBHOBecCHast 1.0 - 1,0-10° B’
MOHUTOPHHI'A AKTHBHOCTb
pasioHa, TOPOHA U UX BostyX KHIbIX i (BPOA) pangoHna
1 JIOYEPHUX TIIPOAYKTOB . — —
pabounx nomeneHni OKBUBaJICHTHAS
«Anbbapan mIoc»
PykoBozcTBO 110 PaBHOBECHAA 0,5-1,0-10* Bi/M°
DEPA— aKTHBHOCTb
BBEK 590000.001 PD (9POA) Topora
CpeannerooBoe
3HaUCHHE
9KBHMBAJICHTHOU _
PaBHOBECHOM
AKTHBHOCTH
2 MY 2.6.1.2838-11,11.6 | Bosayx nomenmenuii _ _ | (OPOA) panona
CpenneroioBoe
3HaUEHHE
9KBHUBAJIEHTHOU _
paBHOBECHOM
AKTHBHOCTH
(BPOA) TopoHa
MaccoBas
Bunozpensgeckas JOHUEHTPaTta 0,1-25 r/mm?
HPOAYKLLIS H CBIpbE 00IIEero IKCTPAKTa
3 rOCT 33815 P - - Maccoas
UL ee
MPOM3BOJICTBA LN -
NPUBEIEHHOTO
9KCTpAKTa
AHanuzarop uryma u Pabouue mecra,
BUOpaLuu ACCUCTEHT. Kueie u
PykoBoJCTBO 1O 00I1IeCTBEHHBIE YpoBHH
4 M — — 3BYKOBOI'O 20-140 nb
IKCILTyaTallu 3/1aHUS, ABICHIL
BBEK.438150-005PD, m. CenuteOHas A
5.6 TEppUTOPUS
OKBUBaJICHTHBII
5 T'OCT ISO 9612 PaGouee MecTo - — | YpoBenb spyxa 3a 20-140 1B
8-uacoBoit
pabounii 1eHb
6 TOCT 12.2.024, 1. 2 Tpaucopmatopst | g 1y 4 | g504 | yposum ssyxa 20-140 1BA
CHJIOBBIC MacIIsTHbIE
TI'OCT 32689.1 IIpoxykuus numesas Juxnoprudenun-
7 T'OCT 32689.2 pacTUTENTHEHOTO — — TPUXJIOPMETHII- 0,001-0,5 mr/kr
T'OCT 32689.3 TIPOUCXOKACHHUS metal (JIJIT)
31.01.11, [Ipounocts nox
31.01.12, {9401 IICHCTBHEM BrinepxuBaeT — He
8 I'OCT 23380, . 7 CToJbl yYEHHUYECKHE 31.01.13, 9403 yrapHoii I —
31.02.10, |9404 Harpys3ku
9 T'OCT 23380, .8 Crounl yuennueckue |31.09.11, ITpounocTs npy  |BhlIep)KHUBAET — He
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31.09.12,
31.09.13,
31.09.14

naJCHUU Ha I10J1

BBIACPKUBACT
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Ipuio:xkenune Ne 3.

IIpumep Ne 3 — HOKYMEHTBI, He cOlepPKALIHE METOANK

HCCJIeIOBAHNH (MCTIBITAHUIT) U U3MePeHn i

- Ilpuka3 MuHucTepcTBa Tpyna M colMaibHOW 3amuTbl Pocculickoit ®denepanuu
ot 24 saBaps 2014 r. Ne 331 «O0 yrBepkaeHnrn MeTOAMKN TMPOBEICHHS CIICIMAIIBHON OIICHKH
ycnoBuit Tpyna, Knaccudukaropa BpeaHbIX W (WJIH) OMACHBIX MPOU3BOJICTBEHHBIX (DaKTOPOB,
dbopMBI OTYETA O MPOBEACHHUH CICIUATBHONW OIICHKH YCIOBUW TpyJda W HHCTPYKIMH IO €€
3aI0JIHEHUIOY.

- I'H 2.2.5.3532-18 «IIpegensuo nomyctumble KoHIeHTparuu (ITJ1K) BpeaHsIx BemiecTs
B BO3/yXe paboueii 30Hb.

- TOCT EN 50581-2016 «TexHuueckass AOKYMEHTAIMs JJIsl OLIEHKH 3JIEKTPUUECKUX
U DJIEKTPOHHBIX U3JIEHI OTHOCUTENBHO OTPAHUYCHHS UCIIOJIb30BAHUS ONTACHBIX BEILIECTB.

- MP 4287-87 «Ontumuzanust ycIoBui Tpyaa Xupypros mnpu pabore ¢ CO2-nazepamm.

- IHJ @ 12.13.1-03 «Meroandeckue pekoMmeHmanuu. TexHuka O€30MacHOCTH MpH
paboTe B aHATMTUYECKUX J1a00opaTopusix (00IIME TOJIOKEHUS ).

- CanlluH 2.3.2.1078-01 «['urneHuveckue TpeOOBaHUs OE30MACHOCTH W THIICBOM
LEHHOCTH MUIIEBBIX MTPOIYKTOBY.

- TOCT 24522-80 «KoHTponb Hepaspywlaromuil  KanuwispHbelil.  TepMuHsl
U OTIPENICTICHUS».

-T'OCT 23764-79 «I"'amma-nedextockonsl. OOIINe TEXHUUECKUE YCIOBHS.

- CanlluH 2.6.1.2800-10 «I'urnennueckue TpeOOBaHUS 1O OTPAHUYECHHUIO OOIyYCHMS
HACeJICHUS 3a CUET MPUPOIHBIX UCTOUHUKOB MOHU3UPYIOIIETO H3TyUEHUSD.

- TOCT 27285-87 «Cetb cBsizu 1udppoBas uHTerpaibHas. IlapameTpsl compskeHus
KOMMYTAIMOHHBIX CUCTEM C U(PPOBBIMHU CHCTEMaMU Tepeaaun.

- T'OCT 9.301-86 «Enuuas cucrema 3ammutsl oT Koppo3uu u craperus (EC3KC).
[ToxpeITHS METAUTHYECKUE U HEMETAJUTMYEeCKHe Heopranudeckue. O0mme TpedoBaHus».

- OCT 42-21-2-85 «Crepwmzanus W JOe3UHGEKIUS M3ACIUA  MEIUITMHCKOTO

Ha3HA4YCHUD).
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Ipuiio:xkenue Ne 4,

IIpumep Ne 4 — nonycTUMBbIe BADHAHTHI YKA3aHUSI HAUMEHOBAHHUS TOKYMEHTa

B rpade 2 00J1acTH aKKpeANTALMHT

-T'OCT 28038,

-IIH]] @ 14.1:2.50-96;

- Memoouueckue pexomenoayuu «CymmapHuas axmusHocms anvgha- u bema-
UBTYYAIOWUX — PAOUOHYKAUOO8 8 NPUPOOHLIX 600AX (NPECHLIX U  MUHEPATU308AHHDIX).
Tloocomoska npobd u usmepenusy, 2008 e.

- Onpedenenue  8000paACMEOPUMBIX — BUMAMUHOE 6  GUMAMUHHBIX — NPEMUKCAX,
Ouonocuuecku aKkmusHulx 000askax u papmayesmuueckux npenapamax memooom BIKX c

epaduenmuvim dnouposanuem // Becmuux Mockogckoeo yHueepcumema, cepusi 2: Xumus. -

2010. - Ne 4, T.51. - C.315-324
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IIpuio:xkenune Ne 5.

IIpumep Ne S — yrouHeHue NyHKTOB JOKYMEHTOB (MeTO10B),

(paxTHYeCKHU peasu3yeMbIX B JJadopaTopuu

JdoKkymeHTHI,
ycTaHaBJIMBaIOLIHE
NMPaBUJIa U METOABI Onpexensiemast
Ne HCccJIe0BaHU HaunmeHnoBanue Kon Kox TH a ;)KTe HCTHEA Jluana3zon
n/n (ucnbITanui), 00beKTa OKIIJ 2 B3 EAQC (II)IOngTeHb) onpeeaeHust
U3MepeHuii, B TOM
quce
npasBuia oréopa npoo
1 2 3 4 5 6 7
1 I'OCT 33817 n. 5.1.1 Crupt IIpo3pauHOCTh -
STUJIOBBIA U3 ) ) [TocToponHue Hamane/
2 T'OCT 33817 m.5.1.2 MALIEBOTO BKJTIOUYEHUS OTCVICTBHG
CBIPBS ("9acTuIs!) Yo
732690
3 I'OCT 1497 . 1 Wznenns us3 7419999000 OT60p Hp06 -
YEPHBIX U 25.99.29.190 750890000
I[BETHBIX 24.45.30 DumuecKuii
4 I'OCT 1497 . 4.4 METAIIOB 761699 HpeeN TeKRyueCTH 0,01-100 kH
790700000 p y
I'OCT 31983 IIumeBsie JIHOKCHHOMO106-
(MeTo1 Ta305KUAKOCTHOM MIPOAYKTHI, Hbte nonnxnél .
5 xpomarorpaduu ¢ Macc- KopMma, - - OBaHHLIep 2-2500 mr/kr
CHEKTPOMETPUUCCKUM MPOIOBOJIBCTBEH (IS)H P
JICTEKTHPOBAHIEM ) HOE CBIpbE
6 FOCT 31940 meron | | DOAA MHTbeBAL, CYTGAT-HORBL | )5 500\
B TOM YHCIIE, i ) (cymbdarsr)
7 TOCT 31940 metoy 3 | Pachacosannas CymeaT-nomnt | _ g6\
B EMKOCTH (cymbdaTsr)
100705031
ITHEBMATHICCKHE
JUTS JIETKOBBIX
aBTOMOOWIICH 1 4011 10 000
HX MPHUIICTIOB. 0
Tpasiia E9K OOH Ne —— 2201 401120 100 | Yposens ryma ot
8 MTHEBMATHUYECKHE 30— 150 nb
117 Ipunoxenne Ne 3 JUIS IPy30BbIX 22 11.13.110 0 Ka4eHHUs IHUHBI
OLKHX 4011 (2)0 900
TPY30BBIX
aBTOMOOWIIEH,
aBTOOYCOB 1
MPHIETIOB K HIM
ATIOMAHHH 0,03 - 4? 00
MT/M-
N 0,10-2550
[IpomblnieHHBIE Bapuit /g
9 ®P.1.31.2004.01258 BEIOPOCHI B - - 0.0020 —40
atMocdepy Bananuii ’ M/Ae
Buien 0,22 — 4250
yr mr/m3
06.10
19.20.21.100 Ot60p mpo6 w3
10 T'OCT 2517, m1.4.2-4.6 19.20.21.300 -
Hedts 1 2709 pe3epByapoB
He(TETPOTYKTHI 19.20.21.400 2710
19.20.21.600
19.20.25.000 ABTOMaTHYECKUH
1 TOCT2517,n4.13.2 19.20.28.100 0T60p Ipod u3 )
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19.20.28.130 TpyOompoBoaa
19.20.29.219
19.20.42.120
Becsl anekTpoHHBIE
noasecusie BHT Pasmranbie
12 ’ TPY3BI U — Macca 0,2-30kr
PykoBoacTBo o
O0O0BEKTHI

JKCITyaTaluy, 1. 2
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Ipuio:xkenune Ne 6.

IIpumep Ne 6 — Ykazanue B rpade 3 00j1acTH aKkKpeAuTaAlNU

Oﬁ'beKTOB, HE€ YKA3aHHBIX B TCKCTC METOAUKHU

IIposedenue ucnvimanuii NOO2Y3HUKOE 0emcKux (600Hvle evimsdicku) coenacto ITH/] @
14.1:2:4.140-98 «Konuuecmeennolii xumudeckuil amaiusz 600. Memoouka evinonineHus
UBMepeHUll MACCOBbIX KOHYeHmpayuti 6epunius, 6aHaous, eUcmMyma, Kaomus, Kooanwma,
Meou, MOIUbOeHa, MbllUbsAKA, HUKENA, 0106d, C8UHYA, CeleHd, cepedpa, CYypbMbl, Xpomda
8 NUMbEBbIX, NPUPOOHLIX U CHOYHLIX B00AX MEMOOOM AMOMHO-AOCOPOYUOHHOU

cnekmpomempuu ¢ 3]l€Kmp0mele/l’{€CKOL? amoxvzumuueﬁ».

Haumenosanue obvexma: 600a numvesas, NOO2Y3HUKU 0emcKue (600HblE 8bIMANCKU)

Ilpu smom 6 obracmu axkpeoumayuu OONNHCHA ObIMb MAKdCce YKA3AHA MemoOuKd

npueomosieHusi B00HuIX gblmsidicex, nanpumep, MYK 4.1/4.3.1485-03.
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Ipuio:xkenune Ne 7.

IIpumep Ne 7 — Yka3anue anbTepHATHBHBIX NTOKa3aTe/el (XapaKTePUCTHK)

B rpadee 6 001acTH aKKpeANTALMHA

1. maccosas 0ons enazu/eraxicHocmv/8naza
2. Maccoeas KOHYeHmpayusi MACAAHOU KUCIOMbL/MACCOBASL KOHYEHmMpayus Oymanoeou

KUcjiomasl
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IIpuio:xkenune Ne 8.

HpnMep Ne 8 — Yka3zanmue AUANA30HOB ONIPpEeACJICHUA IPU HAJIMYUU B METOAUKE

yKa3aHn171 Ha BO3MOKHOCTDb pa363BJ’IeHI/Iﬂ/KOHHeHTpI/IpOBaHI/Iﬂ

6e3 yuema pasbaenenus/xonyenmpupoganus: 0,1-2,0 me/om’
npu pazéasnenuu: 0,1-10 me/om’

npu xonyeumpuposanuu: 0,01-2,0 me/om’
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Ipuio:xkenune Ne 9.

HpnMep Ne 9 — Ykazanme PaC4Y€THOI0 IoKa3arTeJisi B o0JacTn aKKpeauTanumn

Pacuemnwiti  noxazamenv: sHepeemuyeckas YeHHOCMb, MACCO8ASL OO0 V2le80008
Iloxazamenu,  HeoOX0O0uMbvie  ONsL  NPOBeOeHUsi  pacyema U  onpeodeisemvle

UHCPYMEHMAIbHLIMU  MEemOoOamu. Maccoeas 00as 0elixka, maccosas 00 Hcupd,

maccosas 005 3071bl



