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OIIMCAHME THITA CTAHIAPTHOI'O OBPA3IIA

CTAHJIAPTHBIN OBPA3EI]
COCTABA KJIOHA3EITAMA (M33-026)

I'CO 11637-2020

Ha3naveHue cTaHgapTHOro o0pa3ma: KOHTPOJb TOYHOCTH PE3yJIbTATOB HW3MEPECHUH U
aTTecTalusi METOIUK M3MEpPEeHHUN MacCOBOHM JOJM KJIOHa3emama B CYOCTaHIIMM KJIOHAa3emama,
JIEKapCTBEHHBIX CPE/ICTBAX U MaTepHUaliaX, B COCTaB KOTOPHIX BXOIUT KJIOHA3EIIaM.
CranmapTHbId 00pa3ell MOXKET UCIOIb30BATHCS JUIsl YCTAHOBJICHUS U KOHTPOJS CTaOUIBHOCTH
IrpalyMpOBOYHON (KAJIMOPOBOYHOM) XapaKTEPUCTUKHU TPU COOTBETCTBHUU METPOJOTHYECKUX
XapaKTePUCTUK CTaHJAAPTHOTO o0pa3iia TpeOOBaHUSIM METOJUKH U3MEPCHHIA.

OO05acTh TPOMBINIJICHHOCTH, IPOW3BOJACTBA, TJIe MPEHUMYIIECTBEHHO HAJJICKUT MPHUMCHSIThH
CTaH/IapTHBIH oOpasert: Cyne0HO-METUITNHCKAs AKCIIePTH3A, dapmareBTHUCCKASL
MIPOMBIIIICHHOCTh, HAYYHBIE UCCIIEIOBaHUS

Onucanue CTaHAAPTHOIO 00pa3ua: CTaHIAPTHBIA 0Opa3el] MpeacTaBisieT co00i cyOCTaHIIUIO
KJIOHa3emaMa, OeJblii C JKEJITOBATHIM OTTEHKOM KPHCTAJUTMYECKUN MOPOIIOK, pac(acoBaHHBIMA
Mmaccoit He menee (10+1) mr, mo TpeGoBaHMIO 3aKa3unka, BO (DIAKOHBI M3 CTEKJIa 00BbEeMaMu
2 cM®, 4 em® uimm 10 em®, ¢ 06KMMHBIME KomadkamMu. Kax i (akoH cHaGkKaeTcs STUKETKOMN ¢
yKa3aHHeM HIeHTU()UKAIMOHHOTO HOMEpa SK3eMILISIpa, MOMEIaeTcs B Zip-makeT, CHa0KEeHHBIN
ITHKETKOM, odopmieHHO# cornacHo TpedboBanusm ['OCT P 8.691-2010.

Pa3zpabotunk crangaptHoro odpasma — @I'YII «MocKkoBCKUI SHAOKPUHHBIN 3aBOI»

q)opMa BBINyCKA: CCpPIfIHOC MMPOU3BOACTBO IEPUOIUICCKH ITOBTOPAIOINUMUCA ITAPTUAMUA.
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3HaK yTBep:KIeHHMsl THIA: HAHOCAT MOJUrpaduyeckuM crocoOOM B MpaBblil BEpXHUIl yroiu
[IEpBOr0 JMCTAa NaclopTa CTaHAApTHOro olpa3la M B IPaBblii BEPXHHUM yroil ATUKETKU
CTaHJapTHOr0 00pa3lia yTBEP)KJAEHHOIO TUIIA.

KoMIIeKTHOCTh CTAaHAAPTHOIO 00pa3na: 3K3eMIULIp CTaHJApPTHOIO 00paslia ¢ 3TUKETKOH ¢
yKa3aHUEeM HJIeHTU(UKALMOHHOIO HOMEpa, U MacnopT CTaHIapTHOrOo o0pa3la, ynakoBaHHbIE B
zZip-maxer, CHaOXEHHBII JTUKETKOM, oopmieHHOMI COrJIaCHO TpeOoBaHUSIM
I'OCT P 8.691-2010.

JJoKyMeHTBI, ycTaHABJIMBAOIIHE TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. Texuuveckasi JAOKyMEHTamusi, MO KOTOPOil BeimyimeH (0yaeT BBINYCKATHCS)
CTaHJAAPTHBIH 00pa3e:

- «TexHuueckoe 3amaHue Ha pa3pabOTKy CTaHAAPTHOrO o0pasla CcocTaBa KIIOHA3emama
(MD33-026)», yreepxxaeanoe OI'YIT «MockoBckuii 3H10KpHHHBIN 3aBoa» 28.09.2020 1.;

- «[IporpamMa MCIBITAHUN CTAaHAAPTHBIX 00pa3noB coctaBa Gentanmita (MI3-022), coctaBa
kioHaszenama (MD3-026), cocraa mugazonama (MD3-027) B 1e1sX yTBEPKICHHUS THUIIOBY,
yrBepxkaenHas YHUNUM — ¢puman OI'YIT «k BHUUM um. JI.1. Menneneesa» 18.11.2020 r;

2. JIOKyMeHTblI, olpe/e/isiiolue NpuMeHeHHe CTAHAapTHOro oopa3ua:

-TOCT ISO/IEC 17025-2019 «OGmme TpeOoBaHUS K KOMIIETEHTHOCTH HCIBITATEIbHBIX H
KaJIMOPOBOYHBIX J1a00paTOpuiiy;

-I'OCT P UCO 5725-1-2002 — TOCT P UCO 5725-6-2002 «To4HOCTH (MPaBUIBHOCTh H
MPELU3HUOHHOCTH) METOJIOB M PE3yJIbTATOB U3MEPEHUI»;

- METOAMKH HM3MEPEHH MaccoBOW JIOJIM KIIOHAa3emaMa B CyOCTaHIMH KJIOHA3emama,
JICKAPCTBCHHBIX CPEIICTBAX M MAaTEepPHAJiaX, B COCTAB KOTOPHIX BXOJIUT KJIOHA3CIIAM.

3. [lepHOAUYHOCTh AKTYAJM3alMUd TEXHUYECKOH JOKYMEHTAIlMM HAa CTaHIapPTHBI
o0pa3sell: He peKe OJHOTO pa3a B IISITh JIET.

Homep 3x3emmiisipa (mapTum), AaTa BBINYCKA: MPEJCTaBlICHA B IENSAX yYTBEPXKICHUS THIIA
craraaptHoro obpasna maprtus Ne 001, 03.12.2020 r.

HzroroBurenn: DenepalbHOE TOCYAAPCTBEHHOE YHUTapHOE THpeanpustue «MOCKOBCKUI
SHAOKpUHHBIA 3aBon» (DPI'YII «MockoBckuil sHAOKpUHHBIA 3aBoa»), 109052, r. Mocksa,
yi. HoBoxoxuoBckas, a. 25, UHH 7722059711.

3aagBurtenb. @enepanbHOE TOCYAAPCTBEHHOE YHUTapHOe mpeanpustie «MOCKOBCKUI
SHAOKpUHHBIA 3aBon» (DPI'YII «MockoBckuit 3HIOKpUHHBIN 3aBoa»), 109052, r. Mocksa,
yin. HoBoxoxioBckas, 1. 25.

HcnpiTareJbHbIi HEHTP: YpalbCKUM HAYyYHO-UCCIEAOBATEIBCKUNA HWHCTUTYT METPOJIOTMH —
¢umman denepanbHOr0 TOCYAApCTBEHHOI'O YHHUTapHOro mpenmnpusitus «Bcepoccuiickuit
Hay4YHO-UCCIIE0BATEIbCKUI WHCTUTYT  MeTpoioruu  umenun  J[.W. MenpeneeBa»
(YHUUM — dumman DPI'VII «BHUUM um. .M. MenaeneeBa»), 620075, r. EkarepunOypr,
yin. Kpacnoapmetickasi, a. 4, arrectaT akKpeauTalud B 00JacTH oOecredeHus: eIMHCTBA
u3mepenuit Ne POCC RU.0001.310442.



