YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

U METPOJIOTUHU
oT «06» oxTsi0ps 2022 1. Ne 2482
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EL COCTABA KCHJIOMETA3OJIMHA
TUJIPOXJIOPUJIA (MD3-053)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJuAalnsd METOJAUK U3MEPEHHI MacCOBOM JTOJIM KCHIJIOMETA30JMHA THIIPOXJIOpUIA B
MaTepuaiax u JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN TMPHU COOTBETCTBHU METPOJIOTMUECKHX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH.

O6nacTi 5KOHOMHUKHU U Cephl AeATEILHOCTH, Te TUIAHUPYETCS TPUMEHEHHE CTaHIapPTHOTO
oOpa3ua:  cyaeOHO-MEIUIIMHCKas  JKCHepTusa,  (apManeBTHYecKass  MPOMBIILIEHHOCTb,
BEeT€pUHAPHAs TPOMBIIIUIEHHOCTbh, HAYYHbIE UCCIICIOBAHMUS.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcTaBiIsieT COO0OH CyOCTaHIIHIO
KCWJIOMETa30JIMHa THIAPOXJopHuja, Oenblii WM noyTu Oenblii KPUCTAUIMYECKHH MOPOIIOK,
pacdacoBanHbIit Maccoit oT 150 mr g0 250 mr o TpeboBaHMIO 3aKa3urKa, BO (DJIAaKOHBI U3 CTEKJIA
oGbeMom 10 cM® ¢ OGKMMHBIME KOJNAYKAMH, MOMCIICHHBIC B zip-niakeT. OIaKkoH M Zip-TIaKeT
CHA0KEHbI S TUKETKAMHU.

Pazpabotunk crangaptaoro oopasua — GI'YII «MockoBCckHiA SHTOKPUHHBIN 3aBOI».

(I)opMa BBINYCKA: CCprIHOC IMPOU3BOACTBO NCPUOANICCKU ITOBTOPAOIIUMHACA MMAapTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Js

KCUJIOMETAa30JIMHa TUapoxjiopuaa, %

Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTepUCTHKA JIOITYCKaeMBIX 3HAYEHUN 3HAUEHUE
aTTECTOBAHHBIX OTHOCHUTEIIbHOU OTHOCHUTEIIBHOU
3nauennit CO, % MOTPEITHOCTH pacIIMpeHHOM
aTTECTOBAHHOTO HeonpezaeneHHoctu CO

sgauyeHust CO
(mpu P=0,95), 6 %

(mpu P=0,95, k=2)
U, %

MaccoBas goins
KCHJIOMETA30I1HAa
ruapoxjopuaa, %

ot 95,0 10 99,9

2,0

2,0

HpOCJ’Ie)KI/IBaeMOCTB ATTECTOBAHHOI'O 3HA4YE€HHUA K C€AUMHHUIEC BCIHMYMHBI <«MacCoBass HOOJISA
KOMIIOHEHTay», BoclpousBoauMoil I'DOT 176 T'ocymapcTBEHHBIM NEPBUYHBIM 3TAJIOHOM E€IMHUIL
MaccoBOM (MOJISIPHOM, aTOMHOM) J10JIM U MaccoBOW (MOJISIPHOM) KOHIIEHTPAIMM KOMIIOHEHTOB B
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KHUAKUX U TBEpIbIX BEIIECTBAX M MaTepHallax Ha OCHOBE KYJIOHOMETpUH, obecredeHa

IIPOBEACHUEM M3MEPEHUN II0 AaTTeCTOBAHHOW METOAMKE HW3MEPEHHM, IIPEeAyCMaTpUBaAIOILEH
MIPUMEHEHHEe CTaHJAPTHOTO 00pa3iia ¢ yCTaHOBJICHHOMN IpocieknBaeMocThio - ['CO 2216-81.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAaclopTa CTaHJapTHOrO oOpa3la W B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJAPTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH | [acmopT CTaHJAPTHOTO o0pasia,
MOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiieHHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHMe U 0003HAYEHHE TEXHUYECKON JOKYMEHTAIIMH, N0 KOTOPOiIl BbINMYIIEH WJIH
Oyer BbINYCKAThCSI CTAHAAPTHBINA o0pa3en:

- «Texnuueckoe 3agaHWe Ha pa3pabOTKy CTaHAAPTHOTO oOpas3la cocTaBa KCHUIIOMETAa30JIMHA
ruapoxiopuaa (MD3-053)», yrBepkaenHoe DI'VII «MOCKOBCKHI 3SHIOKPHHHBIA 3aBOI»
30.08.2022;

- [IporpamMmMa UCHOBITAHUN CTAaHAAPTHBIX OOpa3lOB COCTaBa AMHUHOKAIPOHOBON KHUCIOTHI
(MD23-031), cocraBa Tponukamuga (M33-052), coctaBa nudeHruapamuna (audeHruapammuna
ruapoxiopuaa) (MD3-056), cocraBa kcuiomerasoinHa ruapoxiaopuaa (MD3-053) B memsix
YTBEp)KIAEHUS  TUNOBY»,  yrBepxkaeHHas YHUUM -  ¢wman OI'VII «BHUKUM
uMm. [{.M.Menneneera» 02.09.2022;

2. HaumeHoBaHue U 0003HaYeHHe JOKYMEHTOB, ONpeAe/AI0IIUX MPUMeHeHHe CTAHIapPTHOIO
oOpasua:

-T'OCT ISO/IEC 17025-2019 «OOmme TpeOoBaHHS K KOMIICTCHTHOCTH WCIBITATCIBHBIX H
KaJIMOPOBOYHBIX JJaOOpaTOpUii»;

-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKM H3MEPEHUIl MaccoBOW JI0JIM KCHJIOMETA30JMHA TUIPOXJIOPUJA B JIEKAPCTBEHHBIX
CpeICTBaxX U MaTepuaiax.

3. IlepMOANYHOCTb AKTYAJIM3AIUHM TEXHHUYECKOH IOKYMEHTALMHM HA CTAH/IAPTHBIA o0pa3zen:
HE peKe OJJHOTO pa3a B ISATh JET.

Homep jk3emmisipa (mapTuu), AaTa BBINYCKA: TPEJCTAaBICHA B IEISAX YTBEPXKACHUS THIIA
cTangapTHoro oopasua naptust Ne 1, 30 cenrabps 2022 r.

I[IpousBoaurenn: PenepasbHOE TOCYIApCTBEHHOE YHUTapHOe mpennpustie «MoCKoBCKUit
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoOCKOBCKUI SHIOKPUHHBIN 3aBOMIY),

IOpunnvecknii ampec W agpec (GakTHUECKOro MecTa ocymecTBieHus nestenbHocTH: 109052,
r. Mockga, yn. HoBoxoxiioBckas, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru

IIpaBoobaanarenn: DenepalbHOE TOCYJApCTBEHHOE YHHUTapHoe mnpeanpustue «MoCKOBCKUit
SHAOKpUHHBINA 3aBO» (DPI'YIT «MOCKOBCKHIT SHIOKPHUHHBIN 3aBOJ»),

KOpuanueckuii agpec u aapec (QakTUdeckoro Mecra ocymiectBieHus aestenbHoctu: 109052,
r. Mocksa, yi. HoBoxoxioBckas, 1. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92


http://www.endopharm.ru/
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Web-caiiT: www.endopharm.ru

HcnbiTaTeJbHbIH LHEHTP: YPAIbCKUH HAay4YHO-UCCIEAOBATEIBCKUNA HMHCTUTYT METPOJIOTMM -
bunmnan PenepalibHOTO TOCYJAPCTBEHHOTO YHUTApHOro mpeanpusatus «Bcepoccuiickuii HaydHO-
UCCIICIOBATENILCKUN HMHCTUTYT MeTposiorun umenu [[.M. MenneneeBay (YHUUM - dunman
OI'VIT «BHUUM um. I.1. MenneneeBay).

Anpec mecta HaxoxaeHus: 620075, r. EkarepunOypr, yn. Kpacnoapmetickas, 4.

KOpunnueckwii anpec: 190005, r. Cankr-IleTrepOypr, MockoBckwii mp., 19.

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiir: www.uniim.ru

VYHUKanbHBIA HOMEp 3amucd 00 aKKpeAMTalUh B pPEecTpe aKKPEIUTOBAHHBIX  JIUIL
POCC RU.0001.310442.



http://www.endopharm.ru/

