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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBII OBPA3EI] COCTABA TPUTEKCUDEHUIIIA
TUAPOXJIOPUIA (MD3-046)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, Baualus METOAUK U3MEPEHUN MacCOBOM IO TPUTeKCU(PEHHUIMIAa TUIPOXJIOpUIA B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

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

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH.

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

Onucanue cTaHIapTHOro odpasma. CTaHAAPTHBIM oOpasen MpencTaBisieT co0oi CyOcTaHLUIO
TpUreKCU(pEHUMIAa TUAPOXJIOpUAa, OT Oeroro a0 Oenoro ¢ KpeMmMOBaTbIM OTTEHKOM IIBETa
KPUCTAUTHIECKAN TOPOIIOK, pacacoBanHbd Maccoil ot 200 mr mo 500 mr mo TpebGoBaHHUIO
3aKa34rKa, BO (piakoHbl U3 crekia oobemom 10 cM® ¢ OGKMMHBIME KOJNAYKaMH, TOMCIICHHBIE B
zip-maket. OIAKOH M Zip-TIAKET CHAOKEHBI ATUKETKAMH.

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

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

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js

TpUrekcUpeHuuIa ruapoxaopuaa, %

Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTepUCTHKA JIOITYCKaeMBIX 3HAYEHUN 3HAUEHUE
aTTECTOBAHHBIX OTHOCHUTEIIbHON OTHOCHUTEIIBHON
3Hauenuit CO, % MOTPELTHOCTH pacUIMpEeHHOU
aTTECTOBAHHOI'O HeonpeneneHnoctu CO

sgauenus CO
(pu P=0,95), £0 %

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

MaccoBas goins
TpUrekcudeHu
ruapoxiopuaa, %

ot 95,0 mo 100,0

1,0

1,0

HpOCJ’Ie)KI/IBaeMOCTB AaTTECTOBAHHOI'O 3HA4Y€HHUA K C€AUMHHUIEC BCIMYMHBI <«MacCoBasd OOJIS
KOMIIOHEHTay», BoclpousBoauMoil I'DOT 176 T'ocymapcTBEHHBIM NEPBUYHBIM 3TAJIOHOM E€IMHUIL
MaccoBOM (MOJISIPHOM, aTOMHOI) J10JIM U MaccoBOW (MOJISIPHOM) KOHIIEHTPAIMM KOMIIOHEHTOB B
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KHUAKUX U TBEpIbIX BEIIECTBAX M MaTepualax Ha OCHOBE KYJOHOMETpUH, obecredeHa

IIPOBEACHUEM M3MEPEHUN II0 AaTTeCTOBAHHOM METOJMKE W3MEpPEHUN, IIpeayCcMaTpUBaIOLLEH
MIPUMEHEHHEe CTaHJAPTHOTO 00pa3iia ¢ yCTaHOBJICHHOMN IpocieknBaeMocThio - ['CO 2216-81.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT MOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTra CTaHAapTHOrO o0pa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJAPTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: G(IakoH © [acmopT CTaHJAPTHOTO oOpasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBHINMYIIEH HJIH
Oyner BbINYCKAThCSl CTAHAAPTHBINA o0pa3en:

- «TexHudeckoe 3ajaHue Ha pa3pabOTKy CTaHAAPTHOrO oOpas3la cocTaBa TPHUTEKCHU(PEHHIHIIIA
rugpoxiopuna  (MD3-046)», yrBepkaenHoe DI'YII «MOCKOBCKHN SHAOKPUHHBIA  3aBOMI»
30.08.2022;

- «[IlporpamMmma HCHBITAaHWM CTaHAAPTHBIX O00pa3LOB CcOCTaBa MUJIOKApIKMHA TUIAPOXIOpUAA
(MD3-048), cocraBa camunuinoBoi kucioTel  (M33-045), cocraBa TpureKcUpEHUAMIA
ruapoxiopuaa (M33-046), cocraBa nonepamuia (Jonepamuaa ruapoxiopuaa) (M23-047) B uemnsx
YTBEpXKACHUs]  TUNOBY»,  yTBepxkaeHHas YHUUM -  ¢wman OI'YII «BHUUM
uMm. [[.M.Menneneera» 02.09.2022;

2. HanMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/ISIONMX MPUMEHeHHe CTAHAApPTHOIO
oOpasua:

-T'OCT ISO/IEC 17025-2019 «OOmme TpeOoBaHHS K KOMIICTCHTHOCTH WCIBITATCIBHBIX H
KaJIMOPOBOYHBIX JJa00OpaTOPUIiY;

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

- METOJUKH H3MEPEHHI MAacCOBOW JIOJIM TpPUTEeKCHU(PEHUIMIA THAPOXIJIOPHUIa B JIEKAPCTBEHHBIX
CpeICTBaxX U MaTepuaiax.

3. IlepMOANYHOCTb AKTYAJIM3AIUHM TEXHHUYECKOH IOKYMEHTALMHM HA CTAH/IAPTHBIA o0pa3zen:
HE peKe OJJHOTO pa3a B IIATH 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 «MoOCKOBCKUIT 9HTOKPUHHBIHN 3aBOTY),

IOpunnvecknii ampec U agpec (GaKTHUECKOrOo MecTa ocylecTBieHus 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 (QakTUYeCKOoro Mecra ocymiectBieHus aesrtenbHocTh: 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 aKKpeAMTallMh B  PEEeCTpe  aKKPEIUTOBAHHBIX  JIUI]
POCC RU.0001.310442.



http://www.endopharm.ru/

