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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBII OBPA3EL] COCTABA AMUHOKAITPOHOBOIA
KUCJIOTBI (MD3-031)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJWJalus METOJIWK HM3MEPEHUH MacCOBOM J0JM aMHHOKAIIPOHOBOM KHCIIOTHI B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN IPU COOTBETCTBUU METPOJIOTHUECKUX XapPaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH.

O6nacTi 5KOHOMHUKHU U cephl AeATEILHOCTH, II€ TUIAHUPYETCS TPUMEHEHUE CTaHIapTHOTO
oOpa3ua:  cyaeOHO-MEIUIIMHCKas  JKCHepTusa,  (apManeBTHYecKass  MPOMBIILIEHHOCTb,
BEeT€pUHAPHAs TPOMBIIIUIEHHOCTbh, HAYYHbIE UCCIICIOBAHMUS.

Onucanue cTaHAApTHOro0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcTaBiIsieT COO0OH CyOCTaHIIHIO
aAMHHOKAIIPOHOBOM KHCJIOTHI, OECIBETHbIE KPHCTAIbl WM O€Nblil KpUCTAUIMYECKUH MOPOIIOK,
pacdacoBannbiii Maccoit ot 100 mr go 200 mr o TpeOoBaHMIO 3aKa3urKa, BO (DJIaKOHBI U3 CTEKJIA
oGbeMom 10 cM® ¢ OGKHMHBIMH KOJIAYKAMH, MOMCIICHHBIC B zip-naker. ®nakoH M zip-aker
CHA0KEHbI STUKETKAMHU.

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

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

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js
aMHHOKAIIPOHOBOM KHCIIOTHI, %0
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU
ATtrecryemas WNHurtepBan ['pannub! nomyckaeMsIx Jonyckaemoe
XapaKTepUCTHKA JIOITYCKaeMBIX 3HAYEHUN 3HAUEHUE
aTTECTOBAHHBIX OTHOCHUTEIIbHON OTHOCHUTEIIBHON
3Hauenuit CO, % MOTPELTHOCTH pacUIMpEeHHOU
aTTECTOBAHHOI'O HeonpeneneHnoctu CO
sHauenusa CO (pu P=0,95, k=2)
(mpu P=0,95), 6 % U, %
MaccoBas goins
aMUHOKAIPOHOBOU ot 95,0 10 99,9 2,0 2,0

KUCIOTEL, %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 MaTepHallax Ha OCHOBE KYJIOHOMETpUH, obecredeHa

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

CpoK rogHoOCTH IK3eMILIsIpa: 2 Toa.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUEecCKHM CIIOCOOOM B IMpaBblii BEPXHUH yroil
MEpPBOro JIUCTa TACIOpPTa CTaHJAPTHOTO o0pa3lia W B TMPaBblii BEPXHUH yroil ATUKETKU
CTaHJapTHOro oOpaslia yTBEeP:KIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH H MacmopT CTaHJAPTHOTO oO0pasia,
MTOMEIICHHBIE ZIp-TIAaKeT ¢ ATUKETKOM, ohopmiienHol corsacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTBI, YCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIlMH, N0 KOTOPOii BBLIMYIIEH WJIH
Oy/aeT BBIMYCKATHCS CTAHJIAPTHBIN o0pa3er:

- «Texnuueckoe 3ajaHue Ha pa3paboOTKy CcTaHAApTHOro obpaslia cocTaBa aMHUHOKAIpPOHOBOM
kucinotel (MD3-031)», yreepikaearoe PI'YIT «MockoBckuii sH10KpuHHBIH 3aBoa» 30.08.2022;

- [IporpamMmMa uUCHOBITAHUN CTAaHAAPTHBIX OOpa3lOB COCTaBa AMHUHOKAINPOHOBON KHUCIOTHI
(MD23-031), cocraBa Tponukamuga (M33-052), cocraBa nudeHruapamuna (audeHruapaMmmuna
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, ONpeaAeA0IIUX PUMeHeHHe CTaHIapPTHOIO
oOpasua:

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

-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «Tounocth (TpaBMIBHOCTH W
MPELU3UOHHOCTD) METOJIOB M PE3YJIbTaTOB U3MEPEHUNY;

- METOAMKH U3MEPEHUI MaCCOBOM JI0JIM aMHUHOKAIIPOHOBOW KHUCIIOTHI B JIEKAPCTBEHHBIX CPEICTBAX
U MaTepuaiax.

3. IlepMOANYHOCTb AKTYAJIM3AIUHM TEXHHUYECKOH TOKYMEHTALMHM HA CTAH/IAPTHBIA o0pa3en:
HE peKe OJJHOTO pasa B ISATh JET.

Homep j3k3emmisipa (mapTuu), AaTa BBINYCKA. TPEJCTAaBICHA B IESAX YTBEPXKACHUS THIIA
cTangapTHoro oopasua naptust Ne 1, 30 centaops 2022 r.

IIpousBoautenn: DenepanbHOE TOCYIApPCTBEHHOE YyHHUTapHOe mpennpusatiue «MOCKOBCKUi
sHA0KpUHHBIN 3aBo» (DPITVII «MocKOBCKUI 3HIOKPUHHBIN 3aBO/IY),

KOpuanueckuii agpec u aapec (QakTHYeCKOro MecTa ocymiecTBieHus aestenbHocTtu: 109052,
r. Mockga, yn. HoBoxoxiioBckasi, . 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

IIpaBoodaanarennb: @PenepanbHOE TOCYAAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHAM
sHA0KpUHHBIN 3aBOI» (PI'VII «MoOCKOBCKUIT SHTOKPUHHEBIHN 3aBOTY),

IOpunnuecknii ampec u agpec (GaKTHUECKOTO MecTa ocylmecTBieHus nestenbHocTH: 109052,
r. Mocksa, yn. HoBoxoxiosckas, a. 25.

WHH 7722059711.

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru


http://www.endopharm.ru/
http://www.endopharm.ru/
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HcnbiTaTeJIbHBbIA LHEHTP: YPAIbCKUH HAay4HO-UCCIEAOBATEIBCKUNA HMHCTUTYT METPOJIOTHM -
bunmnan denepalibHOTO TOCYJApPCTBEHHOTO YHUTApHOro mpeanpusatus «Bcepoccuiickuii HaydHO-
UCCIIEIOBATEIbCKUI HMHCTUTYT Merpojorun umenu M. Menpeneesay (YHUUM - dunman
OI'VII «BHUUM um. I.1. MenneneeBay).

Anpec mecta HaxoxaeHus: 620075, r. EkatepunOypr, 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

VYHUKadbHBIA HOMEp 3amucd 00 aKKpeAMTallMh B  PEEeCTpe  aKKPEOUTOBAHHBIX  JIUI]
POCC RU.0001.310442.




