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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHIAPTHBIN OBPA3EL] COCTABA JIPOTABEPUHA THIPOXJIOPUIA
(MD3-167)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluJalus METOJUK H3MEpPEHUN MacCOBOHM [0NIM JpOoTaBEepUHA THAPOXJIOpHAA B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUM IPU COOTBETCTBHU METPOJIOTHUECKUX XapPaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIJICHHOCTh, OXpaHa OKpY)Karollel cpeibl, cyAeOHO-MEIUIIMHCKAs dKCIepTU3a, cyaeOHas
AKCIIEPTH3a, HAYYHBIC UCCIIEIOBAHUSI.

Onucanue cTaHAApTHOro o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
JpOTaBEpUHA THUIPOXJIOPUIA, KPUCTAIIIMYECKHM IOPOLIOK OT CBETJIO-XKEJITOTO C 3E€JIEHOBATHIM
OTTEHKOM JIO JKEJITOTO C 3eJICHOBAaThIM OTTEHKOM IBeTa, pacdacoBaHHbd Maccor ot 100 mr mo
500 wmr, Bo ¢makoHbI U3 cTekina oobemoMm 10 cM® ¢ 0OKUMHBIMU KOJIMauyKaMu, TIOMEIICHHBIE B Zip-
nakeT. GrakoH U zip-nakeT CHa0KEeHbI STUKETKaMHU.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOAUICCKU ITOBTOPAOIMIUMHACA MMApTUAMU.

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMas XapaKTepUCTHKa — MaccoBas —J0Jis
JpoTaBepHHa ruapoxiopuaa, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATTectyemas WNurepBan I'panuter qomyckaeMbIx JHomyckaemoe
XapaKTePUCTHKA JIOITYCKaeMBIX 3HAYCHUN 3HAUCHUE
aTTECTOBAHHBIX OTHOCHUTEILHOU OTHOCHUTENbHOU
3rauenuit CO, % MTOTPEUTHOCTH pacuIMpeHHON
aTTECTOBAaHHOTO HeonpenaeneHnoctu CO
3radenus CO (mpu (mpu P=0,95, k=2)
P=0,95), 0 % U, %
MaccoBast 1o
JIpOTaBeprHa ot 95,00 o 100,00 0,5 0,5
ruapoxyopuaa, %
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[IpocnexuBaeMOCTh aTTECTOBAHHOTO 3HAYEHUS K €IUWHULE BEIMYMHBI «MaccoBas JOJs
KOMIIOHEHTa», Bocmpou3Bogumoil ['DT 173 T'ocymapCTBEHHBIM MEPBUYHBIM ASTaJOHOM €IMHUIL
MaccOBOM J10JIM, MAacCOBOM (MOJIIPHOM) KOHLIEHTPALlMU BOJbI B TBEPIBIX U KUAKUX BEIIECTBAX U
Marepuasiax 1 I'DT 208 ['ocyaapCTBEHHBIM NEPBUYHBIM JTAJIOHOM €IWUHHUII MAcCCOBOW JI0JIH,
MaccoBOM (MOJSIPHOM) KOHLIEHTPALlMM OPraHUYECKUX KOMIIOHEHTOB B JKHUJIKMX M TBEPJbIX
BEIIIECTBAX M MaTepuajaX Ha OCHOBE JKHUIKOCTHOH M Tra30BOM XpOMAaTO-MacC-CIIEKTPOMETPHHU C
W30TOMHBIM pa30aBIeHHUEM M TPAaBUMETPHH, OOECliedeHa MPUMEHEHHEM ITOBEPEHHOTO CPEICTBA
n3MepeHnii  «KoMIUIeKC aHAJMTHYECKUH I YCTAaHOBJICHHS COJEpPKaHUS KOMIIOHEHTOB B
(bapMaKOJIOTUYECKH AaKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep  84849-22),
PEATH3YIOITUM METOJI MaTepUaIbLHOTO OalaHCca 10 aTTECTOBAHHOM METOUKE U3MEPCHUH.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT MOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTa CTaHJapTHOTO oOpa3lla W B MpaBblii BEpPXHUH Yroll STUKETKH
CTaHJAPTHOTO 00pasia yTBEPKACHHOTO THIIA.

KoMmieKTHOCTH cTaHAapTHOro oOpasma: (iuakoH M NacmopT CTaHAApPTHOTO 00pasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUS K CTAHIAPTHOMY 00pa3my:

1. HaumeHnoBaHue u 0003HAYECHNE TEXHUYECKOH JOKYMEHTALMH, 10 KOTOPOil BBINYIIEH HJIH
OyaeT BBINYCKATBHCH CTAHAAPTHBIN 00pa3en:

- «TexHudeckoe 3ajaHue Ha pa3pabOTKy CTaHIApTHOrOo oOpasma cocTaBa JApOTaBEpPHUHA
rugpoxyopuna  (MD3-167)», yrBepxkaeHHoe DPI'YIIT «MOCKOBCKHI 3SHIOKPHUHHBIA — 3aBOI»
21.09.2023,;

- d[IporpaMMa HCIHBITAHUN CTAaHIAPTHOrO 00pasila cocTaBa apoTaBepuHa ruapoxiopuaa (MI3-
167) B uemsix yTBepxKIeHHsS THIay, yrBepkaeHHas YHUUM — ¢uwmman OI'YII «BHUUM
um. /.M. Menpaeneesa» 09.01.2024.

2. HaumeHoBaHue U 0003HAYeHHE JOKYMEHTOB, ONpeAeAI0OIIUX MPUMeHeHHe CTAHIapPTHOIO
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATENBHBIX U
KaJMOPOBOUYHBIX JTa00OpaTOPHii»;

- TOCT ISO Guide 33-2019 «Haiexaias npakTuka IPUMEHEHHsI CTaHIAPTHBIX 00Pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTE U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJIMKHM M3MEPEHUI MacCOBOM JI0JIM APOTABEPUHA TMAPOXJIOPUAA B JIEKAPCTBEHHBIX CPEACTBAX
U MaTepuanax;

- METOJMKH KaJTMOPOBKH CPEJCTB U3MEPEHUH.

3. [lepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBIH o0pa3zem:
HE PeKe OJHOTO pasa B MSATH JIET.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKA: TPEICTaBlIeHa B IIENAX YTBEPXKIACHUS THIIA
crangaptHoro oopasua naptus Ne 001, 19 suBaps 2024 r.
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IIpousBoauTenn

denepanbHOE TOCYAAPCTBEHHOE YHUTApHOE Tpeanpusarne «MOCKOBCKHUN SHIOKPUHHBIA 3aBOI
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIHN 3aBOJ»)

MHH 7722059711

FOpunnueckuii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, 1. 25
Anpeca GpaKTHUECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, r. Mocksa, 1. DHTY3UacTOB, 1. 23, k. 2A

109052, r. Mockaa, yia. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

IIpaBoobaanarenb

denepanbHOE TOCYAAPCTBEHHOE YHUTApHOE Tpeanpusrne «MOCKOBCKUN SHIOKPUHHBIA 3aBOI
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIHN 3aBOJ»)

WHH 7722059711

KOpunuuecknii anpec: 109052, r. Mocksa, yin. HoBoxoxnoBckas, 1. 25
Anpeca (paKTUYECKOTO MECTa OCYIIECTBICHUS ACSITETbHOCTHU

111024, r. MockBa, 1. DHTY34aCTOB, 1. 23, K. 2A

109052, r. Mockga, yi. HoBoxoxnoBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN EHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEICKUNA HMHCTUTYT MeTpoiorun - ¢uman DegepanibHOro
FOCYJIapCTBEHHOIO YHUTApPHOrO npeanpusaitus «BcepocCuicKuii Hay4dHO-MCCIEA0BATEIbCKUM
UHCTUTYT  MeTponorun umenu J[[.M.Menneneesay (YHUUM — ¢unmuan OI'YII «BHUUM
uM. JI.M1.MenneneeBa»)

Anpec mecta HaxoxeHus: 620075, r. EkarepunOypr, yin. Kpacnoapmeiickas, 4

IOpunnuecknii anpec: 190005, r. Cankt-IlerepOypr, MockoBckuit mp-kT, 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHuKanpHbI HOMEp 3anucH B peecTpe akkpeauToBanHbiX guiy POCC RU.0001.310442.



http://www.endopharm.ru/
http://www.endopharm.ru/

