YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
Y METPOJIOTUU
ot «11» suBaps 2023 r. Ne 8
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OIIMCAHUME TUITIA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OFPA3EL] COCTABA AJIPEHAJIMHA TAPTPATA
(M33-007)

Ha3nauyeHHe CTaHIZapTHOr0 00pa3na. KOHTPOJIb TOYHOCTH pPE3YJIbTaTOB W3MEPEHUN U
aTTeCTallMs, BAJIUAAIUs METOAMK U3MEPEHUH MacCOBOM JIOJIM aJlpeHAIMHA TapTpara B MaTepuaiax
1 JICKAPCTBEHHBIX CPEICTBAX.

CrangapTHbIi 00pa3el] MOKET UCTIOIb30BaThCS IS

- yCTAHOBJICHUSI WM KOHTPOJISI ~ CTAOWJIBHOCTH  TPAAYUPOBOYHOH  (KAIMOPOBOYHOMN)
XapaKTEPUCTHKH CPEICTB HM3MEPEHHH TPU COOTBETCTBUH METPOJIOTUYECKUX XapaKTEPHCTUK
CTaHJapTHOTO 00pa3iia TpeOOBAHUSIM METOIUKH H3MEPEHUI;

- KaTMOPOBKH CPEJICTB HM3MEPEHHH TIPU YCIOBHH COOTBETCTBHSI TPEOOBAaHUSM METOIHMK
KaJTHOPOBKH.

OO6nacTi S5KOHOMUKHU U Cepbl eATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHJapTHOTO
obOpasma: (apmareBTHYECKass MPOMBIIUICHHOCTh, BETCPUHAPHAS TMPOMBIIUICHHOCTh, CYAeOHO-
MEIUIIUHCKAs IKCIIEPTH3a, HAYYHBIC UCCIICTOBAHMS.

Onucanue cTaHAAPTHOrO0 00pa3na. CTaHJIApTHBIA oOpasell MpeAcTaBiseT cOO0H CyOCTaHIMIO
aIpeHaJIMHA TapTpara, OeNblid WM CepOBaTO-OEINbId KPUCTAIUIMYECKHA MOPOIIOK pac(hacoBaHHBIN
maccoit ot 100 mr 1o 300 mr Bo ¢uiakoHb! U3 cTeki1a oobemMoMm 10 cM® ¢ OGIKMMHBIMH KOJITAYKAMH,
MOMEILEHHbIE B Zip-1akeT. DJIaKoH U Zip-NaKeT CHA0XKEHbI ITUKETKAMHU.

Pazpabotunk crangaptaoro oopasia — GI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOI».

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

Metposornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Js
ajipeHaJnHa TapTpata, %
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtrecryemas WNHurtepBan I'pannib! nOMMycKaeMsbIxX Jonyckaemoe
XapaKTEepPUCTHKA JIOTITyCKaeMBbIX 3HAYECHUU 3Ha4YEHHE
aTTECTOBAHHBIX OTHOCHUTEIBHOU OTHOCHUTEIBHOU
3Hauenuit CO, % MOTPELTHOCTH pacUIMpEeHHOU
aTTECTOBAHHOI'O Heonpenenennoctu CO
3rauenus: CO (npu (pu P=0,95, k=2)
P=0,95), 6 % U, %
MaccoBas goins
aapeHanuHa Taprpata, | ot 95,0 1o 100,0 BKI1. +2.0 2,0
%

HpOCJ’Ie)KI/IBaeMOCTB AaTTECTOBAHHOI'O 3HA4Y€HHUA K C€AUMHHUIEC BCIMYMHBI <«MacCoBas OOJIS
KOMIIOHEHTay», BoclpousBoauMoil I'DOT 176 T'ocymapcTBEHHBIM NEPBUYHBIM STAJIOHOM E€IMHUIL
MaccoBOM (MOJISIPHOM, aTOMHOM) J10JIM U MaccoBOW (MOJISIPHOM) KOHIIEHTPAIMM KOMIIOHEHTOB B
KHUJIKMX M TBEpAbIX BeIIeCTBAX M MaTepualax Ha OCHOBE KYJOHOMETpHM, olecreueHa
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MPOBEICHUEM HW3MEPEHUM MO AaTTECTOBAHHOW METOJMKE W3MEpPEHUM, MpeaycMaTpUBaIOIICH
IpUMEHEHHE CTaHIapTHOTO 00paslia C yCTaHOBIEHHOU MpociekuBaeMocTsio - ['CO 2216-81.

CpoK rogHoOCTH IK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IMpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTa CTaHJapTHOTO oOpa3lla W B MpaBblil BEpPXHUH Yroll STUKETKH
CTaHJApTHOTO 00pasiia yTBEPKACHHOTO THIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH H M[acmopT CTAaHJAPTHOTO oO0pasia,
NOMEIICHHbIE B ZIP-MAKET C  OTHKETKOW, OQGOPMJICHHOW  COTIaCHO  TpeOOBaHHSIM
I'OCT P 8.691-2010.

JIOKyMeHTBI, yCTAHABJIMBAIOIIHE TPeOOBAHUS K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHHe U 0003HAYEHHE TEXHHUYECKOH JOKYMEHTAIlMH, N0 KOTOPOii BBIMYIIEH WJIH
Oy/JeT BBINMYCKAThCS CTAHIAPTHBIOOpa3elr:

- «TexHuueckoe 3a/aHue Ha pa3pabOTKy CTaHIApTHOTO OOpaslia cocTaBa aJipeHalliHA TapTpara
(M323-007)», yrBepxkaenHoe DI'YII «MockoBckuii 3HAOKpuHHBIH 3aBoa» 23.03.2020 ¢
n3MeHenueM Ne 1 ot 31.10.2022;

- [Iporpamma HCHBITaHHI CTAaHIAPTHBIX 00pa3loB coctaBa kio3amuHa (MD3-006), cocraBa
nponepunona (MD3-008), cocraBa kBearnmanuHa ¢ymapata (M33-012), cocraBa TuMoOIOIa
maneara (MD3-011), cocraBa nukiodenaka narpus (MD3-010), cocraBa agpeHanuHa TapTpaTa
(M33-007) B memnsix yTBepkaeHuUs TUIIOBY, yrBepxkaeHHas YHUUM — dpunuan ®I'YIT «BHUUM
um.J[.M.Menneneea» 16.06.2020;

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/SIONMX IPMMeHeHHe CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHHMS K KOMIIETCHTHOCTH WCIIBITATEIbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IpUMEHEHHS CTAHIapTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HNCO 5725-6-2002 «TouHocTh (TpaBMIBHOCTH W
MPELM3UOHHOCTH) METOJIOB M PE3YIbTATOB U3MEPEHUNY;

- METOJIMKM HM3MEPEHUH MacCOBOHM JOJIM aJpeHaJMHa TapTpaTa B JIGKAPCTBEHHBIX CPEJCTBAX U
MaTepuanax;

- METOJIUKH KAIIMOPOBKH CPEJICTB U3MEPEHUH.

3. Hepl/IOIII/I‘IHOCT]) aKTyaJIu3anuuun TeXHU4eCcKoil AOKYMCHTAIUHU HA CTaHIlapTHblﬁ 06pa3e11:
HEC PEIKE OAHOI'O pa3a B IIATH JICT.

Homep 3x3emmiisipa (mapTuu), 1aTa BbINYCKA: MPEICTaBICHA B IENSX BHECEHUS M3MEHEHHH B
CBEJICHHSI 00 YTBEPXKJIEHHOTO THIIA CTaHJapTHOM oOpasiie craHmapTHoro odpasma maptust Ne 001,
01.06.2020r.

I[IpousBoaurenn: PenepasibHOE TOCYIApCTBEHHOE YHUTapHOe mpennpustie «MocKoBCKuit
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoOCKOBCKUIT SHTOKPUHHBIHN 3aBOTY),

IOpunnyecknii ampec W agpec (GaKTHUECKOTO MecTa OCyIIecTBIeHUs nesitenbHocTH: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/
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HUcnbiTaTeJbHblil HeHTP: YpalnbCKUil HAYy4YHO-HCCIIEAOBATEIbLCKUHA HWHCTUTYT METPOJIOTHHU -
¢wman PenepaabHOrO rocyIapcTBEHHOTO YHUTApHOTo mpenarnpuarus «Bcepoccuiickuil HayqHO-
HCCIe0BaTeNbCKUi  MHCTUTYT Merpojorun  uMm. Jl.M.Menneneesay (YHUUM — cdunuan
OI'VII «BHUUM um.JI.1.MenpeneeBay).
Anpec mecta HaxoxaeHus: 620075, r. EkarepunOypr, yi. KpacHoapmetickas, 4.
IOpunuueckuii anpec: 190005, r. Cankr-IlerepOypr, MockoBckwuii mp., 19.
Tenedon: 8(343) 350-26-18
E-mail: uniim@uniim.ru
Web-caiir: www.uniim.ru

YHUKanpHBIA HOMEp 3alucd 00 AaKKpeOWuTallMh B peecTpe aKKPEIUTOBAHHBIX  JIWIL
POCC RU.0001.310442.



