YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO
Y METPOJIOTUU
ot «11» suBaps 2023 r. Ne 8

Jlucr Ne 1
Perucrpaumonnsiii Ne I'CO 11573-2020 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3ELl COCTABA TPAMA/IOJIA TMIPOXJIOPUJIA
(MD3-014)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluJalMs METOAMK H3MEpPEHUIl MaccoBOl JOJM TpaMajoiia THUIPOXJIOpHUla B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JIJIS:

- yCTAHOBJICHUSI U KOHTPOJISI ~ CTAaOMJIBHOCTH  TPAAYUPOBOYHOM  (KAJIMOPOBOYHONN)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN IPU COOTBETCTBUU METPOJIOTHUECKUX XapPaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KATMOPOBKH CPEJICTB M3MEPCHHI TPH YCIOBUM COOTBETCTBUS TPEOOBAHHUSIM METOJUK
KaJIMOPOBKH.

O6nacTi 5KOHOMHUKHU U cephl AeATEILHOCTH, II€ TUIAHUPYETCS TPUMEHEHUE CTaHIapTHOTO
oOpaszua: (apmareBTHUECKass MPOMBIIUIEHHOCTb, BETEPUHAPHAS MPOMBIIUIEHHOCTh, CYAEeOHO-
MEIUIIMHCKAs HKCIIEPTU3a, HAYYHBIC UCCIICAOBAHUSI.

Onucanue cTaHAAPTHOr0 00pa3ua. CTaHIAPTHBIA 00pa3ell MpPEeACTaBIsieT COOOW CyOCTaHITHIO
Tpamajoyia TUAPOXIIOpUIa, TOUTH OENbIi KPUCTAIIMYECKH OPOIIOK, pachacOBaHHBIN Maccoii OT
10 mo 250 mr mo TpeOOBaHMIO 3aKa3ynKa, BO (UIAKOHBI U3 CcTekiIa oobeMom 10 cM® ¢ 0BKIMHBIMH
KOJIMMauyKaMu, TOMEIIEHHbIE B Zip-nakeT. DIakoH U zip-TaKkeT CHa0XKEHBI ITUKETKAMHU.

PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKOBCKUI SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUIHHOE MPOU3BOJICTBO MEPHUOIUYECKH MTOBTOPSIONIUMUCS MTAPTUSIMH.

MeTtposornyeckue XapakTepuCTHKH: aTTeCTyeMasi XapaKTepUCTHKA — MaccoBas I0JIsl Tpamaioia
ruapoxyopuaa, %
Ta6nuial-HopMupoBaHHbIE METPOJIOTHYECKHE XapPAKTEPUCTUKU

ATtTectyemas HNurepBan I'panunsl JHomyckaemoe
xapakrepuctuka CO JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HaYEHUE
aTTECTOBAHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
3nauenuit CO, % OTHOCHUTENbHOU paciupeHHON
HOTPEIIHOCTH HEOIPEAEIEHHOCTU
aTTECTOBAHHOTO aTTECTOBAHHOTO
3HayeHuss CO (mpu 3”auenus CO (npu
P=0,95), 46 % P=0,95, k=2) U, %
MaccoBas 1o1s TpaMaoia ot 95,0 1o 100,0 0 20
ruapoxyiopuaa, % BKJI ' '

[IpocnexuBaeMoCTh pe3yJbTaTOB M3MEPEHUNW K €AMHMUIIE BEJIMYMHBI «MaccoBas JIOJIsI»,
Bocripou3Bogumoit I'DT 176, obecrieuena mpoBeaeHUEM HM3MEPEHUN MacCOBOM JOJIM OCHOBHOTO
BEIIECTBA 10 ATTECTOBAHHOW METOAMKE U3MEpPEHUW, NpPeayCMaTpUBAIOIIEH MpPUMEHEHHE
CTaH/IAPTHBIX 00PA3IIOB C YCTAHOBJICHHOM mpociexnBaeMocThio - ['CO 2216-81.




JIuct Ne 2
Bcero mmucroB 3
CpoK roHOCTH IK3eMILIsApa; 2 roja.

3HaK yTBepsKAeHHUS] THNA. HAHOCAT MOJUTpapUUEecKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACHOpTa CTaHJApTHOro oOpa3la W B TMpaBblii BEPXHHUHA Yrol 3TUKETKU
CTaHJapTHOro 00pa3slia yTBEPKIECHHOTO THIIA.

KoMmimiekTHOCTH cTaHAapTHOro o0Opa3ua: ¢(JIakoH M [acmopT CTaHJApTHOTO oOpasia,
NOMEIICHHbIE B  ZIP-MAKeT C  OTHKETKOW, OQOPMIICHHOW  COIIACHO  TPeOOBaHHSM
I'OCT P 8.691-2010.

JloKyMeHTbI, yCTAHABJIUBAIOIIHE TPEOOBAHUS K CTAHAAPTHOMY o0pa3uy:

1. HaumeHoBaHue U 0003HAYEHNE TEXHUYECKOH TOKYMEHTAIMH, M0 KOTOPOii BBINMYIIEH HJIH
OyeT BbINYCKAThCS CTAHJAAPTHbIHOOpa3e:

- «Texnuueckoe 3aaHme Ha pa3pabOTKy CTaHIApTHOrO 00pa3iia cocTaBa TpaMai0Jia THAPOXIOPHIA
(MD3-014)», yrBepxkaennoe PI'YII «MockoBckuii »HIOKpUHHBIA 3aBoa» 29.06.2020 . ¢
m3MmeHenueM Ne 1 or 31.10.2022;

- [IporpamMa ucnbITaHUN CTaHAAPTHOTO o0Opasla cocTaBa Tpamajolia ruapoxiopuna (M3I3-
014) B mensx yTBepxAcHHs THIOB», yrBepxkaeHHas YHUNUM — ¢umman OI'VII «BHUUM um.
J.M.Mengeneea» 06.07.2020 r.

2. HanmMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEeHeHHe CTAHAAPTHOIO
oOpasua:

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

- T'OCT ISO Guide 33-2019 «Haanesxaras mpakTuka MpUMEHEHHS CTAHIapTHBIX 00pa3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHOCTH (NMPaBUIBHOCTH U
MIPEIIM3UOHHOCTH ) METOJIOB M PE3YJIbTATOB H3MEPCHUIY;

- METOJIMKH W3MEPEHUI MacCOBOM JOJM TpamajoJia TUIPOXJIOpUIA B JIEKAPCTBEHHBIX CPEICTBAX U
Marepuanax,

- METOJIMKH KAJIIMOPOBKH CPE/ICTB U3MEPEHUH.

3. llepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTALMH HA CTAHIAPTHBINA o0pa3zel:
HE PEeKe OJHOTO pasa B MSATH JIET.

Homep 3x3emmuisipa (mapTum), 1aTa BBINYCKA: MPEJCTAaBICHA B IENAX BHECCHHS M3MEHECHUH B
CBE/IeHUS 00 YTBEp:KJIEHHOI'O THIAa CTaHJAapTHOM oOpasle cTaHaapTHoro oopasua maptus Ne 001,
30.07.2020 .

I[IpousBoaurenn: PenepasibHOE TOCYIApCTBEHHOE YyHUTapHOe mpennpustie «MoCKoBCKuit
sHAOKpUHHBIN 3aBOI» (DPI'VII «MoCKOBCKUIT SHIOKPUHHBIHN 3aBOTY),

IOpunnyecknii ampec M agpec (GaKTHUECKOTO MecTa oOcCyIlecTBieHus nestensbHocTH: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

HcnbiTaTreJIbHBIA HEHTP: YPAIbCKUH HAay4HO-UCCIECAOBATEIBCKUNA MHCTUTYT METPOJIOTHM -
¢unnan PenepalibHOTO TOCYJAPCTBEHHOTO YHUTApHOro mnpeanpusatus «Bcepoccuiickuii HaydHO-
uccleioBaTeabCkuil  uHCTUTYT MeTponorun  uM.J.M.Mengeneeay (YHUUM —  ¢unuan
OI'VIT «BHUUM um.[I.11.MenpeneeBay).

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

KOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckwii mp., 19.

Tenedon: 8(343) 350-26-18


http://www.endopharm.ru/

JIuer Ne 3
Bcero nucros 3
E-mail: uniim@uniim.ru
Web-caiit: www.uniim.ru
VYHUKAIBbHBIN HOMEP 3aIlIuCu 06 AKKpCIuTalun B peecTpe AKKpEANTOBAHHBIX JINIY
POCC RU.0001.310442.



