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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EIL] COCTABA MEIIMBAKAWHA T'HJIPOXJIOPHJA
(MD3-199)

Ha3znaueHue cTaHIApTHOro 00pa3na: KOHTPOJIb TOYHOCTH pE3YJIbTAaTOB H3MEpEeHUH U
aTTecTalus, BaJIWJAlUs METOAMK M3MEPEHUH MAacCOBOM JOJM MeNMBaKauHa TUAPOXJOpUAAa B
Mmarepuajax, JIEKapCTBEHHBIX CpEACTBAX, MUILEBBIX IMPOAYKTAaX, KOPMax JJs >KUBOTHBIX,
KOCMETHYECKON MPOAYKIINU, 00BEKTaX OKPYKAIOLIEH Cpebl.
CranpapTHblif 00pa3eln; MOKeT HCIOIb30BAThCS IS

- YCTAQHOBJIGHHS U  KOHTPOJS CTaOWJIBHOCTH  IpagydpOBOYHON  (KaJIMOPOBOYHOM)
XapaKTEePUCTUKH CPEJICTB M3MEPEHMH NpHU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEPUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBaHMUSIM METOANKH H3MEPEHUN;

- KaJMOpPOBKM CPEJICTB M3MEPEHMH NpPHU YCIOBUU COOTBETCTBUS TPEOOBAHUSAM METOJIUK
KaTHOPOBKH;

- XapaKTepu3aluy CTaHIapTHBIX 00pa3LoB, MaTepHAJIOB;

- IPOBE/ICHUS MEKIIA00PATOPHBIX CIUYCHUI;

- IOJITBEPXK/ICHUSI CTENEHM SKBHUBAJCHTHOCTH pE3yJbTaTOB H3MEpEHUil IByX uiu Ooiee
nmabopaTopuid.
OO6nacTi SKOHOMHUKH M cepbl AEATENbHOCTH, TJe IUIAHUPYETCsl NMPUMEHEHUE CTaHIapTHOIO
oOpasua: (bapManeBTHYECKas MIPOMBIIIJIEHHOCTb, 3/1paBOOXpaHEHHE, BETEpUHApHAs
IIPOMBIIIJIEHHOCTh, KOCMETHYECKas POMBILIUIEHHOCTb, OXPAaHAa OKPYKAIOLIEH Cpelpl, Hay4dHbIE
UCCIIEIOBaHMs, CyNeOHO-MEIUIMHCKAs SKCIepTU3a, cyJeOHas »HKCHepTH3a, NpOM3BOJIUMAs B
HKCIEPTHO-KPUMHHAIUCTUUECKUX TOJpa3/IeJCHUsIX OpraHoB BHYTpeHHUX Jen Poccuiickoit
®denepanuu.

Onucanue cTaHAApTHOro0 00pa3na: CTaHJIApTHBIA oOpasell mpeacTaBiseT coO0M cyOCcTaHIMIO
MENUBaKavHa TUAPOXJOpUAA, Oenbli WM TOYTH O€nblii  KPHUCTAUIMYECKUH  IOpPOIIOK,
pacdacoBannbiii maccoit ot 100 mr go 500 Mr, Bo (IakOHBI TEMHOTO CTEKJa C OOKUMHBIMH
KOJIMayKaMHy, IOMELIEHHbIE B zip-nakeT. DIakoH U Zip-NakeT CHA0XKEHbI ITUKETKAMHU.
Pazpabotunk cranaaptHoro oopasna — ®I'YII «MockoBCKU SHIOKPUHHBIHN 3aBO.

d)opMa BbIIIyCKa: CCprIHOC IMPOU3BOACTBO NCPUOANYCCKU ITOBTOPAOIIUMHACA MMApTUAMU.

MCTPOJIOFI/I‘ICCKPIC XAPaKTEPUCTUKHU: AaTTCCTyCMasd XapaKTECpHUCTHUKa — MaccoBasg J0JIA
MCTIMBaKarHa THAPOXJIOPUA, %.



JIuct Ne 2
Bcero nucros 3
Tab6naumal—HopMupyemble METPOIOTUYECKHE XaPAKTEPUCTUKH

Artrecryemas WNHuTepBan I'panuusl nonmyckaemsix | Jlomyckaemoe 3Ha4E€HHE
XapaKTepUCTUKA JIOITYCKA€MBbIX 3HAYCHHUIH OTHOCHTEIIFHOU OTHOCHUTEIIBHOM
aTTECTOBAHHBIX MOTPEUTHOCTH pacuImpeHHou
sHauenuii CO, % aTTECTOBAHHOTI'O Heonpenenennoctu CO
3Hauenust CO (npu P=0,95, k=2),
(mpu P=0,95), £, % U, %
MaccoBas mois
MeIMBaKanHa ot 95,0 no 100,0 1,0 1,0
TUAPOXJIOpUAA

[IpocnexuBaeMoCTh aTTECTOBAHHOTO 3HAYEHUS K €IWHUIIE BEIUYMHBI «MaccoBas J0Jis
KOMIIOHEHTa», Bocmpou3Bogumoil I'DT 176 T'ocymapCTBEHHBIM MEPBUYHBIM STAJOHOM €IMHUIL
MaccoBOM (MOJISIPHOM, aTOMHOM) 0JIM U MaccoBOW (MOJIIPHON) KOHLIEHTPAlMM KOMIIOHEHTOB B
KUJAKUX W TBEpAbIX BeIIECTBAX U MaTepuajgax Ha OCHOBE KyJIOHOMETpHUH, obecredeHa
MPOBEJICHUEM HW3MEPEHU MO AaTTECTOBAHHOW METOJMKE HW3MEPEHHI, NpeayCMaTpUBAIOIIEH
MPUMEHEHHEe CTaHIapTHOTro o0pasiia ¢ yCTaHOBIEHHOM mpociexkuBaeMocThio — ['CO 2216-81.

Cpok roaHoCTH 3K3eMILIsApa: 2 roja.

3HaK yTBepsKAeHUS] THUNA: HAHOCAT NOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUM yroil
MEPBOr0 JIUCTA TACIOPTa CTAHAAPTHOTO o0pa3la W B TMPaBblii BEPXHUH yrojl ATHUKETKU
CTaHAapTHOro o0pa3lia yTBEP>KIEHHOTO THUIIA.

KoMIJIEKTHOCTh CTAHAAPTHOr0 00pa3na: HK3EMIULIP M MAaclopT CTaHAApTHOTO obpasia,
MOMEILEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKyMeHTBI, yCTAaHABJIMBaIOIMe TPeOOBAHUA K CTaHapTHOMY o0pa3ny:

1. HanmeHoBaHHe U 0003HAYeHHE TEXHUYECKOH JOKYMEHTAIMH, 10 KOTOPOW BbINYIIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN o0pa3elr:

- «TexHuueckoe 3ajaHue Ha pa3pabOTKy CTaHJapTHOro o0pa3lla cocTaBa MeNKBaKanHa
ruapoxiopuaa (MD3-199)», yrepxkaenHoe OI'VII «MocKOBCKUII 3SHIOKPHUHHBIM 3aBOI»
13 Hos16ps1 2025 1.5

- «I[IporpamMmMa uCHBITAaHUN CTAaHJAPTHBIX 00pa3IOB cocTaBa MOHTelykacTa HaTpus (MDO3-188),
cocraBa apTHKanHa rujpoxiopuiaa (M33-198), cocraBa menuBakanHa rujpoxiopuna (M33-199) B
LEeJsAX YTBEPXKJIEHUS TUNOB», yrBepxkaeHHas YHUUM — ¢uwmman OT'VII «BHUUM um.
J.W. MenneneeBa» 25 nexadbps 2025 r.

2. HaumeHoBaHue M 0003HAYEHHE JOKYMEHTOB, ONpee/sIlOIUX NMPUMeHeHHe CTAHIAPTHOIO
o0pa3ua:

-TOCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATENbHBIX U
KaJTMOPOBOUYHBIX JTa00OpaTOpHii»;

- T'OCT ISO Guide 33-2019 «Hannexarmasi mpakTHKa MPUMEHEHUS CTaHIAPTHBIX 00pa3IoBy;
-I'OCT P HUCO 5725-1-2002 — I'OCT P HCO 5725-6-2002 «TouHOCTh (NpaBUIBHOCTb M
MPEIU3UOHHOCTH) METOJIOB U PE3YJIbTATOB U3MEPECHUINY;

- METOJIMKH U3MEPEHHUI MAacCOBOM J0JIM MENMBAKaWHa FMAPOXJIOPHUIA B JIEKAPCTBEHHBIX CPEACTBAX
U MaTepuanax;

- METOAMKH KaTMOPOBKH CPEJCTB U3MEPEHUH.

3. IlepoANYHOCTDh AKTYAJIM3AIUH TEXHUYECKON TOKYMEHTALMM HA CTAHAAPTHBIA o0pa3el:
HE peXe OJJHOTO pasa B IATH JET.

Homep sk3emmiisipa (maprum), JaTta BbIIYCKA: MPEACTaBICHA B LESIX YTBEPXKICHHUS THUIA
crangaptHoro oopasia naptust Ne 001, 30 saBaps 2026 1.
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IIpaBoodaanarenn
@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mIpeanpustie «MOCKOBCKHM SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIM 3aBO»)
WHH 7722059711
HOpuanueckuii aapec: 109052, r. MockBa, BH. Tep. I. MyHULUINIAIbHBIA OKpyr Huskeroponckuid,
yi. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (aKTUYECKUX MECT OCYIIECTBICHUS IITCIbHOCTH:
111024, r. MockBa, BH. Tep. I. MyHUIIUNIaIbHbIN OKpyr CokonuHas ["opa, yi. JlabopatopHas, 1. 12,
cTp. 2;
109052, r. MockBa, BH. Tep. I. MyHUIIUNIAIbHBIA  OKpyr Huxeropoackuii, yin. HoBoxoximoBckasi,
a. 25, crp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTe b

®enepanbHOE TOCYAAPCTBEHHOE YHHTapHOE mpeanpusathe «MOCKOBCKHM IHIOKPUHHBIA 3aBO
(PT'YIT «MOCKOBCKHI HIOKPUHHBIN 3aBO»)

WHH 7722059711

KOpunnuecknii agpec: 109052, r. MockBa, BH. Tep. I. MyHHIIMIAIbHBIN OKpyr Huxeroponackui,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1

Anpeca (GaKTUYECKUX MECT OCYIIECTBICHUS A€ATeIbHOCTH:

111024, r. MockBa, BH. Tep. I'. MyHULIUNAJIbHBIN okpyr CokonuHas ['opa, yn. Jlaboparopnas, 1. 12,
cTp. 2;

109052, r. MockBa, BH. Tep. I. MyHHUIIMNaIbHbIM okpyr Hwukeroponckuii, yn. HoBoxoxiioBckas,
a. 25, ctp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4HO-HUCCIIEOBAaTENIbCKUNH HMHCTUTYT MeTposiorun - ¢uuuan deaepanbHoro
TrOCYJapCTBEHHOTO YHHUTApHOTO MNpeanpusatus «BcepocCHCKUN HayYHO-UCCIEN0BATEIbCKUI
UHCTUTYT MeTpojoruu wumenu J[UW.Menneneesay (YHUUM — ¢punmuan OI'YII «BHUUM
uM. JI.M1.MenneneeBa)

Anpec mecta HaxoxeHus: 620075, r. EkarepunOypr, yin. KpacHoapmelickas, a. 4

KOpunuuecknii anpec: 190005, r. Cankt-IletepOypr, MockoBckuit p-KT, 1. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim @uniim.ru

Web-caiit: www.uniim.ru

YHuKanpHbIM HOMEp 3anucH B peecTpe akkpeautoBanHbIX Uil Ne POCC RU.0001.310442.
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