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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIN OBPA3EI] COCTABA TAYPHMHA (M23-187)

Ha3nayenue crangaprHoro o0pa3sma: KOHTPOJb TOYHOCTH PpE3YylbTaTOB HU3MEPEHHM U
aTTecTallvs, BaluJalUs METOJUK M3MEpPeHMH MaccoBOM [JOiM TaypuHa B MaTepuaiax,
JIEKapCTBEHHbIX CPEJCTBAX, NMIIEBBIX MPOJAYKTaX, KOPMax JUIsl JKUBOTHBIX, KOCMETHYECKOU
MPOIYKLIUU, 0OBEKTaX OKPYKAIOIIEH CpeIbl.

CranpapTHblif 00pa3el; MOKeT HCIOIb30BAThCS IS

- YCTAQHOBJIIGHHS UM  KOHTPOJS CTaOWJIBHOCTH  TIpaJlyHMpOBOYHOM  (KaauOpOBOYHOM)
XapaKTEePUCTUKH CPEJICTB M3MEPEHMH NpHU COOTBETCTBUM METPOJIOTMYECKUX XapaKTEPUCTHK
CTaHJAPTHOTO 00pa3na TpeOOBaHMUSIM METOANKH H3MEPEHUN;

- KaaMOpOBKHM CPEJICTB M3MEpPEHHH INpH YCIOBUHM COOTBETCTBUS TPEOOBAHHUSIM METOJUK
KaTHOPOBKH;

- XapaKTepu3aliy CTaHIapTHBIX 00pa3loB, MaTepHAaJIOB;

- IPOBE/ICHUS MEKIIA00PATOPHBIX CIUYCHUI;

- IOJITBEPXK/ICHUSI CTENEHM SKBHUBAJCHTHOCTH pE3yJbTaTOB HM3MEpEHUil NBYX miIu Oolee
nabopaTopuid.
OO6nacTu SKOHOMHMKM M cepbl AEATENBHOCTH, TJe IJIaHUPYeTCs NPUMEHEHHE CTaHAapTHOIO
oOpasma: ¢apmarieBTUYecKass IPOMBIIIICHHOCTD, 3[pABOOXPAaHEHHE, MUIIEBAst MPOMBIIUICHHOCTS,
KOCMETHYECKass MPOMBIIUICHHOCTb, BETEpUHApHAs MPOMBIIIJIEHHOCTb, CYAeOHO-MEAULIMHCKASA
JKCIEepTHU3a, CcynedHas OJKCHepTU3a, MpOoU3BOAUMAs B IKCHEPTHO-KPUMHHAIMCTHYECKHX
MOJIpa3IeJIEHUsIX OPraHOB BHYTPEHHUX el Poccuiickoit denepanyy, HayuyHble UCCIEJOBAHMS.

Onucanue cTaHAApTHOro0 0o0pa3na: CTaHJIApTHBIA oOpasell MpeacTaBiseT coO0M cyOCcTaHIMIO
TaypuHa, OECIBETHbIE KPUCTAJUIBl WJIM O€Nblil KpUCTAIIIMYECKHI IMOpPOIIOK, pac(acoBaHHBIN
macco ot 100 mr go 500 mr, Bo (hIaKoHBI TEMHOTO CTEKJa ¢ OOKUMHBIMU KOJIMAYyKaMU,
MOMEILEHHbIE B Zip-1akeT. DJIaKoH U Zip-NakeT CHA0XKEHbI ITUKETKAMHU.

Pazpabotunk cranaapTHoro oopasna — ®I'YII «MockoBCKU SHIOKPUHHBIHN 3aBO.

(I)opMa BbIIIyCKa: CepHﬁHOC IMPOU3BOACTBO NEPUOANICCKU MOBTOPAOIIUMHACA MTapTUAMU.

MeTtposornyeckne XapaKTepuCTHKH: aTTeCTyeMasl XapaKTepUCTUKa — MaccoBas JI0Jil TaypuHa,
%.
Tao6nuial —HopMupyemble METPOJIOTHYECKHE XapaKTEPUCTUKU

ATtTectyemas WHuTrepBan I'panunsl nonmyckaemsix | Jlomyckaemoe 3Ha4YE€HHE
XapaKTepUCTUKaA JIOIIYCKAEMBbIX 3HAYE€HU OTHOCUTEIBHON OTHOCHUTEIIbHOMN
aTTECTOBaHHBIX MOTPELIHOCTH pacIMpEeHHOU
saayenuit CO, % aTTECTOBAHHOI'O HeonpeneneHnoctu CO

sgaueHus CO
(mpu P=0,95), £3, %

(mpu P=0,95, k=2),
U, %

MaccoBast 1o

raypuna, % ot 95,0 no 100,0

1.0

1,0
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[IpocnexuBaeMoCTh aTTECTOBAHHOTO 3HAYEHUS K €IWHUIIE BEIUYMHBI «MaccoBas J0Jis

KOMIIOHEHTa», Bocmpou3Bogumoil I'DT 176 T'ocymapCTBEHHBIM MEPBUYHBIM STAaJOHOM €IMHUIL

MaccoBOM (MOJIApHOM, aTOMHOM) JTOJIM M MAcCOBOM (MOJSIPHOM) KOHIIEHTPALIMM KOMIIOHEHTOB B

KUJAKUX W TBEpAbIX BeLIECTBAX W MaTepuajgax Ha OCHOBE KYyJIOHOMETpHH, oOecredyeHa

MPOBEJICHUEM HW3MEPEHUI MO AaTTECTOBAHHOW METOJMKE HW3MEPEHHH, NpeayCMaTpUBAIOLIEH
MIPUMEHEHHE CTaHJAPTHOTO 00pa3iia C yCTaHOBIEHHOH npociexuBaeMocThio — ['CO 2216-81.

Cpoxk rogHocTH 3K3eMILUIsIpPa: 2 roja.

3HaK yTBepsKAeHUS] THUNA: HAHOCAT MOJUTpapUUecKHM CIIOCOOOM B IMpaBblii BEPXHUH yroil
MEpPBOro JIUCTa TACIOpPTa CTaHJAPTHOTO o0pa3la W B TMPaBblii BEPXHUH Yyrol ATHUKETKU
CTaHJapTHOro oOpaslia yTBEPKIEHHOTO THIIA.

KoMIIeKTHOCTh CTAHJAAPTHOr0 00pa3la: HK3EMIUIIP M MAacrmopT CTaHJAPTHOTO o00pasia,
MTOMEIICHHBIC ZIp-TIAaKeT ¢ ITUKETKOM, ohopmiierHo corsacHo TpedoBanusm ['OCT P 8.691-2010.

JlOKyMeHTBI, yCTAaHABJIMBaOIMe TPeOOBAHUA K CTAaHIapTHOMY o0pa3ny:

1. HaumeHnoBaHue 1 0003HAYEHNE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHuueckoe 3amaHue Ha pa3pabOTKy CTaHIApTHOro obpasua coctaBa TaypuHa (MD3-187)y,
yrBepxaeHHoe OI'VII «MockoBckuil 3HIOKpUHHBIN 3aBoA» 23 ceHTs10ps 2024 1.;

- [IporpamMa wucCHbITAaHUN CTaHAAPTHBIX 00pa3moB cocTtaBa mponuinapabena (M33-183),
cocraBa taypuHa (MD3-187) B mensx yTBepxAeHUs THHay, yrBepxkiaeHHas YHUUM — ¢unuan
OI'VII « BHUKMM um. [I.U. MenaeneeBa» 15 nroms 2025 r.

2. HaumeHoBaHue M 0003HAYEHHE JOKYMEHTOB, ONpee/sIIOIUX NPUMeHeHHe CTAHIAPTHOIO
oOpa3ua:

-T'OCT ISO/IEC 17025-2019 «OOmue TpeOoBaHWs K KOMIIETCHTHOCTH HCIIBITATCIBHBIX |
KaJIMOPOBOYHBIX JJa0OpaTOpUIiy;

- 'OCT ISO Guide 33-2019 «Hannexxamiast npakTuka NpUMEHEHHS CTaHJAPTHBIX 00pa3LoBy;
-I'OCT P HUCO 5725-1-2002 — I'OCT P HCO 5725-6-2002 «TouHOCTH (NpaBUIBHOCTH U
MPELU3UOHHOCTh) METOJIOB U PE3YJIbTaTOB U3MEPEHUI»;

- METOJUKH U3MEPEHUIN MacCOBOM JI0JIM TaypuHA B JIEKAPCTBEHHBIX CPEJCTBAX U MaTepHalax;

- METOJIMKH KaJIIMOPOBKH CPEICTB U3MEPEHUIA.

3. HepI/IOI[l/I‘{HOCTI) aKTyaJu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep 3x3emmiisipa (maprum), JAaTta BbIIYCKA: IPEJCTaBICHA B LENSAX YTBEPXKICHHS THUIA
crangaptaoro oopasua naptust Ne 001, 10 oxtsOpst 2025 r.

IIpaBoodaanaresnn

®denepanbHOE TOCYAAPCTBEHHOE YHUTapHOe npeanpusatne «MOCKOBCKMI SHIAOKPHHHBIA 3aBOI»
(®I'VIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOJT»)

WHH 7722059711

IOpuanuecknii anpec: 109052, r. MockBa, BH. Tep. . MyHununaneHelii okpyr Huxkeropoackuid,
yi1. HoBoxoxmnoBckas, 1. 25 ctp. 1

Anpeca (pakTHYECKUX MECT OCYIIECTBICHUS AEATEIbHOCTH:

111024, r. Mocksa, BH. Tep. I. MynununansHbiii okpyr Cokomnunas ['opa, yi. Jlabopatophas, 1. 12,
CcTp. 2;

109052, r. Mocksa, BH. Tep. . MyHnnunaineHsli - okpyr Hukeropoackwii, yi. HoBoxoxioBckasd,
a. 25, crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
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IIpousBoauTenn
@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE mIpeanpustie «MOCKOBCKHM SHIOKPUHHBIM 3aBOI»
(OT'VII «MOCKOBCKHI 3HIOKPUHHBIM 3aBO»)
WHH 7722059711
HOpuanueckuii anpec: 109052, r. MockBa, BH. Tep. . MyHununanpHelii okpyr Huskeroponackui,
yi. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (aKTUYECKUX MECT OCYIIECTBICHUS IITCIbHOCTH:
111024, r. MockBa, BH. Tep. r. MyHununanbHbiid okpyr Cokonunas [opa, yi. Jlaboparopnas, 1. 12,
cTp. 2;
109052, r. MockBa, BH. Tep. I. MyHununanbubli  okpyr Huskeroponckuid, yi. HoBoxoxioBckasi,
a. 25, crp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

HcnbiTaTe/bHBIA HEHTP

VYpanbckuil HayyHO-UCCIIEIOBATENbCKUM HMHCTUTYT Merpojoruu - ¢uman denepaabHOro
rOCy/IapCTBEHHOTO0 YHUTapHOro mpeAnpuatus «Bcepoccuiickuii Hay4YHO-HCCIIEI0BATENbCKHIMA
uHctutyT Metrponorun umenu .M. Menneneesay (YHUUM — puwman DI'YII «BHUUM
uM. JI.11. Menneneenay)

Anpec mecta HaxoxaeHus: 620075, r. ExarepunOypr, yi. KpacHoapmetickas, 1. 4

KOpuanueckuii agpec: 190005, r. Cankt-IlerepOypr, MockoBckuii mp-KT, A. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim @uniim.ru

Web-caiit: www.uniim.ru

VYHuKanbHbIA HOMED 3anucu B peecTpe akkpeauToBaHHbIX Ul Ne POCC RU.0001.310442.
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