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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBI OBPA3EI] COCTABA TIIPEJHU30JIOHA TIMBAJIATA
(MD3-155)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluJals METOIUK HW3MEPEHH MaccoBOM JOJM MpEeJHHU30J0HA MHUBajlaTta B
MaTepuaiax, JIeKapCTBEHHBIX CPEJCTBaX, MPOAYKTAaX MUTAHUS U THUILEBOM ChIPhE.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB M3MEPEHUN MPH COOTBETCTBHM METPOJIOTUYECKHX XapaKTEPUCTHUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepHu3ally CTaHIapTHBIX 00pa3I0B, MATEPUAIIOB.

OO6nactd PKOHOMUKH H cepbl NeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO
obpasia: (dapmareBTHUECKAs MIPOMBIIIUICHHOCTb, 3/IpaBOOXpaHEHUE, BETEpUHApHAs
MPOMBINIICHHOCTh, MHINEBas MPOMBIIUIEHHOCTb, HAay4HbIE HCCIEJAOBAaHUSA, OXpaHa OKpYKarolen
cpenbl, Cye0HO-MEeIUIIMHCKAs SKCIIEPTHU3a, CyeOHast HKCIIepTH3a.

OnucaHue CTAaHIAPTHOrO 00pa3ua: CTaHIAPTHBIM 00pasell MPeICTaBisieT COO0N CyOCTAaHIIHIO
MpeIHNU30JI0HA TTMBanaTa, OeNblil Wik MOoYTH OelNblii MopoIIoK, pachacoBanHbIi Maccoi oT 100 mr
1o 500 mr, Bo ¢utakoHbI U3 cTekaa oobemoMm 10 cM° ¢ 0BKUMHBIMH KOJIITaYKaMHM, TTOMEIIEHHLIE B
zip-maket. MIaKOH | Zip-TIAKeT CHAOKEHBI ATUKETKAMH.

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

(I)opMa BbIIIYCKA: CepHﬁHOC IMPOU3BOACTBO NECPUOANICCKU MTOBTOPAOIIUMHACA MMAapTUAMU.

MeTtposiornueckue XapakTepHMCTHKH: aTTeCTyeMasl XapaKTepUCTHKa — MaccoBas —J0Jis
npeaHU30JI0Ha nuBanara, %.
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

ATtTectyemas WHuTtepBan I'panunsl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HauYeHUe
aTTECTOBAaHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
3nauennit CO, % OTHOCUTETEHOMN pacIIMpeHHOM
MOTPEIIHOCTH HeomnpezaeneHHoctu CO
aTTeCTOBaHHOTO (mpu P=0,95, k=2),
saauenusa CO U, %

(mpu P=0,95), £3, %

MaccoBas gois
MpeHNU30JI0HA ot 95,00 mo 100,00 0,5 0,5
nuBanara, %

[IpocnexxuBaeMOCTh aTTECTOBAHHBIX 3HAYEHMH K €IMHULE BEJIWYMHBI «MaccoBasl JOJs
KOMIIOHEHTa», BocrpousBoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM €IUHUI]
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MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMH BOJBI B TBEPJbIX M KUAKUX BEIIECTBAX U

Marepuanax u ['DT 208 TocymapcTBEHHBIM NEPBUYHBIM 3TaJOHOM E€IWHUI] MAacCOBOW JIOJIH,

MaccoBOM (MOJSIPHOM) KOHIIGHTpPAIlMA OPraHWYECKUX KOMIIOHCHTOB B JKHIKMX M TBEPJBIX

BEII[ECTBAX M MaTepuajaXx Ha OCHOBE XUIKOCTHOM M Tra30BOM XpOMAaTO-MacC-CIIEKTPOMETPHUHU C

HM30TONHBIM pPa30aBJICHUEM W TPaBUMETPHH, OOeCreYeHa MPUMEHEHHEM ITOBEPEHHOTO CpPENICTBA

n3MepeHuii «KOMIUIEKC aHAMTHUYECKUM JJIsI YCTAHOBJIEHUS COJEpP’KAHUS KOMIIOHEHTOB B

(bapMaKoJIIOTHYECKH AaKTHBHBIX M BCIIOMOTAaTeIbHBIX BeEmeCTBax» (per. Homep  84849-22),
peATM3YIONINM METOJ MaTepPHAILHOTO 0ajaHca Mo aTTeCTOBAaHHONW METOIUKE U3MEPCHHIA.

CpoK rogHoCcTH YK3eMILIsIpa: 2 roja.

3HAK YTBep KIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIMCTa TAaclopTra CTaHAapTHOTO oOpa3la U B TMpaBblii BEPXHUN Yyroil ATHUKETKU
CTaHJAPTHOTO 00pa3ia yTBEP>KACHHOTO TUIIA.

KoMmn/ieKTHOCTh CTaHIapTHOro o6pa3nma: (UIakoH W [acmopT —CTaHIapTHOro oOpasia,
MOMEIIEHHBIE ZIP-TIAKET ¢ 3TUKETKOH, opopmiennoii cormacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBAIOIINE TPEOOBAHNUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHoBaHUue ¥ 0003HAYEHHE TEXHUYECKOH TOKYMEHTAIMH, 10 KOTOPOii BBIMYIIEH HJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHudeckoe 3a/1aHue Ha pa3padOTKy CTaHJAPTHOTO 0Opaslia cocTaBa MpeIHU30JI0HA TUBajJaTa
(M33 -155)», yreepxaenroe OI'VIT «MoOCKOBCKHI SHAOKPUHHBIH 3aBo1» 26 ceHTs0ps 2023 1.;

- dIporpaMmMa HCHBITAaHUN CTaHIAPTHBIX 00pa3lnoB cocraBa rumnpomersiossl (MD3 -136),
cocraBa mpeaHu3osoHa arerara (MD3 -153), cocraBa mnpeaHu3zogona Hatpus (ocdara
(MD3 -154), cocraBa mnpeanusonona nuBamata (MD3 -155), cocraBa mnpokanHaMmHa
rugpoxiopuaa (M3I3 -156) B mensx yTBep»aAeHHsS THIOB», yrBepxkaeHHas YHUUM — ¢umman
OI'VII «BHUUM um.[I.1.MenaeneeBa» 8 anpens 2024 r.

2. HaumeHoBaHue H 0003HAYEHHE JOKYMEHTOB, ONPeAeAIOIINX NMPUMeHeHHe CTAHIAPTHOIO
o0pa3ua:

-I'OCT ISO/IEC 17025-2019 «OO0ume TpeOoBaHHS K KOMIIETEHTHOCTH HCHBITATENbHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Hamexaras mpakTuka MPUMEHEHUST CTaHIAPTHBIX 00pas3IoBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTE M
NPEIU3NOHHOCTD) METOJIOB U PE3YJIBTaTOB U3MEPEHUI;

- METOJIMKH U3MEPEHUN MacCOBOM MONM MPEIHU30JI0HA MUBAIaTa B JIEGKAPCTBEHHBIX CPEJCTBAX U
MaTepuaiax, IpoAyKTax MUTAHUS U THIIEBOM CHIPHE;

- METOJIMKH KaJIMOPOBKH CPEJICTB U3MEPEHUIA.

3. llepuoaMYHOCTH AKTYAJIM3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAaHAApTHBIA o0pa3zem:
HE PEeKe OJHOTO pasa B MSATH JIET.

Homep sx3emmuisipa (maptum), AaTta BBINYCKA. TPEICTaBICHA B IIENAX YTBEPKICHHUS THIIA
crangapTaoro oopasna maptus Ne 001, 31 urons 2024 t.
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IIpaBoobaanarennb
®denepanbHOe TOCYAAPCTBEHHOE YHUTApHOE Mpeanpusatue «MOCKOBCKUN SHIOKPUHHBIM 3aBOI
(PT'YIT «MOCKOBCKHI HTOKPHUHHBIN 3aBO»)
WHH 7722059711
HOpunnueckmii agpec: 109052, r. MockBa, BH. Tep. r. MyHuIMnansHeii oKpyr Humkeropoackuii,
yi1. HoBoxoxioBckas, 1. 25 ctp. 1
Anpeca (paKTUYECKOTO MEeCTa OCYIIECTBIICHUS ACSITEILHOCTH !
111024, r. Mocksa, BH. Tep. I. Myraununansueiii okpyr Cokonunas I'opa, yi. Jlaboparopnas, 1. 12,
cTp. 2
109052, r. Mocksa, BH. Tep. I. Mynunnunansisiii  okpyr Huskeroponckuii, yn. HoBoxoxiioBckas,
a. 25 ctp. 1
Tenedon: 8 (495) 234-61-92
E-mail: mez@endopharm.ru
Web-caiit: www.endopharm.ru

IIpousBoauTen

@OenepalibHOE TOCYJAPCTBEHHOE YHUTapHOE Mpeanpustue «MOCKOBCKHMM SHIOKPUHHBIM 3aBOI»
(PT'VII «MOCKOBCKHI SHIOKPUHHBII 3aBO»)

WHH 7722059711

IOpunnueckuii agpec: 109052, r. Mocksa, BH. Tep. r. MyHUIMIIaNbHBIN OKpyr Hipkeropoackwii,
yi1. HoBoxoxmoBckas, 1. 25 ctp. 1

Anpeca GpakTHUECKOTO MECTa OCYIIECTBICHUS ACITEIHLHOCTH:

111024, r. Mocksa, BH. Tep. I. MynununansHbiii okpyr Cokonunas ['opa, yi. Jlaboparopnas, 1. 12,
cTp. 2

109052, r. Mocksa, BH. Tep. I. MyHununanenbeiii  okpyr Huxeropoackuii, yn. HoBoxoxioBckas,
a. 25 crp. 1

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru


http://www.endopharm.ru/
http://www.endopharm.ru/
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HUcnbiTaTebHbIA HEHTP
VYpanbCcKuil Hay4YHO-HCCIIEOBAaTENLCKUNA MHCTUTYT MeTpojoruu - ¢unuan dDeaepanbHOro
rOCy/IapCTBEHHOTO0 YHUTapHOro mnpeanpuatus «Bcepoccuiickuii Hay4HO-HCCIIEI0BATENbCKUMA
uHCTUTYT Metrposoruu wumenu J[.UM.Menneneeray (YHUUM — dumman OI'YIT «BHUUM
uM. JI.11.MenneneeBa)
Anpec mecta HaxoxaeHus: 620075, r. ExkatepunOypr, yn. KpacHoapmetickas, 1. 4
KOpunnueckwnii anpec: 190005, r. Cankr-IletepOypr, MockoBckuit p-KT, 1. 19
Tenedon: 8(343) 350-26-18
E-mail: uniim@uniim.ru
Web-caiir: www.uniim.ru
YHUKaJIBHBIA HOMED 3anucH B peecTpe akkpeauToBaHHbIx jui POCC RU.0001.310442.




