YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

Y METPOJIOTUN
ot «09» aBrycra 2024 r. Ne 1835
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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHIAPTHBI OBPA3EI] COCTABA TECTOCTEPOHA JIEKAHOATA
(M23 -160)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaluJalus METOJUK H3MEPEHUH MacCOBOM [OJIM TECTOCTEpPOHA JeKaHoaTa B
MaTepuaiax, JIeKapCTBEHHBIX CPEJCTBAaX, MPOAYKTAaX MUTAHUS U MHUIIEOM ChIPbE.

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
MPOMBINIJICHHOCTh, MHINEBas MPOMBIILICHHCTh, HAYYHBIE HCCIEIOBAHUS, OXpaHa OKpYKaroen
cpenbl, Cy1e0HO-MEeIUIIMHCKAs SKCIIEPTHU3a, CyeOHast HIKCIIepTH3a.

Onucanue cTaHAAPTHOrO o0pa3ua. CTaHIApTHBIA oOpasel HpeacTaBiseT cCOoO0ON CyOCTaHIMIO
TECTOCTEpOHA JAeKaHoaTa, Oesblil WK no4TH Oesbli MOPOIIoK, pachacoBaHHbIN Maccoi oT 100 mr
10 500 mr, Bo (hakoHBl U3 cTeksia oobemom 10 cM® ¢ 0GKMUMHBIMA KOJITTAYKAMH, TIOMEIECHHBIC B
zip-maket. OIAKOH U Zip-TIAKET CHA0KEHBI ITUKETKAMH.

Pazpabotunk crangaptaoro oopasua — OI'YII «MockoBCckHid SHTOKPUHHBIN 3aBOJI».

@opma BbINYCKA: CEPUITHOE MPOU3BOICTBO MEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

Metposornyeckue XapakTePHMCTHKH. aTTeCTyeMas XapaKTepUCTHKAa — MaccoBas —J0Js
TECTOCTEPOHA JIeKaHoaTa, %0.
Tao6naunal—HopMupoBaHHBIE METPOJIOTUYECKHE XaPAKTEPUCTUKH

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

(mpu P=0,95), £6, %

MaccoBast 1o
TECTOCTEPOHA ot 95,00 mo 100,00 0,5 0,5
nexanoara %

[IpocnexxuBaeMOCTh aTTECTOBAHHBIX 3HAYEHMH K €IMHULE BEJIWYMHBI «MaccoBasl JOJsA
KOMIIOHEHTay», BocmpousBoauMoil I'DOT 173 T'ocynapcTBEHHBIM NEPBUYHBIM ITAJIOHOM €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 rogHoOCTH IK3eMILIsIpa: 2 roja.

3HaK yTBepsKAeHUS] THNA. HAHOCAT MNOJUTpapUUEeCKHM CIIOCOOOM B MpaBblii BEPXHUH yroil
NEepBOT0 JIMCTa TMACMoOpTa CTaHJApTHOro oOpa3la M B TMpaBblii BEPXHHUHA Yrol O3TUKETKU
CTaHJapTHOro o0pa3lia yTBEP>KIEHHOTO THUIIA.

KoMIIeKTHOCTh CTAHAAPTHOr0 o0Opa3ua: (IakoH © MacmopT CTAaHJAPTHOTO oO0pasia,
MOMEIIEHHBIE ZIP-TIAKeT C ITUKETKOM, oopmiieHHoi cornacHo TpeboBanusim ['OCT P 8.691-2010.

JIOKYMEHTbI, yCTAaHABJIMBaIOLI{e TPEOOBAHUSA K CTAHAAPTHOMY 00pa3ny:

1. HaumeHoBaHue ¥ 0003HAYEHUE TEXHUYECKOH TOKYMEHTALMH, 10 KOTOPOil BBINMYIIEH HJIH
Oy/aeT BBINYCKATbCS CTaHAAPTHBIN o0pa3zen:

- «TexHuueckoe 3a7jaHue Ha pa3paboTKy CTaHIapTHOTrO oOpa3lia cocTaBa TECTOCTEPOHA JIEKaHOoaTa
(M53-160)», yreepsxaearoe OI'YIT «MockoBCKuii S3HIOKPUHHBIHN 3aBO1» 26 cenTsiops 2023 r.;

- d[IporpaMMa HUCIBITAHUN CTaHIAPTHBIX 00pa3IoB cocTaBa MuKadyHruna Harpus (MD3 -149),
cocraBa tectocrepoHa (MO3 -159), coctaBa TectocTepona sHanTata (MO3 -163), cocraBa
TecTocTepoHa mpomuoHata (MD3 -162), cocraBa TectocTepoHa u3okampoara (MD3 -161),
cocraBa TecTocTepoHa jaekaHoara (M3 -160) B mesnsix yTBEp»KACHHUS TUIIOBY», YTBEPXKICHHAS
YHUUM — ¢punuan OI'YIT «kBHUUM um.JI.1.MenneneeBa» 8 anpens 2024 r.

2. HamMeHoBaHMe U 0003HAYEHHE IOKYMEHTOB, ONpPeAe/SIONMX MPUMEHeHHe CTAHAapTHOIO
oOpasua:

-T'OCT ISO/IEC 17025-2019 «OO6mue TtpeOoBaHUS K KOMIIETEHTHOCTH HCIIBITATEIBHBIX |
KaJMOPOBOUYHBIX JTa00OpaTOPHii»;

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakTuka MpUMEHEHHS CTAHIaPTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HUCO 5725-6-2002 «TouHocTh (MpaBWIBHOCTH M
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJIMKH M3MEpPEHUI MacCOBOM JOMU TECTOCTEPOHA JEKaHOAaTa B JIEKAPCTBEHHBIX CPENCTBAX U
MaTepuanax, IpoayKax MATAHUS U THIIEBOM ChIPHE;

- METOJIMKH KaJIMOPOBKH CPENICTB U3MEPEHUI.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIM3anuuu TeXHHYeCKOoM AOKYMECHTAIlMHU HaA CTaHIlapTHBIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep sx3emmisipa (maptum), AaTta BBINYCKA: TPEICTaBICHA B IIENAX YTBEPXKICHHUS THIIA
crangapTHoro oopasma maptus Ne 001, 31 urons 2024 t.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Npeanpuarve «MOCKOBCKUN SHIOKPUHHBIA 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

IOpunnuecknii 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
VYpanbCKuil Hay4YHO-HCCIEOBAaTENLCKUNA HMHCTHTYT MeTposiorun - ¢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
VYHuKanbHbI HOMED 3amnuch B peecTpe akkpeanToBanHbix Juil POCC RU.0001.310442.




