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OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJAPTHBIA OBPA3EI] COCTABA JEKCAMETA30HA AI[ETATA
(MD3-139)

Ha3nayenue cTaHgapTHOro o0pa3mna: KOHTPOJIb TOYHOCTH pEe3YyJbTaTOB U3MEpPEHUU U
aTTecTalus, BaJIMWJAIMS METOJMK HW3MEpPEHUH MaccoBOW JONM JeKcaMeTa3oHa arerara B
MaTepuanax U JIGKapCTBEHHBIX CPEACTBAX.

CranmapTHbIil 00pa3ell MOKET UCTIOIb30BaThCs JJIS:

- YCTAQHOBJIGHUS U KOHTPOJS CTa0WJIBHOCTH TPagydpOBOYHON  (KaIMOPOBOYHOM)
XapaKTePUCTUKU CPEJCTB HM3MEPEHUN IMPU COOTBETCTBHU METPOJIOTMUECKUX XapaKTEPUCTUK
CTaHAapTHOro oOpasiia TpeOOBaHUSIM METOIUKH U3MEPEHUN;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKkTepu3ally CTaHIapTHBIX 00pa3IoB, MATEPUAJIOB.

OO6nactd PKOHOMUKH H c]epbl AeATeIbHOCTH, TJe IUIAHUPYETCS MPUMEHEHHE CTaHIapTHOTO

oOpasua: bapmaneBTHUECKAS IIPOMBIIIIJIEHHOCTb, 3/IpaBOOXpaHEHHE, BETEpUHApHast
HOPOMBIIIJICHHOCTh, CyA€OHO-MEIUIMHCKAs JKCIepTH3a, CcyaeOHas HKCHepTH3a, HayyHble
UCCIICI0BaHMU.

Onucanue cTaHAAPTHOr0 o0pa3ua. CTaHIAPTHBIA 00pa3en NpeAcCTaBisieT COOOH CyOCTaHIIHIO
JeKcaMeTa30Ha arerara, Oenblid WM MOYTH OeNblii KPUCTAUIMYECKUN MOPOIIOK, pac(acoBaHHBIH
Mmaccoit ot 100 mr 1o 500 mr, Bo ¢i1akoHbI U3 cTeksia o0bemom 10 cM® ¢ 00XKUMHBIMH KOJIITA9KaMH,
MOMeEIEHHbIE B Zip-1iakeT. DIaKkoH U Zip-TaKeT CHA0XKEHBI ITUKETKAMHU.

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

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

Metposornueckne XapakTepHCTHKH:
JieKcaMeTa3oHa aierara, .
Ta6nuinal-—HopMupoBaHHbIE METPOJIOTHYECKHE XapAKTEPUCTUKU

arrTecTyeMasd XapakKTCPUCTHKA — MacCoBasd OO0JA

ATtTectyemas HNurepBan I'panuisl Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HaYCHHE
aTTECTOBAHHBIX 3HAYEHUN OTHOCHUTEIIBHOU
sHauennit CO, % OTHOCUTETEHOMN pacIIMpeHHOM
MOTPEIIHOCTH HEOIPEAEIEHHOCTH
aTTECTOBAaHHOTO CO (mmpu P=0,95,
3HaueHuss CO k=2), U, %
(mpu P=0,95), £5, %
Maccosast nomt | 1 95 00 10 100,00 05 05
JIeKcaMeTa3oHa arerata, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS K ©IWHUIEC BEIUYMHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €IMHHIIL
MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMN BOJBI B TBEPJBIX M KUAKUX BEIIECTBAX U




Jluct Ne 2

Bcero nucros 4

Marepuasiax 1 I'DOT 208 T'ocygapCTBEHHBIM NEPBHYHBIM JTAJOHOM EIUHHUII MAacCOBOW JIOJIH,

MaccoBOW (MOJISIpPHOI) KOHLIEHTPAIlMM OPraHMYECKUX KOMIIOHEHTOB B JKHJAKHX W TBEPIBIX

BEllecTBaX M MaTepuagaXx Ha OCHOBE >KMJIKOCTHOW M Tra30BOM XpOMAaTo-Macc-CIIEKTPOMETPHH C

U30TONHBIM pa30aBlieHHEM U TPaBUMETPUH, oOeclieueHa NMPUMEHEHHUEM ITOBEPEHHOTIO CpeICTBa

u3MepeHuii «Komruiekc aHadUTHYeCKUH Ui YCTAHOBJIGHUS COJEP)KaHHUA KOMIIOHEHTOB B

(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
peaM3yIOUIMM METO MaTepHallbHOTO OajaHca Mo aTTeCTOBAHHON METOJUKE U3MEPEHHI.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

3HAK YTBepiKIeHMsl THNA. HAHOCAT IMOJUTPAPUUECKUM CIIOCOOOM B IpaBbIii BEPXHUH YTOJ
MEepBOro JIUCTa TAaclopTra CTaHAapTHOrO oOpa3la U B TMpaBblii BEPXHUN Yroil ATHUKETKU
CTaHJApTHOTO 00paslia yTBEPKACHHOTO THIIA.

KoMmimiekTHOCTH cTaHAapTHOro ooOpa3ua: ¢(JIakoH M [acmopT CTaHJApTHOTrO oOpasia,

NOMEIICHHbIE B  ZIP-MAKeT C  OTHKETKOW, OQOPMIICHHOW  COIIACHO  TPeOOBaHHSIM
I'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 3a7aHne Ha pa3pabOTKy CTaHIAPTHOTO oOpasia cocTaBa JeKCaMeTa30Ha alerara
(M33-139)», yrBepxnenroe OI'VII «MockoBCckuil 3HIOKPUHHBIH 3aBo» 26 ceHTs0ps 2023 .;

- d[IporpaMMa HCIBITAHKI CTAHIAPTHOTO 00Opasiia cocTaBa JeKkcaMmerasoHa arnerata (MD3-139)
B LeNsAX YyTBEpXKIAeHUs Tumnay, yreepxkaeHHas YHUUM - o¢uwmman OI'YII «BHUUM
um. /.M. Menneneesa» 17 utons 2024 r.;

2. HaumeHoBaHue u 0003HAYeHHE JOKYMEHTOB, ONpeaeA0OIUX NPUMeHeHHe CTaHIapTHOIO
oOpasua:

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

- 'OCT ISO Guide 33-2019 «Haanesxarias mpakThka IpUMEHEHHS CTAHIAPTHBIX 00pas3IioBy;
-I'OCT P UCO 5725-1-2002 — T'OCT P HNCO 5725-6-2002 «TouHocTh (HpaBMIBHOCTE U
MPEIU3UOHHOCTE) METOJIOB U PE3YJIbTaTOB U3MEPECHHIN;

- METOJIMKM U3MEPEHHI MacCOBOM JOJM JeKcaMeTa3oHa alleTaTra B JIEKApCTBEHHBIX CPEACTBAX U
Marepuanax,

- METOJMKH KaJTMOPOBKH CPEJCTB U3MEPEHUH.

3. lepuoaMYHOCTH AKTYAJIN3ANMU TEXHHUYECKOH TOKYMEHTAMH HA CTAHIAPTHBINA o0pa3zem:
HE PeKe OJHOTO pasa B MSATH JIET.

Homep 3x3emmuisipa (mapTum), AaTa BbINYCKA. MpEACTaBIEeHA B IENAX YTBEPXKICHHUS THIIA
cranmapTaoro oopasma maptus Ne 001, 31 urons 2024 t.
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IIpaBoobaanarennb
®denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Ipeanpuatve «MOCKOBCKHUN 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»
(®I'VII «MOoCKOBCKHI 3HIOKPUHHBIN 3aBOJ»)

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. Jlaboparopunas, 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 3amucu B peectpe akkpeauToBanHbixX aull POCC RU.0001.310442.




