YTBEPXIEHO
npuka3zoM deneparbHOro areHTCTBa
10 TEXHUYECKOMY PETYJIUPOBAHUIO

¥ METPOJIOTUU
oT «11» uromst 2024 r. Ne 1636

Jlucr Ne 1
Perucrpanunonnsiii Ne I'CO 12581-2024 Bcero nuctoB 3

OIMMCAHUME TUITA CTAHIAPTHOI'O OBPA3LIA

CTAHJIAPTHBIN OBPA3EL] COCTABA D,L-XJIOPAM®EHUKOJIA (M233-175)

Ha3HayeHHe cTaHIAPTHOTO o00pa3ma: KOHTPOJb TOYHOCTH pE3YyJIbTaTOB HM3MEPCHHH U
aTTecTallys, BaTUAAINS METOIUK U3MepeHnit MmaccoBoit noym D,L-xnopamdpenukona B MmaTepuanax
1 JICKAPCTBEHHBIX CPECTBAX.

CraHgapTHBIN 00pa3el] MOKET UCTIOIb30BAThCS JIJIS:

- YCTaHOBJICHUSI W  KOHTpPOJIA CTAOMJIBHOCTH TI'PaaydpOBOYHON  (KaaHMOPOBOYHOIN)
XapaKTePUCTUKU CPEJCTB HU3MEPEHUH TIPU COOTBETCTBHU METPOJIOTHUECKUX XaPAKTEPUCTHK
CTaHIapTHOro 00pasiia TpeOOBaHUSIM METOJIUKH M3MEPEHUI;

- KaIMOPOBKH CPEACTB HM3MEPCHHH IPU YCIOBHH COOTBETCTBHUS TPEOOBAHUSAM METOJIUK
KaJIMOPOBKH;

- XapaKTepU3aluy CTAaHIaPTHBIX 00pa3lloB, MATCPUAIOB.

O6nacTu S5KOHOMUKHU U Cepbl IeATENbHOCTH, TJe MIaHUPYeTCs MPUMEHEHHE CTaHAAPTHOTO
oOpa3sra: (dapmareBTHUECKAS POMBINIIICHHOCTD, 3/IpaBOOXpaHEHUE, BETEpHUHAPHAS
IPOMBIIIICHHOCTh, OXpaHa OKPYXAKIIEH Ccpeipl, CyneOHO-MEIMIIMHCKAs JKCIEpTU3a, cynacOHas
IKCIIEPTH3a, HAYYHBIC UCCIICIOBAHUS.

Onucanue cTaHAApTHOro0 o0pa3ua. CTaHIAPTHBIA o0pa3en NpeAcCTaBiIsieT COO0OH CyOCTaHIIHIO
D,L-xnopamdenukona, Oenblii win Oenblii C 3€JIeHOBATO-KENTHIM OTTEHKOM KpPUCTALTTUYECKHA
nopoIok, pachacoBanuslii Maccoit ot 100 mr g0 500 mr, Bo (uakoHs! U3 cTekiia oobemom 10 oM’ ¢
00KUMHBIMU KOJIMaYKaMU, TOMEIIEHHbIE B zip-makeT. DIakoH U zip-TaKkeT CHA0KEeHbI ITUKETKAMHU.
PazpaboTtumnk crangaptaoro oopasia — OI'YIT «MocKoBCKU SHTOKPUHHBIN 3aBO.

®opma BbINYCKA: CEPUITHOE MPOU3BOJICTBO NEPUOTUICCKU TTOBTOPSIFOITUMUCS TTAPTHUSIMHU.

MeTtposornyeckue XapakTePHUCTHKH: aTTecTyeMas XapaKTepUCTHKa — MaccoBas —JOJs
D,L-xnopamdenukona, %
Ta6nuimal-— HopMupoBaHHbIE METPOJIOTHYECKHIE XapAKTEPUCTUKU

ATtrectyemas HHuTrepBan I'pannns Homyckaemoe
XapaKTepUCTHKA JIOTTYCKaeMBbIX JIOTTYCKaeMBbIX 3HaYCHHE
aTTECTOBAaHHBIX 3HaYEHUI OTHOCHUTEIIBHOU
3nauennit CO, % OTHOCHUTEIIbHON pacIIMpeHHoM
HOTPEIIHOCTH HEOIPEAEIEHHOCTU
aTTECTOBAaHHOTO CO (mmpu P=0,95,
3HaueHuss CO k=2), U, %
(npu P=0,95), £5, %
Maccobas ZOII ot 95,00 110 100,00 05 05
D,L-xnopambenukona, %

[IpocnexxnBaeMOCTh aTTECTOBAHHOTO 3HAYEHHUS K ©IWHUIEC BEIUYMHBI «MaccoBas JOJIs
KOMIIOHEHTa», BocnpouszBoaumoit ['DT 173 T'ocynapCTBEHHBIM MEPBUYHBIM ASTAJOHOM €JIMHHIIL
MacCOBOM JI0JIM, MAacCCOBOM (MOJISIPHOM) KOHIIEHTPAIIMN BOJBI B TBEPJBIX M KUAKUX BEIIECTBAX U
matepuanax u ['OT 208 ['ocynapcTBEHHBIM NEPBUYHBIM STAJIOHOM E€IUHHUI] MacCOBOM J10JH,




JIuct Ne 2
Bcero mmucroB 3

MaccoBOW (MOJISIpPHOI) KOHLIEHTPAIlMM OPraHMYECKUX KOMIIOHEHTOB B JKHJAKHX W TBEPIBIX
BEIIECTBAX M Marepuajax Ha OCHOBE JKHJIKOCTHOH M Ta30BOH XPOMAaTO-MAacC-CHEKTPOMETPHU C
U30TONHBIM pa30aBlieHHEM U TPaBUMETPUH, oOeclieueHa NMPUMEHEHHUEM ITOBEPEHHOTIO CpeICTBa
u3MepeHnii «KoMmImieKC aHaIMTHUYECKWH JUIs YCTAHOBJICHHUS COJCp)KaHHS KOMIIOHEHTOB B
(bapMaKOJIOTUYECKH aKTHBHBIX M BCIIOMOTaTEIbHBIX BelIecTBax» (per. Homep — 84849-22),
pEaNN3YIONMM METOJI MaTepUAIFHOTO OajlaHca 10 aTTeCTOBAaHHON METOIMKE H3MEPEHHH.

CpoK rogHoCTH YK3eMILIsIpa: 2 roja.

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

KoMI1eKTHOCTH CTAaHAAPTHOT0 00pa3ua: (GJIaKkoH U MAaCIOPT CTAHJAPTHOTO 00pasia, MOMENICH-
HbIE B ZIP-TTaKeT ¢ 3TUKETKOM, oopmienHoi cornacHo TpedoBanusm ['OCT P 8.691-2010.

JIOKyMeHTbI, yCTAHABJIMBAIOIME TPeOOBAHUSA K CTAHJIAPTHOMY 00pa3my:

1. HaumeHoBaHne U 0003HAYEHHE TEXHUYECKON JOKYMEHTAIIMH, N0 KOTOPOiIl BBLINMYIEH WJIH
OyaeT BBINYCKATHCH CTAHAAPTHBIN 00pa3en:

- «TexHudueckoe 3aJaHne Ha pa3pabOTKy CTaHIApTHOTO oOpasma cocrtaBa D,L-xmopamdenunkora
(M33-175)», yrBepxaearoe OI'VIIT «MoCKOBCKHI SHAOKPUHHBIH 3aBo1» 3 Mast 2024 r.;

- «IporpaMMa uCHBITaHUN CTaHAAPTHOTO 0Opasia cocraBa D,L-xnopamdenukona (MD3-175)
B IeNSAX VyTBEpXKIeHUs Tumay, yrBepxkaeHHas YHUUM - o¢umman OI'YID «BHUUM
um.J[..Menneneea» 17 utons 2024 r.

2. HanmeHoBaHMe U 0003HAYeHHE TOKYMEHTOB, ONpeAe/ S IONMX IPMMeHeHHe CTaHAapTHOro
o0pa3ua:

-T'OCT ISO/IEC 17025-2019 «OO6mme TtpeOoBaHHMSA K KOMIIETCHTHOCTH HWCIIBITATEIBHBIX U
KaJTMOPOBOYHBIX JIAOOPATOPHUIIY;

-T'OCT ISO Guide 33-2019 «Haanesxaras mpakThKa IpUMEHEHHS CTAHIapTHBIX 00pasIoBy;
-I'OCT P UCO 5725-1-2002 — TOCT P HUCO 5725-6-2002 «TouHocTh (TIPaBMIIBHOCTH M
MPELM3UOHHOCTH) METOJIOB M PE3YIIbTATOB U3MEPEHUIY;

- METOJUKH U3MepeHuil maccoBoil aonu D,L-xmopamdenukona B JIeKapCTBEHHBIX CPENCTBAX U
MaTepuanax;

- METOJIUKH KaTUOPOBKH CPEJICTB U3MEPECHH.

3. HepI/IOIll/I‘{HOCTI) aKTyaJIu3anuuun TeXHUYECKOH AOKYMCHTAIlUU HA CTaH)]apTHLIﬁ 06pa3eu:
HE PEIKE OAHOI'O pa3a B IIATH JICT.

Homep s3k3emmisipa (mapTuu), AaTa BBINYCKAa: TPEICTaBlIeHA B IIENSAX YTBEPKICHUS THIIA
crangaptHoro oopasua naptus Ne 001, 05 urons 2024 r.

IIpousBoauTenn

®enepanbHOE TOCYAAPCTBEHHOE YHHTapHOE TNpeanpusathne «MOCKOBCKHI 3HIOKPUHHBIA 3aBOJ
(®I'VIT «MOCKOBCKHI SHIOKPUHHBIN 3aBOJT»)

WHH 7722059711

FOpunuuecknii anpec: 109052, r. Mocksa, yin. HoBoxoxioBckas, 1. 25.
Anpeca GpaKTHIECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, Mockaa, mocce DHTY3HacTOB, 1. 23, K. 2A

109052, r. Mocksa, yia. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiiT: www.endopharm.ru


http://www.endopharm.ru/
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IIpaBoodaanarenn

denepanbHOE TOCYAAPCTBEHHOE YHHUTApHOE Tpeanpusrre «MOCKOBCKUH SHIOKPUHHBIA 3aBOI
(OT'VII «MOCKOBCKHI 3HTIOKPUHHBIHN 3aBOJ»)

WHH 7722059711

FOpunuuecknii anpec: 109052, r. Mocksa, yi. HoBoxoxioBckas, . 25
Anpeca GpaKTHUECKOTO MECTa OCYIIECTBICHUS ACATEIHHOCTH:

111024, Mockaa, 1mocce DHTY3HacToB, 1. 23, K. 2A

109052, r. Mockaa, yia. HoBoxoxioBckas, 1. 25

Tenedon: 8 (495) 234-61-92

E-mail: mez@endopharm.ru

Web-caiit: www.endopharm.ru

HcnbiTareJbHbIN LEHTP

VYpanbCckuil Hay4YHO-UCCIIEOBATEIbCKUA HWHCTUTYT MeTpojoruun - ¢uman degepanbHOro
TOCYIapCTBEHHOIO0 YHUTApPHOrO Npeanpusaitus «BcepocCUUCKUN Hay4dHO-UCCIEA0BATEIbCKUN
WHCTUTYT metposniorun umenu J[.M.Menneneesay (YHUUM — ¢punuan DI'VII «BHUUM
uM. JI.1. Menneneena)

Anpec mecta HaxoxaeHus: 620075, r. ExatepunOypr, yn. Kpacnoapmetickas, 1. 4

IOpunnueckuii anpec: 190005, r. Cankr-IlerepOypr, MockoBckuii np-kt, a. 19

Tenedon: 8(343) 350-26-18

E-mail: uniim@uniim.ru

Web-caiiT: www.uniim.ru

YHUKaIBHBIA HOMEp 3armucH B peectpe akkpenutoBanHbx nuir POCC RU.0001.310442.



http://www.endopharm.ru/

