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Oryert o pesynsratam MCH OK-MD3-Kd-1-25

1. Beegenne

1.1. IlpoBaiinep MexnabopaTOpHBIX CIMYMTENBHBIX HCHEBITaHUH: @ejepanbHoe
rocyaapcTBeHHOE YHHUTapHoe npenanpustie «MOCKOBCKMH DHIOKPHUHHBIM 3aBOI»
(ITpogaitnep MCH ®I'VII «Dunodhapm»).

1.2. FOpuguyeckuii aapec: 109052, MockBa, BH.TE€p.I. MYHHIMIAIBHEIA OKpPYT
Hmxeropoackuit, Hopoxoxnosckas yi., 1. 25, ctp. 1.

1.3. Anpec Mecta ocymecTeineHust jestensHoctH: 111025, Mockea, BH.Tep.T.
MyHHLHNaNbHEIA okpyr Cokosvnast ['opa, Jlaboparopuas yiu., a. 12, ctp. 2.

1.4. Konraktel: Tein. (495) 234-61-92, e-mail: ru-rs@endopharm.ru.

1.5. @amunus, UMsl, OTYECTBO, KOHTAKTHEIE JaHble KoopauHaTtopa MCH:

- HaeeinoB Cepreit FOpeeBny;

- 8 (495) 234-61-92 n06.2730;

- e-mail: ru-rs@endopharm.ru.

1.6. Ilporpamma mposepku kBanubpuxauuu (IITIK): omnpeneneHve mMaccoBoi aoiu

BoJi6I o K.Dumiepy.

1.7. Lens IIIIK: mpoBepka ypoBHs KBalnuGHUKaUWK JTabOpaTOpHi MOCPEICTBOM
OpraHu3aluy M ITPOBEJIEHHS MEX/I1a0OpaTOPHBIX CIMYMTENBbHEIX uchbiTannii (MCH)
nekapcTBeHHOro cpeactea (JIC) - cybecraHum.

1.8. B MCH npussnu yuactue 2 1abopaTopuH.

1.9. CreneHb KOHPHIEHIMATBHOCTH.

JIabopaTopusM-y4acTHHKaM  IIPUCBAUBAETCS  PErUCTPAIMOHHBIH  HOMEp  —
WHJUBHULy aTTbHBIH MHApP, KOTOPHIH co00IaeTes KaXA0OMY YYaCTHUKY OT/AEIBHO B hopme
YBEIOMJIEHUs O NPUCBOEHUH PETHCTPAllMOHHOIO HOMEpa YyJacTHHKA M pa3rialleHHIo He
nojexkur. B oTu€re cBemeHHds 00 y4aCTHUKAX IPeJIOCTABIAIOTCS B BHIE
WHIMBH/Y &JIbHBIX HIH(PPOB.

PezyneraThl McnibITaHUH, TTOJTyHeHHEBIE JabopaTopueii mpu yuactuu B MCH, u onienka
KauecTBa 5THX pe3ylbTaTOB, SABIAIOTCA KOHQHUAEHUMAIBHONW WHQOpMauumed u 0Oe3
coriacus 1abopaTOpUH-y4acTHHKA HE TOJJIeKAT PasTIallleHHI0 WIH Iepefave TPETEUM
JTHLIAM.

1.10.Paborsl 1o cyOnoapsjy: He BhINOJIHSIMCE.

2. O6pazus! aas kontpoas (OK)

2.1. Onucanue OK

- Mapxkupoeka OK: OK-M33-K®-1-25.

- OGBEKT UCTIBITAHHUI: IEKAPCTBEHHOE CPEACTRO - CyOCTAHIIMS.

- OnpenensieMblii oKazareib: MaccoBas 10718 BOJBIL.

- Pexomenmyemeiit HJI Ha meron wucneitanuwi: OPC.1.2.3.0002 «Onpenenenne
BOJEI», MeToq 1.
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- Kpurepun onenku ksasidukaniuu 1abopaTopun: KOITHIECTBEHHbIN — F,-unoexc.

2.2. BuemHui BHJ

OK npencrasnser co0oil (rakoH W3 TEMHOIO CTEeKNd, YKYIOPEHHBIH MPOGKOH
PE3MHOBOM, ¢ OOXKMMHBIM KONNAaykoM, cojepikaiiuit 500 mr GeHzankoHus XJIOpuia ¢
MapkupoBkoil «OK-M33-K®d-1-25».

OK compoBoxxaaeTcs HHCTPYKIIHEH 110 KCII0Ib30BAHHIO.

2.3. Cpokn

OK O6p11H HampagieHs! yyacTHUKaM B niepuon ¢ 01.04.2025 o 30.04.2025.

Cpox npenocTaBieHns pe3yJbTaToB - He nozanee 30.06.2025.

3. Crarucruyeckas obpaboTka

Kaxnomy yyacTHUKY HanpasieHo rmo ogaomy OK.

YuacTHUKH npoBoAauiay ucciaenoranre OK mo omnpeseseHHio MacCOBOM MOMH BOJIEI
o Merony K.@umepa (BoJrOMETpUYECKOE THTPOBAHHE).

Ilomydennsle pe3ynbTaTel YYacTHHKM [PEJOCTABISIM 1O CBoedt ¢dopMme Ha
31eKTpoHHyo nouty Ilposaiinepa MCH.

Craructrueckas obpaborka nporouiack B coorsercteuu ¢ OCT ISO 13528-2024.

3.1. llpunucannoe 3Hadenne (Xp).

Xpt ycTaHaeiuBallock B coorBercTBuM ¢ 1.7.4 T'OCT ISO 13528-2024 —
CepTH(UIMPOBAHHOE (aTTECTOBaHHOE) 3HAaUeHHe CTAHAAPTHOro 00pasiia UCIIONB3YETCH B
KauecTBE MPHUIIMCAHHOIO 3HavyeHusl obOpasua s KoHTpois. O6GpaznoM s KOHTPOIs
ABIIsieTCs Martepuan craHgaptHoro obpasua ['CO 12486-2024 benzankoHHs XJIOpHaa
(MD3-128) naptus Ne 002, ceptuduipoBaHHoe (aTTECTOBAHHOE) 3HAYEHHE MACCOBOM
oy BoAsl: Xcrm = 6,2 %.

[Ipunucannoe 3HaueHHe oOpasna 1 KOHTposst Xp,=6,2 %.

3.2. Paciiupennas Heomnpee/ieHHOCTh NPUITHCAHHOI0 3HAYEHUS (Uxm).

B coorsercreun ¢ n.74 TOCT ISO 13528-2024 HeomnpenenéHHOCTE
cepTHHUIMPOBAHHOTO (aTTECTOBAHHOIO) 3HAYEHHSI CTAHIAPTHOrO 06pasLa HCIoJb3yeTes
B Ka4eCTBe HeollpeIeIEHHOCTH IIPUITMCAHHOr0 3HaYeH st oOpasina s Koutpoms. Tak Kak,
obpasnoM 11 KOHTPOJA SBIsieTcss MaTepHan crangapTHoro obdpasua I'CO 12486-2024
bensankonus  xmopupa (MDI3-128) maprus  Ne 002, HeonpeueséHHOCTEH
cepTU(PULIHMPOBAHHOTO (ATTECTOBAHHOTO) 3HAYEHHS MaccoBoi monu Boasl U=4,0 % oTH.
npu P=0,95, k=2.

Taxum obpazom, Uy, =0.2 % (abc).

3.3. CranaapTHoe OTK/JIOHEHHE OEHKH KOMIIETEeHTHOCTH (6).

B cBA3M ¢ TeM, 4TO oleHKa (YHKIHOHHPOBaHHs YYaCTHHKOB IPOBOAMTCA IO Ej-
KPUTEPHIO, TO OTCYTCTBYET HEOOXOIMMOCTH OIPEAEIeHHs CTaHAAPTHOIO OTKJIOHEHHS
OLIEHKH KOMIIETEHTHOCTH ©.
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3.4. Onenka pyHKNHOHHPOBAHMSA.

B cBazu ¢ tem, yro jadHas [IIK sensercs xonwuecTBeHHOM, TO Ui OLIEHKH
(QYHKIMOHMPOBaHHUSA yYaCTHHKOB UCHONb3yeTcs L -undexc, KOTOPBI PacCUUTBIBAIOT J714
KaXJI0T'0 y4acTHHKA 110 popmyJie:

A —X
(Bn)y =——L

SR )+ U () > T8

- X;— pe3ynbTaT U3MEPEHHH, IIPelOCTABIEHHbIH YUaCTHHKOM;
- Xp; — TIPUITUCAHHOE 3HaYeHue,;

- ij_ paciiupeHHas HeonpeaenE€HHOCTE pe3yibTaTa y4acTHHKA;
- pr ,— bacuIMpeHHast HeONpeAeI€HHOCTE MPUIHCAHHOTO 3HAYEHHS.

-UHOeKca CIeayIomas:

Wurepnperanus £

3.5. OanopoanocTs ¥ erabuasnocts OK
Bribpannsie crydaiineiv obpazom OK 6butn uccnenosans IIposaiizepom MCH B
LEMsX MOJTBEPHKIEHHs O/IHOPOITHOCTH U CTaOUIIBHOCTH.

Onenka ogHopoaHocTH U crabmibiocT OK mpoBoaunacs cornacHo [puiioxkerns B
I'OCT ISO 13528-2024.

ITony4eHHble pe3yasTaThl MO3BOISIIOT CAENATE OJIHO3HAYHBIN BBIBOZL O CTAOUIIBHOCTH
u oxpHopoxHocTu OK.
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4. Pesyawraret MCH

B MCH no onpejenennio MaccoBoil 1omd Boisl 110 Metony K.Dumiepa npuHsiiu
ydactue 2 naboparopuu. PesynbTaTel y4acTHHKOB M OLEHKH (YHKIHOHHPOBAHMUS
YHACTHHKOB IIPENCTABIEHEI HHXKC B BHIC TaﬁJIHL[BI.
Maccogast /10151 BO/BI

En.u3mepesus %o
xm 6:2
Uy, 0,2
Hll i Neron ensistes O®C.1.2.3.0002 «Onpeaenenne BoOk»,
: Metoj |

PezyarTaTth

_ B9 AR eyl = A | ] |
ITo pesyneraram peanuzosaHHo# nporpammsl MCHU MD3-K®-1-25 110 onpeenenumo
MaccoBoi gnomu Boael mo Merony K.Duiiepa Bce y4acTHMKH TIOATBEPIHUIH CBOIO
KOMIIETEHTHOCTE.

5. O6ozHauenus

ITTK — I IporpamMa nipoBepKH KBATHGhHKAIIUH.

MCH — mexnabopaTopHbie CIMUUTENBHEIE UCITRITAHHS,

Y4acTHUK — naboparopus, npuHseiias ydactue B [ITIK (MCH).

Xpe — IIPAITACAHHOE 3HAYEHHE.

U Xpt — pacCllHpeHHAaA HEOIPENACIIEHHOCTE ITPHITHCAHHOTO 3HAYEHH .

X; — pesynbTaT M3MEpeHHH, IPeIOCTaABNEHHEINH YIaCTHHKOM.

Uy, — pacluvipeHHas HeolpeAeNeHHOCTh Pe3yIbTaTa yYaCTHHKA.

— Y'-IELCTHHK HD,E[TB&];'JJIHH CBOIO KDMHGTEHTHDCTB, HE TPBGYBTCH
BEITIOJIHEHHS KaKUX-J1100 JelCTBHH.

— — Y4YaCTHMK HE MOATBEpAMII CBOK) KOMIETEHTHOCTb,

TpebyeTcs BEINONHEHHE KOPPEKTHPYIOIINX JCHCTBHIA.

Pyxosojureins

ITpogaiinepa MCH

OI'VII «Dumodapmy» % T.10. CamconoBa
AOIKHOCTE &/ Nonnck DHO

Koopaunatop Ilpogaiinepa

MCH ®I'VIT «Dunohapm» ﬁ C.IO. [TaBbioB

HOKHOCTh OMHCE QOHO



