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NHCTPYKUWNA

Mo NpuMeHeHnto MofoCKY 418 UMMYHOXPOMATOrpagnyecKoro
OnpefeneHrsi XOpUOHWYECKOFO roHagoTponmHa (XIM4) B moye
[N paHHel 4MarHOCTMKN GepeMeHHOCTM
XTY-MXA-BEPA
no TY 9398-391-51062356-2016

1 HA3HAYEHUWE

Monocka gna UMMYHOXpoMaTorpamyeckoro onpeieneHns XoOpMoHNYeCKoro roHagoTponuHa (XrY) B moye
AN paHHein amarHocTuky 6epemeHHocTn XFY-UXA-BEPA no TY 9398-391-51062356-2016 (ganee —Ilonocka
XIY-NXA-BEPA vnn MNonocka) npegHasHadeHa 41s in vitro 6bICTPOro 0fHO3TaNHOro KauyeCTBEeHHOIO OMpefeneHns
XOPUOHMYECKOro roHagoTpornuHa yenoseka’ (XIYU) B Moue METOAOM MMMYHOXpOMAaTOrpamyeckoro aHanusa s
paHHel anarHoCTUKM GepeMeHHOCTU.

OpgHa Monocka XIU-UXA-BEPA. npefHasHaveHa A1 onpefeneHns cogepxkaHus XY B ogHom o6pasue
MOYM YenoBeKa.

O6/1aCTb MPUMEHEHNSA - K/MHUYECKAA MeAMLMHA, KIMHNYeCKas.JabopaTopHas AMarHoCTVKa, CAaMOKOHTPO/b.

2. MPNHUWNM PABOTbI MOSIOCKU

OnpepeneHne OCHOBaHO-Ha MpUHLMNE UMMYHOXPOMATORPAPUUECKOro aHanm3a, npy KOTOPOM aHamsmpye-
Mblii 06paseL, abeopbypyeTcs, NorowatoLwmmMy yyacTkamm Monoekn. Ha Mem6paHy NosioCKM HaHEEeHb! U BbICYLLEHbI
MOJINKNOHASIbHbIE KO3bM aHTWUTena K 1gG Mbllun 1 Creunu@uyeckne MbIlUWHbIE MOHOK/IOHA/IbHbIE aHTUTEeNa Ka-
cyboveanHmue XI'Y. Ha oguH U3 (OUNbTPOB HAHECEHb! W BbICYLLUEHbI CMeUU(pUYECKMe MbILLUHBIE MOHOK/IOHA/bHbIE
aHTUTena K p-cyowveanHuge XY, KOHbIOrMpoBaHHbIe C KOANOWAHLIM 30/710TOM.. [pu Haavyuy B aHa/M3vpyemom
o6pasue XY nocnefHwid BCTYNaeT B peakuMIo CO CneumgnyecKUMM MbILUMHBIMA MOHOK/IQHa/IbHbIMI aHTUTENaMK K
XI'Y, cBA3aHHbIMK C YacTULaMn KOIOMAHOrO 30/10Ta, 06Pasys KOMMIEKC aHTUTeH-aHTUTENO. DTOT KOMMIEKC BCTY-
MaeT B PeaKLM0 C MOHOKNOHaIbHbIMU aHTUTenaMm K XEY, nMMO6MM30BaHHLIM B TECTOBOW 30HE 0M0CKM, 1 B TOM
Cny4ae, ecnv KOHUEHTpaumsa XY B aHanu3vMpyemom; obpasle paBHa WM MNPEBbLILLAET MOPOroBbI ypoBeHb (25
MME/Mn), B TECTOBOIA.30He NOSBMAIOTCA ABE OKpaLleHHbIE SIMHNN.
Mpun otcyTerBun XY B aHa/mM3npyeMoM 06pasLie MOYM WM ero COAepXKaHui “HIdKe NMoporoBoro ypoBHs (25
MME/M) NponcxoanT 06pa3oBaHMe TObKO OAHOA, OKPALLEHHOW SIMHWN B TECTOBOW: 30HE G/IMKE K BEPXHEMY Kparo
Monocku.

3. COCTAB 1 KOMIJIEKT MNMOCTABKW
BapunaHTbI*1Cno/IHeHNA:

1. MNMosfecka B MHAMBUAYa/IbHOM MNaKeTe-¢c'ocyLimnTesieM -1 wWT.;
2. NMonocka B NHAUBUAYAIbHOM NaKeTe C OCYLLUUTeNEM - 2 LIT., yNaKoBaHHble B KAPTOHHYI KOPO6KY

OcyLunTeNb MCMOMb3YeTCs TOMbKO A1 XPaHEHMS 1 B NpoLieype NPoBeeHNs aHann3a He y4acTByeT.
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B KOMMJIEKT MOCTAaBKMW BXOASAT:

- Monocka B UHAMBUAYaA/IbLHOM MaKeTe C OCYyLIMTesIeM - 1 LWIT. AKX 2 WT., YNaKOBaHHbIE B K@PTIOHHYK KO-
po6Ky (B 3aBUCMMOCTU OT BapuaHTa UCNOMHEHUS);

- MHCTPYKMNUA N0 MPUMEHEHUIO B OYMaXKHOM WNKN 3/1IeKTPOHHOM BuUfe (Ha caliTe NPOnU3BOAUTENS);

- nacnopT (1 WT. B KOMMJIEKTE COMPOBOANTENbHOW JOKYMEHTaLMN B agpec HpUANYeCcKOroAMia uam no ot-

AeNbHOMY 3anpocy B afpec Npov3BoauTens).

4. AHAJTMTUYECKNME XAPAKTEPUCTUKWU

UyBCTBUTENBHOCTL OnpeaeneHns (MMHUMasbHOe cogepkaHune XIY) eoctasnset 25 MME/mn.

KnuHunyeckas nposepka. HopmanbHble 3HayeHUA. KOHLEHTpaLUWs XOPUOHWYECKOTO FOHaZ0TPOMMHa Ye-
noseka (XI'Y) Bo3pacrtaeT co 2-i Heflenn GepeMeHHOCTW, JOCTMras makcumyma, ot 100,000 go 200 000 MME/mn, K
12 Hepene 6epeMeHHOCTV. B HOpMe Y MYXUMH W He,.0epeMeHHbIX XKEHLMH KOHueHTpauum XY coctasnser 0-5
MME/mn.
PaKTOpb! BAVAKOLLME Ha pesy/bTar:

J10)KHONONOXNTENbHBIA pe3ynbTaTt. Bo3MOXHble MPUUMHLI:
-Npuem npenaparos OT 6ecnnoams, cogepxawyx XY (npertun, npodasn) B MOMEHT NPOBEAEHWS aHa/IN3a U ecnu
BPeMs M0 OKOHYaHWUW nedeHnsi MeHee 10 fHel;
-HaMYme onyxosei (XOPYOHINUTENIMOMa MATKU WK MY3bIPHbIV 3aHOC);
-HernosHoe yaneHve 3MOPUOHaNBHON TKaHW TIOC/e NpeLLecTByoLLEero abopra.

JNoxkHooTpUUaTeNbHbIN pe3y/bTar: Bo3amMoXHble NPUYMHBI.
-TECT NPOBEJEH paHbLUEe MOMIOXEHHOTO CPOKA;
-NnaTonorus noyvek v cepAeqHo-cocyancTol CUCTeMbl, KOTopas MpensaTCTBYET BblgeneHni0 XY ¢ MOYoi B HOpMasib-
HOM KOHLeHTpaumu;
-60/1bLLIOe NOTPebIeHMe XMAKOCTU WAM-MOYErOHHbIX NpenapaToB nepes fpoBeJeHeM aHam3a.

CneunpuyHOCTb ONPeaeseHNsa - NPUCYTCTBME B MOYe NIOTEUHM3MpYoLLero ropmoHa (300 MME/mn), gon-
NNKYNOCTUMYNUpPYIOLLEEro ropmoHa. (1000 MME/mn) n TupeoTtponHoro ropmoHa (1000 MKME/MiT) He MpYBOAWT K
NOXXHOMONOXMWTENbHBIM pesy/bTaram.

5. OBPA3LBI

Ceexad moya 4enoseka, CnefyeT BO3AepXKMBATLCA OT MOYEMCNYCKAHWUA KaK MUHVMYM B TeuyeHve 4 4 [o npo-
BeJEHNA aHa/n3a, a Takke-u3beratb M30bbITOYHOrO MOTPEOIEHNS >XUAKOCTW Mepes HayasioM OnpefenieHns, TaK Kak
3TO MOXET MPUBECTM K YMEHbLLEHWIO cogepXaHua XY B MoYe 1 CHU3UTL AOCTOBEPHOCTL NOMYHEHHBIX PE3yNbTaToB.

OnNTUMa/IbHbIM ABASETCA TECTUPOBaHVE NepBO YTPEHHEN MOUMN.

[na nposesieHs ‘aHaM3a 06paseL, MoY HeO6XOAUMO BHECTU B YUCTYHO, CYXYH0 EMKOCTb.

Mepen HayanoM paboThl BCe ucronb3yemble Monockn XIMY-UXA-BEPA [0/mKHbI BbITb BblAepXKaHbl NPy KOM-
HaTHOI TemnepaType (0T 18 go 25° C) B TeueHne BpeMeHN He MeHee 10 MUHYT.

6. MEPBI_TIPEAOCIOPOXHOCI U

BHVMAHWE! lMepes ncnosnb3oBaHWeM BHUMATEIbHO 03HAKOMUTBLCA CMHCTPYKLUMEN MO NPUMEHEHWIO!

MoTeHUMaNbHbIA PUCK NpUMeHeHWs MOAOCKM ~ Kace 2a.

Monocka XIY-NXA-BEPA npefHa3Ha4eHa TOMIbKO A4/15 in Vitro AuarHocTuku.

BCe-KOMMOoHeHTLI 10M10CKN B UCMONB3YEMbIX KOHLEHTPaLMAX ABAAHOTCA HETOKCUYHBLIMM.

Mepbl NPefOCTOPOXHOCTM - COOMOAeHME «[paBn YCTPOIACTBA, TEXHUKM 6€30MacHOCTM, NPOU3BOACTBEHHON
caHVWTapuw; NpPOTUBO3MNUAEMUYECKOTO PEXUMA W NIMYHOA rUrveHbl Npu pabote B nabopatopusx (OTAeNeHuUsX, oTae-
nax) caHUTapHO —aMUAEMMONOTNYECKNX YUpeXaeHNA cucteMbl MuHUCTepCTBa 3apaBooxpaHeHns CCCP» (MockBa,

1981 r.)
BHumaHwme! Vcnonb3oBaTh coOrfacHo VIHCTPYKLUMKX MO NPUMEHEHUIO. He NpyHUMaTL BHYTpPb!
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YKaszaHus 1o yTunmnsaumm

Mocne ncnonb3oBaHns MoMOCKy 1 YNakoBKY BbIOPOCUTL B MyCOPOCOOPHUK.

Mpn npodeccroHanbHOM MPUMEHEHUN B KIMHWUYECKUX N1abopaTopusX, noc/e NpoBefeHVs aHasims3a BCe KOM-
MOHEHTbI, B TOM YWC/ie, MakeT C OCyLUMTeNleM HeO6X0AMMO YTUIM3MPOBaTb B COOTBETCTBME C CaHUTaPHbIMU Mpasua-
M1 1 Hopmamun CaHllnH 2.1.7.2790 no knaccy b.

He ncnonb3osatb 6o/ee 04HOMo pasa.

He ncnonb30Barth Mo UCTEYEHUN CPOKA rOAHOCTM.

He ncnonb3oBaTth, eCnv ynakoBka NnoBpexeHa Uan naoxo 3anasHa.

Mepes NpYMeHeHVeM y6eauTbCA B LEENOCTHOCTM MOMOCKM NyTeM BU3yaslbHOro OCMOTpa.

Mpwn ncrnonb3o0BaHUM MOMOCKN COTTACHO MHCTPYKLMW MO NMPUMEHEHNIO U3Lenve SBaseTcs G6esonacHbim! !

7. OBOPYHOBAHVE N MATEPVAJIBL

- CeKyHAoMep;
- eMKOCTU A/11 aHa/IM3MpYyeMbIX 06pasLoB MOuUM;

8.~ TIPOBEAEHVE AHAJIN3A

BCKpbITb MakeT 1 AocTarb MosocKy.

OnycTnTb B MKOCTb C MOYOM MOJSIOCKY: CTPE/IKAMM BHU3 1O OrPaHUYMTEABHON NHUK Ha 20-30 CeKyHA.
MOoN0XNUTL NMONOCKY Ha CyXyt rOpU30HTa/IbHYHO MOBEPXHOCTb TECTOBO,30HOIN BBEPX.

OueHnTb pesynbTaT peakumy BU3yaribHO vepe3 1-5 MUHYT, HO He no3gHee 10 MUHYT.

9. WHTEPIMPETAUNA PE3YABTATOB
JIHWA B TeCTOBOW 30HE, pacfloNOXKeHHas OKe K HDKHeMY KOHLY [onocku (6nvdke K CTpesikam), SBNseTcs

NVHWER pesynbTaTa, a IMHWSA, pacriofloKeHHas B TECTOBOM 30He [asiblle OT CTPE/OK, ABNAETCA KOHTPO/bHOW SIMHUEN.
BbisiBneHMe B TECTOBOI 30He [M0n10CKy ABYX NapasiiefibHbIX_OKPALLEHHbIX /IMHUIA CBUAETENbCTBYET O MOJIOXM-
TeNIbHOM pesy/ibTare, T.e. YKasblBaeT Ha TO, YTO B aHa/M3MpyemMoM-06pasLie Moun cogepxaHne XTY pasHO wim npe-
BbllLaeT 25 MME/Mn; 3T0 CBUAETENbCTBYET O HANMNYMN GepeMEHHOCTH.
[Jaxe cnabookpalleHHasg/IMHUA B TeCTOBOW 30He 010CKU CBUAETENLCTBYET O NMOJIOXKUTENIEHOM Pe3y/ibTaTe.
BbifiBneHWe B TeCTOBO 30He MOMOCKM OLHON OKpaLLEHHOV NMHUK Bivke K BepxHeMy Kparo IMonocku cauge-
Te/IbCTBYET 06 OTpULLATE/IbHOM pe3y/ibTaTe, T.e. YKasblBaeT Ha TO, YTO B aHa/M3vMpyemMom obpaste moun XEY oTcyT-
CTBYET WM €ro cofepXkaHne He npesbiwaet 25 MME/MA; 310 €BUAETENbCTBYET 06 OTCYTCTBIW-6ePEMEHHOCTY.

y
BEPEMEHHOCTW HET

BEPEMEHHOCTb ECTb

B cny4ae, ecm B TeueHVe 5 MUH B TeCTOBOI 30HE [MONIOCKM He BbISBNSETCA KOHTPO/bHAsS NIMHUSA, pesynbTar
aHa/IM3a NPU3HAETCS HeLeNCTBUTENbHBLIM, NMPU-ATOM aHanu3 ciefyeT NOBTOPUTL € UCMONb30BaHUEM ApYroii Monocku.

10. OrPAHMYEHVE METQAA
MonyyeHHble pe3ynbTaTbl PEKOMEHAYETCS MOATBEPAMTL MyTeM MPOBEAEHMS MOBTOPHOIO aHaM3a Yepes Tpu
AHS. Ecnun pesynbTaT NoNOXUTENbHbIA, U BbI3bIBAET COMHEHME, HE0OX0AMMO 06paTUTLCS K Bpauy.
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11 .KOHTPOJIb KAYECTBA

TectoBas 30Ha Monocku XIY-NXA-BEPA cofepXuT BHYTPEHHUIN KOHTPO/b. OKpalleHHas AvRWS, MosBs-
toLLasACH B KOHTPO/IbHOW 30HE TECTOBOIO OKHa, C/YXXMWT BHYTPEHHUM KOHTPO/IEM MNpOLeAypbl, NOATBEMKAAIOLMM [0-
CTaToOYHbIN 06beM 06pasua, YAOBNETBOPUTENbHOE MeMOpaHHOe 3aTekaHue W NPaBWIbHYH TEXHWUKY BbINO/HEHUS
npouesypbl aHanm3a. B cnyyae OTCyTCTBUS KOHTPOJIbHON IMHUW Pe3y/ibTaTbl TECTA CUMTAIOTCS HeAeUCTBUTENbHBIMA.

Mpyn 1cnonb30BaHNM B NabOPATOPHBIX YCIOBMAX (MPU NPOMECCUOHAILHOM MPU.MENEHNH). TIPY HEOO6X0AMMO-
CTV KOHTPO/IA KayecTBa OH MOXeT ObITb MPOBEAeH C WMCMO/b30BaHMeM cTaHfapta BO3 5th International Standard
(WHO International Laboratories lor Biological Standards) wim konm4ecTBeHHO Oxapakrepu3oBaHHbIX 06pa3LoB MO-
un (C M3BECTHbIM cofepxkaHvem XIy).

12. YCNOBUA TPAHCMNOPTUPOBAHUA, XPAHEHNA 1 SKCI/TYATALINW

TpaHcnopTtuposaHue Monocok XTY-UXA-BEPA npou3BoauTcs BCEMW BUAAMW KPbITOrO TpaHcropTa B Co-
OTBETCTBMW C TpeboBaHWAMU W MpaBuiaMu, YCTaHOB/TEHHLIMU Ha JaHHOM BWEe TPaHCROPTa, Npu TemnepaTtype oOT 2
no 30°C.

Monocka XIY-UXA-BEPA pomkHa XpaHuTbea npy Temnepatype oT 2 40.30°C B 3aneyaTaHHOM YNakoBKe
npeanpuaTUA-N3roToBMUTENS B CYXOM MEeCTe B TEYEHMEe BCEro CpoKa rofHoCTW. 3amopaxmsaHue [10f0CKM He Jomyc-
KaeTcs.

Cpok rogHocTtu Monocku - 24 mecaua (He MCnosb30BaTh MOC/e UCTEUEHMS CpOKa rofHOCTN).

Mocne BCKpbITUA ynakoBKM Monocka Ao/mKHa ObITb MCMO/b30BaHA B TEYEHWE 2 Y NPU XPaHEHNUN B CyXOM Me-
CTe MpW KOMHaTHoOW Temnepatype (oT 18 go-25°C).

[ns nonyyeHns HafeXHbIX pe3y/bTaToB HeobX04UMO CTPOroe cobatfeHne IHCTPYKUMU MO MPUMEHEHWIO.

13. TAPAHTUWN UN3TOTOBUTENA N CBEAEHWA O PEKITAMALNAX

000 «®AKTOP-ME/» rapantupyeT cTabuibHOCTb M0N0COK Ha-APOTSHXKEHUN BCErO CPOKa rogHOCTU Mpu Co-
610EHNN YCIOBMIA TPAHCMOPTUPOBAHUSA, XPaHEHWS U MPUMEHEHNS.

Mo Bonpocam, kKacawoLwpyMcst Kadectsa nosnockn XIY-UXA-BEPA, cnefyeT obpawarses B OO0 «PAKTOP -
ME/[» no agpecy: Poccus, 425014, Pecny6nuka Mapwuin 3n, ryBomkek, yn. JleHnHa, a. 64, nomewy. 3.

MecTto npoussoacTea: 108841, Poccud, r. MockBa, r.Tpouuk, yn. MpombiwnieHHas g, 2, Ten./dakc (495) 956-
75-85.
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MpoHyMepoBaHoO, MPOLINTO W CKPEN/eHOo nevaTblo

000 «PAKTOP-ME[»

Ha A nwuctax ( MAX--

t%Qko a.GoN.o
s = : Sdsg, P2s0,.
S 0
; g
\_,Qomvm.t \s\:\s
& Oy /
8 0@%&:

Vo)
“gb
O




