
i HHCTPyKUI,Ifl

tro rp* eHrrrolHadopa peareHToB Arq rrMMyHoQepnreHTHoro
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orrpeAeJrenlrsaHtureHa CA 19.9 B cbrBoporKe (nla:*re) rcponn

(CA 19.9-I{OA)

I. HA3HATIEHI4E.

1.1. Ha6op peareHToB (CA 19.9 - HOA) [peAHa3HaqeH Anr Konr{qecrBeHHoro orpeAeneH:afl

KoHIIeHTpa\vH aHTLIreHa CA 19.9 B cbrBoporKe (nna:rrae) KpoBH MeroAoM rBepAoQa3Horo

nnr rr,ryHos epMeHTHoro aHaJI H3a.

1.2. CA 79.9, krJrv yuero4Hrtfi aHTHreH cuuul-Jlbrouca, [peAcraBJrfler co6ofi aHTHreH

(enuron), accolluuponaHHufi c paKoM noA)r(enyAoqsofi )KeJre3br, reqeHu, )r(eJryAKa, a raKx(e

rolcrofi H rlptMofi rcnurnn. KoruqecrBeHHoe orpeAereHue CA 19.9 s cbrBoporKe r4Jr H nJra3Me

KpoBH, oco6euuo oAHoBpeMeHHo c o[peAeneHueM Kaprlr,rHoerur6puonaJrbHoro aHTr,rreHa (K3A.

XEMA rar. J\rs K224). r-roJle3Ho Anr KoHrpons eQSercrr,rBHocru JreqeHur H cJrexeHlz^r 3a reqeHr,reM

paKa yKa3aHHofi lorcaJrH3aI{HH. Bnaecre c reM BbrBeAeHr4e aHTHreHa H3 rlr{pKynr\Lrv 3aBhcr,rr or

rIpoxoAI,IMocrH )KeJIqHbIx nyrefi, rrooroMy xonecra3 Moxer Bbr3Barb HeaAeKBarHoe noBbnueHue

ypoBHq aHTHfeHa B cblBopoTKe. Kporrae Tofo, v HeKoTopbrx krHAvrBI'1lAoB orcyTcTByeT SeprtreHr.

cnHTe3upyrorqufi AaHHyro AerepMHHaHry; rro3ToMy aHT Hre u CA 19.9 y HHX He orpeAenqercq.

HecMorpt Ha HaJIHT{Iae 3noKaqecrBeHHofi onyxoru. B cBr3H c srHM AaHHbre [o coAep)KaHuro CA 19

.9 ncerga cneAyer HHTep[pernpoBarb B KoMrrJreKce c pe3ynbraraMu Apyrax MeroAoB HccneAoBaHnfl

U TII4HI,IqECKHMH .4AHHbIMH.

1.3. [narHocr[qecK afl 3HarrnMocrb orrpeAeJreHrrfl .

Onpe4eleHl{e ypoBHfl aHTHreHa CA 19.9 s cbrBoporrce (nnasvre) r<ponH Hcnonb3yercr Anfl

KJIHHHqecxofi na6oparopuofi AI4arHocrHKr,r oHKoJrorriqecKHx rrpoqeccoB pa3nur{Hofi ernonorvpr.

1.4. O6.nacrb upuMeHeHnq - KJTHHT{qecKar ra6oparopHafl Ar4arHocruKa

2. XAPAKTEPI4CTI4KA HABOPA.

2.1. llpuuqnn pa6oru Ha6opa. OnpegeneHue aHTHreHa CA 19.9 ocHoBaHo Ha

HcrIoJIb3oBaHvrH (csHABHq)) - BapHaHTa rnepao$zBHoro r,rrravryHoQepMeHTHoro aHarn3a. Ha

nHyrpeuuefi rloBepxHocrl4 JIyHoK rEuuo6urH3oBaHbr Mb[rrHHbre MoHoruroH€u]bHbre aHTHTeJra K

aurnreuy CA 19.9. B ryuxax rIJIaHrIera, npu 4o6aBrennvt HccneAyeMoro o6pa:qa, Bo BpeMq

nHrcy6aquu o.4HoBpeMeHHo rrpoucxoAuT cBr3brBaHne aHTHreHa CA 19.9, coAepxauefocr B

HccneAyeMoM o6pasqe, c aHTIITeJIaMH Ha rBepAofi $ase. O6pa:oeasruuircs KoMrrJleKc BbrflBJrrercfl

c noMolqblo KoHblorara MbIITI,IHbIX MoHoKJloHulrrbHbrx aHTHTeJT K aHTureuy CA 19.9 c flepoKcr4Aasofi.

B peaynrrare o6pasyercfl cBfl3annufi c nJracrr,rKoM ((c3HABHrr)). coAepxauryi4 rrepoKcnAa3y.

Bo BpeMt uurcy6aguu c pacrBopoM cy6crpara rerpaMernr6eHs v4aHa (TME) rpoucxoAnr

oKpauI,IB aHlae coAepxaMoro nyHoK. klttescuBHocrb oKpacKH rrpsMo rrponopqnoH€urbHa

KoHIIeHrpaWU aHrlareHa CA 19.9 s HccJreAyeMoM o6pasqe. KosrleHrparluro asrureHa CA 19.9 e



rurorHocrr.r (O|I 450) ,or

2.2.Cocran Ha
,,. i,,', .'I,!lt :

rrJraHrrreT 96-nyHounrrfi rroJrr4crHpoJroBbrfi,

BHyrpeHHefi noBepxHoetu nyH{n r"t-HHbrMr4
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crpurrr{poeaHHsrfi c uuo6uttu3HpoBaHHbrMr,r Ha

MoHoKJroH€rJrbHbrMH aHrra-CA 19.9 aHTHTeJraMH,

aHr'ifl aHTHreHa CA 19.9 s rann6poBor{Hbrx npo6ax.

rca.nn6pono.rxsre npo6rr na ocHone rfocr[arxoro 6yrfepa (pH 7,2-7,4), coAepxarque u3BecrHbre

Konr4qecrBa aHrr,rreHa CA 19.9- O; 12; 60; 120 t 240 E 4/ nr;r; co4epxauue aururena CAl9.9

r xanu6ponounrx npo6ax uoxer HecKonEKo orJrrnqarbct or yKa3aHHbrx BeJrrnglrH , ToqHbIe BeJl[qr,rHr,r

yKa3aHH Ha grr,rKerKax npo6r.rpor (rlnarconor); rmoBbr K ucnoJrb3oBaHr,rb - 5 npo6upox urIl.

$naxonor ( r<aru6poBoqHarr npo6a 0 E4 / v,tr - 6 v.tt, ocraJrbHbre no 0, 8 ur xa:r<aac);

KoHr,rcrar; roroB K r,rcrroJrb3oBaHr,rro - I rplaron ( 14 nu);

I4OA-ByQe p; roroB K r,rcnonnoBaHnro - I Q:raxox (14 ma);

pacrBop cy6crpara rerpauern.r6ex3r.rgxxa (TME ); roroo K Hcnonl3oBaHr{rc - | rflaron ( 14 ul);

KOHTpOJrbHat CbIBOpOTKa Ha OCHOBe CbIBOpOTKIi KpOBX qenoBeKa C IBBeCTHbIM COAepXaHneM
anrrlrena CA l9r9; rorona K r.rc[oJrb3oBaHr o - I npo6upra luu Q:raron (0,8 un);

KoHqerrrpar orMbrBotrxoro pacrBopa 26- rparnsrfi KoHqeHrpar - I tpnaron (22 rr.rn);

crorr-peareHT i roroB K rcrronb3oeaHraro - I tftarou ( 14 rran);

rtttrRas neHTa c 6yuaxtrofi noAnoxKof 4.ttr 3aKIIe]rBaHHt IUIaHuera; roroBa K tcnolrgogauuto - 2

IIIT.;

aHarI|TrIqecKI|[ trac[opr;

Ilncrpynqur no IrpnMeHerrrrrc Ha6opa.

3. AIIAJII{TI{TIECKIIE I{ AI{ATHOCTI.ITIECKI{E XAPAKTEPIICTIIKI{.

3.1. CnequQx.rnoctr. HcnomgoaaHne nogo6paHHofi na racnurare:rrHofi 6ase OOO (XEMA)
napLl MbIIU{HbIx MoHoKnoHaJtbHbrx ar{THTeJr K arm reny CA 19.9 qeroBeKa rro3BoJrrer Aocrnrrb
nsrcoxoft cnequQr{qHocrn aH,urx3a.

flepexpecrxrre pea(unr,r Mbnrrr,rHbrx MoHoKrroHaJrsubrx aHTHTeJT K arrrr.rreuy CA 19.9 c

,qpyrl{Mlr aHaJIuraMr.l npr.rBeAeHbr g Ta6r[ue.

Analu
T

IIe percpecrHaq peaKrluq,
%

Kapuuno-oM6puoHiurbHbrfi aHTr,rreH (K3A) < 0,1

Anrureu CA 125 < 0,1

AH rnreH CA I 5.3 < 0,1

3.2 . rlyncrnnreJrbHocrb. MuHHMurJIbHaq AocroBepHo olpeAenqeMar Ha6opola peareHToB

(CA 19 .9- HO A) KoHlreHTpaqht aHTHreHa CA 19.9 B cbrBoporKe (nna:rrae) KpoBH He rpeBbrrxaer

2 Etlur,.

3.3. Bocrpou3BoAnMocrb. KoeSQurrr4eHr Bapr.rarrur4 pe3yJlbraroB orrpeAen eHVfl coAepxaHns

aHrI,IreHa CA 19.9 s HccneAyeMbIX o6pagqax cbrBoporKu (ua3Mbr) KpoBH c r{crroJrb3oBaHneM



Ha6opa peareHros (CA 19.9 -I"'IO A>> ne rpeBbrrrraer 8,0Yo.

3.4. To.rHocrb. ,{auHsIfi aHaJrvtrvlrrecrcufi [apaMerp [poBepqercr recroM Ha (orKpbrrue))

aHTI,IreHa CA 19.9 - coorBercrBue H3MepeHsofi rcoHrleHTparlur.r aHTHreHa CA 19.9 npea nucaHHofi,

[oryqeHuofi nyreM cMelrrr4BaHnfl. paBHbIX o6reMos KoHTpoJrrnofi cbrBoportr vr xanz6poeoqHofi

npo6sr 60 Ealrr,rl.

flpoqeHr (orKpbrruq) cocraBJuer 90-l I 0 %.

3.5. JlnnefiHocrr. 3agncuMocrb KoHrIeHTpa\uu aHTHreHa CA 19.9 B o6pasqax

cblBoporrcrE(nnas vru) rcponr.,r rIpH ptrBepLeanu lrx cbrBoporrcofi (nla^:uofi) rcponu, He coAepxaqefi

aHrureHa CA 19.9 , HMeer luuefisrtfi xapaKTep B Auarra3oHe KoHrleHrparlnfi 12 -240 Ealvrn v

cocraBJrrer .i. l0.UYo.

3.6. KlnHrrrrecKafl [poBepna. Hopua.nbHbre 3HaqeHrrq.

B coorBercrBnr4 c rpe6onaHn-ru v GLP (Good Laboeatory Practice, Xopourar

Jla6oparopHa.fl flparcrurca) penorrreHAyercq B rcaxaofi KJruHr4Ko-Ar,ralHocruqecrofi ra6oparop:lra npvr

HcrloJlb3oBalnvrv Ha6opa peareHroB (CAI9.9-WAA-,) yroqHnrb 3HaqeHHq KoHueHrpa\vvr aHrureHa

CAI 9.9, coorBercrByloulue HopManbHbrM y o6cne4yeMoro KoHTr{HreHTa.

)t: 
4. MEpbI rlpEAocropolKHocrl4.

4.1. IloreHllrrarrbHsrfi prrcK rrprrMeHeHuq Hadopa - KJracc I (IOCT P 51609-2000).

' 4.2. Mepsr rpeAocropo)KHocrlr-co6moAeHr,re .<[Iryeun ympoitcmsq mexHLtKu

6esonacuoctnLt, npousaodcmeeuuoil caHumapuu. npomusoenudeuuvecKozo pnrcuJvra u .ilurtuoil

zuzlteHbt npu pa6ome B na6opamopwu (omdeneuunx, omdenax) caHumapHo-

enudunozuvecKuxyvpecrcdeuuil cucme.Md Muuucmepcmsa sdpaeooxpaHeHun CCCPD (Mocrcna,

1981 r.).

5. OBOPyAOBAHT,IE rI MATEPT4AJIbI, HEOBXOATIMbIE frpr{ PAEOTE C HABOpOM:

- Qoromerp BeprrrKaJrbHoro crcaHrrpoBaHnq, rro3BoJrsroulufi r43Mepqrb o[TurrecKyro

rrnorHocrb pacrBopa B nyHKax rrpr4 AJrr{He BoJrHbr 450nvr;

- TepMocrar, noAAepxu,Barcurrfi reuneparypy +37oct 0,1"C:

- Ao3aropbl co cMeHHbIMId HaKoHeqHHKaMr,r, rro3BoJrrorrlue or6upars o6reurr xHAKocrH

- BOAa AECTTTJTJT[pOBaHHaq;

- [epqaTKrr pe3HHoBbre vrJru ilracrnrcoprre;
i;

- 6yrvrara QnnrrpoBzlrrbHar. i ,., i

IlccregyeMaq rpyrra Hnxurufi rpeAeJr, Ea/rul BepxHnfi rrpeAeJr,
Ea/er.n

34oponsre AoHopbr
(uyxvuHbr r{ }r(eHulranu) 35
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6. AHAJII43IIPyEMbIE OEPA3IIbT

rroAf oToBKA PEAIEHTOB l.Jtfl AHAJrr43A.

6.l.flepeA rIpoBeAeHI,IeM aHalil43a KoMrroHeHru Ha6opa H HccneAyeuue o6pa3rrbr

cblBoporru(rura:rvrr) rcponu cJleAyer BbrAep)r(arb rrpu KoMHarHofi reuneparype (+ l8 -25'C) ne

MeHee 30 vrun.

6.2. O6pa:qtl cblBoporKl4 (rurasuu) KpoBH, HcrroJrb3yeMbre Anfl aHurr43a, AorrycKaerct

xpaHHTb rIpI4 reMrleparype +2-8 oc He 6oree 24 q Hilvr ttpr4 TeMrreparype MHHyc 20 "c ue 6oree 2

HeAenb.

6.3. lp rlpo BeAeHHt aHuwaa He cneAyer HcrroJrb3oBarb reMoJrH3HpoBaHHbre, MyrHbre

o6pasqrt cblBoporKl4 (nlasurr) xponu, a raK)Ke HccJreAyeMbre o6pasqrr, coAepxaulue a3vr

HATpI"'A B KarreCTBe KOHCepBaHTa.

6.4. l4crcnoqaerct I,IcrIoJIb3oBaHHe Arrfl aHaJfi 3a o6pasqos cbrBoporKr,r (nnasvrsr) rcpoen

lro4efi, floryqaBlrrnx Anfl AlaarHocrHKH vnv repailvrv [peflaparbr, B cocraB Koropbrx BXoArr

MbIIIIHHbIE AHTHTEJIA.

6.5. flpu l4crloJrb3oBaHuLt Ha6opa peareHTos (CA 19.9-VIOA> Ars rrpo BeAeHrir HecKoJrbKHX

He3aBI4cI,IMbIX cepuit aHaJIH3oB cJreAyer LIMerb B BHAy, qro Anr Ka)KAoro He3aBHcHMopo o[peAeneHHt

Heo6xoAl,tlto [ocrpoeHne HoBoro rcaru6poBor{Horo rpa$uKa; KpoMe 3Toro, peKoMeHAyercfl o

rIpeAeJIe HHe KoHueHTparlr4v aHTnrena CA 79.9 s KoHTpoJrbHofi csrsoporKe.

6.6. [puroroBJreH[e [JraHrrrera.

Bcrcprtr b rlaKer c nJlaHureroM r4 ycraHoBnTb Ha paMKy Heo6xoAr,rMoe KoruqecrBo

crpHrloB.B0xprnble crpurlbl cJleAyer HcrroJrb3oBarb B Ter{eHue I u, 4lureJrbHoMy xpaHeHr,rro He

rloAnexar. Ocrasurvecs, HeucrloJlb3oBaHHbrMrr crpr4usl, uro6br rrpeAorBparuTb sosAeficrBne Ha HHx

BJIarH, ueo6xoAutrlo 'rlqareJlbHo 3aKJIeHTb lunnofi reHrofi Airr 3arurenBa14flrrJraHrrrera r{ xpaHHTb

B ynaKoBKe rIpH TeMrleparype +2-8 "C n reqeHr.re Bcero cpoKa roAHocru Ha6opa.

6.7 .\IpuroroBJreHne orM br BoqHoro pacrBopa.

Co4epxuuoe SnafoHa c KoHIIeHrparoM orMblBorrHoro pacrBopa [epeHecrr4 B uepHtrfi

IIHJTI4HAp BMecTHMocrbto 500 Mr, Ao6asars 440 MJI AHcrHJIJIIaporaHHofi BoAbr r4 TrrlareJrbHo

rrepeMe[raTb.

B cnyqae Apo6Horo HcnoJrb3oBaHkrfl Ha6opa cJreAyer oro6pars Heo6xoAr,r ruoe

KonHqecrBo KoHIIe Hl{rpara orMbrBoqHoro pacrBopa H pa3Becru AvrcrurrnnpoBaHHofi soAofi r 21 pas (l

o6reu KoHrIeHTpara + 20 o6ren4os 1narvrnlrtrponaHuofi no4rr).

flpurorosreHurlfi orurtsoqnrrfi pacrBop Ao rycKaercq xpaHr.rrb rrpu rouuarnofi

reMneparype (+ 18-25 oC) He 6olee 15 cyror HrrH rrpr r.eMrreparype_ +2-8 ".q
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7. IPOBEAEHT,TE AHAJTII3A.

7.1. Ec.rrr rpeArroJraraeMafl KoHlleHTparlrfl aHTr{reHa CA 19.9 n rccJreAyeMoM odpasqe

cblBoporrcu (nlasrvrsl) KpoBIr rrpeBblrrraer 240 E1/lr.rl,, ero cJreAyer [peABaprrreJrbHo pa3Becrn,

rrcrroJrb3yfl KaJrrr6pono.lnyro npo6y O Ea /uJt.

7.2.Blaecrn Bo Bce nyHKr4 rrJraHrrrera rro 50 vrr<n HOA-EyQepa.

7.3. Bnecru B coorBercrByrorque nyHKH B Ay6rzxarax ro 50 MKJr rcaxrofi

rcanu6poeoqnofi npo6u I,I KoHTpolruofi cbtsoporKu. B ocr€lJrbHbre nyHKr.r BHecrr4 n gy6nurcarax no

50 vrxn nccneAyeMbrx o6pasrloB cbrBoporru (uasnarr) KpoBH.

Buecesne o6pasqoB B JIyHKI{ nJraHrrrera Heo6xoAHMo rrpou3Becrn B Ter{eHr4e 5-lO MHH.

7.4. Arcrcyparuo rrepeMell]arb coAep]KnMoe rrJraHrrrera KpyroBbrMn ABH](eHHI MH no

ropl,I3oHTalruofi rloBepxHocrn, 3aKJreI,ITb rlJraHrrrer runxofi lesrofi Anq 3aKreuBaH:as rrJraHruera H

nrurcy6upoBarb ero B TeqeHHe 30 rvruH rrpr4 KoMsaruofi TeMrreparype +37 "c.

7.5 . llo oKoHqaHuu krlnKy6a\uu yA:rnurb coAepxfl,rMoe nyHoK acrrupa\uefi (Hanpnvrep, c

rloMolqbrc BoAocrpyfiHo,ro Hacoca) ulu AeKaHTHpoBaHr4eM r,r [poMbrrb nyHKH nJraHrrrera 3 pasa

rlyreM Ao6auenlrf, Bo Bce JIyHKI,I ro 250 rr,rxn orMbrBoqHoro pacrBopa. flepevre[rarb coAep)KaMoe

nJIaHIrIera KpyroBbIMI4 ABH)I(eHI4IMH rro ropu3oHTamHofi rroBepxHocrH c rrocneAyrcrqefi acnuparyueit

HnI,I AeKaHTHpoBaHHeM. flpn xax'4orr,r AeKaHTVpoBaHr,ru seo6xoAr,rlro TxlarenbHo yAzurrTb ocrarKr4

xHAKocrkr H3 IryHoK [ocryKHBaHI,IeM rlJraHrxera B rrepeBepHyroM [ono)KeHr,rr4 rro QrantrposanrHofi

6yuare.

7.6.Buecru Bo Bce nyHKH rro 100 vrxn KoHbrorara.

"t7.7.3axlenrr rIJIaHIrIer 6yrvrarofi rrrfl 3aKJreHBaHHr rrJraHruera vt nnrcy6upoBarb ero B

reqeHr4e 30 rraraHyr rrpr reMrreparype 37 "c.

.7..8..flo. orconlraHvIla uHrcy6aqww yrurvrb coAepxuMoe nyHoK acnupaqnefi (Hanpnuep, c

rIoMoIrIbIo BoAocrpyfisoro Hacoca ) uttu AeKaHTr{poBaHHeM H rrpoMbrrb nyHKH rrJraHrrrera 5 pas rryreM

Ao6aereHur Bo Bce nyHKrr rro 250 vrr<n orMbrBoqHoro pacrBopa.

7.9. BHecrI4 Bo Bce nyHKH rIJIaHIIrera tro 100 uxn pacrBopa cy6crpara rerpaMerur6eHsv1nHa

(rMB).

Buecesne pacrBopa cy6crpara rerpaMernr6eHsuAraua (TME) n JryHKr4

ueo6xoAltMo rrpou3Becru B TeqeHHe 2-3 MHH.

Vurcy6upoBarb rIJIaHIxer B TeMHore rrpr4 KoMHarHofi reuneparype (+18- 25 "C) B reqeHqe

L0- 20 MI4H B 3aBHcI,tMocrH or crerreHn pasBrTr4fl,cr4Hero oKparxuBa:ekrfl.

T.l0.BHecru Bo Bce nyHKH rlJraHrrrera c rofi )Ke cKopocrbro

rIocJIeAoBareJIbHocrH,KaK H pacrBop cy6crpara rerpauernl6eH3vr1r4Ha (TME), fro

peafeHTa; IIpH 3ToM COAeplI(HMoe JIyHoK OKpalxusaercs B f pKQ:)Kelr.rnl- rlBeT, - -
I

Bneceuue cron-peareHra B nyHKr,r rrJraHrueralHeo6xeluMq _npou3Becru B req.g

TIJIAHIXETA

14 B TOH Xe

100 MKJr cron-



8. PEII4C TPATIVlfl PE3yJIb TAT O B.

8.1. H:vrepuTb BeJIHT{IaHy onruqecrcofi rrJrorHocrra (OQ B nyHKax rrJraHruera Ha Sororraerpe

BeprnK€InbHoro cKaHI,IpoBaHVfl rIpH AnH He BoJrHbt 450 HNa. I4sMepeHve OfI pacrBopoB B JryHKax

IInaHIUeTa seo6xoAHMo [por,r3BecTr.r He rro3AHee 5 uuu [ocJre BHeceHHr cTorr-peafeHTa.

B cJI) {ae HeBo3Mo}I(HocrH cBoeBpeMeHHoro H3MepeHHq OII pacrBopoB B nyHKax Ha

Qorouerpe, rIJIaHUer AorrycKaercr xpaHr{rb rrpr4 TeMrreparype +2-8oc ue 6olee 4 q.

8.2. Ecrn rporpaMMa Qorouerpa rro3BoJrfler Bbrr{r4Tarb BenHqHHy OII B nyHKax c

raln6ponoqHofi npo6ofi Ea/rurn vs gnaqenufi OII Bcex ocrzlrrbHbrx JryHoK, To Anq Aalrnefiruux

pacqeroB seo6xoAl,IMo HcrroJrb3oBarb BeJrr,rr{HHy B - cpel Hee apuQMerrlqecKoe 3HaqeHHe BeruLruHbr

OII a JIyHKax, coAepxaur4x rcann6ponor{Hbre npo6u, KoHTpoJrbHyro cbrBoporKy vnv uccJreAyeMbre

o6pasurr. Ecru xe $oroMerp He rro3BoJuer Bbrr{HTarb BerHr{HHy OII nyHoK c rcarn6poeoquofi

npo6ofi E1lvl, ro seo6xoAuMo rroJrb3oBarrcr $opl,rynofi 3-Bo, rAe Bo - cpeAHee apuQrraeruqecKoe

3HaqeHHe BeJrr{qnHtr OII B nyHKax c nann6ponoquofi npo6ofi Ealrvrn.

9. yqET PE3yJIbTATOB PEAKI[4I{.

9.1. llocrpourr B rnnefisux KoopAnHarax rcalu6ponoqurrfi rpa$r,rrc: ocb a6cuHcc

KoHIreHTpaWfl aHTI4reHa CA 19.9 s rcalr,r6ponoqHbrx npo6ax (Ea/vrn), ocb opAHHar - orrruqecKat

rrJrorHocrr nanra6poBoqHbrx npo6 (O|I 450 ).

9.2. Onpe4erurr rlo rcann6poBorrHoMy rpa$urcy coAep)r(aHHe aHTHreHa CA 19.9 B

HccJreAyeMbrx o6pasqax.

9.3. Ecnv vcaneryeMbl fi o6paserr cbrBoporKn (rua:uu) 4ononHureJrbHo pa3BoAnnra (o'a. r.

7.1, ), yMHo)r(Hrb rron)rqeHHsrfi pe3ynbrar ua Qarcrop pa3BeAeHvrfl.

10. ycJloBufl xPAHEfrvrfl r4 SKCIIJIyATAI\VIkI HAEOPA.

10.1. Ha6op peareHTon <CA 19.9- I4OA) Aon)KeH xpaHr,rrbcq B yilaKoBKe rrpeAnpnflTnfl-

H3roroBI.{reJIt rIpH TeMreparype +2-8 oc e reqeHae Bcero cpoKa roAHocrn (18 vec.).

.{onycrcaercr xpaHeHue (rpaHcnoprnpoBKa) Ha6opa rpu reMrreparype go +25 nc He 6onee 1 5

cyroK.

10.2. Ha6op paccvumaH Ha npoeedeuue oHo,tusa e dy1nuKamax 42 ueuseecmHbtxo1pas4oe, 5

rcanu6polottHbtx npo6 u I npo6w KoHmponuuoil cbtlopomKu - Bcezo 96 onpedeneuuit npu

ucnorb3ogaHuu BCe 20 KoMrueKma cmpuno8.

10.3. B cJlyqae Apo6uoro ncronb3oBaHns Ha6opa KoMnoHeHTbr cneAyer xpaHHTb

cneAyroquu o6pasovr:

- ocraBttrvecs. Her4crroJrb3oBaHHbrMn crpr4rlbl TrqarenbHo 3arurenTb lnnrcofi leHrofi Anq

3aruIeHBaHHfl rrJlaHrrrera H xpaHr4Tb B yrraKoBKe rrpn TeMrreparype +2-8 oc e reqeHue Bcero cpoKa

roAHocrrl Ha6opa; ^

- l'I@A-EyQep,rcoub[orar, pacrBop cy6crpara rerpaMerun6euzuawua (TME),cro

[ocne BcKpbrrur QrarcoHoB AorrycKaercr xpaHrlTb rrpn TeMrrearype +2-8 ''c B TeqeHHe Bc

roAHocru Ha6opa;

- xanra6poBoqHbre npo6sr H KoHrponbHyro cbrBoporKy rrocne BcKpbrrnr npo6aporc

($nanouon) gonycKaercq xpaHr,rrb rrpu reMneparype +2 8 oc He 6oree 2 rtec.; npu



Heo6xoAnMocrlr 6oree AJrHTenbHoro xpaHeHuf, - nplr

Bcero cpoKa roAHocru Ha6opa;

- npmorosreHHHfi orlarrno.{HHfi pacrBop Ao rrycKaercs xpaHI,ITb npn rouHarHofi

reMreparyp. (118- 25.bC) He 6olee l5 cyr. wM rrpu reMneparype+2-8 oc He 6oree 45cyr.;

- ocrdsruufics HeucnoJrb3oBaHHbrM KoHrleHTpar-orMbrBoqHoro pacrBopa cJreAyer xpaHI,ITb

npr{ TeMneparype +2-8 oc s reqeHl,Ie Bcero cpoKa roAHocrI,I Ha6opa;

10.4. lnt [onyrreHzr HaAe]KHbD( pe3ynbraroB ueo6xoAllMo crporoe co6nroAeHlle

Wryqrlno ilpr,rMeHeHrdro Ha6opa.

ffo eonpocal)t, Kacarct4artcn Kaqecmoa Hafiopa pea?eHmor ((CA 19.9-UOA>>, cnedyem

o6pat4ambcn I OOO KXEMAD II0 adpecy: 105264, Mocxea, yn. 9-an lfapxoean, d. 48, K. 4,

men/Qaxc (495) 7370040.
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TeMrreparype Mr,rHyc 20 oc s reqeHne
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