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MpuHUKMN paboTbl

MeToa o4YNCTKM OXpaTOKCUMHA A OCHOBaH Ha MCNOSIb30BaHMM MOHOKMOHAsbHbIX aHTUTEN, KOTOpble

obecneynBaroT BbICOKYH CMEUMPUYHOCTb, YyBCTBUTENBHOCTb, CKOPOCTb U MPOCTOTY BbINOMHEHMUS

npouenypbl. KonoHka COAEpPXWUT refb, HACbIWEHHbIA  MOHOKMOHANbHbIMW  aHTUTENaMM

crneumduyHbiMin B OTHOLWIEHMM oxpaTokcuHa A. OXxpaToKCUH, MNpUCYTCTBYKOLWMA B 0bpasue,

3a[epXMBalOTCH aHTUTENaMM 1 OCTaloTCA BHYTpY rens. KonoHka npoMbiBaeTca ANs yaaneHus He

CBSA3aBLUMXCHA KOMMOHEHTOB, 3aTEM TOKCWUHbI 3MOMPYIOTCA M3 KOJOHKM pactBopuTenem. [anee

antat aHanuaupytoT HPLC unu LC-MS/MS.

[Mpouenypa aKCTpakumm N OYUCTKN 3aHMMaET npumMmepHo 20 MUHYT. Pe3ynbTaT — BbICOKas YMCTOTa U

KOHLEHTPaALUMA TOKCMHOB, 3KCTparMpoBaHHbIX M3 MUKW W KOPMOB, 4YTO faeT Oonee 4eTkyro

XpomaTorpammy W, crniegoaTernbHO, obecrnevmBaeT 6onee TOYHY U YyBCTBUTEMbHYK AeTeKumto

TokcMHa B npogykte. [lpn GonblwoM konnyecTBe 00pasLoB paboTy C  KOMOHKaMM  MOXHO

aBTOMaTM3NPOBATb.

PeareHTbl He BxoAsilue B COCTaB NOCTaBKMU

- ANCTUNNMPOBaHHas/AenoHN3npoBaHHaa Boda (Boda npurogHas ansa ucnons3osaHua B HPLC,

Hanpumep MilliQ);

- pacteoputenu (HPLC grade);

- bocpaTHO-conesoi Gydep (PCB, RP202);

- CTaHAapT oxpaTokcuHa A (CM. pa3gen NoaroToBka CTaHOapToB);

- BukapboHaTt HaTpus;

- TMAPOKCUA, HaTPUS;

- YKCYCHasi KUCnoTa;

- Xriopua HaTpus.

BcnomorarenbHbie NpoAayKTbl

- Whatman Ne 113 nnu dounbtpoBanbHas dymara Ne 4;

- cToViKa Ana MMMyHoadUHHBIX konoHok (CR1);

- Habop akceccyapoB AN UMMyHoadPUHHBLIX KONMOHOK (AP017);

" — npoaykTbl OocTynHble B R-Biopharm. [MMoxanyicra, Ans nonyYyeHuss OONOMHUTENbHOW

NMHopmauumn n NprobpeTeHNsT CBSXKUTECH C MECTHBIM OUCTPUOBIOTEPOM.

MeToabl nCNoNb30BaHMA U peKoMeHaauumn

MeToabl, U3MNOXEHHbIE B WUHCTPYKLUMK, NPUMEHUMbI OMS LMPOKOro cnektpa obpasuyos. OgHako,

OTKNIOHEHWE OT MEeTOAOB, OMUCaHHbIX B WHCTPYKLMU, MOXET MPUMBECTM K MNOSTYYEHUO He

onTuManbHoro pesynetata. [loxanyncra, Ansg nonyyvyeHna OOMONHUTENbHOM UMHopMaumn

CBSKUTECH C MECTHBIM ANCTPUOLIOTEPOM.

MpaBuna 6e3onacHocTH

MMKOTOKCMHbI ABASIIOTCS OMEHb OMacHbIMY BellecTBamMu. Tonbko nabopatopum, OCHaLEeHHbIe ANns

paboTbl C TOKCMYECKMMM BellecTBamu W pacTBOPUTENSAMW, LOIMKHbI MPOBOAUTL aHanu3 Ha

MUKOTOKCUHbI. COOTBETCTBYIOLWANA 3alMTHAA O4exaa, BKNoYaoLwasa nepyatkuy, 3amTHbIE OYKU U

nabopaTtopHble HaKnaKM AOSMKHA MCMONb30BaThbCs B XOA4e NpoBeaeHus aHanu3a. PaboTbl 4OMKHbI

BbINOSHATLCA B BbITSHKHOM LKAy C WUCNOMb30BaHMEM 3alUTHOrO 3kpaHa. OrHeonacHble

pacTBOPUTENN AOSMKHbI XPaHUTLCA B CNeumanbHON KOMHaTe, Npy cobnogeHnn npaBun XpaHeHus

OrHe- 1 B3pPbIBOOMNACHbIX BELLECTB.

Ans nonyyeHus AononHUMTENbHOW MHGopMauumn n Jlnctkos 6esonacHoctn (MSDS) cesxxuTech C

MeCTHbIM ancTpubstotepom R-Biopharm.

[deKkoHTamMuHauus

Mepen yTunusaumen, OCTaBLUMECS MOCMe aHanuM3a CTaHOapTHble pPacTBOPbl, OOMKHbI ObiTb

obpaboTaHbl 5% rMNOXNOpUTOM HaTpUs, MMHUMarnbHOE COOTHOLUEHWE CTaHA4apTHOro pacTeopa u

5% runoxnoputa HaTtpua 10:1. JlTabopaTtopHoe obopyaoBaHne M 3arpsi3HEHHbIE OTXOAbl LOMKHbI

ObITb norpyxeHbl B 5% pacteop runoxnoputa Hatpusa Ha 30 muH n 3atem B 5% aueTtoH Ha 30

MUWH, fanee 3arpsa3HeHHble npegMeTbl HeobxoaMmo obunbHO CnonocHyTb Bogon. [locne

AeKoHTaMuHauun nadopatopHoe obopyaoBaHne Heob6XxoanMMO TLAaTENbHO BbiMbITb. OTX0AbI, NpU

HanU4Mn COOTBETCTBYIOLLIErO paspeLleHnsi, COXInTe.

YcnoBusa U cpoku xpaHeHus

KonoHkn moryT mcnonb3oBaTbCA Ha NpOTskeHun 18 mecsaueB € gaTtbl MX NPOU3BOACTBA, €CNn

xpaHaTtcs npu 2-8°C unu 12 mecsaueB € gatbl UX NPOU3BOACTBA, €Crv XpaHatcs npu 21-25°C.
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KonoHkn Henb3s 3amopaxunBatb. YbeauTecb, YTO KOMOHKa B NPOLECCe XpPaHEHUS He BbiCOXna u
copepxut Oydep Hag renem. BaxHo 3ameTuTb, YTO aHTUTENa, BXOLALIME B COCTaAB KOMOHKU
MOryT OblTb AeHaTypupoBaHbl, €Criv KOSIOHKa MoaBepranacb BO3AENCTBUIO 3KCTpeMaribHbIX
TemnepaTtyp nnu pH.

O6Gpasupbl

MpeacTtaBneHHble o06pasubl AOMKHbI OblTb MONyYeHbl B XoA4e oOdmumanbHO yCTaHOBEHHOW
npouenypbl. PekomeHayeTca namenbymTb Kak MUHUMYM 1 Kr npeacTtaBneHHoro obpasua n ganee
oTbupatb nopuum (10-50 r B 3aBUCUMOCTU OT UCMONb3yeMOro Metoaa) Ans NpoBeAeHNs aHanusa.
YyBCTBUTENBLHOCTbL

UyBCTBMTENBbHOCTb MeTOA4a 3aBUCUT OT YyBCTBMTENbHOCTM 0O0pYyoOBaHUA, Ha KOTOPOM
BbINOSIHAETCA aHanu3. Tem He MeHee, YyBCTBUTENbHOCTb TecTa MOXeT OblTb yryylleHa, ecrnu
yBennunTb o06bem obpasua nponyckaemoro Yepe3 MMMYHOAPUHHYIO KOFOHKY.

CteneHb usBnevyeHus matepuana

Ecnn Heob6xoammo y4vecTb moTepu Npy NPOBEAEHUM IKCTPaKLMM TOKCUHOB M3 ONpenerieHHoro
obpasua, pekoMmeHayeTcs B KayecTBe pedbepeHC cTaHgapTa MCnonb3oBaTb 3aBeJOMO YMCTbIN
aHanormyHbln obpasel, KOHTAMUHUPOBAHHLIN cnamnk-pacTBopoM. CTeneHb UM3BNEYEHWUs,
obHapyxeHHas B Xo4e aHanmMsa KOHTaMUHMPOBAHHOrO pedepeHc obpasua, MoXeT ObiTb
ncnonb3oBaHa Npu KOPPEKTUPOBKE pe3ynbTaToB aHann3a Hen3BeCTHbIX 0OpasLoB.

NoarotoBKa KONMOHKM

Mepea ucnonb3oBaHMeM TemnepaTtypy MMMYHOA(EUHHON KOSNOHKM HeobXxoammo AO0BecTM A0
TemnepaTypbl OKpyXawLlen cpedbl. YOanuTe KPbIWKY C BEPXHEW 4YacTu KOMOHKW. HagexHo
NPUKpenuTe KOSTIOHKY K LMNUHAPY CTEKNAHHOIO Wnpuua U NoMecTuTe B NMOACTaBKY UM CTOMKY NS
UMMYHOa(PPUHHBLIX KOSTOHOK.

Anga Toro, 4to 66l 06ecneunTb 4OCTAaTOMHOE BPEMSI KOHTaKTa pacTBOPUTENS C aHTUTENnamm
peKkoMeHayeTCs MCNoNb30oBaTh cneayowme npuemsi:

O6paTHasi npoMbIBKa (peKoMmeHayeMbIn MeTon)

O6patHass npomMbiBKa NPOBOAUTLCA [ONS YBENUYEHUS BPEMEHM KOHTakTa pacTtBopuTens C
aHTUTENnaMu, HaxogsAWMMUCS BHYTPWU rens Ans Toro 4YtoObl rapaHTUpoOBaTb MOJSHYIO JMHOLMIO
TOKCMHA. MpoMbIBKa BbINOMHAETCS NyTEM aKKypaTHOro HaxaTtue 1 BbITArMBaHMA MOPLUHA wWnpuua
npv NponyckaHuM pacTBOpUTENS Yepes3 KONMOHKy. HanpaBneHue atoro npouecca 6yget obpaTHbIM
HanpaBneHuto ABmxkeHus antoata. ObpaTHY NPOMbIBKY HY>XHO NOBTOPUTbL TpY pasa.

|}

Mcnonb3oBaHue mManoro KonMyecTBa pacTBOPUTENA: UCMNONb3ynTe 06beM pacTBOpUTENS,

HeobxoauMBbIN Ans anuuK, pasgeneHHbiM Ha 2-3 annkeoTbl. Kakaas annkeBoTa pacTBOpUTENS

AOJDKHA KOHTaKTUpOoBaTh C aHTuTenamu He meHee 30 c.

MHKkyGauma c pactBopuTenem: UCMonb3ynte BeCb 06beM pacTBopuTens Heobxoaumbin Ang

anwoumn, no3eBonbTe 2-3 KannaM pacTBopuTens nponTtu 4epe3 kKomnoHy. OcTtaBlumics

pacTBOpUTENb AOMKEH HAXOAMUTLCS B KONOHKE Kak MUHUMYM 60 c.

NMpobonogroroBka

- 3epHOBbIe

MeToa 6bin NpoTecTMpoBaH Ha GOMbLIOM KONMYECTBE 3ePHOBbLIX MPOAYKTOB, BKMtOYas NiIeHULY,

AYMEHb, Mauc.

1. 50 r nsmenb4eHHoro obpasua NnomecTuTb B eMKOCTb brneHaepa o6bemMom 1 1, yCTOMYUBYHO K

BO34ENCTBUIO pacTBOpPUTENEMN.

2. NlobasbTe 200 mn 60% aueToHMTpuna, nepemMellante B TedeHne 2 MMH Ha 60NbLION CKOPOCTM.

3. MpodumnbTpynite o6pasel, 4yepe3 Whatman Ne 113 nnn cdmnbtpoBanbHyto 6ymary Ne 4 unu
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ueHTpudyrupymte npm 4000 o6/mMuH B TedeHne 10 MUH.

4. Pa3baBbTe 2 MmN counbtpata B 22 mn cdoccaTtHoro 6ydepa.

3. MNponycTtuTte pacTtBop, akBmBaneHTHbIn 0,5 r obpasua, Yepes KOMOHKY Npu CKOPOCTM NOTOKa 2
MI/MUH (Takke MOXHO NMo3BoNnUTb PUNbTpaTy ABUraTbCA Yepes3 KOSIOHKY 3a CYeT AeCTBUSA CUlbl
TshkecTn). MeaneHHbl, cTabunbHbIM NOTOK dunbTpaTta Heobxoaum [Onsi 3axBaTa TOKCUHA
aHTMTENaMMm.

4. lNpomonTe KONOHKY, nponyckasi yepe3 Hee 20 mn ®CH npu ckopocTn noToka 5 MI/MUH.
[MponycTnte Yepes KONOHKY BO3AYX ANSA yAaneHuUs OCTaTKOB XUOKOCTU.

5. Dniompynte TOKCUMH M3 KOMOHKW MPU CKOPOCTM noToka 1 kanns/cek mucnonb3ys 1,5 mn cmecn
MeTaHon : YykcycHas kucnota (98 : 2 o6bem/o6beM) B TEMHYH CTEKMSHHYHO €MKOCTb.
PekomeHayeTca npoBecTn 06paTHYO MPOMbIBKY KOJIOHKM, KaK 9TO ONMCaHO B COOTBETCTBYHIOLLEM
pasgene UHCTPYKLUUMK.

6. B npouecce ganbHenwen anoumm, NponycTnute Yyepea KoroHky 1,5 mn Bogbl 1 cobepute antoaTt
B Ty>Ke eMKoCTb. OBLwun o6bem antoaTta coctaBuT 3 Mo.

7. Beegute 100 mkn antoata B HPLC cuctemy.

- CyXO(ppyKTbl
MeToa 6bin NpoTecTMpoBaH Ha GONbLUOM KONMMYECTBE 3EPHOBLIX MPOOYKTOB, BKIOYasA M3KOM,

dourn, abpukocsl.

1. 25 r namenp4yeHHoro obpasua NOMecTUTb B eMKOCTb BrneHaepa obbemom 1 1, yCTOMUMBYIO K
BO34ENCTBUIO pacTBOPUTENEMN.

2. NobasbTe 100 mn 100% meTaHona, nepemeluanTe B Te4eHne 1 MUH Ha 6OMbLLION CKOPOCTMW.

3. Job6aebte 100 Mn 2% OukapboHaTa HaTpus, nepemellanTe B TedeHne 2 MUH Ha B6onbLuomn
CKOPOCTH.

4. MNpodunbTpynte obpaseu yeped Whatman Ne 113 unu cdunbtpoBanbHyto 6ymary Ne 4 mnum
ueHTpudpyrupymte npun 4000 06/MuH B TeyeHne 10 MuH.

5. PasbasbTte 16 mn chunbtpaTa B 16 Mn dpoccatHoro bydepa.

6. doeBeaute pH obpasua oo 7,4 ¢ nomowibto 2 M HCI.

7. NpodunbTpynTe obpasey Yepes punbTp, coaepKaLlmin CTEKNOBOSOKHO.

8. Mponyctnte 16 mn pacTtBopa, 3KBMBANEHTHbIN 1 I o6pasua, Yyepe3 KOMOHKY MpU CKOPOCTU
noToka 2 MN/MUH (TaKke MOXHO MO3BONMUTb UNbTPATy ABUraTbCA Yepes KOJOHKY 3a cyeT
AENCTBUSA cunbl TsxkecTn). MeaneHHbI, CTabunbHbIM NOTOK ounbTpaTta Heobxoaum Ans 3axBaTta
TOKCMHAa aHTUTenamu.

9. lNMpomonTe KOMNOHKYy, nponyckaa 4epe3 Hee 20 mn ®CH npu ckopocTM MOTOoKa S5 MI/MUH.
[MponycTute Yepes KONMOHKY BO3AyX ANS yaaneHns oCTaTKOB XUOKOCTU.

10. dniompynTe TOKCUH N3 KOJTIOHKM MPU CKOPOCTWU noToka 1 kanns/cek ucnonb3ysa 1,5 mn cmecu
MeTaHON : YyKcycHasa kucnota (98 : 2 o0bem/o6beM) B TEMHYK CTEKISIHHYHO €MKOCTb.
PekomeHayeTcst npoBecTn ob6paTHY0 NPOMbIBKY KOFIOHKM, Kak 3TO ONMCAHO B COOTBETCTBYIOLLEM
pasfgernie MHCTPYKLMUW.

11. B npouecce ganbHenwewn anouuun, Nnponyctute 4vepesd KonoHky 1,5 mn Boabl u cobepute
ankart B Ty>Ke eMKoCTb. OBLwmin 06bem anara coctaBut 3 Mi.

12. Beegute 100 mkn antoata B HPLC cuctemy.

-opexu

MeTog Obln1 NPOTECTUPOBAH Ha pPsiAe OPEXOB, BKMOYasi nNekaH, uctawkn, pyHayK, MUHOANb w

OGpasunbckue opexu.

» BagecbTe 50 r namenbyeHHoro obpasua u 5 r xnopuaga HaTpusi B eMKOCTU 1 NUTP, YCTOMYMBOM K

pPacTBOPUTENSM.

» lo6asbTe 200 r mn 60% aueToHUTpUna U NepemMeLLBanTe Ha BbICOKOW CKOPOCTU B TeveHue 2

MUHYT.

* OTdounbTpynTe obpasel 4vepes3 cunbTpoBanbHyto dymary Whatman Ne 113 wnm Ne 4 uwnu

ueHTpudyrupymte npm 4000 06 / MuH B TedeHne 10 MUHYT.

» PasbaBbTe 4 Mn punbTpata 96 mn docdartHo-conesoro bydepa (PBS).

* [ponycTtute 25 mn pasbasneHHoro dounbtpaTta (akemBaneHT 0,25 r obpasua) yepes KOSTOHKY CO

CKOPOCTbIO 2 MIT B MUHYTY (Mnn obpasel, MOXeT NpoXoanTb Yepes KOMOHKY NoA AeACTBMEM CUTbl
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TshkecTn). MegneHHas, ctabunbHasa CKOPOCTb NOTOKA BaXHa ANgA 3axBaTta TOKCMHA aHTUTenamu.

* [lpomonTe KONOHKy, nponyctme Yyepe3 Hee 20 mn1 PBS co ckOpOCTbIO NPUMEPHO 5 M B MUHYTY.
[MponycTute Yyepes KONMOHKY BO3AyX, 4TOObl yaanuTb OCTaTOMHas XUAKOCTb.

* Ypganute TOKCUH W3 KOJIOHKM CO CKOpOCTbio 1 kanns B cekyHAy, ucnonb3ys 1,5 mn
NnoaKNUCNeHHOro MmeTaHona (ykcycHas kncnota: metaHon (2 : 98) 06. / 06.)) u cobepute Bo doriakoH
N3 XXenToro ctekna. [Anga nonyvyeHus AONOSTHUTENBLHOW MHAOPMaUUK CM. pasgen «AnmpoBaHe»
B MHCTPYKUUN NO NMPUMEHEHMUIO.

* Mocne antompoBaHua nponyctute 1,5 Mn Bogbl Yepes KONMOHKY U cobepuTe B TOT e hnakoH Ao
obuiero oovema 3 mn.

* BeBegute 100 mkn B cuctemy BOXKX.

- cneuuun
MeToa 6bin NpoTecTMpoBaH Ha psade Cheuvin, BKIYas MYCKaTHbIM Opex, nepel n KypKymy.
MprMmeyaHue: ecTb OTAENbHbIE PEKOMeHaauun anga YyepHoro u 6enoro nepua, TpaB U TpaBsHbIX
YaeB M Nakpuubl.

» BaBecbTe 25 r namenbyeHHoro obpasua 1 5 r xnopmaa HaTpua B eMKOCTb 1 N, YCTOMYMUBYIO K
pacTBOPUTENSAM.

 Nob6asbTte 100 mn 80% MeTaHoONa n nepemMeLunBanTe Ha BbICOKOW CKOPOCTU B TEYEHNE 2 MUHYT.
* OthunbTpynTte obpasen vepe3 Whatman No. 113 vnu cdunbtpoBanbHyto 6ymary Ne 4, unu
ueHTpudpyrnpymnte npm 4000 06 / MuH B TedeHne 10 MUHyT

» PasbaBbTe 2 mn dunbTtpata 18 mn 0,1% TBUHaA 20 B hocdaTHO-coneBom Bydepe (PBS).

» NoseanTte pH npumepHo Ao 7,4, ucnonb3ysa 2 M rugpokcua HaTpus.

* [Nponyctute 10 mn pasbasneHHoro cdounbTpaTta (akemBaneHT 0,25 r obpasua) yepes KOSToOHKY CO
CKOPOCTbIO 2 MIT B MUHYTY (Mnn obpasel, MOXEeT NpoXoanTb Yepes KOMOHKY Noa AEWCTBMEM CUTbl
TskecTn). MeaneHHbIn, yCTONYMBBLI MOTOK BaXXEH OS5 3axXBaTa TOKCMHA aHTUTENnamu.

* [MpomonTe konoHky, nponyctne 20 mn PBS yepe3 KOMOHKY CO CKOPOCTbIO NMPUMEPHO S5 mMn B
MUHYTY. [MponycTute BO3ayx Yepes KOMOHKY, YTODObI yaanuTb OCTaTOYHYHO XUOKOCTb.

* OnoupynTe TOKCUH M3 KOMOHKM CO CKOpPOCTbIO 1 Kanmns B cekyHay, ucnonb3ys 1,5 mn
NOAKUCNEHHOro MeTaHona ( ykcycHasi kucrnota : metaHon (2 : 98 06. / 06.)), cobepute antar B
amnyny 13 Xentoro cTekna. [Ons nonyvyeHus [ONOSHUTENbHOW WHopMauun cm. pasgen
«OnoMpoBaHME» B NHCTPYKLUN NO NPUMEHEHMUIO.

* lMocne antonpoBaHua nponyctute 1,5 mn BOoAbl Yepe3 KOMOHKY M cobepute ee B TOM Xe
dnakoHe, 4Tobbl NoNy4YnTb 06LWMN 06beM 3 Mi.

» BeBegute 100 mkn B cuctemy BOXKX.

- ceMeHa
MeTopg 6bin NpoTeCTMPOBAH Ha HECKONBbKUX CEMEHAaX, BKIKoYas ceMeHa ThiKBbl M MOACONTHEYHMKA.
* BaBecbTe 25 r namenb4yeHHoro obpasua B eMKoCTu 1 fiuTp, YCTONYMBOWN K paCTBOPUTENSIM.
» [lo6asbTe 100 mn 60% aueToHUTpUNa n nepemelInBanTe Ha BbICOKON CKOPOCTU B TeYeHue 2
MUHYT.
* OTUNbTPYNTE IKCTPAKT Yepe3 dunbTpoBanbHyto Gymary Whatman Ne 113 unm Ne 4 uwnu
ueHTpudpyrupymte npun 4000 06 / MuH B TeyeHne 10 MUHYT.
» PasbaBbTe 2 mn dunbTpata 48 mn cocdaTHo-conesoro bydepa (PBS).
* [MponycTtute paszbaBneHHbIn hunbTpaT Yepes hunbTpoBanbHy0 Bymary 3 MMKPOBOSIOKHA.
* [lponyctnte 25 wmn pasbaBneHHoro dwunbTpata 4yepe3d MMMYHOAMMUHHYKO KOMOHKY CO
CKOPOCTbIO 2 MIT B MUHYTY (Mnn obpaseLl, MOXeT NpoXoanTb Yepes KONMOHKY NoA AEACTBMEM CUTbl
TshkecTun). BaxkHa MeaneHHas, NOCTOAHHAsA CKOPOCTb NOTOKAa ANSA 3axBaTa TOKCUHA aHTUTENamu.
* [lpomonTe KONOHKy, nponyctme Yyepe3 Hee 20 M1 PBS co ckOpOCTbIO NPUMEPHO 5 M B MUHYTY.
[MponycTnTe Yepes KOMOHKY BO34yX, YTOObI yaanuTb OCTaTOYHYH XXUOKOCTb.
* JNOUPYNTE TOKCUH N3 KONOHKM 1,5 M NogKUCNeHHoOro MetaHona (ykCcycHasi Kucrniota: MeTaHon
(2:98) 06. / 06.)) npn ckopoctn 1 kanns B cekyHay. CobepuTe anat B amnyny u3 Xentoro
ctekna. [Ona nonyyYeHus OOMOMHUTENbHOM WHOpMauunm CM. pasgen «dnupoBaHMeE» B
WHCTPYKUUK MO MPUMEHEHMUIO.
* Mocne antoupoBaHus nponyctute 1,5 MN BoAbl Yepes3 KOMOHKYy M cobepute ee B TOM Xe
dnakoHe, 4ToObI NONYYNTH 06K 06BbEM 3 M.
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» Beegute 100 mkn B cuctemy BOXKX.

- KOPM AN XXUBOTHbIX
» BaBecbTe 25 r namenbyeHHoro obpasuya n 5 r xnopuga HaTpus B €MKOCTU 1 1, YCTOMYMBOWN K
pacTBOPUTENSM.

» [lo6aBbTe 100 mn 60% aueToHMTpMNa M NEPEMELLANTE Ha BbICOKOM CKOPOCTU B TEeYeHue 2
MUHYT.

* OTunbTpynTe obpasey yvepes cdunbTpoBanbHyto 6ymary Whatman Ne 113 unu Ne 4 nn6o
ueHTpudyrupymte npmn 4000 06 / MuH B TedeHne 10 MUHYT.

» NoseanTte pH npumepHo Ao 7,4, ucnonb3ysa 2 M rugpokcua HaTpus.

» PasbaBbTe 1 Mn dunbTpata 24 mn cocdaTHo-conesoro bydepa (PBS).

* [TponycTtute paszbaBneHHbIn punbTpaT Yepes hunbTpoBanbHy0 Bymary n3 CTEKNOBOMOKHA.

» [lponyctute pasbaBneHHbin unbTpaT (9kBumBaneHT 0,25 r obpasua) 4epe3 KOJOHKY CO
CKOPOCTbIO MOTOKa 2 M1 B MUHYTY (Mnu obpasel MOXeT NpoXoauTb Yepes3 KOSFOHKY nog
AencTeBmem cunbl TskecTn). MeaneHHasi, ctabunbHas CKOPOCTb MOTOKAa BaXKHa ANs 3axBaTa
TOKCMHA aHTUTEeNnamum.

* [TpomonTe KONoHKyY, nponyctmB Yepe3 Hee 20 mn PBS co ckopocTbio NOoTOKa npumepHo 5 mn B
MUHYTY. [MponycTute BO3ayx Yepes KOMOHKY, YTODObl yaanuTb OCTAaTOUHYHO XUOKOCTb.

» DIIOMPYNTE TOKCUH M3 KOFIOHKY CO CKOPOCTbO NOoTOoKa 1 Kannsa B CEKyHAY € ucnonb3oBaHvem 1,5
M NOAKMUCNEHHOro MeTaHosna (yKkcycHas kucnota: metaHon (2:98 (06. / 06.)) n cobepute antaT B
amnyny u3 ssHtTapHoro ctekna. Cm. pasgen «3nounpoBaHue» B MIHCTPYKUUKN NO NPUMEHEHWNIO.

* [Nocne antonpoBaHus nponyctute 1,5 Mn Bogbl Yepe3 KOMOHKY U cobepuTe B TOM e brnakoHe,
YTO6bI NONY4YNThL OO 06BEM 3 MI.

* BeBegute 100 mkn B cuctemy BOXX.

- XxNe6obyno4Hble nsgenus

MeTog 6bin npoTtecTupoBaH Ha psge xnebobynouHbix M3genun, BkAo4vast BYyrnoyvku, KeKCbl U
neyveHbe.

» BaecbTe 50 r namenb4eHHOro obpasua B eMKOCTb 1 11, yCTONYMBYIO K PACTBOPUTENSM.

» [lo6aebTe 200 mn 60% aueToHUTPUNa N NepemelInBanTe Ha BbICOKOM CKOPOCTM B TeYEeHue 2
MUHYT.

* OTdunbTpynTe obpasey 4vepes cdunbTpoBanbHyto 6ymary Whatman Ne 113 unu Ne 4 nn6o
ueHTpudyrupymnte npm 4000 06 / MuH B TedeHne 10 MUHYT.

» PasbaBbTe 2 Mn ounbTpaTa ¢ nomoLlpbto 22 Mn dpoccaTHo-conesoro bydepa (PBS).

» [lponyctute pasbaBneHHbin dunbTpat (3kBmBaneHT 0,5 r obpasuya) 4epes3 KOMOHKY CO
CKOPOCTbIO 2 MIT B MUHYTY (Mnn obpaseL, MOXeT NpoXoanTb Yepes KOMOHKY NoA AEWCTBMEM CUTbl
TsbkecTun). 1N 3axBaTa TOKCMHA aHTUTENAaMN BaXKHa MefieHHas, CTabunbHasi CKOPOCTb NoTokKa.

* [lpomonTe KonoHky, nponyctuB 4vepe3 Hee 20 mn 0,1% TtBMHa 20 B PBS co ckopocCTbiO
npumMepHo 5 mn B MUHYTY. [Mponyctute 4yepes3 KOMOHKY BO3AyX AN yAaneHusi oCTaTO4vHOM
XNOKOCTW.

» DIIOMPYNTE TOKCUH U3 KOFIOHKM CO CKOPOCTBIO MOTOKa 1 Kanns B CekyHay € ucnonb3oBaHnem 1,5
MIT NOAKMCIEHHOro MeTaHona (yKcycHas kucnota: MmetaHon (2:98 06. / 06.)). Cobepute antoat B
amnyny wn3 sHTapHoro crekna. Ona nonyyvyeHna OOMONHUTENbHOM WHGopmauun cMm. Pasgen
«3JnonpoBaHMe» B MHCTPYKLUKN NO MPUMEHEHMIO.

* [Mocne antoupoBaHuna nponyctute 1,5 Mn BoAbl Yepe3 KOMOHKY M cobepuTe B TOT Xe cocyf,
4yT1O6bl NONY4YMTL 06WNIN 06BbEM 3 Mn.

» Beegute 100 mkn B cuctemy BOXKX.

-rMIOTEH
* BaBecbTe 25 r namenb4eHHoro obpasua u 5 r xnopuga Hatpus B eMKOCTb 1 NUTP, YCTOMUUBYIO K
pacTBOPUTENSM.
» [lo6aBsbTe 120 mn 100% MeTaHona 1 nepemeLlnBanTe Ha BbICOKOM CKOPOCTU B TeYeHne 1 MUH.
» lo6aBbTe 30 Mn BOAbLI M CHOBA NepeMeLLanTe B TeYEHNE 2 MUHYT.
* LlenTpudpyrnpymnte akctpakt npu 4000 06 / MmyH B TeyeHne 10 MUHyT.
» PasbaBbTe 6 Mn cynepHataHTa 54 mn cocaTHo-conesoro bydepa (PBS).
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» CHoBa ueHTpudyrnpymnte npm 4000 06 / MuH. B TedeHne 10 MUHYT.

* [Mponyctute 30 mn cynepHaTaHTa (3kBmBaneHTHO 0,5 r o6pasua) yepes KONOHKY CO CKOPOCTbIO 2
M B MUHYTY (M1 obpasel MOXeT NpOXOoAuTb Yepes KOJTOHKY NoA AEWCTBUEM CUIbl TSHXKECTW).
MeaneHHas, ctTabunbHast CKOPOCTb NOTOKa BaXkHA AN 3aXBaTa TOKCUHA aHTUTESIOM.

* [lpomoinTe KOMNOHKY, nponyctmB Yyepe3 Hee 20 mn PBS co CKOPOCTBLIO NPUMEPHO 5 M B MUHYTY.
[MponycTute BO3ayx Yepes KOMOHKY, YTOObl yaanuTb OCTAaTOYHYHO XKUOKOCTb.

* OnoUpynTe TOKCUH M3 KOMOHKM CO CKOpOCTbio 1 Kanng B cekyHay, ucnonb3ya 1,5 mn
NOAKUCIIEHHOro MeTaHona (yKcycHasd kucnoTta : metaHon (2:98 06. / 06.)) u cobepute B amnyny 13
XenToro crekna. [JononHUTenbHyo NHopMaunio CM. B pasgene «QnionpoBaHue» B MHCTPYKUUK
MO NPUMEHEHMIO.

* [Nocne antoupoBaHus nponyctute 1,5 Mn BoAbl Yepes KOMOHKY 1 cobepuTe B TOM Xe doflakoHe,
4yT1O6bI NONY4YMTb 06WMIA 06BbEM 3 MI

» Beegute 100 mkn B cuctemy BOXKX.

- MACO U MAICHbIE NMPOAYKTbI
* BaBecbTe 5 r namenb4eHHoro obpasua B KOHMYECKM goriakoH Ha 50 mn.

» [lo6aBbTe 20 mn cmecn metaHon : 1% GukapboHaT HaTpua (60:40 06. / 06.) n nepemelanTe Ha
BopTekce B TedeHne 20 cekyHn.

* [MomecTnTe dnakoH B opbuTanbHbIN LWENKEP N NepemMeLllnBanTe B TedeHne 40 MUHYT.

* LleHTpudpyrmupynte npu 4000 06 / MuH B TedeHne 10 MUHYT.

» OTunbTpynTE 0Opasel Yepes punbTpoBasnbHy Bymary n3 MMKPOBOJSIOKHA.

» PasbaBbTe 7 mn counbTpaTa 49 mn 0,01% tBUHa 20 B chochaTHo-coneBom Bydepe (PBS).

» [lponyctute pasbaBneHHbin unbTpaT (3kBuBaneHT 1,75 r obpasua) 4epe3 KOJOHKY CO
CKOPOCTbIO 2 MIT B MUHYTY (Mnn obpasel, MOXEeT NpoXoanTb Yepes KONMOHKY NoA AEWCTBMEM CUTbl
TsbkecTun). [na 3axBaTta TOKCMHA aHTMTEenamum Heobxoguma MmefrieHHad, ctabunbHasi CKOpPOCTb
noToKa.

* [lpomonTe KOMNOHKY, nponyctmB Yyepe3 Hee 10 mn PBS co CKOPOCTbIO NPUMEPHO 5 M B MUHYTY.
MponycTute Yepes KONOHKY BO3AyX, YTOObI yaanuTb OCTaTKM XXUOKOCTU.

* DNIOUPYNTE TOKCUH M3 KOMOHKM CO CKOpPOCTbio 1 kannsa B cekyHAy, ucnonb3ys 750 mkn 100%
MeTaHona, cobepute antoaT B MEpPHY0 Npobupky Ha 5 mn. [JononHUTENbHYO MHOopMauuo CM. B
pasgene «OnupoBaHNe» B MHCTPYKLMN MO NPUMEHEHMIO.

* [Mocne antonpoBaHus nponyctute 750 MKN BOAbl YEPE3 KOJTOHKY M cOBepuTe ee B Ty K€ MEPHYIO
npobupky. [loseante Ao otmeTkun, Jobasme 50% meTaHona, YTobbl NONYyYNTb KOHEYHbIN 00beM 5
M7,

» Beegute 100 mkn B cuctemy BOXKX.

- oBecC

* Baecutb 50 r nsmenbyeHHoro obpasua n 5 r xnopuaga HaTpmst B EMKOCTb 1 nNnTpa, YCTOMYUBYIO

K pacTBOpUTENSAM.

» [lobaebTe 200 mn 60% aueToHUTPUNa N NepemelInBanTe Ha BbICOKOM CKOPOCTU B TEYEHue 2

MUHYT.

* OTchunbTpynte obpasel 4yepes cunbTpoBanbHyto 6ymary Whatman Ne 113 wnu Ne 4 unu

ueHTpudyrupymnte npm 4000 06 / MuH B TedeHne 10 MUHYT.

» PasbaBbte 2 mMn dunbtpata 22 mn pu3nonorm4yeckoro pacteopa ¢ gocdaTtHbiM Bydepom

(PBS).

* [Mponyctnte pasbaeneHHbin punbTpaTt (okBMBaneHTHO 0,5 r obpasua) yYepes KOMOHKY CO

CKOPOCTbIO 2 MI1 B MUHYTY (M1 oBpasel, MOXEeT NPOXOANTb Yepes KOMOHKY Noa AeNCTBMEM CUSbI

Tshkectn). MepgneHHas, ctabunbHas CKOPOCTb MOTOKA BaXkHa ANA ynaBnuBaHWSA TOKCUMHA

aHTUTEeNnamum.

* [lpomonTe KonoHky, nponyctue 4vepe3 Hee 20 mn 10% Tween 20 B PBS co ckopocCTbio

npumMepHo 5 mn B MUHyTYy. [MponycTtute BO3AyX 4Yepes3 KOSMOHKY, YTODObl yaanuTb OCTaTOYHYHO

XNOKOCTb.

* DNIONPYNTE TOKCUH U3 KOMOHKM NMPK CKOPOCTM NOoTOKa 1 Kanmns B CEKyHAOY C ucrnonb3oBaHvem 1,5

M NOAKUCNEHHOro MeTaHona (ykcycHasa kucnota : metaHon (2:98 06. / 06. )) n cobepute BO

riakoH n3 xentoro crekna. [Ons nonyyeHus OOMONHUTENbHOM WHOpMauun cm. pasgen
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«OnomMpoBaHME» B NHCTPYKLUN NO NPUMEHEHMUIO.

* [Nocne antonpoBaHus nponyctute 1,5 Mn Bogbl Yepe3 KOMOHKY U cobepuTte B TOM e brnakoHe,
YTO6bI NONY4YNTbL OB6LLMIA 06BEM 3 MI.

* BeBegute 100 mkn B cuctemy BOXKX.

NMoaroTroBka cTaHAapToOB

lMpuroToBneHne CTOKOBOro pactBopa oxpaTtokcmHa A B koHueHTpaumm 1000 Hr/mn:

1. ToToBbIM K wucnonbdoBaHuto cTtaHgapt OCHRASTANDARD (P11/P11A, 1000

Hr/mn) poctyneH B R-Biopharm.

2. Takke MOXHO NpMoBPECTN KPUCTANNIMYECKUIA NOPOLLIOK OXpaTokcmHa A. [Ina 3TOro CBSXKUTECH C

MeCTHbIM ancTpubbroTtopom R-Biopharm gns nonydeHus ganbHenwen nHgpopmaumn. MopoLlok

Heo6Xxo0AMMO NOAroTOBUTbL B COOTBETCTBMM C MHCTPYKUMEN U OCTaBUTb B TEMHOTE MPU KOMHATHOM

TemnepaType Ans NoflyYeHns pacTBopa CTOKOBOW KOHLEHTpaLnu.

3. lonyyeHHbI pacTBOP MOXHO MCMNONb30BaTb A1 NPUrOTOBMEHUS CTaHAAPTHOro pacTtBopa

coaeprkallero oxpaTtokcuH A B KoHueHTpaummn 1000 Hr/mn.

KannbpoBo4Has kpuBas

PekomeHayeTca CTpOUTb KanmbpOBOYHYIO KPMBYIO C MCMNOSIb30BAHMEM KakK MUHUMYM 3-6 TOYEK.

[AnanasoH KannbpoBOYHbIX CTAaHOAPTOB LOMMKEH BKMNOYATb 3HAYEHUS] OXMAAEMbIX Pe3ynbTaToB.

PactBopbl cTaHOapToB A0SMKHbI ObITb MPUrOTOBMIEHLI HEMOCPEACTBEHHO B A€Hb aHanmMsa u

NCMNoSb30BaTbhCA B TeyeHne 24 yacos.

Mpumep Kak NOCTPOUTL KannMbOpOBOYHYO KPMBYIO, OCHOBaHHYIO Ha 3 To4Ykax (KpmBasi MOXeT ObITb

MoanMdmLuMpoBaHa B COOTBETCTBMM C MPUHATbIMU TpeBOBaAHMSMN NN YPOBHEM KOHTaMUHALNN):

1. Otmepbte 500 mkn 1000 Hr/mn ctaHgapTta oxpatokcmHa A v pgoBeaute Ao 5 mn 100%
MeTaHonom (pacteop coaepxut 100 Hr/mn)

2. CtaHpapt 4: Bo3bmuTe 100 mkn pactBopa oxpaTtokcmHa A 100 Hr/mn n pobaebte 1,4 mn
pacTBopa yKCycHas kucnoTta : meTtaHon (2:98 obbem/o6bem) n 1.5 mn BOAbl — nony4vuTe
pacTBOp C KOHUeHTpaumen 3,33 Hr/mn

4. Crangapt 3: Bo3bMute 1,5 mn pacrtBopa oxpaTtokcuHa A 3,33 Hr/mn n go6asbte 750 Mkn
pacTBopa YyKCycHas kucnota : metaHon (2:98 obbem/06bemM) n 750 Mkn BoAbl — nony4uTe
pacTBOp C KOHUeHTpaumen 1,67 Hr/mn

5. CrtaHpgapt 2: Bo3bMute 1,5 mn pactBopa oxpatokcmHa A 1,67 Hr/mn n gobasbte 750 MKn
pacTBopa YKCyCHas kucnota : metaHon (2:98 obbvem/o6bem) n 750 Mkn BOAbl — NosyynTe
pacTBoOp C KoHueHTpaumen 0,833 Hr/mn

6. CraHgapTt 1: Bo3bMute 1,5 mn pacteopa oxpaTtokcmHa A 0,833 Hr/mn n gobasbte 750 Mkn
pacTBopa YKCycHasa kucnota : metaHon (2:98 obbem/06bemM) n 750 Mkn BoAbl — nony4uTe
pacTBop C KoHueHTpaunen 0,416 Hr/mn

7. Beegute 100 mkn kaxgoro ctaHgapta B HPLC xpomatorpad.



PekomeHayemble ycnosusa HPLC

Ycnosuga HPLC

3awmnTHbIn KapTpuox (Guard Cartridge)

Inertsil ODS-3
5 mkm, 4 mm x 10 mm (Hichrom) wnu
9KBMBANEHTHbIN

AHanuTnyeckas KornoHka

Inertsil ODS-3V
5 Mkm, 4.6 mm x 150 mm (Hichrom) wunu
9KBMBASIEHTHadA

MobunbHas dasa

AueTtoHuTpun : Boga : YkcycHas k-Ta
(51:47:2 obbem/ob6bem/ob6bem). OTOBUTL B
JeHb aHanuaa

Hacoc HPLC

[na goctaBkn MobunbHOM dasbl

CKOpOCTb NOTOKA

1,0 Mn/MuH

dnyopecueHTHbIN AeTEKTOP

BoabyxaeHue: 333 HM
WcnyckaHne: 443 HM

HarpeBaTesib KONTOHKK

MopnepxuBatownn kapTpuax (maintain guard)
N aHaNUTUYECKYI0 KOMOHKY HarpeTb 4o 40°C

NHTerpaTtop/Cuctema ynpaBneHnsa gaHHbIX

Mo npeanoyTeHnto noTpebutens

NHxekTop

Astocamnnep/knanad Rheodyne

BBogumbii 06bem

100 MKkn

PekomeHayemble ycnoBusa HPLC ansa msica  MACHbIX NPOAYKTOB

Ycnosusa HPLC

3awmnTHbIn KapTpuox (Guard Cartridge)

C 18 RP-konoHka
5 MKM, 4,6 mm x 150 mm mnun sKkBMBareHTHbIN

MobunbHasa dasa

AueTtoHuTpun : MetaHon : 2% YkcycHas k-ta
(35:25:40 ob6bem/ob6bemM/0bbem). oTOBUTL B
JeHb aHanusa

Hacoc HPLC

[nsa poctaBkn MobunbHOW hasbl

CKOpOCTb NOTOKA

1,0 mn/MuH

dnyopecueHTHbIN AeTEKTOP

BoabyxaeHue: 333 HM
WcnyckaHne: 460 HM

HarpeBaTtesnb KONOHKN

MopoepxuBarownn kapTpumx (maintain guard)
N aHaNUTUYECKYH KOMOHKY HarpeTb o 40°C

NHTerpaTtop/Cucrtema ynpaBneHnsa gaHHbIX

Mo npeanoyTeHunto noTpebutens

NHxekTop

AsTocamnnep/knanaH Reodyne

Bsoanmbin o6bem

100 mKkn




Mpumep HPLC xpomaTorpamMmmbl A4ns 3epHOBbIX
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Mpumep HPLC xpomaTorpammbl Ansa opexoB (cnank oxpaTtokcuHa A — 5 ppb)
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Mpumep HPLC xpomaTorpammbl Ansa nanpukn (cnamk oxpatokcuHa A — 30 ppb)
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Mpumep HPLC xpomaTorpammbl Ansa ceMsiH (cnank oxpatokcuHa A — 5 ppb)
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Mpumep HPLC xpomaTorpammbl Ans Kopma AnA XUMBOTHbIX (CnamMkK oxpaTokcuHa A — 250
ppb)
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Mpumep HPLC xpomaTorpammbl A4nA KpyaccaHa (cnank oxpaTtokcuHa A — 10 ppb)
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Mpumep HPLC xpomaTtorpammbl Ansa Maca U MACHbIX NPOAYKTOB (CnamMk oxpaTtokcuHa A — 3
ppb)
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Mpumep HPLC xpomaTorpammbl ans osca (cnamk oxpatokcuHa A — 3 ppb)
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KayecTtBO
MpoaykTtel R-Biopharm paspaboTaHbl, npou3BedeHbl, NPOTECTMPOBaAHbl M OTNPaBfeHbl B
COOTBETCTBUM C cuctemoun ynpasneHnsa kadectsoMm ISO 9001, rapaHTupylowen NOCTOSHCTBO
KadyecTBa m3genud. Hawum usgenua ucnonb3oBanncb BO MHOMMX MCCNegoBaHUSAX, fexawux B
OCHOBE pa3paboTKkM €BPOMENCKMX W MeXOyHapOoOHblIX CTaHA4ApPTHbIX MEeTo4OB, U  LUMPOKO
NCNONb3YKTCA KMIOYEBLIMA MHCTUTYTaMK, MULWLEBBIMW KOMMAHUSMU U NPaBUTENbCTBEHHbIMU
nabopatopusmun. OT3biBbI NOTpedbuTenen nagenun R-Biopharm goctynHel no TpeboBaHuio.
TexHn4Yeckasa nogaepxka
R-Biopharm noHumaeT, 4TO BpemMs OT BpPEeMeHu, Mnorfb3oBaTenuv Hawen npoaykumm mMoryT
HyxgaTbCcsa B nomowwn unu coseTe. CnepoBaTenbHO, Mbl C YyOOBOMLCTBMEM npeanaraem
cnefyoLine cepBuUChl 45 HALLMX NOfb3oBaTeNEeN.
AHanun3 npobnem c obpasuamu.
[MpakTnyeckne pekomeHgaumm no paboTte co CrnoXxHbiMyn obpasuamu.
Hoctyn k 6ubnuoteke R-Biopharm.
MHcTtannauusa n nogaepxxka KOBRA®CELL.
CoBeTbl N0 NapamMeTpam geTeKunn.
CoBeTbl N0 NPUrOTOBIIEHUIO CTAH4APTOB.
NHdopmmpoBaHne 06 n3amMeHeHusX B 3akoHOAaTenbCTBe, NPOOOMOArOTOBKE UMW OPYrux
HOBOCTAX Mo e-mail.

8. ObecneyeHune cnarkoBaHHbIMM 0Bpasuamu.
FapaHTus
R-Biopharm He gaeT HuMKakux rapaHTUi, SIBHbIX UKW nogpasyMeBaeMblX, 3a UCKITHOYEHMEM TOro,
4YTO BCe magenus npomsseneHsl R-Biopharm. MaTtepuansl, 3 KoTopbix npovsBefeHa NpoayKums,
COOTBETCTBYHOLWEro kadecTBa. [JedekTHble NpoayKTbl 6yayT 3ameHeHbl. [loTpebutens GepeT Ha
cebsa BCe pMCKM U OTBETCTBEHHOCTb 3a UCMONb30BaHME U3genuin n npoueayp npeanaraemolx R-
Biopharm. R-Biopharm He HeceT oTBeTCTBEHHOCTM 3a ntobon ywepb, BkNoYasa crneumanbHbIi nnm
KOCBEHHbIN yuiepb, wnn pacxogbl, BO3HUKAKOLINE HENOCPEACTBEHHO WM KOCBEHHO OT
ncrnonb3oBaHWa nNpoaykTta v npouenyp R-Biopharm.

NOOAWN =
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