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1. NMpepHa3sHayeHue

3a in vitro gnarHocTyHa ynotpeba. RIDASCREEN® | TDM Wash buffer 20x |
(3096P00-VK) e npeagHasHa4eH 3a npomuBsall, 6ydep 3a ynotpeba ¢ RIDASCREEN®
IFX Monitoring (G09041), RIDASCREEN® Anti-IFX Antibodies (G09042),
RIDASCREEN® ADM Monitoring (G09043), RIDASCREEN® Anti-ADM Antibodies
(G09044), RIDASCREEN® VDZ Monitoring (G09045), RIDASCREEN® GLM
Monitoring (G09047) n Tect RIDASCREEN® UST Monitoring (G09049).

MpoaykTbT € NpeaHasHayeH 3a npodecuoHanHa ynorpeba.

2. Pe3tome 1 06sicHeHUMe Ha TecTa

RIDASCREEN® | TDM Wash buffer 20x | ce npeanara kaTo AOMbAHeHVe 3a TecT
RIDASCREEN® (BmxTe pasgen 1. MNpegHasHayeHue).

3. MpuHUMN Ha TecTa

RIDASCREEN® | TDM Wash buffer 20x | e koHLeHTpupaH 20-kpaTHO 1 TpsibBa Aa ce
M3MNon3Ba, KakTo e ONMCaHo B UHCTPYKLMUTE 3a ynoTpeba 3a TecToBeTe
RIDASCREEN® (BmxTe pasaen 1. NMpeaHasHayeHue).

RIDASCREEN® | TDM Wash buffer 20x | ce nsnonsea 3a npomusaHe Ha
MUKpoTUTBbPHaTa nnoya RIDASCREEN®.

4. NpenocTtaBeHU peareHTH

Ta6nuua 1: PeareHTtyn, npegoctaBenyn 3a RIDASCREEN® | TDM Wash buffer 20x |

KoMnoHeHTU Ha
KonunuecTBO
KoMMnnekKkTa

MpomuBaLy, Oydep, LETEPreEHT BB
| TDM Wash buffer 20x | 1 x 50 mL docdateH bydepeH pasTsop u

lMpo3payeH Kanak aHTUMUKPOBHKU cpeacTBa
(koHUeHTpUupaH 20-KpaTHO)

5. UHCTpyKUuUuM 3a cbXxpaHeHue

CnepgBanTte ykasaHusTa 3a paboTta B Tabnuvua 2 u cbxpaHsBanTe npoaykra
HenocpeacTBeHo cried ynotpeba B CbOTBETCTBUE C NocodeHaTa nHopMaums.
Cnep n3tu4aHe Ha cpoka Ha rogHOCT UM Ha NPENOPBYNTENHUA Nepuos Ha
CbXpaHeHue Ha OTBOPEHNH NPOOYKT rapaHumMdaTa 3a Ka4ecTBO BeYe He e BanugHa.
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RIDASCREEN® | TDM Wash buffer 20x | ce moctass kato 20-kpaTeH KOHLEHTpaT W
TpsibBa Aa ce paspenu ¢ gectunupaHa unu genoHnsnpana soga 1:20 npegu
ynotpeba (gobasete 50 mL koHueHTpaT kbM 1000 mL rpagyvpaH umnmHabp u
HanbnHeTe ¢ gectunupaHa soga o 1000 mL).

Tabnuua 2: Ycnosus n nigopmMaums 3a CbxpaHeHue

[JdonbnHUTEenHu
TemnepaTtypa Ha | MakcumaneH cpok
Oernexku 3a
CbXpaHeHune Ha CbXpaHeHue
CbXpaHeHune
Moxe pa ce
B HEOTBOPEHO 5 .8°C n3nonasea oo
CbCTOSiHME oTnevaTaHusi CPoK Ha
rogHocCT
paspeneH
npomuBaLy 2-8°C < 4 cegMmnum -
Bydep

6. Heobxoaumu, HO HenpenocTaBeHU peareHTU

6.1 PeareHTn

PeareHTun

Tect RIDASCREEN® (BuxTe pasaen 1. NpeaHasHadeHue).

6.2 JllTabopaTtopHO o6opyaBaHe

NabopaTtopHoTo o6opyasaHe, Heobxoanmo 3a TecT RIDASCREEN®, ce usunckea 3a
n3nbSIHEHME Ha TecTa (BWXTe pa3sgen 1. NpeaHasHavyeHue).

7. MpepynpexaeHus U NnpeanasHU Mepku 3a noTpeburtenuTe

Camo kBanudmumpaH nabopatopeH nepcoHan Moxe Aa u3nonssa To3u NPoaYyKT.
Tpsabea ga ce cnaseart ykasaHusATa 3a paboTta B MegumumHckun nabopatopum (gobpa
nabopaTtopHa npaktuka). Cnassante CTPMKTHO PHLKOBOACTBOTO 3a eKcnnoataums,
koraTo ussbpluBate Tect RIDASCREEN®. He nunetupaiTe npobu nnm peareHT ¢
ycTaTta cu. N3bareanTte KOHTAKT C HapaHeHa Koxa u nurasmum. HoceTte nnyHm
npegnasHu cpeacTtea (nogxoasawim pbkaBuum, nabopaTopHa npecTuska, npeanasHu
o4mna), korato 6opaBuTe C peareHTn u Npobu, N N3MUnTe pbLETE Cn cneg
3aBbpLUBaHe Ha M3MON3BaHETO Ha NpoaykTa. He nyweTte, He ce XxpaHeTe 1 He NUIATe
TEYHOCTM B 30HU, KbAETO ce obpaboTBaTt npodu.

OnacHuTe matepuanu ca NOCOYEeHM CbINacHO 3a4biKeHMATa 3a eTUKeTUpaHe.
JdonbnHuTenHn nogpobHOCTM 3a MHOPMAaLMOHHUA NUCT 3a BesonacHocT (Safety
Data Sheet, SDS) moxeTe ga HamepuTe nNog HOMepa Ha efleMeHTa Ha agpec
https://clinical.r-biopharm.com/search/.
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MoTpebutenuTe HOCAT OTTOBOPHOCT 3a NPaBUHOTO M3xBbpnsaHe Ha RIDASCREEN®
| TDM Wash buffer 20x | cnen ynotpe6a. 3a n3xebpnsiHe cnassaiTe HaLMOHaNHUTe
pasnopenbw.

3a notpebutenn B EBponenckus cboto3: AoKnaaBanTe BCUYKM CEPUO3HU
HexernaHu cbbuTusa, CBbp3aHM C NpoaykTa, Ha R-Biopharm AG u cboTBETHUTE
HaLUMOHAaNHN opraHu.

8. TecTtoBa npoueaypa

Mpusenete RIDASCREEN® | TDM Wash buffer 20x | no craiiha Temnepartypa (20 -
25 °C) npeau ynotpe6a. RIDASCREEN® | TDM Wash buffer 20x | Tpsibsa aa ce
M3MNOon3Ba, KaKTO € ON1caHo B MHCTPYKLUMMTE 3a ynotpeba 3a Tect RIDASCREEN®
(swxTe pasgen 1. NpegHasHaveHue).

9. OrpaHuyYeHMAa Ha meToAaa

1. RIDASCREEN®|TDM Wash buffer 20x| e npegHasHaueH 3a ynotpe6a camo cbe
cnomeHaTuTe TectoBe RIDASCREEN® TDM (BuxTe pasaen 1.
lMpegHasHayeHue).

2. Toau npoaykTt TpsibBa ga ce u3nonssa B CbOTBETCTBME C perynauuure 3a gobpa
nabopatopHa npaktuka (GLP). Korato nanonseart
RIDASCREEN® | TDM Wash buffer 20x |, onepatopute Tpsisa TouHO Aa
crnenBaT UHCTPYKLMUTE Ha npoussoantens 3a Tect RIDASCREEN®.

10. UcTopus Ha Bepcuute

Howmep Ha BepcusaTa Pasgen v 3apgaHue

2021-12-09 | Bepcus Ha nsgaHueto

4 2021-12-09 RIDASCREEN® | TDM Wash buffer 20x |




11. NosAcHeHMe Ha cuMBoONUTeE

O0wm cumBonu

3a in vitro guarHocTtuyHa ynotpeba
CnasBanTe pbkoBOACTBOTO 3a eKcrnoataums
MapTnoeH Homep

[la ce nsnonsea npegu

TemnepaTtypa Ha CbXxpaHeHue

Homep Ha enemeHT

Bpown TectoBe

[aTta Ha npon3BoacTBO

LL<g~" 558

Mpounssoauten

CneundunyHmM 3a Tecta CMMBOSN

| TDM Wash buffer 20x | lMpomuBaLy, 6ydep (koHUEeHTpUpaH 20-KpaTHO)
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