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1. NpepHa3sHavyeHue

3a in vitro pnarHoctnyHa ynotpe6a. RIDASCREEN® (3080V00-VK) e cTon
peareHT, NnpeaHasHa4veH 3a ynotpeba ¢ TectoBete RIDASCREEN® Clostridium
perfringens Enterotoxin (C0601), RIDASCREEN® Clostridium difficile GDH (C0701),
RIDASCREEN® Clostridium difficile Toxin A/B (C0801), RIDASCREEN® Rotavirus
(C0901), RIDASCREEN® Adenovirus (C1001), RIDASCREEN® Giardia (C1101),
RIDASCREEN® Cryptosporidium (C1201), RIDASCREEN® Astrovirus (C1301),
RIDASCREEN® Norovirus 3 Generation (C1401), RIDASCREEN® Entamoeba
(C1701), RIDASCREEN® Verotoxin (C2201), RIDASCREEN® Helicobacter (C2302),
RIDASCREEN® Campylobacter (C2401) n RIDASCREEN® Legionella (C8001).

MpoOykTHT € NpeaHasHa4veH 3a npogecrnoHanHa ynortpeba.

2. Pe3ome n o6sicHeHUe Ha TecTa

RIDASCREEN® ce npeparnara kato fonbrHeHne 3a TectoseTe RIDASCREEN®
(BwmxTe pasgen 1. NpegHasHayeHue).

3. MpuHUMN Ha TecTa

RIDASCREEN® e roToe 3a ynotpe6a 1 Tpsbea Aa ce M3nonaea, KakTo e
onucaHo B UHCTPYKUuUKTe 3a yrnoTpeba 3a Tecta RIDASCREEN® (BuxTe pasgen 1.
MNpenHa3HayeHwne).

RIDASCREEN® ce u3nonaea B TectoBeTe RIDASCREEN® 3a cnupaHe Ha
nepokcuaasHaTa akTMBHOCT, NMPeBPbLLAIKM LiBeTa Ha cy6eTpaTa OT CUH B XbIT.

4. NpepocTtaBeHU peareHTu

Ta6nuua 1: MpegocraseHu peareHTu 3a RIDASCREEN®

KomMmnoHeHTU Ha
KonuuectBO
KOMMIeKTa

CTton pasTBoOp; roToB 3a
ynoTtpeba; 1 N capHa kucenunHa

XKbJ1IM Karak

1x 12 mL
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5. UHcTpyKUuMmM 3a cbXpaHeHue

CnepnBante ykasaHusTa 3a paboTa B Tabnvua 2 n cbxpaHsiBanTe npogykra
HenocpeacTBeHo cre ynotpeba B CbOTBETCTBME C NOCOYEHaTa MHoOpMaums.
Cnen n3tnyaHe Ha cpoka Ha rogHOCT UMW Ha NPENOPBbYNTENTHUS NEPUOA Ha
CbXpaHeHMe Ha OTBOPEHWS NPOAYKT rapaHumMATa 3a Ka4eCTBO BeYe He € BanvaHa.

Tabnuua 2: Ycnosus n nHdbopmauus 3a CbxpaHeHune

MakcumaneH OdonbnHuTenHu
TemnepaTtypa
CPOK Ha 6enexku 3a
Ha CbXpaHeHune
CbXpaHeHue CbXpaHeHue
Moxe ga ce
B HEOTBOPEHO 2.8°C n3nonssea Ao
CbCTOsAHNE oTnevaTtaHusi CPOK Ha
rogHocCT
MpnbepeTe He3abaBHO
B OTBOPEHO . KaKkbBTO M Aa e
P 2-8°C < 5 cegmuum
CbCTOsHNE HEHY)XEH peareHT B
XNagunHuk.

6. Heo6xoanmu, HoO HenpeaocTaBeHU peareHTu

6.1 PeareHTn

PeareHTn

Tect RIDASCREEN® (BmxTe pasgen 1. NMpeaHasHadyeHue)

6.2 JlabopaTopHo o6opyaBaHe

Na6opaTtopHoTo oGopyasaHe, Heobxoaumo 3a Tecta RIDASCREEN®, ce nsucksa 3a
n3nbfIHEHME Ha TecTa (BWXTe pa3gen 1. [NpeaHasHaveHune).

7. MpepynpexpeHnsa u npegnasHuM MepKu 3a noTpedbutenure

Camo kBanuuumpaH nabopatopeH nepcoHan MoXxe Aa u3nonssa To3u NpOaYKT.
Tpsabea ga ce cnaseaT ykasaHuaTa 3a paboTta B MmegmumnHcku nabopatopum (aobpa
nabopaTtopHa npakTuka). Cnassante CTPUKTHO PHbKOBOACTBOTO 3a eKcnroaTtauus,
koraTo ussbpluBaTe Tecta RIDASCREEN®. He nuneTtupaite npobu unv peareHtu ¢
ycTata cu. N3bareanTte KOHTaKT C HapaHeHa Koxa n nuraesmum. Hocete nnyHu
npegnasHu cpeacTtea (nogxoasalm pbkasuum, nabopaTopHa NpecTunka, npeanasHu
ouuna), korato bopaBuTe C peareHTu n Npobu, n NaMMnTe pbLUeTe Cn crneq
3aBbpLUBaHe Ha U3NOM3BaHETO Ha NpoaykTa. He nyweTe, He ce XpaHeTe U He nuinTe
TEYHOCTM B 30HU, KbAETO ce obpaboTBaTt npodu.
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OnacHute matepuanu ca NOCOYEHN CbIMacHO 3aabliKeHnsaTa 3a eTUKeTupaHe.
HdonbnHuTenHn nogpobHocTh 3a nHopMaumMoHHMA NUCT 3a 6e3onacHocT (Safety
Data Sheet, SDS) moxeTe ga HamepuTe nog HOMepa Ha ernlemeHTa Ha agpec
https://clinical.r-biopharm.com/search/.

CTon peareHTBLT CbAabpKa cApHa kucenuHa. M36areante KOHTAKT C KoXa Unm
nurasmum.

MoTpebutenuTe ca OTTOBOPHU 3a NPaBUNHOTO M3xBbpnsaHe Ha RIDASCREEN®
Stop | cnep ynotpeba. 3a nsxsbpnsiHe cnasBanTe HaUMOHanNHUTe pasnopenomv.

3a notpebutenu B EBponenckus cbto3: [loknagsante BCUYKM CEPUO3HN
HexenaHn cbbuTnd, cBbp3aHn ¢ nNpoaykTa, Ha R-Biopharm AG n nogxogswmre
HaUMOHAaNHW OpraHu.

8. TecTtoBa npoueaypa

MNpueenete RIDASCREEN® Ao ctanHa temnepatypa (20 - 25 °C) npeau
ynotpe6a. RIDASCREEN® TpsAGBa Aa ce M3MNon3Ba, KaKTo e ONMCaHo B
WHCTPYKUMMTE 3a ynoTpeba 3a TectoBeTe RIDASCREEN® (BuxTe pasgen 1.
MNpenHa3HayeHwne).

9. OrpaHnyeHus Ha meToaa

1. RIDASCREEN® e camo 3a ynoTpeba C ynomeHaTuTe TecToBe
RIDASCREEN® (BuxTe pasaen 1. MpeaHasHaveHue).

2. Tosu npoayKkT TpsiGBa [a ce M3nonasa B CbOTBETCTBME C perynauuute 3a gobpa
nabopaTopHa npakTuka (GLP). KoraTo uanonssat RIDASCREEN® [ Stop |,
onepartopuTe TpsAGBa TOYHO Aa CreaBaTt UHCTPYKLMWUTE Ha Npou3BOaMTENs 3a
cboTBeTHUs TecT RIDASCREEN®,

10. UcTopusa Ha BepcuuTte

Homep Ha Bepcusata Paspen n 3apaHue

2021-12-29 | Bepcus Ha M3aaHneTo

4 2021-12-29 RIDASCREEN®



11. NosAcHeHMe Ha cuMBOnNUTE

Oowm cumsonu

3a in vitro gnarHocTtuyHa ynotpeba
CnasBainTe pbKOBOACTBOTO 3a eKcnsioaTaums
MapTnaeH Homep

[la ce nanonssa npegu

TemnepaTtypa Ha CbxpaHeHue

Homep Ha enemeHT

bpon TectoBe

[aTa Ha npon3BOACTBO

LL<f~"BEE

Mpownssogurten

Cneundunynm 3a Tecta CMMBOMK

CTon peareHT
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