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Product code

Description

PG2305 RIDA®GENE Helicobacter pylori

Components:

PGZ2305PC RIDA®GENE Helicobacter pylori Positive Control

PGZ2305RM RIDA®GENE Helicobacter pylori Reaction Mix

PGZ2305EM RIDA®GENE Helicobacter pylori Taq-Polymerase

PGZ2305IC RIDA®GENE Helicobacter pylori Internal Control
DNA

PGZ2305NC

RIDA®GENE Helicobacter pylori No Template Control
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PA3OEN 1: UpeHTdmkauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Positive Control

Homep Ha apTukyna: PGZ2305PC

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

Hsima HanuuHu Opyru BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHdopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NPU CreLLUHN cry4vaum:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e KnacudurumpaH cnopes perfnaMmeHTa OTHOCHO KnacuduumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CuvrHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHcpopmauusa 3a cbCcTaBKUTE

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NocoYeHnTe NO-A0NYy BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BewecTBa: oTnaga
JonbNHUTENHU YKa3aHus:
dopMynmMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHOCT Aa ce B3eme oT [nasa 16.

\ PA3[MEJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6uwu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.

Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NpW onnakBaHusa obpblyaHe KbM Jiekap.
Cnepn KOHTaKT ¢ KoxaTa: HesabaBHO M3MuMBaHe ¢ BoAa U canyH 1 OOMUIMTHO M3nakBaHe.
Cnepn KOHTAKT ¢ ouuTe:

M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabJnKeHNe Ha HAKOJTIKO MUHYTU.
(npoabrmKkeHne Ha cTp.2)
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Cnep nornbuwade: Npy npoabkasally ONnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPM U HacTbNnBalWu cneg M3BeCcTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHm Opyrn BaXkxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHm Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBeAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumnanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npy aBapMnHO U3nyCcKaHe

6.1 JluuHn npegnasHu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONNMYECTBO BOAA.

[a He ce gonycka nonagaHeTo B KaHann3auusaTa/moBbpXHOCTHW BOAW/MOANOYBEHN BOOMN.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYNCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbPrOTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30MacHOTO MaHMNynMpaHe BUX rnaea 7.

3a nHdopmauumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUXK rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca HeOOXo04MMM cneumanHn MepKU.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHu MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm nanckBaHus.
Yka3saHusa npu o6uo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHu Opyrn BaXXHW CBEOEHMS.

\ PA3ENN 8: KoHTpon Ha eKcno3uuuATa/NnMYHU npeanasHyn cpeacTsea

8.1 NMapameTpun Ha KOHTpoON

CbCcTaBHU YacTu CbC CBbpP3aHU ¢ paboTHMTE MecTa, Nnoanexawm Ha crneaeHe rpaHUuYHU
CTOMHOCTMU:

MpoayKkTbT He CbAbpXKa peneBaHTHM KONUYeCTBa BellecTBa CbC CBbP3aHu ¢ paboTHUTe MecTa

nognexatum Ha crnegeHe rpaHnyHn CTOMHOCTH.
(npogbmkeHne Ha cTp.3)
BG



Ctpanuua: 3/8 : i r
WHdopmaLmoHeH nucT 3a 6esonacHoct-biopharm
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha oTnevartBaHe: 15.02.2022 npepaboTteHo Ha: 15.02.2022
Homep Ha BepcuaTa 3.0 (3amecTtBa Bepeust 2.0)

Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Positive Control

(NpoabmkeHue ot cTp.2)
,D,Oﬂ'anMTe.ﬂHVI YKazaHusA: KaTto ocHoBa CnyXXuxa BannaHuTe npu CbCTaBAHETO JIUCTU.

8.2 KoHTpon Ha eKkcno3nuusaTa

Moaxoasiy nHXXeHepeH KOHTPOo Hama apyrv gaHHK, BMK ToYkKa 7.

JInyHm npeanasHu cpeacTBa:

O6wWu npeAnasHn U XUrMEHHU MepPKU:

Cnenpa ga ce cvbnogasaT obnyanHnTe NpegoxpaHnTenHM MepKN Npu pabota ¢ XumMuKanm.
OuxaTtenHa 3awmTa: He e Heob6xogMmo.

3awmTa Ha pbueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa ga e HEMPOMyCKNMB U YCTONYMB cpelly npoaykra /
BELLECTBOTO / npenapara.

Mopagm nunca Ha TecToBe He MOXxe Aa 6bAe JageHa npenopbka 3a MaTepuarna Ha pbkaBuuuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKaru.

N36op Ha maTepumana 3a pbKaBuuu C orfieq Ha BpeMeHaTta 3a npobuBs, cTeneHTa Ha NPOHUKBaHE U
gerpagauusTa.

MaTtepuan 3a pbkaBuum

N36opbT Ha nogxoasdiula pbkaBuua 3aBUCKU He CaMO OT MaTepuarna, a U OT APYrY Ka4yeCTBEHMU
XapaKkTepuUCTUKN M e pasfMyeH Npu pasnuyHuTe npom3BoauTenun. TbW KaTo NPOAYKTbT
npeacTaBnsiBa npenapaT OT HAKOJIKO BELLEeCTBa, yCTOMYMBOCTTA Ha MaTepuannTte 3a pbkaBuuu He e
npeaBvavMMa 1 nopaam Toea Tpsabea Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHUKBaHe Ha MmaTtepuana 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuuM U Aa ce
cnassa.

3a npoAbXUTEeNeH KOHTAKT ca NoAXoAslWM pbKkaBMLM, NPpOu3BefeHu OT crnepgHuTte
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3aLUMTHU pbKaBuuM U Aa ce
cnassa.

KaTo 3awuTa cpelly NpbCKM ca NoagxoAsawM pbKaBuuU, Npou3BeAeHU OT cregHuTe
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuumM U Aa ce
cnasea.

3awmTa Ha ouuTe: [pu NpecunsBaHe ca NPeNnoOpPbYNTENHUN 3aLUUTHU OYMna.

\ PA3OEN 9: ®13n4HM N XMMUYHM CBOUCTBA

9.1 UHdopmaLMss OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wu gaHHKU

ArperaTtHo cbCTOsIHUe TEYHO

UBaT 0e3uBeTHO

Mupwuc: XapakTepHo

paHuua Ha Mupuca: He e onpepeneHo.

Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U MHTepBasn Ha KuneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBbpPAO BewecTBO, ras): HEeNpUNoOXmmMo

[onHa v ropHa rpaHuua Ha eKCNNo3nBHOCT

DonHa: He e onpegeneHo.

FopHa: He e onpepeneHo.

Touka Ha Bb3nJslaMeHsIBaHe: HEeNPUNOXMMo

Temnepartypa Ha camo3anarnBaHe: MpoaykTbT HE e camo3ananum.

Temnepatypa Ha pasnaraHe: He e onpepeneHo.

pH-cTtonHocT npwm 20 °C: 8

Buckosurer:

KvuHemaTn4yeH BUCKoO3uTeT He e onpegeneHo.

(npoabmkeHne Ha cTp.4)
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OWHaAMMUYeH: He e onpegeneHo.

PastBOpumocT

Bopa: HanMbAHO CMECUMO

KoechmumeHT Ha pasnpeneneHume: n-okraHon/

BopAa: He e onpegeneHo.

Hansrane Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/MNK OTHOCUTENHA NTLTHOCT

MnbTHOCT NpM 20 °C: 0,997 r/cm?®
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

Ekcnno3nBHu cBOMCTBA: MpoOyKkTbT HE € B3pMBOOMNAaCeEH.
CbAabpxKaHMe Ha pa3TBOpUTEN:

Bopa: 95,0 %

CbAabpKaHMe Ha TBBPAO BeLlecTBO: 5,0 %

NMpomsiHa Ha cbCTOAAHUETO

CKoOpoOCT Ha usnapsisaHe He e onpegeneHo.

UHdopmaumna BB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aepo3sonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananMmm Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTBa n cmecu, oTAenAwWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAMY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
HeceHCMOUNM3MpPaHN eKCnno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabumnHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce U3dArear:

Hawma pasnaraHe npu n3nonasaHe no npegHasHavyeHne

10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHn peakuum.

10.4 YcnoBus, Kouto TpsioBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.

10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHW Apyry BaXXHU CBEOEHUS.
(npoabmkeHne Ha cTp.5)
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10.6 OnacHu npoAyKTu Ha pa3nagaHe: He ca M3BECTHM onacHM NPOAYKTU Ha pasnaraHeTo.

\ PA3OEN 11: TokcukonornyHa nHcpopmauums

11.1 UHpopmaumsa 3a TOKCUKOSNOrMYHUTE eheKTun

OcTpa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
Kopo3uBHocT/Apa3HeHe Ha KoxaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
CeHcubunMsaumus Ha guxaTenHUTe NbTULLA UK KoXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
MyTareHHOCT Ha 3apOAVLLHUTE KIeTKN

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
PenpoaykTMBHa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Cca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumduryHa TOKCUYHOCT 3a onpeaesieHn opraHu) - e4HOKpaTHa eKCno3nuumsa
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
CTOO (cneumdryHa TOKCUYHOCT 3a onpeAesieHn opraHn) - NOBTapsLla ce eKCno3nyms
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
OnacHocCT npu BAMLIBaHe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
11.2 UHcbopmaumsa 3a Apyrn onacHoOCTH

CBowncTBa, HapyuwaBaliu (*)yHKLIMMTe Ha eHAOKPUHHAaTa cucrtema
He e n3bpoeHo HUTO eHO OT CbabpXKalluTe ce BeLlecTBa

\ PA3EN 12: Ekonorn4yHa nHdopmaums

12.1 TokcuyHocT
AxkBaTU4YHa TOKCUYHOCT: HAMa HannyHW apyru BaXKHN CBEAEHMS.
12.2 YcTOMYMBOCT M pa3rpagMMocT HsiMa HanuyHu ApyrM BaXHU CBELAEHWS.
12.3 Bnoakymynupaiia cnocobHoOCT Hsima HanuyHu Apyru BaXKHW CBEAEHUS.
12.4 NMpeHocMocCT B noyBaTta Hama Hanu4Hu Apyri BaXXHU CBEOEHUS.
12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB
PBT: Henpunoxmmo
vPVB: Henpunoxumo
12.6 CBoMcTBa, HapywaBawm (pyHKLMMTE Ha eHAOKPUHHATa cucTtema
MpoayKkTbT HEe CbabpXKa BellecTBa CbC CBOMCTBA, pa3pyLlaBalln eHOOKPpUHHaTa cuctema.
12.7 Opyrv HeGnaronpuaTHu edhekTn
Opyrn eKoNnornyHn yKkasaHusa:
O6wWwu ykasaHus:
Knac Ha 3ambpcaBaHe Ha Bogute 1 (cobcTBeHa knacudukaums): crnabo sambpcsaBalLo BoauTe
[a He ce gonycka nonagaHeTo Hepa3peaeHo, pecn. B NO-rofieMmn KonuyecTtsa B NoanoyYBeHuTe
BOAW, BOOHWU HacenHn nnu kaHanusauumsaTa.
BG
(npoabmkeHne Ha cTp.6)
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\ PA3OENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCaHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Bopaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPAHCNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHUe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
notpeburtenute HenpuUNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXMMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropHMTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHdopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3akoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO Nnoco4yeHu onacHu BewlecTBa - MPUNTOXEHUE |
He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

OupektuBa 2011/65/EC oTHOCHO orpaHM4YeHUeTO 3a ynotpebaTta Ha onpeeneHn onacHu
BellecTBa B €IeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

PETMAMEHT (EC) 2019/1148

NMpunoxenne | - NTPEKYPCOPU HA B3PUBHU BEWECTBA Noa4 OrPAHUYEHUE
(MakcumanHo gonycTuma CTOMHOCT 3a LiefNiuTe Ha u3gaBaHe Ha pa3pelleHUs CbINacHoO YneH
5, naparpad 3)

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

(npoabmkeHne Ha cTp.7)
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MpunoxeHwue Il - MIPEKYPCOPU HA B3PBHU BELLECTBA, NOANEXXALLUX HA OOKNAOBAHE
He e n3bpoeHo HUTO eaHO OT CbabpXKalmTe ce BewecTsa

PernamenT (EO) Ne 273/2004 oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HNTO eqHO OT CbAbpXKalLMTe ce BellecTBa

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHTI HAa TbProBUsiTa MeXxay
O6wWHOCTTa U TPETU CTPaHU B 0BnacTTa Ha NpeKypcopurte

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

HauunoHanHm npeanuncaHus:

Knac Ha 3ambpcsiBaHe Ha Bopara:

Knac Ha 3ambpcaBaHe Ha BoauTe 1(cobcTBeHa knacudmkaums): cnabo sambpcaBallo BOAMTE.
15.2 OueHka Ha 6e30MacHOCT Ha XMMUYHO BELLECTBO UJIU CMEeC:

Xnmundecka 6€30MacHOCT 3a OLEHKa He e U3BbpLUEHa.

\ PA3[MEJ 16: Opyra nicpopmaumsa

[laHHUTe NoYMBAT Ha HACTOSLLOTO PABHULLE HA MO3HAHMSATA HU, HO TE He MPeACTaBnABaT rapaHums
3a cBOWCTBAaTa Ha NpoadykTa U He 060CHOBaBaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBawo nucta ¢ gaHHU HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHU CBeTOBHM HOMepa 3a CNeLUHU cry4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637

(npogbmkeHne Ha cTp.8)
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Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Homep Ha npeauwHaTta Bepcua : 2.0
CbKpalweHUst 1 aKpOHUMU:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
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PA3OEN 1: UpeHTdmkauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Reaction Mix

Homep Ha apTukyna: PGZ2305RM

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

Hsima HanuuHu Opyru BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHdopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NPU CreLLUHN cry4vaum:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e KnacudurumpaH cnopes perfnaMmeHTa OTHOCHO KnacuduumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CuvrHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHcpopmauusa 3a cbCcTaBKUTE

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NocoYeHnTe NO-A0NYy BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BewecTBa: oTnaga
JonbNHUTENHU YKa3aHus:
dopMynmMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHOCT Aa ce B3eme oT [nasa 16.

\ PA3[MEJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6uwu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.

Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NpW onnakBaHusa obpblyaHe KbM Jiekap.
Cnepn KOHTaKT ¢ KoxaTa: HesabaBHO M3MuMBaHe ¢ BoAa U canyH 1 OOMUIMTHO M3nakBaHe.
Cnepn KOHTAKT ¢ ouuTe:

M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabJnKeHNe Ha HAKOJTIKO MUHYTU.
(npoabrmKkeHne Ha cTp.2)
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Cnep nornbuwade: Npy npoabkasally ONnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPM U HacTbNnBalWu cneg M3BeCcTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHm Opyrn BaXkxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHm Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBeAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumnanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npy aBapMnHO U3nyCcKaHe

6.1 JluuHn npegnasHu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONNMYECTBO BOAA.

[a He ce gonycka nonagaHeTo B KaHann3auusaTa/moBbpXHOCTHW BOAW/MOANOYBEHN BOOMN.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYNCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbPrOTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30MacHOTO MaHMNynMpaHe BUX rnaea 7.

3a nHdopmauumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUXK rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca HeOOXo04MMM cneumanHn MepKU.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHu MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm nanckBaHus.
Yka3saHusa npu o6uo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHu Opyrn BaXXHW CBEOEHMS.

\ PA3ENN 8: KoHTpon Ha eKcno3uuuATa/NnMYHU npeanasHyn cpeacTsea

8.1 NMapameTpun Ha KOHTpoON

CbCcTaBHU YacTu CbC CBbpP3aHU ¢ paboTHMTE MecTa, Nnoanexawm Ha crneaeHe rpaHUuYHU
CTOMHOCTMU:

MpoayKkTbT He CbAbpXKa peneBaHTHM KONUYeCTBa BellecTBa CbC CBbP3aHu ¢ paboTHUTe MecTa

nognexatum Ha crnegeHe rpaHnyHn CTOMHOCTH.
(npogbmkeHne Ha cTp.3)
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,D,Oﬂ'anMTe.ﬂHVI YKazaHusA: KaTto ocHoBa CnyXXuxa BannaHuTe npu CbCTaBAHETO JIUCTU.

8.2 KoHTpon Ha eKkcno3nuusaTa

Moaxoasiy nHXXeHepeH KOHTPOo Hama apyrv gaHHK, BMK ToYkKa 7.

JInyHm npeanasHu cpeacTBa:

O6wWu npeAnasHn U XUrMEHHU MepPKU:

Cnenpa ga ce cvbnogasaT obnyanHnTe NpegoxpaHnTenHM MepKN Npu pabota ¢ XumMuKanm.
OuxaTtenHa 3awmTa: He e Heob6xogMmo.

3awmTa Ha pbueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa ga e HEMPOMyCKNMB U YCTONYMB cpelly npoaykra /
BELLECTBOTO / npenapara.

Mopagm nunca Ha TecToBe He MOXxe Aa 6bAe JageHa npenopbka 3a MaTepuarna Ha pbkaBuuuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKaru.

N36op Ha maTepumana 3a pbKaBuuu C orfieq Ha BpeMeHaTta 3a npobuBs, cTeneHTa Ha NPOHUKBaHE U
gerpagauusTa.

MaTtepuan 3a pbkaBuum

N36opbT Ha nogxoasdiula pbkaBuua 3aBUCKU He CaMO OT MaTepuarna, a U OT APYrY Ka4yeCTBEHMU
XapaKkTepuUCTUKN M e pasfMyeH Npu pasnuyHuTe npom3BoauTenun. TbW KaTo NPOAYKTbT
npeacTaBnsiBa npenapaT OT HAKOJIKO BELLEeCTBa, yCTOMYMBOCTTA Ha MaTepuannTte 3a pbkaBuuu He e
npeaBvavMMa 1 nopaam Toea Tpsabea Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHUKBaHe Ha MmaTtepuana 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuuM U Aa ce
cnassa.

3a npoAbXUTEeNeH KOHTAKT ca NoAXoAslWM pbKkaBMLM, NPpOu3BefeHu OT crnepgHuTte
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3aLUMTHU pbKaBuuM U Aa ce
cnassa.

KaTo 3awuTa cpelly NpbCKM ca NoagxoAsawM pbKaBuuU, Npou3BeAeHU OT cregHuTe
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuumM U Aa ce
cnasea.

3awmTa Ha ouuTe: [pu NpecunsBaHe ca NPeNnoOpPbYNTENHUN 3aLUUTHU OYMna.

\ PA3OEN 9: ®13n4HM N XMMUYHM CBOUCTBA

9.1 UHdopmaLMss OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wu gaHHKU

ArperaTtHo cbCTOsIHUe TEYHO

UBaT 0e3uBeTHO

Mupwuc: XapakTepHo

paHuua Ha Mupuca: He e onpepeneHo.

Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U MHTepBasn Ha KuneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBbpPAO BewecTBO, ras): HEeNpUNoOXmmMo

[onHa v ropHa rpaHuua Ha eKCNNo3nBHOCT

DonHa: He e onpegeneHo.

FopHa: He e onpepeneHo.

Touka Ha Bb3nJslaMeHsIBaHe: HEeNPUNOXMMo

Temnepartypa Ha camo3anarnBaHe: MpoaykTbT HE e camo3ananum.

Temnepatypa Ha pasnaraHe: He e onpepeneHo.

pH-cTtonHocT npwm 20 °C: 8

Buckosurer:

KvuHemaTn4yeH BUCKoO3uTeT He e onpegeneHo.

(npoabmkeHne Ha cTp.4)
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OWHaAMMUYeH: He e onpegeneHo.

PastBOpumocT

Bopa: HanMbAHO CMECUMO

KoechmumeHT Ha pasnpeneneHume: n-okraHon/

BopAa: He e onpegeneHo.

Hansrane Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/MNK OTHOCUTENHA NTLTHOCT

MnbTHOCT NpM 20 °C: 0,997 r/cm?®
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

Ekcnno3nBHu cBOMCTBA: MpoOyKkTbT HE € B3pMBOOMNAaCeEH.
CbAabpxKaHMe Ha pa3TBOpUTEN:

Bopa: 95,0 %

CbAabpKaHMe Ha TBBPAO BeLlecTBO: 5,0 %

NMpomsiHa Ha cbCTOAAHUETO

CKoOpoOCT Ha usnapsisaHe He e onpegeneHo.

UHdopmaumna BB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aepo3sonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananMmm Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTBa n cmecu, oTAenAwWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAMY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
HeceHCMOUNM3MpPaHN eKCnno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabumnHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce U3dArear:

Hawma pasnaraHe npu n3nonasaHe no npegHasHavyeHne

10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHn peakuum.

10.4 YcnoBus, Kouto TpsioBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.

10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHW Apyry BaXXHU CBEOEHUS.
(npoabmkeHne Ha cTp.5)
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10.6 OnacHu npoAyKTu Ha pa3nagaHe: He ca M3BECTHM onacHM NPOAYKTU Ha pasnaraHeTo.

\ PA3OEN 11: TokcukonornyHa nHcpopmauums

11.1 UHpopmaumsa 3a TOKCUKOSNOrMYHUTE eheKTun

OcTpa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
Kopo3uBHocT/Apa3HeHe Ha KoxaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
CeHcubunMsaumus Ha guxaTenHUTe NbTULLA UK KoXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
MyTareHHOCT Ha 3apOAVLLHUTE KIeTKN

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
PenpoaykTMBHa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Cca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumduryHa TOKCUYHOCT 3a onpeaesieHn opraHu) - e4HOKpaTHa eKCno3nuumsa
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
CTOO (cneumdryHa TOKCUYHOCT 3a onpeAesieHn opraHn) - NOBTapsLla ce eKCno3nyms
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
OnacHocCT npu BAMLIBaHe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
11.2 UHcbopmaumsa 3a Apyrn onacHoOCTH

CBowncTBa, HapyuwaBaliu (*)yHKLIMMTe Ha eHAOKPUHHAaTa cucrtema
He e n3bpoeHo HUTO eHO OT CbabpXKalluTe ce BeLlecTBa

\ PA3EN 12: Ekonorn4yHa nHdopmaums

12.1 TokcuyHocT
AxkBaTU4YHa TOKCUYHOCT: HAMa HannyHW apyru BaXKHN CBEAEHMS.
12.2 YcTOMYMBOCT M pa3rpagMMocT HsiMa HanuyHu ApyrM BaXHU CBELAEHWS.
12.3 Bnoakymynupaiia cnocobHoOCT Hsima HanuyHu Apyru BaXKHW CBEAEHUS.
12.4 NMpeHocMocCT B noyBaTta Hama Hanu4Hu Apyri BaXXHU CBEOEHUS.
12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB
PBT: Henpunoxmmo
vPVB: Henpunoxumo
12.6 CBoMcTBa, HapywaBawm (pyHKLMMTE Ha eHAOKPUHHATa cucTtema
MpoayKkTbT HEe CbabpXKa BellecTBa CbC CBOMCTBA, pa3pyLlaBalln eHOOKPpUHHaTa cuctema.
12.7 Opyrv HeGnaronpuaTHu edhekTn
Opyrn eKoNnornyHn yKkasaHusa:
O6wWwu ykasaHus:
Knac Ha 3ambpcaBaHe Ha Bogute 1 (cobcTBeHa knacudukaums): crnabo sambpcsaBalLo BoauTe
[a He ce gonycka nonagaHeTo Hepa3peaeHo, pecn. B NO-rofieMmn KonuyecTtsa B NoanoyYBeHuTe
BOAW, BOOHWU HacenHn nnu kaHanusauumsaTa.
BG
(npoabmkeHne Ha cTp.6)
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\ PA3OENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCaHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Bopaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPAHCNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHUe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
notpeburtenute HenpuUNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXMMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropHMTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHdopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3akoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO Nnoco4yeHu onacHu BewlecTBa - MPUNTOXEHUE |
He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

OupektuBa 2011/65/EC oTHOCHO orpaHM4YeHUeTO 3a ynotpebaTta Ha onpeeneHn onacHu
BellecTBa B €IeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

PETMAMEHT (EC) 2019/1148

NMpunoxenne | - NTPEKYPCOPU HA B3PUBHU BEWECTBA Noa4 OrPAHUYEHUE
(MakcumanHo gonycTuma CTOMHOCT 3a LiefNiuTe Ha u3gaBaHe Ha pa3pelleHUs CbINacHoO YneH
5, naparpad 3)

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

(npoabmkeHne Ha cTp.7)
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MpunoxeHwue Il - MIPEKYPCOPU HA B3PBHU BELLECTBA, NOANEXXALLUX HA OOKNAOBAHE
He e n3bpoeHo HUTO eaHO OT CbabpXKalmTe ce BewecTsa

PernamenT (EO) Ne 273/2004 oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HNTO eqHO OT CbAbpXKalLMTe ce BellecTBa

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHTI HAa TbProBUsiTa MeXxay
O6wWHOCTTa U TPETU CTPaHU B 0BnacTTa Ha NpeKypcopurte

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

HauunoHanHm npeanuncaHus:

Knac Ha 3ambpcsiBaHe Ha Bopara:

Knac Ha 3ambpcaBaHe Ha BoauTe 1(cobcTBeHa knacudmkaums): cnabo sambpcaBallo BOAMTE.
15.2 OueHka Ha 6e30MacHOCT Ha XMMUYHO BELLECTBO UJIU CMEeC:

Xnmundecka 6€30MacHOCT 3a OLEHKa He e U3BbpLUEHa.

\ PA3[MEJ 16: Opyra nicpopmaumsa

[laHHUTe NoYMBAT Ha HACTOSLLOTO PABHULLE HA MO3HAHMSATA HU, HO TE He MPeACTaBnABaT rapaHums
3a cBOWCTBAaTa Ha NpoadykTa U He 060CHOBaBaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBawo nucta ¢ gaHHU HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHU CBeTOBHM HOMepa 3a CNeLUHU cry4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637

(npogbmkeHne Ha cTp.8)
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Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Homep Ha npeauwHaTta Bepcua : 2.0
CbKpalweHUst 1 aKpOHUMU:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
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PA3OEN 1: UpeHTdmkauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Tag-Polymerase

Homep Ha apTtukyna: PGZ2305EM

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

Hsima HanuuHu Opyru BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHdopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NPU CreLLUHN cry4vaum:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e KnacudurumpaH cnopes perfnaMmeHTa OTHOCHO KnacuduumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CuvrHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHcpopmauusa 3a cbCcTaBKUTE

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NocoYeHnTe NO-A0NYy BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BewecTBa: oTnaga
JonbNHUTENHU YKa3aHus:
dopMynmMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHOCT Aa ce B3eme oT [nasa 16.

\ PA3[MEJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6uwu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.

Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NpW onnakBaHusa obpblyaHe KbM Jiekap.
Cnepn KOHTaKT ¢ KoxaTa: HesabaBHO M3MuMBaHe ¢ BoAa U canyH 1 OOMUIMTHO M3nakBaHe.
Cnepn KOHTAKT ¢ ouuTe:

M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabJnKeHNe Ha HAKOJTIKO MUHYTU.
(npoabrmKkeHne Ha cTp.2)
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Cnep nornbuwade: Npy npoabkasally ONnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPM U HacTbNnBalWu cneg M3BeCcTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHm Opyrn BaXkxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHm Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBeAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumnanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npy aBapMnHO U3nyCcKaHe

6.1 JluuHn npegnasHu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONNMYECTBO BOAA.

[a He ce gonycka nonagaHeTo B KaHann3auusaTa/moBbpXHOCTHW BOAW/MOANOYBEHN BOOMN.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYNCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbPrOTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30MacHOTO MaHMNynMpaHe BUX rnaea 7.

3a nHdopmauumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUXK rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca HeOOXo04MMM cneumanHn MepKU.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHu MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm nanckBaHus.
Yka3saHusa npu o6uo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHu Opyrn BaXXHW CBEOEHMS.

\ PA3ENN 8: KoHTpon Ha eKcno3uuuATa/NnMYHU npeanasHyn cpeacTsea

8.1 NMapameTpun Ha KOHTpoON

CbCcTaBHU YacTu CbC CBbpP3aHU ¢ paboTHMTE MecTa, Nnoanexawm Ha crneaeHe rpaHUuYHU
CTOMHOCTMU:

MpoayKkTbT He CbAbpXKa peneBaHTHM KONUYeCTBa BellecTBa CbC CBbP3aHu ¢ paboTHUTe MecTa

nognexatum Ha crnegeHe rpaHnyHn CTOMHOCTH.
(npogbmkeHne Ha cTp.3)
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,D,Oﬂ'anMTe.ﬂHVI YKazaHusA: KaTto ocHoBa CnyXXuxa BannaHuTe npu CbCTaBAHETO JIUCTU.

8.2 KoHTpon Ha eKkcno3nuusaTa

Moaxoasiy nHXXeHepeH KOHTPOo Hama apyrv gaHHK, BMK ToYkKa 7.

JInyHm npeanasHu cpeacTBa:

O6wWu npeAnasHn U XUrMEHHU MepPKU:

Cnenpa ga ce cvbnogasaT obnyanHnTe NpegoxpaHnTenHM MepKN Npu pabota ¢ XumMuKanm.
OuxaTtenHa 3awmTa: He e Heob6xogMmo.

3awmTa Ha pbueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa ga e HEMPOMyCKNMB U YCTONYMB cpelly npoaykra /
BELLECTBOTO / npenapara.

Mopagm nunca Ha TecToBe He MOXxe Aa 6bAe JageHa npenopbka 3a MaTepuarna Ha pbkaBuuuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKaru.

N36op Ha maTepumana 3a pbKaBuuu C orfieq Ha BpeMeHaTta 3a npobuBs, cTeneHTa Ha NPOHUKBaHE U
gerpagauusTa.

MaTtepuan 3a pbkaBuum

N36opbT Ha nogxoasdiula pbkaBuua 3aBUCKU He CaMO OT MaTepuarna, a U OT APYrY Ka4yeCTBEHMU
XapaKkTepuUCTUKN M e pasfMyeH Npu pasnuyHuTe npom3BoauTenun. TbW KaTo NPOAYKTbT
npeacTaBnsiBa npenapaT OT HAKOJIKO BELLEeCTBa, yCTOMYMBOCTTA Ha MaTepuannTte 3a pbkaBuuu He e
npeaBvavMMa 1 nopaam Toea Tpsabea Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHUKBaHe Ha MmaTtepuana 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuuM U Aa ce
cnassa.

3a npoAbXUTEeNeH KOHTAKT ca NoAXoAslWM pbKkaBMLM, NPpOu3BefeHu OT crnepgHuTte
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3aLUMTHU pbKaBuuM U Aa ce
cnassa.

KaTo 3awuTa cpelly NpbCKM ca NoagxoAsawM pbKaBuuU, Npou3BeAeHU OT cregHuTe
MaTepuanu:

To4yHOTO BpeMe Ha NpobuB crieedBa Aa ce y3Hae OT NPOM3BOAMTENS Ha 3alUMTHU pbKaBuumM U Aa ce
cnasea.

3awmTa Ha ouuTe: [pu NpecunsBaHe ca NPeNnoOpPbYNTENHUN 3aLUUTHU OYMna.

\ PA3OEN 9: ®13n4HM N XMMUYHM CBOUCTBA

9.1 UHdopmaLMss OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wu gaHHKU

ArperaTtHo cbCTOsIHUe TEYHO

UBaT 0e3uBeTHO

Mupwuc: XapakTepHo

paHuua Ha Mupuca: He e onpepeneHo.

Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U MHTepBasn Ha KuneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBbpPAO BewecTBO, ras): HEeNpUNoOXmmMo

[onHa v ropHa rpaHuua Ha eKCNNo3nBHOCT

DonHa: He e onpegeneHo.

FopHa: He e onpepeneHo.

Touka Ha Bb3nnamMeHsiBaHe: 160 °C

Temnepartypa Ha camo3anarnBaHe: MpooyKTbT HE e caMo3ananum.

Temnepatypa Ha pasnaraHe: He e onpepeneHo.

pH-cTtonHocT npwm 20 °C: 8

Buckosurer:

KvuHemaTn4yeH BUCKoO3uTeT He e onpegeneHo.

(npoabmkeHne Ha cTp.4)
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OWHaAMMUYeH: He e onpegeneHo.

PastBOpumocT

Bopa: HanMbAHO CMECUMO

KoechmumeHT Ha pasnpeneneHume: n-okraHon/

BopAa: He e onpegeneHo.

Hansrane Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/MNK OTHOCUTENHA NTLTHOCT

MnbTHOCT NpM 20 °C: 1,0157 r/cm?
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

TemnepaTtypa Ha Bb3nfiaMeHsIBaHe: 400 °C (56-81-5 glycerol)
Ekcnno3nBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNAaCeEH.
CbAabpxKaHMe Ha pa3TBOpUTEN:

OpraHu4HM pa3TBOpPUTENN: 71%

Bopa: 91,9 %

CbAabpKaHMe Ha TBbPAO BeLLecTBO: 1,0 %

NMpomsiHa Ha cbCTOAAHUETO

CKoOpoOCT Ha usnapsisaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka C KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBBbpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa n cmecu, oTAenAwWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
HeceHCMOUNM3MpPaHN eKCnno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabumnHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce N3dArear:
Hsima pasnaraHe npu nsnonssaHe no npeaHasHavyeHue

10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHun peakuum.
(npoabmkeHne Ha cTp.5)
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10.4 YcnoBus, kouto TpsAAbBa Aa ce usbsareaTt Hama HanvyHM gpyru BaKHN CBEAEHUS.
10.5 HecbBMecTUMM MaTepuanu: Hama Hanu4Hu gpyru BaxkHu CBEOEHWUS.
10.6 OnacHu NnpoAyKTK Ha pa3nagaHe: He ca M3BECTHM onacHM NPOAYKTU Ha pasraraHeTo.

\ PA3OEN 11: TokcukonornyHa nHcpopmauums

11.1 UHcdpopmaumsa 3a TOKCUKONOrMYHUTE eheKTun
OcTpa TOKCUYHOCT
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW HE ca U3MbIHEHU KpUTepunTe 3a KnacuduumpaHe.

PeneBaHTHM 3a KaTteropusauusaTta ctonHoctu Ha LD/LC50 (netanHa po3a/nertanHa
KOHLeHTpaLus)

56-81-5 glycerol

OpanHo LD50 12.600 mr/kr (rat)

Kopo3uBHOCT/Apa3HeHe Ha KoxaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CeHcubunMsaumus Ha guxaTenHUTe NbTULLA UK KoXaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
MyTareHHOCT Ha 3apOAVLLHUTE KIeTKN

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Cca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
KaHueporeHHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
PenpoaykTMBHa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Cca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumduryHa TOKCUYHOCT 3a onpeaesieHn opraHu) - e4HOKpaTHa eKCno3nyumsa
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
CTOO (cneumndryHa TOKCUYHOCT 3a onpeAeryieHn opraHn) - NOBTapsLla ce eKCno3nyms
B3 ocHOBa Ha HanM4yHUTE JaHHW HE ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
OnacHocCT npu BAMLIBaHe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Cca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.

11.2 UHcbopmaumsa 3a Apyrn onacHoOCTH

CBowncTBa, HapyuwaBaliu (*)yHKLIMMTe Ha eHAOKPUHHaTa cucrtema
He e n3bpoeHo HUTO eHO OT CbabpXKalluTe ce BeLlecTBa

\ PA3EN 12: Ekonorn4yHa nHdopmaums

12.1 TokcuyHocT

AxKBaTU4YHa TOKCUYHOCT: HAMa HannyHW apyru BaXKHN CBEAEHMS.

12.2 YcTOMYMBOCT M pa3rpagMMocT HsiMa HanuyHu Opyru BaXXHU CBELAEHWS.
12.3 Bnoakymynupaiia cnocobHoCT Hsima HanuyHu Apyru BaXKHW CBEAEHUS.
12.4 NMpeHocMocCT B noyBaTta HaMa Hanu4Hu Apyri BaXXHU CBEOEHUS.

12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

12.6 CBoMcTBa, HapywaBawm (pyHKLMMTE Ha eHAOKPUHHATa cucTtema
MpoayKkTbT HEe CbabpXKa BellecTBa CbC CBOMCTBA, paspyLlaBalln eHOOKpUHHaTa cuctemMa.
12.7 Opyrv HeGnaronpuaTHu edhekTn

Opyrn eKoNnornyHn yKkasaHusa:

O6wWwu ykasaHusa:

Knac Ha 3ambpcaBaHe Ha Boaute 1 (cobcTBeHa knacudukaums): crnabo sambpcsaBalLo BoauTe
(npoabmkeHne Ha cTp.6)
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[a He ce gonycka nonagaHeTo Hepa3peaeHo, pecn. B NO-rofieMmn Konnyectsa B NO4MNOYBEHUTE
BOAMW, BOOHM HacenHn unmn kaHanusaumaTa.

\ PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHsABaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCAHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbyBaHO NOYUCTBALLO CPEACTBO:

Boaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPAHCMNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 TouyHo Ha HaMMeHOBaHWe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCcNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONHaTa cpeaa:

Mopcku sambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
notpeburtenute HenpuUNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXNMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropH1MTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3akoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKOSNHaTa cpeaa

OupekTtuBa 2012/18/EC

MonmeHHO Nnoco4veHn onacHu BelecTBa - MPUINTOXEHMUE |

He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

OupektuBa 2011/65/EC oTHOCHO orpaHMyYeHUeTO 3a ynotpebaTta Ha onpeeneHn onacHu
BellecTBa B €IeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

(npoabrmkeHne Ha cTp.7)
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PEFMAMEHT (EC) 2019/1148

MNpunoxeHue | - NIPEKYPCOPU HA B3PUBHUW BEWECTBA nNoa OrPAHUYEHUE
(MakcumanHo gonycTumMa CTOMHOCT 3a LienuTe Ha U3gaBaHe Ha pa3peLleHus CbINacHo YneH
5, naparpad 3)

He e n3bpoeHo HNTO egHO OT CbabpXKalLMTe ce BelecTBa

MpunoxeHwue Il - NIPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXXALLUM HA OOKNAOBAHE
He e n3bpoeHo HNTO eqHO OT CbabpXKalLMTe ce BellecTBa

PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHM B 06nacTTa Ha NpekypcopuTte

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

HaunoHanHm npeanncaHua:

Knac Ha 3ambpcsiBaHe Ha BogarTa:

Knac Ha 3ambpcsBaHe Ha BoguTe 1(cobcTBeHa knacundmkaums): cnabo 3ambpcsaBallo BOAUTE.
15.2 OueHka Ha 6e30NacHOCT Ha XMMUYHO BeLLeCTBO UIN CMeC:

Xnmmnyecka 6€30MacHOCT 3a OLEHKa He e N3BbpLUEHa.

\ PA3OEN 16: Opyra nucgpopmauus

[laHHMTEe noumnBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ He npeacTaBnAaBaT rapaHuua
3a cBoWCTBaTa Ha npoaykra n He obocHoBaBaTt 00roBOpPHO NpaBOOTHOLUEHME.

M3paBallo nucTa ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a KoHTakTU: QS 0049-6151-8102-0

MecTHM CBETOBHM HOMepa 3a CMELUHU cry4au:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

(npoabmkeHne Ha cTp.8)
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India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Homep Ha npeauwHaTta Bepcua : 2.0
CbKpalweHUst U aKpOHUMMU:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic

vPVB: very Persistent and very Bioaccumulative
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PA3OEN 1: UpeHTdmkauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Internal Control DNA

Homep Ha apTtukyna: PGZ2305IC

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

Hsima HanuuHu Opyru BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHdopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NPU CreLLUHN cry4vaum:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e KnacudurumpaH cnopes perfnaMmeHTa OTHOCHO KnacuduumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CuvrHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHcpopmauusa 3a cbCcTaBKUTE

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NocoYeHnTe NO-A0NYy BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BewecTBa: oTnaga
JonbNHUTENHU YKa3aHus:
dopMynmMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHOCT Aa ce B3eme oT [nasa 16.

\ PA3[MEJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6uwu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.

Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NpW onnakBaHusa obpblyaHe KbM Jiekap.
Cnepn KOHTaKT ¢ KoxaTa: HesabaBHO M3MuMBaHe ¢ BoAa U canyH 1 OOMUIMTHO M3nakBaHe.
Cnepn KOHTAKT ¢ ouuTe:

M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabJnKeHNe Ha HAKOJTIKO MUHYTU.
(npoabrmKkeHne Ha cTp.2)
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Cnep nornbuwade: Npy npoabkasally ONnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPM U HacTbNnBalWu cneg M3BeCcTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHm Opyrn BaXkxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHm Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBeAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumnanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npy aBapMnHO U3nyCcKaHe

6.1 JluuHn npegnasHu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONNMYECTBO BOAA.

[a He ce gonycka nonagaHeTo B KaHann3auusaTa/moBbpXHOCTHW BOAW/MOANOYBEHN BOOMN.
6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYNCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbPrOTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

He ce ocBoboxgaBaTt onacHu BellecTBa.

3a nHgopmauusa 3a 6e30MacHOTO MaHMNynNuMpaHe BUX rnaea 7.

3a nHdopmaumsa 3a nM4HUTE NpeanasHu cpeacTsa Bk rnasa 8.

3a nHgopmauusa 3a OTCTpaHABaAHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca HEOOXo0aMMM cneumanHy MepKU.
YKazaHuA 3a npeaoTBpaTABaHe Ha noxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHn MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm u3anckBaHus.
Yka3zaHusa npu obwo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHu opyrn BaXXHW CBEOEHMS.
BG
(npoabmkeHne Ha cTp.3)
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\ PA3ENN 8: KoHTpon Ha ekcno3uuuaTa/nMyYHu npeanasHyu cpeacTtsBa

8.1 NapameTpu Ha KOHTpON

CbCTaBHM HYacTu CbC CBLP3aHM C paboTHUTE MecTa, noAasiexalm Ha criegeHe rpaHuYvyHu
CTOWHOCTMH:

MpoOykTLT He CbAbpXa peneBaHTHM KONMYEeCcTBa BelecTBa CbC CBbp3aHn ¢ paboTHUTEe MecTa
noanexatum Ha cnefgeHe rpaHUYHN CTOMHOCTMW.

JonbnHUTeNnHM ykasaHuaA: Kato ocHoBa crnyxuxa BanuaHuTe Npy CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha eKkcno3nuusTa

MoaxoAsiy nHXeHepeH KOHTpon Hama Apyrn AaHHK, BUX To4Yka 7.

JInyHm npeanasHu cpeacrtea:

O6wWwu npeAnasHU U XUTMEHHU MEepPKU:

Cnepga ga ce cvbnogasaT obuyanHnTe npegoxpaHUTenHU Mepkun npu pabota ¢ Xumukanm.
OuxarenHa 3awumTa: He e Heob6xoammo.

3awumTa Ha pbueTe:

MaTtepuansT Ha pbkaBuuaTa TpsabBa ga e HENPONyCKNUB U YyCTOWYUB cpelly npoaykra /
BeLLecTBOTO / npenapara.

Mopaau nunca Ha TecToBe He MOXe Aa 6bJe AafeHa Npenopbka 3a MaTepuana Ha pbkaBuLuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKarnMu.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, cTeneHTa Ha NPoOHUKBaHe 1
JerpagauusTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiuia pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayecTBeHu
XapakTepUCTUKN U e pasfnumyeH Npu pasnuyHute npoumsBoauTenun. Tbil KaTo NPOAYKTHT
npeacTasnsiBa npenapart OT HAKOMKO BeLLecTBa, YCTOMYMBOCTTA HA MaTepranuTe 3a pbkaBuLm He e
npeasvavMMa 1 nopaau Tosa Tpsabsa Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

To4uHOTO Bpeme Ha NnpobuB cneeasa Aa ce y3Hae OT NMPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U a ce
cnassa.

3a npoAbIXUTENIEeH KOHTAKT ca noAxXxoAslM pbKkaBuLM, NPOU3BeAEeHU OT crnegHuTe
MaTepuanu:

To4uHOTO Bpeme Ha Nnpobus cneeasa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U Aa ce
cnassa.

KaTo 3awmTa cpelly NnpbCKM ca noaxoAsawy pbKaBuLM, NPpOU3BEeAEeHU OT creaHuTe
MaTepwuanu:

To4uHOTO Bpeme Ha npobuB cneensa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U Aa ce
cnassa.

3awmTa Ha ouuTe: [Mpu NpecuneBaHe ca NPeNOPbYNTENHUN 3ALUUTHU OYMna.

\ PA3OEJ 9: ®u3M4HM U XMMUYHU CBOUCTBA

9.1 UHdopmaLsas OTHOCHO OCHOBHUTE (hU3UYHU U XMUMUYHU CBOUCTBA

O6wu gaHHu

ArperaTtHo cbCTOsiHUe TEeYHO

Usar 06e3uBeTHO

Mwupuc: XapakTepHo

FpaHuua Ha Mupuca: He e onpegeneHo.

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U HTepBasn Ha KuneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBBbPAO BeLLecTBO, ras): HEeNPUIOXNMo

[onHa v ropHa rpaHuua Ha eKCnNno3nBHOCT

DonHa: He e onpegeneHo.

(npoabmkeHne Ha cTp.4)
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MNopHa: He e onpegeneHo.

Touka Ha Bb3nnamMmeHsiBaHe: HenpuUNoXmmMo

TemnepaTtypa Ha camo3anarnBaHe: MpooyKTBbT HE € camo3ananum.
Temnepatypa Ha pa3naraHe: He e onpegeneHo.
pH-cTonHocT npum 20 °C: 8

Bucko3surerT:

KuHemaTtuueH BuckosuteT He e onpegeneHo.
AUHaMUYeH: He e onpegeneHo.
PastBOpumocT

Bopa: HaNbIHO CMECUMMO
KoedmuueHT Ha pasnpeaeneHue: n-oktaHon/

BopAa: He e onpegeneHo.

Hansrane Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/MNK OTHOCUTENHA NTbLTHOCT

MnbTHOCT NpM 20 °C: 0,997 r/cm?®
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BUA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KakTo U 3a CUrypHOCTTa

Ekcnno3neBHu cBOMCTBA: MpoOyKkTbT HE € B3pMBOOMNAaCEH.
CbAabpKaHMe Ha pa3TBOpUTEN:

Bopa: 95,0 %

CbAabpKaHUe Ha TBbPAO BeLlecTBO: 5,0 %

NMpomsiHa Ha cbCTOAAHUETO

CKOpOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka C KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananMmm Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BelwecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa n cmecu, oTAenAwWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
HeceHCMOUNM3MpPaHU eKCnno3nBu oTnaga

BG
(npoabmkeHne Ha cTp.5)



Ctpanuua: 5/8 : i r
MHcpopmaumoHeH nucT 3a 6e3onacHoc-biopharm | /|
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha oTnevartBaHe: 15.02.2022 npepaboTteHo Ha: 15.02.2022
Homep Ha BepcuaTa 3.0 (3amecTtBa Bepeust 2.0)

Tobproscko HaumeHoBaHue: RIDA®GENE Helicobacter pylori Internal Control DNA

(npogbrmkeHue ot cTp.4)

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.

10.2 XuMu4yHa ctabumnHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAOGBa Aa ce N3dArear:

Hama pasnaraHe npu nanonasaHe no npegHasHavyeHne

10.3 B1b3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHn peakuum.

10.4 YcnoBus, Kouto TpsibBa Aa ce n3bareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHu Apyry BaXXHU CBeOEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca n3BecTHM onacHU NpoayKTN Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcpopmaums

11.1 UHcpopmaumsna 3a TOKCUKONOrn4yHUTE echekTn

OcTpa TOKCUYHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KoposusHocT/Apa3HeHe Ha KoXxaTta

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Cepuo3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ouuTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
PenpoaykTuBHa TOKCUYHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - eAHOKpaTHa eKCno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuundryHa TOKCUYHOCT 3a onpeAerieHM opraHun) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
OnacHocCT npu BAuLIBaHe

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
11.2 Uucbopmauumsa 3a apyrm onacHocTH

CeoiicTBa, HapylwaBawm (yHKLUUUTE Ha eHAOKPMHHaTa cucTema
He e n3bpoeHo HUTO eaHO OT CbhabpPXaLLMTE Ce BelecTsa

\ PA3[MEJ 12: Ekonorn4yHa nHcpopmauus

12.1 TokcuyHocT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv BakHW CBeAEHMS.

12.2 YcToMumMBOCT M pa3rpaguMocT Hsama HanuyHu apyru BaKHU CBEAEHUS.
12.3 Buoakymynupatia cnoco6HOCT HsmMa HannyHu Opyrn BaXKHU CBEOEHWS.
12.4 NMpeHocMocCT B noyBaTta HaMa Hanu4Hu Apyri BaxkHu CBEOEHUS.

12.5 Pe3yntatu oT oueHkaTta Ha PBT n vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

12.6 CBoucTBa, HapywaBawm pyHKLUMTE Ha eHOOKPUHHATa cucTema

MpoayKThT HEe Cbabp)Ka BelecTBa CbC CBOWCTBA, pa3pyLllaBally eHAOKpMHHaTa cuctemMa.
(npoabmkeHne Ha cTp.6)
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12.7 Opyru HebnaronpuaTHu ecekTun
Opyrn eKoNnornyHn yKasaHusa:
O6uwu ykasaHus:
Knac Ha 3ambpcsaBaHe Ha Bogute 1 (cobcTBeHa knacmudukaums): crnabo sambpcsaBalLlo BoauTe
[a He ce gonycka nonagaHeTo HepaspegeHo, pecn. B NO-rofieMu KonnvecTea B NOAMNOYBEHUTE
BOAM, BOOHW BacenHn unu kaHanmsaumsaTa.

\ PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncrteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCaHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Boaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPaHCMNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHue Ha npaTkaTta no cnucsbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
notpeburtenurte HenpuUNoOXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXNMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropH1MTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHcpopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3zakoHopaTencTrBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKOSNHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO Nnoco4yeHu onacHu BewlecTBa - MPUNTOXEHUE |

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa
(npoabmkeHne Ha cTp.7)
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OupektnBa 2011/65/EC OTHOCHO orpaHMyYeHMeTo 3a ynotpebarta Ha onpeferieHu onacHu
BeleCcTBa B eJIeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO e4HO OT CbAbpKalMTe ce BelecTBa

PEFNMAMEHT (EC) 2019/1148

MpunoxeHue | - MPEKYPCOPU HA B3PUBHUW BELWECTBA NOO OrPAHUYEHUE
(MakcumanHo gonycTtuma CTOMHOCT 3a LiefiuTe Ha usgaBaHe Ha pa3peLlleHUst CbrnacHo YneH
5, naparpad 3)

He e n3bpoeHo HUTO e4HO OT CbAbpXKaLLMTe Cce BellecTBa

MpunoxeHue Il - NIPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXALLUM HA OOKNAOBAHE
He e n3bpoeHo HUTO e4HO OT CbAbpKaLLMTe Cce BelecTBa

PernamenT (EO) Ne 273/2004 oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BelecTBa

He e n3bpoeHo HUTO e4HO OT CbAbpXKaLLMTE Ce BellecTBa

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHI HAa TbProBUsTa MeXxay
OOLWHOCTTa 1 TPeTu CTPaHM B ob6rnacTra Ha NpeKkypcopuTte

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

HauunoHanHum npeanucaHus:

Knac Ha 3ambpcsiBaHe Ha Bopara:

Knac Ha 3ambpcaBaHe Ha BoauTe 1(cobcTBeHa knacudumkaums): cnabo sambpcaBallo BOAMTE.
15.2 OueHka Ha 6e30MacHOCT Ha XMMUYHO BELLECTBO UJIU CMeC:

Xnmundecka 6€30MacHOCT 3a OLEHKa He e U3BbpLUEHa.

\ PA3[MEJ 16: Opyra nicgpopmauusa

[laHHUTe NoYMBAT Ha HACTOSLLOTO PABHULLE HA MO3HAHMSATA HU, HO Te He MPeACTaBnABaT rapaHums
3a cBOWCTBAaTa Ha NpoadykTa U He 060CHOBaBAaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBawo nucta ¢ gaHHU HanpaBneHue: QS 0049-6151-8102-0

MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHU CBeTOBHM HOMepa 3a CNeLlHU cry4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449

Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359

Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039

Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165

(npogbmkeHne Ha cTp.8)
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Guinea French Americas 224 660 71 03 00
Hong Kong Toll Free Asia 800-968-793
Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Homep Ha npeauwHaTta Bepcua : 2.0
CbKpalweHUst U aKpOHUMMU:
RID: Réglement international concernant le transport des marchandises dangereuses par chemin de fer (Regulations
Concerning the International Transport of Dangerous Goods by Rail)
ICAQO: International Civil Aviation Organisation
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
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PA3OEN 1: UpeHTdmkauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori No Template Control

Homep Ha apTukyna: PGZ2305NC

CAS Ne:

7732-18-5

EO Howmep:

231-791-2

1.2 NpeHTndcmumpaHm ynotpebmu Ha BewecTBOTO UJIM CMeCTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpe6u, KOUTo He ce npenopbYBaT

HsiMa HanuuHu Opyru BaxkHuU CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecoHeH HOMep NpPU CreLLUHN cry4vaum:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: Onucanue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkauus B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

BeLlecTBOTO He e KnacuguuupaHo cnopen pernaMmeHTa OTHOCHO KnacuduunpaHeTo, eTUKMpPaHeTo
n onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETuketupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHocCT oTnaga

CurHanHa ayma oTnaga

MNMpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

PA3OEN 3: CbcTaB/MH(popmauusa 3a cbCcTaBKUTE

3.1 Xumunyecka xapakrepuctuka: BewecTsa

CAS Ne Ha3BaHue

7732-18-5 water, distilled, conductivity or of similarpurity
NpeHTudmkaumoHeH/Hn/ Homep/a/

EO Howmep: 231-791-2

\ PA3[EJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,

O6wu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.
(npoabrmKkeHne Ha cTp.2)
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Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NpW onnakBaHusa obpbliaHe KbM Jiekap.
Cnepn KOHTaKT ¢ KoxaTa: HeszabaBHO M3aMuMBaHe € Boga U canyH 1 OOMUIMHO M3nsakBaHe.
Cne,q KOHTaKT C o4uTe:
M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn c Tevalla Boga B npoabInKeHNe Ha HAKOJTKO MUHYTU.
Cnep nornbuwade: Npy npoabkasally OnnakBaHUS Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPU U HacTbNnBalWu cneg M3BecTteH nepuoa oT BpemMe CUMNTOMU U
ecekTn
Hama HanuyHu Opyrn BaXkxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHUN MeANLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHu Opyrn BaxkxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuUTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITU CMecTa
Hama HanuyHu apyrv BaXkHW CBEAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npy aBapMnHO U3nyCcKaHe

6.1 JlnyHn npegnasHu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy cnewHu cnyvyau
[a ce Hocu nnyHO NpeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONMYECTBO BOAA.

6.3 MeToau u matepuanu 3a orpaHuyaBaHe U NOYUCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MSACbK, KA3enryp, CBbp3BaLlo KNCENWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbPrOTUHN).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30nacHOTO MaHMNynNMpaHe BUX rnaea 7.

3a nHdopmaumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUX rnasa 13.

PA3ENN 7: PaboTta n cbxpaHeHue

7.1 Npeana3Hn mepku 3a 6e3onacHa paboTta He ca HEOOXo04MMM cneumanHn MepKU.
YKazaHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHn MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm uanckBaHus.
Yka3saHusa npu obwo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHM OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHn Opyrn BaXKHN CBEOEHMS.
BG
(npoabmkeHne Ha cTp.3)
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\ PA3ENN 8: KoHTpon Ha ekcno3uuuaTa/nMyYHu npeanasHyu cpeacTtsBa

8.1 NapameTpu Ha KOHTpON

CbCTaBHM HYacTu CbC CBLP3aHM C paboTHUTE MecTa, noAasiexalm Ha criegeHe rpaHuYvyHu
CTOMHOCTM:

Otnaga.

JonbnHUTeNnHM ykasaHua: Kato ocHoBa crnyxuxa BannaHuTe Npyu CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha eKkcno3nuusitTa

MoaxoAasiy nHXeHepeH KOHTpon Hama Apyrn AaHHK, BUX To4Yka 7.

JInuHm npeanasHu cpeacrtea:

O6wWwu npeAnasHU U XUITMEHHU MEepPKU:

Cnepga ga ce cvbnogasaT obuyanHnTe npegoxpaHUTenHU Mepkun npu pabota ¢ Xumukanm.
OuxarenHa 3awmTa: He e Heob6xoammo.

3awumTa Ha pbueTe:

MaTtepuansT Ha pbkaBuuaTa TpsabBa Aa e HENPONyCKNUB U YyCTOWYMUB cpelly npoaykra /
BeLLecTBOTO / npenapara.

Mopaau nunca Ha TecToBe He MOXe Aa 6bJe AadeHa Npenopbka 3a MaTepuana Ha pbkaBuLuTe 3a
npoaykTta / npenapara / cMecTa OT XUMUKarnMu.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, cTeneHTa Ha NPoOHUKBaHE 1
nerpagauumsTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiuia pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayecTBeHu
XapakTePUCTUKM U € pasnmyeH Npu pasnuyHnTe Npon3BoanTeNn.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

TouHOTO Bpeme Ha NnpobuB cneensa fa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuULM U Aa ce
cnassa.

3a npoAbXUTENIEeH KOHTAKT ca NoAXoAslM pbKaBuMLM, NPOU3BeAEeHU OT crnefgHuTe
MaTtepuanu:

To4uHOTO Bpeme Ha npobuB cneensa Aa ce y3Hae OT NMPOU3BOAMTENS Ha 3alUTHU pbKaBuULM U Aa ce
cnassa.

KaTo 3awmTa cpelly NnpbCKM ca noaxoAswy pbKaBuLW, NPpOU3BeAEeHU OT cleaHuTe
MaTtepuanu:

To4uHOTO Bpeme Ha npobus cneensa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuULM U Aa ce
cnassa.

3awmTa Ha ouuTe: [Mpu NpecuneBaHe ca NPeNOPbYNTENHUN 3ALUUTHU OYMna.

\ PA3OEJ 9: ®u3M4HM U XMMUYHU CBONCTBA

9.1 UHdopmaLsas OTHOCHO OCHOBHUTE (hU3UYHU U XMUMUYHU CBOUCTBA

O6wu gaHHu

ArperaTtHo cbCTOsiHUe TEeYHO

Usar 06e3uBeTHO

Mupwuc: HEeOonoBMMO

FpaHuua Ha Mupuca: He e onpegeneHo.

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U HTepBasn Ha KUneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBbPAO BeLLecTBO, ras): HeNpPUIOXMMo

[onHa 1 ropHa rpaH1LUa Ha eKCN03UBHOCT

DonHa: He e onpegeneHo.

MNopHa: He e onpegeneHo.

Touka Ha Bb3nslaMeHsIBaHe: HenpuUNoOXmmMo

TemnepaTtypa Ha camo3anarnBaHe: He e onpegeneHo.

(npogobrmkeHne Ha cTp.4)
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Temnepatypa Ha pa3naraHe: He e onpegeneHo.

pH-cToMHOCT: 7

BuckosurerT:

KuHemaTtn4yeH BUcCKo3uTeT He e onpegeneHo.

AWHamMmu4eH npum 20 °C: 0,952 mPas

PastBOpumocT

Bopa: HaNb/IHO CMECUMO

KoedmuuneHT Ha pasnpeaeneHue: n-oktaHon/

BopAa: He e onpegeneHo.

Hansrane Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/MNK OTHOCUTENHA NTLTHOCT

MnbTHOCT NpM 20 °C: 1 r/cm?
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BuA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKkTo U 3a CUrypHOCTTa

Ekcnno3snBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNACEH.
Bopa: 100,0 %

CbAabpKaHUe Ha TBBPAO BeLlecTBO: 0,0 %

NMpomsiHa Ha cbCTOAAHUETO

CKOpOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananMmm Te4HOCTH oTnaga
3ananumu TBBLpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTBa n cmecu, oTAenAwWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
LeceHCMOUNM3NpPaHN eKCno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTMBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHUS.
10.2 XuMu4yHa ctabumnHocrt
TepMuyHoO pasnaraHe /ycnoBus, KOUTO TpAGBa Aa ce N3dGArear:

Hama pasnaraHe npu n3non3saHe no npegHasHadyeHune
(npoabmkeHne Ha cTp.5)
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10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BeCTHM onacHu peakuum.
10.4 YcnoBus, kouto TpsAAbBa Aa ce usbsareaTt Hama HanvyHM gpyru BaKHN CBEAEHUS.
10.5 HecbBMecTUMM MaTepuanu: Hama Hanu4Hu gpyru BaXkHu CBEOEHUS.
10.6 OnacHu NnpoayKTK Ha pa3nagaHe: He ca M3BECTHM onacHM NPOAYKTU Ha pasraraHeTo.

\ PA3OEN 11: TokcukonornyHa nHcpopmauums

11.1 UHpopmaumsa 3a TOKCUKOSNOrMYHUTE eheKTun

OcTpa TOKCUYHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
Kopo3uBHocT/gpa3HeHe Ha KoxaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CeHcubunMsauus Ha guxaTenHUTe NbTULLA UMK KoXaTa

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
MyTareHHOCT Ha 3apOAVLLHUTE KIeTKN

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduymnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
PenpoaykTMBHa TOKCUYHOCT

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumduryHa TOKCUYHOCT 3a onpeaesieHn opraHu) - e4HOKpaTHa eKCno3nuumsa
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
CTOO (cneumdmryHa TOKCUYHOCT 3a onpeAesieHn opraHun) - NOBTapsLla ce eKCno3nyms
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
OnacHocCT npu BAMLIBaHe

B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
11.2 UHcbopmaumsa 3a Apyrn onacHoOCTH

CBoWcTBa, HapywaBawm pyHKLMUTe Ha eHAOKPUHHaTa cuctema
BelLecTBOTO He Cce Cbhabpxa.

PA3EN 12: Ekonorn4yHa nHdopmaums

12.1 TokcuyHocT

AxKBaTU4YHa TOKCUYHOCT: HAMa HannyHW apyru BaXKHN CBEAEHMS.

12.2 YcTOMYMBOCT M pa3rpagMMocT HsiMa HanuyHu Apyru BaXXHU CBELAEHWS.
12.3 Bnoakymynupaiia cnocobHoCT Hsima HanuyHu Apyru BaXKHW CBEAEHUS.
12.4 NMpeHocMocCT B noyBaTta HamMa Hanu4Hu Apyri BaXXHU CBEOEHUS.

12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

VvPVB: Henpunoxumo

12.6 CBoMcTBa, HapywaBawm (pyHKLMMTE Ha eHAOKPUHHATa cucTtema
MpoayKkTbT HEe CbAbpXKa BellecTBa CbC CBOMCTBA, paspyLlaBally eHOOKpUHHaTa cuctema.
12.7 Opyrv HebGnaronpuaTHu edhekTn

Opyrn eKoNnornyHn yKkasaHusa:

O6uwm ykasaHusa: B obwuma cnyyaii He 3acTpallaBa BoauTe
BG
(npoabmkeHue Ha cTp.6)
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\ PA3OENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yncteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCaHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Bopaa, eBeHTyanHo ¢ gobaBka Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPAHCNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHUe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga
14.5 OnacHocTu 3a OKONHaTa cpeaa:

Mopcku 3ambpeuTen: He

14.6 CneuunanHu npeanasHU MepKu 3a
notpeburtenute HenpuUNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HenpUIoXMMo
TpaHcnopT / Apyru AaHHWU: He e onaceH maTepuan no ropHMTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3OEN 15: UHdopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpmyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3akoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 34paBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC

MoumeHHO noco4veHu onacHu BewecTBa - TIPUINTOXKEHUE | BelwecTBoTO He ce cbabpxa.
OupektuBa 2011/65/EC oTHOCHO orpaHMu4YeHUeTO 3a ynotpebaTta Ha onpeeneHn onacHu
BellecTBa B €IeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

BelLecTBOTO He Ce CbhabpKa.

PETMAMEHT (EC) 2019/1148

MpunoxeHue | - MPEKYPCOPU HA B3PUBHUW BELWECTBA NOoOg OrPAHUYEHUE
(MakcumanHo gonycrtMmMma CTOMHOCT 3a LieNiuTe Ha u3gaBaHe Ha pa3peLlleHUs CbrnacHo useH
5, naparpad 3)

BellecTBOTO He ce cbabpxa.

(npoabmkeHne Ha cTp.7)
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CrpaHuua: 7/8 e r
WHdopmaLmoHeH nucT 3a 6esonacHoct-biopharm
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha oTnevartBaHe: 15.02.2022 npepaboTteHo Ha: 15.02.2022
Homep Ha BepcusaTa 2.0 (3amecTtBa Bepecus 1.0)

Tbproecko HaumeHoBaHue: RIDA®GENE Helicobacter pylori No Template Control

(npoabmkeHne ot cTp.6)
MpunoxeHue Il - MTPEKYPCOPU HA B3PUBHU BELLECTBA, MNOONEXALLU HA OOKINAOBAHE
BellecTBOTO He ce cbabpxa.

PernamenT (EO) Ne 273/2004 oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa
BelLiecTBOTO He Ce CbhabpKa.

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHTI HAa TbProBUsiTa MeXxay
O6wWHOCTTa U TPETU CTPaHU B 0BnacTTa Ha NpeKypcopurte

BellecTBOTO He ce cbabpxa.

HauunoHanHm npeanuncaHus:

Knac Ha 3ambpcsBaHe Ha BogaTa: 1o npuMHUuMN He 3acTpaluaBa BoauTe.
15.2 OueHka Ha 6e30nNacHOCT Ha XUMUYHO BeLleCTBO UMK CMecC:
Xummnyecka 6e30MacHOCT 3a OLeHKa He e U3BbpLUEeHa.

\ PA3[MEJ 16: Opyra nicgpopmaumsa

[laHHUTe NoYMBAT Ha HACTOSLLOTO PABHULLE HA NO3HAHMSATA HU, HO TE He MPeACTaBnABaT rapaHums
3a cBOWCTBaTa Ha NpodykTa U He 060CHOBaBaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBawo nucta ¢ gaHHU HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHU CBeTOBHM HOMepa 3a CNeLlHU cry4vau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449
Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359
Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039
Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165
Guinea French Americas 224 660 71 03 00

Hong Kong Toll Free Asia 800-968-793

Hungary Hungarian Local (City) Budapest Europe 36-18088425

Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655

India Hindi, Bengali, English Asia 000-800-100-7141

Indonesia Indonesian Toll Free Asia 001-803-017-9114

Ireland English Local (City) Dublin Europe 353-19014670

Israel Hebrew Local (City) Tel Aviv Asia 972-37630639

Italy Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637

Latvia Latvian Lettish Local (City) Riga Europe 371-66165504

(npogbmkeHne Ha cTp.8)
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(npoabmkeHue ot cTp.7)
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and Italian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Homep Ha npeauwHaTta Bepcua : 1.0
CbKpalweHUst U aKpOHUMMU:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)
PBT: Persistent, Bioaccumulative and Toxic

vPVB: very Persistent and very Bioaccumulative
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