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PA3[LEN 1: UpeHTnpnkauma Ha BewecTBOTO/CMeCTa U Ha APYXKeCTBOTO/
npeanpuATUETO

1.1 UpeHTudunkaTop Ha npoAaykKTta
- Tuprosecko Haumenosanve: Abbott Point of Care (APOC) Blood Gas and Hct

Quality Controls and Calibration Verification Controls
(TriControls)

- Homep Ha apTukyna:
05P70-01
05P71-01
05P72-01
05P73-01
1.2 UpeHTUdMUMpaHm ynoTpebu Ha BewecTBOTO UMM CMecTa, KOUTO ca OT 3HaYeHue, u
ynoTpebu, KOUTO He ce npenopbYBaT
Hsma Hann4Hmn Apyrn BakHu cBeeHunsa.

- MpunoxeHue Ha BelecTBOTO / npenapaTa 3a MHBUTPO AMarHOCTUYHa ynoTpeba
1.3 NMNoapo6HM faHHKM 3a AoCTaBYMKa Ha MH(OPMaALIMOHHMA NUCT 3a 6e3onacHoOCT

1.4 TenecphoHeH HOMep NpPU CNeLHWU cryYau (+49)-6122-58-0 (English only)

PA3OEN 2: OnucaHue Ha onacHocTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO UIIN CMecCTa

- Knacudmkaums B cborBetcTBUE ¢ PernameHT (EO) Ne 1272/2008
To3n NpoaykT e OLeHeH No kputepumTe 3a knacudukaumsa B PernameHt (EO) Ne 1272/2008 3a
KnacvudmumMpaHeTo, ETUKETUPAHETO N ONakoBaHETO Ha BewecTBa u cmecu (CLP) n MnobanHaTta
XapMOHU3MpaHa cucTema 3a KnacuuumpaHe 1 eTUKeTUpaHe Ha xumMmuyHuTe BewecTea (GHS). Toau npogykT
He OTroBapsi Ha KpUTepumuTe 3a knacuduumpaHe B cboTBeTcTBue cbe CLP nnn GHS.

2.2 EnemMeHTH Ha eTuKeTa
- ETukeTtupaHe B cbotBetcTBUe ¢ PernameHT (EO) Ne 1272/2008 otnaga
* MukTorpamu 3a onacHocT oTnajga
- CurHanHa gyma otnaga
- MpepynpexaeHns 3a onacHocT oTnaja

* MbTUWwa Ha ekcno3uumA
[ Koxa: He ce oyakBaT HexenaHu edekTu, Korato ce usnonasa no npeaHasHadyexue. [ Oun: He ce oyakeat
HexenaHu edbeKTu, Korato ce M3nonsea rno npegHasHadexve. | BavwieaHe: He ce oyakBaT HexenaHu
edpekTu, KoraTo ce 1M3nonaea no npegHasHadveHve. | MornbLiaHe: He ce oYakBaT HexenaHu eddekTn, KoraTo
ce 13nonasa no npeaHasHa4yeHue.

2.3 [pyrun onacHocTH

- PeaynTtatm ot oueHkaTta Ha PBT n vPvB
- PBT: Henpunoxumo
- vPvB: Henpunoxumo

BUL —
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PA3OEN 3: CbcTaB/MHhOpMaLums 3a CbCTaBKUTE

- 3.2 Cmecu

- OnacHu cbCcTaBHMU BellecTBa:
CAS: 110-98-5 Dipropylene glycol Skin Irrit. 2, H315; Eye Irrit. 2, H319 | 3,47%
EINECS: 203-821-4
Reg.nr.: 01-2119456811-38-xxxx

- JoNbAHUTENHU YKa3aHUA:
3a MbIHKSA TEKCT Ha KogoBeTe 3a onacHocTy (H), n3noxkeHu B TO3W pasaden, HanpaseTe cripaska ¢ pasgen 16.

PA3OEN 4: Mepku 3a nbpBa nomMoLy

4.1 OnnucaHue Ha MepKuUTe 3a NbpBa NnomMolLy

- Cnep BouwBaHe:
OTcTpaHeTe OT M3TOYHMKA Ha eKcrno3nums. AKO ce NosiBU ApasHeHe UM CUMATOMM Ha OTpaBsiHe, MOTbpceTe
MeOULIMHCKA MOMOLLL.

- Cnep KOHTaKT € KoXara:
CbbneveTe BcskakBu Apexu, JOKOCBanM ce 4o npoAykTa. MannakHeTe koxaTa ¢ Tevalla Boga B NpogbilKeHne
Ha oT 15 0o 20 MuHyTK. MNMoTbpceTe MegMUUHCKA NMOMOLL, aKo Ce NOSIBAT ApasHEHE UM CUMMNTOMU Ha
oTpaBsiHe.

- Cnep KOHTaKT ¢ ouyuTe:
BHMMaTenHo usnnakHeTe ¢ BoAa B MPOALIDKEHNE HA HAKOMKO MUHYTU. OTCTpaHeTe KOHTaKTHUTE NELLU, ako
nma TakMBa M € NecHo Aa ro HanpaeuTe. [NpoabkaBaHe Ha M3NnakBaHeTo. AKO Apa3HEeHeTo Ha ounTe
NPOABLIKM, NOTbpPCcETE MeAMLIMHCKA NoMoLLl. M3amuinTe pbueTe cu creg o6paboTka.

- Cnep nornbllaHe:

MannakHeTe ycTaTtaTta c Boga. AKO ce NosiBAT ApasHeHe Ui CUMMNTOMW Ha OTpaBsHe, NOTbpceTe MeAuLMHCKa
MOMOLLI.

4.2 Han-cbLwecTBeHM OCTPU M HAaCTbNBaLWLM crieg U3BeCTeH nepuog oT Bpeme CMMNTOMU
n echbekTun
He ce ovakBa

4.3 YKa3zaHue 3a Heo6Xo0aUMOCTTa OT BCAKAKBM HEOTNOXHU MEOULIMHCKN FPUXU U

cneuunarnHo fne4vyeHue
Hama HanmyHa gonbnHuTenHa I/IH(bOpMaLl,MFl.

PA3[LEJ 5: NMpoTtnBonoxapHU MepKu

5.1 NoxaporacutenHu cpeacTea
- Moaxoaswum racqawm cpeacraa:
Cyxo xMMM4ecko BeLLeCTBO, BbriepoaeH anokeng (CO2), BogHa CTpys M 06MKHOBEHa NsiHa.
| BHumaHue: CO2 we namecTtun Bb3ayxa B OrpaHM4eHn NpoCTpaHCTBa U MOXe Aa JoBeae Ao atmocdepa ¢
KMcrnopoaeH aeduumT.
[ Tpw ronemn noxxapu: HIMa YHUKarHM XMMUYECKN ONaCHOCTU UM OMacHOCTU, CBbP3aHN C PEaKTUBHOCTTA,
KOMTO Buxa NoBMAMANM Ha peLleHnsTa 3a n3dop Ha NPOTMBOMOXapPHO CPEeACTBO, CBbP3aHM C TO3M NPOAYKT.
(npogbmKeHne Ha cTp.3)
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M3nonasanTte NpoOTMBOMNOXapHM MEPKX, KOUTO ca NOAXOASALLM 3a OKOSHaTa cpeaa.

5.2 OcobeHu OonacHOCTU, KOUTO NPOU3TUYaT OT BeLeCTBOTO UJTN CMeCTa
Hama YHUKaINHN XMMU4€CKMN OnacHOCTU Ui onacHOCTU, CBbpP3aHN C PeaKTUBHOCTTA, KOUTO Ouxa noBnusinu Ha
peweHndaTa 3a M360p Ha NPOTUBONOXAapPHO CpencCTBO, AbJKalln Ce Ha XUMUYECKUTE BelleCcTBa B TO3U NPOAYKT.
Hama HanuyHa gonbnHuTenHa npunexatla I/IHd)OpMaLl,Mﬂ.

5.3 CbBeTHn 3a noXxapHuKapuTe
- CHeUMa.ﬂHVI 3alNTHN cpeacTBa:
Mpwn ronemun noxapw HoceTe NOAXOASALLM TOMJIO- U OTHEYCTOMYMBY NIMYHW NMpeanasHyu CpeacTBa u ogobpeHn
aBTOHOMHW gMXaTesiHy anapaTtu C NoJI0XKUTETHO HandraHe.

PA3OENN 6: Mepku npu aBapMUHO U3NyCKaHe

* 6.1 JIN4HM npeAnasHU MepKu, NpeanasHu cpeacTsa U npoueaypy Npu cnewHu cny4vam
CBeﬂ,eTe 00 MUHNMYM eCKNno3nundaTa 4Ypes n3norna3saHe Ha noaxoadlin nnu4Hn npeannasHu cpeacrtea, onnmcaHu B
pasgen 8. CnpeTe N3TN4aHEeTO, ako € Bb3MOXHO. He3au.|,|/|TeH|/|Te nmua TpF|6Ba Aa CTOAT Hagarneu.

6.2 Npeana3Hn mepkn 3a onasBaHe Ha OKoJiHaTa cpeaa
He ponyckanTte nonagaHeTo Ha TEYHOCT U U3napeHus B KaHanuMsaumoHHaTa cuctema, oTBOAHUTENHATa cuctema,
NMOBBPXHOCTHUTE BOAU UK NoYBaTa.

*6.3 MeToau n mMaTepuanu 3a orpaHn4aBsaHe U no4YyncTBaHe
Monunnte mankuTe KonuyecTea oT pas3nAaT nnn pas3npbCHAT NPOAYKT C XapTUeHU CaJ'Id)eTKI/I UNn NnoaodHu
mMmaTtepunann.
I I'Ip|/|6epeTe mMaTtepunana oT no-ronemMu pas3simBuy, KaTto NONoXuTe a6cop6|/|pau.u/| mMaTtepunanm no BbHLWHUA
nepnMmeTbp Ha pasnnea. A6cop6|/|pa|7|Te C MmaTepuan, noaxogdll 3a Te4HOCTU Ha BOAHA OCHOBa I Hanp. xapTneHun
Ca.l'ld)eTKM, YHUBEpCanHu C0p6eHTM, NACHK, ANaTOMUT, AbpPBEHU CTBbPIOTUHN U T.H.

MouncTeTe 3acerHaTtata obnact. Noaxoasiiy nouncTealLm cpencTea ca:
| Tonna Boga u geTepreHT unm nogo6eH noyncTealy npenapar

|/|3XB'bp.I'IF|I7ITe pa3nAaT n 3aMbpCceH MmaTepuan B CbOTBETCTBUE C d)ep,epanHMTe, LaTCKNTE N MECTHUTE
pa3nope,u,6|/|. BuxTe pasgen 13 3a I/IHd)OpMaLl,MH, KOATO MOXe [a NoBlndae BbpXy U3XBBbPIIAHETO Ha MaTtepuanu,
3aMbpPCEHN C TO3N NPOAYKT.

6.4 No3oBaBaHe Ha Apyru pasgenu
3a nHdopmauusa 3a 6€30MacHOTO MaHMNynupaHe BUWxXTe pasgen 7.
3a nHdopmaums OTHOCHO NMMYHUTE NpeanasHu cpeacTsa BbkTe pasgen 8.
3a uHdopmaLms OTHOCHO M3XBBPNSAHE BKTE pasgen 13.

PA3[LEN 7: PaboTa n cbxpaHeHue

7.1 NMpeana3Hu Mepkn 3a 6e3onacHa pabora
M3GsaresainTe KOHTaKT ¢ matepuana. Mpu KOHTaKT n3amuiiTe LaTenHo. BaemeTe o6LIM NpeanasHy Mepku 3a
©es3onacHocT.

* YKa3zaHuA 3a npepnoTBpaTtsaABaHe Ha NOXap U eKCnio3nn: He ca H606XOLI,I/1MI/I cneunanHn MepKu.
(NnpoabrxeHne Ha cTp.4)
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*7.2 YcnoBusa 3a 6esonacHo CbXpaHsABaHe, BKNHO4YUTeJsIHO HeCbBMEeCTUMOCTHU
- CbXxpaHeHue:

- U3uckBaHMA KbM CKNagoBUTE NOMELLEeHUA U pe3epBoapuTe:
CbxpaHsaBanTe camo B OpUrMHasnHns KOHTENHep.

* YKasaHus npu o6Lwo cbxpaHeHue: CbxpaHsBaiTe B OpUriHanHaTa onakoBka.

* Apyrv AaHHM OTHOCHO YCNOBUATa B CKNnagoBeTe:
3a gonbhHMUTeNHa MHopMaLmMs OTHOCHO YCIOBUATa Ha CbXpaHsBaHe 3a NPoAyKTa HanpaseTe crpaBka C
nMcToBKaTa B ONakoBKaTa UMy eTUKeTa Ha NpoayKTa.

" 7.3 Cneyndpmnyna(um) kpamHa(m) ynotpeba(un) Hama HanuuHa fombAHUTENHA MHOPMaLMS.

PA3[LEN 8: KoHTpon Ha ekcno3nuuaTa/NMMYHK npeanasHn cpeacTea

8.1 MNapameTpun Ha KOHTpPO
- CbCTaBHM YacTU CbC CBBbP3aHU ¢ paboTHUTE MeCTa, NOANeXaluy Ha CrieaeHe rpaHUYHN CTOMHOCTHM:
CAS: 57-13-6 Urea (0,078 %)
TLV (BG) | paHu4HM cToitHocTM 8 yaca: 10,0 mg/m’
CAS: 7447-40-7 Potassium chloride (0,037 %)
TLV (BG) | FpaHn4HM cToiHOCTM 8 yaca: 5,0 mg/m®
CAS: 12125-02-9 amoHueB xnopup (0,0003 %)
TLV (BG) | paHu4HM cToitHoCTM 8 Yaca: 10,0 mg/m®

* 8.2 KoHTpon Ha ekcno3uumsaTa
* MInyum npeagnasHu cpeacrtBa:

- OOWwm npeanasHN U XUIrTMEeHHN MepKU:
BuHaru nogobpkanTte 4iacToTa 1 crieaBanTe oowmTe npeanasHn Mmepku. He ce xpaHeTe, He NUIATE N He
CbXpaHsiBalTe XpaHU N HaNUTKM Ha MecTa, KbAETO Ce U3MNon3BaT XMMUYECKM BELLECTBa 1nn obpasum.
MwuiiTe pbLeTe cv npeau NoYnBKK, cref paboTa ¢ peakTuBm 1 o6pasum 1 B Kpasi Ha paboTHaTa cMsiHa.

- AuxaTenHa 3awumTa:
HopmanHa ynoTtpeba n cbxpaHeHue Ha npogykta | He e Heobxoanma pecnvpaTopHa 3awmTa, ako
NOMELLEHMETO Ce BEHTUNMpPa Jo6pe.

Pasnueu ¢ manbk 06em (Hanp. Taknea, NpY KOUTO € A0CTaTbYHO Aa Ce NOYUCTAT C XapTueHa candeTka unm
mMarka copbeHTHa rbb6a) | pecnupartopHa 3awmTa HaMa Aa 0bae Heobxoauma, ako NOMELLIEHNETO ce
BeHTUnupa gobpe.

Opyr1 HeobuYaHK ycnoBus (Hanp. pasnue, TBbpAE ronam no obem, 3a Ja ce NoYUCTU C MaTepuanu, KouTo
ca nog pbka) [ ManonssaiTe noaxoasil pecnupatop 3a NpevyncTBaHe Ha Bb3ayxa, ako KOHLeHTpauumTe Ha
XMMUYECKUTE BellleCTBa BbB Bb3dyxa MOXe Aa HaaBuLaT rpaHMuaTta Ha ekcrosuums (ako uma Takasa),
noco4eHa no-rope.

MN3BbHpeOHU cuTyaummn unm noxaporaceHe npu onacHu matepuanu [ nsnonseainte ogobpeHa

pecnvpaTopHa 3awuTa.
(npoabmxeHne Ha cTp.5)
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B3emeTe npeanasHyu Mepkm, ako KOHLEHTpaUMnTe Ha XMMNYECKUTE BeLLeCTBa HaaBULLAT rpaHMLmMTe Ha
eKcno3nums (ako MmMma TakuBea), MOCOYEHM NO-rope.

- 3awmTa Ha pbueTe:
HoceTe HenpoHuLaemn pbkaBuLM, ako ce oMakBa Aonump Ha maTepuana ¢ pbueTte. V3xbpnanTte
3aMbpCeHUTE pbkaBuum cned ynotpeba B CbOTBETCTBME C NPUMOXUMNUTE 3aKOHW U AobpuTe nabopaTopHm
NPaKTUKK.

- MaTepunan Ha pbKaBuLUTE U BpeMe Ha NPOHMKBaHe Ha MaTepuana Ha pbkaBuumTe:
MaTtepuansbT Ha pbkaBuuuTe TpsbBa Aa O0bae noaxoasiy 3a ynotpeda B MMKpoOumonormyHa
nabopartopusi 1 4a MMa yCTaHOBEHO BPEME Ha NMPOHMKBaHe OT Hal-manko 30 MUHYTK, KaTo MaTepuanute
CbC 3awuTeH nHaekc knac 2 no EN374 (unu exBmBaneHTeH cTaHAapT, NPUIIOXKMM BbB BalLUS PETVIOH).
3ABEJIEXKKA: Ta3n npenopbka € NpurioxumMa camo 3a NpoayKTa, NoCoYeH B TO3U MHOPMALMOHEH NNCT
3a 6esonacHocT. KoraTto ce pa3pexaa B Unn cMecBa C ApYrv BeLecTBa, Ce CBbpXKeTe C JOCTaB4YMKa Ha
0f400peHn pbkaBuLN.

- 3aluuTa Ha oyuTe:
HoceTe 3alimMTHN o4mna unu gpyru 3almTHM cpeacTea 3a odmTe. AKO CbLUECTBYBa BEPOSITHOCT 3a
HanpbCKBaHe, HoceTe LANOCTHAa 3aluTa 3a nuiue unm npeanasHy oyuna.

- 3awmTa Ha TANOTO:
HopmanHa ynoTtpeba: npegnassante NMYHOTO OOMEKITO OT NPBLCKN U Marnku pas3nueu. HoceTte nabopaTtopHa
npectunka (Mnu apyro npeanasHo obnekno, M3MCKBaHO OT BallaTa MHCTUTYyuus). MNo-ronemu pasnuem (Hanp.
TakuBa, KOMTO MOraT [a HamnosT Kbprna): HOCeTe NOAXOAsILLO BOAOOTOMbCKBALLO BPBXHO MOKPUTUE BbPXY
obneknoTo.

PA3OEN 9: ®n3n4yHm n XMMUYHU CBOMUCTBA

9.1 UHdpopmauma OTHOCHO OCHOBHUTE (PU3NYHU U XUMUYHU CBOUCTBA

- O6WwM faHHN
* BbHWweH BUA:
- dopma: pasTeop
- UBaT: CUHbO
* Mupwuc: be3 mupnsma
- FpaHuMua Ha mupwuca: He e onpegeneHo
* pH-cTonHocT npu 20 °C: 6,5-8

* MpoMsiHa Ha CbCTOSIHUETO
- Toyka Ha ToneHe/TeMmnepaTypeH UHTepBan Ha

cTonsiBaHe: He e onpepgeneHo
- Toyka Ha KMneHe/TemnepaTypeH UHTepBan Ha
KUNeHe: He e onpegeneHo
* MnamHa Touyka: Henpunoxumo
- Bb3nnameHsiemocT (TBbpAO, ra3oo6pasHo): Henpunoxumo
- CaMOBb3nnamMeHsieMOCT: MpooyKTbT HE e caMmo3ananum.

He e onpegeneHo

- B3puBoonacHocT: MpooyKTbT He € NpeACcTaBmsiBa ONacHOCT OT €KCMI03us.
He e onpegeneHo

(npoabmKeHne Ha cTp.6)
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- FpaHMUM Ha B3pMBOONACHOCT:

- DonHa: He e onpegeneHo
- FopHa: He e onpegeneHo
- MapHo HansraHe: He e onpegeneHo
- MnbTHOCT: He e onpegeneHo
- OTHOCUTENHa NIBLTHOCT He e onpegeneHo
- CKOpoCT Ha usnapsiBaHe He e onpegeneHo
- PastBopumocTt B / CmMecumocT ¢
- Bopa: HanbnHo cmecnm
- Bucko3surert:
- BUHAMUNYEH: He e onpegeneHo
- Bopa: 93,6 %
- CbAbpKaHUe Ha TBbPAO BeLeCcTBO: 0,0 %
9.2 ipyra nHdopmaums Hama HanuyHa JonbnHUTENHa Npunexata nHopmauus.

PA3OEN 10: CtabnHOCT U peakTUBHOCT

*10.1 PeakTUBHOCT HsiMa HanvyHa JOMbIHUTENHA npuUnexalla MHpopMaLms.

*10.2 XumMnyHa ctabunHoct
- TepMUYHO pasnaraHe /ycroBusi, KOUTO TpsAOBa Aa ce nsbsarear:
Hsama gekomnosnuusi npu n3nons3saHe U CbXxpaHeHne B CbOTBETCTBUE CbC crneundmkauumnTe.

*10.3 Bb3MOXKHOCT 3a OnacHU peakLmm He ca U3BECTHM ONaCHU peakLnu.

*10.4 Ycnosusa, kouto TpsaAbBa ga ce usbsirear
Hama HanuyHa AonbIrHUTENTHAa NpunexXxaltla I/IH(bOpMaLI,MFl.

*10.5 HecbBMecTMMU MaTepuarnu: Hama HanuuHa AOMbIHATENHA NpUnexXatla MHopmaLms.

*10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca M3BECTHW OMacHU NPoAYKTM OT AEKOMNO3ULIMATA.

PA3MOEJ 11: Tokcukonorn4yHa nHcpopmaums

"11.1 UHdopmauma 3a TOKCUKONOrn4yHuTe ecpekTu
- OcTpa TOKCUYHOCT Bb3 OCHOBa Ha HanU4YHWTE AaHHU HE ca U3MbIHEHN KPUTEPUUTE 3a KnacugpuLmpaHe.
- PeneBaHTHM 3a kaTeropu3auusTa ctomHocTu Ha LD/LC50 (netanHa po3a/neTtanHa KOHUeHTpaLus)
- CbceTtaB (100% 4ncTo BelwecTBo / a):
CAS: 110-98-5 Dipropylene glycol
OparnHo | LD50 | 14.850 mg/kg (nnbx)

- MbpBUYHO apa3HeHe:
- Kopo3uBHocT/Apa3HeHe Ha KoXaTa

B1b3 ocHOBa Ha HanNMYHUTE JaHHU He ca U3MbIHEHU KpUTEpPMUTE 3a KnacuduumpaHe.
(npoabKeHne Ha cTp.7)
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- Cepuo3HO yBpexaaHe Ha ouuTe/Apa3HeHe Ha ouuTe
B1b3 ocHOBa Ha HanNMYHUTE JaHHU He ca U3MbIHEHN KpUTEPUUTE 3a KnacuduumpaHe.

- CeHCMbunu3aums Ha guxaTenHuTe NbTULLA UMK KoXaTa
BbamoxHa ceHcnbunusaums npy NpoabimKUTenHa ekcnoanums Ha 6asaTa Ha cbobliaBaHN CBOMCTBA Ha
METUMN30TNA3ONMMNHOH.

* AonbNHUTENHN TOKCUKONOrMYHM yKasaHuA: Hava
* LleneBu opraHu/cucremu: HenspecTtHu
* UHcbopMauma oTHOCHO creaBaliUTe rPyny NoTeHUManHu NocneacTBUA:
* CMR-nocnenctBuA (KapLUMHOreHHOCT, MyTareHHOCT M TOKCUYHOCT 3a penpoAayKuusTa)
- MyTareHHOCT Ha 3apoAULLHUTE KNeTKU
B3 oCHOBa Ha HaNMYHUTE aHHW He ca U3MbITHEHW KpUTEPUMTE 3a KnacuduumpaHe.
- KapunHoreHHoCT Bb3 0CHOBa Ha HaNMYHUTE OaHHW HE ca U3MbIIHEHW KpUTEPUUTE 3a KnacuduumpaHe.
- PenpoayKTMBHa TOKCUYHOCT
B3 0CHOBa Ha HaNMYHUTE aHHW He ca U3MbITHEHW KPUTEPUMTE 3a KnacuduumpaHe.
- CTOO (cneuunchmyHa TOKCUHYHOCT 3a onpeneneHn opraHu) - eAHOKpaTHa eKcno3uuus
B3 oCcHOBa Ha HanMMYHUTE AaHHW He Ca U3MbITHEHW KpUTEPUMTE 3a KnacuduumpaHe.
- CTOO (cneuuncbmyHa TOKCUYHOCT 3a onpeneneHn opraHu) - noBTapsilia ce eKCno3numus
B3 oCHOBa Ha HaNMMYHUTE aHHW He ca U3MbITHEHW KpUTEPUMTE 3a KnacuduumpaHe.
- OnacHoCT nNpu BAULLUBaHe
B3 0CHOBa Ha HaNMYHUTE AaHHW He Ca U3MbIIHEHW KPUTEPUMTE 3a KnacuduumpaHe.

PA3OEN 12: EkonornyHa nHcpopmauma

*12.1 Tokcu4yHoCT
- AKBaT4yHa TOKCUYHOCT: Hama Hanu4yHa AonbIriHUTENTHA NpunexXxaltla MHd)OpMaLLMﬂ.

*12.2 YCTOMYMBOCT M pasrpaguMocCT Hsama HanuuHa JombhAHUTENHa npunexalla MHhopMaLys.
"12.3 Buoakymynupaiua cnocobHOCT Hama HanuuHa SONbAHUTENHa npurexatua HhopMaums.
*12.4 NpeHocMMOCT B NOYBaTa Hsama HanuyHa JOMbIHUTENHA npuUnexalla HpopMaLms.

- Apyrn eKonornyHu ykasaHus:
- O6wWwu yKasaHuA:
He ponyckaiite nonagaHeTo Ha Hepa3peaeH NPOAYKT UMK rofieMU KOSIMYEeCTBa OT HEro B NOANOYBEHUTE
BOOW, BOOHWUTE GaceiHn unm kaHanmsaumoHHaTa cuctema.
HanpaBeTe crnpaBka C NpurnoXxuMmTe MeCTHM pa3nopeadu 3a rpaHUYHM CTOMHOCTU MPY U3NYCKaHe B
KaHanu3aumnoHHaTa cucTema.

"12.5 Pe3yntatu ot ouyeHkaTta Ha PBT n vPvB
- PBT: Henpunoxumo
* vPvB: Henpunoxumo

*12.6 Opyru HebnaronpuaTHU ePeKkTU Hama HanuuHa JoMbHUTENHA NpUnexalla MHAPOPMaLUS.

BUL —'
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PA3OENN 13: O6e3BpexaaHe Ha oTnagbLuuTe

*13.1 MeToau 3a TpeTupaHe Ha oTNagbLMU
Hama €0WHHW pernamMmeHTn Ha EC 3a YHULLIOXKaBaHe Ha na6opaTopeH oTnaabK. KaTo uano na6opaTopH|/|;|T
oTnaabK € no cneunaneH Haa3op Ha agMUHUCTPaTUBHUTE OpraHu.

) I'Ipenop'bKa: |/|3XB'pr'IF|l7ITe B CbOTBETCTBME C HALMOHANHNTE, ObpXaBHNTE N MECTHUTE pa3nope,u,6|/|.

- EBponencku katanor Ha oTnagbuute
KoHcynTupalite ce ¢ OTrOBOPHMS perynaTtopeH opraH 3a NpUCBOsIBaHE Ha KOAOBE 3a U3XBbPJSIsTHE CbINAacHO
EBponencknst kKatanor Ha oTnagbuuTe.

- Bb3MOXHM ca KNHYOBM Yucna crep obe3BpexaaHe Ha oTnagbLuUTe ca:
18 01 07: xummn4yecku BeLecTBa oT ynomeHaTute B 18 01 06

* HenouncreHn onakoBKu:
3a n3xBbpIsiHE Ha 3aMbPCEHM ONAKOBKM HanpaBeTe crnpaBka C NPUoXMMNTE MeCTHU pasnopeadu n
NOMNUTUKUTE HA UHCTUTYLNATA.
* MpenoptbkKa:
HesambpceHn onakoBkM MoOXe fa ce U3MNon3ear 3a peunknupaHe. HanpaeeTe cnpaBka ¢ NpuUnoxXumMmTe
MECTHW pa3nopeadun 1 NONUTUKATE HA MHCTUTYLMATA.
3a 13xBbprsiHe Ha 3aMbPCEHM ONAKOBKM HanpaBeTe crnpaBka C NPUIoXMMNTE MeCTHU pasnopeadu 1
NOMNUTUKUTE HA UHCTUTYLNATA.

* Mpenopb4BaHO NOUYMCTBALLO CpeAcTBO: Boga ¢ go6aBeHn NouMcTBaLLM NpenapaTi, ako e HeobXxoanmMo.

PA3OEJ 14: UHdhopmaLumua OTHOCHO TPAHCNOPTUPAHETO

*14.1 Homep no cnucbka Ha OOH

- ADR, ADN, IMDG, IATA oTnaga
*14.2 ToyHO Ha HaUMeHOBaHUe Ha npartkaTta no cnucbka Ha OOH
- ADR, ADN, IMDG, IATA otnaga

*14.3 Knac(oBe) Ha onacHOCT Npu TpaHCNoOpTUpaHe

- ADR, ADN, IMDG, IATA
* Knac oTnaga

*14.4 OnakoBbY4Ha rpyna
- ADR, IMDG, IATA oTnaga

*14.5 OnacHOCTM 3a OKOJIHaTa cpepa
- Mopcku 3ambpeuTen: He

*14.6 CneumanHu npeanasHN MepKu 3a
notpeo6utenurte Henpunoxumo

- TpaHcnopT / Apyrv gaHHU:
- ADR
- 3abenexku: Hsima orpaHuyeHnsi 3a TpaHCcnopThpaHe.

(npogbmxeHne Ha cTp.9)
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-IMDG
- 3abenexku: Hsima orpaHuyeHust 3a TpaHcnopTUpaHe.
-1ATA
- 3abenexku: Hsima orpaHuyeHust 3a TpaHcnopTUpaHe.

PA3LOEN 15: UHcpopmauma oTHOCHO HOpMaTUBHaTa ypeaba

*15.1 CneumndmnyHM 32 BeLeCTBOTO UM CMecTa HopMaTUMBHa ypeaba/3akoHoaaTencTBo
OTHOCHO 6630I‘IaCHOCTTa, 3ApaBeTo U OKOJIHAaTa cpeaa
- AupekTtuea 2012/18/EC

* MloumeHHO noco4yeHn onacHu BewectBa - MIPUINTOXEHUE |
He e n3bpoeHo HMTO edHO OT CbabpXaLLMTE Ce BELLEeCTBa

*15.2 OueHkKa Ha 6e30nNacHOCT Ha XMMU4YHO BeLlleCcTBO UJIN CMecC
XumMmunyecka 6e30nacHOCT 3a OLEeHKa He e n3BbpLUEeHa.

PA3[LE 16: Apyra nHcopmaums

WHdopMauusita n npenopbknTe, CbabpXKalluy ce Tyk, ca 6asnpaHy Ha nHdopMauusita unm n3nMTBaHnsTa, 3a
KOUTO cumntame, 4Ye ca HagexaHu. Abbott Laboratories He rapaHTMpa TOYHOCTTa MK NbIHOTaTa Ha Tasun
WHpopMaLmMa unu npenopbkute, coabpxawm ce Tyk, HUTO KAKBATO U OA BUJTIO YACT OT TA3U
NMHO®OPMALMA NPEOCTABITABA TAPAHUNA, N3PUYHA UMM KOCBEHA, OTHOCHO BE3OIMNMACHOCTTA HA
CTOKUTE, MPOOABAEMOCTTA HA CTOKUTE UM NMPUTOOHOCTTA HA CTOKUTE 3A OMPEOENEHA LIEN.

Tasu uHdopmaLms He 3aMecTBa CbBETUTE OT MEOULIMHCKM CNeunanvcTui, HATO NpeacTaBnsiBa npenopbka 3a
onpegeneH Kypc Ha neveHve. He e npegHasHayeHa ga gonbrea, NPOMEHS U 3aMeCcTBa KakBaTo U Aa 6uno
nHdopmaLms, NnpefocTaBeHa 3a MeguumHckaTta ynotpeba Ha npoaykTa. Abbott Laboratories Hama aa noemar
OTrOBOPHOCT 3@ MNOSy4eHn pesynTaTi Unu 3a CryvyanHu unm nocnensBalum LWeTK, BKIYUTENHO 3aryba Ha npuxoaw,
Bb3HMKHaNM ot ynotpebara Ha Te3n gaHHu. Hama rapaHums cpeLly Npsiko Uiy KOCBEHO HapyLlaBaHETO Ha NaTeHT,
aBTOPCKO NPaBo UM TbProBcka Mapka.

- MbneH TekcT 3a kopgoBeTe H (OnacHocT), noka3saHu B pasgen 3:
3abenexka: CbOTBETHUTE ONMUCAHNA Ha onacHocTUTe H ca npunoxmmm 3a 4YicTuTe BelLecTsa.
H315 lNpeanssukea gpasHeHe Ha KoxaTa.
H319 lNMpeaunssnkBa cepmno3HO ApasHEHE Ha o4mnTE.

- CbKpalleHMAa u aKpOHUMM:
ADR: Accord européen sur le transport des marchandises dangereuses par Route (EBponeticka cnoronba 3a mexayHapozeH npeso3
Ha ornacHu ToBapu Mo Lwoce)
IMDG: International Maritime Code for Dangerous Goods (MexayHapoaeH Kogekc 3a onacHU ToBapu no Mope)
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 (yctoiumsu, Groakymynupalum n TOKCUYHN)
vPVB: very persistent and very bioaccumulative (MHoro yctoiumsm n MHOro 6uoakymynupatum)
Skin Irrit. 2: Koposusi/gpasHeHe Ha koxata [ Kateropus 2
Eye Irrit. 2: CepnosHo yBpexaaHe/gpa3HeHe Ha ouuTe | KaTeropus 2
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