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& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHoBaHMe Ha BEIIECTBOTO . Doxycycline hyclate
Kon Ha mponyxra : 202100105

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS JIHCT 32 6€30MaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 4 H302
Koposust/mpa3Hene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxna cencnbmmzanust, Kateropus 1 H317
ToxcuuHoCT 32 penpopykimsaTa, Kareropus 1A H360D
ToKCHYHOCT 3a PENPOAYKIHATA, JOBIHATENHA KaTeropusi, epeKTH BbpXy HiIn H362

9pe3 JaKTaIHATa
CrenmdyHa TOKCHYHOCT 32 OTPE/IeTIeHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H335
Kareropust 3, Ipa3HeHe Ha AMXaTEIHHTE IBTHILA

3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebaaronpustHi GU3HKOXHMUYHH e()eKTH H HeOIArONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATA cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha OKAa3aTeJICTBA.

2.2. EleMeHTH HA eTHKeTa

Erukerupane B chorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) . OmacHo

03/04/2023 (Jlata Ha u31aBaHe) BG (6warapckn) 1/9


mailto:sds@edqm.eu
http://www.edqm.eu/

Doxycycline hyclate

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Tpenynpexaenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

H302 - Bpenen mpu noryrpIiaHe.

H315 - IIpenu3BuKkBa Jpa3HEeHe Ha KOXKATA.

H317 - Moxe 1a IpHYUHY aJIeprHYHA KOXKHA PEaKIIHs.

H319 - [Ipenu3BuKBa CEprO3HO Apa3HEHE HA OUHTE.

H335 - Moxe na npenu3BuKa Ipa3HEHe Ha JUXATSITHUTE TBTHILA.

H360D - Moxxe na yBpeau mioza.

H362 - Moxe a 6b1e BpeneH 3a KbpMadeTa.

P201 - IIpexu ynotpeda ce cHabieTe ChC CIENUATHI HHCTPYKIHN.

P202 - He n3nomn3Baiite npeau ia cTe Ipodely U pa3opain BCHUKHU MPEIIa3Hu MEPKH 3a
6e30macHOCT.

P260 - He BaumBaiiTe mpax/mymek/ra3/{uM/u3napeHus/aepo30Im.

P263 - Jla ce n304rBa KOHTaKT II0 BpeMe Ha OPEMEHHOCT U IIPH KbPMEHE.

P264 - [Ta ce u3mue pbleTe 10 JAaKTUTE | JIMIETO CTAapaTesIHO ciel yrnoTpeoa.

P270 - Jla He ce sime, mue WM ITyIIN IpH yIoTpeba Ha MPOIyKTa.

P271 - Jla ce u3non3Ba caMo Ha OTKPUTO WM Ha JOOpe IPOBETPHBO MSCTO.

P272 - Jla He ce u3Hacs 3aMbpCEHO PabOTHO OOIEKIIO H3BBH PAOOTHOTO IIOMEIIEHHUE.

P280 - M3nomn3BaiiTe nmpeana3Hu phKaBUIN/IIPEANIa3HO 00IeKI0/IPeIIa3Hy OUmIa/IIpeAna3Ha Macka
3a JIMIe/NpeTa3Hu CPEJICTBA 32 3alllUTa Ha CIlyXa.

P301+P312 - ITPU ITOTJIBIIIAHE: npu Hepasnonoxenue ce obanere B IEHTHP I1O
TOKCHUKOJIOT U nnu Ha siekap.

P302+P352 - ITIP1 KOHTAKT C KOXATA: U3muiite 0OmIHO ¢ Boza.

P304+P340 - ITP1 BINIIIBAHE: I3Benere quUIeTO HA YUCT BB3IYX H IO IOCTABETE B MO3HIIMS,
yJIeCHsIBAIIA IUIIAHETO.

P305+P351+P338 - ITP1 KOHTAKT C OUMTE: npomuBaiiTe BHUMATEIIHO C BOAA B IIPOJBIKECHUE
Ha HIKOJKO MUHYTH. CBaeTe KOHTaKTHHTE JICIIH, aKO UMa TaKHBa M JOKOJIKOTO TOBA € BH3MOXKHO.
IpoxsipKeTe ¢ U3ILUIAKBAHETO.

P308+P313 - IIPU siBHa miM npemonaraeMa eKco3unust: [1oTepcere MeUIIMHCKH CHBET/IIOMOLI.
P312 - Ilpu Hepaznonoxenue ce obanere B LIEHTHP I10 TOKCUKOJIOI' S unn Ha sekap.
P321 - Ciennanm3upaHo jgedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 3a ITbPBA IIOMOIL] Ha TO3H
€THKET).

P330 - Uzmuiakuere ycrara.

P332+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe: [loTbpceTe MEANIMHCKH ChBET/TIOMOLII.
P333+P313 - IIpu nosiBa Ha KOXKHO Jjpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeANIIMHCKI
CHBET/TIOMOIII.

P337+P313 - Ipn mpobmKUTENHO Apa3HeHe Ha ounTe: [loThpceTe MEIUIMHCKH CHBET/TTOMOII.
P362+P364 - Cpanere 3aMbpCEHOTO OOJICKIIO U IO U3IEpeTe IPEH ITIOBTOPHA YIIOTpeOa.
P403+P233 - JTa ce cpxpaHsiBa Ha 100pe MpoBeTpuBO MAcTO. CHIBT J1a ce ChXpaHsBa INTBTHO
3aTBOPEH.

P405 - Jla ce cpxpaHsBa IOJ KJIFOY.

P501 - CpabprkaHHETO/CHABT J1a Ce M3XBBPIIH B IYHKT 32 CHOMpaHe Ha OIACHU WM CIICIHATHA
OTIAIBIN, B CHOTBETCTBHE C MECTHHTE, PETMOHAITHH, HAIIMOHAIHH /MK MEXTyHapPOIHN
pasnopenou.

ETHKeTﬂpaHe B CbOTBETCTBUE C: U3KIIIOUCHHUS 3a BBTPCIIHN ONTaKOBKH, KOIaTO CBhABPIKAHUETO HE NIPEBUILIaBa 10 ml

IMTukrorpamu 3a omacHoct (CLP)

2.3. Ipyru onacHoCTH

Hsima Hanmuana JOIIBJIHUTECITHA I/IH(i]OpMaLU/ISI

GHS08
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Doxycycline hyclate

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTAaBKHUTE

3.1. BemecrBa

HaumenoBanue Hnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NpOayKTA Permament (EO) Ne 1272/2008 [CLP]
Doxycycline hyclate - <100 Acute Tox. 4 (opainna), H302 (ATE=500

mg/kg TesecHo Terio)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
Skin Sens. 1, H317
Repr. 1A, H360D
Lact., H362

STOT SE 3, H335

3a meauus TekeT Ha H- 1 EUH-npenynpeskaeHusTa 3a OacHOCT: BX. pa3zern 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4. Mepku 32 mbpBa moMOoII|

4.1. Onucanue Ha MEPKHUTE 32 IbPBAa MOMOLL

ITbpBa MOMOLL IPH BAUIIBAHE . Ja ce ocTaBH IoCTpajanys Ha YUCT Bb3AyX. OCUrypeTe CBEX BB3IyX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLL IIPH KOHTAKT C KOXKaTa . Jla ce OTCTpaHM MaKCHMAaJIHO upe3 H30bpcBaHe (¢ 4MCTa M MeKa HOIMBalia Kbprna). la ce u3mue
OOMITHO C BOJIa B KOSATO € NPUOABEH JI€TEPTeHT.

ITbpBa MOMOLLL IPH KOHTAKT € OYHTE . 3miakuere ¢ BoJa, KaTO JBPXKUTE OUUTE LIHPOKO OTBOPEHH.

ITbpBa MOMOLL IIPH MOTITbIIAHE . Mznnaksere ycrata. Mosxe a 6b/ie MPENOPBYAHO NPOXBIKUTENHO METHIIMHCKO HAOIOIeHHE.

4.2. Haii-chmecTBeHun OCTPH M HACTBHIIBALIM CJie/l U3BECTECH NEPUoJ 0T BpeMe CUMIITOMU U e(l)elcm

Cumrniromu/edextn . BB3MoxHN ca 3aKbCHENN eeKTH.
Cumriromu/eeKTH criest BIUIIBaHEe : HenocraThunm 1aHHN.
Cumritomu/eheKTn clies KOHTAKT ¢ KoXKaTta : HenocraThunm 1aHHM.
Cumrniromu/ehekTn ciies KOHTAKT C OYNTe : HenocraThunu 1aHHN.

4.3. Yka3zanmue 3a HEe00XO0AMMOCTTA OT BCAKAKBY HEOTI0KHU MEIUIHMHCKH TPUKHA U CNICLIUATTHO JIeYeHHUue

HOTLpCeTe MCIULUHCKHA C’LBCT/HOMOI]_I. HpPI BB3MOKHOCT [1a CC MOKaXC HACTOAIINA JINCT, & aKO HE € Ha PA3IIOJI0KEHUE, 1a CC MOKAXKE OMaKOBKaTa MJIA €TUKETA.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

5.1. Cpencrsa 3a raceHe Ha moxkap

TMoaXOoIAIIHN MOKAPOTACUTEITHN CPENCTBA : Opesto 3a 3aracsiHe Ha OU'bHSL.

5.2. Oco0enu 0nacHOCTH, KOUTO MPOU3THYAT OT BeIeCTBOTO HJIU CMeCcTa

OnacHOCT OT moXxap : Bwx maparpad 2.2.

5.3. CbBeTH 32 MOKapHHKApHUTE

I/IHCprKI_II/II/I 3a raCCHE Ha MoXapu . I[a C€ U3MOJI3BAT CPEACTBA, MOAXOAAIIH 3a TaCCHE Ha IMOXKapu B CbCEIICTBO.

PA3JIEJI 6: Mepku npy aBapHiiHO H3ITyCKAaHe

6.1. JInyHM npeanasHu MEPKH, NPeINa3Hu CPeJICTBA U NPOLeAYPH IPH CIICLHIHH CJIyYan

OO0y Mepku : Jla ce u30srea npekys KOHTAKT ¢ MpoaykTa. He BanmBaiite
Mpax/IyIeK/ra3/ Ium/u3napeHus/acpo3oiu.
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Doxycycline hyclate

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapPIﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3aIHUTHU CPEACTBA 3a OUUTE UIIHN JIULIETO.

6.1.2. 3a TuuaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Meroau 3a I0YMCTBaHE . Ybenere ce, ue oTnaabLUMTE ca ChOPAHH U CE ChXPAHSBAT HA CUTYpHO MsCTO. [louncrere
craparenHo. Jla ce n3Mue HechOMpaeMust OCTaThK C : Pa3TBOp OT HATPHEB XUITOXJIOPUT.

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha norpe6urens na ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO HA
[POJLYKTA 3a APYTH LIEH, PA3JIUYHU OT TE3H, 38 KOMTO € IPEeJHA3HAYCH.

Ipenna3zuu Mepku 3a 6e3omacua padora : C marepuara TpsOBa aa ce paboTu BHEUMATENHO. J{a ce M30srBa mpeKust KOHTAKT ¢ npoaykra. C
Marepuaia TpsAbBa Ja ce paboTH Moj J1abopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHUSATA HA J0OpaTa IPOMHUIILIEHA XUTHEHA U TIPOLIEYPHTE 32
6e30MacHOCT.

TexHUYEeCKH MEPKH : Jla ce cnia3BaT NPHIOKUMHTE Pa3OPenOH.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O/ KIIFOY.

Bk maparpad 1.

KOllTpOJ'I HA eKCIO3UIUATA/INIHHI npeanmasHu CpeacTna

8.1.1 HanMoHAaIHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H GHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.2. IlpenopbunTeTHH MPOIEYPH 32 HAOTI0ACHHE
Hsma nammana nomsHATETHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima HanmmuHa nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL u PNEC

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.5. Peryaupane upe3 ooxsaru (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.2.1. Iloaxoasiu TeXHUYECKH KOHTPOJI

Ioaxoasiiy TEXHHYECKH KOHTPOJI:
Jla ce chxpaHsiBa B 10Ope MPOBETPHBO MoMeleHre. [la ce H3IoI3yBa CANHCTBEHO B CMyKaTelIHa KabKuHa ¢ HHTerpupan ¢puiarsp. Bucokoedektisen Gpuarep 3a
gactuiy (HEPA duntsp).
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Doxycycline hyclate

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2. JIM4UHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha o4MTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe Ha KOKATA

3amuTa Ha KOKATA H TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOITUMBO 3amuTHO obnekno. DIN EN 13034

3amuTa Ha pBUETE:
XUMI4YeCKH YyCTOIHYNBY Ipena3Hy pbkasuny. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MbTHIIA

3ammTa Ha AUXATEJIHATE IMBTHINA

Ortaensne Ha npax: mpotuBonpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npomykT : AnTHaepo3onHa Macka. Hocere nuxarterneH amapart, ako cTe
W3JI0’KEHU Ha Mapu/IpaxoBe/aepo30iIu

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATETHA HHQOPMALIHS

8.2.3. KoHTpo.1 Ha eKCNO3HIMATA B OKOJIHATA Cpeaa

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

MYHU ¥ XMMHYHH CBOICTBA

9.1. MndopmManusi OTHOCHO OCHOBHUTE (PUBHYHM U XHMHYHHU CBOICTBA

ArperaTtHo ChCTOSHHE : TBBpHo BemecTBO
IBsT : He e HammuHO
Mupuc . He e npunoxumo.
I'panunara Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpBb3BaHe . He e Hanmmuno
Touka Ha KHUIIEeHe : He e nannuno
3anmammmocT . He e nHamuno
I'paHHIM Ha eKCIUIO3HBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT © He e npunoxumo
T'opHa rpanuLa Ha €KCIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnaiBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hannuno

pH : He e Hannuno

pH pastBop : He e Hannuno
Bucko3uter, KuHEMaTuueH © He e npunoxumo
PasztBopuMoCT : Bopma: 100 — 1000 g/I
KoeduruenT Ha pasnpenernenue: nN-okranoi/soga (Log  : He e namuuno
Kow)

Hansrane na napute © He e Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanmuuno
OtHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha wactunute . He e manmuuno

9.2. Jipyra undopmanus

9.2.1. Undopmanusi BB BPb3Ka ¢ KJacoBeTe Ha (GU3NYHA OMACHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[

9.2.2. JIpyru XapakTepuCTHKH 32 0€30MacHOCT

Hsma HanmyHa JOMbIHUTENTHA HHOOPMALUS
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Doxycycline hyclate

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

PA3JEJI 10: CTa0MJIHOCT M PEaKTHBHOCT

CrabuseH npy HOPMAHH YCIIOBHS.

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma npu HopmanHa yrnotpe6a. Buokre Pasnern 7.

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIA OaCHU M3IIApCHUS.

PA3JIEJI 11: TokcukoaoruaHa uHgopmanusi

Ocrtpa ToKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (epMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)
KoposzuBHOCT/ipa3sHeHe Ha KoXarta

CepHo3HO yBpex/JaHe Ha OUNTe/Apa3HEeHe Ha OUHTE
CeHCHOWIN3ALHS HA AUXATEHATE IBTUILA WIH KOXKaTa
MyTareHHOCT Ha 3aPOHIIHUTE KICTKU
Kanneporennoct

ToKcHIHOCT 32 PENPONYKIHATA

CTOO (crnenududHa TOKCHYHOCT 3a OIPEIEIeHI
OpraHu) — eIHOKPATHA CKCTIO3HIIUS

CTOO (crienuduvHa TOKCHYHOCT 3a OPEIETCHI
OpraHu) — IOBTaPsIIIA CE EKCIO3ULIHS

OnacHocT Tpu BAUIIIBAHE

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exomnorus - o010

OmacHo 3a BoIHaTa cpesia, KpaTKocpoyHa (0cTpa)
OmacHo 3a BOIHATa cpeJia, IBIrOCpPOYHa (XPOHHYHA)
He ce pasrpaxia 6bp30

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

Bpenen npu nornsiaxe.

He ce xnacudmmpa

He ce xnacudmmpa

Ipenn3BuKBa Apa3HEHe Ha KOXKATA.

Ipenn3BUKBa CEPHO3HO Apa3HEHE HAa OUHTE.

Mooxe f1a NPUYHHY alepruyHa KOKHA PEaKius.

He ce xnacu¢puumpa

He ce xmacugpummpa

Moxe na yBpean miona. Moxe a Ob/1e Bpe/ieH 3a KbpMadera.
Mooxe fa npefn3BUKa Apa3HEHe Ha AUXATEIHUTE IbTHINA.

He ce xnacuduumpa

He ce xnacu¢puumpa

Omnacuy otnaxbiy. Jla ce U3Mon3yBaT MOIXOASIIN KOHTSHHEPH 3a OTIAaIHHUTE IPOIYKTH.

He ce xmacudpuumpa
He ce xmacugpuumpa
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Doxycycline hyclate

HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbLUTE

MecTHO 3aKOHOIATEICTBO (OTl'IaI[’LIJ,I/I) . I[a C€ U3XBBPJIIH 110 6e30MaceH HaYuH B ChOTBETCTBUE C MECTHHUTE / HaouOHATIHU pa3n0pe)16n.

PA3JIEJI 14: Undgopmauusi OTHOCHO TPAHCIIOPTUPAHETO

B cvorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu naeHTHGUKALTOHEH HOMeP

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo I He e npunoxumo l He e npunoxumo

Hsima monmbiaHHUTENIHA HATTUYHA I/IHq)OpMaI.II/ISI

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHcnopt o Mmope
He e npunoxumo

Bb3aymen Tpancnopt
He e npunoxumo

He e npunoxumo
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PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH Ipunoxenne XVII (YciaoBus 3a orpannyaBaHe)

He ¢urypupa B [punoxenne XVII na REACH

REACH, IIpunoxenne XIV (Cnucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxernne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaar-semectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-BeecTsa

Pernament PIC (EC 649/2012, IlpeaBapuTe/iHo 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PernamMeHT 0THOCHO BelllecTBa, KOUTO Hapymasat 030HoBu cioii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBaT 030H0BH: cioit (Permament EO 1005/2009): Doxycycline hyclate

PersiameHT OTHOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopH Ha B3puBHH BemecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u yrnorpedara Ha
HPEKyPCOPH Ha B3PUBHHU BEIIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HAPKOTH4YHH BewlecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe Bemectsa (Permament EO 273/2004 oTHOCHO POM3BOJCTBOTO ¥ ITyCKaHETO
Ha I1a3apa Ha ONPEIEIICHN BEIeCTBa, N3M0J3BAHU 32 HE3aKOHHO IPOM3BOJCTBO HAa HAPKOTUYHHU HJIM IICHXOTPOIIHH BEILECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaimM4YHa TOMBJIHATETHA HHOOPMALUS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

PA3IEJI 16: Ipyra nungopmaunus

I[I'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIACHOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHoCT (opainHa), Kareropus 4

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2
H302 Bpenen npu morsiane.

H315 TIpeausBukBa qpa3HeHe Ha KOXKara.

H317 Moxe /1a IPUYMHM alepruyHa KOXKHA PeaKIys.

H319 IIpean3BuKBa CEpHO3HO Jpa3HEHE HAa OUUTE.

H335 Moske fa mpeau3BUKa Ipa3HeHe Ha AUXATEITHHUTE ITbTUIA.
H360D Moske 1a yBpeau Iioza.

H362 Moxe 1a Obie Bpe/ieH 3a KbpMauerTa.

Lact. TOKCHYHOCT 3a PENPOIYKIMATA, JOMBIHUTEIHA KATEropys, eeKTH BbPXY HIIH Upe3 JIAKTAIUsTa
Repr. 1A ToxcuunoCT 3a penpoxykuusra, Kareropus 1A

Skin Irrit. 2 Koposusi/npasneHe Ha koxata, Kateropus 2

Skin Sens. 1 KoxHa cencnbmmmsanus, Kareropus 1
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II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

STOT SE 3 CrenuuaHa TOKCHYHOCT 32 ONPE/EICHN OPraHy — eHOKpaTHa ekcro3uims, Kateropus 3, npasHeHe Ha AUXATEIHUTE ITBTULIA

Mudopmannonen et 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, chabpskaiia ce B To3u MHpopMaloHeH JucT 3a 0€3011acHOCT, € IOoIyueHa OT U3TOYHHUIIU, KOUTO CMsATaMe 3a
HasiexK1HU. Brnpeku Toa, nHdopMalusaTa ce npegocTass 0e3 HUKaKBa rapaHIiis, H3pMYHa WK 110Jpa30upalia ce, OTHOCHO HelHaTa KOPEeKTHOCT

03/04/2023 ([aTa Ha u31aBaHe) BG (6birapcku)

9/9



