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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Dorzolamide impurity A

XUMHYECKO HANMEHOBaHHE : (4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno-[2,3-b]thiopyran-2-sulfonamide 7,7-
dioxide

CAS Ne 1 120279-95-0

Kon Ha npoxykra : 202200440

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

Kaacupuxauus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]
Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
CrrenniyHa TOKCHYHOCT 3a ONPE/IeNICHN OpraHy — noBTapsma ce  H373
excnoszunus, Kateropus 2

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'{Hl/l eq)eKT]/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Bpenen npu normsuiade. Moxe a IPHYMHY yBPEXKAaHe HA OPraHUTE IIPU MPOABIDKHTEIHA MM IIOBTAPAIIA €& eKCIIO3UIIMS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
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Dorzolamide impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H373 - Moxe na npuunnu yBpexxaane Ha opranute (Other:Central nervous system, Gastrointestinal
tract, Bone, Blood, Bladder) npu npoab/okuTenHa nity nmoBTapsiia ce eKCIo3MuIHs.

Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiiTe npax/mymiex/ra3/ium/n3mapeHust/aepo30ii.
P264 - Jla ce u3mue pbleTe 10 JIAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce siae, nue Wiy MMy npy ynorpeba Ha NpoayKTa.
P301+P312 - [IPU [TOTJIBILIAHE: Ilpu Hepaznonoxenue ce odbanere 8 LIEHTHP 1O
TOKCHKOJIOT' M unu Ha nexap.
P314 - [Ipu Hepa3monoKeHne NOTHPCETE METUIIMHCKU CHBET/TIOMOIII.
P330 - M3nnakuere ycrara.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPAHEe HA OMACHU MU CTICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PCTMOHAIIHY, HALMOHAIIHY H/HJIN MEXILyHapOIHU
pasnopenou.

Etukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTo ChIbPXKAHUETO He npeBuiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarys : BHHMMaHHe - BEECTBO, KOETO BCE OILIE HE € M3MUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Perinament (EO) Ne 1272/2008 [CLP]

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno- | CAS Ne: 120279-95-0 <100 Acute Tox. 4 (opanna), H302

[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide STOT RE 2, H373

3a meinnus Teker Ha H- u EUH-nipeaynpexeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOLL

ITepBa nomont - 00N MEpKU : BbB Bcuuku ciyyan Ha CbMHEHHE, WM aKO CHMIITOMUTE IPOIBIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa noMoNI IPH BIHIIBaHE : M3Bezmere IMIETO Ha YHCT BB3AYX U IO IIOCTaBETE B IIO3MIIMS, YIICCHIBaIA AUNIaHeTo. [la ce octaBu
MOCTpaJialiys Ja CU oduHe. B cirydaii Ha mpunomasare: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLI.

ITepBa moMoII IPH KOHTAKT € KOXKaTa : Jla ce cBayy 3aMBPCEHOTO OOJICKIIO U H3JIOKEHMST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJ TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITspBa mOMOII IPH KOHTAKT C OYHTE : M3mraksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeqUIMHCKa TOMOLI, aKO
OoJkaTa, MUTaHETO MU 3aUePBSIBAHETO IPOIBIDKAT.

ITspBa mOMOI TIPX MOTJTBIIAHE . M3maknere ycrara ¢ Bozia (caMo ako NOCTpaJajIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycraTa Ha 4oBeK B Oe3ch3Hanue. HezabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT USl/Ha
JIeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM CJle]l H3BECTeH MepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsima Hanmana JOIIBJIHUTCITHA HH(I]OpMaI_II/ISI

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa 10mbIHUTENTHA HHOPMAIUST
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNTHETO Ha TOKCUYHU H3MapCHus.

MHcTpykuny 3a raceHe Ha HOXKapH : Jla He ce omycka M3MoJI3BaHaTa B 6opbara ¢ Imoxkapa BoJa ia 3aMbpCH OKOJIHATa Cpefa.
3amyta Ipy raceHe Ha Ioxap : Jla He ce mpexnpreMa Hameca 0e3 MOAXOSIIO 3aLIUTHO 000pyABaHe. ABTOHOMEH H H30JIHMPAIL]
arapar 3a AuxareiHa 3anmTa. [IeiiHa 3amura Ha TI10TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : Ila C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
IBsT . He e mamuuno
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannmuHO
Touka Ha 3aMpB3BaHE . He e HannuHO
Touka Ha KUTIEHE . He e HannuHO
3ananuMocT . He e HanuuHo
JlonmHa rpaHHIIa Ha eKCIUIO3UBHOCT : He e npmioxxumo
T'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npmioxxumo
IInamua remneparypa . He e npunoxumo
Temmneparypa Ha camo3arajBaHe : He e npmioxxumo
Temmneparypa Ha pazinaraHe . He e HannuHo
pH . He e HannuHo
pH pastBop . He e HannuHO
Bucko3uTer, KHHEMaTH4eH . He e npunoxumo
Pa3ztBopumocT . He e HannmuHo
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute . He e HannmuHo
Hansrane na napute npu 50°C : He e HannmuHO
IImpTHOCT . He e HannuHO
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. Ipyra uapopmanusi

Hsma HanuyHa I0MBJIHUTENTHA HHOPMAIUS
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno-[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide (120279-95-0)

LD50 opanHo mrex 300 — 2000 mg/kg
KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Jluncsat nanxm)
Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUnuTe . He ce ximacuduuupa (Jluncsat 1aHam)
CeHcubunM3anys Ha JUXaTelHUTE MbTUINA K koxata  : He ce kimacuduuupa (JIuncear nanam)
MyTareHHOCT Ha 3apOJIUIITHATE KIECTKA : He ce xmacudumupa (JIuncear nanHm)
Kanneporennoct : He ce xnacudunupa (Jluncsat nanxm)
TokcHuuHOCT 32 PEIPOLYKIHATA . He ce xnacuduuupa (JIuncear jaHH#H)
CTOO (crneuuduyHa TOKCHYHOCT 32 ONPECIeHU : He ce knacu¢umpa (Jlunceat nanxm)

OpraHu) — €JHOKPATHa eKCIIO3ULIHs

CTOO (cnemudpuyHa TOKCHYHOCT 3a ONPEENEHN 1 Moxe 1a IpHYMHU YBPEK/IaHE HA OPTaHUTE PU NPOXBKHTENHA UM MOBTAPAIIA Ce eKCIO3MIHS.
OpraHM) — NOBTAPSIIIA C& EKCIIO3UIIUS

OmnacHOCT NpH BANIIBaHE : He ce xnmacudunupa (TexHndecka HEBB3MOKHOCT 3a IIOTydaBaHEe HA JTAHHH)

Hsma Hanu4Ha qOMBIHUTENHA HHOPMAIHS

PA3JIEJI 12: Exonoruyna ungopmanus

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xnacudunupa (Jluncat nanxm)
OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Jluncat nanHm)

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno-[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide (120279-95-0)

YcToiYMBOCT U pa3rpaiuMocT | He ce pasrpaxna 6Bp30
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: O6e3Bpexaane HA OTHAXbLIHUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Kitac(oBe) Ha onacHOCT NPH TPAHCIOPTHPaHe

He e mpunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHoCTH 32 OKOJIHATA cpeaa

He e npunoxxumo He e npunoxumo He e npunoxumo

Hsima nombiiHHTEIHA HANTMYHA I/IH(bOpMaI.IPIﬂ

CyxonbTeH TPAaHCIIOPT

He e npunoxumo

TpancnopT no mope
He e npunoxumo

Bu3aymen Tpancnopr
He e npunoxumo

He e npunoxumo
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlara Ha penakiusara Jlo6aBeHno
1.1 CAS Ne Jlo6aBeHo
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnotpeba Ha BEIecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto
2.1 HebnaronpusaTan QU3NKOXUMUIHHN eDEKTH 1 IIpomeneno

HeﬁJ’IaFOHpI/IﬂTHH eq_)CKTI/I 3a 3IpaB€TO Ha YOBEKa U
OKOJIHaTa cpena

2.3 Hpyra unpopmanus JobaBeHo
4.1 IIppBa nomo1l Npy NOrIbIAHE Jlo6aBeno
4.1 II'ppBa nomo1i npu BIUIIBaHE JobaBeHo
4.1 IIppBa nomol - 00K MEPKH JlobaBeHo
4.1 IIppBa nOMOIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 ITspBa nomont py KOHTAKT C OYHTE IIpomeneno
5.1 Henoxxonsuy noxxaporacuTeNnHu CPeACTBA Jlo6aBeno
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Dorzolamide impurity A

HH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
5.1 TToaxoasmu noxaporacuTeIHA CpeCcTBa IIpomeneno
52 OmacHu IPOIYKTH Ha pa3lajiaHe B CIydail Ha JobaBeHo
oxap
5.2 OnacHOCT OT moXxap IIpemaxuarto
53 3amuTa Npy raceHe Ha Mmoxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha MoKapu ITpomeneno
6.1 3aluTHY cpejicTBa JobaBeHo
6.1 OO0 Mepku JobaBeHo
6.1 ABapuiiH¥ TUIAaHOBE IIpomeneno
6.2 IIpeana3Hu Mepky 3a orna3BaHe Ha OKoOHATa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlob6aBeHo
6.3 Meroau 3a MOYUCTBaHE JobaBeHo
6.4 Tlo3oBaBaHe Ha aApyru pasznein (8, 13) JobaBeHo
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JlobaBeno
7.1 XUrHeHHH MEPKH JobaBeHo
7.2 OnakoBbYHU MaTepUaIH JlobaBeHo
7.2 YcnoBust 3a cbXpaHsIBaHe JobaBeHo
7.3 Crennduynn KpaifHu ynoTpebu ITpemaxnato
8.2 3amuTa Ha OYUTE JobaBeHo
8.2 3ammra Ha IUXATETHUTE ITETUIIA Jlo6aBeHo
8.2 3amura Ha pbleTe IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno
10.1 PeakionHa criocoOHOCT IIpemaxunarto
10.3 BB3M0OKHOCT 3a OIacHU peakuu IIpemaxnaro
10.5 HecwsBmecTumu marepuanu IIpemaxHarto
10.6 OnacHu NPOAYKTH Ha pasnagaHe IIpemaxuarto
12.1 Exomnorus - o010 IIpemaxnaro
IIbaen Teker Ha H- 1 EUH-npeaynpe:xieHusita 3a onacHoCT:
Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4
H302 Bpenen npu nornsiaxe.
H373 Moske 1a IpHYMHU YBPEXKIaHE HAa OPraHHUTE MIPU MPOIBIDKUTEIHA WIH IOBTAPAIIA C¢ eKCIIO3UIIMA.
STOT RE 2 CreruiyHa TOKCHYHOCT 3 ONpe/ieJIieHH OpraHy — MOBTapsiia ce ekcrnosuius, Kareropus 2

Nudopmarnmonen nuct 3a 6e3onacuoct (MJIB), EC
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Dorzolamide impurity A

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H HPOAYKT. AKO HPOIYKTHT CE U3IM0NI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATa MH(OpPMALHs 61 MOTIIa J1a ce OKake
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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