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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 : Megestrol acetate for system suitability
XHUMUYECKO HAaMMEHOBAHUE 1 Megestrol acetate

EO Ne 1 209-864-5

CAS Ne 1 595-33-5

Kon Ha npoxykra 1202500645

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

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

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

sds@edgm.eu, www.edgm.eu

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]

EHIOKpHHEH HapyLIMTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH430
Kareropus 1

EHIIOKpHHEH HapyLIUTE 110 OTHOILEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360

CrrenniyHa TOKCHYHOCT 3a ONPEJIeNIeHN Oprany — noprapsima ce  H372
excnozunus, Kareropus 1
3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])elcTn 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

Ipenmnonara ce, ye mpuuuHsABa pak. Moske Ja yBpeAHd OILIOAUTENIHATA CIOCOOHOCT WX miofa. [IpuduHsBa yBpexkaane Ha OpraHUTe HOCPEACTBOM
MPOAB/DKUTETHA MM IIOBTAPAILA CE eKCIIO3UIIUS.
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Megestrol acetate for system suitability

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

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

IMTukrorpamu 3a onacHoct (CLP)

Curnanna gyma (CLP)
Ipenynpexnenus 3a onacHoct (CLP)

IMpenopsku 3a 6e3omacuHoct (CLP)

GHS08
OmacHo
EUH380 - Moe 1a IpHYUHY HapylIeHHe Ha (YHKIUUTE Ha CHIOKPUHHATA CUCTEMA B YOBEIIKHUS
OpraHU3bM.
EUH430 - Moke 1a IpHYNHA HapyIleHHe Ha (yHKIIUUTE Ha CHAOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H351 - IIpennonara ce, 4e IPUINHSBA PaK.
H360 - Mo>xe 1a yBpeau OIUIOAUTENHATA CIIOCOOHOCT MIIH IUIOA.
H372 - IlpuunHsBa yBpexkaaHe Ha OPraHUTe (ChPACYHO-CHA0BA CHCTEMa, CHIOKPUHHA CHCTEMA)
TIOCPEACTBOM IPOABIDKUTEIHA UM IIOBTAPSAINA CE eKCIIO3UITHSL.
P201 - Ilpenu ymotpeba ce cHabneTe ChC CIEIUATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaly BCHUKH IPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/IyIex/ras/auM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rpa KOHTAKT [0 BpeMe Ha OPEMEHHOCT M IIPH KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 TaKTUTE U JHIETO CTapaTelHo Clel yIoTpeoa.
P270 - [la He ce sne, MHe WIK IIyIIX OIpH YIOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA Cpeia.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYriIa/Ipea3Ha Macka
3a JIMIe/Ipea3Hu CPeICTBA 3a 3alllUTa Ha CIIyXa.
P314 - TIpu Hepa3MnoI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Cpbepete pasniaroro.
P405 - Jla ce cbxpaHsiBa 1o KJIrou.
P501 - CbabprkaHHeTO/CHABT J1a CE M3XBBPIIHN B IIYHKT 3a ChOMpaHe Ha OMACHU WU CIICIUATHI
OTIaABIY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHH /M MEKIyHAPOJHI
pasnopenou.

ETI/IKBTI/IpaHe B CHOTBETCTBHE C: V3KiIIOUeHNS 3a BBTPCIIHA OITAKOBKH, KOTaTO ChABPKAHUECTO HE IPEBUIIaBa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

2.3. /Ipyru onacHocTH

GHS08

BelecTBOTO € BKIIOYEHO B CIMCHKA, M3TOTBEH B ChOTBETCTBUE ¢ wieH 59, naparpad 1 or REACH, 3a npurexxaBaHe Ha CBOICTBa, HapylIaBaly QyHKIMUTE HA

CHIOKPHHHATA CUCTEMA, WK € MACHTU(UIIMPAHO KAaTO MIPUTEXKABAIIO CBOICTBA, HApyIIaBaiy (yHKIUNTE Ha €HIOKPHHHATA CHCTEMA, B ChOTBETCTBHE C
kpurepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra nnu B Pernament (EC) 2018/605 na Komucusita

PA3JIEJI 3: ChcTraB/mHopManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HUnentuduxarop Ha % Kaacuduxauus B cboTBETCTBHE C
NPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Megestrol acetate CAS Ne: 595-33-5 <100 ED ENV 1, EUH430
BEIECTBO, HACHTH(HIMPAHO KaTo MpuTexasaio coiictea | EO No: 209-864-5 ED HH 1, EUH380
nia HapyIiiaBa GpyHKIMHTE Ha €HIOKPUHHATA CHCTEMa Carc. 2, H351
Repr. 1A, H360
STOT RE 1, H372

3a mennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16
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Megestrol acetate for system suitability

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

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

ITspBa momou - 001 MEpKH : BbB BcHUKH Cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE TIPOBIDKABAT, IOThPCETE MEANIIMHCKA
HOMOIII.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nuieTo Ha YUCT BB3/yX U IO IIOCTABETE B MO3MINS, y/IleCcHsABaIla AuinaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITbpBa oMol IPK KOHTAKT C KOXKaTta : Jla ce cBanmy 3aMbPCEHOTO OOJICKIIO U U3JIOKEHUSAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITbpBa oMo IPH KOHTAKT C OYUTE : Usmiakuere ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO 0TBOpeHH. [ToThpceTe MEANIMHCKA TOMOLLL, aKO
60JIKaTa, MUT'AHETO WIIM 3a4EPBABAHETO MPOABIKAT.

ITbpBa MOMOLI IPH MOTTBIIAHE : Msmiaksere ycraTa ¢ Boa (caMo aKo IOCTpaJalusaT ¢ B Ch3HaHKe). Hukora He aBaiiTe HULIO Tpe3

ycTaTa Ha YOBCK B 6e3ch3nanue. HezabaBHo MOTBPCETEC MEAULIUHCKA CHBET/TIOMOIII.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/Iﬂ

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeINIMHCKH TPUKHA U CNICLIMATHO JIeYeHHUue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhriiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesij1o 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIs1iu moxaporacuTelIHA CpeCTBA : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

Onacau MPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oxap . HemwmaoOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHC, BBIVICPOACH JABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KAPHUKApHUTe

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa HU3MOJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 03 MOAXOISIIO 3alUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxareiHa 3ammTa. [IbiHa 3amura Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3IyCKaHe

6.1. JIuuHM NpeANa3sHA MePKH, NPEANIa3HH CPeJCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H APEXHTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHEeLIHH CIy4Yan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY)KHUS ITEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3alUTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3AMTHO 060pyABaHe. 3a moBede nHdopMarus,
BrokTe paszaen §: "KoHTpon Ha ekcro3uiusITa/ THYHU Mpe/na3Hu cpeacTsa’.

6.2. l'[pezmaslm MEPKH 32 Olla3BaHE HA OKOJIHATA cpeaa
I[a ce u3bsrea HU3IIyCKaHE B OKOJIHATa Cpeaa. HpCZlOTBpaTeTC HABJIM3aHETO B KaHAJIM3alUATa U B 06].LICCTB€HI/IT6 BOOH.

6.3. MeToau u MaTepHaJid 3a OorpaHnv4yaBaHe M MNOYUCTBaHE

3a 3abprKaHe : ITlonwmiite ¢ HHEPTEH MaTCpHUal U ITIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a o6e33pe>1<z[aHe Ha OTnaablu.
Metoau 3a Mo4YncTBaHe . Ilouucrere 3aMBbPCEHUTE IIOBBPXHOCTU 00mITHO ¢ Boza. [TouncTBaHe ¢ MOMINTa Ha JACTEPIeHT.
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Megestrol acetate for system suitability

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

6.4. Ilo3oBaBaHe HA APYTH pa3esn

Bwkre Pasnen 13 otHocHO HHpOpManust 3a 00e3BpekIane Ha 0T bIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e30macHa padora

JIOITBIIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE KEHH HIIH KbPMAUuKHTE.

IMpenmnasuu Mepku 3a 6e3omacHa padboTa : Jla ce n30srBa BCsAKaKBa M3IMIIHA eKcro3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, MUe WM IyLy Opy ynoTpeba Ha npoaykTa. Jla He ce u3HaCs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsABaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

Vcenosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa Ha I[OGpC TIPOBETPUBO MSCTO. CpabT 51a ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYCBA CBETIINHA.
OmakoBbYHU MaTepuain : lla C€ CbXpaHsABa B OPUTHHAIIHUTE KOHTeﬁHepH.

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima Hanmanaa JOIIBJIHUTCITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 8: KoHTpoJI HA eKCIO3UIMSATA/JIMYHH MPeANAa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

8.2. KoHTpo.1 Ha ekcno3uIMATA

IMoaxoasi HH:KeHePeH KOHTPO.I

Toaxoasig HHKEHEPEH KOHTPOJI:
I[a Cce ocurypu z[oﬁpo IIPOBETPsAIBAHE HA paGOTHOTO Mmsicto. OOMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUA, TaKa U BEHTUJIALU Ha 001110TO
nomenienue. C Marepuaia TpﬂGBa Ja ce paﬁom noxn na60paTopHa KaMHnHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Ja ce HocsT npeanasznu ouna. [Ipeanasuu ounna cbe crpannyna 3ammuta. (EN 166)
3ammuTa Ha KozKaTa

3ammTa Ha KOXKATa H TSIOTO:
Jla ce HOoCH mOAXOMAMIO HpeanasHo obieko. JlabopatopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3amura Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONYMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJIHATE BTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax Jja ce U3I0JI3Ba anapar 3a auiane ¢ Guarsp: P3

3JIEJI 9: ®u3uyHu U XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE . TBBpIO BELIECTBO
LBsat : Osul. movTH OsuI.
BoHIIeH BUA : Crystalline powder.
MonekyiHa Maca : 384,5 g/mol
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Megestrol acetate for system suitability

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

Mupuc : He e Hanuuno
I'panunara Ha mupuca : He e nanuuno
Touka Ha ToneHe : =217°C

Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIeHe : He e Hanuyno
3anmanuMocT : He e Hanuuno
JloJHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
Temneparypa Ha camMo3amnajBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hann4HO
pH : He e Hamu4HO
pH pastBop : He e HanmuuHO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: <0,1 g/l
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Haunsrane Ha napure npu 50°C : He e Hanu4HO
ITeTHOCT : He e Hanu4HO
OTHOCHTEIHA IITBTHOCT : He e HannyHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pasmep Ha yactuiure : He e Hanmu4HO

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI

Hsima HanmM4HA TONBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JEJI 11: Toxkcuxosoruuda nHgopmanus

Ocrpa TOKCHYHOCT (OpasHa) : He ce knacu¢uupa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢mumpa (JIunceat nanxu)
OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢umpa (JIunceat nanxu)
KoposuBHoCT/ipasHene Ha Koxara . He ce xnacu¢umpa (JIuncsat nanam)
CepHO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUHTe : He ce xnacudunupa (Jluncat nanxm)
Cencubunusamys Ha AUXaTeIHATE IbTUIIA WK KoxkaTta : He ce knacudunupa (Jluncsar qaHHmN)
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Megestrol acetate for system suitability

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

MyTareHHOCT Ha 3apOAUIIHUTE KIETKU . He ce xnacuduuupa (JIuncsar 1aHam)

KaHI.ICpOI‘eHHOCT : Hpe;:[nonara C€, Y€ Npu4rHABa pakK.

Megestrol acetate (595-33-5)

IARC rpyna 2B - Moxe 1a ObJie KaHIIEPOT'CHEH 32 YOBEKa
TOKCHYHOCT 3a PeHpOAyKIHATA : Mosxe a yBpeau OIUIOAUTENHATA CIOCOOHOCT MITH TIIOAA.
CTOO (crnenm@uyHa TOKCHYHOCT 32 OIPEIEICHU : He ce knacu¢umpa (JIunceat nanuu)
OpraHu) — €JIHOKPATHA EKCIIO3HIIUS
CTOO (crrenurdHa TOKCHIHOCT 3a OIPEICICHI : IlpnumHsBa yBpexaaHe Ha OpraHuTe (ChpIEYHO-CHI0BA CHCTEMA, CHIOKPHHHA CHCTEMA)
OpraHi) — IOBTapsIIa CE EKCIIO3ULHS TOCPE/ICTBOM IPO/BIDKHTENHA WM [TOBTAPSIIA CE CKCITO3HIIHS.
OmnacHOCT IIpU BAUIIIBAaHE : He ce xnacudunupa (Jluncsat nanHm)

CaoiicTBa, HapymIaBaIu (PYHKIMHTE HA €HIOKPHHHATA CHCTEMA

Heb6naronpusTay nmocneauny 3a 34paBeTo, MpHYUHEHH  © VIMa eHJI0KpHHEH MEXaHN3bM Ha JEHCTBHE, T.€. MPOMEH GYHKIUATA/QYHKIMUTE HA €HIOKPHHHATA
OT CBOICTBA, HAapymaBany QYHKINHTE HA cucrema
€HIOKpPHHHATa CHCTEMa

PA3IEJI 12: Exo/ioruuHa uH(popmanus

OmacHo 3a BoJHaTa cpejia, KpaTKoCpouHa (0cTpa) . He ce xnacu¢mumpa (JIuncsat nanxm)
OmacHo 3a BoHAaTa cpejia, IBIr0CpPOUYHa (XPOHHYHA) . He ce xnacu¢mummpa (JIunceat nanxm)

Megestrol acetate (595-33-5)

YCToHYMBOCT U pasrpaauMocT He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBIIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1oMBIHUTENHA HHOOPMAIIUSL

Heb6naronpusatau mocneuIy 3a OKOJIHATA CPEa, : Vma eHJIOKpPUHCH MEXaHH3bM Ha JCiiCTBHE, T.¢. IpoMeHs (QyHKImsITa/QyHKIMNATE Ha CHIOKPUHHATA
IPHYMHEHH OT CBOMCTBA, HApyIIaBamy (yHKIUHTE HA cucTeMa.
€HJIOKpHHHATA CHCTEMA

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIHS

PA3JIEJI 13: O6e3Bpesxaane HA OTHAABIUTE

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

PA3JIEJI 14: Undopmanusi 0OTHOCHO TPAHCIIOPT

B cporBercTBre ¢ ADR / IMDG / IATA
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Megestrol acetate for system suitability

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP

He e oOexT Ha HapenOuUTE 32 TPAHCHOPT

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He ce perynupa | He ce perynupa | He ce perynupa

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He ce perynupa | He ce perynupa | He ce perynupa

14.4. OnakoBbuHa rpyna

He ce perymupa | He ce perynupa | He ce perymupa

14.5. OnacHocTH 32 0KOJIHATA cpea

He ce perynupa | He ce perynupa | He ce perynupa

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyxXonmbTeH TPaHCIOPT
He ce perynupa

TpaucnopT no Mmope
He ce perynupa

Bb3ayuien TpaHcnopt
He ce perynupa

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpena

Pernamentu na EC

REACH, IIpuinoxenue XVII (YciioBusi 3a orpaHuyaBane)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He durypupa B [Ipunoxenne XIV na REACH (Cnuchk Ha BelecTBaTa 3a pa3peliaBaHe)
REACH, Cnucbk ¢ kanguaart-seurecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cnucbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBera 32 KOHTPOJI HA U3/IeJIUs € IBOHHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a KoHTpoJ Ha M31eius ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopH Ha B3puBHHU BemecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha

IPEKypCOpH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BAHN 32 HE3aKOHHO IIPOM3BOJICTBO HA HAPKOTUYHH HMIIM IICHXOTPOITHHU BEIIECTBA)
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15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

JIEJI 16: /Ipyra nadopmanus

I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Carc. 2 Kanneporennoct, Kateropus 2

ED ENV 1 EnnoxpuHeH HapyIIMTeN 10 OTHOIICHHE Ha OKOJHATa cpefa, Kareropus 1

EDHH 1 EHnokpuHEeH HapyImMTeN 1o OTHOILICHUE Ha 3J]paBeTo Ha yoBeka, Kareropus 1

EUH380 Moske 1a IpHYHHA HapylIeHHe Ha GYHKIMUTE Ha CHAOKPUHHATA CHCTEMA B YOBEIIKHUSI OPraHU3bM.

EUH430 Moske 1a IpHYMHY HapyIIeHHEe Ha (GYHKIUUTE Ha CHAOKPUHHATA CHCTEMA B OKOJIHATA CPEeZia.

H351 IIpenmnonara ce, ue NPUUUHABA PaAK.

H360 Moske 1a yBpeIu OIUIOJUTENIHATA CIIOCOOHOCT WITH TUIOJIA.

H372 IMpruuHsBa yBpekAaHe Ha OpraHUTe (ChPACYHO-CHA0BA CHCTEMA, CHAOKPUHHA CHCTEMa) IIOCPEACTBOM IIPOIBIDKUTEIIHA HITH
TIOBTapSIIIA C€ eKCIIO3UIHL.

Repr. 1A TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1A

STOTRE 1 Creruduyna TOKCHYHOCT 3 OMpe/IeJIeHH OpraHy — MOoBTapsIia ce ekcrosuims, Kareropus 1

Mudopmannonen mct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, chabpskamia ce B To3u MHbopMaIoHeH aucT 3a 6e301acHOCT, € HOJy4eHa OT H3TOYHHUIIU, KOUTO CMsATaMe 3a

HaJiex1HU. Berpexku ToBa, mHpoOpManusaTa ce npeaocrans 6e3 HUKaKBa rapaHiys, M3pUyHa Wi 1ojpa3dupaiia ce, OTHOCHO HeHHaTa KOPEKTHOCT. Y CJIOBUsTA WU

MeTojuTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3Bperk/iaHe Ha IPOJIyKTa ca W3BbH HAIINSA KOHTPOJ U MOJKE J1a Ca U3BbH Hallata KoMmrereHTHocT. [Topaau

Tasu ¥ APpyry NpUInuHU, HUE HE TIOEMaME OTTOBOPHOCT U U3PHUYHO CE€ OTKa3BaMe€ OT OTTOBOPHOCT 3a '3ary6n, LHICTU WK pa3xoau, IPOU3TUYAILU OT UJIU CBbP3aHU

0 HAKaKbB HAYMH ¢ paboTrara, CbXpaHEHUEeTo, ynorpedara uin 00e3BpexJaHeTo Ha npoayKTa. To3u MHpopMalnoHeH JMcT 3a 6€301acHOCT € U3TOTBEH U TpsiOBa

Jla ce U3M0JI3Ba CaMo 3a TO3H NPOIYKT. AKO IIPOJYKTHT CE U3II0JI3Ba KaTO ChCTaBKa Ha APYTH NPOILyKTH, HallMuHaTa MH(OpMAalKs O1 MOIJIa 11a Ce OKaXe

HETIPUIIOKHUMA. Tasu uH(i)opmaum C€ OCHOBAaBa Ha HAIIUTC TEKYIIH IIO3HAHUA U € PEAHA3HAYCHA J1a Ja/I€ OIMCAaHUC Ha IPOAYKTa CaMO 3a LCJIIUTE Ha

3/]paBeoIa3BaHeTo, 0e30I1acHOCTTa M OKoJIHAaTa cpefa. [lopaau Toa, T He TpsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOIYKTA.
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