COUNCIL OF EUROPE . .
edome \ D-His-Buserelin

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlata Ha u3naBane: 15/05/2025 Bepcus: 1.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : D-His-Buserelin
XUMHYECKO HANMEHOBaHHE . [2-D-Histidine]buserelin
CAS Ne 1 1872434-99-5

Kon na npoxykra : 202500331

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

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.edqm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

EHOKpHMHEH HapyLINTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIOKpHHEH HapyLINTEN 110 OTHOIIEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Ocrpa ToxcnuHocT (opainHa), Kareropus 4 H302
ToxcuunocT 3a penpoxykuusaTa, Kareropus 1A H360F

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

Heﬁnaronpuﬂnm q)“3l/lKOXPlMPI'1Hl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3PaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu normsuiane. Moxe a yBpeIu OILIOAUTENHATA cIocoOHoCT. [IpuunHsBa yBpexkIaHe Ha OpraHUTE MOCPEACTBOM MPOAB/DKUTEIHA UIH IIOBTAPAINA CE
€KCIIO3ULIUSL.
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D-His-Buserelin

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)

GHSO07 GHSO08
Omnacuo
EUH380 - Moe 1a IpHYUHY HapylIeHHe Ha (YHKIUUTE Ha CHIOKPUHHATA CUCTEMA B YOBEIIKHUS
OpraHU3bM.
EUH431 - BeposiTHO IpHYHHsBA HapyIIeHHe Ha (PyHKIMUTE Ha €HIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H302 - Bpenen npu norisliaHe.
H360F - Moe ia yBpeau OIUIOAUTEIIHATA CIIOCOOHOCT.
H372 - IIpuunHsBa yBpexxIaHe Ha OPraHUTe (€HIOKPHHHA CHCTEMa) IIOCPEACTBOM IPOABIDKUTEIHA
WITH TIOBTapsIIa Ce eKCIO3HIIHS.
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 n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce nu3mue pbLeTe 10 JIAKTUTE U JIMLETO CTApaTEeNHO clie]] yrnoTpeda.
P270 - [la He ce sne, MHe WIK IIyIIX OIpH YIOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA Cpeia.
P280 - M3nomn3BaiiTe npeAna3Hyu phKaBUIN/IPEAIa3HO 00JICKIO/IpeAIa3Hy OYIIa/Ipeana3Ha MacKa
3a JIMIe/Ipea3Hu CPeICTBA 3a 3alllUTa Ha CIIyXa.
P301+P312 - ITPU ITOI' JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P314 - Ilpu Hepa3monoKeHUe IOTHPCETe MEAUIIMHCKH ChBET/IIOMOLII.
P330 - M3mnakueTe ycrara.
P391 - Cpbepete pasnsaroro.
P405 - Jla ce cbxpaHsiBa 1o KJIr04.
P501 - CbappxaHHETO/CHABT Aa CE€ U3XBBPIIH B IIyHKT 3a ChOMpPaHe Ha OMACHH WU CIELHATHU
OTIaABILY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHY H/MIH MEKIyHApPOJHI
pasnopenou.

ETnxernpane B ChOTBETCTBHE C: MI3KIIOUCHNS 32 BETPEIIHH OIIAKOBKH, KOTATO ChAbPKAHUETO He IpeBumana 10 ml.

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoCTH

Jlpyra napopmarus

GHSO08

Buumanue - BEIIECTBO, KOETO BCEC OLIC HE € M3IIUTAHO HAII'BJIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HUpentuduxarop Ha % Kaacuduxauus B cboTBeTCTBHE C
NPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
[2-D-Histidine]buserelin CAS Ne: 1872434-99-5 <100 ED ENV 2, EUH431

ED HH 1, EUH380

Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg)

Repr. 1A, H360F

STOT RE 1, H372

3a mennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16
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D-His-Buserelin

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

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

[TpBa momour - 00IIH MEPKU : BbB Bcnuku ciyyan Ha CbMHEHHE, UM aKO CHMITTOMHUTE MPOABIDKABAT, MOTHPCETE MEIHIIMHCKA
TTOMOIII.

[TspBa oMo NPy BAHIIBAHE : M3Bezpere aMIeTO HA YHCT BB3AYX U IO IOCTABETE B MO3MLIMS, YIIECHsBAIA AULIaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITppBa oMo IPH KOHTAKT € KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOXKATa J1a Ce H3MHE C MEK CalyH U
BOJIa, KaTo CJIe/l TOBA Ce M3IIAKHE C TOIUIA BOJA.

[TpBa moMoLI IPY KOHTAKT C OYHTE : W3mnakuere ¢ Boaa, KaTo AbPXKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMHCKa OMOLLL, aKO
Gonkata, MUTAHETO MM 3aUePBSIBAHETO MPOIBIDKAT.

[TpBa moMoLI IPU MOTJTBIIAHE : W3mnakuere ycrara ¢ Boja (caMo ako MOCTpagajusT € B cb3HaHue). Hukora He qaBaiiTe HULIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT Ul/Ha
nieKap.

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/IH

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIO0KHU MeINIMHCKH TPUKHA U CICLIMATHO JIeYeHHUue

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

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhIiepoeH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeICTBa : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Onacau NPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmHOTO TOpEHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTH TOKCUIHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU M3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTE

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 npennpuemMa HaMmeca 03 MOAXOSIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TSII0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3IyCKaHe

6.1. JInyHH MpeANa3sHA MEPKH, PEANAa3HH CPEACTBA U MPOLEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H APEXHTE.

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

ABapuifHU TIIaHOBE : Jla ce oTCTpaHH HEHY)KHUS ITEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3AUMTHO 060py/ABaHe. 3a moBede nHdopMarus,
BrokTe paszaen §: "KoHTpoi Ha ekcro3uimsITa/ TMYHU pena3Hu cpeactsa’.

6.2. l'[pezmaslm MEPKH 32 OlIa3BaHE HA OKOJIHATA cpeaa
I[a ce u3bsrsa HU3IIyCKaHE B OKOJIHATa cpeaa. HpC,ZLOTBpaTeTC HaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.

6.3. MeToau u MaTepHaJid 32 OrpaHn4YaBaHe U NMOYUCTBAHE

3a 3abpKaHe : Ilonwmiire ¢ HHEPTEH MaTCpHUal U ITIOCTABETE B ITOAXOALIL KOHTeﬁHCp 3a o6e33pe>1<z[aHe Ha OTnaablu.
Metoau 3a Mo4YMCTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTU 00mITHO ¢ Boja. [TouncTBaHe ¢ MoMINTa Ha JACTEPIeHT.
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D-His-Buserelin

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
st . He e HannuHO
MonekyiHa Maca : 1239.5 g/mol
Mupuc : He e Hannuno
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D-His-Buserelin

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

I'pannmara Ha Mupuca : He e Hanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIeHe : He e Hanuuno
3amanuMocT : He e Hanuyno
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camMo3amnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e HanuyHO
pH : He e Hanmu4HO
pH pastBop : He e Hamu4HO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumoct : He e Hanu4HO
Koedunuent na pasnpenencuue: n-okranon/soga (Log  : He e HammuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Hansrane Ha napure npu 50°C : He e Hanu4HO
ITeTHOCT : He e Hanu4HO
OTHOCHTEIHA IITBTHOCT : He e Hann4Ho
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yactuiure : He e Hanu4HO

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 10: Ctaoua U PEAKTHBHOCT

Hsima HanmuHa JOMIBIIHUTEHA HH(l)OpMaHHﬂ

Hsawma Hamuaaa JOIBJIHUTECITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBITHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa JONBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: Tokcuxosoruuaa nugopmanus

Octpa TOKCHYHOCT (OpajiHa) . Bpenen npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xknacu¢umpa (Jlunceat nanxu)
OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢umpa (JIunceat nanxu)

[2-D-Histidine]buserelin (1872434-99-5)

LD50 opanHo mbx > 300 — <2000 mg/kg (mporHo3Ha cTOHHOCT)

KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce knacu¢umpa (Jlunceat nanxm)
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D-His-Buserelin

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

Cepro3HO yBpesK/jaHe Ha OUKTe/IpasHEeHe Ha OUNTe . He ce xnacuduuupa (JIuncsar 1aHam)

CeHcnbunM3anys Ha IMXaTelHUTE MbTUINA K Koxkata  : He ce kimacuduuupa (JIuncsat naHam)

MyTareHHOCT Ha 3apOJIUIITHATE KJICTKA : He ce xmacudumupa (JIuncear nanHm)

Kanneporennoct . He ce xnacu¢uimpa (Bb3 ocHOBa Ha HaIMYHHUTE JAaHHH, HE Ca M3ITBJIHEHH KPHTEPUHTE 3a
KIacu(pHIIpaHe)

ToKcHuIHOCT 32 PEIPOLYKIHATA : Moske 1a yBpeaH OILIOAUTENIHATA CIOCOOHOCT.

CTOO (crneuuduvHa TOKCHYHOCT 3a ONPECICHU : He ce xnacudunupa (Jlunceat gaHHm")

OpraHu) — €IHOKPATHA EKCTIO3ULIUS

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONPEICICHI : IlpnuuHsBa yBpexnaHe Ha OpraHuTe (CHIOKPUHHA CHCTEMa) HOCPEICTBOM MPOABIDKATEIIHA HITH

OpraHu) — MOBTapsIIIa Ce eKCIO3ULHs HOBTAPAIIA CC CKCIIO3HIIMS.

OmnacHOCT NP BAUIIBaHE : He ce xnacu¢uupa (JIuncsat nanam)

Hsma nanwyna qonenHUTENHa HHOOPMAIIUSL

PA3EJI 12: ExonornyHa uH(popManus

OmnacHo 3a BOJHATa cpeaa, KpaTKkocpodHa (0cTpa) : He ce xnacu¢unupa (Jluncsar naHamn)
OmnacHo 3a BOJHATa cpefia, IbIAr0CpOoYHa (XPOHUYHA) : He ce xnacu¢uuupa (Jluncsar naHHmn)

[2-D-Histidine]buserelin (1872434-99-5)

YcToiuMBOCT U pa3rpagiuMocT Pasrpaxna ce 6p30

Hswma manmuyaa JOITBJIHUTCITHA I/IH(i)OpMaI.II/ISI

Hsima Hanmu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZOOBIHUTETHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

PA3JEJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH ninn uaenTudukanuoHeH Homep

He e obexT Ha HapenbuTe 3a TpaHCIOPT

15/05/2025 ([lara Ha uznaBaue) BG (6barapckn) 6/8



D-His-Buserelin

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

ADR IMDG IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

He ce perynupa | He ce perynupa | He ce perynupa

14.3. Knac(oBe) Ha 0NACHOCT NP TPAHCIIOPTHPaHe

He ce perynupa | He ce perynupa | He ce perynupa

14.4. OnakoBb4Ha rpyna

He ce perynupa | He ce perynupa | He ce perynupa

14.5. OnacHocTH 32 OKOJIHATA cpeja

He ce perynupa | He ce perynupa | He ce perynupa

Hsma nombaHUTEIHA HATMYHA HHGOpMaIUs

14.6. CnennaTHu MpeANa3HA MEPKH 32 MOTPedUTeINTE

CyXonmbTeH TPAHCIIOPT
He ce perynupa

TpaucnopT no mope
He ce perynupa

Bb3ayuien Tpancnopr
He ce perynupa

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA Memyﬂapom{aTa MOPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMAaTHBHATa ypenda

15.1. CienpvuHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPe10a/3aK0H0IATE/ICTBO OTHOCHO 6€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, IIpuiaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He durypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 3a u31esMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBexJaHe pexkuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOWHHA yrmoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO

Ha 1ma3apa Ha OIIPEACIICHA BCIICCTBA, U3MOJI3BAHU 32 HE3aKOHHO IIPOM3BOACTBO HA HADKOTUYHU WIIA MICUXOTPOITHA BeI_LIeCTBa)
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D-His-Buserelin

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

15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

JIEJI 16: /Ipyra ungopmanust

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

Acute Tox. 4 (opanHa) Octpa Tokcu4HOCT (opanHa), Kateropus 4

ED ENV 2 EnnoxpuHeH HapyIIMTeN 10 OTHOIICHNUE HA OKOJHATa cpena, Kareropus 2

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.
EUH431 BeposTHO MpuuKHsIBa HApyLIEHHE Ha (YHKIMUTE HA CHIOKPUHHATA CHCTEMa B OKOJIHATA Cpeia.
H302 Bpenen npu nornsiaxe.

H360F Moske 1a yBpeIy OIUIOUTEIIHATA CIIOCOOHOCT.

H372 [MprunnsBa yBpekAaHe Ha OpraHUTe (CHAOKPUHHA CHCTEMA) IIOCPEICTBOM IIPOIBDKUTEIIHA HIIU MOBTAPSIIA C€ eKCIIO3HIIHS.
Repr. 1A TokcuuHoCT 3a penpoaykiusaTa, Kareropus 1A

STOTRE 1 Creruduyaa TOKCHYHOCT 32 ONpe/IeJIeHH OpraHy — MoBTapsIia ce ekcrosuims, Kareropus 1

Mudopmanmnonen et 3a 6eszonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopmaroneH juct 3a 6e301MacHoCT, € M0Jy4eHa OT H3TOYHUIIU, KOUTO CMsTaMe 3a
HaZeKAH. Bbipexn ToBa, nHGpopManusTa ce mpeocTans 0e3 HUKaKBa rapaHIus, H3pUYHA WK [opa3dupalia ce, OTHOCHO HeiHaTa KOPEKTHOCT. Y CIIOBUSITA HITH

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

Tasu v APpYyry NpUIuHU, HUE HE TIOEMaME OTTOBOPHOCT U U3PHUYHO CE€ OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary6n, LHICTU WJIK pa3xoau, IPOU3TUYAILU OT UJIU CBbP3aHU

I10 HAKAKbB HAYMH ¢ paboTaTa, CbXpaHEHHUETO, yroTpedara 1in 00e3BpeskIaHeTo Ha npoaykra. Tosn MH]opmannoneH aucT 3a 0€3011acHOCT € U3TOTBEH U TpsidBa

Jla ce U3M0JI3Ba CaMo 3a TO3H NPOJIYKT. AKO IIPOJYKTHT C€ U3II0JI3Ba KaTO ChCTaBKa Ha APYTH NPOILyKTH, HalnuHaTa MH(OpMalis O1 MOIJIa 11a Ce OKaXe
Henpuioxkuma. Tazu nHpopManys ce OCHOBaBa HAa HAIIUTE TEKYIIM IO3HAHMSA U € IIPe/IHa3HauYeHa J1a J1a/Ie OIMCAaHKUe Ha TIPOJyKTa CaMo 3a IIEJIUTE Ha

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

15/05/2025 ([daTa Ha n3naBaxe)

BG (6warapckn) 8/8



