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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 : Procaine benzylpenicillin for peak identification A
XHUMHYECKO HANMEHOBAHHUE : Procaine benzylpenicillin monohydrate

CAS Ne 1 6130-64-9

Kon na npoxykra : 202500075

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.edgm.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]

PecrimpaTopHa cencubmmmsanus, Kareropus 1 H334
Koxna cencubmmmzanus, Kateropus 1 H317
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM'lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Moske aa HpI/I'-IPIHI/I anepmtma KOXHa peaKuym. Mozxe aa HpPI‘-II/IHI/I aJ'IepI‘PI‘-IHI/I MW aCTMAaTU4YHU CUMIITOMH HUIIN 3anyHHeHI/I$I B JJUIIIAHETO HPI/I BAWIIIBAHE.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe na mpUYMHH aTepruiHa KOXKHA PeaKIus.

H334 - Moxe Ja IPpUYNHU aJIEPTUIHU WKW aCTMAaTUYHNA CUMIITOMH UJIH 3aTPYAHECHHUS B JUITAHETO
TIpy BAUIIBAHE.
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Procaine benzylpenicillin for peak identification A

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenopbku 3a 6e3omacuoct (CLP) : P261 - U36siraiite BAMIIBaHE HA Mpax/MyIIeK/Ta3/IuM/H3MapeHHs/aepo30IIu.
P272 - Jla He ce u3Hacs 3aMbpPCEHO pabOTHO OOJIEKIIO U3BBH PAOOTHOTO OMELICHHE.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEeANa3HN CPEACTBA 32 3aIUTa Ha CIIyXa.
P284 - Hocete cpencrtsa 3a 3amura Ha AUXATEIHUTE IBTUILA.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.
P304+P340 - [TPU BAWIIIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMS,
yJIeCHsBAIIA AUIIAHETO.
P321 - Cnenuanusupano je4eHue (BxK. IOMBbIHUTEIHA HHCTPYKLUS 32 IIbPBa IOMOIIL HAa TO3H
€THKET).
P333+P313 - [Ipu nmosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIMHCKU
CBHBET/IIOMOLI.
P342+P311 - [Ipu cumntomu Ha 3atpynHeHo auiane: O6anere ce B IEHTBP 10
TOKCHKOJIOT' M unu Ha nexap.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIu OBTOPHA yroTpeda.
P501 - CbappixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH

Jlpyra nadopmanys : AKTHBHO BelecTBO (BbB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Procaine benzylpenicillin monohydrate CAS Ne: 6130-64-9 <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. OnucaHue Ha MepKUTE 32 IbPBA MIOMOIIY

H‘pra moMo1g - 06HII/I MEpKH . BBB Bcnukn CJIy4an Ha CbMHCHHE, HWJIX aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMO1II.
H'I)pBa TIoMOII IpyU BAUIIBAHE . W3Benere nuiiero Ha 9uCcT BB3AYX U I'0O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpagaiys 1a CU mouyrHe. B ciyuyaii Ha peciuparopau cumnromu: Obaznere ce B TOKCHKOJIOTHYCH
LEHTBP WU Ha JIeKap.

IIbpBa noMoIL IPY KOHTAKT € KOXKaTa : Cayere 3aMBpCEHOTO 001eKI0. M3MuiiTe BHUMATEIHO U OOHMIIHO ChC CallyH U Boja. AKO
CHMIITOMHUTE IIPOJBIDKABAT, J1a Ce IOBUKA JIeKap.

ITspBa oMo IPH KOHTAKT C OYHTE : M3maksere ¢ BoJa, KaTo ABPIKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMECKa IOMOL, aKO
OoJkaTa, MUTaHETO MU 3a4ePBSIBAHETO IIPOBIDKAT.

ITspBa mOMOII TIPH MOTJTBIAHE . M3makuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycrara Ha 4OBeK B Oe3ch3HaHMe. He3abaBHO OTBpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haii-cb1ecTBeHH OCTPH U HACTBIIBALIY CJIe] M3BECTEH ePUO/ OT BpeMe CUMIITOMH H e(heKTH

Cumnromu/eeKTd ciel] BAUIIBaHE : Mosxe 1a MpUYMHHM aJeprUYHU WM aCTMATHYHU CUMIITOMH WIH 3aTPYAHCHHUS B AUIIAHETO IPH
BIHUIIIBAHE.
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Procaine benzylpenicillin for peak identification A

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

CumMnromu/edeKTu ciel KOHTAKT ¢ KoXKaTa : Mooxe 1a IPUYMHY aJleprHIHA KOXKHA PEaKIHs.

4.3. Yka3aHue 32 He00XOAHMOCTTA OT BCAKAKBH HEOTJI0KHU MeTUIIMHCKH IPHKH U CIIEUAHO JeYeHue

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxo 11K 10KapoOracUTEIHN CPECTBA : Jla ce u3non3Bat cpejcTBa, MOAXOAALIM 3a FACEHE Ha MOXKapH B ChCEACTBO. BbrieponeH auokcusa.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHs.
Henoaxosiuy noxaporacuTelIH| CpeJiCTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

5.2. Ocobenu OIIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO WU CMeCTa

OnacHu IIPOAYKTH Ha pasrnaJaHe B cnyqal‘i Ha 11oxxap : HenwiHoTO TOpeHE 0cBO0OXK/1aBa OIIACCH BBIVIEPOACH OKHUC, BBITIEPOACH ABYOKHUC U APYTH TOKCUYHH
ra3oBe. Bp3MOXKHO € OTAEISIHETO Ha TOKCHYHH H3napeHus.

5.3. CbBeTH 32 OKaAPHUKAapHUTe

I/IHCprKLIHI/I 3a racCHEe Ha IOXKapu : )Ia HE C€ I0ITyCKa U3II0JI3BaHaTa B 6op6aTa C IT0’Kapa BOJa 1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra TIpU rac€HE Ha I10XKap : )Ia HE C€ IpearprueMa Hameca 0e3 MOAXOASIIO 3aIIUTHO o60py11BaHe. ABTOHOMEH U nu3ojauparg
ariapar 3a IuxaTejiHa 3amiuTa. IIbsiHa 3ammTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JIn4uHM npeana3sHu MEPKH, MPeINa3HU CPeACTBA U NPOLeIyPH MPH CHEHIHH CIy4Yan
OGHII/I MEPKHU . I[a ce u3bsArBa KOHTAKT C KO’KaTa, OUUTE U JPEXUTE.

3a nepcoHaJi, KOWTO He OTTOBAaps 32 CHELIHU CIy4Yau

ABapHiiHH TIJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JIMIaTa, OTTOBOPHH 32 CHEIIHHU CJIydan

3aIUTHY CpeCTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOSIIO 3alUTHO obopyaBaHe. 3a moBede HHpopManus,
BIDKTe paszen §: "KoHTpol Ha eKCIo3uIuATa/ TUYHY [IPeJIIIa3Hu cpecTBa.

6.2. IlpennazHu MepKH 3a oNa3BaHe HA OKOJIHATA cpea

Jla ce n30srea usnyckaHe B OKOJIHATa cpeza. [IpeaoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMUATA U B OOIIECTBEHUTE BOJIH.

6.3. MeToan 1 MaTepuaJIH 32 OrPAHUYABAHE H MOYHCTBAHE

3a 3aabpiKaHe : ITlomwmiiTe ¢ MHEPTEH MaTepual U MOCTABETE B MOJXO/ISI KOHTEHHED 32 00€3BpekJaHe Ha OTHAIbLIH.
MeTtoau 3a moYncTBaHe : Tlouncrere 3aMbpCeHUTE TOBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA IETEPIeHT.

6.4. Ilo30BaBaHe HA APYTH pa3ien

Buwkre Pasnen 13 otHocHO HHpOpManus 32 00e3BpeKIaHe Ha OTIAbIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpeana3uu Mepku 3a 6e3omacHa padora

IMpennasun Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3unus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUTHEeHHN MEePKH : Jla He ce sze, mue wimM Imymm npu ynotpeba Ha npoaykra. Jla He ce M3HACsA 3aMBPCEHO PabOTHO

00JIEKIIO U3BBH paGOTHOTO TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA pa60TaTa.

7.2. YciioBusi 32 6€301aCHO CbXpaHsABaHe, BKIKYUTEJITHO HECbBMECTUMOCTH

VcnoBus 3a CbXpaHsBaHE : )Ia C€ CbXpaHsBa Ha I[06p€ TIPOBETPUBO MSCTO. ChabT J1a ce CbXpaHsABa INIBTHO 3aTBOPECH. )Ia ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYCBA CBETIIMHA.
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Procaine benzylpenicillin for peak identification A

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

OnakoBbYHH MaTepHaId : Jla ce cpXpaHsBa B OPUTHHAITHUTE KOHTEHHEPH.

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3MIUSAITA/THYHH NPeINa3HH CPEeACTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Hoaxoasii HHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemnienue. C marepuaina TpsOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuMTa HA OYUTE H JUIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemnasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KOKaTa

3amuTa Ha KOXKATa H TSJIOTO:
Jla ce Hocu nmozaxosIIo npennasHo ooaekio. Jlaboparopua ynorpeba : JlJabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBH peana3Hu perasuiy. (EN 374)

3ammTa HA JUXATEJHUTE IHTHIIA

3amuTa Ha AMXATEHATE MBTHINA:
B ciyuqait Ha 0Opa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a Juimane ¢ Guirsp: P3

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st : Osu1. mOYTH OsLI.
BroHien Bung . Kpucranen mpax.
MonekynHa Maca 1 588.7 g/mol
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToreHe : 105-110°C
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KUIICHE : He e nanuuno
3anmanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e nanuuno
pH 1 5-7.5(0.33%)
pH pastBop : He e nanuuno
Bucko3uter, kKuHEMaTuueH : He e npunoxumo
PastBOpUMOCT : Boma: 1-10g/1
Koedunuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansarane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
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Procaine benzylpenicillin for peak identification A

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

TlnbpTHOCT . He e nanmuuno
OTHOCHUTEIHA TUIBTHOCT . He e nanmuuno
OtHOcHTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

COJIOTMYIHA HHq)Op anus

Octpa TOKCHYHOCT (OpajiHa) . He ce knacupuumpa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH, HE CA M3IIBIHEHH KPUTEPHHTE 32
KIacubHIEpane)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jlunceat nanHm)

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jlunceat ganHm)

Procaine benzylpenicillin monohydrate (6130-64-9)

LD50 opanso mrbx > 2000 mg/kg

KoposuBHocT/mpasHene Ha Koxara . He ce xnacudunupa (Jlunceat nanHmn)
pH: 5-7.5(0.33%)

CepHno3HO yBpeskJ[aHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe : He ce xnacudumupa (JIuncear nanHm)
pH: 5-7.5(0.33%)

Cencnbunmsanys Ha IMXaTeIHATE IBTUIA WM KoxkaTa  : MoxKe J1a IPUYHHY alepruiHy WM aCTMaTHYHN CHMITTOMH WIIH 3aTPyHEHHMS B IUITAHETO MPH
BAMIIBaHe. MoXe 1a IPUYHHM aJleprUIHa KOJKHA PEaKIus.

MyTareHHOCT Ha 3apOJUIIHUTE KIIETKU : He ce xnacu¢unupa (Jluncar naHHmn)

Kanneporensoct . He ce xnacuduuupa (JIuncsar 1aHHm)

TOKCHYHOCT 3a PEPOAYKIHATA . He ce xnacudunupa (JIuncpar jaHH#)

CTOO (cnenmduyHa TOKCHYHOCT 32 OIPEICICHN : He ce xnacu¢umpa (JIunceat nanam)

OpraHu) — €JXHOKpPATHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIILA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAaHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS
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Procaine benzylpenicillin for peak identification A

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

PA3JIEJI 12: Exosiornyna uH(popmManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce xnacuduiupa (JIuncsar gaHHK)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) : He ce xnacuduiupa (JIuncsar gaHHm)

Procaine benzylpenicillin monohydrate (6130-64-9)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaI.IPIﬂ

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

Hswma Hanmmyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/ISI

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e mpunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLIPIﬂ
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Procaine benzylpenicillin for peak identification A

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)
REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

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

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 CAS Ne Jlo6aBeno

1.2 OrpanuueHus 3a ynorpeba JobaBeHo

1.2 VYnorpeba Ha BelecTBOTO/CMeCTa Jlo6aBeno
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Procaine benzylpenicillin for peak identification A

I/IH(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
1.2 ODyHKIHS WK KaTeropus Ha yrnorpeda Jlob6aBeHo
2.1 Hebnaronpusatan Gpu3nKOXUMHYHU eHEKTH 1 JobaBeHo
HeOIaronpusATHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia
2.1 Knacudukarus B cborBercTBre ¢ Pernament (EO) | lo6aBeHo
Ne 1272/2008 [CLP]
2.2 Ipenopsku 3a 6e3omacuoct (CLP) Jlob6aBeHo
2.2 Ipenynpexnenus 3a onacHoct (CLP) JlodaBeno
2.2 Curnanna gyma (CLP) Jlo6aBeno
22 IMuxrorpamu 3a onacHoct (CLP) Jlo6aBeHo
2.3 Jpyra unpopmanus JobaBeHo
4.1 II'ppBa nomoi - 00K MEPKH JobaBeHo
4.1 IIppBa HOMOIIL IPHU KOHTAKT € KOXKaTa JlobaBeHo
4.1 ITspBa nomou Npu BAMIIBAHE JloGaBeno
4.1 IIppBa nomMo1L NpU MOTITbIAHE JlobaBeHo
4.1 IIbpBa moMoIIl TP KOHTAKT C O4UTE Jlo6aBeno
4.2 Cumnromu/eheKTy e/ BAUIIBaHE Jlo6aBeHo
4.2 Cumnromu/eeKkT ciel] KOHTaKT C KoxKara Jlo6aBeHo
5.1 Henoxxonsuy noxaporacuTenHu CpeiCTBa Jlo6aBeHno
5.1 TToxxomsiy mo>kaporacUTEIHN CPeICTBA Jlo6aBeno
5.2 OmnacHy IPOJIYKTH Ha pa3lajiaHe B cIydail Ha Jlob6aBeHo
oxap
53 3amuTa Ipy raceHe Ha IoXap JobaBeHo
53 MHcTpyKumy 3a raceHe Ha mokapu JobaBeHo
6.1 3aluTHU cpecTBa Jlo6aBeno
6.1 ABapuiiHu njaaHoBe JlodaBeno
6.1 OO0my Mepku Jlob6aBeHo
6.2 Ipenma3sHu MepkH 3a oma3BaHe Ha OKoJHaTa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeHo
6.3 MeTtoau 3a mourcTBaHe Jlo6aBeno
6.4 Ilo3oBaBaHe Ha apyru pasznent (8, 13) Jlob6aBeHo
7.1 Ipenma3uu Mepku 3a Ge3omnacHa paboTa JlobaBeHo
7.1 XUTHEeHHU MEPKHU JlobaBeHo
72 YcnoBust 3a CbXpaHsIBaHE Jlo6aBeHo
7.2 OnakoBbYHU MaTepUaH JobaBeHo
8.2 3aiura Ha JUXaTeaTHUTE IIbTUIIA Jlo6aBeno
8.2 3amura Ha pbleTe Jlo6aBeno
8.2 3amuTa Ha ounTe Jlo6aBeHo
8.2 Toaxoasii HHKEHEPEH KOHTPOII Jlob6aBeHo
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Procaine benzylpenicillin for peak identification A

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
8.2 3amuTa Ha KoXkarta U TSUIOTO Jlo6aBeno
9 Touka Ha TorneHe JobaBeHo
9 pH JobaBeHo
9 MornekyiHa Maca JobaBeHo
9 st Jlo6aBeHo
9 BrHiieH Bug IIpomeneno
11.1 LD50 opanHo meX Jlo6aBeno

IIbaen Texer Ha H- 1 EUH-npenynpexieHnsTa 3a 0HacHOCT:

H317 Moske J1a MPUUUHH aJepruyHa KOXKHa peaKiys.

H334 Mooxe 1a NPUYHHY AJIEPIUYHH MM aCTMATHYHN CUMIITOMH WM 3aTPyJAHCHHUS B AULIAHETO MPH BIMIIBAHE.
Resp. Sens. 1 PecrmpaTophna cencnbmmmsanus, Kareropus 1

Skin Sens. 1 Koxna cencubunmzanust, Kateropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHGOpMaIoHeH JIMCT 3a 6€30MaCHOCT, € MOIy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a

HaOCK/THHA. BT)HpeKI/I TOBAQ, I/IHC]JOpMaI_II/I}ITa C€ IpeaoCTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui no,t[pa361/1pa111a CC, OTHOCHO HelHaTa KOPEKTHOCT. VYcnoBusita uinmn

MCTOOUTE 3a pa60Ta, CbXpaHCHUE, yHOTpe6€l NI 0663Bp€"11<}:[aHC Ha MPpOAYKTa Ca NU3BBH HAIIM KOHTPOJ 1 MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. Hopa):m
Tasyu U APYTHU IMIPUYUHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUYIHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3ary61/1, LIETHU UKW Pa3Xoau, IPOU3TUYIAIIU OT WU CBBP3aHU

10 HAKaKbB HAYWH C pa60TaTa, CbXpPaHCHUETO, yHOTp€6aT8. NI 0663Bp€)1(£[aH6T0 Ha IpOAyKTa. To3mu I/IHCI)OpMaI_II/IOHCH JIUCT 3a 6€30TMaCHOCT € U3TOTBCH U Tp?{6Ba

Ja Cce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MPOAYKTHT C€ U3IIOJI3BA KATO CbCTAaBKa HA APYT'yd NPOAYKTH, HATUIHATA I/IHd)OpMaI_II/IH Ou MorTa J1a CC OKaxe
HETIPUIOXKUMA. Tasu I/IHCl)OpMaI_II/IH CC€ OCHOBaBa HAa HAIIWUTE TCKYIIH MMO3HAHUS U € IPEIHA3HAYUCHA J1a 1a/I€ ONMMCAaHUE Ha MPOAYKTa CaMO 3a LCIUTE Ha
3ApaBCOMa3sBaHETO, 0e30IMaCHOCTTa M OKOJIHATA cpena. Hopa,:m TOBa, TS HE Tp?{6Ba Jla C€ ThIIKYBA KaTO rapaHIiys 3a CBOMCTBaTa Ha TIPOAYKTa.
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