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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumMeHnoBaHue Ha BELIECTBOTO . Benzylpenicillin sodium
Kon Ha mponyxra : 202000235

1.2. UnenTudnuupanu BUAOBE yHOTPe6a HAa BeeCTBOTO WM CMeCTa, KOMTO ca OT 3HAYEHHeE, H BHI0BeE YIOTpeda, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAUCH 32 U3CIICIBAHMS, AHAM3H U HAYIHO-00PA30BATEHH IIEITH.
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
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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]

Pecrmparophna cencubmmmsanus, Kareropus 1 H334
Koxna cencnommzanust, Kateropus 1 H317
3a meaHus TekeT Ha H- 1 EUH-npenynpesxeHusTa 3a OacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyau edexTH U HeG1aronpusiTHU edeKTH 3a 31paBeTo HA YOBEKAa H OKOJIHATA cpeja
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H317 - Moxe 1a IpUYMHY alepruiHa KOKHA PeaKIus.

H334 - Moxe [1a pUYMHY aNepriuvHy WK aCTMaTHYHK CUMIITOMH WIIH 3aTPyAHEHHS B IUIIAHETO
[IPH B/IMIIIBaHE.

Ipenopsku 3a 6e3omacHoct (CLP) : P261 - V30srBaiiTe BAMIIBaHe HA Mpax/IyIIeK/Ta3/InM/U3apeHHs/aepo30n.
P272 - Jla He ce n3Hacs 3aMbpCEHO PabOTHO OOJIEKIIO H3BBH PadOTHOTO IIOMEIICHHUE.
P280 - M3non3BaiiTe nmpeana3Hu pbKaBULI/TIPEAIa3HO 00JIEKIIO/IPeIIa3Hy OYrIIa/IIpena3Ha Macka
3a JIHIIe.
P284 - Hocere cpencTBa 3a 3al[UTa Ha JUXaTEIHUTE ITBTUIIA.
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P302+P352 - TTP11 KOHTAKT C KOJXATA: 13mMuiite OOMIIHO C BOJA.
P304+P340 - [TP11 BAUIIIBAHE: M3BeieTe IULETO HA YKCT BB3AYX U IO MIOCTABETE B TO3HULINS,
yJlecHsBAIa AUIIaHETO.
P321 - Cnennanu3upaHo gedeHue (BX. JONBIHUTEIHA HHCTPYKIHS 32 IPBA IIOMOII[ Ha TO3H
€THUKET).
P333+P313 - IIpu nosiBa Ha KOXKHO Jpa3HeHe WIH 00pUB Ha Koxkara: IloTbpceTe MeAUIUHCKH
CHBET/IIOMOII.
P342+P311 - ITpu cumntomu Ha 3atpyaHeHo aumane: Odaznere ce 8 IEHTBP 1O
TOKCHUKOJIOT S nnu Ha nexap.
P362+P364 - Canere 3aMbpCEHOTO 00JICKIIO U TO M3IEPETEe MPEH MOBTOPHA yroTpeda.
P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaAbIY, B CbOTBETCTBUE C MECTHHTE, PETHOHAIIHN, HAIIMOHATHY H/WIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KITIOUEHHUS 32 BETPEIIHH OIAKOBKH, KOTaTO ChAbPKAaHUETO He IpeBunIasa 10 ml

IMukrorpamu 3a onacHoct (CLP) :

GHS08

2.3. Ipyru onacHoCTH

Hsima Hanmmana JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Benzylpenicillin sodium - <100 Resp. Sens. 1, H334
Skin Sens. 1, H317

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

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4. Mepku 3a mbpBa MoMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL IPH BAHUIIBaHE . Ja ce ocTaBM IIOCTpajaiys Ha YHCT BB3TyX. OCUrypeTe CBEX BB3IYX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa . Ja ce oTCTpaHHM MaKCHMAITHO Ype3 H30BpCBaHe (C 9ICTa M MeKa ITONHBaNIa Kepra). a ce m3mue
OOMITHO C BOJIA B KOSTO € IPUOABEH JIETEPTreHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . M3miakuere ¢ Boja, KaTO ABPXKUTE OUUTE HIHPOKO OTBOPEHH.

ITbpBa MOMOIIL TIPH MOTITbIIAHE . Msnmaksere ycraTa.

4.2. Haii-chuecTBeHI OCTPH ¥ HACTHIIBALIIM CJIe/I U3BECTCH MEPUOI OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/eheKTr cie]] BAUIIBaHe . Henocrarbunm maHHH.
Cumnromu/eeKTd ciell KOHTaKT ¢ Koxarta . Henocrarbunm maHHH.
Cumnromu/eeKTu ciel KOHTAKT C OYUTE . Henocrarbunm maHHH.

4.3. Yka3aHue 3a Heo0XO0AMMOCTTA OT BCAKAKBY HEOTJIOKHU MeIUIMHCKH TPUKHA U CIELIMATHO JIeUeHue

HO’I’prETe MCIULUHCKHA C’LBe’I‘/HOMOIlI. HpI/I BB3MOKHOCT [1a CC MOKaXC HACTOAIINA JIUCT, & aKO HE € Ha Pa3II0JI0KEHUE, 1a CC IMTOKaXE OMaKOBKaTa WA €TUKETA.
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Benzylpenicillin sodium

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

PA3JIEJI 5: IIpoTuBONOXAPHA MEPKHU

Tlonxonsmm TI0KapOraCUTEIHA CPECTBA : Opesiyio 3a 3aracsiHe Ha OTBHSI.

OmacHOCT OT moskap : Bmx maparpad 2.2.

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce uznonspar CpEaCTBA, IMOAXOIAIIM 32 TaCEHE Ha MOXKapu B CHCEACTBO.

PA3JIEJI 6: Mepku nIpu aBapuiiHO H3IyCKaHe

OO0 Mepku : Jla ce u3bsrBa npekusi KOHTAKT ¢ poaykra. He BauiiBaiite
mpax/myIex/ras3/ um/u3napeHus/aepo30iu.

6.1.1. 3a mepcoHas, KOHTO He OTTOBAPS 32 CIELIHH CJIyYan

Hsma HanmuaHa gonbIHHUTENHA HHOOPMALUS

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEINHHU CIyYan

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€, 4€ OTIIaAbLHUTE Ca c1,6paHn 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere

CTapaTeiHoO.

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

JIEJI 7: O0pa6oTka ¥

JIOITBITHATENHH ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha motpeGurernst 1a ce 00bpHE BHIMAHKE 32 PHCKOBETE, EBEHTYAIHO CBBP3aHH C H3I0JI3BaHETO Ha
[IPOJIYKTA 3a APYTH IIEH, PA3JINYHHU OT T€3H, 38 KOHTO € Ipe{Ha3HaAYCH.

Tpenmnasuu Mepku 3a Ge3onacHa padora 1 C marepuaina TpsibBa Ja ce paboTH BHUMATEHO. [la ce M30srBa peKust KOHTAKT C MPOJYKTa.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C M3MCKBAaHMSTA Ha {0OpaTa NPOMHUIILICHA XUTHEHa H MPOLIYPUTE 32
6e30MMacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IoOpenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa MOJ KIIFOY.

Bwx maparpag 1.

0J1 HA eKCIO3UIMSATA/JITNIHA INpeamnasHm cpeacrea

8.1.1 HaniHoHAIHU rPAHUYHM CTOHHOCTH HA NPO(eCHOHAIHA eKCIO3UIHS M OHOJOTHYHH IPAHHYHH CTOHHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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Benzylpenicillin sodium

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

8.1.2. IlpenopbunTeTHH NPOLEAYPH 32 HADIIOIeHNE

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.1.4. DNEL u PNEC

Hsima HanmuuHa JONBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.5. Peryampane upe3 o6xBaru (control banding)

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe pOBETpUBO HoMemIeHre. Jla ce H3Mmoi3yBa eIHHCTBEHO B CMyKaTellHa KabuHa ¢ MHTerpupaH GUITHp. BucokoedextuseH Guitsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINYHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HA OYUTE U JIULETO

3amuMTa HA OYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U TSAJIOTO:
Jla ce n3non3zyBa XuMH4ecKH ycToiunBo 3amutHo obaekio. DIN EN 13034

3ammra Ha pbLeTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AuTHaepo3onna Macka. Hocere auxaresneH amapar, ako CTe
M3JI0’KEHHU Ha Mapu/TpaxoBe/acpo30IIi

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hammana JOIBJIHUTCITHA I/IH(i)OpMaLII/IS[

8.2.3. KoHTpoJI Ha eKCIIO3UIUSTA B OKOJIHATA Cpela

HsiMa HanM4YHa TOMBJIHATENHA HHQOPMALIHST

3JEJI 9: ®u3uyHu U XUMHUYHH CBOMCTBA

9.1. Undopmanust 0THOCHO OCHOBHHUTE (PM3MYHHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HannuHo
Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha TomeHne . He e Hanuuno
Touka Ha 3aMpb3BaHe . He e nanuuno
Touka Ha KuIeHe . He e nanuuno
3amanumocT . He e nanuuno
I'panuy Ha eKCIIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarane : He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMnepartypa Ha pasnagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop . He e nanuuno
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Benzylpenicillin sodium

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

Buckosurer, kMHEMaTHYEH . He e npunoxumo
PazrBopumocT : Bogma: > 1000 g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/soga (Log  : He e mammuno
Kow)

Hansrane Ha napure : He e Hanuyno
Hansrane na mapure npu 50°C : He e Hanmuyno
IInsTHOCT : He e HanmuyHO
OTHOCHUTEIHA TUTBTHOCT . He e nanmmuno
OtHocHTeNHA IBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nanmuana gomsnHUTENHA HHPOPMAIUST

JIEJI 10: CTa0MJIHOCT M PEaKTUBHOCT

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIs OITaCHU HU3IIapECHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (iepMaiHa)

OcTpa TOKCHYHOCT (BJHILIBAHE)
KoposuBHocT/pa3HeHe Ha Koxara

Cepro3HO yBpesK/jaHe Ha OUHUTE/IpasHEeHe Ha OUUTEe

CCHCI/IGI/IHPISaLII/I}I Ha TUXATCIIHUTE ITbTUIIA UIIA KOXKaTa

MyTareHHOCT Ha 3aPOANIIHUTE KICTKH
KanneporenHocr

TOKCHYHOCT 32 PEHPOAYKIIHATA

CTOO (crnenmdudHa TOKCHIHOCT 3a OPEIETICHI
OpraHu) — €JHOKpPAaTHA EKCTIO3UIS

CTOO (crnenududna TOKCHIHOCT 3a OIPEIEICHU
OpraHu) — MOBTApsIA CC EKCIIO3UIUS

OmnacHocT Hpyu BAUIIIBAHE

He ce xiacu¢uumnpa
He ce xiacu¢uumpa
He ce xiacu¢uumnpa
He ce xiacu¢uumpa
He ce knacudmimpa

Morke 1a IPUYMHY aTePTUYHU WIH ACTMATHYHU CHMIITOMU WU 3aTPyJHEHUS B JUIIAHETO IIPU
BaumIBaHe. Morke 1a IPHYIMHY aTeprIYHA KOXKHA PEaKI[Hs.

He ce knacudpuumpa
He ce knacugpuumpa
He ce knacudpuumpa
He ce knacudmimpa

He ce xnacu¢puumpa

He ce xmacugpuumpa
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Benzylpenicillin sodium

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

Hsma nanmuana gomsnHUTENHA HHOOPMAIIUST

PA3JIEJI 12: Exonornyna nHpopmManus

Exonorust - 06110 . Onacuu oTiagbiy. Jla ce M3Mmon3yBar MOAXOASIM KOHTCHHEPH 3a OTIAJHHUTE POLYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BoAHATa cpesia, ABITOCPOUYHA (XPOHHYHA) . He ce xmacudunupa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (omanxun) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HalluOHAJIHU pa3r[ope)16n.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B crotBercTBHEe ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMED

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HAa MPaTKaTa No cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha OMacHOCT MPH TPAaHCHIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBBbYHa rpyna

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e mpunoxumo He e npunoxumo He e npunoxumo
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Benzylpenicillin sodium

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

ADR IMDG IATA

Hsima onbiHUTEIHA HAJIMYHA PIH(bOpMaI.II/Iﬂ

14.6. CnenuaiHu mpeANa3Hu MEPKH 32 MOTPeOUTETUTE

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt o Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxxumo

14.7. MopckH TPAaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHHE CHIJIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHN3anust

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIECTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOJATEJCTBO OTHOCHO 0€30MACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IlIpunoxenne XVII (YcaoBus 3a orpannyaBane)

He ¢urypupa B [Tpunoxernne XVII na REACH

REACH, ITpunoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

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

REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)

Henpunosxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o3oHoBus cJioii (EC 1005/2009)

He ¢urypupa B crircbKa ¢ BelecTsa, KOUTO HapymaBat 030HoBus cioit (Permament EO 1005/2009): Benzylpenicillin sodium

PersiaMmeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIMCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpebaTa Ha

TPEKYPCOpY Ha B3PUBHH BEIIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuuHuTe Betiecta (Permament EO 273/2004 0THOCHO MPOM3BOACTBOTO H ITyCKAHETO
Ha 11a3apa Ha OIPE/ICIICHH BEIIECTBa, H3MOJI3BaHU 32 HE3aKOHHO MPOM3BO/JICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopenou
Hsima Hammuna JOITbJIHUTCIITHA PIH(bOpMaI.II/Iﬂ
15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS
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Benzylpenicillin sodium

Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

H317 Moske fa MPUYHHK aJepPruyHa KOXKHA PEaKiisl.

H334 Mosxe Jja IPUYHHH aNePrUYHU WK aCTMATHYHH CUMIITOMH WJIM 3aTPYAHEHHS B AMIIAHETO [PHU BIMILBAHE.
Resp. Sens. 1 Pecniuparopna cencubunuzarmsi, Kateropus 1

Skin Sens. 1 Koxxna cencnbmmzanust, Kateropus 1

WudopmanuoneH juct 3a 6e3onacuoct (UJI1B), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpikamia ce B To3u VH(popMaImoHeH IHUCT 3a 0€30IacHOCT, € OMy4eHa OT H3TOYHUIHN, KOUTO CMITaMe 3a
HaJexXIHU. Berpeku ToBa, nH(pOpManusTa ce IpenocTaBs 6e3 HUKaKBa TapaHIUs, H3pUYHA WIN HOoApa30Hpala ce, OTHOCHO HelfHaTa KOPEKTHOCT
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