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Ha ocnoBy wiana 11. 3akona o oworm M 1mpou3somva (,.Cayxbenu riacauk PC, 6p. 36/09,
88/10, 92/11 u 25/15), wrana 6. ctaB 1. Tauka 11. 3akona o xemukamujama (,,Cayx6enu riaacauk PC*,
op. 36/09, 88/10, 92/11, 93/12 u 25/15). wrana 17. 3akoHa 0 W3MeHaMa 3aKOHa O XeMUKaIujama
(,,Cayxbenn riacauk PC*, 6poj 93/12). uiana 5a. ctaB 1. 3akoHa o MuHucrapcreuma (,,Cry:x0eHn
rnacuuk PC*, 6p. 44/14, 14/15, 54/15. 96/15 - ap. 3axox u 62/17), cavocrarsor wiaHa 13. cr. 2 u 6.
3akoHa 0 U3MeHaMa U joryHama 3axkona o muuucrapersrva (.CayxGenu riaacauk PC, 6poj 62/17),
yigada 23. craB 2. 3akoHa o apikasHoj yipasu (“Coyxdern riacauk PCY, 6p. 79/05, 101/07, 95/10 n
99/14), wiana 89. crap 3. 3akoHa 0 omirTem yipasHoM TocTynky (,,Cayxbenu muer CPI, 6p. 33/97 u
31/01 u ,.Cnyx6enn rimacuuk PC™, 6poj 30/10), wi. 141. cras 2. u 213. ctaB 1. 3akoHa O ommTeM
yrnpasaoM noctynky (,.Ciyx6enn rracaux PCT, 6poj 18/16), pemaBajyhur mo Moadu IpuBpeIHOr
apymtea SANI-HEM n.0.0. u3 Hosor beugja, yi1. Jocuda Mapunkosuha 76, 3a IpogyXKeme poka 3a
IO THOIIRELE 3aXTeBa 3a U3/aBare 0100pemkha 3a CTaRbamke y IPOMET OHOIM/IHOr IPoM3Boaa oapehenor
pememeM AreHIyje 3a XxeMukaigje 0poj 532-01-202/2010-03 ox 21. HosemOpa 2011. roause 0 ymucy
OuoruaHOr npousBoga y llpuBpemeny mucTy OHONMIHUX IPOU3BOJA 3a J0CTAB/bambe TEXHHYKOD
nocujea, Astexkcannap Becuh, moMohHMK MUHMCTpa 3a 3aIITUTY JKMBOTHE CpEIMHE IO PEUIEHY O
op:ramthemy MuHHcTpa 6poj: 021-01-5/2/2017-01 01 26.07.2017. roguHe JOHOCH:

PEIIEBE

1. Ilpuxsara ce monda mpuspeHor apymrea SANI-HEM 1.0.0. 3 Hosor beueja, yi1. Jocnda
Mapunkosuha 76, 3a IpoIyKemhe poKa 3a I10/IHOLICHE 3aXTeBa 3a W3/1aBarbe 0100pemha 3a CTABIbALE Y
IIpOMeET OMOIM/IHOT MPoK3Boaa ofpehernor pememem AreHImje 3a xeMukaiuje opoj 532-01-202/2010-
03 ox 21. moBemOpa 2011. roaune o yrucy OMOLIMIHOL 1Tpou3BojIa y IIpuBpeMeny IMCTy OMOLUIAHUX
IIPOM3BO/IA 32 1OCTAB/bAEe TEXHIUUKOL JTOCH]ea.

Ooagesyje ce SANI-HEM n1.0.0. u3 Hosor beueja, y:1. Jocupa Mapunkosuha 76 1a 3axTeB 3a
u3jlaBambe 0700pema 3a cTaB barmbe y npomer ouormanor npousBoga ANTISEPSOL 5 noanece y poky
OJ1 IIeT FOJIMHA O/f JIaHa IOHOIEHka OBOI" PelleH:aA.

2. OBUM pelemeM Mema ce Tauka 6. perema AreHnyje 3a xemukanmje 6poj 532-01-202/2010-
03 o1 21. noBeMOpa 201 1. rogune.

Ob6pasznroxeme
Pememem Arenimje 3a xemukanuje 0poj 532-01-202/2010-03 ox 21. wosemOpa 2011. rojune Ha

3axTeB SANI-HEM n.0.0. u3 HoBor beueja, Ouormanu nponssojx ANTISEPSOL 5, Bpera: buonnnnn
POU3BO M 3a uuny xurujeny jpyau (PT 1); Jlesunuimjercn u apyru OHOIMIHN TPOU3BOIN KOJU C€



KopucTe y JoMahMHCTBY U v oOjexruma jaBHOTr 37paniba (PT 2); buonwtau npo3Boay 3a XUIHjeHY Y
serepunu (PT 3); Jlesundunmjercu koju ce KOpHCTe 3a MOBPIITHHE KOje J0;1a3e Y KOHTAKT ca XPaHoM 3a
Jpyne u xupotume (PT 4). mpomsohaua Cazu-Xem j1.0.0.. CpOHja, ca aKTHBHOM CYIICTAHIIOM
KBaTepnepHa aMOHH]yMOBa jelMIbeEba, OCH3MIKOKO AIKHIIMMETHI, XJIOpuaH (mpoussohau: Kao
Corporation S.A., [llmanuja), yrucan je y IlpuBpevery iucTy OHOLMIHUX IIPOU3BOIA 3a J0CTAB/hAMbE
TEXHMUYKOI JocHjea (Tayka 1. JTUCITO3UTHBA); a C& MOpa CTaB/baTH Yy IPOMET Kao JIC3MH(HIINjCHC 3a
OIILUTY yHIoTpedy, OJHOCHO Je3WHGUIMjeHCc 3a HOpodecuoHaTHy ynoTpeOy H KOPUCTHTH 3a:
nAe3uH(EKIM]y 3/IpaBe KOXKe JbYJIM; Je3uH(QEKIH]V MMOBPIIMHA (KOje HUCY Y JMPEKTHOM KOHTaKTy ca
XpaHoM) y [aoMahmHCTBMMa, OO0jeKTHMa JaBHOT 37paBiba, Kao W Yy JIPYTMM JaBHUM, OJIHOCHO
MHIYCTPH]CKUM 00jeKTUMA; Je3WH(EKIN]y MOBPIINHA U ONpeMe y 00jeKTUMA T/ Ce JKUBOTHIHE JIPIKE U
qyBajy; Je3MHQEKIH]y MOBpIIMHA M OIpeMe Koja J0Ja3W y KOHTaKT ca XpPaHOM Y TOKY HeHe
IIPOU3BO/IHE, TPAHCIIOPTA, CKIAIMIITEeHha WM MOTPOLIKe, Y CKIay ca YIIYTCTBOM 3a yrnoTpedy u y3
IPUMEHY 0jroBapajyhux Mepa 3a cMamerbe pmma (BoIMTH padyHa Ja He johe 10 HCIyuITama
OMOLIMIHOT IIPOU3BOA Y KMBOTHY CPEJIMHY (Tauka 2. JAUCIO3WTHBA); Jla MOpa OUTH KIacu()UKOBAH y
CKJIaJy ca IIPOIMCHMa KojuMa ce ypehyjy XeMukaTuje, a yrnakoBaH, 00€/ICKEeH M OrialmaBaH y CKIaTY
ca TUM IIPOIMCHMA U CHENM(HUYHUM 3aXTeBUMa 32 OHOIMIHY [IPOU3BOJI (TayKa 3. JTUCIIO3UTHBA): 14 ]
HOCHJIAIl pellea O YIHUCy OMOIMIHOT Mpou3Boia Vv [lpuBpemMeHy TUCTY OWMONMIHMX MPOH3BOIA 32
J0CTaB/babe TEXHUUKOL J0CHjea AyXKaH Ja ce MPHUIP/KaBa yCIoBa 3a CTaBJharkhe OMOIMIHOr IIPOW3B0I1a
y IpoMeT, Aa obeleku OMOIMIHH MPOU3BOA M 12 Y 0e30eIHOCHOM JHCTY 3a OWONMIHHM IIPOM3BOI
HaBeJe HAYMHE H YCIOBE HETOBOT KOpHIThema THM pellermeM (Tauka 4. TUCIIO3MTHBA): K20 U 12 je
JAyXaH 71a BOIM €BUICHIM]Y O KOJIMYMHAMA OHOLMIHOT MPOW3BOJA CTABBEHOT YV MPOMET. VKVIIHOM
IPOMETY OMOLMIHOI IIPOM3BOJA KOJH J€ OCTBAPHO y IPETXOAHO] TFOJMHHU, KOJIHYMHAMa 3aIHXa
KOIMYMHaMa OHOIMIHOI MPOHM3BOja IOBYYEHOI ca TPKHUINTA, KA0 ¥ O JMIMMa KOjuMa je OMOLMIHU
[IPOM3BOJ IIPOJAT, OJAHOCHO YCTYILbEH (Tauka 5. JMUCHO3WTHBa). 1adkoM 6. HCIIO3UTHBA HOCHIIAIL
perema je odaBe3an Ja ATeHIHUjH 3a XeMUKaJIHje TI0JHece 3aXTeB 3a M3/1aBame 000pemha 3a CTaBIbarhe
y IIpOMET OMOLHMIHOT MPOU3BOJA W3 Tadke 1. peliema y poKy O/ ILIeCT TOJWHA OJ1 JIaHa JIOHOIICHA
pelema, y3 YI030peHhe 1a YKOIMKO He MOCTYIHM Y CKIaTy ca odarezama oapehennv y tau. 2. 4. u 6.
pemema, doHehe ce pememe O NPECTAaHKY BaXKea pellekha O VIUCY OWOMMIHOT IMPOW3BOAa V
IIpuBpeMeHy IUCTY OMOUMIHUX IIPOU3BO/Ia 38 JOCTARJbahe TEXHIIKOT J0CH]ea.
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Pememem 0 m3meHu penersa MUHHCTapCTBA IOJBONIPUBPEIE H 3AINTHTE XUBOTHE CpeIHHE OPO]
532-01-202/2010-03 ox 16. memem6pa 2016. roawHe mpoMeHmeHa je aKTHBHA CYIICTAHIA caapXKaHa y
OMOLMIHOM IIPOHM3BOJY M TO Tako IITO jeé YMECTO aKTHBHE CVIICTaHIle KBaTepHepHAa aMOHH]yMOBa
jenumema, OCH3WIKOKO aTKWIIMMETHI. XIOPUAM, HOBa axkTuBHa cyicradma atkuwi (C12-16)
JuMeTioen3nt amonujym xiaopua (ADBAC/BKC (C12-16)). Takohe, mpomemeH je u mpeasubhenu
Ha4lH Kopulhema OHMOLMIHOT IIPOM3BOIA M TO TaKO Ja Ce IPEIMETHH OMOLMTHU ITPOU3BO/ BHIIE HE

CTaBJba y IIPOMET 3a JINYHY Xurujery byau (PT 1) u He kopucTi 3a 1e3uH(EKIIN]Y 3/IpaBe KOKE PYKY.

Ipuspenno apymrso SANI-HEM 1.0.0. u3 HoBor beueja je 1ana 30. jagyapa 2017. roaune, kao
u nasa 15. jyna 2017. ronuHe MOIHET0 MOJIOY 3a MPOLYKEEE POKA 3a MOJHOIICH:E 3aXTeBa 3a M3/1aBambe
0Z00pema 3a CTaB/barbe y IIPOMET OMOIM/THOT [IPOU3BOIA YTBPHEHOT Y pPEIIeHhY O YIUCY OMOLMIHOD
npoussozaa y IlpuBpeMeny uceTy OMOLMTHUX IPOM3BO/IA 32 JIOCTABhAE TEXHUIKOT Jocujed. Y CBOjo]
MOJIOM je HaBeso Ja je akTuBHa cymcradma aitkuia (C12-16) TuMeTHIOCH3WIT aMOHU]YM XJIOPH/I
(ADBAC/BKC (C12-16)), cagpxana y ouwonnmaaom mpoussoy ANTISEPSOL 5, ymucana y Iporpav
3a ynuc y Jlucry I, Jlucry la winm Jlucry 16 (Review Programme) 3a 1ate BpcTe OMOIMIHOT ITPOU3BOIA.

PazMoTpuBIIM pa3jior HaBeJeH y MOJIOM 3a IMPOJYKEHE poKa 3a IOJHOIICHE 3axTeBa 3a
U31aBambe 0100pema 3a CTaB/babEe Y IIPOMET OMOIMIHOT TTPOH3B01a, MIUHUCTAPCTBO 3AIITUTE KUBOTHE
CpeluHe je YTBPJAWIO Ja je ucTH onpasaad. OBo 300r Tora mro je 4wiaHoMm 7. ctaB 2. # 3. 3akoHa O



¢

OWOIMIHUM ITPOM3BOJIMMA IIpONKcaso 1a lIpuBpemeHa THCTa 3a JI0CTaB/barbe TEXHUYKOT J0CH]jed
CaIpIKH MOaTKe O OMOIMIHUM ITPOM3BOIMMA, KA0 ¥ POKOBE 3a 10CTABbAEe TEXHUUKOT JIOCH]ea 3a T3]
OWOIMIHN TTpou3BOI. PokoBe v IlpuBperiero] TuCTH 32 10CTaB’bakhe TeXHUYKOTr jlocujea ojapehyje
MHUHHUCTAp Ha OCHOBY HUMIbEHHIE 1a 1M ] akTHBHA CyIICTaHlla cajpkaHa y OHOLMIHOM IIPOM3BOLY
yIHMcaHa y JucTe W3 wiaHa 4. tor 3axoxa (Jlucra I-Jlucta axTuBHUX cynctaHnd, Jlucra la-Jlmcra
aKTHUBHUX CYIICTAHIM C/IPKaHUX V OMOIIM THOM IIPOU3BOIY Mamer pu3uka u Jlucra 16-JInucrta 0OcHOBHHX
CVIICTAHIIK Koje cy ofjaBbeHE y CIyxOeHOM riacu1y Esporicke yuuje) uiau y IIporpam 3a ymuc y
Jlucty la wm Jlucty 16. 01HOCHO 3a@BHCHO O KOJIHYMHE OWOIMIHOT IIPOHM3BOJA KOJU Ce
. CBOJCcTaBa OMOILMIHOT IIPOM3BO/Ia KOJH YTHYY Ha 3JPaBJbe JbYAHU U KUBOTHY CPEIUHY
101aTaka O THM CBOJCTBHMA, BpPCTE OMOILMIHOI MPOU3BOJA U IIOCTOjama IIPOLECHE
iIle W JAPYTHUX CVICTaHIH CagpXaHHX Y OHOLMIHOM IIPOU3BOAY. Y MOCTYIKY
010 3a MPOIYKEHE POKa 3a MMOJHOIICHE 3aXTeBa 3a H3/laBarmke 0J00pema 0Baj OpraH je
YIBPAKO 1a je akTusHa cyvicTanna atkuT (C12-16) amvetu10eH3u1 amonujym xiopun (ADBAC/BKC
(C12-16)) ynucana y [Iporpz muc v Jlucty I - Jlucta axtuBHEX cyrnctanny u Jlucry la - Jlucra
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IIPOU3BO/IA, T€ JIa IOCTOj€ OMpPaBIa’y Pa3Io3| 3a NPOIYKeHme poka yTBpheHor pememeM O6poj 532-01-

‘ e ¢ 003MpOM 12 HHje CTBOpPEHA 3aKOHCKa IIPETIoCTaBKa Ja
je akTHBHA CYIICTaHlla cajJpyKaHa y OMOLMIHOM IPOM3BOIYV 32 KOJH CE€ IIOJHOCH 3aXTEB 3a H3aBambe
onobpema ymucana y Jlucry I - Jlucrta aktupHEHX cyrcrasuu win Jluery la - Jluecra axTuBHHX
CYIICTaHIIM CaJpKaHUX y OMOIIM/IHOM ITPOW3BOY Mamhel PH3KKa. 3a JaTe BPCTe OMOIMAHOT IIPOU3BOIA,
1a je Ha OCHOBY oBiarrhema u3 wiana 89. ctas 3. 3akoHa O OIIITEeM YIIPaBHOM IIOCTYIIKY, OJJIYYHO Kao
y JIUCTIO3UTHBY pelleHha.

YIyTCTBO 0 IPaBHOM CPEACTBY:
Ha oBo pememe MOXe ce M3jaBUTH xa10a Biagw y poky o 15 7aHa o1 1aHa mpujeMa OBOT
] Y POK} s
pemema. JKanbda ce npegaje MUHUCTApCTBY 3allTHTE JKUBOTHE CPE/IMHE.

JlocTaBuTH:
- SANI-HEM j.0.0., HoBu beucj
- ApxuBu



