Penyfmuka Cepepra Makegounja Republika e Magedonisé sé Veriut

AreHUHja 33 TeKOBH H MEIHIHHCKH CPEICTBA Agjencia e barnave dhe pajisjeve mjekésore

AreHuujata 3a NeKOBM U MEAULUHCKK CPeLCTBA BP3 OCHOBA Ha uneH 121 u unen 123 op 3akoHoT
3a nekosute U meanumHckute cpepcrsa (,Cn.seciuk Ha PM” 6p. 106/07, 88/10, 36/11, 53/11,
136/11,11/12,147/13, 27 /14 , 43 /14, 88/15, 154/15, 228/15, 7/16, 53 /16, 83/18, 113/18, 245/18
u ,Cn.secHnk Ha PCM” 6p. 6p.28/21 u 122/21), noctanysajku no 6aparbeTo 6p.YI1 18-149 op
(04.09.2015 roguHa Ha PapMaueBTcKo xemucka kosmeTuuka udpycrpuja ANKANOWI ALl Ckonje
3a 06HOBa Ha J03B0/IaTa 3@ NPOM3BOACTBO HA MEOULIMHCKY CPeACTBa, AOHECe

PEWEHMWE

1. Ce yrBpayBa peka ®apmaueBTcko xemucka kosmetuuka unayctpuja AJIKAITIOMA ALl Cronje,
co ceguwre Ha byn.,AnekcaHgap MakegoHckn”' 6p.12 Bo Ckonje, rv ucnonHysa ycnosute no
OAHOC Ha MpOCTOPOT, OMpemaTta W KajapoT 3a BpLUeHEe Ha [AejHOCTa MPOW3BOACTBO Ha
MEOMLUHCKM cpeactBa Bo npousBofHuoT kanauyuteT Ha [l Xemwja, Kosmetuxka u bunka
nouupaH Ha byn.,MapTusancku Oppenu” 6p. 98A so Ckonje 1 Toa:

L KoHueHTpaTtu 3a 6ukap6boHaTHa xemogujanusa — Knaca Ilb
2 KnuHunuko buoxemunckmn peareHcu - Knaca in vitro aujarHoctmukuy cpeicrsa
5 'en 3a ynTpasByy4Ha gujardoctuka - Knaca l

2. DapmaueBTCKO xeMucKaTa KodmeTuuka unayctpuja AJIKAJIONA ALl Ckonje, co ceanwTe Ha
Byn.,Anekcangap MakepoHckn" 6p.12 o Ckonje ce 3anuiuysa BO perMctapoT Ha NPOM3BOAUTENN
Ha MeAMLIMHCKN CPEACTBa.

3. Kowtponata Ha KsanuTteT ((PM3NYKO-XEMUCKO W MUKPOBUOSIOLIKO WMCMUTyBarbe) Ha
npou3BefieHnTe Me[UUMHCKU CPeACTBa 0 Toukata 1 o AMCNO3MTMBOT Ha 0Ba pelieHue Ke ce
BpLUKM BO 06jekToT Ha MapmaLeBTcko xemucka kozmetnuka ungyctpuja ATIKATIOU ALl Ckonje,
MU Xemuja, KozmeTuka u bunka nouupan Ha byn., Maptusancku Ogpepn” 6p. 98A eo Ckonje.

4. Co poHecyBareTo Ha OBa pelleHWe npecrtaHysa ga Baxu pelenueto 6p. YI1 18-149 op
20.05.2016 rognHa uspageHo of AreHuujata 3a NeKoBU M MeJULUHCKK CpefCcTBa.

ObpasnoxeHue

MapmauesTcko xemucka koametuuka uugycrpuja AJIKAJIOU ALl Ckonje, co ceguwre Ha byn.
Anekcanpap MakepoHcku” 6p.12 Bo Ckonje, o AreHuujaTa 3a NeKOBM U MEULMHCKN CPeaCTBa
nogHece 6Hapare 6p.18-8766/1 op 21.09.2022 roguHa 3a [pobuBarbe Ha [03BONMA 3
MPOM3BOACTBO Ha KOHLEHTPATM 3a XeMofujanu3a BO HOB afanTWpaH NPOM3BOLEH NPOCTOP W
npofo/mKyBate co paboTa Bo MpOCTOPOT 3a MPOM3BOACTBO Ha MEeAWUWHCKM CpeacTsa BO
noCToeYKMOT npoussogeH kanauuter Ha [1L Xemuja, Kosmetuka u bBunka nouvpan Ha
Byn.,MNaptuzarcku Ogpegu” 6p. 98A Bo Ckonje.

Arenuuja 3a TeK0BU U Y. ,Cs. Kupun u Metopuj” 6p. 54, kat 1-8u 1000,
1 MepMuMHCKH cpeacrsa CKormje Cxonje, Penybnuka Cesepna Maxkegonuja +389 2 5112-394
Agjencia e barnave dhe pajisjeve Rr. ,Shén Kirili dhe Metodij” numér 54, kati i paré www.malmed.gov.mk
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Ko 6apameto nocrasu: gokas 3a nnarens AAMWUHUCTPATUBHIU TPOWIOLM, UMOTEH /IUCT, TEKOBHA
cocrojba og Lentpanen Perncrap Ha PCM, ocHoseH AOKYMEHT 3a LenokynHata nokaumuja co
f10AdToun 3a npocToporT, onpemara co nogarouy 3a kBanucnkaumja u kanubpauuja, kagapor u
CUCTEMOT Ha KBanuTet, fujarpam 3a hasuTe Ha TexHONOWKHTe MpoLecu, AoKymMeHTH 3a BpaboTeH
CTpy4eH kanap, ISO 9001 ceptudimkar, I1SO 13485 ceptuchukar, 1SO 14001 ceptudukar, nucra
Ha  MeOWUMHCKM cpefcTBa M HMBHa Knacuukaumja, nopatoum 3a  cucremor Ha
MaTEpUOBUIUIaHLA, NPOM3BOAHA 403B0ONA 6p.15-9991/2 oz 03.07.2007 roavHa usgageHa opg
Bupo 3a nekoswy, MunucTepcTso 3a 3apaBcTBo, fokas 33 OCUrypyBatbe 3a HaOMECTOK Ha LWTeTa
Koja Moxe aa 6uge npuunHeTa Ha KOPUCHUKOT unu Tpeto nuLe.

CornacHo unen 121 0f, 3aKOHOT 3a neKoBUTE U MEAWLIMHCKUTE CpeacTBa MpousBoguTenuTe Ha
MEAMULUMHCKATE CPeACTBa Ce JOMKHU 4a MM UCMOAHAT CNefjH1Be ycnosu: Aa ja npujagar CBOjaTa
[ejHoCT Bo Arenuujata npep NOYHYBaHETO Ha NPOM3BOACTBOTO Ha MEAMUMHCKYK cpescTBa U ga
6uaat BHeceHu Bo PETUCTAPOT Ha npousBoAUTENM Ha MeAMUMHCKN cpeactBa 8o Peny6nuka
MakegnoHuja; gejHocra ga ja BPLIAT Ha HaumMH co koj ce obe3benysa CNpoBefyBat-e Ha CUCTEeM Ha
KBA/IMTET U 3alUTUTa Ha jaBHOTO 30pasje; Aa MMaar BpaboTeHo coogseTeH 6poj Ha nuua co
3aBpLUEHO co0ABETHO 06pa3oBaHme MOBP3aHO CO MPOU3BOACTBOTO Ha MeAULUMHCKOTO CpeacrTso;
Ad MMaaT ocurypyBatbe 3a Ha[JOMECTOK Ha LuTeTa MPULMHETA Ha KOPUCHUKOT UNKM TpeTo fuue u
Aa npoussedyBaaT camo MegULMHCKY CpencTBa WTOo Ce BO COrMacHoCT Co APONULWAHNTE Ycnosw

0f} 0BOj 3aKOH.

MEANUMHCKN CpeacTBa ce 3anuwysaat Bo PETUCTApOT Ha NpOM3BOAMTENU Ha MeauLuHCKN
CPEACTBA aKo NoKPaj JOKa3s 3a UCMONHYBatLE Ha YCroBHTe 04 uneHot 121 Ha 0BOj 3aKoH gocTasaT
Y1 NOAATOLN 33 MPOCTOPOT, ONpemara, Ka#gapoT U CUCTEMOT Ha KBA/MTET Ha NpoM3BOAUTENOT-
afpeca Ha Npou3BOAMTENOT W NOTBPAA 3a pervcTpaumja so Llentpantuor perucrap, nucra ma
MELMLMHCKM CPeACTBa LITO Ce NPOM3BEAYBAaT M HUBHA Knacucukaumja co koja ce AOKaXyBa
ABKa MeULMHCKUTE CPeACTBa Ce Npou3BeAyBaaT Ha HauMH Co Koj ce obe3benysa KBanuTeT u
3aUITUTA Ha JaBHOTO 3ApaBje U e BO COMNACHOCT CO onWTUTE 1 NOCebHUTe ycnoBm,NoaaToun Bo
BPCKa CO AM3ajHOT, KOHTpoNaTa Ha KBanuUTeToT U METOAOT Ha 0ApxKyBate Ha MefUUMHCKUTE
CPEACTBA M [0Ka3 3a OcurypyBatbe 3a HALOMECTOK Ha LWTeTa Koja Moxe fja buge npuumHeTa Ha
KOPUCHUKOT unu Tpeto inue.

OBoj opraH ro pasrnega 6apatbeto co npunoxenute AOKa3n 1 No U3BPLIEHUOT YBMA BO CnucUTe
Ha NPenMeToT yTBpAM feKa Bp3 OCHOBA Ha 3anMCHUKOT 6p.18-8766/2 op 02.11.2022 rogvHa 3a
“3BpLIeH yeupa Bo objektoT Ha Byn. «[aptusanckn Ogpegn” 6p.98 A Bo Ckonje og CTpaHa Ha
oBnacTeHa Komucuja 3a ouenyBarwe Ha yoiosute 3a nobpa npoussogHa mpakca, nobpa
KOHTpOnHa labopaTopucka npakca u nobpa naboparopucka npakca npu AreHuujaTa 3a nekosu u
MEAMUMHCKM CpencTBa, cormacHo oapenbute of 3akoHoT 3a JIEKOBUTE U MEAULMHCKUTE
cpencrsa u lNpaBunHUKOT 3a nobnanckuTe YCNOBU MO OAHOC Ha npocfopm (2803 m?), onpemara u
KaAapoT wWro Tpeba Aa 1 UCNONHAT NpousBoAUTENUTE Ha MeAuumMHCKY cpepcTsa (,Cn.eecHuk Ha

Arentuja 3a nexoeu 1 ¥Yn. ,Ce. Kupun u MeTonuj* 6p. 54, kar 1-pu 1000,
2 MeanuMHCKY cpeacrea Ckonje Cxonje, Peny6muxa Cemepua Maxkegonuja +389 2 5112-394
Agjencia e bamave dhe pajisjeve Rr.,Shén Kirili dhe Metodij” numér 54, kati i paré www.malmed.gov.mk
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PM* 6p. 19/09), ®apmauesTcko xemmucka kosmetuuka unpyctpuja ATIKANTOU ALl Ckonje, ru
MCMOMHYBa YCIIOBUTE BO OfIHOC Ha NOTPEBHMOT NPOCTOp, OnpeMa 1 KagapoT (0frOBOPHO NKLE 33
NpoM3BOACTBO Ha CeKoja cepuja MegUUMHCKO cnpeacTBo ®unun [oyo AMNNOMUPaH TEXHONOT,
OArOBOPHO NMLE 3@ KOHTPONA Ha KBANUTET Ha cekoja cepuja MeAMuMHCKO cnpeactso Cuneuja
CaBecka gunnomupad apmauesT Creuujanuct o WCNUTYBarbe M KOHTPONa Ha JIeKoBu W
Mnagen CtojaHoBMK 0LrOBOPHO NULE 3a CTaBak-e Ha CeKoja Cepuja MefULMHCKO CNpeacTso BO
NPOMET AUNNOMMPaH MHXX.NO XeMUja - aHanuTU4Ka bruoxemuja) 3a NPON3BOACTBO HA MEANLIMHCKK
cpepcTea.

Bp3 OCHOBa Ha rope HaBefeHOTO Ce JoHece pelleHWe Kako BO OUCNO3WTUBOT.

Takcata 3a o0Ba peleHne e HannateHa no Tapudped 6poj 3 op  3akoHorT 3a
apMuHucTpaTuBHuTe Takeu (,Cnyxbe Bectnk Ha PM", 6p.17/93, 20/96, 7/98, 13/01 u 23/16 u
,Cnyx6en ecHuk Ha PCM....151/21).

YMATCTBO 3A NMPABHO CPEACTBO: MpoTuB oBa pelleHne MoXe A4a Ce noBeje yrnpaseH cnop
npeg YnpasHuot cyg - Ckonje Bo pok og 30 AeHa of AeHOT Ha MPMEMOT Ha 0Ba pelleHue.

15-1- 2072
Pellero Bo AreHuuja 3a NEKOBM 1 MEOULMHCKM CpeacTBa nog, 6p. 18-8766/3 na --------- 96&2 roguHa.

/ DREJTORI
Lirim Shabani
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