IIPOTOKOA Ne3/25.10.2018r.
o 4A. 54, aa. 7 ot IIII30II
3a KOHCTAaTallHH Ha KOMHCHSTA

HOuec, ma 25.10.2018 rom. B 11:00 uyaca, KoMucHUsATa 3a [IpPOBeXKaaHe Ha
nporenypa 1o 30Il - mnybAndyHO cCBbCTe3aHHE C nOpeamer: LJlocraBKa Ha
Oe3uH(EeKTaHTHU, I[IOYUCTBAIIM IIpernapaTH U KOHCYMaTUBH 3a IIOYHCTBaHe,
HeoOxomuMu 3a pgediHoctra Ha YMBAA “IMIPO®. [I-P CTO4H KHWPKOBHNY” A/,
I'P.CTAPA 3AT'OPA” B cheTaB:

IIpencenaTeAa:
1. o-p KuBko 2Keaa3koB — 3am. - [lupekrop ,Meauiuacku e iHocTH”

YaeHOBeE:
2. n-p Naauna MBanoBa Mocudosa — aekap KB
3. XKeaaska KocraguHoBa llaneBa — deaminep O0AHUYHA anTeKa
4. AnB. Tataua KekeBcka
S. Tana PageBcka — ra. men. Cecrpa

Pe3epBeH uaeH:
AnB. Xpucro ITanaiioToB, IpoBeAe CBOETO TPETO 3aCeAaHUE.

I. Komucusara IIpoabAXKU CBoOsTa paboTa MO pasTAekaaHe Ha TeXHUYECKHUTE
PEeSAOKEHU Ha yYaCTHHIIUTE II0 Pefa Ha MOCThIIBaHe Ha O(PepTUTE UM U yCTAaHOBU
CA€JHOTO:

1. YuactHukbT ,XHTHEHHO-MEOAHIIHMHCKA HHAYCTPHS” EOOL e
IoaA IIPENAOKEHUd 3a U3I'bAHEHHE Ha IIopbhUYKaTa 3a:

- obocobena mo3unusa No 1 - IlpemapaTy 3a XUTHEHHA U XUPYypPrUdHa Ae3WH(EKIIUs
Ha pblIe:

eHomenkaarypa Ne 1.1 - Ilpemaparu 3a XUTHMEHHa MW XUPyprudHa
ae3nH(EeKIHUs Ha phlie Ha arnkoxoaHa ocHoBa - HMI CKPYB NP, 1y6a S I

e Homekaatypa Ne 1.2 - CanmyHeH npenapart 3a XUpyprudHa Ae3uHGeKIIUI

Ha pplle Ha ocHoBata Ha xaopxekcunauH - HMI CKPYB KAACHK, Ty0a Skr.;

e Homenkaatrypa No 1.3 - IlpenapaTtu 3a ne3uH(eKIMda Ha HeyBpeaeHa
KoxXKa C Hon U aakKoxXoA / 2- mpomnanHoa (50%), ITHK ( 1%) u 10% tox/ - KOO POP 5,
Tyba S 1;

- obocobena mo3urusa Ne 2 - [Iperrapatu 3a Ae3uH@EKIUSI Ha ITOBBPXHOCTH:

e Homenkaatypa No 2.1 - [Ipenapat 3a Ae3nH@EKIHUsS Ha IOBBPXHOCTU BBHB
BHCOKOPHCKOBH 30HH C asaexuau /6e3 popmasgexun/ - CETPHAHH RD, Ty6a SKr

e HomenkaaTtypa Ne 2.2 - [lemapar 3a ne3mHQpEKIINI Ha MOBBPXHOCTH BBHB
BHCOKOPUCKOBH 30HHM Ha 0a3aTa Ha YaCTUYHH aMOHHEBU ChEeQUHEHUHd, IIOAXOMSIL 3a



JEeTCKU ¥ HEOHATOAOTHMYHU KAMHUKH U Oe3WH(EeKINs Ha KyBbo3U, 0e3 aadexuau,
denoau u xaop - HMI POOA, Ty6a SKr;

e Homenkaatypa Ne 2.3 - Ilpemapatu 3a me3uH@EKIUsS Ha ITOBBPXHOCTH,
ChOBbPIKAIIM XA0pP nox popmata Ha Tabaetku - HMI TABHAES3 56, koda 1 kr

eHomenkaatypa Ne 2.4 - Bep3omeicTBall mpernapatr 3a Ae3WHOEKINS Ha
TPYAHOOOCTBIIHH ITIOBBPXHOCTH, 0e3 asrnexuau - HMI [lEHTACl'IPEffi, Tyba S5 1;

eHomenraatypa Ne 2.5 - [Ipennapat ¢ 0b6p30 AeHcTBHE 3a [Ae3UH(EKIINI Ha
IIOBBPXHOCTH CHC 3aBHUIIIEH HMH(@. PHUCK, KAKTO U Me[. araparypa, BKA. MUKPOCKOIIH C
BomopoaeH nepokcu - HMI IIEPOKC, 6yt. 0,750 a;

-0bocobena mo3unua Ne 3 - [Ipemapatu 3a Ae3uH@EKIUsS Ha CIellhasHa
MeIUITMHCKA arnapaTrypa, eHIOCKOIICKa arapaTypa U TEPMOAAOHUAHU MaTepPHAaAU:

*Homenkaatypa Ne 3.1 - Ilpenapat 3a BHCOKOCTEIIEHHA MAe3WH(EKIUS U
CTyeHa XUMHYECKa CTEePHAU3AIlUS Ha €HAOCKOIICKAa arlapartypa, OpPOHXOCKONH U MAp.
TEePMOAAOUAHH MaTepHaAu C aKTHBEH KHCAOPOJ, IepoleTHa KuceanHa - HMI
IIEPOCTEP CE, koda 5 Kr

eHomenkaatypa Ne 3.2 - EH3uMeH mnpenapatr 3a HOpPEeACTEPHUAH3AIIHMOHHO

IIOYUCTBAaHE Ha XUPYPTHYHH HHCTPYMEHTH B T.4. TBBPAHU U I'bBKABU €HIOCKOIIH,
TepmorabuaHu Mmatepuasu - HMI POOHUIIHH CE, Tyb6a SKr;

- obocobena mosunusa Ne 4- Tlpemapatu 3a ne3nH@EKIHUS Ha MEIUIIMHCKHA
HHCTPYMEHTAPUYM:

eHomenkaarypa Ne 4.1 - Ilpenmapar 3a HOpencTepUAU3AIIMOHHA
Oe3VH(EKIUs Ha XUPYPTHYeH HUHCTPYMEHTApUyM C aKTHUBEH Kucaopox - HMI
XAUTEH CE, Koda SKr;

eHomenkaatypa Ne 4.2 - Ilpenapat 3a ae3nH@eEKIINg Ha HHCTPYMEHTH 3a
CTyLEeHa XUMHYeCKa crepuanuiaiusa c nepoierHa kuceanHa - HMI IIEPOCTEP CE,
Koda SKT;

-obocobena mo3urus Ne 5 - [Ipenapatu 3a Ae3WH@EKIHNS Ha KyXHEHCKU
oducH, rocyga 1 IIpubopu 3a XpaHeHe:

e Homenkaatypa Ne 5.1 - [Ipenapat 3a XpaHHUTEAHH O(PUCH U IIOCYyAA,
MIOAXOASI 3a InulneTa, 6ubepoHu 6e3 xaop u pocdaTh, ePeKTUBEH CPEILy CaAMOHeAa
- HMI POA, Tty6a S KT

- 0bocobena mo3urud No 6 - [le3auH@eKIHusa Ha MEUIIMHCKY HHCTPYMEHTH B
MHUSIAHO - Ae3UH(EKIIMOHHA MallllHAa:

e Homenkaarypa Ne 6.1 - AakasneH 1mpemnapaTrT 3a MAalllWHHO
IIOYHNCTBAHE HA UHCTPYMEHTAPUYM CBBMECTHUM C MHAAHO-AE€3UH(EKIIMOHHA MallluHa
Ha  YyBCTBHUTEAHU Ha  XUMHUYHHU BB3ACHCTBUA MEIULIMHCKH HU3IEANS,



AHECTE3NOAOTHYHH MaTepHaAl U HHCTPYMEHTH H3pabOTeHU OT HephbXKaaeMa CTOMaHa,
aaymuHu#t u a1p. - HMI AAKAA K CE, Ty6a S Kr;

e Homenkaatypa Neb6.2 - HeyTpaausupailll npenapaTr CA€d asKaAHO
MalIMHHO IIOYHCTBAHE C MHAAHO-AE3WH(EKIIMOHHA MallllHa- Te€4Ye€H KOHIeHTpaT ,
CBBMECTHM C HHCTPYMEHTH OT HepBbXKIaeMa CToMaHa U aayMUHUH. [la He chabpika
docdat u chpdaKTaHTH U Oa HE yBpekaa YyBCTBUTEAHUTe Mmarepuasu - HMI
PHHC K CE, Ty0a 5 Kr;

2. B mpemaoxkeHmeTo CH 3a H3IIBPAHEHHE Ha IIopbUyKaTa 3a obocobeHa
no3utig No 1 ygacTHUKGST € npeacTaBua Ilpuaoxkenue Ne 2 u ITpraoxkenue No 2A KpM
nokymeHTanusTa /u Ha CD/, momrbAHEHH 110 00pa3UTe Ha BB3AOKHUTEAS;

- 3a HOMeHKAaTypa Ne 1.1: [docue Ha ne3smHdekTaut- oumonua HMI CKPYB
NP, PaspemreHue 3a mOyckKaHe Ha Iasapa Ha OwonumaeH 1perrapar Ne 0783-
3/22.10.2012, NudopmMallMoHEH AUCT 3a 0e30IT1aCHOCT, KOIIHME€ Ha €THKET, OIHCaHUe
Ha Ae3WH(EeKTaHTa, Konue Ha cepTudukar no cragaapT ISO 9001:2015;

- 3a HOMeHKAatrypa Ne 1.2: [locue Ha ne3mHpekTaHT-Omorma HMI CKPYB
KAACHK, paspemreHue 3a IycKaHe Ha Iaszapa Ha OwonuneH npenapar Ne0277-
1/06.11.2006r., Hu(popMallMOHEH AHCT 3a O0€e30I1aCHOCT, KOIIHEe Ha eTUKeT Ha
ne3nH(EKTaHTa, OIIMCaHWe Ha Ae3uH(EeKTaHTa, KOIIMe Ha cepTH@HUKAT II0 CTaHAApT
ISO 9001:2015;

- 3a HoMeHKAatypa Ne 1.3: [locue Ha ne3uHpekTauT-6mornag HMI 10 ©OP
5; Pazpemienue 3a mmyckaHe Ha nasapa Ha omonmaeH nperapaTt Ne0288-1/06.11.2006,
HNudopmaliioHeH AUCT 3a 0e30IacHOCT, OITMCaHWEe Ha Ae3WH(EeKTaHTa, KOIHe Ha
eTHUKEeT Ha Je3uH@eKTaHTa, Kormue Ha ceptudurat o crangapt SO 9001:2015;

[exknaapalyss 3a cbhraacHe C Kaay3uTe Ha JoroBopa, Komme Ha IPOEKTO
noroBopa, [lekaapamus 3a CpokKa Ha BaAWOHOCTTa Ha odeprara, [lekaapaiusd 3a
CIla3BaHe 3abAXKEHUATa, CBbP3aHO C JAaHBIIM U OCUTYPOBKH, Olla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTA W YCAOBHUATA Ha TPy Ilo 4Aa.39, aa.l, 1.1, OykBa ,a“ ot
[ITI30I1, Hexkaapanug 1o 4a.3, aa.8 ot SUDPOAPIOIIAPCTATIC.

Komucusara mnpuema, dYe MOAAEHUTE OT YYaCTHHUKA IIPENAOXKEHHS 3a

HU3IIBAHEHHE Ha IIopbh4YKaTa 3a obocobeHna mmo3unya Nel OTroBap4dT Ha HU3HCKBaHHATaA
Ha BB3AOKHUTEAA, IIOCTABEHU B JOKYMEHTAIIUATaA U TEXHUYIECKAaTa Cl'IeI_II/ICbI/IKaL[I/IH.

3. B mpemaoxkeHmeTo CH 3a H3IIbAHEHHE Ha IOpbYKaTa 3a 00ocobeHa
no3unygd No 2 ygdacTHHKBT € npencraBya IIpuaoxkenune No2 u Ilpraoxkenne Ne 2A KpM
nokymeHTanusTa /u Ha CD/, mOmrbAHEHH 110 00pa3uTe Ha BB3AOKHUTEAS;

- 3a HoMmeHKAaatrypa Ne 2.1: [docue Ha pge3uHdeKTaHT - Owmonmn HMI
CETPUAVH RD, Pa3pemenue 3a IIycKaHe Ha ma3apa Ha omonuaeH npernapat No0847-
2/26.11.2012r., HNuHdopmallioHEH AUCT 3a O0e30IIaCHOCT, KOIIMEe Ha EeTHKET Ha
ne3uH(eKTaHTa, OIIMCaHHE Ha Oe3UWH(EKTaHTa, KOIIHe Ha CepTU(UKAT II0 CTaHOapT
ISO 9001:2015;

- 3a HOMeHkKAatypa Ne 2.2: [locue Ha me3mH(peKkTaHT - omonma HMI PO/IA,
Paspemrenne 3a myckaHe Ha Itazapa Ha OuoruneH mpenapat Ne0374-4/08.10.2012r,




NH(popmalriioHeH AHUCT 3a 0e30macHOCT, KOIIMEe Ha EeTUKET Ha [Ae3MH(EKTaHTa,
omMcaHHe Ha Ae3uH@eKTaHTa, Konue Ha cepTudukar no crasgapt ISO 9001:2015;

- 3a HOMeHKaatypa Ne 2.3: [locme Ha pgesuH@ekTaHT - Owortmm HMI
TABUE3 56, Pazpelienue 3a myckaHe Ha mazapa Ha OumonmaeH nperiapat NeO117-
3/10.08.2008r, HMudopmammoHeH AHCT 3a 0e30IIacHOCT, KOIIME Ha eTHKeT Ha
ne3nH(eKTaHTa, OIUcaHNue Ha JAe3uH(eKTaHTa, KOIHe Ha cepTudUKaT II0 CTaHAapT
ISO 9001:2015;

- 3a HoMeHKAatrypa Ne 2.4: [locue Ha pge3uHdeKTaHT - Owmornma HMI
JEHTACIIPEM, Paspemrenue 3a ImycKaHe Ha Iasapa Ha 6uonmzaeH mpernapat Ne 0155-
1/07.07.2006r., HMHpoOpMaIIMOHEH AHUCT 3a 0e30MacHOCT, KOIMEe Ha eTUKeT Ha
ne3uH(eKTaHTa, OIIUCaHue Ha JAe3MH(EeKTaHTa, KOIIUue Ha cepTUu(UKAaT 10 CTaHAapT
ISO 9001:2015;

- 3a HoMeHKAatypa Ne 2.5: [Jocme Ha pAe3mH@eKTaHT - Owmomma HMI
[TIEPOKC, Pa3penienwe 3a IIyCKaHe Ha I1aszapa Ha OuoiuzaeH mpernapar Ne 1486-
1/11.06.2013r., UudopmaiioHeH AHCT 3a 0e30IacHOCT, KOIIME€ Ha €eTHKeT Ha
ne3nH(EeKTaHTa, OIIUcaHue Ha Ae3uH(eKTaHTa, KOIue Ha CepTU@HUKAT II0 CTaHAApPT
ISO 9001:2015;

[lekaapaiiya 3a CbhraacHue C Kaay3uTe Ha norosopa, Komme Ha HIIPOEKTO
noroBopa, [lekaapalus 3a CpokKa Ha BaAWAHOCTTA Ha odeprara, J[lekaapanusa 3a
Ccria3BaHe 3abAXKEHUsSITa, CBHP3aHO C JAaHBIIM U OCUTYPOBKH, Olla3BaHEe Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTA M YCAOBHUATA Ha TPyZQ Io 4UA.39, aa.l, 1.1, OykBa ,a“ ot
[IITI30I1, dexkaapamug 1o 4a. 3, aa. 8 or SUPOAPIOITAPCTATIC.

Komucuara mnpuema, 4Ye IMOAAIEHUTE OT YyYaCTHHUKA IIPENAOKEHHUT 3a
U3I'bAHEHHE Ha ITophuKaTa 3a obocobeHa mo3uirus Ne 2 OoTroBapdT Ha H3UCKBaAHUSTA
Ha BB3A0OKUTEAd, [IOCTABEHHU B JOKYMEHTAIIUATA U TeXHUYecKaTa ClelupuKaIius.

4. B mpensokeHHETO CH 3a H3I'bAHEHHE Ha IopbykKara 3a obocobeHa
no3unud No 3 ygyacTHUKSBT € npencraBua [Ipuaoxenue No 2 u IIpuaoxkenue No 2A KbM
nokyMeHTanudgra /u Ha CD/, HoIrbAHEHHU 110 00pas3uTe Ha BB3AOKUTEAS:

- 3a HOMeHKkAatypa No 3.1: [locue Ha ne3uH(EKTaHT, perucrpupas rno 3MU
HMI TIEPOCTEP CE, Komme Ha 06e3cpoyHo PaspelieHne 3a TBHProBHUsS Ha €OpO C
MemunUHCKHU usgesus Per. Ne IV-P-T/MHN-380/15.07.2008r., [dekaapamnmuda 3a
croTBeTcTBUE 3a MemunuHckuTo usneane HMI ITEPOCTEP CE; Ceprudukar 3a
Cucrema 3a YnpaBaeHue Ha KadectBoTo 1o cranmapt ISO 13485:2003, korue Ha
OpHUTHHAAa U B IIPEBOM HAa OBATAPCKH €3UK; KOIIMe Ha cepTHUdUKaT o craHaapt [SO
9001:2015; kortne Ha ceptudukat no cragaapt ISO 14001:2015; EC Ceprtudukar
3a Cucrema 3a OcurypsaBaHe Ha KauectBoTo, usganeH ot “Kiwa Cermet” Hraaus,
BaauaeH a0 29.11.2017r., komxe Ha OpUTHHAAA U B IIPEBOA Ha OBATapCKU €3UK 3a
MeIUITMHCKUTE U3neanud ¢ kaac Ha puck IIb: HMI HYGIENE CE, HMI MINIDENT CE,
HMI PEROSTER CE, HMI PROFIK CE, HMI PROFIK FF CE, IDO SCOPE CE u
MegUIUCHKHU u3neAaus ¢ kKaac Ha puck lla: CETRIDINE EXTRA K CE, CETRIDINE
FORTE CE, HMI DENTASPRAY CE; onmucanue Ha ae3uHdeKTaHTa, MHpOopMaIlmoHEeH
AVICT 3a 0e30IT1aCHOCT Ha Ne3WH(EeKTaHTa;




- 3a HoMeHKaaTtypa Ne 3.2: [locue Ha Ae3WH(EKTAHT, perucrpupas no 3MU
HMI POAUWIIMH CE, Komume Ha 6e3cpouyHo Pa3spenieHue 3a THProBUsS Ha €Opo C
MenuiinHcku usneausa Per. Ne [IV-P-T/MU-380/15.07.2008r, [ekaapamusa 3a
CBOTBETCTBHE 3a wMmemulmHckoTo wusneane HMI POAUWIIMH CE, Ceprudurar 3a
Cucrema 3a YnpasaeHue Ha KadectBoro mo crauzmapt ISO 13485:2003, konue Ha
OpPUTHHAaAa U B IIpeBoA Ha OBArapCKH €3HK, KOIlMe Ha cepTUdHUKAaT Io cranaapt [SO
9001:2015; konue Ha ceptudukat 1o cragaapt ISO 14001:2015; EC Ceptudukar 3a
Cucrema 3a OcurypsBane Ha KauectBoro, msganeH ot “Kiwa Cermet” HWrtaaus, c
Hotudunupaiy Homep 0476, Baaumen go 29.11.2017r., Komue Ha OpUTHHaAa U B
OpeBos Ha OBATAPCKH €3UK 3a MEOUIIMHCKUTE H30eAud C Kaac Ha puck Ilb: HMI
HYGIENE CE, HMI MINIDENT CE, HMI PEROSTER CE, HMI PROFIK CE, HMI
PROFIK FF CE, IDO SCOPE CE u MeguUILIMCHKU H3OeAHs C Kaac Ha puck lla:
CETRIDINE EXTRA K CE, CETRIDINE FORTE CE, HMI DENTASPRAY CE; omucanue
Ha Ae3uH(eKTaHTa, MH(popMaoHeH AUCT 3a 0e30I1aCHOCT Ha Ae3UH(EeKTaHTa;

[erkaapaiuss 3a cbraacue C Kaay3uTe Ha gorosopa, Komme Ha MIIpPOEKTO
ooroBopa, [lekaapalius 3a CpoKa Ha BaAUAHOCTTA Ha odeptara, J[erkaapanus 3a
CIla3BaHe 3aIbAYKEHUATA, CBBbP3aHO C JAaHBIU U OCUTYPOBKH, Olla3BaHE Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTa W YCAOBHATA Ha TPyXH Ilo 4¥Aa.39, aa.l, 1.1, OykBa ,a“ ot
[MT130I1, dexkaaparud 1o 4a. 3, aa. 8 ot SUPOAPIOITAPCTATIC.

Komucugara ycraHoBu, d4Ye B J[lekaapamudara 3a CBOTBETCTBHE Ha
MEOUIIMHCKOTO U3/IEANE OT HOMEHKAaTypa 3.1 y4YaCTHUKBT AeKAapUpa, Y€ HOMEPHT Ha
HoTHU(uInpamms oprad e 0476, HomepsT Ha ,Kiwa Cermet”,Mtaaus. OT onucaHoTo
[I0-TOPE € BUIAHO, Ye HpUAokeHUsaT oT ydactHuka EC Ceprtucdukar 3a Cucrema 3a
OcurypsiBane Ha KaudectBoTO, m3mameH oT ,Kiwa Cermet”,Vtasmnsa e H3TEeKbA Ha
29.11.2017r..

[Topamu ommcaHOTO MO-TOpPE U Ha ocHoBaHWe 4a. 107, T. 2, 6. ,a“ ot 30II,
KOMUCHUSITA Ipensara Ha Bb3aokuteas na OTCTPAHH OT ydacTHEe B IIpoleaypara
ydyacTHHKA “XurueHHo-MenunuHcka uaaycrpus” EOO/] 3a ob6ocobena mo3urimga No3.

5. B mpenaokeHHeTO CH 3a HU3I'BAHEHHE Ha IopbhYKaTa 3a obocobeHa
no3unyg Ne 4 yqacTHHUKBT € npeacraBua Ilpuaoxenue Ne 2 u ITpraoxkenue No 2A xKpM
nokymeHTanusTa /u Ha CD/, IOIrbAHEHH 110 00pa3UTe HA BB3AOKHUTEAS:

- 3a HOMeHKAaTypa No 4.1: [locue Ha Ae3UH(EKTAHT, perucrpupas rno 3MU
XAWUTEH CE, Konire Ha 6e3cpouHo PasperreHue 3a THProBUs Ha €4PO C MEIUITHHCKU
nzneang Per. Ne IV-P-T/MHN-380/15.07.2008r, [dekaapamnus 3a CBOTBETCTBUE 3a
mem.usgeane HMI XAUTEH CE, Ceprudwurar 3a CucremMa 3a YOpaBaeHHE Ha
KaugecrBoTo mo cranzmapt ISO 13485:2003, komnmme Ha OpHUTHMHasa U B IIpeBOJ Ha
OBATAPCKU €3WK, Komue Ha ceptudurar 1o cragmapt SO 9001:2015; xkomme Ha
ceprudpurar 1o craggapt I[SO 14001:2015; EC Ceprudurar 3a Cucrema 3a
OcurypsiBane Ha KadectBoTro, usmaneH ot “Kiwa Cermet” UTaaus, ¢ HOoTHUHUIIHpPAI]
HoMmep 0476, BaaumeH po 29.11.2017r., komme Ha OpHUIHHaAa M B IIPEBOL Ha
OBbATapCKU €3UK 3a MEIUIIMHCKUTE H3aeAud C¢ Kaac Ha puck IIb: HMI HYGIENE CE,
HMI MINIDENT CE, HMI PEROSTER CE, HMI PROFIK CE, HMI PROFIK FF CE, IDO
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SCOPE CE u memunucHku usneand ¢ Kaac Ha puck lla: CETRIDINE EXTRA K CE,
CETRIDINE FORTE CE, HMI DENTASPRAY CE; omucanue Ha [Oe3UMH(EKTAHTA,
HNHpopmaIliioHeH AUCT 3a 0€30IIaCHOCT Ha Ae3UH(PEKTaHTa;

- 3a HoMeHKAaTypa No 4.2: [locue Ha Ae3UH(EKTAHT, perucTpupat no 3MU
I[TEPOCTEP CE, Pazpeienue 3a TbproBus Ha €IpO C MEAUITMHCKHU u3neanus Per. No [V-
P-T/MHM-380/15.07.2008r, [ekaapaius 3a CBOTBETCTBHE 3a Men.uzmeane HMI
[TIEPOCTEP CE, Ceprudukar 3a Cucrema 3a YmnpaBaeHHe Ha KadgecTBoTO II0
craggapt [SO 13485:2003, komre Ha OpUTHMHAAa M B IIPEeBOJ Ha OBATAPCKHU €3UK,
KoIle Ha cepTudukar no craggapT ISO 9001:2015; komme Ha cepTH(UKAT II0
craugmapt [SO 14001:2015; EC Ceptudurar 3a Cucrema 3a OcurypsiBaHe Ha
KauecrBoTo, u3manen ot “Kiwa Cermet” Uraaua, ¢ HoTuduimupainy HoMmep 0476,
BaauaeH a0 29.11.2017r., Konue Ha OPUTHHAAA U B IIPEeBOA Ha OBATAPCKH €3UK 3a
MEOUIIMHCKUTE u3aeAanusd ¢ kaac Ha puck IlIb: HMI HYGIENE CE, HMI MINIDENT CE,
HMI PEROSTER CE, HMI PROFIK CE, HMI PROFIK FF CE, IDO SCOPE CE wu
MenuitucHKu usneauss ¢ kaac Ha puck lla: CETRIDINE EXTRA K CE, CETRIDINE
FORTE CE, HMI DENTASPRAY CE; onucanue Ha ae3uH@eKkTaHTa, MH(pOpMaITHOHEH
AWICT 3a 0e30I1acHOCT Ha Ae3uH(EeKTaHTa;

[lekaapaiiya 3a Cbhraacue C Kaay3uTe Ha norosopa, Komme Ha IIPOEKTO
noroBopa, [lekaapalus 3a CpokKa Ha BaAWAHOCTTaA Ha odeprara, J[lekaapanusa 3a
cria3BaHe 3abAXKEHUsSTa, CBHP3aHO C JAaHBIIM U OCUTYPOBKH, Olla3BaHe Ha OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTA M YCAOBHATA Ha TPyZQ Io 4UA.39, aa.l, 1.1, 6ykBa ,a“ ot
[ITI30I1, dexkaapanug 1o 4a. 3, aa. 8 or SUPOAPIOITAPCTATIC.

Komucuara ycraHoBu, duYe B [lekaapaiusTa 3a CBOTBETCTBHE 34
MEIUITMHCKOTO H3JEeANe OT HOMeHKAaTypa 3.1 y9acTHUKBT AeKAapupa, 4e HOMepPhT Ha
HoTudunupalnus oprad e 0476, HomepsT Ha ,Kiwa Cermet”,Utasug. OT onucaHoTo
I10-TOpe € BUAHO, 4e MIpuAokeHUdAT oT ydacTHuka EC Ceprtudukar 3a Cucrema 3a
OcurypsiBane Ha KaudecrBoTo, m3mageH ot ,Kiwa Cermet”,MTaaus e H3TEKBbA Ha
29.11.2017r..

[Topagu omucaHOTO IIO-TOPEe M Ha OoCHoBaHWe d4a. 107, 1.2, 6. ,a“ ot 3O0II,
KOMHCHATA IIpemsara Ha BB3aoxKuTeAad ga OTCTPaHH OT ydacTHe B IIpolieaypaTra
ydJacTHHKA “XurueHHo-MenunuHcka uHayctpus“ EOO/] 3a obocobena mosuriuss No 4.

6. B mpenaoxkeHmeTo CH 3a H3I'bAHEHHE Ha IIopbUyKaTa 3a obocobeHa
no3utiug NoS ygyacTHUKEBT € npencraBua [Ipruaoxkenue Ne 2 u ITpuaoxkenue No 2A kpM

nokyMmeHtanudara /u Ha CD/, momrbaHeHM 1o obpasmure Ha BB3AOKUTEAs; [locue Ha
nesuHdekranTa- ouortnag HMI Pona; Pa3pernenue 3a myckaHe Ha rmazapa Ha OHOIUIEH
npertapat Noe0374-4/08.10.2012r., UuopmarmorneHn auct 3a 6e3onacHoct, Konue Ha
€THUKET Ha Oe3WH(@EeKTaHTa, OIlMcaHue Ha Ae3nH(eKTaHTa, KOIIHe Ha CepPTHU(HUKAT II0
cragaapt ISO 9001:2015; [derkaapalys 3a CbrAacHe C Kaay3uTe Ha gorosopa; Komme
Ha IIPOEKTO [0roBopa, J[lekaapalidda 3a CpoKa Ha BaAHMAHOCTTA Ha odeprara,
[eraapaiyusa 3a cHasBaHE 3aAbAXKEHHATa, CBBP3aHO C OJaHBIU U OCUTYPOBKH,
orla3BaHe Ha OKOAHATa Cpefa, 3aKpHAa Ha 3a€TOCTTa M yCAOBHATA Ha TPYA IO 4A.39,



aa. 1, 7. 1, oOykBa ,n“ ot II[I30Il, [derkaapamms mo dYa. 3, aa. 8 oT
BUPOAPIOITAPCTAT/IC.

Komucusara mnpueMma, dYe MOAANEHUTE OT YYaCTHHKA IIPEOAOKEHHUS 3a
U3I'bAHEHHE Ha IophuKaTa 3a obocobeHa mo3uiks Ne S oTroBapdT Ha U3UCKBaHUSITA
Ha BB3AOKHUTEAS, IOCTABEHU B JOKYMEHTAIIUATA U TEXHUYECKAaTa CHEeIIU(PUKAIIN.

7. B mnpensoKeHHWETO CH 3a H3II'bAHEHHE Ha IlopbhbYyKaTa 3a o00ocobeHa
no3uig No 6 ydacTHUKGBT € npeacTaBua Ilpuaoxkenue Ne 2 u ITpraoxkenue No 2A xKpM
nokymeHTanusTa /u Ha CD/, momrbAHEHH 110 00pa3UTe Ha BB3AOKHUTEAS:

- 3a HoMeHKaaTtypa Ne 6.1: [locue Ha Ae3WH(EKTAHTa, PETUCTPUTAH IIO
3MU HMI AAKAA K CE, Be3cpodHo paspelnieHne 3a ThpProBUs Ha €4p0 C MEOUIIMHCKH
nzneaus Ne IV — P — T/MH-380/15.07.2008r, [dexkaapaliyus 3a ChOTBETCTBHUeE, Korue
Ha cepTHU(dHUKAT 3a CUCTEMa 3a yIpaBA€HHE Ha KadecTBOTO 0 craHmapt [SO 13485:
2003, korrre Ha ceptuduKaT o cranaapt [ISO 9001:2015, konue Ha cepTUPUKAT 10
craggapt ISO 14001:2015, EC Ceptudukar 3a Cucrema 3a OcurypsBaHe Ha
KauectBoTOo, m3mameH ot “Kiwa Cermet” Hraamsa, c¢ vHoTuduiupall Homep 0476,
BaauzeH g0 29.11.2017r., komue Ha OpUTHHAAA U B HPEBOA Ha OBATAPCKU €3UK 3a
MEOUIIMHCKUTE u3aeAausd ¢ Kaac Ha puck I[Ib: HMI HYGIENE CE, HMI MINIDENT CE,
HMI PEROSTER CE, HMI PROFIK CE, HMI PROFIK FF CE, IDO SCOPE CE u
MegUuIMCHKU u3neaus ¢ Kaac Ha puck lla: CETRIDINE EXTRA K CE, CETRIDINE
FORTE CE, HMI DENTASPRAY CE; onucanue Ha ne3duHdekranTa; MH(popMmaimoHeH
AUCT 3a 0e30macHOCT Ha Ae3uH(EeKTaHTa,;

- 3a HoMeHKAatypa Ne 6.2: [locue Ha Ae3uH(EKTaHTa, PETUCTPUTAH IIO
3MU HMI PUHC K CE; Be3cpo4dHO pa3pelieHue 3a ThProBUS HA €4pO0 C MEIUIIMHCKU
nzneandg Ne IV — P — T/MU-380/15.07.2008r, [ekaapanuga 3a cboTBeTcTBHE, EC
Ceprudukat 3a Cucrema 3a OcurypsiBaHe Ha KadectBoTto, uznaznex ot “Kiwa Cermet”
Uraauga, c¢ Hortudumupany Homep 0476, BaampmeH no 29.11.2017r., komume Ha
OPUTHHAaAA U B IIPEBO/] Ha ObATAPCKU €3UK 3a MEIUIIMHCKUTE U3/IEAUS C KAAC Ha PUCK
[Ib: HMI HYGIENE CE, HMI MINIDENT CE, HMI PEROSTER CE, HMI PROFIK CE,
HMI PROFIK FF CE, IDO SCOPE CE u mMeagumHMCHKH H3IOEAHS C KAac Ha puUck lla:
CETRIDINE EXTRA K CE, CETRIDINE FORTE CE, HMI DENTASPRAY CE; onnucanue
Ha ne3uH@eKkTaHnTa; MHpopMaIllioOHEH AUCT 3a 0€30I1acCHOCT;

[ekaapaiiua 3a cbhraacue C Kaay3uTe Ha norosopa; Komme Ha IpPoOeKTo
noroBopa, [lekaapalius 3a CpoKa Ha BaAMOHOCTTA Ha odeprara, [lekaapamnud 3a
Cria3BaHe 3aAbAXKEHUATA, CBBP3aHO C JAaHBIM U OCUTYPOBKHU, OIla3BaHE HAa OKOAHATa
cpena, 3aKpHAa Ha 3a€TOCTTA M YCAOBHUATA Ha TPyZQ Io 4¥a.39, aa.l, t.1, 6ykBa ,a“ ot
[ITI30I1, Hexkaapanug 1o 4a.3, aa.8 ot SUDPOAPIOIIAPCTATIC.

Ot omucaHoro mno-rope e BuaHo, dye EC Ceptudurar 3a Cucrema 3a
OcurypsiBane Ha KauectBoTto, usnaneH ot ,Kiwa Cermet” e n3rekna Ha 29.11.2017r..
B EC Ceptudukara H3PHUYHO € OIHUCAHO, Y€ CBUHUAT € ,8anudeH camo 3a
2openocoueHume MeduyuUHCKU usoenus, Koumo noosexam Ha ooum®, a MeaUIITUHCKUTE
nzneauss HMI AAKAA K CE u HMI PUHC K CE , KouTo y4aCTHUKBT € opepupan B




MPEMAGKEHHCTO Ci 238 M3TTRARENND HA IIOPBUKEva H3a olocobella mospums No O, =@e
puryprpaT B TCXINUECKHIE AICTH, DPWAUMKEHIC KLM CEpTHRHMEATE, :
MMopany OMACaHOTO (LO-TOPE H HA OCHOBAHHE 'A. 107, v 2, 6 "a¥ or 3071,
ROMUCHETA OPCIAETa Ha BLiioiiITeas ji@ OrCIPpaHH of YYacTHe B Tponegypara
VIACTEVRA "XUTrHeHHO-MEIHUMHCKE WAyeTpHAa" EQC 3a obocofena 11031 N 6.

Ha ocropammze w457, as, 3 or [JTT30I,  kom#cuaTa Lse  peillleHde
OTBAPAIIETe 1Ia IIEIIOBHTE TIPeIAMKREHMH HA YUACTHHIMTE M4 Cf HMIEbpPIIM Ha
15.01.2019 roa. or 11:00 w5aca B 3acenaTeasara saas Ha YMBAA ,Ilpodg. O-p
Crone Kapronra“All, rp.Crapa Baropa, ya.*Tenepaa CToseTon” 2.

KoMBcHaTa nopHuratoi croatTa palora wa 08.01.2019r.

Upenic 0T HACTOAILAT OIPOTORCA /1A G Uy0oauKyea Ha Ipogiaa I8
Y HFHEHEI., BEOHO OHC CEOOIIIEHHE 38 U‘THHPH He Ho DUIIOBHTE TIPESAODMEHHAR Ha
jq{ﬂCTHHH}‘ITC. C'BDﬁH{EHHﬂTU EEl UTH?I»PHI.IE 18 IICITITS © TI0CO'ISITE JinTd, MHEHCTO B HMac
]
Aa C HHHPHTI:'T HA BCEEWM OT }"LIHCTIIH.]I#/TTE.
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