OPOTOKOJ
Ne2

ITaec, 15.04.2020r. or 12,00 ygaca B 3amata Ha V eTaxk B J1e4eOHOTO 3aBEJEHHE CE CBHCTOS
3aceladue Ha KOMHCHATA, HasHadeHa che 3amoseq NeS6 ot 27.01.2020r. va U3nbnHUTETHUS
mapextop Ha MBAJL . JI-p Atanac [ladoscku™ AJl — rp. Kbpmxanu 3a pasriexiaHe H OLCHKa
HA IOCTHIMINTE OQEPTH W KIIaCHpaHe Ha yJaCTHUIHTE IIyONHYHO CHCTE3aHHE 34 Bh3JlaraHe
Ha o0IIecTBeHa MOphUKa ¢ npeamer: "JlocTaBka Ha Je3uHGEKITMOHHY IPEeNapaTy 3a HyKIUTe
na MBAJI "II-p Atanac Jladoscku" AJ] rp. Kepmkanu", ¢ ynukanen 00848-2020-0001,
orkpura ¢ Pemenue Nel ot 02.01.2020r. ma M3obiHHTETHHS JUPEKTOpP, MyOIHKYyBaHO
obsinenue B POIT Ne952166 na 02.01.2020r.

Ha ocuoBanue ['nmaBa mera, pasgen VIII ot IIII30I1 u B m3nenHeHHe Ha 3amoBel
NeNeS6 ot 27.01.2020r. Ha M3nbmaurennus mupexrop Ha MBAJI , JI-p Atanac Jladgoscku”
AJl — rp. Kppmxamy, TOMOITHHEAT OpraH Ha BH3MI0KUTENS B CIIEIHHS ChCTaB:

IIpeocedamen: mc Celinyp MIOMIOH — IlTaBHA METUITMHCKA CECTPA;

u wieHosge: 1. T'anuna MBanosa — uncnexkTop obmectBeno 3apase/BEH;
2. 3nartnana Kupuinosa — TeXHHYECKH OpPraHn3aTop/ H-K CKIa
3. Cuexana Kaparso3osa — uxonomuct OI;
MEOHIIHHCKH H3IEHA;
4. Vipan PoGoB — cTapiid FOPHCKOHCYNT, 3amodHa paboraTa ¢H Ha
3aKpUTO 3aceaHue.

I. B mepuwosa ot 15.04.2020r. mo 08.05.2020r. xomucuaTa IPOABIDKE paboTaTa CH Ha
3aKpHTe 3aceJaHus 1Mo pema Imasa mera, pasgen VIII or IIII30IL karo pasriena
TEXHUYCCKHTE MPEIIOKESHHS Ha JOMYCHATHTE 10 TO3M €Tall YYACTHHI[H, IIPH KOETO HalpaBH
CIIETHUTE KOHCTATALIAN:

ITo otHOmenme Ha mpencraBeHHWTe MoKymeHTH mo wi39, am.3, 1.1 ot IIII3OII or
"Xuruenno — Megnnuacka Hunycerpus" EOO/L no:

OITNo] Ilpenapamu 3a XuzUueHHa U XUpyp2uiHa 0e3unekuus Ha prye
TexHudeckoTo TpenoKEeHHWe OTroBapsi Ha H3MCKBAHUATA HA BB3JIOKHTENA II0
OTHOIIEHHE HA ChABpIKaHue U dhopma u e u3rorseHo no Ilpunoxenue Ne3 ot obpasnuTe KeM
nponeypata u Ilpunosxenue Nel, npecTaBeHO Ha XapTHEH U ONITUYEH HOCUTEIL.
IIpennoxenu ca:
® CpOK 3a J0CTaBKa JI0 5 (1er) AHu, a IpH CHelrHy caydan 10 48 (deTupuuecer u
oceM) yaca OT [OJIyuaBaHe Ha 3asBKa;
® OCTAaThUeH CPOK HA TOJHOCT HA JOCTABCHHTE Ae3WH(EKIMOHHH NpenapaTH He
mo-MareK 0T 60% oT obmms CpoK HA TOIHOCT;
YYacTHUKBT € IIPEACTABUI BCHYKH M3UCKYEMU OT BB3NIOKUTENS TOKYMEHTH, 4 UIMEHHO:
®  Hpedcmaseno aKmyanHo paspeuierue 3a NYCKawe Ha nazapa Ha GuoyuoeH
MpOOYKM u30d0eHUu HA OCHO8AaHue Ha Ha 4i.19 om 3arxona 3a sauuma HA 6PeOHO
6b30€licmeue Ha XUMUYECKU 6eujecmsa 1 nPenapami;
®  NPUIONCEH UHQPOPMAYUOHEH JNUCH 30 6e30NACHOCH Cb2IdCHO UUCKEAHUAMA
Ha Hapedbama 3a peda u Hayuna HaA Kiacuguyupane, onakoéane u emuxupave Ha
CHUYECMBY8auU U HOBYU XUMUYECKU BEULeCEd, NPenapamu U npooyKmu;
®  HPUIONCEHU Cd ONUCAHUS, KAMANO3U U mexHudecka creyugurkayus na
oghepupanusim de3unperyuonen npenapam,




®  VYACMHUKDM € Npou3e00umen Ha Oe3UHEeKYUOHHUS npenapam, 3amosd
OOKyMeHm  3a  OMOPUAUUA/OMOPUSAYUOHHO —NUCMO €A HENPUIONCUMU 6
KOHKPEMHUA CRYYail;

®  npedcmaseHy ca UBUCKYeMUme MOCIPU NO 6UO U KOTUYECTNEO.

Komucnsta Hanpaed HpoBepka Ha ChABPKAHHETO HA TEXHMYECKOTO IPEIIOKEHHE
Cb00pa3HO HM3UCKBAHWATA HA NPONEAypaTa M YCTAHOBH, 4e JOKYMEHTHTE HA Y4ACTHHKA
OTrOBapAT HA H3MCKBAHUATA HA IIPOLEAYyPaTa H 3aKOHA.

Odepupanuar nesuHEKNHOHEH mpemapaT CHOTBETCTBA HA WM3MCKBAHUATA HA
TEXHMYECKaTa CHCHU(HUKALES KbM TOKYMEHTALMATA 32 YYACTHE B IPOIETYpaTa, HOAPOGHO
OIMCAH II0 HOMCHKJIATYpH B 000co0eHarTa MO3MIMSI ¥ KOMUCHSTA IPEMUHA KBM OLEHKA II0
TOKa3aTells ,,KaueCcTBO”, CHINIACHO METOJHMKATA 3a OLEHKAa OMMCAHAa B JOKYMEHTALHATA 3a
y4qacTHe B Tpoueaypara mnoapodHo onucana B Ilpmmosxkenme Nel, a orenkara Ha
TEXHUIECKOTO IPEATOKCHAEC € H3BLPIIEHA M OTpaseHa B Ilpunokenme No2, komrto ca
HEPa3[eIHH YaCTH OT HACTOSIIHAT IIPOTOKOJL.

Ha 6a3a ropems/io:keHOTO KOMHCHATA HAMHDPA Te€XHHYECKOTO NPENIOKeHHEe HA
YYaCTHHKA 32 OTrOBapsimi0 B NbJHA CTeNeH HA H3HUCKBAHHUATA HA Bb3JIOKHTEH,
32JI0:KEHH B TeXHHYecKaTa crmenudukanus Ha gokyMentanusta. C oruieq Ha ToBa,
KOMHCHAITA €IHHOAYIIHO pemlH, 9e JoImycka y4dacTHHka ''Xuruendo — MeauuusHcka
Uunycrpus" EOOJ fo caeapam eram B NpoueaypaTa — oTBapsiHE HA IEHOBOTO
npeniokenne no o6ocodeHaTa MO3ZHIHS.

OIINe2 Ilpenapamu 3a de3undheKuun Ha ONEPanueHo noje U Koxcd

TexHu4YecKoTO IpeIOKEHHE OTroBaps HA W3HCKBAHMATA HA BB3IOKHUTENS II0
OTHOLIEHHE Ha ChAbpKaHue U hopMa | € u3roTBeHo 1o [Ipunoxkenne No3 or o6pasiuTe KBM
nponenypara u lIpunoxenue Nel, npencraBeHo Ha XapTHEH U ONTHYECH HOCHTE.

[Ipemnoxenu ca:

® CpOK 3a JIOCTaBKa [0 5 (IeT) JHH, a IIPH CHEINHH cTydan 10 48 (deTupuiecer u
0ceM) Jaca OT IIOTydaBaHe Ha 3asBKa,

® OCTaThYeH CPOK HA TOMHOCT HA JOCTABEHHTE NE3MH(EKIMOHHH IIpenapaTH He
no-Majrek o1 60% oT o0Imus CpoK Ha I'OJHOCT;

Y4YaCTHHKBT € IIPECTaBHII BCHUKH H3UCKYEMH OT BB3JIOJKUTEIIS JJOKYMEHTH, 4 HMEHHO!

®  npedcmaseHo AaKmyanHo paspeulenue 3a NYCkawe Ha nazapd Ha ouoyudeH
npooykm usoadenu Ha ocHosanue Ha Ha 4i.l9 om 3axona 3a sawyuma Ha épedno
8b30€UCMEUE HA XUMUYECKU BEUECMBA U NPENAPAMU,

®  npunodCcer UH@OpMayuoHer Jucm 3a 0e30NACHOCH Cb2lACHO UZUCKEAHUAMA
na Hapeobama 3a peda u nawuna Ha Kracuguyupane, onaxoéawe u emuKupane Ha

CbUeCBYEAUY U HOBU XUMUYECKU GEWYECBA, NPENapamu U RPOOYKMU,

®  MPULOJNCEHU CA ONUCANUS, KAMANO3U U MEeXHUYeckd CHeyuurkayus Ha
ogepupanuam oesungexyuonen npenapam;

®  VHACMHUKB®M € Npou3600umen HA Oe3UHQEKYUOHHUS npenapam, 3amoed

OOKyMeHm 34  OMOPUAYUS/OMOPUIAYUOHHO — HUCMO €A HENPUNONCUMU 6

KOHKPEemHus cayiail,

®  npedcmaseHy ca U3UCKYeMUMe MOCIMPU NO 61O U KOJIUYECEO.

Komucusara HampaBH TIpOBEpKAa HA CHIBPIKAHHETO Ha TEXHHYECKOTO MNPEIIOKEHHE
Ch00pa3HO M3HMCKBAaHMATA HA IIPOLENypaTta W YCTAHOBH, de ,uoxy\aeHTnTe Ha ydYacTHHKa
OTroBapsT Ha U3HCKBAHUATA Ha IIPOLE/LypaTa i 3aKOHa.

Odepupanuar Ae3HH(EKIHOHEH IIpenapaT ChOTBETCTBA HA HW3MCKBAHMATA HA
TEXHMYECKaTa ClelM(UKanys KbM TOKYMEHTAIUATa 3a yJacTHE B IpolleAypara, moapoGHo
OIHCaH II0 HOMEHKIATypH B 00oco0eHarta MO3MIHs W KOMHCHATA IPEeMHHA KM OIEHKa 110
OKa3aTens ,,Ka9ecTBO”, ChIIACHO METOJHMKaTa 3a OllEHKAa ONHCaHa B JOKyMEHTAIHiTa 3a
ydacTue B mpoueaypara mnoapodbHo omnucana B [lpunmoxkenme Nel, a ouedkara Ha

2




TEXHHUYECKOTO MpPEUIOKEHHE € M3BbplieHa W oTpasena B Ilpunoxenue Ne2, kouto ca
HepaseNHH YacTH OT HACTOALIUAT NPOTOKO.

Ha 6a3a ropemsjioKeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NMPENJIOKeHHe HA
YYACTHHKA 32 OTroBapsilio B Ob/HA CTeNeH HAa H3HCKBAHHATA HA Bb3JI0KHTENs,
3aJI05KeHH B TexHHYeckara cneundukanus Ha AokyMeHnTanusta. C orien Ha TOBa,
KOMHCHSITA €IMHOAYUIHO pelrd, 4e monycka yyactHuka '"Xurnenno — Meaunuaeka
Hunycrpus' EOOJ no caeasamy eranm B npoleaypara — OTBapsiHe HA 1EHOBOTO
npensioxKeHne no obocodenara No3HIHS.

OITNe3 Ilpenapamu 3a 0e3uHdekyia HA MEOUHUHCKY UHCHIPY MEHIAPUYM

TeXHUYEeCKOTO TpEeNIoKeHHe OTroBaps Ha M3HMCKBAHWATA HA BB3NOKHUTENL IO
OTHOILIGHUE HA ChIbpkaHue W (Gopma u e msroreeHo no Ipunokenne Ne3A or obpasuute
KbM Mpouemypata u [Ipunozenue Nel, npecTaBeHO Ha XapTUEH U ONTHYEH HOCHTEL.

IMpennosxenu ca:

e CpOK 3a JIOCTaBKa /10 5 (IeT) JHH, & MPH CTEHIHY cTyyan 10 48 (YeTHpuieceT 1

oceM) yaca OT NMoIy4yaBaHe Ha 3asBKa,

® OCTaThYEH CPOK Ha FOJHOCT Ha JOCTaBEHUTE Ae3MH(BEKIMOHHU MpernapaTu He

no-Mayisk 0T 60% ot 001K CPOK HA TOJHOCT;

VyacTHUKBT € NPeICTABUII BCUUKHM U3UCKYEMH OT BB3JIOKUTES TOKYMEHTH, 8 MMCHHO:

o 3q oghepupanume meduyuncku uzdeaus e npedcmasena ¢ sasepen npeod EC
Oexnapayus 3a cvomesemcmeue u ,,CE™ mapxupoérka 6 cvomeemcmiue ¢
wzuckeanusima Ha wn. 14 uwyn, 15 om 3MH;

®  npedcmasen e 3a6EpeH Npesod Ha cepmupuKam 3a cucmemd 3d ynpasieHue Ha
Kauecmaomo Ha npouseooumens cv2nacio usuckeanusma na 10 13485:2016;

o mpunoxcena e Jlexnapayus ceoboden mexcm, ue ogepupanuine MeOUYUHCKY
uzoenua npumencasam ,,CE" Maprupoexa 6 cbOmM6emcmeue ¢ U3UCK6AHUAMA HA Y.
14 wun 15 om 3MH;

e npuloNcen uHpoOpMayuoHeH NUCH 3a HE30NACHOC Cb2NACHO UZUCKEAHUAINA
na Hapedbama 3a peda u Hauuxa HA Klacu@uyupaxe, ONakoéane U emuxupaxe na
CHUIECEYEALYY U HOBU XUMUYECKY BelecmBa, NPenapamu u npooyKmu,

o NpuIONCeHU CQ ONUCANUA, KAMANO03U U MEXHUYECKa CReyu(uKkayus Ha
oghepuparume de3uHpeKyuoHHI NPENapamu,

®  yuacHUKBIM € NPOU3E00uUmen Ha Oe3uH@eKYUOHHUs Npenapam, 3amoed

0OKyMeHm  3a  OMOPUSAYUS/OMOPUIAYUOHHO — NUCMO €A HENPUTONCUMU 6

KOHKpEmMHUs CIyuai;

e npedcmiaseHy ca UIUCKYyeMume MOCHpPU RO 8UO U KOAUYECHEO.

KomucusiTa HampaBd MpOBEpKa Ha ChABPKAHMETO HA TEXHMYECKOTO NPEAI0KEHHE
cho0pa3HO M3MCKBAHWATA HA MpoLeAypaTa M YCTAHOBH, Y€ [OKYMEHTMTE Ha Y4acTHHKA
OTroBapsAT HA U3UCKBAHMATA Ha MPOLEAYPaTa U 3aKOHA.

Odepupanute Ae3WH(EKUMOHHM Mpenapatd ChOTBETCTBAT Ha HW3MCKBAaHMATA Ha
TexXHHUecKaTa CHelMpUKaIMs KbM JOKYMEHTAIMATA 38 y4acTHe B Mpoledypara, moapodHO
OINMMCAHK N0 HOMEHKJIATYpH B obocobeHara MosHUys W KOMHUCHATA NPEMHHA KBbM OLIEHKA M0
MoKasaTens ,,kauecTBO”, ChIIacHO METOJMKATa 33 OLEHKa OMKMcaHa B JIOKYMEHTaLWATa 3a
ydacTHe B npoueaypara mnoapo6uo omucasa B Ilpunoxenwe Nel, a oueHkata Ha
TEXHMUYECKOTO NpeJyIOKeHUe € M3BbplleHa M oTpaszeHa B Ilpunoskenume Ne2, KouTo ca
HepasJICHA YaCTH OT HACTOALLMAT IIPOTOKOJL.

Ha 6a3a ropens/oKeHOTO KOMHCHSTA HAMHPa TEXHHYECKOTO NMPEIOKEHHE Ha
YUACTHHKA 3a OTrOBApsI0 B NbJHA CTENEeH HA HM3MCKBAHHSATA HA Bb3JIOKHTEIA,
3a/I0KeHH B TeXHHueckaTa cnenndukanmus Ha nokymentapusaTa. C oriiel Ha ToOBa,
KOMHCHSITA eIMHOAYIIHO peIllH, 4e JOMycKa y4yacTHHKA "XHrHEHHO — MeauunHCKa




Hunpycrpus" EOOJ no caexsam eranm B npouexypara — oOTBapsiHé HA UEHOBOTO
npejioxenne mo obocobenara no3Hums.

OIlNed Ilpenapamu 3a_desundexuus wna CHEHUAIHA MeQUUUHCKA _anapamypa,
CHOOCKONCKA ARApamypa u mepmMonad iy Mamepuain

TexHU4eCKOTO MNpeaNioKeHHe OTroBaps Ha M3UCKBAHMATA HA BB3NOKHUTENA [0
OTHOIICHHE Ha ChABPXKAHHC M opMa U € U3roTBeHo No [lpunoxenue Ne3A or obpasuuTe
KbM Tipougnypata u [punoienue Nel, npeacraseno na XapTHEH M ONTHYEH HOCHUTE.

ITpennoxenu ca;

® CpOK 3a 10CTaBKa /10 5 ([eT) AHM, a NPH CTICIUIHK CTyyan 10 48 (yeTupumecer u
OCeM) Yaca OT MoJyyaBaHe Ha 3asBKa;

¢ OCTaTBY€H CPOK HA FOJHOCT HA JIOCTABEHUTE AE3UH(EKIHOHHHU npenapaTi He
no-mManbk ot 60% oT 0BIIKs CPOK HA rOAHOCT;

YHaCTHHKBT € NPEICTABMII BCHUKH H3HCKYEMH OT Bh3IOKUTE IS JOKYMEHTH, 8 HMEHHO:

® 30 ogepupanume meduyuncky uzdeius e npedcmasena 6 3asepen npeeod EC

dexnapayua 3a cvomesemcmeue u ,CE MAPKUPOBKA 6  CHOMGEIMCINGUE C

usUCK6éanusma na 4. 14 wyn. 15 om 3MH:

*  mpedcinasen e 3asepem NPEGoO HA CepmMuUPUKAM 3a CUCTEMA 3 ynpaenenue Ha

Kauecmeomo na npou3eo0umens Co2idcHo usuckéanusma wa 1SO 13485:201 6,

®  npunodcera e [exnapayus ceoboden mekcm, ue oepupanume meduyuncxu
usdenus npumedsicasam ,,CE* mapxupoexa 6 cvomeememeue ¢ USUCKBAHUAMA HA YA.

14 uwun 15 om 3MH;

®  NPUNOJICEH UHPOPMAYUOHEH NUCM 3a BE30NACHOCH Ch2NACHO UIUCKEAHUSMG
Ha Hapeobama sa peda u nauuna na xracupuyupane, onaxosamne u emuKupane Ha
CHUECBY6aUU U HOBU XUMUMECKY 6EUeCEa, NPenapamu i npooyKmu;

®  MPUROJCEHU €A OMUCAHUA, KAMANO3U U MEXHUMeCKa Ccreyupukayus Ha
oepupanume dezunpexyuonny npenapamu,

®  yHACHMHUKbM e Npoussooumen Ha Oe3suHQeKyuoHHus npenapam, 3amoea

OOKYMEHM 30 OMOPUSAYUL/OMOPUSAYUOHHO —RUCMO  Cal HENPUNONCUMU 6

KOHKPEMHUA CYYATL,

®  MpedcmaseHu ca UsUCKYeMUme MOCHpU o 8UO U KOTUYECHRO.

Komucusata wanpasi nposepka Ha CLABPKAHHETO HA TEXHHUECKOTO npeioKeHne
ChOOPa3’HO M3UCKBAHWATA HAa MPOLCAYPATa M YCTAHOBH, Ue JOKYMEHTHTE Ha Y4acTHHKA
OTTOBapAT Ha M3MCKBAHUATA HA MPOLEypaTa U 3aKOHa.

Odepupature ne3uHQEKIMOHHH NpenapaTd ChOTBETCTBAT HA M3MCKBAHWSTA HA
TEXHHYECKATa CHCUU(pUKALMA KbM JOKYMEHTALMATA 32 YUacTHe B npoLeaypara, moapotHo
OITUCAHH 1O HOMEHKNATYPH B 0G0co0EHaTa NO3ULMS M KOMUCHATA TIPEMHHA KBbM OLICHKA 10
MOKa3aTeNsd ,,Ka4ecTBO”, CHIVIACHO METOAMKATA 33 OLCHKA ONMCaHA B JOKYMEHTAIHMSTA 3a
ydacTHe B npoueaypata nojipodHo onucasa B IIpunosxenue Nel, a olenkara Ha
TEXHHYECKOTO MNpe/UIOKEHHE € u3BbplieHa M oTpaseHa B [lpunokenue No2, kouto ca
HEpas/ie/TH| YaCTH OT HACTOSLIMAT MPOTOKOJL.

Ha 06a3a ropeus/io;keHOTO KOMHMCHSITA HAMHPA TEXHHYECKOTO npeajiosKeHHe Ha
YUACTHHKA 32 OTrOBApAII0 B NbJHA CTeNEH HA H3HCKBAHUATA HA BLIJOKHTES,
3AJI0KCHE B TeXHMYecKaTa cneuudukauus na goxymentauusTa. C orjies Ha ToBa,
KOMHCHAITA €1HHOAYIIHO pellH, 4e Jomycka y4yacTHHKa "XurmenHo — Meaumumcka
Huayerpust" EOOJ/[ no caeapam eram B Hpoueaypara — OTBApsiHE HA LEHOBOTO
npeaJio;KeHue no 06ocoGeHaTa MOZAIHAS.

OIlNe5 Ilpenapamu 3a de3undekuus Ha nosvPXHOCHU




TexXHHYECKOTO TPENTOKEHWE OTroBaps Ha M3WMCKBAHMATA Ha BB3NOXKUTENS 1O
OTHOLIEHHE Ha ChAbLpiKaHue ¥ opMa u e usrotseHo 1o [punoxenue Ne3 ot o6pasuuTe KbM
npoueaypara u [Tpunoxenue Nel, npecTaBeHO HA XapTUEH W ONMTHYEH HOCHUTEJL.

[pennoxenu ca:

e CpOK 3a JlocTaBka 710 5 (NeT) AHM, a P CNENHU cnydan 10 48 (YeTUpUaeceT 1
oceM) yaca OT M0JIy4yaBaHe Ha 3asBKa;

® OCTATHUYEH CPOK Ha IOJHOCT Ha JIOCTABEHUTE NE3MH(MEKIMOHHM NpernapaTd He
no-Manbk o1 60% oT 0611Ks CPOK Ha FOIHOCT;

VYacTHHKDBT € MPEACTaBUI BCHYKH U3UCKYEMH OT Bb3JIOJKHTENS IOKYMEHTH, a HMEHHO:

®  NpedcmaseHo aKmyaiHO paspeuienue 3a MyCKaHe HA Nazapa Ha ouoyuoen

npodykm uzdadenu Ha OCHOSAHUE HA HA 4119 om 3axona 3a squyuma Ha 6peoHO
6b30eilCngUe Ha XUMUYeCKl 8elecmsd U NPenapamu,

®  ppunodcen uHQOpMayuonen ucm 3a He30NAcHOCM Cb2IACHO UIUCKEAHUANA

na Hapedbama 3a peda u Hauuna Ha kiacuguyupane, onakoéane u emuKupane Ha

CHUECMBYSauyU 1 HOGU XUMUYECKU 6EUfeCmBd, Npenapamu i RpOOyKmu,

L HPUIoMNCEHU Ccda ORUCAHUSA, KAMARO3U U MEXHUYECKA CF?El{IJQb?[KCH}HE HdA

oghepupanume Oe3uHPeKYUOHHY Rpenapamu;

®  YygCMHUKBM e Npou3eodumen HA O0e3uUH@EeKYUOHHUL Npenapam, 3amosed

doxkymeHm  3a  OMOPUSAYUS/OMOPUIAYUOHHO  HNUCMO €A HEHPUNONCUMU 6

KOHKPEMHUS CIYYall

®  npedcmaseHy ca UIUCKYeMurme MOCIPU nO 61O U KOTUHECTIBO.

KomucusaTa HanpaBd MPOBEpPKa Ha ChABPKAHUETO HA TEXHMYECKOTO MpPe/IoiKeHHEe
chOOpazHO W3UCKBAaHMATA Ha MpOLEAypaTa M YCTAHOBH, 4YC IOKYMEHTWTE HA y4acTHHKA
OTTOBApAT Ha M3MUCKBAHMATA Ha NPOLEAYpaTa 1 3aKOHa.

Odepupannte ae3uH(EeKUHOHHM TIpENnapaTd CHOTBETCTBAT Ha W3HCKBaHMATA Ha
TexHUYecKaTa crienuduKalus KbM JOKyMEHTALUATa 33 y4acTHe B TIpoLeaypaTa, noapodHo
OMMCAHU 110 HOMEHKJIATYpH B 06ocobeHaTa no3uLys ¢ U3KIIOYEHHE Ha:

e 110 HoMeHKIaTypa 3.7. Ilpenapamu 3a Oe3ungekyusa Ha mpyoHo 0OCHIbRHU
noewvpxnocmu /0e3 CvOvpYCAHUE HA AIKOXONW YYACTHUKBT € Ofepupan
nesundexunoner  npenapat  HMI JIEHTACIIPEM. B  npuiokeHOTO
Paspelienue 3a nyckaHe Ha maszapa Ha Owoumj ¢ Ne2536-1/16.04.2019r., B
pazgen VII JlaHHM aKTMBHOTO BEIIECTBO B ChHCTARA HA OuvoLMaa € TIOCOYEHO, Ye
nesundexradta cpabpika 72,0 g/100g eraHon, OT KO€TO € BMIHO, 4e
ne3uH(eKMOHHMAT Npenapar € Ha aJKOoX0/iHa OCHOBA.

KomucuaTa mpeaiara y4acTHHKBT jAa Oble OTCTpaHeH 1o HomeHknaTypu Ne5.7 Ha
ocHoBanue un.107, 1.2, Oykea a) or 30I1 — npeactasuil € odepra, KOATO HE OTroBaps Ha
NpPEBAPUTETHO OOSIBEHMTE YCIIOBUS Ha IIOPBYKATA.

Komucusita TpeMHHa KbM OLEHKA Ha OCTaHATUTEe HOMEHKJIATypu B obocobenara
MO3MLMS [0 [I0KasaTens ,,KauecTBO”, CBITIACHO MeTOJMKaTa 3a OLEHKa OIHcaHa B
JIOKyMEHTalkATa 33 ydacTue B mpoueaypara nojpo6Ho onucana B [lpunoienne Nel, a
OLIEHKATA HA TEXHMYECKOTO NpEJIOJKEeHHE € M3BbplieHa M oTpaseHa B Ilpunoienue NoZ,
KOWTO ¢a Hepa3AeiHU YaCTH OT HACTOALIMAT MPOTOKOI.

Ha 6aza ropensjio’KeHOTO KOMHCHATA HAMHDPA TEXHHYECKOTO NpeNIOKeHHe Ha
YYACTHHKA 10 OCTAHAJMTE HOMEHKJIATYPH 3a OTroBapsilio B NbJIHA CTeNeH Ha
H3UCKBAHHATA HAa Bb3JOKHTEIS, 3AJI0KeHH B TeXHMUeckaTa crnendukamus Ha
pokymentanuaTa., C orjeq Ha TOBa, KOMHCHSTA €IHHOJAYIIHO peLlH, 4e [O0NMyCKa
yuacruuka "Xwuruenno — Meaununcka HMugyerpua' EOO/[ go caegpam eran B
NpOLEAypaTa — OTBAPSTHE HA LIEHOBOTO NMPENJIOKEHHE 10 OCTAHAIMTEe HOMEHKIATYPH B
o6ocobeHaTa MO3HIHA.



OllNe7 Hpenapamu 3a_dezundexuus Ha KyxXuencku oucu, nocyda u npubopu 3a
XpaneHe

TexHU4ECKOTO MpeoKeHne OTroBaps Ha M3WCKBAHWATA HA BB3IOKUTENS MO
OTHOIICHUE Ha ChABPIKAHHE U GopMa M e u3roTBeHo 1o [punosikenue Ne3 ot obpasuuTe KbMm
npouenypara v [lpunoskenue Nel, npencraBeno Ha XapTHeH W ONTHYEH HOCUTEL.

[pennoxenw ca:

® CpOK 3a n0CcTaBKa [0 5 (I€T) IHM, a NPH CTIeUIHy cayyau 10 48 (4eTHpuaeceT u
OCEM) yaca OT MOJly4aBaHe Ha 3asBKa;

® OCTaThYCH CPOK Ha FOAHOCT HA JOCTABEHUTE AE3MH(EKLMOHHHM [IpenapaTH He
no-MajeK o1 60% oT 0b1Ks CPOK HA FOAHOCT,

YYacTHUKBT € NPEACTABUI BCHUKH M3UCKYEMH OT Bb3/IOMKHTEA JNOKYMEHTH, & UMEHHO:

®  Npedcmaseno aKmyano paspewienue 3a MycKame Ha nazapa Ha ouoyuden

NPOOYKM usoadenu Ha ocuosanue Ha Ha yi.19 om 3axona 3a 3auuma Ha 6pPeoHo

8b30eUCEUE 1A XUMUYECKU 6EWeCEa U NPenapamu;

®  NPUNONCEH UNPOPMAUUOHEH TUCH 3G BE30NACHOCI Cb2AACHO USUCKEAHUSING
Ha Hapedbama 3a peda u nauuna na xnacuuyupane, onaxosane u emuKkupane Ha
CHIECMEYEaUU U HOBU XUMUYECKU 6€LeCmBa, NPENAPamy u npoOYKINL;

®  HPUNOXHCEHU Ca ONUCAHUA, KAMQIO3U U MeXHuYecka cneyuuxayus Ha
ogepupanunm desungexyuonen npenapam;

®  YUACHMHUKLM € Npou3sooumen Ha Oe3unhexyuornus npenapam, 3amoed

OOKyMeHm 30 OMOPUSAYUS/OMOPUSAYUOHHO —NUCMO  Cdl HENPUNONCUMU 8

KOHKPEMHUA CYYall,

Komucuata HanpaBm mpoBepka Ha ChABPKAHMETO HA TEXHMYECKOTO TNpeoKeHHe
ChOOPAa3HO M3UCKBAHMATA HA NPOLEYPaTa M YCTAHOBH, Y€ JOKYMEHTHTE HA y4acTHHMKa
OTroBapsT Ha M3MCKBAaHMUATA HA NPOLETYPATA U 3aKOHA.

Odepupanvar nesundeKkuMoHeH mpenapar ChHOTBETCTBA HA M3MCKBAHMATA Ha
TEXHUYECKaTa crieluUKaLnsI KbM TOKYMEHTAUWATA 3@ Y4acTHE B MPOLELYPaTa, NoApoGHO
OIHCaH M0 HOMEHKNATYpH B 000coGeHaTa NO3ULUSI 1 KOMMCHATA MPEMMHA KbM OLEHKA 10
NoKasaTens ,,Ka4ecTBO”, ChHIVIACHO METONMKATA 3a OLEHKA OMUCaHA B JOKYMEHTALHMATA 3a
ydactue B Ipoueiaypara nojpodHo onucaHa B [lpunoxkenume Nel, a oueHkara Ha
TCXHHYCCKOTO MNpEIOKEHUE € M3BbplieHa M oTpaseHa B [Ipunomenne Ne2, kouto ca
Hepas[e/IHA YaCTH OT HACTOALIMAT MPOTOKOII.

Ha 6a3a ropemns.ioxenoTo KOMHCHAITA HAMHPA TEXHHYECKOTO IpeNI0KeHHe HA
YYACTHHKA 32 OTroOBapsill0 B NbJHA CTelleH HA H3HCKBAHHATA HA BbL3JOKHTES,
3aJI0/keHH B TexXHM4YecKaTa crnenHpuranus Ha AokymeHTanusTa. C orjen Ha ToBa,
KOMHUCHSITA €IHHOTYIIHO DPEINH, 4Ye J0NMycKa yvacTHHKa "Xurmenno — Meaununcka
Hunycrpus' EOO/l go caemBam eram B mpoueaypata — OTBapsiHe HA IEHOBOTO
npeaJiokenHe Mo obocodeHaTa Mo3HIHA.

OITNe8 Ilpenapamu 3a dezundexuus na_nnodose, 3eieHyyyu
TexHu4ecKoTo nNpeAnokKeHHe OTTOBaps HA W3MCKBAHMATA HA BBLIJIOKUTENS [0
OTHOLICHHE HA ChAbpiKaHue ¥ (opMa U € U3TOTBEHO 110 [lpunoxenne Ne3 ot obpasumTe Kbm
npoueaypara v Ipunoxenne Nel, npefcraBeHo Ha XapTHeH U ONTHYEH HOCUTEL.
[IpennoxeHu ca:
® CpOK 3a JI0CTaBKa 10 5 (MeT) AHM, a MIPH CMELUHM ciy4au A0 48 (YeTHpUIeceT 1
OCEM) Yaca OT [0Jly4apaHe Ha 3asBKa;
® OCTaTb4CH CPOK HA FOJAHOCT HA JOCTaBEHUTE AE3WH(EKUHOHHH MpenapaTt He
no-mansK o 60% ot 001K CpoK Ha TOIHOCT;
VYYacTHUKBT € NPeACTaBUI BCHYKH M3UCKYEMH OT BB3JIOIKMUTENS TOKYMEHTH, 4 UMEHHO:




®  nNpedciaseHo aKMy@IHO paspeuienue 3d Nyckawe Ha nazapa Ha OuoyuoeH
npodykm uzdadenu Ha ocuoéanue Ha Ha wi.l9 om 3akona 3a 3quuma Ha 6pPeOHO
6b30elicmeue Ha XUMUYECKU 6EL{eCned U NPenapami;

®  NpUNONCEH UHGOPMAYUOHEH NUCH 3d GE30NMACHOCH CHeAACHO USUCKEAHUAIMA
nHa Hapeobama 3a peda u HaUUHA HA KlAcuguyupare, ONAKO6AHe U eMUKUpane Ha

CHUECTNEYEAaU U HOBU XUMUYECKU BELIeCNEd, Npenapamu U RpoOyKmu,;

®  MpURONCeHU Cd ONUCAHUS, KAMANO3U U MeXHuyecka creyugukayus Ha
oghepupanusim oe3uHgexyuoHen npenapam,

®  YYACHUKBIM € NPOUE00umenl HA Oe3UH@eKyUuoHHUs npenapam, 3amoed

JoKyMenm 3a  OMOPU3AYUA/OMOPUIAYUOHHO  HUCMO €A HENPUNONCUMU 6

KOHKPeMHUs CYYaii;

KoMucusiTa HalmpaBd MNPOBEpKAa HA ChIBPKAHUETO HAa TEXHUYECKOTO IIPE/UIOKEHHE
cb0Opa3HO W3UCKBAHMATA Ha MpOLENypaTa M YCTAaHOBHM, 4€ [JOKYMEHTHTEC Ha y4acTHHKA
OTrOBapsAT HA M3MCKBAHMATA HA MPOLIEAYpaTa M 3aKoHa.

Odepupanusat Ae3vHEKUMOHEH [perapar CBOTBETCTBA HA M3MCKBaHMATa Ha
TeXHMYeCKaTa creludUKalus KbM JOKYMEHTALUATa 33 y4acTHe B Npolelypara, noapodHo
OTNUCaH Mo HOMEHKJIATypu B ofocobeHaTa MO3MLKA W KOMUCHATA MPEMHHA KbM OLICHKA IO
nokaszatens ,,KauecTBO”, CBIVIACHO METOJMKAaTa 3a OLIEHKA OMMCcaHa B JIOKyMEHTaLMATa 3a
ydactue B npouenypata noapo6Ho onmcana B llpunoxenuwe Nel, a oleHkata Ha
TEXHHUUYECKOTO TMpeUIoKEeHHe € M3BbpiueHa M oTpaseHa B [lpunoxkenue Ne2, xouto ca
Hepa3[esH| 4aCTH OT HAaCTOSLLUAT IIPOTOKOII.

Ha 6a3a ropeus/IoMKeHOTO KOMHUCHATA HAMHPA TeXHHYECKOTO NpeNJo/KeHHe Ha
YY4CTHHKA 34 OTrOBapsili0 B NbJHA CTeNeH HA H3HCKBAHHATA HA Bb3JIOKHTENS,
3a/10jKkeHH B TeXHH4YeckaTta cneuuduxanus Ha noxkymeHTtanuara. C orjel Ha ToBa,
KOMHCHSATA €IMHOAYLIHO pellH, 4e Jomycka yuacTHHka "Xuruenno — MeauunHcka
Hunycrpust”" EOO/ no caeasaw eram B mpoueaypata — OTBapsiie Ha LEHOBOTO
npeataoxkeHne Mo o6ocodbenaTa NO3UIHA.

OITNe9 Ilpenapamu_3a_oe3undpekyusa Ha@ 0oaHUYNO 0elbo, padomHo 001exio u
HEKCHIT

TexHUYEeCKOTO TIPSANO/KEHHE OTroBaps Ha W3MCKBAHMATA HA BB3JIOKUTENS MO
OTHOILEHKE Ha ChIbpiKaHue U opma U e u3roteeHo 1o Ipunoxenre Ne3 ot obpasunTe KbM
npouenypata u Ilpunoxenue Nel, npeactaBeno Ha XapTHEH W ONTHYEH HOCUTEIL.

IIpennoxenu ca:

e CpOK 3a jocraBka 10 5 (TeT) aHM, a MPHU CHEIHM cay4aun 10 48 (ueTHpUJIeceT |

oceM) Jaca OT Nojly4aBaHe Ha 3asBKa;

® OCTaThYEH CPOK HA I'OJHOCT HA JOCTABEHUTE NEe3MHGEKUMOHHHM Mpenapard He

no-MansK oT 60% OT o01MA CPOK Ha TOAHOCT;
V4YacTHUKBT € NPEACTABMI BCHYKH H3UCKYEMH OT Bh3/IOKHTENS JOKYMEHTH, & HMEHHO!
®  npedcmaseHo AKMYQIHO paspeuieHie 3a NyCKawe HA nazapa Ha ouoyuden
npodykm uzdadeHu Ha OcHosaHue Ha na 4n.l9 om 3axona 3a 3aupuma HAa 8pecHo
6B30eliCBUe HA XUMUYECKU SEUecmed U NPEenapamu,

° HPUAONCEH uI[riJOpManHOHE’H aucm 3a 6e30nacHocCm CbANACHO UZUCKEAHUAMA
na Hapedbama 3a peda u HauuHa HA KIGCUQUYUPaHe, ONAKOGAHE U emuxupane Ha
CbUeCMEY Al U HOBU XUMUYECKU 6elieCched, npenapamu u npoéy}cmu;

®  npuiodiceHU €A ONUCAHUA, KAMANO3U U MEXHUYeCKd CHeyugurayus Ha
oepupanusiin Oe3uHghekyuoHeH npenapam,

®  JYUACHIHUKBIN € HNPOU3EO0UmeN Ha Oe3UHQEeKYUOHHUL npenapam, 3amosd

OOKYMEHm 3 OMOPU3AYUS/OMOPUIAYUOHHO  HUCMO €A HEHPULONCUMU 6

KOHKPEMHUA CAYHAl,;




Komucusata Hanpaeu NpoBepka Ha ChABPKAHHETO HA TEXHHYECKOTO NpeAIoKeHre
CbOOpa3sHO M3MCKBAHMATA HA TPOLICJyPATA M YCTAHOBM, Y€ JOKYMEHTHTE Ha YYacTHHKa
OTrOBapsAT HA M3MCKBAHMATA HA MPOLIEAypaTa | 3aKoHa.

Odepupanuar ne3vHOEKIMOHEH NpemapaT ChOTBETCTBA HA M3UCKBAHMATA Ha
TEXHUYECKaTa CreLMpHKALHSL KbM JIOKYMEHTAUMATA 33 Y4acTHE B MpPOLELYPATa, noipodHo
OMUCAH MO HOMEHKJIATYpH B 00ocobeHaTa NO3MIMA M KOMUCHATA MPEMHHA KbM OLEHKA [0
NoKasaTens ,,KauecTBO”, ChIIACHO METOJMKATA 3a OLEHKA ONMCcaHa B JOKYMEHTALMSTa 3a
ydacTue B mpoueaypara moApobHo onucana B Ilpunokenne Nel, a orenkara Ha
TEXHUYCCKOTO TNPENNOKCHHE € M3BbpINeHa M OTpaseHa B [Ipunokedue Ne2, Kouto ca
HEpPa3Ie/IH{ YaCTH OT HACTOSLLMAT POTOKOI.

Ha 6asa ropens;ioxeH0T0 KOMHCHSITA HAMHMPA TEXHHYECKOTO MPeIJIO/KeHHe HA
YYaCTHHKA 3a OTroBapsimi0 B ObJHA CTeNeH HA H3HCKBAHHATA HA BBL3JOKHTEIs,
3aJ10)KeHH B TeXHH4ecKaTa cneundukanusi Ha JokymeHTanusata. C orel HAa ToBa,
KOMHCHATA ¢IMHOAYIIHO pelliH, 4Ye JomycKa y4yacTHuka "XurweHno — Meauuuucka
Hupyerpus" EOOJ] o cineasamy eram B mpoueiypara — OTBapfiHe HA IEHOBOTO
npejJiozkenne no o6ocobeHaTa Mo3HIHA.

OITNo10 Ilpenapamu 3a dezurhexuusn na pabomuu 06yeKu

TexuuyeckoTo npeAnoKEHUE OTroBaps Ha M3MCKBAHUATA HA BBIJIOKHTENS 110
OTHOIICHKE Ha ChAbPKAHUE U hopMa M € U3roTBeHO 110 [Ipunoxkenue Ne3 ot o6pasuuTe KbM
npouenypara u [lpunoskenue Nel, npencrtaBeHo Ha XapTHEH M ONTHYEH HOCHTEI.

[Mpepnoxenu ca:

® CpOK 3a focTaBKa [0 5 (II€T) AHM, a PH CIELIHHU ciiyyan 10 48 (Y4eTHpHIEceT 1
0CEM) 4aca OT MONy4aBaHe Ha 3asaBKa;

® OCTaTbYCH CPOK HA FOAHOCT Ha [NOCTABEHMTE NE3MH(EKUMOHHHM MpenapaTti He
no-mansk or 60% oT 0OLIMs CPOK HA MOJHOCT;

YUacTHUKBT € NPEACTaBUIT BCHUKH M3UCKYSMH OT BB3IOKHUTENS JOKYMEHTH, & MMEHHO:

®  NPeOCMAGEHO AKMYATHO paspewienue 3a NyCKaHe HA nazapa na OuoyudeH
npodykm uz0adenu Ha oOcHosanue Ha wa 4i.19 om 3akona 3a zawuma na epedno
6B30€CmEUe HA XUMUHECKU 6€14eCBd U NPenapam,

®  NpunodiceH UHMPOPMAYUOHEH TUCI 30 BE30NACHOCH Cb2IACHO USUCKBAHUSIMA
Ha Hapeobama 3a peda u nawuna na xracuuyupane, onakoéane U emuxupawe Hd
ChUeCmey6auii U HOGU XUMUYECKU 6€1YECTIBA, npenaparnu u npoayxmu;

®  NpunodCeHu €A ORUCAHUA, KAMAno3u U MexHudyecka creyuguxayua Ha
ogepupanusm dezunderyuonen npenapam,

®  JUACMHUKBM € NPOuUse00umel Had Oe3uHQeKyUoHHUs Npenapam, 3amoed

OQOKyMeHm 30 OMOPU3AYUS/OMOPUIAYUOHHO —~NUCMO €A HERPUIONCUMU 6

KOHKPEMHUSA CAYYAl,

Komucuara Hanpasu MpoBepka Ha ChABPKAHUETO HA TEXHHYECKOTO MPEIOHKEHHUE
CbOOpPAa3sHO M3WUCKBAHMATA Ha MpOlleypaTa M YCTAHOBH, Y€ AOKYMEHTHTE Ha Y4aCTHHMKA
OTroBapsAT Ha U3UCKBAHUATA HA MPOLEIypaTa | 3aKoHa.

Odepupanuar Ae3MH(EKUHOHEH Mpenapar ChOTBETCTBA HA M3UCKBAHMATA Ha
TEXHHYECKaTa creuuduKanus KbM NOKYMEHTAlMATA 3a y4acTHe B TpOLEdypara, noapoGHO
OIMKCaH [0 HOMEHKJATYpH B obocofeHaTa MO3ULMA M KOMHUCHATA MPEMUHA KBM OLIEHKA 110
noKasartesns ,,KauecTBO™, CBIVIACHO METOAMKATa 3a OLEHKa OMUcaHa B JIOKYMEHTAluATa 3a
y4acTHe B mpoueaypara noapoOHo onucaHa B [lpunoxkenwe Nel, a omeHkata Ha
TEXHUYECKOTO MPE/UIOKEHUE € H3BbplieHAa M oTpaseHa B [lpunoskenue Ne2, kouto ca
Hepas/e/IHM YaCTH OT HACTOSILMSAT HPOTOKOIL.

Ha 0a3a ropens;iokeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO MPEIJIOMKEHHE HA
Y4aCTHMKA 32 OTroBapsili0 B NbJHA CTeNeH Ha H3HCKBAHUATA HA Bb3JIOKHTEIH,
3aJ10)keHH B TeXHHuYecKaTa crnenu@ukanus Ha JoxkyMeHTauusTa. C oriiej HA TOBa,
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KOMHCHATA €JHHONYIIHO pellH, 4ye Aonycka ydacTHuka "Xuruenno — Menauuuocka
Hupycerpus" EOOI go caegBaul eram B Npouegypara — OTBapsiHe HA LEHOBOTO
NPEAI0KEHHE 1O o0ocobenara NMO3MLIHA.

OIINel1 lIpenapamuy 3a 0e3uH@eKUUA HA KoPU 3a DUmMoe omnadvK

TEexXHUYECKOTO MPEINIOKEHHE OTroBapsl Ha M3MCKBAHUATA Ha BB3JIOKUTENS II0
OTHOILIIEHHE Ha ChAbpKaHue U GopMa B e U3roTeeHo no [lpunoxenue Ne3 oT obpaszuuTte Kem
npoueayparta v [Ipunoxenne Nel, npeicTapeHo Ha XapTHEH U ONTHYEH HOCHTEI.

IIpennoskenu ca:

® CpOK 3a JocTaBKka A0 5 (TMeT) JHM, a IIpU CIEIIHU ciydau 10 48 (4eTHpuaeceT 1
0CEM) Haca OT Noy4yaBaHe Ha 3asiBKa;

® OCTaThu€H CPOK HA IOJHOCT Ha JIOCTABEHMTE AE3MH(PEKLUMOHHM Mpenapary He
no-mManeK 0T 60% oT 0bIHsa CpoK Ha TOTHOCT;

VUacTHUKBT € MPEICTABMI BCHUKH H3HCKYEMH OT BB3JIOKHTENS JOKYMEHTH, 2 HMEHHO!

®  MpPedCINaseHo axKmyanHo paspeuierue 3a NYCKAHe HA nazapd Ha Ouoyudew
npodykm uzdadenu na ocHosanue Ha na 4i.19 om 3akouma 3a zawuma na 6peoHo
8b30eUCINGUe HA XUMUYECK eeujecmad U npenapami,

®  HPUTONCEH UH@OPMAYUOHEH AUCH 34 GE30NACHOCI CB2IACHO UIUCKEAHUAMA
na Hapedbama 3a peda u navuna Ha xkiacu@uyupane, onakosawe u emukupave Ha

CHUECMBYBAIU U HOBU XUMUHECKU 6EWECINBA, NPENAPAMU U NPOOYKIIU,

®  NPUIONCEHU €A ONUCAHUS, KAMAIO3U U MEXHUYeCckd CHeyu@urkayus Ha
oepupanunm de3uHgeKyUOHEH NPEnapant;

L yuacmuHukem e npousaodumeﬂ HA de3unqbem;uonum npenapam, 3armosa

JokyMeHm  3a  OMOPUAYUA/OMOPUIAYUOHHO  HUCMO €A HEHPUIONCUMU 8

KOHKPEeMHUA CYHAl,

KomucusaTa HampaBu NpOBepKa Ha ChABPKAHHUETO HA TEXHMUYECKOTO IpEAJIOIKEHHE
cb0o0pa3sHO M3UCKBAHMATA Ha MpoLENypaTa W YCTaHOBH, Y€ JOKYMEHTHUTE Ha YydacTHHKa
OTroBapsT Ha M3UCKBAHMATA Ha NIPOLIEypaTa u 3aKOHa.

OdepupanuatT ae3dHAEKIMOHEH I[pernapaT CLOTBETCTBA Ha M3UCKBAHWATA Ha
TEXHUYECKaTa crnenuuKanys KbM JOKYMEHTALUATA 33 Y4acTHe B MpoLenypaTa, noapobHo
OMUCaH 1O HOMEHKJIATypu B ofocobeHaTa NO3uUMA M KOMUCUATA [IPEMHHA KbM OLIEHKA IO
nokasaTens ,,KauecTBO™, CHIJIACHO METOJMKATa 33 OLEHKAa ONKcaHa B JOKYMEHTalMATa 3a
ydyacTue B Ipoueaypara noapoOHO onucaHa B [lpuinoxenue Nel, a ouneHkara Ha
TEXHHYECKOTO TPEUIOKEHHE € M3BBpIIeHAa MW oTpaseHa B [lpunoxenue Ne2, xouto ca
HepasIeH| YaCTH OT HACTOSIIUAT MPOTOKOL.

Ha 6a3a ropen3 0:KeHOTO KOMHCHSTA2 HAMHPA TeXHHYECKOTO NpeNJIOKeHHEe HA
YYACTHHKA 32 OTroBapsili0 B OBHJHA CTeNeH HA H3HCKBAHHMATA HA Bb3JOXKHTES,
3a/10JKkeHH B TexHM4YeckKaTa cnenupukauus Ha JokymeHtammsaTa. C oruen Ha TOBa,
KOMHCHSITA €IMHOAYLIHO pelid, 4e Jonycka y4yacTHHKa "XurmenHo — Meaunuscka
Hunyerpus" EOO/ po caeaBam eran B npoueaypara — OTBapsine Ha LEHOBOTO
npeAioxkeHne no 06ocobeHaTa NOUIHUA.

OIINe12 IIpenapamu 3a e3undexuua Ha cekpemu, eKCKpenu
TexHu4eckoTo MNpejioKEHWe OTroBaps Ha M3UCKBAHMATA Ha BB3NOXKUTENS [0
OTHOLIEHUE Ha ChbpiKaHue U dopMa 1 e u3rotseHo no Ipunoxenue Ne3 oT obpasiuTe KbM
npouenypara v [Ipunoxenue Nel, npenctaBeHo Ha XapTHEH U ONTUYEH HOCUTEIL.
[Ipennosxenu ca:
e CpOK 3a JocTaBKa 10 5 (MET) AHM, a NPU CIEIIHM ciay4yau 10 48 (yeTupuieceT U
OCEM) Yaca OT 0Ty4yaBaHe Ha 3asiBKa;
® OCTAaThY€H CPOK Ha IOJIHOCT HA JOCTABEHWUTE Ae3MH(EKUMOHHH IpEenapaTd He
no-ManbsK oT 60% OT 00K CpOK Ha TOIHOCT;




YyaCTHUKBT € NPeCTaBUIl BCHUKU U3UCKYEMU OT Bb3J0KUTENS JOKYMEHTH, & UMEHHO:

®  npedCinaseHo aKMyaiHO paspeuienue 3a NYCKame HA nazapa Ha Guoyuden

NPOOYKIN uz0adeHu Ha OCHOs8aWue Ha Ha 4n.19 om 3akona 3a 3qupuma Ha 6peoHo

gw30eticmalie Ha XUMUYECKU 6E1ECINEd U NPENapami;

®  npuwiodceH uHopmayuonen aucm 3a 6e30NACHOCN Cb2NACHO UBUCKEAHUAMA

Ha Hapedbama 3a peda u navuna Ha xiacuguyupane, onakosaxe u emuxkupaHe Ha

CBULECMBYEAIYY U HOGU XUMUYECKU SEUIECINEA, NPERAPAIMU U HPOOVKINU,

L HPpURO2CEHU Cd ONUCAHUA, KAMAMo3U U HWexXHuveckd cneuuqbw{aqm Hd
ogepupanusm Oe3uH@eKyoHeH npenapam,

®  VYGCMIHUKBM € Npouseooumen Ha Oe3uHQeKyuoHnus npenapam, 3amoed

OOKYMEHM  3d  OMOPUIAYUA/OTMOPUAYUOHHO — NUCMO €A HENPULONCUMYU 6

KOHKPemHUs CyHat;

Komucusta Hanpasd MpoBepka Ha CbABPHKAHHETO HA TEXHUYECKOTO [peioKeHUe
cboOpa3HO W3UCKBaHMATA Ha MNpoLedypaTa M YCTaHOBH, Y€ JOKYMEHTHUTE Ha YYacTHUKA
OTrOBapsT Ha M3UCKBAHMATA HA MPOLIEAYpPATA U 3aKOHA.

Odepupanunar ae3uH(EKIMOHEH MpernapaT CBOTBETCTBA HA HW3MCKBAHUSTA Ha
TEXHHYECKaTa crnelrduKalms KeM JOKYMEHTALKATa 3a y4acTHe B Ipoueaypara, noapobHo
ONHKCaH M0 HOMEHKJIATYpu B obocobeHaTa MO3ULIMSA U KOMHCHATA [IPEMHHA KbM OLEHKa 110
noKasaTens ,,KauecTBO”, ChIVIACHO METOJHMKaTa 3a OLIEHKAa OIKMcaHa B JOKyMEHTalusaTa 3a
ydacTHe B mponenypata mnoapodHo onucasa B IIpunokenue Nel, a oueHkata Ha
TEXHMYECKOTO MNpPEeAJIOKEHHE € H3BbplueHAa W oTpaseHa B Ilpunomkenwe Ne2, kouTo ca
Hepas/e/IHM YacTH OT HACTOALIMAT IPOTOKOIL.

Ha 6asa ropeusiio:KeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpeJIoKeHHe Ha
YYACTHMKA 32 OTrOBapsili0 B NbJHA CTelleH HA H3HCKBAHUATA HA BbH3JIOKHTENd,
3a105%KeHH B TeXHHYeckaTa cneuudukanus Ha noxkymeHTanusita. C orjen Ha ToBa,
KOMHCHSITA €AHMHOAYILIHO pelIH, Ye J0NycKa yuacTHHKa "XurueHHo — Meauumnncka
HUnpyerpusa" EOOJ/ mgo caegsamy ¢Ttam B mpoueAypaTa — OTBapsiHe Ha HeHOBOTO
npeJiosKenne no 06ocobenaTa NO3HIHSA.

OITNv13 Ilpenapamuy 3a 0e3uH(eKuuA Ha pe3epeoapu 3a NUMeNHa 600a
TexHWUeCcKOTO TMpeAnokKeHUe OTroBaps Ha M3MCKBAaHMATA Ha BB3NOKUTENS I10
OTHOLIEHHE Ha ChAbPkaHUE U Gopma 1 € u3rotseHo no [punoxenue Ne3 ot obpasuuTe KoM
npouenypata u [Tpunokenne Nel, npencraBeHo Ha XapTUEH W ONITHUEH HOCHUTEN.

Ipennoskenu ca:

® CpOK 3a JIOCTaBKa J0 5 (MeT) AHM, & PU CHELIHH ciaydau 10 48 (YeTHpUASCET U

OCeM) yaca OT MOoNTyyaBaHe Ha 3asBKa;
® (OCTaTbYEH CPOK HA FOJHOCT Ha JOCTaBeHUTE Ae3nHGEKUMOHHM Npernapatd He
no-mMansk o 60% oT obIIus CPOK Ha TOAHOCT;

Y4yaCTHUKBT € NPEICTaBUIl BCHUKH U3UCKYEMHU OT BB3JIOKUTENS JOKYMEHTH, @ UMEHHO:

®  HPeOCmMAaseHO AaKmMyaiHO paspeuienue 3a NyCkawe HA Nazapa Ha Guoyuden
npodykim uzdaderu Ha ocHosanue Ha Ha 4i.19 om 3axona 3a 3awyuma HQ 6pedHO
8b30elicinge Ha XUMUYECKU 6EUieCined U npenapanil,

®  npunodxcen ungopmayuonen nucm 3a OE30NACHOCH Cb2AACHO USUCKEAHUAMA
Ha Hapeobama 3a peda u navuna na wiacuguyupane, onaxosane u emuxupane Ha
CHUYECTNBYBAYU U HOGU XUMULECKU 6EUJECINGa, NPENnapamu U nPoOYKm,

®  NpWIONCEHU CA ONUCAHUS, KAM@IO3U U MEXHUYECKd CHeyuurayus Ha
oghepupanusim Oezungexyuoner npenapam,

®  YUACTHHUK®BIM € NPOUsc00umen Ha Oe3UHQEeKYUOHHUS npenapam, 3amoed

OQOKYMEHM  3d  OMOPUSAYUSA/OMOPUIAYUOHHO — NUCMO €A HERPUIONCUMU 8

KOHKPEMHUA CAYYALL,
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KomucusTa HanpaBy MpoBepKa Ha CHALPIKAHWETO HA TEXHUYECKOTO MPEJIOKCHUE
cb0o0pa3Ho M3UCKBAHMATA Ha MpolefypaTa M YCTaHOBM, Y€ JOKYMEHTWTE Ha ydacTHHKA
OTrOBapsT HAa U3UCKBAHUSTA HA NIPOLIEypaTa U 3aKOHa.

OdepupanusaT ae3suH(EKUUMOHeH TpernapaT ChOTBETCTBA HA MW3MCKBaHMATA Ha
TEXHHYecKara crieliMpuKauus KbM JOKYMEHTALMSITa 3@ yuacTHe B MpoleaypaTa, noaposHo
omucaH Mo HoMeHknatypu B obocobeHara MO3ULUA W KOMHMCUATA MPEMUHA KbM OLIEHKA 110
mokasatens ,,KauecTBO”, ChIIacHO METOAMKATa 3a OlleHKAa ONucaHa B JOKYMEHTalusATa 3a
yyacTHe B Tmpouenypata mnoapobHo onucaHa B [Ipunoxenme Nel, a oueHkara Ha
TEXHUYECKOTO MPEIOKEHHE € M3BBpIIeHAa M oTpaseHa B [lpunomenue No2, kouto ca
Hepa3Ae/H| YaCTH OT HACTOSLLMUAT [POTOKOJL.

Ha 6a3a ropeH3ioKeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NpelJIo;KeHHe Ha
YY4aCTHHMKA 3a OTroBapsili0 B NbJHA CTENEH HAa M3HCKBAHHATA HA BbL3JI0KHTE,
32JI03K€HH B TexHHYecKata crnenudukanus Ha JokymeHTanusata. C orjen Ha TOBa,
KOMHMCHSITA €IMHOAYIIHO pelrd, ye gomycka yuacTHHKa "XuruenHo — MeaHnuHcka
Huapycerpusa" EOO/ po caeasam eranm B npoueaypara — OTBapsiHe Ha HEHOBOTO
npeasioxeHue no 00ocodeHaATa NO3HIHS.

OIINe14 Teunu canynu 3a hpedonepamugHo U3KbHEAHe HA RAUUCHMA

TeXHHUECKOTO TMPEIOKEHHE OTroBaps Ha H3MCKBAHWATA Ha BB3NOKHTENA MO
OTHOILIEHHE Ha ChABPKAHKE W GopMa u e u3rotBeHo no [Ipunoxenue Ne3 ot obpasuute KbM
npoueaypara u [punokenne Nel, npeactaBeHo Ha XapTUEH U ONITHYEH HOCHTEIL.

[Ipeanoxenu ca:

® CpOK 3a AocTaBKa A0 5 (TeT) IHM, a IPH CNELIHU ciiydan 10 48 (deTupuiecer U
OCEM) Yaca OT MOJTyYyaBaHe Ha 3afBKa;

® OCTATBYEH CPOK HA TOAHOCT Ha AOCTABEHWTE [e3MH(EKIMOHHH Mpenapartd He
nmo-Manek or 60% oT 0bLIKs CPOK HA TOAHOCT;

VYYaCTHUKBT € TPeICTABMI BCUHUKH U3UCKYEMHU OT BB3IOKUTENS JIOKYMEHTH, & MMCHHO!

®  npedcnaseno aKmyaiHO paspeuieHue 3a NYyCKaHe Ha nasapa Ha Ouoyuoen
npodykm uzdadenu na ocroéanue na Ha uwi.l9 om 3axona 3a 3awyuma Ha epeowHo
8b30eUCHBUE HA XUMUYECK 6EUeCMEa U NPENAPATU;

®  HpunodceH UHPOPMAyUOHeH Jucm 3a Ge30NACHOC CH2AACHO UZUCKEAHUAMA
na Hapedbama 3a peda u Hayuna na kiacuguyupade, OnaKkoeawne u emuxupane Ha

CHLUECTNEYEAYY U HOBU XUMUYECKU 6EUjeCmea, npenapamu U npooyKmiL,;

®  NpunodCEHU €A ONUCAHUS, KAMANO3U U MEeXHUYecKka cheyuuxayus na
oghepupanusim Oe3uHQeryUoHeH nPenapam,

®  VUACIHHUKBIM € NPOUIE0OUmen HA Oe3UH(EXYUOHHUA npenapam, 3amoeda

OOKYMeHM  3d  OMOPU3AYUS/OMOPUIAYUOHHO — NUCMO  CA  HERPUNONCUMY 6

KOHKDEMHUA CYYau,

®  npedcmaseHu Cca USUCKYeMUme MOCHPU O 6UO0 U KOTUYECTNEO.

Komucusita HampaBd MpoBEpKA Ha CHABPKAHMETO HA TEXHUYECKOTO TPEINIOKEHHE
ch0O0OpazHO M3UCKBAHUATA HA TNpOLEAypaTa M YCTAHOBH, Y€ JOKYMEHTHTC HAa Y4YacTHHKA
OTTOBapsT Ha U3UCKBAHUATA HA NIPOLIE/lypaTa | 3aKOHa.

Odepupanusit  ne3uH(EKUMOHEH Tpenapar CbOTBETCTBA Ha W3WCKBAaHWATA Ha
TeXHHWYeCKaTa crielM(uranys KoM TOKyMEHTALUATa 33 yyacTHe B NpoLelypaTa, MoapodHO
OIMHCaH MO HOMEHKIaTypu B obocobeHaTa No3uiys M KOMUCHATA MPEMHHA KbM OLCHKA IO
nokazaTens ,,KauecTBO, ChIVIACHO METOJMKATa 3a OLEHKA ONKMcaHa B JOKyMCHTAlMATa 3a
ydacTMe B Tpoueaypata mnogpobHo onucana B Ilpunoskenue Nel, a oleHKaTa Ha
TEXHAYECKOTO MpEJIOKEHHE € M3BbplleHa W oTpaseHa B Ilpunomenue No2, kouTo ca
HepasIe/IH| YacTH OT HACTOAMAT [TPOTOKOIL

Ha 6a3a ropens/ioKeHOTO KOMHCHATA HAMHPA TeXHHYECKOTO MpeIJIOKeHHEe HA
YYACTHHKA 32 OTIOBAPAINO0 B MBJHA CTENEH HA H3HCKBAHHATA HA Bb3JIOKHTENS,

11



32/10KeHH B TeXHMYecKaTa crnennpHKanus Ha JokymenTamusra. C orjen Ha ToBa,
KOMHCHATA €IHHOAYIIHO pellH, Y€ AoNycKa y4acTHuka "Xuruenno — MeaMumHcKa
Huaycrpus" EOOJL no caegsami eTan B OpoueIypaTa — OTBApPsiHE HA LEHOBOTO
npeanoxeHne 1o 06ocodeHaTa MO3NIHA.

OITNe16 Ipenapamu 3a de3undexyus na 1uzasuua. .

TexnuueckoTo MNpejUIOKEeHHE OTroBaps Ha W3UCKBAHUATA HA BB3NOKUTENS [10
OTHOLICHHE Ha CH/IbpKaHKE U (opMa U € usrorseHo no [lpunosxenue Ne3 ot o6pasiuTe KbM
npoueaypara u [Ipunoaenue Nel, npeactaBeHo Ha XapTHeH U ONTHYEH HOCHTE.

Ipennoxenu ca:

® CpOK 3a JocTaBKa [0 5 (MeT) AHH, a MPY CHEIHH ciiyyan 10 48 (YeTupuieceT H
OCeM) yaca OT MoTyuaraHe Ha 3asBKa;

® OCTaTBYCH CPOK HA TOHOCT HA JOCTABEHMTE JE3MH(EKLHOHHH MpenapaTd He
no-mMansk or 60% ot o61us CpoK HA FOJHOCT;

YYacTHUKBT € NPENCTaBUI BCHUKH U3UCKYEMH OT BB3IIOKHUTENS JOKYMEHTH, 8 UMEHHO:

®  MpedcmaseHo akmyalHo paspewieHue 3a NYCKaWe na nazapa Ha 6uoyuden
npodykm uzdadenu na ocnosanue Ha Ha un.19 om 3axona 3a sawuma na épedno
630€UCMBUE HA XUMUYECKU 6E1YeCTnéd U NPEeNapami;

®  NPUNOJCEH UHQOPMAYUOHEH NUCM 3a Ge30MACHOCH CH2IACHO UIUCKBAHUAMA
na Hapeobama 3a peda u nayuna Ha Kiacuuyuparne, onakoeane u emuxupane Ha

CHUECTBYEAUU U HOGU XUMUYECKU BEeCmEd, NPERapami i npooyKmiuL;

L] NPUNOMNCEHU CA ONUCAHUA, KAmMlio3u U MexXHUYecKkd cnezmg’mrcaz;m Ha
oghepupanusim desunghexyuonen npenapam,

®  VYACMHUKBIM € Npousso0umes Ha Oe3uH@eKyuoHHUs Npenapam, 3amoed

OOKYMEHm 34 OMOPUSAYUA/OMOPUIAYUOHHO — NUCMO €A HERPUNOHCUMU 6

KOHKPemHUS CIYYail;

Komucuata Hanpasu NpoBepKa Ha ChAbPKAHUETO HA TEXHHUYECKOTO MpeIosKeHHe
Cb0Opa3sHO W3WCKBAHMATA Ha NpOLEAYpaTa W YCTAHOBH, Y€ JOKYMEHTHTE Ha y4acTHHKA
OTroBapsAT HAa U3UCKBAHMATA Ha IPOLEIYPaTa U 3aKOHA.

Odepupannar Ae3nHPEKUMOHEH [pernapaT ChOTBETCTBA HA M3HCKBAHMSTA Ha
TEXHUYECKATA CelU(UKanma KbM JOKYMEHTALMATa 32 y4acTHE B IPOLEAypara, nojapoGHO
ONKCaH MO HOMEHKIATYpH B o0ocobeHaTa Mo3MUMsA W KOMHUCHMATA MPEMHHA KbM OLEHKA Mo
rnokasatens ,,Ka4ecTBO”, CBIVIACHO METOJMKATa 3a OLIEHKAa ONMUCaHa B JOKYMEHTAIMATa 3a
ydacTde B npoueaypara mnoapoO6Ho onucaHa B Ilpunoxkenwe Nel, a oueHkata Ha
TEXHUYECKOTO TPEIIOKEHHE € M3BbplIeHa M oTpaszeHa B [IpuiokeHue Ne2, Kouto ca
Hepa3JeHM YaCTH OT HACTOALLMAT MPOTOKOIL,

Ha 06a3a ropeus/io;keHOTO KOMHCHATA HAMHPA TeXHHYECKOTO NpeII0KEHHEe HA
Y4YacTHHKA 3a OTroBapsii0 B NbJHA CTeNeH HA HM3HCKBAHHATA HA Bb3JOKHTEN,
32JI0)KEHH B TeXHHYecKara cnenuduxkanus Ha Aokymentauusita. C orjieq Ha TOBa,
KOMHCHSITA €IMHOAYLIHO pellH, Y€ JOMycKa yyacTHuka "XurueHno — MeIHIHHCKA
Huaycrpusa" EOOJ po caeapam eram B npouneaypara — oTBapsiie HAa IEHOBOTO
npejJiokenne 1o 0bocobeHaTa MO3HIHSA.

[lo orHowleHHe Ha NpeACTaBEHHTE NOKyMeHTH mo 41.39, an3, 1.1 or III30II or
"Menuuuacka Texanka Umxenepuur"” OO/ no:

OITNel Ilpenapamu 3a Xu2uenHa u XUpypzuuHa 0e3uH@exyus ha poue
TexHuuyeckoTo npe/UIoKeHHe OTroBaps Ha HU3UCKBAHMATA HA BB3IOKHTENS IO
OTHOILIEHHE HA ChABPAaHKE U Popma U € u3roTBeHo no Ipunoxenne Ne3 ot oBpasiuTe KbM
npoueaypata u [lpunokenue Nel, npecTaBeHO HA XAPTUEH W ONTHYEH HOCUTE.
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[Mpennozkenu ca:
® CpOK 3a J0CTaBKa 10 5 (MeT) AHM, a MPH CHELUHH ciiy4an 10 48 (YeTHpUeceT H
0CeM) yaca OT N0JIy4yaBaHe Ha 3as1BKa;
® OCTaTb4CH CPOK HA FOJHOCT Ha JOCTABEHUTE JIE3MH(EKIMOHHM NpenapaTd He
no-manek ot 60% or 061K CPOK HA FOJHOCT;

YYaCTHUKBT € IPEACTaBUIT BCHYKH U3UCKYEMH OT BB3JIOKHTENS J0KYMEHTH, 4 HMEHHO:

L npedcmaseﬁo AKmydiHo paspeuierue 3a NYyCKdHe Ha nasapa Ha 51!0?4?1’@3?;’
npodykm uzdadeny Ha ocHosanue na ua un.l9 om 3axoma 3a sawuma na epedno
8b30eTCMBUE HA XUMUYECKU 6€14eCEd U NPENApamu;

® NPUTONCEH MHQIJOPMG.HUOHEH JAUCIH 3d 5(230]’?(1(3?‘!06?” CBLlACHO UBUCKEAHUAINA
na Hapedbama 3a peda u mawuna na xiacu@uyupane, oHAKOSaHe U eMUKUPAaHE HA

CHUECBY8alyl 1 HOBU XUMUHECKU 6EL{eCTNBA, NPENaPaAmu U RPOOVKMU;

®  MPUTONCEHU CA ONUCAHUA, KAMANO3U U MEXHUYeCKd CHEeYUQUKAYUL HA
oepupanume desuH@eryUOHHU NpenapamiL;

®  npedcmasen e OOKYMeHm 3d  OmMopu3ayusi/Omopusayuonino nucmMo om

NpouseooUmen, yOOCmosepasauo Npasa 3d RPeOCHAsUMeNcHE0 U MbpeoGUs Ha

mepumopusama na Penynuxa Bvneapus om Anios Laboratories, @panyus,

® npe@cmaseh'u Ca U3UCKyeMmume MOCHIDU RO 810 U KOTUYECTRO,

.., HpUNONCEHO € KOnWe HA HOMAPUAIHO 3aeepeno Konue Ha HbIHOMOU{HO 3d

ZBI9I 8

L] HO Ce0e YcMOmpenue YHacmHukvi e npedcmasm aemapaqzw, 6 KOsImo

Oexnapupa, He npuemd UBUCKEAHUAMA HA GbINONCUMENA, 4Ye cd CHaseHu

3A0BINCEHUAMA, CEBP3AHU C OAHBYU U OCUZYPOSKY, ONA3EAHE HA OKOAHAMA Cpeodd,

3AKpUaa nHa 3democmmad U YCnoguama nHa mpyd;

e Onuc Ha npedcmagenume OOKYMEHMU U MOCIPIU.

Komucusita HanpaBd I1poBepka Ha ChIBPIKAHHUETO HA TEXHHYECKOTO MpeUIOKEHHE
CbOOpa3sHO M3MCKBAHMATA Ha TpoLEAypaTa M YCTAHOBH, Y€ JOKYMEHTHTE Ha YYaCTHHKA
OTroBapAT Ha U3MCKBAHUATA Ha MPOIEAYpaTa | 3aKOHa.

Odepupanute Ae3MHPEKUNOHHM TIpENapaTH CBHOTBETCTBAT HA M3MCKBAHWATA HA
TEXHWYECKaTa crneunbuKanns KbM JOKYMEHTALMATa 33 yyacTHe B Mpolejypara, nogpoGHO
OTMHMCAHH 10 HOMEHK/IATYpH B 000co0eHaTa MO3UINS M KOMHCHSTA MPEMHHA KbM OLIEHKA T10
roKasaTesis ,,Ka4eCTBO”, ChracHO METOJWKAaTa 3a OICHKA OMWcaHa B JOKyMEHTaluATa 3a
ydacTWe B Tmpolenypara noapodHo onucaHa B Ilpunoskenwe Nel, a oueHkara Ha
TEXHUYECKOTO TPENIOKEHHE € M3BLplueHa M oTpaseHa B [lpunoxkenue Ne2, KOMTO ca
Hepas/e/IH1 4aCTH OT HACTOAIIMAT MPOTOKO.

Ha 06a3a ropeusjiokeHOTO KOMHCHSAT2 HAMHPA TeXHHYECKOTO NpeljiosKeHHe HA
YYaCTHHKA 3a OTI0BApAlI0 B NbJHA CTeleH HA H3UCKBAHMATA HA Bb3JIOXKHTE/Is,
32/10%KeHH B TexXHHYecKaTa crnenHHKanus Ha AokymeHTaunusita. C orjen Ha ToBa,
KOMHCHATA €IHHOAYUIHO pelH, 4Ye aonycka y4yacTHuka '"'Meaununcxa Texuuka
Huxenepunr" OO/ mo 1o ciexBam eram B MPoUEAypaTa — OTBAPSIHE HA IEHOBOTO
npeJioKeHHe mo obocobeHATA MO3HITUS.

OIINe2 Ilpenapamu 3a de3undexyus Ha onepamueno noie U Koxea
TexHMYECKOTO Npe/UIoKEHHe OTroBaps Ha H3MCKBAHHMATA HA BB3NOKHTENS [0
OTHOILCHHE Ha ChAbPKaHKE U popMa U e u3rorBeno no [punokenue Ne3 ot obpazuute KbM
npouenypara u Ilpunoxenue Nel, npeactaBeHo Ha XapTHEH W ONTHYEH HOCUTEN.
[Ipennoxenu ca:
® CpOK 3a 0cTaBKa 10 5 (TET) IHH, a TIPU CHELHH cliydan 1o 48 (YeTupuieceT U
OCEM) Haca OT N0JlyyaBaHe Ha 3asBKa;
® OCTaThye€H CPOK Ha FOJHOCT HA [JOCTABEHWUTE JIE3MH(EKIMOHHU MpenapaT He
no-mMansk ot 60% oT oOIIKs CPOK HA TOTHOCT;
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Y4acTHUKBT € NpeJCTABUII BCUYKM U3UCKYEMH OT BB3JIOIKUTES JNOKYMEHTH, 8 UMEHHO:

®  NpPedCMmaseno aKMyaiHo paspeuienie 3a NyCKaue Ha nasapa Ha buoyuden
npodykm uz0adeny Ha ocHoeanue na na un.19 om 3axona 3a AUUMA HA GPEOHO
8b30€UCMEUE HA XUMUYECKU 6EUECEA 1L NPENapan;

®  NpUnOdICEH UHDOPMAYUOHEH NUCI 30 BE30NACHOCH Cb2NACHO UZUCKEAHUAMA
Ha Hapeobama 3a peda u nauuna na wracuguyupaie, onaxosane u emuKupane Ha
COUECMEYEAIYYU U HOBU XUMUYECKU 6ELYeCnBd, NPEeNapamuy i RPOOYKm;

®  NPUNONCEHU €A ONUCAHUA, KAMANO3U U MeXHUYecka cneyuuxayus Ha
ogepupanusm desungpexyuonen npenapam;

® npedcmasen e OOKYMEHM 3d  OMOPUAYUA/OMOPUAYUOHHO RUCMO OM

NpoOU3EOOUIeN, YOOCTHOBEPAGAO NPasa 3a NPeOCHAsUMEICMGO U MbP2OGUS HA

mepumopusma na Penybnuxa bvneapus om ECOLAB, Iepmanus;

®  NpedcmaseHu ca UUCKYeMume MOCHPU NO 61O U KOTUYECHBO,

®  MpUNOdICENO e Konue HA HOMAPUAIHO 3a6EPEeHO KONUe HA MbIHOMOUHO 3d

HIH,

® N0 C60e YCMOMpeHue YUACHHUK®M € NpeoCmasul Oexiapayus, 6 KOsmo

Oexnapupa, e - MPUEMA USUCKEAHULMA HA  GBINOJNCUMENS, 4Ye ¢a  CHaseHu

3A0BIHCEHUSMA, CELP3ANU ¢ OAHBYU U OCUZYPOBKI, ONA3EAHE HA OKOIHAMA cpeoa,

3AKPUNA HA 3AeMOCIIMG U YCI08UAMA HA MPYO,
*  Onuc na npedcmasenume OOKYMEHMU U MOCIIPU.

Komucusira HampaBu NpOBEpKa HAa CHABPKAHMETO HA TEXHMYECKOTO MPEITOIKEHHE
ChOOPa3sHO M3UCKBAHMATA HA MPOLEAYpPaTa M YCTAHOBH, Y€ [OKYMEHTHTE Ha yYaCTHUKA
OTroBapAT Ha M3MCKBAHMATA HA MPOLELYpaTa W 3aKOHa.

Odepupanuar gesundexuMoHeH mpenapaT ChOTBETCTBA HA W3MCKBAHMATA Ha
TEXHUYECKaTa crieuuduKanns KbM A0KYMEHTALMATA 33 y4acTHE B MPOLELYpaTa, MogpoGHO
OMKCaH MO HOMEHK/IAaTypu B obocobeHaTa MO3ULMS M KOMMCHATA IPEMHHA KBM OLEHKA MO
noxasatefis ,,KaueCTBO”, ChIJaCHO METOJMKATA 3a OLEHKAa OMMCAaHA B JOKYMEHTAIMSTA 3a
ydactie B rnpoueaypata mnoapodOHO onucaHa B Ilpunoxkenwe Nel, a onenxata Ha
TEXHUYECKOTO MpEeAIOKEHHEe € M3BbplueHa M oTpaseHa B [lpunoxenuwe Ne2, kouto ca
HepasfeIHH YacTH OT HACTOSLIMAT IPOTOKOI.

Ha 0a3a ropeusiokeHOTO KOMHCHATA HAMHPA TEXHMYECKOTO NpPENJIOKeHHEe Ha
Y4aCTHHKA 332 OTroBapsil0 B NbJHA CTeNeH HA H3HCKBAHHATA HA BBL3JIOKHTEIS,
33JI0KeHH B TeXHH4YecKaTa cnenuukanus Ha Aokymentaunusata. C orjen Ha ToBa,
KOMHCHATA €IHHOAYIIHO peliH, Ye¢ gomycka yyacTtHHka '"'Megununacka Texnuka
Huxenepunr” OOJ 1o caeqsam eTalm B Npoueaypara — oTBapsiieé Ha LEHOBOTO
npe/ioKenue no o6ocobenaTa no3uIHs.

OIINe3 Ilpenapamu 3a de3undexuus Ha MeOUUUHCKU UHCHDYMEHMAPUYM
TeXHHUecKoTO MpeoKEeHHE OTroBaps HA M3UCKBAHMATA HA BBIJIOKHTENS 10
OTHOLLICHUE Ha ChAbpiKaHue W dopma K e urorseHo 1o ITpunoienue Ne3A ot obpasuuTe
KbM npoueypara u Ilpunoxenue Nel, mpenctaBeHo Ha XapTHEH M ONTHYEH HOCHTEI.
ITpennoienn ca:
® CpOK 3a J0cTaBKa [0 5 (11eT) [HH, a NpH CMEeNIH| clyvan J1o 48 (4yeTupuaecer u
OCeM) Yaca OT [10Jly4aBaHe Ha 3asBKa;
® OCTaThb4Y€H CPOK Ha NOJHOCT HA JOCTABEHUTE NE3MH(EKLMOHHU Mpenapatu He
no-manbk oT 60% o1 061K CpOK Ha FOJHOCT;
YYACTHUKBT € NPEACTaBUII BCHYKHM U3UCKYEMH OT BB3TOKHUTENS OKYMEHTH, & HMEHHO:
*  3a oghepupanume meduyuncku uzdenus e npedcmasena @ sasepen npecod EC
oexnapayua 3a cwvomeemcmaue u ,,CE" mapxkupoéka 6 cwvomeemcmeue c
usuckeanusima na yi. 14 wun. 15 om 3MIH;
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*  npedcmasen e 3asepen npe6od na EC cepmugbuxam;
®  npunodcen ungpopmayuonen aucm 3a HE30NACHOCIN CH2IACHO USUCKEAHUAMA
na Hapedbama 3a peda u mavuna wa kiacuuyupare, onakogawe u emukupane Ha

CHUIECMBYBAIYU U HOBY XUMUYECKU 6CUeCINBd, NPENAPamu U RPOOYKINU;

®  NPUNOdCEHU €A ONUCAHUA, KAmMaio3u U MexHu4ecka creyuukayus Ha
oghepupanume Oe3uHPEKYUOHHY NPENAPamu,

® mpeocmiaseH e OOKYMeHm 3d OmMOpu3ayus/omopu3ayuoOHHO HUCMO OM

npouseo0ume, YOOCHMOGEPABAO NPABA 3a NPeOCINasUmencmeo U muvpeosus Ha

mepumopuaima Ha Penybnuxa bvreapus om Anios Laboratories, @panyus,

®  NPeOCMmAsEHU A UBUCKYeMUIe MOCIPU O 61O U KONUHECINEO.

®  NpUNOJCEHO € KOMUe HAa HOMAPUATHO 30BEPEHO KONUE HA WLIHOMOUHO 3d

HAA;

® 10 c60e yCMOMpEeHUe YYACMHUKLI € npedcmasun Oexnapayus, 6 Koamo
dexnapupa, 4Ye Hpuema USUCKEAHUAMNA HA 6b3NONCUMENs, Ye cd CHA3EHU
3A0BANCEHUAMA, CEBLP3AHU C OAHDBYU U OCUSYPOEKU, ONA3EAHE HA OKOJIHAMA cpedd,
3aKPUNA HA 3AeMOCmma u yeroeusma na mpyo,

e Onuc na npedcimaseHume OOKYMEHMU U MOCINPU.

KomucusaTa HanpaBu MNpoBepKa HA CHALPKAHUETO HAa TEXHUYECKOTO MpPeJIOKEHHE
cbo0pa3sHO W3MCKBaHMATA Ha MMPOLEIYpaTa W YCTAHOBM, Y€ NOKYMEHTUTE Ha y4acTHHKa
OTroBapsAT HA U3UCKBAHUATA HA [IPOLIELypaTa U 3aKOHa.

Odepupanure [ne3MHQEKUMOHHM TNpenapatd ChOTBETCTBAT Ha W3MCKBAaHUATA Ha
TeXHUUecKara crieuuduralus KbM JOKYMEHTALMITa 38 y4acTUe B Ipouelypara, noipotHO
OMHMCaHK 110 HOMEHKJIATYpu B ofocobeHara No3uLMA ¥ KOMHCHATA TPEMHHA KM OLIEHKA 10
nokasatens ,,KauecTBO™, CBIIacHO METOOMKATa 3a OlIEHKa OMMCaHa B JOKyMeHTauusATa 3a
yqacTie B npouenypata mnoapobHo onucana B Ilpunosxenue Nel, a ouenkara Ha
TEXHUYECKOTO MNpeANioKEeHHe € W3BbplieHa W oTpaseHa B [lpunoxenue No2, xouto ca
HEPa3/IeJIHK YaCTH OT HACTOSILUAT NPOTOKOL.

Ha 0a3a ropens.iokeHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NPeI0KEeHHEe HA
YYACTHHKA 32 OTroBapsili0 B IbJIHA CTENEeH HA HM3UCKBAHHATA HA BBH3JI0XKHTE,
3a/10)KeHH B TeXHH4YecKaTa cnenupukanus Ha AokyMeHntauusTa. C orjea Ha ToBa,
KOMHCHNITA €IHHOIYIIHO peld, 4Ye gonycka yvactHuka "Meguuuncka Texnuka
Huxenepunr'" OO/l no caeaBam eram B OpOUeaypara — 0TBapAHe HAa LEHOBOTO
npeaJio;kenue no obocodbenara NO3MUHASA.

OIINe4 Ilpenapamu_3a_Oesun(eKuus HA CHeUUQIHA MeQUMUHCKA anapamypd,
eHOOCKORCKA anapamypa _u mepmonaduiny Mamepuaiy
TexHHYeCKOTO NpeIMmKEeHUEe OTroBapsd Ha H3MCKBAHUATA HA BL3NOKHUTEN IO
OTHOILIEHWE Ha ChAbpKAHWE W Gopma u e u3roteeHo no Ilpunoxenue Ne3A ot obpasuure
KBM nponeaypata i [Ipunoskenne Nel, mpeacTaBeHO Ha XapTHEH U ONTHYEH HOCUTEIL
ITpennosenu ca:
e CpOK 3a AocTaBKa 10 S (IeT) JHH, a IPH CIIEIIHY ciayyan A0 48 (YeTHpUAeceT U
OCeM) yaca OT MOMY4aBaHe Ha 3asBKa;
® OCTaThu€H CPOK HA IOJHOCT HA JOCTABEHHTE AE3MH(EKIMOHHM MpenapaTd He
no-MansK oT 60% oT ob1nKs CpOK HA TOAHOCT;
V4YacTHUKBT € NPeJCTaBUI BCHUKH U3MCKYEMH OT BB3NOKHUTENA JOKYMEHTH, 8 UMEHHO:
®  3q oghepupanume MeOUYUHCKY u30enus e npeocmasena 6 3aseper npeeood EC
Oexnapayus 3a cvomsemcmsue u ,,CE" Mapxkuposka 6 CcbOMSENCHBUE C
uzuckeanusma Ha yi. 14 u un 15 om 3MH;
®  npedcmaseH e 3aeéeper npesod na EC cepmudghuxam,
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®  NPUNOdICEH UHDOPMAYUOHEH TUCH 3a BE3ORACHOCH Cb2IACH0 UIUCKEAHUSING
na Hapedbama sa peda u navuna na xiacuguyupane, onaxosane u emuKupane Ha

COUECEYEAUU U HOBU XUMUYECKU 6EUECIEA, NPENAPamu u npooyKmi,

®  FPUNOICEHU €A ONUCAHUA, KAMATNO3U U MEXHUYeCKd CReyupurayus Ha
oghepupanume desungexyronnu npenapamu;

* npedcmasen e OOKYMeHmM 34 OMOPUSAWUS/OMOPUSAYUOHHO NUCMO OMm

HpoU3E00Umes, YOOCMOGePABAI0 NPaea 3a nPedcmasumelcmeo i mMvpo6us Ha

mepumopusma na Penyonuxa bvieapus om Anios Laboratories, ®panyus;

®  NPedCmaseni Ca UIUCKYEMUME MOCTIPU NO 6UO U KOTUYECHIGO.

®  TPDUNOICEHO € KOMue HA HOMAPUANHO 3a6EPeH0 KONuE HA MbAHOMOWHO 34

ML

® N0 c60e ycMOmpeHue YHACHMHUKbM e Hpedcmasun Oexnapayis, 6 KOAmo
dexnapupa, ue FNpUeMAd USUCKEAHUSMA HA Gb3INONCUMENs, ue cd  CHasenu
3A0BINCEHUANG, CELP3ANU ¢ OAHBYU U OCUSYPOGKY, OHA3EAHE HA OKONHANA cpeda,
3aKPUNQ HA 3AeMOCIma U YCI108Usina Ha mpyo,

*  Onuc na npedcmasenume OOKyMeHmu U MOCIPIL.

Komucuara nanpasd npoBepka Ha CHIBPKAHUETO HA TEXHHYECKOTO npeioKeHHe
CbOOpasHO M3UCKBaHMSTA HA NPOLEYPATA M YCTAHOBM, Y€ JOKYMEHTHTE Ha YYaCTHHKA
OTroBapsT Ha M3UCKBAHMATA Ha [IPOLEypaTa M 3aKOHa.

Odepupannte [e3uHEKIMOHHN MpenapaTd CHOTBETCTBAT HA M3UCKBAHMATA Ha
TEXHUYECKATA CNCLU(HKALHMA KbM JOKYMEHTAUMATA 32 y4acTHe B MpOLEaypata, mompoGHO
ONHCaHH 110 HOMEHKIATYpH B 000co0eHaTa NosULUS M KOMHCHATA [IPEMHUHA KbM OLIEHKA 110
MOKa3aTelid ,,KauecTBO”, ChIVIACHO METO/MKATA 3a OLEHKA OMHCAaHa B JOKYMEHTALMSTA 3a
ydactue B mpoueaypara noAapobHo onucaHa B [lpunoxkenwe Nel, a oucukata Ha
TEXHWUYECKOTO MpPEAJIOKEHHE € M3BBbpIUCHA W oTpaseHa B Ilpunoxenue Ne2, KouTo ca
HEpPa3sIe/IHK YacTH OT HACTOSIMAT POTOKOIL.

Ha 0a3a ropeus/ioxeHoT0 KOMHCHSTA HAMHPA TEXHHYECKOTO NpPENIO/KEHHE HA
YYaCcTHHKA 32 OTrOBApSINO B MbJHA CTENeH HA H3HCKBAHHATA HA Bb3JIOKHTENH,
32/10’KeHH B TeXHHYecKaTa cnendpukaunus Ha gokymenTauusta. C orjen Ha Topa,
KOMHCHAITA eIHHOAYIIHO peliHd, 4e Aonycka y4dacTHuka "MegnnHeacka Texnuka
Hnkenepunr'" OO/ 1o ciaeipam eranm B NpoUeaypaTta — OTBapsiHe HA LEHOBOTO
MpeaioKeHHe 1o 000codeHaATa MO3HITHA.

OIINe5 Ipenapamy 3a de3uHeKuus Ha ROBBLPXHOCHIU
TexHuueckoTo mnpeploKeHHe OTTOBaps HA M3MCKBAHMATA HA BB3JIOKUTENS [0
OTHOLUEHHE Ha ChAbPXKaHHE U hopMma U € u3roTBeHo 1o [Ipunoxenue Ne3 or obpasuure Khm
npouenypara u Ilpunoxenue Nel, npejacraBeHo Ha XapTUeH M ONTHYEH HOCHTEJL.
[Ipennoxenu ca:
® CpOK 3a I0CTaBKa JI0 5 (MeT) AHH, a PH CIIELHH ciydau J10 48 (4eTHpHASCET U
OCEM) yaca OT NoJTydaBaHe Ha 3asBKa;
® OCTaTh4eH CPOK HA I'OJHOCT Ha JOCTABEHUTE NE3WH(EKLHOHHH MperapaTi He
no-mMansk ot 60% OT 001K CPOK HA FOJHOCT;
YUaCTHUKBT € MPeJCTaBu/l BCUUKU M3UCKYEMU OT BB3MOKUTENS IOKYMEHTH, & HMEHHO:
®  NPeOCmAseHo AKMyanHo paspeuieHue 3a Nyckane Ha nasapa na ouoyudew
nNpPoOYKm u30adeHu Ha ocHoséanue Ha Ha uA.l19 om 3axkouna 3a 3awuma HaA pPeoHO
6b30elicCmaue Ha XUMUYECKU 6EUleCEq U Npenapamis;

L] NPUNONCEH uH(j)Op_MCH{?.fOHEH AUCM 3a 6e30NACHOCH CB2NACHO USUCKEAHUAMA
na Hapeobama 3a peda u mauuna Ha xiacu@uyupane, onaKosawe u emuxkupane Hd
CHUECNEY8ayi U HOGU XUMUYECKU 6€UJECINGa, NPenapamu u HPoOyKmu,

®  NPUNONCEHU €A ONUCAHUA, KAMANo3U U MeXHU4Yeckd creyuurayus Ha
ohepuparnume Oe3uHPeKYUOHHU NPenapamiL;
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®  npedcmasen € OOKYMEHM 3d  Omopusayus/omopusayuoHto HUCMO OMm

nPOUsE00Umen, YOOCIOSEPABAIYO NPAGA 3G NPEOCMAGUMENCIED U MbP2O6UL HA

mepumopusima na Penybnuxa Bvnzapus om Anios Laboratories, @panyus, Borer
chemie, lsetiyapus u ECOLAB, I'epmanusi;

®  MPeOCcHaseHy ca UBUCKYeMUIne MOCHPU HO 61O U KOAUYECH&O.

®  JIPUNONCEHO € KONUEe HA HOMAPUQIHO 3G6ePEHO KONUe HA NBIHOMOUHO 3d

HIA;

L ho ceoe ycumompenue YYAcHHUKbI e npeacmamm aemapaz;m, 8 KOsmo
Oeknapupa, He HPUeMa USUCKEAHUSING HA  Gb3NONCUMENs, 4Ye cd CHA3eHu
3a0BINCEHUAMA, CELP3AHU C OAHLYY U OCUSYPOBKY, ONA36AHe HA OKOIHAma cpeoa,
3aKpuina Ha 3aemocmma U YyCnosuama Ha mpy();

e Onuc na npedcmaserume OOKYMEHMU U MOCIPU.

Komucuara HampaBM NpoBEpKa Ha ChIBPIKAHUETO HA TEXHHUYECKOTO IIPELIOKEHHE
CbOOpa3sHO M3MCKBAHMATA HA MpoLEAypaTa W YCTAHOBH, Y€ JOKYMEHTWTE Ha Y4acTHMKa
OTTrOBApsT Ha MU3MCKBAHUATA Ha NPOLEAypaTa 1 3aKOHa.

Odgepupanute ne3vHGEKUMOHHM TpenapaTd ChOTBETCTBAT HA M3MCKBAHUATA Ha
TEXHHYECKaTa crenuduKanus KbM IOKyMEHTAIMATA 3a y4acTHe B MpoLeaypara, moapotHo
OMHCaHH [10 HOMEHKIIATYpH B obocobeHaTa NO3UIKMA W KOMHCHATA MMPEMHHA KHM OLEHKA 110
nokasatens ,,KauecTBO’, ChIVIACHO METOAMKATa 3a OLEHKa OmMcaHa B JOKYMEHTalUATa 3a
ydacTie B npoueaypara noapoGHo onwucana B Ilpunoxenwe Nel, a oueHkara Ha
TEXHUUYECKOTO MpPENIOKEHHE € W3BBpIIeHa W oTpazeHa B [lpunoxkenwe Ne2, KouTo ca
Hepas/ieIH| YacTH OT HACTOALIMAT NPOTOKOJ.

Ha 6a3a ropensiokeHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO NMPEIIOKEHHE HA
YYaCTHHKA 34 OTroBapsili0 B NhJHA CTeNeH HA H3HCKBAHHATA HA Bb3JI0KUTES,
3a/10)KeHH B TeXHHYecKaTa crnenu(uKanus HAa JoKyMeHTanusta. C orjienq Ha ToBa,
KOMHCHATA €IHHOAYLIHO peliH, 4Ye¢ gomycka ydacTHuka '"'Menununcka Texnuka
Huxenepunr' OO/l mo o cieaBam eran B NpoUeIypaTa — OTBAPSHE HA LEHOBOTO
npeasoxkeHHe mo o6ocobeHaTa MO3HIHAS.

OITNe6 Ilpenapamu 3a de3uH@EKUUA HA KY8bO3U
TexHuueckoTO NpeIoKeHHe OTroBaps Ha M3UCKBAHUATA Ha BBIOKHUTENS 10
OTHOLIEHHE Ha ChALpKaHUE U GopMma U € u3roTBeHo 1o [IpunoxeHue Ne3 ot obpasuure KM
npouenypata u [punoxkenue Nel, npeacTapeHO HA XapTHEH M ONTHYEH HOCHTEIL.
[Tpeanoxenu ca:
® CpOK 3a JlocTaBKa [0 5 (NeT) JHHM, a P CTISIIHK ciTy4yan A0 48 (ueTHpuOeceT u
OCeM) yaca OT MoJlydaBaHe Ha 3asBKa;
® OCTaTbyY€H CPOK HA MOJHOCT HA JOCTABEHUTE Ae3MH(EKIMOHHM Npenaparu He
no-ManeK oT 60% oT o6uiys CpoK Ha rOJHOCT;
VYacTHUKDBT € IPeCTABUIT BCHUYKKA U3UCKYEMHU OT Bb3JIOKHUTEIS JOKYMEHTH, 8 UMEHHO:
*  3a oghepupanume MeOUYUHCKU U30eNUs € npedcmasena 6 saeepei npeeod EC
Oexnapayus  3a cwvomeemcmeue u ,CE" maprxuposxka 6 cvomsemcmeéue ¢
uzuckéarnusma Ha wi. 14 wun. 15 om 3IMH;
e npedcmasen e 3aseper npeeod Ha EC cepmudpuxam;
®  Npedcmaseno aKkmyaiHo pazpeuieHue 3a Nyckawe Ha nazapa Ha Ouoyuoew
npodykm uzdadeHu Ha ocHosanue Ha Ha 4n.19 om 3arxona 3a 3quuma Ha 6pedHO
68b30CUCMGUE HA XUMUHECKU 6€lfecmea u npenapariu;
° HPUAONCEH quJOp.MCIl{HOHeH Aucm 3a 6e30HAcHOCI Cb2IACHO U3UCKEAHUAMA
Ha Hapedbama 3a peda u mawuna Ha Kiacu@uyupane, ONAKOEAHE U eMUKUDAHE HA
CoUYeCnBysdllfil U HOBY XUMUYECKU 6elljecinsd, npenapamu u npoéy}cmu;
b4 RPURONCEHU CAd ORUCAHUA, KAMANO3U U MexXHU4YeCcKd cneuud)m«n;m HA
oghepupanuine Oe3unpekyuoHHY RPenapamu,
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e Hpedcmasen e OOKYMeHm 34 Omopu3ayus/Omopu3ayuoHHo NUcMo om
HPOUIROOUMEN, YOOCIMOGEPABALO NPABA 3A NPEOCMABUMENCIBO U MbPROBUSL HA
mepumopusima Ha Penybnuxa bvneapus om Anios Laboratories, @panyus;

®  MpUNOdICEHO € KONUEe HA HOMAPUAIHO 3Q8EPEHO KONUE HA FBIHOMOWHO 30
uuiu;

® 10 C60e YCMOMpeHUe YYACHMHUKDIM € HpeoCcmasui Oexnapayus, 6 KOO

()EKH(IPHPCZ, ye npuema USUCKEAHUAMA HA  Gb3T0HCUINETA, e Ccd CHA3EHU

3a0BINCEHUAIA, CEbP3AHU € OGHBYU U OCUSYPOBKIU, OHA3BAHE HA OKOIHAMA Cpeoddq,

3aKPUNA HA 3GEMOCIMA U YCI0GUAMA HA MPYO;
o Onuc na npedcmagenuine OOKYMeHmU U MOCIPU.

Kom#cHATa HampaBd NpPOBEPKa HA ChABPKAHMETO HA TEXHHUYECKOTO MpeJIOKEHHE
cboOpa3HO M3MCKBAHMATA HA Ipoleaypata M YCTaHOBHM, Y€ JOKYMEHTUTE Ha YYaCTHMKa
OTroBapAT Ha U3MCKBAHUATA Ha IPOLEypaTa M 3aKOHa.

Odepupanute Ae3MH(EKLUMOHHM [penapaTd CbOTBETCTBAT Ha M3MCKBaHHWATA Ha
TEXHUYECKaTa CreUdHKalMA KbM OKYMEHTalUMsATa 33 y4acTHe B npoueaypara, noJapobHo
ONMCAHK MO HOMEHKJIATYypH B 060co0eHaTa MO3UIMSA M KOMUCHATA IIPEMHMHA KbM OLCHKA M0
noKasaTens ,,KayecTBO”, ChINIACHO METOJMKATa 3a OLIEHKAa OMNMcaHa B JOKyMEHTalusTa 3a
yuyactve B mpouejypata noapobuo onucana B llpunokenme Nel, a oueHkarta Ha
TEXHMYECKOTO Mpe/UIoKeHHe € W3BbplieHa M oTpaseHa B Ilpunoxenue Ne2, Kouto ca
HEpa3[e/IHK YacTH OT HACTOALLMAT NPOTOKOL.

Ha 0a3a ropeuns/ioKeHOTO KOMHCHSATA2 HAMHPAa TEXHHYECKOTO NpEII0KEHHE HAa
YYACTHHKA 332 OTrOBapsilio0 B NbJHA CTeNeH HAa M3HCKBAHHATA HA Bb3J0KHTE/,
3a/103keHH B TeXHHYecKaTa cnenupukanus Ha JokymenTauusta. C orieg Ha ToBa,
KOMHCHATA eIMHOAYUIHO pemiH, 4e jJonycka y4yactuuka "Meanuuncka Texnuka
HMuxenepunr”" OO/l po caeasam eranm B HpoueaypaTa — OTBapsHe HAa LEHOBOTO
npeniokenye no obocobenara Mo3HIHU.

Nol4 Teunu canynu 3a npedoREPAMUGHO UIKDHGAHE HA NHAUHUEHINA
TeXHMUYECKOTO TpeaiokeHre OTrOBaps Ha W3UCKBaHMATA HaA BB3NOKUTENA 10
OTHOLIEHKE Ha Chabpikanue U Gopma U e u3roTeHo 1o Ipunoxenue Ne3 ot obpasuute KbM
npoueaypara u [Ipunoxenue Nel, npeacraBeHo Ha XapTHEH M ONTHYEH HOCUTE.
ITpeanoxenu ca:
e CpOK 3a JIocTaBKa [0 5 (11eT) JIHM, a IPH CMEeLIHH ciydan 10 48 (YeTHpuaeceT 1
OCeM) 4aca OT Noy4araHe Ha 3asB8Ka;
e OCTAThYEH CPOK HA TOJHOCT HA AOCTABEHMTE Je3MH(EKUMOHHM Npernapard He
no-manbk ot 60% oT 001K CPOK Ha TOAHOCT;
V4acTHUKET € MpeJiCTaBul BCHYKH U3UCKYEMHU OT BB3NIOKUTENA JOKYMEHTH, & UMEHHO!
®  NPeOCmaGeHo AKMyanHo paspeuieHue 3a nyckawe Ha nasapa na Ouoyuoew
npodykm uzdadenu Ha ocHosauue Ha Ha wi.l9 om 3axona za sawuma HQ 6PEOHO
6b30€UCINBUE HA XUMUYECKU 6EL{ecined U NPpenapamu;

®  npunodceH uHpoOpMayuoHeH NUcH 3a Ge30NACHOCT CH2NACHO UIUCKEAHUAMA
nHa Hapeobama 3a peda u HAUUHA HA KIGCUDUYUPAHe, ONAKOGAHE U eMUKUpaLe Ha
COULECTIBYBAUU U HOBU XUMUYECKU BEU{eCINGd, NPenapamu u npoOYKmu.;

®  HPULOdCEHU Ca ONUCAHUA, KAMANO3U U MeXHU4ecka crneyuguxayus Ha
ogepupanusm Oe3unexyronen npenapam,

e npedcmaseH e OOKYMEHM 30 OMOPUIAYUA/OMOPUIAYUOHHO NUCMO O

npouzeooumei, yOoCmoeepsIsauj0 npaga 3a NPeoCmasuimencingo u mopeosus Ha

mepumopusma Ha Penybnura Bvneapus om ECOLAB, I'epmarnus;

®  npedcmaseny ca UUCKyeMUme MOCIPU HO 61O U KOTUHECTHEO.

®  HPWIOJCEHO € KONUe HA HOMAPUAIHO 3A6ePeH0 KOnue HA NbIHOMOWHO 34

HI1;
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® /0 C60€ YCMOMPEHUE YUACHHUKLI € Hpedcmasun Oexnapayus, 6 Kosimo
dexiapupa, He MpueMd USUCKEAHUAIA HA  6b3NONCUMENs, HYe Ccd CHAzeHu
3A0BINCEHUAMA, CEBP3AHU C OAHBYU U OCUSYPOBKIU, ONA3BAHE HA OKOIHama cpeda,
3aKPULA HA 3GeMOCTNG U YCA0GUsma Ha mpyo;

e Onuc na npedcmasenume OOKyMeHMU U MOCTHPU.

Komucusara HampaBd MpOBepKa Ha CHALPIKAHHETO HA TEXHMYECKOTO MPEJIOKEHUE
ChOOpasHO M3UCKBAHMATA HA MpOLEAypaTa M YCTAHOBM, Y€ JOKYMEHTMTE HA y4YacTHHKa
OTIrOBapAT Ha U3UCKBAHUATA Ha MPOLEAypaTa U 3aKOHA.

Odepupanusar nesuHdeKIHOHEH Tpenapar CHOTBETCTBA HA HM3HCKBAHMATA Ha
TEXHUYECKaTa CrelU(UKalus KbM JOKYMEHTAlMATa 33 y4acTHE B MPOLeaypata, MnoapobHo
OMMCaH 110 HOMEHKIATYpu B 000coDeHaTa MO3MLMS M KOMMCHATA [IPEMUHA KBM OIIEHKA 11O
MOKa3aTeNs ,,KauYeCcTRO”, CBINIACHO METOAMKATA 34 OLIEHKA OMUCaHa B JOKYMEHTAlMATa 3a
ydactde B mpouenypata nogpobHo onucaHa B Ilpunoxenwe Nel, a olleHkara Ha
TEXHUYECKOTO MNPEAJIOKEHHE € M3BBbpIIeHa M oTpaseHa B Ilpunokenue No2, KouTo ca
HEpas/[Ee/IHM YaCTH OT HACTOSIIUAT MPOTOKO.

Ha 0asa ropeusjiokeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpeJioKeHHe Ha
Y4aCTHHKA 3a OTrOBapsili0 B NbJHA CTEMEeH HA H3MCKBAHUATA HA BB3JI0KHTES,
32J105K€HA B TeXHHYecKaTa cnenH$pukanus Ha Nokymentanusta. C oriien Ha ToBa,
KOMHCHSITA €IHHOAYLIHO pelH, Ye Jgomycka yuyactHuxa "Meguuuncka Texnuka
Hn:kenepuur" OOJl 1o ciaegpam eTanm B NPOUEAYPATA — OTBAPSHE HA IEHOBOTO
npejioxKeHne no odocodbeHara Mo3HIHS.

Nel§ IIpenapamu 3a de3undhekuus Ha 1a6OPAMOPHA CHYbKIAPUS
TexHU4eckoTO NpeaNoKeHUe OTroBaps Ha M3WCKBAHWATA HA BB3JIOKHTENA 110
OTHOLIEHUE HA ChALPKAHKE U GopMa U € u3roTBeHo 1o [lpunoxenue Ne3 ot obpasziure Kbm
npouenypata u llpunoxenue Nel, npeacTtapeHo Ha XapTHEH U ONTHYEH HOCHTEN.
IIpennoxenu ca:
® CPOK 3a JjocTaBKa [0 5 (NeT) AHHM, a MPH CHelIHH ciyvau A0 48 (4eTUpUOeceT U
0CEM) yaca OT I10JIy4yaBaHe Ha 3asBKa;
® OCTAaThy€H CPOK Ha FOJHOCT HA JOCTABEHHTE JE3MH(EKIMOHHU TpenapaTu He
no-marsk oT 60% or 001K CpoK Ha rOHOCT;
VYYacTHUKBT € NPeACTABUI BCUUKH U3UCKYEMH OT Bb3NMOXKHUTEN JOKYMEHTH, 8 HMEHHO:
®  NpeocinaseHo axKmyalHo paspeuieHue 3a NYyCcKawe HA nazapa Ha OuoyuoeH
npodykm uzdadeny na ocnosanue Ha na wi.19 om 3axona 3a 3awuma Ha epeoHo
6b30eliCInGUe HA XUMUYECKU 6ELeCHed U NPenapamiL;
®  NPUNOdCceH UHGOPpMAYUOHEH NUCI 3Q BE30NACHOCI Cb2IACHO UIUCKEAHULMA
Ha Hapeobama 3a peda u HAYUHA HA Kiacuuyupane, oNakogawe u emuxupaHe Ha
CHUECMBYBALYU U HOBU XUMUYECKU 6EWECNEd, NPenapamu u npoodyKmi,;
®  MPUIONCEHU €A ONUCAHUA, KAMAN03U U MEXHUYECKA CHEeYUQUKayus Ha
ogepupanusim desungeryuonen npenapam;
e mpedcmaseH € OOKYMEHM 34 OMOpU3aYUs/OMOPUSAYUOHHO HUCMO OMm
HpOUsB00Umen, YOOCMOSEPASAUI0 NPABA 3G NPeOCHAsUMeICNE0 U MbpPeosus HA
mepumopusima Ha Penybnurxa bvicapus om ECOLAB, I'epmanus;
®  npedcmaseHy ca USUCKYeMUme MOCHPU RO U0 U KONUYECHGO.
®  NPUIONCEHO € KONue HA HOMAPUATHO 306EPeH0 KONue HA NBIHOMOUHO 3a
AL
® N0 c60e YCMOmMpEHUe YUACHHUKBLIN € Hpedcmasun Oexiapayus, 6 Kosimo
Odexnapupa, Ye NpUeMa USUCKEAHUSIMG HA  Eb3NONCUMENs, UYe cd CHA3EeHU
3a0BNACEHUAMA, CELP3AHU C OAHBYU U OCUZYPOBKU, ONA36AHE HA OKOIHAMA cpeod,
3aKpUNa Ha 3aemMocmma u yenosusima na mpyo,
e Onuc Ha npedcmasenume OOKYMEHMU U MOCIPU.
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KomucuaTa Hampagd TNMPOBEpKa Ha ChAbPAKAHMETO HA TEXHMYECKOTO INpPEUTOKEHHE
chOOpa3HO M3MCKBAHMATA HA MpOlEAypaTa M YCTaHOBM, Y€ JOKYMECHTMTE Ha Y4aCTHMKA
OTrOBapsT Ha U3MCKBAHMATA Ha MPOLEIypaTa U 3aKoHa.

Odepupanustr ne3MHPEKUMOHEH MpenapaT CbOTBETCTBA HAa W3WCKBaHMATA HA
TEXHUYECKATa CrelH(pUKAIUA KbM JOKYMEHTALUATA 33 YYacTHe B MpoLeAypaTa, NoApodHO
OIMKCaH MO0 HOMEHKIATYpH B obocobeHaTa Mo3uuus M KOMMUCHATA NPEMHMHA KbM OLEHKA M0
nokasaTejs ,,KauecTBO”, ChITIACHO METOAMKATa 3a OlleHKa OMMCcaHa B JOKYMEHTAlMATA 3a
y4yacTHe B mnpoueaypara nogpobno omucaHa B Ilpunoxenuwe Nel, a oueHkata Ha
TEXHMYECKOTO MNpeJIOKeHHE € M3BbplleHa M oTpaseHa B Ilpunoskenue Ne2, KouTo ca
HepasIe/HY 4aCTU OT HACTOSAIIUAT MPOTOKOJL.

Ha 6a3a ropen3/iokKeHOTO KOMHCHSITA HAMHPA TEXHHYECKOTO NpPENJIOKEHHE HA
YYACTHHKA 32 OTrOBapsilio B NbJHA CTeNeH HA H3HCKBAHHATA HAa BBH3IJOKHTEIN,
3a/I0)KEHH B TeXHHMYeckaTa cnenndukanus Ha Jokymentanusta. C orjex Ha ToBa,
KOMHCHATA €IMHOAYIIHO peumiH, 4e jJonycka yuyacTHuka "Menuuuncka Texnuka
Huskenepuur” OO0l mo caegpamy eranm B NpoLelypara — oTBapsHe HAa LEHOBOTO
npe/iokeHue no o6ocobeHaTa Mo3HIHA.

OIlNe18 Hpenapamu 3a MAWUHHO HOYUCHEATIE

TexXHHYECKOTO MNPEANMKEHHE OTrOBaps Ha W3MCKBAHMATA HAa BB3JNOKHUTENS [0
OTHOIIIEHKHE Ha Chibpianue U Gopma u e usrorseno mo llpunoxenne Ne3A ot obpasuure
KBM mpouietypata u [Ipunosxenue Nel, npeacraseHo Ha XapTUEH H ONTUYEH HOCHTEIL.

[Ipennoxenu ca:

e (CpOK 3a JIocTaBKa A0 5 (MeT) HM, a NPH CHELIHHU Cilydau J10 48 (deTupuiecer 1

0CEM) Yaca OT MOMydaBaHe Ha 3adBKa;

e OCTaThbYeH CPOK HA MOAHOCT Ha JOCTABEHHTE NE3MH(ECKLMOHHH IpenapaTtu He

no-MansK 0T 60% oT ofuiust CpOK Ha TOJHOCT;

VY4acTHUKBT € NPEeJCTABMII BCUUKU U3UCKYEMH OT Bb3TOKHUTENS JOKYMEHTH, 8 UMEHHO:

e 30 ogepupanume MeOUYUHCKU Uzdenus e npedcimasena 6 sasepen npesod EC
oenapayus  3a cwomeemicmeue u ,CE" maprxuposka 6 cwvomeemcmeue c
wzuckeanuama Ha un. 14 wyn 15 om 3MH;

e npedcmaseH e 3a6eper npeeod Ha EC cepmugpuram,

o NpUNOdICEH UHPOPMAYUOHEH NUCH 3a DE30NACHOCI CH2IUCHO USUCKEAHUAMA
na Hapedbama 3a peda u HQuuHa HA KIACUGUYUPAHE, ONAKOBAHE U emuKxupane na
CBUECBYEalll U HOGU XUMUYECKU 6EU{ECINEA, NPenapamu U NPoOYKini,

®  MPUIONCEHU Cd ORUCAHUS, KAMAQIO3U U MEXHUYecKa creyuurayus Ha
oghepupanuine Oe3uHpexyuonHy NPenapam;

e  mpedcmaseH e OOKYMEHM 3a OMOPU3AYUA/OMOPUSAYUOHHO HUCMO O

npouzcooumen, YOoCmoeepasayo npasd 3a NPeocmasumencmeo U muvposus Ha

mepumopuama na Penybnuxa bvazapus om Borer chemie, Ilsetiyapust,

®  NPUTONCEHO € KONUe HA HOMAPUATHO 3G8EPEH0 KONUe HA NbIHOMOUHO 3d

UL

® 10 C60e YCMOMpEeHUe YYACMHUKDIM € NpeoCcinasun 0exnapayus, 6 Kosmo
Oexnapupa, ue NpuemMd UUCKGAHUAMA HA 6b3NOJICUMENSL, He Ca CHO3eHU
3A0BINCEHUSING, CEBP3AHU ¢ OAHBYU U OCUZYPOBKY, ORA36AHE HA OKOTHAMA Cpeoq,
3AKPULA HA 3AeTROCIING U YCI08Usma Ha mpyo;

e Onuc Ha npedcmasenume OOKYMeHmMU U MOCHIPU.

KoMucusaTa HanpaBy TMpoOBepKa Ha CHOBPKAHHETO HA TEXHMYECKOTO MPe/IoKEeHHe
ch0Opa3HO M3MCKBAHMATA HA MNpOLEAypara M YCTAHOBM, 4Y€ JIOKYMEHTMTE Ha Y4acTHHKA
OTTOBApsT Ha M3MCKBAHMATA HA MPOLE/ypaTa U 3aKOoHa.

Odepupanute Ae3MH(PEKIMOHHM MpenapaTd CLOTBETCTBAT HA M3WCKBAHMATA Ha
TeXHHYecKaTa crelrduKauys KbM I0KYMEHTAUMATA 3@ Y4acTHe B MpOLEaypata, nojapodHo

20



OIMMCaHM MO HOMEHK/IATypy B 0DocoOeHaTa Mo3uiMs ¥ KOMHCHATA NPEMHUHA KbM OLIEHKA I10
noKasaTens ,,Ka4eCTBO”, ChINIACHO METOIMKATA 33 OLEHKA OMHCAHA B JOKYMEHTAIMATa 3a
ydactue B mpouenypara moapobno onucaHa B [lpunoskenume Nel, a oueHkata Ha
TEXHHIECKOTO MPEANOKEHHE € M3BbplicHa W oTpa3eHa B [lpuiokeHwe No2, kouTo ca
HEpa3Ae/H| YaCcTH OT HACTOALLMST MPOTOKO.

Ha 62a3a ropems/io;keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO MpelI0KeHHe Ha
YYACTHHKA 32 OTroBapsili0 B MbJHA CTelleH HA M3HCKBAHHUATA HA BL3JIOKHTE,
32/I0KeHH B TeXHHYecKaTa crneudpukanus Ha joxkymentanuara. C orieq Ha Tosa,
KOMHCHATA €IWHOOYIIHO peluH, 4e Oonycka ydacTHuka "Megununcka Texnuka
Hnkenepunr" OO/l 1m0 cieisaumy eram B npoueAypaTta — OTBapsiHe HA HEHOBOTO
npeajioxeHne no ob6ocobeHara no3MMUs.

C ToBa na 08.05.2020r., Ha3Ha4YeHATA OT BBINOKHTENS KOMUCUS MPUKJIIOYH CBOSTA
paGora Mo pasrieXnaHe HA TEXHHYECKHTE MPEIJIOKEHHS Ha JOMyCHATHTE YYAaCTHHLH B
npoleaypara u chetaBu [potokom Ne2,

Ha ocnosanue un. 57, an. 3 ot IMI13011 koMucHaTa ONpejied faTa, 4ac H MICTO Ha
OTBapsHe Ha LeHOBUTe npeanoxenus - 14.05.2020r. ot 12:00 yaca, B ronsMara 3ana Ha I
eraxk 8 MbAJL ,JI-p Aranac Jlaposcku AJl Kbpmkanu, 3a KoeTo mpefmpue neicTBus 3a
YBE/IOMSIBAHE Ha YY4CTHULIUTE B MPOLIELYpaTa.

o~

\

\ %

3AJINMEHO HA OCHOBAHME

KOMUCHUA:

Ipencenaren:
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Hpunoncenue ol kvm Mpomoxon Ne2 om deiinocmma na Komucuama nasnauena cvc 3anosed Ne56 om 27.01.20202. na H3nvanumennus oupexmop na MBAJI "J-p Amanac Jadoscku”
AJ] 2p. Kvposcanu 3a pasznevcoane, O4enKa u K1acupane na Noay4Henume ogepmu ¢ nyousno CbCmesanue 3a 6v3nazane na obuecmeena nopvuxa c npeomem: "[focmaeka na
deaunexyuonnu npenapamu 3a nysncoume na MBAJI "/I-p Amanac Jagposcku" AN, 2p. Kvposicanu - oyenKa na mexnuueckono npeonoxcenne no noxazamena "Kauecmeo"

C o T HMme va pupmara
Ne o pex |JdesundexkumonHu npenapatu THproecko HaHMEHOBAHHE TAHABRRE S ouieH YYACTHHK
1 Obocobena nosuyun: Ipenapamu 3a Xuzuenna 1 Xupypzuina oesuiexyun Ha pvuye
. OTroBaps Ha W3HCKBAHUATA 6,00 30,00
[penapaTi 3a XUTHEHHA AE3HH(EKIIs Che Aniosgel 800, on. 1 1. ¢ nozaropua nomna MTH OO
1 ChIbpKAHHE HA ATKOXONH HMI CKPYE NP OTrogaps Ha H3HCKBAHHATA 6,00 30,00/ xMH EOO/J1
[penapaTs 3a XUpyYprHvHA AE3MH(EKIHS CBC Aniosrub 800, on. 1 ;1. ¢ 1o3aTopHa IoMna  |OTrOBaps HA H3HCKBaHMATA 6,00 30,00|MTH O0O[
2|chBpiKaHKE HA ANKOXOIH HMI CKPYE NP 0TroBaps Ha W3UCKBAHHATA 6,00 30,00{xMH EOOJT
2 Obocobena nosuyus: Hpenapamu 3a de3unexyun Ha OnEPamueRo noje 1 Kodica
Skinsept color, 0,5 1. OTroBaps Ha H3UCKBAaHHUATA 6,00 30,00 MTH OO]1
[TpenapaTy Ha aIKOXONHA OCHOBA HE ChIbPKALIH
1 |tion - HMI Q CEIIT S OTTOBapA Ha W3UCKBAHUATA 6,00 30.00(xenut EOO )i
TpenapaTu 3a 06paboTka Ha KOKa Mpeau
- |MaHMMyJIAIMH — HA aJIKOXOJIHA OCHOBA ChC
2 ChIBPIKAHME HA MOBUIOH MO HMA MOCTHIHIH 0hepTH
3 Obocobena nosuuun: Hpenapamu 3a Oesunexyua Ha MEQUUUNHCKU HHCHPYMEHMAPUYM
Aniosept Active, om. 5 kr. OTroBaps HA M3MCKBAHMATA 6,00 30,00|MTH OO[T
1|C akTHBEH KMCIOPOL, HMI XAWIT'EH CE OTroBaps Ha M3HCKBAHUATA 6,00 30,00|XMH EOOJ]
HMI ITPO®UK FF CE OTroBapsi Ha M3UCKBaHHUATA 6,00 30,00|XMH EOOJ]
2|C anpexunm /6e3 hopmanmexuy Steranios 2% OTroBapst Ha U3MCKBAHUATA 6,00 30,00|[MTHU OO/1
4 Obocobena nosuyus: Ipenapamu 3a 0e3URPEKYUA HA CREYUATHA MEOUKUNCKA ARAPAMYPA, EHOOCKONCKA anapamypa u MepMONIAOUIRN Mamepuain
HMI [TPO®UK FF CE OTTOBapst HA U3HCKBAHUATA 6,00 30,00{xMH EOOJL
1|Che chappranue Ha angexunu Steranios 2% OTTORAPA HA MIACKRAERATE 6,00 30.00\nri 0O
Aniosept Active OTrOBaps Ha U3UCKBAHHATA 6,00 30,00|MTH OOLT
2| C akrnBen xuciopon HMI IEPOCTEP CE OTroBapsl Ha H3UCKBAHUSTA 6,00 30,00 x M1 EOOJT
5 Odocobena nozuyusn: lMpenapamu 3a 0e3uH@exyua Ha ROCLPXHOCHIU
Deconex 50 FF OTroBaps HA M3HCKBAHUATA 6,00 30,00|MTH OO[L
1| Cobe coappskanue Ha angexumm /6e3 dopmamgexuwy/ (CETPUIUH RD OTrOBAps HA M3UCKBAHMATA 6,00 30,00|XMH EOOJ
2|C axrusen xnop HMI TABHJIE3 56 OTroBaps Ha W3HCKBAHMATA 6,00 30,00|MiTH 0O D
Surfanios Premium, Ty0a 5 1. OTTOBApPsA Ha H3IUCKBAHUATA
3| bes anpexuan, heHONH ¥ XJIOP CETPUIMH EKCTPA KM OTroBaps Ha M3HCKBAHUATA 6,00 30,00 XMH EOO]JT
be3 aniexuIy Ha OCHOBATA Ha YETBEDTUYHU Incidin Pro, Ty6a 6 1. OTrOBApA Ha WsHcKRamT 5,00 30.00mru 001t
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4|amonvienu chemuaeHns /YAC/ CETPUJIUH EKCTPA KM OTroBapsi Ha H3HCKBAHUATA 6,00 30,00/ XM EOOJT
ITpenapar 3a ne3uH(EKINA BbB BHCOKO-PHCKOBH Anios Oxy'Floor OTroBaps Ha H3UCKBAHUATA 6,00 30,00|MTH OO[1
5|3onu HMI XAWUT'EH OTroBaps Ha M3HCKBAaHMATA 6,00 30,00|XMH EOOJT
HMI JIEHTACIIPEIA OTrOBaps Ha M3HCKBAHMATA 6,00 30,001 xMH EOOJT
Tlpenapatn 3a nesuH(peKH HA TPYIHO TOCTBITHH
6|n0BBPXHOCTH Medispray Neutral e e 6,00 30,00mTH 00
IIpenapaty 3a ne3nndexuns Ha TpyaHO nocTbHu  |HMI JIEHTACIIPEN OTCTpaHeH
7|MOBBLPXHOCTH /Be3 ChabpPKaHHE HA ANTKOXOIH/ Incidin OxyFoam S OTTOBaps Ha H3UCKBAHHATA 6,00 30,00|MTH OO/]]
Kbpnu 3a mouncTBaHe Ha TPYAHOAOCTHITHA
8|noBBpxHOCTH Incidin OxyWipe S OTrOBAPS Ha H3NCKRAHNATA 6,00 i MTH OO/
6 Obocodena nozunyua: Mpenapamu 3a Oe3uHgheKuun Ha Kyebo3u
1| Bes ceabpikanne Ha aIeXUIH, (PEHOIH U XJIOp Surfanios Premium, Ty6a 5 n OTroBaps Ha M3NCKBaHUATA 6,00 30,00|MTH 0Op1
7 Obocobena nosuyusn: Ipenapamu 3a de3unexyus na Kyxnencku ogucu, nocyda u HpUOOpU 30 XpPaHeHe
1| Cbe chappikanne Ha XI0p _E_<: TABH]IE3 56 _o,:dwmﬁm Ha M3MCKBAHHATA _ 6,00] 30,00{XMH EOO]],
8 Obocobena nosuyus: Hpenapamu 3a dezundexyus na niodose, 3erenyyyu
1| Che chabpKaHME Ha HATpUEB JuxJopusoumanypar |HMI TABHUJIES 56 OTFOBAPS HA M3HCKBAHWATA i 36,00 XMH EOO]T
9 Obocobena nosunun: lpenapamu 3a desundpexyus Ha GoNRUYRO Geabo, pabomno obAeKI0 U MeKCmuN
1| Cbe chabpkaHue Ha AKTHBEH XJIOP. |HMI TABHMJIE3 56 _oﬂdmm_u: Ha M3HCKBAHHATA _ 6,00} wo“oo_vn,\:\m EOO]]
10 Odocodena nosunua: Hpenapamu 3a desunexyun na pabomuu o6yexu
1| Cbe choabpkaHNe HA AKTUBEH XJIOP [HMI TABHJIE3 56 |orroBaps ma msucksanusta [ 6,00 30,00|XMH EOOJI
Qbocovena nosuvusn: Ipenapamu 3a desunpexyun na Kodu 3a 6umMos OMNAOLK
11
1| Coc chappkaHue Ha aKTHBEH XJIOD |HMI TABMJIE3 56 lotroaps na nsnckeanusra | 6,00} 30,00{XMH EOOJT
Obocobena nozuyun: Ipenapamu 3a de3unpexyus na cexpemu, exckpemu
12
1|Che chabpkaHne Ha aKTHBEH XJIOp [HMI TABHJIE3 56 _oq_dwm_um Ha M3HCKBAHMATA | 6,00} mouoo_xy\:\a EOO/[
13 Qbocovena nosuyun: Hpenapamu 3a Oe3unexyun na peiepgoapu 3a RuUmMeling ¢oda
1| Cbe chabpkanue Ha HATpHEB OHXIopH3owuanypar |HMI TABHUJIE3 56 FURE I SRR i 30,00 XMH EOO[
14 Obocobena nosuyusn: Teunu canynu 3a npedonepamueno U3Kvneane Ha RAYUenma
Dermanios scrub chlorhexidine 4% 0TroBaps HA H3HCKBAHHSATA 6,00 30,00(MTH O0O[]
1{ Cnc chIBPKAHKE HA XJIOPXEKCHIHH HMI CKPVYE KJIACHK OTroBaps Ha H3UCKBAHUSATA 6,00 30,001 XMH EOONT
15 Obocobena nosuyun: Hpenapamu 3a desundexyus na 1abopamopna cmvrIapun
1|Cobe coabpikanne Ha angexuzn /6e3 Gopmangexun/ |Deconex 50 FF s 500 0.0 MTH O0[1
16|O6ocobena nosuyua: Mpenapamu 3a desundexyus Ha Iuzasuna
1| Cnbe chaspikanie Ha XJIOPXEKCHIHH [XJIOPXEKCHIMH TTIOKOHAT 20% |otrosaps na nsnckeannsTa _ 6,00] 30,00{XMH EOO/JI
17| Obocobena nosuyua: Mapagopmandexudnu mabremru 3a CHIEPUNHO COXPaNenue

[Tapadopmannexnnay TabneTky 3a CTEPUIHO

—

CbXPaHCHHE

HAIMA NOCTHLINUIN ohepTH
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18|06ocodena nosuyus: IMpenapamu 3a Mawunno noyucmeane

KoMOHHHMpaH ankanHo-eH3MMEeH MOYHCTBALL
OTroBaps Ha U3UCKBAHUATA 6,00 30,00
1|npenapar 3a MOIUMHHO IOYUCTBAHE Deconex Prozyme Alka MTH OO]]
: : OTroBaps Ha M3MCKBAHUATA 6,00 30,00
2|{HeyTpanusmpai npenapar 3a Maiuypoa sanuesnanaNeconex Mineralacid P ’ > |MTH OOJ

R
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Hpunoxcenue Neo2 xom IIpomoron Ne2 om deitnocmma na komucuama nasnaiena cvc 3anoged Ne56 om 27.01.20202. na Hamvanumennus oupexmop va MBAJT "/J-p Amanac
Haoscru" A 2p. Kvpoocann 3a pasznexcoane, OUeHKa u KIAcUpane Ha HOIy4eHume odepmu 8 nyGIuUNO CobCME3anIe 30 6b31a2aNe 1A 00U{ecmeena NopyuKa ¢ npeomem:
"Jocmagka Ha de3unexyuonnu npenapamu 3a nyycoume na MBAJI "/I-p Amanac Jaoscku" AL, zp.Kvponcanu - oyenka Ha mexuuueckomo npeoodicenue

Touxku no Touxu no |OQ6wo
Konuenrpauus noxaszatensi |mokasate |monyuenn [Fme Ha
Ha paGoren "Bpeme3a |as TOYKH ¢upmara
|t mo pd Aesundexunonnu npenaparu THPropcKo HAHMEHOBaHHEe  |pa3TBOp Excno3uuus exccnoznnus ' |"Kaveers [npu YYACTHHK
1 |O6ocobena nosuyus: Hpenapamu 3a Xuzuenna i Xupypusna desun(eKyun na poue
Aniosgel 800, on. 1 1. ¢
J103aTOpHA MOMIIa I"oTOR p-p 30 cexk. 10 30 40|MTH 001
[Ipenapary 3a XurueHHa Ae3HHOEKIHSA ChC 30 cexynnu 3
1 |chappikaHue HA alNKOXOIH HMI CKPYE NP roToe pasteop  [(1,5+1,5) MuHyTH 10 30 40| XMH EOO[
Aniosrub 800, on. 1 ;1. ¢
JI03aTOpHA [IOMIIa I'otoB p-p 2 x 45 cek. 10 30 40]MTH 001
INpemaparu 3a XHpypruyua nesMHperms cbe 30 cexynnu 3
2 [cpampicaHHe Ha aNKOXO/M HMI CKPYE NP rotoe pazreop  [(1,5+1,5) munytu 5 30 35|XMHU EOOJ]
2 |O6ocobena nozuyua: lpenapamu 3a desundexyusn na onepamueno none U Koxea
ITpenaparty Ha aTKOXOJIHA OCHOBA He
CBABPIKAINHN HOJ - Skinsept color, 0,5 1. I"oTOB p-p 2 x 60 cex. 10 30 40|MTH 00/
20 cexynnu/ 1
IIpenapat Ha alnKOXOJIHA OCHOBA HE MHHYTa/ABYKPATHO/2X
1 |ceaBpkauu ion - HMI Q CEIIT S roros pasrsop |1 mun./ 10 30 40{XMH EOOQ
[Ipenapaty 3a 0dpadoTka Ha KOXKa Mpeau
2 |maHunmymanmu — Ha aNTKOXOIHA OCHOBA ChC HAMA NOCTHININ othepTH
3 |Ob6ocobena nosuyusa: Mpenapamu 3a deaundhexyun na MeOHYUHCKU UHCHPYMEHMAPUYM
Aniosept Active, on. 5 kr. 0,005(15 mun. 10 30 40|MTH OO]],
1 |C aKkTHBeH KHCIOPOX HMI XAHUT'EH CE 0,01{30 munyTn 5 30 35|XMH EOOQ
HMI MMPODUK FF CE 0,01{60 munyTH 10 30 40|XMH EOO[
2 |C anpexunu /6e3 dpopmanmexun/ Steranios 2% ['oToB p-p 60 mMuH. 10 30 40|MTH OO[1
4 |Obocobena nozuyun: llpenapamu 3a deunexyiun Ra CREYUATHA MEOHWHHCKA ARAPAMYPA, eHOOCKORCKA ARAPAMYPA U MEPMONAOUIRE MAMEPUATU
HMI I[TPODUHK FF CE 0,06/60 MunyTH 10 30 40|XMH EOOJ]
1 |Chc chabpixaHue Ha AIEXHIH Steranios 2% I"oToB p-p 60 MHH. 10 30 40|MTH OOQ
Aniosept Active 0,005]15 mun. 10 30 40|MTH 001
2 | C akTHBEH KHCIOPO, HMI TTIEPOCTEP CE 0,02]15 MunyTH 10 30 40|XMH EOO[
5 |Obocobena nosuyun: Hpenapamu 3a desungexyin Ha ROGHPXHOCHIU
Che chABpOKaHie Ha anaexunu /6es Deconex 50 FF 0,0025|60 mun. 10 30 40|MTH OO,
1 |dbopmanpexun/ CETPHMJHWH RD 0,01{60 MmuHyTH 10 30 40| XMH EOOJT
2 |C aKTHBEH XJ0p HMI TABHJIE3 56 30 MuHYTH 10 30 40[XMH EOOQ
Surfanios Premium, tyba 5 . 0,0025)60 mun. 10 30 40|MTH OOJ1
3 be3 annexumy, GEeHOIH H XII0p CETPUIWH EKCTPA KM 0,01]20 MuHyTH 10 30 40| XMHA EOOJT
be3 angexuan Ha OCHOBATA HA YETBBPTHYHH Incidin Pro, Tyba 6 1. 0,01/60 MuH. 3,33 30 33,33|MTH OO0
4 |amoHueBH chenuHeHus /YAC/ CETPHUJIMH EKCTPA KM 0,01]20 MunyTH 10 30 401 XMHU EOO]]
[Tpenapar 3a nesuH(exiUa BbB BHCOKO-pHCKOBU| Anios Oxy'Floor 0,005]15 muH. 10 30 40|MTH OO[]
5 |zoun HMI XAWI'EH 0,02]15 MuHyTH 10 30 40|XMH EOO[]
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Ipenapaty 3a Ae3vH(pEKINUA HA TPYIHO HMI JEHTACITPEH roToB pasteop |15 cexynam/ 1 muHyTa 10 30 40|XMHU EOOJT
6  |DocTBNHHM NOBBPXHOCTH Medispray Neutral I"oToB p-p | MHH. 10 30 40|MTH 001
[Mpenapary 3a ge3uH(eKUUs HAa TPYIHO HMI JJEHTACITPEX OTCTPAHEH
7 |mocrenHu nopwspxHOCTH /0€3 chabpkanre Ha  |Incidin OxyFoam S I"oToB p-p 15 MuH. 10 30 40{MTH 001
Kbpnu 3a moyncTBaHe Ha TPYAHOOOCTBITHH I'oToen 3a
8 [mopmpxHOCTH Incidin OxyWipe S yroTpeba 30 muH. 10 30 40|MTH OO
6 |Obocobena nozuyun: Hpenapamu 3a 0e3unexyin Ha Kyevo3u
1 | Be3 chapprkanue Ha angexuu, pesons u xaop |Surfanios Premium, Ty6a 5 1 0,0025|60 muH. 10 30 40|MTH OO0[1
7 |Obocobena nozunua: lpenapamu 3a de3unpexyua Ha KyXHeHCcKy ofucu, nocyda i npudopu 3a xpavene
4g na 10 nutpa
1 CBe CHABPIKAHHE HA XJIOP HMI TABHUJIE3 56 BOJA 30 MHHYTH 10 30 40|XMH EOOJI
8 |Obocobena nosuyua: lpenapamu 3a desundhexyun ina niodose, 3eneHUyyl
CBC ChOBpIKaHHE HA HATPHER 4g na 10 nmuTpa
1 |mmxnopusoumanypar HMI TABHUJIE3 56 BOZA 30 MHHYTH 10 30 40| XMH EOOJ
9 |Obocobena nozuyus: lpenapamu 3a 0e3unperyun na 6ONHUYHO Benbo, pabomio 00NEKI0 i MeKCHI
4g na 10 nutpa
1 CBC ChAPPIKAHHE HA AKTHBEH XJIOP. HMI TABHUIE3 56 BOJA 30 MuHYTH 10 30 40| XMW EQO/[
10 |Obocobena nozuyua: Ilpenapamu 3a dezundhexyun na pabomnu 06ysKu
4g na 10 nurpa
1 CBC CHABPKAHHE HA aKTHBEH XJIOP HMI TABMJAE3 56 BOAA 30 MHHYTH 10 30 40| XMH EOO[
11 |Obocobena nozuyun: Ilpenapamu 3a desunghexyus na koghu 3a bumos omnadvx
4g na 10 nurpa
1 | Cbe chabpskaHue Ha aKTHBEH XJIOP HMI TABMAES 56 BOJA 30 MHHYTH 10 30 40{XMH EOO]],
12 |Obocobena nozuyus: Hpenapamu 3a desungpekyun Ha cekpemu, eKcKpemu
1 |Coe coabpixanve Ha aktuseH x10p [HMI TABMJIE3 56 [4g na 10 murpa 8d30 MuHyTH 10] 30] 40[XMU EOOJT
13 |Odocobena nosuyun: lpenapamu 3a de3unekyus na pesepeoapu 3a hiumeiina ¢oda
Cbe ChObpIAKAHHE HA HATPHEB 4g na 10 nutpa
| | aMxnopH3oUHaHypaT HMI TABUES3 56 BOJA 30 MuHyTH 10 30 40|XMH EOOJT
14 |Obdocobena nozuyun: TeuHu canynu 3a npedonepamueHo UIKbNEane Ha nayuenma
Dermanios scrub chlorhexidine
4% l"oToe p-p 30 cek. 10 30 40|MTH 001
1 | Cec chappkaHKue Ha XITOPXEKCHAMH HMI CKPVYE KJIACHK rotoe pasreop |30 cexynaw/ 3 MMHYTH 1,67 30 31,67|XMH EOOJT
15 |Obocobena nozuyua: IHpenapamu 3a dezunghexyua na 1abopamopHa CHIbKNApUA
CbC ChabpIKaHHE HA anfexuam /6e3
1 |dbopmannexun/ Deconex 50 FF 0,0025]60 mMuH. 10 30 40|MTH OO0/,
16 |Obocobena nozuyun: Hpenapamu 3a 0esunpexyua Ha 1u2aeuya
XJIOPXEKCHOWH ynorpebsBa ce cliel
1 | Cbe chabpikaHue Ha XJIOPXEKCHAMH [JIIOKOHAT 20% 0,0005|u3cTupane 10 30 40|XMH EOOJ
17 |Obocobena nosuyun: Hapafopmandexudnu mabiemxu 3a CMEPUIHO COXPAHCHUE
[MTapadopmanaexuanu TabNeTKH 33 CTEPUIHO
1 |cBxpaHeHue HAMA NOCTHLIAIH 0fepTH
18 |Odocobena nosuyua: Ipenapamu 3a MQWIHHIO ROYUCGANE
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KomOuHHpaH ankanHo-eH3MMEH TOYHCTBAIL
npemnapar 3a MOIIMHHO TMOYHCTBAHE Deconex Prozyme Alka 0,005)10 muH. 10 30 40|MTH 00]]
Heytpanuzupam npenapar 3a MOLIMHHO
MOYHCTBAHE \ Deconex Mineralacid 0,003|2 mMun. 10 30 40|MTH 00T
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