Oopazey Ne 11
TEXHUYECKO INPEAJIOKEHUE 3A U3IIBJIHEHUE HA I[IOPBYKATA

A3z, nonynoanucanust/ara Pymen Jlrobomupos CToHKOB
B Ka4ecTBOTO cH Ha Ynpasuren Ha ., JJJIJI-1* OO/

(ORBACHOCM HA NPEOCMAagiABAUUS) (HOaUMEHOBAHUE HA YHACHIHUKG)

C HACTOALIOTO MPEACTaBiAM CJIEJIHOTO TEXHHYECKO MpPENIOoKEHHWE 3a M3IBJIHEHHE Ha
obmiecTBeHaTa Mophruka OT oOfBeHaTta oT Bac mnponeaypa ¢ mnpeamer: ,JM3sbpuiBane Ha
JIe3MHCEKLIM ¥ IepaTh3aliud Ha crpaaute Ha ['naBHa aupexuus . M3nbeiHeHHe Ha HaKa3aHUATa U
TEPUTOPHATHUTE U CTYKOH™, 10 000COOEHH TOZULMH

AEKJIAPUPAM, YE:

1. Tlpu onpenensHeTo HU 3a U3MBJIHUTEN Ha 0OILIECTBEHATa MOphuka o O6ocobeHa mo3uIus
Ne 9 - ,'’THUH, 3aTtBopa rp. Codus, 30 Kpemukosuu, 30 Kazuuene, Apect M-p Bexkuicku
u Apect I.M.JIHMHTPOB ¥ NPHJIeKALIHTE TEPHTOPHAIHH CJYKOH“ U CKIIOYBaHE HA JOTOBOD,
npe3 IUIOTO MY BpeMeTpacHe Iie NpeaocTaBAMe YCIYTH 0 Je3MHCEKLHs W JAepaTu3alus Ha
ol 0T 24497 KB. M. /nocovenama niouy 8 NbIHOMO ONUCAHUE HA NpeoMema Ha NoPvbYKama no
cvomeemuama obocobena no3uyus/, B CHOTBETCTBUE C BCHYKH JEHCTBAalld HOPMAaTHUBHHU
M3MCKBaHMS, pErIaMEHTUPAIIH MTPEOCTABIHETO UM, M M3NCKBAHUATA MTOCOYEHH OT BB3JIOKUTE/IA.

2. Ilpe3 wanoTo BpeMeTpaeHe Ha [OroBopa II€ MpelocTaBAME YCIyruTe, ChoOpasHo
M3MCKBAHUATA HA BB3IOKHMTENS, MOCOYEHH B ITBJIHOTO ONHMCAHHME HA MpeaIMeTa Ha IMopbhbyKaTa,
TEXHMYECKUTE CIIelU(UKALIUU OT JOKYMEHTALIUATA 32 YYaCTHE U CHIVIACHO OMUCAHOTO 10-A0IY:

3. U3nmbiHEHHUETO Ha OPBYKATA CE U3BBPIIBA NP CIEAHUTE YCIOBUA:

3.1. Ilpu obOpabGorkata Ha IUIOIIMTE M3IMBJIHUTENAT IIE M3I0JA3BaMe OMOLM/IHM Iperapari,
KOMTO ca cHa0JeHM ¢ paspelleHHe 3a MyCcKaHe Ha Mmasapa, M3JaJeHo oT MHHHUCTepCTBO Ha
3/paBeona3BaHeTo 1o peaa Ha 1.1V, pasaen I or 3akoHa 3a 3amuTa OT BpeAHOTO Bb3/I€HCTBUE HA
XUMUYHUTE BEIIECTBA W CMECH M I[10/[3aKOHOBHUTE aKTOBE 3a OCHIYpsABaHE Ha 3JpaBe H
6esonacHocT npu pabota. [IpenapaTute 3a U3MbAHEHHE MpEeIMETa Ha MOPHUKATA ca pa3pelleHH
3a rpejyiarabe Ha nasapa u ynorpe6a B PenyOinka buiirapus.

3.2. U3mpaHuTeNAT U3BBPIIBA AeHHOCTH 1O rpaduk 3a JI/1 v no 3asBka Ha Bb3iioxurens, npu
PErUCTPHPAHO HATHMYKME HA WHCEKTH, MPU3AYU U JPYTH BPEIUTEIU, B CPOK OT 24 (IBajeceT u
4eTUpM) Yaca OT II0JIy4aBaHETO Ha KOHKpeTHaTa 3asBKa. 3asBKaTa ce I10jaBa OT CTpaHa Ha
BB310KuUTENS OT ONpEae]eHO TO HEro JIBKHOCTHO JHle. IIpM Bb3HMKBaHE Ha HM3BBHpPE/IHA
HEOOXO0IMMOCT, M3MBJIHUTENIAT CJEBA Ja CE OT30BE HE I0-KbCHO OT 12 (aBaHajecer) yaca OT
10/laBaHeTO Ha CUTHAaja.

4. Tlo oTHOUIEHHE M3WCKBAHUATA KBM MpernapaTHTe, ¢ KOMTO 1€ C€ W3BBLPIIBA yCiyrara W
yrnorpebara uM:

4.1. Jle3anHCEeKIIMK U JepaTH3alMU IIE C€ M3BBLPIIBAT ¢ OHMOLIMIHM MpenapaTd, pa3pelieHu 3a
[yCKaHe Ha mnasapa 0T MuHUCTBpa Ha 3/paBeOla3BAHETO WM  VIIBJIHOMOIUEHO OT HEro
JUIB)KHOCTHO J1Mle 1o pena Ha rnasa IV, pasupen [ or 3akoHa 3a 3amura OT BPEAHOTO
BB3JICIHCTRIE HA XMMHUUYHHUTE BEIIECTBA U CMECH.

4.2. 11 neitHoCTHTE ¢ GMOIMIHYU Mperapary I1Ie e U3BLPIIBAT TPH Cla3BaHE Ha YCJIOBUATA Ha
M31aJIEHOTO paspellleHde M Ha W3UCKBAHMATA, IMOCOYEHM HA €THKeTa Ha ONaKoBKAaTa Ha
npenapara.



4.3.Tlpenapature e ce ChXpaHABAT B 3aKTIOUYBAII Ce mkadose, 6e3 BE3MOKHOCT 3a JOCTHIT
Ha BBHIIHH JIMIIA.

4.4.Tlpu usnon3pare Ha npenaparure 3a A1 nefiHocTH 1me ce CrasBaT CTPUKTHO VKazaHuTe oT
HMPOU3BONUTENA HAMHHH Ha YNOTpeba — 103a, KOHLEHTPAIHS H BpeMe Ha eKCITO3HLLI.

4.5.Tlpu neftnocTy ¢ GUOLMIM 1Ie ce CrIa3BaT CTPUKTHO MEPKHTE 3a O€30MacHOCT npu padora.

4.6. U3non3BaneTo Ha GHOIMAHKTE [IpETapaTy 1e ChbOTBETCTBA HA MOCOYEHUTE B €THKETA HA
OIaKoBKaTa 00J1aCTH Ha NPUIOKEHHUE W HAYUH HA yrotpeoba.

4.7.Hama na ce wusnomssar IIpEIIapatd ¢ HM3T€KBJI CPOK Ha TOJHOCT, IOCOYEH OT
NPOH3BOAUTES.

4.8.1lpu BB3MOKHOCT 1IE ce mpuiara KOMOMHMPAHO M3MOJI3BaHE HA MEXAHMYHH, XHMHYLH U
OHOIOrHYHM cpesicTBa 3a 60p6a ¢ YWIEHECTOHOIH U rpU3aym.

5. Io OTHOLICHHE Ha 3a/IbJDKUTE/IHUTE W3UCKBAHMS OTHOCHO H3BBPILUBAHUTE HE3UHCEKUUMH U
A€paTH3al1u;

5.1. A1 neiiHoctute me 6baar M3BBPUIBAHH CaMO OT JIMIA, TPHUTEXABallld Heo6XoauMarTa
npodecHoHaIHa paBocnocobHOCT 3a PBKOBOJMTC/IM M M3IIBJIHHUTEIN HA MOCOYEHUTE JeHHOCTH.
NoIydeHu 1o pena Ha Hapen6a No 3/24.01.2005 r. Ha M3.

5.2.1lpu u3BbpiBaneto Ha JIJ] meifHocTy me OBJaT cnasBaHK W3UCKBAHMATA HAa 3aKOHa 3a
0€30IlaCHH U 37PAaBOCIOBHY YCIIOBUA Ha TpYyZ, 3aKOHa 3a 3allUTa OT BPEJHOTO BH3jIeHCTBHE Ha
XHUMHTHHUTE BEIECTBA H CMECH U I10/[3aKOHOBHTE HOPMATUBHH aKTOBE 34 OCUT'YpsIBAHE Ha 3JIpaBe
H Oe3omacHocT npu pabora.

5.3. JIunara, usespusamy JIJ 1efHOCTH 116 H3MI013BAT camo pasperenu or M3 npenapary.

5.4. buonuaHKUTe Npenapaty e ObaaT CbXpaHABAHM B IIOMEUICHUSA, HEAOCTHIIHN 32 BLHIIHH
JMua.

5.5.IloaroToBkata Ha npenapatute 3a padoTa 1ie ce 3BLPIIBA B IOMEIEHHS, HENOCTHIIHM 33
BBLHILHH JIHIIA.

5.6.11pu npoBexxaane Ha odpabotkure no /1, mie ce cnaspar WU3HUCKBAaHUATA 3a OIla3BaHe Ha
OKO/IHaTa Cpelia OT 3aMbpcsiBaHe ¢ GHOLMAM U 31paBETO Ha Xopara.

5.7. U1 neitHocTute me 6Guaar NPOBEKIaHY B CBOOOIHU OT XOpa IIOMELIEeHHS.

5.8.Cnyxutenure Ha W3NBIHWTENs e NMPOCIEABAT e(PEKTUBHOCTTA HA HM3BBPIIECHHTE
00padoTKH.

5.9. e 6baat cniazBanu TMpEANasHATE MECPKH TIPH yNoTpeda, TPaHCIOPT U ChXpaHEeHHe Ha
npenaparure 3a JIJ] neitHocTh.

5.10. Lle ce crmeau cTpUKTHO nataTta Ha ITPOU3BOJICTBO U CPOKA HA T'OTHOCT HA U3MOJ3BAHUTE
3a 00paboTkuTe npenapary.

5.11. Jlnnara, u3BbpIIMIN 1€3UHCEKIIH U ACpaTH3ALNH, € CHCTABAT MPOTOKOII 110 00paselr
ChIilacHo npunoxenue Ne 4 Ha Hapen6a Ne 3/24.01.2005 r. 3a YCIIOBHATA U pejia 3a U3BBPIIBaHE
Ha Je3MH(EKLNH, IE3MHCEKLNN M JCPATU3ALUHN, B J[BA €IHOO0pa3HK eK3eMILIIpa — 110 eIUH 3a
U3IIBJTHHTES U BB3JOKUTEIIS.

6. llpuemaMe CpoKBT Ha H3IIBIHEHME HA IopbukaTa 1a € 24 (aBagecer u YETHPH) Mecera,
CUMTAHO OT JaTaTa Ha NOJIUCBAHE Ha J0roBopa ¢ Bh3aokurers.

7. TlpruemaMe roCOYEHATa OT BB3NOKHTEIIS NIEPHOAHYHOCT Ha YCIIyTHUTE:

7.1. llepaTusatius — M3BBPIBA Ce JBA THTH F'OJTUIITHO.



7.2. Jle3nHCceKLUs — M3BBPILBA C€ HIECT ITBTH I'OHIITHO.

8. Ilpuemame Ja U3BBPIIBAME JOIBIHATEIHH YCIYTH, 8 HMEHHO: H3BBPIIBAHE HA W3BBHpEIHH
ACHHOCTH 10 JIC3MHCEKLMS M JepaTH3alus NP B3HMKHAZA HEOGXOTMMOCT (Hamp. [pu
YBEIHYaBaHE Ha TMoNyjlalusra) B pabOTHHTE MOMEINEHHS Ha aAMMHHCTPATHBHO-OMTOBHTE
Crpany, obexTure ¢ OOMIECTBEHO MpeHA3HAYCHHe W HA OTKPUTHTE NPWICKAIM IUIOMH Ha
BB3JI0KHUTEJIS.

9. Ilpuemame na u3BbpiiBame AeiiHoctute 1o J{J] ChbriacHo MOCOYEHOTO B IBIHOTO ONHCAHNE
Ha TpeiMeTa Ha MophuKaTa, MU3UCKBAHUATA HA TEXHMYECKUTE Crelu(UKAlMM U 1O 3asiBKa Ha
Bb3ioskuTens, Npu perucTpupaHo Haluyue Ha MHCEKTH, TPH3aud 1 APYTH BpEJIUTENH, B CPOK OT
24 (nBajieceT M yeTHpPH) Yaca OT MOJIYYABAHETO HA KOHKPETHATA 3asBKa. 3asBKATA ce nojasa ot
CTpaHa Ha BB3/IOXKHTENs OT ONpeleneHo0 OT HEero ANBKHOCTHO juie. [Ipd Bb3HHKBAaHE HAa
U3BBHPE/IHA HEOOXOAMMOCT, IIPHEMAME Jla C& OT30BEM He M0-KhCHO OT 12 (sBaHazeceT) yaca oT
MOJJaBaHETO HA CHIHAJIA.

10. IleKnapHpaMe, € CME B CBCTOSIHHE [1a MU3IIBJIHHUM IIOpBYKaTa B IMBJIHO CBOTBETCTBHE C
IFOPCOITMCaHOTO TEXHUYECKO PEUIOKEHUE.,

M3BectHa Hu e oTropopHocTTa 1m0 wi. 313 or Haka3aTelHHAT KOAEKC 3a MOCOYBAHE HA
HCBEPHH IaHHH B HACTOALIOTO NPEIOKEHHUE 3a H3IIbJIHEHHE Ha TIOPHUYKATA.

[TPUIIOXKEHVIST:
1.Onucanme Ha npenapatute, KOMTO € Ce
M3I0JI3BAT NPH BCEKH BUJ 00paboTKa, HaYMHa Ha
ynorpeba, KakTo M 3aBepeHHM KONMS Ha
paspelIeHusTa 3a IlyCKaHe Ha Iasapa;

Jara: 01.06.2016r.

(ume, avuaus u ONbIUCHOC HA NPEOCMABIABAUUA YIACTAHUK)
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Onucanne Ha npenaparure,

KOHTO 1I€ Ce U3MM0/I3BAT NPH BCEKH BUJ 00padoTKa

U HA4YMH HA ynoTpeoda

1. lesuncexums /xnebapkn/

OGpaboTkuTe ce U3BBLPIIBAT MO rpaMK YTBBPIAEH OT BB3TOKHTEIS.

Ha4un na o6paboTBane — BraHa Ae3MHCEKIIHS C [penapar ¢ ocTaTb4HO JeHCTBHE.
ITpenapar:

Bun na npenapara - Angadan 10 CK

AKTHBHO BELIECTBO - anda-IunepMeTpis

[Ipennasnauenue - 3a KOHTpoN Ha X1ebapKy u MYXH

Hauun wa npunarawe - npumara ce xato Bozen pasTBOp 4pe3 ONPBCKBAaHE C PHYHH

HPBCKAIKH. Cranmaptha 103a - cnaba 3aceneHoct: 12.5 mi npenapar B 5 1. Boaa 3a 100
2
M", CHJIHA 3aCeIeHOCT: 25 MII ripenapar B 5 11 Boja 3a 100 M.

2. /lesuncekuusi Ha JAPYrH BHI0Be IBBAMH H JeTSMH HHCEKTH (0bJXH, AbpBeHHUM,
MPaBKH H KOMapH)

ObpaboTkuTe ce u3BbpIIBAT 110 TpauK YTBBPAEH OT Bb3I0KHTEIA.

Hayunu na oGpabotsane — Bnaxua 1e3nncekus
I[Ipenapar:

Bz Ha npenapara - Hutpoa ®opre BII

AKTHBHO BEIIECTBO - LHIIEPMETPUH

IIpeanasnavenne - 3a KOHTPON Ha GbiIXH, ABPBEHUIIM, MPABKH H KOMApH

Haunn na npumarane - mpunara ce karo Bonen pasTBOp 4pe3 ONMPBCKBAHE C PhYHM
npbekauku. OOGpaloTBaT ce MecTaTa, KBAETO MHCEKTHTE ce KpHAT, [OYHBAT H
npemuHaBar. [Ipu cuina 3aceneHocT Ha Gbaxm, ABPBEHHIH H MpPaBKH ce npuroTes 0,4
% paboTeH pa3TBOpP, a NMpH MOMIBPIKAIIA obpaborka 0,2 % paGoten pasTBop. [Ipu
oOpaboTka cpeuty komapu ce mpurotss 0.2 % paboren pasteop. Pasxozmara Hopma e 5

uTpa roroB pasrsop 3a 100 kB.M. [locThlla HA XOpa M JKHBOTHH B obpaborenute
nomeruenns e 10 — 30 munyTH ciiest npoBeTpsBaHe.



3. JlepaTu3auus /MHUIIKH 4 IILX0Be/

O6paboTKHTe ce H3BBPIUBAT 10 TPaQUK YTBLPICH OT BH3I0KHTEIS

* Bun na mpenapara - Beproke macra e rotos 3a ynorpeba nacrooGpaseH POIEHTHIIAL
/BIIAroycTon4us/

® AKTHBHO BELIECTBO - OpoaudakyMm, KOHTO € MOAXOSII 3a IpUIaraHe Ha BJIAXKHH MecTa
/HABOJHEHH Ma3eTa, LIaXTH, KOJEKTOPH H Jp./

e [IpennasnHavenue - 3a KOHTPOJI HAa MUIIKH H ILTBXOBE

e Haynn Ha mpunaraHe - OpUMamKuTe ce 3anmarar npes 10 MeTpa 1o 2 — 5 miImK4era 3a
IUTBXO0BE H Ipe3 5 MeTpa o 1 — 2 mimKyera 3a MHIIKH,

B CIydJauTe, KOrato He € JOMYCTHMO U3M0JI3BAHETO Ha POACHTHIHIHA TPUMaMKa MPH HAITMYHE HaA
pH3a4y i€ CC M3MO0JI3Ba YIaBsAIH HETOKCHYHU NpHMaMKH C He3aCbXBallo JICMHIIO ,,TEMO bu“.

“AAA-1” OO wu3pbpmBa neffHOCTTAa €M CHOOPA3HO H3HCKBAHMATA HA bvirapckoro u
EBponeiicko 3akoHojatencTBo; cmassa JeifcTBamuTe B CTpaHara HOPMATUBHH ypeadu 3a
31PaBOCIIOBHE M 0E30NaCHM YCIOBHSA HA TPYJ, MOXKApOGe30MacHOCT U He JIOMycKa MOBPEKIaHe
Ha MaTEPHAIHU LIEHHOCTH.

“AAA.-17 OO usebpiiBa JeHHOCTTA CH IO koHTtpona Ha P3M u BABX, cucremno ce
YIPaKHABA U BETPEITHOPUPMEH KOHTPOL.

CIIMNCBK
HA NpenapaTHTe, NPEeIBHICHH 32 H3I10/I3aHe P H3ITb/IHeHHe HA 10r0Bopa
Ne Buouuna AllIB Iponssoauren Buocuren
1 Beproke nacra Hpoandakym PelGar -Anrnus [lecT kouTpON
/nepatuszaums/ MPOAYKTH

2 Andaban 10 CK

anda- LinepMeTpHH

PelGar -Aurnus

[lect koHTpOsN

/ne3nHceKums/ APOAYKTH
3 Temobu Hsama Kollant S.p.a. - Uranus [lecT koHTpON
MpOAYKTH
/neparusaums/
4 Llutpon ®opre BI1 LUMIIEPMETPHH PelGar -Anrius [TecT koHTpON

NPOAYKTH
/nesuHcekums/

Bewnuky Ouormmu ca perucrpupann 8 M3 — P buarapus, ceriuacno Hapenta Ne 44 ot 09.12.2004
I. 32 YCIIOBHATA H PEJIa 32 MyCKaHe Ha Na3apa Ha GHOLIMIHH NPENapaTy U Ha OCHOBaHHe Wi, 19 oT
3aKoHa 32 3aUMTA OT BPEIHOTO BB3/ACHCTBHE HA XHMHYHHTE BELIECTBA H [IPENAPATH.

Pupmata cu 3anasBa MPaBOTO Ja H3TION3BA M APYTH GHOLM/N CIIE ChIVIACYBAHE H PA3PEIICHHE OT
M3 na ocnoBanue Hapen6a Ne 44, 3a koeTo He3a0aBHO e ObeTe yBenoMeHH,

Hara: 01.06.2016 .
rp. Codus
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MHUHUCTEPCTBO HA 3/IPABEOIIA3BAHETO

PASPEIIEHUE

3A IIYCKAHE HA I1A3APA HA BUOLNIEH
IIPEITAPAT

Ne 0805-1/24.07.2009 r.

Ha ocHosaume ui. 14, am. 1w ua, 191, an. 5 or 3akona 3a 3ammTa or BPEAHOTO
Bb3/1efiCTBHE HA XUMHYHHTE BEIIECTBA U OpEenapaTi H BLB BPBH3Ka € 0JAAeHO
3asgsienue ¢ BX. 13-BI1-145/11.09.2008r. u 3anorex Ne PJT 15-1292 ot 15.05.2008 r.
Ha MHHHCTBPA HA 3APABEONAIBAHETO,

PASPEIIIABAM IIYCKAHETO HA ITA3APA HA:

L Tuproscko nanmenosanne wa GuonuIHHs npenapar
AJI®ABAH 10 CK/ ALPHABAN 10 SC

I1. Ume u agpec ua amuero, koero lIyCka Ha nasapa GuounHus npenapar
leer Koutpon IMpoaykru Q0]

ya. XK. Kropu” Ne 69, 671. 3 12, an. 3

1113 Codhus

II1. Ume u anpec na npon3BoauTe s Ha Ouounanus npenapar
PelGar International Lid

Unit 13, Newman Lane Ind. Esatate

GU 34 20QR, UK

IV. Bua wa Ououmanns apenapar CbrIacHO npuaokenne Ne 12 ja
Hapen6ara 3a yenosusita u P€1a 3a nyckaHe Ha na3apa Ha GHounan

I'pyna 3. Broumau 3a 6op6a c BPEUTEIINTE.

IMoarpyna 18. Uucexruiman, aKapUUHau i OHouum 3a Gop6a ¢ Ipyri YieHeCTONOrY.
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