[ JTABHA JUPEKUMUS “U3ITBJIHEHUE HA HAKA3AHMSTA”

PEIMEHUE

No //;7“4/2016 r.

Ha ochosanue ui. 73, ai. | or 3akoHa 3a obiuectsenute nopbuky (ot™.)' u
[IPOTOKOJIUTE HAa KOMHMCHsiTA, HasHaueHa cbe 3arosen Ne JI-1810/10.05.2016 1. na
rnaBHust aupexrtop na I'asHa aupexuust ,,M3mbnnenne na Hakasanusita” (I'IMH),
3a pasrekaaHeTo, OLEHSIBAHETO U KJIACUPaHeTo Ha OQEPTHTE B OTKPUTA IIpolielypa
3a Bb3NaraHe Ha oOlIeCTBeHa MMOpbhuka, ¢ HpeaMer: ,,JlocraBka Ha XHUTUMEHHH,
NepHIIHY U MMEILY TIperiapaTi U MaTepuann™, no obocobenu nosununu: Obocobena
no3uuust Ne 1 — Xurvennu rxoncymatuBu™; O6ocobena moszmuus Ne 2 —
,J[TouncTraly npenaparu u canynu®, orkputa ¢ Pemwenune Ne JI-1129/23.03.2016 r.
u Pewenne 3a npomsia Ne JI-1375 or 00.04.2016 r. Ha crapumi komucap CBuiien
Auresnos Useranos — BITJ[ I'nasen aupexrop Ha ['naBHa aupexuns ,Msnbnoenue
Ha HakazaHusta” (cbhrimacHo sanosen No YP-05-98/24.04.2015 r. Ha MUHUCTbPa Ha

MpaBOCHAKUETO),

I. Knacupadero Ha y4yacTrHuuuTe B TIpoLeaypara,

OBSIBABAM:

KOUTO OTTroBapsAT Ha

IpeIBAPUTEIHO OOSIBEHUTE OT BB3JNOXKUTENS YCIOBUS 3@ y4acThe B [IpoLelypaTa u
ca mpeiacraBuind odepra OTroBapsila Ha NPEIBAPUTENHO OOSBEHUTE YCIOBUS M
M3UCKBAHUSI HA BL3JIOKUTENSI O chllata 000coOeHa MO3ULMS, B CHOTBETCTBUE C
00SBEHNs KpUTEPHH 3a OlleHKa Ha O(pepTHTE: ,,Hall-HHCKa LeHa™ €, KaKTO cJie/IBa:

No na [Topenen No
obocobenaral Ha MSICTOTO B
IO3ULIMSI | KIIACHPAHETO

1 2

O61a ueHa 38
VI3IIBIIHEHYE Ha
Krnacupan ydacTHHK
nopnukaTa
(B 1B. ¢ JJJIC)
JIVKCHUMA TPYIT EOOJT 88 134,72
LA eng Ju oung OO/ 143 165,57

II. YyacTuukbT onpeaesaeH 3a u3MbJIHHTeN Mo obocobena mosuuust Ne 1 -
wXuruenuu koncymarusu” e ,J,IYKCUMA I'PYII* EOO/, Tbit KaTo 0Trosaps
Ha MpenBapUTEeHO O0SIBEHUTE OT Bb3JI0XKUTENS YCIIOBUS 3@ yYyacThe B Mpolieaypara

no Tasu obocobeHa IIO3ULMS W € IPEeACTaBull

odepra

OoTropapsiila Ha

peaBapUTEeIHO 00SIBEHHUTE YCIOBHS W U3UCKBAHHUS HA BB3JIOIKHUTES], KOATO € C Hah-
Hycka ob1a LeHa 3a U3IIbJIHeHHEe Ha [opbukara OT NPeaoKeHUTe U AOMYCHATH 10
KJIACUPAHETO LIeHOBU O(epTH MO ChIaTa 000cobeHa MO3ULIHSL.
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HI Orerpanennre or yuacrue B npoueaypara ydacruunn v odepru, u
MOTHBHTC 32 OTCTPAISIBAIICTO UM Ca:

1. .METPO KEIII EH] KEPU BBJIIAPUS” EOOA — no obdocobena
nosuuust Ne I, na ocuosauue wi. 69, ain. 1. 1. 1 ot 30101 (OTMGHGH)], ThU KATO He ¢
NPEACTABWII MCKAHWTE OT BL3J0XU TSI, Ha ocHoBaHue 4. 50, an. 1, 1. 1, 6. ,,a" u
0% m o touku 5. 8 w13 or 3001 (orMenen), JOKYMEGHTH W MH(pOPMaUusl 3a
YUACTHUKA M 34 TIPeIoKeUTe 0T Hero noausnbiHutend. CoryacHo 1. 4.1, ot
pasnen IV Ha nporokora d4a Komucusita 1o wi. 68, aj. 7 oT 3001 (ormenen) ot
20.07.2016 r. B nouk Ne 1 or o¢eprara na ,,METPO KEII EHJ KEPU
LbJITAPUSI EOO/L — yuacThHuk camo 1o obocobena rozuuust No 1:

[.I.B Oo6pazenr Ne | — Illpeacrassne Ha ydacTHMKA HMMEHaTa Ha JABama oOT
nocouenure nojusnbinuTesn: ,M Tpanc 06 EOOJL n ,,AJIEKC O'K* EOO/], ca
W3TMCAHKU HeNpaBuiiHo, a umenno: ,,M Tpauc™ EOO u ,,AJIEKC OK“ EOO/;

1.2.B npencraBsHeTo Ha y4yacTHHKA He € KOPEKTHO ITOCOYEH ACNBT Ha BUIIOBETE
paboTH, KOMTO 1€ CE Bb3JIOKAT HA IOAU3IIBIHUTENUTE. 38 BCEKU IMOAUBIIbIHNATE
CbIJIACHO oOpasella ciejBa JAa ce locouar IOOTAETHO: ,,HAMMEHOBaHUE Ha
nonusnuiauTens, EMK/EI'H, Buy Ha geHHOCTHTE, KOWTO UIE€ W3IIBIAHSBA, Hsi OT
cToMHOCTTa Ha obuiecTzeHaTa nopbyka (B %0);

].3.Hanuue e HeCHOTBETCTBUME MEMCIY ITOCOUEHHTE NPOLEHTH BUAOBETE PadoOTH,
KOUTO Ile ce IpejjaraT 3a W3IbJHEHUE Ha BCEKU OTHAENIEH NOUM3IIBIHUTEN, B
obpasuure No 5 vt Ne 6 ¥ IIPOLEHTHT/AST OT CTORHOCTTA, IIOCOYEH B Ob6pazen Ne 1
Ipencrassite Ha yyacTHHUKA.

.4.B npencraBsHeTO HA yvyacTHUKa, B Tabidliara ¢ aiMHUHUCTPATUBHU CBEICHMSI,
HaYMHDBT Ha NpejcTaBiisiBale Ha JAPYKECTBOTO HE ¢ KOPEKTHO u3nucad. Bmecro ,,0r1
JBaMa OT YIPaBUTEIUTE 3aeJHO™, KaKTO € CLIVIACHO JaHHHUTE OT IapTHaaTa Ha
APYKECTBOTO B ThpIroBCKHUsI PErUCThD, € IIOITBJIHEHO CaMo ,,3a€/1HO™;

1.5.B npencrasenara [exmapanus o yi. 47, ain. 9 or 30I1'(orm.) — O6pazer; Ne 2
e MOJINMCAaHa CaMo OT JABaMa OT IeTuMaTa I1PeACTaBIIsIBall APYKECTBOTO JINLA U He
ca I0COYEeHH JAHHMUTE 3a BCSIKO €JIHO OT Jihlara, KOMTO PeACTaBlIsIBAT y4aCcTHUKA,
a camMoO Ha JaBamMata, KOUTO ca [oJANucany JeKiapalusTa;

1.6. Hexmapauuure no Ob6pazen Ne 2, O6pazen No 6 n Obpasen Ne 8, npeacrapenu
ot noausmrenHureis ,,ABTOTPAHC® OO/I ca nonbiaHeHd ¥ MOANUCAHU OT JIUIIE,
MOCOYEHO KATO YMNpaBWTel, KOeTo He € BIIMCAHO KaTo TakKbB B TbproBckus
PErucThp;

1.7.Ceprudurxarst no EN I1SO 9001 No QMS130519-02 3a BHenpena cucrema 3a
yIIpaBjiieHue Ha KauecTBOTO Ha yUaCTHHUKA, YMETO KOIIME € MPUIIOKEHO B odepraTta,
¢ ¢ U3TEeKbJ CPOK Ha BayIMJHOCT cuutano o1 24.06.2016 .

2. ,MUPA @®YYIA” EOOA, ,IIEPYH - KKbB” EOOH, ,HOBE
UH>XEHEPUHI* EOO/, ,KYKYIA I'PYII“ 00/, ,,TOII EJIAHA* OO/,
»POHOC* OO n Koonepauusi ,,[IAHIA“ — no o6ocobena mosunus Ne 1, Ha
ocHoBaHue uj. 09, an. 1, 1. 3 oT 3OH'(0TMeHeH), TbH KaTo 110 Ta3ud obocobeHa
MO3WIMS ca NpejacTaBuIn odepra, KOSITO HE OTropapst Ha HW3UCKBaHMUATA Ha
BL3ITOKUTENS, TTpe/BapuTeaHo odsseHn B Touka 0 B noapasaen 11.1.2. na paspen 11
O®EPTA ot YkazaHnusita 3a NOJI'OTOBKA Ha odeprara OT AOKYMEHTALMATA 3a
ydyactue B npouenypara. CoritacHo T. 2 Ha noxapaszaen IV.l. or mporokona Ha
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KomHcuaTa no an. 72, ai. 1 or 30I1" (ormenen) ot 03.08.2016 T. TexHUYECKUTE
NPEAJIOKEHUS 3@ U3IIbJHEHWE Ha nopbykara 1o obocoOena nosunms Ne | pa
CJIEIHNTE YYaCTHMLM HEe CbOTBETCTBAT HA M3MCKBAHUATA Ha BB3JIOXKUTENS, [TOpaiH
CleAHUTE OOCTOSTeIICTRA:

2.1.B odeprure na yuactuuumre: ,MHUPA ®OYVY]” EOO/, ,IIEPYH - KKB”
EOO/, ,HOBE MHXEHEPUHI™ EOO/, ,KYKYJIA ['PYII* OO, ,TOII
EJIAHA* OO/I n ,,POHOC* OO/, npemnoxeHusT IpoayKT o noszunus Ne 14 or
obocobena noszuuns No | He OTroBaps Ha H3MCKBaHHUATA HA Bb3NOXHUTENA. B
MPEeNOCTABEHUTE OT BB3JIOXHUTENSl pa3siCHEHHMs MO JOKYMEHTAlMATa 33 ydacTHe B
npouenypara ¢ per. Ne 4109/27.04.2016 r., nyOGiuxyBaHd Ha ChIATa OaTa B
npoduila Ha KynyBada M CTaHAIM HepasdeiHa 4acT OT JOKYMEHTaUWSATa, OTHOCHO
TEXHUYECKUTE crneurPuKaudyd Ha TO3U MPOAYKT BB3JIONKHUTENAT € YTOUYHWI, ue
OposT Ha JJaTeKCOBUTE PBKABUIM B KyTus BMecTo 1000 cnenBa na ce cuura 3a 100.
B ogeprure Ha Te3n ydacTHWLM ca mpemioxern ppkaBund o 1000 Gp. B kyTus,
BmecTo o 100.

2.2.B ogeprata na Koonepauws ,JIAHJIA®“ no no3uuus Ne 5 He e mpemyoxex
NpoAyKT. TeXHUYECKOTO MPeJUIoKeHHe 3a U3MbJAHEHMe Ha MOopbUyKaTa He BKIKOUYBA
BCUYKHU NPOAYKTH OT 000coOeHaTa MMO3ULKs, T.e. HE OTroBaps Ha U3UCKBAHUATA HA
BB3JIOXKUTENIA [I0COUEHH B M3pedeHue BTopo U T. 6 oT noxpasznen 11.1.2. Ha pasnen
II. OPEPTA or Yka3zanwusta 3a HOAroToBKa Ha odeprara, OT JOKYMEHTALMATA 3a
y4dacTue B IIpoLenypara.

3. XUI'HEHHO-MEJUIIMHCKA HWHAYCTPUSA* EOOIdA, ,MHPA
oYyyYaA” EOOM, ,,OPUMEKCY OO/, ,KYKYAA TPYII“ OO0d, ,HUS-
MWJIBA*“ EOO/, ,,Ali ena du 6uaa® OO/, ,,TOII EJIAHA® OO u ,,TPAHC
KO 04 EOO/I — no o6ocodena mozuuust Ne 2, Ha ocHoBauue wi. 69, ain. 1, 1. 3 ot
3OHI(OTM6H6H), TBHA KaTO 1O Ta3u 00ocoOeHa MO3UIUsl BCEKM €AUH OT Te3U
YYaCTHHMIH € NPEACTAaBUI ¢ odepTaTa CU TEXHUUECKO MpeasIoXKeHHe 110 000cobeHa
nosuuust No 2, KoeTo He OTroBapsi Ha M3UCKBAHETO Ha BB3JIOKHUTENS OT T. 6 B
noapasnen II.1.2. nHa pasmen II. OPEPTA or VYkasanusita 3a MOArOTOBKA Ha
o(epraTa, OT JOKYMEHTAIUsITA 3a y4acThe B npoueaypara. ChbriiacHO [TOCOYEHOTO B
nozapasznen 1V.2. oT nporokoyia Ha KOMUCHSITA 10 Wi, 72, ail. 1 oT 3OHI(OTMGH6H)
or 03.08.2016 r. KbM Te3W TEXHHYECKH NPEJIOKEHHS WIM HE Ca MPUIONKEHU
BCUYKM HEOOXOAMMM JOKYMEHTH, WM ca MPUIOKEHH JIOKYMEHTH, KOWTO He
CBABPKAT MOAPOOHAa KM NbJiHA HHQOpMAallUs 3a HPOAYKTUTE, YIOCTOBEpsBALLA
CBOTBETCTBMETO HA I[IPEJIOKEHMUSITA Ha Y4YacTHHKA C W3WUCKBAaHMATA Ha
BB3JIOXKUTEIS IIOCOUEHH B IOKYMEHTALUATA 3@ yUacTHe 10 Ta3U MpoLeaypa:

1. B TexHHMYecKkoTO IpeiokKeHHe 3a M3MbJIHEHHE HA MOpbukKara mo o6ocobeHa
nosuuus Ne 2 ot odeprara Ha ,, XU TMEHHO-MEJIULIMHCKA MHOYCTPUS
EOO/I npencrasenoro Paspemenne Ne 0647-1/16.05.2008 r. 3a myckaHe Ha masapa,
Ha npemnoxenua nponykt Ne 6 - Owoumapa ,,AJIJIEKBAT“ e oTmeneno.
Helictamoro 3a To3u 6uonuna e Paspewernue Ne 0647-6 ot 01.10.2015 r.,

2. Odeprata Ha ,MHUPA OVV]” EOOJl cbabpxa mauk Ne 2 ¢ TeXHUYECKO
NpeIIOKEHME 3a M3IBbJAHEHHE Ha IopbykaTa no obocobena mosunmsi No 2, KbM
KOETO:

2.1.He e npencraBen nHbopmanuoneH auct 3a 6e3onacuoct (MJIB) 3a npoxykTu ¢
Ne2wnl2;
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2.2.3a npeioxerure npoayktu ¢ Ne 4, 5 1 6 He ca IpejloCTaBeHH €TUKETH 1
JUCTOBKH;
2.3.3a npemnoxenns npojuykr ¢ Ne 5 e npexacraseno Paspewenne No 0013-
2/30.11.2009 1. 3a nyckade na nasapa Ha Ouounmaa ‘Kusacent rinoxonar” -
ormereno ¢ Paspernenve Ne 0013-3 or 2013 1. JleiicTBaiioTo paspetiedne 3a 1o3u
Ouonu e ¢ No 0013-4/01.04.2016 r.;
2.4.3a npeanoxenus npouykr ¢ Ne 6 e npeacraBedo Paspewenne Ne 0014-
3/14.10.2011 r., 3a nyckane na nasapa #a ouounau “AJIAECEITT” — ormeneno ¢
Paspewenne Ne 0014-4 o1 2012 r., JeitcTBaigoTo paspeleHue 3a To34 Onouui e ¢
No 0014-5/27.08.2015 r.
3. ,OPUMEKC" OOJ[ cbuabprma naMk No 2 ¢ TeXHHHYeCKO [pelloKeHune 3a
U3MIbJIHEHWE Ha opbuKaTa 110 obocodbena nozuuus No 2, KbM KOCTO!
3.1.3a npemnoxenust mnpoaykt ¢ Ne 6 e mpencraBeHo Paspeinenue No 0647-
5/14.05.2014 r. 3a nmyckane Ha nasapa #a ouoiwna “AJIJIEKBAT” — ormeneno ¢
nefcTBamoTo 3a to3u ouonn Paspeurerve Ne 0647-6/01.10.2015 r.
4. Odeprara na ,KYKYIA TPYIT* OO ¢ TexHUYECKO NPEHJOKEeHUE 3a
W3N'LJIHEHME Ha MTophukaTa no obocodeHa no3uuus Ne 2, KbM KOeTo:
4.1.3a npemnoxkenust npoaykt ¢ Ne 6 e mnpencraseno Paspeuwenne Ne 0647-
5/14.05.2014 r. 3a nyckane Ha nazapa xa ououuna “AJIJEKBAT” — orMeHneno ¢
JeicTBalloTo 3a To3u ouonui Paspemenue Ne 0647-6/01.10.2015 r.
5. Odeprata Ha ,HUA-MUJIBA® EOOJM ¢ TEXHHYECKO MPCAJOKCHHE 33
U3IbJIHEHNE Ha MopbukaTa 1o o0ocobena nosuuus No 2, KbM KOeTo:
5.1.3a mpemnoxennss nponaykr ¢ Ne 5 — OKUBACEIIT I'JIHOKOHAT ne e
npeacraseny WIIB. Tpunoxen e MJIB 3a apyr npoayxt — 6uounna , KUBACEILTT*;
5.2.3a npeioxenuss npoaykt ¢ No 6 e npeacrasedo Paspeiuenue No 0647-
5/14.05.2014 r. 3a nyckane Ha nasapa Ha Owounna “AJIJEKBAT” e ormeneno c
nefcTBamoTo 3a To3u ouonm Paspeurenne No 0647-6/01.10.2015 r.
6. Odeprara Ha ,, Al eun Ju Oung OO ¢ TeXHHUYECKO NPCIIIOKEHHE 3a
U3IIbJIHEHUE Ha ITopbhaKaTa no obocodena rmosuuns No 2, KhbM KOETo:
6.1.3a npeanoxenns npojuykr ¢ Ne 4 — 6uonuya “OKCUIAAH rpanynu/ Tabneriu
(OXIDAN granulate/tablets)” He ca mnpencTaBeHd HWHPOPMALMOHEH JIUCT 3a
OesonacHocT W PaspenrenueNo 0916-2/20.08.2012 r. 3a myckaHe Ha masapa.
7. Opeprata na ,,TOIT BEJIAHA® OOJl ¢ TexHHYECKO [peJUIOKEeHHE 3a
M3ITLJIHEHWE Ha opbykaTa 1o obocobena noszuuust Ne 2, B KOETO:
7.1.3a npouykt ¢ No 5 e mpemnoxen O6uoumna “IesMon LM//DesMol ZID”,
KOMTO He OTroBapsli Ha M3WCKBAHUsTA Ha Bb3JIOXKUTEIS, T.K. HIMaA JOKa3aHO
TYOEPKYJIOLMIHO JefCTBHE, BUAHO OT MPEACTABEHOTO U aKTyalHO 38 TO3U MPOJYKT
Pazpenrenue No 1476-1/14.05.2013 r. 3a nmyckane Ha nasapa,
7.2.3a npemioxenus: npoaykt Ne 6 — Ououuzaa “Jdes Mon”, Ha NPHUIOKEHOTO
Paspewienue 3a myckade Ha rasapa No 0791-1/26.06.2009 r. nuncsa crpanuuara ¢
MOJIIUC Ha OpraHa, KOMTo ro e u3aall.
8. Odeprara na ,,TPAHC KO 04“ EOO/ c¢ TexHu4YecKo IpealoKeHue 3a
M2NRITHEHWe HA TOPRUKaTa 1o obocobena noruimg No 2, KM KoeTo:
8.1.3a nmpemnosxenns npoaykr Ne 4 — 6uonmna ,,J[ IAHMKO JI3d XJIOP HOB™:

8.1.1. He e ne e mpencrasen NJIb;

8.1.2. He oTromapsi Ha H3UCKBaHMUSITA HaA BB3JIIOKUTENS, T.K. € C OrpaHHYEeHO
BUPYCOIMIHO AeMCTBUE W HsMA JOKA3aHO TYyOEpKyJNOUMIHO M CIIOPOLMIHO
aeficrBue, coriacHo npencrasenoTo Paspewenne No 1650-1/12.06.2014 r. 3a
nyckaHe Ha rasapa;

8.2.3a npennoykerust npoaykt ¢ Ne 7 ve e npencrasen MJIB.



Janbu 1Mo HacTOSIIOTO pelleHHe MoraT aa ce HO)Z[aBaT B 10-1HEeBeH cpok oT
[10J1yu4aBaHeTo My, ChIJ1acHo ui. 120, an. 5, T. 4 or 3011 (OTMeHeH)

[a ocnosanue wi. 73, an. 3 or 30I1' (0rMeHeH) HACTOSILIOTO pEelleHMe Ja ce
U3MNpaTH Ha YYACTHULIUTE B 3-/IHEBEH CPOK OT M3J1aBaHeTO MY.

5 ln \/)

‘6/: “
FJIABEH JJUPEKTOP: .. 3 5/\,&, ,;’.’,f/
JIABEH KOMHCAP FEPFAHA FEOPTMEBA
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