[TPOTOKOJI
Nel
3a oTBapsine Ha noJiyueHHTe OhePTH M pa3rileskIane HA JOKYMEHTHTe 1m0 11.39, an.2 oT
IIII30I1 3a cboTBETCTBHE ¢ H3HCKBAHUATA KbM JIHYHOTO CHLCTOSIHHE I KPHTEPHHTE 32
noadop

Ot neifHOCTTa HAa KOMHCHs HazHaveHa cbe 3amose Ne40/04.11.2016.r. Ha YnpasuTensar Ha
»MBAJI-Cunenrpan”’EOO/] 3a nposexnaane Ha oTkpuTta npoueaypa mo peaa na 30I1 za
Bb3JlaraHe Ha oOllecTBeHa nopeuka ¢ mpeamet: ,,JJOCTABKA HA JIEKAPCTBEHH
INPOAYKTH 3A HYKIUTE HA ,MBAJI - CBWJIEHI'PA/I” EOO/I”, orkpura ¢
PemenneNe36/27.09.2016r. n Pemenne Ne38/11.10.2016r. 32 ono6psiBane Ha o0siBJICHHE
3a H3MEHEHHE H JIONb/JAHNTe A nudopmaus.

Ha 04.11.2016r. B 10.00 uaca B rp.Causienrpan B 3acenarenna 3ana Ha*MBAJI-Cpunenrpan’
EOO/] naxonsima ce Ha 5 eTaxk ce ¢bOpa KOMUCHS B ChCTAB:

Ipencenaren: Crosuka Xpucrosa Yakeposa -3as.anteka B “MBAJI CBuieHrpan’
EOO/;
Ynenose:1. /I-p Pagoct Muresa Ckepniea- OpiunaTop BB BbTpenino oTe/ieHue B
“MBAJI-Custenrpan® EOO/J]
2. JI-p Humutep Crosinos Cranues- OpuHarop B XUPYPrUYHO OT/IE/IEHHE
B “MBAJI-CBunenrpan EOOJI
3.Bcepnana Benkora OBuapoRra- 1opuct /agBokar/;
4. Tans Jlumurposa- ri.cyeroBojuten B “MbAJI-Ceunenrpan™ EOO/]

IlpoBene ce mybnuyno 3acenanue Ha ocHoBauue wi.54, an.2 or [I130I1 3a orpapsne Ha
NOJIyYeHHUTE O(epTH .

3acemanunero Oe OTKpHTO OT npejceaaress na komucuata B 10,00 yaca, ChIyaT MoJyus Ot
nenooamrenss Huna JMMHTpoBa BXOJAIIMS PErHCTBP HA MpejcTaBeHHTe OQepTH 3a
ofiiecTBeHa Mopwpuka ¢ Mmpeamer ,JloctaBka Ha JIEKApCTBEHH NPOJAYKTH 3a HYXKIMTE Ha
»MBAJI - Ceunenrpan” EOO/I”, 3a xoero ce nojmuca mpotokon no @wi.48, an.6 ot [I13011.

CpbriacHO BXOASIIMS PETHCTHP Ha IIPEJICTABEHHTE O(EPTH U MOAMHUCAHMS TIPOTOKOJ 110 W48,
an.6 or IIT30I1 B onpenenenus cpok —mo 16,00 yaca Ha 03.11.2016r. ca mojagenu 5 6pos
o(epTH 3a y4acTHe, KAKTO Clle/iBa:

. w@bonnke ®apma” EOO/J ¢ odepra ¢ Nel/01.11.2016r. — 09:20 gaca

. sMenodapma” EOOJI ¢ odepra ¢ Ne2/01.11.2016r. — 09:50 yaca

. wMeaexe” OO/ c opepra ¢ Ne3/02.11.2016r1. — 10:20 uyaca

. wCodapma Tpefiguuar”’ A/l ¢ opepra ¢ Ne4/03.11.2016r. — 09:40 vyaca

3. ,,Teproseka aura-Hannonanen anteved ueHThp” A/l ¢ odepra ¢ Ne5/03.11.2016r. —
14:10 yaca

LoV O

Cnen nony4asane Ha npotokosa 1o wi.48, an.6 ot [MI13011 Ha ocHosanue 451, an.8
or [III30IT npencenatensT W wWieHOBETe Ha KOMHCHATA [ONBJIHHXA, IOAMKCAXA W
npejacTaBuxa aexnapauuu 1o wi. 103, an.2 or 3011

Ha 3acenanuero Ha KOMHCHUSATA HE IPUCHCTBA NPEJICTABUTENH HA YYaCTHUIIMTE, KAKTO
H TIPEJICTaBHTE/H Ha CPE/ICTBATA 32 MACOBO OCBEIOMSABAHE.



KoMucusaTa IpucTbiu KbM OTBapsHE HA TOJaAeHUTE OPEPTUTE MO pejia Ha TAXHOTO
IIOCTHIIBAHE.

1.Yuacthuk ,,@ponnke ®apma” EOOJI che cemaiuiie M ajpec Ha yrpasliieHue
rp.Codua 1700, yn. Oxonospweren bt Ne199 A, EMK:203283623.

Odeprara ¢ mogasena B ChOTBETCTBHE ¢ U3MCKBanuaTa Ha wi.47, an.2 ot [1[130I1 u
JAOKYyMEHTAIMATA 32 y4acTHe- B 3alieyaTaHa HEMpo3payHa ONaKoBKa Ha KOSTO ca MOCOUCHH
HaUMEHOBAHHETO Ha MOpbhYKaTa M 000CODEHHTE MO3MIMKM 3a KOUTO ce mojaBa odeprara, a
uMenHo : Obocobena no3unms NeNe 1;2:3:4:5;6,7:8;9;10;11;12;.

[Ipn oTBapAHeTO i KOMHCHSTA OMIOBECTH ChALPKAHAETO HA OMAKOBKATA H IIPOBEPH 3a
HanyueTo Ha 12 / jBaHajeceT/ OTHAENHM 3aleyaTaHd IJIMKOBE ¢ Haimuc ,,llpejuiaranu
IICHOBH TTapaMeTpH’™ ¢ MOCOYeHa BBHPXY IIHKA KOHKpeTHa 000cobeHa no3uiius.

OroBecTeHOTO Ch/IbpIKAHHE HA OIAKOBKATA BKJIKOYBA!

1. Enunen eBponeiicku gfokyMent 3a obecrsenn nopbuxu (EEJIOIT) mo oGpasen No2

2. lootnenHo KoMINEKTYBaHH 12 Oposi mankd 3a Beska 000co0eHa MO3MIMS ChIbPIKALIH
CIICZIHUTE JOKYMEHTH:

e Omuc na npejicraBeHUTe JOKyMeHTH 1o wi. 47, ai. 3 TIIT30I1 no obpaszer Nel

e [Ibnnomomuo or Becenun BenwukoB Kywes u IOnuan Artanacos Henenues
HoTapuaiHo 3asepeHo ¢ Per.Noe282 or 11.02.2016r. Ha wotapuyc ¢ per.Ne049 mna
Hot.xamapa;

e Jlexnaparus 3a ChIJIacHe C KJIAy3HUTE Ha MPHIOKEHHS [IPOEKT Ha J0roBOp 1o wi. 39,
aim 3, 1. 1, 0yksa ,,8* TIIT30I1 o o6pazerr Nod;

o Jlexnapanus 3a cpoka Ha BalnuaHocT Ha ogeprara no wi. 39, an. 3, 1. 1, Oyksa ,,r*
ITIT30IT no obpazer; Neo5;

e Jlexnapanus, ue IpH U3rOTBAHE Ha odepTaTa ca CHA3eHH 3abIKCHHUATA, CBHP3aHH C
JNAHBIH W OCHI'YPOBKH, Ona3BaHe Ha OKOJHAaTa cpeja, 3aKpuiia Ha 3aeTocTra |
yCIIOBHATA Ha TPy, 110 wi. 39, an. 3, 1. 1, 6yksa ,, 1" [1T1130I1 o o6pazerr Nob;

o Jlexnapanus mo wi. 101, an. 11, BB Bpb3ka ¢ wi. 107, 1. 4 30I1 3a nunca Ha
CBBP3aHOCT C JPYT YYacTHHUK 110 obpasen Ne7;

e Jlexnapauus , uye Ipe/UlaraHuTe JIGKAPCTBEHH MPOLYKTH €A PETHCTPUPAHH 34
ynorpeba B cTpaHaTa U [IPUTEHKABAT pa3peliuTeHHU 3a ynoTpeda, chriacHo 3JIITXM,
MPUTEKABAT CePTH(PHUKATH YIOCTOBEPSABAIIM KAuyecTBOTO HA MPOAYKTHTE, JTHIICBAT
ouManHu cHOOIIEHHUs WIIH OIPaHHYMTENIHM MEPKH 3a yrnorpeba Ha JIeKapCTBEHH
npoaykt no O6pazer Nel0

e Jlexnaparus , ue B cIydyaif Ha H3THYaHE HA CPOKa Ha paspelieHHeTo 3a yrnotpeda /PY/
Ha JIII mpes 2017r., xomuuectara ot JIII mie Owbxar joctaBsHu B JIe4eOHOTO
3aBelicHNE /10 M3THYaHe CPOKa Ha JIOrOBOpa, B CHOTBETCTBHE ¢ wi. 55, an. 6 ot
3JITIXM, obpaser Nell;

e Jlexnapanus 3a OCTaTBYHHS CPOK HA FOJHOCT Ha JICKAPCTBEHUTE CPEICTBA, KOHTO LIe
ce noctaBaT — moHe 60 % oT cpoka Ha FOJHOCT [a € OCTaThueH CHPAMO jaraTa Ha
JI0CTaBKaTa — C MOJAINNC M MOKB II€4aT, ChbIIIACHO, IPUIIOKEHHS KBbM JIOKYMEHTAIMATA
obpaser Nel12

e Jlexnapauus 3a obe3neuaBaHe Ha KaueCTBEHOTO H3MBIHCHHE Ha JIOTOBOpa ¢
OCHI'YpsIBaHE Ha HEOOXOJHMMHTE KOJIMUECTBA JIEKAPCTBEHH MPOIYKTH 3a LEUs CPOK
Ha JoroBopa 1o odpazery Nol3

o Jlexnapaiusi, ye opepUpaHUTe JEKapCTBEHH NIPOAYKTH HMAT HOPMATHBHO OIMpeJie/icHa
lieHa, cbrtacHo wi. 261a, ain. 1 ot 3JIIIXM u npennaranara ot yJacTHHKa IleHa He
HaJ[BUIIaBa CTOMHOCTTa Ha ONAKOBKa M34MCIIEHA Ha 0asza pedepeHTHa CTOHHOCT, B
clly4ai, ye yJacTHHKBT Ob/ie OIpe/ielIeH 3a H3IIbJIHNTENl aBTOMATHYHO 111e ¢ho0pa3sapa
MPOMEHUTE Ha ALPYKABHO PEryIHpaHUTE LIEHH, KOraTo € B 1033 Ha Beinoxurens u



1Ie J10CTaBs JIEKAPCTBEHHUTE MPOAYKTH HA HAMAaJICHUTE IIEHH, CHHTAHO OT Jlarara Ha
NpoMsiHa Ha NOC/IeIHUTE B [ 03U THBEH JIeKapeTBEH CITUCHK - ¢ NOJIIHC H MOKBP Mevar
o Obpazen Nel4

e Ilpeqnokenue 3a M3MBIHEHHE HA TMMOpBYKATA B CHOTBETCTBHE € TEXHHYECKATa

cnenM(UKalMsg ¢ [OocovYeHa KOHKpeTHa o0ocobeHa TMO3WIHA W KOJ  Ha
HOMEHKJIATypHTe 10 000cobeHaTa 103u1us, uaroteeHo no [lpunoscenue Ne 3, 6edno ¢
Hpunooicenue Ne 3a — Texnuuecka oghepma, na xapmuen u mazHumen Hocumen(na
edun 0buy Ouck 3a cuyku 060COOeHU NOFUYUY, 3d KOUMO ce Kanoudamemed, 6
CLOMBEMCMBUE C NPUNOACEHAMA eKCelICKd mabauya);

3.leanajiecer Opos OTJENHM 3alleyaTaHd HENpO3PAuYHM IUIMKoBe ¢ Hajmuc ,Ilpeuraranu

LICHOBH MapaMeTpu” ¢ [10COYBaHE BBPXY IIMKa Ha ChOTBETHATa 000c00eHaTa TT03HIHS.

B cpoTBeTCcTBHE ¢ H3ucKBaHUATA Ha 4iI.54, an.d ot [IT1301] BCHUKH WIEHOBE HAa KOMHCHSITA
MOANHCAXa TEXHHYECKHTE MPEUIOKEHHS M IUIHKOBeTe ¢ Haamuc: .J[lpemnmaranu 1eHosu
napaMeTpu’” 1o Besika oT oepupaHute 060co0eHH MO3UIIUH.

2.Vyacrruk ,Menodapma™ EOOJI cbe cenanuine u ajgpec na ymnpasienue rp.Codus
1784, p-n Mnanocr, k. Mnajocrl, 61.38 b oduc crpaga, EMK:121578346.

Odeprata e nojiajieHa B ChOTBETCTBHE ¢ M3MCKBaHuATa Ha wi.47, an.2 ot [1I130I1 u
JIOKYMEHTaIMsATa 3a y4acTHe- B 3aledaTaHa Hermpo3pavyHa ONaKoBKA HAa KOATO ¢a ITOCOYEHH
HaUMEHOBAaHHETO Ha IOpBbUKaTa H 000cobeHHTe MO3UIMKH 3a KOUTO ce mojasa odeprara, a
uMeHHO : Obocobena nosunus NeNe 3;7:8.

lpn oTBapsHETO I KOMHCHATA ONMOBECTH CHJBP/KAHHETO HA ONIAKOBKATA M [IPOBEPH 32
HAJIMYMETO Ha 3/Tpu/ OTJNENHH 3anedaTaHd IUIMKOBE ¢ Hammuc ,llpeanaranu neHoBH
napamMeTpH’ ¢ IIOCOYBAHE BHPXY IUIMKA HAa KOHKpeTHATa 060coOeHaTa Mo3uIHs.

OnoBecTeHOTO CHABPKAHKUE HA ONAKOBKATA BKJIIOUBA!

1. Enunen eBponelcky JoKkyMeHT 3a obutectsenu nopwuku (EEJIOIT) no obpaszer Ne2
2.IlooTmemno xommiekTyBaHH 3 Oposi mankd 3a Beska 000coOeHa MO3MIMA ChIBPXKALIHU
CIIEAHUTE JIOKYMEHTH:

e  Onuc Ha peJCTaBEHUTE JOKYMEHTH 110 Wi, 47, an. 3 [1I130I1 - o6pasen Nel;

e [Ienmnomomno or Axuneac llanrapuc rpaknanun na Kumbp, HOTpHaiHa 3aBepKa Ha
noanuca na 30.03.2015r. ot cayxkuten no 3asepkute B Jlumacosn, Kumbp ¢ anoctui
Per.Ne68005/15 ot 31.03.2015r. na obnacren ciysxuren B Hukosus, Kumsp ¢ nmpeson
Ha OBJIrapcKH €3MK IPEJICTaBeHO B HOTAPHAIHO 3aBepeH npenuc ¢ Per.Ne26214 na
Hotapuyc ¢ Per.Ne 558 na Hot. xamepa.

o JlpemnokeHue 3a H3IIBIHEHME Ha IOPBUYKATA B CHOTBETCTBHE C TEXHHYECKATA
crenu(uKkanms ¢ ocoyeHa KOHKpeTHa 000coOCHA TMO3MIMA M KOJ Ha
HOMEHKJIaTypuTe 110 0bocobeHara no3uuus, usrotseHo no Ipunooicenue Ne 3, 6edno ¢
Ipunoocenue Ne 3a — Texnuwecka oghepma, na xapmuen u maznumen Hocumen(Ha
eduHn 00wy Ouck 3a 6CuUYKU 000CObEeHU NOZUYUU, 30 KOUMO ce KAHOUOAMCmed, 6
CLOMEEMCMEUE ¢ NPUNOICEHAMA eKceNcKa mabauya);

o Jlexnapanus 3a chriacHe ¢ Kjay3uTe Ha IPHIIOXKEHHs [POEKT Ha JI0roBOp Mo ui. 39,
an. 3, 1. 1, 6yksa ,,8* [ITI30II - oOpazen; No4;

e Jlexnapauus 3a cpoka Ha BaJIMIHOCT Ha odeprara mo wi. 39, an. 3, 1. 1, Oykea ,,r*
[TIT30I1 - o6paszerr Ne5;

o Jlexnapauus, 4e IpH M3TOTBSIHE HA o(epraTa ca Clia3eHU 3aIbIDKCHHUATA, CBBP3aHH C
JIAaHBIIM M OCHUIYPOBKH, OIla3BaHC Ha OKOJIHATa cpeja, 3aKkpuiia Ha 3aeTocTia M
ycloBusita Ha Tpy[, 1o wi. 39, an. 3, 1. 1, 6yksa ,,1% II[T30I1 - o6pazer; Ne6;



o Jlexnapauusa mo w1 101, an. 11, BB Bpb3ka ¢ wi. 107, 1. 4 30I1 3a numnca Ha
CBBP3aHOCT C JIPYI' YYACTHHK - 0Opazerr Ne7;

e Jlexnapauust , ue NpeIaraHUTEe JICKAPCTBEHH IPOAYKTH €A PECUCTPUpAHH 3a
ymotpeba B CTpaHaTa M IPHTEKABAT paspeluntesiHy 3a ynorpeba, curiacuo 3JITTXM,
MPUTEKABAT CEPTU(OMKATH YIOCTOBEPSBAI[H Ka4yeCTBOTO HA IPOAYKTHTE, JIMIICBAT
ounmannu choOIIEHNS HIH OTPAHHUYMTE]HM MEPKH 3a ynorpeba Ha JieKapeTBEHH
npoaykTi — Obpazerr Nel0

e Jlexyapauus , 4e B cIydail Ha H3THYAHE HA CPOKA HA pa3pelIeHHETo 3a yrnotpeba /PY/
Ha JIIT npe3z 2017r., koynmyectBara ot JI[I e ObAaT [JOCTAaBIHH B JIeUEOHOTO
3aBEICHHE JI0 W3THYaHE CPOKa Ha JIOroBOpa, B CHOTBETCTBHE C Wi 55, al. 6 oT
3JIIXM, obpazery Nell;

e Jlexnapauus 3a OCTATLYHHUSI CPOK Ha IOJHOCT Ha JICKAPCTBEHUTE CPEACTBA, KOHTO L€
ce jocraBiaT — none 60 % OT cpoka Ha rOJHOCT [a € OCTAThUEH CIPSIMO Jarara Ha
JlocTaBKarta — ¢ MOAMKUC U MOKBP 11€4aT, ChIVIACHO, IPUIOKEHUS KbM JOKYMEHTAlUsATa
obpaszert Nel2

e Jlexnapauus 3a ofe3rneyaBaHe HA KA4ECTBEHOTO M3MLJIHEHHE HaA JIOroBopa ¢
OCHTI'ypsiBaHE Ha HE0OXOMMHUTE KOJIHYECTBA JICKAPCTBEHH MPOJIYKTH 3a LIEJIHS CPOK
Ha JoroBopa —obpaser; Nol3

e Jlexnapauus, ue odepupaHuTe JIeKapCTBEHH MPOAYKTH UMAT HOPMATHBHO OIpee/icHa
IeHa, ChIvIacHO Wi, 261a, an. 1 or 3JIITXM u npemiaranara OT yyacTHHKA LiEHA HE
HaJIBHIIIABA CTOHHOCTTA Ha ONAKOBKA M3uHclieHa Ha Oaza pedepeHTHa CTOHHOCT, B
Clly4yai, 4e yUaCcTHUKET OBJI€ ONpPEJIeNIeH 3a H3MBIHATEN aBTOMATHYHO 1Ile ChoOpa3siBa
MPOMEHHUTE Ha AbPIKABHO PEryJupaHUTe LEHH, KOTaTo € B I10J13a Ha Be3noxuTeNs u
e JIOCTaBs JIEKAPCTBEHUTE IPOJYKTH Ha HAMAJCHUTE LEHHM, CYMTAHO OT Jarara Ha
NpoMsHa Ha nocieannTe B [[I03UTHBEH IEKapCTBEH CITUCHK - C TIOJUTHC U MOKBp Ie4ar
- mo Obpazer Nel4

3.Enuu 3aneuatanu HenpospaueH UMK ¢ HAAMUC ,,[[pe/uiaranu eHOBY MapaMeTpH.

B croTBeTcTBHE ¢ M3McKBaHuATa Ha wi.54, an.4 ot [1I1I30I] BCHYKH UlIE€HOBE Ha KOMHCHSTA
NoJNMcaxa TEXHHYECKUTE IMpPEUIOKEHUs M IUIMKa ¢ Haanuc: ,Jllpemnaranu 1eHOBH
napaMeTpu’ 110 Beska OT opepupanute 000coOeHH MMO3UIIHH,

3. Yuactnuk ,,Menekc” OO/]I cbe cenanuiie 1 ajapec Ha ynpasienue rp.Cogus 1138,
p-H Mnagocrt, xk. [opybisue, Camokoseko moce Ne2JI, EMK:131268894.

Odeprata e nojiajicHa B ChOTBETCTBHE C M3MCKBaHuaTa Ha un.47, an.2 or II130I1 u
TOKYMEHTalMATa 3a y4yacTHe- B 3amedaraHa Helmpo3payHa ONakoBKa Ha KOSATO c¢a MOCOYEHH
HaHMEHOBAHHETO Ha IOpbUKaTa 1 000COOEHUTE MO3UIHMH 3a KOMTO ce IojaBa odeprara, a
uMeHHO : Obocobena mozurms NeNe 1;2:3:6;7;8:9;10;12;.

[Ipu oTBapsHeTO I KOMHCHSATA ONOBECTH CH/IBPKAHHETO HA OMAKOBKATA M IIPOBEPH 34
Hanu4yueTo Ha 9/neser/ oTnenHM 3anevataHu IUIMKoBe ¢ Haamuc ,llpennmaranu 1neHoBH
napamMeTpu” ¢ IOCOUBAHE BBPXY IIMKA Ha KOHKpeTHaTa 000co0eHaTa no3uius.

OnoBecTeHOTO CHABPIKAHHE HA OTIAKOBKATA BKITIOYBA!
1.Equn 6poii nanka, cpabpikama:
e EjnunHeH eBporneHcku IoKyMeHT 3a obuectseHH noprukd (EEJ[OIT) mo obpaser No2 ¢
IpUIOXKEHH Komue Ha PaspemieHue 3a THProBUSl HA €/IpO C JIEKAPCTBEHH TPOJIYKTH
BesHO ¢ [Ipunoxenue 1 u Ilpwioxkenue 2 u JIUIeH3us 3a IeHHOCTH ¢ HAPKOTHYHH
BELLECTBA.



2.ITootnenno komiuiektTyBanun 9 Gpost nanku 3a Besika 060Co0€Ha MO3MIHASA ChABPIKALIN
CJIEJTHUTE JIOKYMEHTH:

Onwuc na npejcraBeHUTe JOKYMEHTH 110 wi. 47, an. 3 TIT30I1 - o6pasen Nel;
[Ipeutoxkenne 3a H3NBIHEHME Ha IOPHYKATA B CHOTBETCTBHE C TEXHHYECKATa
cenupukanus ¢ IOCOYEHA KOHKpeTHa 000co0eHa MO3MIMS M KOJI  Ha
HOMEHKJIATYpHTE 110 000co0eHaTa 103UlHs, uiroteeHo no [lpunoscenue Ne 3, 6eono ¢
Hpunoacenue Ne 3a — Texnuvecka oepma, na xapmuen u MazHumen nocumen(nda
edun obuy ouck 3a cuuku 0060cobenu no3UYUY, 3d KOUMO ce Kanoudamemed, 6
Coomeememeue ¢ NPUNOACEHAmMa excecka mabuuya);

Jlexyapanus 3a chIylacHe ¢ KJIay3HTe Ha NPHIIOKEHHA NPOEKT Ha J0rOBOp 1o wi. 39,
an. 3, 1. 1, 6yksa ,,8* I1I130I1 - o6paser Ned;

Hexnapauus 3a cpoka Ha BaTMAHOCT Ha odeprara no wi. 39, an. 3, 1. 1, 6yksa ,,r*
[I130I1 - obpazer Ne5;

Jlexnapanus, ue NpH U3roTBsHe Ha odepTaTa ca Cra3eHH 3alb/DKEHHATa, CBLP3aHH C
JAHBIKH M OCHTYPOBKH, OIla3BaHE Ha OKOJHATa Cpela, 3aKpuia Ha 3aeToCTTa H
yclioBHsiTa Ha TpyA, 1o wi. 39, ai. 3, 1. 1, 6ykea , 1 [II130I1 - o6pazer No6;
Hexnapauus no wi. 101, an. 11, BeB Bpb3ka ¢ un. 107, 1. 4 30I1 3a nunca Ha
CBBP3aHOCT C JIPYT YYaCTHHK - oOpazerr No7;

Jexnapauuss , 4e TNpeasaraHuTe JIGKAPCTBEHH MPOAYKTH C€a PErHCTPUpaHH 3a
ynorpeba B cTpaHaTa M IIPUTEKABAT paspelInTeIHy 3a ynotpeda, coriacio 3JIITXM,
NPHTEKABAT CEPTH(HKATH YAOCTOBEPSBAIIN KAaueCTBOTO HA TPOAYKTHTE, JIHICBAT
o(pHUMATHH CHOOLIEHHS WIH OTPAaHHYHTCIHH MEPKH 3a ynorpeba Ha JeKapCTBEHH
npoaykty — O6paserr Nel0

Jexnapanust , e B cydail Ha M3THUYAHE HA CPOKA Ha pa3pelIeHueTo 3a yrnorpebda /PV/
Ha JIIT npes 2017r., xomuuectata ot JI[I mie Obaar mocTaBsAHH B JIeUeOHOTO
3aBEJIEHHE JI0 H3THYaHE CpoKa Ha JI0roBopa, B ChOTBETCTBHE ¢ Wi, 55, an. 6 oT
3JITIXM, obpazen Nell,;

Jlexmapanus 3a ocTaTh4HUS CPOK HA TOJHOCT Ha JIEKAPCTBEHHTE CPEICTBA, KOHTO IIE
ce moctaBAT — moHe 60 % OT cpoka Ha roJHOCT Jia € OCTATBUCH CIIPSIMO Jarara Ha
NOCTaBKATa — ¢ NOJIIHC U MOKBD I1€4aT, ChITIACHO, MPUIIOKEHHUS KbM JJOKYMEHTAIUSTA
obpazen Nel2

Hexnapanus 3a oOe3nevyaBaHe Ha Ka4deCTBEHOTO M3MBJIHEHHE Ha JOroBopa C
OCHTYpsBaHe Ha HEOOXOJUMHTE KOJMYECTBA JIEKAPCTBEHH TPOJAYKTH 3a IIE/IHS CPOK
Ha JoroBopa —obpazer; Nel3

Hexnapauus, ye odepupaHuTe TeKapcTBEHH MTPOAYKTH HMAT HOPMATHBHO ONpe/ielieHa
HeHa, chracHo 4. 261a, an. 1 ot 3JIIIXM u npeiaranara ot y4acTHHKa [€HA HE
HaJIBHIlIaBa CTOMHOCTTA HA OIIAKOBKAa M3uMciIeHa Ha 0a3a pedepeHTHA CTOHHOCT, B
Cllyyaii, 4e yuaCTHHUKBT OBbJie ONpeaeNeH 3a H3IBIHUTEI aBTOMATHUYHO I1le Cho0passisa
NPOMEHHTE Ha ABP)KaBHO PErylIHpaHUTe LEHH, KOTaTo € B 10Ji3a Ha Bh3jioxkuTeNs U
1€ JI0CTaBs JIEKapCTBEHHUTE MPOAYKTH HA HaMalleHWTEe IIeHH, CYMTAHO OT Jarara Ha
MPOMAHA Ha rocyieHuTe B II03UTUBEH JIEKAPCTBEH CIUCHK - ¢ MOITHC U MOKBp TIeyar
- mo Obpazen Nel4

3.II€B€T 6p051 OTHCJIIHK 3all€HYaTaHH HCIIPO3PAYHH TINIHKOBE C HalIIIHC ,,HpE:ILHaFaHH HEHOBH
HapameTpH” C IMOoCOoYBaHC BLPXY IIJIHKA Ha ofocobenara IMO3HIHA,

B cnorBererBue ¢ u3uckBanusTa Ha wi1.54, a4 or ITT130I1 Bcuuku uieHOBE HA KOMHCHATA
MOJUTMCAXa TEeXHHYECKUTE INPEUIOKEHUs] M IUIMKOBETE ¢ Haxamuc: ,llpeanaranu IEHOBH
napaMeTpu’ 1o Beska oT oepupanute 000coOCHH MO3UIHH,

4. Yuactuuk ,,Codapma Tpeimunr” AJl cbe cepanuiie M ajpec Ha yIpaBieHHE



rp.Codus 1756, yn. ,JIvuesap Cranues” Ne5, Codapma busnec Taywpe, Crpaja A, er. 12,
EUK:103267194.

Odeprara ¢ nomazaeHa B ChOTBETCTBHE C H3MCKBanuATa Ha un.47, an.2 ot [TI130I1 n
JIOKYMEHTAIIHATA 3a y4YacTHe- B 3aleyaTaHa Helpo3pavHa OllaKoBKa Ha KOATO ca IMOCOUEHH
HAaHMEHOBAHHMETO Ha IIOphYKaTa U 000COOCHHUTE [O3UIIMK 33 KOUTO ce rojasa ofeprara, a
uMeHHO : Obocobena nmozurms NeNe 1;2;3:4:5:6;7:8:9;10;11;12;.

IIpu oTBapsHETO H KOMHCHATA OTIOBECTH ChALPIKAHAETO HA OMAKOBKATA H ITPOBEPH 3a
HaM4YMeTo Ha 12//1BaHajieceT/ OTIeTHY 3anevyaTan IIMKoBe ¢ Ha/utHc ,,IIpe/utarany rieHoBu
MapaMeTpu” ¢ MOCOYBAHEe BLPXY IUVIMKA HA KOHKPeTHaTa 000co0eHaTa No3HIIHS.

OnoBecTEHOTO CHIABPIKAHUE Ha OTIAKOBKATA BKJIIOYBA!

1. Enunen esponeiicku nokyment 3a obuiectBenu nopwuku (EEJIOII) - obpaszenr No2 ¢
NPUIIOKEHH KomHs Ha Paspemenue 3a Thproeus Ha epo ¢ JekapceTBeHH mpoaykTu NelV-P-T-
EU-S-046, NeIV-P-T-EU-S-046-1; NeIV-P-T-EU-S-046-2; NeIV-P-T-EU-S-046-3 u nuueHsus
3a JISWHOCTH ¢ HapKOTHYHH Belecta NeT-7/01.06.2016r.

2.ITootnemno koMiuiekTyBaHu 12 Gpos manku 3a Beska 060cOGEHA TO3HIMA ChIAbPKALIH
CJIETHUTE JOKYMECHTH

e Omuc Ha npescTaBenuTe 0KymeHTH 110 wi. 47, an. 3 TII130I1 - o6paszer Nel;

e [Ipanomomno ot Jumutep eopries JIumuTtpos Hotapuaiio 3asepeno ¢ Per.Ne4288
ot 11.08.2016r. na Hotapuyc ¢ Per.Ne400 na Hor.xamapa;

e [Ipeioxkenne 3a H3MBIHEHHE Ha MOpPbYKATa B CHOTBETCTBHE € TEXHHYECKATa
cenuUKalMsg ¢ [OCOYeHa KOHKpeTHa o0oco0eHa TMO3WIMS M KOJA Ha
HOMEHKJIATYpUTE 110 000cobeHaTa MO3UIHs, u3roteeHo no [lpunoscenue Ne 3, edno ¢
Ipunooxcenue Ne 3a — Texnuvecka oghepma, na xapmuen u MAeHUMEH HOCUMen(na
eour 00Uy OucKk 3a Gcuuku 060CObeHU NO3UYUY, 30 KOUMO ce Kanouoamcmed, 6
CbOMBEMCMEUE C NPUNOJICEHAMA eKcelicKa madauya);

e Jlexnmapaius 3a chrilacHe ¢ KJay3HTe Ha MPHIIOXKEHHs TPOEKT HA IOTOBOP Mo wi. 39,
ai. 3, T. 1, 6yxsa ,,* TITI30IT - o6pazer Ned;

e Jlexmapauus 3a cpoka Ha BaIuAgHOCT Ha odepraTta mo wi. 39, an. 3, T. 1, 6yksa ,,r*
[I130I1 - obpazer; No5;

e Jlexnapauus, ue npHu U3roTBsHE Ha oepraTa ca Cla3eHH 3ab/DKEHHSTa, CBhP3aHH C
JIAHBLIM H OCHIYpPOBKH, ONa3BaHE Ha OKOJIHATA Cpela, 3aKpuiia Ha 3aeToCTTa |
YCIIOBHATA Ha TPYyX, 1o wi. 39, ait. 3, 1. 1, d6yksa ,.a° [ITI30I1 - o6pazerr Neo;

o Jlexnapauus no wi 101, an. 11, BeB Bpb3ka ¢ wi. 107, 1. 4 30II 3a nunca Ha
CBBP3aHOCT C JIPYT' yUaCTHHK - oOpaser Ne7;

e Jlexmapanuss , ue mpeAnaraHuTe JICKApPCTBEHH IIPOJAYKTH ca pPErucTpUpaHd 3a
ynorpeba B cTpaHarta M IPUTEKAaBAT paspellIMTEIHH 3a yrnorpeda, chracHo 3JITTXM,
IpPUTEKABAT CepTH(HUKATH YIOCTOBEPsBAIIM KaudeCTBOTO HA HPOJYKTHTE, JIMIICBAT
oummanau choOLIEHHsT WM OTPaHHYMTEIHH MEPKH 3a ynorpeba Ha JIeKapCTBEHH
npoayktu — Obpasent NelO

o Jlexnapaius , ye B cIydai Ha M3THUAHE HA CPOKA Ha pa3pelieHHero 3a yrnotpeda /PY/
na JIII npe3 2017r., xonmuuectBata oT JIII me 6naar jgocraBsuu B JieueOHOTO
3aBeJIEHHE 10 M3THYaHe CpoKa Ha JIOroBOpa, B ChOTBETCTBHE ¢ Wi. 55, ai. 6 oT
3JITIXM, obpazer Nel1;

o Jlexnapanus 3a OCTaTEYHMS CPOK HA FOJHOCT Ha JIEKApCTBEHUTE CPEJICTBA, KOUTO 1€
ce jocraBar — 1noHe 60 % oT cpoka Ha TOJHOCT Jia € OCTAaThYCH CIIPAMO JaTara Ha
NIOCTAaBKATa — ¢ MOAMKUC H MOKB I1€4aT, ChIUIACHO, MPHIOKEHHS KBM J0KYMEHTalHATa
obpaser; Nel2

o Jlexnapanus 3a o0e3neyaBaHe Ha KayeCTBEHOTO W3IIBJHEHHE Ha JOrosopa ¢



OCHI'YpsBaHe Ha HEOoOXOJUMHTE KOJIMYECTBA JIEKAPCTBEHH IMPOJYKTH 3a LEIHs CPOK
Ha JloroBopa —obpaser; Nel3
e Jlexnmapaius, ye o)epupaHnUTe JIEKAPCTBEHH MPOJYKTH HMaT HOPMAaTHBHO OMpe/eneHa
leHa, ¢bruacHo wi. 26la, an. 1 or 3JIIIXM u npeaiaradara or y4acTHHKA lI€Ha He
HAJIBUINIABA CTOHHOCTTA Ha OIAKOBKAa M3uHciieHa Ha Oasza pedepeHTHa CTOHHOCT, B
Clly4ai, Y€ yJaCTHUKBT ObJie ONpe/Ie/IeH 3a H3MBIHUTEN aBTOMATHUHO 1lle choOpassiBsa
IPOMEHHUTE Ha IbPIKABHO PEryJMpaHUTE LIEHH, KOraro € B 1oJsi3a Ha Bb3noxurens u
IIe T0CTaBs JIGKAPCTBEHUTE IPOJYKTH Ha HAMaJIGHHTE 1IEHH, CUMTAHO OT Jarara Ha
npoMsHa Ha nocieAnnTe B [[03UTHBEH JIeKapCTBEH CIHMCHK - ¢ MOANHC U MOKbBD Ie4aT
- mo O6pazer Nel4
e Jlexmapauus ,4e yyacTHHKBT HMa [PABO Jia H3BLPIIBA THLProBHA Ha €ApPO Ha
odepupaHnTe JIEKApCTBEHH HPOJAYKTH HA TEPHTOpHsTa Ha PBbirapus 3a cpoka Ha
JIOroBopa.
3./lBanajecer Oposi OTAENHM 3ameuaTaHd HEMpPO3pavyHH IUTHKOBE ¢ Hajamuc ,llpeiaranu
[IEHOBH NapaMeTpH” ¢ IIOCOYBAHE BhPXY IUIMKA Ha 060cobeHaTa MO3U LM,

B cpoTBeTCTBHE ¢ M3UcKBaHusATa HA W1.54, an.4 ot [TI130I] BCHUKM ulicHOBE HAa KOMHCHATA
noanucaxa TEXHHYECKUTE IPEUIOKEHHS W IIMKOBeTe ¢ Haxmuc: ,llpemaranu 1eHOBH
nmapaMeTpu” 10 BesiKa OT oepupaHuTe 000COOCHH TO3UIIMH,

5. Yyactuuk ,, Teproseka nura — Haunonanen Anrteven Ilentsp” AJl cbe ceranumie v
anpec na ynpasyenue rp.Codust 1172, p-u Usrpes I'.M. Jlumutpor Nel, EMK:030276307.

Odeprata € noganeHa B CHOTBETCTBHE C M3MCKBaHusTa Ha w47, an.2 ot TI130IT u
JOKYMEHTAlUATA 32 yyacTHe- B 3alleyaraHa HEnpo3payHa OMAKOBKA Ha KOATO a MOCOYCHH
HAHMEHOBAHHETO Ha NOphbyKaTa 1 000COOEHHTE MO3MIIMK 3a KOMTO C€ MojiaBa odepraTa, a
uMeHHO ; Obocobena nmosumms NeNe 1:2:3:7:8:9:10:12:.

[Ipu oTBapsiHETO H KOMHCHATA OIIOBECTH CBHABPKAHUETO HA ONMAKOBKATA M IPOBEPH 3a
HaJIM4YueTo Ha 8/oceM/ OT/eNHHM 3amedyaTaHd IUIHKOBE ¢ Haanuc ,llpeanmaranu 1eHOBH
ImapaMeTpH’ ¢ II0COYBAHE BBPXY IIMKA HAa KOHKpeTHaTa 000coOeHaTa MO3HIHS.

OmnoBecTeHOTO Ch/IbP)KAHHE Ha OITAKOBKATa BKJIFOYBA!

1. EnuneH eBponeiicki qokyMeHT 3a obmectBeHd nopwsukd (EEJIOIT) - o6paserr No2
2.Ilootnenno koMIulekTyBaH# 8 Oposi manku 3a Beska 000coOeHa MO3MIHS ChABPIKAIIH
CJIEZIHUTE TOKYMEHTH:

e Onuc Ha mnpeacraBeHuTe JOoKyMeHTH mo wi. 47, amn. 3 [III30I1 - obpasernr Nel-
omoeneHo 3a 6cAKa 060cobena nO3UYUS, 3d KOO YYacmea;

e [lnnHomomHo ot TakBop Boxoc boxocsH HoTapuanHo 3aBepeHo ¢ Per.Ne23043 ot
05.10.2016r. na Hotapuyc ¢ Per.Ne310 na Hot.xamapa,

o [lpemnokeHue 3a H3MBJIHCHHE HA IOPHUKATA B CHOTBETCTBHE C TEXHHYECKATa
cneuudukalug ¢ TOCOYeHAa KOHKpeTHa obocoOeHa TMO3MIMSA M KOO HA
HOMEHKJIaTypuTe 110 00ocoOeHaTa no3unus, usroteeqo no /punoscenue Ne 3, geono c
Ilpunooicenue Ne 3a — Texnuuecka oghepma, Ha xapmueH u mazHumen Hocumen(na
eoun ooy ouck 3a 6cuyKu 000cobeHu no3uyuu, 3d KOUmMo ce KaHouoamcmed, 6
cvbomeememeue ¢ APULodceHama exceicka madauya);

o Jlexyapaiids 3a ChrylacHe ¢ KJiay3uTe Ha MPHJIOKEHHS MPOEKT Ha JIOroBop no wi. 39,
an. 3, 1. 1, 6yxsa ,,B* [1I130II - o6pazer Ned;

o Jlexiapaius 3a cpoka Ha BaiuJHOCT Ha odeprara mo wi. 39, an. 3, 1. 1, Oyksa ,,r*
[TIT30IT - o6pazery Ne5;

o Jlekmaparius, ye MpH H3rOTBAHE Ha odepTaTa ca Cla3eHu 3aJbIDKCHUATA, CBbP3aHu C




nopnucan ot Tomucnas JKupanosuu, Becennn Benuukos Kynes, HOnuan Aranacos
Henemues, Pagoctun 'eoprues J(umurpos, kouTo ca aumnara no wi.54, an.2 u w55 an.3 or
30I1.

Crell pasriexzaHeTo UM KOMHcHsTa ycraHoBd, 4e ,,@ronnke ®apma” EOQOJT e
NPEeICTaBUII BCHYKH HEOOXOAMMM JOKYMEHTH, KaTO CBUIMTE OTrOBapsAT Ha YCIOBHATA 3a
JTHYHO CBCTOSHHE W HA KPHTEPUHUTE 3 110,100, MOCTABCHH 0T BB3JIOKHTES,

C orsien Ha TOBA BCHYKH YJIEHOBE HAa KOMUCHSTA C COHMHOAYILIHC B3CXa PCLICHHC 3a
JOITyCKaHe Ha O(bepTaTa Ha Y4YaCTHHKA 10 pasrjIeKJaHe Ha TEXHHYECKOTO IPE/IJIOKEHHE 3a
H3ITBJIHEHHUEC Ha IIOPBYKAaTa.

2. Yuactnuxer ,Menodapma” EOO/I e npeactaBui cleHUTE JOKYMEHTH 110 11,39,
an.2 ot 30I1T: Eymuen eBpomeiicky JIokyMeHT 3a obuecrsent nopbuku (EEJIOIT) nonsixen
B CHOTBETCTBHE C H3HUCKBAHHMATA HA 3aKOHA H YCIIOBHUATA Ha BBIIONKHTENA, TOJITHCAH OT
nbJIHOMOIIHKKA ['eopru KatuHos .

Cnen pasrnexnanero Ha EjuHeH eBporeiicku M0KyMEHT 3a OOLICCTBEHH MOPLUKH

(EEJIOIT) xomucHATA YCTaHOBHM, 4e CBINMAT € HEPEJOBEH, THH KATO € IMOJMHCAaH OT
IBIHOMOLIHKMKA ['copxu KaTHHOB, a He OT yhpaBuTENs W NPEACTABIABALL JPYKECTBOTO
Axuneac Ilanrapuc. [IpnHOMOIHUKET He ¢ nuue no wiS4, an2 u w55 an.3 or 30I1,
ceriuacHo w40, an.l, v.1 u an.2, 1.3 ot [1I130I1, nopanu xoeto noganenus EEJIOIT usxoxna
W € IIOAIHNCcaH OT HeHAJIEKHO JIHIIE.
C ornex Ha ToBa Ha ocuoBanue 41104, am4 ot 30I1 u w54, an.8 u an.9 or 13011,
YYaCTHHKBT CJIC[BA Ja IPEACTABH JIONBIHUTEIHO B CPOK JI0 S/mer/ padoTHH JHH OT
NOJIy4aBaHETO HA HACTOAIHAT npoTokoa HoB EEJ[OI], xoiiTo na e noanmucan ot JHiaTa
1o un. 54, an.2 u wi.55 an.3 or 3071.

3. Yuactuukst ,Menexc” OO/] e mpenctaBuil Cl¢HATE HOKYMEHTH 110 uin.39, an.2
or 30I1: Enunen epporneiicku jokymeHT 3a obmectsenu nopbukd (EEJOIT) nonsiHeH B
CBOTBETCTBHC C M3MCKBAHHATA HA 3aKOHA U YCIOBHMATA HA BB3JOXKHTENS, MMOJIIHCaH 0T EMHII
Anexcannpos Jlanes u Benuzap AHTOHOB Jlparoes, npejictapisBaiii Apy»KeCcTBOTO, KOMTO ¢a
auuara o wi.S4, an.2 w w55 an.3 ot 30I1.

Ciiell pasriexianeTo MM KOMHCHsTAa ycTaHOBH, ue ,Menekc” OOJ] e npejacrasui
BCHYKH HEOOXOIMMH JIOKYMEHTH, KATO CBIIHTE OTTOBAPAT HA YCJIOBHATA 3a JIMUHO ChCTOSAHHE
U HA KPUTEPHHUTE 3a 110J100p, MOCTABEHH OT BB3JIOKHUTEIIS.

C ornea Ha TOBAa BCHYKH YJIEHOBE Ha KOMHCHATA ¢ CAHHOAYIIHE B3€Xa PEHICHHE 3a
JOITYCKaHe Ha O(bepTaTa Ha YJaCTHHKa OO0 Pas’TNIeXJIaHC Ha TEXHHYCCKOTO HPEJIOKECHHE 3a
H3IIBJIHEHWE Ha ITIOphYKaTa.

4. YuactHukwstr ,,Codapma Tpeitnunr” AJl e npeicraBui ClIeAHHTE HOKYMEHTH I10
.39, an.2 or 30II: Exunen eBpornelckH A0OKyMeHT 3a obmiectBenn mopbuku (EEJIOIT)
MOIBJIHEH B CBHOTBETCTBHE C H3MCKBAHHATA Ha 3aKOHA W YCJIIOBHATA HA BB3JIOXKHTE,
nojymucan ot Jlumutsp [eoprues Jlumutpos ,Orusan Jlowes, Auren HMopnanor u Msan
Hauer, xouto ca nunara mo 4in.54, an.2 u yn.55 an.3 ot 30II.

Cnen pasryiexaaHeTo UM KOMHcHsATa yctaHoBH, ue ,,Codapma Tpeiaunr” Al e
NpeACTaBHII BCHUYKM HEOOXOAUMH JIOKYMEHTH, KaTO CBIIMTE OTroBapsAT Ha YC/OBHATA 3a
JIMYHO ChCTOSHHUE U HAa KPUTEPUHUTE 3a 11000, TOCTABEHHU 0T BH3JIOKUTEJIS.



C orJyie/1 HAa TOBAa BCHYKM UJIEHOBE HA KOMHCHATA C €AHHONYUIHE B3€Xa PECIICHHE 3a
JOITYCKaHe Ha ocbepTa’ra Ha yJacTHHKa IO pa3rjiekIaHe Ha TEXHHUYECKOTO IPEeII0KEeHUE 3a
H3II'BJIHEHHE HA [TOpBhYKaTa.

5. YuactHuksT ,, T'bproecka nura — Hanponanen Anteden LHentop” A/l e npeactanu
cieHuTe JoKyMeHTH 110 Wi.39, an.2 or 30I1: Enuunen esporeiicku IOKYMEHT 3a 00LIECTBCHHU
nopeuku (EEJIOII) nombiHen B chbOTBETCTBHE ¢ M3MCKBAHUATA HA 3aKOHA H YCIOBHATA HA
BB3JIOKUTENs, nmoamucan ot Taksop Boxoc boxocsn , Tonu Honkos Bekos, Tuxomup
Kamenos, Enena Kamenos, Xusko CroiikoB Kones u Janunena Kocragnunosa, EEJIOI e
IoANMKcaH or Jjuuara no w54, an.2 u wi.SS an3 or 30I1, mopagu Koero e penoBeH
JOKYMEHT.

Crnen pasriesx/laHeTo UM KOMHCHSATA yCTaHoBH, ue ,, Thbproseka nura — Hanuonanen
Anreven [entop” AJ] e mpemcTaBHi BCHUKH HEOOXOMMMH JOKYMEHTH, KaTo ChIIHTE
OTrOBapsAT Ha YCIIOBHSTA 3a JIMYHO ChCTOSHHE M HA KPUTEPUUTE 3a 1oj00p, MOCTABEHH OT
BB3JIOKHTEIA.

C orsiesl Ha TOBa BCHUKM YIEHOBE Ha KOMHCHATA C €IMHO/YLIHE B3EXa pelleHHe 3a
JonycKane Ha oepraTa Ha yYacTHHKA JI0 Pasriiek/aHe HA TEXHMYECKOTO NPEUIOKEHHE 32
M3IIBIIHEHHE Ha TIOPBYUKATA.

Hacrosmero 3acesianne Ha Komucusita npuxioud B 15.30 uaca. IIpoTokonsT e
M3TOTBEH H MOANHKCcaH 0T KomucusaTta Ha 07.11.2016r.

IIpencenaren: CrosHka Xpucrosa Yakeposa ........ ./

Yiuenose: 1. [I-p Panoct Muresa Ckepriesa. ..
2. I-p Jumutsp CrosHoB Ctanues
3.Bcesnana BenkoBa OBuaposa
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