IMMIPOTOKOJ

Juec, 04,04.2018r., B rp.lllymen, B oduc ,,Antexa”, B crpagarta Ha , Komnaexcen
OHKoOJoruyeH uenthp-Lymen” EOO/, rp.Ulymen, ce nposene 3acenaiue Ha KOMHCHATA 3a
HpOBEXIaHEe Ha OTKpuTa npouelypa no 30T — |, locraska ua JIEKapCTBEHH TIPOAYKTH 10
[Tpunoxenue Nel”.

Komucusta, HazHauena cwe 3anoses No028/22.03.2018r., Ha Ynpasuresns Ha
Beanoxutens sanouna paora B 11,30 uaca B nmien ceeras: 1.0Ispromera [lerera,
mar.gapmanedr, [pencenaten, 2.[lnamen IetkoB, 1OpHCT, wien, 3 Kpacen Mures,
'HKOHOMHCT 0B1IIeCTBeHH NOPBYKH, UIEH.

Komucuara nponsimkasa pabora ¢ pasrnexane Ha IPEIUIOKEHHUSATA 38 U3I'BIHEHHE
Ha NOpPBLYKATA.

5"COMAPMA TPEUIUHT™ Al - llpennoxenye 3a u3nbiHeHKe HA NOpBbUKATA
26p.
3a OII Nel - Ipenctass npenokenue 3a U3MbIHEHNE Ha NOpBYKaTa B CHOTBETCTBHE C
TEXHHYECKATa creunduraunsa, usrotseuo no Mpunoxcenue Ne 3 » 3a Ol Nel, noMmenknatypu
NeNe 1,2,3,4,5,6,8, 10, 11, 12, 13, 14, 15, 16,17, 18, 19, 20, 21, 21, 22, 23, 24, 25, 29, 30,
31,32, 33, 34, 36, 37, 39, 41, 42, 43, 44 45, 46, 47, 48, 49, 51, 52, 53, 54, 35, 56, 60, 61, 62,
63, 64, 65, 66, 67, 68. 72, 73, 75, 77, 78, 79, 80, 81, 82, 83, 85, 86, 88, 91, 93, 94, 96, 97, 98,
99, 100, 103, 104, 105, 106, 108, 112, 113, 114,117, 118, 119, 121, 124, 128, 130, 162, 168,
169,173, 177, 178, 186, 187, 188, 190, 191, 192,193, 194, 196, 197, 199, 200, 202, 206, 207,
208,209, 210, 211, 212, 213, 214, 215, 216, 218, 220, 221, 222, 225, 228, 229, 230, 231, 232,
233, 234,235,237, 242, 247, 248, 252, 253, 254, 255,271,274, 275, 276, 277, 279, 280, 282,
283, 284, 286, 290, 291, 292, 294, 295, 297, 298,302, 303, 307, 308, 309, 310, 311, 312, 313,
319,322,324, 326, 327, 328, 329, 330, 331, 335,336, 337, 338, 339, 340, 341, 344, 345, 346,
347,349,350, 352, 353, 354, 356, 362, 363, 366, 367, 368, 370, 371, 375, 377, 378, 379, 381,
382,383, 388, 389, 391, 392, 393, 394, 400, 401, 403, 404, 405, 406, 408, 410, 411, 412, 413,
414,415, 416,417, 418, 419, 421, 422, 423, 427, 428, 429, 430, 433, 434, 435, 436, 439, 441,
443,444,445, 446, 447, 448, 449, 450, 452, 453, 454, 458, 459, 461, 462, 463, 464, 466, 480,
485, 486, 487, 488, 490, 491, 492, 493, 494, 495, 497,499, 501, 502, 503, 504, 505, 506, 507,
508,509, 510, 511, 512, 513, 516, 517, 520, 522,523, 524, 526, 528, 529, 530, 531, 532, 533,
335, 536, 537, 539, 540, 541, 542, 543, 544, 545, 540, 547, 549, 550, 551, 552, 554, 555,
556, 557, 558, 562, 563, 564, 567, 568, 569, 571, 572,573, 574, 583, 584, 585, 588, 597, 598,
599, 600, 601, 602, 603, 604. Ipencrass Hexnapauus 3a chriacue ¢ kiaysute Ha JOTOBOpA -
Hpunoocene Ne 4, Texnapaunus 3a CpoKka Ha BaNUAHOCTTA Ha odepraTa - [Ipunoocenue Ne 3.
Hexnapatus, yc konuyecTsata 3a nekapcTseHis MPOJYKT Ca HAMH4HH, B CAYYaHTE 110 Wi, 535
ai. 6 or 3JIIIXM; [Hexnapauus 3a OCHTYDsIBaHE Ha HEOOXONMMHTE KOJMYeCTRa HA
odepHpaHHTe NPOAYKTH 3a Lejius CpOK Ha Jorosopa; [leknapauus, ue NpelaraHuTe
JICKAPCTBEHH  OPOJAYKTH Ca PETHCTPHpaHH 3a ynotpeba B CTpaHaTa U [PUTEKABAT
paspemuTesiHn - 33 ymorpeba,  cnruacHo  3JITIXM, NpHTEXKABAT  CEPTH(HKATH
YAOCTOBEPABALUM  KAYCCTBOTO HA [POAYKTHTE, JMICBAT OGHUMANHH CbOGIICHHS HIH
OTPAHUYHTENHY MEPKH 3a yrmoTpeda Ha JIeKAPCTBEHH NPOAYKTH - ¢ MOAIMKC H MOKLD IEUar,
[TO OBPA3ELL; Hexnapauns, ue oepHpaHuTE NEKAPCTREHH MPOLYKTH HMAT HOPMATHBHO
Onpeienena ueHa, ceriacHo uil. 261a, an. 1 ot 3JIITXM u NpeajarasaTa OT.Y4acTHHKA HeHa
HC HaJBHUIABA CTOWHOCTTA Ha ONAKOBKA M3uMciena Ha 6a3a pedepeHTHA CTOMHOCT, B
Cy4aH, ue y4aCTHHKBT Obje OHpesieNeH 3a H3NBAMMTEN ABTOMATHYNO e cpodpazgea
IPOMCRHTC HAa IBDPIKABHO PEryIHPANNTE LEHH, KOraTo € B 10732 HA Bb3I0uHTens | uie
ACCTABA JICKAPCTBEHHTE [TPOAYKTH HA HAMAICHHTE LEHH, CYHTAHO OT JATATA Ha npoMsHa Ha
nocaeanuTe B [103UTHBEH NeKkapeTBEH CINCHK - ¢ HOATHE 1 MOKBP NeYar,



3a OIl Ne2 — [lpeacrass npeanoweHHe 3a W3NBIHCHHE Ha nopnpYKaTa 1o
TEXHHYECKATA CTICUHPHKALMS, H3TOTBEHO 110 [Tpunoscenue Ne 3, 3a OIT No2.

. Komucnsara xoneratipa, ue e Hajuie HechOTBETCTBHE Ma HH(pOpPMALHITA, [0
cMHCBIa Ha 4104, an4 ot 300, mexay EEJOIN, B uacrra 3a OIT No2 1 ocTanaguTe
OIHCH HA ChIMHTE HOMEHKAATYPH B odeprata. Taka, 8 EEJOINL, na cTp.5 e nanucan
Texkera 3a ,,060cobena noznumst Ne2 — Jlexapersenn NPOAYKTH 32 OHTOCTATHYHQ
JeueHne, Homenkaatypu Nele 4, 11, 12, 13, 18, 19, 20, 21, 24, 26, 27, 28, 29, 30, 32, 35,
47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68, 69, 71, 72, 74, 76, 77.”

1.Bepxy numka/onaxoBka, ¢ KoiiTo e npexcrasena oepTara ¢ uznmeanm Texer:
w10 obocobena nozuims Ne2, nomenknarypu NeNe 4, 11, 13, 18, 19, 20, 21, 24, 27, 28, 29,
130, 32, 35, 47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68, 69, 72, 76, 77°. B
cpashenye ¢ EEJIOTL. ne ca Bnucanu Bbpxy Miamia HoMeHkaTypy NeNe 12. 26. 71. 74.

2.Bupxy nanxk ,Jpexnarann uenos napamerpu” uma 3anenen Osy CTHKep,
Haamue 3a obocobena mozuius No2, Homenxnatypu NeNe 4, 11, 13, 18, 19, 20, 21, 24, 27, 28,
29, 30, 32, 35, 47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68, 69, 72, 76, 77°. B

cpasHenne ¢ EEJIOIT, He ca Bnucanu BepXY OAKMKA ¢ LEHOBH [apaMeTpy HOMeHKIaTypH NeNo

12,26.71, 74.
3.B npeanowenne 3a n3nubinenne HA NOPLYKATA B CHOTBETCTBUE C TEXHUYECKATA

CTICUH(PHUKALHSA, HITOTBEHO 110 [Ipunoscenue Ne 3, 3a O N2, ca Briucaun HOMEHKJIaTypH. B
cpaprenye ¢ EENIOI nunceat Bnncann nomenxnatypu NoNo 26, 27. 28, 35, 50. 57. 58. 59,
69. 71, 74, 76. EaHOBpeMEHHO C TOBA, cA BIHCAHH HOMEHKJIATYDHH E€AHHMIH, KQHTO He
orrosapit Ha snucanmTe B LEJIOIT, kakTo 1 ue oTroBopaT Ha TexuuueckaTa crenudukawms.

Komucusta emunomymno npuemMa, 4¢ € Hajauue JIHICA, HembLANOTA H
HECHLOTBETCTBHE 1A niHopMaunaTa B oepTaTa Ha yuacTunka mo O6ocobena moz st
Ne2, nopagn xoeto e HeoGXOAMMO [a Ce MoOHCKa 1a IPEJICTABH PA3sSiCHEHHM, C KOMTO 1A
HNOACHH HECHOTBCTCTBHATA, NaMH €A TEXHHYECKA TPELIKA H 33 KOH HOMEHKNATYPHH eIHHHIH
CleaBa Aa ce CuMTa nojaacHa odeprara.

Komucusra pasriesa W ocramanara vacT oT Npe/UIoIKEHNE 33 M3NLAHEHHE Ha
NIOPBHKATA B CLOTBETCTBHE C TEXHHUECKATa CIEUH(UKALN, U3roTBeHo 110 [Tpunoxcenue Ne 3
~ YHACTHHKBT npenctass Jleknapaius 3a chraacue ¢ Knaysute Ha J0rosopa - Ipunooicenue
Ne 4, Jlexnapauus 3a cpoka Ha BATMAHOCTTA HA ofeprara - ITpunosicenne Ne 3,
Hexnapanus, ue KONMUECTBATA 32 JEKAPCTBEHHS NPOJYKT Ca HANMYHH, B CIYUAHTE 110 4Jl.
35 an. 6 ot 3JIIXM; [Jlexnapauust 3a oCHrypsiBaHe Ha HeOBXOTMMHTE KOMHYECTBA HAa
obepHpaHnTe NPOAYKTH 3a LENMS CPOK Ha aoroeopa; Heknapaiust, ue npemnaraHuTe
JICKAPCTBEHN NPONYKTH Ca DETrHCTPHpaHHW 3a ynotpeba B CTpaHaTa M NPHTEXKABAT
paspemurenin  3a ynotpeGa, conrmacHo  3JIIIXM,  npurexasar cepTHduKaTH
YAOCTOBEPABALIM  KAYECTBOTO HA MNPOAYKTHTE, NMICBAT OMMUMAIHH CHOGLICHHS HIH
OrpaHHMHTEIHN MEPKH 3a ynoTpeba Ha NEKAPCTBEHH NPOAYKTH - C MOANUC U MOKDBp NEYaT,
IO OBPA3EL; Mexnapauus, ve opepupatuTe NIEKapCTBCHH NMPOAYKTH MMAT HOPMATHBHO
OllpejieNiena leHa, ChrracHo 1. 261a, an. 1 ot 3JIMXM n ripeanaranara ot y4acTHHKA LeHa
HE HaABullaBa CTOMHOCTTA H4 ONAKOBKa H34MCIcHA Ha 6asa pedepeHTHE cToitHoOCTY, B
ClydaH, He y4aCTHUKDBT OBAEC ONpPENENEH 3a H3IThIAHHTEN ABTOMATHUHO LUE cbobpassBa
[IPOMEHHTE Ha NBPIKABHO PErylUpaHHTe LEHH, KOTATO € B IoN13a Ha Bu3nomuTtens u ue
AOCTABS JICKAPCTBEIINTE NPOAYKTH HA HAMAICHITE LIEHH, CYMUTAHO OT JATATA HA IPOMSIHA Ha
NOCIeAHNTE B [I03HTHBEH NEKAPCTREH CITUCHK - ¢ OXITHC U MOKED Teyar.

Tlpeneua ropemsnoxenoto u na ochosanue wi.104, and u an.5 or 30T i wi 54
an.8, % u 13 or [NM3011, xomucusTa €JMHOOYIIHO,

P E U WU



OINPENEJIA B cpox no 10.04.2018r, 16.30 uaca, yuacTHHKBT Aa NPEIACTABH B
JenoBOACTBOTO Ha Bb3noxurens, rp.lliymen, yn.”Bacun Anpumnos” Ne63 nucMmeHu
pasAcHEHHs, B KOWTO Ja nocodyu: noaabpka au nocodenute B EEJIOIL, nza ctp.5, 3a
»0b0ocobena mnozuums Ne2 —  JlekapcTBeHM TPORYKTH 32 LIHTOCTATHYHO JIEUEHHE,
HoMmeHKnaTypu -NeNe 4 11, 12, 13, 18, 19, 20, 21, 24, 26, 27, 28, 29, 30, 32, 35, 47, 48, 49,
50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68, 69, 71, 72, 74, 76, 77?7

Ha nocodn Ha KaKpo ce AbIKaT pazmuuuaTa B odeprata mexxny EEJIOIN, ot enna
crpana M [Ipeanokenue 3a H3MTBIHEHUE Ha NTOpLUKaTa M nucMeHnTe obo3HaveHust 3a OIT No2
H CBOTBETHUTC HOMEHKJIATYpPH U3MHCAHHM BBPXY TMIHKAa OfIAKOBKA H BbPXY I[UIHK ¢
Hlpennaran 1enosn napaMmerpu”? M3pHUHO M fICHO Ha €€ IOCOYM J&TH YYaCTHHKBT

- noanepxka odeprata B Texcta B EEJIOIL, nanu pasnuuuara ca Qaxthuecka/rexHuyecka

rpelika ¥ KOMMcHATa KOW HoMeHknaTypu no OIT Ne2 creppa jga uMa npeiasHa 1o
APUKITIOUBAHE HA NPOoUeIypaTa.

[Ipy u3roTBsiHe Ha pa3zsICHEHUATA YYACTHHKET Aa chobpasu 3adpanara o wi.104, an.s,
npensiokenue nocnenuo ot 3011,

Ha ocnopanue umn.54, an.8 or IITI30I1, nacrosituuaT NpoToKoN na ce nydnHKyea B
npoduna Ha KynyBaya Ha BbRHOKUTES i A C€ W3NPATH HA YHACTHHKA.

Komucuara npuxmoys pabota B 13.30 vaca

n

Yn.2 3371 swB Bpb3Ka cun.42 an.5 ot 300

| #

{ TlspsonetadEresa/

Unenoge: o

Q Yn.2 3311 B}B Bpb3ka cun.d2 an.5 or 300

C ;/ Yn.2 33711 5bB Bpb3Ka CYN.42 ans oT 30Mn

/ Kpacen MuUTEB7TX



NPOTOKOJ

Irec, 04.04.2018r., B rp.lllymen, 8 oduc ,Anteka”, B crpajara Ha ,,Komrmiekcen
onkonoruyeH neHthp-Llymen” EQOJ, rp.Jllymen, ce mpoBsene 3aceiasye Ha KOMHCHATA 34
npoBekaaHe Ha OTKpuTa npouexypa mo 30I1 — ,JlocTaBka Ha JIEKApCTBEHH IPOAYKTH IIO
Ipunoxenue Nel”.

KoMmucuara, HazHadeHa cbhe 3amoBen Ne028/22.03.2018r., ma Vmpasutena Ha
Bo3noxutens zamouHa pabota B 14.30 uaca B mbneH cberaB: lIInpsonera Iletera,
mar.apmanedr, Ilpencenmaren, 2.JInmamen IleTkoB, opHCT, wieH, 3.KpaceHn Miites,
HKOHOMHCT OOIIECTBECHH HOPBUKH, 4IIEH. ’ :

KoMucuATa NpoALDKaBa paboTa ¢ PasricikKAaHe Ha MPEIOXeHHATa 3a H3IIBIHCHUE
Ha IOpPHUKaTa.

6.“OPAPMHET* AJ[ — IlpencTtaBs npeAloXKeHHE 32 H3MBIHCHUE HA IIOPHYKATa, B
CHOTBETCTBHE C TEXHHYCCKATa CTelH(HKALis, H3roTBeHo 1o [lpunovcenue Ne 3, 3a OIL Ne2,
HoMmenkaTypu NeNe68 u 69. [IpenctaBs 0TOPH3AUMOHHO IMCMO OT NPOH3BOAHTEN ,,.Mepk
Mlapn u Hoym Benrapus” EOO], Bnuceane oT THProBCKH pPErHCTEHD, HBIHOMOINHO H
amocTHi, Jlexnapauus 3a CBIJIACHE C KJay3uTe Ha poroBopa - Ilpunooicenue MNe 4,
Jleknapalus 3a cpoka Ha BaJuJHOCTTa Ha odiepTata, TPH MECELa, Ciell KpaiiHus CPOK 3a
nomapaHe Ha odeprute - [punowcenue Ne 5;  Jleknapalus, 4Ye  KOJIHYECTBaTa Ha
JIEKAPCTBEHHS POAYKT ¢4 HATHYHH, B cllydanTe Io wi. 55 an 6 or 3JIIIXM; Jexsapainus 3a
OCHTYpsSBaHe Ha HEOOXONUMHTE KOJHYECTBa Ha O(EpHPaHHTE JIEKapCTBEHH HPOAYKTH 34
neaMs cpok Ha gorosopa; Jlexmapanus, ObBpasen Nel, ue mpejuiaraHHTE JIEKapCTBEHH
NPOJYKTH ca PerucTpHpaHH 3a ymorpeba B CTpaHATa M IPHUTEKABAT PaspelIUTCIHM 33
ynoTpe6a, cernacuo 3JIIIXM, npurexaBaT cepTHOHKATH YAOCTOBEPSABALIY Ka4€CTBOTO Ha
IPOLYKTHTE, THOCBAT ODUIMANHE CHOOIEHHS HIH OrPAHMYWTENHU MEPKH 32 yoTpeba Ha
nexapcTBeHH MpoAyKTH H Topa, ye MAJl e yBenmoMssaHa CBOCBPEMEHHO 3a ITyCKaHe Ha
nasapa ¥ 3a BL3HMKHAIM NPOMEHH IO BpeMe ¥ Cliell paspelaBaHeTo 3a ymorpeba,
Texnapanus, O6pasen Ne2, ue odepupaHuTe NEKAPCTBEHH MPOAYKTH HMAT HOPMATHBHO
onpefieneHa eHa, cpriacHo wi. 261a, an. 1 ot 3JIIIXM u npejuiaranara OT y9acTHHKA LEHA
He HaJBHIIABa CTOMHOCTTA Ha ONAKOBKA W3uHcieHa Ha Gasa pedepeHTHA CTOHHOCT, B
cnydal, U YYACTHHKBT ObJe ONIpeAeicH 33 M3NBIHATEN aBTOMATHYHO e chobpasssa
IIPOMEHMTE Ha HHPIKABHO DPETYIHpPAaHHTE IICHH, KOTaTo € B MON3a Ha BbamoxuTend u ule
JOCTABS JEKAPCTBEHUTE IPOJYKTH HA HAMANICHHMTE LICHH, CYMTAHO OT AaTaTa Ha MPOMSAHA Ha
rocnennute B [TO3MTHBCH JIEKAPCTBEH CHHCHK — BCHYKH JOKYMCHTH C NOATHMC Ha Becka
Mapemka, ynpaBaTes ¥ MOKBD neyar. KOMHCHATA €NMHOLYIHO IIPHEMA, Y€ TCXHHYECKOTO
IpENIOKCHAE Ha YYacTHUKA OTroBaps Ha HM3HckpaHuATa Ha 30I1 ¥ TesH MOCTaBEHH OT
Br3noxurens.

T2ANTA PAPMACHOTHUKBJIC? EOQOJA - Ilpencrass npedjioxeHHe 3a
M3GIHEHHE HA [OpBLYKATa, B CHOTBETCTBHE ¢ TEXHHYECKATa CHEUM(HKAITUS, H3TOTBEHO 110
Ipunosicenue Ne 3, 26p, cvotserHo 32 OIT Nel n OII Ne2.

3a OII Nel, momenxiarypH NeNe329 wm 330. IlpemcraBs meiaHoMomHO oT Tonop
Iloues, ympasuten Ha Becka JKexopa KoseBa, HoTapHaliHO 3aBepeHo, Texnuuecko
npeanoxenne, Jexnapanus 3a ChLacke C KJIay3uTe Ha Jorosopa - [lpunooicenue Ne 4
Jlexnapanys 3a CpoKa Ha BAIMAHOCTTA Ha odepraTa, TpH Mecella, CIel KpalHHA CPOK 3a
nofapage Ha odeprure - I[lpunoocenue Ne 5;  Jlexmapanus, 4Ye  KOIMH¥eCTBaTa Ha
JIEKAPCTBEHHS TIPOIYKT Ca HANMYHH, H JEKIapals, 4e e Obaar OCHIypSBAaHH B CPOK, B
cnywaute no wi. 55 an 6 ot 3JIIXM; Jlexnapauus 3a ocHrypseaHe Ha HeOOXOHMUTE
KOJIMYECTBA Ha O(QCpUpaHHTe JEKapCTBEHH IPOJAYKTH 32 LCIMS CpOK Ha JI0roBOpa;
Jexnapanus, O6pazent Nel, ue npejuiaraHute JAeKapCTBEHH MPOAYKTH Ca perCTpHpaHt 3a
ynoTpeGa B CTpaHaTa W [MpPHUTEKaBaT DPaspCUIMTENHA 33 ynotpeba, corinacHo 3JITIXM,



IPUTEKABAT CEPTHQHUKATH YAOCTOBEPSBAUIM KAYeCTBOTO HA NPOAYKTHTE, IJHICBAT
OpHUHATHH CHOOUIEHMS MNH OTPAHMYMTEIHH MEDPKH 3a ymoTpefa Ha JeKapCTBEHH
nponykTdH M ToBa, e MAJl e ysejomsaBaHa CBOCBpPEMEHHO 3a IyCKaHe Ha ITa3apa M 3a
Bb3HMKHAJIH TIPOMCHH MO BpeME W Cilell pa3speiiasadeTo 3a ynotpeba, J[leknapanms,
O6pazeny Ne2, ue odepupannTte JNEKApCTBEHH NPOAYKTH MMAaT HOPMAaTHBHO OIpejescHa
ueHa, cbriacHo 4i. 26la, an. 1 or 3JIIIXM u mpejnaranmata oT yyacTHHKA LCHA He
HaJBHIIABA CTOHHOCTTA Ha ONMAKOBKA M3YHMCICHA Ha 6asa pedepenTHa CTOHHOCT, B ciIydail,
He YYaCTHHKHT OBl OIpEfeNieH 3a U3MBIHHTEN ABTOMATHYHO Lie Chobpasssa IPOMCHHTE
Ha JbpXaBHO PErylHpaHMTe LEHH, KOTaTo ¢ B I10Ji3a Ha BB3NOKHUTENI W IIe JOCTaBs
JIEKAPCTBEHUTE IPOAYKTH Ha HAMalleHHTe LEHH, CYMTaHO OT Jarata Ha NpoMsHA Ha

JqocnenuuTe B [lo3uTHBEH JICKapCTBCH COHUCBK — BCHYKH JOKYMEHTH C HOANMHC HA Becka

Mapeluka, ynpasuTen ¥ MOKBP HedaT. KoMucHsiTa eqUHOMYIIHO IpHEMa, Ye TEXHHYECKOTO
IPEANOKEHHE HA YYaCTHMKa OTroBaps Ha H3MckBanuaATa Ha 3OI] ¥ Te3W NMOCTaBeHH OT
Branoxurens.

3a O Ne2, Tlpeanoxenue 3a HM3NBIHEHHE HA HOPHUKATA 32 HOMEHKIIATYPHHU
emunumm NelNe 1, 2, 3, 17, 20, 21, 22, 24, 26, 32, 36, 37, 47, 59, 61, 62, 66, 67, 70, 71, 73, 74,
71. Texuuuecko npemioxkenue, Jlexnapalus 3a CBIACHE C KIay3HTe Ha A0ropopa -
lIpunoocenue Ne 4; Jlexnapauus 3a cpoka Ha BaTHIHOCTTA Ha odepraTa, TpH Mecela, cliex
KpaliHus CPOK 3a nojasaHe Ha obeptute - ITpunoocenue Ne 5 Hexiapanus, ue
KONMH4YeCTBATa HA JIEKApCTBEHMSA INPOAYKT ¢a HANMYHM, ¥ [eKJapanysd, d9e e Obaar
OCHI'YpABaHH B CPOK, B CIydaHTe 1o Wi 55 an. 6 ot 3JIIIXM; Mexnapauus 3a ocurypspase
Ha HEOOXOMMMUTE KONHYECTBA HA O(EpUPAHATE JIEKAPCTBEHH HPOLYKTH 38 LeIHs CpOK Ha
norosopa; Meknapauus, O6pasen Nel, ue npennaranuTe JieKapcTBGHH NPOAYKTH ca
PCTHCTPHPAHH 3a yMOTpeda B CTpamHaTa M MpPHTEKABAT Da3peluMTeNHM 3a YmOTpeba,
cormacno  3JIIIXM, mpurexapar cepTM(UKATH  yAOCTOBEPABAILM KAYECTEOTO Ha
NPONYKTHTE, NUNCRAT OPULHANHY CHOOLIEHHS HITH OTPAaHHYHTENHA MEPKH 32 YIOTpeda Ha
JICKAapCTBCHU TPOAYKTH M TOBa, Ye MAJl ¢ yBegoMsABaHZ CBOEBPEMEHHO 2a IyCKaHe Ha
Na3apa M 32 BB3HUKHAIH NPOMEHH IIO BpeME€ M CIEA pa3pelllaBaHCeToO 3a ymoTpeba,
Hexnaparus, Obpazeny Ne2, ue oepupannre sekapcIBeHu IPOAYKTH UMAT HOPMATHBHO
OIpefeNncHa UeHa, ChINIacHo 4. 261a, an, 1 o1 3JIIIXM u npeanaranara oT y4acTHHKA IEHA
HE HaIBUIIABA CTOMHOCTTA H4 ONAKOBKA M3UHMCICHA Ha Gasa pedepeHTHa CTOMHOCT, B
ClyyaH, 4e¢ Y4aCTHHKBT OBJE OIpeneleH 3a H3NBIHHTEN ABTOMATHYHO MIE cbpobpassBa
NPOMEHHTEC HA JbPKABHO PErylHPaHHUTE LEHH, KOTaTo € B HOJ3a Ha BuuIoKHTENS U e
A0CTaBA JICKAPCTBEHUTE MPOJYKTH HA HAMaJleHHTe LEHH, CYHTAHO OT JaTara Ha MPOMAHA Ha
nocnefiHuTe B 1IO3UTHECH JIEKapCTBEH CHHCHK — BCHYKH JOKYMEHTH C IOANHC Ha Becka
Mapemka, ynpasuTesn 1 MOKBD neyar, KOMHCHATA efHOIYIIHO npueMa, 3¢ TeXHHYECKOTO
NPEUIONEHHE HAa YYACTHHKA OTroBaps Ha H3UcKBawuaATa Ha 3011 ¥ Te3w MOCTABEHH OT
Bnanoxuress.

8.“DAPKOJI“ A - TIpemioxkenue 3a H3MBIHEHHE HA mopnuKara 26p.

3a OIX Nel, npeactaps NpE/IIOKEHHE 32 H3NEIHEHHE HA IIOPBYKATa, B CHOTBETCTRHE
C TeXHHYecKara cueludHKanus, uarorseto no Jpurooicenue Ne 3, HOoMeHKNaTypr NeNe 1, 5,
8,21, 23,24, 40, 69, 70, 72, 79, 84, 94, 103, 107, 108, 111, 131, 135, 137, 138, 143, 144, 149,
152, 154, 157, 162, 164, 1661 168, 172, 173, 176, 179, 180, 181, 185, 199, 201, 202, 204,
205, 206, 212, 213, 215, 218, 220, 232, 233, 236, 239, 240, 241, 243, 244, 245, 246, 249, 257,
258, 260, 263, 264, 298, 301, 302, 303, 307, 308, 309, 310, 311, 312, 317, 326, 348, 349, 357,
359, 361, 362, 363, 364, 366, 367, 368, 370, 373, 376, 377, 384, 388, 392, 393, 394, 398, 400,
401, 403, 406, 410, 415, 422, 423, 424, 435, 437, 455, 456, 457, 461, 464, 469, 470, 471, 473,
474, 482, 483, 484, 485, 486, 487, 492, 493, 494, 495, 496, 498, 501, 509, 511, 512, 513, 521,
528, 533, 535, 544, 546, 554, 555, 556, 576, 577, 578, 579, 580, 581, 582, 586, 587, 595, 596.
Ilpencrapa [leknapanus 3a chriiacke ¢ KIaysurte Ha morosopa - Ilpunosicenue Ne 4,
Hexnapauus 3a cpoxa Ha BaTHJHOCTTa Ha oeprata, TPH MeCeua, Ciei KpaifHHA CpPOK 3a
nojapane Ha ofepture - Ipunooicenue Ne 5;  Jlekmapanus, ue  KojndecTBaTa Ha



NIeKapCTBeHHS TIPOAYKT ¢a HATHYHH, B ClIydauTe no wi. 55 an. 6 ot 3JHIXM; Jlexnapauud 3a
ocurypsaBaHe Ha HEOOXONMMHTE KOIWYeCTBa Ha odepHpaHHUTE JICKapCTBEHH IIPOAYKTH 34
nmenns cpox Ha porosopa; MHexmapanus, OOpaser; Nel, 4e npennaraHuTe II€KapCTBEHH
NPOJIYKTH ca PerHCTpHpaHd 3a ymoTpeba B cTpaHaTa ¥ NPUTEXKABAT PA3PENIMTEIHH 34
ynorpeba, ceriaacuo 3JITIXM, mpurexapar cepTH(hHKATH yYIOCTOBEPABAINH Ka4eCTBOTO Ha
IPOAYKTHTE, JIMICBAT O(hHIHAIHN CHOOIMEHHs I OTPAaHUYHTEIHH MEPKH 3a ynotpeba Ha
JIEKapCTBEHH UPOAYKTH H ToBa, 4ye VAJl e yBemomsABaHa CBOEBPEMEHHO 3a IIyCKaHe Ha
nasapa 4 3a Bb3HHKHAJIM IIPOMEHH I10 BpeMe H Clie]l pa3pellaBaHeTo 3a yroTpeda - ¢ MOANHC
H MOKEp meuat, [eknaparys, O6paser Ne2, ue odepHpaHHTe JEKapCTBEHH IPOJYKTH HMAaT
HOPMATHBHO OIpefelieHa lieHa, chIvlacHO Wi. 26la, an. 1 ot 3JIIIXM u mpeanaranara ot
y4YaCTHHUKA IIeHA HE HaJBULIABA CTOMHOCTTA HA ONAaKoBKa H3uutieHa Ha 6asa pedepeHTHA
CTOHHOCT, B CNy4af, Ue y4YacTHHKBT OBJE ONpElNeNieH 3a M3NBIHMUTEN aBTOMATHYHO INe
ch0o0OpassiBa MPOMEHUTE Ha MBP/KABHO pEryJHPAHMTE IEHH, KOraro € B [on3a Ha
Bo3noxuTens W me JA0CTaRd JICKAPCTBCHHWTE NPOAYKTH HA HaMalEHWTE IiCHH, CYUTAHO OT
JaTaTa Ha [IpoMAHA Ha rocnefHuTe B Ilo3uTHBEH IeKapCTBEH CIHCEHK - C MOANUC H MOKBD
mevar.

3a OII Ne2, npezcrass npelyioxKeHHE 3a H3NBIHCHHE HAa [IOPHUKaTa, B CbOTBETCTBHE
¢ TEXHHYECKAaTa crenuQuKamms, H3roTBeHo no [lpuwioxcenue Ne 3, 3a OII Ne2,
poMenkmatypu NeNe2, 3, 15, 18, 20, 24, 26, 32. Ilpencrass [exnapauus 3a chITIACHE €
Kjay3uTe Ha gorosopa - Ilpunoowcenue Ne 4; Jlexnapanus 3a CpoKa Ha BaJHAHOCTTA Ha
oeprara, TPH Mecena, cliell KpalHus CPOK 3a nojapaHe Ha odepTute - IIpuroncenue Ne 5
Hexnapanus, ye KONHYCCTBATA HA JIEKAPCTBEHHA NMPOXYKT €& HAJNMYHH, B CIYYaHTE IO WL 55
ar. 6 or 3JIIIXM; Jexmapanus 3a OCHTYpABaHE Ha HEOOXOZMMHTE KONHYECTBA Ha
ohepHpanKTe JIEKAPCTBEHH MPOXYKTH 3a IEMHs CpoxK Ha gorosopa; Hexsapanus, O6pazen
Nel, ye mpemaranuTe JAeKapcTBCHU NMPONYKTH Ca PETHCTPHPaHH 3a ynoTtpeba B cTpaHata ¥
TIPUTEXABAT paspemnTenuu 3a ynorpeba, cermacHo 3JIITXM, npurexaBaT cepTHOHKATH
yIOCTOBEPABALIM KAYECTBOTO HA MNPOAYKTHUTE, JIMICBAT OQHUHANHY CROOLICHHSA MJIH
OTPaHWUHMTENHH MEpKH 3a ynorpeba Ha NeKapCTBEHH NpOAyKTH M ToBa, 4de HAJL ¢
YBEJIOMABAHA CBOCBPEMEHHO 3a IIyCKAHE HA Na3apa M 3a BL3HHKHAIH NPOMEHH 110 BpeMe M
clIefl paspemiaBaHeTo 3a ynorpeba - ¢ MOANKC ¥ MOKBD nevaT, Jexnapauus, O6pasen Ne2,
ye odepupanuTe NEKAPCTBCHH MPOJYKTH HMAaT HOPMAaTHBHO OIpeAeNeHa IeHa, ChIJIACHO
w1, 261a, an, 1 or 3JIITXM u nperaranara oT y9acTHHKA [{€Ha HE HAaABHIIABA CTOHHOCTTA
Ha OIIAKOBKA M3YucleHa Ha Gaza pedepeHTHa CTOHHOCT, B clydall, 4e y4acTHHKBT OBJe
ONpecAeNieH 3a M3IOBIHHTE] aBTOMAaTHYHO Ime choOpasdBa MpOMEHWTe' Ha ABPKABHO
peryidpanuTe lIE€HH, KOTaTo € B ITONI3a Ha BB3JIOKHUTENA H IIE J0CTaBi NEKapCTBECHHTE
NPOAYKTH Ha HaMaleHuTe LeHH, CYMTAHO OT JaTaTa Ha MpOMAHA Ha IOCIeTHHTE B
TIo3HTHBEH NEKAPCTBEH CHOHCHK - C MOANHC M MOKBp medaT. KoMHCHATA eIHHOMYUIIHO
npHeMa, Ye TeXHHYECKOTO NpeJIozkeHHe Ha YYACTHHKA OTroBapH HA H3IHCKBAHHITA
Ha 30I1 n Te3u nocTaseHu oT Bu3aoxurend.

9,®@bOHUKC ®apma” EOO/ - A/l - Ilpeasnoxkense 3a U3I'bIHEHHE Ha IOpBYKaTa
20p.

3a OII Nel, npefcTaBs MpeioKeHUe 3a H3UBJIHEHHE Ha MOPhYKaTa, B ChOTBETCTBHE
¢ TEXHHYIECKATa CHELHPHKALMSA, H3TOTBEeHO 110 [Ipunosicenue Ne 3, Homenknarypu NeNe 1, 2,
3,5,7,8,9,10,11, 12, 13, 17, 18, 21, 22, 23, 24, 25, 29, 30, 31, 32, 35, 39, 41, 42, 44, 48, 51,
52, 53, 54, 55, 56, 61, 62, 63, 64, 65, 66, 67, 68, 69, 70, 72, 74, 77, 78, 79, 80, 81, 84, 86, 92,
94, 95, 96, 97, 98, 100, 101, 102, 103, 104, 105, 106, 107, 108, 110, 112, 113, 114, 116, 117,
118, 119, 121, 127, 131, 137, 138, 143, 144, 149, 152, 153, 154, 162, 164, 166, 168, 172, 173,
176, 179, 180, 181, 186, 190, 191, 192, 193, 197, 199, 200, 202, 205, 207, 212, 213, 214, 215,
216,217,218, 220, 221, 222, 225, 228, 229, 230, 231, 232, 234, 235, 236, 238, 239, 240, 241,
243,244, 245, 246, 247, 248, 249, 251, 255, 257, 258, 260, 263, 264, 267, 269, 270, 271, 280,
281, 282, 283, 285, 286, 290, 291, 292, 293, 294, 295, 297, 298, 299, 300, 303, 305, 306, 307,



309, 310, 311, 312, 316, 319, 322, 323, 326, 327, 328, 329, 330, 334, 336, 344, 345, 346, 347,
348, 349, 350, 352, 354, 355,.356, 357, 358, 361, 362, 363, 364, 365, 366, 367, 368, 369, 370,
371, 373, 374, 375, 376, 377, 379, 381, 382, 384, 386, 387, 388, 389, 391, 392, 393,394, 395,
396, 397, 398, 400, 401, 402, 403, 404, 405, 407, 408, 410, 414, 415, 418, 419, 420, 421, 422,
423, 424, 426, 427, 428, 429, 430, 431, 433, 434, 435, 436, 437, 439, 440, 441, 443, 444, 445,
446, 447, 448, 450, 453, 454, 455, 456, 457, 458, 460, 461, 462, 464, 469, 470, 471, 472, 481,
488, 491, 492, 493, 495, 496, 498, 500, 502, 503, 504, 506, 509, 511, 512, 513, 516, 518, 519,
521, 522, 523, 524, 528, 530, 531, 533, 535, 537, 540, 541, 544, 546, 547, 554, 555, 556, 557,
558, 560, 561, 562, 563, 565, 566, 567, 570, 571, 573, 574, 576, 577, 578, 579, 584, 586, 587,
588, 595, 596, 604. lIpexcrapst HBIHOMOLIHO, Jlexnapanys 3a ChrJacHe ¢ Kilay3uTe Ha
-norosopa - Hpurodicenue Ne 4; [lenapanuns 3a cpoxa Ha pafumHocTTa Ha odepraTa, TpH
Mecela, CIICH KpaiHHs cpoK 3a ojasaie Ha opepTHuTe - ITpunoxcenue Ne 5; Jlexnapanusd, 1€
KONHYEeCTBATa Ha JIEKapCTBEHHs NPONYKT ca HAIHYHH, B ClydawTeé N0 9L 55 an. 6 or
3JIIXM; [exiapalus 3a OCHTYPSBaHE Ha HEOOXO[MMHTE KOIHYECTBA Ha odepupanute
JeKapCTBEHH MPOAYKTH 3& LEAHA CPOK Ha JAOroBopa, Jexnapaums, OOpasen Nel, ue
[pCINaraHyuTe JIEKApCTBEHM HPONYKTH CA DPErHCTPHPAHH 34 yiotpeba B cTpasara H
NIPUTEXABAT Pa3pEIIMTENHY 32 YHOTpeda, ChINIACHO 3JIIIXM, npuTexaBaT cepTHHHKATH
YJOCTOBEPABALTY KaYeCTBOTO Ha MPOUYKTHTE, JIHICBAT ohuipanHy CHOOIICHHS HIH
OrpaHMUMTENHM MEPKH 3a ymoTpeba Ha JEKapCTBEHH NPOXYKTH . TOEa, ©C HAJL e
yBeZIoMsiBaHA CBOEBPEMEHHO 3a ICKAHE Ha 1133apa ¥ 32 BE3HMKHAIH IPOMEHH [0 BpeMe H
ezl paspeiuaBaHero 3a ynorpeba - ¢ MOAMUC B MOKBP IEHaT, Texnapanms, Obpaszen Ne2,
ye opepHpaHUTE NEKAPCTBEHH NPOAYKTH HMAT HOPMATHBHO ONpele/eHa LeHa, CBIJIAaCHO
yi1. 261a, an. 1 ot 3JIIIXM u npenara€ara oT yJyacTHHKA OEHA HE HaJ(BHIIaBa CTOHHOCTTA
HA ONAKOBKA M3uMCJeHa Ha Gaza pedepeHTHA CTOHHOCT, B clydad, Ye YYaCTHHKBT 6sne
onpezielieH 3a H3MBIHATEN ABTOMATHYHO IIE crobpasgBa MPOMEHMTE HA JIbPKABHO
perynupaHuTe LEHH, KOraTo € B 1onsa Ha Bp3noxkuTend W e ROCTaps NEKAPCTBEHUTE
IPOAYKTH Ha HAMaJIEHHTE LEHM, CUMTAHO OT jHarata Ha TpOMAHA Ha MIOCTIEIHUTE B
Ilo3uTHBEH JEKAPCTBEH CNHCBK - € NOANHC OT MBIHOMOLIHHIIH Kp.Hukonaes H
J.HuxonoBa 1 MOKBD I1€4art.

3a OII Ne2, npesicTaBs MPEIUIOKEHHE 32 H3ITBIHCHHE HA TIOPBYKATAE, B CHOTBCTCTBHS
¢ TeXHHYeCKATa crelM(HKaIis, H3TOTBEHO 10 [Ipunodicerue Ae 3, nomenxkiarypu NoNe 1, 2,
4, 6,14, 15, 16, 17, 19, 22, 23, 24, 26, 27, 28, 29, 30, 32, 38, 46,47, 49, 50, 52, 53, 55, 56, 57,
58, 59, 60, 61, 62, 63, 66, 67, 70, 71, 74, 77, 78. Tlpenctass Jexnapanus 3a CbIIIacue ¢
Knaysurte Ha gorosopa - Ilpunooicenue Ne 4; Jlexnapauus 3a Cpoxa Ha BAJHIHOCTTA Ha
oteprara, TPH Mecelld, ClIel KpaliHHg CpOK 3a IIOJlaBaHe Ha opepture - punoowcenue Ne 5,
Jlexapanys, 4¢ KONHYeCTBATA Ha IEKaPCTBEHHs MPOYKT Ca HaNNIHH, B CIly4aHTe HO L. 55
an. 6 or 3JIIIXM; Jlexmapauus 3a OCHCypABaHE Ha HEOOXOAMMHTE KOJNMYECTBA Ha
ohepHpaHUTe JEKAPCTBEHH MPOAYKTH 32 LEJIMA CPOK HA JOroBopa; JHexnapanus, Obpasen
Nel, 4e TIpenyaraHuTe JIEKapcTBEHH MPOAYKTH Ca PETHCTPHPANH 34 ynotpeba B CTpaHATa H
[IPHTEKABAT PA3PEIIMTENHY 3a ynorpeda, ChIACHO 3JI[IXM, npuTexaBaT cepTH(HKATH
yIOCTOBEPABAlE Ka4eCTBOTO HA MPOJYKTHTE, JIHICBAT oQUUMATHH ChODILEHHS WK
OrpaHHYHTENHH MEPKH 32 YNoTpeba Ha NCKapCTBEHH NPOAYKTH M TOBa, He HAIL e
yBEIOMsBAHA CBOEBPEMEHHO 32 IyCKaHe Ha 11a3apa M 32 Bh3HMKHATK [POMCHH IO BpeMe H
CclIe[l paspelnaBaHeTo 3a ynorpeba - ¢ MORIHC W MOKBp AT, Hexnapanus, Obpazen Ne2,
ye ofiepHpaHKTe JEKAPCTBCHH NMPOAYKTH MMAT HOPMATHBHO ONpEZcieHa UeHa, CBIJIACHO
yn. 261a, an. 1 ot 3JIIIXM n mpejiaranara oT y9acTHHKA EHa HE HaBHIIaBa CTOHMHOCTTA
HA OAKOBKA M3uHCIeHA HAa 6asa pediepeHTHA CTOHHOCT, B CIydaH, u€ yHaCTHHKET onne
ompeneNieH 3a M3MBIHMATEN aBTOMATHYHO Iie cpo0passBa NPOMCHUTE Ha JBPIKABHO
peryIHpaHuTe LEH, KOraTo € B Hoj3a Ha Bpanoxwurens # IMe [OCTaBi JIEKAPCTBEHHTE
MPOAYKTH HA HaMalCHMTE UEHHM, CYMTAHO OT JaTara Ha IIpOMsHA Ha HOCTICTHUTE B
TIo3UTHEEH JEKapCTBEH CIMCHK, IPHIOKEHH KOUMS OT XapaKTEPHUCTHKH Ha NEKapCTBCHH
NPOAYKTH - C TNOANHC OT MBIHOMOLIHHIH Kp.Huxomaes u J[.HukonoBa H MOKEP



neyat.Komucnara CAMHOAYUIHO IIpHEMA, Ye TEXHHYECKOTO NpPeIJI0KeHHe Ha
YUaCTHHKA 0TTOBApA HA HINCKBAHHATAZ Ha 30I1 1 Te3n mocTaBeHH 0T Bh3aomurens.

10.“POI: BBJITAPHA“ EOO/I — Ilpennoxenune 3a H3NBIHEHHE Ha IOPHYKATA 34
OIl Ne2, mpencraBd INpEANOMXEHHE 32 H3NBIHCHHE HA NOPBLYKATA, B ChOTBETCTBHE C
TeXHMYECKaTa CrielHQHKalMs, H3rOTBEHO 110 [Ipunosicenue Ne 3, nomenxnatypu NeNe 31, 36,
37, 42, 43, 44, 45, 51, 54, 64, 65, 75. llpeacrars neaHoMOLHO oT Metoaus Yanukorcka H
Esrennit Hukosos, na I'eprana 3apera, HOTApHATHO 3aBepeHo, Jeknapanms 3a CBITIACHE C
KIaysuTe Ha jaorosopa - [lpunoowenue Ne 4; Jlexnapanus 3a CpoKa Ha BaJIMAHOCTIA Ha
odepTara, Tpu Mecella, cliell KpaliHHA CPOK 3a IoJasaHe Ha oQkpTuTe = [punooicenue Ne 5;
Hexnapanusi, 4e xoauvecTBaTa Ha JIEKAPCTBEHHS IPONYKT Ca HAJIMYHH, B CIy4aHTe 110 WI. 55
an. 6 or 3JIIIXM; Jlexnapanus 3a OcHrypsBaHe Ha HeoOXOQMMHTE KOJNHYECTBA Ha
oepHpaHHTE JICKAPCTBEHH IPOMYKTH 3a HENHS c¢poK Ha jorosopa; eknapamnus, O6pazer
Nel, we mpeanaranuTe NexapcTBeHH NMPOAYKTH Ca PETHCTPHpPAHHU 3a ynoTpeba B cTpaHara H
NpPUTEIKABAT paspeluTeNdy 3a ynorpeba, cermacuo 3JIIIXM, mpurexasar cepTH(hHKATH
YIOCTOBEPSBAIIH KaueCTBOTO HA MPOAYKTHTE, JUNCBAT OQHIHAIHH CHLOOINEHHA HIH
OTPaHHYHTEIHH MEpKH 3a ynorpeba Ha JeKapCTREHH IPOXYKTH H ToBa, ye HAIJl e
yBEIOMABaHA CBOEBPEMEHHO 3a NMYCKAaHE HA Ma3apa U 3a BB3HHWKHANHY IPOMEHH II0 BPEME H
CIIe[l paspelllaBaHeTo 3a ynoTpeda - ¢ MOANMHC U MOKBP meuvart, [lexnapauns, O6paser; No2,
ye oepupaHuTe JIEKAPCTBEHH NPOJAYKTH HMAT HOPMATHBHO ONpe/eleHa IleHa, ChIacHo
4y, 261a, an. 1 or 3JIIIXM u mpemnaranaTa oT y49acTHHKa LI€HA He HaJBHINaBa cToiHoCTTa
Ha OIAKOBKA HM3YHCIEHA Ha 0a3a pedepeHTHa CTOMHOCT, B Cly4ai, Ye YYacTHHMKBT Objle
OTpeAeeH 3a M3IBIHATEN aBTOMAaTHYHO Ii¢ choOpa3sBa HpPOMEHHTE HA IBPKABHO
PEryIHPAaHUTE LIEHH, KOraTo € B NON3a Ha BB3joXHTENs M e KOCTaBsA JICKAPCTBEHHTE
OPOAYKTH Ha HaMaJCHHTE IIeHM, CHYMTAHO OT JaraTa Ha OpOMSHA Ha MOCIE/HHTE B
Ilo3nTHBEH NekapcTBEH CHHCEBK - ¢ moAnuc ot Esrennit Hukonos, ynpasuren u ['eprana
3apeBa, THPIOBCKH IBJIHOMOIIHHAK H MOKBD redar. KoMHcHATAa eqHHOAYIIHO NpHEMa, Ye
TEeXHHYECKOTO MpeAJIo:KcHHEe HAa YYACTHHKA OTroBaps Ha HMiuckeBamuusaTa Ha 30I1 n
Te3H IIOCTABCHH 0T Bu3aokuTes.

11.”b. bpayn Meauxan” EOO/ — [Ipeznoxenue 32 H3MBIHCHUE HA NIOpHYKATa 34
OH Nel, B chOTBETCTBHE C TeXHHUECKaTa CelM(HKaINsA, H3roTBeHo 1o [Tpunoocenue Ne 3,
HoMeHKnaTtypH NeNe 103, 111, 129, 132, 133, 134, 135, 136, 145, 146, 147, 148, 149, 159,
168, 179, 180, 183, 184, 185, 299, 300, 303, 304, 387, 401, 455, 456, 457, 463, 496, 577, 578,
579, 580, 581, 582, 584. Ilpencras Hexnapaius 3a chriuacHe ¢ KIay3HTe Ha JOroBopa -
Ilpunooicenue Ne 4; Jlexnapauns 3a cpoka Ha BaIHAHOCTTA Ha odeprara, TpH Mecelia, ciel
KpaifHus cpoK 3a mojaBaHe Ha ofeprure - [lpusoocenue Ne 5;  Jlexnapamus, ue
KOIHMYCCTBATa Ha JIGKApCTBEHMsA IPONYKT C4 HAINMYHH, B Ciy4dauTe mo wi. 55 am 6 ot
3JUIXM; [eknapan#s 3a OCHIypsiBaHe Ha HeoOXONUMHTE KONMYECTBA Ha ohepHpaHHTE
JICKApCTBEHH IPOAYKTH 3a LEius cpox Ha jorosopa; Jleknapauus, OOpasen Nel, ue
IpeaiaraHyTe JIEKapCTBEHH IIPOAYKTH Ca PErHCTpHpaHH 3a ymnoTpeba B cTpasara H
TIPUTEXABAT pazpeliUTeNHE 3a ynoTpeba, cbrnacHo 3JIIIXM, npurexasar ceprH(hHKATH
YIOCTOBEpSABAIM KAuecTBOTO Ha MPOJYKTHTE, IJHMICBAT OQHIHANEHM CHOOINEHHA HITH
OrpaHHYHTCIHH MEpKH 3a ynorpefa Ha JNeKapcTBeHH NpOAYKTH H ToBa, e HAJl e
YBEJIOMABaHa CBOCBPEMEHHO 3a MYCKaHE Ha Ma3zapa W 3a Bb3HUKHAIH IPOMEHH IO BpeMe H
Cliesl pa3pemaBaHeTo 3a yrmoTpeba - ¢ MoANHC W MOKBp nedat, Hdeknapanus, Obpaszen Ne2,
ye o(eprpaHHUTE JIEKAPCTBEHH IPOAYKTH MMAT HOPMAaTHBHO OIPENENieHa 1IEHa, CHIVIACHO
1. 261a, an. 1 ot 3JIIIXM u npennaraHata oT y4acTHHKA LieHA HE HaIBHUINaBa CTONHOCTTa
Ha OMakKoBKa H3uyHcleHa Ha 6asa pedicpeHTHa CTOHHOCT, B ciaydai, Ue YJacTHHKBT ObIe
oHpeneiNeH 3a MRATBJIHMTEN aBTOMAaTHYHO IIe choOpa3sBa [POMEHUTE HAa IBPIKABHO
peryJaHpaHuTe IIEHH, KOTaTo € B 032 Ha BB3MOKHTENd H IIEe AOCTaBA JICKAPCTBEHHTE
NPOAYKTH Ha HaMalleHMTe IIEHH, CYMTaHO OT JaTaTa Ha IPOMSHA Ha [OCHEJHHTE B



Tlo3MTHBEH JeKApCTBEH CITHCHK - C TIOAMHC OT Koper Woep - ympasuren  H ITersp
ACEHOB, THPTOBCKH IBIHOMOIIIUK ¥ MOKBP qevar. KoMUCHATA eXMHOJYNIHO NpHeMa, He
TeXHHUECKOTO NpeRIoskeHHe Ha yJACTHHKA oTroBapsl Ha H3HCKBAHMATA HA 30I1 u
Te3d nocTapeHu 0T Bh3I0KHTeL.

KoMHCHATa TPUKIoUM padoTa B 16.00 gaca.

KoMucHsTa Ipoj(biKasa padoTa B IIbJICH CHCTaR na 11.04.2018r, 13.30 uaca.

IIpencejiaTenar Ha KOMHCHATA JOKJIafBa [MONyYeHo IHEMO OT ,,COOAPMA
TPEITUHL AJL, ex. Nel64 ot 10.04.2018r.

KoMuCHITa [pUeMa, 4€ YYaCTHHKBT ¢ Crasui JNaeHys CPOK 33 mpe/icTaBAHe Ha

HcKaHata nmbopmauuﬂ, ChIIACHO HPGJIXOILHOTO peLIeHHES.

B nnmka ce Hamepy: IMHCMO Ji0 KOMHCHATA ot Pymen Kornes, Peruonaled MEHHIKGD
pofi@KOH Ha y4acTHHKA. B fHCMOTO YTOHHSABA, Y& IIPH U3MACBAHE HA HOMEHKIIATYPHUTE 10
OIT Ne2, mMa polrycHata TexHHYecKa rpelka, [oBena A0 HeCHOTBETCTBHATA, KOHTO Ca
KOHCTATHPAHH IO PEIEHHETO HA KoMucHsTa. YTouHaABa, Ue ofeprara Cieisa na ce CuMTa
monanena 3a OIT No2, HOMEHKIATYPH NeNe 4, 11, 12, 13, 18, 19, 20, 21, 24, 27, 28,29, 30, 32,
35,47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68, 69, 72,76, 77.

TlpejcTaBs HAUIOKHO IOMEIHCHO [IpennoxcHHE 32 M3MBIHCHHE Ha OPBHUKATA,
ITpunoxKeHue Ne3, B KOETO Ca BIHCAHH IO OIT No2, HOMSHKJIATYPH NoNed, 11, 12, 13, 18, 19,
20, 21, 24, 27, 28, 29, 30, 32, 35, 47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 59, 60, 61, 62, 66, 68,
69, 72, 76, 77. Jexnapupa CBIIACHE ¢ Klay3uTe Ha JOroBsopa - Ilpunooicenue Ne 4
Jlexyapanus 3a Cpoka Ha BATHAHOCTTA Ha ofeprara 00 muu - Ilpunoocenue Ne J3;
Tlexnapauys, 4e KOJUUeCcTBaTa 3a NEKAPCTBEHMS IPORYKT Ca HANUYHH, B cliygauie 1o 4L
55 an. 6 or 3JIIIXM; [Jexnapannd 3a oCUrypsBae Ha HCODXOIMMHTE KojHuecTBa Ha
o(heprpaHUTe MPONYKTH 32 UCIHs CPOK Ba norosopa; Jleknapaius 3a CpoK Ha H3IILITHEHHE
pa obiiecTBeHaTa NMOpBUKa 12 Mecena. Cpox Ha Iiallane — OTJIOXKEHO 110 60 xanesnapH#
JHH, CUMTAHO OT jlaTara Ha A0CTapKara. Jlexnapaliis, ue TPEeIaraHuTe neKapcTBEHH
IPOAYKTH Ca PerdCTpUpaHH 3a yrnoTpeba B CTpaHaTa M IpUTEXaBaT PaspelIATEIHH 34
ynotpeba, ¢brnacHo 3JIIXM, npurexasar cepTH(HKATH YHOCTOBEPABAIIH KaueCcTBOTO Ha
TpPOXYKTHTE, JHTICBAT opuIHANHH CHOOIIEHHUSA HITH OrpaHHUMTETHN MEDKH 33 ynoTpeba Ha
JIEKAPCTBEHH TPORYKTH - C JIOAIHC X mokep neuar, IO OBPA3ELl;, Hexnapamus, 1€
ohepHpaHKTE JIEKAPCTBEHN HPOAYKTH HMaT HOPMATHBHO OIpENeneHa leHa, CBIJIACHO WL
261a, an. 1 ot 3JINIXM u npearanata ot y4aCTHUKA lleHa HE HaIBHIIABA CTOIHOCTTa HA
OMAKOBKA W3YMCIeHa Ha Gasa peepeHTHA CTOHHOCT, B ciyyaif, 4e YYaCTHHKBT obIe
onpeneneH 3a H3NMBIHUTEN ABTOMATHUHO Lie ChOOpasfABa NPOMEHHTE Ha IBPYKaBHO
peryHpaHuTe LEHH, KOraro ¢ B nos3a HA BB3IoykuTeNns ¥ Iie KOCTaBd NeXapCTBEHHTE
IPOJYKTH Ha HaMAaneHuTe LCHH, CuMTaHO OT [ATATA Ha HPOMAHA HA IOCIEHHTE B
TTo3MTHBEH NEKApPCTBEH CIACHK. KbM JaraTa Ha JOCTABKATA OCTATHUEH CPOK Ha TOAHOCT Ha
IeKApCTBEHHTE IPOJYKTH 3d JCHCHHE Ha OHKOTIOrMYHHA 3a00JABaHKs, Cre/Ba fa He € I10-
Manbk oF 60%, a 3a OHONOTHYHM JIEKApCTBEHH IPOIYKTH OCTaTbueH CpOK HA TOAHOCT HE
[10-MaJIKO OT 25% CBIIIACHO M3HCKBAHUATA HA HPJT 2017 - ¢ nioAnuc i MOKBD NeHar.

KOMHMCHATA TIpHeMa, Ye I cIeiBa G0 Kpad Ha npoueaypara opeprara Ha yuacTHHKA
cjleBa jia ce pasriexja no OI1 Ne2, HOMEHKIATYPH NeNed, 11, 12, 13, 18, 19, 20, 21, 24, 27,
28,29, 30, 32, 35, 47, 48, 49, 50, 52, 53, 55, 56, 57, 58, 39, 60, 61, 62, 66, 68, 69, 72, 76, 77.

IIpeaBnS ropersJIoKeHnoTo U Ha ocHoBaHHe w104, amd u ains or 3011 u wi.54
an8, 9 u 13 ot NN301], KoMuCcHATA eXHHOAYINHO npHeMa, Ye YUACTHHKBT €
OpeACTABHI HeoOXoauMAaTa undopManuis B PassiCHEHHs OTHOCHO ACITyCHATATA
TeXHHUYecKa Tpelika H B To3H BHI oepraTa B NSAIOCT H KOHKDCTHO TeXHHIECKOTO
npeanosKeHne Ha YIaCTHHKA OTroBapAT HA H3MCKBAHMATA Ha 3011 u Te3u NOCTABCHH
oT BB3a0o:KuTEIA.

Komucudra pHema, 4e 1o pasnopenfara Ha yn.57, an.l ot [III3011 BCH4KH odepTH
OTroRapsT Ha H3UCKBAHUATA HA BB3MOKUTENS 38 TMUHO CHCTOAHME U noadop, NPeIoKEnHA



3a HM3NGNHEHHC HA TOPBUKATa, [OpajM KOETO ¢4 HAJMIe YCJIOBHSTA 34 OTBapsiHE Ha
LCHOBHUTE MPEIUIOKEHHS HAa BCHUKH YYaCTHHIH,

I[IpenBua ropeMsnoXeHOTo X Ha ocHoBanue wi.57, an.3 or [II130II, xomucusTa
eIMHOAYIIHO,

P E II H

HACPOUYBA oTsapsitie Ha IICHOBHTE NPENI0KEHH HA BCHIKH YYACTHHITH B OTKpPHTA
npouenypa no 3001 — . JlocraBka Ha JICKAapCTBEHH Oponykty no Ipunokenne Nel”, 3a nara
16.04.2018r, 10.00 uaca, B crpajzara Ha odc ,,AnTeKa”, Ha ,,KOL-Illymen” EOOM,
rp.lymen, yn."Bacua Anpuios” Ne63.

Cpobmenne 3a HACTOAHIOTO PEIIeHHE Ja ce IIOCTABH B npoepnna Ha KyIyBada Ha
BB3TOKUTEIA.

Komucusara npuxmoun pabora B 14.00 1aca,

f

I Yn.2 33714 BbB Bpb3Ka cun.42 an.5 ot 300

/ TinpeoneraficTena /
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Q Hn.2 33714 sbB BpB3Ka C YA.42 an.5 ot 301

/ KpaceH MHTGB /



