YuugpepcuTercka MHoronpoguiiHa 60JHUNA 32 aKTHBHO Jedenne "'Ceera

Exarepuna' EAJ] ﬂ ﬁ

YTBbLPANIL:

JOKIIA
mo 41 60 or 1113011

3a pesynrartvre ot paboTaTa Ha KOMHCHATA HazHaueHa che 3arosen No PI1-25-163/16.08.2016
. Ha 3aM, AMpeKTopa no JicucbHara pelHOCT /YIBIHOMOIIEHO nhue, chriaacHo 3anosen NoPJI-
18-134/08.08.2016 r. na usnuanurennus aupexrop Ha YMBAJT “Ceera Exarepuna” EAJY, 3a
OPOBREHIAAHC Ha OTKpHTA Ipoueiypa ¢ npeaveT: . Jocmasku na nexkapcmeenu RpooyKmu 3a
nyycoume Ha YMBAJl ,CBETA EKATEPHHA” EAJ[, B cnefilinsg ChCTaR:

NPEACEJATEN — npod. a-p Neopru Llapsncky - sayannuix , KAMIF

YJIEHOBE:

1. npod. a-p ¥Onus Makeponcka - navaiauk , JIMHKKA 1o kapauonorus®;

2. npou. a-p Pymen Mnues - nexap B ,,Oraenenue 3a onepaTuBHo JedeHHe Ha NPUAOOHTH
ChbpaeyuHM 3abonsaBaHua’ ripy , KiMHpka no kapanoxupyprus;

3. n-p Bepa Tabaxosa - Hayanimuk ,,MukpoObuonornyna nadoparopus®;

a-p Knasnps Ilatpukosa-Llanesa - rnasen acucrent B ,,OTaeneHue no HeWHRa3HBHA

Kapaunosorua® npu ,, KnuHyka no kapaionorys;

5. mar. dhapm. Huxonuna Ibpranosa - ynpasuten ,,Bonnudna anreka’;

6. wmar.gapm. Huxonaii Henues - mar. dapm. B, bonuruna antexa™;

7. 10nus Jobpesa — 10pucT 1 H-K oTAeA “IlazapHi npoyuBains ¥ A0CTaBKH;

8

9.

1

R

Hanexcna eopruera — rui. excnepr g oraen “Ilazapru npoyusanus u ﬂOCTaBKM”;
Becena Cumupuuesa — excriept B oraen “Ilazapuu npoyusanus u ,HOCIaBKi/I
0. Kanuna Jobpeea - cuetoroauten B otaen “OHHAHCOBO - CUETOBOACH .

1. KomucHaTa cpeTaBl npotokon 1o wi. 54, an. 7 or THT30I1 ¢ koHcTaTanunTe 0THOCHO
HAJIMYHMCTO ¥ PEAOBHOCTTA HA TIPEACTABEHHTE JOKYMEHTH 3a 1oabop, cernacHo peitenue No PJI-
25-146/26.07.2016 r. 3a oTKpuBaHe Ha NpONEAYPaTd M AOKYMEHTALMATA Ha OOIECTBEHaTa
noppuka, u Ha 19.09.2016 r. yBejoMM YYaCTHHMUMTE B NpOUEAYpaTd 3a PELOBHOCTTA HA
NPEACTABEHUTE OT TAX AOKYMEHTH, KaTO H3NPATH HpoToxona no e-mail u nybnukysa chlmsar Ha
WHTepHeT cTpannuarta B “Tipoduna na xynypaya®,

1L B npotoxona no ui. 54, an. 7 or I[130I1 e 3anucano, 4e KOMHCHSTA € KOHCTATHpana:

IL1. B ogeprure na yuactHunure: ,MEJIO®APMA” EOOH; ,MAPUMIIEKC-7,,
EOOJ; ,,EKOC MEJUKA” 0O0J; ,,HOBUME/I* EOO/; ., XUMUMIIOPT ®APMA,,
Al; ,BYJMAP MJ” O0O0dA; ET JABH-TAJIHUHA HOPJAHOBA”;, «AHTHCEJ



FLJCAPUSE» O0J; EW EHJL JIN ®APMA BBJITAPHS” EAJL; ,,COJIOMEX” EOO/;
SMEJUMAT™ EOOJI n,11IPO ®APMAILIUA” EOO/, ca npeacraBenn BCHYKM H3NCKYEMHN OT
Baanoxurenn poxymentd, cbriacHo petredue No PJ1-25-146/26.07.2016 r. 3a OTKpHBaHC Ha
npoueAypaTa 1 JOKyMEHTanuATa Ha 00LICCTBEHATA NOPHUKA.

IL.2. B odeptute Ha caeauuTe yYaCTHULH Ca KOHCTATHPAHM JIMICBALLN JOKYMEHTH, BKJL
HEPETIOBHOCTH B ITPCACTABEHH NOKYMEHTH B O(hepTHTE, OTHACAINM C& 0 KPUTEPHMTE 3a nojadop,
KaTO KOMMCHATA ONpelesd cpok e 5 /rier/ paboTHH JIHM, CUMTAHO OT JlaTara Ha nojyvyasaHe Ha
IPOTOKOJIA 38 NPEJCTABAHE HA NIOCOUCHUTE JOKYMEHTH, & HUMCHHO NOCOYEHUTE [10-107Y.

IIL1. B odeprara na yuacruuka ,, ®bOHUKC OAPMA“EOO/, rp. Codms , n.k. 1700,
p-#,,Crynentckn, yi. ,,O0x010BpheTeH e No 199a;

II1.1.1. 3a odepupaHnre NEKapcTBeHH TIPOJYKTH 110 CAeAHWTe 060COOCHM [O3MLMH 1
HOMEHKIATYPHU OT NO3MBMUTE, a UMEHHO: obocobena rmozuims Ne |, Hom. NeNell, 15, 16, 18, 24,
25, 39, 40, 41, 50, 59, 60, 66, 77, 78, 85, 87, 91, 96, 97, 109, 110, 113, 118, 119, 127, 129, 133,
134, 135, 136, 137, 138, 143, 144, 145, 150, 151, 152, 154, 160, 161, 171, 172, 173, 187, 194,
199, 204, 215, 230, 231, 242, 243, 245, 248, 249, 252, 254, 258, 259, 266, 267, 275, 278, 279,
289, 295, 307, 308, 313, 321, 327, 331, 332, 333, 334, 335, 336, 337, 338, 339, 340, 341, 351,
352, 353, 355, 373, 380, 384, 385, 386, 387, 388, 391, 392, 394, 395, 401, 402, 403, 404, 413,
414, 419, 420, 427, 429, 432, 435, 436, 437, 444, 445, 446, 450, 452, 453, 454, 455, 456, 457,
467, 468, 472 w 473, n obocobena mozuuus Ne 1, nom. NeNe2, 5, 6, 13, 14, 20, 28, 30, 35, 36, 37,
38,42, 47, 49, 50, 54, 55, 56, 59, 67, 71, 74, 75, 76, 77, 78, 81, 82, 83, 90 11 95, y4aCTHUKDLT HE €
NpejcTaBHil  HM3HCKBAHMTE JACKYMeHTH no T. 13.3.2.2, oT peweHMeTo 32 OTKpHBaHE Ha
npougaypara - Konue Ha OpPUrHHANA, NMPHAPYIKEHO C OPUIHHAN Ha oduuMalieH [peBosl Ha
ObirapeKh e3UK Ha OTOPU3ALMOHHO MUCMO (UM CKBHBACHTCH JIOKYMCHT), H3AACHO HA HMETO
Ha Yy4aCTHHKa, yJOCTOBEPABAllO NpaBara Ha yYaCTHMKA 3a NPCICTaBUTCACTBO Ha TCPUTOpUNTA
Ha L#aaTa CTPaHa, UM 38 KOHKPETHATa NPolleiypa Ha, U3AAEHO OT;

a) NpUTEXAaTeNsT Ha PaspellcHHETO 3a ynoTpeda Ha JEKapCTREHNS HPOLYKT HIIH

0) or npeacraButens no ui. 26, an. 1 or 3JMXM unu

B) OT NIPEACTaBUTEN HA JIMUETO 110 Wi, 26 an.l Wi Ha npuUTexaress Ha paspetieHueTo 3a
yrorpeba, ceraacHo Jonmbauurenuure paznopendu, naparpad 1, . 50 ot 3JIIXM,

OT KOETO 44 € BMJHO, Y€ YUACTHHMKBT Moxe /2 odiepupa JEKApCTBCHMTE NPOJAYKTM Ha
TEPHTOPUATA Ha LAJIATa CTPAHA MK B KOHKPETHATA NPpoueaypa, BaJM/IHO 3a CPOKA Ha 0roBopa.

HI.1.2. 3a odepupanus nekapcrsen rnpoayxr no obocobera nosuums Ne I Hom.Nel66, 3a
JOKa3BaHe Ha MWHMMAlHOTO M3MCcKBaHe no T. 13.3.1.2. oT pelueHMero 3a OTKPUBAHE Ha
POLCAYPAaTa, YUACTHHKLT € MMPeACTaBuN oTopu3annonyo nucMo ot 08.08.2016 r., nognucato
oT a-p Pocen CuMeoHOB ~ yrrsiiHoMoweH npeacrasuren Ha Vifor France /npurexaren Ha PY B
P. boarapus/. Heobxoaumo e npenctapaneto Ha nokymedt ot Vifor France - npurexarens Ha
PY ua nexapcrpenms nponykr B P. bwarapus, ynoctorepseany npaBoMoldsTa Ha A-p Pocen
CuMeoHOB N0 NPeyNbAHOMOILABARE HA YYACTHHKA.

H1.1.3. 3a ojepupanusa nexkapcteen npoayxr no obocobena nosuuma Ne I, Hom Ne269, 3a
JIOKA3BaNe Ha MHHUMAJIHOTO M3WCKBAaHEe 1o T. 13.3.1.2. OT pelicHUEeTO 33 OTKPURAHE Ha
NpoUSAypaTa, YHaCTHUKBT € NpeACTaBdil oTopyu3aunonno nueMo ot 11 Tapeus - MeHHIKBp 34
bbarapus Ha EWOPHARMA AG. Heobxoaumo e npejcrassHero Ha jokyment or Dr. Falk
Pharma GmbH, I'epmanus - npurexxarens ua PY na nexkapcerBenus npoiyxt B P. Buirapus,
yhnocTosepsBaly npasomowmara Ha Il TapenH no npeyrbNHOMOABAHE HA YYaCTHHKA,

HI1.1.4. 3a odepupannsa sexapersed npopyxr 1no obocobena nosuims Ne 11, nomNed4, 3a
JOKa3BaHEe HA MHHUMANHOTO M3uckBaHe 1o T. [3.3.1.2. or peluecHMETO 33 OTKPUBaHe Ha
NpOLEAYPaTa, YUACTHUKLT € NPEACTaBMI OTOPH3alMOHHO micMo ot (08.08.2016 r., noanHcano
ot A-p Pocen CuMeoHOB — ynbiiHOMOLLeH npeactasuten Ha OM Pharma /nputexaren Ha PY B
P. brarapus/. Heobxoaumo e npencragadero Ha aokyMeHT oT OM Pharma - nputexarens Ha



PY na nexapcTBeHus npoaykr B P. bbarapust, yaocroBepsBail [paBoMouiMata Ha A-p Pocen
CHMEOHOB F10 NPeYH'bIIHOMOIIABAHE HA YUYaCTHUKA.

I11.2. B13 ocHoBa Ha u3nokenoro B 1. IL1. 1 na ocuosanme wit. 54, an. 9 ot IF13011,
Komucusara eaunonyuiHo peind, Aa  Jafe BB3MOXKHOCT Ha YyYyacTHMKa, Jia IIpejcTaBH
JIOHBIHUTEAHO CICAHUTES JJOKYMEHTH!

I11.2.1.1. 3a oteprpaHuTe NCKApCTBEHU [POAYKTH 110 cieanute obocobeHu nosuiyu u
HOMEHKJIATYPH OT MO3MIMHTE, 4 UMeHHO: 0bocobena nosuuma Ne I, Hom. NeNell, 15; 16, 18, 24,
25, 39, 40, 41, 50, 59, 60, 66, 77, 78, 85, 87, 91, 96, 97, 109, 110, 113, 118, 119, 127, 129, 133,
134, 135, 136, 137, 138, 143, 144, 145, 150, 151, 152, 154, 160, 161, 171, 172, 173, 187, 194,
199, 204, 215, 230, 231, 242, 243, 245, 248, 249, 252, 254, 258, 259, 266, 267, 275, 278, 279,
289, 295, 307, 308, 313, 321, 327, 331, 332, 333, 334, 335, 3306, 337, 338, 339, 340, 341, 351,
352, 353, 355, 373, 380, 384, 385, 386, 387, 388, 391, 392, 394, 395, 401, 402, 403, 404, 413,
414, 419, 420, 427, 429, 432, 435, 436, 437, 444, 445, 446, 450, 452, 453, 454, 455, 456, 457,
467, 468, 472 n 473, n obocobena nozuuus Ne II, oM, NeNo2, 5, 6, 13, 14, 20, 28, 30, 35, 36, 37,
38, 42, 47, 49, 50, 54, 55, 56, 59, 67, 71, 74, 75, 16, 77, 78, 81, 82, 83, 90 1 95 - noxkyMeHTH Mo
T. 13.3.2.2. OT peiieHUETO 32 OTKpPHBaHe Ha npouejypara - Konue Ha opuruHana, npuiapyxKeHo
¢ opuruHan Ha odmumnanen npesoj Ha OBJIrapckM €3uK Ha OTOPU3ALUMOHHO IHCMO (MiM
€KBUBAJICHTEH JIOKYMEHT), M34aJeHO Ha MMETO Ha YYacTHHKA, YAOCTOBEpSABAIO fpaBaTa Ha
YHACTHMKA 3a TIPeJCTABUTEJICTBO HA TEPUTOPUATA HA 1A7aTa CTPaHa, MW 338 KOHKpeTHaTa
npoLerypa Ha, U34aACHO OT!

a) NPUTEXKATENAT Ha pa3pelleHHeTo 3a yroTrpeda Ha JeKapcTReHUs NPOLYKT WM

6) or npeacrasurens no ui. 26, an. 1 ot 3JIIXM unu

B) OT NPCACTABMTEN Ha NMUETO 110 Yi. 26 an.]l ulu Ha npuTexKarels Ha paspelieHuero 3a
ynotpeba, cvraacHo Honbaautennure pasopeidu, naparpad 1, 1. 50 or 3J/1T1IXM,

OT KOETO A3 € BHJHO, Y€ YYACTHMKBLT MOXe Ja odepupa JICKapeTBEHMTE TPOAYKTH Ha
TEPUTOPUATA Ha Li4jlaTa CTPaHa WM B KOHKPETHATA NPOLELYpa, BalWAHO 38 CPOKa Ha JA0FOBOPA.

II1.2.1.2. B cuyuall, u4e¢ yYacTHUKBT FMPEACTaBH OTOPH3ALMOHHO HHCMO (MM
€KBUBANCHTEH JIOKYMEHT) OT JKileTo 1o yi. 26 an. I ot 3JIIIXM, Heobx0auMo € 12 NpeacTasy !
JIOKYMEHT 32 OIPEJAS/siHeTO MY KaTO TaKbR;

I11.2.1.3. B ciy4all, 4e yyacTHHUKBT [IPCACTABH OTOPU3ALMOHHO fIMCMO (MK
CKBUBAJEHTEH JIOKYMEHT) OT MPEACTABWTEN Ha nWuetTo no un. 26 an. 1 ot 3JI{IXM unu or
NPUTEKATEN Ha paspelleddero 3a ynorpeba, HeoOX0AuMO € Jia NPEeACTaBH KW JOKYMEHT 3a
ONPEACISAHETO MY KaTO TAKBB [IPEACTABUTEL.

111.2.2. 3a odiepupanus nekapcrsen npoaykr 1o obocobena nozuius No I, HOM.Ne166 —
nokyment ot Vifor France - npurexarens Ha PY na nexapcTeenus npoaykt B P. bunarapus,
yjiocToBepsBall fnpasomouuara Ha a-p Pocen CHMEOHOB no nNpeymrblHOMOLIABAHE HA
YUaCTHUKA - KOIME Ha OpMrMyaia, (PUIAPYMKEHO ¢ OpuruHal Ha oduuuajieH npepoa Ha
Obnrapcky esmk;

I11.2.3. 3a odiepupanus nekapcreeH npojykr no obocodena nozuums Ne [, Hom Ne269 -
pokyment ot Dr. Falk Pharma GmbH, [epmanns - npurexarens wa PY Ha nexapcrBeHus
nponykT 8 P. bearapusd, yrocrosepssal paBoMoiiaTa Ha [ 1. TapenH no npeynsiHoMoLlagane
Ha YYaCTHUKA - KOTHME Ha OpUrHHana, NpHAPYXKEHO C Opuruuan Ha oduumanes NpeRof Ha
6LArapcKy e3uK;

I1L2.4. 3a odepupauys NekapcTBeH NpoAYKT Nno obocobena nosuums Ne 11, Hom.Ne34 -
AokymeHT ot OM Pharma - npurexarens Ha PY na nekapersenus npoaykr 8 P. Bearapus,
YIOCTOBEpsiBALY fipaBoMowmatTa Ha JA-p Poced CHMEOHOB TNO  NPEYNBIHOMOLABAHE HA
YUacTH¥Ka- KOTIME Ha OpWIrHHana, MpHAPYKEHO C OpUruHan Ha oduLHanes IpeBoj Ha
Obarapeku esuk;



1I1.3. B onpejeaedus oT KoMucuaTa cpok - Ha 26092016 r., ,PBOHHUKC
PAPMA“EOO/M, npescrasy CACAHNTE JIOKYMEHTH ¢ ITueMo ¢ Bx. No 01-00-883-7/26.09.2016 1.:

111.3.1.1. 3a odepupanns gexapcTBeH NPOAYKT 1o obocobena nosuums Ne 11, Hom. Ne50-
NoKyMeHT o 1. 13.3.2.2. ot pemieHHero 3a OTKpPUBAHE Ha APOHCRYpara - OpMrHHan Ha
OTOPHBAUMOHHO THMCMO, HM3JAACHO HAa MMETO Ha YHACTHUKA, YJOCTOBEpsBAHIO0 NpaBata Ha
YUACTHHMKE 38 YYaCTHE B KOHKPETHATA NPOLELYPa, H3AAACHO OT NPUTEKATEH Ha Pa3pClIeHHeTO
3a ynotpeba Ha nexapcrsenns npoaykr - bV BMO-HLBIE* EOO/], brarapus.

Komucuara npueMa npegcraBeHis O YHacTHHKA JOKYMEHT.

I1L.3.1.2. 3a odepupanus nekapcTeH npoaykT no obocobena nosuius Ne 11 Hom. Ne71-
nokymenT no 1. 13.3.2.2, OT peureHHeTo 3a OTKPHBAaHE Ha MPOLEAYPATa - 3aB. OT YYaCTHHKA
KONWE Ha OPWUIrHHAN Ha OTOPH3aUMOHHO ITHCMO, M3/3JCHO HA  HMMETO Ha YYACTHHKE,
YIOCTOBEPSBALLO NMpaBaTa Ha Y4aCTHHMKA 33 YYacTHE B KOHKPETHATa npouelypa, M3JafeHO OT
npuTexarens Ha paspelieHHeTo 3a ynorpeba va JiekapcTBeHMs npoaykr - Hoben Papma
EQOL, bbnrapus.

Komucnsra rnpuema npejictaBeHus OT YHacTHHKA JOKYMEHT.

H1.3.1.3. 3a ofiepupanus ackapcrsed npoaykr 1o ofocobena nozunms No 11, Hom. No2-
JoxkymeHT o T. 13.3.2.2. oT pelieHneTo 3a OTKPHBAHE Ha MPOUCAYPATAa - 3aB. OT YYACTHMKA
KOTTHE Ha OpPWIMHAT HA OTOPHU3ALMOHHO TIHCMO, HW3JaJCHO Ha  MMETO Ha YYacTHMKA,
YAOCTOBEPARALLO MPABATA HA YYACTHMKA 33 Y4acTHe B KOHKPETHATA NPOLEeAypa, M3JaAcHO OT
NpUTEXKATENs Ha paspenieHneTo 3a ynoTpeda Ha sexapcTBeHus npoiaykr - Aaudapm EAJL
buarapust.

KomucusaTa ripueMa npe/ICTaBeHHUA OT Y4aCTHHKE JIOKYMEHT.

I1L3.1.4, 3a odepupanure nexaperscHy npogykru mno obocobena nozunus Ne I Hom NoNe
77,78, 258 u 259:

HI.3.1.4.1. nokyment no 1. 13.3.2.2. o1 peteHneTo 3a OTKPHBAHE Ha TIPOLCAYPATa - 34B.
OT YYacTHMKA KONHE HA OPHIMHAN HA OTOPU3ALMOHHO [HCMO, H3J@EHO HAa  MMCTO Ha
YY4CTHHMKA, YJAOCTOBEPSBALLO IIpaBaTa Ha Y4aCTHHKA 32 YYACTME B KOHKpeTHaTta npouenypa,
n3pangero or TIT ,MapmanesTruen 3apon MouTasuT™, B Anieto Ha mar. dapm. Lleeran Konena,
B K&4€CTROTO MY Ha YMBLIHOMOMCH HPEACTABUTENl Ha [IPUTESNKATels Ha pa3pelieHHeTo 3a
ynorpeba Ha AekapcTBeHMs ONPOAVKT - dupma dapMauesrryen 3as04 ,,MoHTaBuT-ABCTPUA™ B
Penybsmka bsarapus.

IML3.14.2. neanomowno ot a-p Ocana Maltp — Msnwauutenen aumpextop Ha
DapmaueBrryel 3aok ,, MOHTaBHT-ABCTPHS®, YIOCTOBEPSBALLO NPABOMOIIMATA HA Mar. (apM.
Liseran Koser no npeynbnHoMoinaBane Ha yuacTHHUKA,

KoMmucusTa rpuema npejiCTaBeHUTE OT YHACTHUKE JIOKYMEHTH.

I11.3.1.5, 3a odepupannte nekapcTBedy npoaykTy no obocobena nosuims Ne I, nom. NeNo
11,109, 110 u 278;

IIL.3.1.5.1. poxymenrt no T. 13.3.2.2. OT peuieHHeTo 3a OTKpHBAHE Ha MpoHeypaTa -
OPUIHHAN Ha NHCMO-YIOCTOBEPCHHE, M3AAJIGHO Ha MMETO Ha YYacTHHUKA, Y/IOCTOBEPSIBALLLQ
NpaBaTa Ha YYACTHMKA 3a y4yacTHe B KOHKpETHAaTa npoueiypa, U3JaJeno OT YNpaBuTeas Ha
»~boopunrep Murenxaitm PIB I'm6X n Ko KI™ — Knon brarapua® KUT, B nuuero nva u-p Sxun
XaBnuuex;

II1.3.1.5.2. noKyMeHT, YAOCTOBepsABRall TpaBoMolusaTa Ha A-p SIxud Xapiuuexk o
APeyNbAHOMOLIABAHE HA YUACTHUKE;

KomucuaTa nprueMa NpeacTaBeHuTe OT YYACTHUKA JIOKYMEHTH,

I11.3.1.6. 3a odepupannTe AekapcTBEHU NpojykTH 1o obocobena nozuums Ne 1, Hom.NoNe
50, 59, 60, 248, 445, 446 u oGocobena no3uupa Ne I1, oM, NeNes, 49 p 83:

IIL.3.1.6.1. pokymenT mo T. 13.3.2.2. OT pelieHHETO 3a OTKPUBAHC HA Npoueaypara -
OpUIHHAll HA OTOPU3ALHOHHO NMMCMO, M3AAJEHO HA MMETO Ha YHaCTHUKA, YJAOCTOREPSBALIO
NpaBara Ha YYA4CTHHKA 3a Yy4acTWe B KOHKpETHAaTa Npoueaypa, M3Aa/icHO OT YNpaBuTeis Ha



»Craga @apma buarapua™ EOO/, 8 nuuero va r-u Bopucnas Tpudonos, B KauectroTo My Ha
YIBIHOMOLIEH TIPCACTABUTEN HA HPUTEXKATENS HAa pa3zpeiieHHeTo 3a yrnorpeba Ha JeKapcTBeHus
npoaykr - STADA ARZNEIMITTEL AG, lepmanus;

HI.3.1.6.2. nokymeHT, yaocToBepsaBalll npaBomoumsta na r-u bopuenas Tpudonor no
TPEYIBbIHOMOLIABARE HA YHACTHHKA,;

Komucusita npuema npeicTaBeHMTe OT YHACTHUKA JIOKYMEHTH.

II1.3.1.7. 3a odepupanure JekapcTBEHH NPOAYKTH 10 0Gocobena mo3uims Ne I, Hom. NeNo
242,243, 334, 335, 336, 337, 338, 339, 340, 341, 380, u 0odocobena nosuuusa Ne 11, nom. NeNe2§
n38:

IIL3.1.7.1. pokymenr no 1. 13.3.2.2. OT pelIeHHETO 33 OTKPMBAHE Ha NPolieypara -
OpUIHHAN HA OTOPH3AUMOHHO NHUCMO, M3AAJEHO HA MMCETO HA YYACTHHMKA, YAOCTOBEPSBALIO
npaBaTa Ha Y4aCTHHKA 33 YYacTHE B KOHKPETHATA NpPOLEAYpa, M3AaAEHO OT M3TbAHWTEIHKA
aupexTop Ha ,,Cepsre Meauxan™ EOOJL, B nmuero wa r-i1 Opeauen bperoH, B kKauecTBOTO My Ha
YITBAHOMOIIEH NPEJCTaBUTE] HAa NPUTEKATENA HA PA3PEHICHUETO 38 ynoTpeda Ha NeKapCTBEeHUs
npoxykr - Les Laboratoires Servier, @panupus;

1L3.1.7.2. poKyMeHdT, yjocToBepsBainl npapoMolmaTa Ha r-H Openmen Bperon no
NpeYIbIIHOMOILABAHE HA YHaCTHHKA,

KomucusaTa npuema npeAcTaBeHUTE OT yYaCTHHKA JOKYMEHTH.

H1.3.1.8. 3a odepupanure nekapcTeeHn NPOAYKTH no obocobena nosuuus No I, oM. NeNe
39, 85,87, 113, 119, 133, 134, 135, 215, 266, 267, 327, 373, 386, 387, 394, 395, 452, 453, 454,
455 u 456:

I11.3.1.8.1. poxkyment no 1. 13.3.2.2. 0T pelicHHETO 3a OTKPUBAHE HA Npouelypata -
OPUIHHAJT Ha OTOPHU3ALMOHHO [MKMCMO, HW3J@JEHO Ha MMETO Ha YUacTHHMKa, YAOCTOBCPABAHIO
npasara Ha y4acTHHMKA 3@ Y4acTMC B KOMKPETHaTa NPoueNypa, M3JaJIeHO OT 3aM. IMPCKTOpa
HPerynaropun  aefinocru” ma KPKA B'bJITAPHMSA EOOJ], 8 navnero Ha roxa Jlasuena
Kapareuesa;

HI1.3.1.8.2. pokymentu, yaocTOBepABallM npasoMouaTa Ha r-#a Januena Kapareuesa
IO NPEYITbAHOMOILABAHE HA YYACTHHKA,

KomMucusTa npuema npejcTaBeHUTe 0T YUACTHHKA JOKYMEHTH.

I1L.3.1.9. 3a odepupanure nekapcrBeHn npoaykTy 1o obocobena nosuums Ne I, Hom . NeNe
40, 41, 143, 144 v obocobena mozunus Nell, nom. NeNeo, 67, 81:

HLE3.1.9.1. goxymenr no 1. 13.3.2.2. oT pelleHHWETO 3a OTKPWBaHE HA npoueaypara -
OPUI'HHASl HA OTOPM3ALMOHHO THCMO, W3JAfREHO HA MMETO HAa YYacTHHKA, YILOCTOBEPBALLO
NpapaTa Ha Y4aCTHHKA 3@ Y4acTME B KOHKPETHATA IMpoLEeaypa, W3JAJieHO OT ynpaBuTens Ha
»nakcoCuvutKnaitn® EQOJL, B amuerto Ha r-n Ceerocnas CHMEOHORB;

HI.3.1.9.2. noxymeHT, yAoCTOBEPARALY NPaBoMOlMATa Ha r-H CeeTocnas CUMEOHOB No
NPEYITbIHOMOILABAHE HA YYACTHHKA;

Komucusara npuema npeicTaBeHUTE OT YHaCTHHKA JOKYMEHTH.

I11.3.1.10. 3a ogepupanuTe AeKapcTREHH NPOAYKTH Mo 0bocobena nosuums Ne I, nom NoNe
249,391 u 392:

IML.3.1.10.1. jokymeHT mo T. 13.3.2.2. o1 pelueHneTo 3a OTKPUBaHe Ha MpoHEAYpaTa -
OpHTHHAJl Ha OTOPH3ALMOHHO NHCMO, M3ZAJEHO H& HMETO HAa YYacTHHKA, YAOCTOBEPABANLO
fpagara Ha yuyacTiMKa 3a Y4YacTHE B KOHKpeTHaTa npoueaypa, U3ajeHO OT YIPaBHUTEIs Ha
~AOBK™ EOOJI, B anuero na r-n Xpucro Iapues;

1I1.3.1.10.2. jnokymeHTH, ynocTOBepARalld MnpaBoMomMara Ha ,,A6Bu“ EOQOJI no
NpeyirbAHOMOIIZBAHE Ha YHaCTHUKA,

Komucuata npuema npeacTaBeHHUTe OT YHACTHUKA JOKYMEHTH.

I11.3.1.11. 3a oteprpaHus JlekapcTBer npoiykT 1o obocobena rosuums Nell, nom. Ne76 -
noxymedrT mo T. 13.3.2.2. OT pelieHHero 3a OTKpUBaHE Ha TpPOUEAypata - HOT. 3aB. KOTIME Ha
[TBJIHOMOLIHO, H3/IaICHO HA HMMETO Ha Y4HacTHHKA, YAOCTOBEPABAILO MpaBaTa Ha y4acTHMKa 3a



NPeACTaBUTeNCTBO Ha Teputopusra Ha P. boiarapusa, w3jajieHo OT  npuiexarens Ha
pasperuerueTo 3a ynorpeba Ha nekapeTBenust npoaykr - Desma GmbH, Mepmanus.

Komucusara npuema npeacraBeHys OT yUacTHUKA IOKYMEHT.

H1.3.2. 3a odepupanust nexaperzed npoaykr no obocodena nosuums No I, Hom.Nel6o —
aoxyment o1 Vifor France - mpurexatens Ha PY Ha nexapcTBeHWs mpoaykTt B P. bwarapus,
yIoCTOBepsBall rnpasoMouiMara Ha j-p Pocen CuMeoHOB noO nNpeynbiHOMOINABAHE Ha
YUYACTHHKA,

KomuncHara npuema ApeiCTaBeHys OT YUaCTHIKA JOKYMEHT.

II1.3.3. 3a odepupanus jiexapcTBeH NpojaykT no obocobena nozuuma Ne [, HoM. No269 -
aoxyment or Dr. Falk Pharma GmbH, T'epmanns - npurexarens na PY una nexapereenus
npoaykt B P. bwarapus, yrocrosepasail npapoMoiinaTa Ha I1. Tapen no npeynbiHoMoliaBate
Ha YyJacTHUKa;

Komucuara nprema npeicTaBeHUs OT YHACTHHKA JOKYMEHT.

II1.3.4. 3a odepupanus nekapcrBeH npoaykt no obocodena nozuums Ne 11, Hom Ne34 -
JAoxymeHT oT OM Pharma - npurexareis ua PY uva nekapereenus npoaykr B P. Bbarapus,
YAOCTOBEpABALL NpaBOMOIIMATa Ha A-p Pocen CumeoHOB NO MpeymbAHOMOLIABAHE HAa
YUACTHUKA.

KoMucuaTa npHeMa NpeliCTABEHUA OT YYACTHHKA IOKYMEHT.

I11.3.5. 3a odyepupanus aexkapcTBeH Npoaykr no obocodena rosuims Nell, nom. Nel4:

III.3.5.1. joxkyment no T. 13.3.2.2. OT peileHHeTo 33 OTKPUBAHE HA TNPOLEAypaTa -
OpYTMHAN Ha OTOPM3ALIMOHMHO HUCMO, MW3JI3JISHO HA HMETO Ha YYaCcTHHKE, YIOCTOBEPSBAILIO
npaBara Ha YYacTHHKA 33 y4acTve B KOHKPETHATA NPOLEAypa, HM3jafgeHo otr: r-u Hukonai
Xamxuaonuer u r-xa Kanunka MeTtoauesa;

II1.3.5.2. nokymMeHT, yHoCTOBEpsBall NpaBoMouuMaTa Ha r-H Hukonail Xamxunionues u
r-xa Kanmika MeTtoauesa 1o npeynbiHOMOUIABaHE Ha YYACTHHKA,

Komucuara npyuema npeicTaBeHUTE OT YUACTHHRKE HOKYMEHTH.

HI.3.6.1. B onpenesedns 0T  KOMHCHATA  CpoX, Y4acTHUKLT L, PhOHHUKC
PAPMA“EOOM, rp. Codus , 1.k 1700, p-u ,,Cryaenrckn®, ya. ,,Oxonospscted nb1 Ne 199a,
He TIpelcTaBy u3Kuckany ot Komucuara noxkymeHt™® no T.1. VI2.2.1.1, VI2212u VIL2.2.1.3.
ot nporoxona no un.54, an.7 or I1130I1, 3a odepupannte aexapcTBeHH APOAYKTH 1O CNEAHUTE
HOMEHKJATYpU OT ChoTBeTHHTE 0OocobeHn nosuimu: obocobena nozums Ne 1, oM. NelNo 15,
16, 18, 24, 25, 66, 91, 96, 97, 118, 127, 129, 136, 137, 138, 145, 150, 151, 152, 154, 160, 161,
171, 172, 173, 187, 194, 199, 204, 230, 231, 245, 252, 254, 275, 279, 289, 295, 307, 308, 313,
321, 331, 332, 333, 351, 352, 353, 355, 384, 385, 388, 401, 402, 403, 404, 413, 414, 419, 420,
427, 429, 432, 435, 436, 437, 444, 450, 457, 467, 408, 472 n 473, v obocobena nozuups Ne 1L
nom. NeNe 13, 20, 30, 35, 36, 37, 42, 47, 54, 55, 56, 59, 74, 75, 77, 78, 82, 90 u 95, ¢ nuecmo ¢
13X . No01-00-883-2/19.09.2016 r.;

111.3.6.2. C orsaen wa u3aoxenoto B 7. HIL3.6.1. oT Joknajga u Ha ocHOBaHue 4. 54, an.l,
1. 5,6..,,0% 07 3011, T.1. 13.3.2.2., 13.3.2.3. n 13.3.2.4., BbB BpB3Ka ¢ 7.13.3.1.2. ot Pemennero
34 OTKpHBAHe Ha npoueaypara v 1. 111.1.3) ot obarnenreTo 3a noppukarta, KoMucuaTa npeanara
3a OTCTpaHsiBaHe oT npoueaypara yyactHuka ,, P bOHUKC GAPMA“EQO/, rp. Codus, n.x. 1700,
p-8 ,.Cryneutcku®, yia. ,,Oxonospberen nut No 199a, ¢ odepra ¢ Bx. Ne 2/15.08.2016 r., 3a
CReOHUME HOMEHKAAmypu OHt ChOMmeemime 0bocobenu nozuyuu: obocodena nosunyua Ne I,
nom. Nehe 15, 16, 18, 24, 25, 66, 91, 96, 97, 118, 127, 129, 136, 137, 138, 145, 150, 151, 152,
154, 160, 161, 171, 172, 173, 187, 194, 199, 204, 230, 231, 245, 252, 254, 275, 279, 289, 295,
307, 308, 313, 321, 331, 332, 333, 351, 352, 353, 355, 384, 385, 388, 401, 402, 403, 404, 413,
414, 419, 420, 427, 429, 432, 435, 436, 437, 444, 450, 457, 467, 468, 472 u 473, u obocobena
nozunua Ne Il, vom. NeXe 13, 20, 30, 35, 36, 37, 42, 47, 54, 55, 56, 59, 74, 75, 77, 78, 82, 90 u
95.

Momusu:



3a odepupaHuTe JIEKAPCTBCHH NPOJAYKTH 10 CHACJHHTE HOMEHKIATYPU OT CHLOTBETHUTE
obocobenu nosuumMu: obocodena nozuums Ne I, nom. NeNo 15, 16, 18, 24, 25, 66, 91, 96, 97,
118, 127, 129, 136, 137, 138, 145, 150, 151, 152, 154, 160, 161, 171, 172, 173, 187, 194, 199,
204, 230, 231, 245, 252, 254, 275, 279, 289, 295, 307, 308, 313, 321, 331, 332, 333, 351, 352,
353, 355, 384, 385, 388, 401, 402, 403, 404, 413, 414, 419, 420, 427, 429, 432, 435, 436, 437,
444, 450, 457, 467, 468, 472 v 473, v o6ocobena nozuuma Ne 11, nom. NeNe 13, 20, 30, 35, 36,
37, 42, 47, 54, 55, 56, 59, 74, 75, 77, 78, 82, 90 u 95, yuacrHUKDBT He NPEJICTABM CNEAHHTE
M3HCKaHK 0T KoMucusaTa 10KyMeHTH:

- jokyMenT no T. 13.3.2.2. or peweHneTo 3a oTKpUBaNe Ha npoieaypara - Kornue na
OPWIMHANE, NPWAPYKEHO ¢ opuruHan Ha oduumaned npesoa Ha Obarapcku e3uk Ha
OTOPM3ALMOHHO NMWCMO (MM CKBHBANCHTEH JOKYMEHT), U3JaJeHO Ha HMETO Ha YUaCTHMKA,
YIOCTOBEPABAIO NpaBaTa Ha Y4YacTHMKA 3a DPEJCTABHTEACTRO HA TEPUTOPMATA Ha Lsnara
CTpaHa, MM 34 KOHKPeTHATa poLelypa Ha, H3AaleHo OT:

a) TPHTEXKATENIAT HA PaspelleHUeTo 2a yrioTpeba Ha JeKapCTBEHUS NPOLYKT WM

6) or npeacTaBurens no wi. 26, an. 1 or 3JIIXM unu

B) OT NPEACTABUTEN Ha JIMLETO NO Wi 26 an.l WK Ha DPUTEeKATENS HA paspeLlicHUero 3a
ynotpeba, cbriacho Jlonbanurendure pasiopendm, naparpad 1, 7. 50 ot 3J1IXM,

OT KOETO Ja € BHAHO, Y€ YUYaCTHUKBLT MOXe Ja odepupa NekapcTBeHHTe NpPOAYKTH Ha
TCPUTOPUATA Ha LANATa CTpaHa Wik B KOHKpPETHATa npoueaypa, Balu/JHO 33 CPOKa Ha 0FOBOpA.

- JokyMeHT ro 1. 13.3.2.3. or pemeHneTo 3a OTKpHBAHE Ha npoucaypara - B cnyuail, ue
YHACTHUKBT MPEACTaBY OTOPH3ANUOMHO THCMO (MK EKBUBANECHTEH AOKYMEHT) OT JHILETO 110 4.
26 an. 1 or 3JITIXM, BeoOX0auMO € 1a NPeACTABY U JOKYMEHT 34 ONPEJIENHETO MY KATO TAKDE;

- poxyment no 13.3.2.4. or pewiedneTe 3a OTKpUBane na rnpoucaypara - B cayuait, ue
YHACTHUKBT NMPEACTABH OTOPH3AUMOHHO MUCMO (MM EKRHBAACHTEH JOKYMEHT) OT NMPCACTaBUTEN
Ha puuero no w26 an. [ or 3JITIXM wim ot npurexarens Ha paspeuieHueTo 3a ynotpeda,
HEOOX0MHUMO € Aa NPEJACTABH ¥ AOKYMCHT 3a ONPEACISHETO MY KATO TaKbB NPEeACTABUTE.

IV.1. B odeeprara na yuactauka ,,ThPI'OBCKA JIMI'A HAIIMOHAJIEH AITEUEH
HHEHTDBP“ AJ, rp. Codusa 1172, p-n , Hsrpes”, 6yn. ..M. Tumurpos® Ne 1;

IV.1.1. 3a odepupanus nekapcTBeH Opoaykt 110 obocobena nosmums Ne 1, Hom.262,
YUACTHMKBT HE € NPEJCTABMII M3HUCKBaHWTE AOKYMeHTH no T. 13.3.2.2. ot pewenuero 3a
OTKpHBaHe Ha npoueaypara - Konue Ha OpurvHana, npuapymMeHo ¢ OpuruHan Ha opuuMaicH
HpeBos na GbArapcky e31K Ha 0TOPH3ALHMOHHO NUCMO (MM CKBHBANEHTEH JIOKYMEHT), W3/1aeH0
Ha MMETO Ha YYacTHWKA, YLOCTOBEPABALLO NMpapaTa Ha YYaCTHMKA 3a TPCACTABUTENCTBO HA
TEPHTOPUATA Ha LiANaTa CTPana, WK 3a KOHKPeTHaTa ITpolelypa Ha, H3IaieHo OT;

4) NPUTERATENAT HaE PA3PEILCHHETO 3a YnoTpeda HA NeKAPCTBEHMS IIPOJAYKT UK

6) ot npeacrasuTens 1o wi. 26, an. 1 ot 3JHIXM mnn

B) OT IIPEACTaBMTC) HA JIMLETO N0 4. 26 an.] WK Ha NpuTexaTens Ha pa3pelieHUeTo 3a
ynorpeba, cernacso Jlonwanurenuure pasnopendu, naparpad 1, v. 50 or 3JITTXM,
OT KOCTO JHa € BMIHO, Y€ YYACTHHKBT MOXKe Aa ofepupa AeKapCTBEHHUTe NOPOAYKTH Ha
TEPUTOPHATA Ha LAIaTa CTpaHa WK B KOHKPETHATa MPOLeAypa, BaiMAHO 3a CPOKA Ha JOroBopa.

1V.2, Bn3 ocHoBa Ha u3noxkenoro B T. IV.1. u Ha ocuoranue un. 54, an. 9 ot [I130T1,
Komucusita eannopywmdo  perud, A2 Jajc Bb3MOXKHOCT HA  YYACTHUKE, Jja [pPEeACTaBH
JAONBJIHUTENHO CJEAHNTE JOKYMEHTH!

1V.2.1.1, 3a odepupanna sexkapersen npogykt 1o ofocobena nosuups Ne I, Hom.262-
Aoxymentn no 1. 13.3.2.2. OT peuleHHero 3a OTKpupaHe na npoueaypara - Konue Ha
OpUrMHANa, HNPUIPYNKEHO C OpPUrHHAN Ha o(MUIMaNeH NPEBOJ Ha ObLArapCckd e3MK Ha
OTOPUBALMOHHO MHCMO (MJIN CKBMBAJEHTEH JOKYMEHT), M3JIafIcHO Ha MMETO Ha Y4YacTHHKA,
YAOCTOBEPABAIIIO NPABATA M4 YYACTHHKA 3a NPEACTABMTEACTBO Ha TEPHUTOPUATA HAa AIaTa
CTpaMd, WK 33 KOHKPETHATa NIPOLEAYPA Ha, W3JAJCHO OT:

a) NPUTEKATENAT Ha Pa3pelicHHeTo 3a ynoTpeda Ha NexapCTBeHNS NPOAYKT HIIH



0) oT npeacTaBuTENs No Y. 26, an. 1 or 3JUTXM niu

B) OT NPEACTaBUTEN HA JULETO NO Wi, 26 an.l win Ha npuTexarensn Ha paspelieHnero 3a
ynorpeba, cbrinacHo Jonsanurestnre pasnopendu, naparpad 1, . 50 or 3JHIXM,

OT KOETO A2 € BH/IHO, Y€ YYaCTHMKLT Moxe Ja odepupa nekapcTBEHMTE TPOAYKTH Ha
TEPUTOPHITA HA LAIATA CTPAHA UM B KOHKPETHATA MPOLICAYPa, BAJIH/IHO 32 CPOKA HA JIOroBopa,

IV.2.1.2. B cayyail, 4e y4aCTHHKBHT TNpPEACTABH OTOPHBALUOHHO MHCMO (MM
CKBUBAJIEHTEH JIOKYMEHT) OT AMLETO 110 wit. 26 ain. 1 o1 3JITTXM, HeobxoauMo € fa npeacTask 1
JOKYMEHT 32 OlIPeJIeAs HeTO MY KaTo TaKbB;

IV.2.1.3. B cnysail, 4e y4YacTHMKBT JIPEACTARM  OTOPHM3ALMOHHO FMCMO  (Miu
CKBHBANICHTEH AOKYMEHT) OT APCACTaBMTEN Ha auMuero no uia. 26 an, 1 or 3JIIIXM wiu or
MPUTEKATENE HA PA3PEINeHUeTo 3a ynoTpeda, HEoOXOJMMO € Ja IPC/ICTaRM M JOKYMCHT 3a
OTIPEJIENAHETO MY KaTO TaKbB {IPEACTABUTEN.

IV.3.1. B onpeaenenust ot xoMucuaTa cpok, ywacthukst ,, TBPTOBCKA JIUI'A
HAHHWOHAJIEH AITEYEH HEHTLP“ AJI, se npeacrasu usuckanu or Komucusra
fokymeHtd no r, VI4.2, or nporokona no un.54, an.7 or 'H13017, 3a odepupanms nekapcrsen
npoayKT no obocobena nozutms Ne I, HoM.Ne262, ¢ mucmo ¢ u3x. NoQ1-00-883-3/19.09.2016 r;

IV.3.2. C oraen Ha wznoxenoro B 1. [V.3.1, oT goxnaga W Ha ocHopanue ui. 54, an.l, .
5,6.,6%0r 3011, 7.7. 13.3.2.2,, 13.3.2.3. 1 13.3.2.4,, 868 Bpb3ka ¢ T. 13.3.1.2. ot Pewennero 3a
OTKPHUBAHC Ha npoueaypara u T. 111.1.3) ot obsasienncTo 3a nopsukara, Komucusra npejnara 3a
oTCTpaNaBane oT npouenypara yyactamka ,, T'bPIOBCKA JIUT'A HAHHOHAJIEH ATITEYEH
HEHTHP AN, rp. Codma 1172, p-u ,HMsrpes”, 6yn. .M. Inmutpos* No 1, ¢ odepra ¢ BX.
Ne 4/15.08.2016 r., 3a obocobena nozuyus N I, nom. Ne262.

Momusgu:

3a odpepHpaHHs JieKapeTBeH MPoAYKT no abocobena nosuudsa Ne 1, HoM.262, y4acTHHKLT He
NPCACTABH CIlEJIHUTE H3MCKAHM 0T KOMUCHATA AOKYMEHTH:

- JMOoKymeHt 1o T. 13.3.2.2. 0T pelicHHeTo 38 OTKpUBaHe Ha npoueaypara - Konue Ha
OpHIHHaMa, TPHIPYKEHO ¢ OpUTMHA Ha oOoQMIHaAcH Npeso) Ha ObArapeku e3nk Ha
OTOPH3ALMOHHO TTMCMO (MJIH CKBUBAJICHTCH AOKYMEHT), M31alcHO Ha MMETO Ha YUACTHMKA,
YAOCTOBEPSABAO MpaBaTa HA YYacTHMKA 3a MPEACTABMTCNCTBO Ha TEPUTOPHATAZ Ha LAaaTa
CTPana, WM 33 KOHKPETHATA NPOLEAYPa Ha, U3I3ACHO OT:

a) NpUTENKATENAT Ha Pa3PEILCHUETO 3a ynoTpeba Ha nexapcTReHns NPOAYKT HiAHN

6) ot npegcragurens no yia. 26, an. 1 ot 3JINIXM unn

B) OT NPEACTABUTEN HA NULETO 10 I, 20 an.] MM Ha IPUTESKATEIsS Ha paspeLieHneTo 3a
ynorpeda, ceraacHo Jonbanurenunre paznopenbu, naparpad 1, . 50 ot 3JIIXM,

OFT KOCTO Ja € BWJIHO, Y€ YYacTHHKBT MOMke Ja odepupa JAeKkapcTBeHMWTe MNpPOAYKTH Ha
TEPUTOPHATA Ha LJIaTa CTPaHa MM B KOHKPETHAaTa NPOUEYpa, BAIH/IHO 34 Cpoka Ha JIOrosopa.

- fOKyMeHT no T. 13.3.2.3. oT pelneHHeTo 3a OTKpMBaHe Ha mpouexypara - B cnyuait, ue
YHACTHUKDT NPEACTARY OTOPHU3ALHOHHO [THCMO (MJIH EKBUBANIEHTEH JIOKYMEHT) OT JIMLETO 110 YJl,
26 an. I ot 3JITEXM, Heobx0a1MO € 1a MPeACTaBH M IOKYMCHT 34 ONPEAENAHETO MY KATO TaKbB;

- AoxyMmenT o 13.3.2.4. or pewmieHMero 3a OTKpUBaHE Ha npouenypara - B ciyuait, ve
YYACTHHUKBT NPEJICTABY OTOPH3ALMOHHO THCMO (MM EKBUBANIEHTEH JOKYMCHT) OT [TPEICTABHTEN
Ha nuueTo no 4w 26 an. 1 ot 3JHIXM uny or npurexarens Ha paspellieHUero 3a ynotpeba,
HEOOXO0AMMO € Jia IIPCACTABH W JOKYMEHT 32 ONPEICASHETO MY KAaTO TAKDB TipEACTaBUTE.

V.1. B ogeprata Ha yuactnuxa “CO®APMA TPEWHHI A, rp. Codust — 1220, ya.
wIbdesap Cranues” NoS, | Codapma busuec Tayspc®, crp. A, er.12:

V.1.1. 3a odepupannte JnekapcTBEHM TPOAYKTH [0 CAEAHHTE 000COGEHH NO3HMLMH U
HOMEHKNATYpH 0T nosuiuuTte: obocobena nosuums Nel, Hom NeNelQ, 11, 12, 13, 14, 23, 24, 25, 34,
36,37, 38, 40, 41, 42, 45, 53, 54, 57, 58, 79, 80, 81, 86, 87, 88, 94, 95, 96, 97, 98, 107, 109, 110,
113, 114, 115, 117, 119, 121, 123, 124, 125, 129, 133, 134, 135, 136, 137, 138, 139, 143, 144,
153, 159, 163, 164, 174, 175, 176, 177, 178, 180, 195, 196, 202, 211, 221, 222, 223, 224, 238,



241,242, 243, 244, 245, 246, 247, 248, 249, 254, 255, 256, 257, 264, 265, 266, 267, 279, 280,
282, 283, 284, 285, 2806, 287, 290, 291, 294, 297, 301, 312, 313, 320, 321, 322, 326, 331, 332,
334, 335, 336, 337, 338, 339, 340, 341, 342, 343, 345, 350, 351, 352, 354, 359, 360, 361, 362,
363, 370, 374, 376, 380, 388, 390, 391, 393, 423, 424, 433, 434, 435, 4306, 438, 439, 443, 445,
440, 448, 449, 459, 461, 462, 463, 464, 468 u 470, n obocobena mosuiust Nell, nom NoNel, 2, 5,
6,7, 12, 15, 16, 20, 25, 28, 29, 31, 32, 38, 42, 54, 56, 59, 60, 64, 65, 67, 69, 70, 72, 74, 75, 76,
79, 80, 81, 82, 83, 87, 88, 92 1 93, y4aCTHUKDLT HE € HPEICTABUI UINCKBAHUTE JJOKYMEHTH 110 T.
13.3.2.2. or pelenneTo 3a OTKpHBANE Ha NpoueaypaTa - KonHe Ha OpuruHana, npuipyxeHo ¢
OpHIHHaR Ha o(pHUHaneHd NPeBOA HA ObLArapcKHM €3MK Ha OTOPU3AHMOHHO DHCMO (MW
EKBHBANICHTEH JIOKYMEHT), M31aIEHO HAa HMCTO Ha YYacTHMKA, YAOCTOBEPABALIO MpasaTta Ha
YHaCTHHKA 33 NPEICTABHTEACTBO HA TEPHUTOPHMITA Ha LANATA CTPaHa, MU 3a KOHKPCTHATA
Npoueaypa Ha, H31aJIHO OT;

a) NPUTEeNATeNAT Ha paspellleHUeTo 3a ynoTpeda Ha JIeKapCTBEHUs NPOAYKT KM

©) ot npeacraguTens no un. 26, an. 1 or 3JIIXM wuau

B} OT [PEACTABMTEN Ha JULETO 1o 4i. 26 an.l uiu Ha npuTeKaTelis Ha paspenieHueTo 3a
ynorpeba, chraacHo Homsanureanure pasnopesou, naparpad 1, T. 50 ot 3JITXM,
0T KOETO jia € BWJIHO, Y€ YYACTHUKBLT Moxe Ja odepupa NexapcTBEHMTE MPOAYKTH Ha
TEPUTOPUSITA HA LIAAaTA CTPaHa WM B KOHKPETHATa NpoLelypa, BaAKIHO 3a CPOKa Ha JI0roBopa.

V.2, Bp3 ocHoBa Ha u3noxkeHoro B T. V.1, u Ha ocnosanue yn. 54, an. 9 or TI30I[],
Komucusara ejuMHOAYIIHO peliv, Ja [Adjie Bb3MOXKHOCT Ha YYacTHHMKA, Ja NpeactaBu
DOMBAHUTEAHO CASJHUTE AOKYMEHTH:

V.2.L1. 3a ofepupanure nekapcTBEHHM TPOIYKTH 110 cacannTe 0b0coGeHH NO3HIMK H
HOMEHKaTYp1 OT nosuuunTe: odocobena nozuuums Nel, nom NeNel0, 11, 12, 13, 14, 23, 24, 25, 34,
36, 37, 38, 40, 41, 42, 45, 53, 54, 57, 58, 79, 80, 81, 86, 87, 88, 94, 95, 96, 97, 98, 107, 109, 110,
113, 114, 115, 117, 119, 121, 123, 124, 125, 129, 133, 134, 135, 136, 137, 138, 139, 143, 144,
153,159, 163, 164, 174, 175, 176, 177, 178, 180, 195, 196, 202, 211, 221, 222, 223, 224, 238,
241, 242, 243, 244, 245, 246, 247, 248, 249, 254, 255, 256, 257, 264, 265, 266, 267, 279, 280,
282, 283, 284, 285, 286, 287, 290, 291, 294, 297, 301, 312, 313, 320, 321, 322, 326, 331, 332,
334, 335, 336, 337, 338, 339, 340, 341, 342, 343, 345, 350, 351, 352, 354, 359, 360, 361, 362,
303, 370, 374, 376, 380, 388, 390, 391, 393, 423, 424, 433, 434, 435, 436, 438, 439, 443, 445,
446, 448, 449, 459, 461, 462, 463, 464, 468 u 470, u obocobena nozvis Nell, Hom. NeNel, 2, 5,
6,7,12, 15, 16, 20, 25, 28, 29, 31, 32, 38, 42, 54, 56, 59, 60, 64, 65, 67, 69, 70, 72, 74, 75, 76,
79, 80, 81, 82, 83, 87, 88, 92 u 93- nokymeHty 1o 1. 13.3.2.2, OT pelleHUETO 38 OTKPUBAHE Ha
npouelypara - Konue na opurvHana, npuipyxeHo ¢ OpurdHan Ha oduimaned DpeBoj Ha
OBArapcKu €3HK Ha OTOPU3AUMOHHO MHCMO (MITH EKBUBAJICHTEH JOKYMENT), H3JIAJIEHO HA MMETO
Ha y4acTHWKA, YAOCTOBEPABAILO NPABATA HA YYACTHMKA 3a MPEJCTABUTEICTBO HA TCPUTOPUATA
Ha UsJIaTa CTpanda, UM 3a KOHKPETHATa Npoueypa Ha, U3NaJieHO OT;

a) IPUTEIATENIAT HA Pa3PEIICHUETO 3a YNoTpeba Ha JISKAPCTBEHUS NPOYKT WK

©) oT npeacrasurens no wi. 26, an. 1 ot 3JIITXM unu

B) OT NPEACTABUTEN HA JMUETO HO Wi. 26 ain.] WK Ha NpUTEKaTeNd Ha PaspelleHUeTo 3a
ynotpeda, chraacHo Jlombanurenuute pasnopeadm, naparpad 1, 7. 50 or 3JITIXM,

OT KOGTO Jla € BMAHO, Ye YUYACTHUKBT MOXe [a odepupa JICKapCTBeHUTE NPOAYKTH Ha
TEPUTOPHATA HA LsaTa CTPaHa MK B KOHKPETHATA NPOUE/ypa, BaJu/IHO 33 CPOKa Ha JOTOBOpA.

V.2.1.2. B cayuaii, ue yuaCTHHKDLT NPEACTABH OTOPH3ALIMOHHO TTHCMO {MAK EKBUBAJICHTEH
AOKYMEHNT) OT JHLETO 1o wi. 26 ai. 1 ot 3JINIXM, HeoOX0AMMO € /1a PEUCTABM M JOKYMEHT 3a
OTIPENENIAHETO MY KATO TAKbB;

V.2.1.3. B canywall, ue yYaCTHHKDLT TNPEACTABUM  OTOPH3ALMOHHO NHCMO (MM
CKBUBANEHTEH NOKYMEHT) OT MPEeACTaBUTEN HA JHLETO 1o ui. 26 as. 1 ot 3JIIIXM uau or
npurexarens Ha paspelieHHeTo 3a ynorpeba, HeoOXOMMMO € A3 NPEACTABH W JIOKYMEHT 3a
OMPEJACNAHETO MY KaTO TAKhB NPEACTABHTE.



Y.3.1. B onpeneneHus oT KoMHcuaTa cpok - Ha 26.09.2016 r., “CODAPMA
TPEW/ IO AJl, npeacrasu ciieanuTe JOKYMEHTH ¢ nucMo ¢ Bx. Ne 01-00-883-9/26.09.2016 r.:

V.3.1.1. 3a odepupanuTe nekapcTReHH NMPonykTH 1o obocobena noszuuus Nel, mom. NoNe
249 1 391:

V.3.1.1.1. poxyMmeHT mo T. 13.3.2.2. 0T pelueHUeTe 3a OTKpUBAHE Ha Hpolleaypara -
OPHUI'MHAN HA OTOPH3AIIMOHHO MHCMO, M3JAACHO HAa HMCTO HA YYACTHMKA, YLOCTOBEPSBAHIO
npagata Ha Y4YacTHWKA 33 YYacTHE B KOHKpeTHaTa MpoueRypa, M3A3jAeHO OT YNPABMTEAA Ha
LAOBU EOOMH, B nmuueTo na r-0 Kupun Hukonues;

V.3.1.1.2. IOKYMEHTH, YyAOCTOBEpsBalllM MpapoMoinuiTa Ha r-H Kupun Hukonues no
NPEYNLAHOMOHIABAHE HA YHACTHHKA;

KomucusaTa npuema npeCTaBeHUTE OT YHACTHUKA JOKYMCHTH.

V.3.1.2. 3a odepupaHuTe ACKapcTBEHM NPOAYKTH TO CIEAHHATE 000CODeHM TO3HUMM U
HOMEHKJIATYPH OT nosuuuuTe: 0bocobena nosnums Nol, som. NoNedO, 41, 143, 144, 247 1 390, »
obocobena nozuuus Nell, nom NeNo 6, 67 11 81:

V.3.1.2.1. poxyment no T. 13.3.2.2. or peuwieHuweTo 3a OTKpMBAHE HAa MpoUeaypara -
OPWI'MHA] HA OTOPM3ALMOHHO NUCMO, M3JAACHO HA MMETO Ha YYacTHHKA, YAOCTOBEPSIBAILO
Npagara Ha y4YacTHMKA 33 YYaCTHE B KOHKPETHATa NPOLEAYPa, H3JaJIcHO OT YIIpaBWTeNs Ha
Ll makcoCMutKnaiin™ EQO/L, B nuuero Ha r-H Ceetocaas CUMEOHOR!

V.3.1.2.2. AOKYMEHT, YJIOCTOBEepsARail npapoMoiidsTa Ha r-H Ceerocnag CUMEOHOB Mo
ApeyNbIHOMOLUABAHE Ha YHACTHHKA,

Komucuara npueMa npejcTaBeHuTe OT y4acTHHKa JOKYMEHTH.

V.3.1.3. 3a odepupanus nekapeTBeH IpoaykT no obocodeHa nozuuus Nel, Hom, Ned5 -
JOKyMeHT no 7. 13.3.2.2. OT pelleHdeTO 3a OTKPHMBAHE HA NPOUEAYpaTa - OPUIrMHAD Ha
OTOPH3AUMOHHO NMHUCMO, M3JAJEHO HA MMETC Ha YYacTHMKA, YAOCTOBEpsABAaIlo ripasarta Ha
YUaCTHHKa 32 HUCTPUOYUMsA Ha opepUpaHus NPOLYKT B bbArapus, n3aaeto oT NPHTEKATENs Ha
paspelieHyeTo 3a yroTpebda na liekapereeHua npoaykr — Novartis.

Komucusta npuema npecTaBedus oT yUaCTHUKA JOKYMCHT.

V.3.1.4. 3a odepupadute JexapcTBEHU TMPOJAYKTH O CACAHMTE 000COOEHH MO3MLIMMU W
HOMEHKJIATYpH OT No3HIMKTe: obocobena nospums Nel, Hom. NeNel4d, 23, 24, 36, 37, 38, 42, 53,
54, 57, 58,79, 80, 81, 86, 94, 95, 96, 107, 113, 117, 123, 124, 125, 133, 134, 135, 139, 174, 175,
176, 177, 178, 180, 195, 196, 202, 211, 255, 256, 257, 280, 283, 284, 285, 286, 287, 301, 312,
320, 321, 322, 326, 331, 342, 343, 350, 354, 359, 361, 362, 363, 370, 376, 393, 440, 459, 461,
462, 463, 464, 468 u obocodena nosuimsa Nell, nom.NeNe 7, 12, 15, 16, 25, 29, 32, 64, 65, 69, 70,
72, 79, 80, 83, 87, 88, 92 1 93 - nokymeHT nmo T. 13.3.2.2. OT PEIUEHHETO 3a OTKPUBAHE Ha
NpoUeAypaTa - OPUIMHak HA OTOPHU3ALMOHHO ITMCMO, U3JIAJIGHO HA  MMETO HA YJYAcTHHKA,
YJAOCTOBEPSBANIO TIpaBaTa Ha YUaCTHUKA 33 YYaCTMC B KOHKPETHATA NPOUCILYPa, W3MaJEHO OT
NPUTEKATENA Ha paspelieHyaTa 3a ynoTpeba Ha aekapcTBeHuTe nponykti — Codapma ATl
buarapus.

Komucuarta npremMa npeicTaBeius 0T YYACTHUKA J0KYMEHT.

V.3.1.5. 3a oepupanms nekapcTBeH NPoayKT no obocobena nozuumst Nell, nom. NeS:

V.3.1.5.1. pokymenT no 1. 13.3.2.2. oT pemieHMeTo 3a OTKpMBaHE Ha Mpolieaypara -
OpMIMHal Ha OTOPH3ALMOHHO TMCMO, M3J3JIEHO Ha MMETO HAa YYaCTHUKA, YAOCTOBEPSBAILO
Mpapara Ha YHacTHHKA 33 yYacTMe B KOHKpETHaTa MNpoueaypa, W3JajicHO OT ynpaBuTesns Ha
»Craga buarapus™ EOOJL, B nuuero Ha r-H bopucnar Tpudonos;

V.3.1.5.2. noKyMeHT, yaocToBepsaBanl npasomouusaTa Ha r-H bopuciag Tpudounor no
NPEYITLIHOMOIIARAHE HA YYACTHHKA,

Kom#cuara npueMa npejicTaBeHuTe OT YHaCTHHKA JJOKYMEHTH,

V.3.1.6. 3a odepupannTe AeKapcTBEHH NPOAYKTH Mo obocobeHa nozuuus Nol, nom. NeNe221,
222,223, 224:



V.3.1.6.1. poxyment no 7. 13.3.2.2. or pelicnueio 3a OTKpHUBaHe Ha HOpoHeaypara -
OPHIMHAN Ha OTOPM3ALMOHHO TMHCMO, M3JaJSHO Ha MMETO Ma YJYacTHHMKa, YAQCTOREPSBALLO
ApaBaTa Ha YYaCTHHMKA 3a y4yacTHe B KOHKPETHATa NPOUEAYpa, W3JIAlCHO OT YIIpaBurelis Ha
ki M Xentxenp brarapua® EOO/, B nuueTo Ha r-ka Muxacena Muxaitiosa;

V.3.1.6.2. noxkymMeHT, yNOCTOBEPABRALI TPABOMOIUATA Ha r-a Muxaena Muxaiinosa no
NpeyIhAHOMOLIABAHE HA YHACTHUKA;

Komucusta npuema npeacTaBeHuTe OT YHACTHUKA TOKYMEHTH.

V.3.1.7. 3a odepupannre nekapcTBeHH MPoaykTH 110 0bocobeHa nozuums Nel, Hom. NoNol153
1 238 - JokyMeHT no 1. 13.3.2.2. o1 peireHneTo 3a OTKPUBAHE HA NPOUSAYpaTa - OpUIMHAanN Ha
OTOPH3ALMOHHO TMCMO, M3JAACHO HA MMETO Ha YuYyacTHMKA, YIOCTOBEpsBallo NpaBaTa Ha
YHaCTHHKA 33 YYacTHE B KOHKPETHATa NPOUELYPa, M34AJACHO OT IIPHUTEKATEN Ha paspelleHuaTa
3a ynoTpeba Ha aeKapcTBEHHUTE npojykTy - Dapmauestuynn 3aoan Munee AL, Boiarapus;

KomucusTa npueMa npejicrageius 0T yYacTHHKA JIOKYMEHT.

V.3.1.8. 3a odepupanyre NCKapCTBEHU DPOAYKTH 110 obocobeHa nosuuus Nel, Hom. NeNe242
243, 334,335, 337, 338, 339, 340, 341, 380 w 448, u obocobeHa nosnums Nell, oM. NeNe 28 u
38:

V.3.1.8.1. nokymentr no T. 13.3.2.2. oT peuleHneTo 3a OTKpPUBAHE HA HpoUcAypara -
OPHUI'MHANT HA OTOPH3alMOHHO THMCMO, M3NAJEHO HA HMMETO Ha YYacTHHUKA, YIAOCTOBEPSBALLO
1paBara Ha yYaCTHMKa 3a YYacTHE B KOHKPETHaTa DPOUEAYPa, W3AAJAEHO OT M3ITbAHWTENHHS
aupexrop Ha ,, CEPBHME MEJIMKAJI® EOO/J] 8 nmnuero Ha r-u Openuen bperoH;

V.3.1.8.2. HOKyMeHT, yJocToBepsBawl npapomouustTa ua r-u Opemved bBperon no
NPeYIILAHOMOLIARAHE HA YYACTHHKA.

KoMucusaTa npuemMa npe/ICTaBeHUTE OT YUACTHHKA NOKYMEHTH.

V.3.1.9. 3a odepupanure nekapcTBeHH npoaykTy 1o obocodena nozuums Nel, Hom. NeNoll,
109, 110 u 436:

V.3.1.9.1. poxyment no 1. 13.3.2.2, OoT pemicHMETO 3a OTKpHBAME Ha npoueaypara -
OpUTHHAN Ha OTOPHU3ALMOHHO TIMCMO, H3)1alGHO HA MMETO Ha YYaCTHHKA, YJLO0CTOBEPABALIO
npaBaTa Ha YYaCTHMKA 3@ YJacTHE B KOHKpeTHaTa MNpouelypa, M3LaJieHO 0T YNpaBWUTels Ha
»bsopuHrep HMureaxaiim PLB I'm6X n Ko KI'- Kaon bwarapus™ B nmuuero Ha a-p SAXMH
Xabnuuex;

V.3.1.9.2. [OKYMEHT, YAOCTOBEpsBall HpapoMolmMsiTa Ha A-p Axun Xarhwuer 1o
npeynbLAHOMOUIABAHE HA YYacTHHKA.

Komucusta npuemMa npeicTaBeHuTe 0T YHaCTHHKA JOKYMEHTH.

V.3.1.10. 3a odepupannre JiekapcTBCHH HPoAYKTH 10 odocobena rnosunumst Nel, nom. NeNel,
241,351 n 352:

V.3.1.10.1. goxyment no t. 13.3.2.2. oT pemeHUeTO 3a OTKPHUBAHE HA npouexypara -
OPHUIHHAJ Ha OTOPH3ALIMOHHO NUCMO, M3JAJCHO HA HMETO Ha YYACTHMKA, YIOCTOBEPSBAlO
NpaBaTa Ha yYaCTHHKE 3a yuacTHe B KOHKPETHaTa nNpolenypa, W3AafcHO OT YNpPaBUTENs Ha
.10 CH BH BBJIIAPHA™ EOOJ B auueTo Ha r-4 CeTnomMup MapuHos;

V.3.1.10.2. pjoxymeur, yaocTOBepsABall, npagomMoulusta Ha r-0 Ceernomup MapuHos no
npeynbAHOMOIIARAHE Ha YYacTHHKA.

Komucusara npuemMa npeacTaBeHHTe 0T YIaCTHHKA IOKYMEHTH.

V.3.1.11. 3a odepupanute JekapcrBeHd npoykty no obocobena nosuums Nel, nom. NeNe34
n 282:

V.3.1L11.1. gokymenT o 1. 13.3.2.2. OT pemieHMeTo 3a OTKPHBaHE Ha npoueaypara -
OPWMIHHAJ HA OTOPU3ALMOHHO MUCMO, W3JIAJICHO HA KMETO Ha YYACTHMKA, YJIOCTOBEpSBaulO
npaRaTa HA Y4acTHHMKA 3a yyacTME B KOHKpETHaTa npoliefypa, W3dajeHo ot IIDAM3EP
JIOKCEMBYPI" CAPJI knou buirapus;

V.3.1.11.2. JOKYMENT, yIOCTORepsiBal, npapomowuara na TPAM3EP JIIOKCEMBYPT
CAPJI xnon bearapus 10 npeynbIHOMOLIABAHE HA YYaCTHHKA.



KoMucuaTa npHeMa npeCTaBeHUTe OT YUACTHHKA JJOKYMEHTH.

V.3.1.12. 3a oQepupanurte AcKapCTBeHW NpoJykTH mo obocobena nosuuus Nel, nom.
NeNe:159, 163, 164, 244, 264 1 345:

V.3.1.12.1. pokymenTt no 1. 13.3.2.2. or pemenyero 3a OTKpHMBaHE HA INpoleaypara -
OTOPH3aHMOHHO TIMCMO, HM3/aJCHO HAa HMETO Ha YYacTHHKA, YAOCTOBCPSBAIIO fpaBata Ha
Yy4acTHHKA 3& YYacTHe B KOHKpeTHaTa npoueiypa, niaajieno ot L JEIEOH PUXTEP AJ;

V.3.1.12.2. JoKYMeENTH, YI0CTOREpsBatM npasoMoinnaTa Ha I EJJEOH PUXTEP Al no
NPeyIbAHOMOLLABAHE HA YHACTHHKA.

KomucuaTa npremMa npeicTaBEHUTE OT YHACTHHKA AOKYMEHTH.

V.3.1.13. 3a odepupanuTe NeKapeTBEHH TIPOAYKTH no obocobena nosumuma Nol, nom.
NoNe294 1 438: -

V.3.1.13.1. poxyment no 1. 13.3.2.2. OT pemieHHeTo 3a OTKPHUBAHE HA npoleaypara -
OTOPH3ALMOHHO HMCMO, H3AAJIEHO Ha MMETO Ha YYaCTHMKa, YAOCTOBEpsiBalllo NpaBata Ha
YUacTHUKa 33 yyacTHe B KOHKPETHaTa npouejypa, usjaieno or ,Actpadencka boarapus®
EQOJI;

V.3.1.13.2. poxymendT, YAOCTOBEpsBall NpapoMolimsara Ha ,Actpa3eHexka bwnarapus®
EOO/{ no npeynbJHOMOILIABAHE HA YUACTHHKA,

KoMucuaTa npuema npecrageHuTe 0T YHACTHUKA JOKYMEHTH.

V.3.1.14. 3a odepripanus JeKapcTBeH APOAYKT nmo obocobena nosuuusa Nel, nom. Ned45:
JoKyMeHT 1o T. 13.3.2.2. oT peleHHeTo 33 OTKPMBAHE HA NPOLCAYPATa -  OTOPH3allHOHHO
NUCMO, M3JaICHO HA MMETO HAa YHacTHHUKA, YJ0CTOBEPABALNO IPaBaTa Ha YWaCTHHKA 3a yyacrue
B KOHKPETHATa NPOHENYPa, M3AaA¢H0 OT NPHUTEKATEeNd Ha paspeuieHueTo 3a yiorpeda na
nekapcTBeHus npoaykr - ,, YHUDOAPM™ AJY;

Komucusra apueMa NpeacTaBeHus OTF yUaCTHUKA AOKYMEHT,

V.3.1.15. 3a odepupanus JiekapcTBeH Npoaykr 1o obocobena nozuimsa Nel, nom. Ne360:

V.3.1.15.1. pokyment no T. 13.3.2.2. oT pemwenyeTd 33 OTKpPUBAHE Ha rpoueaypara -
OTOPHU3ALMOIHO TIMCMO, H3JAaJeHO Ha MMETO Ha y4acTHMKa, YAOCTOBEPABAO NIpapaTa Ha
Y4aCTHHMKA 3a YUACTHe B KOHKPETHATA npoueaypa, uspajgeto ot , AKTABHUC EAJL

V.3.1.15.2. noxkymewnr, yaoctosepsasail npasomommsra na LAKTABHMC® EAJl no
NPeyITbJHOMOLIABAHE HA YYACTHHKA.,

KoMucHaTa npuema npeacTaBeHuTe 0T YYacTHUKA JJOKYMEHTH.

V.3.1.16. 3a odepupanute NeKapcTBeHU MPORYKTH no ciepHute ofocobeny nosuuuy u
HOMEHKAATYpH OT nosuuuute: obocobena nozuums Nel, Hom. NeNe87, 88, 119, 246, 206, 267 u
336, n obocobena noznuua Nell, nom. Na31:

V.3.1.16.1. goxyment no 1. 13.3.2.2. oT pellieHHETO 3a OTKPMBAHE Ha lpoucuypara -
OTOPHM3ALUMOHHO MUCMO, M3JAJICHO HAa HMMETO Ha Y4aCTHMKA, YAOCTOBCPABALIO ApaBaTa Ha
YYaCTHHKA 33 yUaCTHE B KOHKpeTHaTa npouenypa, uzaaaeuo or JKPKA BBITAPHA® EOOJ;

V.3.1.16.2, noxymenT, yaoctoBepspaiy npasomourusta Ha , KPKA BBJITAPWA® EOO]]
10 1peyIbIHOMOMIABAHE HA YYaCTHHKA.

Komucusta npueMa npejAcTaBeHTe OT YYaCTHHKA JOKYMEHTH.

V.3.1.17. 3a odepupanus jexapcTsed npoaykr 1o obocobena noszuupma Nel, nom. Ned49-
JokyMeHT 1o T. 13.3.2.2. 0T pelweHMeTo 3a OTKpHBaNE Ha npoielypara - OTOPU3aUHOHHO
AUCMO, U3JAICHO 1A HUMETO Ha YYACTHHMKA, YJIOCTOBEPABAILO PABATA Ha YUAaCTHHUKA 33 yUacTHe
B KOHKPETHATA NpOLEAYPa, U3NaIeHO OT NpuTexkaTens Ha paspeuienuero 3a ynorpeba na JIT -
H~AHTUBUOTHUK-PASTPAL" AL

KomucusTa npueMa npeacTapenysa OT Y4aCTHHKA A0KYMEHT.

V.3.1.18. 32 odiepupaus NekapcTBeH NpoayKT 110 obocobena nosunms Nel, nom. Ne254:

V.3.1.18.1. pokymenT no 1. 13.3.2.2. OT pemenuneTo 3a OTKpPHBAHE Ha Npoueaypara -
OTOPM3ALHMOHHO NUCMO, M3JaJICHO Ha MMETO Ha YYACTHMKA, YAOCTOBEPSBAHIO Nipasara Ha



YYACTHUKA 38 YYACTHE B KOHKPETHATa npoueiypa, usjajieno or ,,bepinn-Xemw/A. Menapunn
buarapus® EOOJ;

V.3.1.18.2. 1OKyMEHT, YAOCTOBEpABalll npasoMoumsita na ,bepmin-Xemn/A. Menapunu
buarapus® EOOJ] no npeyrsiHOMONABAHE HA YHACTHUKA.

Komucusra ripuema npeacTaBeHuTe OT yUacTHHKA JOKYMEHTH.

V.3.1.19. 3a oiepupannte nekapcTBeHH npoayxTi 1o obocodena nosuuma Nel, nom. NeNel2
u 265:

V.3.1.19.1. jpoxymesr no T. 13.3.2.2. oT pelleHHeTo 33 OTKPMBAHC Ha Npouecaypara -
OTOPH3ALMOHHO MHCMO, M3/1a/ICHO HAa  MMETO Ha YYACTHMKA, YJOCTOBEPABAILO NpapaTa Ha
Y4aCTHHIA 33 yUacTHe B KOMKpeTHata npoueiypa, nagazeno ot , BEJIPA UHTEPHEIIBHBHI*
Al

V.3.1.19.2. jokymeHnT, yroctosepasalll npapomotuuara na ,,BEAPA MHTEPHEII'BHBI
AJl no npeynbitoOMOLIABANE HA YYacTHUKA.

KoMmucHaTa npuema NpeaACTaReHUTe OT YHaCTHHKA JOKYMEHTH.

V.3.1.20. 3a odepupanus jekapcTeen npoaykr 1o obocobena nosuuua Nel, nom. Ne388 -
jJokymedt no T. 13.3.2.2. oT pelieHneTo 3a OTKPHMBAaHE Ha rpoueaypara - OTOPU3aLMOHHO
ITMCMO, H3AAACHO HA HMMETO Ha YYacTHHKA, YAOCTOBEPABALIO NPAaBaTa Ha yJaCTHHKA 34 yvacTHe
B KOHKPETHATA 1IPOLEAYPa, W3JafeHO OT TIPUTeKATels Ha paspeleHuero 3a ynorpeba Ha
NEKApCTBEHUA TIPOAYKT;

Komucudara npHeMa npeacTaBeHus 0T YHaCTHHKA JOKYMENT.

V.3.2.1. B onpejeiienus 0T KoMUcHaTa cpok, yuactinkeT “CO®APMA TPEHJIUHT
AJl, ne npescrasu u3mckauu ot Komucnsara goxymentn no 1. VIB.2. ot nporokona 110 4n.54,
an.7 ot HMH30I11, 3a odepHpaHuTe NEKAPCTBCHH MPOJAYKTH 1O cleanute 000cobCHH MO3HLNH U
HOMEHKIATYPH OT nozuumuTe: 0b6ocobena nozuupns Nel, nom. NeNe 13, 25, 97, 98, 114, 115, 121,
129, 136, 137, 138, 245, 248, 279, 290, 291, 297, 313, 332, 374, 423, 424, 433, 434, 435, 439,
443 u» 470, n oGocobena nosuups Nell, nom.NeNel, 2, 20, 42, 54, 56, 59, 60, 74, 75, 76 v 82, ¢
HEMO ¢ W3x.NeG [-00-883-4/19.09.2016 1,;

V.3.2.2. C ornepn Ha wsnoxeHoTo 8 T.V.3.2.1. OT J0K/Iafa ¥ Ha OCHOBaHMe Wi 54, an.l, T.
5,6.,,601 3011, 1. 13.3.2.2,, 13.3.2.3. u 13.3.2.4., BBB Bpb3ka ¢ T. 13.3.1.2. ot Pemiennero 3a
oTKpuBaHe Ha npouenypata u T. 111.1.3) or obseneHueTo 3a nopbukata, KoMicuara npejuiara sa
OTCTpaHaBaHe or npoueaypara yyactiuka “COPAPMA TPEMJAUHI AJL, rp. Codusa — 1220, yn.
wJIbuezap Cranyes Ne5, . Codapma Bushec Tayspc”, crp. A, er.12, c odepra ¢ Bx. Ne 8/15.08.2016
F., 30 C/leOHUmMEe 000CoBeHU ROZUKHE U HOMCHKAGMYpU om nosuuume: obocoberna nozuyua Nl,
nom. NeNel3, 25, 97, 98, 114, 115, 121, 129, 136, 137, 138, 245, 248, 279, 290, 291, 297, 313,
332,374, 423, 424, 433, 434, 435, 439, 443 u 470, u obocobera nozuyun Nell, nom. NeNel, 2, 20,
42, 54, 56, 59, 60, 74, 75, 76 u 82.

Momugu:

3a  odepupanure NeKApCTBEHM TPOAYKTH N0 cAegHuTe 000c00eHd  NO3MUMKM W
HOMEHKIATYpH OT nosuumuTe: obocobera nosumms Nel, mom, NeNe 13, 25, 97, 98, 114, 115, 121,
129, 136, 137, 138, 245, 248, 279, 290, 291, 297, 313, 332, 374, 423, 424, 433, 434, 435, 439,
443 u 470, n obocobena noznumsa Nell, nom NeNel, 2, 20, 42, 54, 56, 59, 60, 74, 75, 76 n 82,
YUACTHHKBLT HE NPEACTABM CHCEHUTE U3UCKanl OT KoMuCcuaTa JOKYMEHTH!

- JoKkyMedTH 1o 1. 13.3.2.2. OT penieHMETO 33 OTKpMBane Ha mpouegypara - Komnue na
OpPUIMHANa, NPUAPYKEHO € OpUrMHAil Ha oQUUMaNeH NpeBoA Ha ObLIFapcku  €3MK  Ha
OTOPU3ALMOHHO 1TMCMO (MM €KBMBANGHTEH IOKYMEHT), M3/aieHO H4 HMETO Ha y4acTHMKa,
YJIOCTOREPABAIIIO NpaBata Ha YYaCTHMKA 33 NPEACTABMTEIICTBO Ha TEPUTOPMATA HA UsnaTa
CTpaHa, WM 32 KOHKPETHATA NPOoLeAYpa Ha, H3J1aicHo OT:

a) PUTEKATENSAT HA pa3pelieHueTo 3a ynorTpeda na JIexapcTBeHns NPoAYKT Wit
6) oT npeacraruTens no wi. 26, an. 1 or 3JXM unn



B) OT NPEACTABUTE Ha JIMLETO N0 wit, 26 an.] WK Ha NpUTEXarens Ha paspellieHreTo 3a
yriotpeba, chriacno Jlombanureannre pasnopeadu, naparpad 1, 1. 50 ot 3JIIXM,
OT KOETO Ja ¢ BMIHO, UYe YYacTHHUKBLT MOe Aa odepupa JEKapCTBEHWTE HNPOJYKTH na
TEPUTOPHATA Ha I1aTa CTPAHA WIIM B KOHKPETHATA MPOLE/YPa, BAIH/AHO 3d CPOKa Ha ROTOBOPA.

- JokymenTH 1o T. 13.3.2.3. OT pelieHHeTo 3a OTKpHBaKe Ha npouenypara- B cnyuai, ye
YUACTHUKDLT 1PEICTABM OTOPU3AHUOHHO TUCMO (MM CKBUBANIGHTEH JOKYMEHT) OT JIMLETO NO Y.
26 an. 1 o1 3JT1XM, HeoOxoanMo ¢ Aa FIPeACTaRH B AOKYMEHT 3a OHPEACHsSHETO MY KaT0 TAKbEB;

- pokymenT 1o 1. 13.3.2.4. oT pewienyeTo 3a OTKpURae Ha Npouekypara- B ciyuai, ue
YHACTHUKLT NPEACTABH OTOPH3ALMOHHO TTHCMO (MM SKBUBATICHTCH JOKYMEHT) OT NPeACTABUTEN
Ha auueTo no wr 26 an. 1 or 3JITIXM uin oT npuTexaress Ha paspeLieHHeTo 32 ynorpeda,
HeoOXOAMMO € JIa 1TPEACTaBH W NIOKYMEHT 33 ONPEAeAAHETO MY KaTO TaKbs NPEACTABUTEN.

V1.1. B odeprara Ha yuacriuka “MEJEKC* OOJ, rp. Codms, padion Muanoct, KB
[opybasue, yi. ,,Camoxoscko woce™ Ne2J1, T1) | bouna®, er.5:

VI1.1.1. 3a oiepHpaHuTe JEKApCTBEHH MPOAYKTH 1o obocobena nosuuus Nol, Hom.NeNe25,
129, 136, 137 1 138, yuacTHuxbT € npeacrasii gorosop ot 01.01.2016 r. cue Canodu-Asentnc
Vurapus Kemupuwbi cug Copsucuar Tlpaiimur Ko. JlTa 3a yiiejiHOMOIIABAHETO MY, KOHUTO
JIOTOBOp € u3TeKb Ha 30.06.2016 r,;

VL1.2. 3a odepupannre AeKapCTBCHU TIPOAYKTH NO cliegHute 000CODCHH TO3MIMK M
HOMEHKNATYpH OT nozuuunte: obocobena nozmmsa Nel, nom NeNe66 v 378, u 0bocobena nosuuvs
Nell, nom.No6, yyacTHUKDLT He € NpejcraBuil M3MCKBaHMTE ROKyMeHTd no T. 13.3.2.2. or
PELICHUETO 3a OTKPHBAKE HA npouelypata - Konue Ha OpuraHana, npuiapyKeHo ¢ OpHruHan Ha
oduipaner npesoj Ha OBLArAPCKH e3MK HA OTOPU3ALMOHHO THCMO (MK EKBUBAJICHTEH
JOKYMEHT), M3]8ACHO Ha MMETO Ha y4acTHMKA, YJOCTOBEPABALIO MPABATA HA YYACTHWKA 32
[IPEeACTABATEIICTBO HA TCPUTOPHATa Ha LANATa CTPaHa, MIIM 332 KOHKPETHaTa Ipouenypa Ha,
W34aLeHo OT:

a) NPUTEKATENsT Ha PA3PELUCHUCTO 3a YNOTpeda Ha NeKapCTBEHUS IPOAYKT HIlH

6) ot npejcragutens mo uin. 26, an. 1 ot 3JINXM unu

B} OT NMPEJCTABHUTEI HA JIMUETO 110 4i. 26 an.]l uaM Ha NPUTEKATENI HA PASPEIIEHUETO 3a
ynorpeba, chraacio Jlonninurenture pasnopeabu, naparpad 1, . 50 ot 3J1XM,

OT KOETO Ja € BMAHO, Ye YYACTHHKBLT MOKe jAa odepupa NeKapCTBEHMTE HPOAYKTH Ha
TCPHTOPHATA Ha LANIATa CTPaHA HIIKM B KOBKPETHATA MPOLEAYPa, BAIMAHO 33 CPOKa Ha JOTOROpA.

V1.1.3. 3a ofepupanute jeKapcTBesd NpoaykTH no obocobena rmosuums Nel, Hom. NeNel85,
186, 192, 197, 198, 200, 274, 276, 397, 398, 399, 400, 406, 407, 408, 409, 411, 415 u 417,
YUACTHHKBT € MPEACTaRi] A0roeop 3a rpojaxda mexay Hero  BAKCTEP AT, Hlsefiuapus ot
01.06.2013 r., xoiiTo goroeop ¢ usreksbn Ha 01.06.2016 r.

VE2. Bu3 ocoBa Ha y3aoxeHoTo B 7. V1.1, u Ha ocyosanue ua. 54, an. 9 ot [IN30I1,
Komucuara eIMHOAYIIHO pelid, Jia Jaje Bb3MOMKHOCT Ha Y4acTHUKA, JAa TpeficTaBH
JOTILAHUTENHO CAC/IHUTE JOKYMEHTH!

V1.2.1.1. 3a odyepupanure NeKapcTBEHM NPoAYKTH N0 obocobena nozuiws Nel, Hom NeNe2S,
129, 136, 137 u 138 - poxyMeHTH no 1. 13.3.2.2. oT pemieHHeTo 33 OTKPHBAHE Ha Npoueiypara -
Konue nHa opurunana, NpHAPYKEHO ¢ OPUrHHAN Ha ohuUMaNeH Npesojl Ha ObArapcky e3uK Ha
OTOPH3ALMOHHO ITMCMO (MM CKBUBAJCHTEH AOKYMEHT), U3NAJCHO HAa MMETO Ha YYACTHHKa,
YAOCTOBCPABAIIO TPaBaTa Ha YYaCTHMKA 3a MPEACTABUTEACTBO HA TepUTOPMATA HA ULsjara
CTpaHa, WK 33 KOHKPETHATA NPOoLEAypa Ha, 3JIafeHO OT:

a) NPUTENATENAT HA Pas3pelIeHHETo 3a ynoTpeda Ha NEKapCTBCHUA MPOAYKT WK

6) or npeacrapuTens no un. 26, an. 1 ot 3JHIXM uimu

B) OT APEACTABHTEN HA JIMLETO N0 Wi 26 an.] uiiM Ha NpuTexare)is Ha paspelcHUETo 3a
ynorpeba, chraacio JlonwaHurentute pasnopendu, naparpagd 1, 1. 50 ot 3JT1XM,

OT KOETO Ja € BUAHO, Y€ YYaCTHHUKBLT MoXe Jja odepupa JeKapeTBEHMTE HPOAYKTH Ha
TEPUTOPHATA HA LSNaTa CTPaHa WM B KOHKPETHATA NPOLIEAYPa, BAIH/IHO 33 CPOKa Ha JOTOROpa.



VI.2.1.2. B cayyail, ue YH4ACTHMKLT TNPEACTABH  OTOPM3ALMOHHO nHcMo  (Miw
EKBUBAJIEHTER JOKYMEHT) OF JIMIETO 110 Wwi. 26 an. 1 ot 3JIIXM, neobxoaumo e aa npeacrasH u
JIOKYMEHT 3a OlIPEHC/IAHETO MY KaTO TaKhB;

VI1.2.1.3. B cayuail, Ye y4acTHUKBLT IIPCACTABH OTOPH3ALLHOBHO RMCMO (MM
eKBMBAJIEHTEH JIOKYMEHT) OT NpEICTaBUTEeN Ha auueTo 1o uya. 26 an 1 or 3JIXM wunu or
NPHTEKATEIS HA paspelicHUETO 32 ynoTpeba, HeoBXoAMMO € Ja NPEACTaBHM M JOKYMEHT 3a
ONMPEASHAHETO MY KaTO TAKbB NIPEJACTABUTE.

VI1.2.2.1. 3a odepupanure NeKapcTBEHHM TPOJYKTH No cneguure ofocobenn nosmuuy un
HOMEHKNATYPH OT Mo3HLMuTe: 0bocobena nosuums Nel, Hom.NeNe66 1 378, 1 obocobena nosuums
Nell, Hom.Ne6 - nokymentH no 1. 13.3.2.2. oT peiieHueTo 3a OTKPHUBAEC HA Tipoueaypara -
Konuve #a opurunana, IpHAPYKEHO ¢ OPHIHHAN Ha O(MIMaNed NPeBoj Ha ObNTApCKHU €3HK Ha
OTOPH3ALMOHHO MUCMO (MAK EKBMBANCHTEH JOKYMEHT), W3J34CHO HA WMETO Ha YYacTHHKa,
YAOCTOBEPABAIIO MPABATA HA YYACTHMKA 3a FPEACTABHTEICTBO Ha TEPUTOPHMITE HA LsaTa
CTpaHa, WK 338 KOHKPETHATA Npolie/lypa Ha, U3/aEH0 OT:

a) IPUTEKATENAT HA pazpellieHueTo 3a ynorpeda Ha JekapcTBEHHS NPOAYKT UK

0) ot npeacraputens no 4. 26, an. 1 or 3JITIXM vnu

B) OT [PEACTABUTEN HA JUILETO MO Y. 26 an.] wilm Ha NpUTEKATENs Ha PaspelleHneTo 3a
ynoTpeba, cernacHo Jlonbwanurennure paznopejdu, naparpad 1, 7. 50 ot 3JHIXM,

OT KOETO Ja € BHJHO, Ye Y4YacTHUKLT Moxke Aa odepupa NexkapcrBeHWTe NPOAYKTH Ha
TEPUTOPUATA Ha UANATa CTpana MK B KOHKpPETHATa NPOLEAYPa, BallMIHO 3a CPOKa Ha JOroBopa.

VL2.2.2. B cnyuail, ue YYacTHMKbBT [PEACTABM  OTOPM3ALMOHHO MHCMO (MM
eKBMBAJIGHTEH JIOKYMEHT) OT JinieTo no ui. 26 an. 1 or 3JI[1XM, nHeobxonnmo e na npejcrasu v
JIOKYMEHT 34 OfIpe/Ie/IHETO MY KATO TaKbE;

VI.2.2.3. B caywail, uye YYacTHHKBT NPEJICTaBH  OTOPU3ALMOHHO TIHCMO (MM
CKBHBATICHTEH JIOKYMEHT) OT npejcrasures Ha avuero no w€i. 26 an. 1 ot 3JIIXM nam or
TIpUTEKATENSN Ha paspellleHueTo 3a ynorpeba, HeoOXOAMMO € Ja NPEACTaBH M JOKYMEHT 3a
ONPEJICHHETO MY KaTO TaKbB IpeACTaBHUTEN.

VI1.2.3.1. 3a odepupanure NekapcTBeHW npoaykrr no obocobewa nozunua  Nel,
nom NeNel185, 186, 192, 197, 198, 200, 274, 276, 397, 398, 399, 400, 406, 407, 408, 409, 411,
415w 417 - poxymenrn no 1. 13.3.2.2. oT peweHHeTo 3a OTKpHBaHe Ha npoueiypara - Konue Ha
OpUIHHaNa, TNPHAPYKEHO ¢ OpuruHal Ha oQMUManeH NpeBoj Ha OBJArapcKu e3uk Ha
OTOPHZANHOHHO MHUCMO (WIM €KBHBAJICHTECH AOKYMEHT), M31aJeHO HA MMETO Ha YYacTHHKA,
YIOCTOBCPABALIO TPaBaTa Ha Yy4acTHWKa 3a NPEJCTABUTEACTBO Ha TEPHUTOPUSTA HA UsiaTa
CTpaHa, MM 3a KOHKPETHATa NPOUERYPA HA, U3AAJIEHO OT:

a) MPUTEKATENAT HA pazpelieHUETo 3a ynorpeda Ha NeKapeTBEeHMs TPOAYKT Wi

0) ot npeacrapurens 1o un. 26, ajt. 1 ot 3JIXM unu

B) OT NPSACTABUTEN HA JIHLETO Mo ull. 26 an.1 WK Ha IpUTEeXKaTe)Is Ha pa3peilleHHeTo 3a
vrnoTpeba, curnacHo Jlonwanurenuure pasnopendu, naparpad 1, 7. 50 ot 3JIXM,

OT KOETO Jia € BHAHO, Y€ YYACTHHKBT MoXe Aa odepHpa NeKapCrBEHHTE MNPOAYKTH Ha
TEPUTOPHATA Ha L4JIaTa CTPaHa WM B KOHKPETHATa APOLEAYDA, BAMAHO 34 CPOKA Ha JOTOBOpa.

VE23.2. B cayyail, ue YYacTHHKBT [PEACTABH OTOPH3ALMOHHO THCMO  (MJM
CKBMBAJIEHTEH JIOKYMEHT) OT JAMLETO 110 4. 26 an. 1 ot 3JITIXM, Heobxonmumo e ia npeicraBu U
JIOKYMEHT 33 ONpeieliiHEeTO MY KaTo TaKbB,

V1.2.3.3. B ciyuai, 4e y4acTHHKDT NPEACTABK OTOPH3ALHOHHO NHCMO (MK eKBHBAIEHTEH
JIOKYMEHT) OT Ipejcrasuresn Ha auuero 1o wi 26 an. 1 ot 3JUIXM unum or npurexarens Ha
pazpelen1ero 3a ynorpeba, HEOOXOAUMO € Aa NpeAcTaBH M JOKYMEHT 3a ONpPCAC/AHCTO MY
KaTo TaKbB NpeAcTaBUTEN.

V1.3.1. B onpepenenus OT KOMMCHSTA cpok — Ha 26.09.2016 r., “MEIJEKC* OO/,
APEACTABY ClIEIHUTE JOKYMEHTH ¢ ITucMo ¢ BX. Ne 01-00-883-8/26.09.2016 r..



VI.3.1.1. 3a odepupannuTe NeKapcTBEHH TIPORYKTH N0 cAeABMTe 000COBEHN 103ULMH M
HOMEHKAATYPH OT NO3MLIMUTE:

VI1.3.1.1.1. ofocobena nmozuums Nel, Hom . NeG6 - poxyment 1o T. 13.3.2.2. oT peineHuneTo 3a
OTKPMBAHE Ha HpoLeNypara -  OBIKOMOLWHO, HW3JAACHO HAa  HMMETO Had  YHacTHMKA,
YAOCTOBEPABALIO TpaBaTa HA YYACTHHKA 338 NPEJCTABMTENCTBO HA TCPUTOPHATA Ha [473aTa
CTpaHa, M31aIeHO OT TPUTEKATENA HA paspelieHueTo 3a yrnorpeba Ha JeKaperBeHUs NPoJYKT B
bonrapus - . PANMEDICA, ®panuus;

Komucusara npuema npeacTaselns OT yHaCTHHKA JOKYMEHT,

V1.3.1.1.2. ofocobena nosuumst Nell, Hom. Neo:

VI.3.1.1.2.1. poxyment no 1. 13.3.2.2. 0T pemeHrero 3a OTKPHBAHEC Ha Tpoueaypara -
OPHIHHail Ha OTOPM3ALMOHHO NMCMO, M3I3JICHO HAa HMETO Ha YYaCTHHKE, YAOCTORCPABALLO
npaBaTa Ha  Y4acTHMKAa 3@  y4acTMe B KOHKPETHATa TMpPOUEAYPa, H3JACHO  OT
LD nakcoCmurKnaitn™ EOO/;

VI1.3.1.1.2.2. nokyMeHT, yI0CTOBEpsBall npaBomMoluusta Ha I naxcoCmurlnain®™ EOO/]
110 NIPEYITbIHOMOLUABAHE HA YYACTHHKA,

KomucusTa nprema npejIcTaBeHHTE OT YYaCTHUKA IOKYMEHTH.

V1.3.1.2. 3a opepupanute nekapeTBeHH NPOAYKTH 110 0bocobeHa nosuumsa Nel, nom. NeNel &S5,
186, 192, 197, 198, 200, 274, 276, 397, 398, 399, 400, 400, 407, 408, 409, 411,415 u 417:

V1.3.1.2.1. noxymenr no 1. 13.3.2.2. oT peiuenuerc 3a OTKpHBAHC Ha Mpoleayparta -
OpPUTHHAN HA OTOPH3ALMOHHO MWCMO, M3JIEHO HAa MMETO HA YYACTHMKE, YNOCTOBEPABAIILO
NpaRaTa Ha Y4aCTHHKA 32 YHACTHE B KOHKpeTHATA IpoLeRypa, n3aaneHo ot ,bakcrep brarapus®
EOOJI » nopnucano ot r-u Bacuni Pyiikos;

VI.3.1.2.2. noKyMeHT, YIAOCTORSpsiRaill [MpaBoMoiluaTa ua r-n Bacua Pyikos 1o
NpeynLIHOMOIIABAHE HA YHACTHHKA,

Komucusta npyeMa npejcTageHute 0T YHacTHHKA JOKYMEHTH.

V1.3.2.1. B onpezenenus oT KoMucusita cpok, ydacthuxer “MEJAEKC* OOH, ne
npeAcTasi M3nckanu ot KomucusTa noxymentd 1o t.r. VR13.2.1.1, VL13.2.1.2., VL.13.2.13,
VI.13.2.2.1,, VL13.2.2.2. u VL.13.2.2.3 or nporokona no 4i.54, an.7 or IMT13011, 3a ogepupannre
NEKAPCTREHM NPoJykTH 110 00ocobena nozuuma Nel, Hom . NeNe25, 129, 136, 137, 138 n 378, ¢
nuemo ¢ u3x.Ne01-00-883-5/19.09.2016 r.

V1.3.2.2. C oraep Ha usnoxenoro B 1. VI.3.2.1. oT goknaga M Ha ocHoBauue wi. 54, an.l,
1. 5,6.,,6“0r 3000, r.1. 13.3.2.2,, 13.3.2.3. 1 13.3.2.4,, 8B Bpb3ka ¢ T. 13.3.1.2. ot Pewienuero
3a OTKpuBaHe Ha npouedypara u T. 111.1.3) or oGsienenuero 3a nopwukata, Komucusra npejara
34 OTcTpaHssane or npoueaypara yuacrivxa “MEJEKC OO/, rp. Codus, paiion Muapocr, ke.
TCopy6nsue, yi. ,,Camokoscko woce™ Ne2J1, TH, ,bonaa“, er.5, c odepra ¢ Bx. Ne 13/15.08.2016 r,,
3a obocoberia nosuus Nel, nom NeNe25, 129, 136, 137, 138 u 378.

Momusu:

3a oepupanuTe AeKapPCTEEHU POLYKTH No obocobena nosuima Nel, rom. NoNe25, 129, 136,
137, 138 1 378, y4acTHUKET HE TIPCACTABH CHEHHTE U3HCKaHW oT KoMucHATa JOKYMEHTH:

- IOKyMeHTH 1o T. 13.3.2.2. or pelueHHeTo 3a OTKpHBaHe Ha npoueayparta - Konue na
OpMrMHANA, NPHAPYKEHO ¢ OpurdHan Ha oduuuaneH npepoj Ha ObArapcky €34k Ha
OTOPH3ALMOHHO NTHCMO (MU GKBUBANCHTEH AOKYMEHT), M3JaJIeHO HA MMCTO Ha YYAacTHHKA,
VAOCTOBCPABRAINC MPAaBaTa Ha YHACTHUKA 34 TNPEACTABUTENCTBO Ha TEPUTOPHATA HA HANaTa
CTpaHa, Wi 33 KOHKPETHATA NPOLEAYpa Ha, W3[aleHo oT:

a) NPUTEH@TENST Ha pa3pelieHHeTo 3a ynotpeda Ha iexapCTBEeHUs! NMPOAYKT nna

6) ot npeacrapuTens no wi. 26, an. 1 ot 3JIITXM wunu

B) OT NpeJICTABUTE) Ha JMLETO N0 Wi. 26 an.l MM Ha npyTexarelis Ha PaspeliCHHETO 34
ynotpeba, cbriacHo Honbiuurendute paznopendu, naparpad 1, T. 50 ot 3JITIXM,
OT KOETO A € BHMJAHO, Y€ YYaCTHUKBT MOXe Ja odepupa JEeKapCTBEHUTE NPOAYKTH Ha
TEPUTOPUATA HA LIANATA CTPAHA WK B KOHKPETHATA MPOLEAypa, BaAM/IHO 34 CPOKa Ha JOroBopa.



- joxkymenTy 110 T. 13.3.2.3. o1 peweHnero 3a oTKpUBaHe Ha npoueaypara- B cayuail, ue
YHACTHUKBLT NPEACTABH OTOPHU3AUMOHHO MHCMO (MK eKBUBANEHTEH JIOKYMENT) OT JIMLETO No 4.
26 an. 1 oT 3J11XM, HeoOX0IMMO € Ha Npe)icTaBy K A0KYMEHT 33 Olpeac/isHeTO MY KaTo TaKhs;

- JokyMenTH no 1. 13.3.2.4. oT pewenueTo 3a OTKpYBaHe Ha npougaypara- B ciyuai, ve
YYACTHHKDLT NPEACTABHM OTOPH3ALMOHHO MUCMO (MM €KBUBANEHTEH AOKYMENT) OT NPEACTaBUTEN
Ha JueTo 1o un. 26 ain. 1 or 3JIMIXM wnnn o1 npureskatens Ha paspelieHHeTo 3a ynorpeda,
He0OXOAMMO € J1a NIPEICTaBU K IOKYMEHT 3@ OMPEACNAHETO MY KaTo TaKbB NPeACTaBUTE,

VIL1. B ogeprata na yyacruuxa “CTHHI™ AJl, rp. Pasrpan — 7200, 06w, Pasrpan, oyn.
Hhearapus® Ne4§, on. . .Burowa™ 1, ex.I', er4, ain.37:

VIL.1.1. 3a o(epupanure NeKapcTBEHHM NPOAYKTH NO ciiejHHTe 000COOEHH TIO3HUMKM K
HOMEHKJIATYPH 0T NO3UIMKTE, a uMeHno: obocobena mosuuma No I, nom. NoNelQ, 24, 25, 43, 93,
98, 129, 169, 170, 240, 245, 251, 288 un 430, v obocobena noszuuma Ne I, nom, NeNe5, 41 u 67,
YYACTHHUKBLT HE € NPEICTaRMN M3IMCKBAHHTE JOKYMeHTW no 1. 13.3.2.2. or pewenynero 3a
OTKpHBaHe Ha npoueaypara - Konue Ha opuruHana, NPUAPYMEHO ¢ OPUrHHan Ha ofyuManeH
1peBo/ Ha OLArapeKH e3MK Ha OTOPH3ALMOHHO TTHCMO (MM EKBHBANEHTEH AOKYMEHT), U3RAAEHO
Ha MMETO Ha YYacTHHKA, Y/IOCTOREPSRALLO JIpaBara HA YYACTHMKA 32 NPEACTABMTENCTBO Ha
TEPUTOPHATA HA LIAAATA CTPAHA, WK 38 KOHKPETHATA NPoLeaypa Ha, H34aAeH0 OT:

a) IPUTEKATENST Ha PA3PCLICHHETO 3a ynoTpeba Ha NeKapcTREHNs HPOAYKT WK

6) ot npejcraguTens no 4. 26, an. 1 ot 3JIITXM nnu

B) OT NPEACTABUTEN Ha JMLETO 10 Wwi. 26 ai.] uid Ha npuTeKaTeas Ha paspelleHuero 3a
ynorpeba, curiacho JJonwnuurenunre pasiopendu, naparpad 1, T. 50 or 3JHIXM,

OT KOGTO fAa ¢ BHIHO, Y¢ YYAaCTHUKXLT Moxe na odepupa AexapcTBEHUTE MPOAYKTH Ha
TECPUTOPHATA Ha LIATa CTPAaHa MM B KOHKPETHATA NIPOLELYPa, BANHAHO 38 CPOKA Ha I0TOBOpA.

VIL1.2. 3a odepupanus Jiekapcrer npoayxr no obocodena nospums Ne I, nom Ne236, 3a
JIOKA3BAHE HA MHHWMAanHOTO HW3McksaHe no T. 13.3.1.2. or pelleHHETO 38 OTKPUBAHC HA
NPOLEAYPATa, YUACTHUKET ¢ APCACTABHN MBAHOMOIIHO OT npuTexartens na PY na nexapceraeius
npoaykt - AbbVie LTD, UK, yaocroeepspatn npasomomgusata Ha A6Bu EOO/l. Heobxoaumo e
NPEACTABAHETO HA OTOPU3AUMOHHO MHCMO {MAW SKBHBANEHTEH JOKYMEHT), H3a/EHO HA UMETO
HA YYaCTHMKA, Y/IOCTOBREpSABAIO NpaBaTa Ha YYACTHHKA 34 IPEJCTABUTENCTBO Ha TEPUTOPHATA
HA UAJATa CTPaHa, MM 32 KOHKPETHATA Mpoueiypa, U3NajieHO OT ynpaeuTens Ha ,AOBW"
EQO]JI, or KoeTo jia € BHJAHO, Y¢ VUACTHUKBLT MOXE Ja ofdepupa NeKapcTBeHMs NPOAYKT Ha
TEPUTOPHATA HA LSUIATA CTPAHa MK B KOHKPETHATA NMPOLEAYPa, BANKIHO 3a CpOKa Ha AOTOBODA;

VIL1.3. 3a ofepupanyre fekapeTBeHH IPOAYKTH 110 000codena nozunmsa Nell, nom.NoNel7 n
18, 3a jokaszpaHe HAa MUHHMAaNHOTO M3HcKBaHe nMo 1. 13.3.1.2. OT peuieHHeTo 338 OTKPUBaHE Ha
NPOLEIYPaTa, YHaCTHHKLT € NPEACTaBUI MBLIHOMOILHO OT npuTexartend na PY Ha nexapcraenusn
nponykt - Ferrer Internacional S.A.Spain, yaocropepssail npapomoiusta Ha ,,Y HUOAPMA®
EQOJI. Heobxojumo € MpeACTaBsIHCeTO Wa OTOPH3ALMOHHO NHCMO  (MJIM  €KBHBAJIEHTEH
JOKYMEHT), M3AaJIeH0 Ha MMCETO HAa Y4YacTHHKA, YAOCTOBEPABAMIO 1IPABATA HA YUACTHHKA 34
NPCACTABUTCNICTBO HA TEPUTOPHATA HA HsIaTa CTPaHa, WIK 3@ KOHKpeTHaTa OpoueLypa,
n3nanedo ot ynpapurens Ha ,,.YHUOAPMA® EQO/L, ot KoeTo 1a € BUAHO, Y€ YUACTHHKDBT MOXKE
ja odiepvpa nekapCTBeHWTE HPOJLYKTH Ha TEPHTOPHATA HA HANATE CTPaHA MAM B KOHKpCTHATA
(IPOLIEAYPa, BaNMAHO 3a CPOKa Ha I0roBopa.

VIL2. Bb3 ocHOBa Ha usnomkeHoTo B 1. VIL1. 4 Ha ocnopanue un. 54, an. 9 or [T130I1,
KomucusTa eiuHOAYINHO pelld, jAa JaAe BB3MOXKHOCT Ha Y4aCTHHKE, jAa INpCiacraBu
JNOITLIHUTENHO CACAHNUTE AOKYMEHTH!

VIL2.1.1. 3a odepupanure HeKapeTBEHNA HPOAYKTH MO caefuuTe 000cobeHn NO3HUMK U
HOMEHKIIATYPH OT NO3HUMUTE, 2 MMeHHo: ob6ocobena nozuuma Ne I, Hom. NeNel(Q, 24, 25, 43, 93,
08, 129, 169, 170, 240, 245, 251, 288 u 430, 1 06ocobena nozuuusa Ne [l, Hom, NeNo§, 41 u 67 -
AOKyMenTH 1o T, 13.3.2.2. or peweHdero 3a OTKpHBaHe Ha npouenypara -  Konue Ha
OPHIMHANIA, TIPMAPYKEHO € OPHUIrHHan Ha OodMUKAACH TNPEBOA Ha OLArapckum €3MK Ha



OTOPU3ALMOHHO TTHCMO (MAW eXBHMBAJEHTEH JOKYMEHT), M3JaJieHO Ha KMMETO HA Y4YacTHHKA,
YAOCTOBEPABAILO NpaBaTa Ha YYacTHHKa 33 HAPEACTABHTENCTBO Ha TEPHUTOPHATA HA HANATA
CTpaMa, MJIK 3a KOHKpETHaTa ApoLeaAypa Ha, U3IaieHO OT:

a) NPUTEKATENST HA PaspeleHueTo 3a ynoTpeba Ha JeKapeTBeHns NMPOAYKT HAU

0) ot npejacraguTens 1o ua, 26, an. 1 or 3JXM unu

B) OT NPEACTARMTEN Ha JTHLETO 1o wWi. 26 an.] wiK Ha npuTexaTels Ha paspelicHueto 3a
ynorpeba, cbrinaco Jlonmsanurennure pasnopeadu, maparpad 1, 1. 50 ot 3JIHIXM,
OT KOeTO J& € BHIHO, Ye YYaCTHUKBLT MOxe fa odiepupa JEKapCTBEHWTE HPOAYKTH Ha
TEPUTOPUATA HA LSNIATA CTPAHA MITH B KOHKPETHATA MPOLeAYpa, BAIMAHO 33 CPOKa Ha Jlorosopa.

VII.2.1.2. B cnyuail, ue y4aCTHUKLT [PECTaBH OTOPU3AUMOHHO nucMe  (Uiu
EKBHBANICHTEH JOKYMEHT) OT JIKLETO 1o i, 26 an. 1 o1 3JITIXM, HeobxoaMMo e aa npeactask |
JIOKYMEHT 33 OIIPEJIC/ISIHETO MY KATO TAKDB;

VIL.2.1.3. B cayuwail, u4e YyacTHMKLT MpEACTaB¥ OTOPM3ALMOHHO TNHMCMO (WM
EKBUBANEGHTEH JIOKYMEHT) OT MPEeACTABHTEN Ha JHHUEeTo 1o wi 26 an 1 or 3JIIIXM wnn or
NpUTEXaTeNs Ha paspeilleHHeTo 3a ynorpeda, HeoOXOAMMO e Ja TpeiCcTaBu W JOKYMEHT 3a
ONPEJENSIHETO MY KaTO TakbB I1pejICTABUTEN.

VIL.2.2. 3a ofeprpanns sexkapcTBeH npojykr no obocobeHa nozuums Ne 1, Hom.Ne236-
JOKYMEHT 110 T. 13.3.2.2. 0T pelieHHeTo 3a OTKPUBAHE Ha [IPOLIeAYpaTa - OTOPH3aLIMOHHO NTHCMO
(1M exBUBANEHTEH NOKYMEHT), W33 CHO Ha HWMETO Ha YJYacTHWKA, YAOCTOBEDPABALIO fipanaTa
Ha YUacTHMKA 32 APEACTABHTCACTRO HA TEPUTOPMATA HA LIaTa CTPaHa, WIK 33 KOHKPeTHaTa
npoueaypa, u3iajeHo or ynpaputens Ha ,,A6Bu“ EOOJ, o1 Koero na e BUAHO, Ye YYaCTHHKLT
mMoke Ja odepupa JekapeTBeHds INPOAYKT Ha TEPUTOPHATA Ha 1ANaTa CTpaHa Wik B
KOHKPETHATa NpoleAypa, BaAUAHO 38 CPOKa Ha AOTOBOPA — KOTIHE HA OPUIMHAN, [IPHAPYIKEHO €
OPUrUHAN Ha O(UIMAanen IPERO Ha ObIIrapeKn e3HK;

V11.2.3. 3a odeprpanure nekapcrBeHH npoaykry 110 obocobena nosuams Nell, nom NeNel7 i
18 — nokymenT no 1. 13.3.2.2. oF pelieHUETO 3a OTKpHMBAHE Ha TIPOLEAYpaTa - OTOPH3ALHOHHO
nUCcMo (MK GKBHMBAJCHTEH JOKYMCHT), M3AaJICHO HAa WUMETO Ha YYaCTHHKE, YAOCTOBEPABALLO
NpaBaTa Ha YYacTHUKa 33 MPEACTABMTENCTBO HAa TEPUIOpMATA Ha LAA4aTa CTPaHa, MM 3a
KOHKpeTHaTa Npoleypa, uaieHo or ynpasurens Ha ,,.YHUOAPMA® EOO/, ot koeto na e
BHAHO, Y€ YHACTHHUKET MOKE Aa ojepupa JEKapCTREHUTE NIPOJAYKTH HA TEPUTOPHATA Ha UsNaTa
CTpaHa WM B KOHKPETHaTa Npoleaypa, BAAWIHO 32 CPOKA Ha JOroBopa — KOMWE Ha OpUrMHana,
NPUIPYKEHO C OpUrKHal #a odMLMaieH NpeBojl Ha OBATapCKH e3HK;

VIL.3.1. B ompenenenus oT koMmucusara cpok — Ha 27.09.2016 r. “CTHHI™ AJ,
ApeJCcTaByn ClejHUTe AOKYMeHTH ¢ ieMo ¢ Bx. Ne 01-00-883-10/27.09.2016 r.:

VIL3.1.1. 3a odepupanute JCKAPCTBEHKH NPOAYKTH NO crnefHuTe obocobeHn nosuuuM M
HOMEHKJATYPH OT TMOBHLHKHTE, & MMeHHO: ofocobena mozuums Ne I, nom. NeNe 43, 93, 169, 170,
251 u 288, u obocobena nosuuua No [, Hom. NoNeS, 41 u 67 — poxyment no 7. 13.3.2.2. or
pelleHHEeTO 32 OTKPMBAHE HA NPOHEeAYPATa - OTOPU3ALMOHHO NHCMO, H3JAJeHO Ha HMETO Ha
Y4acTHHKa, YAOCTOBEPSRALO NpaBaTa HA YUYACTHMKA 38 YYACTHE B KOHKPETHATa IpOLEAypa,
W31aJCHO OT TNpUTEKATeAs Ha paspeuieHusTa 3a ynorpeba Ha NeKapCTBEHWTE INPOAYKTH —
~AHTHOnoTuk-Pasrpan” AJL;

Komucusra ripyuema npejcTaBeius OT y4acTHHKA JOKYMEHT.

VI1.3.1.2. 3a odepupanus aekapeTBeH npoiykT no obocodena nosuups Ne I, nom. 430:

VIL3.1.2.1. poxymenT no 1. 13.3.2.2. oT pelweHHeTO 33 OTKPHBaMe Ha Ipoueaypara -
OpPUIrHHaN Ha OTOPH3aLlMOHHO TTHCMO, M3JaJE€HO Ha KMMETO Ha YYACTHHKE, YAOCTOBEPABAHIO
npaBaTa Ha YUacTHMKA 3a yJacTHe B KOHKpeTHarta npoueiaypa, uspaiero ot ,,TAKEJA®” I'MBX,
brirapus;

VI1.3.1.2.2. nokymeHr, ynocrosepagail npasomoniuaTa sa , TAKEJIA® I'MBX, brarapus
10 APEYIThbIHOMOLIABAHE HA YHACTHHMKA;

Komucuara npueMa npeJcrTapeHuTe OT YHaCTHHKE JIOKYMEHTH.



VIL3.1.3. 3a odepnpannTe fexapcTBEHU NPOAYKTH 1o ofocobena nosuumsa Nell, Hom. NeNel7
u 18 — opuruHan Ha poxymeHT no 1. 13.3.2.2. oT pelieHHeTo 338 OTKPHUBAHES Ha NPOUCAYPATa -
OTOPM3aLUMOHHO NUCMO, M3JaJACHO Ha HMMETO Ha YYacTHHKA, YAOCTOBEPSBAILQ ApaBaTa Ha
YYaCTHMKA 33 yuacTHe B KOHKDPETHATa NMPOLEAYpa, U3aaeHo ot yiipasuTens Ha ,,YHHUDAPMA®
EOOJ, or xoero ¢ BHAHO, 4HEe YHACTHUKBLT MOXe Ja ofepupa ACKapcTBEHUTE NPOIYKTH B
KOHKpeTHATa Npoleiypa, BalHIHO 33 CpOKa Ha JIOTOBOpa.

Komucusta npuema npejcTaBeHts 0T YUACTHUKA JIOKYMEHT.

VIL3.2.1. B onpejenenus 0T KOMUCHATA ¢pok, yuactHuksT “CTHHI™ All, ve npeacrasu
nwzuckanyu ot Komucuara aokymentd no 1.1 VI.17.2.1.1,, VI.17.2.1.2. , VL.L17.2.1.3. u VL.17.2.2.
ot npoTtoxona no 4un.54, an.7 or 3011, 3a odepupanure nekapcreedt npoaykTH no 00ocobeHa
nosduma Nel, nom. NeNe 10, 24, 25, 98, 129, 236, 240 u 245, ¢ nucmo ¢ H3x.Ne(]-00-883-
6/19.09.2016 1.

VIL3.2.2. C ornen va wanoxenoro B T. VIL3.2.1. or poknaga W Ha ocHopaxue 4. 54,
ant, 7. 5, 6. ,,6° or 3011, T.1. 13.3.2.2,, 13.3.2.3. n 13.3.2.4,, BB Bpm3ka ¢ T. 13.3.1.2. oT
Pemenuero 3a orxprBane uHa npouenypara u 1. II1.1.3) or obsasaenuero 3a nopnykarta,
KoMmucusira npejjiara 3a orcrpadsigase or npoueaypara ydacramka “CTHHI™ AL, rp. Pasrpan —
7200, o6, Pasrpan, 6yn. ,buarapua™ Ned8, 65, ., Butowa® 1, sx.I', et.4, an.37, ¢ ofepra ¢ Bx. No
17/15.08.2016 r., 3a obocebena nozuyua Nel, nom NeNe 10, 24, 25, 98, 129, 236, 240 u 245.

Momueu:

1. 3a odepupannte nexapcTBEHU NPOJYKTH 110 060cobeHa nosuuus Ne I, Hom. NeNel(, 24,
25, 98, 129, 240 n 245, y4aCTHMKBET He MPEACTARM CHeHMTE M3MckaHM oT Komucusrta
JNOKYMEHTH:

- poxymentu no 1. 13.3.2.2. or peuwicHdeTo 3a OTKpHBaHe Ha npouenypara - Konue Ha
OpMr¥Hala, TPMAPYIKEHO C OpuruHan Ha oduumancH npesos Ha OBATAPCKH €3MK  Ha
OTOPH3ALMOHHO TIMCMO (M1 EKBUBAJNEHTEH JOKYMEHT), M3AaJIEHO Ha MMETO Ha YYaCTHMKE,
YAOCTOBEPSABALLO MPABaTa Ha YYacTHMKa 33 NPEACTABUTCICTBO Ha TEPUTOPHMATA Ha Lsnara
CTpala, Wi 3a KOHKpeTHaTa npoueaypa Ha, H31aJIeHO OT:

a) PUTENKATENAT Ha paspelleHUeTo 3a ynorpeda Ha IeKapcTBEHH NTPOYKT Ml

6) or npeacrapurens 1o wi. 26, an. 1 or 3JIIXM pan

B) OT NIPEACTABHUTEN Ha JHLETO Mo 4. 26 an.l uau Ha npuTekaTens Ha paspelieHUeTo 3a
ynotpeda, coraacHo Jlonwsnrurenaure pasnopeadu, naparpad 1, . 50 or 3JIIIXM,
OT KOETO Ja € BMJHO, Y€ YYACTHMKBT MOXe Aa oQepupa JCKapCTBEHUTE MNPOAYKTH Ha
TEPUTOPUATA Ha LAaTa CTPaHa WAK B KOHKPETHATA NPOUCAYpa, BaNKIHO 3a CpOKa Ha J0roBopa.

- AOKYMEHTH 1o T. 13.3.2.3. OT peieH#eTo 3a OTKpMBAaHE Ha npouenypara- B ciyyait, ye
Y4aCTHUAKBT NPEJICTABK OTOPH3AIIMOHHO NUCMO (W1 EKBUBAJICHTEH JIOKYMEHT) OT JIMLIETO 110 4Jl.
26 an. 1 o1 3JII1XM, neobxonuMo ¢ Aa IIPEACTaBY MU AOKYMEHT 33 ONPEASHSHETO MY KaTo TaKbB;

-~ IOKyMeHTH 1o T. 13.3.2.4. oT peilleHHETO 3a OTKPHBAHE Ha npouenypara- B cnyuai, ye
YHaCTHUKBT NPEACTABH OTOPU3ANHOHHO MHCMO (MITH EKBHBANEHTEH JIOKYMEHT) OT NPEACTABUTEN!
Ha nmuuero no Wi 26 an. 1 or 3JIIIXM wuim ot npurexarens Ha paspelteHUeTo 3a ynorpebda,
HEOOXOIUMO € Jia NPESACTABY U AOKYMEHT 32 ONpe/Ie/isIHEeTO MY KAaTO TaKbB Npe/icTaBUTeN;

2. 3a odepupanns nexapcTBeH RPOAYKT no obocobena mosunma Ne I, nom.Ne236,
YUACTHUKBT He MNpeacTaBu cieiHus uzuckan ot Komucusta JOKYMEHT — AOKYMEHT Ho T.
13.3.2.2. OT peuleHHETO 3a OTKpHBaHE Ha HOpoledypaTa - OTOPH3ALMOHHO MHCMO (KIM
EKBMBAJIEHTEH JOKYMEHT), M3/Ia/IEeHO Ha MMETO Ha YYACTHUKA, YJOCTOBEPABALLO Npapara Ha
YHACTHHKA 384 NPEJICTABMTENCTBO HA TEPUTOPHATA Ha Lsjlata CrpaHa, WK 3a KOHKpeTHara
npoueaypa, U3AaAcHo ot yapasutens Ha ,,A0Bu* FOO/J, oT xoeTo 1a € BUAHO, YE YUACTHUKEBT
MoMe Ja odepupa AeKapcTBEHMA MNPOJYKT HA TEPUTOpPMATAa Ha ldAlata CcTpaHa WM B
KOHKPETHATA NPOLEAYpa, BATMAHO 3a CPOKa HA IOrOBOPA — KOIMHE Ha OPUIHaNa, NIPUAPYIKEHO C
OpuruHan Ha oUiUHaneH Iperos Ha 6TLArapcky e3MK.



VIII. Komucpara TPHCTBITM KbM PasricikJIaHe Ha TEXHUUSCKUTS MIPSANIOKSHMS Ha
BCUUKH YYaCTHMHHM B NpoUEAypaTa, JOIYCHATH 10 TO3W €Tal, 33 KOWTO € YCTaHOBEHOo, ue
OTIOBAPAT HA M3UCKBAHMSITA 32 JIMUHO CLCTOSIHME M Ha KPUTEPHUTE 32 110400D.

Komucusra xoHcrarupa:

VIIL1. Texuuuyeckure npejanonenus Ha yuactHuka ,MEIO®APMA” EOOI, rp.
Codun - 1784, #.k. « Mnagoct I», 61 38b, ca HU3rOTBCHH B CHOTBETCTBHE C MPCABAPHTEIINO
o0siBeHHTE OT Bb3nonauTens yCJlOBUS M M3WCKBAHUI, 38 BCHUKM HOMEHKAATYpM oT obocobeia
nosuis Nel, 3a kowro yuacrea, a umenno; obocobena nosmuns Nel, Hom. NeNel 3, 14, 26, 27, 63, 66,
67,08,72,73,74,75, 118,279, 372, 373 n 386.

VIIL.2. Texnuueckure npeanoxmerHuss Ha yvactHuka ,PbOHHUKC OAPMA“EQO/, rp.
Codus , n.x. 1700, p-n ,Cryaenrcxku®, ya. ,,Oxonospsered nuT Ne 199a:

VIIL2.1. ca u3roTBeHH B CLOTBETCTBHME C TMPEABApPUTEAHO 00siBeHuTe oT Bhinonutens
YCIOBMA M M3UCKBAHMWS, 33 CICHHMTE HOMCHKIATYPH OT CbOTBeTHHTE 000COBCHHM NO3MUMM:
ofiocobena nmoswing Nel, nom. NeNe 2,3, 4, 5, 6, 10, 11, 13, 14, 21, 26, 27, 28, 29, 30, 31, 34, 39,
40, 41, 43, 47, 48, 49, 50, 51, 55, 59, 60, 61, 62, 63, 64, 65, 67, 68, 69, 70, 71, 72, 73, 74, 75, 77,
78, 82, 83, 84, 85, 87, 93, 105, 106, 109, 110, 113, 116, 119, 120, 121, 122, 123, 126, 133, 134, 135,
141, 142, 143, 144, 140, 147, 148, 149, 157, 162, 163, 164, 166, 179, 181, 212, 213, 215, 216, 217,
218, 240, 241, 242, 243, 244, 246, 248 249, 250, 251, 258, 259, 262, 263, 2064, 2066, 267, 268, 269,
272,273, 278, 280, 281, 288, 291, 292, 293, 294, 296, 299, 304, 305, 306, 312, 314, 316, 317, 322,
323,324, 325, 327, 328, 334, 334, 335, 336, 337, 338, 339, 340, 341, 344, 345, 347, 348, 349, 362,
363, 364, 365, 368, 372, 373, 380, 381, 382, 383, 386, 387, 389, 390, 391, 392, 394, 395, 423, 424,
430, 438, 439, 441, 442, 443, 445, 440, 448, 451, 452, 453, 454, 455, 456, 458, 460, 462, 463, 4064,
465 u 469, u obocobena nesuuma Nell, nom. NeNe2, 5, 6, 7, 8, 10, 14, 17, 18, 25, 26, 27, 28, 34,
38, 39, 49, 50, 52, 58, 60, 61, 63, 67, 71, 72, 76, 81, 83, 84 u 86.

VIIL.2.2.1. He ca W3TOTReHM B CHOTBETCTBHE ¢ TPEABAPHTEAHO O0ABEHHUTE OT
Bp3oikiTeNsl YCHNOBHS M M3UCKBAHUA, 33 ClE/IHUTE HOMEHIUIATYPH OT ChOTBeTHHTE 0bocobenu
nozuuMy: o6ocobena nosutug Nel, nom. Nel180 v obocobena nosuums NeIl, vom, NoNe 64 u 68.
[TpeacraBeHHTE OT  Y44CTHUKA TEXHMUECKW TPEANMKEHHS 110 TE3M HOMEHKIATYpH OT
CLOTBETHUTE 000COOCHH MO3MHHMM, HE CBLABLPKAT CICAHMTE H3UCKBAHHM OT Bbanoxurens
JOKYMEHTH: JoKyMeHTd no 7. 14,10, 6. 0 oT pelitleAneTo 3a OTKpUBAHE Ha npoueayparta -
3aBEpeHHM OT y4acTHHKA KONMMA Ha RaJMIHM paspelieHus 3a ynotpeba Ha NeKapcTReHUTE
npoayxry, uigangenu ot MAJI unu no pepa Ha Pernament /EC/ Ne 726/2004 na Erponeiickus
napnaMeHT 1 Ha CbseTra - B IPEB0j Ha ObIIrapcky e3unx.

VIIL2.2.2. C ornen va wanoxkeworo B T. VIIL2.2.1. 4 sa ocHosaune un. 107, 1. 2, 6. .a% ot
30IT v 1. 14.10,, 6. ,,5° ot Peiuenuero 3a orkpuBade Ha npoueiypara, Komucusra npeanara 3a
OTCTpaHsBaHe OT npoueypara yuactiuka ,, PbOHHUKC OAPMA“EQO, rp. Codus , n.x. 1700,
p-H ,,Ctynenrexn™, yin. ,,OxoaoBpheTeH nuTe Ne 199a, ¢ odepra ¢ Bx. Ne2/15.08.2016 r, 3a
CIEAHHTE HOMEHKIATYPH OT CBhOTBETHHTE 000cO0EHM NO3HLMM: ebocobena nozuyua Nel, nom.
NeI80 u obocobena nosuyua Nell, nom, NeNe 64 u 68.

Momusu:

TexHuueckure npeRnoXeHus Ha ydacTHHKa no: obocobena nosuumsa Nel, nom. Nel80 u
obocobena nosuuus Noll, Hom. NeNe 64 1 68, He oTroBapsT Ha U3MCKBaHUATA Ha Bohasnoxkurens.
3a opeprpanuTe NEKAPCTBCHU MPOAYKTH MO CNSIHHTE HOMEHKIATYPH OT CHOTBETHHTE 000coOCHH
no3uuuu: obocobena nozuuua Nel, vom. Nel80 u obocobena nozuums Nell, Hom, NeNe 64 11 68,
YUACTHUKSLT HE € NPEACTABMI KbM TEXHHUYECKHTE CH OPEJIOKECHHUsA, CACAHUTE WM3MCKBAHHM OT
Be3noxureas AOKYMEHTH - JokyMeHTH no T. 14.10., 6. ,1° OT peuIeHHeTO 33 OTKpUBAHE HA
NPoUEAYpaTa - 3aBepPeHH OT YYacTHMKA KONMA Ha BaJKWJIHM paspelleHMs 3a ynotpeda Ha
JIEKapCTBEHUTE NMPOAYKTH, M3aafenu oT MAJl unu no peaa na Pernament /EC/ Ne 726/2004 na
Erponeiickus napaaMeHT U Ha ChBETa - B 1PEBOJL Ha ObJITrapCKH €3HK.



VIIL3. Texupueckute npeapoxennsa Ha yuacrauka ,MAPUMIIEKC-7,, KOOI, rp.
Codma 1000 paion, p-u Cpepen, 6yn. ,Iap Bopuc HI* Ne54, ca H3roTeeHy B CbOTBETCTBHE C
npeaBapuTeiHo o0ABEHUTE OT BB3NIOKUTENS YCAOBUA M M3MCKBAHMA, 38 BCHUKH HOMCHKIATYPU
ot obocobena nozuima Nel, 3a kKoWwro yuyacrsa, a UMeHHo: odocobena 11o3uuus: Nol, Hom. NoNe99,
100, 214, 230, 231, 232, 261 n 440.

VIIL4. Texuuueckute nNpeaioxeHus nHa yuacriuka L, TBPI'OBCKA JIHI'A
HAHUOHAJEH ANNTEYEH NEHTHP“ A, rp. Codus 1172, p-u ,Marpes™, Oyn. I".M.
Humurpor® No 1:

VIIL4.1. ca H3roTBCHM B CHOTBETCTBHE C TIPE/IBAPUTENIHO 00ABEHHTE OT Bh3noxmMrens
YCJIOBUS M M3UCKBAHMA, 33 CJIEJHMTE HOMEHKNATYPH OT CLOTBETHHTE 000COOEHH TO3MLMK:
obocobena noznuma Nel, Hom. NeNe2, 26, 27, 32, 39, 48, 49, 62, 63, 66, 69, 71, 72, 74,75, 70, &9,
90, 96, 116, 125, 133, 134, 135, 152, 174, 181, 211, 215, 217, 218, 223, 245, 246, 231, 267, 279,
293,294, 312, 327, 332, 347, 372, 373, 3806, 387, 390, 395, 425, 420, 4306, 440, 452, 454, 457, 461 n
465, 1 obocobena 1103, Nell - Hom, NeNoe 2 1 72,

VIIL4.2.1. He e U3TOTBEHO B CHOTBETCTBHE C NpEABapUTEHO 004BeHHTE oT Bhinowurens
YCHOBUA ¥ M3MCKBAHMS, 33 CNeaHara HoMeHkiarypa oT obocobena nosuupma Nel - nom. No263.
OdeprpannsT OT yuacTHHKA NekapcTBeH NPOAYKT /c HauMeHoBanue - Cordacare ¥ nexkapcTseHa
dopMa M KOJMYECTBO dKTHBHO BEIECTBO B OKOH4aresiHa orakopka: tablets 20 mg x 30/, ne
OTroBaps Ha M3MCKBAHMATA HA TEXHHMYCCKATA CHELM(MKALKI Ha Bh3noxurens no OTHOILEHHE
HA M3HUCKBAHOTO KOAMYECTBO AKTUBHO BEIUECTRO B OKOMYaTesHa onakoska - tabl. 10 mg . Tosa
06CTOATENCTBO € BHAHO OT BMUCAHOTO OT yuacTHuka B! rpada Ne6 /lHammenomanue wHa
npeJUIoKeRns iekapereer npoaykt/ u rpada Ne7 /JlexaperseHa Gopma M KONUHECTBO aKTHBHO
BEILECTRBO B OKOH-YATENHA O1aKOBKa/ HAa TEXHUYECKOTO MY NPEANONKEHKE.

VIIL4.2.2. C ornen Ha uznoxeHoTo B T. VIIL4.2.1. v Ha ocHosanue un. 107, 1. 2, 6. ,,8% oT
3011, sBe Bpb3ka ¢ 1. 9.3. or Peulenuero 3a oTkpuBane Ha npouenypata u 1. V0L.3) or
obsBneHMeTo 3a nopbika, Komucusara npejnara 3a OTCTpamsBape OT MPoUEAypaTa Y4aCTHHKa
~TBPIOBCKA JJUI'A HAHMOHAJEH AXTEYEH HEHTBLP“ AL, rp. Codua 1172, p-u
WHarpes,  6ya. M. Jumurpos“ Nel, ¢ odepra ¢ Bx. Ned/15.08.2016 r., za cnepHara
HOMEHKJIATypa OT obocobfena nozuyun Nel, nom. Ne263.

Momusu:

YyacTHuKBT ¢ ohepupai no obocobena nozuuus Nel - nom. Ne263 nexapcTBEH NPOAYKT,
KOHTO He OTroBaps Ha JaHHWTe OT TexHuyeckara cnenudukanyus OT JOKYMEHTALMATA 34
yaactue. Odepupanust OT y4acTHHKa JIEKapcTBeH NpoaykT /c Hammenopanue - Cordacare u
nexapceTBeHa GopMa M KOJHYECTRO AKTHBHO BELIECTBO B OKOHYATEHA onakoBKa: tablets 20 mg x
30/, He oTroBaps Ha M3UCKBAHMATA HA TexHuucckara cneuudmkanys Ha Buinoxwurens no
OTHOIUEHHE HA M3HCKBAHOTO KOJIMYECTRBO GKTHBHO BEHIGCTBO B OKOHYATENHa 011aKkoBKa - tabl. 10
mg . ToBa 06CTOATENCTBO € BUAMO OT BIMCAHOTO OT ydacTHuka B: rpada Ne6 /Haumenosanue
Ha NPeUIOKeHus aekapcTeeH npoaykr W rpada Ne7 /JlexapcTseHa (opma M KONMHECTBO
AKTHBHO BEIECTBO B OKOHYATEIHA OFIAaXoBKa/ Ha TEXHHUYECKOTO MY 11PeJUICKEHHE.

VIHLS. Texnuueckute mpeanoxedus Ha yusacrHuka ,EKOC MEJUKA” OO, rp.
Codms 1618, p-u Burowa, x.x. Ilapnogo, yia. Fonsam bparan No§, ca U3roTBeny B ChOTBETCTBUE
¢ TIpeBapuTeNiHO 00siBeHUTe OT Bb3noxuTess YCOBH U U3HCKBAKMA, 34 BCUUKN HOMEHIJIATYPH
0T CHOTBETHUTE 000COOCHH TIO3HLIMK, 38 KOMTO Y4acTBa, a MMeHHO: obocobena nosuuma Nel — nom.
NeNe35 n 102, n obocobena noz. Nell, nom. NoNedd 45 u 46.

VIIL6. Texuuueckure npeanoxkenus Ha yuactHuka ,, HOBUMEZD® EOOA, rp. Codma
1404, xx. ,Manacrupckyt nueaam b, 6n.65, crp. ,Espouenrnp®, er.2, ca HM3rOTBEHH B
CHOTRETCTBHE C DPEABAPHTENHO 00ABEHHTE OT BBLIJIOKUTEIA YCIOBHS M H3MCKBAHMS, 3 BCHUKH
HOMEHKJIATYPH OT obocobena nosuuus Nel, 3a KOWTO yyactra, a UMeHHO: 0bocobena nosuums: Nej,
nom, NeNo7, 8, 205, 268 u 209;



VHI.7. Texuuueckure npeanokenus Ha yuactnuka (XHMHMHOPT ®APMA,, A/,
rp. Codma 1000, padion ,.Cpenen”, yn. ,,Kuaz Anexcaunep barenbepr™ Ne 1, ca wsrorsenu s
CHOTBETCTBHE C lipejlBapHTenHo 00sBeHWTe OT BB3JIOKHTE)Ns YCHOBUA H M3UCKBAHNKA, 38 BCHUKH
HOMEHKHaTypH ot obocobena mo3uuua Nel, 3a KOMTO y4acTra, a uMeHHo: obocobena nosuuua: Nel,
HoM, NeNo7, 8, 101, 206, 208 u 209;

VIIL.8. Texuuueckure npeasoxkenus Ha yyactHuka “COLAPMA TPEAIHHT AL, rp.
Codwms ~ 1220, ya. ,JIvuezap Cranues” Nos, ,,Codapma buznec Taywspe®, crp. A, er.12:

VIIL8.1. ca u3roTBeHH B CBOTBETCTBHE ¢ mNpeapapurenHo obspenute oT Bp3aoxurens
VCAOBHA ¥ M3MCKBAHMA, 3a CJIGJHMTE HOMEHKNATYPH OT CLOTBETHHTE 000C0o0EHH TO3HLMH:
06ocobeHa rosuumsa Nel, nom, NelNe 2. 4. 5,9, 10, 11, 12, 14, 23, 24, 206, 27, 28, 29, 30, 31, 32,
34, 36, 37, 38, 39, 40, 41, 42, 45, 47, 48, 49, 52, 53, 54, 55, 56, 57, 58, 59, 60, 61, 62, 63, 64, 65,
67, 68, 71, 72, 73, 74, 75, 76, 77, 78, 79, 80, 81, 83, 84, 85, 86, 87, 90, 91, 93, 94, 95, 96, 107,
109, 110, 111, 112, 113, 116, 117, 118, 119, 123, 124, 125, 127, 128, 133, 134, 135, 139, 141,
142, 143, 144, 145, 146, 147, 148, 149, 150, 151, 152, 153, 156, 157, 158, 159, 162, 163, 164,
165, 166, 168, 169, 172, 173, 174, 175, 176, 177, 178, 179, 180, 195, 196, 201, 202, 203, 204,
211, 214, 215, 216, 217, 218, 221, 222, 223, 224, 238, 239, 240, 241, 242, 243, 244, 246, 247,
249, 252, 254, 255, 256, 257, 258, 259, 260, 262, 263, 264, 265, 266, 267, 269, 270, 271, 272,
273, 280, 281, 282, 283, 284, 285, 286, 287, 288, 292, 293, 294, 295, 301, 304, 305, 306, 307,
308, 309, 311, 312, 314, 315, 316, 318, 319, 320, 321, 322, 323, 324, 325, 326, 330, 331, 333,
334, 335, 336, 337, 338, 339, 340, 341, 342, 343, 344, 345, 348, 349, 350, 351, 352, 354, 359,
360, 361, 362, 363, 365, 368, 369, 370, 372, 373, 375, 376, 378, 379, 380, 381, 382, 383, 386,
387, 388, 389, 390, 391, 393, 394, 395, 4206, 429, 430, 436, 438, 441, 442, 445, 4406, 447, 448,
449, 451, 452, 453, 454, 457, 458, 459, 460, 461, 402, 463, 464, 465, 468 u 469, v obocobena
nosuimst Nell, nom. NeNe5, 6, 7, 8, 10, 11, 12, 15, 16, 17, 18, 23, 24, 25, 26, 27, 28, 29, 30, 31,
32, 34, 35, 36, 37, 38, 39, 40, 41, 47, 50, 52, 53, 55, 57, 58, 61, 62, 63, 64, 65, 66, 67, 69, 70, 72,
77,79, 80, 81, 83, 84, 87, 88, 89, 90,91, 92, 93 n 95.

VIIL8.2.1. He ca M3rOTBEHH B CBOTBETCTBHE C NPSABAPHTENHO ODABEHHMTE OT
BL3noxuTens yolOBHS H W3HCKBAHMA, 3@ CNEANMTE HOMEHKJIATYPH OT CLOTBETHUTE 000cobenu
nosuupu; obocobena nosunusa Nel, mom. NeNe88, 251, 261 u 371, u obocobena nmozuumsa Nell,
HoM. NeG8. IlpeacTaBeHUTe OT YHACTHHKA TEXHUYECKH TTPE/LIOMKEHHS N0 TE3M HOMEHKIATYPH OT
ChOTBETHHTE 000COGEHM MO3MUMM, HE ChALPKAT CAEIHUTE M3MCKBaHU OT Bwbanoxurens
JOKYMEHTH: HOKYMEHTH no 7. 14.10., 6. & OT pelueHHeTo 3a OTKpUBAHE Ha Tpoueayparta -
3aBepeHH OT YYACTHHKA KONHS HA BaiMAHM paspellcHus 3a ynoTpeba Ha NeKapcTBREHMTE
npoiyKTH, u3ganern or MAJL win no pena Ha Pernament /EC/ Ne 726/2004 na Epponeiicikus
napnamMenT 4 Ha ChBeTa - B IPeB0j Ha ObArapcKu esHK.

VIIL8.2.2. C ornen va uzaoxkeHorto B 7. VIILE.2.1. ¥ na ocHosanue un. 107, 1. 2, 6. ,,8° oT
30T u 1. 14.10., 6. ,.,n° or Pewennero 3a OTKpUBaHe Ha NMpoueaypata, Komucusra npeanara sa
OTCTpaHsABAHE OT ApoLeaypata yuactiuka “COMAPMA TPEUJIHT AL, rp. Codwist — 1220, yn.
wJIsuesap Cranues™ Ne5, | Codapma Busnec Taybpce, crp. A, er.12, ¢ odepra ¢ Bx. Ne8/15.08.2016
I., 33 CJEJIHUTE HOMEHKJIATYPH OT CBLOTBETHWTC 000CO0CHH NO3UUMU: 0bocobena nozuyua Nel,
nom. NoNe88, 251, 261 u 371, u obocobena nosuyun NI, Hom, No68.

Momugu:

Texnuyecknre npeiokenns Ha yyactuuka no: obocobena nozuums Nel, nom. NeNeS§,
251, 261 u 371, n obocobeHa mosuinsa Nell, Hom., NeG8, He oTropapar Ha HM3WCKBAHUATA Ha
Br3noxurens. 3a odepupaHure NexapcTBeHHM TNPOAYKTH [0 CIASHHUTE HOMEHKIaTypH oOT
CBOTBETHHTE 000coBeHn nosuumu: odocobena nosuuns Nel, nom. NeNeBR, 251, 261 u 371, v
obocobena nosuimsg Nell, HoM. Ne68, yyacTHMKBT HE € NPEeACTaBWI KbM TEXHUMECKMTE CH
NPEANIOKEHUS, CISHATE H3NCKBAHK 0T Bb3noxurtens fOKyMeHTH - JOKyMeHTH no T. 14.10., 6.
LA OT PEHICHUETO 3a OTKPUBAHE HA Ipoleypara - 3aBepeHy OT YYacTHHKA KONUS Ha BajMHU
paspeuicHus 3a yriotpeba Ha JeKapcTREHHUTE NpoaykTH, M3aaseHu ot MAJl wam no pena ma



Pernamenr /EC/ Ne 726/2004 wa Epponeiickus napiameHt ¥ Ha Cndeta - B 1IPEBOJ Ha
OBArapCKH e3UK.

VHL9. Texnuueckure npejyioxkenns Ha ydacruuka , BYJIMAP MJI” OO/, rp. Codust -
1618, kB. «Manactupckn TMpaauy, yn. «llupuny Ne32:

VHL9.1. ca u3roTBeHU B CHOTBETCTBUE ¢ nipesBaputesiHo obspenure 0T Bbinomurens
YCHOBUS M H3HMCKBAHHSA, 33 CHICJIHUTC HOMCHKNATYPH OT CLOTBETHHTC 000COOEHM MO3MIMH:
obocobena no3uika Nel, nom. NoNoe355, 357 i 358, v obocobena nosuius Nell, nom. NeNe35, 36, 37,
47,48, 77T u 78,

VIIL9.2.1. He e u3roTBeHo B ChOTBETCTRUE ¢ NPEeABApUTENHO 00gBeHuTe 0T Bb3noxurens
YCNOBHS W M3MCKBaHWA, 3a cliegHaTa HoMeHKnaTypa oT obocobena nosunma Nell - nom. Ne73.
OdepupaluaT OT YHACTHUKA JIeKapCTBEH MPOAYKT /¢ HauMeHoBanKe - Teded napadun Kynpo u
aexapcersena opmMa M KOJIMYECTBO aKTHBHO BEIUECTBO B OKOMYATENHA OMNaKoBKa: Iepopanya
reyrocT x 1000 M/, He OTroBaps Ha M3MCKBAHMATA HA TeXHUuYeckara cneuudukaums ua
Bp3ioxuress 10 OTHOLICHHE HA W3MCKBAHOTO KOJIMYECTBO AKTHBHO BEUIECTBO B OKOHYATENHa
onaxoska ~ 100ml. Tosa 06CTOATENCTBO € BUAHO OT NPENCTABEHOTO OT YY4aCTHHMKA paspelneHHe
3a ynorpeba Ha jiekapcTBenms npoaykr, uspageqo or MAJL

VII1.9.2.2. C ornea na wznoxendoto B T. VIILOG.2.1. 1 na ocnosanue ui. 107, 1. 2, 6. ,,a% ot
3011, BuB Bpw2ka ¢ T. 9.3. or Pewmenuero 3a oTkpHBaHe Ha Apoueaypara v T. VI.3) or
obsBneHueTo 3a nopbuxa, KoMmucusaTa npejiara 3a OTCIpaHABaHe OT NPOLCAYPATA YHaCTHHKA
»BYJIMAP MJI” OOH, rp. Codus -1618, k8. «Manacrupcku nusagm», yia. « lupus» Ne32, ¢
ofepra ¢ Bx. Ne 9/15.08.2016 r., 3a cneiHaTta HOMCHKIATYpa OT obocodena nosuyua Nell, nom.
NoT73.

Momuegu:

YuacTHuKBT ¢ odepupan no obocobena nosuuus Nell - HoM. Ne73 nexapcTBeH NpORYKT,
KOHTO He oTroBaps Ha jJanHuTe oT TexHHMueckata cneuMukalus OT JOKYyMEHTalMaTa 3a
yuactre. OfepupasusT OT YHaCTHHKA NEKaPCTBEH MPOJYKT /¢ HaumMeHoBanue - Teued napa@uu
Kynpo u nexapcTeeHa ¢opma ¥ KOJIMUECTBO aKTMBHO BElECTBO B OKOHYATENHA ONAKOBKa:
nepopanda TeyHocT x 1000 ma/, He OTroRaps Ha M3IMCKBAHMATA HA TeXHMYECKara
creyuduxanus Ha Bon3joxurens no OTHOWIGHHE Ha M3MCKBAHOTO KOJNMYECTBO AaKTHRBHO
BELIECTBO B OKOHYAaTe Ha onakorka - 100ml. Tosa obcTosTeNCTBO € BUAHO OT NPEACTABEHOTO OT
YUACTHUKA pazpeitlieHue 3a ynorpeda Ha NEKapCcTBEeHUA MPOAYKT, u3naaeno ot MAJL

VIIL10. TexsuueckuTe TpeaioKeHus Ha yvactHuka ET JABH-I'AJIMHA
HOPJAAHOBA”, rp. Codus - 1619, yn. Kusiescka No 481, ca H3roTBEHH B ChOTBETCTBHE C
npeaBapuTenHO o0sBeHHTE OT BBb3A0KUTENS YCIOBHA M M3MCKBAHKA, 3a BCHYKA HOMEHKIATYPH
oT obocobena nmozuuys Nefl, 3a kouTo yyacTra, a uMeHRno: 0bocodena nozuums Neli, oM. NeNe3s,
36 w37,

VIIL11. Texuuucckure npexnoxenns na yyactauka «AHTHCEJ BbJINAPUSI»00/,
rp.Codwua 1202, p-u Cepauka, yn. MHIAYCTPUAJIHA No 11, busnec curi "Bacuaes [1naza", er.8,
Ca M3TOTBEHH B CBOTBETCTBME C IpeABapuTeNHo o0sBeHurte OT Bb3NoxuTeds YCIOBHs W
M3NCKBAHUA, 33 BCHUKHM HOMEHKIIATYpu ot obocobena nozvums Nel, 3a KoUTo yyacTsa, a MMEHHO:
obocobeHa nosunna: Nel, Hom. NeNe7 1 §;

VIIL12, TexHuyeckuTe NpPEASOKEeBUAs  HA YUacTHHKa LEM EHJ 1 ®APMA
BBJII'APHA” EAH, rp. Cobus, p-u Hapewnpa, Oyn. «Poxen» Ne 24, ca M3roTBEHH B
CBLOTBETCTBHE ¢ NPEABAPHTEIHO 00ABCHHTE OT BH3NOKUTENS YCAOBHA M M3UCKBAHMA, 38 BCHUKH
HOMEHKAATYPH OT ChOTBETHHTE 000COOEHH MO3UIMH, 332 KOMTO Y4YacTBa, a UMEHHO: obocobeHa
nosums Nol — qom., NeNe142, 217 w 218, v 1103, Nell — oM, NeNe56 v 64,

VHI.13. Texuudeckute npeanoxenns wa yvactiuka “MEAEKC* OOH, rp. Codms,
pation Muapocr, k8. Fopybnsire, yi. ,,Camoxoscko woce™ Ne2Jl, TL1 ,bouna‘, er.5:

VIIL.13.1. ca m3rorBeHy B ChOTBETCTRUC C HpeiBapuTesiHo 00gBenuTe oT Branoxurens
YCHOBHA M M3UCKBaHWs, 3a CIEJAHWTE HOMEHKNATYpH OT CLOTBETHHTE 000CODEHHM no3MuMM:



obocobena nosznuma Nel ~ oM. NeNe33, 34, 36, 37, 40, 41, 43, 64, 65, 66, 67, 69, 71, 72, 73, 706, 89,
103, 104, 113, 1106, 118, 143, 144, 145, 146, 147, 149, 152, 167, 168, 169, 172, 173, 174, 180, 185,
186, 192, 197, 198, 200, 214, 228, 229, 233, 234, 235, 236, 237, 245, 2406, 252, 255, 2506, 257, 261,
274, 2776, 2777, 2778, 279, 280, 291, 298, 299, 307, 308, 320, 321, 322, 324, 325, 327, 331, 347, 365,
392, 397, 398, 399, 400, 406, 407, 408, 409, 411, 415, 417, 432, 433, 434, 435, 439, 440, 457 u 4065,
u 1103, NoIl — wom. NeNet, 7, 8, 31, 71 u 94,

VIIL13.2.1. He ¢ W3roTBEHO B CLOTBETCTBHE C NPeABapHTENHO OOABEHMTE OT
Bh3noxurens ycnoBus M M3UCKBAHMA, 3@ CIEAHATA HOMeHKIaTypa o obocobena nosuums Nel,
HOM. Ne471. [IpeacTaBenoTo OT y4aCTHHKE TeXHHYECKO NPEANI0NKEHHE N0 Ta3W HOMEHKIIaTypa ot
obocobena nozuiys Nel, He CbAbpIKA CHCRHHS M3MCKBAH OT BB3j0XKHTEN  JIOKYMEHT:
JOKYMEHT no 1. 14.10., 6. .0 OT pelecHUETo 3a OTKPUBAHE Ha MPOLEAYPaTa - 3aBepeHo OT
YHACTHUKA KOMME Ha paspewieHne 3a ynorpeba Ha nexapcTBeHMs NPOAYKT, u3nagzeHo ot MAJL
Wiy 1o pena Ha Pernament /EC/ No 726/2004 ma EBponeiickus napiaameHT K Ha CbBeTa - B
1peBoj Ha OBJIFapPCKH C3UK.

VI1.13.2.2. C ornes Ha wsnoxcenoro 81, VIILL13.2.1. 1 ua ocuopanue yn. 107, 1. 2, 6. ,,a"
ot 301T u 1. 14.10., 6. ,,a° ot Pemennero 3a oTKpHBane Ha rpoueypara, KoMucHsaTa npepnara
3a oTcTpaHsBaHe of npougnypara yuacriuka “MEJAEKC* O0M, rp. CoQus, paifon Mnajocr, kB
Iopyonsne, yn. ,Camokoscko mwoce™ No2J1, TIi ,bouna“, e1.5, ¢ odepra ¢ Bx. Ne13/15.08.2016 r.,
3a CNIEHATA HOMEHKAATYpa OT ofocoberna nozuuua Nel, nom. Ne471.

Momusu:

TexHudeckoTo npeanoxeHne Ha ydyacTiuka rno obocodena nosuins Nel, nom. Ned71, ne
OTrOBaps Ha U3MCKBAKMATA HA Br3noxurens. 3a odepypanys nexapceTreH nNpoaykT 110 obocobena
riozuims Nel, Hom. Ned471, yuacTHUKBT He € NPejICTaBU)l KbM TEXHUUYECKOTO CH NpeANONeHue,
CJCJIHMA HM3MCKBAH OT Bb3nomuTens A0KyMeHT - joxyment no 1. 14.10., 6. ,,1" oT pelieHHeTo 3a
OTKPHBaHE Ha MPOoNEAypaTa - 3aBepeHO OT YYacTHMKa KOTHC Ha paspelcHHMe 3a ynotpeba Ha
NeKapcTREHMs TIPOAYKT, u3aaaerno oT MAJl unu no pena Ha Pernament /EC/ Ne 726/2004 na
Esponeiickus napnaaMeHT 1 Ha CbBeTa - B IpeBOJi Ha OLIrapcku e3mK.

VIIL14. Texuuueckure npemnokenus  Ha yuactHuka ,,COJOME” EOO/, c.
JlakatHux 2272, obn. Codusa, obw. Cerore, yn. ,Xpucro borer” Ne 44, ca HM3roTBeHH B
CBLOTBETCTBHE C NpeABApUTENHO 00siBeHUTEe OT Bh3noxurens ycaorus W H3KCKBAHKA, 338 BCHYKH
HOMCHKJIATYPH OT CLOTBETHUTE 000CODEHM NO3WIMH, 3a KOWTO y4acTBa, a uUMeHHO: obocobeHa
nosuima Nel, oM. NelNels, 16, 17, 19, 20, 24, 25, 129, 132, 136, 137, 138, 154, 184, 187, 194, 199,
203, 219, 220, 275, 296, 328, 353, 355, 356, 357, 358, 366, 367, 384, 385, 401, 402, 403, 404, 413,
414, 419, 420, 427, 435, 444, 467, 468, 471, 474, 475, 476, 477 u 478, u obocobena nozuums Nell,
HoMm. Ne85;

VIILI5. Texuuueckure npejuyiokenns Ha yuactHuka ,MEJHUMAT EQO/, rp. Codma-
1404, w.x. ,Manacrupeku nuBagy —Mzrox®, yi. ,Jumursp Caraes” Nel9, ca usroTseHu B
CBOTBETCTBHE C TIPCABAPUTCIHO 00sBEHUTE OT BB3N0OKUTENS YCTIOBMS M M3HCKBAHUSA, 38 BCHYKH
HOMEHKIATypu 0T obocobena nmosuims Nel, 3a kouTo yuacrea - obocobena nozuums Nel, Hom. NeNe
225,226 w 227,

VIIL16. Texnnyeckure npepnoxends Ha ydactuuka , JIPO @APMAIIMA” EOOM, rp.
Cogua 1303, p-u Bw3paxnane; 6ya. ,J mx. Mead Meanor“Ne 70B; er. 3, ca usroreenn B
CBLOTBETCTBUE C NPEABAPHUTENIHO 00siBeHUTe OT Bb30MuuTesAs yCA0BKs H H3HCKBAHMA, 32 BCHYKY
HOMEHKNATYpy oT obocobena nosuums Nel, 3a kouTo yyacTBa - obocobena mosuums Nel, HoM.
NeNelB, 66, 160, 161, 168, 252, 279, 364, 365, 422, 437, 457,472 v 473;

VHI.17. Texuuyecxure npeuioskeHust Ha yyacthuxa “CTHHI™ AL, rp. Pasrpag — 7200,
o0, Pasrpan, 6yn. ,.bunrapus® Ned48, 6. ,,Burowa® 1, gx.I', er.4, an.37:

VII.17.1. ca u3roTBEHM B CHOTBETCTBHE C NPEABAPUTENHO obsiBeHUTe OT Bh3noxurens
YCHOBHA W H3UCKBAHMWA, 33 CIACAHUTE HOMEHKIIATYPH OT CHOTBETHWTE 000CODEHHM HNO3HUMWK:
obocobena nosuumsa: Nel, nom. NeNed, 5, 9, 26, 27, 28, 29, 30, 31, 43, 47, 62, 63, 67, 77 ,78, 87, 93,



113, 116, 118, 123, 157, 158, 159, 162, 169, 170, 201, 249, 251, 264, 288, 290, 291, 296, 310, 317,
330, 349, 381, 382, 383, 391, 394, 428, 430, 433, 434, 441, 442, 443, 452, 453, 454, 462, 463, 464 u
465, 1 obocobeHa nosuuys Ne 11, Hom. NoNel, 2.5, 17, 18, 35, 36, 37, 41,47, 63,67, 77 n 78,

VIII.17.2.1. He ca wW3rOTBEHHW B CHOTBETCTBHE C HPEABApPUTEAHO OOABEHHTE OT
Bpanioxurens ycnoBus ¥ M3MCKBAHMSA, 3a CNC/HUTE HOMEHKNATYpH ot obocobera nmosuums Nel:
Hom. NeNe88 u 96. [lpepcTtaBeHHTEe OT YYACTHUKA TCXHMYCCKH TIPEASIONKEHUS [10 TE3H
HOMeHKnaTypu ot obocobena nosuuus Nel, He chbpKarT clieAHHTE UZUCKBAHH OT Bb3noxurens
JOKYMeHTH: JokyMeHTH no 1. 14.10,, 6. ,,1° oT pelieHUeTo 3a OTKPHBAHE Ha Apouesypara -
3aBepeHy OT y4yacTHHKA KOMMS Ha BaluIHM paspeilieHus 3a ynoTpeba Ha nexkapcTBeHMTE
nposykTd, uinanenn or MAJl wiu no pena na Pernament /EC/ Ne 726/2004 wa Epponefickus
napjamMeHT ¥ Ha CbBETa - B 1IPEBOJ Ha OBJIrapeKy e31K.

VIIL.17.2.2. C ornen va wanoxedoro 1. VIIL17.2.1. u na ocuosanme un. 107, 1. 2, 6. ,.a%
or 30IT 1. 14.10., 6. ,,n° or Pewennero 3a orkpuBase Ha npoueaypara, KoMucusara npejiara
3a OTCTpaHARaHe oT rpouenypara yyacthuka “CTHHI™ AL, rp. Pasrpag — 7200, obwm. Pazrpan, 6yn.
L~boarapus” Ned8  6a. ,Burowa® 1, sx.I', er.4, an37, ¢ odepra ¢ Bx. Nel7/15.08.2016 r., 3a
CHEHNTE HOMEHKNATYPH OT obocobena nosuyus NI, nom. NoNe88 u 96.

Momueu:

TexnuueckuTe NpeIOKEHUs Ha yuacTHUKA 1o 00ocobena nosuyus Nel, nom. NeNe88 u
96, He OTroBapAT Ha M3MCKBAHUATa Ha Buanoxurend. 3a odeprpannTe NEKapcTBEHH NPOIAYKTH 1O
obocobena nozuns Nel, nom. NeNe88 1 96, yUacTHHKBT HE € TIPEACTABHI KhM TEXHHYECKHTE CH
MPEJUIOKEHISA, CASHATE M3HCKBAHK 0T Bh3noxuTes A0KYMEHTH - nokymenT no 1. 14.10., 6.
1" OT PEHICHHETO 33 OTKPHBAHE HAa NPOLE/YPaTa - 3aBePeHH OT YYACTHMKA KOIHS Ha BaJIMAHU
paspewicius 3a ynorTpeba Ha JekapeTsenuTe NpoRyKTH, usnanenu ot MAIJl unM no peaa na
Pernament /EC/ Ne 726/2004 na Emponeiickus napnamedT ¥ Ha (ChBeTa - B 1IPEBOA Ha
ObJIrapPCKH E3HK,

IX. Ha 11102016 r wa ampeca wua Tipopwia wa  kynysasa Ha OonHuuara:
http:/fwww.uhsek.com/puborders, 6e onosecreHo, ye Ha 14.102016 1. ot 10,00 » 3ana Nel, va maprepeq
erax Ha YMbBAJT “Crera Exarepuna™ EAJL, e Obie otBopeH 1umka ¢ “{lpemtarany neHosm rapamerpu”
HA YHaCTHALMTE, YHHTO ODEPTH OTroBapsaT Ha Makcksanmusta na Branoxerens, C macmo ¢ uax. Ne01-00-883-
11/11.10.2016.1., koMHCHATA YRETIOMH YUaCTHHLIMTE B MPOLEKYPATA 32 aTaTa M yaca Ha OTBapsAHE Ha TUTMKa
“Tlpenarany HEHORM 1apaMeTpy”

X. Ha 11.102016 r. B 10,00 4. mpu orteapsxero Ha rumxa “Tlpeanarany LEHOBW rapameipy’,
NPUCLCTRAT YITBIHOMOLICHH NPSACTABUTENM Ha CNEIHHTE YUaCTHHLM B IpOLEenypara:

X1, ,MEAO®APMA” EQOM, rp. Codus - 1784, ».x. « Mnapocr I», 6a. 38b — HMeaiino
I'anes;

X2, TbPI'OBCKA JIMI'A HAHUOHAJIEH AIITEYHEH HEHTDBP* AJl, rp. Codus
1172, p-8,,Asrper”, 6yn. [ .M. HumuTtpor™ Ne | —[IpeTomup Tonies;

X3.ET ,, IBH-TAJTHHA WOPJIAHOBA”, rp. Codus - 1619, yn. Kusxepcka No 48T —
Beuuncenas Hukonos;

X4, “MEAEKC* O0l, rp. Codus, paiton Munagoct, k&, ['opybnsase, yn. ,,CaMOKOBCKO
moce” No2J1, T1| ,,Bouna“, er.5— Vigan Horos;

XS5 MEIUMAT® EQOM, rp. Cogua - 1404, x.x. ,Manactupcekn nusanut —Msrok™, yu.
»HAHIMHTEp Carace® Nol9- Hukonuna Koraucra;

X.6. PO DAPMAIIAA” KOO/, rp. Codusa 1303, p-1 Buapamaane; Oyn. , Mux. Mean
Usanop“Ne 70b; e1. 3— Jlvumus Hamsinosa,

X1, Ynen Ha KOMMCHATa OTBOPY TUIMKOBETE C MNPEAJAaraHuTe LEHOBM NapaMeTpu ua
JONYCHATUTE YYACTHULM 32 JOIIYCHATHTE HOMEHKJIATYPH OT ChOTBETHUTE 000CODEHYU NO3HIMU U
OIOBECTH NMPETIOKEHUTE OT YHACTHHLIMTE LIEHH, KAKTO cliej1Ba:



XI.1. 3a yuactuuxa ,, MEJO®APMA” EOO/I, rp. Codwma - 1784, .k, « Maanocr I», on.
38b, 3a BCHUKM HOMEHKAATYPH 0T obocobeHa nosutms Nel, 3a kouTo yyacTsa, a uMenno: odocobena
nosuums Nel, nom. NeNel3, 14, 26, 27, 63, 66, 67, 68,72, 73, 74, 75, 118,279, 372, 373 u 3806.

XI.2. 3a yuactuuka , PBOHUKC ®APMA“EQO/, rp. Codpusa , nx. 1700, p-u
LOCTynentcekn®, yn. ,,OxojgoBpbeTed T Ne 199a, 3a cnepnnte HOMENKIATYPH OT CHOTBETHHTE
oBocodeny nosuumK: obocobena noznuus Nel, nos. NeNe 2. 3,4, 5, 6, 10, 11, 13, 14, 21, 26, 27,
28, 29, 30, 31, 34, 39, 40, 41, 43, 47, 48, 49, 50, 51, 55, 59, 60, 61, 62, 63, 64, 65, 67, 68, 69, 70,
71, 72,73, 74,75, 77, 78, 82, 83, 84, 85, 87, 93, 105, 106, 109, 110, 113, 116, 119, 120, 121, 122,
123, 126, 133, 134, 135, 141, 142, 143, 144, 146, 147, 148, 149, 157, 162, 163, 164, 166, 179, 181,
212,213,215, 216, 217, 218, 240, 241, 242, 243, 244, 246, 248 ,249, 250, 251, 258, 259, 262, 263,
264, 266, 267, 268, 269, 272, 273, 278, 280, 281, 288, 291, 292, 293, 294, 296, 299, 304, 305, 306,
312, 314, 3106, 317, 322, 323, 324, 325, 327, 328, 330, 334, 335, 336, 337, 338, 339, 340, 341, 344,
345, 347, 348, 349, 362, 363, 364, 365, 368, 372, 373, 380, 381, 382, 383, 386, 387, 389, 390, 391,
392, 394, 395, 423, 424, 430, 438, 439, 441, 442, 443, 445, 446, 448, 451, 452, 453, 454, 455, 456,
458, 460, 462, 463, 464, 465 1 469, 1 obocobena nozunus Nell, om, NeNe2, 5, 6, 7, §, 10, 14, 17,
18, 25, 26, 27, 28, 34, 38, 39, 49, 50, 52, 58, 60, 61, 63, 67, 71, 72, 76, 81, 83, 84 u §6;

X1.3. 3a yuyacruuka ,MAPUMNEKC-7,, EOOJ, rp. Codua 1000 paiion, p-u Cpenen,
oyn. ,Jdap bopuc HI“ Ne54, 3a BcHukH HOMeWKnaTypu ot obocobena nozuuus Nel, 3a xouto
Y4acTRa, & MMeHHO: obocobeHa nozuuwmst: Nel, Hom. NoNu99, 100, 214, 230, 231, 232, 261 w 440.

X1.4. 3a yuacrunka ,, TBPTOBCKA JIUT'A HAIITMOHAJIEH AHTEHEH HEHTLP
AN, rp. Codms 1172, p-u ,JMsrpes®, 6yn. .M. JJumuTtpor®™ Ne 1, 3a cneguure HoOMeHKnaTypu
OT CROTBETHHTe oGocobenn nosuupK: obocodera noznung Nel, oM, NeNe2, 26, 27, 32, 39, 48, 49,
G2, 63, 66, 69, 71, 72, 74, 75, 76, 89, 90, 96, 116, 125, 133, 134, 135, 152, 174, 181, 211, 215, 217,
218, 223, 245, 240, 251, 267, 279, 293, 294, 312, 327, 332, 347, 372, 373, 386, 387, 390, 395, 425,
426, 436, 440, 452, 454, 457, 461 u 465, n o6ocobena no3. Nell — nom. NeNe 2 i1 72;

XL.5. 3a yuactnuuka ,,EKOC MEJUKA” OO/, rp. Codua 1618, p-u Butoma, x.x.
[Magnogo, yi. Fonam Bparan Ne8, 3a BCu4ky HOMEHKNATYPH OT CLOTRETHUTE 000COOEHN NO3ULMK,
3a KOMTO yJyacTea, a uMeHHO: obocobena nozuumsa Nel — nom. NeNed5 u 102, u obocobena nos.
Noil, nom. NeNedd, 45 u 46,

X1.6. 3a yuacruuka ,, HOBUMEL* EQO/, rp. Codms 1404, xk. ,,MaHacTMpCKM 1MBaAn
bY, 60.65, crp. ,.Epouentbp®, €T1.2, 32 BCHUKH HOMEHKNATYpH oT obocobeHa nosuums Nol, 3a
KOMTO yJacTRa, a MMeHHO: obocobena nosuis: Nel, oM. NeNe7, 8, 205, 208 n 209,

X1.7. 3a yuactauka , XUMUMIIOPT ®APMA,, AJl, rp. Codug 1000, paiion ,,.Cpepent”,
yi. Kus3 Anekcanabp barendepre Ne I, 3a Bcuuky HOMeHKnaTypu or obocobena nosunus Nel, 3a
KOWTO y4yacTRa, a uMeHHo: obocobena nozuims: Nel, nom. NeNe7, 8, 101, 206, 208 n 209;

X1.8. 3a yuacrauka “CO®APMA TPEHIMHI“ AL, rp. Codus — 1220, yn. ,Jlbuesap
Cramyes” NeS, ,,Codapma Dbusnec Taybpce®, crp. A, er.l2, 3a crnejHurte HOMEHKIATYPH OT
CHOTBETHUTE ofocofedr no3HuMK: obocobena nosunys Nel, nom. MNeNe 2.4, 5,9, 10, 11, 12, 14,
23, 24,26, 27, 28, 29, 30, 31, 32, 34, 36, 37, 38, 39, 40, 41, 42, 45, 47, 48, 49, 52, 53, 54, 535, 56,
57, 58, 59, 60, 61, 62, 63, 64, 65, 67, 68, 71, 72, 73, 74,75, 76,77, 78, 79, 80, 81, 83, 84, 85, 86,
87, 90, 91, 93, 94, 95, 96, 107, 109, 110, 111, 112, 113, 116, 117, 118, 119, 123, 124, 125, 127,
128, 133, 134, 135, 139, 141, 142, 143, 144, 145, 146, 147, 148, 149, 150, 151, 152, 153, 156,
157, 158, 159, 162, 163, 164, 165, 166, 168, 169, 172, 173, 174, 175, 176, 177, 178, 179, 180,
195, 196, 201, 202, 203, 204, 211, 214, 215, 216, 217, 218, 221, 222, 223, 224, 238, 239, 240,
241, 242, 243, 244, 246, 247, 249, 252, 254, 255, 256, 257, 258, 259, 260, 262, 263, 2064, 265,
266, 267, 269, 270, 271, 272, 273, 280, 281, 282, 283, 284, 285, 286, 287, 288, 292, 293, 294,
295, 301, 304, 305, 306, 307, 308, 309, 311, 312, 314, 315, 316, 318, 319, 320, 321, 322, 323,
324, 325, 326, 330, 331, 333, 334, 335, 336, 337, 338, 339, 340, 341, 342, 343, 344, 345, 348,
349, 350, 351, 352, 354, 359, 360, 361, 362, 363, 365, 368, 369, 370, 372, 373, 375, 376, 378,
379, 380, 381, 382, 383, 3806, 387, 388, 389, 390, 391, 393, 394, 395, 426, 429, 430, 436, 438§,



441, 442, 445, 446, 447, 448, 449, 451, 452, 453, 454, 457, 458, 459, 460, 461, 462, 463, 464,
465, 468 u 469, u obocobena nosunus Nell, nom. NeNes, 6, 7, 8, 10, 11, 12, 15, 16, 17, 18, 23,
24,25, 26,27, 28, 29, 30, 31, 32, 34, 35, 36, 37, 38, 39, 40, 41, 47, 50, 52, 53, 55, 57, 58, 61, 62,
63, 64, 65, 66, 67,69, 70, 72, 77, 79, 80, 81, 83, 84, 87, 8§, 89, 90,91, 92,93 u 95

XL9. 3a yuactuuxa ,BYJIMAP MJ” OO/, rp. Codua -1618, xB. «Manacrupcku
meaguy», yia. «llupuny Ne32) 3a cieiHuTe HOMEHKIATYPH OT CbOTBETHMTE OBOCODEHH MO3MLMM:
ofBocobena no3uLms Nel, nom, NeNe3 55, 357 u 358, v obocobena nosuips Nell, nom. NeNe35, 36, 37,
47,48, 7T u 78;

XE10. 3a yuacriuka ET ,,JAJBH-TAJJMHA HOPHAHOBA”, rp. Codus - 1619, yu.
Kusaxencka No 4817, 32 BCHYKH HOMEHKIATYpH oT obocobeHa nosuuma Nell, 3a xouro ydacTra, a
MMeHHo: obocobena roznims Nell, pom. NoNo35, 36 u 37.

XL.11. 3a yyactunka «cAHTUCEJ BBJTAPHS»OQO0A, rp.Codmsa 1202, p-n Cepamka, yi.
HUHIIYCTPHUAJIHA No 11, bussec cutu "Bacunes Ilnasza", er.8, 3a BCHUKM HOMEHKIATYPU OT
obocobena nozuuma Nel, 3a kouTo yuacTea, a uMeHHo: obocobena mosuums: Nel, Hom. NeNe7 u §;

XI.12. 3a yuactumka EH EHA W ®APMA BBALAPHUS” EAJN, rp. Codwmsa, p-u
Hanexca, Oyn. «Poxen» Ne 24, 33 BCHUKH HOMEHKNATYPH OT ChOTBETHHTE 000COBEHN NO3NIIMK, 32
KOMTO Y4acTBa, a uMeHHO: obocobena noznums Nel — Hom. NeNel42, 217 ¢ 218, u nos. Nell — nom.
NoNe56 n 64,

XE.13. 3a yuacthuka “MEJEKCY OO/, rp. Codwms, paiion Mnapoct, ke. l'opybGnsne, yi.
~CamokoBeko woce Ne2Jl, TIH{ ,bouna®, er.S5, 3za clieaHure HOMEHKAATYPH OT CLOTBETHHUTE
obocobeny nosuund: obocobena nosuima Nel — nom. NeNo33, 34, 36, 37, 40, 41, 43, 64, 65, 66, 67,
69, 71, 72, 73, 76, 89, 103, 104, 113, 116, 118, 143, 144, 145, 146, 147, 149, 152, 167, 168, 169,
172, 173, 174, 180, 185, 186, 192, 197, 198, 200, 214, 228, 229, 233, 234, 235, 236, 237, 245, 246,
252, 255, 256, 257, 261, 274, 276, 2771, 278, 279, 280, 291, 298, 299, 307, 308, 320, 321, 322, 324,
325, 327, 331, 347, 365, 392, 397, 398, 399, 400, 406, 407, 408, 409, 411, 415, 417, 432, 433, 434,
435,439, 440, 457 u 465, 1 no3. Noll - Hom. NoNeg, 7, 8,31, 71 1 94,

XI.14. 3a yuacrhuka ,,COJOME” EOO/J, c. Jlakatnuk 2272, obn. Codus, o6y, Ceore,
yn. ,,Xpucto bores” Ne 44, 3a BCUYKH HOMEHKIATYpH OT CHOTBETHMTE 000CODEHH MO3MUMH, 32
KOWTO Y44aCTBa, a MMeHHO: o6ocobena nosuuma Nel, nom. NelNel5, 16, 17, 19, 20, 24, 25, 129, 132,
136, 137, 138, 154, 184, 187, 194, 199, 203, 219, 220, 275, 296, 328, 353, 355, 356, 357, 358, 366,
367, 384, 385, 401, 402, 403, 404, 413, 414, 419, 420, 427, 435, 444, 467, 468, 471, 474, 475, 476,
477 1 478, u obocobena nosuis Noll, Hom. Ne8S;

XL15. 3a yuacrauka ,MEAHUMAI“ EQOM, rp. Codms- 1404, x.k. ,,MaHacTupcku
smsaay ~HMsrok®, yi. Jumurep Caraes™ Nel9, 3a cudky HOMEHKAATYpH OoT 06ocobeHa no3uuus
Nel, 3a kouTo yuacTpa ~ 060coOeHa nosutins Nel, HoMm. NeNe 225, 226 w 227

XE.16. 3a yuacriuka ,,JIPO ®@APMAIUS” EOQO/, rp. Codua 1303, p-r Be3paxiaane;
Oyi. Mok, Mean Msanos“Ne 70B; er. 3, 3a Becuukn HoMeHkaatypy ot obocobeHa nosuims Nel, 3a
KOWTO yuacTra - obocobena nosunusa Nel, nom. NeNel8, 66, 160, 161, 168, 252, 279, 364, 365,
422,437,457, 472 u 473;

XI.17. 3a yuacrnuka “CTHHI™ AJl, rp. Pasrpan — 7200, obw. Pasrpag, 6yn. . bbarapus
Ned8, 6n. , . Butowa® 1, sx.I, erd, an.37, 3a cieanuie HOMCHKIATYPH OT CHOTRETHHTE 0b0co0eHH
nosuuuK: obocobeua mosuuma: Nel, nom. NeNed, 5, 9, 26, 27, 28, 29, 30, 31, 43, 47, 62, 63, 67, 77
J78, 87,93, 113, 116, 118, 123, 157, 158, 159, 162, 169, 170, 201, 249, 251, 264, 288, 290, 291, 296,
310, 317, 330, 349, 381, 382, 383, 391, 394, 428, 430, 433, 434, 441, 442, 443, 452, 453, 454, 462,
463, 464 1 465, 1 obocoGena mozunma No I, nom. NeNel, 2.5, 17, 18, 35, 36, 37, 41, 47, 63, 67, 77
u78.

XII. B usnbinenue Ha usknckBaHusta Ha uwn.6l, 1.2 ot I[13011, Tpuma oT uneHoReTe Ha
KomucuaTa noanucaxa LEHOBMTE APEUIOMKCHUA Ha JonycHaTHTe yuactHuuM. llpeanoxedo Ge
0 €AMH OT TNPUCLCTBALIMTE YNBJIHOMOLEHW [IPEACTABMTEHH Ha JPYIrUTe YUYacTHMLM B
NpoLeAypara, Jia nojinyiie HEHOBUTE TIPEA0KEHHS Ha CBOTBETHHS YUACTHHK,



XIIL Ciep xato KOMUCHSATA NOTINCA LICHOBHTC NMPEAJOKEHHS Ha JIOTTYCHATHTE YYACTHULH,
npeacedaTeNlsl Ha KOMMCHATA onoBecTH, ue nyfusivuHara uact or paborata Ha KOMUCHATA
NPHKITOUH.

XIV. Komucrsra KOHCTETUPa, 4e NPSJUIOKEHUATA B OJ)epTHTE HA HAKOW YYACTHMEM, 32 HAKOH
HOMEHKATypH OT CHOTBETHHTE 000CO0CHM HO3ULIMM, CBBP3aHH C LICHATA, KOUTO NO/VICIKAT Ha OLCHARAHE, ca
¢ noeeye or 20 Ha cro no-OnaronpHATHE OT cpeaHaTa CTOHHOCT Ha MOPSIJOKEHMATA Ha OCTAHANWTC
ydacTHHIM Ha ocnosanme w172, an.l or 3001, Komucusma usmcka noapoOHu nucmenn o0OCHOBKH 3a
HAYKMHA Ha 00PasyRaNe Ha NMPCIVIOAKEHHTE OT YYACTHNLIMTE LICHH, 8 MMCHHO!

XIV.1. C nucmo ¢ usx. Ne(1-00-883-12/24.10.2016 r.- o ,,MEJODAPMA» EOOH, 3a
ofepupaHnTe eKaperseny npoaykth B obocobena nosuuus Nel, Hom. NeNe26, 27, 63, 118, 279,
372, 373 u 380;

XIV.2. C macmo ¢ u3x. Ne01-00-883-13/24.10.2016 r.- 10 ,,®bOHUKC ®APMA» OO/,
3a oyepHpaHuTe NEKApCTBEHU NPoiyKTu B 0b6ocobena nosuuus Nel, mom. NeNo 26, 27, 39, 47, 48,
49, 62, 63, 162, 215, 267, 280, 288, 296, 327, 349, 372, 373, 394, 395, 452, 453, 454 n 462;

XIV.3. C rnemo ¢ usx. Ne01-00-883-14/24.10.2016 r.- jio ,, CODAPMA TPEWIUHI» A,
38 oyeprpaHKTe JEKapCTBEHH TIPOJYKTH B CHCJHNTE HOMEHIUIATYPH OT ChOTEETHHTE 000c00eHN
noszuunu: obocobena nozunmsa Nel, nom. NeNo26, 27, 39, 48, 49, 62, 63, 71, 267, 325, 365 u 373,
1 0bocobena nosuuug Nell, Hom. Ne7;

XV 4. C nucmo ¢ m3x. No01-00-883-15/24.10.2016 r.- po ,,CTHHI» A, 3a odepupannre
JIeKapCTBEHH NPoAYKTH B 0bocobena mozunus Nel, noM. NeNe63, 349, 394, 452, 453, 454 1 462,

XIVS, C muemo ¢ wm3x. Ne0O1-00-883-16/24.10.2016 r.- po ,,MEJIEKC» OOH, 3a
ofiepupalnTe NEKapCTBCHU IPOAYKTH B CHEAHMTE HOMeHKNatypu or ofocobeHa nosmins Nel,
nom. NeNo64, 71, 118, 169, 214, 280, 324, 325 u 365,

XIV6. C muemo c wm3x. Ne01-00-883-17/24.10.2016 r.- go ,,ThPFOBCKA JIMT'A
HAHHUOHAJIEH ANTEYUYEH IIEHTBHP» AJl, 3a odepupaHute JNekapCcTBEHH IPOAYKTH B
CHEeAHUTE HOMCHKNATYPH OT obocobena rosuuns Nel, mom. NeNe71, 251, 293, 204, 386, 452 u
454;

XIV.7. C nucmo ¢ u3x. Ne01-00-883-18/24.10.2016 r.- no ,ITPO OAPMALIHS» EQO/,
3a oepupanuTe IEKAPCTBEHMU MPOJYKTH B CACANUTE HOMEHKNATYpu o1 obocobena rosunms Nel,
Hom. NeNe 279 n 365,

XIVS8. C nucmo ¢ m3x. NeQ1-00-883-19/24,10.2016 r.- po ,,COIAOMEHA» EOQOM, 3a
odeprpanns nexapcTBeH npoiyxT B obocobena nosuumsa Nel, Hom, Ne296.

B ropnure nucma Ge onpegencH S5-JHEBCH CPOK OTF NOJyuaBaHE Ha KWCKaHETO, 3a
riojrydasase Ha 000CHOBKHTE.

XV. ObocHoskure 110 T. XIV 33 npeanoKeHUTe OT YUACTHHLMTE LeHH 0sXa Npe/icTaBeHu
B CPOK, & MMEHHO:

XV.l. ,MEJO®OAPMA» EOOJl — nucmo ¢ Bx. Ne 01-00-883-20/25.10.2016 r.,
Komucusta npuema o0OCHOBKaTa, Thi KaTo B Hed 32 odepHMpaHHTe NEKapCTBEHH NPOAYKTH B
obocobena nosuuus Nol, nom. NoNe26, 27, 63, 118, 279, 372, 373 u 386, ¢ NOCOUYCHO CHHO OT
obcrosrencreara no wn. 72, an2, T.2 ot 30Il, a WMEHHO: HaNMuUHEe HA M3KITIOYUTENHO
ONaronpusTHY YCJIOBHA 332 YYACTHMKA 32 NPEAOCTABAHETO HA JIEKAPCTBEHWTE TPOAYKTH —
YYaCTHUKLT odepupa MemuxaMmentH ciuuHcerseno Ha npoussoautens , MEDOCHEMIE LTD-
CYPRUS®, B kauecTBOTO MY Ha EMHCTREH HEroR BHoOcUTeN 3a brarapus u 100 % cobcTreHocT Ha
TO3H IPOU3BOAUTEN; 1TPE/IAra HEHH, ChoOpa3eHH C PErHCTPUPaHUTE NPE/IeIHU HEHW ¢ HalLIeHKa 34
TE v axktyanuute UeHH To crmcbka Ha M3 u H30K, xakto M ¢be 3arpyiHeHoTo GUHAHCOBO
CBLCTOAHME Ha TIOBE4ETO OOJIHULM B CTpaHaTa.

XV2 ,PbOHUKC ®APMA» EOOJ - nucmo ¢ Bx. Ne 01-00-883-27/27.10.2016 r.,
Komucusta npuema o00OCHOBKaTa, ThH KATO B Hesl 38 O(EPUPAHHTE JIEKAPCTBEHM TIPOJYKTH B
obocobena nosunnsa Nel, nom. NeNe 26, 27, 39, 47, 48, 49, 62, 63, 162, 215, 267, 280, 288, 296,
327, 349, 372, 373, 394, 395, 452, 453, 454 1 462, € 0COYEHO E/IHO OT 0OCTOATENCTBATA 110 HJI.



72, an.2, 1.2 or 30F1, a UMeHHO: HaMYUe HA WIKTIOUMTENHO BJIaronpUs THY YCIOBHA 38 YHacTHHKaA
38 NPEAOCTABAHETO HA JNCKAPCTBEHUTE MPOJYKTH, M3pa3aBallyd CC B CICAHOTO. HaAHYME Ha
JUbNTOTPARHK THPIOBCKKA OTHOHIEHUS W IOFOBOPEHH CTIeLHaHM ThPrOBCKH YCIIOBHS, CHEUMATHO 34
OOLICCTBEHHTE NOPBUKHK 38 JISKAPCTBEHH NIPOJIYKTH ¢ feuebnuTe 3aBe/ienus 3a D0IHHYNa NOMOL, ¢
HETOBHMTE KOHTPAreHTH — MPOM3BOJMTEIN Ha JEKapCTBECHH ITPOLYKTH;

XV3. ,CODAPMA TPEHAUHI» AJd — mucMo ¢ Bx. Ne 01-00-883-24/26.10.2016 r.,
Komucusra rippemMa 060CHOBKATa, Thil KaTo B Hes 3a odiepupanurte jEKapcTBEHM NPOAYKTH B
CAEAHMTE HOMEHKIATYpH OT choTBeTHHTE 0bocobey nosuiun: obocodena nozuuus Nel, Hom.
NoNe26, 27, 39, 48, 49, 62, 63, 71, 267, 325, 365 u 373, u obocobena nozuuus Nell, Hom.Ne7, e
NnocoYyeHo efHo or obcrosTencTeara no uin. 72, an2, 1.2 or 3011, a vmenHO: Hannwuue Ha
M3KIHOUMTEAHO ONaronpusTHH YCIOBMA 33 YYACTHHMK2 3a MPEJOCTaBAHCTO Ha NCKAPCTBEHMTE
NpOAYKTH, M3pazsipailli ce B clefHoro: npeanarane Ha odepran uewu 3a YMBAIJL «Csera
Exatepuna» EAJl, ¢opmupanu Ha Gazata Ha AOrOBOPEHM TBLPrOBCKM YCIOBMA 10 CIUNOYEHH
JAOTOBOPH MEXKJY NPOU3BOAMTENHM, JOCTABUMUM W YUACTHHKA; TOJUILDKAHE HA JbJIFOrOAHIIHH
TBPTOBCKH B3aHMOTHOWICHUA CLC CLOTRETHHUTE NPOM3BOAMTEN; NON3BaHE Ha npedepenlanty
LEHH OT CTpaHa Ha YYACTHHKA, KATO OCHOBEH TECXEH AUCTPUOYTOp, KAKTO M MONY4YdABAHE Ha
MIOTIOYHTENTHO BAaronpUsTHH THPIOBCKH YCIIOBUA.

XVd4. ,CTUHI» Al ~ nucmo ¢ Bx. No 01-00-883-26/27.10.2016 r., Komucusta npuema
06OCHOBKATA, Th KATO B Hes 3a oepupaHuTe JISKApCTBEHU NPOAYKTH B 060cobena nosuuna Nel,
HoM. NeNeG3, 349, 394, 452, 453, 454 u 462, ¢ (10COUCHO €AHO OT 0OCTOATENCTRATA 110 4. 72,
an.2, 1.2 or 3011, a MeHHO: HATHYKE HA M3KTOUMTENHO DIaronpuaTHH YCJIOBYA 3a YUacTHHKA 34
NPEAOCTABTHETO Ha JCKAPCTREHUTE MPOJIYKTH, HPEIOCTABEHH OT NPHTEIKATEINTE HA paspetieHnsTa
3a ynorpeba- EGIS Pharmaceuticals PLS, Vurapus; AJIKAJIOW]] EOOJ u Gedeon Richter Plc.,
YHrapus.

XVS. ,MEJEKC» OO/I - nucMo ¢ Bx. Ne 01-00-883-23/25.10.2016 r.:

XV.5.1. KomucusTta npuema 060CHOBKaTa, Thil KaTo B Hed 3a of)epupaHMTe NEKapCTBERU
NPOJAYKTH B ClleJIHUTE HOMEeHKnaTypH 0T obocobena nosuuus Nel, nom. NeNeod, 71, 118, 169,
280, 324, 325 u 365, e nocoueHo eano ot obcrosrencreara no wi. 72, an.2, 1.2 or 3011, a
MMEHHO: HANMUME HA H3KIIOYUTENIHO GJ1aronpHUsTHH YCIIOBUMS 3a YUACTHHKa 34 MPEJOCTABAHETO HA
JNIEKAPCTBEHUTE TIPOJIYKTH — NPEJUIAraHe Ha LeHH, ChoOPa3eHHM ¢ ThPrOBCKUTE YCIOBHS W OTCTBIIKY,
KOWTO YYacTHHKA [10Jiy4aBa OT HEroBHTE NapTHLOPH NPH 3aiBIBAHC HA CBHINACyBaHM WMIH
JNOTOBOPEHH KOAMYECTBA; JOFOBAPSIHE Ha 110-0arolpusTii YCIOBUA 38 YUaCTHHKA KATO ThProBeil
Ha eaApo ¢ INPOW3BOAMTENIMTE M/MIM TeXHM TPEACTABHTENM, pasfnoyiaraHe ¢ TojieMH 110 10wl
JIMUEH3HPANH CIJIAJIOBY TIOMELICHNUS, TI03B0NARAIIO 3adBABAHETO W NOAKBPHKAHETO HA CKIajg Ha
FOJEMH KONMYECTBA JCKAPCTBEHM MPOJAYKTH, CBHILO BOACILO N0 CHINIacyBaHe ¥ Ha JOITHIIHUTEIHU
OTCTBIIKM OT LIEHATE Ha JIEKAPCTBATA; NPSANArane Ha HeHH cboOpa3eny 1 C PEruCTpUpalt LCHH 3a
THPrOBEL] Ha epo, BANMAHK KbM JIaTaTa Ha rnojaBaHe Ha odeprara n nybaukysaHy Ha caita Ha M3,

XV.5.2.1. B KOCTO MPeACTABASRALIMS YvacTHMKa, uHopMmupa Komucusra 3a CHEAHOTO
06CTOATENCTRO, MO OTHOIEHHe Ha obocobena nosuuus Nel, Hom. Ne214: ye nopaau NpoMEHeHU
THPIOBCKM YCNOBUS Ha NPOM3BORMTENS ¥ HANAraHETO HA TPOMEHH B KANKyJNMPAHCTO Ha HIKOM OT
HEHWTE, HAMA BE3MOMKHOCT Jia OTBEPAN OdepupanaTa OT Y4aCTHHKA LEHa 110 Ta3H HOMEHKRaTypa 1
4e OTHMCAHOTO OOCTOATEACTRO € Bh3HUKHANO cilejl noaasane Ha odepTaTa OT yuacTHHKa B oDaBeHaTa
NPOHEAYPa, 1 ciiejl 0TBapsHe Ha uenosuTe odepTH. C Oraes Ha U3I0KEHOTO CIICABA, YE¢ YUACTHUKDT
HAMA LIEHOBO lpejioskende no obocobena mosunus Nel, someHknmartypa Ne2l4, 3a koato
HOMEHKIATYpa 0)epTaTa ¥ TEXHHYECKOTO NPEANOKEHHE Ha YYaCTHYKA ca OMAK PasriielaHn oT
Komucusra.

XV.5.2.2. Bbs ocroBa Ha nocovenyre gakri B T. XV.5.2.1., Komucusra npeasara aa ne 0nae
pasTIeACIAHa ¥ OLICHABRANA O KPUTEPUs — “Hali-Hucka oblua ieHa N0 HOMEHKNAaTypa, B jeBa, be3
JUIC”, nom. Ne214 or obocobena nosnums Nel, ot odepraTta Ha yuactruka “MEJEKC* OO/, rp.



Codmsa, pation Mnagocr, k. 'opyonane, yn. ,,Camoxorcko moce™ Ne2Ji, TI] ,bouna®, er.5, ¢
oepta ¢ Bx.Nel13/15.08.2016 r., Ha ocHosanue 4. 107, 1.2, 6. .a" or 30IT:

Momueu:

Y4acTHHKBT HAMa LIEHORO mpeanoxkeHue no obocodena nosunma Nel, Homenknarypa
No214, 3a xosTo HoMmeHatypa odeprata ¥ TEXHUUYECKOTO TNPEAIoKeHHe Ha YUACTHUKA ca Ouin
pazrinenand oT Komucusata. C rmemo ¢ sx. Ne 01-00-883-23/25.10.2016 r., npeacraBassauius
yuacTHHKE, WHdopmupa KoMucusaTa 3a CReHOTO OBCTOATENCTRBO, N0 OTHOIIEHHE Ha obocobeHa
nozunuus Nel, wom. Ne2l4: ye nopaau npoMeHEHM TBProBCKW YCIOBUSL Ha IIPOM3BOAMTENd W
HanaraHeTo Ha MPOMEHU B KANKYJIMPAHETO Ha HAKOM OT LICHMTE, HAMA Bb3MOKHOCT Ja NOTBbPAM
oepupanaTa OT yYyacTHHKA [EHA MO Ta3M HOMEHKIATYPa W Y€ OfIMCaHOTO OOCTOMTENCTBO €
BB3HMKHATIO CNEj NoaBate Ha ofepTaTa OT yuaCTHUKa B 0DsBEHATa POLEAYPa, ¥ Ciejl OTBapaHe
Ha LIEHOBHUTE OghepTH.

XV.6. ,,THbPTOBCKA JIUI'A HAHMNOHAJIEH AIITEYEH BEHTBHP» A/l — nnemo ¢
BX. No 01-00-883-28/28.10.2016 r., Komucusra npuema obocHOBKaTa, Tbil KaTo B Hed 3a
o()epHpaHHTE JICKAPCTBEHU FIPOAYKTH B CACAHHTE HOMeHKnarypu or obocobena noszuums Nel,
Hom. NeNeT1, 251, 293, 294, 386, 452 u 454, ¢ nocoueo eHo 0T 00CTeATENCTRATA 110 i, 72,
an.2, 1.2 ot 3011, a UMCHHO: HAIMYHUC HA U3KIIOUUTEIHO ONAaroNpHSTHH YCIOBHS 38 YYaCTHMKA 32
NpEeOCTABAHETO  HA  JIEKAPCTBEHUTE TNPOAYKTH, TMPEAOCTABEHH OT  [IPOM3BOAMTENSA -
«HAUKADAPMA BUCOKOKAYECTBEHHW JIEKAPCTBA» AJl, ¢ KOETO ApY/KECTBOTO MMa
JLATOTOAWIIHK JOIOBOPHK OTHOLICHMST M IIOJYYaBA THPrOBCKU OTCTBIKY M npedepeHuuu npu
JIOTOBOpAHE Ha NPEANOKEHHTE B NPOLIEAYpaTta LeHi;

Xv7. PO ®APMAIINSE» EQOJI — nuemo ¢ Bx. Ne 01-00-883-21/24.10.2016 r.,
Komucusara npuema obocHoBkara, THH KaTo B Hes 3a oepHUpaHHTe NeKapCTBEHH NPOLYKTH B
CNCAHUTE HOMEHKAATYpH OT obocobena nosuung Nel, a uMenio:

XV.7.1, nom, Ne279, e nocoyeno eano ot oberosrencreara no 4wi. 72, an.2, 1.2 or 3011, a
MMEHHO: HAJIMYHE Ha M3KIHOUMTENHO OaronpuaTHH YCIOBMS 38 YHaCTHMKA 3a NPEeAOCTaBIHETO Ha
JICKAPCTBEHUTE NMPOJAYKTH —TIPOAYKTLT ¢ BKIOYeH B [OZWTHBHUS NEKapcTBEH CIMCHK M HMa
YTBRBpJEHA HeHa Ha Thprosen Ha eapo 172,06 ne. ez JIJIC sza onakosxka or 10 ¢naxona;
NPe/IIOKEeHHTE HA YYACTHHKA THPrOBCKU YCJIOBHMA OT NPUTEXaTeNs Ha paszpellleHHeTo 3a ynortpeba
na JIIT- «Dpesernyc Kabu Boirapusy, 1agat gh3MOKHOCT Ha YUACTHHMKA J1a odepupa uena ot 71,46
a.. 6e3 JIJIC 3a onaxoska ot 10 ¢naxosa 3a nysxante sa YMBAIJI «Ceera Exarepuna» EAJL

XV.7.2. nHom. Ne365, e nocoueno efio or oberogarencreara no wi. 72, an.2, 7.2 or 3011, a
WUMEHHO! HallMyHe Ha M3KIOYUTEIHO ONarcnpHsTHH YCJIOBMA 3@ YYaCTHHKA 32 TIPEOCTaBIHEeTO Ha
JKapCTBEHUTE TNPOAYKTH —IpOAYKTHT € BKMoueH B 1JO3WTHBHMS jEKapcTBEH CIMCLK M MMa
YIBBpJIEHa 1leHa Ha Thprosel, Ha ejppo 41,00 ne. Gez JJJIC za onaxoska ot 5 ¢wnakona;
NPEINOKEHNTE Ha YYACTHHKE THPIOBCKM YCIIOBMS OT [PUTEKATENs HA pa3peileHHeTo 3a yrnoTpeda
Ha JI[1- «CLARIS LIFESCIENCE LIMITED», aaBaT Bh3MOKHOCT HA YYacTHHKa ja odeprpa 1eHa
or 7,73 ne. 6e3 JUIC 2a onakorxa o1 5 (hnakona 3a nyxaure Ha YMBAJl «Ceera Exarepuna» EAJT;

XV8. ,COIOMED» EOO/J — nucmo ¢ Bx. Ne 01-00-883-22/25.10.2016 r., Komucusara
npueMa obOOCHOBKATa, THil xaro B Hes 22 odepupaHHs AekapcTBeH NpoaykT B obocobexa
nozyipa Nel, Hom. No296, e nocoueno eano oF odctostencTeara no un. 72, an.2, r.2 or 3011, a
HWMEHHO: HAJIMUYUE HA M3KIKOUUTENHO OJIaronpUaTHH YCAOBUA 38 Y4aCTHHKA 3a NPEeJOCTaBRHETO Ha
NeKapCTRCHUTE TNPOAYKTH, XBLIDKAMM €& Ha IALATOTOAMIIHOTO DapTHLOPCTBO Ha YYacTHHKA ¢
NPOM3BOANTENIUTE U JOCTABYMLMTE HA IEKAPCTBEHHTE NPOJYKTH;

XVL1. Ha 26.10.2016 r. na daxca na ornen llazapau npoyuBaHus M JOCTaBKU" npu
YMBAJL ,,Crera Exarepuna® EAJL, 6e noayyeno nucMo oT yyactauka ,,MEJEKC® OO/, ¢ Bx.
NeQ1-00-883-25/26.10.2016 r. B monyyeHOTO MUCMO, NPEJICTABNABALINA YHACTHUKA YBEAOMBA
Komucusta 3a cneaHoto: ye nopaau NpoMaHa Ha THProBCKHTE YCJIOBMA Ha €IMHHA OT
NPOM3BOJMTENNTE, C YMMTO NPOAYKTH Y4YacTBa B TMpPOUEAYPATa, CE OKa3Ba HEBBLIMOXHO
SMEJIEKC® OOJ] na nponeaxn ydactuero cu ¢ odlepupanHute LeHH 110 nosuuus Nel, Hom.



NeNo172, 173, 307 u 308, v u3pa3zsea CBOETO ChIVIACHE, Ja HE YYACTRA B KJIACHPANCTO NO Te3H
HOMCHKNATYPH.

XVL2. Bz ocHora Ha nocoueHute (axty B T. XVL1., Komucusra npepjara na ve Objar
PAsTICHIAHY W OLCHARAHU 110 KpuTepus — “Hal-Hucka ofuia ueHa no HOMEHKNaTypa, B Nesa, Oe3
JJC”, nom. NeNel72, 173, 307 u 308 or obocobena mosuunsa Nel, oT odeprara Ha yuacTHHKA
“MEJEKC* OO/L, rp. Codms, paiton Munanocr, kB, Fopybnste, yi. ,,Camoxoseko woce™ Ne2JE
TL] ,.bouna“, er.5, ¢ odepra ¢ Bx.Ne13/15.08.2016 r., na ocuosanne 4i.107, 1.2, 6. ,,a* or 301

Momueu:

Fonyueno nucmo ¢ Bx. Ne01-00-883-25/26.10.2016 r. or ,MEJEKC" OO/, B koerto
npejcTaBisBalms yyacrnuika yseaomsasa Komucuara 3a cielHOTO: ue NOpaad NMpoMaHa Ha
THPrOBCKMTE YCIOBMS Ha €AMMMSA OT NPOM3BOAHTENRHUTE, € HMHTO NPOAYKTH Y4acTsa B
npoueaypara, ce okaspa HepbiMokHO ,,MEJIEKC® OOJl pa npoabipkd yyacTHETO ¢ ¢
odiepupannTe HeHW 1Mo nosuuua Nel, nom. NeNel72, 173, 307 u 308, n u3paziBa CROETO
ChIjiacye, Na He YYacTRa B KJIACUPAHETO FO TE3M HOMEHKIATYPH.

XVIL. Cwne 3anopen NePJI-25-163A/28.10.2016 r. Ha M3NBAHHTENHHA AMPEKTOp Ha
YMBAJl ,Ceera Exarepuna” EAJ], Ocine ymbmxeH cpoka 3a MpUKmOuBaHe paborara sa
KOMUCUATE, HAa3HaueHa cbe 3anoren No PI1-25-163/16.08.2016 r. Ha 3am. aupexrtopa 1o acyebuara
JeHHOCT  /ymbIHOMOIEHO  fWile, cbrnacHo  3anopen  NePJI-18-134/08.08.2016 r. na
H3NbIHKUTERHMs Anpektop Ha YMBAJL "Ceera Exarepuna” EAJY/, 1o 30.11.2016 r.

XVIII. Ha 01.11.2016 r., Ha ocHoanue yn. 58, an. 3 or [1I130711 na untepner agpeca Ha
Honuuuara B Jlpoduna na xynysaya™ Ha Buinoxwurens, 6e onosecteHo, ye Ha 04.11.2016 r. B
10:00 u.,, B 3ama Nol, paprepen erax wa YMBAJ] «Csera Exarepuna» EAJL, 6yn. «llenuo
Cnapeitkopy Ne52A, uie 6n.ae npopeaeH nyOnnue skpeduil 3a OnpeiensHe Ha M3NBAHUTEN MENLY
KJIACUPAHHUTE Ha IThPBO MACTO OEepTH 110 CIEAHMTE HOMEHKIIATYPH OT CchoTBeTHHTE 0bocobelin
NO3ULKK!

- Obocobena nosnuust Nel, nom. Ne84 - Ciclosporin oral solution 100 mg/mi - 50ml,, ce
npeanara B Ase ofeptH, a uMenno B odeprure Ha yyactHuuure: "ObOHUKC GPAPMA" EOON
n "COPAPMA TPEAJMHL AL

- O6ocobena nosuumusa Nel, nom. Nell6 — Dexkefoprofen solution for injection 50 mg/2
ml, ce npeanara B ape odeprTH, a uMeHHo B ofeprure Ha yuyactHuumre: "CTHHIAJL u
"CO®APMA TPEUIIMHI AJT;

- O6ocobena nozunust Nel, Hom. Nel79 — Ganciclovir powd. for sol.for inf. fl. 500mg, ce
npeanara B Aze odepTy, a MMeHHo B odepTuTe Ha yyacTHuumure: "ObOHUKC GAPMA™ EOOJ]
u "CODAPMA TPEWJTUHT" AJT;

- O6ocobena nosuunst Nell, nom. Nel18 — Citicoline solution for injection 1000 mg/4 ml,
ce mpennara B ape odept, a MMeHHO B odeprute Ha yvacrauuure: "OLOHUKC ®APMA™
EOOJ w "CODAPMA TPEUJIUHT" AJY;

C nmuemo ¢ m3x.Ne01-00-883-29/01.11.2016 r., KomucHara yBeAOMH YYacTHHUWTE B
npoueaypaTa, o e-mail uan dake, 3a AataTa M Uaca Ha NPOREXKIAHE Ha Kpebus, KaTo UM M3NIpaTh
Wi MpaRuiaTa 3a NpoReXAaHe Ha nybnuued xpeduit, npuern or Komucuara u obpasen Ha
“Jleknapanusa 3a Chbrlacue ¢ NpaBUIaTa 33 NPoBENAaHe Ha nydnudeH xpednii™.

XIX. Ha 04.11.2016 r. B 10:00 u. #a nyOnuunus xKpebOull, IpUCLCTRAxa W B3eXa yuacTHe
CE/IHUTE NULE, YIHTO oepTH O5Xa KINACHPaHH Ha IThPBO MACTO, 8 UMEHHO!

1. MUsana Xpucrosa INenvesa — ynwanomowen npeacrasuren Ha gpupma "CTHHIMAL
KOHTO ¢e aerntHMupa ¢ nwaHomormHo NeS07/15.08.2016 r. ot AnekcaHasp 3ApaBKOR -
wanbiHuTenel aupexrop Ha ,,CTHUHI AJT;

2. Tarsna Auapeesa [lacnap — yneanomowen npejcrasuren Ha dupma "CO®APMA
TPEHJUHI" AJl, koiito ce merutummupa ¢ per.Ne6612, Hot. 3apepeno na 15.12.2015 r. or
nHorapuyc Jodka Corupora, norapuyc B paiton P.C. Codusa, per. Ned00 na Horapuannara
Kamapa.



XX.1. Tlopaau HesBABZHETO Ha JIMLATA, KOMTO 110 3aKOH MNPEACTaBRABAT YYACTHHKELT
»OPBOHUKC GAPMA“EQO/ wan Ha yNbaHOMOLIEHW OT TAX JIMiA, KOWTO Jia y4acTBar oT
TAXHO MME B TIPOREkKAaHETO Ha 00AReHHMs nydsuued xpebuil na 04.11.2016 r. no ciaennure
HOMEHKJIATYPH OTF ¢hoTBeTHUTe 000cobenn nosuupn: obocobena mozmuua Nel, nom. NeNe84 u
179, u oGocobena nosnuus Nell, nom. Nel8 - nyOnuuen xkpeOuil no Te3W HOMEHKINATYPH HE
feile H3BBPIICH.

XX.2. C orsen na msnoxenoro 8 7. XX. 1. n va ocnopanue T.IL 1. oT npuetyre Ha 01.11.2016
r. ot KomucusaTa, HazndaucHa cue 3anmomen No PJI-25-163/16.08.2016 r. Ha 3aM. AMpexTopa nio
nevebHara JeHHOCT /YILIHOMONIEHO Nile, ChriacHo 3anosey NePJ1-18-134/08.08.2016 r. ua
u3IrbAHMTEN M Jpektop na YMBAJI "Ceera Exarepuna” EAJl/ 3a nposexpane Ha o0aseHara
Npoueaypa, Npaguia 3a Npopexgane Ha nyGauuer xpeduil 3a onpeaelaHe Ha U3ITbIHUTE MEWKY
KJacHpaHuTe Ha TbPBO MACTO odept, Ha ocHoBanke w158, ain.3 or 13011, Komucusra peinm:
OTCTpaHABA OT TO-HATATBLIIHO  ydyacTe B npouenypara  ydactHHkbsT ,,PBOHHUKC
GOAPMA“EQO/, rp. Codusa, nk. 1700, p-n ,,Cryaenteku’, yn. ,,Oxonospbeted nut™ No 199a,
¢ ofepra ¢ Bx. Ne 2/15.08.2016 r.,, 3a clieJHMTE HOMECHKIATYPH OT ChLOTBETHHTE 0B0COGEHM
No3uLUHU: obocobena nozuyus Nel, nom. NeNe84 u 179, u obocodena nosuyua Nell, nom. Nel§.

XXE Ha 04.11.2016 r. sa nybnuanms xkpebuit no Hom. Nel16 ot obocobena nosuuma Nel,
[IPUCLCTBAXA M B3EXA YHACTHE CHEAHMTE JTHLA, YnuTo odepTH OAxa KIacHpaHy Ha IhpBO MACTO, a
WMEHHO:

1. Mrana XpucTora ['eHuena — ynbanomonieH npeiacrasuren na ¢pupma "CTHHI™MAA,
KOHTO ce JleruruMupa ¢ nniHomolmuHo Ne507/15.08.2016 r. oT Anexcauasp 3ApaBKOB -
wapnaurenc aupexrop na ,,CTHURHI™ AJ;

2. Tarsua Angpeera [lacnap — ynwasomomed npejacrapuren Ha gupma "CODAPMA
TPEUJAHT" AJL, koiito ce nermrumupa ¢ per.Ne6612, nor. 3apepeno na 15.12.2015 r. oT
notapuyc Jhiodka Coruposa, norapuye B paiton P.C. Codmus, per. Ne400 na Horapuannara
Kamapa.

XXII. 3a pezyntatMte OT NPOBEXKIAHETO Ha nyOsinuuma sxpebuil no Hom. Nell6 or
obocobena nosmums Nel ce coherau w rojymca npotokon - Ilpunoxenne Ne2 kbM HacToAImMA
TIPOTOKOA, B KOWTO C€ BIHCAXAa Pe3yNTaTHTE OT NPOBEACHHMA JKpeOuil, KaTo Ha NBPBO M BTOPO MSCTO
no ebocobena nozuyua Nol, nomenxnamypa Nel16 ce nacupaxa ClAeHUTE YUaCTHULM ©

A/ ,CTHHI* AJ - knacupan na mbpBo MACTO;
b/ "COMAPMA TPEUANUHI" AJl - sacupaH Ha BTOPO MACTO.

XXIH. B usmbnsedde Ha mpckpanusTa Ha un.58, an. 1 ot [MTI3011, Komucusra uzpbpiuu
KracHpaHe Ha YYaCTHHHMTE, CchOOpazHO CTenedTa Ha CbLOTBETCTBMEC Ha odeprure ¢
npejBapuTeIHO 00ABeHUTE OT Bh3nokurena ycnosus.

XXIV. Odgeprure Ha jponycHarure y4acrHuuy 0fXa KAacHMpaHwyu CHOpPEeA KpuTepus 3a
BB3NAraHe— ,,Hai-HHUCKa o0lla lieHa 1o HOMEHKaarypa, B nesa, des JJIIC».

Ouenkure Ha ofeprure M KIGCHPAHETO HA YYaCTHMUMTE, YMUTO odepTH ca JONYCHATH 10
pasraekiaHe v ouensapame ca nocodenw B Ipuioscerue Ne3 — Quenka u Kiacupane Ha
VUACHHUNUME ¢ OONYCHAMU Ogepmil 30 HOMEHKAAMYpH Om 0bocobenu ROIUKUU KbM
JoKaana.

XXV. Bpz ocnosa Wa uznowenoro B 1. XXIV or Hacrosuma noxnan, Komwucusta
npeiara Ha Bu3noskurens ha uzjane petlenue 3a o0gBSBRaHE HAa KIACHPAHETO HA YUACTHHMLMTE,
cwraacko Hpunosicernue Xe3 — QueHka u Kiacupane Ha yHacmHuyume ¢ onycamu ofepmu
30 HOMEHKAQMYPU OM 060COBEHH NOUYUH KbM TO3Y JIOKNAJ, KATO OMPENETH 38 H3MTBIHHTEN Ha
10pBUKATa W CKJIIOYM JOTOBOP C KJacHpaHus Ha ABPBO MACTO YH4CTHHK 3a ChOTBETHATA
HOMEeHKnaTypa oT obocobena No3NLHA.

XXVI. KomucusTa yCTaHOBH, Ye 3@ HAKOM OT HOMEHKNaTypuTe oT obocobenure 11o3uumun
forucann B Hpunoscenue Xed xbm JlI0KNana/, He ¢ nojajieHa HUTO eHa odepra, B pesysTar Ha
xoero KoMucusTa npensara Ha Beanoxures Aa B3eMe PeLIeHHE 3a NPEKPaTIBaie Ha npouenypara



No TC3H HOMEHKJIATYPM OT CBOTBETHUTE ab0co0CHY NO3MIMK, Ha ocHosanme yin. 110, an.l, .1 or
3011

XXVIIL. Komucuara ycTaHORH, Ye 338 HAKOH OT HOMEHKJIIATYpHUTE OT 000CO0eHUTE HOIMUITAN
fonncany B Hpunoxnceriue Xe§ kbM J0KAaaa/, BcHKy oQEpPTH Be OTTOBAPAT HA YCJIOBUATA 3a
NPE/CTABAHE WM €A HENOAXOMIUIH, B pesyirar Ha xoeto Komucusita npeanara Ha Branoxurens
Jla B3GME PELICHHE 3a NPEKPATABAHE Ha TPOLCAYPATa 110 Te3d HOMCHKAATYPH OT CHLOTBCTHHUTE
obocobenu ng3uMK, Ha ocHoBanme yi. 110, an.1, 1.2 ot 3011

Ha & 741 2016 r., KoMucuama ripukimodn crosita paBora M Ha ocHoBaHme un. 60, an. 3 or
[T 1300, npejoctaBy HACTOAILMSE IOKIAM 38 YIRLPIKAABANC OT CTPpaHa Ha Bh3noxurens, 3aciHo ¢ 1smara
JOKYMEHT2LM 10 OTKpUTaTa POLETYpa.

Hpunoscenua:
Hpunoscerue No 1 — Ipomoxon na komucwsuna no wi. 54, an. 7 om HHTI3OH ¢ konemamayuu,
OMHOCHO HAAUNUCINO U PEOOGHOCHING HA HPedCageume OOKYMeHmu 3a nodbop;
Hpunoncenue Ne 2 - Hpomoxon sa pesymmamume om npogedenus nybauden acpebuti no:
obocobena nosuyus Nel, nonm. NeNe84, 116 1 179, u obocobena nosuyua Nell, nom. Nel8,
Hpunoncenue N3 — Oyenxa u knacupane wg ysacmuuyume ¢ QonycHamu oQepmu 3a
HOMEHKAGmMYpu 0m 060coberu nosuyui.
punosiceriue Ned — Homerwnamypu om 060cobenu nosuyuu no Koume npoyedypama ce upexpamssa,
ra ocrogare wi. 110, anl, m. I om 3011;
Lpunosicenue NS - Homenxnanypu om o6ocobein nosiapy RO Koumo npotedypama c¢ ApeKpamsisa,
na ocnosare wi. 110, an.l, m.2 om 3011,

*Jasmuyena nudopmanud Ha ocHoBaume Wi, 2 o1 33JLJ1 .



