IMMPOTOKOJI Ne 2

3a pasenexcoane u oyenka Ha opepmume 3a yuacmue e OmKpuma npoyedypa no peda na yi. 68 u ci. om
3axona 3a obwecmeenume nopvuxu (3011), 3a év3nazane na obuecmeena nopwvuxa, ¢ npeomem.
ITIEPHO/THYHO ITOBTAPAIIH CE AOCTABKH HA JTEKAPCTBEHH ITPOJYKTH” 34
HYKTHTE HA ,,CEAJI 110 OHKOJIOTHS” — EAJ, omxpuma ¢ Pewsenue No 3-332/19.] 0.152,

Huec, 22.12.2015 r., B 10:00 uaca B wyaca g 3acefiatenHara 3ana Ha VI-tu etax B crpamata ma CBAJI no
oHkonorus EAJI, rp. Codms, ya. , IInopauexo none” Ne 6, B m3nbiHeHue Ha 3anoBen Ne 3-368 ot 13.11.2015 . Ha
Wsnbnnutennns nupekrop, BB Bpb3Ka ¢ Pemenne N 3-332 or 19.10.2015r. 33 OTKpHBaHe Ha Npoueaypa 3a
Bb3/IaraHe Ha OOLUECTBEHAa MOpbuKa ¢ npeaMer — u300p Ha M3MBJIHHTEN Ha ropernioco4yeHus 0BekT, ce mnpopene
3aKpPHTO 3acelaHHe Ha KOMHCHSA B ChCTAB:

IIpeacenaren: Baus Hobpomuposa Bacunera-Kucrosa — YOPHCKOHCYNT, otaen . [1pasen u obwecTrern nopbyku”
Ynenose:

1. Kanunka I'eopruesa Cranega - MAarucTsp — apMaleBT, prkoBoguTeN Ha BomHnyna anTeka

2. Anekceii Annpees Jlemancku — MarucTep — papMauest, bonHMyHa anTeka

3. Qumutpuna I €opriuesa XpHcToBa - 3aMeCTHHK IJ1asen cyeroBoautes, Cekrop "®uHaHcOoBO cyeToBOgEH"

4. lseTomoba I'eopruesa Bacepa — FOPHCKOHCYIIT, oT/1en ., IlpaBeH u obmiecTBeHH MOPBYKH™

PesepBHu unenoBe:

1.Eprenus 1seranosa Mosesa — nomommumx — ¢apmanest, Bonnuuna anrexa

2. Anexcannep IMetkor Hensikos— MarucTep — apmauest, BonHnuna anTeka

3. Mapus HUnkosa eopruesa - cueToBoauTeN1, Cektop "®HHAHCOBO CYeTOBOEH"

4. Ceerocnas I'eoprues Crmpos — cuetoBomuTes, Cexrop "®uHancoBO cyeToBOREH"

5. n-p Buonetka Mapunoga Benkopa — Jlekap, MmeaunuHcka OHkonorus, Otaenenne "lHeren CTalHoHap"

Hopanu npucseTere Ha BoHuku PCOBHH HICHOBE, PE3CPBHHTE UJIEHOBE HE B3eXa YYacTHE B 3aceaHHATa Ha
KOMMCHSATA.

Ha ocnoBanue un. 68, an. 8 or 3011 70 BCHYKH YYaCTHHIM B HACTO41LATa npoueaypa, no akc u Ha
CIEKTPOHHHTE UM aJIpECH, ¢ mHeMo u3xX. Ne 10-00-515 or 14.12.2015 r., 6ewe uznparen Iporokon Ne 1, B koiito 6axa
ONHMCAaHH yCTAHOBEHHTE JIMIICH Ha NOKYMEHTH /WM HECHOTBETCTBUA C KpHTepuuTe 3a noabop wW/uiw IpyrH
HEPENOBHOCTH, BIJTIOUMTENHO (aKTHYECKH TPEellkH M Geme Mocoye CPOK 33 npejcTaBsHe HA NOMLIHHTETHHTE
AOKYMEHTH 5 (ner) paGoTHH nHM or NOJy4aBaHETO Ha MPOTOKOJA. YYacTHHUMTE ca nomyuyuns Ilpotokona na
14.12.2015 r.

B ykasauus or kommucumara cpox, OTIPENENIEH 3a TOy4aBaHe Ha NOKYMEHTHTE C YCTAHOBEHHTe JIMNCH Ha
AOKYMEHTH M/MJIH HECHOTBETCTBHS C KpUTEpHHTE 3a roaGop W/WaK npyru HEPEIOBHOCTH, BKJIFOYHTENHO (BaKTHYECKH
TPEILIKH, B 1€10BOACTBOTO Ha ,,CBAJI no onkonorus™ EAJl ca nocrenuny nonsauurenno H3HUCKAHHTE TOKYMEHTH OT
YYaCTHHLHTE:

»Menexc OOJI ¢ Bx. Ne10-00-1071/15.12.201 3r.;
»PronuKe @apma“ EOO/] ¢ Bx. Nel0-00-1086/21 12.2015r:;

Cnen wu3mpuiBaHe Ha TNpOBEPKA, € UeN YAOCTOBEpPsiBAHE CHOTBETCTBHETO Ha CpOKa Ha IIOCTBIIBAHE Ha
AOMBIHHTENHUTE JOKYMEHTH CbC CPOKA, CHIVIACHO Hpotokon Ne 1 u un. 68, an. 9 or 30I1, koMHcusTa KOHCTaTHpa, 4e
CBLIUTE Ca NPeICTABEHH B YKa3aHHA CPOK, TIOpajii KOETO KOMHCHATA PelliH, Ye CIeBa 1a 6bIaT B3eTH N0J| BHUMaHHe
[IPH TocNeIBalllaTa [IPOBEPKA 338 ChOTBETCTBHE C KPHTEpHHTE 3a NoA0Op, nocTaBeny ot Buanoskurens.

Crnen u3tuaneTo Ha cpoka u B3eTHTe PELICHHS, Ha OCHOBaHMe 4. 68, an. 10 or 3011 komucHsTa TIPHCTBITH
KbM PasrieklaHe Ha NOMBIHHTENHO MNpeACTABEHHTE AOKYMEHTH OTHOCHO CBOTBETCTBHETO HAa YYaCTHHIHTE o
KPHTepHHTE 3a noabop, noctaBenn oT Buanoxurens B AOKYMCHTALIHATA 33 y4acTHE H M3UCKBAHHATA Ha 3aKoHa 3a
ofLIeCTBeHHTE MOPBUKH, N0 P€/1a Ha TAXHOTO MOCTBIBaHE, KAKTO CJIE/IBA;

1. YuactHuk Ne 1: *MEJEKC”00/ no o6ocobena nosunua S, 8, 10, 17, 26, 37, 43 ot Texunueckara
cneunpuKanns.

C nonennenue Bx. Ne10-00-1071/ 15.12.2015r., yuacTHUKBT e NPEICTABKIl CIEAHOTO YTOYHEHUE, & HMEHHO
~ YH4aCTHHKBT HE MOXE 11a NPe/IOCTABH PasIHYEHO OT MOJAafeHOTO B ITbPBOHAYAIIHO NMOJafeHH MAKeT JOKYMEHTH 3a
0bocobena nozuums Ne26 ITbnHOMOIIHO oT »Cannos JUI” — TII 3a brnrapus u npasomous or tax 3a OCHIYpSBaHe
Ha KonuyecTBa H odiepHpaHe Ha LIEHH 3a CMETKa Ha YYacTHHKa B HACTOSLIATA NPOLEIypA.




Y4acCTHE, KaKTO M C HMNIEpPaTHBHHTE M3HCKBAaHHA Ha 4. 57, an. 2, 1. | ot 30I1, BbE BpB3Ka € it 56, an. 1 ot 3011, 3a
YCTaHOBsIBaHe Ha NIBIIHOTATA M CHOTBETCTBHETO Ha AOKYMCHTHTe 32 n1oa60p, chabpxamu ce B [k No 1 ot ochepruTe
Ha y4aCTHHUHTE M JOMbIHHTENHO NpeCTAReHUTe TaKHBa, n3nckanu ¢ Ilporokon Ne | or paboTarta Ha komucHATa ce
KOHCTaTHPA CIETHOTO:

B Ilpotokon Nel ot 14.12.2015r. KOMHCHsATa € KOHCTaTHpana 3a 060cobena nosuuma  Ne26, we npencrasen
AOKYMEHT, B Ko#ito ,,Canmos JJ["TTI, Ype3 CBOMTEe INpeacCTaBNABALIM ACKIApHpa CNEJIHOTO: Y€ YYaCTHHKBT
~MEJIEKC” OO/ uma »lPaBO OT CBOE MM€ H 3a CBOS CMeTKa 1a fIpe/inara LEHH Ha NPOIYKTHTE, KAaKTO H OT CBOE

€ MpHeNa, Ye YYacTHHKBT He e NIpeNcTaBUl H3HCKaHata B T.10.6 ot 00sBneHkETO, paszen II1.2.3 | Texuuyecku
BBE3MOXHOCTH” |, Jleknapauus ot [IpHTEKATeNs Ha paspelueHueTo 3a ynoTpeba Ha nekapcTBeHus NOPOJIYKT 3a
OCHTYpABaHe Ha HEOOXOMHMHTE KONHYECTRA 1 TIOTBbpXK/1aBaHe Ha Npe/Uiaranara Hena.”, C OrJIe]l Ha U3TIOKEHOTO Ha
OCHOBaHHE un. 68, an. 9 BLE Bpb3Ka ¢ . 68, an. 8 or 30IT, komucusTa € H3HCKa/la 0T YYaCTHUKBT “MEJIEKC"00]]
Aa TIPEICTABH CIeHATE NOKYMEHTH: 3a 060cobena nosuuus Ne26, , Jleknapauus or TIPUTEXaTeIs Ha paspeLIeHHeTo
32 ynotpeba Ha nekapcTBeHms MPOAYKT 32 OCHrypsiBaHe Ha HEOGXOIMMUTe KOJIM4€CTBA M NOTBBPKIABaHE Ha
NipeanaraHaTa 1eHa.”No onucaHus g AOKYMCHTALIMATA HauyHH. YYacTHHKBT He e NPeACTaBuN NONBAHMTENHO
H3HCcKBaHuTe ¢ [Iporokon Ne 1 LUHTHPaHH DOKYMEHTH.

CbraacHo usMcKBaHMaTa Ha AOKyMeHTauuaTa, pasaen IV Ilonroroeka na ogeprata”, 1. 10.6., KaKTO H Ha
10.6 or obsenenmero, paznen I11.2.3 | TexHuuecku BE3MOMKHOCTH y4aCTHHLMTE CriefiBa na npeacraesr , Jexnapayus

AOKYMEHTALIHATA € NOCTABEHO TOACHEHHE, ye YHaCTHHKBT MOKe J1a MpeacTaBu AOKYMCHTHTE, mocoueny B 1.10.5 g
.10.6, KakTo oT NpoMsBOAUTETHTE Ha JIEKAPCTBEHUTE NPOAYKTH, TAKA H OT YU'bJIHOMOINEHHTE NPeACTABHTE M
Ha ¢upMHTe npon3BoaMTE N, NIPHTEKATEIH HAa pa3pemIeHHeTO 3a ynorpe6a Ha JekapcrBeHnTe npoaykra. B
CIy4a#, 4e YYaCTHHKLT e YOB/IHOMOIIEH OT ynbjHOMOmIEH lpeacraBuTen Ha ¢upmara HNPOH3BOAHTE.T,
HNpHTeXaTe/l HA pa3pemieHHeTO 3a ynorpe6a na nexkapcrBeRus IPOAYKT, To Toii cnenBa na npexcrasu
AOKYMEHT OT KOHTO e BHAHO, ue YIbTHOMOMIMTEJIAT € ymbJIHOMOMIEH NpeacTaBuTeNl Ha (upmara
POH3BOAHTE.T, NPHTeXATeJl HA Pa3peLIeHHETO 3a Ynorpeba Ha nekapcTBenns NpOayKT.

YYyacTHHKBT He e IPEACTABHI 32 00ocoGena mozmuus No26 AOKYMEHT OT KOHTO e BHIHO, ye
YOLJIHOMOIMTENMAT € yNbJHOMOMEH NpeacTaBHTel Ha ¢upmara TPOH3BOAHTE/], NpHTekRATEN Ha
PA3PELICHHETO 32 yNOTpe6a HA JleKapcTBeHHs HOpPOaYKT.

C ornen nunceamure AOKYMEHTH Ha OCHOBaHHE 4. 69, an. 1, T. 1uTt 3ot 30I1, koMucusaTa npejiara
y4acTHUKeT “MEJEKC”O0/I na 65 1e OTCTpaHEeH OT npoueaypara no o6ocobena no3uuus Ne 26,

2. Vuacthuk Ne 2: “ObOHHKC PAPMA”EOQO/ no obocobena no3unus 3, 4, 5,6,7,8,9, 10, 11, 12, 13,

14, 15, 16, 17, 18, 19, 20, 21, 22, 23, 24 25, 26, 27, 28, 29, 30, 32, 33, 34, 35, 36, 39, 43, 44, 46 or
—-'—'_-‘———1—-—_7___]_3__,___,_
Texunueckara cneuudukanus.

C nonsirenne Bx. No10-00-1 086/21.12.2015r. yyacTHHKET e NPEeACTABHI:

- CnMcsk Ha o6ocoGennTe TMOSULIMH, 32 KOHTO € NpeCTaBeHa rapaHIs 3a y4acTHe;

- Mexnapauus 3a yyactuero uu HEYYACTHETO Ha NOAM3NBIHUTEIH 1O un.56,an.1,1.8 or 3017 o O6pazen B,
noanucana or Becenun Benwukos Kynes u HOnman Artanacos Henenues — ynpasurenn ua “®bOHUKC
PAPMA”EOO;

- Mexnapauus 3a nunca ua obcroaTencTrara no w1.8,an.8,1.2 or or 3011 no O6pazeu E, noanucana or
Becenun Bennukos Kyner u FOnuan Artanacos Hepemuep — ynpasurenu Ha “ObOHUKC DPAPMA”EOOQ/;

AACHCTBUTENHH COBGCTBEHHLH, MOIbIHEHA ChrinacHo obpasew — M, nonnucana ot Becenmn Benuukos Kynes
H KOnuan Atanacor Henenyes — ynpaeutenn Ha “OBOHUKC (DAPMA”EOO,H;

- Oropusauvionso nucmo ot Ligetan Kones — B kauectroto My Ha YI'BJIHOMOUIEH NPEeACTABHTE] Ha bupma
@apmaueBTHYEH 3aBoj »MonTaBuT -ABCTpHS, Twproecko npencraeurencreo PerryGnuka byarapus,



BIIHCaHO B Tproeckus PErucTbp Ha bearapeka TBPrOBCKO-NPOMHIIIEHA NanaTa 060co6eHu nosuiumu Ne23
H 24 or TexHuyeckara cneuHdukanms — OPHI'MHAJI;

- Jexnapauus or Llgeran Koner — B Ka4eCTBOTO My Ha YHBJIHOMOLIEH NpeAcTaBuTeN  Ha dupMma
DdapmaneBTHyeH 3aBOJ ,,MOHTaBHT”—ABCTpHa, Tvproscko npeacTaBuTencTBo B Peny6nuka Bvnrapus,
BOHCaHO B Thproeckus perucTep Ha bBbarapcka TbProBCKO-TIDOMHIILJIEHA MajiaTa 33 rapaHTHpaHe Ha
KOJIHHECTBATa H NPEUIOKEHHTE 1IEHH OT yyactHuka “O@bOHUKC ®APMA”EOQO]] - OpHMIHHAI;

- Paspeuenue 3a ynotpeba Ha nekapcTpeH nponykTNell-16882/28.02.2012r. — Karasken ¢ JHIOKaHH — KoIHe,
3aBepeHo ,,Bspuo ¢ OpHMIUHana”™;

- Ceprudukar Ne2216/18.05.2015r. ot Teprosckus PerucTbp Ha buarapcka TBPrOBCKO-NPOMMILICHA TIa/1aTa
34 YIOCTOBEpsiBaHE, Y€ THPIOCKO NPeaCTABUTENICTRO ¢ HauMeHoBaHHe QapmaneBTHYeH 3aB0a , MOHTaBUT -
ABCTPMS € BNHCAHO B eNHMHHHS THPTOBCKH perHcTsp Ha Bwirapcka TBPTOBCKO-NPOMHIILIEHA NA71aTa MOA
Ne0000047765 ¢ pewenne or 15.1 1.1999r. 1 ca nocouenn H3PHYHO NPECTABUTE/THTE 10 MbIHOMOIIHS B
Peny6nuka Brirapus — HOTapHAJIHH 3aBEPEHO KOIHE;

- Yaocrosepenue ot Becenun I eoprues JlyMaHOB, B KauecTOBOTO MY Ha YIOBIHOMOLIEH TPEICTABHTET Ha
$apmanesTHUHA ¢upma ,Bepnun —Xemu AL ”, 3a OTOpH3HpaHe Ha “®bOHUKC ®APMA”EOQO]] 3a
C/IEHHATE JIEKAPCTBEHH MNPOAYKTH C MEXIAYHAPONHH HENaTeHTHH HAMMEHOBAHHS — Torasemide;
Dexketoprofen; Bemiparin — OPHI'MHAJ;

- Mexnapauus or or Becenun I €oprueB JlymMaHOB, B Ka4ecTOBOTO My Ha YIBTHOMOLIEH NpPEACTaBHTE Ha
papmauerTHYHa ¢upma ,Bepiun -Xemu AT ”, 3a OCHI'ypsBaHe Ha HeOOXOMMHTE KONMYecTBa OT
yuactHuka “©ObOHUKC ®APMA”EOOQ]] - OPHI'HHAI,

- Cepruduxar Ne 2134/ 14.05.2015r. or Twprosckus PerucTbp Ha Bwirapcka ThProBCKO-NPOMHILITEHA
flajlaTa 3a ynOCTOBepsiBaHe, Ye THProcko TPEACTABHTE/ICTBO C HauMMeHoBanMe BEPJIMH XEMH AT e
BIIHCAHO B e€JMHHHA TBPrOBCKM PerucTep Ha Bwarapcka TBPTOBCKO-TIPOMHLIEHA MNanata moj

Ne0000047872 ¢ pewenne or 08.07.1992 r. u ca nocoyenu H3PpHIHO MPENCTABHTEIHTE 1O MHIHOMOIIAS B

Peny6nuka Brarapus — HOTapHaITHH 3aBEPEHO KOMHE;

- Paspewenne 3a ynorpeba Ha JsiekapcTBen npoaykr Nell-1706/13.03.2008 r. — Torasemide, xomue,
3aBepeHo ,,Bsipno ¢ OpHruHana™;

- Paspemenue 3a YNoTpeba Ha nekapcTeeH npoaykt Nell-11713/11.01.2011 r, — Dexketoprofen, konwe,
3aBepeHo ,,Bspho ¢ OpHIUHaa™;

- Pazpemenne 3a ynorpeba Ha nekapcren npoaykr Nell-15275/12.10.2011 r. — Bemiparin, konue,

3aBepeHo ,,Bspuo ¢ OpHruHana”;
- Ortopusaunonno nmemo Ne247/30.10.2015r. or Twproscko npencrasurencreo ma »TAKEJIA” ITMBX,

bbarapus, npencrasaspano or Tonop Awnrenos Kecumos, za OTOpu3HpaHe Ha “@OLOHUKC
DPAPMA”EOO]T 3a cnemuust JIEKAPCTBEH TPOAYKT C MEXAYHaPOIHO HETIATEHTHO HaUMMEHOBaHHE —
Suxamethonuim — opurunan;

- Pa3spemenue 3a ynotpeba Ha nekapcTeeH npomyxr Nell-0971/01.11.2007 r. — Suxamethonuim, konue,
3aBepeHo ,,Bspho ¢ OpHrHHana™;

- ITennomowro ot I'. Mon-Bockamn T M6x u Ko. KT, 3a O0TOpH3MpaHe Ha “ObOHUKC DAPMA”EOOQ/] 3a
CJACNHUTE JICKAPCTBEHH NPOAYKTH - Hurponan; Hurponunryan; I'enoMupron; I'enoMupron gopre;
I'enoCutun - Hotaphanuu 3aBEPEHO KOMMeE;

- Paspeuenue 3a ynotpeba Ha nekapcTen npoaykr Nell-17941/17.05.2012 r. — Hutponan aksac, konme,
3aBepeHo ,,BapHo ¢ OpMruHana’;

- OtopusaunonHo nmcMo ot 06.11.2015r. or ET ,®enuxc Menauka — Acs ITonoea™ 3a OTOpH3MpaHe Ha
“®bOHHKC DAPMA”EOQQ/] 3a ICKAPCTBEHHTE MPOIYKTH, IPOM3BOACTBO Ha Admeda Arzmitte] GmbH,
Germany — Jlo6ytamun Aamena.

- Hexnapauma or Aca Tawesa Honoga, B kauectsoto i Ha ynpasuten Ha ET ,Qenukc Meamka — Acg
[lonosa”, B kauectBoTO i Ha YIOBJIHOMOWIEH MpPeICTARHTENl Ha TIpHTEXaTe/ls Ha pa3pelMTeNnHOTO 3a
ynorpeba Ha nekapcTBeHHs nponykr JloGytamun Aamena za FapaHTHpaHe Ha KOJMYeCTBaTa M
NPEIUIOKEHHTE LEHH OT yyacTHHKa “ObOHUKC ®APMA”EOO/] - OpHUTHHaJ;

- IIsaHomMomHo ot A-p Jlyarep I'poce Buxtpyn, B xauectsoro cu Ha Ynpaenssain JAHPEKTOp Ha AnMena
ApunaiimMuren I'M6X, T'epmanus 3a YbIHOMOWaBaHe Ha a-p Acs Tawmepa Ilonoea, B kavecTrOTO ii Ha
ynpaeuren Ha ET ,@ennkc mennka — Acs IMonoga” 33 OMpelie/IiHe HAa THPrOBLM HA €IPO, KOMTO e
PaslpOCTpaHsBaT 10rOBOPEHHTE IEKAPCTBEHH NPOAYKTH M 11a NMOAMHCBA IMbJTHOMOIIHH.

- Paspemenne 3a ynorpe6a na JIEKapcTBen npoaykr Nell-2826/18.08.2008 r. — Hobyramun Anmena, KoTue,
3aBEPEHO ,.BapHo ¢ opurunana”;

ITpy uzBBpIIeHaTA fopuauyecka, GuHaHCOBa M TeXHHYecka TIpOBEpPKa OT CTpaHa Ha KOMHCHATA, C oriern
W3HCKBaHMATa Ha Bw3noxurens, nocoueuu g Ob6sBnennero 3a o6wecreenara TOPBYKA W B JOKYMEHTALMATA 3a
YHacTHe, KaKTO U C HMIIEPaTHBHHTE H3HCKBaHWA Ha 4i. 57, an. 2, 1. 1 ot 30I1, BBB BPB3Ka ¢ wi. 56, an. 1 or 3011, 3a
YCTAHOBSBaHE Ha MBJIHOTATA M CHOTBETCTRHETO Ha IOKYMEHTHTe 3a 1oa6op, ChabpKaluu ce B [Tnux Ne 1 or oteprHTe



Ha YYaCTHHLHTE H AOIBIHHUTEITHO npenacraBeHyuTe TaKHuBa, H3UCKAaHH ¢ HpOTOKOJ’I Ne | or pa60TaTa Ha KOMMUCHATA ce

KOHCTaTHPa ClIEQHOTO:
YuacTHUKBT He e IPEACTABMI NONBIHHTENHO M3HCKBAHHTE ¢ IIpotokon Ne | NOKYMEHTH 3a oGocobeHa

no3HuHd Ne 3, a umenno:

- Hexnapayus om npumeoicamens _na _paspewenuemo 3a YAOmpeba na iexapcmeenus npodykm 3a
ocueypssane Ha HeobX0dumume konuvecmea U_Romevpoicoasane Ha npediazanama yena.” ,ChraacHo
W3HCKBAaHETO Ha 00sBIEeHHeTO, paznen II1.2.3 | Texuumuecku BB3MOXKHOCTH”, T. 10.6. M Mo onMcanus s

Y4aCTHHKA, CbriacHo un.51 or 30I1, a umenHo cwbruacho H3HCKBAHETO Ha 00ABIEHHETO, pasnen I11.2.3
»» TEXHHYECKH BB3IMOXKHOCTH T. 9.6.: ., Vuacmuuxem ¢ npoyedypama oa mosxce da ocu2ypu HeobxoouMume
Koruvecmea om ogepupanume Nexapcmeenu npodykmu om npouseoOumenume/npumexcamenume ng
paspewiumennomo 3a ynompeba u oa ne npomena ogepupanume eounuyny Hernu.”

C orsex imnceammuTe Hoxymenru, Ha ocHoBanme . 69. an. 1, 1. 1 n 1. 3 or 3011, xomucnsTa
OpEANAra y4acTHHKLT . PbroHAKC ®apma“ EQO/T na 0bae oTcTpanen or npoueaypara no o6ocobeHa TO3HIHSA
3

Y4YacTHHKBT He e NPEACTaBHI1 NONBIHHUTENHO M3UCKBAHUTE ¢ IMpotokon Ne 1 JOKYMEHTH 3a 0bocobena

nosuuksa Ne 4, a uMenHo:

- Slexnapayus _om npumescamens Hd paspewenuemo 3a ynompeba na REKAPCIMGEHUA _HPOOVKM 34
Ocucypasane Ha Heobxodumume komuvecmea i nomevpxcoasane na mnpednazanama yena.” ChrIacHo
M3HCKBAHETO Ha OOABIEHHETO, paznen II.2.3 | Texumueckn BR3MOXKHOCTH, T. 10.6. M no onucanus B
ACKyMEHTAUMATa HauWH. B npegmocrarenus AOKYMEHT B odeprata Ha y4yacTHMKa He e BITHCAHO
NOTBBPIKaBaHe Ha NPe/UIaraHaTa neHa u /Him OCHTYpsiBaHe HA2 HeOOXOMHMHTe KOJIMYecTBA, C KOETO He
€ /I0Ka3aHO HATHYHE Ha MHHMMAJIHHTE H3HCKBAHHS 38 TEXHHYECKH BB3IMOXKHOCTH M KBaJHU(HKalMs Ha
YHacCTHHKa, cwriacHo un.51 or 3011, a umenno ChIJacCHO M3HCKBAHETO HA obseienueTo, pasmen I11.2.3
» T€XHHYECKH BB3MOXKHOCTH™ T. 9.6, »Yuacmuuxem npoyedypama da moxce da ocuzypu Heobxooumume
Konuuecmea om ogepupanume Nlexapcmeenu npooykmu om npouseooumenume/npumexcamenume na
paspewiumennomo 3a ynompeba u oa ne npomensn ohepupanume edunuuny Henu.”

- Hoxymenm om xoiimo e B8UOHO, Ye YHBIHOMOWUMENAM e Ynvanomouen npedcmasumen nwa_dupmama
npouseodumen, npumexcamen na pazpewenueno 3a ynompeba na nexapcmeenus npodyim, B otepTara Ha
YHacTHWKa € npencraseHo ,,OTOPH3ALMOHHO MHCMO (opueunan wnu HOMApUaiHo 3aeepeno konue) ot
¢bupmara [IPOHU3BOJIMTEN, M3AA/IEHO HA HMETO Ha YYacTHHKa, y10CTOBEpsBALIO NpaBa 3a MpeICTaBHTENCTRO
H/WITH TBProBHs Ha TEPUTOPHATA Ha UAJIATA CTPAHA, ChIIACHO H3UCKBAaHETO Ha o0sBeHKeTO, pasnen I111.2.3
» TeXHHYecKH BB3MOKHOCTH”, T. 10.5. B HokymeHratmsra na BB3JIOXKHTENII M3PHYHO € MOCOYEHO ye:
sYuacmuuxem moxce oOa npeocmasu  dokymenmume nocoyveny 6 mi05 u ml0.6, xaxmo om

Qupmume npou3eo00umenu, npumedicamenu na paspeutenuemo sa ynompeba na rexapcmeenume HPOOYKmuU.
B cayuad, ue ywacmnuxevm e YRbIHOMOMWER om ynvanomowen npedcmaeumen na dupmama
npouseodumen, npumescamen na paipewenuemo 3a ynompeba na AEKAPCHBEHUA NPOOYKM, MO Mo
¢1edea oa mpedcmaeu OOKyMeHm om koiimo e 8UOHO, ye yYrvinomouwumenam e yrwinomouen
npedcmaeumen na Gupmama npouseodumen, npumescamen na paspelienuemo 3a ynompeba na
AAeKapcmeenun npodykm.” BUIaHO ot npeactaBeHoTO PaspelleHne 3a ynotpeba Ha nekapcTBeHus IIPOLIYKT,

YRvIHOMOWUMENAmM € ynbaHoOMOwen npedcmaeumen na pupmama npouseodumen, npumedscamen na

paspewienuemo 3a ynompeba na nexapcmeenun HpOOyKm.
C ornen gnnceammure JdoKyMeHTH, Ha OCHOBaHMe 9. 69, an. 1. 7. 1 u 1. 3 or 30I1, komHcHATA

Npennara y9acTHHKBT ,, DLOHHKC DPapma“ EOOI na 0be oTcTpanen ot nponenypara no obocoGena TMO3HIHA

Ne 4,

YyacTHHKBT He e mpeacrtasmn AOTIBIHHTENHO M3HCKBaHMTe ¢ IIpotokon Ne | NOKYMEHTH 3a 060cobena

no3uuus Ne 5, a uMeHHO:

- HUoxymenm om xoiimo e euomo, we VROIHOMOWUMENAM € YNbIHOMOWEH npedcmasumen wa_gupmama
npouseoOumen, _npumedcamen mHa paspeuienuemo 3a ynompeba na nexapcmeenus npooykm. B
JokymenTauusata Ha Bwanoxurens M3pUYHO € mocoveHo ue: ,,Vuacmuuxem momnce oa npedcmasu
Qokymenmume, nocovenu 6 m.10.5 u m. ] 0.6, xaxmo om npouseodumenume Ha nexapcmeenume npodyxmu,




paspewenuemo sa ynompeba na rexapemeenume npodykmu. B cayyaii, ye yuacmuuxkvm e ynvanomouwen
om ynvanomowen npeocmasumen na Pupmama npouseodumen, npumescamen ua paspewtenuemo 3q

Pharmaceutical Works Polfa SA. Ipencrasenure AOKYMEHTH B odepTarta Ha YHaCTHHKA, OTroBapsIlLH Ha
nocovenu ¢ m.10.5 u m10.6 or 00sB1€HHETO, pasfen II1.2.3 | Texuuuecku BB3MOMKHOCTH”, ca
npencraBeHn or “Saknamgm ¢apmanerTHYHe nondapma CA”. Cnex 00CHKIaHe KOMHCHsITA €THHOYLITHO
PelIH, Y€ yyacTHHKa ciemea ga NpEeACTaBH doKymenm om koiimo e 6UOHO, ue prvaHOMOWUmMenAm ¢
ynvinomowen npeocmasumen nq Qupmama npouszeodumen, npumexncamen na Paspemenuemo 3a

Ne S,

—_—

Yrompeba na nexapcmeenun HpOOyKm,
C_orsen JHICBALIHTE gogv_meﬂm, HAa OCHOBaHHe w., 6%, an. I, r.1ur 3 or 3011, komucusTa
npefiara Y4acTHAKLT 2 Phoauke Papma® EOO/I na 6nae OTCTPaHEH OT Ipoueaypara no o6ocobena NO3HIIHS

Y4acTHUKBT He e TPENICTABHII NOTIBAHMTENHO H3HCKBAHUTE o [potokon Ne 1 ZMOKYMEHTH 3a 060cobeHa

nosuuua Ne 11, a umenno:

CKNApayun _om__npumexcamens na aspewienuemo 3a_ynompeba na NEKAPCMBEHUs _npodykm 3a
Ocueypacane Ha HeobX0Oumume Konuiecmea u_nomswvpocoasane na npednazanama Yena.”, curiacHo
H3HCKBAaHETO Ha o0sBneHHeTO, paszen I1.2.3 | Texuuuecku BBE3MOXKHOCTH”, T. 10.6. ¥ mo ONKcCaHHs B
AOKyMEHTauMATa Ha4yuH. B odeprara na JACTHHKA He ¢ NPEACTABEH NOCOYeHHST OKYMEHT.
Omopuwsayuonno  nucmo (opucunan wnu HOmapuanio sasepeno xonue). CernacHo wusuckpanero na
obaBieHHeTO, paznen II.2.3 | Texumuecku BE3MOKHOCTH”, T. 10.5., YYACTHUKBT Cl€lBa lla npeacTaEu
»OTopH3anHoHHO MHCeMO (opurunan wan HOTapHAJIHO 3aBepeHo Konue) ot ¢upmara NPOH3BOAMTE,

TePHUTOpHUATA Ha LdaTa CTpaHa. B ,HOKYMGHT&L[HHT& Ha Bb3NOKHTENA H3pHYHO € [ocoYeHo 4e:

npouseooumen, npumexcamen na paspeuwenuemo sa ynompeba na Aexapemeenus npooyrr.” Juncea

HNPEACTABEH MOKYMEHT mo T1.10.5. OTODH33QHOHHO nHCMO (ODHFHHa.J'l HJIH HOTAPHAJIHO 3aBepeHO
KOHHE!.

3asepero om yyacmnuxa konue na eanuono paspewenve zq VHOmpeba na_nexapcmeenus HPOOVKIM &
cmpanama, uzdadeno no peda na XM unu no peda Ha Peznamenm /EQ/ No 726/20042.CeraacHo
H3UCKBAHETO Ha obaBneHuero, pasnen I11.2.3 | Texuuuecky BB3MOXKHOCTH™,T. 10.2 yyacTHHKBT e clienBano
Aa npencraeu: ,,3aBepeHo ot YHaCTHUKA KOMHE Ha BalMIHO paspeuienne 3a ynorpe6a na JIeKapCTBeHHs
NPOAYKT B CTpaHaTa, H34aJeHo no pena Ha 3JIITXM unu no pena Ha Pernament /EQ/ No 726/2004r. Taknp

Ne 11.

4OKYMEHT IHNCBA B odepTaTa Ha YJACTHHKA 33 00ocobenara HO3HIHSA,
C ornea nunceammuTte OKYMEHTH, Ha OCHOBaHHe 4. 69, a. L 1.1u7 3 o0r 30I1 KOMHCHSATA
Opeanara Y4YacTHHKLT »ProHAKC Papma® EOO/ na 6w1e OTCTPAHEH OT npoueaypara mo o6ocoGena HO3HIHSI

Y4acTHHKBT He e TIPEACTABHI IONBIHUTENHO M3HCKBAHMTE ¢ [Ipotokon Ne 1| MOKYMEHTH 3a 06ocobena

nosHuMA Ne 12, a umenHo:

=Lexnapayus _om lipumeoicamens _ua _paspewsenuemo 3q ynompeba_wua_aexapcmeenus HPOOYKIM _3a

ocuzypaeane Ha neobxodumume Konuvecmea u_ nomevpocoasane ng npednazanama Hena.”, CbriacHo
H3HCKBaHETO Ha 00ABIEeHHeTO, pasnen I11.2.3 | Texuuyeckn BE3MOKHOCTH”, T. 10.6. ¥ mo ONHCaHHUA B
AOKYMEHTalMATa HayuH. B odeprarta Ha YIACTHHKA He € NPeJCTABCH NOCOYERUST AOKYMEHT.

Omopusayuonno  nucmo (opuzunan _unu _nomapuammo 3asepeno konue). CrbriacHo H3HCKBaHETO Ha
obsenennero, pasaen I11.2.3 » | EXHHYECKH BBIMOXKHOCTH”, T. 10.5., yyacTHUKBT CJleBa a TNpENCTAaRH
»OTOopH3annoHRO nHemo (oparanan nam HOTapHaIHO 3aBepeno KONHe) oT ¢upmarta Npou3BOAMTEN,




OQOKYMenm om Kotimo e 6uowo, ye YHOIHOMOWUmMENAM € YNbIHOMOwen npedcmasumen na dupmama

npouseooumen, npumedcamen Ha paspeutenuemo 3a ynompeba na nexapcmeenus npooykt.” JlunmcBa
HpEACTABEH NOKYMEHT no 7.10.5. OropHsaumonno nucmo (OpArHHAJ HIH HOTAPHAJIHO 3aBepeHo
Konmue).

- 3asepeno om yuacmmuxa xonue na SAIUOHO _pazpeuienue 3a ynompeoa Ha_ jexapcmeenus npodykm
cmpanama, uzdadeno no peda na 3MIXM wiu no peda _na Peznamenm /EQ/ No 726/20042.Cbriacuo
U3UCKBAaHETO Ha 0OsBIIEHHETO, pasnen I11.2.3  Texuuuecku BB3MOXKHOCTH”,T. 10.2 y4acTHHKBT e clieBasio
Aa NpejcTaBH: ,,3aBEPEHO OT y4acCTHMKA KOIHE Ha BAJIMIHO paspelleHHe 3a ynotpeba Ha JIeKapCTBEHUSA
NPOIYKT B CTpaHaTa, U3aa/eHo 1o peaa Ha 3JIIXM wim no pena Ha Pernament /EO/ Ne 726/2004r. Takbs

OKYMEHT JIHIICBA B 0ePTATA HA YYACTHHKA 32 000co0eHaTa no3Hnua.

C orniea_nmncpamute JOKYMEHTH, HA OCHOBaHHe w.I. 69, an. 1, .1 uT. 3 o1 3011, komucusaTa
IpenIara Y4acTHHKLT ..PLOHHKC Papma“ EOO/J aa onae OTCTPaHEeH OT NpoUeaAYpaTa no 060cobena NO3HIHAS
Ne 12,

Y4acTHHKET He e npemcraBun AOIBJIHUTENHO M3HCKBaHHTe ¢ Tlpotokon Ne 1 MOKYMEHTH 3a obocobeHa
nosuuus Ne 13, a umenHo:

- Slexnapayus _om npumexcamens na paspewenuemo 3a_ynompeba Ha aexapcmeenus HPOOYKM _3a
OCU2YPAGAHE HA HeobXo0uMume Koauwvecmea u ROMEwpIICOasane Ha npediazanama yena.”, CBIraacHo
H3HCKBaHETO Ha obsBnenuero, pasmen I11.2.3 .- ] eXHHUYEeCKH BBE3MOXKHOCTH”, T. 10.6. M no omucanus B
AOKyMeHTauusATa HauH. B odepraTa Ha yuactHuka He e npe CTABEH MOCOYEHHAT JOKYMEHT.

- Omopusayuonno nucmo (opuzunan Wiu Homapuanno 3asepeno xonue). ChHriaacHo H3HCKBAHETO Ha
obsBnenuero, pasngen I11.2.3 » ] EXHHYECKH BB3MOXKHOCTH”, T. 10.5., yuacTHuUKBT ClelBa Aa npencrasu
»OTopH3auHonHO MHCEMO (opurnnan nam HOTApHAJIHO 3aBepeHO KomHe) OT (upMara MIPOH3BOINTE,
M3MIaIECHO Ha MMETO Ha Y4YacTHHKa, YAOCTOBEpSABALIO TpaBa 3a MpPeACTABHTEICTBO /Wi TBProBHsi Ha
TepuTopuaTa Ha usnara crpasa. B JlokyMeHTaimsTa Ha BB3TIOKHTENS M3PHYHO € TI0COYEHO ue:
~Yuacmuuxem moxce oa npeocmasu  Ookymenmume nocoueny g ml10.5 u m10.6, xaxmo om
npouzeooumenume na nexapcmeenume npooykmu, makxa u om YreaHoMOueHume npedcmasumenu Ha
Gupmume npouszeodumenu, npumedicameny na paspewenuemo 3a ynompe6a na leKapcmeenume npooykmu,
B caynai, ye yuacmuuxvem e YHNOIHOMOWEH OM YNbAHOMOWEH npedCcmasumen na dupmama npouseooumen,
npumedicamen Ha paspewienuemo 3a ynompeba na AeKapcmeenun npooykm, mo moi credea da npedcmasu
OOKyMeHm om Koiimo e euomo, ue YIeIHOMOWUmeEnam e ynoiHomowen npedcmasumen na dupmama
npoussooumen, npumedcamen Ha paspewienuemo sa ynompeba Ha iexapcmeenus npodykt.” JIuncea
npeacraBeH AOKYMeHT mo T1.10.5. OTopu3anHoHHO mHCcMO (OpMIHHAJI WM _HOTADHAJIHO 3aBepeHo
Komnme).

- 3asepeno om yuacmmuxa xonue na 6aANUONO_paspewsenue 3a ynompeba na JAEKAPCMBEHUS._NPOOVEN 6
cmpanama, uzdadeno no_peda na 3JMIXM wiu no peoa _na Pezramenm /EQ/ Ne 726/20042.Cbriacso
H3UCKBaHeTo Ha obaBnenuero, pasgen 111.2.3 .» T eXHHYECKH BBE3MOXHOCTH”,T. 10.2 yyacTHUKBT e cleBaio
Aa NpencTaBy: ,,3aBEPEHO OT YYACTHHKA KOMHE Ha BaIMIHO paspelnenue 3a ynorpeba Ha JIEKapCTBEHUs
NIPOAYKT B CTpaHaTa, H3aAeHo 1o peaa Ha 3JIMTXM wiu no pena Ha Pernament /EQ/ Ne 726/2004r. Takbp

ACKYMEHT JIHNCBA B 0epTaTa HA YUACTHHKA 32 0GocoGenaTa TO3HIMA,
L 1. 111 3 or 300, komucusita

C oryien samncBammuTe JOKYMEHTH, Ha ocHOBaHHe . 69, an. 5
IperIara yMacTHHKBT , Pbonuke Papma“ EOO/ na O6bae oTcTpaneH or npouenyparta mo obocobena NO3HIHSA
Ne 13.

YHaCTHUKBT HE € MpeicTaBHI JOMbIHHTENHO u3uckBanute ¢ Ilpotokon Ne 1 nmokymenTu 3a oGocoGena
nosuuus Ne 14, a umeHHo:

- Sexnapayus _om npumexcamens na paspeuieriuemo 3a_ ynompeba ua_aexapcmeenus HPOOYKm _3a
ocueypasane Ha HeobXooumume Koauyecmea u nomevpooasane na _npeonazanama yena.” CBIJIACHO
H3HCKBaHeTO Ha o0sBneHmero, pazaen 111.2.3 .. TexXHudecku BB3MOXKHOCTH”, T. 10.6. U no onucanus s
AOKyMEHTaUMATa HayuH. B npenocraesenus AOKYMEHT B odeprata Ha yuacTHMKa He e BIHCAHO
NOTBBP2K/1aBaHe Ha NpejaraHaTta HeHa H /Hin OCHTYpsiBaHe Ha HeOOXOAMMHTe KOJIHYECTBA, C KOETO He
€ JI0Ka3aHO HalH4yHe Ha MHMHHMMAJIHHTE W3UCKBAHMA 3a TEXHMYCCKH BB3MOXKHOCTH M KBaIM(HKALMS Ha
Y4acTHHKa, cbrnacHo 4i.51 or 3011, a UMeHHO cBracHo H3HCKBaHeTO Ha obsBieHuero, paszmen 111.2.3
» TeXHHYECKH BBIMOXKHOCTH™ T. 9.6.: . Vuacmuurom 6 npoyedypama oa moxce da ocuzypu Heobxooumume
koruuecmea om ogepupanume nexapcmsenu HPOOYKmMU Om npouseooumenume/npumexcamenume ua
paspewumennomo 3a ynompeba u 0a He npomens ogepupanume edunuunu yenun.”

C orjea JuncBamiuTe OoKyMeHTH, Ha ocHOBaHMe w1, 69, an. 1, T. 1 u 1. 3 o1 30I1, xomucusTa
npeniara v4acTHUKLT ,,PLOHHKC Papma“ EQO/I na 6uae OTCTPAHEH OT NpoNeaAypaTa no o6ocobena HO3HIIHA
No 14.

YYacTHHKBT He € NpPEeACTaBHI JOMbIHHTENTHO usuckBanute ¢ [lpotokon Ne 1 nokymentn 3a obocobena
no3uuKg Ne 16, a uMeHHo:




npooykmu. B Cyuau, ye yuacmuurem o Yrvanomowen
om ynvanomowen npedcmagume Ha dupmama Rpouseooumen, npumercamen Ha paspemteriuemo 3q
ynompeba na rexapemeenug RPoOyKm, mo moii credgq 0a npeocmaeu O0KyMenm om Koiimo € BUOHO, ye
YrvIHOMOmumenam ¢ YHvanomouen npeocmagumen yq dupmama npouseooumen, npumescamer Ha

Portugesa, Sanofi Winthrop IpencraBenure AOKYMEHTH nocouenu ¢ m. 0.5 m.10.6 ot 00sBeHHeTO,
pasnen 1123 | Texuuyecky BB3MOXKHOCTH”,  ca NpeacTaBeHn or  Pocepy CHMeoHOB ¢ peyar
Ha”(bapmanor”EOOI[ H Joro va OM Pharma, YuacTHuksT He € NpeacTaBundoxymenm om Koiimo e
8UOHO, ye YROAHOMOMUmMennm o Ynvinomomen npedcmagumen Ha Pupmama npouseodumen,
npumescamen na paspewenueme 34 ynompeba na nexapcmeenysy npoodykm,

C orue JHICBAMMUTe OKYMEHTH, Ha OCHOBaHHE 4j1. 69, a5 LTlurt 3 or 30I1, KOMHCHNITA
—— L oriex smnceamure Jf, KOMHCHSITA
HPeRIara Y9acTHHKLT »wPEoHHKC Papma“ EOOQ aa 6bae OTCTPaHeH oT npoueavpara mo 000cobena HO3HNHS
Ne 16.

YyactHukET He e NpeAcTaBun nonmwnuuTeNHO H3HCkBaHuTe ¢ [Ipotokon Ne I nokymenTn 3a 06ocobena

nosuums Ne 17, a umenno:

© oteKnapayus om n UMexcamens ua paz CULEHUEMO 30 ynompetq Ha _Jexapcmeenus  npoo KN 3a
ocuzypasane na HEOOX00uMmume Konuvecmea yu nomewvpycoasane ng npednazanama YeHa.”, CuriacHo
H3HUCKBaHETO Ha OGHBJIEHHGTO, paznen I11.2.3 »TexHuyecky BB3MOXKHOCTH”, T. 10.6. u N0 onHcaHusg B

AOKYMEHTauusITa Hauny, B odeprara npa YYACTHHKA He e HpeACTaBeH NocoyenngT AOKYMEHT,
- Omopuzayuonno RUCMO _(opuzunan  wny Homapuamo szaeepeno Konue). ChriacHo H3HCKBaHeTO Ha
obsaBeHueTo, Paszen 11.2.3 | Texumyecxn BB3MOXHOCTH™, T. 10.5., YHaCTHHKBT crieBa na npeqcTaBgy
OT (upmara NpoH3BoaMTE N,

»OTopu3anuonno MHCMO (OpHrHHAN wan HOTapraino 3aBepeno KOIlHe)
H3J1aICHO Ha MMeTo Ha YHaCTHHKa, ynoctosepspanmo TIpaBa 3a npencraeurencreo WHIH Tbprous na
TEPHTOpPHATA Ha ngnara CTpaHa. B JlokymeHrammusTa Ha BB3NOKMTENs w3pyuno e MOCOYeHO ye:
sYuacmuuxom Modice  Oa  npedcmagy OOKyMenmume nocovenu ¢ m. 105 4 m.10.6, xaxmo om
npouseooumenume nqg AeKapemeenume  npodykmu, maxa U om ynvanomowenume npedcmasumenu na
Pupmume npouzeooumenuy, npumedsicameny ng Paspewenuemo 3q ynompeba na nexapcmeenume npodyxmu,
B cayuaii, ye Yuacmuuxwvm e YRvIAHOMOWen om YRoIHOMOWen npedcmasumen Ha Qupmama Rpouzeooumen,
npumedicamen na paspewenuemo *d ynompeba na nexapcmeenys RPOOYKM, mo moii credsq Oa npedcmasy
O0KYMeHm om xoiimo € BUOHO, ye YReAHOMOWumenam e Yrvanomouen npedcmasumen Ha Qupmama
npouseooumen, npumexcamen Ha paspewenuemo 3 Yuompeba na nexg

- SANUOHO _paspewenye 3d_Ynompeba na nexa CMEEHUA npodykm &
cmpanama, wzdadeno no peoa wa 3JIIIXM UMY MO _peda nag Peznamenm /Ecy No 726/20042.C'LFJ13CHO
HM3HCKBAaHETO Ha obsaBieHneTo, pasnen 111.2.3 | Texumuecky BB3MOKHOCTH”, T, 1().2 YHaCTHHUKET e clenpajo
Aa npenctaen: ,3asepeno ot Y4aCTHHKa Komue Ha BATHOHO paspelnenye 3a ynorpeba Ha JIeKapcTBeHuy
MPORYKT B cTpaHara, M3naneHo no pena na 3JIXM wunu no pena na Pernamenr /EQ/ No 726/2004r. Takne
OOKYMEHT JIHIICBA B odeprara na YYacTHHKA 33 000coGenara No3uIMs.

C oraen JHICBAIHTe HokymenTn, na OCHOBAHHE Wi, 69, aj. Lrlurt3or 301, KOMHCHHATA
EOQO

NpeNaara y4acTHUKLT DProruke Pa Ma‘ a 0bjae orer AHEH OT nmpoile
Ne 17.

onuvecmea u nomews Acoaeane na n eorgzanama ena.”, chriacho

HU3HUCKBaHETO Ha oﬁaBneHueTo, pazaen II1.2.3 » TexHuuecky BB3MOXKHOCTH”, T, 10.6. 1 N0 onucaHug g
AOKYMEHTaLMATa HaunH. B ode T4TA HA YYACTHHKA He e mpe CTABEH NOCOYEHHAT JOK MEHT.
- Omopusayuonno RUCMO _(Opueunan  uny Homapuaio _3asepeno Konue). Chbriacho H3UCKBaHeTO Ha

06sBeHHETO, pasgen I11.2.3 » T eXHHYecky Bb3MOXHOCTH”, T, 10.5., yuactuukst Cnenea na npencraey
»OTopH3annorHo HHCMO (opHrEnan uan HOTapuanHo 3asepeno Komue) or ¢upmara NpOH3BoOaHTE N,
H3IaN€HO Ha HMMeTo Ha YYacTHHKa, YAOCTOBEpsBaIO npaga 3a HNPEACTaBHTENCTBO MUy TBPrOBHS Ha



Pupmume npoussooumenu, npumexcameny ng paspewenuemo sa ynompeta na Aexapcmeenume npodyxmuy,
B cayyuaii, ve yyacmuuxom € Ynvinomowen om ynvanomowsen npedcmasumen nq pupmama npouzsodumen,

Konne).

- 3asepeno om VHACMHUKG Konue na eanudmo Paspewenue sa ynompeta na AeKapcmeenus npodykm e
cmpauama, uzdadeno no peoa _na 3JIIXM wiy ho peda na Pezaamenm /EQ) Ne 726/20042.ChraacHo
H3HCKBAHETO Ha obsBnenuero, pasaen I11.2.3 | Texuuyecky BB3MOKHOCTH”,T. 10.2 YHacTHHKBT e cnensaio

M€ Ha BaJIHHO paspewienue 3a ynorpeba Ha JIeKapCTBEHUS

A npencraeu: ,,3asepeno or YYaCTHHKA Ko
TIPOAYKT B cTpanaTa, M3naneHo no pena Ha 3JIIIXM uaum no pena Ha Pernament /EQ/ No 726/2004r. Takne
OKYMEHT JINNCBA B odepTaTa Ha JACTHHKA 32 060coGenara HO3HINS,
C orien iuncBamure OKYMEHTH, HA OCHOBaHHe . 69, an.
Papma“ EQOO

mea u_nomewpocdasane na n edrazanama eHa.”, curaacHo

H3HCKBaHETO Ha obsBneHHeTo, paspen I1.2.3 , Texuuyeckn BB3MOXKHOCTH”, T. 10.6. ¥ no ONHCAaHHA B
AOKyMEHTaLMsTa HauuH. B oepraTa Ha Y4ACTHHKA He e Npencrapen NOCOYEHHAT IOKYMEHT.

C oruen JAHNCBANIHTE IOKYMEHTH, Ha OCHOBaHMe Wi 69, an. 1, 1.1 T. 3 or 3011, KOMHCHSTA

HPEATATA YYACTHHKBT ., PLOHNKC DPapma“ EOOJI aa Obae oreTpanen or n oueaypara no obocoGena mozn HH

N 19,

U_nomewvpoicoasane na npednazanama Yena.”, chrnacHo
H3HCKBAaHETO Ha obsaBnennero, pasnen II1.2.3 | Texuuuecku BB3MOMKHOCTH”, T. 10.6. u o ONHCaHHUs B

- 7] edemasumen na_dupmama
npoussooumen, npumexcamen na paspeuienuemo  zq ynompeba na nexapcmeenus npooykm. B
Hoxymentanusra na BBIIOKHUTENS M3PHYHO € mnocoyeno we: ., Vuacmuuxem moxce og npeocmasu

10.6, kaxmo om npoussooumenume na Aexkapemeenume npodyxkmu,

QoKyMenmume nocoveny g m.10.5 u m.

paspeutenuemo 3a ynompeoa ng AeKapcmeenun npodykm.” Bunno or TNPEACTaBEeHOTO paspeinenme 3a
ynorpeba Ha siekapcTeenus MPOAYKT IpUTEeX aten Ha paspeleHneTo 3a ynotpeba/nponssonuten e Abbott
Healthcare Products BV  Tlpencrapenusr AOKYMEHTH, nocowenu & m, 105 OT o00sBrIeHHETO
(oTopmzaumonno nHemo), paszpen 111.2.3 » [eXHUYeckn Bb3MOXHOCTH”, ca mpenctaBeny pasnHcaHu or
Ynopaeurena Ha Maiinan EOOJ. Vuactaukst e e TNIPEACTaBUN dokymenm om Kolime € eudHno, ye
YRvaAHOMOWUmMenam ¢ YRvIHOMOWeEen npedcmasumen na Pupmama npouseodumen, npumesncamen ng

Paspewenuemo 3a ynompeéa na lekapcmeenun npodyxkm.
C oriex auncea HTe /IOKYMEHTH, Ha OCHOBaHHEe 4. 69, an. 1, 1. 1 H 1. 3 or 3011 KOMHCHSATA
NpefIara YYacTHUKLT Pronuke Papma“ EOOJ aa 63 € OTCTPaHEH OT mpoueaypaTa 10 060co6ena no3unug
Ne 22,

YyacTHuksT He e TIPE/ICTABUN IONTbITHHTENHO H3MCKBaHHTE ¢ Ilpotokon No ] AOKYMEHTH 3a 060cobena

nosuuus Ne 25, a umenno:
- OQoKyMenm om xoiimo €_6UoHO, ye VILIHOMOWUmenam e YRbINOMOWen npedcmasumen g dupmama
BpOUse0dumen, hpumesdicamen na paspewieriemo szq Ynompeba ng AEKADCMEEHUs__npooykm. B




AG/ SALUTAS PHARMA/ LEK S.A. 3a OINe 39, 43 EBEWE Pharma GES Ipencrapenuar MOKYMeHTH,
NocoyeHH B T1.10.5 or obsaBneHneTO (oTopuzanmonno Hemo) u 1. 10.6. Pasnen 111.2.3 | Texnuyeckn
Bb3MOXHOCTH”, ca npexcraeeny Pa3NHCaHK oT  ynpasutenute ua »Cannos JUITIT. YuacTHHKET He e
TIPENCTaBHII NOKyMeHT OT Koiito € BHIHO, Y4e ymbaHOMOMmMTeNsT € YNBbIHOMOWEH npenctapuTe) Ha

He2o npooykmu.” yyactaykyT HC € NpeacTasun usnckanara ITpotokon Ne 1 110 . 7 0.6 or obsBnenuero,
paspen I1.2.3 | Texuuwuecky BB3MOKHOCTH” wAexnapayus om npumedscamens na Paspewenuemo 3q
ynompeba na nexapcmeenus HPOOYKmM 3q Ocucypasane na neobxodumume Konuvecmea u nomevpocoagane

Ha npednazanama yena.”

C oraen JHIICBAIHTE JoKymMenTH, Ha OCHOBaHHe 4. 69, a. Lrlurt3 ot 3011, KOMHCHSITa
IPERIAra yuacTHHKLT +PEoRHKC Dapma“ EOOJ Aa Obae OTCTpaHeH o1 npoueaypara mno 0bocobena HO3HOHS
Ne 25,

npouseodumen, _npumexcamen Ha_paspewenuemo sza  ynom eba__Ha sexg CMSeHUs npodykm, B
HokymenTaunsara na BLINOKHTENS M3puyHO e focoueHo we: |, Vvacmuuxom Moxce Oa npedcmagy
OOKyMenmume hocovenu 6 m.10.5 u m. 10.6, Kakmo om npouseodumenume nq Aexapemeenume npodykmuy,
Mmaka u-om  ynvimomowenume npedcmasumenu ng Pupmume Hpouseooumeny, npumedNcameny ng
paspewenuemo 3a ynompeba na HeKapemeenume npodykmu, B Cyuat, ye yuacmuuxem e YRvIHOMOWeH om
YHvIHOMOWen npedcmasumen ng dupmama npouseooumen, npumecamen Ha pazpewenuemo 3q yrnompeba
Ha nexapemeenus npooykm, mo mou creosa da npeocmasu Q0KYMeHm om  xoiimo € BUOHO, vye
YRvIHOMOWUmeam e YHbIHOMOWeEn npedcmasumen g pupmama npouseooumen, npumexcamen Ha
paspewenuemo g ynompeba na AeKapemeenus npodykm,” Bunno or TPEACTaBeHOTO paspemtenne 3a
ynorpeba Ha jiexapcTaennus NPOOYKT NpuTexaren Ha pa3speuleHseTo 3a ynorpeba/npousBoauren e HEXAL
AG/ SALUTAS PHARMA/ LEK S.A. 3a OIlNe 39, 43 EBEWE Pharma GES llpencrapennsr JOKYMEHTH,
fiocoteny B 1.10.5 ot 06sBnennero (oTopuzaimonno nHcMo) u 1. 10.6. | pasnen II1.2.3 | Texumyeckn
BB3MOXHOCTH”, ca TIpEACTaBEeHH pasnucann or YhnpaBuTenuTe ua -Cannos JUTTTI. YYacTHUKBLT He e
MIPEACTABHN NIOKYMEHT oT koiito e BHIHO, Ye ynwaHoMmommutenst e YILJHOMOLEH npencTaBuTe; pa

¢pupmara npo Z .
~LERNApayus_om_npumescamens ng dSpeUienuemo za_ynompeba ng AeKapemeenus _npodykm sq
ocucypasane na neobxodumume Koruvecmea u nomewpoxoasane na npeonacanama yena.” CrimeBpemenno
B IIpoTokon Ne 1 ot paGorara na KOMHCHSATa 32 060c06eHa noszuuus Ne25,26,39 43 KOMHCHATA KoHCTaTmpa,

»Cangos JUT°TI, 4pe3 CBOHTe NpeacTaBisBam AeKllapupa cjienHoTo:

H€ NPE/ICTaBeH NOKYMeHT, B KkoiiTo
4€ YYacTHHKBT HMa »HPaso om ceoe Ume u 3a ceosn cMemKa oa npedﬂaea Yenu na npodyxmume, Kakmo u

Om ceoe ume u 3a ceon cvemxa o nomevpocoasa xonuvecmaa, docmasku u yeny na oepupanume om
He2o npodykmu.” B To3u cMuchy KOMHCHATA CuMTa, Ye yyacThukET HE € NpeacTaBun m3uckanara p m.10.6
OT o6saBnennero, pazmen I11.2.3 »TexHuuecky BB3MOKHOCTH” SHexnapayus  om npumedxcamens nya
paspewenuemo sa ynompeba na Nexapemeenun npodykm 3q ocuzypasane na neobxodumume Koluyecmea y

Romewpoicoasane na npednazanama yeng,”
C Or/le] JHICBamuTe AOKYMEHTH, HA OCHOBaHHe 91. 69, an. 1, 1. 1 & 1. 3 or 301, KOMHCHSIT]
NPeNIAra YYACTHHKBT DProuuke Dapma“ EOQO/ na 61ae OTCTPaHeH OT Npoueaypara 0 060co6ena nozn HS

Ne 26,




Mea u_nomewvpiucoasane HA_npedaazanama €HA.”, ChriacHo

H3HCKBaHeTo Ha 00sBNeHHeTO, pasgen 111.2.3 » TexHHYecky BB3MOXHOCTH”, T. 10.6. 1 o OIHCAHHA R
AOKYMEeHTauusTa Hauny, B odeprara Ha vuacTHuka HE € NpeacTaBeH NocogeHuaT JOKYMEHT,

- Omopusayuonno nucwo (opucunan _uny Homapuaino _sasepeno Konue). CbriaacHo wusuckpamero Ha
0bsBeHHeTO, pazzen I1.2.3 | Texumyecky BB3IMOXKHOCTH”, T. 10.5,, YHaCTHUKBT crefiBa na MpeacTaru
»OTopuzanuonno HHCMO (OpHrHHAT MR HOTapnaiHo 3aBepeno Konue) or dhupmara NpOH3BOIMTE N,
H3Mlan€HO Ha MMeTo Ha YHYaCTHHKa, yRocToBepsiBamo NpaBa 3a npesncTaBUTENCTBO 1/ TBProBHS Ha
TEPHUTOPHATA Ha usnaTa CTpaka. B JlokymeHTaumsta na BB3IOKHTENS M3puyHo e IIOCOYEHO ye:
sYuacmuuxem soxce oa mpedcmacu OoKyMenmume hocovenu 6 m105 u m.jo. 6, kaxmo om
npoussooumenume g AeKapcmeenume  npodyxmu, maka u om ynvinomowenume npedcmasumenu na
Puprmume npouszeooumeny, rpumedxcamenu na paspewenyemo 3a ynompeba na nexapcmeenume npodykmu.,
B cayvaii, ye yHacmnuxem e ynoanomowen om YnoaHoMowen npedcmagumen ng Pupmama npouzecdumen,
npumedcamen na paspewenyemo 3a ynompeba na nexapcmeenys nPOOYKM, mo moii credeq Oa npedcmaeu
OoKyMenm om KOUmo e eudno, ve YRBIHOMOWumensam e YIviHOMOwen npedcmasumen na Qupmama
npoussooumen, npumescamen Ha paspewenuemo sq yrnompeba na aexapcmeenus npooyxt.” Jluncpa

npejcraBen AOKYMEHT mno T.10.5. 0TODH38I.IHOHHO IHHCMO (ODHFHHaJI HJIH HOTapHaJHO 3aBepeHO

Konne).

- 3asepeno om VHACmHuKa Konue na BANUOHO paspeutenye zq yiompeba wa AEKAPCMBEHUA_npodykm &
cmpanama, uzdadeno no peda ua IJTIXM wny ho_peda ma Pezpamenm /EOQ/ Ne 726/20042.Chrnacuo
H3HCKBaHETO Ha o0sBienuero, paznen I11.2.3 | Texuuuecky BBIMOXKHOCTH™,T. 1().2 YYaCTHHKLT € ciegsano
Aa npencrasu: ,3aBepeno or YYaCTHHKa KONHe Ha BaiMnHO pa3speuieHue 33 ynotpeba Ha JIEKapCTReH s

pena Ha 3JIIIXM wny no pena na Pernament /EQ/ No 726/2004r. Takne

TNIPORYKT B cTpaHaTa, usnaneno o it
AOKYMEHT JinNcea B odeprata Ha YIACTHHKA 33 060coGenaTa HNO3HIHS,
C _orsen JAHNCBaANIATe [okymenTn, na OCHOBaHHe 4J1. 69, a. L1181 30r 3011, xomucnsra
MPEANAra VIACTHHKDLT ,.DLonAKe Dapma“ EOQJ na Obae orcTpanen or Hpoueaypara no ob6ocobena no3unHsn
229,

ynompeba na nexapcmeenus npoodykm, mo moi; cedsa oa npedcmagu OOKyMenm om Koiimo e 8UOHO, ye
yrnvanomoumpumenam o Yravinomowen npedcmasumen yq Pupmama npouseodumen, npumercamen Ha
paspenienuemo 3q ynompeda na nexapcmeenug npooykm.” Bupno ot NPEACTaBeHOTO paspelnenye 33
YNotpeba Ha nexapcTeenns [IPOOYKT npuTexaTen Ha paspeineHueTo 3a ynorpeba/npouseonuren Nycomed
Austria GmbH IIpencrapenusr AOKYMEHTH, nocouenu 6 m.10.5 or 00siBNEeHHETO (oTopu3armonno TIHCMO),
Pazpen II1.2.3 | Texuuuecku BB3MOXKHOCTH”, ca NpeAcTaBeHn pasnucann ot Tonop Kecumos,
TpeAcTaBuTen Ha Takena TMEX Bvarapus. Vyacraukyr HE € NpeacTaBun dokymenm, om Koumo e ¢uono,
“e yrvianomomumennm e Yrvanomouien npedcmasumen g dupmama npouseodumen, npumexncamen
Ha paspewtenuemo 3q yrompeba na nexapcmeenus npooyxm.

C ornea nmnceamure Hoxymentn, na OCHOBaHHE 9. 69, ax. 1, 1. 1 i T. 3 or 3011, komucuaTa




H3HUCKBaHeTO Ha OG}IBJ'ICHHQTO, paszen II1.2.3 ~Texuuyecky BBE3MOXHOCTH, T. 1(.6. H N0 onucanug g
AOKYMEHTaUNSTa Hayyy, B odeprara ya YYACTHHKA He e HPEACTABEH NocoveHnsT JOKYMeEHT.

- Omopusayuonno RUCMO _(Opueunan  yay Homapuamo zasepeyno konue). Covriacuo H3HCKBaHeTO Ha

06HBJIEHH3TO, pasnen I11.2.3 » T eXHuuecky Bb3MOXHOCTH™, T, 10.5., YHaCTHHUKBT crenpa Aa npejcrasu

)

»OTopH3anHonmo MHCMO (opuruHan pay HOTapuaJHo

., CBIJIaCHO
nen 111.2.3 »» 1 €XHHYeCcKH BB3MOXHOCTH”, T. 10.6. 1 Nno onucaumyg g

b
AOKyMEeHTalusaTa Hauny. B odeprara na YYACTHHKA He e HpeACTABEH nocoYenusT AOKYMEHT,
- Omopuzayuonno RUcMo _(opueunan  yny Homapuano sasepeno konue). Cwbraacho H3HCKBaHeTo pa
OﬁﬂBHEHHETO, paznen 111.2.3 » I €XHHYecky Bb3MOMHOCTH, T, 10.5., YHaCTHHKBT crempa ha npencraeu
PHrHBAT Hay HOTapHa HO 3aBepeHoO Komme) o (bupmara NpousBoauren,

»OTopH3ammonno oHcMo (o
H3NaJIEHO Ha uMeTo Ha Y4acTHuka, YAOCTOBepsBaino npaBa 3a fpeacraBuTencTso w/uny TBPrOBHS Ha
TCPUTOPHATA Ha wuanara CTpaHa, B Hokymenraimsra Ha BB310KHTE g H3pHYHO € nocoyeng He:

JAekapemeenus npoo KM 6
/EQ/ No 726/20042.C1:rnacn0

H3HCKBAaHETO Ha 00sBIeHHeTO, pazzen I11.2.3 - TexHuyecky BB3MOKHOCTH™, T, 10.2 YHACTHHKBT € crnenpano

Ia TnpencTasy: »»34BEPEHO OT YHaCTHHKa Konue Ha BaHAHO paspemenue 33 ynorpeba Ha JIeKapCcTReHKy
eHT /EQ/ Neo 726/2004r. TaknLs

TPONYKT B CTpaHara, H3naneno 110 pena na 3JIMXM wmy 1o pena Ha Pernam
AOKYMEHT JIHNICBa B ofeprara na YYACTHHKA 33 000cobenara NO3HIHSA.
C oryen JHOCBAINHTe Hdokymentn, na OCHOBaHMe 4. 69, an. 1.T.1 871 3 or 3011, KOMHCHSTa
= KOMHCHATa
NPENIATa YYacTHHKBT 2w ProuuKe Dapma“ EQO/ na OB OTCTPAHEH oT nponeaypara mo 00ocobena NO3HNug
Ne 33,
FAESEN




TH, HA OCHOBaHme vy, 69, an. 1, 1. 1u7T. 3o0r 3011, KOMHCHAT]

1 JHIC -~ KOMHCHAT]

OPEAIAra yyacTHuk, T +PLoaRKC Dapma‘ EOOA Aa 6bae OTCTPaHeH oT npoueaypara mo 000co6ena NO3MIus
Ne 34,

YuactHHKET He e npeacTarun JOMBJIHUTEHO H3HCKBahHTe ¢ [Iporokon Ne ] AOKYMEHTH 3a 060cobena
nosuums Ne 35, a umenno:

CBIIIacHO
123 » TeXHnyecky BB3MOXHOCTH”, T. (.6, H N0 onucanug g

Konuuecmea om odepuparnume exapemesenu npodykmu om npomeodume.aume/npumeafcameﬂume Ha
paspewumennomo 3¢ ynompeba u oa ne npomenn ogpepupanyme eounuyny Yenu.”

C orae JIHIICBAIHTe Hoxvmenm. HA OCHOBamme yj, 69, an. 1, 1. 1 HT. 3 or 3011, KOMHCHSIT]

A _JIHNCBAHTE AOMHCHATA

Openiara yyactauint »PbounKe Dapma“ EOOI aa 6bae OTCTPaHEeH oT nponeaypara no 000cobena NO3unHA
Ne 35,

YuacTHuKBT he e IpencTaBun nonwauurenno H3HCKBaHHTe ¢ TIportokoy Ne 1 noxymenty aa 060cobena

No3uuus Ne 36, a umenno:

C orue ARncBamuTe lokymentn Ha OCHOBaHHe vy, 69, an. 1, 1. 1 HT. 3ot 3011, KOMHCHSATa
w_,\ ~MHCHATA
HPEANara yyacraugs DProunke da mMa* EQOJI aa 63 € OTCTPaHeH oT o 4Ta 0o 060cobena nozy HH
Ne 36,

YuactuuksT e e NIPEACTaBUN nombiHuTeNHO H3HCKBaHMTe ¢ TIpotokon Ne ' noxymenrn za o6ocobena
NO03HUKs Ne 39, a umenno:-



OKYMEHTH, Ha o
+PLoHHKe Dapma©

TpelicTaBuTeN Ha pupmara TPOM3BONMTEN, NpHTex
Nponykr. Takee pe e TIpeacTaBeH,

»Yuacmmucem MoJxce Oa mpedcmagy

Om npouseooumenume yq AeKapcmeenume HPOOYKmu,

00VKm _ 3q
"B nportokon Ne 1



C orJjien JHIICBANIHTE goxymeﬂm, HA OCHOBaHHe u, 69, aj. L1lur 3 or 3011, KOMHCHATA
NPEeAIara yYacTHHKET 2w PLoENKe Papma“ EOOX na Onae OTCTPAHEH OT lpoueaypara no 000cobena HO3HIHY

YuactHuksr ge o NpeacTaBun nonwinurenno H3HCKBauuTe ¢ Tlportokon No I nokymenty 3a 060cobena

SPHYHO € mnocoyeno wye: » Yuacmuuxem  posce oa mpedcmasy
OOKyMenmume hocovenu ¢ m.10.5 u m. 10, 6, kaxmo om Rpouzeodumenume na AeKapecmeenume npodyrmu,
maka u om YReIHOMOWeHme npeocmasumeny g Pupmume npouseooumey, Rpumesicameny yg
baspeutenuemo 3q Ynompeba na nexapcmeenume npodyxkmu. B cayyag;, ye yuacmuuxovm e YrvIHoMowen om
Yreromowen npedcmasumen Ha Qupmama npouseooumen, npumedicamen ng paspewenuemo 3q ynompeba

Organon, Ipexncrapenure AOKYMEHTH, nocoueny g 1.10.5 1 10.6. or obaBnennero (oTopuzanmonno MHCMO
H IeKiapanuy 3a KOn4ecTsa), paspen I11.2.3 »» TeXHUYeCcKkH BB3MOKHOCTH™, cg TpeAcTaBeHy pasnucany or
Ypuryna Marganena Osxen, NpenacraBuTen ya Mepx Illapn Hoym Brirapus EOOJI. ywacthuxsr e
ClenBa na npencrapy NOKYMEHT OT koiito e BHIHO, Ye ymbaHoMommTensy o YILTHOMOILEH NpescTaBHTe
Ha (upmara TIPOU3BOANTeN, NpuTekRaTen ya PaspelieHHero 3a Ynotpeba Ha nekapcreenug NPOAYKT.

npeonazanama yena,® B TO3H CMHCBA KoMucuaTa e H3HCKana ywacTumksT g NIPE/ICTaBH H3HcKaHaTa g
m.l0.6 or obsBeHHeTO, Pasaen I1.2.3 , Texuuuecky BB3MOMCHOCTH™ SAexrapayus om npumesicamens nq
paspewenuemo 3q ynompeba na rexapemeenyg nPoOyxm 3q ocucypagane na neobxodunmume Konuyecmea y
nomewvporcoasane na npeonacanama yena.” Comara e e npeacTaBena.

C ornea anncpa HTe

HPENIATA YYACTHHKE T 2+ PLoHuKe

© 44,

VD U, pPocoasane na npeonazanama YEHA.”, CBriacHo

H3HCKBAaHETO Ha 06HBJIEHH6T0, pasgen I11.2.3 » T eXHUYecky BBIMOXHOCTH”, T. 10.6. y4 Mo onucanusg g
AOKYMEHTaluaTa Hayuy, B odeprara na YYACTHHKA He e NPEACTABEH NocoyenusT JOKYMeHT,

- Omopusayuonno Rucmo (opucunan uny Homapuanio sagepeno konue). Cobriacho H3UCKBaHeTO Ha

oﬁssneHHeTo, pazmen II1.2.3 » TexHuyecky BB3MOXKHOCTH™, T, 10.5,, YHaCTHHKBT ciespa na npencraeu

MO (OPHIrHHAN Han HOoTapuaaHo 33




C oruen JHICBANHTe JAOKYMEHTH, Ha OCHOBaHMe ua. 69, a. Lrlnr3or 3011, KOMHCHATA
\OMHCHATA

OPENNATA YYacTHUKELT + PLoHMKC Dapnra© EOQOX na Obae OTCTPaHeH oT npoueaypara no 0bocobena o3I us

Ha cnengamo mscro g XOZia Ha cBosTa paGora, KOMHCHATa nIpH noeTopen fipernen Ha npencrarenure AOKYMEHTH
YCTaHOBH, Ye¢ 110 060ocoBeny NO3HUKH NeNe 2] 4 27 or Texuuueckara CneuHpukanms ca H3HCKaHKW criegnuTe

JAOKYMEHTH:

= nompeba _na jexq,

72 Ume ronuvecmeq u Nomevprcoacane na npedaacanama Yena.”, curiacho
H3HCKBAaHEeTO Ha 0bsBIEHMETO, paznen II1.2.3 »» TeXHHYecKkn BL3MOXHOCTH”, T. 10.6. ¥ o ONHCaHMuA B
AOKYMEHTalnATa Hayyy,

- Omopwsayuonno NUCMO _(Opucunan  upy Homapuamno _zasepeno Konue). Cwriacuo H3HCKBaHeTO Ha
OGﬂBﬂeHHCTO, pasnen I11.2.3 » TexHuuecky BB3MOKHOCTH”, T, 10.5., YHaCTHHKBT crensa ha npencrasu
HOTapHaaHo 3aBepeHO Kkomme) ot tupmara Npou3BonuTen,

»UTOPH3AUAOHHO nHCMO (opuruman pay
M3JIaIeHO Ha MMeTo Ha YHacTHHKa, ynocropepssamo TpaBa 3a mpencraBurencro WHIH TBproBus na

obocobena nosumus Ne9 or TexHuueckara cneundukaums, kuaero ca Npe/IcTaBeH t:

- Otopusaumonno TTHCMO OT r-H ITetep [enk - Ka4ecTBOTO My Ha YNpaBuTen Ha dupma , MHIT Dapma”™
EOO/] 3a 7IEKApCTBEHM NponykTy Clindamucin; Lactulose; Olopeg u AeKTIapaums or r-g Ilerep Jlenk — g KayecToto
MY Ha ynpaeuren na $upma , MHI] DPapma” EOOJ] 3a NOTBEp3AaBane na HeobXxonumure KOllnYyecTBa u

oepupannTe neny,

- 3a nocouennre 000cobenH nosunuy g CbOTBETHHTE [Lnukope No | €a TpHIOKEHH M Paspewnrenny 35
ynotpeba Ha unTHpanuTe JIEKapCTBeHH NpoaykTH,

- C ornen wa H3JI0KEHOTO KOMHCHST] CAMHOMYIIHO peiny, ye YHaCTHHKBT |, DLoHuKe ®apma“ EOQO[ e
NpENCTaBUN BeHyky HeoOXonumu AOKYMEHTH 1o 060co6eny No3HLHK NeNe 21 4 27 op Texunueckara cneundukamms.
C ornen Ha H3JIOKEHOTO KoMucHaTa e A0NyCHana TexHuyecka PElIKa npu  ycranopspape g JMIicuTe 1

27 or Texnuyeckara CheuHpUKaius.
Komucusra AONYycka yyacTHHKa ,, DboHuke Dapma“ EOOJ no pasriexianero ya AOKYMCHTHTE B rutuk No 2
oT oteprara My 3a obocobenn nosuumn NeNe 6, 7, 8 9, 10, 15, 20, 2L, 23, 24 27 o 28 or Texunueckara

cneurpukarms.

3. Yuactaux No 3: CTHHI”AJT no 000co6eHa nozung 3.5, 9, 10, 14, 26, 30, 33, 34, 35, ot
Texuuueckara ClienHpuKanus,

B xoma wa pabotata cu crmpo TaKa KOMHCHsTa KOHCTaTHpa, ye g M3NpaTeHus no Beuyky YYacTHHLM B
fipouenypara IMporokon 1 ¢ THCMO u3X. Ne 10-00-515 or 14.12.2015 r, ca NOHCKaHu cneguute AOKYMEHTH ot
Y4actauka ,,CTHHID “AJl 3a 060co6eny nosuumy NeNe 3, 14,26,30, 35 or TexHuyeckara CHeunuKanns, a umenno:

2.1. 3a 0bocobena No3uHs No 3,14,35,26 3aBepeHo or YHacTHHKa konwue Ha BalluJHO paspewrenue 3a Ynotpeba
Ha JiekapcTeenus TIPONYKT B CTpaHara, u3nageno 110 pena nHa 3JIMIXM uny no pena na Pernament /EQ/ No 726/2004r

2.2. 3a 06ocobena nosuums Ne3,14 35 »Jexnapanus o NpHTeXaTens Ha Paspeulennero 3a Ynorpeba ua
ICKapCTBEeHUA NpomyKT 32 OCHIypsBaHe Ha HeoGXomUMuTE KO/IHYecTBa u noTenpsknapaye Ha npennaranara yega,
ONHCAHUA B TOKyMeHTalmsTa HayuH,

23. 3a o06ocoBena No3HLHA Ne26, 30 »eKnapamus o NIpHTEXaTens ua PaspewieHueTo 33 ynorpeta ua
JI€KapCTBeHns npoykT 3a OCHIypsBaHe Ha HeoGXomHMuTE KonuiecTsa u notespsinasane Ha npeanaranara yepa
ONHCaHuA B IOKyMeHTanusTa HayKH.

2.4. 3a o6ocobena no3uLus Ne26 Otopuzanmonno NHCMO (opHruHan uny HOTapuanHo 3asepeno Koline) ot
¢Hpmara NpoM3BOAMTEN, M3naneHo Ha MMETO Ha yyacTHuka, YAOCTOBEpsBaLIO npapa 3a TpeacTaBUTENCTBO MMy
TBProBHs Ha TepuTOpHATA Ha inara crpana. o nocovennug g Hokymenrauusra na BB3JIOXKHTENS Hayny,

2.5. 3a 06ocobena nosuums Ne30, AOKYMEHT OT koiiTo e BHIHO, ye YOBIHOMOWMTE ST € YI'bNHOMOILEY
NpeacTasuren Ha Gpupmara Npou3BonuTeN, npHTexaTen Ha PaspelueHueTo 3a YnoTpeba Ha nekapcreenus NPOIYKT.




Ha OCHOBaHue un. 69, ay. | sT.1HuT 3ot 30I1, komucusTa Npeanara yyacraygyr +CTUHT “Al na 6n1e OTCTpaHeH
OT npoueaypara no obocobena Nosuuma NeNe 3, 14, 26, 30, 35 Twii kaTo CBLUMAT € npeacraruy ogepra, kosTo He
OTroBaps Ha npegeapurenno O0sBeHHTE yCioBMS Ha BB3/I0XKHTENs chriacho H3HCKBaHETO Ha obsiBneHKeTo, pasgen
I11.2.3 » TeXHHYeckn BB3MOXHOCTH™, 9.4,

Komucusra Aonycka ywacthuka ,CTUH[ A no Pa3rAexKnaHeTo Ha nokymenTure g K Ne 2 or
oteprara my 33 000co6eHn nosumy NeNe 5, 9, 10, 33,34 or Texunueckara cneurgukams.

B3 ochopa Ha ycTaHOBeHOTO CBOTBETCTBHE Ha InukoBe Ne | ¢ H3HCKBaHHATA Ha BB3JIOKHTENA u 3akona 33
oblecTBenuTe opvuky, Komucusgra NPHUCTBIIH KBM pasrnexnane Ha AOKyMeHTHTe B ITnuk Ne 2 »lIpemnoskenne 33

1. “ME,D,'EKC”OO,H 1o 060cobeny NosHumm Ne 5, 8, 10, 17,37, 43 or Texuuyeckara cneundukanms.

2. “©ObOHHKC CDAPMA”EOO,Z[ 1o obocoGeny o3uuun NeNe 6, 7, 8,9, 10, 15, 20, 21, 23, 24,27 u 28 or
Texuuueckara cneurdukaius

3. ..CTUHT Al mo obocobeny nozuuu Ne 5, 9, 10, 33, 34 ot Texuuyeckara cneuMpuKaims.

4. .MAPUMIIEKC 77 EOOJ no 060cobenu nosunuy Ne 6,7, 13, 17,18, 28, 29, 32,46, 47 or Texunueckara

cneurukanusy,

1. ¥Yuacruux Nel: “MEI[EKC”OO}I no 000cobenn no3uunn Ne Ne 3, 8, 10, 17, 37, 43 o1 Texuuyeckara

CHBHHQHNHHK”.

Cnen H3BbpIIEHATa NPOBEpKa Ha AOKYMeHTHTe, ChABPKaLK ce B [Tauk No 2 Ha yuactiHuka Komucusra YcTaHoBH,
He Te ChOTBeTCTBAaT Ha HMIIEPaTHBHUTE M3HCKBaHus Ha 3akona 3a obLecTBenyTE MOPBYKH M Ha ycnoeusTa Ha
BBSJ'IO?KH’]BHH, CbIacHo JlokymeHTammsra 38 y4acTHe B HacTosmara fipouenypa 3a Bw3narane Ha obluecTeeHa
noptuka. C ornen ga TOBa, KOMHCHSATA Aonycka Yuactuuka o N0-HaTBIWIHO yyacThe B fponenypara no o6ocoGeny
nosuumn Ne 5. 8, 10, 17,37, 43 ot Texuuyeckara cneundukauy,

2. Yuactunk No2: PLOHUKC PAPMA”EQQ 10 06ocobenn nmozp HH NeNe 6, 7, 8, 9, 10, 15, 20, 21,23
= J2CTHHK No2: M AN
24,27 u 28 or Texnuqeclcam tneunpukannn

Cnen usebpuenara NPOBEpKa Ha AOKYMEHTHTE, Chabpskaiy ce B Ilnnk Ne 2 pa YdactHHKa KoMucuara YeTaHoBHy,

3. Yuacrauk Ne3: ..CTHHI "Ad  no 000c06enn Hosuunn Ne Ne 5, 9, 10, 33, 34 or Texunveckara
cneundHkanus.
Cnen H3BBpLIEHATa NpoBepka Ha AOKYMEHTHTE, Chabpsialy ce B Inuk No 2 ya ydactauka Komucugra YcTaHoBy,
4 TE€ CHOTBETCTRAar Ha MMIEPAaTHBHHTE W3KCcKBaHug Ha 3akoHa 3a obirecTBenyTe NOPBYKH M Ha ycoBusTa Ha
Bwnc»xmens, CbriacHo JlokymeHTanusra 3a ydacTHe B HacTosmara Npouenypa 3a Bw3narane Ha oblecTeena
nopbyka. C ornen ya TOBa, KOMHCHATa Aonycka Yuactauka no T0-HaTBIIHO yyacThe g fpouenypara no o6ocofeny
nosuuun NeNe 5, 9, 10, 33, 34 ot Texuuueckara crnietudukaims,

4.Yuactuux Ned: «MAPUMIIEKC 77 EOOX no 000cobenn Hosunuu Nee 6, 7, 13, 17, 18, 28, 29, 32, 46, 47
oT Texnuveckara cnennpukanus.
MOKYMEHTHTe ChABPKAM ce B [Imuk No 2 Ha yuacTHuka Komucusta




nopwyka. C orneq ua TOBa, KOMHCHATa Komycka Yuactauka no NO-HAaTBUIHO yyacThe B Nipoueaypata no o6oco6enu
nozuumn NeNe 6, 7, 13,17, 18, 28,29, 32, 46, 47 ot Texuuyeckara cneuMpHKamnug,

Codus, ya. »ILnoBaMBKO None™ No 6, kaTo cBIOTO fa On1e 06aBeno no NOAXoaA11 Hayuy B 1poduna Ha Kynygaya,
Hacrosmusar TIPOTOKON ce cheTaB M noxmHea OT YI€HOBETe Ha KOMHCHATA Ha 13.01.2016r.
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