PENTYBJIMKA BBJIT'APHSA
MuHHCTBD Ha 3IpaBeONa3BaHETO

09 .
M3x. Ne 026'03—'2'5/&{ 2019 rox.

A0
BCHUYKH ITOTEHIIUAJHH YYACTHHIIH

OTHOCHO: Vckane 3a pa3sCHeHHe Ha OCHOBaHHME WI.33 oT 3akOHa 3a OOLIECTBEHMTE
nopbukk (30I1) no obuecTBeHa mopryKa ¢ peaMeT: "Crrioveane na Pamxoeu cnopasymenus 3a
nepuooa 01.01.2020 2. do 31.12.2021 2 upe3 Enexmponnama cucmema, 3a 30Kynyeéaue Ha
HPOMUBOMYMOPHY NeKAPCMEEHU NPOOYKMU 3a HyXHcOume Ha JeyebHume 3agedenus ¢ Penybnuxa
bwneapus”

YBAKAEMH JJAMH U I'OCIIO/IA,

BbB BpBb3Ka C INOCTBIHJIO 3allMTBAHC IIO0 rope€rnoco4ycHara 06IIICCTBCHa nopvnéa, IIpaBuM
CIICJHUTE PA3sACHCHUSA:

Boopoc 1:
Mornst 3a pa3sicCHEHHUs IO MOBOJ Ha ropenocodeHaTa o0ImecTBeHa ophYKa:

B Yacr II. "EnexTpoHHO mogaBaHe Ha MPEIIOKEHHUTA, EIEKTPOHHH 00pa3Iy Ha JIOKYMEHTH
W yKasaHde 3a MOATOTOBKaTa WM. lloAroToBka Ha MpEINIOKEHHATA" H MO CIENHMAIHO B 4acTTa
"CopabpkaHHE Ha MPEIIOKCHHETO Ha Y4YacTHHKa (3agBJICHHE 3a y4dactue H odepra) no
HOMEHKJIATYPH U M0 000CO0EHN HOo3uIMH. — TeXHHYECKO MpelutokeHre" € 3aJl0)KEH0 M3HCKBaHe
"KbM TEXHHYECKOTO MPEINIOKCHHE CJICABA Jia ce IIPHIIOKH KOIHE Ha AEKIapalus OT IPHTEKATENA
Ha pa3pelIeHHeTO 3a yrnoTrpeda Win HPOU3BOAUTENAT Ha JEKApCTBEHHS NPOAYKT, Y€ € 3aIlO3HaT ¢
H3HCKBaHHMATA KbM JIEKAPCTBEHHTE MIPOAYKTH, KAKTO H ¢ IIOCOYEHHTE B MpolieaypaTa KOJIHIeCTBa 3a
TO3H JIEKAPCTBEH IPOIYKT, KAKTO H e € CHITIACEH JIEKapCTBEHUS NMPOAYKT Ja 6hae opepHupan OT
YVYaCTHHKA B IIpolieaypara (CBoOOIeH TeKCT)."

Comespemenno B rmaBa II. Texuuuecku crnenuduxanuu, oOIH H3HCKBaHHS KBM
[peIaraHuTe JeKapCTBEHH IPOAYKTH, €a 3aJI0KEHH CIIEJHUTE U3HCKBAHUS:

,»2. Ilpr mpoBexnaHe Ha Ipoliegypa 3a BBTpelleH KOHKYpEeHTeH H300p/JombiBaHe Ha
odepraTa OT YYaCTHHK 3a CKIFOUBaHE Ha JAOTOBOP II0 KOHKPETHO DPaMKOBO CIIOpasyMCHHE,
YUaCTHHIIATE MPEJCTaBiIT Jekiiapaius OT IpPHTEXaTels Ha pa3pellleHHETO 3a ynoTpeba Ha
CHOTBETHHUSA JIEKAPCTBEH IPOIYKT, B CHOTBETCTBHE ¢ WI. 55, an. 6 ot 3JIIIXM, ye konudecTsara 3a
JIEKAapCTBCHHA NPOAYKT ca HalWuHH. JlekimapHpaHero Ha oOCTOATENCTBATa IO NPEIXOAHOTO



H3peueHHEe He € HeoOXOMUMO B CIIyYauTe, KOraro IPHYHHHTE 3a IPEKpaTIBaHETO Ca CBbP3aHH C
0e30macHOCTTa Ha JIEKAPCTBEHHS ITPOAYKT.

3. IlpuTtexarensat Ha pa3pelleHHETO 3a ynorpeda UM NPOH3BOAUTENAT HA JIEKAPCTBEHHS
NPOJYKT ClIe/iBa JIa ACKJIapHpa, Y€ € 3aI103HaT C H3HCKBAaHUATA KbM JISKApCTBEHHTE NPOYKTH, KaKTo
M C IIOCOYEHHUTE B HACTOAINATa Mpoleaypa KOIUYecTBa 3a TO3H JIEKAPCTBEH NMPOIYKT, KaKTO H Ja
ZeKIIapHpa, ue € ChIIIACeH JIEKapCTBEHUS NIPOAYKT Aa Obe oeprpaH OT yHacTHHKA B MpoILexypara.
BBB BpB3Ka ¢ TOPEU3IOKEHOTO OMXMe HCKATH A2 MOMYYHM passCHEHHe Jald € HeoOXOAuMO IIpH
[I'bPBOHAYAIHOTO [10/laBaHe Ha JOKYMEHTH [IPH YYacTHe B IpOLEAypaTa 3a CKIIOUBAaHE Ha pAMKOBHTE
CIopasyMeHHus € Heo0XoauMo J1a ObaT IoAaBaHu ACKJIapallMUTe U 110 T.2 M T.3 OT IPEAXOIHUS ab3an
W Ta3H 10 T.2 6u cireyiBaiio a 6bJie Io1aieHa Ha TIOCIIeBALL €Tall IPH IIPOBeX/IaHe Ha MpoNeaypa
3a CKJIIOYBAHE Ha JIOTOBOP 110 KOHKPETHO PAMKOBO CIIOPa3yMEHHE, a Cera 3ab/DKATEIHA OCTaBa CaMo
Ta3u 10 1.37

O1roeop 1:

ITpu repBOHAYATHO NOIaBaHe Ha TOKYMEHTH [P yYacTHe B IPOIEeNypaTa 3a CKIIOYBAHE HA
PaMKOBHTE CIOpa3yMeHHs € HeoOXoauMo Ja 6b/1e IpeCTaBeHa caMo ACKIapalys OT IPUTeXKATENs
Ha pa3pelIeHUETO 3a ynoTpeda MM MPOU3BOMUTENAT HA JEKAPCTBEHUsI MPOJYKT, Y€ € 3al03HaT C
H3HCKBAHHUATA KBbM JIEKAPCTBEHHUTE MPOJYKTH, KAKTO H C TIOCOYEHHUTE B MPOLIEAypaTa KOINIECTBa 3a
TO3H JICKAPCTBEH IPOJYKT, KAaKTO H 4e € ChIIaceH JeKapCTBEHUA NpOAYKT Aa Obae odepupan ot
y4YacTHHKa B Iponenxyparta (cBo6oneH Tekcr). Jexnapalus OT NpHTEXATENd Ha pa3pellicHHETO 3a
ynoTpeba Ha CBOTBETHHS JIEKAPCTBEH IPOIYKT, B ChOTBETCTBHE ¢ Wi. 55, ai. 6 ot 3JII[IXM, ue
KOJIMYECTBaTa 3a JIEKAPCTBEHH IPOMYKT ca HAIHYHH CE€ NPEACTaBs MPH MIPOBEXKIAHE HA IPOLCIYPH
10 BETpEIeH KOHKYpPEHTeH M300p/IonbiBane Ha odeprara Ipell CbOTBETHOTO JIEYeOHO 3aBEICHHE.

Burpoc 2:
B cnyuait, ge IIpurexxarenar Ha Paspemenuero 3a ynorpeda € 4yKIeCTPaHHO IOPHIAYECKO

JIALE/APYKECTBO, HO HMa NIPEACTABUTEN Ha TepATOpUATa Ha Peny6uka Briarapus - nuue mo wi. 26
an. 1 ot 3JIIIXM, nonycTuMo Jid € HOCOYEHHUTE I0-TOpe AeKiIapalny Aa OBAaT MOJIYYEHH OT TAX, H
IIPY KaKBH JIOITBJIHUTEIHH YCIOBUS, aKO MMa TaKaBa Bb3MOXKHOCT /HAIIp. ITEIHOMOIIIHO 32 JIaBaHe Ha
npaBsa 3a y4acTHe B IIpOLEAYPH MO peja Ha 3akoHa 3a oOImecTBeHHTEe NOphYkH B PenyGimka
Benrapus/ ?

OT1roBop 2:

Hexnapauunte morat na 6b1aT IPeACTaBEHH OT ONpelelIeHus OT choTBeTHHA [IpuTexaren
Ha Paspemenuero 3a ynotpeba (IIPY), mpencraButen mo cMuchiIa Ha 9. 26, an. 2 oT 3akoHa 3a
JEKapCTBEHUTE NPOAYKTH B XymanHata MemunuHa (3JIIIXM). B To3u cnyuaii cienBa na 6nae
NpPEICTaBeH NOKYMEHT, KOHTO YAOCTOBEpsBa 4e NpEJCTAaBHIIMS JCKJIApanusira € OIpeneNieH 3a
npencrasuTen Ha cboTBETHOTO [IPY Ha Tepuropmsta Pemy6muka brnrapus.

Bwnpoc 3:
B cnyqaii, ye npy>kecTBOTO HH HMa YI'BITHOMOIIEHO JIMIE 3a AeicTeHs no pena Ha 3011 cxe

CBHOTBETHOTO HOTApPHAIHO 3aBEPEHO ITHIHOMOINHO 33 I[eJITA, HETOBHTE NpaBa OLAAT ONMHUCAHH B
eEEJIOIl 1 chOTBETHO I'BIHOMOMIHOTO OBjie NMPHUIOKEHO KBM TEXHHYECKOTO HH NpeIOKEHHE
HeoOXOoMMMO JIH € YIBIHOMOIIEHOTO Jmue Aa moanucea u camus eEEJIOII ¢ enekTpoHHHS cH
noarmuc?



OTroeop 3:

CoriacHo w1, 54, an. 3 or 3akoHa 3a OOINECTBEHHTE NOPBYKH, B CIyYaHTe KOIaro
YYACTHHKBT, HJIH IOPHIAYECKO JIMIlE B CHCTAaBa HA HErOB KOHTPOJICH MJIM YIPAaBHTENEH OpraH ce
pEACTABIIABA OT (PH3HYECKO JIHIE IO MBHIHOMOIINE, OCHOBaHHATA o Wwi. 54, aim. 1, T. 1,2 u 7 ce
OTHACAT H 32 TOBa (PHU3HYUECKO JIHIIE, C OTJIE]], Ha KOETO YIIBIHOMOIIEHOTO JIHIIE, ClIeBa [a MOAIHILE

eEEJIOII ¢ eneKTpoHHHS CH NTOAIIHC.
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