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CbIbPKAHMUE

Ha IOKYMCHTALHUATA 32 YYACTHE B IPOUEAYPA 32 Bh3JaraHe
HA 00IIECTBEHA MOPBYKA, ChIVIACHO “LII. 31, an. 1 or 3011

1. Pemenme 3a orkpusane Ha TMpOLEAypa 3a Bh3laraHe Ha 00LIECTBEHa HOPbhIKA —
B OTIeNeH (aii.

2. OBsBIeHHE, ¢ KOGTO Ce OIIOBECTARA OTKPUBAHCTO Ha IPOLEAYPATa — B OTIHENeH
batin,

3. YkasaHus 3a IOATOTOBKA Ha odeprara,

4. Ilpoext Ha norosop.

5. OBpasim Ha TOKYMEHTH — B OT/ieeH Gaii:

5.1. lpunoxerne Ne 1.1 - sagpisxarencn obpasen: TexHidecko npemmosxkenue 1o
obocobena nosuums Ne 1: Jlocraka Ha Cyclophosphamide 500 mg power for solution for
injection;

5.2. lpunoxerne No 1.2 - saxpmkarenen obpazerr: TexHigecko npeaioxkenye o
obocobena nmosuums Ne 2: Jloctaska na Ifosfamide 2 g power for solution for injection;

5.3. llpunosxernne Ne 2.1 — sagpinKHTeNICH obpasen: Llenoso npemnonxenue 3a
M3ITLJIHEHUE Ha IIOpBYKaTa 10 0bocobeHa mosuima Ne 1 Hocraska ma Cyclophosphamide
500 mg power for solution for injection;

5.4. llpumoxenne Ne 2.2 — sammmxurenen obpasen: IleHoBo mpeuroxenue 3a
HM3ILIHEHKE Ha nopbykaTa 1o o6ocobena mosumus Ne 2: Jloctaska ma [fosfamide 2 g power
for solution for injection.

5.5. [lpunosxerne Ne 3 — sansmxuresen obpasen: Jlexnaparus o wi. 6, an. 2 or
3aKomna 3a MepKuTe cpery H3nMpaHe Ha mapu cbriracHo [punoxenue No 2 kM . | L, am.. 2
ot [IIT3MMUIT;

5.6, Crannmapren ofpasen Ha eTHHHUS CBPOIICHCKH OKYMEHT 3a OGIIeCTBEHH
nopeuky (EEJIOIT),
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YKA3AHUS 3A TIOJATOTOBKA HA ODEPTATA

1. IToaroroBka Ha odpeprara;

1.1. Tlpy  noxaroroekara mHa OepTUTE YYACTHUIUTE ca TBKHHU Jla crasBar
H3UCKBAHUSTA Ha BR3NOKUTENA. Odeprara cnensa na OTTOBaps HA H3HMCKBAHHSITA, [IOCOYECHH
B PCIICHUETO, OOSBIECHHETO W MOKYMEHTAIMATA 34 yHacTue B mpoueaypata u Ja Obje
obopMeHa 1O IPHIIOKEHHTE KbM MOKyMEHTaluATa 00pasii, KOraTo TOBa ce M3HCKBA,
OTroBopHOCTTa 3a NPABHIHOTO BB3MPHEMAHE Ha NOKYMEHTALHUATA 338 YYACTHE Ce HOCH
€IHHCTBEHO OT YYACTHHUIIHUTE,

1.2. Odeprure ce mirorsar na Opiarapeky esuk. JJoKyMeHTH, KOUTO ca Ha YK
C3HK Ce IIPCACTABAT U B IPEBOJ Ha GhIrapeky.

1.3. Jlo m3tnuaneTo na cpoka 3a mojasame Ha O(bepTHTE, BCEKH YYACTHUMK MOJKE
Aa IPOMCHH, 18 IOI'bJIHE MK []a OTTEIH odeprara ci.

1.4. Ilpencrapamero Ha oepTa 3amBIDKABA YHACTHHKA fa [IPHEME HAaI'BIHO
BCHYKH M3HCKBAHMS M yCJIOBHS, TOCOYEHH B PELICHUETO, 0OSBICHHETO 1 MOKYMEHTAIHATA 33
YYacTHe B IIpoLeaypara.

1.5. Beekn yuacTHHK B TpOLeypaTa uMa IpaBo 1a IPeLCTaBH camo e1Ha o(epTa.

1.6. Jlune, koero ydacTBa B oOOeIMHEHHE HIIH € JAl0 ChIyacue aa Onie
TOAMSIIBIIHHTENT HA IPYT YYACTHHK, HE MOXKE [a I0[aBa CaMOCTOSTEHA odepra.

1.7. B npouenypa 3a p3narane na 00mIecTBeHA NOpBYKA eNHO ¢bu3HIeCcKo M
TOPUZIMIECKO JIMIIE MOXKE J[a YYaCTBA CAMO B €1HO 06e MHeH e,

1.8. CBbp3anu nmna He morar ja 6Buar CaMOCTOATEIIHE YYACTHHIIH B €JHA U
Cblia npouenypa. [lox "cebpsanu nuna" cremsa na ce uma IPe/IBU OLPEICTIEHHETO 110 § 2,
T. 45 ot JIP na 3011,

1.9. VyacrHMmmTe MOTaT ga ce I030BAaT Ha KamanuTeTa Ha TPETH JIMIa,
HE3ABHCHMO OT IIpaBHATA BPb3Ka MEXKIY TSIX, II0 OTHOLICHHE Ha KPHTEPHHTE, CBBP3aHH C
HKOHOMUYECKOTO M (DMHAHCOBOTO  CBhCTOSHHE, TEXHHUECKHTE CIIOCOOHOCTH W
MPO(eCHOHATHATA KOMIIETEHTHOCT. 34 TPCTHTE JIMLA Ce IpHiara 4, 65 or 3011,

1.10. Yyacraummure mocousar B odeprara cu NOAMIBIHATENHTE K Iena ot
[I0OpPUKATa, KOWTO INE HM BB3JI0ONKAT, aAKO BB3HaMEPABAT Ja M3MON3BAT TaKWUBa., 3a
[IOMHU3IIBJIHATEIMTE Ce mpHiIara 4. 66 ot 30T

HesaBucuMo 0T  Bm3MoXHOCTTZ  3a H3ION3BAHE HA  TIOOH3NBIHHTEH
OTFOBOPHOCTTA 33 M3IBIIHEHHE HA TOIOBOpA 3a 0OIIeCTBeHa [IOPBYKA € Ha H3MBJIHUTES,

Besnoxurensr  wama  gma H3BLPIIBA  JIMPCKTHH — pasiulalllanus ¢
[OJHU3IIBIHUTEITHTE.

I.11. VuacTHuuuTe Morar ma nocousar B odepruTe cH HHBOPMAIHL, KOATO
CMATAT 33 KOH(HACHIMATIHA BBB BPL3KA ¢ HANHIHCTO Ha ThpProBcka TaiHa. Korato
YIACTHHIIMTE Ca CE 1030BaNM Ha KOH(HIECHIMANHOCT, ChOTBETHATA uHdoOpManus He ce
PasKpHBa OT BB3NONKHUTENA. YUACTHUIIUTE HE MOTAT [a Ce MO30BABAT Ha KOH(UOeHMamHOCT
110 OTHOIICHHE Ha IPEATIOKECHUATA OT OEPTHTE UM, KOMTO TIOJUIEIKAT Ha OIICHKA.

1.12. Bendkn moxymenTH ce IPCACTABAT B OPUIMHAI WIH KOIHS, 3aBEPEHH OT
y4acTHHKa ¢ "BspHo ¢ opurunanma, Hexnapaiunre 1 6aHKoBHTE rapaHiysg, KoraTo Takusa ce
M3UCKBAT, CC NPECTABAT CAMO B OPHTHHAI,

1.13. Jlumata morar nma HoOWCKAaT THCMEHO OT BB3JIOXKHUTENS PA3ICHEHHT 110
PCLIEHUETO, OOSBICHUETO W NOKYMEHTALMATA 34 OBIIeCTBEHATA nopeuka a0 10 muu mpeju
H3THHYAHE Ha CpOKa 3a IONydaBaHe Ha O(epTHTe, a KOrato CPOKBT € CBKpaTeH IpH
H606XOIII/IMOCT OT CIICIIIHO BB3JaraHe - 0 7 JAHH, BLBJ’IO}KI’ITGJIHT mpeaocrans pa3sjicHCHUATa B
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4-JIHEBEH CPOK OT MOJIyYaBaHe Ha HCKAHCTO, HO HE MO-KBCHO OT 6 AHM IIpejm Cpoka 3a
lolryyasane Ha odeprTu, a KOrato cpoksT e CBKPATCH IIOpaJi HEOOXOMHMOCT OT CIICIIHO
Bb3JIaraHe - 1o 4 THM IIPe/i TO3U CPoK. B passichenusTa He ce NIOCOYBA JIMIETO, HAIIPABHIIO
3amuTBAHETO. BB3noxuTensr we npenocraps Pa3fACHCHHUS, aKO MCKAHETO € ITOCTBIMIIO e
CpoKa Mo M3peteHHe UBPBO. PassicHenusTa ce mpepocTapst Ipes mybimKysane Ha npoduma
Ha KylyBaya.

2. IlonaBane na odeprara:

2.1. Jloxymenrure, cbpsanu c Y4aCTHETO B NPOLEAypara, Ce NPEACTABAT OT
YIACTHHKA, WK OT YIBJIHOMOUIEH OT HErO MPEeICTABUTEN - JTHYHO HITH UPE3 IOICHCKA HIIN
APYIa KypHepCKa yciyra ¢ NpenoppyaHa Iparka ¢ obpartHa pasmucka, Ha azpeca Ha
BB3NOKUTEIS: TP. JloOpud 9300, yi. "[MTanatior Xutos" 24,

2.2 JlokyMeHTHTE ce TIpescTaBsT B 3ameyaTada HCMPO3payHa ONaKOBKa, BHPXY
KOATO CC II0COYBAT: HAMMCHOBAHHETO HA YYACTHHKA, BKIFOUHTENHO YYACTHUIIHTE B
00€/IMHEHHETO, KOTaTO € IPHIIOKUMO; aIPEC 3a KOPECTIOHACHIINSA, TeNe(OH H 10 Bb3MONKHOCT
- (aKc u eNeKTpOHeH a;pec; HAMMEHOBAHMETO Ha [IOpBYUKaATa, a KOraro € TIPHIOKHMO —
000co6eHHTE MO3UIHH 1 HOMCHKJIATYPHTE OT TAX, 38 KOWTO MOJABAT JOKYMEHTHUTE,

2.3. 3a momydenute odeprn IpH BB3JIOKHTENIA C& BOAM PETrHCTELP, B KOWTO ce
orbensaspaT: momaren Ha odeprara; HOMED, NlaTa W 4Yac Ha IOJyyaBaHe; NPHUHHATE 3a
BPBIIAHE HA OhepTaTa, KOraTo € MPHIIOIKHMO.

2.4. Ilpu nonyuyapare Ha oepTara BLpXy OHaKOBKATA ce OTGENII3BAT NOPEIHHUSIT
HOMED, JlaTaTa M YachT Ha ITOJIyYaBaHeTo, 3a KOETO Ha NIPUHOCHTENS Ce M3/1aBa JOKYMEHT.

2.5. He ce mpuemar odepru, kouto ca IPEACTaBEHH CNIEA M3THYAHe HA KpaifHus
CPOK 32 IIONTyaBaHe UK Ca B He3allcuaTana OaKOBKA HITH B OIAKOBKA C HapyIieHa syIocT.

2.6. KoraTo xbM MOMEHTa HA W3THYaHE Ha KpaHUs CPOK 3a mnojydaBaHe Ha
O(epTH IIPET MSICTOTO, OIPENEeeHo 3a TIXHOTO H0/laBamne, BCE OIIe UMa YaKallH JIULA, Te ce
PIVIOYBAT B CIIHCBHK, KOHTO Ce IONIMCBA OT MpPEACTABHTEN Ha BB3JIOKHTENS W OT
lipucherBamuTe nuna. OdepTHre HA JMIATA OT CHUCHKA ce 3aBeX/IaT B PErUCThPa Ha
BB3NIOKATEN. He ce nomycka npremane ua obepTn OT JNMUA, KOHTO HE ca BKIIOYCHH B
CIIMCHKA,

2.7. B cnyyaure, xorato oeprara ce H3Mpama MO MOMATA WM ¢ KypHepcKa
cinyx0a, yY4acTHHKBT cileiBa na OCHUI'YDH HEHHOTO CBOEBPEMEHHO HpPHCTHIAHE npemu
M3THYAHC Ha CpOKa 3a TmoJiaBane Ha odepTn. PuckbT or 3a6asa mwim 3arybBame Ha o(eprara e
38 y4acTHHKA.

3. Cbabpikanue Ha 3amedaTanara HEeNnpo3payHa ONAaKOBKA M yKa3aHHs 3a
NON'bJIBAHE HA JOKYMEHTHTE B Hes:

3.1. Omuc Ha npesncTaBenuTe JIOKYMEHTH.

3.2. Cranmapren obpasen sa enmHHHS EBPOIICHCKH JIOKYMEHT 34 OGIIECTBEHH
nopsuku (EEIOIT) 3a yuacthuka, a xorato e IIPHJIOKHMO - 38 BCEKH OT YYACTHHUIHTE B
00€/IMHEHHETO, KOETO HE € IOPHANYECKO JHIE, 32 BCCKM MOMU3IBIHUTEN H 32 BCIKO JIMIE,
HHHTO PECYPCH Lie ObIAT aHTAKHUPAHH B H3IBIHCHHETO HA [IOpBYKarTa.

lIpu noaroroskara ua EENIOIT cnengsa na ce uma TIPEJIBH I CICIHOTO:

3.2.1. Upes EEJIOIl yuacTHMKBT JEKIapupa JIMIICATa HAa OCHOBAHHATA 34
OTCIPaHsBAHC M CHOTBETCTBHE C KPUTEPUHUTE 32 moA60p. B mero ce IIPE/I0CTaBs CHOTBETHATA
MH(OPMAIHs, U3MCKBAHA OT BE3JIOKUTENA, U CE NPENCTABAT JaHHH OTHOCHO [yGIIHYHUTE
PCIHCTPH, B KOMTO Ce CBABpKA HH(pOpMALHs 3a ACKIapupaHuTe obOcrosiTescTBa MM 3a
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KOMIICTCHTHHS OpraH, KOHTO CBIJIACHO 34KOHOJATCIICTBOTO HA ChOTBETHATA IbpXKaBa e
ATBIKCH J1a IPENOCTaBs HHYOPMAIHSA 33 Te3n obcrosTencTea ciyxeGHo Ha BB3JIOXKHUTEIISL.

322. B yacm II, bykea "A: Hugopmayus 3a uronomuyecrus onepamop”, B
paspena  "Hoenmugpurkayus" yuactHHKBT ClCBa J1a OTrOBOPH B CHOTBETCTRBHE ¢
PETHCTPAIMATA CH B ThPTOBCKHS PETUCTHD UM APYT PErucThp Ch0OPA3HO HANMOHATHOTO CH
3aKOHOJIATEJICTBO. '

3.2.3. B wacm II, 6yxea "A: Hupopmayus sa uronomuuecrys onepamop”, g
pasnena "Dopma na yuacmue" ua EEJIOIT yuyacTaukDT ciiejpa Aa OTrOBOPH Jalid YYacTBa B
IIponelypara KaTo 4acT ot obeIHHeH e

324, B waem I bykea "B Hupopmayus  3a  npedcmasumenume Ha
UKOnOMUYeCKUA  onepamop”,  yUACTHHKBT —ciiesa @ OITOBOPH B CLOTBETCTBHE ¢
PETHCTPALHATA CH B THPrOBCKHS PCTHETDD HIIH IPYT PETHCTBD ¢hoOPA3HO HAMHOHAIHOTO cH
3aKOHO/ATEJICTRO.

325. B wacm 1I oyxea "B: Hughopmayus  omuocno USNON3BANEMoO  Ha
Kanayumema na Opyeu cybexmu", y4acTHHKHT CICIBa Jla OTrOBOPH JNalk IIe H3IOI3BA
KarmaluTera Ha TPETH JIMIA 110 OTHOLICHHE HA KPHTEPHHTE, CBBP3aHH ¢ MKOHOMHYECKOTO M
(unancoBOTO CheTOsHME, TCXHHUCCKUTE CIHOCOOHOCTH U npodecHonannara KOMIIETEHTHOCT.
3a BCAKO TpeTo JmIe ce lipencrass otaenen EEJTOIT.

32.6. B yacm 1II byxea "I Hugpopmayus 3a NOOUSHBIHUMENY,  YuTimo
Kanayumem uKoOHOMUYeCKUIm onepamop HAmMa 0a usnon3ea’, YYACTHHKET crenBa ja
OTFOBOPH KOH Ca MOAU3IBIIHHTENNTE, KOUTO IIIE [10J13RA.

3a BCEKH HOAU3MBIHUTE] ce lpencrass otmeneH EEJIOIN. [MomusmsnauTe MTHTE
TpsA0Ba Ja OTrOBapsAT Ha CHOTBETHHTE KpUTEpHH 32 Moadop choOpasHO BHa M mesa ot
TOpBHIKaTa, KOHTO Lie M3IIBIHABAT, H 3a TIX J1d He ca HAJIMIC OCHOBAHUSA 32 OTCTPAHSBAHE OT
IpoLeaypaTa.

[Momm3nsnauTensT nocousa KaUeCTBOTO CH Ha MOAH3IBIHUTE B Yacm Il byxea
"d: Hupopmayus 3a uxonomuuecrus onepamop”, B pasgena "®opma na yauacmue” Ha
EEJIOII, koiito mpencrass. B touka a) Ha CBIUMS PA3IEN 10 U3IT I IHHTEIST MOCOYBA ITOETHTE
34IBJDKCHHS CBITIACHO IT, 66, a1, 1, u3p. Bropo ot 30IT.

3.2.7. B wacm Il bykea "A: Ocnosanus, CEbP3ANU € HaKasamenny npucwvou"
YIACTHUKET NEKIapHpa HANMYHETO Ha O0B6CTOSTENCTBATA 34 OTCTpaHsABaHE OT yyacTHe B
Iponenypara 1o wi. 54, an. 1, . 1 u 2 or 3011 (OCBXKIANE 38 IPECTHILTEHHS 10 . 108a, w1
159a-159r, . 192a, . 209-213, 4. 301-307, u. 321 u Wl 321a ot HK nnw amanoruuny s
ApYTa bpiKaBa WICHKA WM TPETa CTPaHa), KAKTO H LIPCANPHETHTE MEPKHU 38 HAIEIKIHOCT 110
ul. 56 ot 30Il, koraro e IPHIOKAMO. Te3sm OCHOBaHHA ce OTHacsT 3a JIMIara, KOMTo
[IPENCTABIABAT YYACTHHKA, YWICHOBETE HA YUPaBUTCITHH ¥ HA/[30PHH OPraHu | 3a OPYyTH JiMna,
KOHUTO MMaT IIPABOMOILIMS [1a YIPasKHABAT KOHTPOJI P B3EMAHETO HA DEIICHHS OT Te3H
opranu. Jluuara, 3anemkeny na ACKIapupaT 0OCTOSITENCTRATA 10 YL 54, am. 1, . 1 u2ca
nocouen B 4. 40, ain. 2 ot ITII30I1. Korato MSHCKBaHUATA 1O 41, 54, ai. 1, 1. | u 2 o1 301
CC OTHACAT 3a MOBEYE OT €IHO JIHIE, BCHUKK JIMIA OANUCBAT €IMH M ChII EEJIOIL Korato e
HaJHIe HEOOXOMMOCT OT 3aIHTA HA JIMUHHTE JIHHH HITH 1IDH Pasiiuyue B 06CTOSATEICTRATA,
CBBP3aHH C IMYHOTO ChCTOSHHE, HHPOPMAIMATA OTHOCHO M3UCKBaHMATA O WI. 54, a. 1, T. |
1 2 ot 3011 ce momsiBa B ortaeneH EEJIOIT 3a Besxo ymme wmm 3a HSKOH OT juIara. B
CIIy9auTe, KOraro ce IoJaBa IOBeYe OT e EEJIOTL, obcTosTeNncTRAaTa, CBLP3aHH ¢
KpuTepuuTe 3a moubop, ce CeAbpKar camo B EEJIOI, mommucan ot JIHIIE, KOETO MOJKe
CaMOCTOSATEITHO /13 IIPE/ICTaBIIABA CHOTBETHHS CTONAHCKH CyOexr.

3.2.8. B uacm III Gyxea "b: Ocnosanus, C6bP3AHU ¢ niawanemo na danvyu u
COYUANHOOCULYPUMENHI 6HOCKU" YIACTHUKDT ACKTapupa HaIMIHeTO Ha 0OCTOATECTBATA 34
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OTCTpaHsIBAHE OT y4YacTHE B lipolienypara no 4. 54, am. 1, 1. 3 ot 3011, T.e. ganu wma
3aIBJKEHHA 38 JaHBIM H 3315 KHTEIIHH OCHTYPUTEJIHH BHOCKH 110 CMHCHJIA Ha Wl 162, an.
2, 1. 1 ot JIOIIK, kaxrto u HPCALIPHETHTE MEPKH 38 HAJIEHTHOCT 110 L, 56 oT 30I1, xoraro ¢
PUTIOKHMO.

3.29. B uacm III Gykea "B: Ocnosanus, C6bp3anu ¢ Hecvemosmennocm,
KOHPAUKm  Ha unmepecu unu  npoghecuonanno Hapyuwienue"” yu4acTHUKBT TeKnapupa
HATHYHETO Ha 00CTOSTEICTBATA 33 OTCTPAHABAHE OT YYacTHE B Tiponenypara 1o ui. 54, amn. 1,
. 4,5 6u7 or30I. OcHoBanusTa 110 WL, 54, 1. 7 or 30I1 ce oTHacsT 33 JTHLATA, KOUTO
LIPC/ACTABIABAT yUACTHHKA, WICHOBETE Ha YIPAaBUTEIIHH M Ha/I30PHA OpPralM u 3a JPYTH JinIa,
KOUTO HMAT NPaBOMOLIMS Ja YIIPaKHsBaT KOHTPOIT IIPH B3€MAHETO HA PEINeHHS OT Te3y
opraud. Jlunara, sapemixenu ja ACKIapupar o0cTosITeNICTRBATA 110 L. 54, an. 1, 1. 7 ca
tocouenu B v, 40, an. 2 ot MII30T11. Korato M3HCKBaHUATA IO L. 54, an. 1, 7. 7 ot 30I] ce
OTHACAT 3a IOBEYE OT €AHO JIMIE, BCHYKH JIH0A INOAIMCBAT IHH U ChII EEJIOIT. Korato e
HaJIMIE HeOOX0UMOCT OT 3aImuTa Ha JIMYHNTE JaHHU WK TIPH Pa3indre B obcrosTencrpara,
CBbP3aHU C IMYHOTO CHCTOSHHE, HH(DOPMAaNUITa OTHOCHO H3UCKBaHUATA 1O wiI. 54, an. 1, 1. 7

CIYJKHTENH MM HACTH OT Hero JMNA H3BLH HCTOBaTa CTPYKTypa, KOHTO yyacTsaT B
TIOATOTOBKATA MJIH BB3IIATAHETO HA OBILIECTBEHATA IIOPBYKA MM MOTaT jla MHOBIHSST Ha
PE3YJITaTa OT Hesl, UMaT HHTEPeC, KOUTO MOKe T BOIH J10 objara o cMuchia Ha i, 54 ot
3aKoHa 3a mpoTHBOelicTBHE Ha KOpynuuara M 3a OTHEMaHe Ha HeE3aKOHLO IpHI06UTO
HAMYINCCTBO M 33 KOHTO O Morno ma ce TIPUEME, Y€ BIIMSIC HA TAXHATA GE3MPHCTPACTHOCT 1
HE3aBHCHMOCT BbB BPb3Ka C BB3JIArAHETO Ha OOIIECTBEHATA IIOpBUKA.,

3.2.10. B wacm I, 6yxea "I Hpyau ocnosanus 3a USKIIOYBAHe, KOUMO Moxce Oa
Ovdam npedsudeny g HAYUOHANIHOMO  3aKOHO0amencmeo  Ha 6b3NA2AUMUA  Opean  unu
Eb3N00ICUMEN Ha Obpacasama unenra" YHaCTHHKBT JIeKJIapupa HAIMYHUETO Ha:

3.2.10.1. O6ecrosrencrsara 3a OTCTPAaHsBAaHE OT YYacTHE B IIpone/ypara mo .
S4,an. 1, 1. 1 1 2 or 3011 (OCHKIaHE 38 IPECTBIVIEHHS 110 1. 172, un. 194-208, un. 213a-
217, un. 219-252 w un. 253-260 u gy 352-353¢ or HK wm ananormyny s npyra Jibpskasa
HICHKA HIIH TpeTa cTpana). Te3d OCHOBaHMs ce OTHacsT 3a JIHIaTa, KOUTO TIPEACTABIISIBAT
YUACTHHKA, YICHOBETE HA YIIPABUTENHH W HA/[30PHH OPraHu W 3a JIPYTH JIMNA, KOMTO HMAT
TPABOMOIIHSL Ia yIPasKHABAT KOHTPOJ IIPH B3eMAHCTO Ha PCIICHYA OT Te3u opramu. JInnara,

an. 2 ot IIII30I1. Koraro H3HCKBAHMATA TO 4. 54, ain. 1, 1. 1 u 2 or 3011 ce oThacsaT 3a
TIOBEYE OT CJIHO JIMIIE, BCHYKU JIHIA loamuesar eaun u oy EEJIOIT. Koraro e Haauie
HEOOXOJMMOCT OT 3amuTa Ha JMYHATE JAHHH WM TPH pasjiduie B obcrosTencTrara,
CBBP3aHM C JIMYHOTO ChCTOSHHE, HH(POPMALHMATA OTHOCHO M3HCKBAHHATA 110 41, 54, an. 1, 1. 1
4 2 ot 3011 ce mombira B otnenen EEJIOIT 3a Besxo nmme wmm 3a HAKOH OT Juuara, B
CIYy4auTe, KOraro ce€ IojaBa [OBEYe oT cauH EEJIOTI, obcTosTencrRara, CBBP3aHH C
KpHTCpHHTE 3a moxbop, ce ChaBpKAT camo B EEJTOI, moammcan ot JIUIIE, KOETO MOoie
CaMOCTOATEIHO [ IPEJICTABIISBA ChOTBETHUS CTOIAHCKH CyOeKT.

3.2.10.2. Ceepaanocr ¢ APYT' yHaCTHHUK B IPOIEAYpaTa [0 CMHCHIIA Ha § 2, 1. 44
or IP na 3011, B Bpb3ka ¢ § 1, 1. 13 1 14 ot JIP Ha 3axona 3a IyOIMYHOTO NIpejyiarade Ha
LIEHHH KHUKA.,
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3.2.10.3. IIpeuku 3a yyactue B obIecTBeHy NOPBYKM 110 4L 3, T. 8 oT 3akona 3a
MKOHOMHYECKHUTE H (DHHAHCOBUTE OTHOINEHHS ¢ APYIKECTBATA, PETUCTPUPAHH B FOPHCIUKLIHH
C npedepeHInaneH MaHbYeH PEKAM, CBBD3aHUTE C TAX JMIA M TEXHHTE ACHCTBHTETHM
coOCTBEHHIH.

3.2.10.4. Ilpepnpuernure MEPKH 33 HaICHIHOCT 110 Wi 56 or 30I1, koraro e
HPHIOKHMO MM HATHYHETO HA M3KIIOYEHHSA 110 wi. 4 oT 3aKOHa 338 MKOHOMHYECKHTE ©
(DMHAHCOBHTE OTHOLIEHHS ¢ APYIKECTBATA, PETHCTPHPAHH B FOPHCIUKIHH C npedepeHnanen
AGHBYUCH PEIHM, CBBP3AHUTE C TSIX JIMIA H TEXHHTE NeHCTRH TN coOcTBeHUIH;

3.2.11. YyactHHIHTE ca AUTBIKHH 1A yBENOMSIT ITICMEHO BB3JIOKHTEIS B 3-1HeBeH
CPOK OT HACThIIBAHE Ha 0OCTOATENCTBO 110 UL, 54, an. 1 ot 3011, AEKIIAPHPAHO OT TIX B YaCTH
I u I1I ma EEJTOIL.

3.12.13. B yacm IV, Gyxea "A: I'oonocm" B Touxa 1) na rabnunara yyactamKpT
1I0CO"Ba IOKYMEHTA, ¢ KOHTO J0Ka3Ba ChOTBETCTBHETO CH IO paszen I11.1.1) or o6sBnenuero
34 ONOBECTSBAHE Ha OONIECTBEHATA MOPHYKA: Paspemenne 3a Tiprosus ma enpo ¢
ICKAPCTBCHH IPOAYKTH, H3/AfCHO 10 pexa Ha 3JIIIXM; Paspenrenue 3a IIPOM3BOJICTBO 110
4l 196, an. 1 or 3JIIIXM, B CAYTauTe KOraTo YYaCcTHHKBT € MPO3BOJNHTE] H npemiara
JICKAPCTBCHUTE NPOAYKTH, KOUTO [IPOM3BEIK/IA, Paspemenue 3a Broc mo wr. 196, an. 2 ot
3JIITXM, B cnydanre Koraro YHaCTHUKBT © BHOCHTEIN H NPE/JIara JIeKapcTBEHUTe HPOIYKTH,
KOHMTO BHACH.

3.12.14. B vacm IV, 6yxea "B: Texuuuecku u npo(ecHoHaNHN crocobHoCTH" B
Touka 10) Ha TaGmuuara yYacTHMKBT HOCOYRA KakBa 4acT (IIPOLEHTHO H3paXeHHe) OT
HIOpBYIKATA LI BB3JIOKH HA IIOTH3IBIHHATE].

3.3.15. B wacm IV, 6yxea "B": T, eXHUYeCKU U npopecuonannu cnocobrocmu" p
TOYKA 4) YYaCTHHKBT MOCOYBA AIOKYMEHTA, ¢ KOWTO JIOKa3Ba CHOTBETCTBHETO CH 110 pasjen
III.1.3) or obsBnennero 3a omopecTsmane Ha oblecTBeHaTa MopbuKa: Cepruduxar 3a
TpHJIArate  MO/UIbPIKaHe Ha CHCTEMa 3a YIpaBJIeHHe Ha KagecTBoTO EN ISO 9001 w/mnmu EN
[SO 13485/13488 w/umm CKBUBAJICHTHA, ¢ 00XBAT B 00JACTTA HA IIPOM3BOICTEOTO H/Wu
TBPTOBHATA C JIEKAPCTBEHH IIPOLYKTH.

3.2.16. YaactHure mMorar na msnomssar EEJTOII, ko#iTo Beue e Guj H3I10/I3BaH
IIpH MPEAXOJHA IpoUEeAypa 3a oOmecTBeHA TIOPBHKA, TPH YCIOBHE, Y€ MOTBBPIAT, ue
ChAbPIKAIIATA Ce B HEI'0 HH(OpMAIUs BCe oIe e aKTyaaHa, pH yCIOBUATA Ha 4. 44, a. 2
ot [ITT3011.

3.3. Hdoxymentu mo ui. 45, an. 2 or III130I] 3a JIOKasBaHe Ha IIPeNpUeTHTe
MEPKH 33 HAIEKIHOCT 10 4. 56 ot 3011, korarto e IIPHIIOKHAMO.,

3.4. Ilpu yyactauIm obenuHEeHHs, KOHTO He ca IOPHAMYCCKH JMIA — KOIIHE OT
AOKYMEHT, OT KOHTO /4 € BHIHO NPAaBHOTO OCHOBAHHE 3a Ch3MaBaHe Ha 00e/IHHEHHETO, KAKTO
M crenHaTa MHGOPMAIHs BLB BpB3Ka ¢ KOHKpeTHaTa OOIIEeCTBEHA MOPBUKa: IIpaBaTa H
SallbIDKCHUATA HA yYaCTHHIUTE B OOEIHHEHHETO; PasIpPEACICHUETO HA OTrOBOPHOCTTA
MEXNIY HICHOBETE Ha OOCLMHEHHETO; HeHHOCTHTE, KOMTO Iie H3IIBJIHABA BCEKH 4IEH HA
obenHenHeTo.

3.5. Texauyecko IPEIUIOKEHHE, ChIIBPIKAIIO:

3.5.1. TexHuuecko IPCATIONKEHHE - TI0 38[bIDKHTENIEH 06paserr Ipunoxenne No
1.1 w/mma Tlpunoxenne Ne 1.2 ot 00pa3snuTe I0KYMEHTH Ha AOKYMEHTAIIMATA 32 yyacTHe,

B To3u noxyment YUACTHHKBT,

- Hlexnapupa cpoka Ha BaIMIHOCT Ha odeprara, KOHTO He MOXKE 1A O-MATLK OT 3
MECCLa OT 1aTara, KOATO € [I0COYeHa 3a 1aTa Ha [0JTy4aBaHe Ha oeprara.

- Hexnapupa npremanero Ha cpokosere 3a: H3IBIIHEHHE Ha J0rOBOpa, IUIAlaHe,
JOCTaBKa U rOJHOCT HAa AJOCTaBSIHUTE JICKapCTBEHH IIPOAYKTH,
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- [Mexnapupa, dYe mocraBsHHTE JICKAPCTBCHH  NIPOAYKTH  OTrOBApsAT Ha
H3HCKBAHHATA HA BH3JIOYKHTE]IS.

- MHexnapupa, we nocrassigmre JICKApCTBCHH  IIPOJAYKTH  OTrOBapsAT Ha
H3HCKBAHHATA 10 OTHOIIEHHE Ha IPe/IaraHara reHa.

- Hexnapupa cwriacuero cu ¢ KITay3UTC Ha NPHIIOKEHHS IPOSKT Ha JOrOBOp;

- Hexnapupa npyru OOCTOATENCTBA, H3HCKBAHM OT BB3JIOKUTENIS M [IOCOUSHH B
oOpasena Ha JOKyMeHTa,

3.5.2. JlokymenT 3a YIThTHOMOIIABAHE, KOraTo JIHIETO, KOETO I10/1aBa oteprara,
HC € 3aKOHHUAT IPEACTABUTEN HA YIACTHHKA.

3.5.3. Koraro ygactHuk nopgasa odepTa 3a HoBeue or eaHa 060coGemHA TIO3ULIHS,
3a BCAKA OT NMO3UIMHTE Ce NPEACTABAT MOOTAENHO KOMIUIEKTYBAaHH TOKYMEHTH II0 TOUKH
3.5.1 u 3.5.2. KoMIjIeKTOBaHeTO MO3KE 11a € B OTJeJICH UMK, T1aKa, ko6 3a JIOKYMEHTH MTH
OPTaHU3MPAHO 10 APYT HAYMH, 110 KOHTO [a Moke 1a ce YCTaHOBH 3a KOst 000c06€eHa O3MIHs
CE OTHACAT JOKYMEHTHTE.

3.6. llenoBo mpemtoxkenne 3a MSILIHCHHE Ha MOPBYKATA, ChILPIKALIO
IPEATIOXNCHIETO HAa YYaCTHHKA OTHOCHO IIGHATA 34 IpuIOOUBaHE — 10 3aIBIDKUTENCH
obpasen, Ilpunoxxenne Ne 2.1 w/wim [Tpunoxenne No 2.2 or obpasmuTe JIOKYMeHTH Ha
MOKYMEHTALHATA 38 Y4aCTHe.

Korato yuwacthux nonapa odepra 3a mosede oT enma 06ocoGema TTO3HIHSA, 3a

BCsAKa OT 000cobenuTe MO3HIMH ce [IPENCTaBs OTACIHO NEHOBO MPeIIoKeHHe [Ipunosxenne
Ne 2.1 w/mmm 2.2,

HenoBoto npeastoxenie moxe 1a He ce mocrass B OT/Ie/IEeH 3aNe4aTaH MK,
THH KATO BBIJOKHTEIAT ¢ NpeaBHIII PATNEKAAHETO HA JOKYMEHTHTE Ja CTaHe 1o
pena na 4. 104, an. 2 or 30I1.

Brn3noxkureasT He miucksa HIPEICTABEHUTE OT YYACTHHIHTE JAOKYMEHTH /14
ObJAT MocTaBeHH B OTHEIHH INIHKOBE, MANKH U/ WJIH 1k06oBe 3a HOKYMEHTH, 0CBEH aK0
TPsA0BA a OBAAT KOMIUIEKTOBAHH 10 000cobeHH mo3nMuEM B CJYYaHTe, NMOCOYEHH B
ToukH 3.5.3 u 3.6.

4. Pasrue:xkmane na oeprure:

4.1. Tlomyyenure odepru ce OTBAPAT Ha 11yOJIMYHO 3aceaHue, HAa KOETO MOrar Ja
IPUCELCTBAT YHAaCTHULMTE B MPOLENYPATA HIH TEXHH YI'BIIHOMOIICHH TIPEICTABUTEIIH, KAKTO
H NIPCICTABUTE/IM Ha CPEJICTBATA 38 MACOBO OCBEIOMSBAHE.

4.2, BpanoxurensT npensmkia PA3MICKIAHETO Ha O(epTHTE Aa Ce H3BBPIIU 110
pena Ha un. 104, am. 2 or 30I1, mpu koero oueHkaTa Ha TEXHHYECKUTE H I[[EHOBUTE
HPCIVIOKCHHS HA yIACTHUIMTE IUE CE H3BBPIIM TIpE/H TIPOBENKIAHETO HA IIPeBAPHTEIHUS
moabop.

4.3. JleffcTBHATa HA KOMHCHSTA 32 H3BBPUIBAHE HA MOAOOP HA KAHOHIATHTE M
YHaCTHHIIUTE, PasTiexKIaHe U OleHKa Ha odepTute (KoMHCHsTA TIO YT, 103, an. 1 or 30IT) ce
M3BBPIIBAT B CJIC/HATA IIOCIIE/I0BATEHOCT: ,

4.3.1. xommcHsTa OTBaps mO PElla Ha TAXHOTO IIOCTHIIBAHE 3aIleUATAHHTE
HCIIPO3PaYHH OIIAKOBKH M OIOBECTSIBA TAXHOTO ChABPKAHHE, BKIIOYHTENHO IPE/UIOKEHISTA
Ha YYaCTHHIHTE TI0 TI0KA3aTe IS 3a OIEHKa Ha oeprure;

4.3.2. TeXHHYECKOTO M IIEHOBOTO HPCIIOKCHAE Ha BCEKH OT YYACTHHIUTE Ce
IIOANHCBAT HAH-MAIKO OT TPHMA WICHOBE HA KOMHCHSTA H Ce Tpelyiara 1o eaH or
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IPUCELCTBALINTE IPEACTABUTENN HA APYTHTE yIACTHHIMA J1a TH NOAMNHUIIE, C KOETO myOsiHyHaTa
9acT OT 3aCCAaHUETO MPUKITIOYBA,

4.3.3. KoMHCHATA pasTiiexia IPEJCTaBeHUTe O(EepPTH M OIeHSBA CHIIACHO
u30paHusd KpuTepwil 3a BB3JNAraHe TesW oT TAX, KOHTO CBOTBETCTBAT Ha MPEIBAPUTEIIHO
00SBEHHTE YCIOBHAL,

4.3.4. xoMHCHsTA pasriexIa MOKYMCHTHTE, CBBP3aHU C JIMUHOTO CHCTOSHHE W
KPUTEPUHTE 33 TOJA00D, HAa YUACTHHIIUTE B HH3X OIS peIt CIpAMO MONYYEHUTE OLEHKH;

4.3.5. KOraro ycTaHOBM JMIcA, HEUBJIHOTA HITH HECHOTBETCTBHE  HA
HH(OPMAIHATA, BKIIOYHTE/HO HEPEIOBHOCT HITH (hakTHYCCKA IpelIka, HIIH HECHOTBETCTRHE C
H3HCKBAHUATA KBM JIMYHOTO CBHCTOSHHE WMIIM KPHUTEPHUHTE 34 MOAGOD, KOMHUCHSTA [HCMEHO
YBEJIOMSIBA YUACTHHKA,

4.3.6. B cpox J10 5 paGOTHH JHH OT [IOJy9aBaHETO HA YBEAOMIICHHETO YUYAaCTHHKLT
Moxke aa mpeacrasd HoB EEJIOIT w/mmm apyru fokyMeHTH, KOMTO CBABPKAT [POMEHEHA
H/HJTH JIOITBITHEHA HH(OPMAIIHS;

4.3.7. KOMHCHATA pasriexia JAOKYMCHTUTE, CBBP3aHU C JHYHOTO CLCTOSHHE W
KPUTEPHHTE 34 NMOAOOP /O YCTAHOBABAHE HA CHOTBETCTBHE C H3HCKBAHMATA Ha [1Bama
YHaCTHHIM, KOUTO KITaCHPa HAa IBPBO H BTOPO MSCTO; OCTAHAIHTE YYaCTHHIH, YHHTO odepTH
Ca OIICHCHH, HE Ce KIIacHpar.
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HPOEKT
AO0OTrOBOP
Huec................. 2018 roz. B rp. Jlo6puy, Ha ocHOBaHME WL, 112 u cin. or 3akoua 3a

OOIIECTBEHHTE TOPBIKH, CE CIIIFOUM HaCTOSILIHAT JIOTOBOP MEKY:
............................................................................................ , CbC cemamyie B

EUK....ccoovvviiiiiinicnan, , HpeCTaBIsABaAH O e
....................................................... » B KauecTBOTO My Haoiiiiici
OLpEJICICH 33 u3nblIHUTEN ¢ Pewienme No ... ... Ha BB3JIOKUTENS CIIEN MPOBejieHa
iponiesiypa 3a Bh3jaarane Ha obliecTBeHa nopb4ka THI "oTKpuTta" No 00083-2018-....... .. , C

npenmer: [leppoanyna nocraska na JICKapCTBEHU TIPOJYKTH 34 OHKOIOTMYHK 3abonsBanmus,
HapuyaH [IPOJIABAY 1

"MHOI'OITPODHIITHA BOJIHULIA 3A AKTUBHO JIEYEHUE-JOBPHY" AT
rp. Jdobpuy, cbe ceganume u dApEC Ha ynpasienue: rp. Jobpuy, yir1. “Tlanaitor Xutop" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
lpencrasnasano or JI-p Tpudon Bragumupos ﬁOpHaHOB ~ Wsnoinurenen Hupexrop Ha
ApyxecTBoTo, Hapuuana KYITYBAY.

Crpanure ce ciopasymsixa 3a cleHoTO:
HPEAMET HA JIOTOBOPA U LHEHN

Ynen 1.(1) Ilpomasaust 1pO/iaa Ha KyIyBaya JIEKAPCTBEHHTE HPOLYKTH, 34
KOMTO € roja oepra B OTKpHUTATA TIPOLCIypa 3a Bh3NaraHe Ha 06IEeCTBEHa OpBYKa:

(2) LenoBure npemmoxenus ua [IpoZ1aBatia ca [IOCOUEHH B IIPEIX0/HATA alHHes.

(3) IlpormosHara cToiHOCT Ha AOCTAaBKaTa, INMOCOYCHH B JOKYMEHTAIHATA 3a
0OIIECTBEHA TIOPBYKA HE TOPAXKIAT 3aib/IKeHIe 3a KymyBada 1ia I'd 3aKylH B MOCOYCHHS
obem.

CPOKOBE U HAUYMH HA ITAIIIAHE

Ynen 2. CpokbT Ha HACTOSIMS Aorosop e 10 (mecer) mecenma ot patara ma
TMOANHUCBAHCTO My HJIM HO CH3JABAHETO HA YCIIOBHS 3a [OCTABKA CIIEZl IPOBEXOAHETO Ha
HCHTPAIMSHPAHK  EJIEKTPOHHH THProse. J[OroBOPET OpoNbIDKaBa [JeHCTBHMETO cH  J1o
CKIIIOYBAHETO Ha IOTOBOP C APYT H3MBJIHUTEN e TIpOBEX/aHe Ha OOLIECTBEHA MOPhYKa.

Ynen 3. Ilocouenure B wi. | JICKApCTBCHH NIPOAYKTH INe OBJAT HOCTABSHH OT
lipollaBaia Ha KyIryBaya B CpoK oT 24 (nBamecer i HETHPH) Yaca, Ciie/l 3asBsIBAHETO M.

Ynen 4. Ismxumara Ha lpo/laBata cyMa IO BCSAKA OTHENHA JOCTABKA IIe Onie
IUIaTCHa OT KymyBava o OaHKOBaTa CMeTKa Ha po/laBaia B Cpok j0 60 (mecraecer)
KAJICHIAPHHA THU CJIe] JOCTABKA M H3/IaBAHETO Ha baxrypa ot nponasaya.

Qen 5. CpokbT Ha rogHOCT Ha KOCTaBeHHTE JICKapCTBEHU IIPOAYKTH TpsiOBa Jia e
He mo-kpaTek oT 60 % (mectmecer MPOLEHTa) OT 06K CPOK HA TOAHOCT KbM MOMEHTa Ha
JIOCTaBKATA.

MSICTO HA U3IThJIHEHUE U IIPEMMHABAHE HA COBCTBEHOCTTA
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Huen 6. 3a msacto Ha mocTassme Ha JICKAPCTBEHUTE IIPOJIYKTH Ce ONpeselis
“MBAJI-JTo6pua™ AT rp. Hobpuy, yiu. “ITanaitor Xaros” No 24, 3BeHo ,,BomHuuno antexa”,

Hnen 7. CoberBenocrTa BbPXY NOCTABAHHTE JIEKAPCTBEHH MIPOLYKTH K PUCKET OT
IIBIHOTO HWJIH YaCTUYHOTO WM ITOTHBAHE IpEMHHABA BBPXY KyIyBaya OT MOMEHTA Ha
IIPHEMAHETO MM Ha MSCTOTO HAa JOCTABIHE C IIPUEMO-TIPEIABATENCH MTPOTOKOI HIIH apyr
PaBHO3HAYEH TOKYMEHT.

[IPABA U 3AJTBIDKEHMS HA [TPOAABAYA

HYren 8. (1) IpoaaBaust e mrbyen /ld CKIIFOYH JI0TOBOP 3a MOAH3IIbIHEHHE,
KOraro € 00sBHII B 3adBIICHAETO CH 33 YIACTHE TION3BANETO HA HOAM3NBAHATEN. B cpox mo 3
AHH OT CKIIOYBAHETO HA JIOTOBOP 3a IOAM3IBIHEHHE HTH Ha JOIBIHUTENHO CIIOPA3YMEHHE
3a 3aMilla Ha TIOCOYEH B 3asBIEHHETO MOMIITBIHUTEN H3IIBIHHTEIST U3Mpalla Konue Ha
AOT'OBOPa MK Ha JIONBIIHUTENHOTO CHIOPA3YMEHHE HA Bh3JIOKUTENS 38€MIHO C IOKA34TEIICTBRa,
HC Ca H3IIBIHEHH YCJIOBMATA 110 WL 66, an. 2 u 11 ot 3011

(2) Hommsnbnaurenute HaMar IpaBO Ja NpeBb3jaraT eIHa MIM I0BeYe OT
IOCHHOCTHTE, KOUTO Ca BKIIIOUEHH B [peaMeTa Ha JOroBopa 3a MOAH3IIbIHEHHE.,

(3) HesaBucumo 0T BBIMONKHOCTTA Ala Ce H3MON3BAT IIOJM3IBIHUTENH,
OTTOBOPHOCTTA 34 M3IIBIHEHHE Ha JIOTOBOPA 32 OOIIECTREHA IIOPBYKA € Ha MPoJiaBaya.

(4) KynypausT nama na u3ebpuisa AUPEKTHH PA3IUIAIAHNS C I0AU3IbIHHTEIATE

Hien 9. Ilpoxasaust e ursmen ma gocrass JICKApCTBEHH IIPOJIYKTH, KOUTO HMAT
Pa3peIICHHE 3a ynoTpeba WM yI0CTOBEpeH e 3a PETHCTPAINA Ha JIEKAPCTBEHH LPOIYKTH IO
un. 23, an. 1 ot 3JIIIXM #u OTrOBapAT HA H3HCKBAHMATA 33 KAYECTBO, GE30MACHOCT M
eukacHoct no 3JIITXM;

Ynen 10. Ilenara na nexapcreenure IPONYKTH TPsiOBa Jla OTroBaps Ha CleqHuTe
H3HUCKBAHHS:

1. Ilpennaranara nema ma JICKapCTBCHUTE IPONYKTH, KOUTO €4 BKJIOUEHH B
[TosuriBHES nexapcTBen cUCHK W 3amiamany c yOIIMYHY CPE/ICTRA, Ja HE & MO-BHCOKA OT
perympatiata nena no Ilpunosxcenne No 2 ot TIJIC, nocodena B xoona M (ctoitHocT Ha
OIAKOBKd, H3YHCICHA Ha Oa3a pedepeHTHA CTOMHOCT 32 ne(UHUpaHaTa IHEBHA /1034).

2. Ilpesiaranara 1ena Ha JICKAPCTBCHHUTE IPOMYKTH, U3BBH Te3u 10 T. 10.1., 1a He
¢ TO-BHCOKA OT mpejenHara (MaKCHMAIHATA MNPOIAXKHA oeHa Ha JpeOHO), 1ocoyeHa B
Perucrepa Ha MakcuManuTe TIPOJAKHH NCHH Ha JICKAPCTBEHUTE TIPOLYKTH, OTIYCKAHH Oe3
JICKAPCKO  NIPCANMCAHUEC H MAKCHMaJIHWTE MPONAXKHH IICBH Ba JIEKapCTBEHUTE TIPOAYKTH,
OTIIYCKaHH 110 JIeKapcKo npeanucanue (Peruersp Ha mpeienaure LIeHH).

Unen 11. B cnyuamre, xoraTo IPO/IaBaYbT NOCTABS JICKAPCTBEHA IIPOJYKTH,
CBALPKAILN HADKOTHYHH BEILECTBA, TE3H JEKAPCTBEHH NPOAYKTH TpsiOBa Ja OTroBapsaT Ha
H3HCKBaHHsTa Ha 4. 68 or 3KHBIL.

Qren 12. IlpoxaBaubT e [urbXken fga m3name B CPOK (haKTypa 3a mocTaBeHHTE
JIEKAPCTBEHH ITPOJIYKTH.

[IPABA U BAIBJDKEHIS HA KYITYBAYA

Unen 13.(1). KymyBaubr uma IIpaBO 1a NPOBEpsiBa KOJIMYECTBOTO HA BCAKA
OTACIHA NOCTABKA, KATO DM yCTAHOBSBAHE HA HECHOTBETCTBHE e OIBXKEH J1a YBEJOMH
poJasaya B cpok ot 24 yaca.

(2). Ilpu ycraHoBsiBaHe Ha HECHOTBETCTBHE B Ka4eCTBOTO Ha J[OCTABEHHTE
ICKApPCTBCHH IIPOAYKTH KYITyBa4bT € LIBXKEH 3 YBCAOMH [IpoJiaBaya B Cpok oT 24 yaca,

(3). HecnoTBercTBHeTo Ha KOMHMYECTBOTO w Ka9eCTBOTO CE€ YCTAaHOBSBA ¢
IIPOTOKOJI, CBbCTABEH OT KOMHCHS, CHCTaBeHa OT AMBXHOCTHHTES JHIOa Ha KyIrysaya.
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(4). B cayuait, ye nposasausT B CPOK 110 24 yaca clien yBemOMSBAHETO [0 a1
A/UIH 2 OCTTOPH ITHCMEHO HCCHOTBCTCTBUETO Ha KAYECTBOTO, TOM MOKE /4 HeKa ITPOBEpPKATA
MY OT YI'BITHOMOLIEH OPraH HiIy naboparopus,

Unen 14. Kynysaust e mibken Ad 3AIIaTH YTOBOPEHAaTa LeHa B pasMepa, 1o
HaUMHA H B CPOKa, OIIPEIENICHH B HACTOSIIMS JIOrOBOD.

HEYCTOWUKH

Unen 15.(1) Ipn 3a6asa ma nocraska OT CTpaHa Ha TpoJaBayva ¢ moseye oT 24
(1BajieceT u weTHpH) yaca, KYIyBadbT MMa IPaBO 1A MOIYYH HEYCTOMKa B pasmep na 0.1
(Hyna usno, efna mecera) Ha cTo OT CTOHHOCTTa Ha 3a0aBeHaTa JOCTABKA 3a Beeky 24 yaca
3a0aBa,

(2) TIpu ycramoBsBane na HCCHOTBETCTBHE B KOJNMYECTBOTO, MPOJABAYBT ¢
AITBIKEH ia TOCTABH JIMIICBAIIOTO KOJHUYECTRO TIpH Clie/iBaInarTa JOCTAaBKa, & MPH II0MCKBAHE
OT CTpaHa Ha KyIyBaya B CpoK oT 24 waca, lpu wemsmennenwe ma ToBa s3anbmKeHHC
KyIyBaubT UMa 1PABO [a MOTYYM HEYCTOHKa B pasMep Ha 5 (meT) Ha CTO OT CTOHHOCTTA Ha
JHIICBAIOTO KOJHMYECTRO.

(3) Ilpu ycraHoBsBaHE Ha HECHOTBETCTRHE B Ka4eCTBOTO, IPOAABAUBT € JUIbIKEH
Aa NIOCTAaBM JIGKAPCTBEHH MPOIYKTH ¢ YTOBOPEHOTO KAaYECTBO IIPH ClIeABaIaTa JOCTaBKa, a
[PH IIOMCKBAHE OT CTpaHa Ha KymyBaua B CpOK OT 24 waca, Ilpn memsueanenne ua Topa
3aABIDKCHUE KYNYBaYhT MMa IPaBO JAa MOIYYH HEYCTOMKA B pasMep Ha 5 (meT) Ha cTo oT
CTOHHOCTTA HA HEKAYECTBEHATA NOCTABKA.

(4) B ciayuante no anmumen 2 u 3, @Ko IIPOJABAYRT HE JOCTABH JIOTOBOPEHOTO,
KylyBadybT ¥MMa IIpaBO ja 3aKymH HeoOGXOZHMMHTe MY JICKapCTBEHH MPOAYKTH OT Jpyr
AOCTABYHK, KATO pasiIMKaTa MEX.Y HeHaTa 0 AI0TOBOpA U NEHCTBUTEIIHO 3aIIaTeHaTa [IeHa e
34 CMeTKa Ha IIpo/jaBaya.,

Qren 16.(1) Ilpu orkas ma [IPO/laBaia Ja NOCTaBH 3asBEHHTE My JICKapCTBEHH
IIPOJYKTH MK IpH 3a0aBa moBeve or 48 (dertupusieceT u oceM) yaca, KyIIyBaYbT MMa [paBo
Aa 3aKy1u HeOOXOMMHTE My JIeKapCTBEHH IPOAYKTH OT JIPYT JOCTABYUMK,

(2) B cywante no mpeaxosmata amnes pasivkara Mex/y eHaTa 110 JJOroBopa u
ACHCTBUTEIIHO 3aIIaTEHATA LIEHA € 33 CMEeTKa Ha IpoiaBaya.

Ynen 17.(1) Tlpu mocrapka Ha JICKAPCTBEHM NIPONYKTH, CPOKHT HA TOMHOCT Ha
KOHTO € MO-KpPaThK OT cpoKa Ha w. S, H3IBIHUTCIAT IbIDKA HA BH3II0KHTENs HEYCTOMKA B
pasMep, KakTo ciensa;

1. mpu nocraska che cpox ma ronmoct or 59.99 1o 50 % ot o06mus CPOK Ha
romHoct — 5 % (net mpouenra) BBPXY CTOMHOCTTA Ha JI0CTABKATA;

2. IIPH JIOCTABKA CHC CPOK HA TOXHOCT o1 49 99 10 40 % ot obwms cpok ma
roguoct — 10 % (necer npouenta) BBPXY CTOMHOCTTA Ha J0CTaBKara;

3. IPH JIOCTaBKA Che CPOK Ha TOIHOCT or 39.99 no 30 % or obums CPOK Ha
roguoct — 30 % (Tpumecer IPOIIEHTA) BEPXY CTOMHOCTTA Ha JIOCTaBKaTa,

4. IpH mOCTAaBKA CBC CPOK HA TOMHOCT OT 29.99 1o 20 % ot o6mus CPOK Ha
rogxoct — 60 % (1ectecer TIPOLICHTA) BBPXY CTOMHOCTTA Ha IOCTaBKaTa;

5. IpH I0CTaBKA Che CpoK Ha rogHoct 1nox 20 % ot o6 CPOK Ha roxgHocT — 90
% (meBetmecer IIPOLICHTA) BBPXY CTOHHOCTTA HA OCTABKATA.

(2). HocraBkara Ha JICKAPCTBEH [IPOAYKT CBC CPOK HA TOIHOCT I10-KpaTsK 0T 40 %
OT OOLIHSA CPOK Ha FOIHOCT ce M3BLPIBA CaMO Clle[i MOTHBHPAHO PelIcHHE Ha PBEKOBOJIMTENS
Ha KylyBauya 3a KOHKPETHOTO KONHYECTBO. Bes H3PHUYHOTO TIHCMEHO CBIVIaCHE Ha
PBKOBOIUTENIA HA KyIlyBaya JIEKAPCTBEHUTE IPONYKTH HE Ce 3allIallar Ha IpojaBaya,
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Unen 18. Kynysausr uma [IpaBo Zna ucKa obOe3lleTeHHe B ITbileH pasmep Ha
BPE/IMTE, KOUTO ¢ NPETHPIIAN B PE3YIITAT Ha 3a0aBeHATA W/ H/IH HEKaYeCTBEHATA TOCTABKA.

Hnen 19. ITpu 3a6aBa Ha [ITalllane oT CTpaHa Ha KyIyBaya, NOCHCAHUAT IbIKH
Ha [Ipo/1aBaya HEYCTOMKa, B pa3Mep Ha 3aKOHHATA JHXBA.

Unen 20. Heycroitkure, obesuieTenusra u LHCHOBUTE PasiHKW 1o 4. 16, am 2
MoraT xa ObIaT yabpiKaHu OT BCSKO IbIDKEMO Ha Npojasaya IUIalaxe,

[IPEKPATSIBAHE HA JIOTOBOPA

Ynen 21.(1) JToroopsT ce [peKparsisa:

1. ¢ usTuyane nHa cpoxa, 3a KkoiiTo e CKJIFOYCH, OCBEH B CJIyYaHTe MO 4il. 2, us.
BTOPO;

2. TpH CB3NABAHETO WA yCIOBHS 33 OCTABKA ClIeJl TPOBEXIAHETO HA
HCHTPANTU3MPAHH €JIEKTPOHHH THProBe,

3. KOraTo ca HacTBIMJIM CBIECTBCHU IIPOMEHH BBB (DMHAHCHPAHETO Ha
o0IeCTBeHATa MOPBUKA — peaAMeT Ha AOTOBOPA, H3BBH NPABOMOIIMATA HA KYIIYBAYa, KOHTO
TOH He € MOI'BJI HH He € GHI JUIbKEH Jia IPEBAULN MK J1a NPENOTBPATH — C MHCMEHO
YBCIOMIICHHE OT KynyBada, Be/IHAra CJIed HACTBIIBAHE HA obcTosTencTara;

4. IPH HACTBIIBAHE HA HEBHHOBHA HEBB3MOYKHOCT 34 UBIIBIIHEHHE B pe3yiTaT Ha
HETIPEABUIACHO WIIH HEIPETOTBPATUMO CHOUTHE OT H3BBHPENCH XapaKkTep, Bh3HHUKHATIO Ciel
CKIIIOYBAHETO Ha NI0roBopa (,,HEIPEoIonuMa cuia‘) 3a CPOK MO-IbALT 0T 30 gHu.

(2) KynyBaust mosxe sa IIPeKpaTH Jorosopa Oe3 mpeaussectie, ¢ YBEOMIICHHE,
H3IIPAaTEHO J10 MpojiaBaya;

1. pu cucreMHO HemsmBIHeHMe Ha MOCTABKHUTE Ha JIEKapCTBEHH IIPOAYKTH TIO
KONMYECTBO M/MJIM KAaueCTBO OT CTpPAHA Ha npojapada. IloJ cHCTEMHO HewsmLiHeHHe ce
pas0dupa TakoBa, H3BBLPINEHO IBA MJIH TIOBEYC [ILTH B PaMKHTE Ha €JIMH KalleHIapeH Mecel,
A TIOBEYE OT TP IIBTH B PAMKUTE HA CPOKA Ha IOTOBOPA;

2. B ciyuvaii, ue MpojaBaysT H3MNON3BA HOM3MBIHKUTEN, Oe3 Ja e JeKiapupan Tosa
B IOKYMCHTUTC 34 Y4aCTHE, HIIH H3II0JI3BA TIOAM3IIBLIHHTEN, KOHTO ¢ PasTHYeH OT TO3H, KOHTO
© TOCOYCH, OCBCH B CIlydawTe, B KOUTO 3aMSHATA, CHOTBETHO BKJIFOUBAHETO HAa
[IOM3MBIHATEN € U3BLPIICHO ChC CHIVIACHETO HA KynmyBada H B ChOTBeTcTBHE che 3011 u
HACTOSAIIUS JOTOBOD;

(3) KynmyBaubTt npekpaTsia AOTOBOpa B ciiyvauTe 110 wi. 118, ain. 1 or 3011, Ges na
ABKH 00€3LIETEHHE Ha MTpoaBaya 3a IPETBPIICHH OT MPEKPATABAHETO HA JIOI0BOPA BPEJIH,
OCBCH aK0 NPEKpaTsBaHeTO € Ha OcHOBaHWe wi. 118, arn. 1, 1. 1 ot 301L

JAPYTHU YCIIOBUS

HUnen 22.(1) Crpanute o AOTOBOpa HE MOTAT JIa IO H3MEHAT, OCBEH B CIIy4auTe,
IPEABUICHM B 4L 116, anm. 1, 1. 2 - 6 oT 30T1.

(2) B cmyuait, ue mo Bpeme na melicTBre Ha J0TOBOPA, CTOHHOCTTA HA JIOCTABSH
JICKapCTBCH NPOAYKT, ONpe/ie/ieHa 1o peaa Ha Hapenbara sa perynMpaHe U peructpupade Ha
HCHHUTE Ha JICKAPCTBEHHTE IIPOJIYKTH, YCIOBHSATA, IPABUIATA M KPHTEPHUHUTE 3a BK/IIOUBAHE,
POMEHH W/HIIM M3KIOYBAHE HA JIEKAPCTBEHH IIPOIYKTH OT MO3UTHBHHUS JIEKAPCTBEH CITHCHK
M YCIIOBHATA M pena 3a paboTa HAa KOMHCHSTA 110 LEHH H peuMOypcHpane WM mo pena Ha
/IPYT HOPMATHUBEH aKT, CTaHe I10-HACKA OT 0TOBOPEHATA, KyIYBAUhT 3aryama JeKkapcTBeHUs
POAYKT IO IIO-HUCKATAa LeHa, OT Jarara Ha BIM3AHETO B CHIA Ha pelleHneTo Ha
PerynaTopHHUs opras.



"MHOTOITPO®HMAHA BOAHUIIA 3A AKTMBHO AEYEHUE — JOBPHUY" ALT

L OBPHY 9300 D) yn."Tlanaiior Xuros' 24 B 058/600488 axe 058/600414 H e-mail: oblb@bergon.net

Hiren 23. Crpanute 10 JI0TOBOpa WIE peIlaBaT BL3HUKHAIHMTE 110 U3MTHIHEHHETO
CIIOPOBC 110 B3aHMMHO CBIIACHE, & aKO TOBA € HEBB3MOXKHO 10 pesia Ha I'TIK mpen HoOpuukwst
OKPBIKEH CBJ.

Unen 24. 3a BcHuKH HEYpENEHH 110 HACTOSIIUS AOTOBOP BBIIPOCH ILIE CE IIPUIIAraT
pasuopendure na 3011, 33/1, T3 u npyrute oTHOCHMH HOPMaTHBHHU aKTORE.

Yner 25.(1). 3a BamumHu anpecd 3a IpHEMaHEe Ha CHOOIIEHH S, CBBP3aHH C
HACTOAINHS I0TOBOP CE CMATAT af[pecuTe, IOCOUCHH B HAYAJIOTO HA TOTOBOpA.

(2). Ilpu mpoMsia Ha DaHHWTE TIO TIPEIXKOLHATA AIMHES, CHOTBETHATA CTpaHa ¢
JUIBKHA [1a YBEJIOMH IpyraTa B TPHIHEBEH CPOK OT IPOMIHATA.

Ilpy moxnucsaneTo Ha Hactosmus JIOroBOpP ce NPENCTABHXA CICAHHTE
JOKYMEHTH

- 32 obcTogTencTBara mo wi. 54, ai. 1, . 1 ot 3011 - cBUIETEICTRO 32 CBIAUMOCT;

- 382 00CTOATENCTBOTO MO wi. 54, an. 1, 1. 3 ot 30I1 - YAOCTOBEPEHHUE OT OPraHuTe
[0 MPUXOANTE M YNOCTOBEPEHHE OT OOINMHATA [0 CCNATMIIETO HA BBINONKHTEIS H Ha
KaHIUJaTa WM YUaCTHHKA,

- 32 00CTOATENCTBOTO 1O 4iI. 54, an. 1, T. 6 - YAOCTOBEPEHHE OT OPraHHUTE HA
WsnpnanTensa arennus "I TaBHA HHCIEKIHS 110 Tpyna";

- JICKJIapalus 1o 4iL. 6, al. 2 oT 3aKoHa 3a MEPKHTE CPENly H3NUpaHe HA napu —
10 3aibmKuTeNeH obpasen Ipmnoxenue No 5 ot ofpasmuTe JOKYMEHTH Ha JOKYMEHTaUUATa
3a y4acTHe,

- cepTUUKaT 3a TIpHIAraHe W NOJUIBPIKAHE HA CHCTEMa 3a yIIpaBlIeHHe Ha
kauectBOTO EN ISO 9001 w/unmu EN ISO 13485/13488 w/umm €KBHBAJIEHTHA, B 00JIacTTa Ha
TMIPOU3BOZICTBOTO H/HIIM THPTOBHSTA C JIEKAPCTBEHH IPOLYKTH

- Paspernenne 3a ThproBust Ha eapo ¢ TeKapcTBeHH IPOJYKTH, M3J[aIeHO 110 peja
Ha 3JIIIXM wmu Ha Paspemense 3a mpoussometso 1mo wi. 196, an. 1 ot 3JIIXM, B cinyuante
KOrato y4aCTHHKBT € IpPO3BOJMTEN H Ipejylara IJIeKapCTBEHHTE MPOJIYKTH, KOMTO
Ipou3BexIa, Wid Ha Paspemenue 3a Buoc no wi. 196, am. 2 or 3JIITXM, B ciryuauTe KoraTo
YJaCTHUKBT € BHOCHTEN H IIPE/UIAIa JIEKAPCTBEHUTE IPOIYKTH, KOUTO BHACS,

K'bM HaCTOAIIHS JOTOBOP ca NPHIOIKCHH:

1. TexnuueckoTo mpeIoKeHHE Ha poaaBaya;
2. llenoBoTo mpe1oxkeHre Ha 1po/iaBaya.

Hacrosiuusr gorosop ce cheraBu B Tpu enHOOGpasHE EK3eMILIIpa, eIMH 3a
[pojiaBava u JIBa 3a KyIlyBaya.

I[TPOJIABAUY: KYITYBAUY:




