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LOTFOBOP ﬂ{/é

HHec,-{ﬂ.n@?K..Zm 9 rox. 8 rp. JloOpu4, Ha ocHoBanue un, 112 u e, ot 3akona 3a
ODLIECTBEHHTE OPBYKH, C& CKIIOYH HACTOAIMAT J10r0BOP MENCLY:

"B BPAYH MEIWUKAJT" EQOJl, che cenanuie B rp. Codua 1528, agpec na
ynpasnenne Oyn. "Xpuctodop Konym6" 64, crpaga A2, odme 111, EMK 175016820,
npejctapissano ot Xoper Xaiinn [oep u Mandpen I'perop Mapne, srucana npokypa 3a
Haunena Msanosa I'mmukosa-Mosoran u Iletwp [lBeranoB AceHOB, mpefCTABHTENCTEO OT
ABAMaTa yNpaBUTENH 3A¢/HO, OT NPOKYPHCTHTE 38€IHO MM OT YNPABMTEN M I[POKYPHCT,
Ompefienel 3a u3nbaHuTen ¢ Pemenwe Ne 7/ 19.03.2019 ro;. uHa snanowutens cnen
MPOBEJICHA POLIe/lypa 38 BhijlaraHe Ha obuiecTBena nopbuka THN "oTkpuTa” Ne 00083-2018-
0022, ¢ npeamer: Tlepuoanuna gocTaska Ha JeKapeTBEHH npoaykTtH, Hapuyas [TPOJIABAY
H

"MHOI'OTTPO®UITHA BOJIHULIA 3A AKTHBHO JIEYEHME-JIOBPUY" All
rp. [lobpuy, che cepanuine 1 ajgpec Ha ynpasieHHe: rp. Hobpuy, yn. “Ilanaiior Xurton" 24,
ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EHMK 124141302,
npencrasnasano ot Jl-p CBETO3AP BAMYEB ITETPOR — Manwnuutenen Hupekrop wa
ApyKecTBOTO, HapHuana KYITYVBAUY,

Crpanure ce criopasymsxa 3a ciefHOTO;
HPEAMET HA JOrOBOPA U LIEHH

Hnen 1.(1) [lponasaust npomasa ma Kymysaua JIEKApCTBEHHUTE IIPOJAYKTH, 34
KOMTO € nofan oepra B OTKPHTATa MPOLEIYPA 3a BLINAraHe HA OGIIECTBEHA TIOpPBYKA,
nocoyenn B [Ipuioxenue kM gorosopa.

(2) Llenosute npeanoscenns na npojaBaya ca nocoyeny B NpeaxoaHaTa anMHes,

(3) Tlpornosmara cToiiHOCT Ha JOCTABKATA, MOCOYEHM B JOKYMEHTAUHUATA 3a

ofuiecTreHA NOPBLUKA He MOPRMKAAT 3a0b/IKEHHE 33 KYNyBada Ja I'M 3aKyNH B [OCOYEHHs
obeM.

CPOKOBE W HAYMH HA TUTALLAHE

Hnen 2. CpoksT Ha HacTOSLIMS noroeop e 12 (AsaHagecer) Mecena oT maTtaTa Ha
MOQIHCBAHETO MY HIIM JI0 CBH3NABAHETO HA YC/OBHA 3a JOCTABKA Ciiefi MPOBEIKAHETO HA
HCHTPAIHINPAHH  CNEKTPOHHH Thprose. JlOroBopsT nNpoabixapa JeficTEHETO cH [0
CKJIIOUBAHETO Ha IOrOBOP C APYT H3MBIHHTEN Cle/l [IPOBEM/IaHE Ha oblecTEeHA MOPBYKA,

Haen 3. Tlocouenute B un. | nexapcreenn NPOAYKTH e OBJaT AOCTABAHHW OT
fp0NaBata HA KYIyBa4a B CPOK OT 24 (ABageceT # 4eTHPH) yYdca, clejl 3adBABaAHETO UM,

Unen 4. JlbimkuMara Ha NpojaBada CyMa MO BCAKA OTIENHa aocraska ue Onae
f]aTeHa OT Kymysaya no OaHKOBATA CMETKA Ha NPOJABAYA B cpok mo 60 (mectaecer)
KaJICHIapHH JIHK CIle]l I0CTABKA U H3jlaBaneTo Ha daxTypa oT nponasasa.

Hnen 5. CpoKsT Ha roIHOCT Ha HOCTABEHHTE JICKAPCTBEHH MPOAYKTH Tpabea aa e
He No-KpaTsk oT 60 % (iwectaeceT mpouenTa) ot 06UMA CPOK HA FOAHOCT KbM MOMEHTA Ha
JOCTABKATA. pamys i

i )
MACTO HA HEHLHHEHM’E M HPENH/IH;’_;EAHE HA COBCTBEHOCTTA
Hnem 6. 3a Mmacro Ha JIOCTABSHE Ha JIEKAPCTREHMTE MPOOVKTH ce onpeaens
“MBAJI-Jlobpuy™ AJT rp. HoGpuy, yi. “Tlanaitor Xutos” Ne 24, 3seno ,,Bonanuno anTexa”,
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Hnen 7. CoBersenoctTa BRpXY focTaBAHHTE JIEKapCTBEHM MPONYKTH H PHCKBT OT
[TRIHOTO MJIM HACTHYHOTO MM IIOFMBaHE NPEMHHABA BBPXY KyNyBaua OT MOMeHTa Ha
MIPHEMAHETO MM Ha MACTOTO Ha JOCTABAHE ¢ MPHEMO-NpenaBaTeNleH MPOTOKON i Apyr
PABHOIHAYCH JOKYMEHT,

[IPABA U 3AJTBIDKEHMS HA [TPOJIABAYA

Hnen 8, (1) INMponasaysT e AmbkeH g4 CKIIOMH JAOTOBOP 38 MOSHIMBIHEHHE,
KOTATO ¢ 0OSBHI B 3aABICHHETO CH 34 YHACTHE MON3BAHETO HA nogusneauuTen. B cpok no 3
AHH OT CIUIOYBAHETO HA JIOTOBOP 33 MOAHIMLAHEHHE WK Ha JOMbAHUTENHO crnopazyMeHue
38 3aMiAHA HA MOCOYEH B 3&ABACHHETO MOJHAIIBLAHHTEN HIMLIHHTEIAT H3TIpalla KolHe Ha
AOTOBOpA WJIH HA JOMBAHKTENHOTO COPA3yMEHHE HA BLITONCHTENS 3AE/IHO ¢ JIOKa3aTeNncTRa,
HE Ca U3NLJIHEHN YCIOBHATA MO 41, 66, an, 2 u 11 ot 30[1.

(2) TlomusmbanuTennTe Hamar NpaBo [Oa NPeBB3NaraT €/lHa WM [joBeYe OT
ASHHOCTHTE, KOHTO €A BKJIIOYEHH B TIpe/METa Ha JIOTOBOPA 3a MOAH3MTBIHEHHE.

(3) HezaBHcuMo oT BBIMONHOCTTA Aa CC HU3MON3BAT MOAMIMBIHHTENH,
OTTOBOPHOCTTA 32 HINB/IHEHHE HA IOTOBOPA 34 OBIIECTREHA IOPHUKE € Ha NpoaBay4a,

(4) KynysausT Hama na uspspiusa JUPEKTHH pasiIalasus ¢ NOAHIITLARNTENNTE

Hnen 9. [lponasaust e anwken na goctass JIEKApPCTBEHH NMPOAYKTH, KOHTO HMAT
PaspelICHiE 3a yNoTpeba WiIH YIOCTOBEPEHHE 38 PErUCTPALUA Ha NICKAPCTBEHH MIPOAYKTH M0
Wwi. 23, an. 1 or 3JIITXM u OTrOBapAT Ha M3IMCKBAHMATA 33 KAYecTBO, Ge30MNacHOCT W
edukacuoct no 3JTTXM:

Hnen 10. Llenara na nexapcrsenuTe npoaykTi TpAbsa na OTroBapA Ha ClEAHHTE
H3IHCKBAHHA:

1. Ilpennaranara uema ua nexapeTsenmure NPOAYKTH, KOMTO ¢a BK/IIOYEHH B
[lo3uTHBHIA NleKAPCTREH CHMCLK M 3AMIALLAHH C nyGmI4HH CpeJicTBa, /1a He € [10-BHCOKA OT
peryinpanara uena no Ilpunoxenue Ne 2 or IJIC, nocouena B xosnona M (cToliHocT Ha
ONaKoBKa, H34HCeHa Ha Dasa pedepentHa croiiHocT 3a Ae(uHUpaHaTa AHEBHA [03a),

2. [lpeanaranara 1exa na nekapcreeHiTe NPOMYKTH, U3BBH Tean no T. 10.1., ga ne
€ TO-BHCOKA OT fpelenHaTa (MaKCHMMAlIHATA NPOJAKHA LIeHa Ha npebHO), nmocouena
Perucrspa Ha MakcumannuTe npomakuy neny na NEKAPCTBEHNTE NPOAYKTH, OTNYCKaHH Ge3
JIEKApCKO mpeinHucanie ¥ MAKCHMAIHHTE NpOIAKHH IIeBH Ba NEKAapCTBEHHTE MPOIAYKTH,
OTITYCKAHH 10 JIEKapCKO Npejinicanue (Peructsp Ha npenenture IEHH).

Unew 11. B cayuante, korato NpONaBaiBT AOCTABA JISKAPCTBEHH MNPOAYKTH,
CBALPIKAINE HAPKOTHYHH BELIECTBA, TE3H JIEKAPCTBEHH npoayktH TpadBa da oTroBapaT Ha
H3HCKBAHHATA HA 4/, 68 or 3KHBII.

Hnen 12. [lponasawsT e mmswken ma magane s Cpok thaxTypa 3a nocraBeHuTe
NEKAPCTBEHH NPOAVKTH.

[TPABA U 3ATBJDKEHMS HA KVITYBAUA

Unen 13.(1). KynyBausT mma OpaBo [Ja MpPOBEpPABA KOJHYECTBOTO Ha BCAKA
OTACIHA IOCTABKA, KaTO [PH YCTAHOBABAHE HA HECHLOTBETCTBHE € IUThIKEH Na YBEOOMH
NponaBaya B Cpok oT 24 yaca.

(2). Tlpn ycTaHOBSRaHE HA HeCHOTRETCTBHE B KAYECTBOTO HA HOCTABEHHTE
/ICKAPCTBCHH NIPOAYKTH KYNYBAYDLT € JUILKEH 1a YBEJOMI NIPojiapaya 8 CpoK oT 24 yaca.

(3). HecwotsercTBmero ma- KOMIMECTBOTO M KAYECTBOTO ce yCTaHoBABa C
fIPOTOKOIL, ChCTABEH OT KOMHCHS, ChCTABEHa OT ﬂﬂ'ﬂﬂ;{-ﬁﬂﬂTHﬂTﬂ NHIIA Ha KYnyBaya,
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(4). B cnyuaii, ye nponapaysT B CPOK 10 24 uaca cfiel yBeIOMABAHETO 1o an. |
H/HIK 2 OCIOPH [HCMEHO HEeChOTBETCTBHETO HA Ka4ecTBOTO, TOM MOJKe fa Heka nposepkata
My OT yI'bJIHOMOLIEH Opran uik Jaboparopus.

Unen 14. Kynypaust e nnsmen ga sammaTi YTOBOPEHATA LieHa B pasMepa, 1o
HAHHA H B CPOKA, ONPE/ICICHH B HACTORILMSA JOTOBO.

HEYCTOWKHA

Ynen 15.(1) lNpu 3abasa na nocraska or CTpaHa Ha nmpojasada ¢ [oBede ot 24
(mBanecer M yetHpu) uaca, KynyBa4ysT MMa [PaBo Ja [ojiy4n Heycroilka m pasmep na 0, ]
(Hyna nano, enHa jecera) Ha CTO OT CTORHOCTTA Ha 3abaBenaTa AoCTABKA 3a BCekH 24 yaca
1abana.

(2) Ilpn ycranosBaHe Ha HECROTBETCTBHE B KONHYECTBOTO, NPOAARAYLT &
ATBIEH Jia IOCTABH JIUTICBAIIOTO KOMMUECTRO NPH CE/IBAIIATA IOCTARKA, A NpH MOHCKBaHE
OT CTpahia Ha Kynyeaua 8 cpok ot 24 waca, [Ipu HemsmbiHeHHe Ha Toma 3afnbiKeHHe
KynyBaisT HMa MpaBo Ja nonyqd HeycToika B pasMep Ha 5 (meT) Ha cTo OT cTOHHOCTTA Ha
JHICBALIOTO KOJHYECTRO.

(3) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KaYEeCTBOTO, [IPOJABAYLT € JUThAKEH
A3 NOCTABH NCKAPCTBEHH MPOIYKTH ¢ YTOBOPEHOTOD KAYECTBO IpH CIEIBALIATA JOCTABKA, A
MpH MOHCKBAHE OT CTpaHa Ha Kynysada B CpPoK OT 24 uaca. [lpu wemsnwianenue Ha ToBA
JAIbIDKEHHE KYNYBaYLT MMa MpaBo Ja NOMYYd HeyeTolika B pasmep Ha 5 (mer) Ha cTO OT
CTOHHOCTTA Ha HEKAYECTREHATA 0CTARKA,

(4) B cnywaure no amunen 2 u 3, ako MpofaBayYsT HE AOCTABH JIOMOBOPEHOTO,
KYIYBAYRT HMA MpaBO na 3aKynd HeoOXOAMMHTE MY JIEKAPCTBEHM MPOAYKTH OT Apyr
AOCTABHHK, KATO pasjiHkaTa Mexay UeHaTa 0 A0ToBOpa i NeHCTBHTENHO 3an/iaTeHaTa lIEHA €
38 CMETKa Ha [pojaBaya.

Hien 16.(1) Ilpu oTkas ma npogasaua ma nocrasm JaABEHHTE MY JIEKAPCTBEHH
PONYKTH HIH NpH 3abasa noseue or 48 (uerHpiaecer i ocem) 4aca, KYmyBausT HMa Mparo
118 3aKyIH HEODXOAMMHTE MY JeKapCTBEHH HNPOAYKTH OT APYT NOCTABYHEK.

(2) B ciyuanTe no npenxonnara ammesn pasnuKaTa MexLy LeHata 1o JoroBopa 1
AEHCTBHTEIIHO 3alaTeHaTa LIeHa € 3a CMETKa Ha Nnpojapa4a.

Unen 17.(1) Ilpu nocraska na JIEKapCTBEHH MPOJYKTH, CPOKBT HA TOAHOCT Ha
KOHTO € MO-KpaThK OT CPOKA HA uMl, 5, M3NBLAHHTENST IBIKH Ha BB3JIOKHUTENA HeycTolKa B
pasMep, KakTo clefipa:

l. mpu nocraska che cpok Ha rogmoct oT 59.99 no 50 % ot obimmMa cpok Ha
roanoct — 5 % (net npoienTa) BLpPXyY CTORHOCTTA Ha JAOCTaBKaTa,

2. npu nocrapka cbe cpok Ha rogsoct ot 49.99 no 40 % ot ofmus cpok Ha
rofxoct — 10 % (necer npouenTa) Bupxy croitHocTTa Ha IOCTABKATA;

3. mpH fl0CTaBKa ChC CPOK Ha rogHOCT 0T 39.99 mo 30 % or obuus cpox Ha
ronuoet ~ 30 % (tpuaecer nponesnTa) BEPXY CTOHHOCTTA Ha JIOCTABKATA;

4. IIpH JOCTABKA ChC CPOK HA rofHocT oT 29.99 no 20 % ot ofims cpok Ha
roaroct - 60 % (wectaecer npotienta) BEpxy cToMHOCTTa Ha J0CTaBKaTA,;

5. npy gocTaBka cke cpok Ha rogHoct nog 20 % ot obius cpok Ha rogHocT — 90
o (leBeTACCET MPOLIEHTA) BHPXY CTOHHOCTTA Ha JOCTaBKATA,

(2). Hocraekata Ha nekapcrsen NPOAYKT CC CPOK HA FOMHOCT NO-KpaTsK ot 40 %
OT oblHA CPOK Ha rofHOCT ce HIBBPIIBA CAME" CIE/T MOTHBHPAHO pelleHe Ha PBKOBOAMTENA
Ha KynyBaua 3a KOHKPETHOTO KGH_I}-@EGTBG. Bes mapuunoro mmemeno ChrI4cHe Ha
PBKOBOINTENS HA KYTTYBaya JeKapeTBeH Te npu,&ynmﬁﬁ.__cc JAIIAIAT Ha NpojaBa4a,
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Hnen 18, Kynysaunt uma npaso aa ucka ofesieTeHue B nuieH pasMep Ha
BPEAHTE, KONTO € NPETBPIIA B Pe3y/ITAT Ha 3abaBeHaTa H/UTH HEKAUCCTREHATA NOCTaBKA.

Hnen 19. Ilpu 3abasa va niamane ot CTpaHa Ha KymyBaua, MOCHCAHUAT ABIKH
Ha NpoJiaBavya HEYCTOMKA, B pasMep Ha 3aKOHHATA JIHXBA,

Hnen 20. Heycrofikute, o6esmereHusta 1 LeHOBUTe PasIHKH 1o un. 16, an, 2
MOTaT /ia OBIAT YABPKAHH OT BCAKO IBIKMMO Ha NpojasaYa ranaHe.

[TIPEKPATSIBAHE HA JTOTOBOPA

Uiten 21.(1) Jlorosopst ce npexpatssa:

I. ¢ ustHuane Ha cpoka, 3a KofiTo e CKTIOYEH, OCBEH B Cy4auTe 1o un. 2, ua.
BTOpPO;

2. IPM CB3NABAHETO Ha YCHOBMA 33 JOCTABKA Cllejl MPOBEKAAHETO Ha
UEHTPANHINPAHH eIeKTPOHHH Thprone,

3. KOTaTo ca HACTBIHAH ChUIECTBEHH NpOMEHH BLBE (hUHAHCHpaHeTO wHa
oflLIeCTBEHATa MOPBYKA — NpeaMeT Ha AOFOBOPA, HIBLH NPABOMOIUKATA HA KYITYBAYA, KOMTO
TOH HE € MO WM He e Oun Juibiked na NPEABHOH HIH Ja NPeAOTBpaTH — ¢ NHCMEHO
YBENOMICHHE OT KymyBaya, BejiHara clleji HaCThIIBaHe Ha OBCTOsTENCTRATA:

4. IPH HACTBIIBAHE HA HEBHHOBHA HEBBAMOYKHOCT 13 H3NBIHEHHE B pe3ynTaT Ha
HETIPEABHACHO HIH HENPEJOTBPATHMO ChOHTHE OT HIBLHpE/eH XapakTep, B3IHHKHANO e/
CIITIOYBAHETO Ha JI0roBopa (,.Henpeogouma cuia®) sa CPOK NO-Ae0wr oT 30 aHu.

(2) Kynyeaust mMowxe na npexparu foroBopa Be3 npenu3secTHe, ¢ yBegoMeHH e,
H3NPATEHO JI0 NpogaBaya;

l. npH cHcTeMHO HeM3NBANEHHE HA AOCTABKHTE Ha JEKAPCTREHH MPOJAYKTH [0
KOMHYECTBO H/HNH KAaYecTBO OT cTpaHa Ha npomasaya. 10J cHCTEMEHO HEH3MbIIHEHHE Ce
pa3sbupa TaKoBa, H3BLPIIENO [BA MM TIOBEYE IIBTH B PaMKHTE Ha elHH KaleHJapeH Mecell,
HIIH OBEYE OT TPH ITBTH B PAMKHTE HA CPOKA Ha JIOTOBOpA;

2. B ciyyail, e npojaBaYLT HANON3RA MOJM3NLAHUTEN, O3 Na e neknapupan Tosa
B IOKYMEHTHTE 3a y4acTHe, MK M3M0/I3Ba NOIM3MBJIHATEI, KOHTO € pas/iM4eH 0T TO3H, KoiiTo
© TOCOYEH, OCBEH B CHY4YaHTe, B KOMTO 3aMAHATA, CHOTBETHO BKJIIOYBAHETO Ha
HOJHSILAHKTEN € H3BLPIICHO ChC CHIVIACHETO HA KyMyBaya i B ChOTBeTCTEBHE che 30[1 u
HACTOALIM: JIOTOBOP;

(3) KynysausT npexparssa Alorosopa B ciyyante o 4. 118, an. 1 or 3011, 6es na
Ab/mkn obeslerenne Ha npojasaya 3a HNPETBPICHH OT NPEKPATABAHETO HA JOTOBOPA BPEIH,
OCBCH aKo NPeKpaTABAHeTo € Ha ocHoBaHue un, 118, an. 1, 1. 1 ot 301

APYTH YCIIOBUA

Ynen 22.(1) Crpauute no AOTOBOpa HE MOTAT Jia I'0 H3MEHAT, OCBEH B CITYYAHTE,
npeiasuneny B wi, 116, an. 1, 1. 2 - 6 ot 3001,

(2) B cnyuaii, ye mo speme Ha meiicteue Ha JIOTOBOpA, CTOHHOCTTA Ha N0CTABSH
/ICKAPCTBEH NPOAYKT, ONpenenieHa no peaa Ha HapenGara 3a PEeryNupane u perncTpupaxe Ha
HEHHATE Ha NEKAPCTBEHMTE NPOAYKTH, YCIOBUATA, NPABHIATA W KPHTEPHHTE 33 BK/IOYBaHE,
NpOMeHH H/HIIM H3KIFOYBAHE Ha JIeKapCTReHH [pONYKTH OT NO3UTHBHUI TEKAPCTBEH CIIHCHK
H YCIOBHATA M pena 3a paboTta Ha KOMMCHSTA 1O LEHH | penmOypeupane unn no pena ua
ApYT HOPMATHBEH aKT, CTAHE MO-HHCKA OT HoroBopenara, KYNyBaYsT 3annaila nekapcTeeHHs
NPOMYKT MO MO-HHCKAaTa IeHa, OT "JaTata Ha 'BAM3AHETO B CHIA HA peLIEHHETO Ha
PEryIaTOpHUA Oprau. )
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Hnen 23. Crpannte no morosopa e PELIABAT BL3HHKHAIINTE (10 H3bAHEHHETO
CIIOPOBE O B3aHMHO CERIJIACHE, 4 KO TOBA € HEBLIMOIKHO 110 pena Ha I'TIK npex JoBpuukus
OKPBIKEH Chl.

Hien 24. 3a BeHUKH HEYPENeHH N0 HACTOSIIHS AOTOBOP BBIIPOCH LUE Ce MpHiarat
pasnopenbute Ha 3011, 33]1, T3 u apyrure oTHOCHMH HOpPMaTHBHH AKTOBE.

“Unew 25.(1). 3a sanmanm agpecu 3a MpHEMaHe Ha CHODIIEHHs, CBBLP3aHM C
HACTOALLHA JIOTOBOP Ce CMATAT aJIPECHTE, TOCOYEHH B HAYANOTO Ha NOTOBODA.

(2). Tlpu npomsxa Ha maHEMTE 110 MpE/IXOiHATA ATHHES, ChOTBETHATA CTpaHa ¢
AUTHICHA JIa YBEAOMH JIpyraTta B TPHIHEBEH CPOK OT NPOMSAHATA,

Ilpy  nonnuceanero Ha HacTosmus Horosop ce mnpencrasuxa chenuuTe
JIOKYMEHTH:

- 38 oBcToarencreara no ui, 54, an. 1, 1. 1 ot 3071 - CBHAETENCTBO 34 CHANMOCT:

- 3a ofcTosTencTroTO MO YN, 54, an. 1, T. 3 ot 3017 - YAOCTOBEpEHHE 3a JIMNCca Ha
MyOAHYHE 3abIKeHHS, H3IANEHO OT OpraHuTe 110 NMPHXOAMTE; yiAocToBepenHe ot ObummHa
rpax JoGpuu 3a smnca wa nyGamunu JAOBKCHHA, yaocTOBepeHue oT obmmuara o
CCAATHIIETO Ha YYIAaCTHHKA 38 JIMIICA HA MYOIHYHH 3abIKEHIA;

- 33 ODCTOATENCTBOTO MO “IL. 54, an. 1, 1.6 - YIIOCTOBEPEHHE OT OpraHuTe Ha
Msnbinurenna arennus "Mnasna nacnekius no Tpyna";

- Ceprudmkar za npunarase u NOJUILPIKAHE HA CHCTEMA 3a ynpasieHHe Ha
kagectsoTo EN ISO 9001 w/mnn EN ISO 13485/13488 w/wmm EKBHBANCHTHA, B o0nacTra Ha
NPOH3BOJCTBOTO H/HIIK ThPrOBHATA € JIEKAPCTBEHH NPOAYKTH;

- Paspemenue 3a nponsroserso no wi, 196, an. 1 or 3JIITXM, B cnyyanre korato
YHACTHHKBT € MPO3BOJAUTEN M TpejUiara JeKkapcTBeHHTe NPOOYKTH, KOHTO TIPOM3BENIA, HITH
Ha Paspemenue 3a sHoc no un, 196, an, 2 or 3JITIXM, B cnyuaute KoraTo yuacTHHKBT e
BHOCHTEN! i pe/UIara JIeKapCTBEHHTE NPOAYKTH, KOHUTO BHACH!

- Hexnapauns no un. 59, an. 1, T 3, BB Bp. ¢ un. 53, an. 2 or 3MMII o
3anbKHTeNHIA 00pazen [punoxkenne Ne 3 ot 00pasuuTe JOKYMEHTH Ha JOKyMeHTalHATa 3a
YYACTHE.

KM Hacroamus norosop ca NPHIOHEHH:

I. [Ipunosxenne kum norosopa;

2. Texnuueckoto npennosenne na nponasaya;
3. Uenosoto npejiosente na nposasaya,

Hacrostusar norosop ce cuerasu s TPH €1HO0OpasHU eK3eMispa, eanH 3a
NpoiaBaia v 18a 3a KYmypaya,

[IPONTABAY: KVIIYBAY: .
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Iipunosicenue Xo 2 — 3advancumenen obpazey
Ilpeocmasa ce no ecaka 060cobena NOIUKIA, 30 KOAMO Ce NOdasa ogrepma

TEXHHYECKO NPEJJOXEHHE

Ilo ofocobena nosuums Ne 1, nomenkaaTypu NeNo 27, 40, 44, 45, 46, 64, 161, 162,
163, 170, 185, 197, 207, 208, 236, 237, 266, 288, 289, 323, 324 u 326.

Monnucannte Xoper Xaiinu Iloep, HeMcky rpammanus, -, I'epuanusn na

-vipaeuten U Ilernp Lperanos Acemor, EI'H 74 npokypuer Ha ,,B.Bpayn

Meankan” EQOOJ, cke cepanmme B rp. Codms, Byn. wpuctoop Konymt” Ne64, Codua Enpnopr
UenTsp, ohuc crpaga A2, nomewenne 111, EUMK/BYJICTAT175016820,

[MPEIATAM CIIEJHUTE YCJIOBHA:

I. Jleknapupam cpok Ha BanuaHocT Ha odepTaTa, HO He No-KpaTek o1 3 (TpH)
Mecena OT laTaTa, KOATO € N0CoueHa 34 JIaTa Ha nojasaHe Ha odeprara: 3 (rpn) Meceua.

2. Tlpuemam cpoka Ha W3NbAHEHMe Ha mopbukara: 12 (amananecer) mecena ot
CKIIOYBAHETO HA JOrOBOPA.

3. Tlpumemam cpoka 3a nnamane: go 60 (mectaecer) wanenwgapHm auu or
H3BBLPLIBAHETO HA JIOCTABKATA M H3JaBaHETO Ha (haKTypa OT H3NBAHUTENS,

4. Ilpuemam cpoka Ha nocrasxa: o 24 (aBagecer u HeTHPH) Waca oT MOMEHTa Ha
3aABABAHETO OT CTPAHA HA BBINOMHTENA.

5. Ilpuemam cpoka na roaxoct: He no-mawo ot 60 % ot 061wata rogHOCT B MOMEHTA
Ha JIOCTABKA.

6. IEKJIAPHPAM, 4e nocTasssuTe NeKapCTBEHN NPOAYKTH:

6.1. umar paspewenne 3a ynorpea waM ypocToBepeHue 3a pervcTpauns Ha
NeKapcTBeHH MpoAyKTH 1o un. 23, an. 1 ot 3JITIXM:

6.2, OTroBapAT Ha M3UCKBAHWATA 33 KAYECTBO, BE30MacHoCcT M ePHKACHOCT Mo
3IITXM.

7. HEKJIAPHPAM, 4e npeanaranaTa ueHa Ha NEKapCTBEHHTE MPOAYKTH, KOHTO ca
BKmO4enH B [103UTHBHHA NeKAapCTBEH CIMCHK M 3anialianu ¢ myGauypy CpejcTRa, HE € Mo-
BHCOKa OT peryaupaHata uexa no Ipunoxkenne No 2 ot [UIC, nocouena B konona M (croiiHoct
Ha OMaKoBKa, H3uMcneHa Ha 6asa pedepenTHa cTofiocT 3a aedmuHpanarta AHeBHa no3a).

8. Mpremam Ja M3NBAHABAM BCHUKH M3HCKBAHHMSA HA BBIJIOAHTENA, MOCOYEHH B
00ABNEHUETO M NOKYMEHTALMATA 32 YUACTHE,

9. Jlexnapupam ChriacHeTo cH C KIay3HTE Ha MPUIOIKEHIA TIPOEKT Ha JIOTOBOP.

10. B cayuaii, ue Obaa onpesenes 3a M3NbIHKTEN Ha NOPBYKATA, CE 3abIKABAM, MPH
MOLMHCBAHETO Ha J0roBopa 3a OOWeCTBeHa MOPBUKA, A4 NPEJCTABA AKTYANHH JOKYMEHTH
YAOCTOBEPABAIIY JIMMCATA HA OCHOBAHMA 3a OTCTPAHABAHE OT NpOUEAYPATA, KAKTO M
CHOTBETCTBUETO C NMOCTABEHHTE KPHTEPHH 3a noadop:

10.1. 3a obeTostencraara no un. 54, an. 1, 7. 1 or 3071 - ceunerencTso 3a CBAMMOCT,
H3[1a7eHO B 6-MeCeUHIA CPOK Ha BANHAHOCT NPE/IH NPeCTABIHETO;

10.2. 3a ofcroarencreoro no un. 54, an. 1, . 3 ot 3001 — YIOCTOBEPEHHA 34 JIMINca Ha
nyONHYHM 3AABIKEHN, HILAAEHH OT OPraHHTe Mo npuxoaute, o1 Obwmua rpag HoGpuy u ot
oBuHHaTa N0 CeAANHIIETO HA YYaCTHIKA;
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10.3. 3a obcrosrenctsoro no um 54, an. 1, T. 6 - ynocToBepeHHe OT OPraHMTE Ha
Mansnuurensa areduus "["napna mHenexuna no Tpyna”;

10.4. Ceprudpmikar, yaocrosepsasail BHEAPEHA CHCTEMA 38 YTIPABACHHE HA KAYECTRBOTO
EN IS0 9001 w/unuw EN ISO 13485/13488 w/unu exeupanentHa, ¢ obxsar B obnacrra Ha
NpoOHIBOACTROTO Hiunu THPIOBHATA C JIEKAPCTBEHH NMPOAYKTH,

10.5. Paspemenue 3a npoussoacteo no un. 196, an. 1 ot 3JIMIXM, B cnyuanre korato
YYACTHHKBT € MPO3BOAMTEN W Npeiara NeKapcTBEHUTE NMPOAYKTH, KOMTO NPOW3BEMa, MK Ha
Paspewenue 3a pHoc no un. 196, an. 2 ot 3JI[1XM, B cnyuauTe Korato y4acTHHKET € BHOCHTEN H
npejara JJEKapcTBEHUTE NPOAYKTH, KOUTO BHACH;

10.6. Hexnapauus mo 4n. 59, an. 1, 1. 3, BB Bp. ¢ un. 53, an. 2 or 3IMHII no

sannkuTenaua obpasen [lpunoxenue Ne 3 or obpasunte QOKyMeHTH Ha NOKYMEHTALMATA 3a
Y4YacTHe.

damama 1Ha OMKPUSAHEMO HA NPOYedyVPama.

3adenexcka: Yooemosepenuama no mowku 10.2 /u x“\& @ 0a ca usoagenu caed
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