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,[[Hec..‘(.ﬁ.:.fﬂ .2019 ron. B rp. JloGpuy, na ocHosanne wi. 112 u cn. ot 3akona 3a
00LecTBEHUTE NOPBYKH, CE CKIIOYH HACTOAIMAT IOFOBOD MEXIY:

"EKOOQAPM" EOO/I, cwe cepanume B rp. Codus 1421, aapec na ynpasnenue
Oyn. ,,Hepuu Bppx” 14, 6a. 3, EMK 130390055, npesacrasassano ot [letsp puropos Bejes,
ajpec 3a kopecrnonaeruua: rp. Copus 1407, yn. "Aranac Jlykos" 29, "Peiinboy niaza, er. 3",
Ne 65, et. 2, onpenenen 3a wansanuten ¢ Pemenne Ne 7/ 19.03.2019 roa. Ha BRanomures
ClI€]l NPOBEAEHA NPOLENYPa 34 BLajjaraHe Ha oblecTBena nopkuka THn "otkpura” Ne 00083-
2018-0022, ¢ npeamer: [lepuwopuuna n0CTAaBKa Ha JIEKAPCTBEHH TPOIYKTH, HapH4aH
MPOJABAY u

"MHOI'OINPO®UIIHA BOJTHHIA 3A AKTHBHO JIEYEHHME-IOBPHY" AJ]
rp. lobpuy, che centannme u agpec Ha ynpasnaenue: rp. JloGpuy, yn, “Ilanajior Xutos" 24,
ren.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
npeacrasaaraio ot Jl-p CBETO3AP BAWMYEB TETPOB - Wanbimuteinen Iupextop Ha
npysecrsoTo, Hapuuana KYTTYBAU,

Crpanute ce copasyMsxa 3a cIeHOTO;
[IPEOMET HA JIOTOBOPA U LIEHH

Hnen 1.(1) IlposapausT mpomasa Ha KymyBaua JeKapCTBEHHTE NPOOYKTH, 3a
KOUTO € mojan odepra B OTKPHTATA MPOLEAYPA 33 BB3JNAraHe Ha oOLIECTHEHA nophLYKa,
nocoyexd B [Ipunoxenne KbM 10ToBOpA,

(2) Lenosure npesutoienus Ha NPojaBaya ca NOCOYEHH B NMPEAXOAHATA aTHies,

(3) INpornosHara cTOMHOCT HA JIOCTABKATA, MOCOYEHH B NOKYMEHTALMATE 32

ofllecTBEHA NOPBYKA HE MOPANKIAT 3aAbKEHHE 3a KynyBaua 1a I'M 3aKynH B MOCOYEHHA
obeM.

CPOKOBE M HAYMH HA TUIALIAHE

Hnen 2. CpoksT Ha HacTosms Aorosop € 12 (1BaHageceT) Mecena oT JATATA HA
MOAMHCBAHETO MY MJIH [0 ChH3/JABAHETO HA YCJAOBHA 33 JOCTABKA Clej| NMPOBEHKAAHETO Ha
UEHTPUIHIHPAHH CICKTPOHHH Thproge. JloroBopsT npoabKaBa faeiicTBHeT0 cH 10
CKIIIOUBAHETO Ha 0TOBOP ¢ APYT WU3IILAHKTEN ClIe/l NpoBeskaane Ha oflecTreHa NOPhYKa.

HUnen 3. Tlocouennure B um. 1 nexapcTeens NMPOAYKTH lie GLAAT JOCTABAHH OT
MpojiaBava Ha KYNyBada B cpok 0T 24 (ABajeceT H YETHPH) Yaca, cilel 3a4BSIBAHETO UM,

Unen 4. lemxumMara Ha IpojiaBaya CyMa Mo BCAKa OTAEINHA JOCTABKA lie Gbie
IaTeHd OT Kynysada mo OaHkoBaTa CMeTKA HA TpojaBada B Cpok A0 60 (mectzecer)
KaJICHIapHH JIHK CIell I0CTABKA ¥ H3JJaBaHeTo Ha (DaKTypa OT npojasaya.

Hnen 5. Cpok®T Ha rogHOCT Ha JAOCTABEHHUTE NIEKAPCTBEHH NMpoayKTH Tpsabea na e

He no-kpaThk oT 60 % (wectaecer npoueHTa) oT OBUIUA CPOK HA FOMHOCT KbM MOMEHTA Ha
N0CTABKATA.

MACTO HA M3ITBJIHEHME U [TPEMUHABAHE HA COBCTBEHOCTTA

Hnen 6. 3a mscTo Ha jmocrassHe HA JieKapcTBeHHTE NPOAYKTH ¢e onpenens
“MBAJI-No6puy™ Al rp. Ho6puy, ya. “Tlanaiior Xuton” Ne 24, apeno ,.bonuuuno anrtexa’”,

Hnen 7. CobeTBeHOCTTa BBHPXY JOCTABAHHTE JACKApPCTBEHNU MMPOOYKTH H PHCKBT OT
MHAHOTO WM HACTHYHOTO MM NOTHBAHE NPEMHHABA BLPXY KyNyBaua OT MOMEHTA Ha

g
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[IPHEMAHETO MM Ha MACTOTO HA NOCTABAHE C NPHEMO-NPE/IaBaTeNle NPOTOKON WM ApYr
PAaBHO3HAYCH JOKYMEHT,

[TPABA Y 3AJTBJKEHMSA HA [TPOIIABAYA

HUnen 8. (1) TlponapausT e anbien ma cxmOuM JOTOBOP 3a MOJH3IEIHEHHE,
Korato e oBABMII B 3a8BJICHHETO CH 32 YYACTHE MOJ3BAHETO Ha nomuameiEMTeNn, B cpok no 3
AHH OT CKIIOYBAHETO Ha JOrOBOP 34 NOAH3NBIHEHHE WIH HA JOMLIHHTENHO crippasymeHue
3d 3AMAHA HA MOCOYEH B 3afBIEHHETO MOMMANBAHUTEN HAMBAHMTENST H3mpala KoMHe Ha
AOTOBOpA HIIH HA MONBIHUTEIHOTO CIOPasyMeHHE HA BE3IOKHTENT 3ACIHO ¢ NOKA34TENCTRA,
HE Ca H3NBJIHEHH YCIOBHATA Mo wi. 66, an, 21 1] ot 30T

(2) INomusnweanutenure Hamar IpaB0 Na Npesbinarar enHa MM [0BeYe oT
AEHHOCTHTE, KOHTO ¢4 BK/IOYEHH B IpeMeTa Ha JIOTOBOPA 34 MOAH3NBIHEHHE.

(3) HesaBucHMO 0T BBIMOKHOCTTA Aa CC H3NOM3BAT MOAM3MNEBIHHTENH,
OTrOBOPHOCTTA 38 H3NBIHEHHE Ha JOrOBOpa 3a obmecTseHa NOPEYKA € Ha Npoaasaqa,

(4) KynyBausT Hama na n3psplusa AUPEKTHH pasiallaHua ¢ NOOU3NbIHHTENHTE

Hien 9. [ponasaubt e aibken ga gocTaps JICKAPCTBEHH MPOAYKTH, KOHTO HMAT
paspelienue 3a ynorpeba M ynocrosepenue 3a PEFHCTPAIIHA HA JIEKAPCTBEHH NPOAYKTH Mo
un. 23, an. 1 or 3JIXM OTFOBApAT Ha HM3HCKBAHHATA 3a KavecTso, Ge3lonacHocT |
eturacroet no 3JTTXM:

Hnen 10. llenata na nexapcraenute nponykTH TpAOBa da OTroBaps Ha chemHuTE
HIHCKBAHMA:

I. Ilpemnaranara uena na JCKApCTBCHHTE MPOAYKTH, KOHTO CAd BK/IIOYEHH B
[To3nTHBHMS NekapeTReH crHehK o Janiaany ¢ nyOoaMYHE CPECTBA, 14 HE € [O-BHCOKA OT
perynupanara uexa no Ilpunoxenune Ne 2 or IJIC, nocouena » konoHa M (croitHoeT Ha
OMaKOBK4, U3uHcNeHa Ha Dasa pedepenTsa cToiiHocT 3a nedHHUpaHaTa IHeBHa no3a).

2. Ilpepnaranara neua na JIEKApCTBEHHTE NPOAYKTH, H3BBH Teau no T, 10.1., aa e
¢ MO-BUCOKA OT mpejlesHaTa (MaKCHMMAIHATA NPOAAXHA IleHAa Ha apebHo), mocouena B
Perucrepa Ha MakcumanumTe MPOADKHN UCHH Ha JIEKAPCTBEHNTE NMPOJYKTH, OTIYCKAHN Ges
JIEKAPCKO NMPEANHCAHHE M MAKCHMATHHTE TPONAKHA LEBH Ba NIEKapCTBEHHTE NPOAYKTH,
OTNYCKAHH 10 nexapeko npeanucanne (Perucrbp na NpeAaeTHHTE HeH).

HYnen 11. B cnywamre, xorato MpPOJ4BaYRLT NOCTABA NEKAPCTBEHH TNPOAYKTH,
CRIABPIKALIN HAPKOTHYHH BEILUECTBA, TE3W NEKAPCTBEHH MpoaykTH TpsabBa fa oTroBapsT Ha
HINCKBAHMATA Ha wi. 68 ot 3KHBIL

Hnen 12. IlponasausT e mitken ma H3Jlane B CpoK (JaKkTypa 3a AOCTABEHHTE
NEKAPCTBEHH TIPOJAYKTH.

[TPABA U 3AJTBJDKEHMS HA KVITYBAYA

Hnen 13.(1). KynysausT uma MpaBo [lla IPOBepABa KONMHYECTBOTO HA BCAKA
OTACIHA NOCTABKA, KATO MPH YCTAHORABAHE HA HECHOTBETCTRHE o ATBHEH Jla YBENOMH
npojiasaya B Cpok ot 24 yaca.

(2). Tlpn veranosaBane Ha HECLOTBETCTBHE B KA4YeCTBOTO HA JIOCTABEHHTE
fICKApCTBCHN NPOAYKTH KYNYBaubT € JTBKEH /12 YBEAOMH npojiaBaya B CPOK oT 24 uaca.

(3). Hecworsercrsuero ma komuuecrsoto u Ka4eCcTBOTO C€ YCTAHOBAEA C
TpOTOKOI, CHCTABEH OT KOMHCHS, ChCTABEHA OT [UTHKHOCTHHTE TTHIIA HA KYyBaya.

(4). B cayuaii, ye npogasausT B CPOK JI0 24 Yaca cneji yBe/IoOMABAHETO MO ay. |
H/HITH 2 OCMIOPH IMTHEMEHO HECHOTBETCTBHETO Ha Ka4eCTBOTO, TOH MOXeE 1a HCKA NpoBepKaTa
MY OT yNBIHOMOLICH Opran Wi naGoparopus.
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YUnen 14, KynyBausT e OIEMEH [da 3aIIaTH YrOBOPEHATA LiEHa B pasmepa, no
HAYHHA U B CPOKA, ONIPE/ENeHH B HACTOAIIHA IOTOBOP.

HEYCTOMKH

Hnen 15.(1) [Npu 2abapa Ha pocraBka OT CTpaHa HA MPOJaBaya ¢ noseue ot 24
(ABajeceT W YETHPH) yaca, KyNypaubT HMa MpaBO fa Mony4yd Heycrolixa B pasmep ma 0.1
(Hyna uano, efHa JeceTa) Ha CTO OT CTOIHOCTTA Ha 3abameHaTa NOCTABKA 3a BCeKH 24 uaca
3abasa.

(2) Ilpn ycranoBsBaHe Ha HECHOTBETCTBHE B KONHYECTBOTO, MpPOJIABAYLT ¢
JUTBKEH Jia IOCTaBH JIMNCBALIOTO KONHYECTBO MPH CleBalllaTta AOCTABKa, a MPH MOHCKBaHe
OT cTpaHa Ha Kynysaya B cpok oT 24 yaca, [IpH HEHM3NbIHEHHE Ha TOBA 3aib/IKEHHE
KYNyBausT MMA [PaBO Ja MONYy4YH HeycToiika B pasMep Ha 5 (meT) Ha cTo OT CTOMHOCTTA Ha
JIMNCBANIOTO KOIHYECTRO.

(3) Ilpu yeraHoBABaHE HA HECLOTBETCTBHE B KAYECTBOTO, NPONABAYLT € [NLIKEH
lla MOCTaBH JIEKAPCTBEHH MPOAYKTH C YFOBOPEHOTO KAYECTBO MpPM clleJBalllaTa JOoCTaBKa, a
MpH NOMCKBAHE OT CTPaHa HA Kynypaya B cpox OT 24 uaca. [Ipu HensnsiHeHWe Ha ToBa
3a0b/KeHHe KYNYBaybT HMA NPaBo fla NOJy4YH HeycTofika B pasMep Ha 5 (ner) Ha cTo OT
CTOMHOCTTA HA HEKAYECTBEHATA JIOCTABKA.

(4) B cinyuante no anmHen 2 M 3, aKo NpojaBayhkT HE [AOCTABH MOrOBOPEHOTO,
KynyBaubT HMa 0paBO [d 3aKynH HeoDXOIHMHTE MY JIEKAPCTBEHH [POIAYKTH OT APYT
NOCTABYMK, KATO PA3NMKATA MEXK/Y LIEHATA [10 JOTOBOPA U AeHCTBHTENIHO 3allIATEHATA LIEHA €
34 CMETKa Ha NpoJaBaya.

Ynen 16.(1) Ilpn oTkaz Ha npojasaya 1a JOCTARH 3AABEHHTE MY JEKAPCTBEHH
MpOIYKTH WK fpn 3abasa noseye oT 48 (ueTupuuecer u ocem) uaca, KynyBaybT HMa IpaBo
Aa 3aKyNH HeoOX0MUMHTE MY JISKAPCTBEHH NPOAYKTH OT APYT JOCTABYHK.

(2) B cayuaute nmo npenxoauara anuHes pasMKaTa Mexly HEHATa 110 I0r0BOpa i
JICHCTBHTEJIHO 3AMIATEHATA 1IEHA € 33 CMETKA Ha NpoaBaya.

Unen 17.(1) Ilpn nocTaBka Ha JEKapcTBEHH MPOYKTH, CPOKBT HA FOAHOCT Ha
KOHTO € MO-KPaThK OT CPOKa Ha 4. 5, H3MBIHHTENAT OBKH HA BBINOMKUTENS HEVCTOHKA B
pasMep, KaKTo clleapa:

l. npu mocraeka ¢he cpox Ha rogHoct ot 59.99 mo 50 % ot ofmms cpok Ha
rofinoct — 3 % (et npouexTa) BBPXY CTONHOCTTA HA IOCTABKATA;

2. mpu jflocTaska cuC cpok Ha rogHoct oT 49.99 1o 40 % or ofums cpox Ha
roauoct = 10 % (aeceT npolieHTa) BbpXY CTOMHOCTTA Ha JOCTABKATA;

3. mpH fgoctaBka che cpok Ha rofsocT ot 39.99 mo 30 % or obmma cpok Ha
ropsoct — 30 % (Tpuaecer npoleHTa) BLpXY CTORHOCTTA Ha JOCTABKaTa;

4. TIpH J0CTABKA Che cpok Ha roaxoct ot 29.99 mo 20 % ot obums cpok ma
ropHoct — 60 % (wectaeceT npouenTa) BEPXY CTORHOCTTA HA JIOCTABKATA:

5. IpH JI0OCTaBKa Che CPOK HA rogHoeT noj 20 % or ofmmsa cpok Ha roguoct — 90
% (nemer/ieceT MpoleHTa) BHPXY CTONHOCTTA HA' OCTABKATA.

(2). [locrapxata Ha NEKapCTBEH MPOAYKT ChC CPOK HA FOTHOCT no-kparsk ot 40 %
OT 06IIHA CPOK HA TOAHOCT Ce H3BBPLIBA CAMO ClIe/| MOTHBHPAHO PelleHHe HA PLKOROIHTENs
Ha KYyImysaua 3a KOHKPETHOTO KONM4ecTBO. bBe3 H3PHYHOTO [HCMEHO ChrNacHe Ha
PLKOBOIHTE/IA HA KYTYBaYa ICKapCTBEHHTE NPOAYKTH HE Ce 3aIUIalliaT Ha Mpojasaya.

Hnen 18. KynysaunT uma npaso na ncka obesimereHue B MbljieH pasMep Ha
BPEIMTE, KOHTO € MPETLPNAJ B pe3ynTar Ha 3abaBeHaTa /WK HeKa4ecTREHATA OCTABKA,

Haen 19. [lpyu 3abasa na niamaxe oT cTpaHa Ha KynyBaua, MOCHEAHHUAT THIKH
Ha NMpojaBaya HeycToHKa, B pa3Mep Ha 3aKOHHATA JIMXBA.
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Ynen 20. HeycroiikuTe, obesineTeHHATa U LEHOBHTE pasiHKH no um. 16, an. 2
MOTaT ga ﬁ'LIEE.T YABPHEHH OT BCAKO JBLIDKHMO HA NPOJaBaYs MIalaHe,

[TPEKPATABAHE HA JOTOBOPA

Ynen 21.(1) JlorosopsT ce npekparsasa:

l. ¢ u3THYaHE Ha CpoKa, 3a KOHTO € CHJIIOYEH, OCBEH B CAYYaMTe 1Mo Wi 2, 3.
BTOPO;

2. npM cB3NAaBAHETO HA YCNOBHSE 23a JIOCTaBKA CJled [POBEXKJAHETO Ha
IEHTPANH3INPAHH ENEKTPOHHH THProBe;

3. KOrato ca HACTBIMIH CBINECTBEHH MPOMEHH BBE (DMHAHCHpAHETO Ha
obulecTBeHaTa NOPHYKA — MPEAMET HA JOTOBOPA, HIELH NPABOMOLIMATA HAa KyMyBaya, KOHTO
TOH He € MOTbAl WM HEe ¢ DN [NBKEH [a NpPeJiBHAH WIH [ NPEefoTBPaTH — ¢ MHCMEHO
yBeJloMJIeHHE OT KyNyBaya, Be/lHara cilejl HacTenBaHe Ha o0CcToATENCTBATS;

4. IpH HACTBIIBAHE HA HEBHHOBHA HEBBIMOMKHOCT 33 H3NLIHEHHE B PE3yNTAT HA
HENPEIBHACHO MMM HENpenoTBPaTHMO CEOHTHE OT M3BLHpeleH XapakTep, BhIHHKHAIO clej
CKJIOYBAHETO Ha JOTOROPa (,,HEMpeoJoauMa cuila’) 3a cpok no-aAsasr ot 30 nuu.

(2) KynysaysT MOXe na npekpaTd Joroeopa 0e3 Npe/iM3BECTHE, C YBENOMIIEHHE,
H3MPATEHO [0 DpoJaBata;

. 1pH CHCTEMHO HEW3ITBJIHEHHE Ha JOCTABKHTE HA JIEKAPCTBEHH MPOAYKTH M0
KOJHYECTBO H/HJM KayecTBO OT CTpaHA Ha Mpojasaya. ol CHCTEMHO HeHWimbiHEHHe ce
pas0upa TakoBa, H3BBPIICHO JBA WM NOBede ETH B PAMKMTE HA €IMH KaneH/JapeH Mecell,
MJTH TIOBEYE OT TPH ITBTH B PAMKHTE Ha CpOKa Ha J0roBopa;

2. B ciyuai, 9e NpojiaBavbT H3MON3BA TOANINEJIHNTEN, 063 fa e Aexnapupan Tosa
B IOKYMEHTHTE 3a Y4acTHE, HIIH H3MON3BA NOAU3TbIAHATEN, KOHTO e PasfiHyeH OT To3H, KoifTo
€ TOCOYEH, OCBEH B CHyyauTe, B KOMTO 3aMAHAaTa, CBOTBETHO BKNIOYBAHETO HA
MOAH3N'BIHHTEN € M3BBPLIEHO ChC CBIVIACHETO HA KYNyBaya M B choTBeTcTBHEe che 3001 u
HACTOHIIMA IOFOBOP;

(3) KynysaubT npexparsba Joroeopa B ciydaute mo un. 118, an. 1 or 3011, Ges na
IbiuKH OBeslieTeHHe Ha NpoaaBaya 3a MPeThPeHH 0T NPEKPATABAHETO HA JOroBOPA BpeH,
OCBEH aKO INpeKpaTABaHEeTOo € Ha ocHoBaHue un. 118, an. 1, 1. 1 or 3011,

IPYTH YCIIOBHA

Ynen 22,(1) Crpanute no J0OroBopa He MOTAT JIa FO HIMEHST, OCBEH B cayuauTe,
npeasuaeHy B i, 116, am 1, 1. 2 - 6 o1 30I1.

(2) B cayuail, 4e no Bpeme Ha [efiCTBHE HA JOrOBOPA, CTOMHOCTTA HA AOCTABAH
NEKApCTBEH NPOJAYKT, onpeneneHa no peja xa Hapenbara 3a perynupase u perucrpupane Ha
LEHATE HA JIEKAPCTBEHHTE MPOJAYKTH, YCIOBHATA, MpaBHIaTa M KPUTEPHHTE 1a BK/AIOYBAHE,
MPOMEHH H/H/IH H3KINOYBAHE HA NEKAPCTBEHH NMPOJYKTH OT MO3HTHBHHA JIEKAPCTBEH CITHCLK
H YCTIOBHATA M pefia 3a paboTa HA KOMHCHATA MO LeHH M peumOypcupane MM No pena Ha
ApYT HOPMATHBCH aKT, CTAHE NO-HHCKA OT J0TOBOPEHATA, KYIYBAYLT 3aNialla lekapcTBeH s
NPOAYKT 1O MO-HUCKATA LEHA, OT JATaTa Ha BIM3AHETO B CHIA HA pelIeHHETO Ha
peryIaTopHuA Opras.

Hnen 23. CrpaHute mo 10roBopa Hie peiaBaT BLIHHKHAIHTE 110 H3MbIHCHHETO
CIIOPOBE MO B3AUMHO ChHINIACHE, 4 AKO TOBA € HERR3MOKHO 1o pesa Ha ['TIK npen JoGpuukus
OKPBIKEH Ch/1.

Unen 24, 3a BCHUKH HEYPEACHN 110 HACTOAIIMS JOTOROP BBIPOCH IIE & MpPHIIATaT
pasnopendute Ha 3011, 33]1, T3 u apyruTe OTHOCHMH HOPMATHBHH AKTOBE,

]
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Unen 25.(1). 3a sanujHM ajpecH 3a NpHeMaHe Ha CLODIIEHHS, CBBP3aHH C
HACTOALIMA JOTOBOP C& CMATAT aJpecHTe, MOCOUEHH B HAYANOTO Ha I0TOBOpPA.

(2). Ilpu npomsana Ha JAHHHTE MO NPEAXONHATA anMHed, ChOTBETHATA CTpaHA €
JUTHIKHA 14 YBEJOMH JIpYTaTa B TPHIHEBEH CPOK OT NPOMAHATA.

[lpy mnopnuceasero Ha Hactosuua Jlorosop ce mOpefcTaBHXa CHGIHHTE
JIOKYMEHTH!

- 3a obcroarencreara no wi. 54, an. 1, 1. 1 ot 30I1 - cenperencTso 3a CLAUMOCT;

- 3a ofcrosrencreoro no wi. 54, an. 1, 1. 3 ot 30I1 - ynocrosepenne 3a aumca Ha
NyOMHYHH 3aALIKeHH, H3JANeHO OT OPraHHTe N0 NPHXOJNTE; YIOCTOBEPEHHE OT OBmuHa
rpan JoBpuy sa nunca Ha nyONHUHH 3AABDKEHHA, YAOCTOBEpeHHE OT oDmMHata no
CENAMMIIETO Ha YHacTHHKA 34 JIMNca Ha nyOnuyHH 3a0LIKeHN,

- 3a ofictosTencTBoro no ua. 54, an. 1, 1. 6 - yNOCTOBEpPEHHE OT OPraHHWTE Ha
Wansnuurenna aresuus "I nagHa uHCMEKIMA no Tpyaa”;

- Ceprudmkar 3a npumarase W MOAOBPHKAHE HA CHCTEMA 3a YINPABICHHE Ha
kagectsoto EN ISO 9001 w/unu EN ISO 13485/13488 u/unu exsupanenTHa, 8 obnactra Ha
NPOU3BOACTBOTO H/HIKM TBProBUATA C NEKAPCTBEHH NPOIYKTH,

- Paspemenne 3a npouseoacTso no 4. 196, an. 1 ot 3JIMIXM, B cayuante Koraro
YHACTHUKET € MPO3BOAHTEN W NIPEANara eKapcTBeHHTE NPOAYKTH, KOHTO [POH3BEXIA, HiH
Ha Paspewtenne 3a BHoc mo un. 196, an. 2 or 3JIIIXM, B cnyyaWTe KOraro YYacTHHKET €
BHOCHTEN M Mpejiara JIeKapcTBeHHTE NPOAYKTH, KOHTO BHACH,

- Hexnapauus no un. 59, am. 1, . 3, 6B Bp. ¢ win. 53, an. 2 or 3MHMII no
sanwukHTenHEA obpasen [Ipunoxenue No 3 ot ofpasuyTe J0KYMEHTH Ha JOKYMEHTAIHATA 34
YUACTHE.

KbM HacToAIMA NOTOBOP A MPHIOKEHH:

1. ITpunoxenne KM jlorosopa,

2. TexHHYeCKOTO Npe/LNoKeHHe Ha Npoaasaya;
3. LlenoBoTo npeanoeHHe Ha Npojasaya.

HﬂCTDHLT.HiST OOTOBOp CE CHCTABH B TPH EHHGDﬁPBﬂHH EK3IeMILIApa, €0HH 338
npojaeada H OBa 33 KyITyBa4a.,
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Hpunoacenue No 2 — zadvancumenen odpazei
Hpedcmaen ce no seaka ofocobena nO3UWUA, 30 KOAMO ce nodasa oepma

TEXHUYECKO NPEJAJOKEHHE

Ilo ofocobfena mosmmms Ne 2
(Mona nocoueme nomepa na oGocobenama NO3uYUA, 3G KOAMO NPEOCMAsAME MEXHUYECKD
npednogicenue)

IMoanucauust Iersp 'puropos Benes, ETH " KAuecTBOTO CH Ha Y IIpaBHTEN
(uznucsa ce dnvorcnocmma) Ha Exodapm EOQO] (usnucea ce umemo Ha yHacmuuxa), Che ceflammiie:
rp. Codpuisi, anpec Ha ynpasnenne 6yi1. ,,Yepuu spux" Neld, 6.3, naprep, agpec 3a KOpeCTIOHIEHITIA:
rp. Codun, 1407, ya. ,Aranac Jykos” 29, , Peiin6oy niasa®, er.3, EMK 130390055,

[TPEIJIATCAM CIEJHHWTE YCIOBH:

1. JlexnapupamM CpOK H4 BATHOHOCT Ha odeprara, HO He MO-KPATHK OT 3 (TpH) Mecena «
naraTa, KOATO € MO0coYeHa 3a JIATa Ha [ojlapaHe Ha odeprara:

3 (Tpu) Mecena.

2. Tlpuemam cpoka Ha H3NBIHEHHE HA nopbykara: 12 (mBamamecer) mecenma oT
CKJIOYBAHETO HA JIOTOBOpA.

3. [Ipuemam cpoka 3a miamase; go 60 (ImectaeceT) KalEHAAPHH JHH OT H3BHLPIIBAHETO HA
JIOCTABKATA M H3/1aBaHeTo Ha (aKTypa OT H3ITBIHUTENS.

4, Tlpmemam cpoxa Ha noctaska: [lo 24 (npajecer W YETHpPH) 4Yaca OT MOMEHTa Ha
3aABSIBAHETO OT CTPAHA HA BH3NOKHUTENA.

5. [Mpuemam cpoka Ha roaxoct: He no-manko ot 60 % oT obmara rogHoCT B MOMEHTA Ha
JAOCTABKA.

6. JEKJIAPHUPAM, ue focTapgHATE NEKapCTBEHH IIPOAYKTH:

6.1. umar paspemienue 3a ynorpeba HIH yIOCTOBEPEHHE 38 PETHCTPALIMS Ha JICKAPCTBEHH
npoaykti no wi. 23, an, 1 ot 3JITIXM;

6.2. OTrOBapsAT Ha H3UCKBAHMATA 3a KavecTso, GesonacHoct U emkacHocT no 3JIIIXM.

7. NEKJIAPMPAM, ue npeanaraHaTa [€HA Ha JICKAPCTBEHHTE MPOAYKTH, KOMTO ca
prmodeHH & [[o3MTHBHEA IEKAPCTREH CAHCEHK U 3aIlIalllady ¢ NYONUYHH CPENICTRA, HE € M0-BHCOKA OT
perymupanata tieHa no [Tpunoxenne Ne 2 ot [IIC, nocouena B konosna M (cToiiHOCT Ha ONAKOBKA,
W3yHcnena Ha Gasa pedepenrtna croiiHoct 3a AeduHUpanHarTa IHEBHA 1034).

8. llpmemam fa M3NBJIHABAM BCHUKH H3MCKBAHHA HA BLINOKHTEN, MOCOYEHH B
oGsaBIeHHETO ¥ JOKYMEHTAIINATA 3a yJacTHe.

9, IlexnapHpan CHIIACHETO CH C KJay3HTe Ha MPHIOKEHHA IPOEKT Ha JOTOROP.

10. B cmyuaii, ye O6baa onpeneneH 3a H3NBIHWTE] HA MOPBHYKATA, CE 3ab/KaBaM, NpH
NOANHUCBAHETO Ha J0ropopa 3a oOIIecTBeHA TNOPBYKA, Jla MPeJICTABA AKTYANHH OKYMEHTH
yIOCTOBEPHBALIN JIHIICATA HA OCHOBaHHA 3a OTCTPaHABAHE 0T NPOLEYPATA, KAKTO H ChOTBETCTBHETO
C TIOCTABEHATE KPUTEPHH 3a Moadop:

10.1. 3a ofcrogrencreara mo wi. 54, an. 1, 1. 1 ot 30I1 - ceupeTencTeO 3a CHAMMOCT,
H3ANEH0 B 6-MECEUHMs CPOK Ha BAMHIHOCT eIy MpeicTaBsiHeTo;

10.2. 3a oberogrencrroro 1o 4wi. 54, an. 1, . 3 ot 30I1 — yaocroBepeHus 3a lunca Ha
nyOmHuHE 3a0b/DKEHHA, H3J4JeHH 0T OpPraHuTe Mo npaxnnﬁr&, or Obnmnua rpa Tobpua u ~ -
oBLIMHATA 0 CEAANHIIETO Ha YIacTHUKA;
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10.3. 3a obcrogrencreoro no uin, 54, am 1, T. 6 - y@ocToBepeHHEe OT OpraHuTe Ha
Mansnaprensa areduus "I 1aBHa HECTIEKIHS 10 Tpya";

10.4. Ceprudpukar, yaocToBepaBall BHEAPEHA CHCTEMA 3a YIIpaBleHHe Ha KayecTBOTO EN
ISO 9001 w/mmu EN 1SO 13485/13488 n/unm expHBaneHTHA, ¢ 00XBaT B 00NACTTa HA NPOU3BOJCTROTO
W/HIH TBPrOBHATA C NEKAPCTREHH TPOIYKTH;

10.5. Pazpemesnue 3a npousrogcteo mo wi. 196, an. 1 or 3JIIIXM, B ciyyante koraro
YYACTHHKBT € MPO3IBOJNTEN ¥ NpeUlara JeKapcTBEHWTE MPOAYKTH, KOWTO NMPOM3BEXId, HIHM Ha
Paspemienne 3a BHoc mo w1, 196, an. 2 ot 3JIIIXM, B ciyyauTe KOrato y4acTHHKLT € BHOCHTEN M
Npeasara TeKapcTBEHHTE TPOAYKTH, KOMTO BHACH,

10.6. Nexnapauus mo wi. 59, an. 1, 7. 3, BeB Bp. ¢ 4L 53, an. 2 ot SMHII no samsmkuTennns
obpasen [Ipunomenue Ne 3 or obpaznuTe JOKYMEHTH Ha JOKYMEHTAIMATA 38 yIacTHE.

Jafienexncrka: Voocmosepenuama no moyru 10.2 u 10.3 mpabea da ca uzdadeny cned
damama Ha OmKpusaHemo na npoyedypama.
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[letep 'puropor Benes — ympasuTtern, H]?E& obp Tepsues —
Tonproeeku gUpeKToOp
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