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1

,HHG::.M..;&.’.?:...Z{}IQ rof. 8 rp. lobpuy, na ocrosanue un. 112 u . or 3akona 3a
0DlEeCTBEHHTE NOPRYKH, CE CKIIOUM HACTOSALIHMAT JOTOBOP MEKIY:

"BYJIMAP MJI" OOJI, che cepamuiue & rp. Codms 1000, obmusa Cronnuna,
pariion Butowia, aipec Ha ynpasnenue: ka, "Manactupeky ausaan”, ya. "Tlupun" 32, EMK
131148628, npencrapnasano or Mapuena Cnacosa Mauencka, ONPENENeH 3a M3MLIHUTES C
Pewenne Ne 7/ 19.03.2019 roa. na ss3nomurens CJleql MpOBEieHa NpoLeaypa 3a RhL3JIaraHe Ha
oblecTseHa MopLyka THN "otkputa” No 00083-2018-0022, ¢ mpeamer: [lepuonuyua
AOCTABKA HA NIEXAPCTBEHH POAYKTH, Hapuual [TPOJTABAY u

"MHOI'OITPOMHIIHA BOJIHULIA 3A AKTUBHO JIEHEHUE-JIOBPHUY" Al
rp. Jobpuy, che cenanume u alipec na ynpasnenue: rp. Hobpuy, yn. “Ilanaiior Xutos" 24,
Ten.  058/600160, daxe: 05 8/600414, e-mail: oblb@bergon.net, EUK 124141302,
fipeacrasnasano or [-p CBETO3AP BAMYEB ITETPOR — Msnunuurenen dupekrtop na
ApY¥KecTBOTO, Hapuuana KYITVBAY.

CrpanuTe ce criopasymsxa 3a cieanoTo:

[IPEAMET HA TOTOBOPA U [[EHU

Unen 1.(1) [Tpomasaunt poflaBa HA KynyBa4a JIEKAPCTBEHHTE MPOAYKTH, 3a
KOMTO € nofan ofepra B oTKpHTaTa MpOUeAypa 3a Bhifnarane Ha obllecTBeHa mMopbuka,
nocoyenu B [Ipunoxkenne xum JIOroBopa.

(2) LlenoBure npennokenns na Mpojasata ca Moco4YeHH B NPeaXo/iHaTa alHHes.

(3) IlporHosuara crofinocr Ha ADCTABKATA, MOCOYEHH B JOKYMEHTALMSTa 34
obiecTBeHa nopryka He NOpaKAaT 3a0BMKEHHE 3a KYNyBaya [a I'M 3aKYIM B TIOCOHeHMS
obem.

CPOKOBE M HAYMH HA [NNALTAHE

Hnen 2. CpoksT Ha HacTosmms Aoroeop e 12 (aBaHameceT) Mecena oT satata Ha
TMOANHCBAHETO MY HIIH [0 Ch3JABAHETO HA YC/IOBMA 3a JIOCTABKA Clejl MpoBEeXIaHETO Ha
UCHTPAIH3HPAHH eNIEKTPOHHH Thproge, HorosopsT npomnmkasa neifcrBuero c o
CKITIOYBAHETO HA JIOFOBOP ¢ JAPYT M3NBIHHTEN ches fpoBeicane Ha oblecTBeHa NopsYKa.

Hnen 3. [Tocouenure B um 1 /ICKAPCTBEHN NPOAYKTH e GBIOaT HoCTaBAHH OT
11p0liaBaia Ha Kynysa4a B cpok oT 24 (nBageceT u HETHPH) Haca, CIell 3adBABAHETO UM,

Hnen 4. Jlnmkumara Ha nponasaua CyMa M0 BCAKA OTAENHA HOCTABKa e Gbie
[IATeHA OT KyNyBada no OGaHKOBATA CMeTKa Ha ponasaya B cpok fo 60 (wectmecer)
KUICHIAPHH JIHM CITe/l I0CTABKA M H3MABAHETO Ha thakTypa o1 nponasaya.

Unen 5. Cpok®T Ha roMHOCT Ha OCTABeHHTe JIEKApPCTBEHY MPOAYKTH Tpabsa ma e
HE no-kparkk ot 60 % (wecraecer npouenta) ot obumus CPOK Ha MOJIHOCT KbM MOMEHTA Ha
JOCTABKATA,

MACTO HA U3ITbJHEHUE U [IPEMUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a Mscrto Ha gocrassme ma JIEKAPCTBEHHTE MPOAYKTH ce Onpejess
“MBAJI-lo6pua™ ALl rp. Hobpuy, yn. “Tlaunatior Xuros” Ne 24, 1gexno »BonHKuHO anTexa”.

Hnen 7. CoberpenoctTa BupXyY nocTabsHuTe NEKAPCTEBEHH MPOJYKTH H PHCKBT OT
TB/IHOTO MIIH HaCTHYHOTO MM IOTHBAHE NIpeMHHABRA BBPXY KYNyBaya OT MOMEHTa Ha
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MPHEMAHETO UM HA MACTOTO Ha HOCTABAHE C fIPHEMO-NIPE/IaBaTe/ICH POTOKON MW Apyr
PABHO3HAYEH JIOKYMEHT,

[TPABA Y 3ATBJDKEHMS HA [TPOJABAYA

Unen 8. (1) Ipopasaunt e Mibicen Ad CKIIOYH JIOTOBOP 3a MOAM3NBLIHEHHE,
KOTaTo € ODsBHI B 3a4B/ICHHETO CH 33 YYacTHE MOJI3BAHETO Ha noansnsanuTen. B cpok no 3
AHH OT CI/IOYBAHETO HA JOTOBOD 3a NOAM3MBIHCHHE HIH Ha AOMBAHHTENHO CropazyMeHte
38 3aMAHA Ha MOCOYUEH B 3afBACHHETO [MOAM3NbIHUTESN H3NBIHHTENAT HM3Npalna KomMe Ha
AOTOBOPA HITH HA NOMBIHHTENHOTO CHOPA3YMEHHE HA Bh3JIOKUTENS 34€HO C I0KA3ATE/ICTRA,
HE Ca H3NBIHEHH YCIOBMATA N0 41, 66, an. 2 1 11 ot 3071,

(2) Toausmsnuutennre wamar NIpaBO Jla NpesB3NaraT egHa MM [0BeYe oT
NEHHOCTHTE, KOHTO ca BKIIIOYeHH B NpeaMeTa Ha AOTOBOPA 38 NOAHINbIHEHHE.,

(3) HesaBucumo oT mwaMomHOCTTA Ad C¢ H3NON3BAT MOAM3INLIHHTENH,
OTTOBOPHOCTTA 3a H3ITBJIHEHHE HA OrOBOpa 3a oblIecT enHa NOPEYKA € Ha MpoJjiaraya,

(4) KynysausT nama na H3IBbPIIBA JHPEKTHH PasiUIAAHHA C DOAHIILIHHTEHTE

Hnen 9. INponasaunT e gunsken na mocrass JACKAPCTBEHN NPOAYKTH, KOMTO HMAT
paspeinenie 3a ynorpeda Win yaoctopepenye 3a PETHCTPALIA HA NeKapCTBEHH [IPOAYKTH 10
un. 23, an. 1 or 3JIMIXM u OTFOBAPAT HA HM3UCKBAHMATA 3a KAYECTBO, OE30MACHOCT K
etpuracoct no 3JTXM;

Hnen 10. Lenara Ha JICKAPCTBEHHTE NMPOJAYKTH TpaGpa na OTroBaps Ha clejiH|Te
H3HCKBAHMA:

I. Tlpeanarasara uena ua AIEKAPCTBEHHTE IMPOJYKTH, KOMTO ca BKIIOMEHH R
[losuTusHI JICKAPCTBEeH CIUCHK ¥ 3arUIalliany ¢ ny6anyHu CpelCTBa, Jla He € MO-BHCoKa 0T
perynupanara uexa no Ilpunoxenne Ne 2 or IUJIC, nocouena g KonoHa M (crofinoct Ha
ONAKOBKa, H3uHCAeHa Ha Gasa pedepenTra cToiinocT 3a Aethunupanara qHesHa no3a).

2. lpepnaranara rena 1a JEKAPCTREHHTE NPOAYKTH, H3BLH TE3H 110 T. 10.1., na e
€ I0-BHCOKa OT NpeaenHara (MakCHMAIHATA MpojlskHa neHa Ha apebHO), MocoyeHa g
Perncrepa Ha mMaxeuMannuTe TMPONANHH LEHH Ha JICKAPCTBEHHTE MPOMYKTH, OTIycKaHu Ges
JIEKAPCKO NpeanHcanie M MaKCHMAIHUTE MPOJAKHH 1I€BH Ba JIEKAPCTBEHHTE NPORYKTH,
OTIIYCKAHH 110 NIEKAPCKO NMpeanucanue (Peructsp Ha npeenuute LEeHH),

HUnew 11. B cayuaute, xorarto MPOAABAYLT NOCTABSA JIGKAPCTBEHH NPOLYKTH,
CHABPHAIIH HAPKOTHYHH BELECTBA, TE3H WICKApPCTBEHH NPOAYKTH TPAGBa fla OTroBapsT Ha
H3IHCKBAHHATA Ha wi. 68 ot 3KHBIT.

Hnen 12. Tlponasaust e srbicen Aa u3naze B Cpok (akTypa 3a mocrasenuTe
NEKAPCTBEHH NPOAYKTH.

[TPABA U 3AJIBIDKEHUS HA KYITYBAYA

HUnen 13.(1). Kynysaust uma IPAB0 a MpoBepfBa KOJMYECTBOTO HA BCAKA
OTOCNHA NOCTAaBKA, KATO NPH YCTAHOBABAME Ha HECLOTBETCTBHE € MIBIKEH 1a YBeAOMH
NpoAaRaYa B cpok o1 24 yaca.

(2). Tlpn ycrawosssane Ha HECHOTBETCTBHE B KauecTBOTO HA HOCTAREHHTE
JICKAPCTBCHH MPOAYKTH KYNMYBAYST € [UTBKeH 1a YBEIOMH NPO/aBaYa B CPOK OT 24 uaca,

(3). Hecnorserctsuero wma KOJHYECTBOTO H Ka4deCcTBOTO CE€ YCTAHORABA C
MPOTOKOIL, CHCTABEH OT KOMUCHS, CLCTAREHA OT ATbAHOCTHHTE JIHIA HA KYITYBaya.

(4). B cnyuaii, e nponasaust B CpoK 710 24 yaca crent yBenoMsraneTo no an, |
H/H/H 2 OCIIOPH NHCMEHO HECBOTBETCTBHETO HA KAYECTBOTO, TOH MOME na Mok [IPOBEPKATA
MY OT YOBIHOMOLIEH OpraH HiH naboparopus.
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Unen 14. Kynysausr e nnmixen na sannats YTOBOPEHATA LieHA B pasMepa, no
HAYHHA ¥ B CPOKA, ONPEICNCHH B HACTOALLUA A0TOBOP.

HEYCTOMKH

Unen 15.(1) Mpu 3a6aBa Ha gocraska ot CTpaHa Ha Npojasaya ¢ nopeue ot 24
(BajeceT W uETHPH) uaca, KymyBaybT MMa NpaBo na nony4u Heycroiika B pasmep Ha 0.1
(Hyna usno, efina gecera) Ha cTo oT cToliHocTTa Ha 3abaBeHaTa JlocTaBKa 3a Bceku 24 yaca
3abasa,

(2) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KOJHYECTBOTO, NpPOJaBayLT e
AITBIRCH /13 IOCTABH JTMMACBALIOTO KONHYECTBO MPH CeABALIaTA OCTABKA, & NpH MOHCKBAHE
OT CTpaHa Ha Kyfysaua 8 cpok OT 24 uaca. [Ipn HeM3NbIHEHHE Ha TOBA IAXBIKCHUE
KYMYBaubT HMa [paBO Ja 1TONY4YM HeycToiika B pasMep Ha 5 (meT) Ha cTo oT cToliHoCTTa Ha
JHTICBANIOTO KOJIHYECTBO,

(3) Tlpu ycraHoBsiBane Ha HECHLOTBETCTBUE B KAYECTBOTO, NPOLABAYLT € ANbKEeH
A3 JIOCTaBH JIEKAPCTBEHH NMPOIYKTH C YrOBOPEHOTO KAYECTRO NMpH CreBallaTa JIOCTABKE, a
fIpH TOHCKBAHE OT CTpaHA HA KynyBaya B cpok oT 24 waca. IIpH HeW3mwiHeHWe Ha TOBA
JAMLIDKEHHE KYNYBAYLT MMa [PABO [a MOJNYYH HEyCTOHKA B pa3mep Ha 5 (neT) Ha cTo oT
CTOIHOCTTA HA HEKAYECTREHATA JOCTABKA,

(4) B cayuante nmo amuuen 2 u 3, axo NpoOAaBAYLT HE JOCTABH JOTOBOPEHOTO,
KYNyBausT HMa MpABO fa 3aKyn# HEOOXOAHMHTE MY JEKapCTBEHH NPOmyKTH OT ApYyr
AOCTABYHK, KATO PA3THKATA MEHLY 1IEHATA 110 0T0BOpa # AeHCTBUTENHO 3aIaTeHaTs LeHa e
3a CMETKA Ha IpojJapaua,

HUneu 16.(1) Ipn otkas ma npogasaua fa MOCTABM 3aspeHHTe My JleKapCTBEHH
TMPOIYKTH WK npH 3abaBa noseve ot 48 (deTHpuaeceT u ocem) qaca, KynysayhT uMa [paso
Ala 3aKynH HeoOXOMMMUTE MY JIEKAPCTBEHH NPOIYKTH OT APYT [OCTABYHK.

(2) B cryuante no npeaxoaxata anuues pasnuKaTa MENLY LEHATa 110 JIOroBopa |
AeHCTBHTEIIHO 3aTNIATEHATA LIEHA € 38 CMETKa Ha nponaBaya.

Haen 17.(1) IMpu pocraska ma nexapcTseHn NPOAYKTH, CPOKBT Ha IOJHOCT Ha
KOATO € M0-KPaThK OT CPOKa Ha i, 5, HAMBIHUTENST IBIDKH HA BBAIOMHTENS HEYyCTOMKA B
pasmep, KaKTo ciensa;

l. npu fgocraBka cke cpok Ha romgmoeT oT 59.99 mo 50 % or obmus cpok Ha
roaHoct — 35 % (net npouenTa) BEPXY CTOHHOCTTa Ha NOCTABKATA,

2. mpu jocTaBKa che CPOK Ha roHoct oT 49.99 no 40 % ot obIMa cpok Ha
roanoct — 10 % (necet npouenta) BupXy CTOHHOCTTA HA AOCTABKATA:

3. mpu mocTaBka ©hC CPOK Ha rogHOCT 0T 39.99 10 30 % or obmma cpox Ha
roanoct — 30 % (Tpujecer mpouenTa) BLPXY cTONHHOCTTA Ha JIoCTaBKAaTA;

4. npn mocraska ¢be cpok Ha rommoct oT 29.99 o 20 % or o0mmsa cpok Ha
roauoct — 60 % (mectnecer MpOLEHTa) BBPXY CTOMHOCTTA HA HOCTABKATA;

5. IPH JI0CTaBKa ¢ CPOK Ha roasocet mox 20 % oT obmus CpoK Ha rogxoct — 90
% (nepeTaeceT mpoleHTa) BEPXY CTORHOCTTA HA JOCTABKATA,

(2). octankara Ha neKkapcTBEH MPOLYKT Che CPOK Ha rOAHOCT No-KpaThk ot 40 %
OT 0011 CPOK Ha FOJIHOCT Ce H3BBLPUIBA CAMO Cllej] MOTHBHPAHO PEeLIEHHE HA PLKOBOAUTENS
Ha KymyBaia 3a KOHKPETHOTO KonmuuecTBO. Be3 u3pmunoTo nuemeno cwrnacue Ha
PBKOBOMIHTENS HA KYITYBAUa JIEKAPCTBEHHUTE MPOIYKTH HE Ce 3aniailar Ha NIpoaaraya.

Uner 18. KynysausT uma mpaso na mcka obesmerenne B nwien pasMep Ha
BpE/uITe, KOHTO € NPETEPIIAN B pe3ynTar Ha 3abapeHarta H/1/IH HeKayecTReHaTa JlocTaBKa.

Unen 19, [Tpu 3abasa wa nnamaue ot CTPAHA HA KYMYBaya, MOCHEMHHAT [IbiEH
Ha [IpollaBatia HeYCTOHKA, B pasMep Ha 3aKOHHATA JTHXBA.

C::f S .



'"MHOT'OIIPOBHAHA BOAHHMIIA 3A AKTUBHO AEYEHHUE - IOBPHY" Al
JOEPHY 9300 B2 vn "Tlauafior Xuton" 24 B 05SE/500485 faxc 058600414 B2 e-mail; obib@bergon.net

Hnen 20. Heycroitkure, oBesierennsta H LEHOBHTE PA3AMKYM 1o 4. 16, an, 2
MOTaT 1a 6BIaT ynepikanu 0T BCSKO TBIKHMO Ha npoaapaya niamane,

[IPEKPATSIBAHE HA JIOTOBOPA

Hnen 21.(1) Horosopwrt ce NpeKparana;

l. ¢ u3THyame Ha CPOKa, 3a KOATO e CKIIOYEH, OcBeH B CNydauTe no unm, 2, s,
BTOPO;

2. npu ch3maBaHeTo Ha YCNOBHA 33 JIOCTABKA Clefl OpOBekIaHeTo Ha
HEHTPANNIUPAHY eNeKTPOHHH ThPrOBe;

3. KOraTo ca HacTBIHIM CBIICCTBEHH TMPOMEHH BBE (HHAHCHpaHeTO Ha
obulecTBeHaTa MOPBYKa — [IPEIMET Ha NOrOBOPE, H3IBBH PABOMOMIMTA Ha KynyBa4a, KOHTO
TOH He & MOI'BJI HIH He e Gun JTBMEH Na [peBHOH WIH Ja NPENOTBPATH — C [THCMEHO
YBEAOMIICHHE OT KyNyBada, BeAHAra C/ie/l HACTBIBAHE Ha obBcroarencreara:

4. PH HACTLNBAHE HA HEBHHOBHA HEBLIMOKHOCT 38 H3MB/HEHHE B Pe3y/TaT Ha
HETIPEABHACHO WM HENPeNOTRPATHMO ChOUTHE OT H3BLHPEAEH XapakTep, BhIHHKHANO cien
CKIIOYBAHETO HA J10roBopa (,,HenpeoJoanMa CHJA™) 38 CPOK NO-ABABE OT 30 AHn,

(2) Kynysausr Mosxe na fipekpaty Jorosopa Oe3 npeamspecTHe, ¢ YBENOMIIEHHE,
H3IIPATEHO JI0 [pojaBaya;

l. npu cucremuo HemsnmaHenue na AOCTABKHTE Ha JICKApCTBEHH MpPOAYKTH 10
KDIHYECTBO /MM Ka4ecTso oT CTpaHa Ha npojasada. [lon cucremHo Hemsnwbimenne ce
pasbHpa TakoBa, U3BBPIIEHO NBa WM TOBEYE IBTH B PAMKHTE HA €IHH KalleHJapeH Mecell,
HJIH [IOBEYE OT TPH OBTH B paMKHTE Ha CPOKa Ha JI0roBopa;

2. B cliyvaii, Ye MPoABAYLT H3MON3BA NOMH3MBAHATEN, Oe3 1a e Aexnapupan Tosa
B IOKYMEHTHTE 32 YuacTHe, MIH H3M0I3Ra TIONH3IBIHUTEN, KOHTO € passiiyen oT To3u, KoiTo
¢ TOCOMEH, OCBEH B Cly4aHTe, B KOHTO JAMAHATEA, CBOTBETHO BKIIOMBAHETO Ha
MOAH3NBIAHKTEN € HW3BBPIICHO ChC CHINACHETO Ha KynyBaua ¥ B COTBETCTBHE cbe 3011 u
HACTOALIHA I0roBop;

(3) Kynypaust NPEKpaTsea JI0roRopa B CiyyauTte no i, | 18, an. 1 ot 3011, 6e3 na
Aviky obesliererne Ha nponaraya 3a NPETHPIEHH OT NPeKpPaTABAHETO HA florosopa speau,
OCBEH aKO NPEeKpPaTABAHETO € HA OCHOBAHMe u. | 18, an. 1, 1. 1 or 3011,

APYTH YCIIOBUS

HUnern 22.(1) Crpanure no [lOroBOpa HE MOTAT 1a I'0 HIMEHAT, OCBeH B CIIy4anTe,
lpensuacuHu B ui. 116, an. 1, 1. 2 - 6 ot 3011,

(2) B cayyait, ye no BPeME Ha [eHCTBYE Ha IOTOROpA, CTOlHOCTTA Ha JOCTaBAH
ICKApCTBEH MPOIYKT, ONpejieneHa no peaa Ha Hapenara 3a PeryHpaHe u perHcTpHpaHe Ha
HCHATE HA JICKAPCTBEHHTE MPOAYKTH, YCIOBHATA, MPaBHiIaTa H KPUTEPHHTE 3a BK/IOYBAHE,
NPOMCHH H/HITH M3KIIOYBAHE HA JIeKAPCTBEHH HPOIYKTH OT NO3HTHBHHA JIEKAPCTRBEH CHHCLK
"l YCTIOBHATA M pena 3a paboTa Ha KOMMCHATA MO LEHH peumOypenpane win mo peaa ua
ApYr HOPMaTHBEH &KT, CTaHe M0-HHCKA OT JOTOBOpeHATA, KyNYBaYLT 3aN/alla JeKapeTaeH s
FAPOAYKT MO [O-HHCKATA UEHA, OT [aTaTd HA BIM3AHETO B CH/la Ha pelleHHeTD Ha
PeryfaaTtopHus opras,

Unen 23. Crpauute mo AI0TOBOpA L€ PeIlaBaT BRIHHKHANHTE MO0 MIMBIHEHUETO
CTOPOBE 110 B3AUMHO ChIIaCHe, & 4KO TOBA € HEBBIMOKHO MO pena na I'TIK npen Jo6puuins
OKPBKEH ChI.

HUnen 24. 3a senykn HEYPEICHH 10 HACTOALIMA I0TOBOP BBIPOCH Iiie ce OpHarar
pasnopeadure na 3011, 33]1, T3 u JApPYrUTe OTHOCHMH HOPMATHBHH aKTORE.
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HYnen 25.(1). 3a BAIlHAKK alpecH 3a npuemane ua crODIeHms, CBBP3aHH ¢
HACTOALIHA IOTOBOP C€ CMATAT AlIpeCHTe, MOCOYEHH B HAYANOTO Ha IOroBopa,

(2). Ipx npomsna va nanmuTe M0 MpeAXo/HATa AIMHEN, CHOTBETHATA CTPaHa ¢
UTBIRHA JIa YBEOMM JIpyrata B TpHAHeBeH CPOK OT NpOMSHATA,

[lpn  mopnmesawero ma HactoAwms  [orosop ce NpefCcTABHXA CHEOHHTe
OOKYMEHTH:

- 38 o0cToATeNICTRATA IO Y. 4, am 1, 1. 1 ot 3017 - CBHIETENCTBO 38 CHANMOCT;

- 3a obcTosTENCTROTO MO YA, 54, an, 1, 1. 3 or 3011 - YOOCTOBEPEHHE 38 JTHIICa Ha
NyONnHYHK 3A0BJKEHHA, H3JaneHo oT OPramuTe Mo npUXojHTe; yhAocrorepenue ot Obumua
rpag [obpuy 3a nunca ua nyOnHuHK 3anBmKeHMS; YhocTosepenue or obwmMEHaTa Mo
CCAATHINCTO HA YYaCTHHKA 38 JIMICA Ha nyonu4HY 3anbIKeHNA;

- 38 obcrosTencraoTo no 40. 34, an. 1, 1. 6 - YIOCTOBEPEHHE OT OpraHuTe Ha
Manenuurenna arennus "Miagua HHCNEKIHA 110 Tpyaa";

- Cepruduxar sg MPHJIArEHE H NOANBPIKAHE HA CHCTema 3a YNpaBneHHe Ha
kauecTsoto EN ISO 9001 w/mnu EN ISO 13485/13488 w/nnu CKBHBANlEHTHa, B of6nacTTa ua
MPOH3IBOACTBOTO W/HIH TRProBuaTa c JIEKAPCTBEHH NPOJYKTH;

- Paspemenne 3a NPOH3BOACTBO Mo 4. 196, an. | o 3JIITXM, B cnyuaure korato
YHACTHHKBT € Npo3BoauTen y fIpelulara JIEKapeTBEHNTE TPONYKTH, KOHTO NPOHIBEXNA, HITH
Ha Pasperienve 3a suoc 1o . 196, an, 2 or 3JIIXM, B cnyuauTe korato YVYACTHHKET e
BHOCHTEN W Npeanara nekapeTsenuTe NPONYKTH, KOHTO BHACH:

- Hexnapanus no uy, 59, an. 1, 1. 3, BBB BP. ¢ 4. 53, an. 2 or 3MUIT no
3anbmkuTentus obpasen [punoxenne No 3 or oBpasuure AOKYMEHTH Ha JIOKYMEHTAIIMATA 34
YHacTHe.

KoM Hactosmus AOTOBOP C& NPHIOKEHH:

L. lpunosxkenme kM J0ToBOpa;

2. Texuuueckoro npeanoxenue ua npojaBaya;
3. Lenosoro npeanomene ya NpojiaBaya.

Hacroaummsr AOTOBOp ce CBLCTABH B TpH CAHOOOpAasHN ek3emmiapa, enn 3a
MponaBaya K B4 3a Kynypaya,

MPOJIABAY; KVIyBAY: /
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Hpunoncenue Ne 2 - sadvancumenen oipazey
TIpeocmasn ce no scaxa obocobena nosunuA, 3a koamo ce nodasa oghepma

TEXHHYECKO NPEIJOXKEHHE

ITo oGocoGena nozumms N 1- NEKAPCTBEHH NPOAYKTH- 061

(Mons nocoueme womepa na obocobenama nosuyus, 3a xkeamo npedemasame
MEXHUMECKO hpednodicenue)

Hoanmueannat/anata Mapuena Crnacosa I'ayescka, EI'l" ', B Ka4eCTBOTO CH Ha
ynpasuTen (usnucea ce dnvoicHocmma) Ha bymmap MJ1 OOJ] (usnucea ce umemo na

Opy2icecmeomo), Che CeflamIe: rp. Codms, 1618, anpec na ynpasnenue ks, Manactapcxn
musajn, yi. [apun Ne 32, EMK 131148628

MPEIUIATAM CJIEJIHUTE YCJIOBUS:

1. leknapupam cpok Ha BaTHIHOCT Ha oheprata, HO He Mo-KpaTsk oT 3 (Tpm)
MECECLA OT 71aTaTa, KOATO € [0Co4eHa 3a JIaTa Ha T0/[aBaHe Ha oteprara:

3 (Tpu) mecena.

2. Ilpuemam cpoka Ha H3MBIHEHHE Ha nopeukara: 12 (asananecer) mecena ot
CKIIIO4BAHETO Ha JIOrOBOpa,

3. Ilpuemam cpoka sa mmamawe: no 60 (mwectaecer) xanempmapum aum ot
H3BBPIIBAHETO HA [I0CTABKATA M H3/IABAHETO Ha (aKTypa OT U3MBIHHTENs,

4. Tlppemam cpoka Ha IocTaBKa: Ho 24 (nsanecer u yeTnpn) yaca oT MoMeHTa Ha
3aABABAHETO OT CTPaHA HA BHITOAHTEIL,

5. Ilpuemam cpoka Ha rogmoct: He mo-mamxo ot 60 % ot ofmara rogmoct B
MOMEHTa Ha JIOCTaBKA.

6. IEKJIAPHPAM, ue noctapsuuTe NEKAPCTBEHH NPOAYKTH:

6.1. uMaT paspemenue 3a ynorpeba wimm ynocrosepenne 3a PEerucTpanus Ha
AIeKapCTBEHH NPOAYKTH no i, 23, an. 1 ot 3JITTXM;

6.2. OTrOBapsAT Ha W3MCKBAHWATA 34 kavecTso, OesonachHoeT u edmracHocT To
3JITTXM.

7. AEKJIAPUPAM, 4e npeqaranara uena Ha JEKAPCTBEHHTE NPOAYKTH, KOHTO
¢a BIIIOYCHH B [TOSHTHBHMA NEKApPCTBEH CIHCHK H 3AMNAINAHN ¢ nyOiHuHK cpejcTsa, He e
TID-BHCOKA OT perynupaHaTa leHa no [lpunosxenne Ne 2 ot IJIC, nocouena B xomona M
(cTofiHOCT Ha onaKoBKa, H3UMCcHeHa Ha Gasa pelhepenTha croiinoct 3a nedHHMpaHaTa NTHeRHa
no3a),

8. Tlpuemam na H3nBAHABAM BCHYKH H3MCKBAHUA Ha BBINOMHTENS, [I0COYEHH B
DEHBJIEHHETD H DOKYMEHTalUHATA 38 YUACTHE,

9. Jleknapupam chbIIACHETO CH ¢ KIAY3HTe HA NPHIOIKEHHA IPOEKT Ha AOTOBOP.

10. B cinyuaii, we 6baa onpesenen 3a n3nbIHATEN Ha MOPEYKATA, Ce 3aLIKARAM,
TIpH TIOANHCBAHETO HA A0roBOpa 3a oOIIeCTBEHA NOPBYKA, 43 NpejcTass aKTYanHy
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AIOKYMEHTH ynocToBepssamy JHIICaTa Ha OCHOBAHMH 31 OTCTpausBaHe or npouenypara,
KaKTO H CBOTBETCTBHETO ¢ TocTaBenuTe KpHrepny 3a noabop:;

10.1, 3a obcTosTencrsara 1o yy. 34, an 1, 1. 1 or 3007 - CBHIETENCTBO 34
CHAUMOCT, H3JaNeHO B 6-Meceunns CPOK Ha BaHIHOCT Npeay IPENCTaBAHETO;

10.2. 3a oBcrosrencraoro o 4m, 54, an. 1, 1. 3 or 30[7 — YAocToBepenus 3a
‘Hnca Ha nyGmruEM 3ansmKeHNs, H3NaleHH OT opranuTte mo lpuXoanTe, oT Ofmuna rpan
Hobpwua u ot obmuEaTa o CelalMIeTo Ha YYacTHHEKa:

10.3. 3a o6crosTencraoro nowunm 54, am 1, 1. 6 - YAOCTOBEPeHHE OT opramuTe 1a
HManwanurenna areHins "Inasna HHCIeKUMA 1o Tpya';

10.4, Cepraduar, YAOCTOBEpsBalL BHeapena CHCTEMa 33 ympasnenwe pa
Kkagecrsoto EN ISO 9001 winng EN ISO 13485/13488 1/ CKBHBANCHTHA, ¢ 00XBar p
obnacTra Ha nponssoncTEOTO H/MIIM TEProBusTa ¢ JICKApCTBEHN NPOMYKTH;

10.5. Paspemenue 3a TPOM3BOACTBO Mo un, 196, ay. | ot 3JIIIXM, & ClIyHauTe
Korato YHACTHHKLT & npo3soauTen H nopennara HEKEPC-TEGHHTE ﬂ]'_lﬂ,ﬂ}’KTH, KoHTD
NPOH3BEXkKIa, HIIH Ha Paspemenue ag BHOC no un, 196, an, 2 or 3JIIIXM, & CyvauTe Koraro
YHACTHHKDT € BHOCHTEN  npesuiara CKAPCTREHNTE NPOAYKTH, KoHTo BHAacs;

10.6. Hexnapaims no uy. 39, am 1, 1. 3, Beg BP. ¢ um 53, an. 2 or 3MHMII no
SAILIDKHTENHIA o6pasen [punosenne Ne 3 ot ofpazuure AOKYMEHTH Ha JIOKyMeHTaumsTa 33
ydacTue,

Jabenexncxa: Yoocmosepenusma no mouku 10.2 u 10.3 mpa6sa oq cq usdadeny
cred damama na Omipusaremo na npoyedypama,

L
[oanue na HpENCTaBIABAIOTO MHIE # nevar:. ., =3

Mapuena Cnacosa Mauencka - YIpasuTen
(nme, Baummo u thammnna, IUIBAHOCT)
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