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JOTOBOP /y;-ﬂf?

,[[Hec..,d!ﬁ...gz.iﬂlg ro. B rp. JloBpuy, #a ocHoBanue un, 112 u ¢, ot 3akxona 3a
OBIIECTBEHHTE MOPBLYKH, Ce CKIIOUH HACTOAMIHAT J0r0BOP MENHCITY

"INAHCOH-BI"" OO]1, cwe cenanue B rp. Pagomup 2400, ajipec Ha ynpage/eHue:
ya. ,,Oren IMaucui” 26, EMK 2ﬂ3612mnpﬂﬂCTaBﬂﬂBﬂHﬂ ot Credan I'eoprues Boxunos,
onpenencH 3a usmbanuren c Pemenne Ne 7/ 19.03.2019 ropn, ma mwm3noxutens cnen
MPOBE/ICHA NPOLEAYpPa 3a BhalaraHe Ha obuiecTBeHa nopryka tin "orkpura” Ne 00083-2018-
0022, ¢ npeamer: [Nepromuuna focTapka Ha NeKapCTBEHH npoaykrH, Hapuyan [TPOJJABAY
H

"MHOI'OTIPO®MITHA BOJIHULIA 3A AKTUBHO JIEYEHME-JIOBPUY" AJl
rp. Nobpnd, che cenamuime 1 anpec ua ynpasnenue: rp. JoGpuu, yi. “Tlanasior Xutos" 24,
ten, 038/600160, dake: 058/600414, e-mail: oblb@berpon.net, EMK 124141302,
npencrasnasano ot Jl-p CBETO3AP BAMUEB IIETPOB - Mansnuureney Hupexrop na
JApymecTBoTO, HapuyaHa KYTITYBAUY.

CrpanuTe ce cropasymsaxa 3a CIeIHOTO:
NPEAMET HA JIOTOBOPA U LIEHU

HUnen 1.(1) IlpogasausT nposasa Ha Kynypaua JIEKAPCTBEHHTE [POLYKTH, 3a
KOHTO € 1ojan ofepra B OTKpHTATa Npoleaypa 3a BhINAraHe HA OOLleCTBEeHA NopBYKa,
nocodeHH B [Ipunoxerue kum gorosopa.

(2) Llenosure npeiokenns Ha NPoJABAYA CA TOCOYEHH B NpEeaxoIHATA alHHes.

(3) Ilpornossara crofiHOoCT HA JOCTABKATA, MOCOYEHH B JOKyMeHTauusTa 3a
o0liecTBeHA MOPhYKA HE MOpaXaaT 3aAbiKeHHE 3a KynyBaua Ia I 3aKYMH B NOCOMCHHA
obem.

CPOKOBE M HAYMH HA [TJIALIAHE

Unen 2. CpoxsT Ha HAcTOAUIMA 1oroBop e 12 (1BaHagecet) Mecelia oT MaTara Ha
MOMMNHCBAHETO MY MAH 10 CB3JABAHETO HA YC/OBMA 3a JOCTABKA ClIEJl NPOBEXKaHETo Ha
USHTPAMHIHPAHH eeKTPOHHA Thprose. JlOroBopsT npogbmxKaBa AelcTBHETO ©H 0o
CKTIOYBAHETO HA JIOTOBOP C APYT M3IBIHHTEN C/lefl MPOBexA/Iane Ha 0DIIeCTBEHA NOPEYKa.

Hnen 3. TNocouenute B wi. 1 nexapcTBeHH NMPORYKTH me GBLAAT JOCTABSHH OT
Mpoaasaya Ha KYImysava B CpoK OT 24 (nBajeceT M 4eTHPH) Yaca, C/e 3asBABAHETO HM.

Unen 4. [Tbmxumara Ha npojasaya cyMa Mo BCSKA OT/AENHA JOCTABKA e Gbie
finateHa OT Kynysaya no OaHKOBaTa CMeTKa Ha NpojiaBaua B Cpok go 60 (mectaecer)
RaleHIapHN IHK Cell 10CTABKA M M3/laBaHeTo Ha (hakTypa oT npojasaua.

Hnen 5. CpOKBT HA FOJHOCT HA AOCTABEHHTE JEKAPCTBEHH npojaykTH Tpabea na e
He no-kpatek ot 60 % (wectaecer npoieHTa) T 06UIMA CPOK HA FOZHOCT KBM MOMEHTA Ha
JIOCTABKATA,

MACTO HA M3ITBJIHEHUE U TIPEMMHABAHE HA COBCTBEHOCTTA

Hnen 6. 3a MACTO Ha JOCTAaBSHE HA JIEKAPCTBEHHTE NPOAYKTH ce ompenens
“MBAJI-[lo6puu” AJl rp. Jo6puy, yn. “Tlamatior Xutor” Ne 24, speno , Bonuuuno antexa”.

Hnen 7. CoBcTreHocTTa BEPXY JOCTABAHUTE JIEKAPCTBEHH MPOOYKTH H PHCKBT OT
TLIHOTO WM YAcTHYHOTO HM MOrMBAHE [IPEMHMHABA BBPXY KYNYyBa4a OT MOMEHTA Ha
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NPHEMAHETO HM HA MACTOTO HA HOCTABAHE ¢ MPHEMO-TIPENABATENEH NPOTOKON HIH Jpyr
pABHO3ZHAYEH JOKYMEHT,

[TIPABA W 3A/TBIDKEHUA HA TIPOJJABAYA

Hnen 8. (1) lNponasaubT e AnbikeH Oa CKIIOYH JIOFOBOP 33 MOAH3ILIHEHHE,
KOrato e 00ABHII B 3aABNSHHUETO CH 32 YYACTHE MOJ3BAHETO HA NOAM3NBAHHTEN, B CpoK 110 3
AHH OT CKIIOYBAHETO HA AOTOBOP 34 MOAHANBIHEHHE MM HA JONBIHATENHO CIOpasyMeHHe
34 3aMfHd Ha NOCOYEH B 3afB/ICHHETO MOJMINBIHMTEN MIMBIHHTEIAT M3NpAIlA KOMHE Ha
A0roBopa HiH HA NOTBIHHTENHOTO CNIOPA3YMEHHE Ha BRANOMKHTENA 3A€/IHO C JOKA2ATENCTRA,
4 Ca M3NBIHEHH YCIOBHATA no un. 66, an. 2 u 11 ot 30T,

(2) TlomM3NBIHHTENUTE HAMAT MpPaBo fa NPERLANIAraT egHa MM [oBeYe oT
ASHHOCTHTE, KOMTO ca BKJIIOYEHH B NPE/IMETA Ha JI0rOBOpa 3a NOAH3MBIHEH HE,

(3) HesaBucumo OT BLIMOKHOCTTA [28 C€ H3MNON3RAT MOOH3TLAHUTENH,
OTTOBOPHOCTTA 38 H3N'L/IHEHHE HA JOrOBOpa 3a oblLIecTEeHA MOPLYKA € Ha NpojaBaya.

(4) KynyeausT HaMa 1a H3BLPUIBA HPEKTHH PA3IUIAARKA ¢ MOAM3ILIHHTEIHTE

Unen 9. llponasausT e AnbiKeH Oa JI0CTABs JIEKAPCTBEHH NPOAYKTH, KOUTO HMAT
paspeLieHue 3a ynoTpeda wii yA0CTOBEPEHHE 38 PErHCTPALHS Ha JIEKAPCTBEHH IPOAYKTH M0
4i. 23, an. 1 or 3JIIIXM ¥ OTroBapsT Ha M3MCKBAHHATA 33 KAYecTRo, HEIONACHOCT u
ethuxactoct no 3JITTXM;

Unen 10. Llenara na nexapcrsenute npogykTu Tpsbea ga OTrOBaps HA CHENHHTE
H3HCKBRHHA:

I. Tlpeanaranara IeHa Ha JeKapCTBEHWTe MPOIYKTH, KOMTO €A BEKMIOHMEHM B
[o3uTHBHUA NEKAPCTREH CIMCEHK W 3anialiany ¢ nySIHYHE CPeJCTBA, A HE € 110-BHCOKA OT
peryinpanata nena mo [lpunoxenne Ne 2 or [JIC, nocouena B xonona M (croiinoer Ha
OnaKoBKa, HIWKC/IeHA Ha Oasa pedepenTHa cTORHOCT 3a NeHHUpaHaTa THEBHA /103a).

2. Tlpennaranara lieHa Ha NeKapCTBEHNUTE IPOAYKTH, H3BLH Teau no T. 10.1., aa He
€ MO-BHCOKA OT NpefenHara (MakCHMalHaTa TpojaxHa LeHa Ha apebHo), nocoveHa B
Perncrbpa Ha MakCHMATHUTE NMPOJAKHH LIEHH HA NEKAPCTBREHHTE NPOAYKTH, OTIycKaHu Ge3
JICKAPCKO NPEINUCAHHE W MAKCHMANHHTE NPOADKHYM LEBH Ba JICKAPCTBEHHTE NPOAYKTH,
OTIYCKaHH 10 AeKapeko npeanucadye (Pernctsp Ha npegentuTe uexHn).

Ynen I1. B cmywaute, koraTo npojaBaybT MQOCTABS NIEKApCTBEHH [IPOAYKTH,
ChABPHAIIN HADKOTHYHH BEINECTBA, Te3H JIEKAPCTBEHH NPOAYKTH TPAOBA fa OTrOBApAT Ha
H3IHCKBaHMATA Ha w1 68 ot 3KHBIL

Haen 12. [lponapausT € AnbieH jia u3gane B cpok (akTypa 3a HOCTABEHHTE
JeKapCTBEHH NPOIYKTH.

[TPABA W 3A/TBJDKEHHSA HA KYITYBAUA

HUnen 13.(1). KynyeausT uma npaso jJa npoBepsBa KOJHYECTBOTO HAa BCHKA
OTAC/HA N0CTABKA, KAaTO NMpPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUIBIKEH Jd YBEHOMH
npojasaya B Cpok oT 24 yaca.

(2). Tlpu ycraHOBABaHe Ha HECHOTRETCTBHE B KA4ECTBOTO HA JOCTABEHHTE
NCKAPCTBEHH NPOAYKTH KYNYBAYRT € JNBIKEH N1a YBEJOMH Npojasada B cpok ot 24 yaca.

(3). HectOTBEeTCTBHETO HAa KOMHYECTBOTO M KAYECTBOTO ce YCTaHOBABA C
MPOTOKOII, ChCTABEH OT KOMHCHS, CHCTABEHA OT JUTBKHOCTHHTE JIHIA HA KyTyRaya,

(4). B cnyuaii, ye npopaBa4sT B cpok 10 24 uaca cien yBeZOMABAHETO mo an. |
H/MIH 2 OCIOPH MHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOM MOME /A HeKa NpoBepKaTa
MY OT YN'BJIHOMOIIEH oprad uin naGoparopus.
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Hnen 14. KynysaysT e AnkikeH [a 3amiaTi yrosBopeHaTa LeHa B pasmepa, no
Ha"YHHA ¥ B CPOKA, ONpejle/leHH B HACTOALIMS 1OTOBOP.

HEYCTOMKH

Hnen 15.(1) INpu 2a6aBa Ha focTaBKa OT CTpaHa Ha NPOJABAYA ¢ MOBeye OT 24
(nBajeceT u 4erupu) waca, KyNyBA4LT WMA [PaBo JAa MONYYH HEYCTOHKA B pasmep Ha 0.]
(Hyna wino, eaHa aecera) Ha CTO OT CcTOfiHOCTTA Ha 3afaBenaTa MOCTABKA 3a Beeku 24 waca
1abapa.

(2) Ilpu ycranmopspane Ha HECHOTBETCTBHE B KONHYECTBOTO, NpoiaBadysT €
AUTBIKEH [Ia IOCTABH JIMTICBALIOTO KOIHYECTBO NPH Ce/BAIATa JOCTABKA, & NPH MOHCKBAHE
OT CTpaHa Ha Kymyea4da B Cpok oT 24 4aca. [Ipu HeM3MBJHEHHE Ha TOBA 3aMLIKEHHE
KYNyBa¥bT HMa IPaBo Ja Moly4H HeycTofika B pasmep Ha 5 (MeT) Ha ¢TO OT cTOHHOCTTA Ha
JIMINCBALLIOTO KOJIHYECTRO.

(3) Ilpr ycraHoBsABaHe Ha HECHOTBETCTBHE B KAYECTBOTO, NPOJABAYET € JNBKEH
Jla NOCTABH JICKAPCTBEHH NPOAYKTH ¢ YTOBOPEHOTO KAHMECTBO NPH CJIE/IBAIATA JOCTABKA, a
[IpH MOHCKBaHE OT CTpAaHA HA KynysBa4a B cpok oT 24 wuaca. [Ipy HeusmbnHeHHe Ha ToRa
3aLIKeHHE KYNYBa4ybT HMa NMPaBO [a MoJay4d HeycToWka B pasMmep Ha 5 (meT) Ha ¢To OT
CTOIHOCTTA HA HEKAYECTBEHATA IOCTABKA.

(4) B cnyuaute no anusex 2 W 3, ako NpoAaBaykT HE JIOCTABH JIOOBOPEHOTO,
KynmyBaybT HMA [paBO na 3aKynd HeoOXOJMMHTE MY JIEKAPCTBEHHM NPOAYKTH OT Jpyr
JOCTaBYHK, KaTO PA3NHKaTA MEMKIY LIeHaTa Mo JIOTOBOpa W ASHCTBUTENHO 3AMIaTeHATA [IeHa ¢
38 CMETKa Ha Npojasaya.

Hnen 16.(1) Tlpn oTkas Ha npojasada ga NOCTABH 3aABEHHTE MY JIEKapCTBCHH
MPOAYKTH MM NpH 3abasa moseye oT 48 (YeTHpHIECET M OceM) Yaca, KyNyBaybT HMA npaso
J1a 3aKynH HeoOXOAHMHTE MY JIeKapCTBeHH IPOAYKTH OT APYT JOCTABYHK,

(2) B cyuanTe no npeaxoanara anHHes pasTHKaTa MEACLY LieHaTa 110 JIOroBopa H
NefiCTBHTE/HO 3arUIaTeHaTa LIEHa e 33 CMEeTKa Ha pojasava.

Unen 17.(1) Ilpu joctaska Ha NeKapCTEEHW MPOLYKTH, CPOKBT HAa NOJHOCT Ha
KOHTO € MO-KpaThk OT CPOKA HA Y1 5, HIMBLIHHTENAT JBKH HA BBINOKUTEND HEYCTONHKA B
pasMmep, KakTo caeasa:

l. mpu pocraka cke cpok Ha rogHoct ot 59.99 go 50 % ot obumms cpok Ha
roasoct — 5 % (ner npoueHTa) BLpXY CTOMHOCTTA Ha 0CTABKATA!

2. MpH OCTABKA CBC CPOK Ha rogHocT oT 49.99 mo 40 % ot ofumsa cpok Ha
roasoct — 10 % (necer npouenTta) BLPXY CTONHOCTTA HA JIOCTABKATA;

3. NpH OCTAaBKA CBC CPOK Ha rogHocT oT 39.99 mo 30 % ot obums CPOK Ha
ropHoct — 30 % (TpumeceT npoueHTa) BEPXY CTOMHOCTTA HA OCTABKATA!

4. TpH JOCTABKA ChC CPOK HA rogHoct oT 29.99 mo 20 % ot obmms CpOK Ha
rogHoct — 60 % (mwectaecer nmpouenTa) BLPXY CTOMHOCTTA HA JOCTABKATA;

5. IpH AocTaBKA ChE Cpok Ha rogHoet moa 20 % ot ofumsa cpok Ha roaHoet — 90
%o (lepeT/IECeT MPOLIEHTA) BHPXY CTOHHOCTTA HA 0CTABKATA.

(2). llocTaBkaTa Ha IeKAPCTBEH NPOAYKT CHC CPOK HA FOJHOCT NMO-KpaTsK oT 40 %
OT 0DIA CPOK HA FOAHOCT C€ M3BBLPIIBA CAMO C/le/l MOTHBHPAHO PELIEHHE HA PLKOBOANTES
Ha KymyBaya 3a KOHKPETHOTO KoNMWuecTBO. bes H3pHuHOTO mnHCMeHo cChriacHe Ha
PBKOBO/IITENA HA KYNYBA4a JIEKAPCTBEHHUTE MPOJAYKTH HE Ce 3aIIalliaT Ha MpoJiabaua.

Unen 18. KymysausT mma npaBo ga Mcka ofesiereHHe B MLieH pasMep Ha
BPEIUTE, KOMTO € NPETHPIIAI B Pe3ynTaT Ha 3afapeHara u/WiN HeKauyecTBeHATa J0CTABKA.

Unen 19. [Ipu 3a6apa Ha niamade oT CTpaHa Ha KYNMYBAYa, MOCAEAHHAT IhIH
Ha dpodgasaya [-I’E:_‘-,"f.-"I‘CI-ﬁKa, B paASMCEp Ha JaKOHHATA THXBA.
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Hien 20. Heycroiikute, ofesiereHnaTa # UEHOBHTE pasnuky mo um. 16, an, 2
MOTAT Ja Ebﬂ,&T YABPAERHE OT BCAKO OBIHHMO HA Npojasada miamane.

[IPEKPATABAHE HA JIOTOBOPA

Haen 21.(1) [lorosopsT ce npexparsasa:

l. © m3THYaHe Ha cpoKa, 3a KOHTO e CKIIOHEH, OCBEH B CIY4YauTe 1Mo 4il. 2, us.
BTOpPO;

2. mpu CH3NABAHETO HA YCAOBHA 3a JOCTABKA CAEl NpPOBEXKAAHETO Ha
HEHTPANHINPAHH EIEKTPOHHU THProBe;

3. KOrato ca HACTBIMIM CHUIECTBEHH MNPOMEHH BBE (DHHAHCHPAHETO Ha
ofuiecTBeHaTa IOPLUKA — NIPEAMET Ha JOTrOBOPA, H3BHH NPABOMOLIMATA HA KYIIYBAYA, KOHTO
TOH He € MOTLI WM He € Oun AnBKeH fa NpeaBuaH HIM jJa IPeIOTBpaTH — ¢ MHCMEHO
YBeIOMIIEHHE OT KyMnyBaya, Be[IHAra cfie/| HacThIIBaHe HA ODCTOATENCTRATA;

4. NpH HACTBNBAHE HA HEBHHOBHA HEBLAMONHOCT 3a H3MBIHEHHE B PE3yNTaT Ha
HENPEABHICHO HIIH HENpeioTBpaTHMO CROMTHE OT M3BBHPEIeH XAPAKTED, BBIHHKHANO cel
CK/MIQYBAHETO HA J0TOBOpPA (, HEnpeoaonuma ckia™) 3a cpok no-Asisr ot 30 aHu.

(2) Kynysaust moxe na npekpat Aorosopa Ge3 Npein3BecTHe, ¢ YBEAOMICHHNE,
H3TIPATEHO 10 TpoJaBaya;

l. mpH CHCTEMHO HEW3INBJHEHHE Ha [OCTABKMTE HA JIEKAPCTBEHH MPOAYKTH M0
KOMUYECTBO H/MMH KAa4ecTRO OT CTpaHa Ha mnpojasaya. [Tom cHCTEMHO HEM3IMLIHEHHE ce
pasbupa TaKoBa, H3BBPILEHO ABA MIIH MOBEYE IHTH B PAMKHTE HA CIHH KAJIeH1apes Mecell,
HJIH MOBEYE OT TPH M'BTH B PAMKMTE HA CPOKA HA JI0TOBOpA;

2. B cnydail, ue NMpoJABRAYLT H3NO3BA NOAMINBINNTEN, Ges na e JeKnapupan Tosa
B JOKYMEHTHTE 32 Y4acTHE, MM H3N03Ba NOAMIITBIHKTEN, KOHTO € pasnuyeH oT To3M, KolTo
€ MOCOYeH, OCBEH B CIIyYaHTe, B KOHTO 3aMSAHATA, CHLOTBETHO BK/IIOYBAHETO Ha
NOJU3NBIAHHTEN € H3BBLPLICHO CBC CBRITIACHETO HA KYNyBaua W B choTBeTcTBHE che 30I H
HACTOALIMS IOTOBOP;

(3) KynyeausT npexparaea goroeopa B ciyyaute no un. 118, an. 1 or 3071, 6e3 na
ABJDKH ODeslleTeHHe HA MpoJaraya 3a NPeThPHeHH OT NPeKPaTABAHETO HA JOFOBOPA BPElH,
OCBEH aKo NMPEeKpaTABAHETO e Ha ocHoBaHue un. 118, an. 1, 1. 1 ot 3011

JIPYTH YCIIOBUS

Hnen 22.(1) CrpanuTe no 10roBopa He MOFAT /1a TO H3MEHAT, OCBEH B CIyYanTe,
npeaBHieHd B 4. 116, an, 1, 1. 2 - 6 ot 3011,

(2) B cayuait, 4e mo BpeMe Ha [efCTBME Ha JOrOBOpA, CTOMHOCTTA HA AOCTABAH
JiCKapcTBEH NPOJYKT, onpelenena no peaa Ha HapenGara 3a perynupase u perucrpupane Ha
LEHHTE HA JIEKAPCTBEHHTE [POAYKTH, YCIOBHATA, NpaBHiaTa W KPHTEPHHTE 3a BIITIOYBAHE,
NPOMEHH W/HIIH H3K/IIOYBAHE HA NIEKAPCTBEHH TPOJAYKTH OT MOHTHBHHA JICKAPCTBEH CHHCHK
H YCTIOBUATA M penia 3a paboTa Ha KOMHCHATA MO UeHH H penMOypcHpaHe WM Mo pepa Ha
APYT HOPMATHBEH KT, CTAHE MO-HUCKA OT JIOrOBOPEHATa, KYIYBayhT JaMIalla JeKapcTReHHA
NPOAYKT MO TNO-HHCKATA I[I€HA, OT J4TATA HA BAH3AHETO B CWJIA HA peLIEHHETO Ha
PEryNATOPHHA OpraH.

Ynen 23. Crpanute no AOrOBOpA L€ PEINABAT BEIHHKHATHTE TIO MANHLIHEHHETO
CMOPOBE N0 B3AUMHO CBIUIACHE, & 2KO TOBA € HeRBLIMOoKHO 1o pena Ha [TIK npen JloGpuusus
OKPHIKEH CBI.

Hien 24. 3a peutiky HeypeJeHH 110 HACTOAMIMA JOTOBOP BHIPOCH LIe ce npuarar
pasnopendute Ha 3011, 33]1, T3 u apyrute OTHOCHMH HOPMATHBHH AKTORE,
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Ynen 25.(1). 3a panumuu ajpecu 3a npueMade Ha chOGIIEHMS, CBBp3aHH ¢
HACTOALIHA JOIOBOP Ce CMATAT &PECHTE, HOCOHMEHH B HAYAI0TO Ha J0T0BOPA.

(2). Tlpu mpoMsAHa Ha DAHHWTE 10 NPENXOJHATA ANWHES, ChOTBETHATA CTpaHa e
JUTHIKHA 18 YBE/IOMH JIPYTaTa B TPHAHEREH CPOK OT MpOMAHATA,

lpy nommuceanero Ha HactoAumMa J[OrOBOpP ce TMpejcTaBHXa CHEIHHTE
NOKYMEHTH:

- 3a obcroaTencrpara mo wi. 54, an. 1, 1. | ot 3011 - cBMaeTeNcTBO 38 CHAHMOCT;

- 38 ofcrosTencTsoTo Mo un. 54, an. 1, 1. 3 or 3011 - ynocroBepenue 3a nunca Ha
MyOnMYHE 3aIBIKEHMA, H3IaICHO OT OPraHuTe 110 NPHXOANTE; YAocToBeperue ot O6uHHA
rpan [lobpuy 3a snunca Ha nNyGAHYHH 3A0BDKEHMS; YAOCTOBEPEHHE OT OOMMHATA [0
CEJIANHILIETO HA YYACTHHKA 34 JIMTCa Ha MyONMHIHH 3abIDKeHHS;

- 33 obcroaTencTBoTo no 4wi. 54, an. 1, T. 6 - yHOCTOBEpEHHE OT OpraHuTE Ha
Manbmmutenna arennus "I'nasHa uHenexuus no tpyaa';

- Ceprndmkar 3a npunarane ¥ NOJUIBPHAHE HA CHCTEMA 34 YMpaBIEHHE HA
kayectBoto EN ISO 9001 w/unu EN ISO 13485/13488 u/unu exsuBanexTHa, B 06jacTTa Ha
MPOH3BOACTBOTO W/H/IH THPrOBHATA C IEKAPCTRBEHH NPOOYKTH;

- Paspeenne 3a mpon3socTeo no i, 196, an. 1 ot 3JITTXM, B ciyyauTe Korato
YHACTHHKDT € MPO3BOJANTEN H NMpe/UIara eKapcTBEHHTE MPOAYKTH, KOWTO MPOH3BEKIA, HIH
Ha Paspemenne 3a Broc no un. 196, an. 2 or 3JIIXM, B cnyyante KOraTo y4acTHHKET €
BHOCHTEJ H [IPe/ijiara NeKapcTBEHHTE NPOIYKTH, KOHTO BHACA;

- Hexnapauua no wr. 59, an. 1, 7. 3, 8BB Bp. ¢ 4. 53, an. 2 or 3MMII no
3anpoKkHTeNHHA 06pasen [punoxenne Ne 3 ot o6pasiuTe f0KYMEHTH Ha JIOKYMEHTALIHATA 34
yuacTHe.

KM HACTOSLIMA JOTOBOP Ca NPHIOKEHH:

1. TlpunoxeHne KM A0T0OBOpA;

2. TE}CHH‘IECKDTD NpeUnoXMeHHe Ha npoaaeaqa;
3. llenoBoTo npenoskerne Ha npojaeaya,

Hacrosmmat norosop ce cheTasn B TPH eAHOODpA3HH eKIEMNIApE, eiuH 1a
MpoJABaYA H [BA 34 KYNyBaya.

[POIABAY: — kynyBau: <~
AC0H
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Hpunowcenue No 2 ~ sadvancumenen otpazey
Hpedcmasn ce no écaka ofiocobena nosunus, 3a Koamo ce nodaga oghepma

TEXHHYECKO NPEJAJOKEHHUE

Ilo oGocoGena moznuun Ne 1; nomenwaatypn NeN: 23, 29, 52, 121, 135, 260, 291
(Monn nocoveme nomepa na ofocofenama nosuyus, 3a xoamo npedemasame
mexnuvecko npednoxcenue)

[oanucanusr Credan Feopruer Bosunos, EIH: (AHECTROTO CH
Ha Ynpasuren (wsnucea ce dnvaicnocmma) wa HAHCOH-BI' 001 (usnucea ce
liMemo Ha ywacmuuxal, cbe cepanme: rp.Pagomup, obwmna [Mepruk, aapec ua ynpaenenue
Panomup, yn.Oreu Mancuii 26, n.k. 2400, EMK 203612570,

MPENNIATAM CIEJIHUTE YCJIOBHS:

1. Jlexnapupam cpok Ha BANHIHOCT Ha oeprata, HO He Mo-KpaTek ot 3 (Tpi)
MECCLA OT faTata, KOATO € NocoYeHa 3a Jiata Ha NoaBaHe Ha obepraTa;

3(Tpu) meceua.

2, Ipuemam cpoka HA M3NBLAHEHHe Ha nopeukata: 12 (1saHafecer) meceua ot
CKINIOYBAHETO HA J0TOBOpA.

3. Tpuemam cpoka 3a nnawane: o 60 (wectaecer) kanewmpapum M ot
H3BBLPIIBAHETO HA NOCTABKATA H M3/1ABAHETO HA GAKTYpPa OT MIMBAHHTENH.

4. Tpuemam cpoka Ha noctaska: o 24 (ABaneceT 1 4eTHPH) Yaca OT MOMEHTA Ha
309BABAHETO OT CTPAHA HA BLIJOKHTENN,

5. Ilpnemam cpoka ma rogmoct: He no-manko ot 60 % or ofwara rogHoet B
MOMEHTA Ha [0CTaBKa.

6. JEKJIAPHPAM, ue noctapsuure NEKAPCTBEHH NPOAYKTH:

6.1. mmaT paspewenue 3a ynorpeGa win YAOCTOBEPEHHE 34 perucTpauMs Ha
ACKAPCTBEHH NPOAYKTH No un. 23, an. | ot 3JITTXM;:

6.2, OTroBApAT HA M3MCKBAHNATA 33 KA4ecTHO, GezonacHoeT M eduracHocT no
JTITXM.

1. HEKJIAPHPAM, ue npeanaranata uena Ha JIEKAPCTEEHHTE TIPONYKTH, KOHTO
ca pnouen B [To3uTHBHKA NeKapeTBeH ChMChK M 3anmamany c nyGnmynm cpeactea, He e
Mo-BHCOKA OT perynupanata uexa no Ipunosenue Ne 2 or [JIC, nocouena B konona M
(cToOfiHOCT Ha ONAKoBKA, M3YKMCAeHa Ha Dala pedieperTha cToiiHocT 3a AethurnpanaTa nHeBHa
Ho3aj.

8. Tpuemam Ja H3NBAHABAM BCHYKH MIHCKBAHMA Ha BL3JIOWKHTENA, NOCOYEHH B
0DABISHHETO ¥ AOKYMEHTALMATA 32 yuacTie.

9. llexnapupam chraacuero cu ¢ kiaysnre Ha MPIUIOIKCHUA NPOSKT Ha JoroBop,

10. B cayuait, ue 618 onpesenen 3a H3MBAHITEN Ha MOPEYKATA, Ce 3aaBKaBanm,
MpH TMOANMCBAHETO Ha Jorosopa 3a oflecTseHa mnopbyka, aa NPeCTaBA  AKTYaJIHH
NOKYMEHTH YAOCTOBEPABAULH JIMICATA HA OCHOBaHMA 3a OTCTPAHABAHE OT NpoueiypaTa,
KAKTO H CHOTBETCTBHETO € MOCTABEHITE KPHTEPHH 33 noaGop:



"MHOI'OITPO®PHAHA BOAHMIA 3A AKTUBHO AEYEHHE - IOEPHY" All
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10.1. 3a ofcroarencrsata no wn. 54, an. 1. 1. 1 or 300 - ceunerencrso 3a
CbAMMOCT, H3AEHO B G-MeceqHuA CPOK Ha BATHIHOCT MpeaH npeAcTaBiHeTo:

10.2. 3a oBcroarencteoro mo wn. 54, an. 1, 1. 3 or 30IT - ynocrosepenns 3a
Aunca Ha nyGANYHM 3a0BMKCHUA, HALAACHH OT OpraunTe no npuxoaute, ot OBwnHa rpaj
HoGpus u oT obiwmuara no ceanuuero ua YUACTHHKA;

10.3. 3a oBeroaTencrsoto no wi. 54, an. 1, T. 6 - YAOCTOBEpEeHHE OT opravuTe Ha
Hansanurenna arenums "Tnasua HHCNeKUUA no Tpyaa”™;

10.4.  Ceprudmkar, YAOCTOBEPABALL, BHEOPEHA CHCTEMA 3a YNpaBAeHHE Ha
kavectsoro EN ISO 9001 whinu EN ISO 13485/13488 WHAH eKBHBANeHTHA, ¢ OGXBAT B
00NacTTa Ha NPOHIBDACTBOTO WK ThPrOBHATA C NEKAPCTBEHH MPOJYKTH;

10.5, Paspewenue 3a npoussonctso no wun, 196, an. 1 or 3JIIXM, = ciyqanTe
KOTATO  YHaCTHHKLT € [po3BOAMTE] W npewiara NEKAPCTBEHHTE NPOAVKTH, KOMTO
nponzeeina, nim Ha Paspewenne 3a sHoe no un, 196, an. 2 or 3JITXM, & CAVYAHTEe KOraTo
YUYACTHHKET € BHOCHTEN | nmpennara JERAPCTEEHHTE MPOOYETH, KOMTO BHaCH;

10.6. Hewnapaums no wi. 39, an. I, 1. 3, pLe Bp. ¢ w53, an. 2 ot 3MMII no
aeAAEHTeHUA obpazen Mpunokenne Ne 3 ot obpasuiTe foKyMelTH Ha OOKYMEHTALMATA 32
yqactie.

Sabeneacka: Voocmoeepenusma no mousu 10.2 u 10.3 mpabaa da ca widadenu
cled damama na omxpusanemo na npoyedypama,

-

[loanue na npeacrasnasamoro JHUE M TTevaTs, .,

Credan Boxunos- Ynpasuren
(1me, Bawmsao 1 hamuina, IBIKHOCT)



(LIOMHLUT “BHITHINR] 3N )

p rarngedu g -sonrkoq Hedalsy
{1ehau) ST ANNr cLomERErARLTadn vn onuro] |
i £
1 2Peg
wndng | T g — oy o] uopsen
LA Iy wodjag 0] BONNE A Doy | gogel | Fw oS i 3oy jos P13 Jtga00sy 10 VoY 16T
| gt
sedesig - e g - e @ g uenasin fur g uogzalin
9T'0 Wy wodjjasg| o uonnjog g vptumuan| pgoo B oo gp| aog uonngos ISR £0 A 10f 0az
1 g
wduirig = - (7 ‘vonaaln
LTO Iy wodag A0 HOBMOS "o A VHRARON | pogE] | Fw v “fun 3oy pos | TOOVEDY SEl
1 2god - Qg [-[u o (BT
BE‘E sudeirag Ty wodussg| g1 'dnaks ‘g Toxodawy| ovl fw Jjogfugy | dnads WNPLOJYRGRAY poragqury 9080504 171
(B
wirdisay | Fue g - ey ) uonssfuy [ g tia i
01z "HAWD msny EPREL) o) Uonnies ‘NONTHISAT| 0001 S}y g | 03 vonnjos WnuOAEng 10HVEDMN 49
1 yoeg
wndenrag) - g-pSe o7 "uonsefin g
1] Ty wodipag ) aop vopnios oA svegoleic| ot dw B cg|  ferjos NG E0EY 108 [
1 738d = i g - pua
eudeig 005 "wop2alin o) uetnjog
0ED Ty wodjprag dA wmipog pnuap| pose | e | popp | T seyos HTPOS J0FTATD TOHHAION £
1L 01 6 [ £ ] g ¥ £ [ 1
EGHILONA g Jr
ony e oranEImadied oy =LY/ vou
£30) ENEOMEND EXTOMEND ET AL 0HLI3 | OLDIILLYE BH O ewdop v SN FHHEBDRINHED naninamedan| sy ediy
EH EmI]] 0 durxanmrey | andopraceroanody) | swneuonsaeen oxanosde] | wEvey |missnnroyendegy nanradena)r|  oniwasenan onredenireagy -OWOLENY  |ErMaane)g

\

nngo - ivedy muaniadexsr -1 oy BEEREOD ENI00300()




