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TO0ropoep MB%L

,[[HEC“{.@'.?KC..,EGIQ rof. B rp. MoGpuy, na OCHOBaHue wit. 112 i ¢i1. ot 3akona 3a
obmectresre MOPBUKH, Ce CKIIOYH HaCTORIuAT AOTOBOP Meky:

"MEJEKC" 00J1, cte cenamuue s rp. Codus 1138, 4lIpEC Ha ynpaenene: ya.
"Camokoscko  mmoce" 2], Tuproseku UeHtep  "Bouna", er. 3, EMK 131268894,
NpeACTaBNgBanO OT Enmuy Anexcanpon Hanes y Benuzap AHTOHOR Hparoes, 3aequg H
looTAenuo, onpenenen 3a H3TBJIHHTEN ¢ Pernenne Ne 7/ 19.03.2019 rog. ua BEINOKHTE 15
¢iell nposenens Npolienypa 3a BLanarane ya obluecTBena nopLuka iy "oTKpuTa" No 00083
2018-0022, ¢ Npeamer: [lepuonmuya AOCTaBKa Ha nekapcrpenn HpOnykTH, Hapuuan
[IPOOABAY 1

"MHOTI'OITPOGHITHA BOJIHMLIA 3A AKTHBHO JEYEHUE-TOBPUY" All
rp. JoGpuy, cne Cenanuie u anpec Ha yipasienue: rp. Jlo6puy, ya. “llanaitor Xurog" 24,
ten. 038/600160, dare: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
fpeictasnasano or I-p CBETO3AP BAMYEB [IETPOB _ HManvnuureney Hupexrop ng
ApYIKECTBOTO, Hapuyang KVTIYBAY,

Crpanure ce Cliopasymsaxa 3a cneguoTo:
IIPEIIMET HA AOT'OBOPA M LIEHH

HUnen 1.(1) Iponapavunt lponasa ua kynysaua JIEKApPCTREHHTE OpoaykTH, 3a
KOHTO € nojgan odepra B OTKPHTaTa mpouenypa 3a Bhinarane Ha ofwecrnena nopbuka,
ftocoyenn B Mpuaomenne rpy IOTOBOpa.

(2) Llenorure MIPEIOMEeHUR Ha npofiapaya cq Hocouenn B npeaxomuara aNHHEes,

(3) Mporuosnara CTOHHOCT Ha AOCTaBkata, nocoveny g JNOKyMeHTauMaTa 1a
obimecteena IOpBYKa He mopaucar SaNBIDKeHHE 3a Kynysaua Ad TH 38Ky B nocoyemns

CPOKOBE H HAYHMH HA [TAILIAHE

Hnen 2. Cpokst Ha HACTOAHSA foroBop e |2 (aBananecer) mecena or Aartata Ha
MOANHCBAHETO My uam no CL3ABAHETO Ha yeiommg 3g AOCTaBKa cllenl mpoBesknanero Ha
UeHTpanmuIupany CICKTPOHHH  Thprose, HorosopwT MpoABIKaBa  neiicTeuero CH Jio
CKJIIOYBAHETO Ha AOTOBOP ¢ APYT W3mbanuTen Cllesl npoBexnane na obuecTpena NOpbYKa,

Hnen 3. Mocouenure B 4. 1 nekapcrseny NPONYKTH e Guaar HOCTABHHH OT
fpoliasaya Ha Kynypaya g CPOK ot 24 (aBanecer “4ETHPH) vaca, creg 3AABABAHETD HM,

Hnen 4. Hdumxnmara ua lpomasaya cyma no seska OTIenHa gocraska e Onie
laTeHa oT Kynysaua mo DankoBarta cmerkg Ha mponagaya g CPOK Jo0 60 (twectaecer)
KaJICHNAPHH HU cnen nocTaska H3NaBaHeTo Ha (akTypa ot npojasaya,

Unen 5. Cpoksr ua FOOHOCT Ha AocTaBeruTE ICKaPCTBEHN MponykTy Tpsadea jia e
HE NO-KpaTwK o1 60 % (mectaecer ponexrTa) ot obuuy CPOK Ha rofHOCT Khm MOMeHTa Ha
AOCTaBKaTa.

“MBAJI-lo6piy™ Al rp. Jlo6puy, Y. “lanaiior Xutos” Ne 24, 3Beno ,,Bonmnuo anreka”,
Unen 7. Cobersenocrra BEPXY noctasgauuTe JICKApPCTBEHY NMponykTH PHCKBT OT
TBIHOTO WM wHacTHYHOTO NOTHBAHE [peMuHaBa BEPXY KynyBawa oT momenta ua
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UPHEMAHETO MM Ha MscTOTO Ha JocTaBsgHe ¢ NpHeMO-NipenaBatenen MPOTOKOA Mnn mpyr
PABHO3HAYEH JIOKyMeHT,

[TPABA U 3A TbJIKEHUS HA TIPOIJABAUA

Unen 8. (1) [ponasaunt e grgwe Ad CKIoUH norosop 3a NOAM3NEIHEHKE,
KOTATo ¢ 00aBUN B 3asBneHueTo o) 34 YUACTHE NON3BaHeTo ga NOnH3NLIHNTEN, B CpoK 10 3
AHH OT CKMtOYBaHeTo Ha AOTOBOP 3a NonM3nbinente Ha IombenuuTenHo cnopasymen e
33 3aMAHA Ha nocouey p JAABICHHETO MOAM3NBAHKTE H3MBAHUTENAT M3npama komye Ha

(2) Hommamsnuurenmre HAMAaT npaBo na npepanarar CAHA WM nopeue of
ACHHOCTHTE, KOMTO ca BRIIIOYEHH B Mpeamerta pa AOTOBODPA 32 NOAHAMBIHeHKE.
(3) Hesasmcumo or BBIMOMKHOCTTA fga e H3I0JI13BaT O3B IHNTE 1Y,

Ynen 9. [Tponapaust e JUTBIKEH J1a JlocTasy NeKapeTBeHK NPOAYKTH, KOHTO MmaT
paspelnenne 3a ynorpe6a wny YOOCTOBepeHHe 3a PETHETPALHA ha nekapcTreny NPOAYKTH 110
un. 23, an, 1 or 3JMIXM OTrOBAPAT HA M3MCKBaHMgTA 34 KadecTso, Gesomachoer H
eduKacHoCT mo 3JIMIXM;

Hnewn 10. lenara ua ICKAPCTBEHKTE NpoyKTH TpaAbBa na OTroBaps Ha cneguure
HIHCKBAHKA:

l. Tpennaranara H€HA Ha NeKapcTBenuTe OPOAYKTH, KOHMTO cg BEJIIOYEHH R

2. lpeanaranara yena Ha NleKapcTReHHTE MPORYKTH, U3BLH Tean no T. 10.1., na ne
€ NO-BHCOKA OT mpenemuara (MakcuManuata ponaxHa ueua ng ApedHo), nocoyena

CRABPIKALIH HADKOTHYNK BCLICCTBa, Te3sn jexapcrseny MPOOYKTH TpaGra ng OTTOBAPAT Ha
H3HCKBAHHATA HA uI. 68 oT 3KHBII,

Unen 12, [Iponasaynt e ANBHEH 10a migane g CpoK akTypa 3a JOCTaBeHuTe
JICKaPCTBEHH NIPOIYKTH,

[TPABA 1 SAIBIDKEHHS HA KYITYBAYA

Qnen 13.(1). Kynysausr muma fIpaBo 1a nposepssa KOIHYECTBOTO Ha megka
OTdemna nocraska, kato NpH ycTanosssane ug HECBOTBETCTBHE € minien jsa YBeaoMu
llpojiasaya B cpok ot 24 yacq.

W/ 2 ocriopu [HCMEHO HeChOTBETCTRHETO Ha Ka4eCTBOTO, Tol MoXe na peka NpoBepkara
1Y OT YNBAHOMOLIER opran py naboparopus,

L1
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Hnen 14, Kynysausr ¢ UThAeH na sannaru YFOBOpeHaTa 1ena g pasmepa, no
HlauHHA 1 B cpoka, onpeseneny 5 HACToALINA norogop,

HEYCTOMKK
Hnen 15.(1) Ilpn 3a6asa wa nocrapka OT CTpaha Ha mpomasaua ¢ nogeye oT 24

OT CTpaHa Ha Kynysaya g CPOK OT 24 waca, [lpu HEH3IILIIHEHHe Ha Topg 3allbilenne
KYITyBaY®T MMa npapo fa MOAY4YH Heyetofika p Pa3Mep Ha 5 (net) Ha cro ot CTOHHOCTTA Ha
THNOCBANOTO KONMYECTRE,

(3) Ilpu ycranopsnaye Ha HEChLOTBETCTBHE B KauecTsoTo, nponasavyst e IUTBIKEH
Ad IOCTABH JleKapcTBenn PORYKTH € YrOBOPEHOTO KavecTno OpH criensamara JI0CTaBKa, a
fIpH NOHCKBaKHE OT cTpana Ha KyIyBaua B cpok or 24 yaca, Ipu vensnunmenne Hi Toma
JAILIDKCHHE KYNYBAYLT HMa MpaBo Aa nonyun ueycroiika g PasMep Ha 5 (uet) Ha cto of
CToifHOCTTa Ha HekaecTBeHara focTaska,

(4) B envyanre no aHHen 2 u 3, ako MPpOaaBaYsT He Noctapy AoroBopexoTo,
KYyNysausT uMa npaso pa J8KYNH  HeoOXoauMuTe My JICKapeTBeHM npogykru ot apyr

Hien 17.(1) Ipu nocraska ua JICKAPCTBEHH IMPOAYKTH, CPOKBT HA rogHocT ua
KOHTO e no-kpartek ot CPOKa Ha un. 5, usmbanuTengy ABDKH HA BBR3NOMKHTE 1 HeYCTOolKa R

l. npu gocraska cne CPOK Ha roaHoct ot 59.99 g0 50 Y oT ofuug CPOK Ha
romHoct — 5 % (nmer TIPOLIeHTa) BEPXY cTOHHOCTTA 13 JlocTaBkara;

2. mpu focraska cne CPOK Ha rommoct ot 49.99 5o 40 % oT 0Bz CPOK Ha
roasocet — 10 % (necer MPOLIeHTa) BEPXY cTOlHOCTTA Ha J0CTABKATA;

3. mpu mocraska cue “POK Ha roaHocT ot 39.99 no 3 % ot obumg CPOK Ha
Fonsoet - 30 % (tpunecer NpoLeHTa) BupXy cTofinocTTa Ha N0CTaBKaTa;

4. npu nocraska cue CPoK Ha roaxoct ot 29.99 10 20 % or obmug CPOK Ha
FonuocT - 60 % (wmectnecer MPOUEHTA) BLPXY cToliHOCTTA Ha JOCTaBKaTa;

3. NpH jocTaBKa cue Cpok Ha roaxoct nog 20 % ot oB1us cpok Ha rogroct — 90
% (mesetnecer TpoLenTa) BLpxy croiinocrra Ha locTaBKaTa,

(2). Hocraskara ya JIEKAPCTBEH NPOAYKT che CPOK Ha FOIHOCT M0-KpaThi oT 40 %
OT o0utHs cpok Ha rognoct ce H3BBPIIBA camo cren MOTHBHPaHO pelmenue ya PBKOBOAHTE NS

Ynen 18, Kynypaust nya NpaBoO na ucka obesmerenne B MBJIEH paimep na
SpeNnTe, KOHTD e HpeTspan B pesynrar na 3abaseHata w/uny HekayecTBenara nocrasia,
Hnen 19, Ipu 3a6ana Ha niawmake ot crpana pa KynyBaya, nocnemuust mnmiy
'POLaBava HeycTofika, B Pa3Mep Ha 3akoHMaTa nuxpa
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Unen 20, HeycmﬁHHTe, obe3uieTennara u UCHOBHTE pasNukn mo wjy. 16, an. 2
MoraT aa 6uaaT yibpikany oT Besiko ABJDKHMO Ha pojaBaya niamane.

[TPEKPATSBAHE HA HOrOBOPA

HUnen 21.(1) Horosopsr ce [pexparapa:

l. ¢ u3THYane na CPOKa, 3a KOHTO € cKmoueH, ocpex B Caydante mo uj, 2, us,
BTOpO;

2. NpH ch3maBaHeTo mHa YCIOBHA 3a nocraska crep MPOBEMXNAHETO Hg
HEHTPAIH3HPAHH eeKTPOHHH ThProBe;

3. xorato ca HACTRIIMIIH  ChIlleCTREHH [IPOMEHH BhLE bunancupanero ua
obmecTBeHaTa nopnuka — HPEAMET Ha [0roBopa, HiBLH [TpaBoMomATA Ha KynyBaya, kouto
TOH HE € MO MM He e Oun nnbien ma NPeaBHAM WIM fa MPENOTBpaTH — ¢ muemeno
YBENOMACHHE OT KYNyBay4a, Beanara C/Iell HACTLIIBAHE Ha obcrosatencreara;

4. IpH HacTbosane wa HCBHHOBHA HEBBIMOKHOCT 3a W3MLIIHEHUE B pesynrar pa
HENpeaBnaAeHo wiu HCMPeAOTBPaTHMO cLOHTHE oT H3BRHPENCH XapaKTep, BRIHHKHALG caen
CKIMIOYBAHETO Ha Aorosopa (,,Henpeoaoanma CHNIA") 38 CPOK MO-TBiLE o1 30 auu,

(2) Kynysaust mome Ad NpeKpari fgorosopa Ges npeausBecTHe, ¢ YBelloMiieHHe,
H3TpaTeHo /1o npoaapaya:

l. npH cHeremuo HEH3MLIHEHHE HA NOCTaBKHTE Ha JICKAPCTBEHH MPOAYKTH no
KOIIHYECTBO W/MIM KavecTro of CTpana Ha npopasawa. ITox cueremuo HEH3ITLIIHEHHE Ce
pasbupa Taxosa, W3BBPLICHO JBa MM MOBeue MHTH g PaMKHTE Ha equu KalICHaapen mecen,
HIIH N0BEYe OT TPH IThTH B PAMKHTE Ha cpoka Ha Jl0roBopa;

2. B cayuaii, ye NpoaaBaYysT H3Nom3REA NOAU3NBAHKTEN, Oes g e JAEKNapHpal Toga
B MOKYMEHTHTE 33 yuactue, ju H3IOMI3Ba OAHITBIARNTEN, KOfiTo e Pa3yIngeH ot Tosu, koiito
€ IMIOCOYEH, OCBeH g CIY4aHTe, B KOHTO 3aMAHATE, CLOTBETHOD BKIIOYBaHETO Ha
NOAHIOBIHKUTE) e H3BBPLIEHO CbC CBINIACHETO Ha Kynysa4ya u B choTBeTCTBUE ¢ne 30I1 u
HACTOAULHA I0rOBOp;

(3) Kynysaygsr MPEKPATABA 10TOBOpPa B ciyuanTe o 9. 118, an. 1 or 3011, Ge3 za
ALIDKH oDeslieTente Ha poaBaya 3a npeThpneny or NPEeKPaTisBaHeTo Ha NoroEopa Bpeny,
OCBEH aKo npeKkpataBaHeTo e Ha OCHOBaHue un. 118, an. 1, 1. | or 30I1.

APYTH YCIIOBUA

Hnen 22.(1) Crpanure no ZIOroBOpa He MOrar aa ro H3MEHAT, OCBEH B ciyuanTe,
NpeaBHieHn B un. 116, a1, 1, 1.2 - 6 or 3011,

(2) B ciyuaii, ye ng BpEMeE Ha nelicTBie Ha A0roBopa, croiiHocTra ya JAOCTaBAH

LUEHHTE Ha NeKapcTBeHyTe TIPOAYKTH, YCNOBHATA, Npasunara u KPHTEpHHTE 33 BKIIIOYBaHe,
MPOMEHH H/HIIH H3KTIOYBaHe Ha JICKAPCTBEHH NPOAYKTH oT TIOHTHBHHA NeKapeTReH chcni
# YCNIOBHATA H pena 3a paGora na KOMHCHATA 10 1eHH # PeHMOYpCeHpare wmm o pena Ha
APYT HOPMAaTHBEH aKT, crape HO-HICKa 0T HoroBopenara, KYIyBausT 3anmama JeKapcTBeHHs
OPOAYKT no no-Huckara UCHd, OT natata Ha BnuzaHeTo B CHlla Ha pewenuero na
PerynaTopung oprau,

YUnen 23. Crpammre mno AIOTOBOPA 1e pelaBaT BL3HUKHANTe N0 H3NbIHEeHHETO
CIIOPOBE MO B3auMHO Chrilacie, a ako Topa e HEBB3IMOXKHO MO pesa Ha ITIK pen HoOpuukus
OKPB#EH ChL.

Hnen 24, 3a senuxy HEYPeneHH no HacTodums HOroBOp BENpocH e ce [pHIarar
basnopendute va 3071, 330, T3 u apyrure OTHOCHMH HOPMATHBHY aKToRe.
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Hnen 25.(1). 3a BAHIHK anpecH 3a mpuemane ug CroDmeHus, CBBP3aHM ¢
HACTOATLS AOroBOp ce cMaTart 41peCHTe, NOCOYeHN R Havanoro ga Adorosopa,

Hpu noanuceanero na Hacroslua  Torosop ce peacrasuxa cregnpre
JOKYMEHTH:

- 3a obcToAaTencTroTo No Ul 54, am 1, 1. 6 - YIoocToBepeHHe ot OPraHuTe Ha
Msnbaunrenna arenyug "I /IaBHA HHCTIEKUHA 110 TPy a';

- Ceprudmkar 3a Mpuarane W noganpikane ua CHCTeMa 3a ympasnenne na
kagectoro EN ISO 9001 w/uny EN ISO 13485/13488 H/Han CKBHBANEHTHA, B 061acTTa Ha
OPOH3BOACTROTO H/HAR ThProBHATA ¢ NeKkapcTBeny NPOAYETH:

- Paspemenue g TIPOH3BOACTBO No w1, 196, ay1. | ot 3JIXM, B cnyuanre KOTETO
YHACTHHKLT € mposBofuTesn y lpe/utara Jiekapcereennre NPOJYKTH, KOHTO NpoOH3BENK A, HiN
Ha Paspemenne 3a pyoe o 4. 196, an. 2 or 3JITIXM, & CIYIaHTEe KOTATO yyacTHHKLT o
BHOCHTeN i npennara TCKAPCTBEHHTE MPONYKTH, KorTo BHACH;

- Hexnapaums no yy, 39, an. 1, 1. 3, es BP. C i 33, an. 2 or 3MUII no
JAABIDRATENIHES 06pazey Ipunosenne Ne 3 o1 obpasuure HOKYMEHTH Ha NOKyMeHTallHATA 3a
y4acte,

Ksm Hacrosums ZlOToBOp ca npHnoKeHy:

1. lpunosenue xpy IOroBopa;

2. Texuuueckoro TIpElIoNeH e Ha npoaasaya;
3. Henosoto npemnomenne Hd poaasaya,

Hacroamusr AOTOBOp ce cheTaBH B Tpu enHo00pasHy CK3EMILIAPA, enun 1a
NpoNiaBa4a H /18a 3a Kymysaya,

¥

[TPOJABAUY: KYTIVBAY:
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Tpunosicenue No 2 - 3aovicumenen oGpazey
flpeocmass ce no eeara obocobena nozunun, 3a kosme ce nodasa ogepma

A

TEXHHYECKO NPEATOKEHHUE Pé

ITo oGocoBena nosuima Ne 3
(Moas nocoveme HOMEPa na obocobenama ROZUYUA, 30 Kosmo npedcmasgnme
IMEXHULECKo npednoaicenue)

lToanucannat J-p Emua AJlexcanapon Hawes, ETH - -~ __ -, B KAYeCTBOTO
¢ Ha ynpasuten ma ,,MEJEKCH OOU, cie cenammme 5 rp. Codmn, ofmumna
Croanyna u AIpec Ha ympasnexue rp, Codmsn, paiiton Maagoer, ke. lopyGanue, ya.
nCamorosexo moce® No 2], Tuprosekn uenTsp ,,bonna”, EUK 131268894

b

TIPENJIATAM CJIEJHUTE YCIIOBHSI:

1. Mexnapupam cpox na BamuaHocT Ha odeprara, no ye MO-KpaTeKk ot 3 (Tpn)
MECeNa 0T JlaTarta, KoATo e nocoueys 34 llaTa Ha nojaBaHe Ha oteprara; 3 (Tpu) mecena.

2. Tlpuemam cpoxa ua HITLIHEHWE HA NOpLYyKata: |2 (1easanecer) mecena or
CRIIOYBAHETO HA JOroROpA,

3. Ilpuemam cpoka 3a [lamane: no 60 (wecraecer) KaleHapHH jau or
H3BLPUIBAHETO HA I0CTABKATA H H3JABAHETO Ha GAKTYpPa OT H3ms nHE e,

4. Ilpuemam cpoka na nocraska: o 24 (aeapecer METHPH) Yaca oT MOMeHTa Ha
SVIBABAHETO OT CTPAHA HA BH3OKHTENs,

5. Ilpuemam cpoxa ma rolHocT: He no-manko ot 60 % or obiara rozHoer B
MOMEHTA Ha JIOCTABKA.

Lr L'.I'

6. EKJIAPUPAM, ye NOCTaBAHHTE NeKapCTBeHN OPOIYKTH:

6.1. mMmar paspelicHie 3a ynotpeGa win YOOcToBepeHHe 3a PEerucTpauns ma
ICKAPCTBEHH NPOAYKTH 1o wi. 23, an. | ot 3JITIXM;

6.2. otroeapst na VM3HCKBAHHATA 3a Ka4ecTso, GezomacHocT ehukacroct o

3JIIXM.

7. IEKJIAPUPAM, ue HpCAnaranata UeHa Ha NeKapeTseHuTe OPOOYKTH, KOMTO
¢a Brmo4eHH B [losuTupnig JICKAPCTBEH CIMCEK M 3AMAIAHN C nyonmm4ny cpencrea, me e
TI0-BHCOKA OT peryawpanara neua o lpunonenue Ne 2 or [UIC, nocouena s KonloHa M
(cToliHocT Ha OMAKOBKA, H3YMCNeHa Ha Gaza pedepenTha crofinoer 3a Aeunnpanara muesng

8. Ipuemam na H3ITLIIHABAM BCHYKH W3HCKBAHHS HA BBINOMKHTENNA, NOCOYEHH R
obaBnenuero u JOKYMEHTAllHATA 32 y9acTHe,

9. Hexnapupam csrnacuero CH € KJTA*"3HTe HA IPHIOKEHT: NPOEKT Ha .tmmﬂqph.édex
A
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10. B cnyuait, ye 6b1a onpeieNieH 3a U3MBIHKTEN Ha MOPEUKATA, C¢ 3aL/DKABAM,
npd TO/ITUCBAHETO HAa JOroBopa 3a OOIMECTBCHA MOpbUKa, fa MpEAcTass AKTYAITHH
NOKYMEHTH YZIOCTOBEPSIBAIA JIHIICATA HA OCHOBAHHA 32 OTCTPAHABAHC OT MPOUCAYPATa,
KAKTO H CHOTBETCTBHETO C IOCTABEHHTE KPUTEPHH 3a 10A60p:

10.1. 3a obcrostencreara mo 4i, 54, am I, . 1 ot 3001 - cBMASTEICTRO 3a
CBIMMOCT, H3aeH0 B 6-MEeCeYHHs CPOK Ha BANHIHOCT MPEaH PEACTARAHETO,

10.2. 3a oGcrosTencrsoro mo wi. 54, an 1, 1. 3 ot 30I1 ~ ynocToBepeHus 3a
JIHTICA HA TyGIHYHY 3ab/DKCHNS, H3JANEHH OT OPrafuTe M0 MPHXOAUTE, 0T ObwmHa rpan
JloBpuu u oT o0IIHHATA 110 CEAANTHILETO HA YHaCTHHKA,

10.3. 3a obcroaTencTBoTo no wi. 54, an. 1, 1. 6 - YIOCTOBEPEHHE OT OPraHuTE Ha
WsnsaanTenta aredms "I apHa HHCIIEKIMA Mo Tpyaa”;

10.4. Ceprudukar, YHOCTOBEDABAI BHEJpEHA CHCTEMA 334 YIPABRICHHE Ha
kauecreoto EN ISO 9001 w/wm EN 1SO 13485/13488 n/miM exBuBAICHTHA, C obxBar B
0618CTTA Ha NPOM3BOACTBOTO H/H/H THPrOBHATA C NEKAPCTBEHHE MPOLYKTH,

10.5. Paspemenue 3a NPOH3BOACTEO 1o 4. 196, an. 1 ot 3JIIXM, &8 cny4aute
KOTATO YYACTHHKBT € [pOo3BOAMTEN M [peanara JeKapcTBEHHTE [POMYKTH, KOUTO
NMpoH3Bes/a, HIH Ha Paspemenie 3a BHOC 10 Hil. 196, an. 2 or 3JIIIXM, B cnydauTe KOraTo
YUACTHHKET € BHOCHTE] M NPEIara ICKapeTBEHUTE NPOMYKTH, KOHTO BHACH,

10.6. Mexnapamus no 4i. 59, am. 1, . 3, 86B Bp. € L 53, an. 2 ot 3MHMII no
sanbkuTenHns obpasen [Tpunokenue No 3 o 0OpasiuTe 0KYMEHTH Ha JIOKYMEHTAIMATA 32
y4acTHE.

3adenescia: Voocmosepenuwnma no mouxu 10.2 w 10.3 mpabea oa ca uzdadenu
cied damama na OMKPUsaHEMo Ha npoyeoypama.
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Hpunoncenue No 2 — 3adviascumenen obpazey
fIpeocmaen ce no seara obocobena nosunusn, 3a koame ce nodasa oghepma

TEXHHYECKO HPEANOKEHUE

Ilo ofocotena nosmmus Ne 2
(Mons nocoveme hoMepa na obocobenama nosuyui, sa xeamo npedcmagame
MexKutecko npednooicenue)

Hopnucanus a-p Esmun AJlekeanapos Haunen, EI'H T 2 KaYecTBOTO

¢ Ha ynpasurer wa ,,MEJIEKC% OO0, cre cepamme g rp. Codun, obmpna
Croanuna u allpec Ha ynpasienue rp. Codun, paiion Muagocr, ke, Fopy6asine, ya,
»Camoroneko moce” Ne 2,71, Touprosexn nenrsnp wBonmaa”, EUK 131268894,

OPENJIATAM CHEJHNATE YCIIOBHA:

1. Hexnapupam CPOK Ha BanuAHOCT Ha odepraTa, HO He [0-Kpatek o1 3 (Tpm)
MECELa 0T JaraTa, KoATO e NocoueHa 3a AlaTa Ha mojasane Ha odeprata; 3 (Tpu) mecena,

2. Ilpremam cpoxa na H3MBIIHEHHE Ha TOpBbYKaTa: 12 (nBanazmecer) mecena or
CIIOYBAHETO HA JI0rOBOpA.

3. Tpuemam Cpoka 3a mnamane: mo 60 (mectnecer) KUICHIAPHH AHM oT
H3BBPUIBAHETO HA JIOCTABKATA H H3/ABAHETO Ha QaKTypa oT H3nBAEKHTENY,

4. [Mpuemam CPOKa Ha pocraska: Mo 24 (neagecer u HETHPH) Yaca 0T MOMeNTa Ha
SUIBABAHETO OT CTPAHA HA BL3IONHTEILS,

5. Tlpremam cpoka na roaxoet: He mo-manko ot 60 % or obwara ropuoer »
MOMEHTa Ha JI0CTaBKa,

6. IEKJIAPHPAM, ue AOCTABAHHTE ICKAPCTHEHN MPOOYKTH:

6.1. uMaT paspememnne 3a ynorpeba umy YAOCTOBEPEHKE 3a perucTpaums Ha
fICKAPCTBEHH NMPOAYKTH 1O i, 23, ar, | or 3JITIXM;

6.2. oTroBapsT Ha H3UCKBAHMATA 38 Ka4ecTBO, GesomacHoer H eHKacHocT mo
3JITIXM.

7. JEKJTAPUPAM, ye Npeluiaranara UeHa Ha JleKapeTBeHuTe OPOAYKTH, KOHTO
ca BmoueHu B [osuTusnusg JICKApCTBEH CIHCEK H 3amnaiany c nyOnuyuny cpencrea, me e
[IO-BHCOKA OT perymmpanara Iena mo [Ipunoxenne No 2 or ITJIC, nocoyena » KoNoHa M
(croitnoct Ha onaxosxa, H3HmcneHa Ha Gasa pedepentna crojinocr 33 nemnMpanaTa aHerya

8. Ilpuemam na wamsimssam BCHUKH H3HCKBAHMA HA BBINOMUTEN, Nnoco4eHu g
o0sABIeHteTO U AOKYMEHTALHATA 38 VuacTHe,




10. B ciyuait, 4e 6Ba onpeieNeH 3a H3MbJAHATEN Ha [OpPBUKaTa, CC 3a1bKaBaM,
npy  MOANMCBAHETO HA OrOBOpa 3a o0lecTBeHa MNOPBYKA, [a [PEACTaBA AKTYalHH
JOKYMEHTH YJOCTOBEPSBALM JMNCATA HA OCHOBAHHMA 34 OTCTPAHABAHE OT MPOUCAYPATA.
KAKTO ¥ CHOTBETCTBHETO C MIOCTABEHATE KPUTEPHH 3a NI0A00P:

10.1. 3a oBcrogrencrsara mo wi. 54, an. 1, . 1 or 30II - ceuAeTENcTBO 32
CHAMMOCT, H3aEHO B G-MeceuHHs CPOK Ha BATHAHOCT ITPEJIH NPEACTaBAHETO;

10.2. 3a obcrosrencrsoTo no wi. 54, an. 1, T. 3 ot 30II - ynocroBepenui 3a
funca Ha NyOMMUHM 33MBDKEHUS, H3NaIeHN 0T OPraHuTe No NPHXOAMTE, OT O0wmua rpaji
JoGpuy 1 oT ofmuHAaTa [0 CeIANHIIETO HA YHaCTHHKA,

10.3. 3a obcroaTencTeoTo no wi. 54, an. 1, T. 6 - YAOCTOBEPEHHE OT OPraHUTE Ha
Wamsauurenna arennua "Tasda HHCTIGKIMS 10 TPyAa":

10.4. Ceprudmkar, YZOCTOBEpPABAll BHEJPEHA CHCTEMAa 3a YIPABICHHE Ha
cagectsoro EN ISO 9001 wimmn EN ISO 13485/13488 u/nunu exBuBAJIEHTHA, C o0xBar B
061aCTTA HA IPOM3BOCTROTO W/IIK THPrOBUATA C ICKAPCTBEHH HPOJIYKTH;

10.5. Paspemenie 3a IPOM3BOACTBO No 4. 196, an. 1 or 3JITIXM, B cnyuadTe
KOTATO YYACTHHKLT € TpO3BOMMTEN W Mpejara JIEKapCTBeHHTE MPOMYKTH, KOHTO
[ponsBesia, HIH Ha Paipemenye 3a BHOC M0 "L 196, an. 2 ot 3JIIIXM, B cmywganrte KoraTo
YUACTHHKET € BHOCHTEI H 1IPe/Iara IeKapeTBEHHTE NPOYKTH, KOUTO BHACA;

10.6. Jexmapaups mo wi. 59, an. 1, T. 3, BB Bp. € 4L 53, an. 2 or 3MHUII no
sanbmxuTenans obpasen [punoxenne Ne 3 ot obpasuuTe JOKYMEHTH Ha JOKYMEHTAUHATA 58
YHacTHE.

Jadenencka: Voocmosepenusma no mouxu 10.2 u 10.3 mpadea oa ca usoadenu
cned damama Ha OMKPUEAHEMO KA nPoyedypama.

TlojnFic Ha IPECTABNIABAIIOTO JHIE H [IYaT: ... y;( _
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Hpunoacenue No 2 — 3advMicumenen o6pazey
Hpedcmasa ce no scaxa obocobena nosuuus, 3a kosmo ce nodasa oghepma

&

TEXHUHYECKO NPEANOKEHME

ITo obocodena nosmimna Ne 1
(Mo nocoveme womepa na oGocobenama nozuyus, 3q Koamo npedcmasame
MexHuvecko npednadicenue)

Hognucannsr a-p Emna Anekcanapos Hawues, EI'H - cvsusww, B KAYECTBOTO
¢ Ha ynpasuten na ,,MEJIEKCH 004, cie cenamume rp. Codms, ofumua

Crommana n 4Apec ha ynpasnenue rp. Codus, paiion Muaagoer, ks. lopy6anme, A
»Camokosero moce” No 2J1, Teproeekn ueHTsp ,bonna”, EUK 131268894,

[PEJTTAT AM CJIEJTHUTE YCIIOBHA:

L. Hexnapupam cpok ua BAuAHOCT HA odeprara, HO He NO-KpaTtek o1 3 (Tpu)
MECELA OT JlaTaTa, KOATO € Mocouena 3a AdTa Ha nojapaHe Ha ofleprara; 3 (Tpi) mecena.

2. [puemam CPOKa Ha M3NbIHEHHE Ha Nopbykara: |2 (1Banamecer) mecema or
CIIIIOYBAHETO HA IOTOBOPA.

3. Ilpuemam cpoka 3a mamane: no 60 (mectaecer) KAIEHNapHH JHH oT
H3BLPUIBAHETO HA I0CTABKATA H H3/ABAHETO Ha (haxTypa ot usmBAHWTEN,

4. Ilpuemam cpoka ma mocrasia: Mo 24 (npanecer u HETHPH) Yaca oT MOMeHTa Ha
~AIBABAHETO OT CTPAHA Ha BH3IOMKHTE,

“ 5. Ilpuemam cpoka ua rommoct: He no-manko or 60 % ot obimata rogmocT g
MOMEHTA Ha [I0CTaBKa.
™~ 6. IEKJIAPHPAM, ue AOCTAaBAHUTE JICKAPCTBEHU NPOYKTH:

6.1. umar paspemenne 3a ymotpeba mmm yznocropepenne 3a PerucTpanus na
JICKAPCTBEHH NPOAYKTH 1o wn. 23, an. | or IJITXM;

6.2. oTrosapsr Ha H3NCKBAHMATA 3a KadecTro, GesomacHocT w ehuxacHoet mo
3JITXM.

7. JEKIIAPHUPAM, ue Hpennaranara lena Ha JieKkapeTBeHuTe HMPOOYKTH, KOHTO
€a BEMoYeHH B [TosuTHeaMs JICKAPCTBEH CIHCHK H 3amialiani o nybmiuny cpencrea, me e
NO-BHCOKA OT peryJHpaHaTa HeHa [o [Ipunoncerne Ne 2 or IUIC, mocouena s konoua M
(cToitHoCT Ha onakoska, H3wCTeHA Ha Gasa peepentna croitnoct 1a AehHHHpanaTa fiHeBHA

8. Ilpuemam na wanmiusmam BCHYKH H3HCKBAHHUS Ha BB3IOKHUTEN, TIOCOYEHH B
obaBnesnero u AOKYMEHTaLHATA 38 yyacTHe.

9. lexnapipam ceriacuero ¢ - TTRYRUTE Ha IPHIIOMKEHHS IPOSKT Ha I[DI‘DHG]]}-;_,'
=
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10. B cayuyaii, ue Ob1a onpejieicH 3a H3NBIHATEN HA MOpBHKATA, CE 3albIIKABAM,
opM NOAMMCBAHETO HA JIOTOBOpa 32 ofmmecTBeHa NOPEYKA, [a MPEICTaBd aKTyalHH
JOKYMEHTH YVIOCTOBEPABAIIIH SMIICATA HA OCHOBAHHA 3a OTCTpanspanc oT npﬂﬂﬁ,ﬂﬁa'i‘a,
KAKTO ¥ CHOTBETCTBHETO ¢ TIOCTABEHHTE KPHTEPHH 3a noadop:

10.1. 3a obcroarencrsara no wi 54, an. 1, T. 1 oT 3011 - cBHASTENCTBO 34
CHIMMOCT, H3A/IEH0 B 6-MECeUHHs CPOK Ha BAIHIHOCT IPE/IH MPEICTABAHETO;

10.2. 3a obcrogTencreoro mo 4n. 54, an 1, T. 3 or 30II — ynocTosepenns 3a
nurica Ha TyOMHYHH 3a/{LIDKEHHA, H3AaJAeHH OT OPraHdTe N0 NPHXOHTE, or ObmmuHa rpan
JoGpuu # 0T 0BIIMHATA 10 CEMIAHILETO HA YHACTHHKA;

10.3. 3a oBcTOATENCTROTO 110 4. 54, an. 1, T. 6 - YAOCTOBEPEHHE OT OPraHuTe Ha
VambHuTenta arexmis "1 NaBHa HHCIEKIHs 1o TpyAa”;

10.4. Ceprudukar, ymOCTOBEpABALL BHEJAPEHA CHCTEMa 34 yHPaBICIe Ha
kauectsoro EN 1SO 9001 wmm EN ISO 13485/13488 w/unu cKBHBAICHTHE, C obxBar B
06/1acTTa HA MPOM3BOJICTBOTO H/WIH THPIOBUATA C IEKAPCTBEHH IPOAYKTH;

10.5. Paspemenue 3a NMPOH3BOJCTBO M0 4L 196, an. 1 or 3JIIIXM, B ciyuanTe
KOraTo YYaCTHHKBT € MPO3BOJMTEN H MpEemiara JeKapCTBEHUTE NPOXYKTH, KOHTO
npousBexcIa, mi Ha Paspemenye 3a proc 1o wi. 196, ai. 2 or 3JIITXM, B cnyganTe KOTATO
YUACTHHKBT € BHOCHTEN M IPE/inara JeKapeTBeHHTE NPORYKTH, KOUTO BHACH;

10.6. Nexnapauua no @i 59, an. 1, T. 3, BBB Bp. C UL 53, an. 2 ot 3MHUII no
samemkaTenHus obpazen [punomenue Ne 3 or obpastuTe IOKYMEHTH Ha HNOKYyMEHTALIHATA 32
yuacTHe.

Sadenescka: Voocmosepenusima no modxu 10.2 u 10.3 mpabsa da ca uzdadenu
cied damama wa OMKpUGAHeMo Ha npoyedypama.
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> Hpunoncenue Ne 2 — sadwaricumenen odpazey
lIpedcmasn ce no ecaxa odocobena nosunua, 3a kosmo ce nodaea oepma

TEXHHYECKO NPEAJOKEHHWE

ITo ofiocobena nosmumnn Ne 4
(Monz nocoeme nomepa wa obocobenama RO3UYUS, 3a KoAmo npedcmasame
MEXHUYECKO npedrodcerue)

Honnueannar a-p Emua Anexcanapos Tanes, E['P » KAYECTBOTO

i Ha ympasuten uHa ,MEJEKC*® OO/, cie cenammme s rp. Codmn, obumua
Crommua u agpec Ha ynpasnenute rp. Codms, paiion Muaagoer, k. lopybasiue, yau.
»CaMokoseko moce” No 2JI, Teprosexn uenTsp wbomaa”, EMK 131268894,

[TIPEJUIATAM CJIEMHUWTE YCJIOBUS:

I. Jleknapupam cpok wa Banmamoct Ha ofeprara, HO He HO-KpaThK oT 3 (Tpu)
MECELA OT AaTaTa, KOATO € MOCOYeHa 3a IaTa Ha MOIABaHE HA ofpeprata: 3 (tpu) mecena.

2. Ilpuemam cpoka Ha M3mbIHeHHe Ha mopeukara: 12 (neaHagecer) mecena or
CKJIIOYBAHETO HA J0TOBOPA.

3. Tpuemam CpoKa 3a mmamane: go 60 (mectaecer) KalleHOapHH JHH OT
H3BLPIIBAHETO HA JOCTABKATA H M3JIABAHETO HA (axtypa ot n3mBIHMTES,

4. Ilpuemam cpoxa Ha noctaska: Ho 24 (nmeanecer u YETHPH) Hdca 0T MOMEHTA Ha
3a4BABAHETO OT CTPAHA Ha BH3MOKHTEIS,

5. Ilpuemam cpoxa ma rogmocr: He mo-mamxo or 60 % or obuara rogroct B
MOMEHTE Ha JIOCTABKA.

6. NEKJTAPUPAM, 4e nocrasanure NEKApCTBEHH NPOAYKTH!

6.1. umar paspelicrne 3a ynorpeba uiM yaocrosepenue 3a PerucTpauns Ha
JICKApCTBEHH MPOAYKTH 10 un. 23, an. 1 or 3JIITXM;

6.2, OTroBapAT Ha W3MCKBaHMATA 3a kauecTso, OesomacHoer n eduracHOCT MO
3JIIXM.

7. AEKJIAPUPAM, ue npesnaranara nena Ha JEKAPCTBEHUTE NPOAYKTH, KOMTC
ca siimoueHH B [losuTneHuA nekapeTsen cnmcwk u 3ANIAMAHA ¢ NyONUYHA CpejicTBa, He e
TO-BHCOKa OT perynHpaHara ueHa no Ilpunosenne Ne 2 or IIIC, nocouena B konoma M
(cTolHOCT Ha OnakoBka, H3UHCAeHa Ha Gasa pethepentHa croiinoct 3a neduHHpanaTa gHeBHa
Hoza).

8. Tlpuemanm fa HINBIHABAM BeHUKH H3UCKBAHWA HA BBHINOKHTEN, IOCOYSHH B
0DSBICHHETO U JOKYMEHTALMATA 32 y4yacTHe.

9. lexnapupam CHIIACHETO CH C KN KEHHS TPOSKT Ha ﬂnrﬂi;@ﬁé'
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10. B cnyuaii, ye Gu1a onpeelieH 3a U3ITLIHKUTEN HA MOPBYKATA, € 3a/B/IKARAM,
npyH  nNoanaceaseTe Ha OOoroeopa 3a obinecTeeHa nope4Ka, HOa MNOpelcTaBd akKTyalHH
JOKYMEHTH YIOCTOBEpABAUIKW JIMIICATA Hd4 OCHOBAaHHI 38 OTCTPAHABAHE OT HOpOLEOypaTda,
KAKTO H ChOTBETCTBHETO ¢ [IOCTABEHHTE KPUTEPHH 3a moadop:

10.1. 3a obcrostencreara mo wi. 54, am. 1, . 1 or 30I1 - cBugerencrso 3a
CBRAMMOCT, H3MAOEHO B EI'MBGE"-IHHH GPGK Ha BAIHIHOCT I'IPEJJ,I-'I HIJEJIGTHBHHETB;

10.2. 3a obcroarencteoro mo wi. 54, an. 1, 1. 3 ot 30I1 — ynocrosepenus 3a
unca Ha myONHYHH 3aNBDKEHNS, H3OaJICHH OT opraHuTe no npuxoaure, ot OOmmHA rpai
JloGpu4 1 oT o0ImINHATA N0 CENAMHILETO HA YYACTHHKA;

10.3. 3a ofcrosTencTeoTo mo um. 54, an. 1, 1. 6 - yIOCTOBEpPEHHE OT OPraHHUTE HA
ManemauTenna arennns "' nasHa MHCneKUus no Tpyga”;

10.4. Ceprutuxar, yaocroBepsBall BHEApPEHa CHCTEMA 3a YNpasieHHe Ha
kauecrroro EN ISO 9001 w/mmu EN ISO 13485/13488 w/unu exsupaneHTHa, ¢ o0XBar B
obacTTa Ha NPOH3BOACTBOTO W/MITH THPTOBHATA C JIEKAPCTBEHH NPOIYKTH;

10.5. Paspemenne 3a npoussogctso no wi. 196, an. 1 or 3JIITXM, B cayyaure
KOTATO YYaCTHHKLT € [PO3BOMUTENl W Tpelara JEKapcTBEHHTE MPOAYKTH, KOHTO
MpoM3BENIa, MM Ha Paspemense 3a BHoc mo @i 196, an. 2 or 3JIIIXM, B cryuanTe korato
YUACTHHKBT € BHOCHTEN W [pe/U1ara JeKapCcTBeHHTE NPOAYKTH, KOHTO BHACH,

10.6. Hexnapauus mo wi, 59, amn. 1, 1. 3, 868 Bp. ¢ un. 53, an. 2 or 3MHII nmo
sanwkaTenHns obpasen [Tpunoxenne Ne 3 ot obpasiuTe JOKYMEHTH HA IOKYMCHTALIMATA 38
YUACTHE,

3adenencka: Voocmosepenuama no mouku 10.2 u 10.3 mpatsa da ca usdadenu
cned damama Ha OMKPUsaHemo Ha Npoyedypama.
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