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AOroBoOP /le"?

I[Hec.vf‘.‘!:.ﬁ.h..lﬂl 9 ron. B rp. Hobpuy, na ocHosanme w1, 112 H 1. oT 3akoHa 3a
oDLIECTREHHTE MOPBYKH, Ce CKMoun HACTOAIIHAT JIOTOBOP MEHY:

"ObOHUKC MAPMA" EOOJ, cve cenanume s rp. Codma 1700, agpec ua
ylpamienne: ya. "Okonospseren nyt" 199A, EMK 203283623, npencrasnasano ot Becenun
Benuukor Kyues, IOnuan Atanacon Henenuen, Panoctun ['eoprues Humutpos u Hukonaii
Bunen Kones, or scexn nsama YTPABMTCNIH 38€[HO WM OT elMH YNpaBHTEN M eaun
NMPOKYPHCT, OOKOAKOTO HMA YIBJIHOMOLLEH, ONpe/iened 3a MINBJIHHTEN C Pemenne Ne 7/
19.03.2019 roa. wa ew3nomutens cuen MPOBENCHA Npoliesypa 3a PL3JIarane Ha obiecTreHa
nopwuka THn "oTkputa" Ne 00083-2018-0022, ¢ npenmer: llepuosnuna moctaska ma
JICKapCTBeHN IPONYKTH, Hapuyan [TPOJJABAY u

"MHOI'OITPODHITHA BOJTHHLIA 3A AKTUBHO JIEYEHWE-JIOBPHY" Al
rp. Hobpuy, che cenanume u 4lpec Ha ynpasnenue: rp. Jo6puy, yi. “Tlanatior XHTOB" 24,
Ten.  058/600160, dake: 05 8/600414, e-mail: oblb@bergon.net, EUK 124141302,
fipeacrasnasano or J-p CBETO3AP BAMUEB [METPOR - HManvaaurenen Tupektop na
ApY#ecTBOTO, HapHuaHa KYTIVBAY,

Crpanute ce criopasymsxa 3a clieqnoto:

[TIPEJIMET HA JIOTOBOPA M [HIEHH

Hnen 1.(1) Tlpomasaust MpojlaBa Ha KynyBauya NeKapcTBeHMTe NPOAYKTH, 3a
KOUTO € nofan odepra B oTkpurara fponenypa 3a BhijnaraHe Ha obliecTrena MNOPLYKA,
nocouewn B lpunomenne xum J0roeopa.

(2) Llenorure npennosxenus na NpoZiaBaya ca NOCOYEHH B NPENXOAHATA ATHHES,

(3) IlporHosuara crojimoer na AOCTABKATA, NOCOYEHHM B JOKYMEHTALMATA 3a
obllecTBena nopeuka He MOPaXaaT 3aTb/keHHe 3a KynmyBaua /la TH 3aKYNH B NOCOYEHHS
obem.

CPOKOBE M HAYMH HA [UTAIIIAHE

Hnen 2. Cpoksr Ha HAacTOAIMA norogop e 12 (aBananeceT) mMecena ot JaTaTa Ha
MOAMHCBAHETO MY MM JI0 CL3AABAHETO Ha YCIIOBHA 34 JIOCTABKA CNejl NpOBEXIaHeTo Ha
UCHTPAIU3HPAHH  e/IEKTPOHHH THProge, HoroBopsT nposgbmikapa aelicteuero o JIo
CKIIOUBAHETO HA OrOBOP C APYT H3MBAHUTEN clef MpoBescate Ha ODLICCTREHA NOPhYKa.

“Unen 3. [Mocouenute 8 i, | fICKApCTBEHH NPOAYKTH 1lle DBAAT HOCTABSHH OT
fpoNasata Ha Kynysaua B Cpok ot 24 (1sagecer u HETHPH ) Yaca, cleq 3ATBABAHETO HM,

Hnen 4, Tnmxumara ma lipojlaBada cyma 1o BCAKA OTAE/NHA MOCTABKA ite bwae
fllaTeHa 0T Kynyeaua no GaukoBaTa cMmeTka Ha npojasada B Cpox jo 60 (lmectaecer)
KaNCHAapHY JIHY CIle1 IOCTABKA H U3AABAHETO Ha (akTypa oT nponaraua,

Unen 5. CpoksT Ha rogmoct Ha AOCTABCHHTE JIEKAPCTBEHH NPOAYKTH TpabBa na e
HE No-kpaTeK oT 60 % (mecrmecer NpoueHTa) oT 06LIHs CPOK HA FOJHOCT KbM MOMEHTA Ha
JlocTaBKaTa.

MACTO HA M3MI'bJIHEHUE 1 [TPEMHUHABAHE HA COBCTBEHOCTTA
Hnew 6. 3a macTo ma nmocrassme ma IEKAPCTBEHUTE NPOAYKTH ce ompeens
“MEAL!]:guﬁpliq“ AJl rp. lo6pny, yn. “IManaitor Xuroe” Ne 24, 3peno ,,Bonrnuno anteka”,
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Hnen 7. CoGeTrenoctTa BBPXY OCTABSHUTE NICKAPCTBEHH NMPOAYKTH H PHCKBT OT
[TRHOTO WK HACTHYHOTO MM TOIHBAHE NpPeMHHABA BBPXY KYNyBa4ya OT MOMEHTA Ha
[IPHEMAHETO MM Ha MACTOTO HA JOCTABHHE C TNPHEMO-NIPE/IaBaTeNIeH NPOTOKOJ HIH Apyr
PaBHO3HAYEH JOKYMEHT.

ITPABA M 3AJTBJIDKEHHS HA HPOIABAYA

Ynen 8. (1) Tlponasaust e anbwen Aa CKIIIOWH JIOrOBOP 38 MOAH3IILIHEHME,
KOraTo € o0fBH/ B 3asBICHHETO CH 34 YHACTHE TIOM3BAHETO Ha noausmeaHuTen. B cpox 0 3
AHH OT CKIIOYBAHETO HA JOTOBOP 3a NOMM3TLIHEHHE HIH Ha JAONBIHUTENHO CopasyMeHne
38 3aMAHA HA TI0COYCH B 3aARNECHHETO MOAMINBIHATEN HANBIHHTENST H3Mpaiia Korke Ha
AOTOBOPa WK HA NOI'BAHHTENHOTO CHOPAIYMEHHE Ha BhaJIONKHTENS 3ae/[HO C JIOKA3aTeNCTRa,
1€ Ca H3NBITHEHH YCAOBHATA 1O 4. 66, an. 2 u 11 ot 301

(2) [Moamsnbanurenure uamar NpaBo [a NPeRB3NAaraT efHa MM MoBeYe oOT
AeHHOCTHTE, KOUTO Ca BKIIIOYEHH B IPEAMETa Ha JI0rOBOPA 38 MOAHINEIHEHHE,

(3) Hesasucumo or BBIMOKHOCTTA Aa Ce HM3NOJ3BAT MNOAM3MEIHHTENN,
UTTOBOPHOCTTA 33 H3MBIHEHHE Ha IOTOROPA 3a obecTreHa NOpBYKa € Ha npojasaya.

(4) Kynysaust Hama na nasspusa JHPEKTHH PA3IIAIIAHHAS C NOAH3NEIHHTEIHTE

Hnen 9. Mponasaust e nnwken na gocrass JIEKAPCTBEHH NPOAYKTH, KOWTO HMAT
paspeiieHne 3a ynorpeba iy ygocrosepenie 3a PErucTpanus Ha AEKAPCTBEHH NPOAYKTH 110
Wi 23, an, 1 or 3JIIIXM u OTTOBapAT HA M3MCKBAHMATA 3a KayecTmo, Oe3omacHoCT i
epukacroct mo 3JITTXM;

Ynen 10. Llenara ua JICKapcTBeHHTE NPOJIYKTH TpabGea na OTTOBApA Ha CleIHHTE
H3IMCKBAHHA:

I. Ilpeanaranara uena wa JEKAPCTBEHHTE MPOAYKTH, KOHMTO Ca BKIIOYEHH B
[MosuTupHus JICKApPCTBEH CINHCEK M 3aIUIALAHHK C myOJHYHH CpeJICTEa, Ja He e MO-BHCOKR OT
perynupanara uena mo Ipunoxense Ne 2 ot [1JIC, nocouena B konona M (crToitHocT Ha
ONMaKoBka, M3uHCIeHa Ha Da3a pedepenTha cToiinoeT 3a AeduHHpanaTa JHeRHa J034).,

2. lpennaranara uexa na ICKapCTBEHUTE NPOAYKTH, H3BBH Tean no 1. 10.1., 1a e
€ NO-BHCOKA OT mnpeaenHara (MakcHMalIHAaTa NpojakHa LeHa Ha JApeBHo), nocouena B
Pernerspa Ha maxkcumanuure MPOAANHH LUEHH Ha JIEKAPCTBEHUTE NPOAYKTH, OTIIycKaHu Hea
AICKAPCKO NPeANHCanHe U MAKCHMANHHTE MPOAAKHH 1EBH Ba MEeKapCTBEHHTE NPOAYKTH,
OTHYCKaHH M0 Jiekapeko npeanucanue (Pernctsp Ha NpenenHuTe LeHn).

HYnen 11. B cnyuaure, xoraro MpONaBaybT N0CTaBA JIEKAPCTBEHH MPOLYKTH,
CHABPIKAILHE HADKOTHYHH BEILIECTBA, Te3H ICKApCTBEHH MPOAYKTH TPAGBA fa OTroBapsT Ha
H3HCKBAHHATA HA 4. 68 o1 3KHBIT,

Hnen 12. Ipoaapaust e mobien na H3llajfle B CPOK (hakTypa 3a pocTaBeHuTE
NEKapCTBEHH MPOJAYKTH.

[TPABA U 3ATBJDKEHMS HA KYITVBAYA

Uner 13.(1). KynysausT mma NpaBo a4 NpoBEepABa KOJIHYECTBOTO Ha BCHKA
OTHemHa OOCTABKA, KATO MNpH YCTAHOBABAHE Ha HECHEOTBETCTEBHE g AMBIKEH 1A YERENOMH
npojapada B cpok oT 24 yaca,

(2). Ilpn ycranosssame Ha HECLOTBETCTBHE B KAYECTBOTO HA JIOCTABEHUTE
JICKAPCTBEHH NIPOAYKTH KYMYBauhT € THKEH 1a YBEOOMHM Npofaraya B cpok oT 24 yaca.

(3). HecworsercTmuero Ha konmueermoTo H KauecTBOTO Ce yCTaHOBABA C
NPOTOKOIL, CHCTABEH OT KOMHCHS, CHCTABEHA OT MTBKHOCTHUTE THLia HA KyTIyBaya,
CKE Pag
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(4). B cayuait, e npogasausT B CPOK 210 24 yaca cneji yBeqOMABAHETO MO ai. |
/MM 2 OCTIOpH MHCMEHO HECHOTBETCTBHETO Ha Ka4ecTBOTO, TOH MOJKe Jla HCKa npoBepkara
MY OT YII'/THOMOLLEH OpraH wik JabopaTopus.

Unen 14. KynysausT e jureien na samiatu yrosopenara 1leHa B pasmepa, no
Ha4HHA H B CPOKA, OTIPE/IE/ICHH B HACTOSIINSA 0rOBOP.

HEVCTOMKH

Hnen 15.(1) Ilpu 3abasa na gocraeka ot CTpaHa Ha Mpojasava ¢ moreye oT 24
(1Banecer m yeTupu) yaca, KYNMyBa4yhT HMa NpaBo [a NONY4H HeycToilka B pasmep Ha 0.1
(nyna usmo, enna JleceTa) Ha CTO OT CTOHHOCTTA Ha 3abDapeHaTa JOCTABKA 33 BeexH 24 vaca
zabaga.

(2) Tlpn ycraHoBsBawe Ha HeCLOTBETCTBHE B KOMUYECTBOTO, NpOJaBaysT e
ATHIKCH 114 NOCTABH JIHIICBALIOTO KOAHYECTBO NPH ClCABAlLATA JOCTABKA, a NPH MOHCKBAHE
OT CTpaha Ha KymyBaua B cpok oT 24 waca. Ilpu HeusnbiHeHWe Ha ToBa sanbBKeHHE
KYNYBaubT HMa NPaBo 1a Moiyyu HeycTolKa B pasMep Ha 5 (neT) Ha cTo oT CTOHHOCTTA Ha
JHIICBAIIOTO KOMHYECTRO.

(3) Tlpu ycraHoBsiBaHe Ha HECLOTEETCTBHE b Ka4ecTBOTO, NPONABAYET € JANBIKEH
Aid NOCTaBH JIEKApPCTBEHH NMPOAYKTH C YrOBOPEHOTO KAYECTRO NpH ClAeABAINATA JOCTABKA, a
TIpH TIOHCKBAHE OT CTPaHa Ha KymyBaua B cpok oT 24 yaca. [Ipn Hemanmwnuenue Ha Toma
3albIDKCHHE KYIYBAYBLT MMA 1paBo ja Mony4n HeycTolika B pasmep Ha 5 (ner) Ha cro ot
CTOMHOCTTA Ha HEKAYECTBEHATA N0CTABKA.

(4) B enysante no anuuen 2 u 3, ako NPOJABAYLT He JOCTABH JIOTOBOPEHOTO,
KyNyBa4u®sT HMa MpaBO Na 3aKkynd HeobxomumuTe MY JICKAPCTBEHH MPOIYKTH OT Apyr
JIOCTABYHK, KATO PA3/IMKATA MEYK/IY LEHATA 110 AOTOBOPa H AeHCTBHTENIHO 3aMIaTeHaTa [eHa e
3a CMeTKa Ha lipojiaBaya,

Hnen 16.(1) Tlpn otkas wa nposasaua ma moctasu 3aABEHHUTE MY NEKAPCTBEHH
NpoayKTH WM npu 3abasa noseye ot 48 (ueTHpuzeceT u oceM) uyaca, KYNyBayhT HMa [paBo
A1a 3aKynH HeOBXOAMMHTE MY JIeKapCTBEHH MPOAYKTH OT APYT AOCTaBYHK,

(2) B cnyuaure no npeaxonnara amnes PasMkaTa Mexay leHaTa Mo J0rosopa u
NefCTBUTENHO 3AMIATEHATA lIeHa € 33 CMeTKA Ha nponaeas3a.

Unen 17.(1) Ipu pocraska na JCKAPCTBCHH NPOAYKTH, CPOK®T HA FOAHOCT Ha
KOHTO € MOo-KPaThK OT CPOKA Ha Wi S, M3MBIHHTENIAT ABIDKH Ha BBINOMHUTENA HeycToiKa B
pasMep, KaKTo ciiepa;

|. npu mocraska che cpok Ha rommoer ot 59.99 Ao 50 % ot obums cpok Ha
FOAHOCT ~ 5 % (NeT npoleHTa) BLPXY cTOMHOCTTA Ha JOCTABKATA;

2. IpH NIOCTABKA ChC CPOK HA rogHocT or 49.99 no 40 % ot obma cpok Ha
roaroct — 10 % (necer npouenTa) BBPXY CTOHHOCTTA Ha JlOCTABKATA;

3. NpH NOCTABKA CBC CPOK HA rofHOCT o 39.09 1o 30 % ot obuuma cpok Ha
roanoer — 30 % (Tpunecer npouesTa) BBPXY CTOHHOCTTA Ha JI0CTaBKATA;

4. npu AoCTaBKa che CPOK HA romHOCT OT 29.99 Ao 20 % ot obums cpok ma
rogaoet — 60 % (mectnecer MPOUEHTa) BBPXY CTOMHOCTTA Ha TOCTAaBKaTA:

5. TIPH [I0CTABKA Che CPOK Ha rofnoct mox 20 % ot 0buus cpok Ha rogroct — 90
% (meBeTAeCeT MpOLEHTA) BHPXY CTOIHOCTTA Ha JIOCTABKATA.

(2). NocraBkata Ha nexaperren MPOAYKT CHC CPOK HA FOMHOCT M0-KpaTsk ot 40 Y%
OT 00LIHA CPOK HA FOAHOCT ce H3BLPLIBA CaMO Cllell MOTHBHPAHO pellieHHe Ha PBEOBOAHTENS
HA KynmyBaya 3a KOHKPETHOTO KONMYECTBO. Res H3PHYHOTO THCMEHO CchIVIacHe Ha
PRROBOJMTENA HA KYMYBa4a JIeKapCTBEHHUTE TIPOLYKTH He ce 3amlnalar Ha npojaraya.
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Ynen 18. Kynysaust uma npaso jga ucka oDesllereHHe B Nblien pasmep Ha
BPEMHTE, KOHTO € NPEThPIIAN B Pe3y/ITaT Ha 3a6apeHaTa W/l HeKayecTReHaTa JlocTaska.

Hnen 19. [lpu 3a6asa Ha nnamane ot CTpaHa Ha KyNyBa4a, MOCNENHHAT [IhIIKH
Ha Npojapata HeyCTOHKA, B pasMep Ha 3aKOHHATA JIHXBA.

Unen 20. Heycroiikure, ofesmerennsta u LUCHOBHTE pa3NHKH no un, 16, an. 2
Morar fia 6baaT YOBPIKaHH 0T BCAKO IBKHMO Ha NpojlaBaya Miamate.

[TPEKPATSIBAHE HA JIOTOBOPA

Hnen 21.(1) Norosopnt ce NpeKparapa:

I. ¢ m3tnyane Ha cpoka, 3a KoiiTo e CKIIIOYEH, OCBEH B Clly4qaHTe no ui. 2, ui.
BTOPO;

2. NpH Cch3maBaHeTO Ha YCAOBMA 13 JlOCTABKA cllell [pOBEXIAHETO Ha
USHTPATHINPAHH eICKTPOHHH Thprope,

3. KOTATO €& HACTBIMIM CHUIECTBEH) NPOMEHM BBE (DHHAHCHpAaHETo Ha
oflecTrenaTa MophyuKa — npeaMer Ha JlOroBOpa, H3BLH NPABOMOLINATA HA KYNYBAYa, KOMTO
TOH HE € MOTBI WiIH He e GMI AnbieH A4 NpEenBHAK HIH & NPeAoTBPATH — ¢ MHCMEHO
YBEIOMIICHHE OT KYIIyBa4a, BejiHara c/ie]] HACTLIBAHe Ha oGcroATesncTrara;

4. [IPH HACTBIIBAHE HA HEBMHOBHA HERBIMOKHOCT 38 H3MBIHEHHE B PEIYTAT Ha
HEMPEABHACHO WIH HENMpeJlOTEPaTHMO chiuTHE OT H3BBHPENIeH XapakTep, Bh3HHKHAMO clien
CKIIOUBAHETO HA JI0rOBOPA (,,HENpPeoJoIHMa CHJIA™) 38 CPOK MO-ABILE 0T 30 JTHH,

(2) KynysausT Moxe na Mpekpati gorosopa Oe3 npeaussecre, c YBELNOMJIEHHE,
H3MPATEHO /10 NPojlaBaya;

L. npH cucTeMHO HeW3NLIHeHHe Ha MOCTABKHTE Ha NEKAPCTBEHH NPOAYKTH MO
KONHYECTBO W/MIM KAYecTBO OT cTpaHa Ha nponasaya. [Ton cHCTEMHO HeM3MbAHeHHe ce
pa3bHpa TakoBa, H3BLPUICHO [BA MK MOBEYE MBTH B PAMKHTE Ha eMH KaleHJapeH mecell,
AU TOBEYE OT TPH MBTH B PAMKHTE Ha CPOKA HA JIOrOBOPA;

2. B CiTyuail, Ye NpojaBaysT H3NONIBa NoJM3NBAHATEN, Oe3 N1a e neknapupan Tosa
B JOKYMEHTHTE 38 Y4acTHe, HIH H3MOJ3Ba NOAH3ITEIHKTEN, KONTO e PazIMYeH OT TO3H, KoiiTo
€ TOCOYCH, OCBEH B ClyyauTe, B KOMTO 3aMAHATA, CROTBETHO BK/IIOYBAHETO Ha
NOMU3NBARUTEN € HIBBPLICHO ChC CHIIACHETO HA KYIYBAya H B cvoTBeTCTBHE Che 3001 1
HACTOSAIIHA JOrOBOP;

(3) KynysausT npexparssa Al0rosopa B cinyyauTe 1o ut. 118, an. | or 3011, 6e3 ma
ALJKN 0DesleTeH e Ha npo/asaya 3a NPETBPHEHN OT NPEKPATABAHETO Ha JOTrOBOPA Bpe/H,
OCBEH AKO MpeKpaTABAHETO e Ha ocHoBanMe w1, 118, an. 1, 1. | ot 3071

JIPYTH VCIIOBHUSA

Hiaen 22.(1) Crpanute no AOroBOpa HE MOTAT 11a rO W3MEHAT, OCBEH B CydanTe,
npeisunenn 8 um, 116, an. 1, 1. 2 - 6 ot 30I1.

(2) B cnywaii, e no speme Ha jeficTBHE Ha A0rOBOpa, CTOHHOCTTA HA AOCTABAH
ICKAPCTRCH NIPOAYKT, OnpejieneHa no peaa va HapenGara 2a PEryHpaHe W perucTpHpane Ha
HEHHTE HA NEKAPCTBEHHTE MPOAYKTH, YCIOBMATA, NPABHIATA H KPHTEPHHTE 3a BKIIOYBAHE,
MPOMEHH H/HIH H3KIH0YBaHe Ha JIEKapCTBEHH MPOAYKTH OT NOIHTHBHHA JIEKAPCTBEH CINHCBK
I YCIOBHATA H pefa 3a paboTa HA KOMMCHSTA 110 LEHH U peaMBbypcHpane uan mo pena Ha
APYT' HOPMATHBEH aKT, CTAHE NO-HHUCKA OT HOroBOpeHaTa, KYNYBAYbT 3annania JTeKapcTBeHNs
UPOOYKT MO IO-HHCKATA LEHA, OT JaTaTa HA BIM3AHETO B CHia HA pelleHHeTro Ha
PEryIaTOPHHSA OPraH.
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Hnet 23. Ctpanure no norosopa e pelIaBsaT BRIHHKHAINTE M0 H3NBIHEHHETO
CHOpOBE MO B3AHMHO CBIVIACHE, & KO TOBA € HEBL3IMOKHO 110 pena Ha [TIK npen JoOpHukHa
OKPBIKEH CBJ,

Hiten 24. 3a BCHUKH HeypeneHH N0 HACTOMIIMS ZOroBOP BBIIPOCH 1LE CE MpHIarar
pasnopenbute Ha 3011, 33/1, T3 u apyrute oTHOCHMH HOPMAaTHBHH AKTOBE.

Hnen 25.(1). 3a panunnu ampecu 2a MpHEMAHE HA CHOOWIEHHsA, CBBP3aHH C
HACTOANLHA NOTOBOP CE CMATAT aJpecuTe, NOCOYEHN B HAYAIOTO Ha IoroBOpa.

(2). Ilpn npomsana va pauuuTe Mo NIPEAX0OHATA AlHHes, ChOTBETHATA CTpaHa e
ATLICHAE [1a YBEAOMH JIPYraTa B TPHAHEBEH CPOK OT NPOMSAHATA,

llpw noanmmcsarero na wnactosums [lorosop ce MPEACTABHXA  CIIEJHHTE
JIOKYMEHTH:

- 38 obcrogTesncrpara no wi. 54, an. 1, 1. 1 ot 3011 - ceunerencrso 3a ChAUMOCT,

- 3a oBcroaTencTroTO Mo un. 54, an. 1, T. 3 ot 3011 - YAOCTOBEPEHME 3a JIHIICA Ha
MyOJIMYHN 38[bIKEHNS, H3AANEHO OT OpraHHTe Mo NpHXonuTeE, ynocrosepenre ot O6muHa
rpan Jlobpuy 3a numeca Ha ny6HuEm 3a[BJIKCHHA, YOOCTOBEpEHHE OT obWMHATA To
CEAAMILETO Ha YHACTHHKA 3a NHNCA HA TYOIHYHHE 3a0LIKeHUS:

- 3a obcroaTesncTBoTo no un. 54, an. 1, 1. 6 - YAOCTOBEPEHHE OT OpraHuTe Ha
HManbnnurenna arenuus "I’ napsa nHcnekums mo Tpyna";

- Cepruduxar 3a npunarane u nomrepKaHe Ha cHcTeMa 3a yNpaBleHue Ha
kaqectBoTo EN ISO 9001 w/unu EN ISO 13485/13488 s/umm E€KBHBAJIEHTHA, B 00nacTTa Ha
NPOU3BOACTBOTO H/HIIH THPIOBHATA C JIEKAPCTBEHH NPOLYKTH;

- Paspemenue 3a npoussoscreo o un. 196, an. 1 or 3JITXM, B cnyyanTte Korato
YHACTHHKBT € MPO3BOJUTEN H Npelara NeKapeTBeHHTe NPOAYKTH, KOUTO NPOU3BEN A, HIH
Ha Paspewienne 3a Baoc no wi. 196, an. 2 ot 3JITIXM, B ciyyanTte KOTaTo y4acTHHKET e
BHOCHTEN W TIpe/uUlara JIeKapeTBEHHTE MTPOIYKTH, KOHTO BHACH:

- Mexnapauus no wi. 59, an. 1, 1. 3, mea Bp. ¢ wi 53, an. 2 or 3MMII no

JABILKHTENHIA 00pasen [Tpunoskerne No 3 ot obpasiite AOKYMEHTH Ha JOKYMEHTALMATA 33
y4acTHe.

KM HacTosmms 1orosop ca npunoxKes:

1. llpunosxenne kbm norosopa;

2. TexHHUYECKOTO NpeUIokeHHe Ha IPoIABAYA;
3. LlenosoTo npe/uioxkenue Ha npoaasaya.

Hacroaumsar norosop ce ?“‘bﬂTﬂEH B TPH eqHOOOpasHH eK3eMIULpa, eanH 3a
MpoIaBaya | 11Ba 3a KyIyBaya.
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Hpunosicenue M 2 - sadvancumenen ofipazey
Hpedcmasn ce no ecaxa oBocobena nosunun, 3a Koamo ce nooasa ofiepma

TEXHHYECKO NPEAJOXKEHHE

ITo oBocofena nosznuns Ne 1 Homenknatypu NeNe 1, 3,5, 7,8, 9, 12, 14, 15, 16, 20, 22,
23,24, 25,26, 27, 29, 31, 32, 33, 37, 38, 40, 42, 43, 44, 45, 46, 47, 48,49,°50, 51, 52,53, 54, 57. 58,
59, 61, 62, 63, 64, 69, 70, 71, 72, 75, 76, 79, 80, 82, 87, 90, 91, 92, 95, 96, 100, 101, 102, 105, 108,
118, 121, 125, 127, 128, 129, 131, 132, 133, 134, 135, 136, 137, 138, 139, 141, 142, 143, 144, 145,
146, 147, 148, 149, 150, 151, 152, 156, 157, 158, 159, 160, 161, 164, 165, 166, 167, 168, 169, 170,
171, 172, 173, 174, 175, 176, 177, 179, 182, 183, 184, 185, 188, 189, 190, 192, 193, 194, 197, 202,
203, 210, 211, 221, 222, 223, 224, 225, 226, 233, 234, 235, 236, 237, 239, 240, 244, 245, 246, 247,
248, 249, 250, 251, 254, 255, 256, 257, 259, 260, 262, 263, 265, 266, 267, 268, 269, 272, 276, 278,
279, 280, 281, 283, 284, 286, 289, 290, 292, 293, 295, 296, 297, 298, 299, 300, 304, 305, 307, 308,
309, 310, 311, 314, 315, 317, 318, 320, 321, 323, 324, 327, 330, 331, 332, 334, 335, 338, 339, 340,
341, 342, 343, 344, 345 346, 347, 348, 349, 350, 351, 352, 353, 354, 355, 357, 359, 360, 361, 362,
363, 367, 368;
fAGan  nocoweme  BOMEpE g ODGCORERAMG. BOGIUE, e KOS L e L L P T AR R ST
HJHEH TR

MNoanucanure Kpacumup Hukonaes Hukonaes  u 3opuuua Meanosa Pomosa, s
KAYECTROTO CH Ha  MbAHOMOWHKUK Ha , DbOHMKC ®apma® EQOJ], cee cepanme: rp. Cotua,
aapec Ha ynpasaenue: yi. ,,Oxkonospseren e Nel 994, EMK 203283623,

PENIATAM CHIEIHUTE YCJIOBUA:

L. Jleknapupam cpok Ha BAIMAHOCT Ha odeprata, HO He No-kpatsk ot 3 (TpH) Meceua oT
ZlaTaTa, KOATO € [OCOYEHA 34 iaTa Ha nojasaHe Ha odeprara:

3 (TpH) meceua.

2. [lpuemam cpoka Ha M3NBAHEHHME HA nopbykarta: 12 (ApaHasecer) meceua or
CHJIIOYBAHETO Ha JOroBOpA.

3. [lpuemam cpoka 3a nnawaxe: ao 60 (wecraecer) KACHA4PHH [IHH OT H3IBbPLIBAHETD
Ha JI0CTABKATA W H3JaBaHETO Ha (PAKTYPa OT M3MBJIHHTEA.

4. llpuemam cpoka Ha poctaska: Jlo 24 (nesajgecer u YETHPH) 4acd OT MOMEHTA Ha
3A4BABAHETO OT CTPaHa Ha BBITOHHTENS.

5. llpuemam cpoka na rogroct: He no-manko ot 60 % oT ofwara rofHOCT B MOMEHTE Ha
JAOCTaBKA.

6. JIEKJIAPUPAM, ue nocrasssuTe nekaperaesu [POAYKTH:

6.1. MMaT paspewenue 3a ynoTpeda uam yaocTosepente 1a PErHCTPaLiMA Ha JIEKapCTBEHH
NPpOAYKTH No 4, 23, an. 1 ot 3JITIXM;

6.2. OTrOBapAT Ha HIMCKBAHMATA 38 KaYecTBO, GesonacHocT i edmkacuoeT no 3JUTXM.

7. JEKJIAPMPAM, ue npeanaranara ueHa Ha NIEKaPCTBEHUTE MPOAYKTH, KOMTO ca
BrAOMEHH B [lo3uTHBHMA NexapeTeey CIMCEK W 3annalany ¢ nyGnn4HK cpeacTea, HE € NO-BHCOKA OT
perynupanara uena no llpunokenwe Ne 2 ot [1IC, nocouena B konona M (cTofiHocT Ha onakoska,
H3uMcieHa Ha Dasa pedieperTHA CTOIHOCT 3a AeiMHUpaNHATA IHEBHA 103a).

8. Ilpuemam [a M3INLAMABAM BCHYUKM W3HCKBAMMA Ha BLUIOMHTENA, MNOCOYEHH B
OfSBNEHHETO M IOKYMEHTALMATA 38 Y4ACTHE.

9. JlexnapHpam ChriacHeTo CH ¢ KIBY3HTE HA MPHAOKEHHA MPOEKT Ha A0roBOp.

10. B cayuaii, ye Gbaa onpegened 3a M3amuaHMTEN Ha nopLYKaTa, ce *Ja,ubma;%uam, npu |

NOANMCBAHETO HAa noroBopa 3a obwectsesa nophYka, Aa npeactaps AKTYANNHM Kyme-



YAOCTOBEPABALUM JIUIICATA HA OCHOBAHHA 33 OTCTPAHABAHE OT NPOUEAYPATA, KAKTO M CLOTBETCTBHETO
C NOCTABEHHTE KPHTEPHH 3a noadop:

10.1. 3a obctoarencreara no yn, 54, an. 1, T. 1 or 3011 - CBUIETENCTBD 34 ChAMMOCT,
HIAAACHO B O-MECEUHHA CPOK HA BATHAHOCT NPEaH NPeACTABAHETO;

10.2. 3a ofcroatencteoro no ua. 54, an. 1, 1. 3 or 3001 - YAOCTOBEPEHHA 3a JIMNCa Ha
nyOAHYHH 381bJOKEHHA, M3NANEHH OT OPraHWTe Mo npuxoaure, or Obwmua rpan HoBpuy  u or
0bLIHHATA N0 CEAANMLLETO HA YYACTHHKA;

10.3. 3a obcrosrencreoro no un 54, an. 1, T. 6 - ynocToBepeHue ot OpraHuTe Ha
Hanbanurenna arenums "[NaBHa uHcnexuMs no Tpyaa';

10.4. Ceprudurar, y10cTOBEPABALL BHEAPEHA CHCTEMA 32 YIPABNEHHE Ha KavecTRoTo EN
ISO 9001 w/unu EN ISO 13485/13488 w/unu exsupanentha, ¢ o6xsar B ofiacrra na NPOH3BOACTEOTO
H/HIM ThPrOBMATA C JIEKAPCTBEHH NPOAYKTH;

10.5. Paspewenue 3a npoussogcrso no wi, 196, an, 1 or 3JI[IXM, s CAYUAHTE KOraTto
YHACTHHELT € NpOo3BoaHTEN M npeanara IJ.EKE]'JC-TEE':HHTE ﬂpﬂﬂ}’lﬂl‘i, KOHTO MPOH3BEKRAE, HIKW HA
Pazpewenue 3a gHoc no wi. 196, an. 2 ot 3JIIXM, B CAYHAHTE KOFaTO YYaCTHMKLT € BHOCHTEN M
NpEeANara IeKapcTBEHHTE NPOAYKTH, KOMTO BHAcH;

10.6. Hexnapauus no un, 59, an. 1, 1. 3, BoB Bp, ¢ w1 33, an. 2 or 3MMIO no
3aABKHTEAHMR oDpaseu [lpunosenne No 3 or ofpazuure AOKYMEHTH HA JAOKYMEHTALMATA 3a
YHECTHE.

3abenencia: Voocmosepenusma no mowku 10.2 u 10.3 mpabea oa ca usdadenu cred
damama Ha OMKPUEAREMO Ha Npoyedypama. |
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Hpunoncenue Mo 2 — saowvaycumenen oopuazen
Hpedcmasa ce no 6caka obocobena NO3NYUA, 30 KOAMO ce hodasa ofiepma

i

TEXHHYECKO HNPENJOXKEHMUE

Mo obocoGena noznuun Ne 2 Homenrnarypu Ne Ne 1,6,8,9,10,1 1,14,15,20,21,22 24 26,
27,28,29,30,31,34,36,38,39,40,41,42,44,45 46,51,56,58,60,6 ] .
CMr noconeme HoNCRG e OBOCBEIURTG HOTIY G FeRo LERCl BRI e e g
S TR T T

MNoanucanure Kpacumup Hukonaee Hukonaes u 3opunua Meawowsa Pomosa, s
KauECTBOTO CH Ha nbaHoMouwHuun Ha ,PbOHUKC dapma™ EQOJI, che cemanmue: rp. Codina,
alipec Ha ynpasnenue: yi. , Oxkonospsered nut™ Nel99A, EMK 203283623,

[TPEJUIAT AM CJIEJJHHTE YCIIOBMS1:

I. Jlexnapupam cpok Ha BaiMAHOCT Ha odheprara, HO He NMO-KPaThK OT 3 (TpH) meceua ot
AaTarta, KOATO € NOCOYeHA 33 1aTa Ha NojasaHe Ha ofeprarTa:

3 (Tpu) meceua.

2. [lpuemam cpoka Ha usneiHeHMe Ha nopbukata: 12 (aBananecer) meceua or
CKJIIOYBAHETO HA AOrOBOPA,

3. Ilpuemam cpoka 3a nnawawe: ao 60 (wecrecer) KANEHAAPHH JHH OT HIBBPIUBAHETO
HE JOCTABKATA H H3AABAHETO Ha DAKTYPA OT H3MBLIHHTENN.

4. Ilpuemam cpoka wa gocraska: Jo 24 (aeagecer u YETHPH) 4Yaca OT MOMEHTa Ha
2AABABAHETO OT CTPAHA HA BHINOKHTENS.

5. [lpuemam cpoxka Ha rogxoet: He no-manko ot 60 % or oBwara FOAHOCT B MOMEHTA Hi
JocTaBka.

6. HEKJIAPUPAM, 4e nocrasauute nexapersesu MPOAYKTH: .

6.1. umar paspewenue 3a ynotpeBa unm yroctosepenue 3a PErHCTPaLMA Ha JIEKAPCTREHK
NpoayKTH no 4. 23, an. 1 or 3JMIXM;

6.2. OTrOBAPAT Ha MIUCKBAHMATA 38 KAYECTBO, GezonacHoeT u ethukacrocT no 3JUTXM.

7. HEKJIAPHPAM, ue NpeinaranaTa UeHa Ha JEKapCTEEHWUTE NPOAYKTH, KOMTO ca
BKMOUeHH B [lo3uTHBHIA NekapeTaen cnvcsk M 3annawany ¢ nySanunu CPEACTBA, HE € NO-BHCOKA OT
perynupanata uena no [lpunoxenne Ne 2 ot [11C, nocowena B konona M (cTofikoeT Ha OIEKOBKa,
HauHcneHa Ha Gasa pedepenTra croitrocT 3a nedMHHpaHaTa AHEBHA 103a),

8. [lpuemam J1a M3NBAHABAM BCHYKH M3UCKBAHHA Ha BB3NOKHTENA, MOCOYEHH B
ODABIIEHHETO W IOKYMEHTALHATA 38 Y4ACTHE,

9. llexnapupam CuIIACHETO CH ¢ KIAY3HTE Ha NPHIIOHKEHHA MPOSKT Ha J10roROp.

10. B cayuaii, ye Guaa onpeaenes 3a M3msnHHTEN Ha NOPLYKATA, C& 3A0bIKABAM, NPH
fIOANMCBARETO HA LOroBopa 3a OOLIECTBEHA MOpbYKA, [8 NPEACTABEA AKTYANHH AOKYMEHTH
YAOCTOBEPABALLM NHICATA HA OCHOBAHMA 3 OTCTPAHABAHE OT NPOLEAYDATA, KAKTO M ChOTHETCTBMETO
C NOCTABEHNTE KPUTEPHH 3a noabop:

10.1. 3a oBcrosrencreara no un. 54, an. 1, 7. 1 ot 3011 - ceuaerencrso 3a cuaumocr,
W31a/1eHO B 6-MECEeYHMR CPOK HA BANHAHOCT NPEAH NPEACTABAHETO

10.2. 3a ofcroaTencraoto no un. 54, an. 1, 1. 3 or 3001 — YAOCTOBEPEHMA 38 IMNCa Ha
NyOAMYHM 3BALUKEHUA, M3AaACHH OT OPraHHTE M0 fipuxoaute, oT Obwuna rpaa HoGpuy or
OBLUMHATE N0 CEAANHLIETO HA YHACTHHKA: |

10.3. 3a ofcrosrencrsoro no un. 54, an, I, . 6 - y,uuc*mae;:eniue OT OpraHuTe

" L1
Manenuutenna arenums "[nasna uucnekums no TpyAa"; :m
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10.4. Ceprudurar, y10CTOBSPABALL BHEAPEHA CHCTEMA 3a YNpagieHue Ha kavecTeoTo EN
ISO 9001 w/man EN ISO 13485/13488 w/unu exsnpanentha, ¢ 06XBaT B 0DJ1aCTTa Ha NIPOHIBOACTBOTC
M/HITH THPIrOBUATA C ICKAPCTBEHM NPOIYKTH;

10.5, Paspewienue 3a npou3soacTeo mo ui, 196, an. 1 ot 3JIMXM, & CNYYAMTE KOraTo
YHACTHHKLT € NPO3BOAMTEN W MNpeAiara JIEKAPCTBEHHTE NPOAYKTH, KOWTO MPOH3BEMAA, HIH Ha
Paspewenme 3a sHoc no wi, 196, an. 2 or 3JIIIXM, B ciywaute KOraTo yuacTHHKET e BHOCHTES
[IPEIara JCKaPCTBEHHTE NPOJAYKTH, KOMTO BHACH:

10.6. Hewnapauns no wn 59, an 1, 1. 3, su8 Bp. ¢ w1, 53, an. 2 or 3MUI 1o

sanwusuTenuus obpasey [lpunomenne No 3 or ofpazuure AOKyMEHTH Ha JAOKYMEHTALHATAE 3a
yYacTHe,

H

Jabeaevera: Voocmosepenunma no movxu 10.2 u 10.3 mpabea da ca widadenu cied
damama Ha OMKPUEAREMO na npoyedypama.

",."'
[Noanue Ha npeactasnaeaworo auue u neqﬂTQ %,
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fIpuwrosicenue M 2 - FABANCHMETEN ofipazey
Ilpedcmasn ce no scaka obocodena RO3uRUA, 30 Koamo ce nodaea ogepma

TEXHHYECKO NPEANOKEHUE —

ITo ofiocoGena nozmuus Ne 4 Homenxnarypu NeNe 1, 2, 5, 6, 7, 9, 10, 11;
M nocenqene HEOMCINE e OOOCORE N WOCHLEIN, el KON HEEl I e piteateogg s
Afaech e e )

Moanucannre Kpacumup Hukonaes Hukonaes W 3opHuua Meanosa Pomora, s
KA4ECTBOTO CH HA  ITRAHOMOLUHKLK Ha . DhOHUKC ®apma™ EOOJ, cue cepaniue: rp. Cothua,
dipec Ha ynpasnenne: yi. ,,OkonoBpueren mut™ Nel99A, EMK 203283623,

NPENIATAM CIEJIHUTE YCJIOBUS:

1. Hexnapupam cpok Ha BANHAHOCT Ha odiepraTa, Ho He NO-KpaTek OT 3 (Tpu) meceua or
AATaTa, KOATO € M0COMEHa 3a JaTa Ha MoaaBaHe Ha odieprara:

3 (Tpu) meceua.

2. Ilpemam cpoka Ha mImbameHue Ha mopvukara: 12 (gsaHagecer) meceua or
CKIIOYBAHETO Ha AOroBopa.

3. Ilpuemam cpoka 3a naawane: no 60 (wectuecer) KUISHIAPHY 1HH OT M3BLPLIBAHETD
Ha IOCTABKATA W H308BAHETO HA (GAKTYPA OT HINLAHMTEN].

4. Ilpuemam cpoka ma nocramka: Ho 24 (aeanecer u YETHPH) Yaca OT MOMEHTa Ha
38ABABAHETO OT CTPAHA Ha BB3NOKHTENS,

3. [puemam cpoka Ha roanoct: He no-manko or 60 % ot obuwara rogHoet B MomenTa Ha
NOCTaBKa.

6. HEKJIAPUPAM, ue nocrassmure JIEKapCTBEHM NPOAYKTH:

6.1. umar paspewenue 3a ynotpeba unu yaocrosepenue 1a PErHCTPALMA HA NeKapcTBeHM
NpofyKTH o ua. 23, an. 1 or 3JIMIXM:

6.2. OTroBApAT Ha M3MCKBAHMATA 3a KauecTeo, besonackoet 1 edmkachoeT no 3JIMXM.

7. HOEKJIAPUPAM, ue NpeAnaranaTa LUeHR Ha fleKapcTBeHHTe NPOAYKTH, KOWTO ca
BimovenH B [103uTHBHIA NekapeTsen cnuchk 1 sannauanu ¢ nybanunm cpeacraa, He e no-sicoka oT
Pl y/itpanaTa uena no [punomenue No 2 or [1JIC, flocoteha B konona M (crofiHocT Ha onakoska,
nadnciena na Gasa peepentra crofiHoeT 3a neQUHApaHaTa AHesHa Jo3a).

8. Ilpuemam na wambiusBam Beuuks HINCKBAHHA HA BLINOMHTENR, MNOCOMEHH B
00ABACHHETO M AOKYMEeHTalMATa 38 YYACTHE,

9. lleknapupam curaacuero ci ¢ KNay3UTE HA NPHIOKEHHS POEKT Ha AOroBop.

10. B enyuaii, ye 6aa onpesenen 3a MIMBARKTEN HA nophykata, ce 3amb/bKanam, 1pH
NOANHCBAHETO HA porosopa 7a ofwecTeeHa NMOopnyka, na npeacraes akryanuu AOKYMEHTH
YAOCTOBEPABALUK AHIICATA HA OCHOBAHMA 38 OTCTPAHABAHE OT NPOLEYPATA, KAKTO H CLOTBETCTBHETD
€ NOCTABEHHTE KPHTEPHH 3 noaGop:

10.1. 3a ofcrostencrsara no un. 54, an. I, 1. I or 3017 - CBHAETEANCTBO 34 ChAMMOCT,
H3J8/IEHO B G-MeCeYHHS CPOK HA BAAMIHOCT Npean NpeacTagaHeTo;

10.2. 3a ofcrosTencrsoro no s 54, an. 1, 1. 3 or 3001 - YAOCTOBEPEHHA 3a IMMCa Ha
NYGAHYHH 3a0BIOKEHHS, HInazenu ot OpraHuTe no npuxoaute, ot OBwHua rpan MoBpuy u or
0OLUIMHATA 110 ceflanHweTo Ha YHACTHHEA,

10.3. 3a oferostencraoro no wi. 4, an. 1, 1.6 - YAOCTOBEPEHHE OT OpranuTe Ha
Haneanurensa arenuma "Thasna HHCNEKUMA Mo Tpyaa"; 7(

i

L]



W/MAK TBProsusTa ¢ JICKAPCTBEHH NPOAYKTH;
10.5. Pazpewenne 3a MPOH3BOACTBO Mo un. 196, an. 1 or 3JIIXM, 8 cayuanre korato

Paspewenye 1a sHoc no uy, 196, an, 2 ot 3J1I1XM, s CIYHAHTE KOraTO yuacTHuK®T e BHOCHTEN i
Mpeinara NekapeTBEHHTE NPOLYKTH, KOHTO BHACH,

10.6. Jlexnapauma no wun, 39, an. 1, 1. 3, Bum Bp. ¢ un. 53, an. 2 or 3MHII no
Janb/kuTenHus obpaseu Ilpunowenne Ne 3 or o0pasuute nokyMeHTH Ha AOKYMEHTaUMATA 33
y4acrue.

adeneycka: Voocmosepenuama no mowxu 10,2 u 10.3 mpadea da ca usdadenu ched

damama na OMKPUEAnemo na npoyedypama. b
/
[oanue na NPEACTaRNABALLOTO 1 neyars
o 2
/Kpacumup Hukonaes Hm:o_g)a —Iwn ' aa , DBOHUKC Dapma“ EOO/
I ? FH'DE'““‘ ./'/
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