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AOTOBOP

Ne 54/16.10.2020 r.

Huec 16.10.2020 roj. B rp. JToOpuu, Ha ocHOBaHme wi. 112 u ¢
00IUECTBEHUTE IIOPBYKH, C€ CKIIFOYH HACTOSIUAT JOTOBOP MEXKY:
"MHOI'OITPOOMITHA BOJIHULIA 3A AKTHBHO JIEUEHUNE-]
rp. Jiobpuy, che cenanume u agpec Ha yupasienue: rp. Jo6puy, yi. “Ilanaii
Tef.  058/600160, daxc: 058/600414, e-mail: oblb@bercon.net, EUK
NPEeCTaBIABaHO OT A-p I'eopru MuTkoB XKemsi3koB — IPOKYPHCT HA JIPYKECT]
BB3JIOXKUTEII
|41
"EKO®APM" EOO/], cne cenamumie B rp. Codus 1407, ampec
yi1. "Atamac Jlykoe" 29, "Peiin6oy mma3za, er. 3", No 65, er. 2, EUE
npenicTaBgBano oT llersp I'puropos Benes, omnpenenen 3a u3nbiamuTen ¢ Pe

OT 3aKoHa 3a

TOBPIU" AJT
OT XuToB" 24,
124141302,
BOTO, HAPHUAH

a yIpaBlieHHe
{ 130390055,
menne Ne 15/

31.03.2020 rox. va Bnamoxkurens ciex IIPOREIIEHA TIPOLIE/lypa 3a Bh3IaraHe

HOPEYKA THIT

NEKapCTBEHH [IPOJYKTH 3a HyXaute Ha ;MBAJT — Jlo6pua® AJl, napuuan M3I1
CTpaHuTe Ce Copasymsixa 3a CIeHOTO: ¢

IIPEJIMET HA JIOTOBOPA ¥ IIEHU

Ynen 1.(1) Besnoxurensar Bw3mara, a W3neanuTensT npuema

MOCTABKA Ha JIGKAPCTBEHHUTE IPOAYKTH 110 O6ocodena Hosmmﬂ 1: Jlekapcrse

- o6mu, momenkaaTypu Ne Ne. 74 85, 108 3a KouTo ¢ mojan odepra
IPOLEypa 3a Bh3Iarane Ha 06meCTBeHa noquKa

(2) HoctaBenute J'IeKapCTBeHI/I npozlyKTH ce 3amnIanar ChIviac

HPCHNCKCHIIC HA J/ISIILJIHHTCJDI KakKTO CiaeaBa:

a 06HIeCTBeHa

"otkpura" Ne 00083-2020- 0008 ¢ mpenmet: Ilepmomudna | mocTaBKka Ha

JIHUTEJL

Ala HM3BHPINBA
HH NPOAYKTH
B OTKpHTaTa

HO IICHOBOTO

6 8 9 12
CO%A Enalapril tablets 10 mg | 150 |Laprilen
AC2 maleate tabl. 10 | Ekodapm
74 mg Mpyn AL, 30| 0,80| 0,0267
CO7A | Bisoprolol |tablets| 10 |mg| 30 |Bisolen | il '
BO7 | hemifumarate - tabl. 10 | Ekodapm
35 mg - Mpyn AL, 30| 0,84| 0,0281
CO3E | Triamterenu | tablets | 25mg/l [ mg | 200 . f
AO1 m, 2.5mg Triampur
Hydrochlorot comp. Exodapm
108 hiazide tabl. Mpyn AL 50| 1,50, 0,0300
1
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3) TIporHosHata CTOHHOCT Ha JOCTABKATa, HOCOYEHH B noxyﬂeHTauHﬂTa 3a
00IIeCTBeHA IOPBYKA HE MOPaKIAT 3abIDKCHIE 3a Bb30KHATENs 1a TH 33Ky B OCOYEHUS
obem. | _

(4) IIpm HEOOXOMUMOCT 3asBEHHTE KOJMYECTBA MOTAT Ia 6’5,;[3'{‘ HaIXBbPICHU
KaKTO ¥ Jla 3asBsBa HOBH, KOUTO HE ca BKIOYeHH B [Ipuinoxkenue 1, HO ca B H3IbIHEHNE Ha
porosopa . llox ,,HoBH BHIOBE™ ce MMa MpeaBH/L: 3aMSIHA HA JICKAPCTBEHUS npdﬂym* [IpeaIMeET
Ha mopwyKara ot llpunoxkenue 1 mpH cnvpaHe OT IPOU3BOICTBO H/MIK BHOC, BAJINYABAHE OT
IVIC ¢ exBuBameHT ca BKmodeHH B CIHCHKA, MOPaXa 3aIbIDKEHHE 3a | AOCTaBKa CHC
CBILECTBYBAILO JIPYTO ChC CHINATA FEHEPUKA.

CPOKOBE 1 HAUMH HA TIUIAIIIAHE |
Hien 2. CpoksT Ha HacToAIIHUS A0roBop ¢ 12 (nBanamecer) Meceuf%l OT JaTaTa Ha
IOJNMCBAHETO MY WM [0 Ch3[[aBAHETO HA YCIOBHA 3a JOCTABKA CJIEX TIPOBEXTAHETO Ha
IEHTPAIU3UPAHH €JEKTPOHHM THProse. J(OrOBOPHT TPOABIDKABA ):[eHCTﬁHeTo CH J0
CKJIFOYBAHETO HA JOTOBOP C APYT U3INBIHHUTEI CIlIe]T IIPOBEXKIAHE HA obiecTBeHA IIOpBYKA.
Unen 3. IlocouenuTe B: 4L '1.IeKAPOTBOHH ‘[IPOAYKTH ¢ OBAAT ‘.I[OCT&BHHH oT
Msnbnanrens Ha Bo3inoxkuTens B CpoK OT 24 (;[BazxeceT H YETHpPH) Jaca, clie/] 3asBABAHETO
HM. |
Unen 4. Hpmxumara Ha I/IBI'IT)J'IHI/ITCJIH cyma o BCSKa OTZIENHA IOCTABKA IIE Obae
ImIaTeHa ot Bu3noxurens mo 6aHKOBaIa CMeTKa Ha I/ISH’,BJ'IHI/ITGJISI B CpoK 10 60 (urectzecer)
KallCHJApHU JHU Clie/l JO0CTaBKa U V3/IABAHETO HA (baKTypa ot ManpnauTes.
Banka:
IBAN:
Unen 5. CpoksT Ha TOTHOCT Ha ,ZLOCTaBeHI/ITC JIeKapCTBeHH IIpO,[[yK M TpsiOBa Jia ¢
HE T0-KpaTbk oT 60 % (mmectaecer npoueHTa) oT 061111/1;1 CPOK Ha I'OJXHOCT KbM MOMEHTA Ha
JOCTaBKaTa. o

MSICTO HA VIBITBJIHEHWE U [IPEMUHABAHE HA COBCTBEHOCTTA

UneH 6. 3a MACTO Ha AOCTABSHE HA NEKAPCTBEHHTE IPOLYKTH
“MBAJI-JTo6pua” Al rp. [lo6pw, yir. “Ilanaitor Xuros” Ne 24, 3Bero ,.bonnu
Ynen 7. CobcTBEHOCTTA BEPXY KOCTABAHHUTE JEKAPCTBEHHU IPOJIYKT
IIBJIHOTO WIIM YaCTMYHOTO MM IIOTMBaHE IPEMHHABA BBPXY BB3IoXKHTENS 01
IIPHEMaHeTO MM Ha MSCTOTO Ha JOCTaBSIHE C IIPUEMO-TIPENABaTENIeH IPOTO}

ce oIpenens
YHO anTeka’”.

Y U PUCKBT OT
I MOMEHTA Ha
KOIT WM TIPyT

PaBHO3HAYCH JOKYMCHT.

e
Laar AN

[IPABA U 3AIIBIDI€EHPI§I HA V3ITHJIHUTEILS

Ynen 8. (1) Usubiaurensr e ,I[J'[’b)KeH na cmorm JIOTOBOp 3a NO/M3HBIHEHHE,
KOraTo € oOSBHII B'3asABJICHUETO CH 32 YU4aCTHE TOJI3BAHETO HA IOJU3ITHIHM ren B cpoxk 10 3
JTHA OT CKIIFOYBAHETO HA JOTOBOD 3a MOJU3IIBIHCHHUE WM Ha JOIIBIHUTETHO #nopasymeﬁne
3a 3aMsJHA HA ITOCOYEH B 3adBIIEHHETO ITOMU3NBIHHTEN HU3IIBIHUTEIISAT nsnpama KOIIMEe Ha
ZI0rOBOpa WK Ha JONBIHATENHOTO CIIOPa3yMEHHE HA BE3IOKUTENA 3a€HO C JIoKa3aTesCTRa,
4€ ca M3IhJIHEHHU YCIOBHATA 10 L. 66 alL. 2 u 11 or. 301',[

(2) TloOM3IIbIHATENNTE HAMAT npaBo 1a npeBLsnaraT eJHa WIIM IIOBE€YE OT
JIEWHOCTHTE, KOUTO Ca BKJIFOYCHH B IIPEAMETA Ha JOTOBOPA 34 IIOIU3IIEIHEHHE.

(3) HesaBucnMo oOT BB3MOXKHOCTTA & Ce U3M0JI3BAT TIO/M3ITBITHATEH,
OTrOBOPHOCTTA 34 M3IBIHCHUE Ha JOTOBOpA 3a 00mIecTBEHa IOPhUKa ¢ Ha M3msmruTes.

i
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(4) BosnoxwTenar HiAMa Ja HM3BBPHIBA  IMPEKTHH  pas(ialaHus ¢
HOAW3IIBIIHATEIIUTE

Urnen 9. VISUBJHUTENAT € ITBXKEH Jia TOCTABS JIGKAPCTBEHH NPOAYKTH, KOHTO
UMaT Pa3pellieHue 3a ynoTpeba WM YZOCTOBEPEHHME 3a PErMCTpallis Ha JIeKapCTBEHH
npoxgyktd mo wi. 23, am 1 or 3JIIIXM u oTroBapar Ha M3MCKBAHMATA| 33 KAyecTRO,
besomacHocT B epukacHoct mo 3JITIXM;

Hrer 10. Ilenara Ha eKapcTBEHUTE IPOJAYKTH TPSIOBa a OTrOBAaps HA CICHHHTE
H3UCKBAHHA:

1. Ilpeanaranata neHa Ha JIEKapCTBEHMTE IIPOAYKTH, KOHTO Ca BKIIOYCHH B
IMoswTHBHUS JIEKApCTBEH CIUCHK M 3aITAaHK ¢ TyGIMYHY CPECTRA, I1a HE € II0-BHCOKA OT
perymipanata neHa no IIpunoxenme Ne 2 ot ITJIC, mocoyena B xonona M (croifHocT Ha
OTIaKOBKa, H34HCIIeHA Ha 6a3a pepepeHTHa CTORHOCT 3a JehHHUpaHaTa HEBHA /1034).

2. Ilpennaranara IieHa Ha JIeKapcTBEHUTE TIPOMYKTH, U3BBH Te3H 10| T. 10.1., 1a He
€ IO-BHCOKA OT mpefenHara (MakCMMaiHara MPONaXHA IIHA Ha APeGHO), MOCOdYeHAa B
Perucrspa Ha MaxCHMaTHHTE MPOJAXHA LEHH HA JIEKAPCTBEHUTE IIPOAYKTH, OTIYCKAHH Oe3
eKapCKo TIPSANUCAHME M MAaKCHMAIHUTE NPOJAKHH IIEHH Ha JIedeCTBeHHTe MPOJTYKTH,
OTITyCKaHHU II0 JISKapCKo mpeanucanue (Pernctsp Ha HpeAenHATe 1IeHNn). |

Ynen 11. B CIy4auTe, Korato M3NbJHUTENST NOCTaBs JIeKapCTBeHH OPOJYKTH,
ChABPKALIK HAPKOTHYHU BEIECTBE, TE3M JIEKApCTBEHU IIPOAYKTH TpsAOBa Ja OTroBapAT Ha
u3uckBanuaTa Ha wi. 68 or SKHBII. Vs

Uen 12. V3OBIHMTENST € JIJI’I:)KCH na Hs,uaae B CPOK dbaxrypa 3a JIOCTABEHUTE
JIEKAPCTBEHU TIPOJIYKTH.

TIPABA U 3AJTBJDKEHVS] HA BB3JIOKUTEIIS

Unen 13.(1). Bi3noxarenr uma IpaBo /ia IPOBEPABA KOIMYECTBOTO HA BCAKA
OTZENHA JIOCTaBKa, KATO NPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUTBKEH Jla YBEAOMH
M3nwiHEATENS B CPOK OT 24 yaca..

(2). Ilpu ycraHOBsiBaHe Ha HeC’BOTBeTCTBI/Ie B KaueCTBOTO Ha nocral;eﬂme
JNIEKapCTBEHH MPOIYKTH BE3IOXHUTENAT € MTBKeH 1a yBGI[OMI/I HSI‘[’LJIHI/ITCJISI B CPOK OT 24
yaca. ‘ ,

(3). HecworBercTBHETO Ha KoﬁnquTBOTo I Ka4ecTBOTO ce }!/CTaHOBHBa c
IPOTOKOJI, CECTaBEH OT KOMHCHS, CLCTaBeHa ot ,Z[JIT))KHOC’I‘HI/ITC Jmu'a Ha Branoxurens.

(4). B cityuaii, ue I/ISH'BJ'JH_I/ITGJISIT B cpox pi o) 24 yaca crnen YBG,HOM}IB{:IHETO oo an. 1
H/Amm 2 OCIIOpH MICMEHO HGCLOTBCTCTBI/ICTO Ha Ka4gecTBOTO, TOM MOXe J1a MCKa MpoBEpKaTa
My OT yUBJIHOMOUIEH OPraH MK na60paTome 7

Unen 14. Beanoxurensr e ,IIJI’.B)KCH z[a 3am1am erBopeHaTa ueHa B pasMepa, 110
Ha4dHMHA ¥ B CPOKa, OLPEICIIEHH B HACTOAMIMUS JOTOBOP.

HEYCTOUWKHU -

Unen 15.(1) ITpu 3a6aBa Ha qocraBka ot crpada Ha M3obaHUTENsS ¢ moBeue ot 24
(mBajeceT ¥ 9eTUpH) Yaca, BB310MHTENAT MM IPaBO /1a TOTyYH HEYCTONKA B | pasmep Ha 0.1
(Hyna 4o, eqHa z[eceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHATA JNOCTABKA 32 BcekH 24 gaca
3abaBa. .

(2) IIpm ycraHOBSBaHE Ha HECHOTBETCTBHE B KOIHYECTBOTO, MSil'meHTeMT e
ANBKEH N4 MOCTaBU JIMIICBAIIOTO KONMYECTBO NIPH CIEBAINATa JOCTABKA, & IPH IIOMCKBAHE
OT crpaHa Ha Besnmoxuresns B cpok or 24 daca. Ilpu HeMsIbIHeHHe Ha TOBA 3abIPKEHUE
BE3JI0XATENAT MMa TIPaBo Ja TOJIyIy HeyCTOHKa B paaMep Ha 5 (neT) Ha CTO OT CTOHHOCTTA
HA JIMIICBAIIOTO KOJIHYECTBO.
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(3) Ilpm ycramoBsBaHe Ha HeCHOTBETCTBHE B KauecTBOTO, VIBIIBIHUTENAT €
ATBEXEH Ja JAOCTaBH JICKAPCTBCHHU MPOJYKTH C YrOBOPEHOTO KAa4deCTBO NPH Clle[BAIaTa
JOCTaBKa, 2 IpU TOHCKBaHE OT CTpaHa Ha Bwanoxwurens B cpok or 24 uwaca. Ilpu
HEU3UBIHEHAE HA TOBA 3a[bIDKCHHE BB3JIOXKUTENAT MMa IOPaBO Ja TONYYH HEYCTOWKA B
pasmMep Ha S (IIET) Ha CTO 0T CTOWHOCTTA Ha HEKAYeCTBEHATA OCTABKA.

(4) B crygante no anumen 2 u 3, ako M3IsIHUTENST He JOCTABH JIOTOBOPEHOTO,
BB3moxuTensIT HMa TPaBO Oa 3aKylHW HEOOXOIUMHUTE My JICKaPCTBEHHM NPOJYKTH OT IpyT
AOCTABYHK, KaTO pa3nHKaTa MCXKIyY LICHATa II0 JOTOBOpA U ,I[CI/ICTBI/ITCJIHO ?mﬂaTelIaTa IfCHAa €©
33 cMeTKa Ha V3IeinATeNs.

Unen 16.(1) Ilpu oTkas Ha V3nbiHETENS Na JOCTABH 3aj4BEHHUTE MY JIEKAPCTBEHH
HPOAYKTH UM IpPU 3abaBa 1oBede OT 48 (deTHpHIeceT W 0OceM) daca, BB3IouTensT uma
NpaBo Ja 33Ky HEOOXOAUMHUTE My JIEKapCTBEHHU MPOJYKTH OT IPYr JOCTABUHK.

(2) B ciiyuanTe mo npeixonHaTa anuHes pa3IHKaTa MeXLy UEHATa [10 JOTOBODPA U
JeHCTBUTEIHO 3aIlIaTeHaTa 1leHa € 32 cMeTKa Ha 3nbiIHuTes.

‘Hnen 17.(1) Tlpm mocraBka Ha JEKapCTBEHH IPOAYKTH, CPOKHT Ha TOJHOCT HA
KOWTO € MO-KpaThK OT CPOKa HA WI. 5, M3MbIHUATEIAT AHIDKH HA BB3I0XKHATEI HeyCTonKa B
pazMep, KaKTo cienBa: BRI ST e T I E AN :

ot

1. mpu gocraBka Che CpOK Ha J;OILHOCT oT 59 99 10 50 % ot oﬁmﬂﬁ CPOK Ha
romHocrt — 5 % (IeT IporeHTa) BpXY CToMHOCTTa Ha JocTaBKaTa;

2. mpu mocTaBKa ChC CPOK Ha rogHocT oT 49.99 no 40 % or ofmms cpok Ha
rogaoct — 10 % (meceT mpolenTa) BEPXY CTOHHOCTTa Ha JIOCTaBKaTa; ,

3. TIpu OCTaBKa ChC CPOK Ha FO,I[HOCT oT 39 99 b1 (4] 30 % or 0%3]1[?151 CpPOK Ha
roxaocT — 30 % (Tpumecer npoueHTa) B%pxy CTOI/IHOCTTa Ha JI0CTABKATA;

4. mpu: 10CTaBKa ChC CpoK Ha FO,I{HOCT oT 29 99 iy 20 % or ofuma cpok Ha
roxaoct — 60 % (mectaeceT npoueHTa) Bpry CTQI/IHOCTTa HA I[OCTaBKaTa

5. IIpH IOCTaBKa ChC CPOK HA TOTHOCT IO 20 % oT 0611114ﬂ CPOK Hg rognocT — 90
% (#eBeTAeceT PONEHTa) BBPXY CTOMHOCTTA HA JOCTABKATA.

(2). HocTaBKarta Ha JIEKapCTBEH MPOAYKT ChC CPOK HA TOTHOCT TO-KPaTHK OT 40 %
OT 00ImuUs CPOK Ha FOAHOCT CE& W3BBPINBA CAMO CIIE MOTHBHPAHO PEIICHHE HA PHKOBOJUTEIL
Ha BB3IOXHTENS 32 KOHKPETHOTO KOJHYECTBO. be3 M3pHYHOTO IHCMEHO| CBIIACHE HA
pPBKOBOIUTENS HA BE3moXuTE T JIEKAPCTBEHATE IPOJYKTH HE Ce 3aliamar Ha HBH’I:J‘IHI/ITGJISI

Ynen 18. B’BSJIO)KI/ITCJIHT HMa IIpaBQ, 1a HCKa obesmeTenne B ObJICH pasMep Ha
BpeIUTE, KOUTO € IIPETHPISI B pesynTaT Ha 3a6aBeHaTa I/I/I/IJ'II/I HEKa4eCcTBEHATa JI0CTaBKa,

‘Uner 19. Ilpu 3a6aBa. Ha miamaHe OT CTpaHa Ha anoxcm*ens_[, TIOCJIC/THUST
IBIDKA Ha V3IbiHuTeNs HeycTolKa, B pasMep Ha 3aKOHHaTa JIAXBA.

ien 20. Heycrolikure, 06e3MeTeHNAATa U IEHOBATE paBJII/IKI/] o wr. 16, an. 2
Morart Ja Ob1aT YABpKaHH OT BCIKO ABIDKAMO Ha VI3IIbIHHUTENS IIAaHe.

[IPEKPATSIBAHE HA JIOTOBOPA

Ynen 21.(1) IIOPOBopLT ce nperaT;IBa

1. ¢ msTHYaHe HA CPOKA, 33 KOUTO e CKIIOYeH, OCBCH B CJIyYauTe 110 4. 2, W3.
BTOPO; '

2. TpE CB3TABAHETO HA YCIOBHA 3a JOCTABKA CIIEN TMPOBEKIAHETO Ha
LEHTPAM3HPAHT ENEKTPOHHH THPTOBE; I | '

3. KOraro ca HACTBIWJY A CBIICCTBCHM MPOMEHH BB (HHAHCHPAHETO HA
ofmecTBeHaTa OPhIKa — MpPeIMET Ha JIOrOBOpa, H3BBH IIPABOMOLIMATA HA Bh3moxurens,
KOHTO TOH HE ¢ MOThIl I He ¢ GHIL JITBXKEH 2 UPEBHIH WITH 1a IIPE/IOTBPATH — ¢ NMCMEHO
YBELOMIIEHHE OT BB310)KuTe s, Be/IHAra ClIej| HACTIIBAHE Ha 0GCTOSTENCTRAT,
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4. Ipy HACTBIIBaHe HA HEBHHOBHA HEBB3MOKHOCT 3a U3IBIIHEHHE B PE3yATaT Ha
HCTIPEABUICHO WM HENPEAOTBPATHMO CHOUTHE OT M3BBHPENCH XapakTep, Bb3HUKHAJIO Cliel
CKIFOUBAHETO Ha 0TOBOPA (,,HEMPEOJONMMA CHIIA™) 32 CPOK HO-TBIBT 0T 30 ITHH.

(2) Bw3noxurenar wmoxe na IIpeKpaTd NoroBopa 0e3 IpegusBecTHE, C
yBeIIOMIIeHHE, H3pareno 10 Msnemanrens: :

1. IIpY CHCTEMHO HeW3IbIHEHHE HA MOCTABKUTE Ha JIE€KapCTECHM | IPOLYKTH 110
KOJIMYECTBO W/HIH Ka4eCTBO OT CTpaHa Ha V3IBIHUTEI. Ilox cucremMHO HemsmbIHEHHE ce
pa3bupa TakoBa, U3BHPUICHO IBA WM TOBEYE IIHTH B PaMKUTE Ha eIWH KaleHJapeH Mecel,
W TIOBEUE OT TPY NBTH B PAMKHATE Ha CPOKA Ha JIOTOBOPA,

' 2. B cimydaif, ye VI3SIBIHUTENST M3IIOI3BA TIONM3IBIHUTEN, Ge3 Na e JeKiIapupan
TOB& B IOKYMEHTHTE 3a& YYACTUE, MK U3IIOI3Ba HO/TM3ITBIHATEI, KOWTO € pasjiiyeH OT TO3H,
KOHTO € IMOCOYEH, OCBEH B CIyYalTe, B KOHTO 3aMsHAaTa, CHOTBETHO BKJIFOYBAHETO HA
HOJU3ITBJIHATECIL € U3BBPIIECHQ ChC ChIIACHETO Ha BH3I0XKHUTEIS U B G'bOTBeTC']_‘BiHe cbe 30M u
HACTOAIHS JOTOBOP; -

(3) Besnoxwurenar npexparsisa Aorosopa B ciydaute o wi. 118, an. 1 ot 3011,
6e3 na oBDkE oGesmieTeHHe Ha VISTBIHHTENS 3a OPETHPIIEHH OT IPEKPATABAHETO HA
AOTOBOpPA BPEH, OCBEH aKo IPEKPATIBAHETO € Ha oc¢HoBaHme 4i.'118, am. 1, T, 1 or 30I1.

JAPYT'U YCIIOBUA

ten 22.(1) Crparure 110 /10roBOpa Be Morar ja ro U3MCHAT, OCBEH B CIydauTe,
npemsusern B L. 116, . 1, 1.2 - 6 ot 3011 o ™ Ngare: . AT T :

(2) B cayuait, ge o Bpeme Ha JIEHCTBHE Ha J0TOBODA, CToﬁHOCTTa‘ Ha, JIOCTABSIH
JIKAPCTBEH IIPOJYKT, oNpefieNera 1o pexa Ha HapenGara 3a perymupane PernCTpHpane Ha
LEHUTC HA NEKApCTBEHUTE UPOYKTH, YCIOBHATA, [IPABHIIATA H KPUTEPHATE 3 BKIIOYBAHE,
LIPOMERH W/HIH H3KITIOUBAHE HA JIEKAPCTBEHH IPOLYKTH OT. NO3HTHBHHS JIEKAPOTBEH CIHCHK
1 yCTOBHATA I pena 3a paoTa Ha KOMUCHATA IO LIeHH H PeHMOypCHpaHe HIM TQ pela Ha
ZIDYT HOMATHBEH aKT, CTAHE TQ-HHCKA OT JIOOBODEHaTa, Branoxwurensr samama
JIKapCTBEHNs! IPONYKT IO MO-HUCKATA [IEH], 0T JIATATA, HA BIW3AHETO B CHUIA Ba PemeHKCTO
Ha PETYIATOPHHS OpraH. e

ey (U

Ynen 23. Crpanute 10 JIOT,;,QBQP%LIHQPG:I_‘{}%%%T BLéHHKHagII/ITe o IfIé?,IILJ'.[HEHHETO
CIIOPOBE 10 B3aUMHO CBIJIACHE, 8 aKO TOBa € HEBB3MOXKHO 110 pena Ha I'TIK npen Jo6pruxs
OKPBIKEH ChJI. o |

Unen 24, 3a BcHuku HeypeneHH Mo HACTOsIMKUS JOTOBOD BBIIPOCH ILIE CE IPHIATAT
pasttopenture na 3011, 33]1, T3 u npyrate oTHOCHMH HODMaTHBHH aKTOBe, |

Yren 25.(1). 3a BaIMIHA afpecu 3a :\I'LII_)I?I_CM@{_I-IC Ha ChOOmEeHNY, CBBP3QHH C
HACTOSINA TOTOBOP C€ CMATAT aJJpeCUTE, IIOCOUYCHH B HAYAIOTO HA ZOTOBOpA.

(2). Ilpu npoMsHa Ha MaHHHUTE TIO [IpeaxoHaTa aluHes, ChOTBETHATA CTpaHa e

AIIBXHA Ja YBSAOMMU! Apyrara B TPHAHEBEH CPOK OT IpOMsIHATA. |
|
|

[lpy mopmmcBameTo Ha iiacibsiiumi JloroBop ce mpeacraBmxa CIICIHUTE
JIOKYMEHTH: ' gn |

- 32 oberosTencTsara o wi. 54, an. 1, 1. 1 ot 3011 ~ CBHJIETEIICTBO 38 CHANMOCT;

- 38 OBCTOSTENICTBOTO TI0 T, 54, an. 1, T. 3,:‘(;):?»‘_301'1 - yI[OCTQBe_peHHOi 3a JTMIca Ha
IyCNMYEY 33BIDKEHUS, W3JAJICHO OT, OPraHyTE, MO IPHXO/HTE; yAOCTOBEpEHHE 0T OBmuHA
rpax Jobpwd 3a jmica Ha Ty6mmuHE 3aIpDKCHASL;  YIOCTOBEPEHRE OT OBIIHHATA 110
CE/aIMIIETO Ha YYacTHHKA 32 JHAIICA Ha TYOIMHHY 3A/(BIIKCHIS; '

- 32 00CTOATENCTBOTO 1O, Wi, 54, am. 1, T. 6 - YOOCTOBEPEHHE OT OPraHHTE Ha

W3nennurenda arennus "[1aBHa HHCIIEKIHS 110 Tpya";



“MHOTOIIPOPHAHA BONHUIIA 3A AKTUBHO AEYEHUE - IOBPUY” Al
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- Ceprudukar 3a mpunaraHe H HOAIBPXKAHE HA CHCTEMa 33 yIIpaBICHHe Ha
xagectsoto EN ISO 9001:2015 w/mmm EN ISO 13485:2016 u/umu exBuBanenTHa, B 061acTTa
Ha IPOM3BOJICTBOTO M/UIIU ThPIOBUSTA C JIEKAPCTBEHH MPOIYKTH;

- Paspemenwe 3a mpou3ssoncTso mo wi. 196, an. 1 or 3JIITXM, B ciyuanTe Korato
YYACTHHKBT € IPOU3BOJUTEIN U TIPC/uIara ICKapCTBCHUTE IPOAYKTH, KOUTO IIPOM3BEN/A, A
Ha Paspemenne 3a BHOC 1o 4. 196, am. 2 or 3JIIIXM, B ciy4auTe KOTATO| YYACTHHUKBT €
BHOCHTEN U NPEAJIara JIEKapCTBEHUTE IPOJAYKTH, KOUTO BHACS;

- Jexnapanmus nmo wi. 59, an. 1, 1. 3, or 3SMUII no 3ambinKUTE THAS oOpasery
Ipunoxenne Ne 3 ot 06pasuuTte JOKYMEHTH Ha TOKYMEHTAIIHATA 33 YIaCTHe.

K®M HacTOSILIUS TOrOBOP Ca MPHITOKEHH:

1. Texnuueckoffo npeyiokerne Ha U3nbaHATENS;
2. I1leHOBOTO IpPEUIOKEHUE HA I/I/3, '

Hacto
3nLaHuTens u g

'bCTABM B TPH €JHOOOpA3HHU eK3eMILIspa; €NMH 3a

BB3JIOXUTEI: W3ITBJIHAUT

ChI'TTACYBATEIL ...
COprHEB
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Ilpunoscenue Ne 2 — 3a0vaxncumenen obpazey
IIpeocmasa ce no ecaxa o6ocoéena nosuuun, 3a Koamo ce nodaga oepma

TEXHUYECKO NPEAJOXKEHMHNE

IIo o6ocobena mozumun Ne 1
(Monsi nocoueme HoMepa Ha obocobenama nosuyusa, sa rxosamao npedcmasame
MEeXHUYECKO npeonoicenue)

Honnucanusr Anexcanmsp Tepsues, ETH — B Ka4eCTBOTO CH Ha
IIBJIHOMOIIHUK Ha YIPABHUTENS (UnuUcea ce OnvicHoCmma) Ha Exobapm EOO[ (usnucea ce
umemo na yuacmuuka), cve cepanue: rp. Codusl, aapec Ha yrpapieHue yiI. ,,Atanac J[ykos*
Ne29, er.3, EMK 130390055,

HPEJUIATAM CJIEJHUTE YCJIOBUS:

1. Jlexnapupam cpox Ha BATHIHOCT HA oeprata, HO He NO-KParsK OT 3 (Tpu)
MECCLa OT laTaTa, KOsITO € MOCOYEHA 3a 1aTa Ha MOIaBaHe Ha odeprara:

4 (detupu) Mecerna.

2. IlpueMam cpoka Ha H3IBIHEHHE Ha nopbukara: 12 (xBamazecer) mecenma ot
CKJIFOYBAHETO Ha JIOTOBOPA.

3. llpuemam cpoka 3a mmamame: mo 60 (mectmecer) KaJICHJIaDHA JTHH OT
MSBBPUIBAHETO HA JIOCTABKATA U H3/[aBAHETO HA GaKTypa OT U3IIbIHUTEIS.

4. Ilpuemam cpoka Ha TOCTaBKa: Ho 24 (nBanmecer u wetupn) yaca OT MOMEHTA Ha
3aABABAHETO OT CTpaHa Ha BH3JIOKHTEJI.

5. Ilpuemam cpoka ma rojmoct: He mo-manko or 60 % OT o0mmara rogHocT B
MOMEHTA Ha JOCTaBKA.

6. JIEKJIAPUPAM, ue nocrassaute JICKAPCTBEHU IIPOJIYKTH:

6.1. nmar paspemenme 3a ymorpe6a mm YAOCTOBEPEHHE 3a4 DPETHUCTpAmUs Ha
JIEKApCTBEHU IIPOAYKTH 110 4. 23, an. 1 ot 3JIIIXM;

6.2. OTroBapsT Ha M3UCKBAaHUATA 33 Ka4eCTBO, 0E30IacHOCT M ehHKACHOCT 110
3JIIXM. |

7. IEKJIAPUPAM, e npejytaranara rena sa JIEKapCTBEHHUTE IIPO/IYKTH, KOUTO ca
BKIIOYEHH B [IO3UTHBHYS NeKapcTBeH CIIMCHK M 3amialany ¢ yOJIMYHY CPeJICTBa, HE € II0-
BUCOKa OT perymipanara neHa o [ punoxenne Ne 2 ot ITJIC, mocouena v Koj10Ha M (cToifHOCT
Ha OIIaKOBKa, M3UHMCIICHA Ha 0a3a peepeHTHA CTORHOCT 32 AeQunupaHara gHeRHA 1033).

8. IlpuemMaM na M3NBAHABAM BCHYKH H3MCKBAHHS HA BB3JIOXKHTENS, TOCOYCHN B
OOfIBIIEHUETO U JOKYMEHTALIHSATA 34 ydacTue.,

9. Jleknapupam CBITIACHETO CH ¢ KIay3UTe¢ Ha IPUIIOKEHHUS IPOCKT Ha JOTOBOP.

10. B cnyuait, 4e Gbaa onpenenen 3a m3mbHATeN Ha HOpBUKATA, C¢ 3a0b/DKaBaM,
TPH IOATMCBAHETO HA I0TOBOPA 33 OGIIECTBEHA IIOpBHKa, 1a IPESICTaBs aKTyallHH JOKYMEHTH
YAOCTOBCDABAIM JIMICATa HA OCHOBAHMSA 3a OTCTPAHSBAHE OT Inpouenypara, Kakro u
CBOTBETCTBUCTO € IIOCTABEHUTE KPHTEPHH 3a HOAGOD:

10.1. 3a o6¢crosiTencrrara mo . 54,an.1, 1.1 01 30I1 - cBumETEICTRO 32 CBIUMOCT,
M31aICHO B 6-MECCYHUS CPOK HA BATHIHOCT IIPEITH MIPEJICTABSIHETO,
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10.2. 3a obcrositernicrBoTo 110 i, 54, an. 1, T. 3 ot 3011 — YIOCTOBEPEHUS 3a JIUIICA
HA YOI HY 38bIDKEHUS, U30aICHH OT OPIaHHTE 110 npuxoxaure, ot Obmuna rpan Jo6pud u
OT OOLIMHATA 10 CENATMIETO HA YYACTHHKA,

10.3. 3a obcrostrenctoTo mo wi. 54, an. 1, T. 6 - ynocrosepenue ot opranute Ha
VsteirmtenHa arennus "I TaBHa HHCIIEKINA TI0 Tpyna";

10.4. Ceptudnkar, ynocropepssar BHCIDEHA CHCTEMa 3a VIpapieHue Ha
kagectBoTo EN ISO 9001:2015 w/mmu EN ISO 13485/2016 w/umu E€KBHUBAJICHTHA, ¢ 00OXBAT B
00macTTa Ha MPOU3BOACTBOTO M/HITH THPrOBUSTA C JICKapCTBEHH MPOAYKTH,

‘ 10.5. Paspemenne 3a mpou3BoicTRO O Wi 196, an. 1 or 3JIIXM, B cnygaure
KOraro yHaCTHHKBT € TPOU3BOAUTEN H IpeJara JeKapCTBEHHTE IPOMYKTH, KOWTO
IIpOU3BENKTIA, UM HA Paspemenue 3a BHOC mo wn. 196, an. 2 ot 3JITIIXM, B citygante koraro
YHaCTHAKLT € BHOCHTEI U IpeJljIara JIEKapCTBEHUTE IPOAYKTH, KOHTO BHACS,

10.6. Hexnaparus mo wr. 59, an. 1, 1. 3 ot 3MMII o 3abJDKUTENHUS o0pasen
Hpunoxenne Ne 3 ot o6pasmre AOKYMEHTH Ha TOKYMEHTALUATA, 34 y4acTHe.

3abenesicka: Yoocmosepenusma no mouxu 10.2 4 10.3 m 52060 Oa ca uzoadenu
c1eo oamama na Omkpueanemo Ha npoyedypama.



x
Highlight


Hpunosicenue Ne 1 — 3a0vaxncumenen obpasey
IIpeocmasa ce no écaxa obocobena nozuyus, 3a Koamo ce nooasa ohepma

IHEHOBO NPENJIOXKEHMUE, 3A U3ITJIHEHUE HA [TIOPBLYKATA

Ilo 060cob6ena mozmisa Ne 1

(Mona nocoweme nomepa na obocobenama NO3UYUA, 3a KOAMO npedcmassme
yenosa oghepma)

ot Exodapm EOO/]

ChC cenanuine B CoPust OGIMUHA. .........eoeveveerereena. U aJIpec Ha
ynpasienue yi. Aranac Jlykos Ne29, et.3

ENK /BYJICTAT 130390055

HPENCTaBIsIBAH OT Asiekcaabp Tepsues

Sl Ka4eCTBOTO My Ha ITbJIHOMOIIHHK Ha yIIpaBUTEIs

[IpencTaBsiM [EHOBO MpEeIOKEHHE IO HOMEHKJIATYPUTE, = TOCOYEHH B
lpuioxenata u3pagka or CoHmchka Ha 00OCOGEHHMTE NO3HIHH H HOMEHKJIATypUTe, 3a
CHOTBETHATa 000CO0EHA ITO3HUIKSL, 38 KOSITO IIPEICTABIM odepra.

llpunaraM mombiiHeHA W ToAUMcaHa W3Baaka oT CIHCHKA Ha 000cobeHuTE
TOSHIMN M HOMCHKIIATYPUTE, 32 ChOTBETHATa 000cOOEHA IMO3MLMS, 32 KOSTO IIPECTABAM
odepra.

Ilpunaram n3BaaKa 1 Ha MATHUTEH HOCHTEN (nuck).

B ussaoxama om Cnucvka na o6ocobenume RO3UYUU U HOMEHKIAmypume 3a
CbomeemHama 060cobena NO3UYUs, 6CeKU YHACIHUK e TbXHCEH Od HONBIHL noomoenxo 3a
6CAKA 3A 6CAKA HOMEHKAAMYPA, 3a KOAMO YHaAcmed:

Konona 8: Tvpeoeckomo naumenosanue na NleKApCMBeHUs. BPOOYKM, USNUCAHO HA
JIGmMuHUYd.

Konona 9: Ilpouseodumen / npumescamen na paspewenuemo 3q ynompeba na
JIeKapCmeeHus npoOyKm.

Konona 10: Konuuecmeomo ¢ onaxosxama - opoti na mabtiremu, amnynu,
EMECMUMOCm Uy Op. MAPKA.

Konona 11: Ilena na onaxoexa é ne. 6e3 JJJIC.

Konona 12: Iena 3a mepua edunuya 6 6. 6e3 JIC.

Anexcannsp Mopaauos Tep3ues — Toproseku fupe
(ume, GamyHO U hamMuIEs, JUTHKHOCT)
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