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Huec 16.10.2020 rox. B rp. JloOpuu, Ha ocHoBanme wi. 112 u ¢l or 3aK0Ha 3a
0GIIIECTBEHHTE NIOPHUKH, C€ CKITIOYM HACTOSTIMSAT TOTOROP MEXKIY:

"MHOT'OITPO®UIIHA BOJIHUITA 3A AKTUBHO JIEUIEHI/IE—I[OBPI/III" Al
rp. Jlobpwry, che cejlanuiie W agpec Ha YIPaBIEHHUE: TP. JoOpuy, yi. “HaHaHOT XwuroB" 24,
ren.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EI/IK 124141302,
npescTasisBaso oT A-p I'eopru Muncon Kena3koB — IpoKypHCT Ha npyxcecﬂsoro Hapu4aH
BB3JIOKUTEI i

%1

"THPTOBCKA JIMI'A-I'JTIOBAJIEH ATITEUEH HEHTBP" AJT, che cenanuie B

rp. Codus 1172, ajpec Ha ympasienme: GyiL. w1 M. JlumuTpor” 1, EUK 030276307,

upepcrasigsano or Taxop boxoc boxocan, onpe;[eneH 3a M3IIBIHUTEN C PemeHI/Ie Ne 15/

31.03.2020 roxn. Ha Beanoxwurens cres IpoBeaeHa Imporeaypa 3a Bb3JlaraHe Ha oOlImecTBeHa

nopruka Tun "orkpura' Ne 00083-2020-0008, ¢ mpeamer: HepnoanHa\ ZIOCTaBKa Ha
JeKapCTBEHH IPOJIYKTH 3a HyxauTe Ha ,,MBAJI — Jlo6pua* AJl, Hapuuan U3ITBJIHUTEJL

CrpanunTe ce cnopasymsxa 3a ClIeHOTO:

{IPEJIMET HA OTI'OBOPA U INEHU

Wren 1.(1) Bopamoxurenar Bw3gara, a M3irbiauTesnsT npHeMa 1a HU3BBLPIIBA
70CTaBKa Ha JeKapCTBEHUTe NpojaykTH 1o Obocobena mosmmmsi Nel: Jlexapersenu
JIPORYKTH - o6mm, HoMeHKJIaTypu Ne Ne 46, 97, 100, 242, 245, 246, 3a xourto e moxa
odepra B OTKpUTaTa IPOIEAypa 3a Bb3JlaraHe Ha 00IeCTBEHa OPHYKA.

(2) HocraBeHuTe IJEeKapCTBEHU HpOILyKTI/I ce 3amamar C’LFJIaCHO LIEHOBOTO
IpeUIoXeHre Ha M3nbIHUTEIS, KaKTo Clle/Ba:

- Vb - - CE - o E 12 |

COIB |Lidoca | solution | 20mg/ | mg | 3400 | Lidocaine- ,Halkadap
BOL | ine | for ml- Tchaikaphar ma
N;&,?B injection | 10ml ma Solution | Bucokokaue

for injection | cTBeHuTe
20 mg/ml- | Nekapcrsa”
46 10 ml x 100 Al 100| 133,33| 1,3333




“MHOT'OITPO®UAHA BOAHUIIA 3A AKTUBHO AEYEHUE - JOBPUY” AJl

JOBPYY 9300 X ya.”ITanaitor XuTos” 24

R 058/600488 hakc 058/600414

H e-mail: oblb@bergon.net

10 mlx 100 Al
CIOA | Rosuv | tablets | 20 |mg| 20 »Haikadap
' film-coated | Bucokokaue
tablet 20 mg| cTBEHUTE
x 30 Nekapcrea” ;
97 _ ALl 30 7,32| 0,2439
CO3C | Furose | solution | 10 | mg | 25000 1 LHaikadap
A0l | mide | for | mg/ml Furoser Ma
injection | -2 ml sglg’qop for Bucokokaue |
Injection CTBEHUTE
12::5{ T(l)- Nekapcrea”
100 AL 10 2,08 | 0,2081
JOIDA | Cefota | powder | 1000 | mg | 11000 | Cefotaxime- | ,Yaitkadap
| 10 | xime for Tchaikaphar Ma
01D SQIUtiGH ‘ma powder | Bucokokaue
Do1/ for for soli
_ injeetion or.sc? utpn CTBEHUTE
/ for injection JNexkapcrBa”
242 infi1sion ~1gx1 AL 1 1,11| 1,1081
JO1DD | Ceftria | powder | 2000 | mg | 36000 Cef‘tjriaxon - | ,Yaitkadap
05 | xone for Tchaikaphar. Ma
SOIEEOH ma powder | BUCOKOKaue
injection for Sqlut|.0n CTBEHUTE
for injection | Jlekapctea®
245 “2gx60 AL 60| 99,00| 1,6500
JO1DC | Cefuro | powder | 1500 | mg | 15000 Lifu‘rox ,yYalikadap
;l 02 | xime for powder for | = ma
! solgc;on solutlon for | Bucokokaue
iBiECHiEn |nject|on/mf . CTBEHMTE
/infusio usmn 1.5g x | Nekapcrea“
246 n 110 AL 10 12,75| 1,2750

(3) HporHosﬂaTa CTOHHOCT -Ha ,I[OCTaBKaTa [IOCOYEHH B ,I[OK}’MGHTaJ_II/I}ITa 3a
o0InecTBeHa IMOPHYKaA HE nopaxc;[aT 3amm>1cem1e 3a anommem{ L[a H 3a1<yrm B IIOCOUCHHUSA

oGeMm.

(4) llpn HEOOXOIUMOCT 3aBEHUTE Kom/IqecTBa Morar na 6T>,I[aT‘ HaJIXBBPIICHU

KaKTO W JIa 3asBsBa HOBH, KOI/ITO He ca BKJIIOUeHHU B [Ipmioxenue 1, HO ca B I/ISI‘I’BJIHCH.I/IG Ha
morosopa . ITox ,,HOBH BUIOBE™ Ce MM IIPEABU/L: 3aMsIHA HA JICKAPCTBEHHUS npoz[yKT TpeaMeT
Ha TopbuKara ot [lpunoxkerne 1 mpu compase oT nponsBOL[CTBo W/WK BHOC, ‘3aJ11/1anaHe oT
ITJIC ¢ exBWBaJieHT ca BKIIIOYCHH B Cnncmca nopaxc,ua 33/IBIDKCHAE 32| JIOCTaBKa CBC
CBIIECTBYBAILO JIPYTO CHC ChINATa TCHEPHUKA.

'CPOKOBE Y HAUMH HA HJIAH.IAHE

Unen 2. CpOKBT Ha HACTOSAINHUS JOTOBOP | e 12 (uBaHa;[eceT) Meceqa OT JIaTara Ha
HOAMKCBAHETO MY WJM JI0 CB3[aBaHETO Ha YCIOBHA 3a JOCTaBKa .CIEJ HpOBC)KI[aHeTO Ha
HeHTPATM3UPAHN eNeKTPOHHH THProBe. JIOroBOPHT NPOABIDKABA ,I[eI/ICTBI/IeTO cul 7o
CKJIFOYBAHETO HA OTOBOP € IAPYT U3IBIHUTEIN ClIe/l IPOBEXAHE Ha o6meCTBeHa noquKa
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Unen 3. Ilocoyenute B wi. 1 JieKapCTBEHM MPOAYKTH e 6’BI[aT‘ILOCTaBHHI/I oT
WsmbnuuTens Ha Bp3noxutens B cpok OT 24 (IBajieceT M YETHPHU) dYaca, cneg 3asBIBAHETO
M.

IIHCH 4. Isinxamata Ha MBIbIHUTEIIS Cyma [0 BCSKa OTHEIHA JOCTABKA TIe 3 (
m1areHa oT Be3noxurens no OankoBaTa cMeTKa Ha VI3IbIIHUTENS B cpmc 10 60 (mectnecer)
KaleHIapHu THU Cle 1

banka:

IBAN: ./ ...

Unen 5. CpoksT Ha TOZHOCT Ha JIOCTABEHHTE JIEKAPCTBEHH l'IpOIIYKTI/I TpﬂﬁBa Jia e

HE IO-KpaThK oT 60 % (ImectaeceT IpoIeHTa) OT OOILIK CPOK HA FOJHOCT KbM MOMEHTA Ha
JIOCTaBKATA.

MACTO HA U3ITBJIHEHUE U ITIPEMUHABAHE HA COBCTBEHOCTTA

"nen 6. 3a MACTO Ha AOCTaBsSHE HA I[EKApCTBEHHTE IPOMYKTH Ce ONpenels
“MBAJI-Jlo6pua” A/l rp. Jlo6puy, yi. “ITanaiior Xutos” Ne 24, 38eHO ,,BOJ'IHI/f'—IHO anrexa”.

Hnen 7. CobcTBEHOCTTA BBPXY JOCTaBTHUTE JTEKAPCTBEHU MPOAYKTH M PUCKET OT
OBIHOTO WJTE 9aCTHYHOTO MM IOTHBAHE IPEMMHABA BBPXy Bramoxmrens o‘r MOMEHTa Ha
IPHEMAHETO UM HA MSCTOTO Ha JIOCTAaBSHE ¢ MPHEMO-NPE/IaBaTeNeH l'IpOTOKOJI WA OpyT
paBHO3HAYEH JIOKYMEHT.

I[IPABA U 3ABJIKEHUS HA N3ITBJIHUTES

Unen 8. (1) I/Ism,JIHI/ITeJI;IT e I{J‘I’L)I(GH aa CKJ'IIO‘II/I JIOTOBOD 3a HOI[I/IBH’LJIHCHI/IC
KOTato € OOSBHJI B 3asBJICHHETO CH 32 yqacme nonsBaHeTo Ha nonmnmmmen B cpok mo 3
AHU OT CKIIFOYBAHETO Ha IOrOBOP 34 NOJM3ITBIHCHHE WM HA JOIBIHUTEIHO CIOpa3yMEHHe
3a 3aMsfHA Ha [OCOYCH B 3afABICHHETO NMOJM3IBIHHTE] H3IILIHUTENAT W3IpPAINa KOIHME Ha
JIOTOBOPA MJIH HA JOI'BJIHUTEIHOTO CIIOPA3yMEHHE HA BB3IOKHTENS 3a€IHO C ﬂoxa3aTen0TBa
4€ Ca M3IIBIHCHU YCIOBUSTA 110 W 66, an. 2 11 ot 3OH

(2) Tlogms3mbiHUTENWMTE HAMAT IIPABO ,ua IpeBb3JIaraT eHa I/IJII/I ToBeYe oT
JICHHOCTUTE, KOUTO Ca BKJIIOYEHH B IIPeIMETa Ha I[OFQBOpa 3a IOJU3IIBIHECHHE. |

(3) HesaBucumo ot . BE3MOXKHOCTTA - Ja C€ . U3MONI3BAT HO,HHSH’LJ]IiHTeHH
OTrOBOPHOCTTA 3a M3MBIHEHHE Ha JJOTOBOPA 3d 06mecTBeHa NOPBHYKa € Ha I/ISHLJIHI/ITCJISI

(4) Bwznoxwurensr HIMa . Ja H3BI,pHJBa TUPEKTHH paspnam;am/m c
HOTA3ITBITHUTEIINTE

Uien 9. VISUBIHWTENAT € TBXKEH na )J;OCTaBa JIEKapCTBEHH HpézxyKTn KOHTO
HMaT paspellieHHe 3a ymoTrpeba mim YHOCTOBepCHI/Ie 3a PETHCTpallUs Ha IJeKAPCTBEHH
opoaykte 1o wi. 23, am. 1 or 3JIIIXM u on‘obapaT Ha I/IBI/ICKBaHI/IS{Tai 3a KayecTBo,
6esomacHoCT U edukacHoct 1o 3JIIIXM; ‘ !

Unen 10. Ilenara Ha JIekapcTBEHUTE MPOAYKTH TPpsAOBa 1a 0TrOBap;{ Ha CIICIHUTE
H3UCKBAHUS: ,

1. Tlpeanaranara ueHa Ha neKapcheHHTe HPOAYKTH, KOHUTO ca‘ BKJ[IOUCHHU B
ITo3HTHBHIA JIEKApCTBEH CIIUCHK W 3aILIAIaHH C ny@mtmn CpeACTBa, a He e II0-BHCOKA OT
peryanpanara nesa no Ilpunoxenne Ne 2 or IIJIC, mocodeHa B KoloHa M\ (croffHOCT Ha
ONaKOBKa, M3YICIICHA Ha 0a3a peepeHTHa CTORHOCT 32 neduHEpaHaTA HEBHA JIOSa)

2. Ilpennaranara neHa Ha JIEKapCTBCHHUTE wIIpOIL’y'KTI/I W3BBH Te3u 1o T. 10.1., na He
€ I0-BHCOKA OT - pezennara (MakcUMaTHaTa npog[axcHa IleHa Ha ﬂpeGHo) IIOCOYeHa B
PerucThpa Ha MaKCHMATHHTE IPOAQXKHU IIEHH HA JICKAPCTBEHHTE IIPOYKTH, OTnyCKaHH 6e3
JEKapCKO MpEeANHCcaHne W MaKCHMAIHHTE Hponamm LeHH Ha JIeKapCTBeHHTe TPOAYKTH,
OTITYCKAHH 10 JIEKApPCKO IPEANHCaHHES (PeFI/ICT’Lp Ha [IPE/IETHUTE [[EHH).


x
Highlight
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HYren 11. B ciyuanre, korato M3OBIHUTENAT NOCTaBS JIEKAPCTBEHH TIPOAYKTH,
ChABpPIKAIIN HAPKOTHYHH BEILECTBA, TE3H JIeKapCTBeHH IpOAYKTH TpsiOBa Oa | OTrOBapsT Ha
H3UCKBaHUATa Ha 4. 68 or SKHBII. | |

Unen 12. U30BIHATENAT € UIBXKEH A 1/13):[a;[e B CpoK ¢akTrypa 3a JOCTaBEHUTE
JE€KapCTBEHU TIPOIYKTH.

[TPABA 1 3AJTBJDKEHWA HA BB3JIOXKUTEILA

Unen 13.(1). B3110XKUTENAT MMa NPaBO Ja IPOBEpPsiBA KOJMYECTBOTO HA BCAKA
OTJieNHA JOCTaBKa, KAaTO HPH YCTAHOBABAHE Ha HECHOTBETCTBHE € ITHKEH A4 YBSIOMH
WsnbmauTens B cpok oT 24 yaca.

(2). Ilpn ycranoBsBaHE Ha HECHOTBETCTBHE B KAy€CTBOTO Ha1 JIOCTABEHUTE
NIEKapCTBECHHU TPOSYKTH BB3NOXWUTENAT € IIbKeH Ad yBefoMu V3IBIHHUTENS | B CPOK OT 24
Jaca. ' \

(3). HecporBeTcTBHETO Ha KOJIHYECTBOTO M KadeCTBOTO CE yCTaHOB;IBa .
IIPOTOKOII, ChCTaBEH OT KOMHCHSI, ChCTaBEHA OT IUTHKHOCTHUTE JIMIA Ha B’LBJIO)KI/ITQJISI '

(4). B ciyyait, ue U3nbIHUTENAT B CPOK: 10 24 aca cren YBCHOMSIBaHeTO mo ain. 1
W/WIH 2 OCIOPY MHUCMEHO HECHOTBETCTBUETO HA Ka'-IeCTBOTO TOH MOXe Jla uCKa npOBep;caTa
My OT YI'BJIHOMOIIIEH OpraH Wil J1ab0opaTOpHs. ‘

Unen 14. BE3I0XHTEIAT € JUThXEH Jia 3aIUIaTH yTOBOPEHATA LIEHA B pa3Mepa; 110
HauWHa ¥ B CPOKA, ONPE/IENICHH B HACTOSINUS IOTOBOP.

HEYCTOWKU o 1l

Hrnen 15.(1) Ilpu 3a6aBa Ha jrocTaBka OT ¢Tpana Ha M3nbiHuTens cl noseue ot 24
(mBazeceT ¥ YCTHPH) Yaca, BB3NOKATENAT HMa IIPABO Jid MOJyYH HEYCTOWKa B pa3Mep Ha (.1
(Hyna 170, eHa JleceTa) Ha CTO OT CTOMHOCTTA Ha Ba6aBeHaTa JIOCTaBKa 3a BceKH 24 4aca
3abaga. :
(2) Tlpu ycraHoBsBaHe :H%L'HQQBOTBCTQTﬁaé B KOJ‘II/I‘{eCTBOTO, I/ISI;'I’BJIHI/ITCJISIT e
JUTBXKEH Jia JOCTaBH JIUICBAIOTO KOJMYECTBO NPY ClCABAINATA JIOCTABKA, & PU IIOMCKBAHE
OT cTpaHa Ha Bb3moxuTelns B CpoK oT 24 vaca. Hpn HEW3MbJIHCHUE HA TOBA 3a(hIDKCHHE
BE3/0XKATENST UMA TIPABO /13 MOJIYYH HeycTolKa B pasMep Ha 5 (IIeT) Ha CTO OT CTOMHOCTTA
Ha JIMIICBAIOTO KOJIHYECTBO.

(3) Ilpu ycramoBsBaHe Ha HECHOTBETCTBHE B KadeCTBOTO, M3mbiHMTENAT €
JUIBXKEH Jla JOCTaBM JIEKAPCTBEHH IPOJYKTH C YI'OBOPEHOTO KadyecTBO IpPH CJIC/BAIIaTa
JOCTaBKa, a IIpM IOMCKBAaHE OT CTpaHa Ha Bw3noxkurenss B cpox or 24 daca, [lpu
HeH3NbIHCHAC Ha TOBA 33/(bIDKCHUC BB3NOKHUTENAT MMa IPaBo Ja MOJydd HEyCTOHKa B
pasmep Ha 5 (TIET) Ha CTO OT CTOMHOCTTA Ha HGK&‘ICCTBGH&T& J0cTaBKa.

(4) B ciyuaurte 0o aluHeH 2 H 3 .ako M3menHATENIT He 10CTaBH JOTOBOPEHOTO,
BB3j10KUTeMT HMa NPaBo Ja 3aKyIH HEOOXOMHTE My JIEKAPCTBEHH IPOJYKTH OT JpYyT
JOCTaBYHK, KaTO pasliuKara MeXIy IeHaTa 10 JOTOBOpa U ACHCTBHTEIHO 3allJIaTeHATa 1IeHa €
3a cMeTka Ha M3mbnauTens. ‘ |

Unen 16.(1) Ilpu otka3 Ha I/I3H’£>JIHI/ITGJ15{ a TOCTABH 3asBCHHTE My JIEKapCTBCHHU
IPOJYKTH WK IpK 3a0aBa IoBedye oT 48 (quHpHneceT U OCEM) Jaca, B’.BSJIO)KI/ITGJI}IT uMa
IIPABO J1a 3aKyIH HeOOXOMMMHTE My JIeKapCTBeIm ITPOJLYKTH OT IPYT JOCTABYUHK.

(2) B cmyqaute mo mpeaxoAHaTa aluHes paslMKaTa MeX1y lieHaTa o JOroBopa u
NefCTBUTENHO 3aILIATEHATa IIeHa € 3a CMeTKa Ha V3mbIHuTers.

Uner 17.(1) Tlpu mocTaBka Ha JIEKAPCTBEHM NPOAYKTH, CPOKHT HA TOJHOCT HA
KOUTO € MO-KPaThK OT CPOKA HA Wil 5, M3NBLIHATENAT JBIDKA HA BH3JIOKUTENS HEYCTOMKA B
pasMep, KaKkTo cienBa:



“MHOT'OIIPO®UAHA BOAHUIIA 3A AKTUBHO AEYEHUE - IOBPHUY” Al

JIOBPUY 9300 ya.’Tlana#tor Xutos” 24 ® 058/ 6004}88 dakc 058/600414 H e-maﬁl: oblb@bergon.net I

1. pu mocraBka ChC CPOK Ha rofgHOCT 0T 59.99 10 50 % oT 00mMs CpPoK Ha
rofHocT — 5 % (IeT mpoIeHTa) BBPXY CTOMHOCTTA HA JOCTABKATA,

2. TIpH [OCTaBKa. CbC CPOK Ha TOAHOCT OT 49.99 1o 40 % oT obmms CPOK Ha
ronHocT — 10 % (meceT mponeHTa) BEPXY CTOMHOCTTA Ha JOCTABKATA, |

3. mpu JocTaBKa ChC CPOK Ha romHoct 0T 39.99 1o 30 % or ofumms cpok Ha
TOJHOCT — 30 % (rpumecer mpoleHTa) BPXY CTOHHOCTTA HA JOCTABKATA, |

4. Tipu JIOCTAaBKA ChC CPOK HA TOAHOCT OoT 29.99 10 20 % o 061111/1;1 CPOK Ha
rogsoctT — 60 % (mectaecer nponenTa) BBPXyY CTORHOCTTA HA IOCTABKATA, i

5. Ipy 1OCTaBKa CbC CPOK HA TOJAHOCT mox 20 % ot obwms cpok Hé rojHOCT — 90
% (#eBeTaeceT MPOIeHTa) BEPXY CTOMHOCTTA HA JOCTABKATA. ‘

(2). HocraBkara Ha JeKapCTBEH MPOAYKT CBC CPOK Ha OJTHOCT I10- quaT'bK ot 40 %
OT 001K CPOK HA TOAHOCT CE H3BBPIIBA CAMO ClIE]] MOTHBHPAHO PEIIEHHE Ha PHKOBOTHTEIIS
Ha Bb3noxuTens 3a KOHKPETHOTO KOJHYECTBO. Be3 HM3PHYHOTO MHUCMEHO CHIIACHE HA
PBKOBOMTENS HA BE31I0)KUTENS IeKapCTBEHUTE IPOAYKTH HE C€ 3aIIamar Ha Msmeaanrers.

tien 18. B3noxuTenaT MMa IpaBo [a HCKa 00e3lNeTeHre B BJIEH pasMep Ha
BPEJUTE, KOUTO € IIPETHPILUT B pe3yTaT Ha 3a0aBeHaTa W/UIY HeKadeCTBCHATA JOCTABKa.

) HUnen 19. Ilpu 3a0aBa Ha IamaHe OT CTpaHa Ha BB3IOXKWTENsl, HOCICIHUAT

ABIDKA Ha M3nBIHUTEN HeycToiika, B pasMep Ha 3aKOHHATA JIIXBA.

Hnen 20. Heycrolikute, 00e3meTeHuaTa U EHOBUTE PA3IUKK 10 4. 16; am. 2

MOraT aa 615)121T YABPKAaHU OT BCAKO ABIDKHMO Ha I/I3HT>IIHI/ITGJI$I INIaIIaHe. ‘

[TPEKPATSIBAHE HA JIOTOBOPA |

Unen 21.(1) JToroBopsT ce nperaT;IBa

1. ¢ u3THYaHe Ha CPOKa, 32 KOMTO € CKIIOYEH, OCBEH B cnyqame oo 4i. 2, us.
BTOPO; ‘ l

2. Opu CB3NABAHETO HA ‘quoBmI ; 3_a ZI0CTaBKa  clie npOB;emz[aHeTo Ha
LEHTPAIM3UPAHH €NCKTPOHHH THPIORE; 1

3. Koraro ca HACTBIHIA C'JJ].LI,CCTBCHH  IpoOMEHH BLB  (WHAHCHpAHETO Ha
obmIecTBEHAaTa MOPHYKA — IPEAMET Ha AOTOBOPA, I/IGBT)H IpaBoMOILIUATa Ha Bb3noxurens,
KOWTO TOH HE € MOI'BJI MM He € OMIT JUIkKeH Jia l'[pC,IIBH,HPI WIIK J1a [IPEIOTBPATH — ¢ IIHCMEHO
YBEIOMIICHUE OT BB3II03KUTEN, BEJHATa CIIe HACTHITBAHE HA 0OCTOSTEICTBATA;

4. Ipu HACTHIIBAHE HA HEBUHOBHA HEBB3MOXKHOCT 34 M3IBIHEHHE B PE3yNTaT Ha
HEIPEABUICHO WIH HETPeTOTBPATHMO CHOMTHE OT I/I3B'I)HpeJICH XapaxTep, BL3HUKHAIO CIIe]
CKJIOYBAHETO Ha JIOr0BOpa (,,HEIPEON0oIrMa CHIa’ 9 3@ CPOK HO-JBIET 0T 30 JHH.

(2) Bw3noxuTenaT MOXe J1a HperaTn moroBopa 0e3 Ipeiu3BecTHE, C
YBEIOMJICHHE, U3IPATEHO JI0 VismemamTens:

' l. mpy CHCTEMHO HEM3NBITHEHHE Ha JOCTABKATE HA JIEKAPCTBEHH NPOAYKTH II0
KOJIMYECTBO W/MIIM Ka4ueCTBO OT cTpaHa Ha M3mbiauutens. I1oj CHCTEMHO HEH3IIBIHEHHE CE
pazbupa TakoBa, U3BHLPIICHO JIBAa WU [IOBEYE MBTH B PAMKUTE Ha CIH KalleHIapeH Mecerl,
WJIM TIOBEYE OT TP IIBTH B PAMKHTE Ha CPOKA Ha JIOTOBOPA;

2. B ciyyaid, 4e V3IreIHUTENST H3M0/13Ba MOM3IBIHATEN, (€3 Aa e JeKIapupan
TOBa B JOKYMEHTHTE 34 y4acTHe, WK H3II0JI3Ba TIOJU3ITBIHUTEN, KOMTO € pasiiMueH OT TO3H,
KOMTO € II0COYEH, OCBEH B CIydaWTe, B KOHTO 3aMSHATA, CHOTBETHO BKJIOYBAHETO HA
TIOAV3IBIHATEN € M3BBPIICHO ChC ChIIACKETO Ha Branoxutens u B choTBeTCTBHE CBhC 3011 M
HaCTOSIIHS JTOTOBOD; | ‘

(3) Be3noxxuTenaT mpexparsasa I[OI‘OBOpa B ciy4yaute 1o wi. 118, bJI 1 ot 3011,
6e3 na mbmxm obesmereHne Ha M3UbiIHATENS 3a NpETHPIEHH OT nperaTaBaHeTo Ha
ZI0TOBOpA BPE/IN, OCBEH aKo IPEKPATIBAHETO € Ha OCHOBaHI/Ie un. 118, an. 1, 1. 1 ot 3011
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APYI' YCIJIOBHUA

‘Ynen 22.(1) CTpaHI/ITe II0 TOTOBOpa HE MOTraT Ja ro H3MEHST, OCBéH B CIIy4auTe,
npensuaeHy B wi. 116, anm. 1, 1. 2 - 6 ot 3011

(2) B ciydait, e mo Bpeme Ha IIe[/ICTBI/Ie Ha JIOr0BOpAa, CTOHHOCTTa HA, TOCTABIH
JIEKapCTBECH IPOAYKT, ONIPE/IEICHA 110 peaa Ha Hape):[6aTa 3a peryiupane u perHCTpnpaHe Ha
LUCHHTE HA JICKAPCTBCHUTE TIPOTYKTH, YCIOBHATA, IPABAIATA W KPHTEPHUTE 3a BKJIIOYBAHE,
IIpoMEeHHN 1500%8) 171 H3KIIIOYBAHE Ha JICKAPCTBCHU HpO,IlYKTI/I oT HOSI/ITI/IBHI/DI J'ICKaPCTBeH CITHCBK
U yCIOBHATA U pela 3a paboTa Ha KOMHCHSATA IO HEHH H peHM6ypcnpaHe WM TI0 pena Ha
JIpYr HOPMAaTHBEH akKkT, CTaHe II0-HHCKAa OT JOroBOpeHaTa, B’BBJIO)KI/IT&JI}IT 3arania
JEKapCTBEHHA IIPOIYKT I10 MO-HHCKATa I1eHa, OT )IaTaTa Ha BIIM3aHETO B CHJIA HA PEIICHHUETO
Ha PeryJaTOpHUS OpTaH. : |

Uien 23. Crpanute 1mo JjoroBopa Iie pemaBaT BB3HAKHAIMTE IO I/I3II’I>J'IHeHI/IeTO
CIIOPOBE 110 B3aMMHO CBITIACHE, @ aKO TOBA € HeBBE3MOXKHO 1o pesta Ha I'TIK npen HoGpuukus
OKPEXXEH Ch]I. ! - |

Unen 24. 3a BCHYKH HEypEAEHU 110 HaCTO}IIHHSI IOTOBOP BBIPOCH IIE Ce. IpHUjIararT
pasmopendute va 3011, 33]1, T3 u: xpyrute. OTHOCHMM HOPMATHBHHU AKTOBE. ‘

Ynen 25.(1). 3a. BaymmHu ajnpecu 3a npnemaHe Ha CBO6IJ.I€HI/I$I CBBp3aHHU .C
HACTOSIIVS JOTOBOP CE CMSATAT aIPpeCHTe, TOCOYSHH B HAYAIOTO HA JIOTOBOpA. 1

(2). Ipu npoMsaHa Ha JaHHWTE IO TPEAXONHATA ATHHES, CLOTBeTHaTa CTpaHa €

JUIBXKHA J1a yBETOMH JIpyTaTa B TPHIHEBEH CPOK OT HpOMﬂHaTa
\
|
IIpu mojpmucRaHeTo HA HACTOAIUS I[or0130p ce Hpe,I[CTaBI/IXEI CJIC,I[HI/ITe

JIOKYMEHTH \

- 33 0OCTOTENICTBATA TIO qn 54 a,u 1 T 1 OT 30I1 - cBumerencTro 3a CT:,Z[I/IMOCT

- 32 06CTOSTENICTBOTO no 1. 54 L, 1 T. 3 oT 30H YZIOCTOBEPEHUE 32 JINIICa Ha
IyONUYHY 38 b/DKSHNS, H30a1eHO OT opraHHTe no qpnxomne YJIOCTOBEPEHHE OT OﬁmHHa
rpag JoGpud 3a juica Ha Hy6JII/I‘-IHI/I 3a,£[’bJ'DKCHI/ISI YOCTOBEPEHHE OT onHHaTa o
CENAIMIIETO HAa YYaCTHUKA 3a JIUIICA Ha Hy6J1Han 3a)11>JI>Kerm : :

- 3a 00CTOATENCTBOTO MO Wi. 54, am. 1, | ‘T 6 - ymocrosepeHHe oT OpraHuTe Ha
MambiauTenna arennus "I 'aBHa HHCIEKIMS IO TPyAA"; |

- Ceprudukar 3a mpunarane u ﬂO,[[,[[]:p)i(aHG Ha CHCTEMa 3a yIpaBlICHHE Ha
xagecTBOTO EN ISO 9001:2015 w/mmm EN ISO 13485:2016 u/uim exsusanentsa, B o6macrra
Ha IPOM3BO/ICTBOTO HI/MITH THPrOBUATA C JIEKapCTBEHH NIPOAYKTH;

- Paspernenve 3a nipoussoacTso mo wi. 196, ai. 1 or 3JIIXM, B CITy9auTe KOraro
YYACTHHKBT € IIPOM3BOMTEN ¥ NPE/UIAra JICKaPCTBEHHTE TIPOLYKTH, KOMTO IPOH3BEKIA, HITH
na Paspemenwe 3a BHOC 1O wi 196, an. 2 ot 3JIITXM, B citydamTe KOraro y4acTHHUKET €
BHOCHTEII U NIpeyIara JICKAPCTBEHUTE MPOAYKTH, KOUTO BHACS,

- Jlexnapanust mo wi. 59, an. 1, 1. 3, or 3MUII mo 3aabiKUTENHAS obpazen
IIpunoxenne Ne 3 ot o6pasiure JOKYMEHTH Ha JIOKYMEHTAIUATA 33 YIaCTHe.

K®M HacTOsIUMsI JOTOBOP ca MPHIIOKEHH:

1. TexamgeckoTo mpeaIoKEHUE HA 3nemauTens;
2. llenoBoTo nipemiokenre Ha M3mbiaHATE,IS.
|
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BB3JIOKUTEIL: .
HpT

I'JI.CHETOBOIU

CBI'JIACYBATEI: ..........
' Ang. 11B.


x
Highlight

x
Highlight

x
Highlight


"MHOTI'OITPOPHAHA BOAHNMLIA 3A AKTVIBHO AEYEHUE - IOBPYY" Al

JIOBPHY 9300 DXy, "Tlanaiior Xutos" 24 B 058/600488 (axc 058/600414 H e-mail: oblb@bergon.net

Hpunooscernue Ne 2 — 3a0vaxcumenen oopasey,
IIpeocmasa ce no écaka obocobena no3uyus, 3a KOAmMo ce nooasa opepma

TEXHHYECKO NPEAJOXEHHUE

ITo o0ocoGena mosumus Ne 1 :

(Mons nocoueme nomepa Ha obocobenama nosuyus, 3a KOIMO |npedcmassme
MeXHUYeCcKo NpednodiceHue)

HOZ[HPIC&HH—H"P/ ahHara B
Ka4€CTBOTO CH Ha H’LJ’IHOMOHIHI/IK Ha VI3IIBJIHUTCIIHNA I T usnuceda ce Jl’b.?fCHOC'mma)

Ha ,, Tpproeeka Jlura - [noGanen Anreden Llentsp” AJl (usnucea ce umemo na yuacmuuxa),
cwe cepanume: Tp. Copms, mk. 1172, 6y ,,[.M.JTumurpos” Ne 1, agpec Ha yipaBieHue Ip.
Codus, n.x. 1172, 6yn. ,,I'.M.Jlumutpos” Ne 1, EMK 030276307,

IMPEJUIAT'AM CJIEJJHUTE YCJIOBUS:

1. lexmapupaM CpoK Ha BaIMAHOCT HA 0(1)epTaTa HO HE TIO- KpaT’BK ot 3 (Tpn)
Mecella OT jarara, KOATOo € IOCOYCHa 3a JlaTa Ha IojlapaHe Ha odepraTa:

3 (Tpu) Mecena.

2. IlpuemaM cpoka Ha U3IBIHCHHE HA nopthKaTa 12 ():[BaHa):[ec‘ €T) Mecerna oT
CKJIFOUYBAHETO Ha JIOTOBOPA. |

3. Ilpuemam cpoka 3a mamiade: mo 60 (iectraecer) KaJICHapHH [THH OT
M3BBPIIBAHETO HA TOCTABKATA U M3/1aBAHETO Ha (baKTypa OT U3IIBIHUTETIS. 3

4. ITpuemam cpoka Ha mpoctaBka: Jlo 24 ()iBaneceT W 4ETHPH) 9aca OT MOMEHTA Ha
3a9BIBAHCTO OT CTPaHA Ha BBH3IOXKUTEIIA.

5. Ilpuemam cpoka Ha rogmoct: He mo-manko or 60 % or obmjara rogHOCT B
MOMEHTa Ha JOCTaBKa. |

6. JIEKJIAPUPAM, ue noCTaBAHUTE JEKAPCTBEHH IPOTYKTH: |
6.1. mMar paspelieHue 3a ymotpeOa HIM YHOCTOBEPEHHE 3a peFI/ICTpaIII/I}I Ha
JIEKAPCTBEHH IMPOAYKTH 10 WiI. 23, an. 1 ot 3JIIIXM; |
6.2. OTrOBapsAT HA W3UCKBAHHATA 32 KAYeCTBO, 0E30MacCHOCT M €(PHKACHOCT 110
3JIIIXM. |
7. IEKJIAPUPAM, 4e mpejiaranara I¢HA HA JIEKAPCTBEHUTE HpPHYKTH KOUTO
ca BKmo4YeHH B [103UTHBHHESA JIEKAPCTBEH CIMCHK U BAIUIAIAHK ¢ IyOIIMYHH CpelcTBa, He ¢
MO-BHCOKA OT peryiupaHara LEeHa 10 HpI/IJIO)KeHI/Ie\ Ne 2 or IJIC, mocoyena B xoiona M
(cTOMHOCT Ha OMMaKOBKa, M3YHCICHA Ha 0a3a pedepeHTHa CTOHHOCT 32 z(e(bHanaHaTa JTHEBHA

J103a).

8. IlpremaM Jia M3IBJIHABAM BCHYKH HM3MCKBAHMS HA BB3IOXKHTEIS, TIOCOUEE
o6gBIICHHETO U JOKYMEHTAIUATA 3a YIaCTHE.

9. JlexmapupaM ChITIACHETO CH C KIIAY3UTE Ha IPUIOXKECHUS IIPOEKT H

10. B cioyuaii, ye 6p4a OIpeZielicH 3a M3IBIHUTEN Ha IOPHYKATA, C

K3KTO U CbOTBETCTBHETO C IOCTABCHUTC KPUTEPUHN 3a IIOI[60p
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10.1. 3a obcrostenctBara mo wi. 54, an. 1, . 1 or 30I1 - ceumerencreo 3a
CBIMMOCT, H3/J3ICHO B 6-MECEYHHS CPOK HA BANMIHOCT IIPEIY IIPEICTABSHETO; ‘

10.2. 3a oGcrosTencrBoro mo wi. 54, am. 1, T. 3 ot 30II - yz[0¢TOBepeHHH 3a
JUIca HA MyOMHYHY 3abDKCHUS, U3NAJEHH OT opraHHTe II0 MPUXOJUTE, OT \O6H.II/IHa rpan
Jlo6puy 1 OT O6IUHATA TI0 CETATHIIETO Ha YYaCTHUKA, ‘

10.3. 3a obcrosTencTsoro no wi. 54, an. 1, T. 6 - yarocToBepenne OT opranyTe Ha
WsnbnnuTenna arennus "T1aBHa HHCIIEKIHS 110 TPyaa"; |

10.4. Cepruduxar, ynocToBepsBall BHEAPEHA CHCTEMA 3a YIPABICHHE Ha
kagectBoro EN ISO 9001:2015 m/mmu EN ISO 13485/2016 u/unu eKBHBaJIeHTha ¢ oOxBaT B
00J1acTTa Ha IPOU3BOJCTBOTO M/HIIM THPTOBHATA C JIEKAPCTBEHHU TIPOAYKTH;

10.5. Pa3permtenue 3a mpou3BOACTBO Mo wi. 196, an. 1 or BHHXM B CIIy4auTe
KOraTo YYacTHHKBT € TIPOM3BOJUTEN W TWpeaiara JICKapCTBEHUTE HpOI[YKTI/I KOHTO
IpOM3BEX/IA, MK Ha Paspemenue 3a BHoC 1o uit. 196, ax. 2 ot 3JIIIXM, B cnyqame Koraro
YYACTHHUKBT € BHOCUTE U IIpeyiara JEKapCTBEHUTE l'IpOI[y}(TI/I KOWTO BHACS; |

10.6. Nexnapanus mo wi. 59, am. 1, 1. 3 pT 3MMUII mo 3a11m>1<1/1TdJ1HH;1 obpazen
[punoxenne Ne 3 0T 06pasiuTe JOKYMEHTH Ha JOKYMEHTAIHATA 33 yUacTHe. |

3abenexncka: Yoocmosepenusma no mouxu 10.2 u 10.3 mpabea ()(}1 ca uzoaoenu

cled 0amama Ha OMKpUeAHemo Ha npoyeoypama.

[loanuc Ha NpeCTaBISBAIIOTO JIUIIE U TIeHAT:

/Mnana 3apaBKkoBa ' OIIHUK Ha
W3IBIHATEITHAS JAUPEKTOP Ha ,,[Bpr IeH AINTeueH
Hentsp™ AJl/ (ume, Gammuo u daNmn
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Hpunoscenue Ne 1 — 3a0vancumenen o6pazey
IIpeocmasa ce no gcaka ob6ocobena no3uyus, 3a KoAmo ce nooaea opepma

IIEHOBO IPEJIOXEHME 3A N3IThbJIHEHUE HA HOP’b‘iIKATA

Ilo o0ocobena mosumus Ne 1 ‘ |
(Mons nocoueme nomepa na 060cobengma nO3UYUs, 3a KOSMO | ‘mpedcmasame
yenosa opepma)

ot “Twproscka Jlura - I'mobanen AHTC‘ICH Hentsp” AL |
cbe ceganuie rp. Codus, mx. 1172, Oy, .M. Jlumurpos” Ne 1 u ?ﬂpec Ha
ynpasyenue rp. Codus, mx. 1172, Gy ,,F.M.I[HMHTpOB Nel
EVK / BYJICTAT 030276307 |
HaHa 31paBKoBa 3al103Has ‘
B Ka4eCTBOTO My Ha [IBIHOMOIIHHK Ha I/IBH’BJIHI/ITGJIHI/IS{
JUPEKTOp HA ,, | bPIOBCKaA J1Kra - I'obanen AnTeden J_IeHT’bp” ALl
IIpescTaBIM IIEHOBO IIPEIOKEHHE [0 HOMCHKJIATYPHTE, TIOCOYECHM B
npuaoxenara u3sagka oT Crmcbka Ha 060COGEHHTe IO3UIMM M HOMEHKJIATYPHTE, 32
CHOTBETHATA 000CO0EHA MO3HIIHS, 32 KOATO MPEJCTABIM Odepra.

IIpunaraM IONbIHEHA W TO/IMCcaHa m3Baaka or Crmumcbka Ha obocobenute
MO3MINKA ¥ HOMEHKJIATYPHUTE, 338 CHOTBETHaTa 000¢O0CHA TO3HIKS, 32 KOATO MPEACTaBAM
ogpepra. ‘

[Ipmaram U3BajKa U Ha MATHUTCH HOCHTE (muck).

B useadxama om Chucvbka Ha 060COBEHUme no3uyuu u HOMeHKIamypume 3a
cvomeemuama 060cobeHa NO3UYUS, 6CEKU yqacmHuK e 0/IviHceH 0a HONBAHU ‘noom()wmo 3a
6CAKA 30 6CAKA HOMEHKNAMYPA, 3@ KOAMO yHaACHEa; 1

Konona 8: Twvp206ckomo Haumeno6anue Ha 1eKapCMEeHUs npoaykm U3NUCAHO HA
JAMUHUUA.

Konona 9: Ilpoussooumen / npumeofcameﬂ Ha paapemeuuemo 3q ynompeba Ha
JleKapCmeer st npooOyKm.

Konona 10: Konuuecmsomo 6 onakoqkama - bpoii Ha ma6ﬂemu, amnynu,
GMECTMUMOC UNY Op. MAPKA.

Konona 11: IJena na onaxoexa 6 1. 6es JIJ[C.

Konona 12: Llena 3a mepHa eOunuya 6 ﬂ(;ﬁ. be3 /1

[Moanuc HA PECTABISBAIIOTO JIHIE | ITeYar:. ..
/Nuana 3ano3Has, [IeIHOMOIHUK Ha\- ﬂ,!fpeKTOp Ha
., Trproecka Jlura — I'nobanen Arteued 1]

(uMe, GaruHO 1 HaMUIHS, JTHKHOCT) !
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