PAMKOBO CIIOPA3YMEHHME

Huec B rp. Codus, mexay:
MUHUCTEPCTBOTO HA 3JPABEOIIA3BAHETO, c agpec: rp. Codpus 1000, m.
“Csera Hemens” Ne 5, EMK 000695317, npencrasnsiano ot npod. a-p Kocraaun Anrenos, o,

MUHHCTBp Ha 37paBeorna3BaHeTro u LleHTpaneH opran 3a MOKyNKW B ceKTop "3apaBeomna3Bane’ u

Mapuss benomopoBa — aupekTop Ha jaupekuus ,,b®D”, HapuuaHO TO-I0IYy 3a KpPaTKOCT
“B'B3JIOKUTEJL” oT enHa ctpaHa u
1. »b. BPAYH MEJIUK'BJI” EOOJ, EUK 175016820, cbc cenanuiie v apec Ha yrpaBieHUE:

rp. Codus, 0yn. "Xpucrodop Komym6" Ne 64, crpana A2, opuc 111, npencrasnsBano ot Xopct XaitHIf
[Iroep, B kauecTBOTO My Ha yrnpaBuTeln U IleTbp AceHOB, IPOKYpPUCT;
2. "MEJEKC" OO/J, EUK 131268894, cbc cenanuiie u aapec Ha ymnpasienue: rp. Codus,
o0u1. CronuyHa, c. CBeToBpauene, m.xkoxa 1252, yn. "Yasnap BoiiBoga" Ne 48, npeacrasnsBano ot Emun
JlaneB, B KaueCTBOTO My Ha yIpaBUTE,
3. "TIIPO ®PAPMALUA" EOO/l, EUK 131249698, chc cenanuiie u ajpec Ha yIpaBiICHHE: TP.
Codus, yn. "umx. Ban MBanoB" Ne70b et.3, mpencrasisBano ot ['eopru IlackoB, B kaueCcTBOTO My
Ha YIpaBUTEIL;
4. "COJOMEI" EOO/l, EUK 832018046, chc cenanumie u agpec Ha ynpasienue: rp. Codus,
n.x. 1618, p-u Burtoma, yu ,,IIpexu np1* Ne 44, npencrasnsiBano ot ['eopru I1aHoB, B KauecTBOTO My
Ha YIPaBUTEI;
5. "CODAPMA TPEVJIUHI" AJl, EUK 103267194, chc cefanuine u agpec Ha YIpaBJeHHE:
rp. Codus, yn."JIvuesap CranueB" Ne5, Codapma busnec Tayspe, Crpana "A" er.12, npencraBisBaHo
oT Aumutsp JAMMUTPOB, U3IIBIHUTEIICH TUPEKTOp, 4upe3 VBaH [laBnoB, ybIIHOMOIIEH C HOTAPUAIIHO
3aBepeHo MbJIHOMOIIHO oT 14.12.2020 r. ¢ per. Ne 5783 na Hotapuyc Jlro6ka Cotuposa c paiion PC-
Codus c per. Ne 400;
6. "TBhPTOBCKA JIMT'A - TJIOBAJIEH AIITEYEH HEHTBHBP" A/l, EUK 030276307, cbc
cepanuine U aapec Ha ympasieHue: rp. Codus, 6yn. "['M. Jumurpos" Nel, mpeacraBisiBaHO OT
TaxBop boxocsiH, B KauecTBOTO My Ha 3aKOHEH NpeJICTABUTEN,
7. "®APKOJI"ALl, EMK 102227154, cbc cepanuiie U aapec Ha ynpasieHue: rp. byprac, m.k.
8000, yn. "Can Credano" Ne 28, mpencraBnsiBaHo ot Tans MunueBa —ba3oTeBa, M3MBJIHUTENCH
nupektop u ['eopru bazores, npencenaren Ha CbBeTa Ha IUPEKTOPUTE;
8. "®bOHUKC ®APMA" EOO/, EMK 203283623, chc cemanuiie u aapec Ha yIpaBlieHUE:
rp. Codus, yn."OxonoBpbereH mbT" Nel99A, npeacraBisBano or Becenun KyneB u Kpacumup
Hukonaes, ymbTHOMOIIIEHH C HOTApHUAITHO 3aBepeHO MBbJIHOMOIIHO oT 26.01.2021 r. ¢ per. Ne 155 Ha

notapuyc Jlanuemna Komcanosa ¢ paiton PC- Codust ¢ per. Ne 049;



9. "JAHCOH-BI'"'OO/Jl, EMK 203612570, cbc cemanuiie W ajapec Ha ympaBieHHE: OO
[lepuuk , ob6m. Pamomup rp. Pagomup, yn. "Oren [Naumcmii” Ne26, mpexncraBmsaBano ot Credan
BoXH1HOB, B Ka4eCTBOTO MY Ha YIPAaBUTEI;
10. "MEJO®APMA"EOO/l, EUK 121578346, chc cemanuiine W aJapec Ha yIpaBJieHHUE TP.
Codus, n.k. 1784; p-u Mnanoct; x.x. MJIAJIOCT 1, 61. 386 oduc crpaga, mpencraBisiBaHO OT
Axwuneac L{anrapuc, B KaueCTBOTO My Ha YIPaBUTEI;
11. "®dapmaBuxbn EBpona'" OO0/, EUK 203499069, chc cenanuiie u ajpec Ha ynpaBieHUE
rp. Codus, n.x. 1612; p-u Kpacno ceno, yin. Anexkcanabp Makenoncku Ne 4, mpenctaBisBaHO OT
I'eopru TenuoB, B Ka4eCTBOTO My Ha yIIPaBUTEN,
Hapuuanu 3a kpatkoct "USIIBJHUTEJIN" ot npyra ctpana
Ha ocHoBanue Pemenne P/1-11-598/26.11.2020 r. (u3m. ¢ Pemenne Ne PJ[-11-34/ 22.01.2021 r.) Ha
BB3JIOKUTEJNS 32 OIpeiesisiHe Ha U3IBIHUTENH 110 PaMKOBO CIIOpa3yMeHHe, BbB Bpb3ka ¢ wi. 108, 1. 2
ot 3011 ce ckII0YM HACTOSIIOTO CIIOPa3yMEHUE 3a CIIETHOTO:

I. HEJ 1 TIPEAMET HA CIOPA3SYMEHHUETO
Ya. 1 (1) Lenta Ha HACTOANIOTO CIOpPa3yMEHHUE € Jia ca ONPENENIAT YCIOBHUATA, 10 KOUTO IIE Ce
orpesensi U3MBJIHUTEN MO BCEKU KOHKPETEH JOTOBOP 3a JOCTaBKa Ha JIEKApPCTBEHU MPOAYKTH, Bb3
OCHOBA Ha MPOBEXKJAaHE HA BhTPEILICH KOHKYPEHTEH H300p UK MTOKaHa 3a IOMblIBaHe Ha odepTa.
(2) Bw3 ocHora Ha ToBa pamkoBo criopazymenre JEUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJ,
11e Ipu100MBa CTOKH — JIEKAPCTBEHHU MPOAYKTH OT [103UTUBHMS IeKapCTBEH CIIUCHK MO 4i. 262, al.
6, T. 2 oT 3aKOHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMmMaHHaTa meaununa (3JI[IXM), Bmnucanu B
nyOoJIMYHUS eNeKTPOHEH perucTbp KbM HarumoHanHus cbhBET HO LIEHH W peuMOypcupaHe Ha
JIEKapCTBEHH TPOIYKTH, CIIe/ MPOBEICH BBTPEIIEH KOHKYPEHTEeH M300p/ MOKaHa 3a JOITbJIBaHE Ha
odepra.
(3) JEYEBHO 3ABEJIEHUE — BB3JIOXKHUTEJI ¢ nteueGHO 3aBeeHIe, TOMAaallo B 00XBara Ha
ui1. 1 ot [TocranoBnenue Ne 146 na MC (06H. [IB, 6p. 44/2015 r.) 1 KO€TO € MOCOYEHO B CIIUCHKA HA
NedyeOHNTE 3aBEICHUS — BB3JIOKHUTEIHM, YacT OT JOKyMEHTAlusATa 3a ydJacThe B OOIIeCTBEHATa
MOpPBHUKa, Bb3 OCHOBA, HA KOSITO € CKIIFOYEHO, HACTOSIIIIOTO PAMKOBO CIIOpa3yMEHHE.
(4) EnexTpoHHaTa CHCTEMa 3a 3aKylyBaHE Ha JICKapCTBEHH HPOIYKTU 3a HYKAUTE Ha JICYCOHUTE
3aBefieHNs B PemyOnuka bearapus e onnaiiH miargopmata 3a eeKTpOHHUTE ThProse, pazpaboTeHa
Ha ocHoBaHue 4. 4, an. 4 ot [locranoBnenue Ne 146 na MC (06H. /1B, 6p. 44/2015 r.), nocTeiHa Ha

azgpec: https://cop.mh.government.bg/.

Y. 2. Tlpeamer Ha HACTOSIIIIOTO PAMKOBO CIIOpa3yMEHUE € OlpeiesTHE Ha KPBI'bT Ha U3ITBJIHUTEIHTE,
KOWTO MOTaT Jia CKJIFOYBAT KOHKPETHHU JIOTOBOPH 32 OOIIECTBEHH MTOPHUKH, Bb3 OCHOBA Ha MMPOBEXKIAHE
Ha BBTpElIeH KOHKypeHTeH u30op wm nonbaBaHe Ha odepra ¢ JIEHEBHO 3ABE/JIEHUE -
BB3JIOKUTEJL, 3a nekapcTBeHH NMPOAYKTH KAKTO CJIE/IBA:


https://cop.mh.government.bg/

ATC-xox

Me)lcnyﬂapozmo HENMATCHTHO
HAUMCHOBAHHEC

HauuH Ha npuwiiokeHne

3a0eexKka

M3nb1HATEH 10 PAMKOBOTO
cropa3symMeHHe

JO1AA12

Tigecycline

napeHTepansa

"®BOHUKC ®APMA" EOO]]
"CO®APMA TPEUAUHI™" AJ]
"MEJEKC" OO/

JO1CR02

Amoxicilline, clavulanic acid

HapeHTepaitHa

Menogapma EOO/]
"MEJEKC" O0O/[]

"[TPO ®APMALIUA" EOOJ
JAHCOH BI' OO
"OAPKOJI" Al

JO1CRO5

Piperacillin, Tazobactam

napeHTepansa

"®HLOHUKC ®APMA" EOOJI
"MEJIEKC" OO/

"®APKOJI" A/l

JIAHCOH BI' 001

"[IPO GAPMALIMS" EOOJT

JO1DB04

Cefazolin

IapeHTepaHa

Menogapma EOO/]
"MEJEKC" O0O/[]

"[TIPO ®APMALIUA" EOOJ
"OAPKOJI" AJ]

JAHCOH BI' OO

JO1DCO2

Cefuroxime

IIapeHTepaHa

750 mg

Menodapma EOO/]
"TBPTOBCKA JINT'A - TAL[" AL
"®APKOJ" AT

JAHCOH BI' 0OOJ1

"TTIPO ®APMAIINSA" EOOJT

J01DCO02

Cefuroxime

IapeHTepaia

1500 mg

Menodapma EOO/]

"ITPO ®APMALIMA" EOOJ
"TBPT'OBCKA JIUT'A - TALL" AX
"OAPKOJI" AJ]

JAHCOH BI' OO

J01DCO02

Cefuroxime

repopaHa TBhP/a

500 mg

"®bOHUKC ®APMA" EOO/]
"MEJEKC" OOJ{
"OAPKOJ" AJ]

J01DDO01

Cefotaxime

IapeHTepaiHa

"TBPTOBCKA JIUTA - TALL" AJ]
"®BOHUKC ®APMA" EOO/L
"CODAPMA TPEUAUHI" AJ]

J01DD02

Ceftazidime

IapeHTepaiHa

1000 mg

"MEJEKC" OO
"®bOHHUKC ®APMA" EOO/|
"TbPTOBCKA JIMT'A - TAIl" AL

J01DD04

Ceftriaxone

HapeHTepaHa

"TBPTOBCKA JINT'A - TAL[" Al
"MEJIEKC" OO

Menodapma EOO/]

"OAPKOJI" AJ]

"[IPO ®APMALIMS" EOOJ]
JJAHCOH BI' OO /1

JO1DD12

Cefoperazone

IapeHTepaiHa

1000 mg

"[IPO ®APMALIMS" EOOJ]
Menodapma EOO/]
JAHCOH BI' OOJ
"OAPKOJI" AJ]

JO1DD12

Cefoperazone

IapeHTepaiHa

2000 mg

Menogapma EOO/]
"OAPKOJII" AL

"[TIPO ®APMALIUA" EOOJ
JAHCOH BI' OO

J01DD13

Cefpodoxime proxetil

repopaHa TBhpJa

"®bLOHUKC ®APMA" EOOJL
"MEJIEKC" OO/
"®APKOJI" ALl

J01DD62

Cefoperazone, Sulbactam

IIapeHTepaHa

Menodapma EOO/]
"®APKOJI" Al
"®bOHUKC ®APMA" EOO/]




"I[IPO ®APMALIUS" EOO/]
JIAHCOH BT 00]]

JO1DEO1

Cefepime

napeHTepansa

1g

Menogpapma EOO/]

"®bOHUKC ®DAPMA" EOO/]
JAHCOH BI' OO
"TBPTOBCKA JIUT'A - TALl" A/l
"[TPO ®APMALIUA" EOO/
"OAPKOJI" AJ

JO1DHO02

Meropenem

napeHTepansa

®DapmaBuxsa EBpona OO/]
JAHCOH BI' O0[]
"®bOHNKC ®APMA" EOO/
Menodapma EOO/]

"TTPO ®APMALIMA" EOOJ
"OAPKOJI" Al

JO1DH51

Imipenem, Cilastatin

napeHTepansa

®DapmaBuxsa EBpona OO/]
"MEJEKC" 00/

JO1EEO1

Sulfamethoxazole, Trimethoprim

napeHTepantsa

"®bOHUKC ®APMA" EOO/]
"CODAPMA TPEUJIVHI™" AJ]

JO1FA10

Azithromycin

repopaHa TBhP/a

"®bOHUKC ®APMA" EOO/]
"MEJIEKC" OO/]
"CO®APMA TPEUIHI™" A/
"®APKOJI" AJ]

JO1FA10

Azithromycin

IIapeHTepaiHa

"®bOHUKC ®APMA" EOO/]
"CO®APMA TPEMIUHI" ALl
"MEJEKC" OO

"®APKOJI" Al

JO1FF01

Clindamycin

IapeHTepaHa

"®bOHHUKC ®APMA" EOOJ]
"CODAPMA TPEMIUHI" ALl
"®APKOJI" Al

"TTIPO DAPMAIIMA" EOOJ

JO1FF01

Clindamycin

repopaHa TBhP/a

"®bOHUKC ®APMA" EOO/1

JO1GBO03

Gentamicin

IapeHTepaHa

JIAHCOH BI' 00/

JO1GBO06

Amikacin

IapeHTepaiHa

Menodapma EOO/]
"CODAPMA TPEUJIUHI™" AT
"®APKOJI" AL

"TIPO ®APMALUA" EOO/I
"B.BPAYH MEJIUKAJI" EOO/]
"COJIOME[I" OO/

JIAHCOH BI" OO/1
"®bOHUKC ®APMA" EOOJI

JOIMAOQ2

Ciprofloxacin

IapeHTepaiHa

"®bOHHUKC ®APMA" EOOJ

JOIMAO2

Ciprofloxacin

repopajHa TBbpAa

"®bOHUKC ®APMA" EOOJ]
"®APKOJI" Al

JOIMA12

Levofloxacin

repopajHa TBbpa

"OAPKOJI" AL
"CO®APMA TPEUJUHI™" AJ]
"®bOHHUKC ®APMA" EOOJ

JOIMA12

Levofloxacin

IapeHTepaiHa

"®bOHHUKC ®APMA" EOO/]
"MEJIEKC" OO/]

"TBPTOBCKA JIUTA - TAI[" A/l
"CO®APMA TPEUIHI™" A/
JJAHCOH BI' 00/],

"®APKOJI" AL

"TIPO ®APMALIUSA" EOOJ]

JO1XA01

Vancomycin

IapeHTepaiHa

"®bOHHUKC ®APMA" EOO/]
"TbPTOBCKA JIMT'A - TAIT" A

JO1XA02

Teicoplanin

IapeHTepaiHa/iepopaiia

"MEJIEKC" OO/]

JO1XB01

Colistimethate sodium

HMHXaJATOpHA

"®bOHUKC ®APMA" EOOJ

JO1XDO01

Metronidazole

napeHTepaiHa

"®LOHUKC ®APMA" EOOJ]
"MEJIEKC" OOJ]
"CO®APMA TPEMIVHI™ AJ]
"®APKOJI" AJ]




"COJIOMEI" OO
"TTIPO ®APMALUA" EOOJ
"b.bPAYH MEJJUKAJI" EOOJ
J01XX07 | Nitroxoline riepopajHa TBbpJa "®bOHUKC ®PAPMA" EOOJ]
"TTIPO ®DAPMALUA" EOOJ
"®APKOJI" AL
"MEJIEKC" OOJ]
J01XX08 | Linezolid napeHTepaiHa JAHCOH BI' O0O[
JO2ACO01 | Fluconazole MapeHTepanHa "O®bOHUKC PAPMA" EOOJ
"®bOHUKC ®APMA" EOO/
"CO®APMA TPEMIVHI™" AJ
"MEJIEKC" OO/I
JO2ACO03 | Voriconazole MapeHTepatHa "TBPTOBCKA JINT'A - TAIl" Al
"MEJIEKC" OO/T
"®bOHUKC ®APMA" EOO/]
JO2AX06 | Anidulafungin MapeHTepatHa "CODAPMA TPEMJIMHI™" ALl
"®bOHUKC ®APMA" EOO/]
"CO®APMA TPEMIVHI™" AJ
JO4AB02 | Rifampicin riepopajHa TBbpJa "OAPKOJI" AJ
JO4AC01 | Isoniazid riepopajHa TBbpJa JAHCOH BI' O0O[
JO4AKO1 | Pyrazinamide repopajHa TBbpJa "O®bOHUKC PAPMA" EOO/J]
JO4AKO02 | Ethambutol repopasHa TBhP/a JJAHCOH BI' OO/1
JO5AB14 | Valganciclovir repopajHa TBbpJa "[TPO PAPMALIMA" EOO/L
JO5AF10 | Entecavir nepopasiHa TBbpa "ITPO PAPMALIMA" EOOJ
"®bOHUKC ®APMA" EOO/
JO5AH02 | Oseltamivir nepopasiHa TBbpa "OAPKOJI" AL
JO6BB04 | Hepatitis B immunoglobulin MapeHTepaiHa "O®bOHUKC ®PAPMA" EOOJ]
II. HEHN. PEJl 3A CKJIFOYBAHE HA JOI'OBOP OT JIEYEBHO 3ABEJIEHUE —
BBb3JIOKUTEJL

Y. 3 (1) [To HACTOAIMIOTO paMKOBO CIIOpa3yMEHHE HE ca OINpPE/CICHN BCUUKU yCIoBUs. Bb3 ocHOBa

Ha Hacrosuoto pamkoBoTo crnopazymenue JIEHEBHOTO 3ABEJIEHUME — BB3JIOKUTEJL,

CK/IIO4YBa I[OFOBOp/,I[OFOBOpI/I 3a O6I.I.[CCTB6HI/I IIOPBUYKHU Ha CTOI>'IHOCT, CLO6p33€Ha C HCTOBUTC HYXXIU U

B paMKUTE Ha OroJKeTa My, IIPH MPEIBAPUTEIHO OINPEIETIeH KpUTEpUil ,,Hall-HUCKa 11eHa™, ChIIaCHO

yi. 70, aim. 2, 1. 1 or 30I1.

(2) Ilocouenara B HACTOSAIIOTO CIIOpa3yMCHHC IICHA Ha C€AWHUIA MsApPKa 3a aKTHBHO BCHICCTBO HA

KOHKPETEH JIEKapCTBEH MPOJYKT € 1I€HATa, Bb3 OCHOBA Ha KOsATO Bceku KoHkpereH U3ITbJIHUTEJI

e onpezeneH 3a USIIBJIHUTEJI o HacToAIIOTO paMKOBO CIIOpa3yMEHHE U Ta3H LieHa ITpeICTaBIsIBa

MakcuMaiHa 1eHa 3a Hero. Konkpernus U3ITBJIHUTEJI no pamMkoBOTO criopasyMeHue HsMa IpaBo

Ha €Tall BbTPCIICH KOHKYPCHTCH I/I360p/ JOITbJIBAHEC Ha oq)epTa Ja Ipeiiara neHa mo-BuCoKa OT ieHaTta

BB3 OCHOBA, HA KOATO € I/136paH 3a UBITBJIHUTECII HA pAMKOBOTO CIIOPA3yMCHUC.

Ya. 4 (1) JoroBopute 3a KOHKPETHU JOCTABKH Ha JIEKapcTBEHH MPoAyKTH 3a Hy)aute Ha IEUEBHO

3ABEJAEHMUE — BB3JIOKUTEJI, me 0baaT CKIIFOYBAHH, CIICIT:

1. mpoBexxnane Ha BbTpemieH KoHKypeHTeH n30op Mexay U3INBJIHUTEJIMTE no pamMkoBoTO

CropasyMeHue, npu yciaoBusaTa Ha wi. 82, an. 4, T. 1 ot 3011, B cnyyaute Ha ui. 82, an. 3 ot 3011, u

MPOBEK/IaHE Ha €JIEKTPOHEH Thpr 1o peaa Ha wi. 90 ot 3011, BbB Bpb3ka ¢ wi. 89, an. 3 ot 3011 u B

CHOTBETCTBUEC CHC 3AJIOKCHUTE B paAMKOBOTO CIIOPA3yMCHUE U3NCKBAHUS;

2. nombaBane Ha opeprata oT UBIIBJIHUTEJIA, B cnydyante Ha ui. 82, an. 2 ot 30I1.
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(2) YcnoBusta u pebT 3a IJIalIaHe HA BCSIKA €IHA IOCTaBKa HA JICKAPCTBEH MPOJYKT CE ONPEACIAT B
JIOTOBOPUTE, CKIIIOYBAHU Bb3 OCHOBA HA PAMKOBOTO CIIOpa3yMEHHUE.
III.CPOK HA PAMKOBOTO CIIOPA3YMEHHUETO
Y. 5. (1) Hacrosioro paMKOBO criopazyMeHue € ¢be cpok 70 31.12.2021 r., kaTo 3a HaYaleH CPOK
CE CuuTa JlaTaTa Ha CKJIIOYBAHE HAa HACTOSAILIOTO PAMKOBO CIIOPAa3yMEHHE.
(2) Cpoksr Ha nmoroBop 3a obmiectBeHa nopwuka, ckiroueH ot JIEHEBHO 3ABEJEHMUE -
BB3JIOKUTEJIL, crien npoBeieH BbTPEUICH KOHKYPEHTEH U300p/I0bIBaHe Ha odepTara mo peaa
Ha HACTOSIIOTO PAaMKOBO CIIOpa3yMEHUE, HE MOXKE J1a HAIXBBPIIS KpailHUs CPOK HA CIIOPA3yMEHHUETO.
IV.IPABA U 3AABJIKEHUSA HA Bb3JIOKUTEJIA
Y. 6. BB3JIOKUTEJISAT uma npaso:
1. na u3BbpuBa nposepku Ha gokymeHTUTEe Ha USITBJIHUTEJIA/UTE, cBbp3anHu ¢ U3IBIHEHUETO
Ha HACTOSIIOTO PAaMKOBO CIIOpa3yMEHHE U Ha CKIIFOYBAHUTE Bb3 OCHOBA HAa HETO JOTOBOPH;
2. TO BCAKO BpeMe Ha WU3NBIHEHHE Ha PaMKOBOTO CIOpa3yMeHHE Ja W3HCKBAa OT
N3ITBJIHUTEJIA/MTE undpopmanuss BbB Bpb3Ka C M3INBJIHEHUETO HA HACTOSIIOTO PaMKOBO
CIOpa3yMeHHe U CKIIIoYeHUTe BB3 ocHoBa Ha Hero noroBopu ¢ JIEUEBHUTE 3ABEJIEHUS —
MN3ITbJHUTEJINA,
3. Ia U3UCKBA U3MBJIHEHHUE HA JOCTAaBKUTE B MPEIBUICHUTE CPOKOBE, MO pela U IPU YCIOBUATA HA
HACTOAIIOTO PAMKOBO CIIOPa3yMEHME U CKIOYBAHUTE Bb3 OCHOBA HAa HETO 10T OBOPHU.
Ya. 7 (1) BB3JIOKHUTEJAT ce 3agpmkasa na ocurypu Ha Beeku enqud ot U3IMNbJIHUTEJIUTE
cbe cpaeiictueTo Ha JEUEBHO 3ABEJIEHUE — Bb3JIOKUTEJI nadopmanusaTa, HeoOXoauma
Ha UBITBJIHUTEJIUTE 3a kauecTBEHOTO U3BbPIIBAHE HA JOCTABKUTE.
(2) BB3JIOKHUTEJIAT onpenens mupekius "OOmecTBeHn mopbuku', aupeknus "JlekapcTBeHa
nonutuka" M aupekuus "EneKTpoHHO 31paBeomnas3BaHe, KOUTO J1a OTroBapsT 3a JAEHHOCTTa Ha

[lenTpanHus oprax 3a MOKYINKH B CEKTOp "31paBeona3BaHe’.

V. PABA U 3AABJI’KEHUS HA U3ITBJIHUTEJIUTE

Ya. 8. Beeku equn ot UBIIBJHUTEJIUTE uma mpaBo na m3uckBa ot BB3JIOKUTEJIS u
JIEHEBHOTO 3ABEJEHHUE - BDB3JIOXHUTEJ wundopmanusta, HeoOXxoauma My 3a
KaueCTBEHOTO U3BBPIIBAHE HA IOCTABKUTE.

Y. 9. Beexu enun or U3ITBJIHUTEJIUTE HOCH OTTOBOPHOCT 32 TOYHOTO M 3aKOHOCHOOPA3HOTO
U3ITbJIHEHHE Ha U3BBPIIBAHUTE OT HETO JJOCTABKH.

Y. 10. Beeku equna o1 UBITBJIHUTEJIUTE ce 3aapmkaBa 3a cpoka Ha JIelicTBHE HAa PaMKOBOTO
CHOpa3yMeHHE, KaKTO M 3a CpOKa Ha JIeCTBHE Ha MOJANHMCAHUTE BbH3 OCHOBA HAa PAMKOBOTO

CIopa3yMeHHe JIOTOBOPH:



1. na momaBa mpemsioKEHUE B OTrOBOP Ha BCsAKa IMOKaHa, ornpaBeHa a0 Hero or JIEHEBHO
3ABEJIEHHUE — BB3JIOKUTEJL xato opepupanute B MpeIOKEHUETO My IIEHH HE MOTaT Ja ca
MO-BHUCOKH OT LIEHUTE, Bb3 0CHOBa Ha KouTo ¢ n3bpan 3a USII'bJIHUTEJI no HacCTOAIIOTO paMKOBO
criopazymenue. USIIBJIHUTEJIAT ce 3aabikaBa aa npejjara 1eHa 3a BCSIKa HOMEHKJAaTypa OT
nokanara Ha IEYUEBHOTO 3ABEJIEHUE — BB3JIOKUTEJL, kosTo € BKIIOYEHA B HACTOSIIIOTO
PaMKOBO CIIOPa3yMEHUE U IO KOSITO CHIIUSAT € ONPEACIICH 3a U3ITbIHUTEL.

2. 1a ocTaBsl IEKAPCTBEHUTE MPOAYKTH, IPEMET Ha KOHKPETHHS JIOTOBOP, B CPOK 110 7 KalleHAapHU
nau cinen nonydaBaHe Ha 3asBka oT JIEUEBHOTO 3ABEJAEHUE - BB3JIOXKHUTEJ u 3a
KOJMYECTBaTa M OIAKOBKUTE (ChOOpa3HO KOHKPETHUTE JIEKAPCTBEHU MPOAYKTHU, IOCOYCHH B
TEXHUYECKOTO MPE/I0KEHUE HA U3ITBIIHUTES ), TOUYHO OIPECIICHU B 3asBKaTa.

3. B cimyyail Ha He0OXOIMMOCT OT CIICIIHA JOCTaBKa J1a IOCTABsI JICKAPCTBEHUTE MPOIYKTH, IPEIMET
Ha KOHKPETHHMSI IOTOBOP B CPOK /10 6 yaca OT moJiyuyaBaHe Ha 3asBKata. [[0COUEHUST CpOK € OTHOCUM,
B Clly4aurTe, Korato B 3asiBkuTe wu3puyHo ¢ nocodeHo or JIEYEBHOTO 3ABEJIEHHUE -
BB3JIOKHUTEJI, 4e ca criemHu.

4. B cpok 110 1 paboTeH neH, B CIydanTe 1Mo T. 2 U 10 1 4ac B ciaydauTe 1o T. 3 clej MojdydaBaHe Ha
BCsIKa 3as1BKa J1a YBEJIOMU MHUCMEHO Ha enekTpoHHa noifa wiu 1o ¢pakc JEHEBHOTO 3ABEJIEHUE
—B'B3JIOKUTEJL, B ciiydail ue He MOKe J1a U3BBPILIN JOCTABKA UJIU B CIIydail, Ue HE MOKE J1a Clla3u
CPOKBT 3a U3BBPIIBAHE HA JOCTABKATa, IPEIMET Ha KOHKPETHATA 3asBKa.

5. Jla JOCTaBsl JIEKAPCTBEHHW IPOJYKTH, KOUTO OTroBapsAT Ha m3uckBaHuara Ha 3JIIIXM u kowto
MPUTEXKaBaT BAIMIHO paspelieHue 3a ymorpedba B cTpaHara, uzgaaeHo no peaa Ha 3JIIIXM wnm
Pernament (EO) Ne 726/ 2004 r. na EBponeiickus napaamenT u CbBera /ui. 23, an.1 na 3JIIIXM/.

6. B ciTydaii Ha M3TUYAHE Ha CPOKA Ha pa3pelIeHUETo 3a yrnorpeda Ha JiekapcTBeH npoaykT npes 2020
rof. (3a mporeaypu nposexaanu mpe3 2020 rox.) wim nipe3 2021 rox. (3a mporeaypu MpoBEKIaHN
npe3 2021 rox.), 1a mpeacTass B mporeaypure mo wi. 4, an. 1, T. 1 wim no un. 4, an. 1, 1. 2, gexnapanus
OT IpUTEeXaTels Ha pa3pelleHue 3a ynorpeba, B cboTBeTcTBUE ¢ wi. 55, an. 6 ot 3JIIIXM, e
KOJIMYECTBATA 32 JICKAPCTBEHUSI MPOAYKT Ca HAJTUIHHU.

7. 1a gocTaBs camo JIEKapCTBEHH MPOIYKTH, KOUTO ca BKItoueHH B [Ipunoxenue Ne 2 Ha [lo3utuBHus
JIEKApCTBEH CIHCHK.

8. Ima mocTaBsi JIEKapCTBEHUTE MPOIYKTH, B OIMAKOBKH (ChOOpPAa3HO KOHKPETHHUTE IIEKAPCTBEHH
MPOJIYKTH, TOCOUYEHU B TEXHUYECKOTO MPE/IOKEHNUE HAa U3ITBJIHUTENS) B ChOTBETCTBUE C TTOCOUYEHOTO

B 3asBKata Ha JIEUEBHOTO 3ABEJIEHUE —-Bb3JIO’KUTEJL

VI.TAPAHIIUA 3A UBITBJIHEHHUE



Y. 11. [pu ckiIrouBaHETO Ha BCEKM KOHKPETEH JIOTOBOP 3a OOIIeCTBEHA MOPBYKA, CHOTBETHHUAT
n36pan USIIbJIHUTEJI npencraBs rapaHiius 3a U3MbIHEHUE HA JOTOBOPA, ChITIACHO YCIOBUATA HA
JIOTOBODA.

Vil. HEU3ITBJIHEHHUE. IIPEKPATSABAHE HA PAMKOBOTO CIIOPA3YMEHMUE.

CAHKIUN

Y. 12. Tlpu CUCTEMHO HEW3IIBJIHEHHE WJIM JIOIIO W3IBJIHEHHE HA 3abJDKCHUATA 10 PAMKOBOTO
CIIOpa3yMEHHE U 10 CKJIFOUYEHUTE Bb3 OCHOBA Ha Hero porosopu, Bb3JIOKHUTEJIAT nma npaso ga
MpEeKpaTH €IHOCTPAHHO HACTOAIIOTO paMKoBO criopazyMenue cbCc cboTBeTHUS USIIBJIHUTEJI c
YeTUpPUHAJIECET AHEBHO MucMeHo npeausBectue. [lox ,,cucreMHo” ce pa3dupat Tpu U MoBeye CiIydyau
Ha HEW3IIBJIHEHHE W/WIM JIOMIO M3IBIHEHHWE Ha 3aJbJDKCHUATA 10 HACTOSIIOTO CIIOPAa3yMEHHUE OT
N3ITbJIHUTEJIS.
Y. 13. 3a Hy)KIUTe Ha HACTOALIOTO PAMKOBO CIIOPa3yMEHHE ,,HEM3II'bJIIHEHUE € HaJHIle, KOraro:
1. UBII'BJIHUTEJI no Bpeme Ha M3MBIHEHUETO HA PAMKOBOTO CIIOpa3yMeHue He mojanae odepra B
otrosop Ha nokaxa ot JIEUEBHOTO 3ABEJIEHUE — Bb3JIOXKUTEJL.
2. B mpouenypa mo BBTpelIeH KOHKypeHTeH mu30op/mombiBane Ha odepra, HSIIBJIHUTEJAT
MPEAJIOKH LIEHA HA €MHUIA MSAPKA 332 aKTUBHO BEUIECTBO HAa KOHKPETEH JIEKAPCTBEH MPOAYKT, KOSITO
HaJBUILIABA LIEHATa Ha €JUHULA MsApKAa 3a aKTUBHO BEIIECTBO 3a TO3M MPOAYKT, MOCOYEHA B
HAaCTOSIOTO PAMKOBO CIIOPa3yMEHHE.
3. Ilpu HeW3mbIHEHUE HA eTHO WK HAKOJIKO OT 3aabnkerusTa Ha U3ITbJIHUTEJISA o 4. 10.
Ya. 14. (1) IpekpatsBane Ha pamkoBOTO criopazymenue ¢ konkperedH U3ITbJIHUTEJI no npaso 6e3
[IPEAU3BECTHE:
1. B ciywaure, KOorato MeXIyHApOJHOTO HEMATEHTHO HAMMEHOBAaHUE, ChOTBETHATa JIEKapCTBEHA
dbopma u ATC-xom 3a NEKapCTBEHHST MPOAYKT, 3a KOWUTO € CKIIOUEHO HACTOSIIOTO PaMKOBO
criopazymeHue ca 3anuueHu ot [Ipunoxxenne Ne 2 Ha [1o3uTuBHUS N€KapCTBEH CIMCHK. B ciydante,
KOraT0 pPaMKOBOTO CIIOPa3yMEHHE € CKIIOUEHO 3a II0BEY€ OT €IHA HOMEHKJIATypH, CBhLIOTO Ce
mpeKkpaTsiBa caMo 3a 3anuueHus ot [Ipunoxenue Ne 2 Ha [To3uTUBHUS JIEKApCTBEH CITUCHK JIEKAPCTBEH
IIPOJIYKT.
2. B cnyuyait, ve U3IIBJIHUTEJIST no kakBaro M Ja € mpUuYMHA ObJe JUIIEH OT MPaBOTO Ja
YIPaKHABA JEHHOCTTA CH CBIVIACHO 3aKOHOJATEICTBOTO HAa IbpP)KaBara, B KOATO € M3BBLPILICHO
HapyILEHUETO.
3. B ciryuaii, ge o otHommenne Ha U3ITBJIHUTEJIS HacThsT oOcTosTENCTBATA 1O WiI. 54, ai. 1, u
1. 55, an. 1, 1.1 oT 3akoHa 3a OOIIECTBEHUTE TOPHUYKH.
(2) BB3JIOKHUTEJIAT moxe na npekpatu 0e3 mpeIru3BeCTHE HACTOSIIOTO PAMKOBO CIIOPa3yMEHHE

cbe cboTBeTHUA UBITBJIHUTEJI npu xoHcTaTupaH KOH(MIUKT HA UHTEPECH.



Ya. 15. (1) BB3JOXKUTEJSAT moxe na mMpekpaTd HACTOSIIOTO PaMKOBO CHOpPa3yMEHHE I10
OTHOIIEHWE Ha €IUH WIM HAKOJKO JIEKAPCTBEHU MPOJYKTA, BKIIOYEHH B HEro €JHOCTPAHHO C
€IHOMECEYHO MUCMEHO IIpeAn3BecTre, 6€3 AbIKUMHI HEYCTONKHU U 00e31eTeHns 1 6e3 Heo0X0AMMOCT
OT JOmbJIHUTENHAa 00ocHOBKa. C mpekparsBaHe Ha PaMKOBOTO CIOpa3yMEHHUE, IO OTHOLICHHE, Ha
koito u na ¢ UBII'BJIHUTEJI ce mpekparsBar no npaso u ckimouyenure ot JIEHEBHOTO
3ABEJAEHUE -Bb3JIOKUTEJ norosopu cbec cbumst WUSINBJHHUTEJ 3a TO31/TE3n
JIEKapCTBEH/U TIPOTYKT/H.

(2) Ilpu npekparsiBaHETO Ha PAMKOBOTO CIIOPa3yMEHHE 0 OTHOLICHUE Ha JaJIeH/H JICKApCTBEH/U
npoaykt/u JIEHEBHUTE 3ABEJIEHUWSI — BDB3JIOXKUTEJIMN 3ammamar I0CTaBEHUTE OT
N3I'bJHUTEJIA/JIMTE nexkapcTBeHH MPOAYKTH.

Y. 16. 3a HenopaBaHe Ha MpeNIOkKEHNUE B OTTOBOP Ha OTIpaBeHa IMMCMEHA MOKaHa 3a y4acTHE BbB
BBTpEIICH KOHKYPEHTEH n300p/nonmbiBaHe Ha odepra, ce AbKM HEYCTOIKa KaKTO CIIe/Ba:

e N3I'BJHUTEJIAT, xnacupan Ha MbPBO MSCTO MO CKIIOYEHOTO PAMKOBO CIOPAa3yMEHHE
nekd Ha JIEHEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI HeycTolika B pa3Mep Ha pasiiukara
MEXy €IMHUYHATA I[IeHa IPEJI0OkKEHA [0 PAMKOBO CIIOpAa3yMEHME OT HEro M Hali-BUCOKaTa EMHUYHA
LIEHa 110 PaMKOBO CIIOPa3yMEHHE 3a CbOTBETHUS JIEKAPCTBEH MPOAYKT, YMHOXKEHA 110 KOJIMYECTBATa
110 CbOTBETHATA [IOKAHa.

o N3ITBJIHUTEJIUTE, knacupanu Ha BTOPO MSCTO M CIEABAIO MSCTO IO CKIIFOUEHOTO
pamkoBo cniopazymenne nbpkar Ha JEUEBHOTO 3ABE/IEHUE — BB3JIOKUTEJI neycroiika
B pa3mep Ha 10 % oT mporHo3Hara CTOMHOCT Ha KOHKpETHATA IMOKaHa.

e N3II'BJHUTEJAT, koiiTO € eAMHCTBEH YYaCTHUK IO CKIIFOUEHOTO PaMKOBO CIIOPa3yMEHUE
nekd Ha JIEHEBHOTO 3ABEJAEHUE — BB3JIOKUTEJ neycroiika B pazmep Ha 10 % ot
IIPOrHO3HATa CTOMHOCT Ha KOHKPETHATA [TOKaHa.

Y. 17. B ciiyuaute, B kouto onpeaeneHuar or JEUEBHOTO 3ABEJEHUE — Bb3JIOKUTEJI
MN3ITBJHUTEJI otkaxe na ckitoun goroop, cbusaT abmku Ha IEYHEBHOTO 3ABEJIEHUE —
BB3JIOKHUTEJI neycroiika B pazmep Ha 10 % oT mporHo3Hara CTOHHOCT Ha KOHKpETHATa TOKaHa.
Ya. 18. C mpekparsiBaHe Ha pPaMKOBOTO CIIOpa3yMEHHE, IO OTHOIIEHHE, Ha KOHTO MU Ja e
MN3ITBJHUTEJI ce npekparasar no npaso u ckimoueHute or JIEYEBHOTO 3ABEJEHHUE -
BB3JIOKUTEJI norosopu cwe coiust U3ITbJIHUTEJL.

Ya. 19. Ilpm npekparsBaHe Ha pPaMKOBOTO CIIOpa3yMEHHE TI0 HACTOSIIUS  pas3fed,
BB3JIOKUTEJIAT He 1bkKM HEYCTOMKH, TUXBU, MIPOMYCHATH TOJI3H WU APYTH 00E3IIeTeHHs Ha
koroto u faa 6uno or USIITbJIHUTEJIUTE.

Y. 20. 1o oTHOIIEHHE HA HEU3ITBIHEHHUE, IBJDKAIIO0 C€ Ha HETPEOI0IMMa CUJIa UITH Ha HEeTIpeIBUICHU
oOcTosTeNCTBa ce mpmiarar pasmopenoute Ha wi. 306 ot TeproBekus 3akoH U Wwi. 116 ot 3akona 3a

00IIeCTBEHUTE MOPBHYUKH U pa3fiesl X OT HACTOSALIOTO PaMKOBO CIIOpa3yMEHHUE.
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VIIl. IPOBEXJIAHE HA BHbTPEIHIEH KOHKYPEHTEH U350P/ U3ITPAIIIAHE HA
IHOKAHA 3A JOITBJIBAHE HA O®EPTA YPE3 EJIEKTPOHHATA CUCTEMA 3A
3AKYIIYBAHE HA JIEKAPCTBEHU ITPOAYKTHU 3A HYKIUTE HA JIEYEGHUTE
3ABEJIEHUSA B PEITYBJIUKA BbJII'APUSA
Y. 21. 3a cKIIOYBAHETO Ha JOTOBOP 3a OOLIECTBEHA MOPBHYKA B Pe3yaTaT Ha HACTOSIIOTO PAaMKOBO
cnopazymenre, JEUEBHOTO 3ABEJEHUE — Bb3JIOKUTEJI oTnpaBsir mnokaHa 10 BCUYKU
CTpaHH II0 PaMKOBOTO CIIOpAa3yMEHHE, 3a NPOBEXKJAaHE Ha BBTPEIICH KOHKYpPEHTEH H300p, IMpH
ycnoBusaTa Ha 4. 82, ait. 4 ot 3011 /unm oTnpaBst mokaHa 3a JOITbJIBaHE Ha odepTaTa, IPH YCIOBHATA

Ha wi. 82, ain. 2 ot 30II B cityyau, ye paMKOBOTO CHIOPAa3yMEHHUE € CKIIOUEHO CaMo C €IHO JIUIIE.

Y. 22. JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI nocousa B mokaHata, 10 U3II'bIHUTEIUTE
Haif-Manko cieaHara nHGopMarus:

1. Cpok 3a nony4yaBaHe Ha odeptute, cbodbpaszno ui. 78 ot IITI30IT,;

2. IlpenMer Ha TmMOKaHaTa; paMKOBOTO CIOpPa3yMEHHE, IO KOETO c€ OTMIpaBs IIOKaHaTa;
JICKapCTBCHHMSI/TC MPOMYKT/U MOJIeKANM Ha odepupaHe; HEOOXOIMMHUTE KOJIMYECTBA M IEPUOJIa 32
KOMTO 111e Ob/Ie CKITF0UEH KOHKPETHHUS JOTOBOP;

3. Kpurepus 3a Bb3narane, cwriiacHo wi. 70, an. 2, T. 1 ot 30I1 - "Haii — HUCKa 11eHa";

4. YcnoBudra u pefia, 1o KOMTo 11e ce MpoBexk/ia eIeKTPOHHUS THPT;

5. Bps3ka kM npodui Ha kynyBaya Ha JEUEBHOTO 3ABEJAEHUE — Bb3J1OKHUTEI,

6. Bpbp3ka kbM ATeHIHSATA 32 O0IECTBEHH IOPBUYKH;

7. IIpoekTt Ha HOTOBOD.

Y. 23 (1) ITucmenaTa mokaHa ce OTIPaBs 1O €JAEKTPOHEH BT, Ype3 EJekTpoHHaTa cHUCTeMa, KaTo B
Hes ce OTpeIesIsl CPOK 3a MpeAcTaBsiHe oepTH MpH Clia3BaHe Ha pasnopendaTa Ha 4. 78 ot [MTT30I1.
B cnyuauTe, koraTo ce M3MCKBa JOMbIBaHE Ha 0(epTa CPOKBT HE MOXKeE Ja ObJe MO-KpaTbK OT 5 AHU
OT JlaTaTa Ha MOoJIy4aBaHE Ha MTOKaHAaTa.

(2) Wsmenuutenst/ute pombiaBaT/momaBaT odeprarta/Ture, upe3 EjekTpoHHaTa cHucTeMa 3a
3aKyIyBaHe Ha JIEKapCTBEHU MPOAYKTH 3a HYKIUTE Ha JeueOHuTe 3aBesieHus B Peny6nnka bearapus,
B CPOKOBETE MIOCOYEHHU B MTOKAHATA.

Yi. 24. (1) B cayuante, KOrato paMKOBOTO CIIOpa3yMEHHE € CKIIFOUCHO CaMo C eIUH YYaCTHHK U €
OTIpaBeHa MokaHa 3a fonbiBaHe Ha odepra, JEHEBHOTO 3ABEJIEHUE — BB3JIOKUTEJL,
Ha3HayaBa KOMHUCHS, KOSITO pasryiexzia AOIMbIHEHaTa odepTa 3a CbOTBETCTBUE C M3UCKBAHUATA Ha
MOKaHaTa U HACTOALIOTO PaMKOBO CIIOpa3yMEHME, U Mpeisiara Ha PbKOBOAMTENS Ha JIe4eOHOTO
3aBEJICHHUE J1a CKIIIOYHU WM HE JIOTOBOP.

(2) IBN'BJHUTEJISAT no noroBopa ce ompenelns ¢ pelieHHe Ha PHKOBOAMTENS Ha JEYEOHOTO

3aBenenne, Ha ocHoBaHue Wi. 108, 1. 1 oT 30I1. JEUEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI
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ckimousa forosop ¢ uzopanus U3II'bJIHUTEJL, npu cna3Bane Ha pasnopenoure Ha wi. 112 mun.112a
ot 30I1.
Y. 25 (1) B cmyyauTe Ha mpoBexaaHe Ha BbTPEIICH KOHKYPEHTEH U300p, CJIe1 M3THYaHe Ha CpOKa 3a
npexacrassine Ha opeptu, JEHEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJI HaznayaBa KOMUCHS 32
pasriexaane, MbpBOHAYAIHA OIIEHKA HA O(EPTUTE U AOMYCKAHE JI0 €IEKTPOHEH THPT.
(2) Ha ocaoBanue ui. 4, ain. 2 ot [Tocranosnenue Ne 146 ua MC/2015, JEYUEBHOTO 3ABEJJEHUE
— BB3JIOKUTEJL, npoBex/ia eIeKTpOHEH ThPr 1o pena Ha wi. 90, an. 5-12 ot 30I1.
(3) EfeKTpOHHHAT ThPr € MOBTApSAIl CE CICKTPOHEH IMPOIEC, KOMTO 3amovBa Cliell MbpPBOHAYATHA
LAJI0CTHA OLIEHKa Ha odepTUTe U MO3BOJIsABA Te Aa ObJaT KiacupaHu, upe3 EnekTpoHHaTa cucrema,
Ype3 METO/IM 32 aBTOMATHYHO OLICHsBaHE Ha MPEACTaBEHUTE B 0(hepTUTE HOBH, ITO-HUCKU IICHU.
(4) Cnen mppBoHauanmHara msiocTHa oreHka Ha ogeprure, IJEHEBHOTO 3ABEJEHUE -
BB3JIOKUTEJ wusnpama exHoBpeMeHHO u4pe3 EnekTpoHHara cucTeMa IOKaHa [0 BCHUYKH
YYaCTHHIM, YUUTO OPEPTH Cca IOMYCHATH, KOSATO ChIbpPXKA:
1. pe3ynTaThT OT MbpBOHAYAJIHATA OLIEHKA Ha BCsKa oepTa;
2. pena 3a CBbp3BaHE KbM U3II0JI3BAHOTO €JIEKTPOHHO 000pY/IBaHE;
3. 1aTa ¥ 4ac 3a Hayajao Ha €JIEKTPOHHUS ThPI.
4. HauMHA Ha NPUKJIFOUYBAHE HA €JIEKTPOHHUS THPT.
5. CThIIKA 32 IPOMSHA Ha LIEHaTa Ha e€Tal eJIEKTPOHEH ThPT.
(5) EnekTpOHHUSAT THPI MPHUKIIOYBA C HACTHIIBAHETO HA JiaTaTa U 4aca, 0COYeHH B mokanara. Cien
M3TUYAHETO Ha MocodeHure gata U yac Enexrponnara cucrema kinacupa UINBJIHUTEJIUTE
y4acTBaJIM B €JIEKTPOHHMS THPr. KilacupaHeTo ce U3BbpIIBaA BbB Bb3XOIL PEJ], KATO HAa ITBPBO MACTO
ce KJIacupa yYaCTHUKBT, IPEJIOKUII Haill-HHUCKa 1IeHa, a Ha TIOCJIEeIHO — YYaCTHUKBT, IPEAJIOKUI Hall-
BHCOKaA.
(6) JEHEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJI uz6upa 3a U3IMIBJIHUTEJI Ha norosopa,
Kj1acupaHuAT Ha IbpBo MACTO yuacTHUK. U3ITBJIHUTEJIAT no norosopa ce onpenens ¢ peleHne
Ha pbKOBOJIUTENS Ha JIe4eOHOTO 3aBeieHue, Ha ocHoBaHue 4wi. 108, . 1 ot 30I1. Cnen Biu3ane B cuiia
Ha pemeHuero 3a u3zbop Ha um3nbaHuted, JIEHEBHOTO 3ABEJAEHHUE - BB3JIOKUTEJL
ckimouBa jorosop ¢ uzbpanus U3IIbJIHUTEJL.

IX. U3ITBJIHEHUE HA CKJIIOYEHUTE Bb3 OCHOBA HA PAMKOBOTO

CIIOPA3BYMEHHME J10I'0OBOPHU

Y. 26. 3asBsABaHETO HA JIGKAPCTBEHU MPOTYKTH, ChITIACHO TEXHUYECKATa CIICIU(pUKAIIHS, 3asBKaTa
Ha JIEYEBHOTO 3ABEJIEHUE - BDB3JOXUTEJ] wu 1neHoBure odepTd Ha
M3ITBJHUTEJIMTE no paMKoBOTO CIIOpa3yMEHHE CE€ M3BBPIIBA IO PENa ONKMCAH BBB BCEKHU
KOHKpETEH JI0TOBOpP.

X.®OPCMAKOPHHU OBCTOATEJICTBA
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Yu.27 (1) CtpaHuTe MO HACTOSIIUS JOTOBOP HE JABJDKAT 00C3IIETCHHE 3a IOHECEHU BPEIH U 3aryou,
aKo MOCJIETHUTE Ca IPUUYMHEHH B PE3YJITAaT HA HEMPEOI0JIMMa CUIIA.
(2) Ako ctpanaTa, KOSTO € CJI/IBAJIO Ja M3ITBJIHKU CBOE 3a/bJDKCHUE 0 JIOrOBOpa ¢ Ouia B 3a0aBa, Ts
HE MOJXKE J1a Ce [1030BaBa Ha HENPEOA0IMMa CHUJIA.
(3) “Henpeomonuma cuia” 1Mo CMHChJIAa HA TO3U JIOTOBOP € HEMPEIBUACHO H/WIH HENPEAOTBPATUMO
CbOUTHE OT U3BBHPEACH XapaKTep, Bb3HUKHAIIO CIIe/l CKIFOUYBAHETO Ha JIOTOBOPA.
(4) Crpanara, 3acerHara OT HENPEOJOJIMMA CUIIA, € JUThXKHA Jia MpeIIpueMe BCHYKU JICHCTBUS C
rpukara Ha 100bp CTOIAHMH, 3a J]a HaMaJly 10 MUHMMYM IIOHECEHUTE BPEIM U 3aryOu, KakTo U Ja
YBEIOMHM IIMCMEHO JApyraTra CTpaHa B 7-JHEBEH CPOK OT HAaCTBIIBAHETO HA HENpeooiMMaTa CUia,
KaKTO U J1a IPECTAaBU JI0Ka3aTeICTBa, KOUTO 3a HanuuueTo . [Ipu HeyBegoMsiBaHe B IOCOUYEHHUS CPOK,
CTpaHaTa 3acerHara OT HEIpeo10JIMMa Cujla HE MOXKeE J1a ce 11030BaBa Ha Hesl. Henpeoponumara cuna
ce J0Ka3Ba OT 3acerHarara CTpaHa cbhC cepTU(UKAT 32 GOPCMAXKOpP, U3Ja/IEH 110 ChbOTBETHUS Pl OT
KOMIIETEHTHMS OPIaH B AbpPrKaBaTa, B KOATO Ca HACTBHIIMIN (POPCMAKOPHUTE 0OCTOATENICTBA.
(5) Hoxkaro Tpae HempeomoiMMaTa CHJIA, M3ITBJIHCHHETO HA 3aJbJDKCHUSTA M CBBP3aHUTE C TIX
HACPELIHU 3abJKEHUSI CE CIIUPA.
(6) He mpencramisiBa “HernpeomonnMa cuia” CbhbOMTHE, NMPUYUHEHO [0 HEOPESKHOCT WIM 4Ype3
YMHUIUIEHO AEHCTBUE HA HAKOS OT CTPAHUTE WM T€XHU MPEACTABUTEIN WU/WIM CIYKUTENH, KaKTo U
Hempoctura Ha mnapudyad cpeactBa Ha M3ITBJHUTEJISI/JIEYEBHOTO 3ABEJEHUE -
BB3J10KUTEJIL.
XI. CIIOPOBE
Y. 28 (1) Br3HukHaIKMTE TIPE3 BPEMETPACHETO Ha PAMKOBOTO CIIOPa3yMEHHUE CIIOPOBE M Pa3HOTIIACHS
MEX/1y CTpaHHMTE CE PellaBaT uype3 MPeroBopu Mexay TsaX. [locTurnarure 10roBopeHocTy ce 0popMsT
B ITMCMeHa opMa U ce IPEBPBIIAT B HEPa3/AesHa 4acT OT JOroBOpa.
(2) TpaBara 1 3aIBDKCHUSTA 110 HACTOSIIIOTO PAMKOBO CIIOpa3yMEHHE HE MOTAT Jia ce MPEXBBPIISAT
€IHOCTPAaHHO Ha TPEeTH JHIa U MOJOOHM aKTOBE HE MOpa)JaT MpaBHO JeiicTBue 0e3 MUCMEHOTO
chIJlacH€ Ha JipyraTa CTpaHa, OCBEH B cly4yauTe Ha o0Oe3neuyaBaHe (TapaHTHpaHe) Ha 3abJDKEHUS 110
OAHKOBH KPEIUTH.
Ya. 29. B caywail Ha HemocTUraHe Ha JOTOBOPEHOCT IO MPEAXOJHHS 4JIeH, BCHUUKU CIOPOBE,
IIOPOJIEHH OT TOBA PAMKOBO CIIOpPa3yMEHME WM OTHACSAIIU CE€ A0 HETO, BKJIIOUHUTEIHO CIIOPOBETE,
MOPOJIEHU OT WJIM OTHACSIIU C€ J0 HEroBOTO THIKYBaHE, HEIEHCTBUTEIHOCT, HEU3IIbIHEHUE WM
MpeKpaTsaBaHe e 0bJaT pa3peliaBaHy crope] ObJIrapcKiuTe MaTepUuaiHi U MPOLECyalH! 3aKOHU OT
KOMIIETEHTHHMSI cbJ 110 pena Ha ['TIK.
XIl. MOAU3ITbJIHUTEJIN
(npunodcuUMo camo 6 cryvaume, 8 Koumo usOpanus 3a USNLIHUMEN YYACMHUK € NOCOYUT, Ye e

N0J138a NOOUNbIHUMENU)
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Y. 30 (1) MOAUSIBJHUTEJIUTE Tpsi6Ba na OTroBapsT Ha ChOTBETHUTE KPUTEPUH 3a TOA00D
ChOOpAa3HO BHUJIA U JIea OT MOpPbUKaTa, KOWTO I1Ie U3MBJIHSABAT, U 32 TAX JIa HE ca HAJUIE OCHOBAHUS
3a OTCTpaHsIBaHE OT MpOoLEeAypara.
(2) BB3JIOXKUTEJAT wusucksa 3amsna na HOJAUSINBJAHUTEJI, koiito He oTroBapss Ha
ycioBusiTa o ai.l.
(3) HezaBucumo ot usnonssaneto Ha IMNOJU3INBJIHUTEJM oTroBopHOCTTA 32 M3IBJIHCHHE HA
norosopa ¢ Ha U3ITbJIHUTEJIS.

XII. CbOBIIEHUSA
Y. 31. Benuku choOlIeHUsT MEXKAY CTpaHUTE, CBbP3aHU C U3MBIHEHHETO HA CIIOPa3yMEHHUETO ca
BaJIMJ/IHH, aKO Ca HAIIPaBeHH B MHCMEHA opMa M ca MOAMKUCAHN OT 3aKOHHUTE WM YIThTHOMOIIICHUTE
npeactrasuten Ha U3IMNBJIHUTEJIUTE vunu Bb3JIOKUTEJISL.
Y. 32. 3a gara Ha CHOOILIEHUETO CE CMATA:
1. nararta Ha peAaBaHETO — MPHU PHUHO MPEAABAHE HA CHOOIIEHUETO;
2. 1arara Ha MONICHCKOTO KJICMMO Ha o0paTHaTa paslucKa — IPH U3IPAIIaHe 0 MMOIIaTa;
3. maTara Ha MPUEMAHETO — NP U3Mpaniane no dakc uiu e-mail.
Y. 33. 3a BanKIHU aipecH 3a MpueMaHe Ha ChOOIICHHU U OAaHKOBH CMETKH, CBHP3aHH C HACTOSAIIOTO
CIIOpa3yMeHHE Ce CMSTAT:

3A UBITBJIHUTEJIUTE: 3A BB3JIOXKUTEJIA:

notpeOuTenckute UM mnpoduar W | MHUHHUCTEPCTBO Ha 3/IpaBEOIa3BaHETO

O0ankoBute cMeTku Tmocodenu B | rp. Codus 1000

Enextponnara cucremara, KakTto U . “Csera Hegenst” Ne 5

ajJjpeca Ha CeNATUIIETO UM TTOCOYEH B | moTpedurenckure mnpoduwin Ha aamuaucTparopute L[[OI1
HAaCTOSIIIOTO PaMKOBO | Moco4eHH B EJEeKTpoHHAaTa cUCTEMa M CIY)KEOHUTE UM

CIIOpa3yMCHHC. CJICKTPOHHU ITOIIH.

Y. 34. Ilpu npoMsiHa Ha TMOCOYEHHUs TO-TOpE aapec WM 0aHKOBa CMETKa ChOTBETHATa CTpaHa €

AJTBXXHA J1a YBCAOMHU Jipyrata B TPUIHEBCH CPOK OT IMMpOMsHATA.

XV JAPYI'U YCJIOBUA
Y. 35. (1) IIpu cheTaBsIHETO HA HACTOSIIIUS TOTOBOP CE MPEICTaBUXa CIICAHUTE JTOKYMEHTH
v’ JlokymenTtu 1o wi. 112, an. 1 or 3011,
v’ Texuunuecko u [{eHOBO MpeanoKeHHE;
v' Jlexnapanuu o 3MUIL.
(2) Hacrosimoro paMKOBO CIOpa3’yMEHHE € HM3rOTBEHO KaTO CICKTPOHEH IOKYMEHT M JaTara Ha
CKJIIOYBaHE Ha HACTOSIIOTO PaMKOBO CIIOpa3yMEHHE € JaTtara Ha, KOATO € TOJIOKEH IOCIEIHUS

KBaJTM(QUIUPAH eICKTPOHEH MOATINC.
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Digitally signed
Horst by Horst Heinz

BB3JIOKUTEJI .
Heinz Stueer
S Date: 2021.02.12
X Stueer 09:38:02 +02'00"
XOPCT XANHL, LLIFOEP
Xéostadin ggggtzlizvsfnnsgf\y Kostadin "b. BPAYH MEAMKB”II EOOA
eorgiev Angeloy Date:2021.03.25 140826 Petar Digitally signed by
MPO®. 1-P KOCTALVH AHTE/IOB, M Petar Tzvetanov
MUHUCTBP HA 3PABEOMA3BAHETO U LLO... Tzvetanov Assenov
Date: 2021.02.12
X ASSenoV  09:38:30 +0200"
METHP ACEHOB
"B. BPAYH MEAMKB" EOO/,
Digitalysigned by Mariya EMIL Digitally signed by EMIL
Mariya Valkanova ooy gned by e ALEXANDROV DANEV
X Belomorova %glgki;g,‘m-%;“ 15:26:54 ALEXANDROV Date: 2021.02.12
MAPWS BEJJOMOPOBA X DANEV 10:20:30 +02'00
LVIPEKTOP HA IVPEKLLAA "BO" ENVI IAHES
"MEZEKC" 00/,

GEORGI Digitally signed by

GEORGI VESSELINOV

VESSELINOV paskov

Date: 2021.02.12

X PASKOV 10:45:15 +02'00'

FEOPT MACKOB
"MPO ®APMALINA" EOO/

M Digitally signed by Georgi lvanov
Georgi
DN: email=gpanov@solomed.eu,
cn=Georgi lvanov Panov,

I Va n OV serialNumber=PNOBG-670316724

0, givenName=Georgi, sn=Panov,
2.5.4.97=NTRBG-832018046,

P a n OV 0=SOLOMED LTD,, |=Sofia, c=BG
Date: 2021.02.12 11:09:52 +0200°

TEOPTV MAHOB
"COJIOMEA" EOOA

Digitally signed
by Ilvan Pavlov

Ivan
Pavl
Pavlov 2
2021.02.12
X Pavlov 12:37:10 +02'00"

VBAH MABJ/IOB
"COGAPMA TPEVAVHI™ AL
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Digitally signed
Takvor by Takvor Boghos
Bog hOS Boghossian

X Boghossian

Date: 2021.02.12
14:11:12 +02'00'

TAKBOP BOXOCAH

"“TbPFTOBCKA IMTA-TAL" A

Digitally signed by

TANYA MINCHEVA TaNYA MINCHEVA

MINCHEVA-

X BAZOTEVA

MINCHEVA-BAZOTEVA
Date: 2021.02.12
12:01:15 +02'00

TAHA MUHYEBA-BA3OTEBA

"OAPKON" AL
H Digitally signed
Georg | by Georgi Petkov
Petkov Bazotev
Date: 2021.02.12
X Bazotev 120143 +0200
FEOPI BA3OTEB
"OAPKOT" AL
Veselin Digitally signed by
. Veselin Velichkov Kunev
Velichkov Date: 2021.02.15
Kunev 19:57:29 +02'00"

BECEJ/IMH KYHEB
"®bOHUKC PAPMA" EOO/,

Krasimir Digitally signed by
Krasimir Nikolaev

X Nikolaev nikolaev

. Date: 2021.02.15
leolaev 16:01:58 +02'00"

KPACMMWP HNKOJIAEB
"ObOHVKC ®PAPMA" EOO/,

Stefa n Digitally signed by
Stefan Georgiev
Georg iev Bozhinov
. Date: 2021.02.16
X Bozhinov 11:21:07 +02'00'

CTE®AH BOXKNHOB
"AAHCOH-BI" 00



RUMYANA
STAVREVA
STAVREVA

Digitally signed by
RUMYANA STAVREVA
STAVREVA

Date: 2021.03.24
11:39:28 +0200'

Anton
Nikolov
Gospodi
nov

Digitally signed
by Anton
Nikolov
Gospodinov
Date: 2021.03.24
12:08:23 +02'00"
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. Digitally signed
Desislava by Desislava
SVetIOZa ro Svetlozarova

Pancova

va Pancova Date: 20210324
15:08:19 +02'00'

Digitally signed by Ahileas
Tsangaris

. DN:

A h I I ea S email=georgi.katinov@medophar
ma.com, o=MEDOFARMA EOOD,
2.5.4.97=NTRBG-121578346,
sn=Tsangaris,

.
I Sa n a rl S givenName=Ahileas,
serialNumber=PNOCY-E292974,
cn=Ahileas Tsangaris, c=BG

Date: 2021.02.16 11:55:54 +02'00'

AXUNEAC LUAHTAPNC
"MEAO®APMA" EOO/

Georgi Digitally signed by

Georgi Hristov

Hristov Tenchov
Date: 2021.02.16

X Tenchov  13:0022 10200

TEOPI TEHYOB
"®apmaBuxbH EBpona” OO0/

Jeny Nikolaeva
Bumbarova-
Nacheva

Boyko Digitally signed by

. Boyko Marinov Penkov
Marinov Date: 2021.03.24
Penkov 16:51:44 40200°
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