PAMKOBO CIIOPA3YMEHUE

n P11 A58/26.02. 2ol .

JHuec B rp. Codus, Mexay:
MHUHHUCTEPCTBOTO HA 3APABEOIA3BAHETO, c ampec: rp. Codus 1000, .
“Cpera Henens” Ne 5, EMK 000695317, npencraeiasBaso ot npod. a-p Kocramum Amrenos, mM,

MUHHCTBp Ha 37paBeonassaneto M LleHTpaynen opran 3a Nokynmku B cexTop "3apaBeonassane” n

Mapus  BenomopoBa — pgupektop Ha jupekius ,,B®”, HapHuaHO IO-HOJNY 3a KpPaTKOCT
“BBb3JIOXKHTEJL” ot egna crpaHa 1
1. »b. BPAYH MEJUKDBJI” EOO/JI, EMK 175016820, chc cenanune 1 agpec Ha yTIpaBJieHHE:

rp. Codus, 6yn. "Xpucrodop Komym6" Ne 64, crpaga A2, oduc 111, npepcrasnssano ot Xoper XaiiHil
[roep, B Ka4eCTBOTO My Ha YIpaBHTEN  IIeTEp ACEHOR, IPOKYPHUCT;
2. "MEJEKC" OOJ, EUK 131268894, cec cepanume u agpec Ha ynpaeienue: rp. Codus,
o6m. CronuyHa, c. CeeToBpauene, ko 1252, yi. "Haenap Boitsona" Ne 48, npencrapmssano ot Emun
JlaHeB, B KAYECTBOTO MY Ha YIIPaBHUTEIT,
3. "IIPO PAPMAIIMST" EOO/, EVIK 131249698, che ceanue U afpec Ha yIpaBiieHHE: TP.
Codus, yn. "umx. MBan Usanos" Ne705 et.3, mpenctasnsasano ot I'eopru I1ackoB, B Ka4eCTBOTO My
Ha YIIPaBUTEI,
4. "COJOMEJL" EOOJ, EUK 832018046, chc cemammme u agpec Ha yrpasienue: rp. Cobus,
K. 1618, p-1 Buroma, yi ,,JIpexu mt* Ne 44, npencrasnssano ot I'eopru [1aHOB, B ka4€CTBOTO My
Ha yIpaBUTE,;
5. "CO®APMA TPEMJIUHI" AJl, EUK 103267194, cbc cenanmme 1 aZpec Ha yIpaBlIeHHE:
rp. Codus, yn."JIpuezap Ctanues" Ne5, Codapma busnec Tayspe, Crpama "A" e1.12, npeacTaBnsBano
ot {umutbp JINMATPOB, M3IBIHUTENCH TUPEKTOp, Upe3 MBan [TaBmoB, yIrIHOMOILIEH ¢ HOTAPHAIIHO
3aBepeHo mBIHOMOIIHO oT 14.12.2020 r. ¢ per. Ne 5783 na Hotapuyc JIro6xa Cotuposa ¢ paiton PC-
Codms ¢ per. Ne 400; _
6. "TBhPI'OBCKA JIMT'A - TJIOBAJIEH ATITEYEH HEHTBHP" AJl, EHK 030276307, cic
cefanuine M aapec Ha ynpasienue: rp. Codus, 6yn. "I'M. Tumutpos" Nel, npencrasinsBaHo ot
TakBop boxocsH, B Ka4ECTBOTO My Ha 3aKOHEH IIpE/ICTABHTEI,
7. "®APKOJI"AJl, EUK 102227154, cBe CelanHIe M afipec Ha ynpaeieHue: rp. byprac, m.x.
8000, yn. "Can Credano" No 28, npencransaHo or Tana Munuea —basoTeBa, M3MBIHUTENEH
nupekrop 1 I'eopru basores, npencenaren Ha CeBeTa HAa JUPEKTOPUTE;
8. "ObOHUKC ®APMA" EOO/, EUK 203283623, crc cenanume u apec Ha YIIpaBlIeHHE:
rp. Codus, yn."Oxonoepecten mpt" Nel99A, npencrasmssano oT Becenmnn Kynes u Kpacumup
Hukonaes, yIreJIHOMOIEHH C HOTAPHAIIHO 3aBEPEHO MBJIHOMOMHO 0T 26.01.2021 1. ¢ per. Ne 155 Ha

Hotapuyc Hanuena Komcainosa ¢ paiion PC- Codus ¢ per. Ne 049;




9. "TAHCOH-BI'"'OOJ, EUK 203612570, cbc cefanuie W afpec Ha YIpaBlICHHC: o611
Ilepuuk , o6m. Pagomup rp. Pagomup, yn. "Oten Ilaucui" Ne26, mpencTaBisBaHo OT Credan
BoXXMHOB, B KAUECTBOTO MY Ha YIIPABHUTET;
10. "MEJOPAPMA"EOQOO/, EUK 121578346, cbc cejanume U ajpec Ha YNpasJi€HHE TD.
Codus, mx. 1784; p-u Muajoct; x.K. MJIAZIOCT 1, 6. 385 odwuc crpaga, TpeACTaBIIBAHO OT
Axuneac I{anrapuc, B Ka4eCTBOTO My Ha YIIPaBHUTEIT;
11. "®apmaBuwxen Espona’ O0/1, EMK 203499069, chc cenanumie v aapec Ha ynpasJIcHNe
rp. Codwus, k. 1612; p-u Kpacno ceno, yn. Anexcannbp MaxenoHckn Ne 4, mpencTaBisgBaHo OT
['eopru TeHUOB, B KAYECTBOTO MY Ha YIIPABUTEN;
Hapuyanu 3a kparkocT "U3ITbJIHATEJM" ot npyra cTpaHa
Ha ocHoBanwme Pemenne PII-11-598/26.11.2020 r. (m3m. ¢ Pemenne No PJI-11-34/22.01.2021 r.) Ha
BB3JIOIKUTENS 3a OTPE/ICIIHE HA M3IThTHHUTE/ [0 PAMKOBO CIIOpasyMeHHE, BB BpB3Ka ¢ 4. 108, T. 2
ot 3011 ce cKIIOYM HACTOSIIOTO CIIOPa3yMEHHE 3a CIIEAHOTO:

L. IIEJI 1 ITIPEAMET HA CIIOPA3YMEHHETO
Yn. 1 (1) Iexra Ha HACTOSIIOTO CIOPasyMEHME € Ja ca ONPEACNAT YC/IOBHATA, IO KOUTO HE €
‘OTpefieNs. M3IBJIHKUTES N0 BCEKHM KOHKPETEH JOTOBOP 3a [OCTaBKa Ha JIEKapCTBEHH NPOAYKTH, BE3
OCHOBA Ha [POBEXK/aHe Ha BHTPEIleH KOHKyPEHTeH H360p HIIH [IOKaHa 32 JIOITbBaHe Ha odepra.
(2) Bb3 ocHoBa Ha ToBa pamxoso criopasymerue JEUEBHOTO 3ABETEHUE — Bb3JIOKUTE.,
mme npuIoGHBa CTOKH — JEKAPCTBEHM IPOAYKTH OT I03HTHBHIA NEKAPCTBEH CIMCHK MO WI. 262, al.
6, T. 2 oT 3akoHa 3a JICKapPCTBEHUTE IPOAYKTH B XyMaHHaTa MEIUIIMHA (3JOIXM), Bnucanu B
MyGNMYHMSA EJeKTPOHEH perucTsp KbM HanuoHanHus ceBeT IO IEHM M peuMOypcupaHe Ha
JIEKApCTBEHHU IIPOLYKTH, ClIe[l TIPOBEACH BHTpEllieH KOHKYPeHTEH u3bop/ rokaHa 3a JOIBIBAHE Ha
odepra.
(3) JEYEBHO 3ABEJEHWE — Bb3JIOJKHUTEJI e neuetHo 3aBesieHue, NOMAAIIo0 B oOxBara Ha
un. 1 ot Iloctanosnenne Ne 146 va MC (o6u. JIB, 6p. 44/2015 r.) ¥ KOETO € IIOCOYEHO B CIIMCHKA Ha
neyeGHUTE 3aBefeHMS — BB3JIOXHUTENH, YacT OT JOKYMEHTauusTa 3a yJacThe B oOIecTBeHara
NOPHYKA, BE3 OCHOBA, Ha KOSTO € CKJIIOYEHO, HACTOSIIOTO PAMKORO CIIOpasyMeHHe.
(4) EnexkTpoHHATa CHCTEMa 3a 3aKyllyBaHe Ha JIEKAPCTBEHH NPOIYKTH 32 HYKAUTE Ha JieyeOHUTe
3aBefienus B Pemy6nuka Boarapus e omnaiin ruiargopmata 3a eneKTpOHHHUTE THProBe, pa3paboTeHa
Ha OCHOBaHHe 4. 4, all. 4 ot [ToctaHoBnenue Ne 146 na MC (06H. [IB, 6p. 44/2015 r.), fOCTHIHA Ha

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

Y. 2. HpCIIMCT Ha HACTOSIIOTO PAMKOBO CIIOPa3yMEHHE € ONPEAC/IAHE HA KPBI'BFT Ha N3ITbJTHHUTCIINTE,
KOHMTO MOT'aT Ja CKJIF0OYBAT KOHKPCTHU JOT'OBOPH 3a OGH.IGCTBCHI/I IIOPBYKH, Bb3 OCHOBA Ha IMPOBCIKAAHC

Ha BBTpEIleH KOHKypeHTeH u30op wim gombiasane Ha odepra ¢ JIEUEBHO 3ABEJEHME -
BB3JIOKUTEJL 3a nexapcTBEHU MPOIYKTH KAKTO Clie/1Ba:
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ATC-koi |

yapoRHo nen
“HANMEHOBaHNE

cnopasyMente.. i

JO1AAI12

Tigecycline

HapeHTepaIHa

"®bOHUKC ®APMA" EGOH
"CO®APMA TPEWIMHI™ AJT
"MEJIEKC" O0]

JO1CRO2

Amoxicilline, clavulanic acid

HapeHTepasHa

Menodapma EOOJT
"MEJIEKC" OO/

"TIPO GAPMAITAA" EOOJ
JAHCOH BT’ 00
"GAPKOT" AL

JO1CROS5

Piperacillin, Tazobactam

TIapeHTepaHa

"®EOHIKC ®APMA" EOO]]
"MEJEKC" OO]I
"®APKOJI" ALl

JIAHCOH BT 001

"ITIPO GAPMALMS" EOOJ

J01DB04

Cefazolin

HapeHTepaHa

Menodapma EQOJT
"MEJEKC" O0/1

"TIPO ®APMAILIA" EOOJ
"DAPKOJI" ALl

JAHCOH BI' 00

J01DCO02

Cefuroxime

HapeHTepaiHa

750 mg

Megnodapma EOOJ
"TBPTOBCKA JIUT A -TAIT" A/
"®APKOJI" ALl

JAHCOH BT 001

"TIPO PAPMAITMA" EOOJQ

JO1DC02

Cefuroxime

napeHTepajiHa

1500 mg

Menotapma EOOJT

"TIPO ®APMALIS" EOOLO
"TBPTOBCKA JIUT A -TAIT" AT
"®APKOII" AL

JAHCOH BI' 001

JO1DCO02

Cefuroxime

HepoparnHa TBbpAa

500 mg

"®ObOHHUKC ®PAPMA" EOO/]T
"MEJEKC" OO0
"PAPKOJI" Al

J01DDO1

Cefotaxime

IIapEHTEpAJIHA

"TBPTOBCKA JIATA - TALT" Al
"®bOHHMKC ®APMA" EOO]]
"CODAPMA TPEMIVHT™ AL

JO1DDO02

Ceftazidime

napeHTepaiHa

1000 mg

"MEJEKC" OO/,
"ObOHMKC ®APMA" EOO/]
"TBPTOBCKA JIUT'A - TAIT" A-T

JO1DD04

Ceftriaxone

HapeHTepasHa

"TBPT'OBCKA JIT'A -TAIT" A
"MEJEKC" 00/

Menodapma EOOT

"OAPKOIT" A

"TIPO ®APMAIIASA" EOOLT
JAHCOH BI" OO0

J01DD12

Cefoperazone

TapeHTepaiia

1000 mg

"TIPO PAPMAIAA" EOOJQ
Menodapma EOOM
JAHCOH BI" 00
"®APKOJI" AL

J01DD12

Cefoperazone

napeHTepaiHa

2000 mg

Menodapma EOOJT
"OAPKOJI" ALl

"TIPO ®APMAILIVSI" EOOJT
JAHCOH BI' 0OO]]

JOIDD13

Cefpodoxime proxetil

TIepOpaJTHa TBBPAA

"®ObOHHKC ®APMA" EOO/T
"MEJIEKC" 00
"OAPKOJI" Al

JO1DD62

Cefoperazone, Sulbactam

NapeHTepaHa

Menodapma EOOJT
"®APKOII" ALl
"OhOHHNKC ®PAPMA" EOOJT




"TIPO ®APMAILA" EOOH
JTAHCOH BI" 00/

JO1DEO(1

Cefepime

mapeHTepaIHa

lg

Menogapma EOOJL

"$bOHNKC ®APMA" EOOJT
JAHCOH BI' OOT
"THPTOBCKA JIUT'A -TAIL" ALl
"TIPO ®APMALIMA" EOOJ
"®APKOJI" AL

JO1DHO02

Meropenem

HapeHTepaiHa

dapmaBwxs Espoma OO/
JAHCOH BI"' OO/
"®LOHUKC ®APMA" EOO/
Menodapma EOOJT

"TIPO PAPMAILUA" EOOH
"O®APKOT" A

JO1DHS51

Imipenem, Cilastatin

napeHTepanHa

dapmaBuwxes EBpona OO/
"MEJEKC" OO[

JO1EEO1

Sulfamethoxazole, Trimethoprim

TNAapEHTepaIHA

"®bOHUKC ®APMA" EOO/
"COOAPMA TPEMAWHI™ AJl

JOIFA10

Azithromycin

TIepopaiHa TBBPJA

"®LOHUKC GAPMA" EOO]T
"MEJEKC" 00[
"COMAPMA TPEMJIVHI™ AJ]
"HAPKO" AJl

JO1FA10

Azithromycin

TIApEHTEpAIHA

"@LOHUKC ®APMA" EOO/],
"CO®APMA TPEMIIVHI™ AJ]
"MEJIEKC" OOJ1

"HAPKOIT" ALl

JOIFF01

Clindamycin

TTapCHTEpalHa

"®bOHNKC GAPMA" EOO]]
"CO®APMA TPEMIVHIT™" AJl
"®APKOJI" ATl

"FIPO ®APMALST" EOOJT

JO1FFO1

Clindamycin

TiepopasHa TEspaa

"®LOHUKC ®APMA" EOOJL

J0O1GBO03

Gentamicin

[apeHTepalHa

JAHCOH BI"' OO[1

JO1GBO06

Amikacin

mapeHTepaiHa

Menodapma EOOJ]
"CODAPMA TPEMIUHI™ ALl
"®APKOJ" AJl

"ITPO ®APMAILA" EOOJT
"B BPAVH MEJIUKAJI" EOOJ]
"COJIOMEM" OO

JJAHCOH BI" 00/
"®HOHUKC ®APMA" EOOJI

JOIMAO2

Ciprofloxacin

HapeHTepaIHa

"ObOHUKC ®APMA" EOOJ

JO1IMAO2

Ciprofloxacin

nepopanHa TBspA2

"®BLOHUKC ®APMA" EOOJT
"OAPKOJI" AL

JO1IMA12

Levofloxacin

mepopanHa TBEpAa

"®APKOJI" AN
"CO®APMA TPEWMJIWHI™ ALY
"®bOHUKC @APMA" EOO]]

JOIMAI2

Levofloxacin

napeHTepaiHa

"®bOHUKC ®PAPMA" EOOJ]
"MEJIEKC" OO[I

"THPTOBCKA JIUT'A - TALL" AL]
"CO®APMA TPEMIMHI™ AJT
JJAHCOH BI" 00]]

"®APKOJI" ALl

"TIPO GAPMALIMS" EOOJ]

JO1XA01

Vancomycin

TapeHTepanHa

"®bOHNKC ®APMA" EOOJ
"THPTOBCKA JIUT'A -TAIT" ALY

JO1XA02

Teicoplanin

‘mapeHTepaHa/ epopaiHa

"MEAEKC" OO/

JO1XBO1

Colistimethate sodium

HHXAIaTOpHA

"®bOHUKC ®APMA" EOOJT

JO1XDO1

Metronidazole

napeHTepajIHa

"®LOHUKC GAPMA" EOOJ]
"MEJIEKC" OO]]
"CODAPMA TPEMIUHT™" AJ]
"dAPKOIT" AJl




"COJIOMEL" 00O
"TIPO ®APMALIUS" EOOLT
"b.BPAYH MEJUKAJI" EOOJ]
JO1XX07 | Nitroxoline MepopaJIHa TREpIA "OHFOHUKC ®APMA" EOOJ
"TIPO ®APMALIMS" EQOOJ]
"OAPKOJI" A
"MEJEKC" O0]]
JO1XX08 |Linezolid IIapeHTepaliHa JAHCOH BI' 00
J02AC01 | Fluconazole apeHTepaHa "®BOHUKC OGAPMA" EOOJT
"ObOHHUKC ®APMA" EOOJ]
"CO®APMA TPEMIMHI™ AJ]
"MEIEKC" 001
JO2AC03 | Voriconazole TIapeHTepaJTHa "TBPI'OBCKA JIUT'A -TAIT" AJ]
"MEJIEKC" O0[
"®bOHHKC GDAPMA" EOO/]
J02AX06 | Anidulafungin TIapeHTepaliHa "CO®APMA TPEMJIMHI™" AJT
"ObOHHUKC ®APMA" EOOJ
"CO®APMA TPEMIUHI™" A/l
J04AB02 | Rifampicin repopanya TBEpAa "OAPKOJI" A
JO4AC01 | Isoniazid nepopajiHa TBbpAa JAHCOH BI' OOJ]
JO4AKO01 | Pyrazinamide TepopasHa TBEpJa "®bOHUKC ®APMA" EOQ/],
JO4AKO02 | Ethambutol riepopajiHa TBEpAa JAHCOH BI' OO
J05AB14 | Valganciclovir IepopaiHa TBEPIa "TIPO ®APMALIMS" EOOJ
JOSAF10 | Entecavir TIepopaTHa TREPAR "TIPO DAPMAITUA" EOO
"®bOHUKC GAPMA" EOOJ
JOSAHO2 | Oseltamivir HIepOpaTHA TBEPIA "®APKOI" ALl
J06BB04 | Hepatitis B immunoglobulin HapeHTepaTHa "®bOHUKC ®APMA" EOOJ
II. IEHU. PE/] 3A CKJIIOYBAHE HA TOT'OBOP OT JIEYEEHO 3ABEJAEHUE —
BB3JIOXKHUTEJ

Y. 3 (1) ITo HacTOAMOTO paMKOBO CIIOPa3yMEHHE HE Ca OIpelesIeHd BCUYKH YCIIOBHA. B3 ocHOBa

Ha HacToAmoTo paMmkoBoTo cropasymenne JIEHEBHOTO 3ABEJEHHWE — BbL3JIOXUTEI,

CKJII0YBa JJOrOBOP/IOTOBOPH 32 0OIIECTBEHU IOPHYKH HA CTOHHOCT, Ch0Gpa3eHa ¢ HErOBUTE HYXKIHU U

B paMKHUTE Ha OromKeTa My, IPH NPEABapUTEIIHO OIPECIeH KPUTEPHH ,,Hali-HUCKA IIeHA”, ChIIacHO
yi. 70, an. 2, T. 1 ot 30I1.

(2) ITocoyenara B HACTOALIOTO CIIOpPasyMEHHE LiEHAa Ha €IWHMIA MSAPKA 33 AKTHBHO BEINECTBO Ha

KOHKpETEH JIEKapCTBEeH MPOAYKT € UECHATa, Bb3 OCHOBA Ha KosTO Beeky koHKpereH N3TThJIHUTEJL

€ OTIpeJIeNIEH 3a M3IbJIHATE 10 HacTOAmOTO PamMKOBO CIIOpasyMEHHE U Ta3H LieHa NPEACTaB/IgBa

MakcuManHa nena 3a Hero. Konkpernus U3IThJIHATEJL o paMKOBOTO CHOpa3yMEHMe HSAMA IPaBo

Ha eTaNn BFTPEMIeH KOHKYPEHTEH u3b0p/ nomsiBane Ha oepTa Ja Mpeasara reHa o-BHCOKa OT [eHAaTa

BB3 OCHOBA, Ha KOATO € H36paH 32 M3ITBJIHUTENI HA PAMKOBOTO CIIOpa3yMCHHUE.

Y. 4 (1) Jorosopute 32 KOHKPETHH JOCTABKHM Ha JIEKApCTBEHH NPOXYKTH 32 Hyxaute Ha IJEUEBHO
3ABEJJEHHE — Bb3JIOXUTEJL me 6p0aT CKIIOYBAHH, CIEL:
1. mpoBexxmaHe Ha BRTpelIeH KoHKypeHteH m3bop mexay M3IIBJIHUTEJMTE 1no paMKoBOTO

CIIOpa3syMEHHME, IIPH YCJIOBHUATA Ha WI. 82, an. 4, 1. 1 ot 3011, B cryyaute Ha wi. 82, ai. 3 ot 3011, u

NPOBEXKIaHE Ha €JIEKTPOHEH THPT 10 peja Ha 4. 90 ot 3011, BB Bpb3Ka ¢ wi. 89, ain. 3 or 30I1 u B

CHOTBETCTBUE CHC 3AJI0OXKEHUTE B PAMKOBOTO CIIOPa3yMEHHUE U3MCKBaHNS;

2. nousnBare Ha odeprata or USITBJIHUTEJIA, B ciydante Ha un. 82, an. 2 or 301IL
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(2) YcnoBusiTa M peABT 3a IUIAlaHe Ha BCsIKa e/{Ha JI0CTaBKa Ha JIeKapCTBEeH IPOAYKT ¢C oInpenestsT B

JOTOBOPHTE, CKJFOUBAHU Bb3 OCHOBA HA PAMKOBOTO CNIOpasyMeHHE.
IIL.CPOK HA PAMKOBOTO CIIOPA3YMEHHUETO
Y. 5. (1) HacTosimoTo paMKOBO CIIOpa3yMEHHUE € ChC CPOK N0 31.12.2021 r., kaTo 3a Ha4YaJIeH CPOK
Ce CYMTa [aTaTa Ha CKIIOYBAHE Ha HACTOAIIOTO PAMKOBO CIIOpa3yMeHHe.
(2) CpokbT Ha HOroBOp 3a OOIIECTBEHA MOPHYKA, CKIIOYEH OT JIJEYEBHO 3ABEJEHUE -
BB3JIOKHUTEJL, citen npoBeAcH BETpPELIEH KOHKYPEHTEH H36op/)16n'anaHe Ha odepTaTa 1o pena
Ha HACTOSIIOTO PaMKOBO CIIOpa3yMeHHe, He MOXKeE /12 HaIXBBPIIi KpaHHuUs CPOK Ha CIIOpasyMCHHUETO.
IV.ITIPABA M 3AXBJOKEHUS HA Bb3JIOXKUTEJS
Y. 6. BB3JIOXKHUTEIAT nma npago:
1. ma w3pBpmBa mposepku Ha nokymentute Ha USITBJIHUATEJA/MTE, cebp3an ¢ U3ITBIHCHHETO
Ha HACTOSITIOTO PAMKOBO CIIOPa3yMEHNE U Ha CKJIIOUBAHHUTE Bb3 OCHOBA HA HETO OTOBOPH;
2. O BCAKO BpEME HA M3MBJIHEHHE HAa pPaMKOBOTO CIOpasyMeHHME [a H3HCKBA OT
M3NbJIHUTEJSI/UTE undopMauys BBB Bpb3Ka C H3IBIHCHHETO Ha HACTOAIIOTO DPaMKOBO
CIIOpa3yMeHHe M CKIIOYEHHMTE Bh3 OCHOBA Ha HErO JOTOBOPH C JJEYEGHUTE 3ABEJEHUA —
N31TbJIHUTEJIH;
3. J1a M3WCKBA M3ITHIHEHHE Ha JOCTABKHTE B TPEIBHIEHATE CPOKOBE, 10 pe/la ¥ TPH YCIOBHATA Ha
HACTOSINOTO PAMKOBO CIIOpasyMEHHE H CKIIIOUBAHHUTE BH3 OCHOBA HAa HETO NOrOBOPH.
Y. 7 (1) BB3JIOKUTEJSIT ce 3amsipxasa aa ocurypy Ha Beekd enun ot ASITBJIHATEIMTE
cbe cpaericTarero Ha JEYEBHO 3ABEJJEHHE — BB3JIOKHUTEJI undopmanusara, Heobxonuma
Ha M3 BJIHUTEJINTE 3a kauecTBEHOTO U3BLPLIBAHE HAa TOCTaBKHUTE.
(2) BB3JIOXKUTEJISIT onpenens aupexiwus "OBImMecTBeHH MOPBYKH', nnpeicmm "JlexapcTBeHa
nonuTuka" M gupexuus "ENEKTpoHHO 3[paBeonasBaHe", KOMTO A2 OTIOBapsAT 3@ ACHHOCTTA H2

LleHTpanHMs OpraH 3a MOKYIIKH B ceKTop "3papeonaspane”.

V. IIPABA Y1 3AIBJIKEHUS HA W3ITbJIHUTEJIUTE
Y. 8. Beexu emun or U3ITBJIHUTEJMTE uma npaso ga usucksa or Bbh3JIOKHUTEJLA u
JJEUEBHOTO 3ABEJEHME - BB3JOXHUTEJ undopManusara, HeoOXxoguma My 32
KaueCTBEHOTO M3BBPIIBAHE Ha JOCTABKHTE.
Yn. 9. Beexu equn or I3ITBJHUTEINATE HOCH OTTOBOPHOCT 3@ TOYHOTO M 3aKOHOCHOOPa3HOTO
U3ITHJIHEHNE Ha U3BBPIIBAHUTE OT HETO JIOCTaBKH.
Y. 10. Beexkn equn ot A3ITBJHUTEIINTE ce 3agpmkaBa 3a cpoKa Ha ACHCTBHE HA PaMKOBOTO

ClIopasyMEeHHE, KAaKTO K 3a CpOKa Ha IeHCTBHE Ha IMOAIIHMCAHHUTE BH3 OCHOBAa Ha PaMKOBOTO

CIIopasyMeHHUEC JOIOBOPH:




1. ma mojaBa mpedJyioKEHUE B OTTOBOP Ha BCsAKa MOKaHa, oTnpaBeHa a0 Hero or JIEYEBHO

3ABEAEHHE — Bb3JIOKHUTEJL, kato odepupaHUTE B MPEIIONKEHAETO My LIEHH HE MOTAT fa ca
I10-BHUCOKH OT LIEHUTE, Bb3 OCHOBA Ha KOUTO € u36pan 3a U3IThJIHUTEJI 1o HACTOSIOTO PaMKOBO
criopasymenre. M3ITBJIHUTEJISAT ce 3aqeibkaBa Ja mpeiyiara IieHa 3a BCSIK@ HOMEHKIIATYpa OT
noxaHata Ha IEYEBHOTO 3ABEJAEHUWE —~ Bb3JIOXKHUTEJL, K04T0 € BKIIOYEHA B HACTOSAIIOTO
PaMKOBO CIIOPa3yMEHHE U 110 KOSTO CHINUSAT € OIpeAeeH 32 H3IThJIHUTE]L.

2. J1a nocTaBs JIEKapCTBEHUTE MPOILYKTH, IIPEJMET HA KOHKPETHHS JOTOBOP, B CPOK JI0 7 KaleHJapHU
JHH ciaen mnosydaBaHe Ha 3asgBka oT JIEHEBHOTO 3ABEJAEHHME — BB3JIOXHUTEJ u 3a
KOJMYECTBATA M ONAKOBKUTE (CHOOPA3HO KOHKPETHHTE JIEKAPCTBEHH MPOLYKTH, IIOCOUYEHH B
TEXHHYECKOTO NPEAJIONEHUE Ha M3ITBJIHATENS), TOYHO ONPEAE/ICHH B 3asBKaTa.

3. B ciyuail Ha HEOGXOMUMOCT OT CIIEINHA JOCTARKA Ja JOCTARS JIEKAPCTBEHHUTE MPOIAYKTH, IpeIMET
Ha KOHKPETHHA JOTOBOP B CPOK /10 6 Yaca OT MOJTy4aBaHe Ha 3asiBKaTa. [[0COYEHUST CPOK € OTHOCHM,
B ClIy4aWTe, KOraTo B 3agBkuTe H3pudHO € mocodeHo or JIEUEBHOTO 3ABEJEHHE -
BB3JIOXKHUTEJL ge ca ciemHy.

4. B cpok 1o 1 paboTeH jeH, B caydauTe 1o T. 2 ¥ 10 1 gac B ciiydauTe 1o T. 3 cliefl NogydaBaHe Ha
BCsIKa 3a51BKA J1a YBEIOMH IIMCMEHO Ha eleKTpoHHa roma Uiy 1o paxe JEYEBHOTO 3ABEJEHUE
—-BBb3JIOKHUTEJI, B cirydaii ye He MOXKE 1a U3BBPIIU JOCTABKA WM B CIIyYaii, Y& He MOXKE JIa Cla3|
CPOKBT 32 M3BBPIOBAHE Ha JOCTaBKaTa, IIPEIMET HAa KOHKPETHATA 3asIBKA.

5. 1a 1OCTaBs JIEKAPCTBEHM MpPOIAYKTH, KOWTO OTTOBAPST HA M3MCKBaHHATa Ha 3JIIIXM H KOWTO
IIPUTEXABAT BAJIMAHO pa3pellicHue 3a ynoTpeba B cTpaHara, m3faaeHo no peaa Ha 3JIIXM wim
Pernament (EO) Ne 726/ 2004 r. na EBponetickus napinament u Ceeera /un. 23, an.1 Ha 3JIIIXM/.

6. B ciydail Ha M3THYAaHE HAa CPOKA HA Pa3peleHHETOo 3a yroTpebda Ha JiekapeTBeH IpoayKT rpes 2020
rof. (3a npoueRypH nposexaany npe3 2020 rox.) mmm npes 2021 rox. (3a mpoueaypu MpoBexKIaHHA
npe3 2021 roz.), 1a mpeJcTaBs B IPOUEAYPHTE 10 1. 4, ai. 1, T. 1 v no wi. 4, an. 1, T. 2, nexnapanus
OT IpHUTEXATENs Ha pa3peleHde 3a ymoTpeda, B CBOTBETCTBHE C Wi 55, am. 6 ot 3JIIIXM, ue
KOJIMYECTBATA 3a JIEKAPCTBEHHS NIPOIYKT Ca HATMUHH.

7. Oa NOCTaBs caMo JE€KapCTBEHH INPOAYKTH, KOUTO ca BKodeHH B [Ipunosxenue Ne 2 Ha ITosutusHust
JIEKaApCTBEH CIIHCHK.

8. ma gocraBs JEKapCTBEHHMTE IPOAYKTH, B OMAKOBKH (CHOOpa3sHO KOHKPETHHUTE JICKAPCTBEHH
OPOAYKTH, MOCOYEHU B TEXHHMHUECKOTO MPEAJIONKEHHE HA U3ITHIIHUTENISA) B ChOTBETCTRHE C IIOCOYEHOTO

B 3asekara Ha JIEUEBHOTO 3ABEJAEHHUE —-Bb3JIOKHUTEJL

VL. TAPAHIIUS 3A N3ITHJIHEHUE



Ynu. 11. IIpy cKIOYBAHETO HA BCEKM KOHKPETEH JOrOBOp 3a obmecTBeHa MOPBYKA, CHOTBETHUAT
n36pan M3IThJIHATEJI npeacraBs rapasilys 3a U3IbJIHEHHE Ha IOTOBOPA, CHITIACHO YCJIOBHATA Ha
IOroBOpA.
VIL HEM3IIhJTHEHUE. IPEKPATABAHE HA PAMKOBOTO CIIOPA3YMEHHME.
CAHKIIMH

Y. 12. Tlpu CHCTEMHO HEH3ITBIHEHHE WM JIOINO M3ITBJIHEHHE Ha 3adbJOKCHHSTA TIO PAMKOBOTO
CrIOpasyMeHHE U 110 CKJIIOYCHUTE Bb3 OCHOBA Ha HETO IOTOBOPH, BB3JOXKHUTEJIAT uma mpaso na
TIPEKPATH €JIHOCTPaHHO HACTOSAMOTO paMKoBo criopasymenue cbk¢ cpotserHuss U3ITbJIHAT EJI ¢

YESTHPHHAJICCET JHCBHO IMMCMCHO IIPCANU3BCCTHE. HOlI ,,CI/ICTCMHO” ce pa36npaT TPH H IIOBEYEC CIydan

Ha HEH3ITBJIHCHUEC W/HIHM JIOINO H3IBIHEHHE Ha 3aJbL/DKEHHSTA II0 HACTOSALIOTO criopazyMeHHue OT '

A3ITbJIHUTEJIS.

Y. 13. 3a HyKIUTe Ha HACTOSIIOTO PAMKOBO CITOPa3yMEHHE ,,HCM3ITbJIHEHHE” € HAJIALIE, KOraTo:

1. AI3ITBJHATEJI mo BpeMe Ha U3ITEIHEHHETO HAa PAMKOBOTO CIIOPa3yMEHHC HE TIOAANC otdepra B
otroeop Ha nokana ot JEUEBHOTO 3ABEJAEHHUE — Bb3JIOKHUTEJL

2. B mponeaypa o BETpEIleH KOHKYPEHTeH H30op/IombiBaHe Ha ofepra, M3 bJIHUTEJAT
TIpe/JIOKH IIeHa Ha SIVMHAIA MIAPKA 33 aKTUBHO BEILECTBO HA KOHKPETCH JICKAPCTBEH NPOAYKT, KOATO
HaJBUIIABa I€HATa HAa €AMHHIA MspKa 3a aKTMBHO BELIECTBO 32 TO3M IMPOMYKT, IOCOYCHA B
HACTOSIIIOTO PaMKOBO CIIOpa3yMEHHE.

3. Ilpx HeM3OBIHEHHE Ha €AHO WM HAKOJKO OT 3a[IbJDKCHUATA HA M3IIbJJHUTEJIA o ui. 10.
Y. 14. (1) TIpekpatsirane Ha pamkoBoTO criopasymerne ¢ konkperen M3ITbJIHATEJI no npaso oe3
HpeIU3BECTHE:

1. B cnyyaurte, KOrato MeXIYHApPOJHOTO HENMATEHTHO HAMMEHOBaHME, CHOTBETHATA JICKApCTBCHA
¢opma m ATC-xom 3a JIEKapCTBEHMAT MNPOIYKT, 3a KOWTO € CKIIIOYGHO HACTOAIIOTO pPaMKOBO
criopasymeHme ca 3anmueHd ot [punoxenue Ne 2 Ha ITo3UTHBHMA JieKapcTBeH CIMCEK. B ciy4anuTe,
KOTaTo PaMKOBOTO CIIOpa3yMEHHE € CKJIIOUEHO 3a II0BeYe OT €HAa HOMEHKIaTypH, CBHIIOTO Ce
IpeKpaTsBa caMo 3a 3anuueHus ot Ipmnoxxenue Ne 2 na ITo3uTUBHUS IEKapCTBEH CIUCHK JIEKAPCTBEH
MPOIYKT.

2. B cnyuait, ye I3ITBJHUATEJISIT 1o kakBato ¥ ja € OpHuMHa ObAe JMINEH OT NpaBoTO Ja
YIIpaKHsBa AEMHOCTTa CH CBIVIACHO 3aKOHOAATENICTBOTO HAa AbpXaBara, B KOATO € HM3BBPIICHO
HapyIIeHUETO.

3. B ciyuait, ye 1o otHourenye Ha U3ITBJIHATEJISA sacThrat o6cTosATeNcTBaTa IO Wi, 54, ai. I,n
ui. 55, ann. 1, 1.1 ot 3akoHa 3a 00IeCTBEHUTE MOPBHUKH.

(2) BB3JIOKHUTEJISIT moxe qa npekpaty 6e3 NpeIu3BECTHE HACTOSIIOTO PAMKOBO CIIOpa3syMeHUE

cs¢ crorBeTHUA U3ITBJIHUTEJI npu xoHcTaTHpaH KOHQIUKT HAa HHTEPECH.



Ya. 15. (1) Bb3JIOXHUTEJST moxe ga NpeKpaTd HACTOSIIOTO PAaMKOBO CIIOpa3yMEHHE 110

OTHOILIEHWE HA E€OMH MM HAKOJNKO JEKapCTBEHH MNPOAYKTA, BKIIOYEHH B HETO €IHOCTPaHHO ¢
eJHOMECEYHO IMCMEHO NPEAU3BECTHE, 6€3 IBIDKUMH HEYCTOMKH M 06e3IETeHHS U 6e3 HeoGXO0MMOCT
OT JOIBIHMTENHA 000CHOBKa. C MpeKpaTaBaHe HA PaMKOBOTO CIIOpPa3syMEHMe, IO OTHOIIEHHE, Ha
xoiito U ga ¢ U3IIBJIHUTEJI ce npexparsBat 1o mpaBo H ckmodeHure oT JIEUEBHOTO
3ABEJAEHHE -Bb3JIOKHUTEJL porosopu cvc cemus W3IBJIHUTEJ 3a  Tosw/tesu
JIeKapCTBEH/M TIPOIYKT/H.

(2) Ilpn npexparaBaHeTO HA PaMKOBOTO CIIOPasyMEHHWE 110 OTHOINEHME Ha AajeH/w JIEKapCTBEH/N
nponykt/u. JJEUEBHUTE 3ABEJAEHUSI ~ BB3JIOXKHUTEIM 3amamar JOCTABEHHTE OT
HU3NINBJHUATEJIS/JIATE nexkapcTBeHH MPOAYKTH.

. 16. 3a HerojaBaHe Ha NpPEJNIOXKEHHE B OTTOBODP HA OTIPaBeHa [IMCMEHA MOKAHA 33 YIaCTHE BB
BBTpEIIEH KOHKYPEHTEH M360p/ombBaHe Ha odepra, e IBIDKH HEYCTOMHKA KaKTO CleBa;

o M3IIbJIHUTEJISIT, xiacupan Ha MepBO MSCTO 110 CKIIOYEHOTO PAMKOBO CIIOPAa3yMeEHHE
memku Ha JIEYEBHOTO 3ABEJIEHUE — BB3JIOXKHTEJI Heycrolika B pasMep Ha pasiukara
MEXIy €IUHUYHATA LIEHA NIPEAJIOKEHA 110 PAMKOBO CIIOpa3yMeHMe OT HETO U Hal-BHCOKATA eIHHIYHA
IICHa TI0 PaMKOBO CIIOpa3yMEHHE 33 CHOTBETHMS JIEKAPCTBEH MPOAYKT, YMHOXEHA 10 KOTHYECTBATA
[0 CHOTBETHATA IIOKAHA.

o M3ITbJIHATEJIATE, xiacupasu Ha BTOPO MSCTO M CJIEABAINO MACTO IO CKJIFOYEHOTO
pamkoBo criopasymerne gsipkar Ha JEUEBHOTO 3ABEJJEHHE — Bbh3JIOXKUTEJ neycToiika
B pasmep Ha 10 % oT mporHo3Hara CTOHHOCT Ha KOHKPETHATA TIOKAHA.

o VBITBJIHUTEJIAT, xoiiTo € eAMHCTBEH YYaCTHHUK 110 CKIIOYEHOTO PAMKOBO CIIOPa3syMEHHE
Asoku Ha JIEHEBHOTO 3ABEJEHUE — BB3JIOKHTEJI Heycrolika B pasmep Ha 10 % oT
IIPOTHO3HAaTa CTOMHOCT Ha KOHKPETHATA [TOKaHa.

Yn. 17. B cnydaure, B xouto onpeaencauat or JEUEBHOTO 3ABEJAEHHUE — Bh3JIOKHUTEJL
H3IbJTHUTEJI otkaxke fa cxmo4yn A0rosop, chmuat Abmkd Ha IEUEBHOTO 3ABEJEHHUE —
Bb3JIOKHUTEJI neycroiika B pasmep Ha 10 % oT IporHo3HaTa CTOMHOCT Ha KOHKPETHATA [OKAHA.
Yn. 18. C mpexparsiBaHe Ha PaMKOBOTO CIIOpasyMeHHe, II0 OTHOIUIEHHE, Ha KOWTO M 1a e
N3UBJHUTEJL ce npekparsiBat no mpaso u ckmodennre or JJEUEBHOTO 3ABEJEHHE -
BB3JIOXHUTEJI norosopu cre comust ASITBJIHATEJL

Yn. 19. Ilpn mpexparsBaHe HA pPaMKOBOTO CIOPa3yMEHHE [0 HACTOSIIMSA  pasfell,
BB3JIOKHUTEJISIT He IB/0KM HEYCTONKH, NMXBH, IPOITYCHATH II0JI3H WIH APYry 00e3meTeHus Ha
xoroto u jga 6mmo or USHbJIHUTEJIUTE.

Y. 20. 1o OTHOIIEHHE Ha HEU3ITBJIHEHHE, JBJDKAIIO CE Ha HETIPEOJOIMMa CHJIa WK Ha HENpeIBHICHH
obcToATENCTBA ce Tpuiarar pasnopeabure Ha @wi. 306 ot Thprosekus 3axoH 1 4. 116 ot 3akoHa 3a

O6HICCTBCHI/ITG INOPBYKH U pa3aci Xor HaCTOAIMOTO PaAMKOBO CIIOpa3syMCHHE.
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VIIL. IPOBEXXIAHE HA BHTPEIIIEH KOHKYPEHTEH U3BOP/ M3IPAITAHE HA
IIOKAHA 3A TOIIBJIBAHE HA O®EPTA YPE3 EJIEKTPOHHATA CUCTEMA 3A
3AKYIIVBAHE HA JIJEKAPCTBEHH ITPOJAYKTH 3A HY)KJIUTE HA JJEYEEHUTE
3ABEJEHVS B PEITYBJIMKA BbJTAPUS
Y1 21. 3a CKIIOYBAHETO HA JOTOBOP 33 OOLUECTBEHA MOPHYKA B PE3YITAT Ha HACTOSIIOTO PAMKOBO
cnopasymenve, JJEHEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJL oTnpaBaT IOKaHa 0 BCHYKA
CTPaHH IO PAMKOBOTO CIIOpa3yMeHHMe, 32 NPOBEKJAHE HA BHTPCIICH KOHKYPEHTCH u3bop, IpH
yciaopusTa Ha wi. 82, an. 4 ot 3011 /unu OTIpaBs MOKaHa 33 JOIIBJIBAHC Ha odepTaTta, IpH yCIOBHATA

Ha wi. 82, an. 2 ot 3011 B ciiyuan, ye paMKOBOTO CIIOPa3syMEHHE € CKJIF0UEHO €amo ¢ SIIHO JIMLE.

Y. 22. JEYEBHOTO 3ABEJEHME — Bb3JIOKHTEJI noco4sa B MOKaHATa, A0 U3IB/IHUTENINTE
Hali-MaJIKO clieiHaTa HHpOpMaIMs:

1. Cpok 3a nonyuasare Ha oeprute, chodpasno wi. 78 ot INI30IL;

2. IlpenMer Ha TOKaHata; PaMKOBOTO CIIOpasyMEHHe, IO KOETO Ce OTMNpaBs MOKaHata,
JIeKapCTBEHMS/Te TIPOYKT/H MOINEKAIM Ha odepupane; HEOOXOIMMHUTE KONIMMECTBA U MEPHO/a 32
KOMTO Ime OhJe CKIFOUEH KOHKPETHHS JIOTOBOD;

3. Kpurepus 3a Bp3narase, csriuacHo 4. 70, al. 2, 1. 1 or 30II - "Haii — HHCKA HeHa";

4. YcII0BHSTA | peja, 0 KORTO ITe Ce IPOBEX/a eNEKTPOHHMUS TBPT;

5. Bpp3ka ksM npodun Ha Kynysada Ha JEYEBHOTO 3ABEJJEHHE — BB3JI0OKUTEJI;

6. Bpr3ka kM AreHuusTa 3a o0IeCTBEHH IIOPHYKY;

7. IIpoekT Ha JOroBop.

Y. 23 (1) [TucMenaTa nokaHa ce OTIPaBs 10 €IEKTPOHEH IIBT, 4pe3 EnexrporHara cuctema, Kato B
Hes ce OTpe/iesis CPOK 3a MpeficTaBsiHe oQepTH IPH ClIa3BaHe Ha pasnopeadara Ha L. 78 ot IIT30IL
B cirygauTe, KOTATO Ce M3UCKBA [0ITBIBaHE Ha ojepTa CPOKBT He MOXe 1a ObJie MO-KpaThK OT 5 pan
OT JIaTaTa Ha MoJlyyaBaHe Ha TIOKAHATA.

(2) Vsmenmurenst/ute mommiBaT/miofaBat odeprara/tmre, 4upe3s EnekTponHaTa cHCTeMa 3a
3aKyIyBaHe Ha JTeKapCTBEHH MPOYKTH 3a HY)X/IUTe Ha NedeOHuTe 3aBeneHys B PeryGinxa borapus,
B CPOKOBETE NOCOYCHHM B IOKAHATA.

Yq. 24. (1) B ciyuaute, KOraTo paMKOBOTO CIIOpa3syMEHKE € CKJIIOUCHO €aMo € €IUH y4aCTHUK U €
OTIpaBeHa IOKaHa 3a mombiBane Ha odepra, JEHEBHOTO 3ABEJEHUE — Bb3JIOXKHUTE,
Ha3HAYaBa KOMHMCHs, KOSTO pa3sriiexia JOIMbIHeHaTa odepTa 3a ChOTBETCTBUE C U3HUCKBAHUATA Ha
MOKAaHaTa ¥ HACTOSINOTO PaMKOBO CIOpasyMeHMe, M Ipeinara Ha PBKOBOJMTENS Ha JieyeGHOTO
3aBeICHUE [a CKIIFOYHM MM HE JOTOBOP.

(2) IBITBJIHUTEJIAT 1o lIOI.‘OBOpa ce ompefeNsi ¢ PelleHHe Ha PBKOBOJHUTEIN Ha JieyeOHOTO
3aBefenye, Ha ocHoBanue wi. 108, T. 1 ot 30IL JJEUEBHOTO 3ABEJEHHE — Bbh3JIOKUTEJI
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ckousa Jorosop ¢ usbpanus U3ITbJIHUTEJL, npu cniassane Ha pasnopea6urte Ha wi. 112 wun.112a
ot 30IL

Y. 25 (1) B cyqante Ha ipoBexiaHe Ha BHTPEIEH KOHKYPEHTEH H300D, CJle] M3TMYaHe Ha CPOKa 33
npeactasste Ha opeptd, JEUEBHOTO 3ABEJIEHUE — BH3JIOXKUTEJI Ha3HaYaBa KOMUACHS 32
pasriexiane, IbPBOHAYANHA OIEHKA HA OQEPTHTE U JOIYCKaHe O ENeKTPOHEH THPT.
(2) Ha ocrosanwe L. 4, ain. 2 ot [loctanosnenue Ne 146 Ha MC/2015, JEYEBHOTO 3ABEJIEHUE
~ BB3JIOKHUTEJIL nposexxia eneKTpoHEeH THPT 0 peaa Ha 4i. 90, an. 5-12 ot 3011
(3) EnexTpoHHMSAT THPr € MOBTApSIN CE €JEKTPOHEH TpPOIEC, KOUTO 3ai0yYBa Clie]l THPBOHAYANHA
IAUI0CTHA OIIEHKa Ha OQEpTHTE U MO3BOJIsABA T Ja OBJAT KIacHpaHH, upe3 ElEeKTpOHHATA cHCTeMa,
4pe3 METOAM 33 aBTOMATHYHO OLIEHSIBaHE Ha NIPEACTABEHUTE B O()epTHUTE HOBM, MIO-HUCKH LEHMU.
(4) Cren mepBOHaYalHaTa LANOCTHA oneHka Ha odeprure, JEUEBHOTO 3ABEJIEHME —
BB3JIOKHUTEJI um3npama eqHoBpeMeHHO upe3 EnekTpoHHaTa cucTeMa IOKaHa OO BCHYKH
YHACTHHUIY, YUMTO O(EPTH ca JOMYCHATH, KOSTO CHIBPXKA:
1. pe3yaTaThT OT MEPBOHAYAIHATA OLICHKA Ha BCsika odepTa;
2. pena 3a CBBP3BAHE KBM H3IIOI3BAHOTO €JIEKTPOHHO 00OpyIBaHe;
3. ata ¥ 4yac 3a Ha4yaJoO Ha eJIeKTPOHHHUSA THPT.
4. HayMHA Ha IPUKTIOYBaHE Ha €IEKTPOHHHUS THPT.
5. cTHIIKA 33 IPOMSIHA HA [IEHATa Ha €Tal eJIeKTPOHEH ThHPT.
(5) EnexTpoHHMAT THPr NPHIUIIOYBA ¢ HACTBIIBAHETO HA JaraTa M 4yaca, IIOCOYEHHM B IoKaHata. Crexq
U3THYAHETO Ha INOCOYeHWTe Jara M 4dac Ejekrponnarta cucrema kinacupa U3ITbJIHHUTEJINTE
YYACTBAJIM B €JIEKTPOHHUS THPT. KilacupaHeTo ce H3BBpIIBA BBB BE3XOAL pell, KATO Ha ITEPBO MSCTO
Ce KJIacCHpa y4aCTHHKBT, IPEIOKKI Hall-HUCKa IIeHa, a Ha IIOCNEIHO — YYaCTHUKBT, TIPEIOKHUI Hall-
BHCOKa.
(6) JEYEBHOTO 3ABEAEHVE — Bb3JIOJKHTEJI u36upa 3a USMBJIHUTEJ Ha norosopa,
KacupaHusT Ha mepBo MsicTo y9acTHUK. U3ITbJIHUTEJIAT no morosopa ce onpenens ¢ peieHue
Ha pPEKOBOJIMTEJIS Ha Ie4eOHOTO 3aBeeHne, Ha ocHoBaHue . 108, T. 1 ot 3011. Ciex Bnu3aHe B cuna
Ha pemeHHeTo 3a u360p Ha m3meanuten, JEUEBHOTO 3ABEJEHHE -~ BB3JIOXUTEJ
cxmoyBa gorosop ¢ u3bpanus U3IMNbJIHATEJL.

IX. I3IThJTHEHUE HA CKJIIOYEHUTE Bb3 OCHOBA HA PAMKOBOTO

CIIOPAZYMEHHUE NOI'OBOPHA

Y. 26. 3asBsBaHETO HA JIEKAPCTBEHHU NPOJYKTH, CBIIIACHO TEXHUYECKAaTa CHeUUBHUKAIs, 3asIBKATa
Ha JIEYEBHOTO 3ABEAEHUE - BB3JOXHTEJI u uenosure odeptu Ha
M3ITBJHUTEJIUTE 1o paMKOBOTO CIOpa3yMEHME C€ W3BBPINBA [0 pEeJa ONMCAH BHB BCEKH

KOHKPETEH JOTOBOP.
X.POPCMAJKOPHH OBCTOSITEJICTBA
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Y27 (1) CtpanuTe MO HACTOSAILHS JOTOBOP HE ABJLKAT ofeslmeTeHne 3a IOHECEHY BpeIy U 3aryou,
aKo MOCHIEAHUTE ca IPHYMHEHHN B Pe3yNITAT Ha HEMPEOoA0UMa CHITa.
(2) Axo cTpaHaTa, KOSATO € CJICABAJIO ja H3ITBJIHU CBOE 3aIbJDKCHHE 10 Or0BOpa € Omiia B 3a0aBa, TA
He MOXXe JIa ce [T030BaBa Ha HENPEOoJ0IMMa CHIIa. i
(3) “Henpeogonuma cuia” 10 CMUCHJIA Ha TO3H JOrOBOP € HENpPEeIBHICHO W/HAIH HEeTIpeAOTBPATHMO
CBOMTHE OT U3BLHPEACH XapaKTep, Bb3HUKHAIIO CJIC], CKIIOYBAHETO HAa AOr0BOPA.
(4) Crpanata, 3acerHaTa OT HENPEOJOIMMa CHJA, € ATBXKHA Ja MPEANpUCME BCHIKH JEeHCTBUA C
rpwKata Ha 100Bp CTOTAHMH, 33 Jia HAMAIH 10 MHHEMYM TIOHECEHHUTE BPEH 1 3ary0u, KaKTo # 1a
yBEOMH NHCMEHO JpYyrara CTpaHa B 7-JHEBEH CPOK OT HACTBIIBAHETO HA HEMNpPEOJ0TMMATa CHIa,
KaKTO H 3 IpeICTaBH HOKA3ATeNICTBA, KOUTO 32 HanuuueTo . IIpu HeyBej0MABaHE B IIOCOHCHHA CPOK,
CTpaHaTa 3aCeTHATa OT HEeIPEOAOIMMA CHIIa HE MOJKeE 12 Ce [I030BaBa HA HCSL. Henpeogonumara chia
Ce MOKa3Ba OT 3acETHATATa CTpaHa Cbe cepTHHKAT 3a GOPCMaXOp, U3JaNEH MO CHOTBETHHA pell OT
KOMIIETEHTHIS OPraH B [BPAKABaTa, B KOSATO Ca HACTHIIMIM (OPCMaKOpHHUTE 0GCTOATENCTRA.
(5) JloxaTo Tpae HEMpEOAONHMATa CHIIa, M3ITBJHEHHETO Ha 32JBIDKEHMATA W CBBP3AHUTE C TAX
HACPEeIHH 3ab/DKEHHUS CE CIHpa.
(6) He mpexacramissa “HempeofonuMa cuma” CBOMTHE, TPHYMHEHO IO HeOpemHOCT WM Ype3
YMMIIIIEHO TeHCTBME Ha HAKOS OT CTPAHWTE MM TEXHH NPECTABHTEIH W/HIIK CIYKUTEIH, KaKTO
HemocTHra Ha mnapuurM cpeactea Ha M3ITBJHUTEJIS/JIEYEBHOTO 3ABEJAEHHUE -
BBb3JIOKHUTEJL
XI. CIIOPOBE
Yn. 28 (1) Be3nukHammMTe [pe3 BpeMETPaeHeTo Ha PAMKOBOTO CIIOPa3yMEHHE CIIOPOBE H Pa3HOTIACHA
MEX/y CTPaHMTE Ce pelIaBart dpe3 NperoBopu Mexay TsX. [locturaarure JOTOBOPEHOCTH ce OYOPMSAT
B nicMeHa ¢opMa U ce MPEBPHINAT B HEPA3/Ie/IHA YaCT OT AOTOBOPA.
(2) IpaBaTa U 3aIB/DKCHUATA 110 HACTOSIIOTO PAMKOBO CIIOpasyMEHHE He MOTaT Ja C€ MPEXBhpPIIIT
€HOCTPaHHO Ha TPETH JHMIA M IOJOOHHM aKTOBe He IOpaXAT NpaBHO JeHcTBHEe 0e3 NHCMEHOTO
CBITIACHE HA JPYraTa CTpaHa, OCBeH B CIy4auTe Ha oOe3leyaBane (rapaHTUpaHe) Ha 3aIb/DKSHUS 110
0aHKOBH KpEAUTH.
Y. 29. B ciaydaii Ha HerocTUrase Ha JIOFOBOPEHOCT IO MPEAXOIHMs 4YICH, BCHYKH CIIOPOBE,
NOPOJEHH OT TOBAa PAMKOBO CIIOpa3yMEHHE MM OTHACALIM C€ JO HEro, BKJIOYHUTENTHO CIIOPOBETE,
TOPOJICHH OT WJIH OTHACSIIM C€ JO HETOBOTO THJIKYBAaHE, HEACHCTBUTENHOCT, HEU3ITBIHCHUE WU
npekparsBane e 6BIaT pa3pemmaBaHy criope]] ObIrapckuTe MaTEpHAIHU M IIPOLECYaNHH 3aKOHU OT
KOMIIETeHTHHA cbA 1o peaa Ha ['TIK.
XIL. TIO3ITbJIHATEIA
(MPUNOICUMO CAMO 8 CRyHaume, 8 Koumo u3Opanus 3a USHBLAHUMEN YYACMHUK € NOCOYUN, e uje

N0/136a NOOUSNBIIHUMENY)

12




. 30 (1) HOAUSITbIHATEJIMTE TpsiGBa 12 OTrOBapAT Ha CHOTBETHHTE KPUTEPHH 33 1OAGOP

cH00pasHO BUIA U €A OT HOPHYKATA, KOHTO Ie M3ML/IHABAT, H 33 TAX Ja HE Ca HATHIE OCHOBAHUS
3a OTCTPaHsIBaHE OT MpOIleAyparTa.
(2) BB3JIOKUTEIDIT usncksa samsana wa IMOAUIIIBJIHUTEJL, xoifto He oTtroBaps Ha
yCJIOBHATA IO ai.].
(3) Hezaeucumo ot usnonzsanero Ha ITIOJUIIIBJIHATEJIN 0TroBopHOCTTA 33 H3ITBIHEHME HA
norosopa e Ha I3ITBJIHUTEJIS. ’

XIII. CbOBIIIEHUA
Ya. 31. Benuku choOIIEHNsS MEXTY CTpaHUTE, CBBP3aHH ¢ M3ITBIHEHHETO Ha CIOPa3syMEHHETO ca
BaJINJIHH, aKO Ca HalIpaBEeHHU B MMCMeHa HopMa M ca MONHUCAHH OT 3aKOHHWUTE MIIH YITBIHOMOIICHUTE
npeacrasurenad Ha U3ITBJIHUTEJIUTE unu Bb3JOXKHUTEJIA.
Y. 32. 3a gata Ha CHOOIMEHHETO CE CMATA;
1. naTaTa Ha IpeAaBaHETO — NP PHYHO NpeaBaHe Ha CHOOIIEHUETO;
2. martara Ha IIOIIEHCKOTO KJieiMo Ha o6paTHaTa pa3nucKa — NpH H3Npalage 1o HomaTa;
3. naraTa Ha IPUEMAHETO - IIpH M3Mpamiaxe 1no ¢gakc uim e-mail.
Y. 33. 3a BaNMOHY ajipecy 33 IPHEMAHe HA CBOOIIEHNUS M 6aHKOBY CMETKH, CBBP3aHH C HACTOSIIIOTO
CIIOpa3yMeHHe ce CMATAT:
3A USIIBJIHUTEJIUTE: 3A BB3JIOXKUTEJIA:

NOTPeOUTENICKATE MM TpodHIM M | MUHHCTEPCTBO Ha 3[paBeONa3BaHETO

O6aHkoBUTE CcMeTKHM TnocoyeHH B | rp. Codus 1000

EnextpoHHaTa cucreMara, KakTo 1 w1 “Ceeta Hegensa” Ne 5

ajipeca Ha CEJAJIMIIETO MM IIOCOYEH B | IIOTPEOHTENCKHUTe mnpodunu Ha agmunuctpatopure L1OIT
HACTOSIIOTO PaMKOBO | IIOCOYeHHM B EnexkTpoHHaTa cucTemMa W chykeGHUTE HM

CIIOpasyMCHHE. CJICKTPOHHH ITOIITH.

Ya. 34. Ilpn npoMsHA Ha MOCOYEHHS IO-TOpE ajipec MMM 0aHKOBa CMETKa CHOTBETHATA CTPAHA €

IUTBXXKHA [1a YBEJIOMH JIpyTaTa B TPUIHEBEH CPOK OT IPOMSIHATA.

XV.JIPYT'HA YCJIOBUSA
Y. 35. (1) IIpu chcTaBIHETO HAa HACTOAIIUS JOTOBOP C€ MPESACTABHXA CISIHUTE NOKYMEHTH:
v Toxymentu o wi. 112, an. 1 or 30I1;
v’ Texuuuecko u LleHOBO MpeIOXeHHE;
v’ Iexnapamun o 3SMHUIL.
(2) HactosmoTo paMKOBO CIOpa3yMEHHE € M3TOTBEHO KATO €NIeKTPOHEH JOKYMEHT W AATaTa Ha
CKJIOYBaHE Ha HACTOAIOTO PAaMKOBO CIIOpa3yMEHHE € [JaraTa Ha, KOSTO € IOJIOXKEH ITOCIeIHMS

KBATHHLHPAH eIEKTPOHEH MIOIIHC.
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BB3JIOKHUTEJ

{: Digitally signed by Kostadin

XEOStadin }}G}eorglev Angelov
eorgiev Angelov. ate; 2021.03.25 14:08:26

L0200

nroo. 4-P KOCTAﬂ:VIH AHTENOB, AM

MWHWCTBLP HA 34PABEOTIA3BAHETO U LIO...

" Digitally signed by Mariya
X Mariya Valkanova\\;.-,.k.-,nova Belomorova
ate: 2021.03.24 15:26:54
Belomorova /7R

MAPUSA BENOMOPOBA
AVPEKTOP HA AVPEKUNA "BP"

14

Horst

Heinz
»MDat"’e 2021.02. 12
X Stueer /093802 40200

1" Digitally signed
i by Horst Heinz

XOPCT XAAHL, LLIOEP
"B. BPAYH MEAVKBJT EOOA

e

Petar 1. Digitally signed by
;\Petar Tzvetanov
Tzvetanoy ssenov

/. —Dat&:2021.02.12
X Assenovf 09:38:30 +02'00"

METHP ACEHOB .
“5. BPAYH MEAUKDB/T" EOO/

o~

EMIL 4 Dlgltally signed by EMIL
#4 ALEXANDROV DANEV
ALEXANDROV Date 2021.02.12

DANEVY /.;f “"10:26:30 +02'00'
EMWN JAHEB
"MEJAEKC" 004
{ Digitally signed by
GEORGI 3’ GEORGI VESSELINOV
VESSELINOVf “pAsSKOV

- Datei2021.0212
X PASKOV , / 10:45:15 +02/00'

FEOPIN TACKOB
"NPO ®APMALINA® EOO/

DN: emall=gpanov@solomed.eu,
lvanov
P iX 4‘%7=NTRBG-83201 8046,

fax cn—Georgl Ivanov Panov,
P a n OV . f 0=SOLOMEDLTD,, |=Sofia, c=BG
24/’,:‘" Date: 2021.02.12 11:09:52 +02'00'
A

G eo rg i i glgnally signed by Geargi lvanov
‘i ‘anov

senalNumber..PNOBG-émzl6724
0; givenName=Georgi, sn=Panov,

FEOPT MAHOB

"CONOMEL" EOOJ

{" Digitally signed

%§ by Ivan Pavlov

ﬂ’aPavlov
Date

lvan
Pavlovg
X  Pavlgv

123710+0200'

WBAH MABJIOB
"COGAPMA TPEMAVHI™ AL



15

iﬁ Di
gitally signed
Takvor by Takvor Boghos

Bog hos / %Boghossmn
./ -DAtas2021.02.12

X Boghossn N 14:11:12 +02'00°

TAKBOP BOXOCSHH
“TbPITOBCKA JIMTA-TALL" AZ,

{! Digitally si d b
TANYA MINCHEVA TANYA MNCHEVA

MINCHEVA- ‘MINCHEVA BAZOTEVA
BAZOTEVA }/ -~ DAtE2021.02.12
X 12:01:15 +02'00°
TAHA MUHUYEBA-EA30OTEBA
"GAPKOJT" Afl

i Digitally signed
Geo rg | by Georgi Petkov
Pet kOV Bazotev
é wDate 12021.02.12

X Bazotev 12:01:43 +0200"

FEOPIV BA3OTEB
"OAPKOJT" A/l

Veselin é Digitally signed by

. % Veselin Velichkov Kunev
1)
Velichkov Date:2021.02.15

Kunev A 57129 +02'00°

BECE/INH KYHEB
"®bOHUKC dAPMA" EOO/J

Krasimir i Digitally signed by
Krasimir Nikolaev
X Nikolaev; ‘ikotzev

,,,,,, Dates2021.02.15
leolaev 16:01:58 +02'00°

KPACUMWP HUKOJIAEB
"®bOHUKC dAPMA" EOO/

i* Digitally signed by
Stefa n Y Stefan Georgiev
Georgiev ;;7 “Bozhinov

o Date.»2021 .02.16
Bozhinov./ 112107 +0200

CTE®AH BO>XXVNHOB
"AAHCOR-bM 004



% Digitally signed by Ahileas
% i Tsangaris
& DN:
¥ email=georgi. katlnov@medophar
ma.com, o=MEDOFARMA EOOD,
2,5.4.97=NTRBG-121578346,
n*Tsangans
& -givéniiame thileas,
serlalNumber<PNOCY-E292974,

Ld
Ahileas
cn=Ahileas Tsangaris, c=BG

X J
s - Date: 2021.02.16 11:55:54 +02'00"

AXVEAC UAHTARKC
"MEAO®APMA" EOO/

H {: Digitally signed by
Ge.O rgl };Georgi Hristov
Hristov “Tenchov
j..w~v133t"e"?%22021 0216
X Tenchoy/ 130922 +0200
. FEOPFM TEH4YOB
"‘DapMaBM)K'bH EBpona" oo4a
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RUMYANA oty ety ¢ Anton £ bigitaly signed . {2 Digitally signed
STAVREVA /stammn Nikoloy Jbrnten Desislava | § by Desiua Bovko .
STAVREVA,/ \wsasvizes 1KOIOV #pikalov | vetlozarava YK Dby sgedty
“ o Gospodi _Sengdiney Svet ozar ova Marinov e
POOL.. pse5im.0324 va panco\,a omqon 0324 Penkov ./ "iestusane

nov &//’ 12082340200 15:08:19-40200"




