PAMKOBO CIIOPA3YMEHHE

Huec B rp. Codust, Mexay:
MUHHUCTEPCTBOTO HA 3JIPABEOIIA3ZBAHETO, c aagpec: rp. Codus 1000, .
“Csera Hemens” Ne 5, EMK 000695317, npeacraBnsBano ot mpod. n-p Kocranun AHrenos, mm,

MHUHHCTBD Ha 3ApaBeorna3BaHeTo W LleHTpameH opraH 3a MOKyHKH B CeKTOp "3apaBeoma3BaHe" u

Mapus benomopoBa — pgmpekTop Ha gupekums ,b®d”, HapuuaHO T™MO-HONYy 3a KPATKOCT
“Bb3JIOKHUTEJI” ot enHa cTpana u
1. »b. BPAYH ME/IUK'BJI” EOO/l, EUK 175016820, cbc cenanmuiie u aapec Ha yIpaBICHHE:

rp. Codus, Oyn. "Xpucrohop Komym6" Ne 64, crpana A2, odpuc 111, mpencrasisBaHo oT XopcT XaiHi
[lroep, B kauecTBOTO My Ha ympaBuTel u [leThbp ACEHOB, TPOKYPHUCT;
2. "MEJEKC" 0O0/l, EUK 131268894, cnc cemanuine u aapec Ha ynpasjienue: rp. Codus,
o6u1. Cronuuna, ¢. CBeToBpauene, m.kox 1252, yn. "Haenap BoitBoga" Ne 48, mpencrasnsano ot Emun
JlaneB, B KaueCTBOTO My Ha YIIPABHUTEI;
3. "ITPO ®PAPMAIIUA" EOO/I, EUK 131249698, chc cemauiie 1 aapec Ha yIpaBaeHUE: Tp.
Codust, yn. "umk. Ban MBanos" Ne70b er.3, mpencrasnsBano ot ['eopru I1ackoB, B ka4ecTBOTO My
Ha yIpaBUTEIL,
4, "COJOME/T" EOO/I, EUK 832018046, cbc cenanuine u aapec Ha ynpasnenue: rp. Codus,
k. 1618, p-u Buroma, yn , Ilpexn mpT* No 44, mpencraensBano ot ['eopru [1aHOB, B Ka4eCTBOTO MY
Ha YIIPaBHUTEI;
S. "CO®APMA TPEHJHHI" AJI, EMK 103267194, cbc ceanuIie 1 aapec Ha yIpaBiIeHHe:
rp. Codus, yn."JIvue3ap Cranues" Ne5, Codapma busnec Tayspe, Crpaga "A" eT.12, npeacTaBisiBaHO
ot JlumuThp JMMHATPOB, U3NBIHUTENEH AUPEKTOp, 4dpe3 MBaH I1aBnoB, ymbIHOMOIIEH C HOTApHUATHO
3aBepeHO MBIHOMOIIHO OT 14.12.2020 r. ¢ per. Ne 5783 na Hotapuyc JIro6xa Cotuposa c paiion PC-
Codus c per. Ne 400;
6. "TBbPI'OBCKA JIUT' A - TJIOBAJIEH AIITEYEH HEHTBHP" AJl, EUK 030276307, csc
cenanuine W anpec Ha ymnpasienue: rp. Codus, Oym. "I M. Iumutpos" Nel, mpenacTaBmsBaHO OT
TaxBop Box0CsIH, B KAUE€CTBOTO My Ha 3aKOHCH MPEACTABUTEI,
T "®APKOJI"AJl, EUK 102227154, csc cemanuiie u aapec Ha ympasiaeHue: rp. byprac, m.k.
8000, yn. "Can Credano" Ne 28, mpeacraBmsano ot Tanms MunueBa —bazoTteBa, m3anmbIHUTENCH
nupextop u 'eopru bazores, npencenaren Ha CbBeTa HA IUPEKTOPUTE;
8. "®bOHUKC ®APMA" EOOJ, EUK 203283623, chc cemanuiie U aapec HA yIpaBjIcHUE:
rp. Codus, ym."OxkonoBpecrern mbT" Nel99A, mpexncrasnsBano ot Becenmn Kynes m Kpacummp
Huxonaes, ymrpIHOMOIIEHN ¢ HOTAPUAIHO 3aBEPEHO MBIHOMOIIHO OT 26.01.2021 . ¢ per. Ne 155 Ha

Hotapuyc Jlanuena Komcasosa ¢ pation PC- Codus ¢ per. Ne 049;



9. "TAHCOH-BI'"OO/I, EUK 203612570, chc cemanwine W aapec Ha ympaBlieHUe: 007
[Mepauk , ob6ni. Pagomup rp. Pamomup, yi. "Oren IMaucwii" No26, mpencrasisiano ot Credan
Box1HOB, B Ka4€CTBOTO My Ha YIPABUTEI,
10. "MEJO®PAPMA"EOO/, EUK 121578346, cbC cemamuiie W aapec Ha YIPaBICHHE TP.
Coodus, m.k. 1784; p-u Mnanoct; x.k. MJIAJIOCT 1, 6. 386 oduc crpama, mpeacTaBissBaHO OT
Axwuneac Llanrapuc, B KaueCTBOTO My Ha YIIPaBUTEI,
11. "®dapmaBuxbsa Espona'" OO0/, EUK 203499069, cbc cemamuie u aapec Ha yIpaBIeHUE
rp. Codmus, mk. 1612; p-u KpacHo ceno, yn. Anekcanasp Makenoncku Ne 4, mpencTaBisiBaHO OT
I'eopru TeHuoB, B KaU€CTBOTO My Ha YIPABUTE;
Hapuuanu 3a xparkoct "U3ITBJIHUTEJIN" ot apyra crpaHa
Ha ocHoBaHue Pemenue P/1-11-598/26.11.2020 r. (u3Mm. ¢ Pemenne Ne PJI-11-34/ 22.01.2021 r.) Ha
BB3JI0KUTENS 32 ONpPEeAesHE Ha U3ITBIHUTENN IT0 PAMKOBO CIIOPAa3yMeHHeE, BbB Bpb3Ka ¢ ui. 108, 1. 2
ot 30II ce CkTF0YM HACTOSIIOTO CIOPA3YMEHHUE 3a CIIETHOTO:

I. OEJI U IPEAMET HA CIIOPA3YMEHMUETO
Yn. 1 (1) LUenra HA HACTOSAMIOTO CHOPAa3yMEHHE € Ja Ca OMPEACNAT YCIOBHSTA, MO KOUTO IIE CEe
ompezens U3MBIHUTEN MO0 BCEKH KOHKPETEeH IOTOBOP 3a JOCTaBKAa HA JEKApPCTBEHU NMPOLYKTH, BH3
OCHOBA Ha MPOBEXXJaHe Ha BHTPEIICH KOHKYPEHTeH N300p WM MOKAaHA 32 IOMBIBaHE Ha odepTa.
(2) Bp3 ocaosa Ha ToBa pamkoBo ciopazymenne JEUEBHOTO 3ABE/IEHUE — Bb3JIOKUTEJL,
e mpurIoOuBa CTOKH — JIEKAPCTBEHU MPOAYKTH OT [103UTHBHUS JEKApCTBEH CIUCHK MO Wi 262, am.
6, T. 2 oT 3aKOHA 3a JEKapCTBEHHTE MPOAYKTH B xyMaHHara MmeauunuHa (3JIIIXM), Bnmcanu B
nyOJIMYHNSL €JeKTPOHEH PerucTbp KbM HammoHamHus ChBET MO LEHH M peuMOypcHpaHe Ha
JeKapCTBeHN MPOIYKTH, CJIeJ MPOBENEH BBTPEIleH KOHKYpPeHTeH M300p/ MOKaHa 3a JOMbJIBaHE Ha
odepra.
(3) JEYEBHO 3ABEJIEHHUE — BB3JIOKUTEJI e neueOHO 3aBefeHNe, MONMAAamo B 00XBaTa Ha
1. 1 ot [TocranoBnenne Ne 146 nHa MC (00H. JIB, Op. 44/2015 r.) ¥ K0OETO € IOCOUEHO B CITUCHKA HA
nedeOHNTE 3aBEACHUS — BB3JIOKUTENN, YacT OT AOKYMEHTAIHMATa 3a ydJacTHe B OOIIeCTBeHara
MOPBYKA, Bb3 OCHOBA, HA KOSITO € CKJIFOUEHO, HACTOSIIIOTO PAMKOBO CIIOPa3yMEHHE.
(4) EnexTpoHHAaTa cHCTEMaA 3a 3aKylyBaHe Ha JIEKAPCTBEHH MPOJYKTH 3a HYXKIUTE Ha JiedyeOHUTE
3aBeneHns B PermyOnuka beirapust e onmaiiH miaargopmara 3a eIeKTPOHHUTE ThPToBe, pa3paboreHa

Ha ocHoBaHue . 4, an. 4 ot [Toctanosnenue Ne 146 va MC (06H. /1B, Op. 44/2015 1.), nocThIHA Ha

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

Y. 2. [IpeaMer Ha HACTOSIIOTO PAMKOBO CIIOPA3yMEHUE € ONPEACISIHE Ha KPBI'bT HA U3IBIHUTENUTE,
KOWTO MOTAT Jia CKJTFOUBAT KOHKPETHH JTOTOBOPH 3a 00IIECTBEHH MOPBUYKHU, Bh3 OCHOBA HA TPOBEXKTaHE
Ha BBTpENIeH KOHKypeHTeH u300p wmu nonwjiBaHe Ha odepra ¢ JIJEUEBHO 3ABEJEHMUE -
BB3JIOKUTEJL 3a nexapCTBEHU MPOIYKTU KAKTO CIIEABA!



ATC-xop

MexayHapOIHO HENATEHTHO
HANMEHOBaHHE

Hauun Ha HNPUI0KEHHE

3a0ejieKKa

M30BIHATETHN IO PAMKOBOTO
cropasyMeHHe

JOIAAI2

Tigecycline

IIapeHTepaiHa

"®bOHUKC ®APMA" EOOJL
"CODAPMA TPEUJIAHI" AJl
"MEJIEKC" OO/]

JOICRO2

Amoxicilline, clavulanic acid

IIapeHTepalHa

Menogpapma EOOJ]
"MEJIEKC" OO]T

"ITIPO ®APMAITUS" EOOJT
JJAHCOH BI' OO/1
"OAPKOJI" AT

JOICRO5

Piperacillin, Tazobactam

IIapeHTepaIHa

"®LOHUKC ®APMA" EOOJT
"MEJIEKC" OO]T

"®APKOJ" AJT

JIAHCOH BI" 0OJT

"[IPO ®APMAITVS" EOOJ

JOIDB04

Cefazolin

IIapeHTepaIHa

Menogpapma EOOJ]
"MEJIEKC" OO]T

"IIPO ®APMAITUS" EOOJT
"OAPKOJ" AT

JTAHCOH BI' OO/]

JOIDCO02

Cefuroxime

IapeHTepaIHa

750 mg

Menogpapma EOOJ]
"TBPTOBCKA JIUT A - TAIT" AJ]
"OAPKOJ" AT

JIAHCOH BI' OO/T

"IIPO PAPMAITHSA" EOOJT

JOIDCO02

Cefuroxime

IIapeHTepaiHa

1500 mg

Menopapma EOO]]

"IIPO ®APMAITUSA" EOOJT
"TBPTOBCKA JIUT A - TAIT" AJ]
"OAPKOJ" AT

JIAHCOH BI' OO/1

JOIDCO02

Cefuroxime

IIepopajHa TBhPJa

500 mg

"®bLOHUKC ®APMA" EOOJQ
"MEJIEKC" OO/
"OAPKOJI" Al

JO1DDO1

Cefotaxime

IIapeHTepaIHa

"T'bPI'OBCKA JIUT'A - T’'AIT" AJ]
"®LOHUKC ®APMA" EOOQ
"CODAPMA TPEUJIAHI" AJl

JO1DDO02

Ceftazidime

IIapeHTepaiHa

1000 mg

"MEJIEKC" OO/|
"®bOHUKC ®APMA" EOOJL
"T'bPI'OBCKA JIUT'A - T’'AIT" AJ]

JO1DD04

Ceftriaxone

IIapeHTepaIHa

"TBPTOBCKA JIUT A - TAIT" AJ]
"MEJIEKC" OO]T

Memopapma EOO]]

"OAPKOJ" AT

"ITIPO ®APMAITUSA" EOOJT
JJAHCOH BI' 0OO/1

JO1DDI12

Cefoperazone

IIapeHTepaIHa

1000 mg

"IIPO ®APMAITUSA" EOOJT
Memopapma EOO]]
JJAHCOH BI' OO/1
"OAPKOJ" AT

JO1DDI12

Cefoperazone

IapeHTepaIHa

2000 mg

Memopapma EOO]]
"OAPKOJ" AT

"ITIPO ®APMAITUSA" EOOJT
JTAHCOH BI' 0OO/J1

JOIDDI13

Cefpodoxime proxetil

IepopajHa TBhpJa

"®bOHUKC ®APMA" EOOJ{
"MEJIEKC" OO/|
"O®APKOJI" A/l

JO1DD62

Cefoperazone, Sulbactam

IapeHTepaiHa

Memopapma EOO]]
"OAPKOJ" AT
"ObOHUKC ®PAPMA" EOOJT




"[IPO ®APMAIUS" EOO/T
JIAHCOH BI" 0O]]

JOIDEO1

Cefepime

IapeHTepaIHa

lg

Memopapma EOO]]

"OLOHUKC ®PAPMA" EOO/T
JIAHCOH BI' OO/1
"TBPTOBCKA JIUT A - TAIT" AJ]
"ITIPO ®APMAITUSA" EOOJT
"OAPKOJ" AT

JOIDHO02

Meropenem

IIapeHTepalHa

®apmaBuxba EBpornia OO]]
JIAHCOH BI' OO/]
"®bOHUKC ®APMA" EOO/]
Memopapma EOO]]

"IIPO PAPMAIUS" EOO/L
"OAPKOJI" AL

JOIDHS51

Imipenem, Cilastatin

IIapeHTepaIHa

dapmaBumwxbsH EBponia OO/
"MEJIEKC" OO/

JOIEEO1

Sulfamethoxazole, Trimethoprim

[apeHTepaIHa

"®bOHUKC ®APMA" EOOJQ
"CODAPMA TPEUJIAHI" AJl

JOIFA10

Azithromycin

IepopajHa TBhpJa

"®LOHUKC ®APMA" EOO/
"MEJIEKC" OO/
"CO®APMA TPEMJIUHI™ AJ]
"®APKOJ" AJT

JOIFA10

Azithromycin

IIapeHTepaIHa

"®LOHUKC ®APMA" EOOJT
"CO®APMA TPEMJIUHI™ AJ]
"MEJIEKC" OO/T

"®APKOJ" AJT

JOIFFO1

Clindamycin

IIapeHTepaIHa

"®LOHUKC ®APMA" EOO/I
"CO®APMA TPEMJIUHI™ AJ]
"OAPKOJ" AJT

"[IPO ®APMAITUS" EOOJ

JOIFFO1

Clindamycin

IepopajHa TBhpJa

"®LOHUKC ®APMA" EOOJL

JOIGBO03

Gentamicin

IIapeHTepaIHa

JTAHCOH BI” OOJ]

JOIGBO06

Amikacin

IIapeHTepalHa

Menodapma EOOJ]
"CODAPMA TPEUJIAHI" AJl
"OAPKOJ" AT

"ITIPO ®APMAITUSA" EOOJT
"B.BPAYH MEJTUKAJI" EOO/]
"COJIOME]T" OO/1

JTJAHCOH BI' OO/1
"OLOHUKC ®PAPMA" EOOJT

JOIMAO2

Ciprofloxacin

IIapeHTepaIHa

"®bOHHUKC ®APMA" EOOJQ

JOIMAO2

Ciprofloxacin

IepopajHa TBhpJa

"®bOHUKC ®APMA" EOOJL
"®APKOJI" A/l

JOIMAI2

Levofloxacin

IepopajHa TBbpJa

"®APKOJI" A/l
"CODAPMA TPEUJIAHI" AJl
"®LOHUKC ®APMA" EOOJQ

JOIMAI2

Levofloxacin

IapeHTepaIHa

"®LOHUKC ®APMA" EOO]I
"MEJIEKC" OO]I

"IBPTOBCKA JIUTA - TAIT" AJT
"CO®APMA TPEMJIUHI™ AJ]
JIAHCOH BI" 0OJT

"OAPKOJ" AJT

"[IPO ®APMAITUS" EOOJT

JOIXAO1

Vancomycin

IIapeHTepaIHa

"®bLOHUKC ®APMA" EOOJL
"T'bPI'OBCKA JIMT'A - TAIT" AJ{

JOIXA02

Teicoplanin

IIapeHTepaIHa/IepopaiHa

"MEJIEKC" OO/

JOIXBO1

Colistimethate sodium

HMHXaJIaTOpHa

"®LOHUKC ®APMA" EOOJQ

JOIXDO1

Metronidazole

IapeHTepaIHa

"®LOHUKC ®APMA" EOO/]I
"MEJIEKC" OO]T
"CO®APMA TPEMJIUHI™ AJ]
"®APKOJ" AJ]




"COJIOME/[" OO/
"IIPO PAPMAIV" EOO/L
"B.FPAYH MEJIUKAJI" EOOJ
JO1XX07 [Nitroxoline TepoparHa TBBpAa "®bOHUKC ®APMA" EOOJ{
"IIPO PAPMAIUS" EOOJL
"OAPKOJI" A/l
"MEJIEKC" OO/]
JO1XX08 |Linezolid TapeHTepaIna JIAHCOH BI' OO]|
JO2ACO1 [ Fluconazole rapeHTepaiHa "®LOHUKC ®APMA" EOOJ]
"®bOHUKC ®APMA" EOO/]
"CODAPMA TPEUJIAHI" AJl
"MEJIEKC" OO/]
JO2ACO03 [ Voriconazole TapeHTepaiHa "T'bPI'OBCKA JIUT'A - TAIT" AJ
"MEJIEKC" OO/]
"®bOHUKC ®APMA" EOO/]
JO2AX06 | Anidulafungin mapeHTeparHa "COOAPMA TPEMJIMHI™" AJ]
"®bOHUKC ®APMA" EOO/]
"CODAPMA TPEUJIAHI" AJl
JO4AB02 | Rifampicin TepopaHa TRBpa "O®APKOJI" AJ[
JO4ACO1 |Isoniazid TepoparHa TRhpAA JIAHCOH BI' OO]
JO4AKO1 [Pyrazinamide TepopaHa TREp/A "®bOHUKC ®APMA" EOOJ1
JO4AKO02 | Ethambutol TepopaHa TBEpa JIAHCOH BI' OO]]
JOSAB14 | Valganciclovir TepopaTHa TBEp/A "TTIPO DAPMAIIUA" EOOJT
JOSAF10 | Entecavir IepopaHa TBhPJ/Ia "ITIPO ®APMAITHA" EOOJL
"®bOHUKC ®APMA" EOO/]
JOSAHO02 [ Oseltamivir TepopaHa TBhpAa "OAPKOJI" AJ[
JO6BB04 [ Hepatitis B immunoglobulin mapeHTepaTHa "ObOHUKC ®APMA" EOOJ{

II. HEHU. PEJI 3A CKJIIOYBAHE HA JOI'OBOP OT JIEYEBHO 3ABEJIEHUE —

BB3JIOKUTEJI
Yn. 3 (1) [To HacTOSIIOTO PAaMKOBO CIIOpa3yMEHUE HE Ca ONpeAelIeHn BCHUKH yCIIOBUSA. BB3 0CHOBa
Ha Hactosmoro pamkoBoTo crmopasymenne JIEUEBHOTO 3ABE/IEHUE - BB3JIOKUTEIL
CKJIFOUBA IOTOBOP/IOTOBOPH 32 OOIIECTBEHHU MOPBHYKH HA CTOMHOCT, ChOOPa3eHa C HETOBUTE HYKIU
B paMKHTE Ha OrO/KeTa My, TIPH MPEIBAPUTEIHO ONpPEeTeH KPUTEPUil ,,Hali-HICKA eHa", ChITIACHO
1. 70, an. 2, 7. 1 ot 30I1.
(2) IlocouenaTta B HACTOSIIOTO CIIOPAa3yMEHHE LIEHA HA €AMHMLA MSIPKA 32 aKTUBHO BELIECTBO HA
KOHKPETEH JICKapPCTBEH MPOIYKT € [eHaTa, Bb3 OCHOBA Ha K0oATO Bceku koHKpeTeH UZIIBJIHUTEJL
e onpezesneH 3a U3ITbJIHUTEJI no HacTOSIMIOTO paMKOBO CLIOPa3yMeHHE U Ta3U LIEHA MPEACTABIsIBA
MakcumaiHa neHa 3a Hero. Konkperaust U3ITbBJIHUTEJI o paMKOBOTO cliopa3yMeHHe HIMa IIPaBo
HA eTar BTPEeIIeH KOHKYpeHTeH n300p/ mombiBaHe Ha odepTa Ja mpeiara IeHa mo-BUCoKa OT IieHaTa
BB3 OCHOBA, HAa KOATO € N30paH 3a M3MBIHUTEN HA PAMKOBOTO CIIOPa3yMeHHe.
Ya. 4 (1) Horosopute 3a KOHKPETHH JOCTABKHU Ha JIeKapcTBeHH NpoaykTH 3a Hykaute Ha JIEUEBHO
3ABEJEHMUE — Bb3JIOXUTEJL wie 0baaT CKIIOUBAHU, CIIE;
1. mpoBexnane Ha BbTpemeH koHKypeHTeH n300p Mmexny USINBJIHUTEJIUTE no pamkoBoTO
criopasyMmenwue, mpu ycinoBusTa Ha wi. 82, an. 4, . 1 ot 3011, B cmywaure Ha un. 82, aim. 3 ot 3011, u
MPOBEXIaHE HA eNeKTPOHeH Thpr 1o pena Ha wi. 90 ot 3011, BB Bpw3ka ¢ ui. 89, an. 3 or 3011 u B
CBHOTBETCTBHUE ChC 3AT0KEHUTE B PAMKOBOTO CIIOPa3yMEHHE H3UCKBAHUSL;

2. nomeaBade Ha odpeprara or U3IIBJIHUTEJISA, B cnyyante Ha wi. 82, an. 2 ot 30IL
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(2) YcnoBusiTa 1 pensT 3a IUIAIIaHE HA BCSKA €HA JOCTABKA HA JIEKAPCTBEH MPOAYKT C€ ONpEnemsT B
JOTOBOPUTE, CKIOYBAHU Bb3 OCHOBA HA PAMKOBOTO CIIOPa3yMEHHE.
IIL.CPOK HA PAMKOBOTO CIHHIOPA3YMEHHETO
Ya. 5. (1) HacrosmoTo paMkoBO criopa3yMeHmne € ¢bC cpok A0 31.12.2021 r., kaTo 3a HavajeH CPOK
Ce CUMTa JaTaTa Ha CKIIYBAHE Ha HACTOSIIOTO PAMKOBO CIIOpa3yMEHHeE.
(2) Cpoxsr Ha moroBop 3a obmiectBeHa mopbuka, ckmodeH or JIEUEBHO 3ABEJIEHUE -
BDB3JIOKUTEJI, crieq mpoBeleH BBTPENIEH KOHKYPEHTEH W300p/A0mblIBaHe Ha odepTaTa Mo penaa
Ha HACTOSIIIOTO PAMKOBO CIIOPa3yMEHHE, HE MOXe 1a HAAXBBPJISl KPaiiHUS CPOK HA CIIOPa3yMEHUETO.
IV.IPABA U 3AABJIZKEHUA HA BB3JIOKUTEJIA
Y. 6. BB3JIOKUTEJAT nma mpaso:
1. na u3BbppmBa nposepku Ha JokyMeHTHTe HAa USIIBJIHUTEJISA/MTE, cBbp3anu ¢ H3MBIHEHHETO
Ha HACTOSIOTO PAMKOBO CIIOPAa3yMEHHE U Ha CKIIFOYBAHUTE Bb3 OCHOBA HA HETO IOTOBOPH;
2. 1O BCSIKO BpeMeé Ha U3MBIHEHHE HAa PAMKOBOTO CHOpa3yMeHHe Ja W3HCKBA OT
N3NBbJIHUTEJIA/MTE undopmanus BB Bpb3Ka C HM3MBIHEHHETO HA HACTOSMIOTO PAMKOBO
Cropa3syMeHue W CKIIFOUeHHnTe Bb3 O0CHOBA HAa Hero jgorosopu ¢ JIEUEBHUTE 3ABEJIEHUS —
N3ITBbJIHUTEJIN;
3. 1a U3UCKBA M3MBJIHEHNE HA JOCTABKUTE B MPEABUACHUTE CPOKOBE, M0 pela M MpPU yCIOBHITA Ha
HAaCTOSIIOTO PAMKOBO CIIOPa3yMEHHE U CKIIFOUBAHUTE Bb3 OCHOBA HA HETO JOTOBOPH.
Yn. 7 1) BB3JIOXHUTEJIAT ce 3anpmkaBa aa ocurypu Ha Beceku eaud ot USITbJIHUTEJIUTE
cbe cpaeiictBuero Ha IEUEBHO 3ABEJIEHUE — BB3JIOKUTEJ undopmanusara, HeoOxoauma
Ha U3ITBJIHUTEJIUTE 3a kauecTBEHOTO U3BBPIIBAHE HA JOCTABKUTE.
(2) BB3JIOXKUTEJAT onpenenss nupeknus "OOmecTtBeHU nopbuku'', aupeknus "JlekapcTBeHa
nonutuka" U aupekuus "EJeKTpoHHO 3apaBeoma3BaHe, KOMTO [a OTrOBApsAT 3a IeHHOCTTa Ha

LlenTpanHus OpraH 3a HOKYIKU B CEKTOp "3ApaBeona3BaHe".

V. IPABA U 3AJIBJI’KEHUSA HA N3ITBJIHUTEJIUTE

Ya. 8. Beexu enqun or UBINBJIHUTEJIMTE nma npaso ma usucksa oT BB3JIOKHUTEJIA u
JEYEBHOTO 3ABEJEHHUE - BDB3JOXUTEJ wundopmarusara, HeoOXoauma My 3a
KaueCTBEHOTO U3BBPLIBAHE HA JOCTABKUTE.

Yn. 9. Beexu enun ot UBIMTBJIHUTEJIUTE HOCH OTTOBOPHOCT 32 TOYHOTO W 3aKOHOCHOOPAa3HOTO
U3IbJIHEHNE HA N3BBPIIBAHUTE OT HETrO JOCTABKHU.

Ya. 10. Beexu equa ot USITBJIHUTEJIUTE ce 3agpmxaBa 3a cpoka Ha IEHCTBHE Ha PAaMKOBOTO
Cropa3yMeHHne, KakTO M 3a CpOKa Ha JeiicTBHe Ha TMOANMCAHUTE Bb3 OCHOBA HA PAaMKOBOTO

Cropa3yMeHHe JOTOBOPH:



1. 1a momaBa TpemJIOKeHHE B OTrOBOP HA BCSKa mMokaHa, oTmpaseHa A0 Hero or JIEUEBHO
3ABEJIEHHUE — Bb3JIOKUTEJL, xato opepupanute B NpeIsIOKEHHETO My LIEHH He MOTAaT Ja ca
MO-BUCOKH OT LIEHUTE, Bh3 0cHOBA HAa KouTo € n3bpan 3a U3II'BJIHUTEJI o HacToAmoTo paMKOBO
cropazymernne. USITBJIHUTEJIAT ce 3agpmxaBa aa mpemiara IieHa 3a BCSKa HOMEHKJIATypa OT
nokarara Ha IEUEBHOTO 3ABE/IEHUE — Bb3JIOXKHUTEJI, ko510 € BKII0OYEHA B HACTOSIIOTO
PaMKOBO CIIOPa3yMEHHUE H MO KOSITO ChUIUSAT € ONpeAesieH 3a H3MbJIHUTEIL.

2. [a AOCTaBsl IGKAPCTBEHHUTE MPOAYKTH, MPEAMET HA KOHKPETHHS AOTOBOP, B CPOK 0 7 KaJCHAAPHU
mau cnen nomygaBane Ha 3asBka or JIEUEBHOTO 3ABEJIEHUME — BbB3JIOKHUTEJ u 3a
KOJIMYeCTBAaTa W OMAaKOBKUTE (ChOOpPA3HO KOHKPETHHTE JIEKAPCTBEHH MPOAYKTH, MOCOYSHH B
TEXHUYIECKOTO MPEATIOKESHNE Ha U3ITBIHUTEISI), TOYHO OTPEICICHHU B 3asIBKATA.

3. B ciydaii Ha HeOOXOOMMOCT OT CHEIIHA JOCTaBKa a JOCTABS JIEKAPCTBEHUTE MPOAYKTH, TIPEIMET
Ha KOHKPETHHS JOTOBOP B CPOK A0 6 Yyaca OT MOJydyaBaHe Ha 3asBKata. [l0COUeHHUsIT CPOK € OTHOCHM,
B Ciaydaute, kKoraro B 3asBkute u3pudHo € mocoueHo or JIEUEBHOTO 3ABEJIEHUE -
BbB3JIOKUTEJL 4e ca cienram.

4. B cpok 710 1 paboTeH JeH, B CITydanuTe Mo T. 2 U 10 | yac B ciydauTe MO T. 3 cjieq MoJiy4aBaHe Ha
BCSIKA 3asBKa 1a yBeJOMH MICMEHO Ha enekTponHa nmoma i o paxc JEYEBHOTO 3ABEIEHUE
—BBb3JIOKUTEJL B ciyuaii ue He MOXKe Ja U3BBPLIN JOCTABKA MM B CIIy4ail, ye He MOXKe Aa Crasu
CPOKBT 32 U3BBPIIBAHE HA JOCTABKATA, IPEAMET Ha KOHKPETHATA 3asIBKA.

S. na mocraBsi JeKapCTBEHU NPOAYKTH, KOMTO OTTroBapsiT Ha u3uckBaHusita Ha 3JIIIXM u kouto
MPUTEKABAT BAJMIHO paspelleHue 3a ymoTpeba B cTpaHara, uznazeHo mo pema Ha 3JIIIXM wmm
Permament (EO) Ne 726/ 2004 r. Ha EBponeiickust mapaamenT u CeBeta /4. 23, an.1 Ha 3JIIIXM/.

6. B caydaii Ha M3THYAHE HA CPOKA HA Pa3pelIeHnero 3a ynorpeda Ha JeKapcTBeH MpoayKT mpe3 2020
rof. (3a mpouenypu mpoBexaanu npe3 2020 rox.) wnm mpe3 2021 roa. (3a mponeaypy MTPOBEXTaHN
mpe3 2021 rox.), Aa mpeacTaBs B mpoueaypute mo wi. 4, ai. 1, 7. 1 wam mo wi. 4, an. 1, T. 2, nekmapanus
OT TpUTEXaTeNsl Ha paspenieHue 3a ymotpeda, B ChOTBETCTBHE ¢ ui. 55, am. 6 ot 3JIIIXM, ue
KOJIMYECTBATA 32 JEKAPCTBEHHSI MPOIYKT Ca HAIMYHHU.

7. ma 1oCTaBsi cCaMO JEKAPCTBEHU MPOAYKTH, KOUTO ca BKItOUeHHU B [Ipunoxenue Ne 2 Ha [lo3utuBHUS
JIEKapPCTBEH CITUCHK.

8. ma moCTaBs JEeKapCTBEHHWTE NPOAYKTH, B OMAKOBKH (ChOOpPAa3HO KOHKPETHHUTE JEKAPCTBEHU
MPOAYKTH, TOCOYECHU B TEXHUYECKOTO MPEAJIOKEHNE HA U3ITBIHUTENS) B CbOTBETCTBHE C TOCOYEHOTO

B 3asBkata Ha JIEUEBHOTO 3ABEJEHUE -Bb3J10KUTEJL

VI.TAPAHIIUA 3A U3ITBJIHEHHUE



Yn. 11. [pu cxiarouBaHETO HA BCEKM KOHKPETEH IOTOBOP 3a OOIIECTBEHA MOPBHYKA, CHOTBETHHUST
n36pan U3IMbJIHUTEJI npencrass rapanius 3a H3ITBIHEHNE HA TOTOBOPA, CIVIACHO YCIOBUSATA HA
JIOTOBODA.

VII. HEU3IIbJIHEHHUE. IPEKPATABAHE HA PAMKOBOTO CIIOPA3SYMEHMUE.

CAHKIIMAN

Yna. 12. IIpu CUCTEMHO HEU3IIBIHCHHUE WU JIOIIO U3IMBJIHCHUE HA 3aIb/DKEHUSITA MO PAMKOBOTO
CHopa3yMeHHe U IO CKIoUeHUTe Bb3 ocHOBa Ha Hero porosopu, Bb3JIOKUTEJIAT uma npaso ga
MPEKPaT €IHOCTPAHHO HACTOSAMIOTO PaMKOBO criopazymenue ¢b¢ choTBeTHHS USITBJIHUTEJI
YeTHPHUHAZECET THEBHO MICMEHO mpeau3Bectre. [1ox ,,cucreMHO” ce pa3bupar Tpu U MoBeue ciaydan
HA HEW3IIBJIHEHHE W/MJIM JIOIIO W3MBbJHEHHE Ha 3aIB/DKEHUSITA MO HACTOSIIOTO CIIOPa3yMEHUe OT
N3ITBbJIHUTEJIA.
Ya. 13. 3a Hy)XKIUTE Ha HACTOSIIOTO PAMKOBO CIIOPa3yMEHUE , HEW3ITBJTHEHNE € HAIIUIE, KOTaTo:
1. UIBII'BJIHUTEJI no BpeMe Ha M3MBIIHEHHETO HA PAMKOBOTO CIIOpa3yMeHHe He monaaae odepra B
otrosop Ha nokaxna ot JIEUEBHOTO 3ABEJEHUE — Bb3JIOKUTEJL
2. B mpouenypa mo BBTpenieH KOHKypeHTeH u30op/monbiBane Ha odepra, USIMIBJIHUTEJIAT
MPEeAoKH LIeHa Ha AMHNLIA MSIPKA 32 aKTUBHO BEIIECTBO HA KOHKPETEH JIEKAPCTBEH MPOIYKT, KOSITO
HaJBHUIIABA LIEHATA HA EIWHULA MSPKA 32 aKTUBHO BEILIECTBO 3a TO3M MPOLYKT, MOCOYEHA B
HACTOSIIOTO PAMKOBO CIIOpPa3yMEHHE.
3. [Ipu Hen3mpaHEHHE HA eAHO Win HAKOJKO 0T 3aabipkeHnsITa Ha U3INbJIHUTEJIA no un. 10.
Y. 14. (1) IIpexparsBane Ha pamkoBoTo ciopazymenne ¢ koukpereH U3ITbJIHUTEJI no mpaso 6e3
Mpeanu3BecTue:
1. B cayuaure, KOraro MeXAyHApOAHOTO HEMAaTeHTHO HANMEHOBAHUE, ChbOTBETHATA JIEKAPCTBEHA
dbopma m ATC-kox 3a I€KapCTBEHHST MPOOYKT, 32 KOWTO € CKIIOYEHO HACTOSIIOTO PAaMKOBO
criopazymenue ca 3anudeHu ot [Ipunoxkenue Ne 2 Ha [T03uTUBHUS JIEKaPCTBEH CNUCHK. B cinyuaute,
KOraT0 PaMKOBOTO CHOpPa3yMeHHE € CKIYEHO 34 MOBede OT €4Ha HOMEHKIATypH, CBIIOTO Ce
MpeKpaTsiBa camo 3a 3anuueHus ot [punoxenue Ne 2 Ha [1o3uTHBHUS TEKaPCTBEH COUCHK JIEKAPCTBEH
MPOIYKT.
2. B cnyuaii, ve U3IIBJIHUTEJISAT no kakBaTo W Ja € MpUYMHA OBJEe JHIIEH OT MPaBOTO 1A
YOpaXHsIBA IEHHOCTTa CH CBIJIACHO 3aKOHOJATEJCTBOTO HA ABP)KaBaTa, B KOSTO € H3BBHPLICHO
HapyLICHUETO.
3. B cnyuaii, ue o orHomrenne Ha USITBJIHUTEJIS HacThisT oOcTosTencTBaTa mo ui. 54, an. 1, u
y. 55, an. 1, 1.1 ot 3akoHa 3a OOIIECTBEHUTE MOPHIKH.
(2) BB3JIOKUTEJIAT Moxxe 1a mpekpatu 0e3 mpeau3BeCTHE HACTOSIIOTO PAMKOBO CIIOpa3yMeHUe

cbc cpotBeTHUS UBITBJIHUTEJI npu KOHCTaTHpaH KOHMINKT HA HHTEPECH.



Ya. 15. (1) BB3JIOKUTEJIAT moxe na mpekpaTdt HACTOSIIOTO PAMKOBO CHOPA3yYMEHHE TIO
OTHOLIGHHWE HA €OUH WIN HSIKOJKO JICKAPCTBEHU MPOAYKTA, BKIIOUYEHH B HEr0 E€IHOCTPAHHO C
€THOMEeCEYHO MICMEHO NMpeIu3BecTre, 0e3 IbIKUME HeYCTOMKH 1 00e3meTerns i 6e3 Heo0X0AnMOCT
OT mombiaHHUTENHA 000cHOBKA. C mpekpaTsBaHe Ha PAMKOBOTO CHOpa3yMeHHe, 10 OTHOIIEHHWE, Ha
korto u na e U3IIBJHUTEJL ce mpekparsBar mo mpaBo u ckimtouenure or JIEUEBHOTO
3ABEJEHUE -BB3JIOKUTEJ porosopu cvc cemmss HW3INBJAHUTEJL 3a To3m/Te3n
JeKapCTBeH/H MPOAYKT/H.

(2) [Ipu npekparsBaHeTO Ha PAMKOBOTO CIIOpa3yMeHHe MO OTHOIIEHHWE Ha JaNeH/W JeKapCTBEeH/H
npoaykr/u JIJEUEBHUTE 3ABEJEHUSA - BbB3JIOKUTEJIM 3anmamar AOCTaBEHHTE OT
N3IbJHUTEJA/JIMTE nexapCTBEHU MPOTYKTH.

Ya. 16. 3a HenogaBaHe HA NPEAJIOKEHUE B OTTOBOP HA OTIPABEHA MHCMEHA IMOKAHA 33 Y4aCTUE BbB
BBTpEIIeH KOHKYPEHTEH N300p/nombiiBane Ha oepra, ce ABIDKH HEyCTOWKA KaKTO CIeaBa:

. MN3IBJHUTEJIAT, xnacupadH HA IBPBO MSCTO IO CKJIIOYEHOTO PAMKOBO CHOpPA3yMEHHE
newku Ha JIEUEBHOTO 3ABEJIEHUE — BbB3JIOKHUTEJL seycroiika B pa3Mep Ha pa3aukara
MEXAYy €IUHUYHATA [IEHA MPEJIOKEHA 10 PAMKOBO CIIOpa3yMeHHe OT Hero U Hali-BUCOKATa eAMHUYIHA
LIEHa 110 PaMKOBO CIIOpPa3yMEHHUe 32 ChOTBETHHUS JIEKAPCTBEH MPOAYKT, YMHOXKEHA 0 KOJIMYECTBATa
10 ChOTBETHATA NIOKAHA.

° MN3IIBbJHUTEJIUTE, knacupanu Ha BTOPO MSICTO W CIEABAINO MSICTO MO CKIFOYEHOTO
pamkoBo criopazymenre nppkat Ha JIEUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI veycrotika
B pa3mep Ha 10 % oT mporHo3HaTa CTOHHOCT HA KOHKPETHATA IMOKaHA.

° MN3I'BJHUTEJIAT, K0iTO € €eTMHCTBEH YYaCTHUK MO CKIIFOYEHOTO PAMKOBO CIIOPA3yMEHUE
aeoku Ha JIEUEBHOTO 3ABEJEHUE — Bb3JIOKUTEJI meycroiika B pasmep Ha 10 % ot
MPOTHO3HATA CTOWHOCT HA KOHKPETHATA IMOKAHA.

Ya. 17. B cnyuante, B kouto onpeaeneHusat ot JEUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJL
MU3ITBJHUTEJI otkaxe na ckaroun 10rosop, cemust Apmku Ha IEUEBHOTO 3ABE/IEHUE —
BB3JIOKUTEJI neycroiika B pazmep Ha 10 % OoT mporHo3HaTa CTOMHOCT HA KOHKPETHATA MOKAHA.
Yn. 18. C npekparsiBaHe Ha PaAMKOBOTO CHOpPa3yMEHHE, MO OTHOIIEHHE, HAa KOHTO M Ja e
HN3I'BJHUTEJ ce mpekparssar mo mpaso u ckiaoueHure ot JIEUEBHOTO 3ABE/IEHHUE -
BB3JIOKUTEJI norosopu crc couust U3INbJIHUTEJL

Yn. 19. Ilpm npexpaTsBaHe Ha pPAMKOBOTO CHOpa3yMeHHE IO HACTOSIIMS — pasfen,
BB3JTOXKUTEJIAT He AbKH HEYCTOMKH, IMXBH, TPOIMYCHATH MOI3U WX JPYTU 00e3MIeTeHHs Ha
koroto u 1a 6mno or U3II'bJIHUTEJIUTE.

Y. 20. ITo oTHOWIEHNE HA HEU3MTBIHEHNE, IBJDKAIIO Ce Ha HEMPEOJ0JIMMA CIIIA MITH Ha HENPEeABUACHH
oOcrosiTencTsa ce mpuiarat pasmnopenoure Ha wi. 306 ot TeproBekust 3akoH U wi. 116 oT 3akona 3a

o0IIecTBeHNTe MOPBYKH U pa3zen X OT HaCTOSIOTO PAMKOBO CIIOPa3yMeHHe.
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VIIIL. MPOBEXJIAHE HA BHTPEIIEH KOHKYPEHTEH U350P/ U3IIPAIIIAHE HA
MMOKAHA 3A JJOITbJIBAHE HA O®EPTA YPE3 EJIEKTPOHHATA CUCTEMA 3A
3AKYITYBAHE HA JIEKAPCTBEHHU INPOJIYKTU 3A HYK/IUTE HA JIEYEBHUTE
3ABEJIEHUA B PEITYBJINKA BBJITAPUSL
Y. 21. 3a CKIIOYBAHETO HA JOTOBOP 32 OOIIECTBEHA MOPBUKA B PE3YTAT HA HACTOSIIOTO PAMKOBO
cnopasymernne, JEUEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI ornpaBdT mokaHa A0 BCUYIKA
CTpaHH IO PAMKOBOTO CHOpa3yMeHHe, 3a MPOBEXKIAHEe Ha BBTPENIEH KOHKYPEHTEeH u300p, mpu
ycnoBusTa Ha wi. 82, an. 4 ot 3011 /unm oTmpaBst MOKaHa 3a AOMBJIBaHE HA oeprara, MPH yCIOBUSATA
Ha ui. 82, an. 2 ot 3011 B cayuan, 4e paMKOBOTO CHIOPA3yYMEHHE € CKITFOYEHO CaMO C €HO JIULIE.
Yn, 22. JEYEBHOTO 3ABEJIEHUE — Bb3JIOZKUTEJI mocouBa B mOKaHAaTAa, 10 U3MBJIHUTETUTE
Hali-Mallko cliefHaTa WHGOPMAaIus:
1. Cpok 3a mosyuaBane Ha odepTute, cboOpazHo ui. 78 ot ITI30IT;
2. Ilpeamer HaA mOKaHaTa; pPAaMKOBOTO CIIOPAa3yMEHHE, [0 KOETO C€ OTIpaBs IMOKAaHATa;
JIEKAPCTBEHHSI/Te MPOIYKT/U TOJIeXAIU Ha oepupaHe; HEOOXOIUMUTE KOJWYECTBA U MEPHOA 3a
KOWTO e Ob/1e CKIIF0YeH KOHKPETHHSI JOTOBOP;
3. Kpurepus 3a Bp3marane, cerimacao wi. 70, am. 2, . 1 ot 3011 - "Hait — Hucka mieHa";
4. YcnoBudTa 1 peaa, Mo KOMTO e Ce IPOBEKIa eNeKTPOHHUS THPT,
5. Bps3ka kM npodun Ha kyryBada Ha JEUEBHOTO 3ABEJIEHUE — Bb3J10KUTEJL,
6. Bpp3ka kbM AreHumsTa 3a 00IIECTBEHH MOPHUKHY;
7. IIpoexT Ha AOTOBOP.
Yn. 23 (1) Ilucmenara mokaHa ce OTIIPaBs IO €IEKTPOHEH IhT, upe3 EnexkrporHara cucrema, Karo B
Hes ce OmpeJeNs CPOK 3a MpeAcTaBsgHe oepTH NpU cra3BaHe Ha pasnopeadara Ha wi. 78 ot ITIT30I1.
B cayuanTe, KOraTo ce M3MCKBA AOIBIBaHE HA OepTa CPOKBT HE MOXKe Aa ObIe MO-KpaThK OT 5 THH
OT JaTaTa Ha MOJy4YaBaHE HAa OKAHATA.
(2) WsnbnHuTensT/MTE AOMBIBAT/MIONABAT odepraTa/Ture, upe3 ElekTpoHHaTa cHcTeMa 3a
3aKymyBaHe Ha JeKapCTBeHH MPOIYKTH 3a HY)KANUTE Ha JeueOHuTe 3aBenenus B Pemybnmka bearapus,
B CPOKOBETE MIOCOYEHH B IIOKAHATA.
Yn. 24. (1) B ciyganrte, Korato paMKOBOTO CIIOPa3yMEHHE € CKIF0UEHO CaMO C €IWH YYACTHHK H €
oTmpaBeHa TokaHa 3a jonbiBane Ha odepra, JEUEBHOTO 3ABEJEHUE — Bb3JIOKUTEJI,
Ha3HaUYaBa KOMHCHS, KOSTO pasriexia JAOMbIHeHaTa odepra 3a ChOTBETCTBHE C M3UCKBAHMITA HA
MOKAHATA W HACTOSIMIOTO PAaMKOBO CIOpa3yMeHHe, W Tpeajara Ha PBKOBOAMTENS Ha JedeOHOTO
3aBeIeHUE 1a CKIIOYH UM HE JOTOBOP.
(2) NBOBJHUTEJAT no goroBopa ce ompesens C pelleHne Ha PHKOBOAMTENS Ha JIeueOHOTO

3aBenenne, Ha ocHoBaHKe wi. 108, T. 1 ot 30I1. JEUEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJL
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ckrouBa gorosop ¢ uzdpanus U3IMNbJIHUTEJIL, npu ciasBane Ha pasnopeadute Hawi. 112 wun.112a
ot 30I1.
Yn. 25 (1) B cniyuanTte Ha mpoBeXKAaHe Ha BhTPENIEH KOHKYPEHTEH H300p, Cliell 3THUaHE Ha CPOKa 3a
npencrassae Ha opeptu, JEUEBHOTO 3ABEJEHHUE — Bb3/IO0KUTEJI HazHauaBa KOMHCHUS 32
pasriexaaHe, MbPBOHAYAIHA OLIEHKA HA O()ePTUTE U IOMYCKaHe 10 eIeKTPOHEH THPT.
(2) Ha ocuoBanue ui. 4, air. 2 ot ITocranoenenne Ne 146 ua MC/2015, JEUHEBHOTO 3ABEJIEHUE
— BB3JIOKUTEJI, nmpoBexna eaeKTpoHEH ThPr mo pexa Ha wi. 90, an. 5-12 ot 3011
(3) EnexTpoHHUST THPr € MOBTAapsI Ce €JIeKTPOHEH MpOoLeC, KOWTO 3amo4yBa Clel MIbPBOHAYATHA
ISUTOCTHA OLIEHKA Ha OQepTHTe W MO3BOJISIBA Te Aa ObIar Kiacupanu, dpe3 EmextponHarta cucrema,
Ype3 MeTOIU 32 ABTOMATUYHO OIICHSBAHE HA MPEACTaBeHNUTE B 0()epTHTE HOBH, MO-HUCKH LICHU.
(4) Cnen mppBoHauangHata usiaoctHa oueHka Ha odepture, JJEUEBHOTO 3ABEJEHUE -
BB3JIOKUTEJ wusnpama egHOBpeMEHHO upe3 EjekTpoHHaTa CHCTEMa TOKAaHA 10 BCHUIKU
YYaCTHHLH, YUUTO O(EepPTH Ca TOMYyCHATH, KOSTO ChIbPIKa:
1. pe3ynTarhT OT MEPBOHAYAIHATA OLIEHKA HA BCsKa oepTa;
2. pena 3a CBbP3BAaHE KbM U3IOI3BAHOTO €IEKTPOHHO 000pYyIBAHE;
3. aTa ¥ 4ac 3a Ha4ajao Ha e1eKTPOHHHUS THPT.
4. HauMHA HA IPUKJIIOYBAHE HA €JIEKTPOHHUS THPT.
5. CTBIIKA 32 MPOMSIHA HA [IEHATa Ha eTaIl eJIeKTPOHEH ThPr.
(5) EnexTpoHHHST THPT NPUKIOYBA C HACTHIIBAHETO HA JaTaTa M 4aca, MOCOYeHH B nmokaHata. Cuen
M3THYAHETO Ha mocoueHuTe nara u 4ac Emektponnara cucrema kinacupa UIITBJIHUTEJIUTE
Yy4acTBaJIH B €IEKTPOHHMS ThPr. KnacupaHeTo ce n3BbpIuBa BbB Bb3XOIIL e, KATO Ha ITbPBO MSICTO
Ce KJIaCHpPa YYaCTHUKBT, MPEJIOKHIII HAli-HICKA LIEHA, 4 HAa TIOCIEIHO — YIaCTHUKBT, IPEAIOKUI Hail-
BHCOKA.
(6) JEYEBHOTO 3ABEJEHME — Bb3JIOKHUTEJI n36upa 3a U3IMBbJIHUTEJI Ha norosopa,
knacupanust Ha mbpBO MsIcTO yuacTHUK. U3ITBJIHUTEJIAT o norosopa ce omnpeaens C perieHme
Ha PHKOBOIUTENS Ha JeueOHOTO 3aBeneHue, Ha ocHoBanue ui. 108, T. 1 ot 3OI1. Criex Bmu3aHe B cuiia
Ha peumrenneto 3a u30op Ha wimeaHUTEN, JIJEUEBHOTO 3ABEJEHUE — BB3JIOXKHUTEJ
cximouBa norosop ¢ m3bpanns U3IMbJIHUTEJL

IX. U3BTBbJJHEHUE HA CKJIIOYEHUTE Bb3 OCHOBA HA PAMKOBOTO

CIHOPA3SYMEHHME JOTI'OBOPHU

Yn. 26. 3agBIBaHETO HA JIEKAPCTBEHU MPOIYKTH, ChITIACHO TEXHUYeCKaTa crienudukaus, 3asBKaTa
Ha JIEUEBHOTO 3ABEJEHUE - BDbB3JIOKUTEJ wu uenoBute odeptd Ha
HU3ITBJHUTEJIUTE no paMKkoBOTO cCHopa3yMeHHE Ce H3BBHPIIBA IO pela OMHUCAaH BbB BCEKU
KOHKPETEH 10T OBOpP.

X.®@OPCMAXOPHHU OBCTOATEJICTBA
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Yn.27 (1) CtpaHuTe 1O HACTOSIINS TOTOBOP HE ABIKAT 00e3IIeTeHne 3a MOHECEHU BPEAH U 3aryou,
aKo MOCJIEeIHUTE Ca IPUYMHEHH B PE3yaTaT Ha HEMPEOA0INMA CHIIA.
(2) Axo cTtpaHara, KOSTO € CJIEIBaO 1a U3MBIHK CBOE 3abJDKEHHE 10 IOrOBopa € Ouiia B 3a0aBa, T
HE MOJKE J1a Ce MM030BaBa Ha HEMPEeOo0JIMMa CHIIA.
(3) “Hempeononuma cuja” Mo CMHUCHIA HA TO3U JOTOBOP € HEMPEIBUIAEHO /WM HEMPEAOTBPATUMO
CEONTHE OT U3BBHPEIEH XapaKkTep, BB3HUKHAIO CleJl CKITIFOYBAHETO HA TOTOBOPA.
(4) Crpanara, 3acerHara OT HENPEOAONHMA CWIA, € AIBXHA 1A NpeanpueMe BCHUYKU ACHCTBUS C
rprwkara Ha 10OBp CTOMAHWH, 33 a HAMAJIM 10 MUHHMYM TIOHECEHUTE BpPeau W 3aryOu, KakTo U jaa
YBEIOMHU MHCMEHO Apyratra CTpaHa B 7-IHEBEH CPOK OT HACTHIIBAHETO HA HEMPEOJOJIMMaTra Cuja,
KaKTO M 1a IPEACTABU IOKA3aTeICTBA, KOUTO 3a HannuueTo i. [Ipu HeyBegoMmsiBaHe B TOCOUEHUSI CPOK,
CTpaHaTa 3acerHaTa OT HelpeoJ0IuMa CHiia He MOJKE J1a ce mo30BaBa Ha Hes. Henpeononumara cuia
ce JOKa3Ba OT 3aCerHaTaTa CTpaHa ChC cepTU(UKAT 32 POPCMAKOP, H3NAAEH 1O CHOTBETHHS PEX OT
KOMITETEHTHHSI OPTaH B IbP)KaBaTa, B KOSITO Ca HACTHITHIHN ()OPCMAKOPHHUTE OOCTOSITEICTBA.
(5) Hoxato Tpae HempeomonMMara CHIIA, U3MBIHEHHETO HAa 3aJBbJDKEHHSITAa U CBBP3aHHUTE C TSIX
HAaCpeLIHH 33AbJDKEHUS Ce CIIUpa.
(6) He mpencrasisBa “‘HempeogoinuMa cuja’ ChOUTHE, MPUUMHEHO MO HEOPEKHOCT WU Ype3
YMHIUTEHO AEHCTBHE HAa HSAKOS OT CTPAHUTE WM TEXHU MPEACTABUTENH W/WIN CIYKHUTEIN, KAaKTO H
Hemoctura Ha mnapuwunu cpeacrBa Ha M3ITBJIHUTEJIA/JIEUEBHOTO 3ABE/IEHUE -
BB3JIOKUTEJL.
XI. CHOPOBE
Y. 28 (1) Be3nukHammTe nmpe3 BpeMeTpaeHETO Ha PAMKOBOTO CIIOPA3yMEHHE CITIOPOBE M PA3HOTIACHS
MEXKIy CTPAHUTE Ce PELIaBaT uype3 MPEroBOpH MeXAy TAX. [lOCTHrHATHTE JOTOBOPEHOCTH Ce O OPMSIT
B mUCMeHa (opMa | ce MPEBPBIIAT B HEPA3AEIHA YACT OT JOrOBOpA.
(2) IlpaBara u 3axbJKEHUSITA IO HACTOSIIOTO PAMKOBO CHOPA3yMEHHE HE MOTaT Ja Ce MPEeXBBPIST
€IHOCTPAHHO HA TPETH JIMIA W MONOOHW aKTOBe HE MOPAKIAT MPAaBHO AeicTBHE 0€3 MUCMEHOTO
CBIJIACHE HA IpyraTa CTpaHa, OCBEH B CIydanuTe Ha oOe3rnedyaBaHe (TapaHTUpaHe) HA 3aTBDKEHUS 110
0GAaHKOBU KPEIHTH.
Yn. 29. B cnywail Ha HemocTuraHe Ha AOTOBOPEHOCT MO MNPEAXOMHHUS YJE€H, BCUYKH CIIOPOBE,
MOPOACHH OT TOBA PAMKOBO CIIOPa3yMEHHE WM OTHACSIIU CE A0 HEro, BKIOYUTEIHO CIOPOBETE,
MOPOACHU OT WM OTHACSIIM CE€ 0 HErOBOTO THIKYBAaHE, HENCHCTBUTEIHOCT, HEU3IIBIHCHUE MU
mpeKpaTsBaHe mie ObJaT pa3pemaBaHy Cropea OBbJITapCKUTe MATEPUATHU U MPOLECYaTHH 3aKOHU OT
KOMIEeTeHTHUs ¢ba 1o pena Ha ['TIK.
XII. MOJAU3MTbJIHUTEJIN
(MPUILONCUMO CaMO 6 cllyyaume, 8 KOUMO U3OPAHUS 3a USNBIHUNEN YYACTMHUK € NOCOYUT, Ye ue

101364 NOOUSNBAHUMENU)
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Yn. 30 (1) HOAU3MBJIHUTEJIMUTE Tpsg6Ba 1a OTroBapsAT HA CHOTBETHHUTE KPUTEPHUH 3a TIOI00P
cb00pa3HO BHIA M JIea OT MOPBhYKATa, KOMTO Il M3ITBJIHSABAT, U 3 TSIX Ja HE Ca HAIMIE OCHOBAHUS
3a OTCTpaHsIBaHEe OT MPOLeaypaTa.
(2) BB3JIOKUTEJIAT wusucksa 3amsHa Ha I[MOJUIIITBJIHUTEJL, xoiito HE oOTroBaps Ha
YCIOBHSITA O ain.l.
(3) HezaBucumo ot m3nmomsBanero Ha INOJUSITBJIHUTEJIN oTtroBOpHOCTTA 3a W3MTBIHEHHWE HA
morosopa ¢ Ha UITbJIHUTEJIA.

XIII. CbOBINEHUSA
Yn. 31. Benuku choOmeHHsS MEXIY CTPaHHUTE, CBBP3aHU C M3MBIHEHHETO Ha CIIOPa3yMEHHETO ca
BAJIMIHH, aKO Ca HATPaBEHH B MUCMeHa (OpMa M ca TOAMICAHU OT 3aKOHHHUTE HJIH YITBTHOMOIICHUTE
npeacrasuteny Ha U3ITBJIHUTEJIMTE nnu Bb3J1O0KUTEJIA.
Y. 32. 3a nara Ha CHOOIICHUETO CE CMSTA:
1. maraTa Ha MpenaBaHETO — NMPH PHYHO MPeAaBaHe HA CHOOIIEHUETO;
2. maraTa Ha TMOIIEHCKOTO KJIeHMO Ha oOpaTHAaTa pa3MuCKa — MPU H3MpaIlaHe Mo Mmomara;
3. Aarata Ha MpUEMaHeTO — PH U3npainiane no (akc uau e-mail.
Y. 33. 3a BanmaHM aapecy 3a mMpreMaHe Ha CboOmeHns: 1 0AaHKOBU CMETKH, CBBP3aHU C HACTOSIIOTO
CHOpa3yMeHHe Ce CMSATAT:

3A UBITBJIHUTEJIUTE: 3A BB3JIOXKUTEJIA:

noTpeduTeackute uM mnpodunn u | MUHUCTEPCTBO HA 3PaBEOTA3BAHETO

O6ankoBuTe cmetkn mocodeHun B | rp. Codus 1000

Enextponnara cucremara, KakTo 1. “Csera Hemens” Ne 5

azpeca Ha CeJATUILETO UM MIOCOYEH B | moTpeburenckure npoduan Ha ammuHHcTpaTtopute L[OIT
HACTOSIIOTO paMKoBO | mocoueHn B EnmekTpoHHaTa cucreMa M CIIy)KeOHUTE UM

CIIOpa3yMeHHue. €IeKTPOHHH TOIIIH.

Yn. 34. Ilpn mpomsiHA HA TOCOYEHHS TO-TOpe agpec Wiam OAHKOBAa CMETKa ChOTBETHATA CTpaHA €

JTBKHA Ja YBEAOMU APYrara B TPUAHEBEH CPOK OT MPOMSIHATA.

XV.APYI'H YCJIOBUA
Y. 35. (1) IIpu cbecTaBSHETO HA HACTOSIINS IOTOBOP Ce MPEACTAaBUXA CIEIHUTE JOKYMEHTH:
v Jloxymentu 1o ui. 112, an. 1 or 30IT;
v' Texumnuecko u LIEHOBO MPENIOKEHHE;
v’ Jlexnapauuu o 3SMHUIL.
(2) Hacrosimoro pamMKOBO CIOpa3yMCHHEC € HM3rOTBCHO KaTO CICKTPOHCH JOKYMECHT M JaraTa Ha
CKIIFOYBAHE HA HACTOSIIOTO PAMKOBO CIOpPa3yMEHHE € JaraTa Ha, KOSITO € MOJOKEH HOCIEIHHUS

KBATM()MLIUPAH CICKTPOHCH HOAIHC.
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Horst Digitally signed

by Horst Heinz
BBb3JI0KUTEJ H e | nz S{u ser
S Date: 2021.02.12
X Stueer 09:38:02 +02'00'
XOPCT XAMHLI, LLIFOEP
Kostadin Digitally signed by Kostadin "b. BPAYH M Eﬂ, MKbN" EOO[I,
Georgiev Angelov
XGGOFQIEV AngelghPale 2021:0325140826 Petar Digitally signed by
MPO®. A1-P KOCTAAWH AHTE/IOB, M Petar Tzvetanov
MWUHWNCTbP HA 31IPABEOTMA3BAHETO U LIO... Tzveta NOV Assenov
Date: 2021.02.12
X Assenov  (9:38:30 +0200'
METLP ACEHOB
"b. BPAYH MEAUKBN" EOO/,
v saneciy ity EMIL Digitally signed by EMIL
Mariya Valkanova Valkanova BelomamvaI ) ALEXANDROV DANEV
X Belomorova gl ALEXANDROV Date: 2021.02.12
MAPUA BEJIOMOPOBA DANEV L2 e
[NUVPEKTOP HA IVPEKLIMA “BO" EMW/ JAHEB
"MEAEKC" OO/,

GEORGI Digitally signed by

GEORGI VESSELINOV

VESSELINOV  paskov

Date: 2021.02.12

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

FEOPIM MACKOB
"MPO ®PAPMALIMA" EOO/

* Digitally signed by Georgi Ivanov
Georgi i

DN: email=gpanov@solomed.eu,
cn=Georgi lvanov Panov,

I V a n O V serialNumber=PNOBG-670316724

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

X Pa n OV 0=SOLOMED LTD,, I=Sofia, c=BG
Date: 2021.02.12 11:09:52 +02'00"

TEOPI NMAHOB
"COJIOMEA" EOO/

Digitally signed
Iva n by Ivan Pavlov

Pavlov

Pavlov e
2021.02.12
X Pavlov 040000

VMBAH MNABJ1IOB
"CO®APMA TPEAAVHI™ Al
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15

Takvor
Boghos

X Boghossian

Digitally signed
by Takvor Boghos
Boghossian

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

TAKBOP BOXOCAH

"TbPTOBCKA JINTA-TALL" AL

Digitally signed by

TANYA MINCHEVA TaANYA MINCHEVA

MINCHEVA-
BAZOTEVA

X

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

TAHA MNHYEBA-BA3OTEBA

"OAPKOJI" AL

Georgi
Petkov
Bazotev

X

Digitally signed
by Georgi Petkov
Bazotev

Date: 2021.02.12
12:01:43 +02'00'

FEOPI' BA3OTEB
"OAPKOJT" AL

Veselin
Velichkov
Kunev

Digitally signed by
Veselin Velichkov Kunev
Date: 2021.02.15
19:57:29 +02'00'

BECEJINH KYHEB

"ObOHUKC ®PAPMA" EOO/

Krasimir

X

Nikolaev
Nikolaev

Digitally signed by
Krasimir Nikolaev
Nikolaev

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

KPACMWNP HUKOJIAEB

"ObOHUKC PAPMA" EOO/,

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

CTE®AH BOXWHOB
"NAHCOH-BI" 00/



RUMYANA
STAVREVA
STAVREVA

Digitally signed by
RUMYANA STAVREVA
STAVREVA
te:2021.0324
11:3928 40200

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  byDesislava
Svetlozarova
Svetlozaro i o°™

va Pancova Date:2021.03.24
15:08:19 +0200'

Digitally signed by Ahileas
Tsangaris

. DN:

A h I I e a 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"

AXNNTEAC LUAHTAPUNC
"MEAO®APMA" EOO/]

Georgi Digitally signed by

Georgi Hristov

H ristov Tenchov
Date: 2021.02.16
X Tenchov 130922 +0200

TEOPI TEHYOB
"®apmaBuxbH EBpona” OO0/,

. Oigtalysigned by
Jeny Nikolaeva 2912
Bumbarova-  BunbareNadrers

Nacheva

Boyko Digitally signed by

= Boyko Marinov Penkov
Marinov Date: 2021.03.24

Penkov 16:51:44 +0200"



