PAMKOBO CIIOPA3YMEHHE

N Pz[-u-.azgl% 18082940~

Huec B rp. Codus, mexay:

MHUHUCTEPCTBOTO HA 3JIPABEOIIAZBAHETO, c anpec: rp. Codus 1000, .
“Ceera Hemens” Ne 5, EMK 000695317, npencraensisano ot npod. xa-p Kocramua AHnrenos, 1M,
MUHUCTBpD Ha 3/paBeoNasBaHeTo M LleHTpaneH opraH 3a HMOKYNKH B ceKTop "3xpaBeomnasBaHe" u
Mapuss bemomopoBa — nauWpexkTop Ha Jgupekims ,,b®”, HapuuaHO mO-ZOMYy 3a  KPAaTKOCT
“Bb3JIOXKHUTEJL” oT eaHa cTpaHa U
1. »AJITA ®PAPMACIOTHUKBJIC” EOON, EUK 175256438, cpc cemanmme W aapec Ha
ynpasienue: rp. Codus, 6yn. "bearapus" Ne 118, 6uznec nentsp "Abakyc", €T.2, MpeACTaBIABAHO OT
Tomop JloueB, B Ka4eCTBOTO My Ha YIpaBHTEI;

2. "MAPUMIIEKC - 7" EOOJI, EUK 130489377, cbc cenanuine v ajpec Ha yIpaBleHUE: Tp.
Codns, 6yn."llap bopuc III" Ne54, npexacrasnsado oT CredaH MapkoB, B KaueCTBOTO My Ha
yTipaBuTEN . - ‘ '

3. "MEIEKC" OO0, EUK 131268894, CBC cénannmé u ‘azxpec Ha ynpaenenue: rp. Codus,
06w, CronuuHa, c. CeetoBpaueHe, n.kox 1252, yn. "Yasnap BoiiBoga" Ne 48, npexacraBnsiBaHo ot
Emun JlaneB, B Ka4€CTBOTO MY Ha yIIPaBUTEI ' ,

4. "POII BBJITAPUS" EOO/, EMK 131279951, che cenanime i azpec Ha ynpaBleHUe: Ip.
Coq)m{; K.K. MaHnacTupcku nuBagu — 3anaf, yil. "B;fno nonue" N916, npeJICTaBn;IBai—Io ot EBrennii
HuxosnoB B kadecTBOTO My Ha YIpaBUTEN Ha upyxcecmbm u Pomeo BJia,uHMHpOB MunkoB B
Ka4eCTBOTO My Ha THPrOBCKH IIBIHOMOIIHHK Ha »POIIT Bi,nré.pm{“ EOOA, yn%nHOMomeﬂ oT ABaMarta
yIpaBUTENN AHTOHHO Aané He Coyca He B,aCKOHcenoq U Eprennii HukonoB c¢ Tbproecko
meaHOMOWHO per. Ne 1045/13.05.2019r. 3aBepénb ._OT-Ho"Tépn)'tc B paiion Codusi per.Ne2(7 Ha
HOTapHaanTa Kamapa; | |

5. "COJJOMENX" EOOJ, EUK 832018046, crc cenanuiue 1 agpec Ha ynpasieHue: rp. Copus,
CO - paiion Buroma, yn.‘ "TIpexn meT" No 44 K.'BIIIa‘NQ -1', NPEICTABIISBAHO OT Febprn TaHoB, B
KauecTBOTO My Ha yIpaBUTE;

6. "COODAPMA TPEﬁI[HHF" AJl, EUK 103267194, cxc ceganyiue M ajpec Ha ynpaBJieHHe:
rp. Coust, yin."JIsuesap Cranuen" No5, Cobapma Busnec Tayspc, Crpana "A" eT.12, IpeIcTaBIABaHO
ot Upan I1apnos, ymeaHOMomen oT MansnauTrentus aupextop Ha "CO®APMA TPEMIUHI" AJl
Iumutsp Jlumurpos, C\HOTapI/IaJ'[HO 3aBepeHo hIHOMOIHO oT 09.12.2019 r. ¢ per. Ne 7978 Ha
HoTapuyc JIro6ka Cotuposa ¢ paiion PC- Codus ¢ per. Ne 400;

7. "OBbOHUKC ®APMA" EOO/, EAK 203283623, crc cefanuine M agpec Ha yﬁpaBneHMé:

rp. Codms, yin."Okonospscted meT" Nel99A, npencrasnsaBano ot Hannena Huxonora u Kpacumup



HukonaeB, ymenHOMOIIEHH oT ympaBuTenure Huxonait Kosnes u Becemnn KyHeB ¢ HoTapuanzo
3aBepeHO ImeiHoMoIHo oT 30.01.2020 r. ¢ per. Ne 242 Ha HoTapuyc Jlanuena Komcanoga c paiion PC-
Codus ¢ per. Ne 049;

8. "®APMHET" EAJl, EUK 202513217, cvc cepanviue u agpec Ha ynpasienue: o6, Bapa,
o6m. Bapna rp. Bapna, x.x. Mnagoct Perrybnuka, crpagata Ha MeITuunHCKH LEHTHp "Mnagoct
Bapna", npexacrarisBano or Becenun Mapemku, ynbJIHOMOIIEH OT M3NbIHUTETHHS TUpPEXTOp Ha
"OAPMHET" EAJL, Becka Mapemika, ¢ HoTapHaHoO 3aBepeHo mbHoMomHO oT 19.08.2019 r. ¢ per.
Ne 3259 na norapuyc Avuo Hecropos ¢ paiion PC- Bapna ¢ per. Ne 011;

Haprryanu 3a kparkoct "U3ITBJIHUTEJI/N" ot apyra ctpaHa,

Ha ocHoBaHue Pemenne Ne PJI-11-495/06.10.2020 r. (u3m. ¢ Pemenue Ne PJ1-11-572/18.11.2020 r.)
Ha BB3JIOKHTEIIA 3a OTIpEIeNITHE Ha M3ITBIIHUTENHN MO0 PaMKOBO CIIOpa3yMeHHe, BbB Bph3Kka ¢ 4. 108,

T. 2 oT 3011 ce ckmoYn HACTOSINOTO CIIOpa3yMEeHHE 3a CIEAHOTO:

L. OEJI A ITPEJIMET HA CIIOPA3Y1VIEHI/IETO
Yn. 1 (1) Ienra Ha HaCTOHHIOTO CriopasyMeHMe ¢ Ja ca onpe,uenﬂT yCJ'IOBI/IHTa no KOUTO IIE ce
orpenes U3ITBIHUTEN O BCEKHM KOHKpETEH I[Ol"OBOp 3a )100TaBKa Ha JIeKapCTBEHU l'IpOI[yKTI/I BB3
OCHOBA Ha MPOBEXJaHe Ha BBTPEIIEH KOHKYPEHTEH N300p T NOKaHa 3a JOIBJIBaHe Ha odepTa.
(2) Bw3 ocHoBa Ha ToBa paMKoBo citopazymenue JJEHEBHOTO 3ABEJEHUE _ BB3JIOXKUTEJL,
me npuaoOuBa CTOKH — JIEKapCTBEHU NMPOLYKTH OT [103UTHBHMS JIEKapCTBEH CITUCHK MO 4Jl. 262, an.
6, T. 2 oT 3akOHa 3a JNEKapCTBEHHUTE IPONYKTH B xWaHHaTa Me,unmma (3JIIIXM), BrmcaHK B
MyONMUYHMS E€NEKTPOHEH pETHCTHD KBM HaI_[I/IOHaJ'IHHSI C'BBCT O UEHH U peHM6ypcnpaHe Ha
JIEKapCTBEHU NPOIYKTH, Clell MPOBEIEH B'BTpCH]CH KOHKypeHTeH PI360p/ TIOKaHa 3a JOITbJIBaHE Ha
opepTa.
(3) JEYEBHO 3ABEJEHUE — BB3JIOKHATEN e neticGHo 3aBejxeﬁﬁc, Homnanampo B obxBata Ha
uit. 1 ot [Toctanosnenue Ne 146 na MC (o6H. [IB, 6p. 44/2015 r.) 1 KOETO € TIOCOUEHO B CITHCHKA Ha
Je4eOHUTE 3aBeI€HHUs — BB3NOKHTENH, 4acT OT noxymeHTauﬁaTa 3a ydyacTHe B OOIIecTBeHaTa
MOpBYKa, Bb3 OCHOBA, Ha KOSTO € CKJIHOYEHO, HACTOALIOTO PAMKOBO CIIOpa3yMeHHe.
(4) EnexTponHaTa cHcTEMA 3a 3aKyNyBaHE Ha neKapCTBeHﬁ NPOAYKTH 3a HYXAWTE Ha HeueOHUTE
3aBeleHna B PenyOnuka Benrapus e oHnaiiH nnargopmara 3a eIeKTpOHHUTE ThpProse, pa3paboTeHa

HA OCHOBAHMe WI. 4, an. 4 ot INocranosnerue Ne 146 na MC (o6H. /IB, Op. 442015 r.), IOCTBLIIHA Ha

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

Y. 2. [TpeMeT Ha HACTOSIIIOTO PAMKOBO CIIOpa3yMEHHE € OTIpe/ieisIHE Ha KPbI'ET Ha U3IThITHUTEINTE,
KOHUTO Morart Jja CKJIIOUBAaT KOHKPETHU AOTOBOPH 3a 06HICCTB6HPI nOp’BqKﬂ, BB3 OCHOBA Ha IIPpOBCKAAaHC
Ha BLTpEINEH KOHKypeHTeH u3bop wim nonwieaHe Ha odepra ¢ JIEHUEBHO 3ABEJIEHUE -
BB3JIOXHUTEJL, 3a nekapcTBEHU NPOAYKTU KaKTO CIIeBa:
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ARaToMo:TepaneBTHIeH. |-

- MsunARwTenE UG

kon TATC-Koi/ - " mematemtHO’ "% ‘ npuioxenne’ |: ‘PAMKOBOTO CTOPAIYMENRE
A ‘ﬁnanMe_lquannem CHE Bt A
2| LOIBAO1 Methotrexate napenrepanHa | Solution for injection 1."MEZEKC" OO
2."®LOHUKC GAPMA"
EOOX
2 [ LOIXCO02 Rituximab napenTepaina | concentrate for solution for 1."POII BBJIT APUA"
infusion MKB M05,M06 EOOJ
2 | LOIXCI15 Obinutuzumab napeHTepaHa 1."POILI BBJIT APUS"
EOO/
2 LOIXC18 Pembrolizumab TapeHTepanHa l.®apmuer EAJT
2 | LOIXE23 Dabrafenib nepopanna 1."OLOHUKC GAPMA"
TBEpAA EOOA
2."AJITA
GAPMACIOTHKBIIC"
EOOH
3."CODAPMA
TPEHMJIAHT™ ALl
2 | LO2AEO3 Goserelin HMIINaHT 1."MAPHUMIIEKC - 7"
EOOJ
2."COJIOMEH" EOOX
2 | LO2AEO4 Triptorelin napentepanna | solution for injection 1."®LOHUKC GAPMA"
EOOJ
2 [ L02BB03 Bicalutamide nepopanHa 1."®BOHUKC GAPMA"
TBEPAA EOOX
- 2."MEJIEKC" OOJ
2| L02BGO3 anastrozole nepopajiHa - 1."MEJTEKC" OO[
TBBpAA
2 | L02BG04 Letrozole TiepopaHa 1."MAPHUMIIEKC - 7"
TBBPAA EOOO
2. "MEHEKC" OO[{
3."COJIOMEH" EOOJ
2 [ L02BGO06 Exemestane repopanta 1."MAPHUMIIEKC - 7"
TBBpAA EOOT
2."®bOHUKC DAPMA"
EOON
3."COJIOME[]" ECOX
2 [ LO4AA06 Mycophenolic acid nepopansa 1."ObOHUKC GAPMA"
TRBPAA EOOL
2."CODAPMA
TPEHJIUHI™ AL . .
2 | LO4AAO9 Basiliximab napeHTeparia 1."AJITA
DAPMACIOTHKBIIC"
EOOJ
1."CODAPMA
TPEMJIAHT™ AJ[
2."ObOHUKC DAPMA"
: EOOJ
2 [ LO4AAI1O Sirolimus nepopanHa 1."CO®APMA
TBEPAA TPEMOWHI™ ALl
2| LO4AAL3 Leflunomide nepopainHa 1."MAPUMIIEKC - 7"
TBEpPAA EOOX ‘
"2."MEJIEKC" OOJ
2."CODAPMA
TPEWIIMHT" AZL
3."COJIOMEXL" EOOJ]
2| LO4AAILS Everolimus nepopanHa 1."®bOHUKC GAPMA"
TBBPAA EOO
2."AJITA
DAPMACIOTHKBJIIC"
EOOH
3."CODAPMA
TPEUIIMHT" AL
2| LO4AA40 Cladribine niepopanHa 1."®bOHHUKC GAPMA"
TBBpAA EOOJ
2 [ L04ABO4 Adalimumab IapeHTepanHa 1."MEJEKC" OO0

2."ObOHHUKC GAPMA"




EOOH

3."CO®APMA
TPEMJIUHT™ ALl
L04ACO7 Tocilizumab mapeHTepanmHa | concentrate for solution for 1."POII BBJITAPHA"
infusion EOON

L04ADO2 Tacrolimus nepopasnHa 1."ObOHHUKC GAPMA"
TBBpAA EOOH

2."AJITA
DAPMACIOTHKBIIC!
EOOA

3."MEJIEKC" OO

o

[

II. HEHA. PEJA 3A CKJIIOUBAHE HA JOT'OBOP OT JEYEBHO 3ABEJIEHUE —
BB3JOXKHUTEJ

Y. 3 (1) ITo HacTOAMOTO paMKOBO CIIOpa3yMEHHE He ca ONpeleNIeHH BCHUKHU ycioBUs. Bs3 ocHoBa
Ha HactosmoTo pamMkoBoTo crnopazymenue JIEUEBHOTO 3ABEJAEHHE — BB3JIOKUTEJ],
CKJIFOYBA JIOrOBOP/HOTOBOPH 3a 0OIMECTBEHH MTOPBYKH Ha CTOMHOCT, ChoOpa3eHa ¢ HErOBUTE HYKIAH U
B paMKUTE Ha Oro[KeTa My, MPH NpeBapUTENTHO ONpeJIesieH KPUTEpHHl ,,Hail-HUCKaA LieHa", CBbIIacHO
yn. 70, an. 2, T. 1 oT 3OH._
(2) TlocoyeHaTa B HAacTOSIIOTO CIIOpa3yMEHUE LieHa Ha €AUHMLA MspKa 3a aKTHBHO BEIECTBO Ha
KOHKpETeH JIeKapcTBeH MPOJYKT € IIeHaTa, Bb3 OCHOBA Ha koATo Bceku KoHKpereH MIIThJIHUTE
€ OTIpeleieH 3a U3IBJHUATEJ 110 HacTOAMOTO palMKoBd;c’nopa3yM6HHe Y Ta3M LieHa NIpeICTaBIsABa
MakcumaiHa neHa 3a Hero. Konkperaus U3IHTBbJIHUTEJI no pamMkoBoTO ciopasyMeHHe HAMa NpaBo
Ha eTarn BLTPEILEH KOHKYpeHTeH n30op/ ombiiBaHe Ha odepTa fa NpeAjiara LieHa o-BUCOKa OT LigHaTa
Bb3 OCHOBA, Ha KOSITO € H30paH 3a U3MBIHUTEN-Ha PAMKOBOTO CIIOpasyMEHHE.
Y. 4 (1) HoroBopwure 3a KOHKPETHH JOCTABKM Ha IIeKapCTBeHPI l'IpOI_lyKTPI 3a Hyxaure Ha JEYUEBHO
3ABEJEHME - Bb3JIOXHUTEJL, me 61:)1aT CKNIOYBAHH, CIIEN:
1. npoBexnaHe Ha BBTPEIIEH KOHKYPEHTEH 'n36op , Mexcny JBITbJHUTEJIHTE mo pamkoBoTto
criopa3syMeHue, IIpH ycnom/mT'a.Ha ﬁn. 82; .an. 4, Tl. 1 6’@ 3OH; ﬁ cIyyauTe Ha 4. 82, am. 3 ot 30I1, u
MPOBEXaHE Ha eneKTpoﬁeH Thpr 1o pexa Ha wi. 90 ot 3011, BB B.p'B3Ka cun. 89, an. 3 or 30Il u B
CHOTBETCTBHE ChC 3aJI0XKCHATE B pAMKOBOTO CHOpa3yMeHHE M3HUCKBaHUS;
2. gorreneane Ha odeprara or UBIIBJIHATEJILS, B cnyyante Ha 4. 82, an. 2 ot 3011 .
(2) YcnoBusiTa M pedsT 3a IUIAIAHE Ha BCAKA €/1HA ,ILOCTaBKa Ha JIEKapCTBEH MPOAYKT € OINPEAEIST B

JOTOBOPHUTE, CKIIFOYBAHN Bb3 OCHOBA Ha paMKOBOTO Cl'IOpa3}’MCHI/IC

III.CPOK HA PAMKOBOTO CIIOPA3YMEHHMETO
Y. 5. (1) HacTosmoTo paMKoBo criopazyMeHue e ¢be cpok g0 31.12.2021 r., xaTo 3a HayaneH Cpok
Ce CYMTA JaTaTa Ha CKIFOYBAHE Ha HACTOSIOTO PAMKOBO cnopasyMCHHe.
(2) CpoxbT Ha NOTOBOp 32 o6m;eCTBeHa rxoquKa CKIO4EH OT JJEYEBHO 3ABEJAEHUE -
BB3JOXUTEJ, cien nposeneH B'premeH KOHKypeHTeH H360p/IIOH'LIIBaHe Ha o(epTara 1o pena

Ha HacTOSIIOTO paMKOBO CIIOpa3yMEHUE, HE MOXKE 1a HAAXBBPJIA KpaI/IHI/I}I CPOK Ha CIIOPa3yMCHUETO.
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IV.IIPABA 1 3AABJOKEHUS HA BB3JIOXKUTEJISL
Yan. 6. BB3JIOXHUTEJIAT vma npaso:
1. 1a w3BbpmBa npoBepkH Ha AokyMeHTUTEe Ha USIITBJIHUTEJIS/UTE, cBBp3aHu ¢ MIITBIHEHUETO
Ha HacTOSAIOTO paMKOBO CIIOPa3yMEHHE U Ha CKIIIOYBAHUTE BB3 OCHOBA Ha HErO JOTOBOPH;
2. WO BCIKO BpEeME Ha W3NBIHECHHE HAa pPaMKOBOTO CIOpa3yMeHHWE Ja M3HCKBA OT
N3O BbJHMTEJIA/MNTE undopmanuss BBB Bpb3Ka € M3MBIHEHUETO Ha HACTOSIIOTO PAaMKOBO
cropa3yMeHHe W CKJIIOYEHHMTE Bb3 ocHoBa Ha Hero gororopd ¢ JIEHEBHUTE 3ABEJIAEHUS —
HN3IbJHHUTEJINA;
3. Ja U3MCKBa W3ITBIIHEHHE Ha JIOCTaBKUTE B NpeIBUACHUTE CPOKOBE, IO pella W MpH YCIOBUSATA Ha
HaCTOAIIOTO PaMKOBO CIIOPa3yMEHHE 1 CKIIFOYBaHMTE B3 OCHOBA Ha HErO AOTOBOPH.
Ya. 7 (1) BB3JIOKHUTEJAT ce 3agpipkaea ga ocurypu Ha Beekdl et ot USITBJIHUTEJINTE
cbe epgeiicreuero Ha JIEUEBHO 3ABEJAEHUE — Bb3JIOKHUTEJI undopmanmsita, Heobxoauma
Ha USITBJIHUTEJIUTE 3a xauecTBeHOTO U3BBpLIBAaHE Ha TOCTABKHUTE.
noautuka" U gupeknus "ENeKTpoHHO 311paBeor1a313aHe | KOHTO 12 OTTOBapsIT 3a AEWHOCTTa Ha

LlenTpanHus opraH 3a NOKYTIKH B ceKTop "3ApaBeona3BaHe”.

V. TIPABA H 3AT(bJDKEHHST HA V3ITbIHATEHTE
Ya. 8. Beeku eaun ot U3ITBJHUTEJIUTE uma Hp‘aBQ na usucksa ot BB3JIOKHUTEIS u
JEYEBHOTO 3ABEJEHUE - BB3JIOXUTEJI HH(bOpMaHHHTa, Heo6XoIuMa My 3a
Ka4eCTBEHOTO M3BBPIIBAaHE Ha JOCTABKUTE. |
Y. 9. Bcexu enud oT I/BII’I)JIHI/ITEJII/ITE HOCH OTFOBOpHOCT 3a TOYHOTO U 3aKOHOCHE00Pa3HOTO
HM3IThIIHEHHE Ha U3BLPIIBAHNTE OT HETO JOCTABKH.
Y. 10. Beexu enun ot U3IIBJIHUTEJIMUTE ce 3am>nx<aBa 3a époxa Ha nencrsne Ha paMKOBOTO
criopasyMeHHE, KaKTo W 3a Cpoka Ha HeiicTBHE Hq MOANKCAHATE Bb3 OCHOBA HA PAMKOBOTO
CTIOpa3yMeHHe JIOrOBOpPH: » o ‘
1. na momaBa TpeqJIOXKEHHE B OTTOBOpP Ha BesAKa noxaﬁa; ornpasena Jio Hero ot JIEYEBHO
3ABEJIEHUE — Bb3JIOXHUTEJI, xato odbepupaHuTe B IPEIIOKEHHETO MY LIEHH HE MOrar Ja ca
TO-BHCOKH OT LIEHHTE, BB3 OCHOBA Ha KOWTO e n36pan 3a M3IIBJIHUTEJI no HACTOAIOTO PAMKOBO
cnopasyMéHHe. U3INBJIHUTEJAT cé 3aabJbKaBa J1a Npejjiara leHa 3a BCAKa HOMEHKJIATypa OT
nokanara Ha JEYEBHOTO 3ABEJAEHUE — Bb3JIOXKHUTEJL, KOSITO € BKIIOYEeHa B HACTOSIHOTO
PaMKOBO CIIOpa3yMEHHE U 110 KOSTO CHIIUSAT € OTPENEIIEH 3a n3n1>hHHTeH.
2. 71a I0CTaBsl IEKAPCTBEHHTE IPOAYKTH, MPEIMET Ha KOHKPETHHS JTOTOBOP, B CPOK A0 7 KaleHAapHU

mau cnex nonydaBane Ha 3asBka or JJEUEBHOTO 3ABEJAEHUE — BB3JIOXHWUTEJ n 3a



KOJIMYECTBaTa M OIIAKOBKUTE (CHhOOpasHO KOHKPETHHTE JEKapCTBEHH IMIPOAYKTH, IIOCOYEHH B
TEXHAYECKOTO IIPENIOKEHNE HA N3ITBIIHUTES), TOYHO OIpe/IENIeHH B 3aBKaTa.

3. B cmyyaif Ha HEOGXOQMMOCT OT CIIETTHA JOCTaBKa Jla JJOCTaBsl JIEKapCTBEHUTE NPOLYKTH, TIPEAMET |
Ha KOHKPETHHS JIOroBOp B CPOK A0 6 yaca OT NoiTyyaBaHe Ha 3asBKaTa. [I0COYEHUST CPOK € OTHOCHM,
B CcIy4yaure, Korato B 3asBKkUTe u3puyHo € mnocodeHo ot JIEUEBHOTO 3ABEJEHHUE -
BE3JOKHUTEJL, ue ca crIEITHH.

4. B cpok 110 1 paboTeH IeH, B cIydauTe Mo T. 2 M 40 1 9ac B CIy4auTe TIO T. 3 cje]] MoNyuyaBaHe Ha
BCsKa 3asiBKa J]a yBEIOMHU ITMCMEHO Ha elleKTpoHHa rfoma uiu no ¢akc JEYEBHOTO 3ABEJIEHUE
—BBb3JIOJKHUTEIL B caydvaii ye He MOXKE J1a U3BBPIIH TOCTABKA WIIHM B CJIy4aid, 4e He MOXKE J1a Cla3u
CPOKBT 3a U3BBpUIBaHE Ha JOCTABKATAa, IIpeAMeT Ha KOHKpETHATA 3asBKa.

5. ma ngocTtaBs NEKapCTBEHH INMPOIYKTH, KOUTO OTroBapsAT Ha winckBaHWsATa Ha 3JIIIXM u kowuto
MIpUTEKaBaT BalMIHO paspelllcHHe 3a ynoTpeba B cTpaHaTa, WzaaacHo mo peaa Ha 3JIIIXM wmm
Pernament (EO) Ne 726/ 2004 r. Ha EBponeiickus napnamenT u CpBeta /un. 23, an.1 Ha 3JIITXM/.

6. B ciyyail Ha U3TU4aHE HA CPOKa Ha pazpemeHHeTo;a yrIOTpe6a Ha JIEKapCTBEH NPOJYKT Tpes3 2020
roa. (3a npouenypu nposexaaHu npe3 2020 ro;[) WY 1pe3 2021 r011 (3a npouenypn MPOBEKAAHA
nipe3 2021 rox.), Aa npencTass B npoue,uypme 10 1. 4 an. 1, . lpum 10 L. 4 an. 1, T. 2, nexnapauus
oT npnTexcaTeJm Ha pa3pemeHne 3a ynmpe6a B C’I;OTBCTCTBI/IC ¢ un 55, an. 6 or 3JMIXM, ue
KOJIM4ecTBaTa 3a neKapCTBeHH;I NPOAYKT Ca HAIMYHH.

7. na moctaBg caMo JIEKapCTBEHU nponyxm KOHTO ca BKJIIOUEHU B Hpnnoxceﬂne Ne 2 na Ilo3utnuBhus
JIEKapCTBEH CIUCHK.

8. la [0CTaBs IEKAPCTBCHHTEC NPOIYKTH, B ONAKOBKH (c1>o6pa3Ho KOHKPETHUTE JICKapPCTBEHH
MPOAYKTH, TOCOYEHH B TEXHUYECKOTO NIPENTIOKEHUE ﬁa W3ITHITHATEISA) B CHOTBETCTBHE C IOCOYEHOTO

B 3asBkata Ha JJEYEBHOTO 3ABEJIEHUE —Bb3JI0KHTEJL

VL. TAPAHIIHS 3A I/I3II'I)JIHEHI/IE
Yn. 11. ITpu ckiroYBaHETO HAa BCEKH KOHKPETEH ,[[OFOBOp 3a 06meCTBeHa IIOpBYKa, CHOTBETHUST
u3bpan H3NTBJIHUTEJ TIpe/ICTaBs rapaHIys 3a U3TBIHEHHE Ha JOr0BOpa, ChIIacHO ycnoxansn‘a Ha

JIOTOBOpA.

VII. HEU3II'JIHEHHE. HPEKPATSIBAHE HA PAM:KOBOTO CIIOPA3YMEHMUE.
CAHKI_II/II/I
Yn. 12. [Ipy cucTeMHO HEM3ITBIHEHHE MIIM JIOMIO HU3IBIHEHHWE Ha 3aJB/DKCHUATA 110 PaMKOBOTO
cropasyMeHHe H N0 CKIIIOUEHHUTE B3 OCHOBA HAa HETO nbedeH, BH3JOXHUTEISAT uma npaso ga
TIPEKPATH €IHOCTPAHHO HACTOAMIOTO PAMKOBO CTIOPA3YMEHUE CBC CHOTBETHHS HU3ITBJIHHMTE c

YETUPUHAACCET JHEBHO IIMCMEHO MIPEAU3BCCTHE. HO)I ,,CI/ICTCMHO” ce pa36npaT TPpU U MOBCUC ClIy4an
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Ha HEM3MBJIHEHHE W/WIIK JIOMO U3ITBJIHEHME Ha 3aJbIDKEHHUATAa II0 HACTOSAIIOTO CIIOpPasyMEHHe OT
NM3IBbJIHUTEJI.

Y. 13. 3a Hy>XIUTe Ha HACTOSIIIOTO PAMKOBO CIIOpa3yMeHUE ,,HEUIITLIHEHHWE € HAIIUIIE, KOTATO:

1. UBII'BJIHATEJI no Bpeme Ha H3n1,nHeHﬁeTo Ha paMKOBOTO CIIOpa3yMeHHe He Tojane odepra B
otroBop Ha nokaxa ot JJEUEBHOTO 3ABEJAEHUE — Bb3JIOXKUTEJL

2. B nmpouenypa mo BBTpElIEH KOHKYpeHTeH u3bop/momrenBane Ha odepra, HSITBJIHUTEIAT
TIPEJUIOKH LIEHa Ha €MHHULA MApPKa 33 aKTHBHO BEINECTBO Ha KOHKPETEH JIEKAPCTBEH MPOLAYKT, KOATO
HaJBHIIaBa IlleHaTa Ha €JMHHUA MsApKa 3a aKTHBHO BEIIECTBO 3a TO3M MNpPOAYKT, MMOCOYEHa B
HacTOSIIOTO PAMKOBO CIIOpa3yMeHHME.

3. IIpn HeusIbJIHEHHE Ha €OHO MM HAKONKO OT 3aabnkeHuaTa Ha U3ITBJIHUTEIISA o . 10.
Y. 14. (1) IlpexpatsaBane Ha pamkoBoTO criopazyMeHnue ¢ konkpereH U3ITbJIHUTEJI no npaso 6e3
Npeayu3BeCTHE:

1. B cnydauTe, KOrato MeXJIyHapOJTHOTO HeNMaTeHTHO HaWMEHOBAHWE, CHOTBETHATA JIEKAPCTBEHA
¢opma u ATC-koi 3a NEKApPCTBEHMSAT MPORYKT, 32 KOMTO € CKIIOYEHO HaCTOSIIOTO PAMKOBO
criopasyMeHHe ca 3anuueHu ot [lpunoxenue Ne 2 Ha TTosuTHBHUS JIEKapCTBEH CIHUCEHK. B cnyqéme,
KOraTo paMKOBOTO cnopa3yMem1e € CKIIIOYCHO 3a MOBEYE OT €HA HOMEHKIATYpH, CHLIOTO ce

'

MIpeKpaTsBa caMo 3a 3aJIM4EHHUS OT Hpnnoxceﬂne No 2 Ha HosmnBHm{ JIEKapCTBEH CMHCHK JIEKAPCTBEH
MIPOIYKT.

2. B cnyuyaii, ye USIHBJIHUTEJIAT no kakeato u aa e .nppmm{a ObIe NUIIEH OT NPaBOTO Ja
YOpaXHsiBa HNEHHOCTTAa CM CBIJIACHO 3aKOHONATENCTBOTO Ha Ibp)KaBaTa, B KOATO € HM3BHLPUIEHO
HapylEeHUETO. o ‘ ' ' .

3. B cnyyaii, 4e 1o OTHOIIEHHE Ha PI3IIT>JIHH%EJ& Hacrﬁhﬁlr obcTosTencreara no wi. 54, an. 1, u
un. 55, an. 1, 1.1 ot 3akoHa 3a o6ImecTBEHUTE I‘IOp'L‘-IKPI

(2) B'LSJIO)KI/ITEJISIT MOJKE Ja IIpeKpaTu 6e3 npe;:lmBecme HaCTo;{mom PaMKOBO cnopa3yMe}me
ChC CHOTBETHUS M3ITbJIHUTEJ IpU KOHCTATHpaH KOHQIUKT Ha HHTepecn

Ya. 15. (1) BB3JIOXKUTEJIST moxe na mpexpatu HaCTosmmTo paMKOBO Cl'IOpaByMCHPIC o
OTHOILIEHWE HA €AWH WM HAKOJIKO HCKapCTBeHPI npo;:xyKTa BKJIIOYEHH B HETO eILHOCTpaHHO c
€IHOMECETHO MTHCMEHO Hpc,uH3BeCTne 6€3 IbIKUMHA HcyCTOHKH ¥ 06e3ImeTeRNs 1 663 HeOBXOAMMOCT
oT monmbiaHUTeNHa 000cHOBKa. C MpekpaTsBaHe Ha PaMKOBOTO CIOpa3zyMeHHe, M0 OTHOLIEHWe, Ha
koiito u ma ¢ M3IBJHMUTEI ce rlperéTﬂBaT no npaso u ckmoyenutre or JIEUEBHOTO
3ABEJAEHUE -BB3JIOXKHUTEJ porosopu cbc chmust H3IMBJIHHUTEJL 3a To3u/Tesn
JIeKapCTBEH/U NPOLYKT/H.

(2) Ipu mpekpaTsBaHETO Ha PaMKOBOTO CIIOpa3yMEHHE IO OTHOIICHHWE Ha JafieH/U JeKapcTBeH/H
nmpoaykr/u JJEUEBHHUTE 3ABEJAEHUS — BB3JIOKHUTEJIM 3annamar XOoCTaBeHUTE OT
N3IbJIHUTEJSI/JIMTE nexapcTBeHH NPOIYKTH.



Y. 16. 3a HenogaBaHe Ha NpeAIOKEHHE B OTTOBOP Ha OTIIpaBeHa NMMCMEHa MOKaHa 3a y4acTHE BbB
BBTpEIIECH KOHKYpeHTeH H300p/nombiaBane Ha odepTa, ce IBIDKH HEYCTOMKA KaKTo Cle/IBa:

. M3ITBJIHUTEJIAT, xnacupan Ha TbpBO MSCTO IO CKIFOYEHOTO PaMKOBO CIIOpa3yMeHHE
memxu Ha JEUEBHOTO 3ABEJEHHUE — BB3JIOXKHTEJI neycroiika B pasMep Ha pa3iHKara
MeXy eIMHUYHATA LIeHa TIPEANI0KEHA IO paMKOBO CIIOPa3yMEHHE OT HEero M Haii-BUCOKAaTa eIHHHYHA
IIeHa 110 PaMKOBO CIIOpa3yMeHHE 3a ChbOTBETHHS NEKAPCTBEH MPOAYKT, YMHOXKEHA I10 KOJMYIECTRATa
M0 CHOTBETHATA [TOKaHa.

. M3ITBJHUTEJINTE, knacupaHd Ha BTOPO MSACTO U CIEABAIIO MSICTO TO CKIIOYEHOTO
paMKoBo cropasyMenue apipkar Ha JEYEBHOTO 3ABEJAEHUE — Bb3JIOZKUTEJI Heyctolika
B paszmep Ha 10 % OoT nporHo3Hara CTOMHOCT Ha KOHKpETHATa IIoKaHa.

. HA3ITBJHHUATEJIAT, xoiiTo € eAMHCTBEH YHaCTHUK IO CKJIFOUEHOTO PaMKOBO CIIOpa3yMeHHe
nbxku Ha JEUEBHOTO 3ABEJAEHHUE — BB3JIOXHUTEJI neycroiika B pasmep Ha 10 % ot
NpOrHo3HaTa CTOHHOCT Ha KOHKPETHATa TI0KaHa.

Y. 17. B ciyqaute, B KOUTO ONPEAEIIEHUSAT OT JIE‘IEBHOTO 3ABE)1EHI/IE — BB3JIOKUTEJI
N3IBJIHUTEJI oTkaxe na cmroﬁu lIOi‘OBOi); cmf_;_r%;ﬁ m;ﬁkcﬁ Ha JIEqEBHOTO 3ABE)IEHI/IE -
Bb3JIOXKATEJ HeyCTéﬁKa Brpasmep Hé. 10 %.OTI‘ HpofHonglTa CTOHHOCT Ha KOHKpETHATa NOKaHa.
Yn. 18. C nperaTﬂBaﬁe Ha paMKOBOTb cﬁopasji\;lc;ﬂﬁe,, [I0 OTHOINEHHE, Ha KOHTO M Ja €
MN3IIBJHHUTEJI ce npexpaTsaBaT 110 NpaBo U cmmqéﬂﬁré éT JEYEBHOTO 3ABEJAEHUE -
BB3JIOIKHTE fiorosopu cbe chims H3MBIHATET.

YUn. 19. Tlpu mnpexpaTsBaHe Ha paMKOBOTO | cnopaéyMeHne [0 HACTOSIIMS pasjel,
BB3JOXHUTEJAT He qbIDKH HEYCTOMKHM, JINXBH, TIPOITYCHATH TION3H WK APYTH 00e3IeTeHus Ha
KOroTo 4 ga Omito oT A3ILIHATEIATE.

Y. 20. ITo oTHOIIIEHNE HA HEU3ITBIIHEHHE, m:mx-amo ce Ha HEeTIpeoI0IMMa CHJia MITN Ha HEeTIPeIBUICHH
obcrosTencTsa ce Npuiarar pasmnopeabure Ha 9. 306 oT ThproBekus 3aKoH 1 4II. 116 ot 3akoHa 3a

O6I.II€CTBCHI/ITG IOPBYKH U pa3acil X OT HaCTOAIIOTO PaMKOBO CITOpa3syMEHHUE.

VIIL IIPOBEXKIAHE HA BRTPENIEH KOHKYPEHTEH H350P/ M3IIPAIIAHE HA
IIOKAHA 3A 1OIThJIBAHE HA O®EPTA YPE3 EJJEKTPOHHATA CHCTEMA 3A
3AKYIIVBAHE HA JEKAPCTBEHM ITIPONYKTH 3A HYXK/JUTE HA JIEYEBHUTE
3ABEJEHUS B PEIIYBJINKA BBJTAPUS
Y. 21. 3a CKIOUBAHETO HA JOTOROP 3a OGIIECTREHA TIOPHYKA B PE3YNTAT Ha HACTOSAMIOTO PAMKOBO
cnopazymenne, JJEUEBHOTO 3ABEJEHHUE — Bb3JOXKUTEN OTIpaBAT IIOKaHa A0 BCUYKH
CTPaHH 1O PaMKOBOTO cnopézyMeHHe, 3a TPOBEXJaHe Ha BBTpPEINEeH KOHKYPEHTeH H30op, NpH
ycnoBuATa Ha 4. 82, an. 4 ot 3011 /unmn ompém TIOKaHa 3a JOTIhIIBaHe Ha odepTaTa, MU yCIOBHATA

Ha wi. 82, an. 2 ot 3011 B ciydan, 4ye pAMKOBOTO CIIOpPa3yMeHHUe € CKIFOUEHO CaMo C SIIHO IIHIIE.
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Un. 22. JEYEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJI nocousa B NoKaHaTa, 10 U3ITBIHUTEINTE
Hall-MaJKo cleaHara uHbopMaus:

1. Cpoxk 3a nonyyaBaHe Ha odepTute, cro0pazHo 1. 78 ot ITT130IT;

2. IIpenMer Ha TOKaHaTa; paMKOBOTO CIIOpa3syMEHHE, II0 KOETO € OTNpaBs IOKAHATA;
JEKapPCTBEHHUSA/TE MPOAYKT/H MOATEKAIN Ha odepHpaHe; HEOOXOMUMHUTE KOJNMYECTBA W MepHoja 3a
KOUTO 1Ie OBJe CKIFOUEH KOHKPETHHS IOTOBOD;

3. Kpurepus 3a Bp3narane, ceriaacuo wi. 70, an. 2, T. 1 ot 3011 - "Haiif — Hucka nena”;

4. YcnoeusTa ¥ pesia, 1o KOHTO 1Ie ce MPOBEKAa eNeKTPOHHHUS ThpT;

5. Bpb3ka kbM NpoduIT Ha KyITyBada Ha JEYEGHOTO 3ABEJIEHUE - BB3JIOKUTEJ,

6. Bpb3ka KbM ATeHIusTa 3a 00IIecTREHH MTOPRUKH;

7. IlpoexT Ha 1OoTOBOP.

Ya. 23 (1) IucmenaTa nokaHa ce OTIpaBsl O EIEKTPOHEH ITBT, Upe3 EnekTpoHHaTa ciHcTeMa, KaTo B
Hed ce Onpeaens CpoK 3a NpeAcTaBsHe odepTU Npy cNa3BaHe Ha pasnopendara Ha wi. 78 ot ITTT30I1.
B cnyyaute, KoraTo ce M3MCKBa JONbIBaHe Ha opepTa CPOKET He MOJKe Jja Ob/e NO-KpaThK OT 5 JIHU
OT [IaTaTa Ha IOJTyJaBaHe HA TOKAHATA. | -

2) V3rbIHATENS T/ UTE ILOH'LHB&T/HOJIaBaT orbepTaTa/_TnTe, ype3 EnexTpoHHaTra cucrema 3a
3aKyIyBaHe Ha JIEKapCTBEH! nponyxrﬁ 38 HyK/UTe H_é J.Ie'-ICGHi/ITC. 3aBefieHus B Peny6nuka boirapus,
B CPOKOBETE ITOCOYEHH B Nokamata. . o

Y. 24. (1) B ciyuaure, Koraro paMKoBOTO cnbpé.s;ngeHMe -CVCI.(.H}O‘-ICHO €aMo ¢ eIMH yqaCTﬁHK ue
OTNpaBeHa NokaHa 3a gonwisaHe Ha odepra, JEYEBHOTO 3ABEJEHME — BB3JIOXHUTEJL,
Ha3zHa4aBa KOMMCHS, KOSTO pa3rnéx<i1a ,uom,nﬂeﬂaiﬁ odepTa 3a CHOTBETCTBHE C M3HUCKBaHMATA Ha
MOKaHaTa U HacTOSIIOTO PaMKOBO cnopasymehnc; " ﬁpennaréj Ha PBKOBOJAMTENS Ha JIe4eOHOTO
3aBeJIeHHeE J1a CKJIIOUH UITH He JOrOBOpP. .- -

(2) IBOTBJHUTEJAT no porosopa ce énpeﬁenﬂ C pelleHHe Ha PBHKOBOIMTENS Ha JIEYeOHOTO
3aBeieHue, Ha ocHoBanue Wi. 108, 1. 1 o7’ 30I1. JEYEBHOTO 3ABEJEHUE — Bb3JIOZKHUTEJI
CKITIOYBa IOTOBOP C H30paHust H31'I’B.]IHHTEJI, TpH CIa3BaHe Ha pasnopeaduTe Ha . | 12n a1.112a
or 30IL | - - -
Yn. 25 (1) B ciiyqanTte Ha npoBexaHe Ha BBTpeméH KOHKYpPEHTEH U300p, cliel M3THYaHe Ha CpOKa 3a
npencraesHe Ha opepti, JEYEBHOTO 3ABEAEHUE — BB3JIOKHUTEJI HazHauaBa KOMUCHS 32
pasriiekiaHe, IbpBOHa4allHa OIeHKa Ha 0(epPTUTE U JOITyCKaHE 0 eNEKTPOHEH Thpr.

(2) Ha ocHoBanwe 4i1. 4, ain. 2 ot [loctanoBnenue Ne 146 Ha MC/2015, JEYEBHOTO 3ABEJEHHUE
— BB3JIOKHTE, MPOBEXa eJEKTPOHEH THPT 1o peaa Ha wi. 90, an. 5-12 or 30I1.

(3) ENeKTpoHHHAT THPr € TIOBTApSIN Ce eHeKT'pOHeH npouec, KOUTO 3arouBa cien anBOHa'ianHa
LEIOCTHA OLICHKA Ha o(epTHTe W 1o3BOJIsBA Te Aa Obaar Knacnpaﬁn, upes Enexrponnara cucTeMa,

Ype3 METOAM 3a aBTOMATUYHO OLICHSBAHE Ha l'IpelICTaBCHI/ITé B O(bepTI/ITC HOBH, HO-HHUCKHU ILIEHH.
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(4) Crnen mepBOHaYanHaTa UANOCTHA OleHKa Ha odeprure, JEUEBHOTO 3ABEJEHHE —
BBL3JIOKUTEJI wusnpama enHOBpeMEHHO 4pe3 ENEKTpOHHaTa CHCTEMa IOKaHA IO BCHYKH
YYaCTHHMUM, YUHTO O(epPTH ca JONMYCHATH, KOSITO ChAbPKA:

1. pe3ynTaThT OT MEPBOHAYaIHAaTa OLIEHKA Ha Besika odepra;

2. peJia 3a CBBP3BAHE KbM HM3IIOI3BAHOTO €NIEKTPOHHO 000PY/IBAHE;

3. maTa ¥ Jac 3a Havyallo Ha eJEKTPOHHHUS THPT.

4. HayMHa Ha NPUKIIFOYBAHE Ha €JIEKTPOHHUS THPT.

5. cTBIKa 32 MpoMsHa Ha'ueHaTa Ha eTall eNIEKTPOHEH THT.

(5) EnexTpoHHUAT THPr NPUKITIOYBA C HACTHIIBAHETO HA JlaTaTa M 4Yaca, IOCOYEHHM B mokaHara. Cnen
M3TUYAHETO Ha IOCOYEHHWTE jAaTa M 4dac EmexTponHata cucteMa kiacupa USITBJIHUTEJIUTE
y4acTBaJy B eNeKTpOHHUS Thpr. KitacpaHeTo ce U3BBpIIBa BEB BE3XOIAII Pell, KaTo Ha IBPBO MSICTO
ce Kacupa YYacTHUKBT, IPeJIOKUN Hali-HUCKa 1IeHa, a Ha MOCNEeHO — Y4aCTHHUKBT, NPeII0KUI Haii-
BUCOKa.

(6) JEYEBHOTO 3ABEJIEHUE — BH3JIOKUTEJ us6upa 3a M3IBJIHUTEJ na norosopa,
KJIaCUPaHUSAT Ha MBPBO MSCTO yqacmmc. W3 BJIHUATEIST no JIOTOBOpA Ce Onpenens C pelleHne
Ha pPbKOBOJUTEJIS Ha 1e4e0HOTO 3aBeJICHI/IC Ha OCHOBaHI/Ie 9L 108, 1. 1 ot 30I1. Cnexn Bnu3ade B cuna
Ha pelleHHeTo 3a M300p Ha M3IBIHUTEI, JIE‘IEBHOTO SABEJIEHME — BB3JIOXHUTEJX
ckiousa goroeop ¢ uzbpanns H3IBJIHATEJL |

IX. U3ITBJIHEHUE HA CKHIO?IEHHTE Bb3 OCHOBA HA PAMKOBOTO
. CIIOPA3YMEHUE JOI'OBOPHU
Y. 26. 3agBsBaHETO Ha JEKApPCTBEHH NPOLYKTH, CHIIACHO TEXHUYECKATA cniennUKanus, 3asgBKaTa
na JIEYEBHOTO 3ABEJEHHME - B’B3JIO)KHTEJI W IEeHOBUTE oOdepTH Ha
H3IIBJIHUTEJIATE no PaMKOBOTO CMOpasyMEHHe €€ H3BBLPIIBA TIO pefia OMHCaH BLB BCEKH
KOHKPETEH JOTOBOP. ' h '
X.®@OPCMAXKOPHHU OBCTOATEJICTBA
Yn.27 (1) CTpaHuTe 10 HACTOSILIMA JOTOBOP He AbJDKAT 0Oe3IeTeHNE 32 IOHECEHH Bpeay M 3aryowu,
aKo TTOCJIETHUTE ca IPUYMHEHH B Pe3yJTaT Ha HEMPEOJ0IMMa CHIIa.
(2) AKko cTpaHara, KOsITO € CIEABAIIO J1a U3IIBJIHU cBoe 3a;rbn>x<eHne.no norosopa e 6una B 3a6aBa, Ts
He MOJKe [Ia ce [M030BaBa Ha HelpeofoMa CUIa.
(3) “Henpeonomima cuna” Mo CMHCHIA Ha TO3M JOTOBOP € HENPEABUAECHO W/WIK HEMPENOTBPATHMO
CHLOUTHE OT U3BBHPEIEH XapaKTep, BE3HUKHAIIO ClIe]] CKIIIOYBAHETO Ha JOTOBODA.
(4) Ctpanara, 3acerHaTa OT HENPeOAONMMa CHNa, € IUIBXHA Jia NpeaupHeMe BCUYKH JEHCTBHS C
rpwKaTa Ha JoObp CTOMAHKH, 3a Jla HaMaJIk 0 MUHUMYM TIOHeCeHNTe Epe,un W 3ary0u, KaKTo W Ja

YBEOIOMH NMUCMEHO Jpyrara CTpaHa B 7-IIH6BCH CPOK OT HACTBIIBAHECTO Ha HETIpEOJaOIMMaTa CHIa,
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O

KaKTo M J]a IPEICTaBH JIOKA3aTeJICTBa, KOUTO 3a HalM4KeTo i. IIpu HeyBegoMsBaHe B TOCOYEHUS CPOK,
CTpaHaTa 3acerHaTa oT HellpeofoiiiMa CHlia He MOJe Jia ce TT030BaBa Ha Hesi. Henpeogomimara cuna
ce JIOKa3Ba OT 3aceTHaTaTa CTpaHa ChC CepTH(HKAT 3a GpopcMakop, U3IaJleH 0 CBOTBETHHUS pell OT
KOMITETEHTHHUS OpraH B IbpXKaBara, B KOSTO €a HACTBIHIIA (HOPCMaXKOPHUTE 0GCTOSTENICTBA.

(5) HoxaTo Tpae HempeojolMMaTa CHia, M3NBJIHEHHETO Ha 3aB/DKEHWATA W CBHP3aHUTE C TAX
HACPELHH 3a8IBJDKSHHS Ce CITHpA.

(6) He npencrapnssa “HenpeomonyMa cuia’” chOUTHE, TPUYHHEHO TO HEOPEXKHOCT MIIM upe3
YMUIIUIEHO AeHCTBHE Ha HAKOSI OT CTPaHHUTE WM TEXHU MPEACTABUTEIN W/HIIK CIYXKHUTENH, KaKTO U
HenocTura Ha mapudad cpeactea Ha HM3ITBJIHUTEJII/JIEYEBHOTO 3ABEJEHUE -
BB3JIOXKHUTEJIL

XI. CHOPOBE
Y. 28 (1) Br3uukHanute npe3 BpeMETpaeHEToO Ha paMKOBOTO CIIOpa3yMeHUE CIIOPOBE U pa3Horiacus
MEXKIY CTpaHUTE CE peruaBaTt 4ype3 peroBopu Mexny TsaX. [locTurHature [oroBopeHocTd ce 0hopMsT
B nicmeHa $opMa U ce TpeBphIIAT B Hepas/ienHa qaCT OT ZloroBopa.
(2) TlpaBara u 3aABIKEHUATA MO HACTOSILOTO paMKOBO CTIOpasyMEHNE He MOTaT Ja Ce NpeXBLpIAT
€IHOCTPaHHO Ha TPETH JMLA ¥ TOROGHU aKTOBE He NopaXKaaT NpaBHO IelcTBHE 0e3 MUCMEHOTO |
. : S |
ChIJIaCHE Ha Jpyrara CTpaHa, OCBEH B cllyuauTe Ha obe3rneyaBaHe (rapaHTHpaHe) Ha 3aIb/DKEHUS I10 |
GaHKOBH KpEIUTH.
Y. 29. B cioyyail Ha HETIOCTHraHe Ha IlOI‘OBOpeHOCT MO MpPeAXOAHHS UIIeH, BCHYKH CIIOPOBE,
NOPOJIEHW OT TOBAa PaMKOBO cnopa3yMeHHe WK OTHac;mm ce IO HEero, BKIFOUUTEIHO CHOPOBETE,
MIOPOJZICHN OT WJIM OTHACSINH CE JO HEroBOTO TanyBaHe, He,uemTBnTenHocT, HEU3IIbIIHEHHE WIIH
HpeKpaTsiBaHe e ObaT pa3pellaBaHy Cropen 6Lhrapcane MaTepHalHH U MPOLECYaTHH 3aKOHHU OT

KOMIIETEHTHHA cbA 1o pena Ha [TIK.

XIIL IO/U3 I bIHATEM
(npunooKcumMo camo 6 Cﬂyqaume, & KOUmo u36paﬁwi 3[; uén'bjmumejz YUACMHUK € NOCOYU, He uje
NON38a NOOU3NBAHUMEN)

Y. 30 (1) HOIII/IBHT)JIHI/ITEHI/ITE TpsiOBa na OTFOBai)ﬂT‘Ha CBOTBETHUTEC KPHTEPHH 3a monoop
ch00pa3Ho BHJA U JIeJia OT NMophYKaTa, KOHTO IIe U3IMBJIHABAT, U 3a TAX Ja HE ca HAJIUIE OCHOBaHUA
3a OTCTpaHsABaHE OT NMpoLeAypara.

(2) BB3JIOKUTEJUIT wusuckea 3amsHa Ha HOJMUBIIBJIHUTEJI, xoiito He oTroeapd Ha
ycJIoBUsATA 110 ai.l.

(3) HezaBucumo ot usnonzsanero Ha ITOJWUSITBJIHUTEJIM oTroBOpHOCTTA 32 U3IIBJIHEHME Ha

noroeopa e Ha U3ITBJIHATEJISA.
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XIII. ChOBIHIEHUSA
Y. 31. Beuyky chOOLIEHUS] MEXKAY CTPAHHTE, CBBP3aHU C M3NBIHEHHETO Ha CIIOpa3yMeHHETO ca
BaJINJIHH, aKO ca HaNpaBeHHU B MUcMeHa GopMa U ca MOATIMCaHH OT 3aKOHHHUTE WM YITBJIHOMOIIEHUTE
npencrasuteny Ha U3ITBJIHUTEJMUTE unun Bb3JIOXKUTEJIS.
Yn. 32. 3a 1aTa Ha CHLOOIIEHHETO CE CMSITA:
1. naraTa Ha nipeiaBaHETO — MPW PHYHO NpeJaBaHe Ha CHOOIIEHHUETO;
2. maTaTa Ha TIOIIEHCKOTO KJeitMo Ha oOpaTHaTa pa3nucKa — NPH W3MpallaHe 1o [oLaTa;
3. maraTta Ha IpUeMaHeTo — NpH U3Mpaiane 1o ¢akxc wim e-mail.
Y. 33. 3a BanmuIHM ajipecH 3a IpHeMaHe Ha choOnIeHUs 1 GaHKOBH CMETKHU, CBBP3aHU C HACTOSIIOTO
criopa3yMeHHUe ce CMSTAT:

3A USITBJIHUTEJIUTE: 3A BB3JIOXKUTEJLA:

noTpeOUTENCKUTE MM TNpoduId M | MHHHCTEPCTBO Ha 37[paBeona3BaHETO

6aHkoBHTE cMeTkH rmocodeHH B | rp. Codus 1000

Enexrponnara cucremara, KakTo 1 . “Ceera Hegens” Ne 5

azipeca Ha CeJaJIMIIETO UM TIOCOUYEH B HOTpe6HTenckHTe npoduiu Ha agmMuaUcTpaTopute L1OIT
HaCTOSIOTO ‘paMI'(O'BO HbcoquH B EneKTpOHHaTa cucTeMa ¥ cIy)XeOHUTE UM

CTIOpa3yMEHHE. eTEKTPOHHM ITOLIIH.

Yn. 34. Ilpu npoMsiHa Ha NMOCOYEHUS IO-TOpe ajpec MM OaHKOBa CMETKa ChOTBETHATa CTpaHa e

JUTBXHA Ja YBEOJOMHU JJpyrata B TPHAHEBEH CPOK OT ITpOMsIHATA.

XV.JIPYTH YCIOBHS
Y. 35. (1) llpu cberaBssHETO Ha Hacmxumﬁ JIOrOBOp ce npé,ucraana CJIEIHUTE AOKYMEHTH:
v Toxyments mo 4i. 112, an. 1 ot 30I7;
v Texuunuecko u LeHOBO MpeaiokeHue;
v' Jleknapaliiy 1o 3MUIL.
(2) Hacrosumioro paMKoBO cropasyMeHHe € M3FOTBEHO KATO CIEKTPOHEH JOKYMEHT W MOAMUCAH C

KBaJ'lI/I(I)I/IIII/IpaH CJICKTPOHCH IIOAINHC OT HPEACTABUTCIIMTE HA BCHYKH CTpaHU.

BBL3JIOKUTE M3ITLJTHATEI:
Digitally signed by
TOdO r " Todor Dotchev
~ - Dotchev ‘Dotchev
/ - Ddter2020.12.01
, thchev o 11:14118 40200
NPO®, 1-P KOCTAAWH AHFE/IOB, AM TO/IOP ZIOYEB
MWHUCTBP HA 3[PABEOMA3BAHETO 1 LIO... .. "AJITA GAPMACIOTUKB/IC" EOOZ
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Stefan Digitally signed by

- Stefan Markov Markov
Markov ./ Date:2020.12.01
Markov 12:03:53 +02'00"

Kostadin Digitally signed by

Kostadin Stoyanov

Stoyanov  Atanasov CTEOAH MAPKOB
Daté:2021.01.15 MAPUMIMEKC -7" EOO/

Atanasov - 124214+0200

MAPUA BEJIOMOPOBA
AVPEKTOP HA AWPEKLIA "BO" EMIL Digitally signed by EMIL

ALEXANDRQV: ALEXANDROV DANEY

Date: 2020.12.01
DANEV . - 16051140200
EMWN SJAHEB
"MEJEKC" 00/,

Digitally signed by Evgeny Nikolaev
..~ Nikolov
EVgeny * . DN: cn=Evgeny Nikolaev Nikolov,
H H ¢=BG, o=Roche Bulgaria EOOD,
X N | kO|aeV N IkOIOV email=evgheny.nikclov@reche.com

Date: 2020.12.04 17:43:35 +0200'

EBTEHU HUKONOB
"POL BBAFAPUA" EOO/

Digitally signed by Roemeo
Romeo . . Madimirov Milkav
mi 5 -« DN: cn=Romeo Vladimirov Mitkov,
Vladlmlrov ¢=BG, o=Roche Bulgaria EOOD,
M H I k . email=romeo.milkov@roche.com
~ Milkov Date: 2020.12.04 18:00:31 +0200°

POMEO MUNIKOB
"POLL BBATAPUA" EOOA

Digitally signed by Georgi vanov

Georgi

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

lva nov | sertaiNumber-PNOBG-6703167240

, glvenName=Georgj, sn=Panov,

: 25.497=NTRBG-832018048,
X P a n OV 0=SOLOMED LTD., =Sofia, c=BG

Date: 2020.12.02 08:47.08 +02'00°

[EOPI' MAHOB
"CONOMEA" EOOA

Ivan ' : Digitally signed

by Ivan Paviov
Pavlov

Pavlov: e
\ oo 20201202
X Pavlov 09:35:10+0200"

MBAH NABOB
"CODBAPMA TPEMAMH™ AJ,

Daniela’ pigitally signed
- .. by Daniela

Petrova: retrovanikolova
" Date:2020.12.04

X NikOIOVa 09:01:21 +02'00°

JAAHVENA HAKOJIOBA
"ObOHUKC PAPMA" EOOJ
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Krasi mir Digitally signed

by Krasimir
Nikolaev : Nikolaev Nikolaev
. 7 -Date:2020.12.04
X Nikolaev' 124228 +0200

KPACUMWP HUKOJIAEB
"®bOHWKC dAPMA" EOC/

. . _Digitally signed by Veselin
Veselin VeselinoV veselinov Mareshki

Mareshki Date: 2020.12.04 14:36:08
+02'00'

BECEJIMH MAPELLKIA

"GAPMHET" EA]
e Bo kO Digitally signed by Jen Digitally signed by
Anton - E;g,'\:lg"sﬁ:i?nv Yy . Boyko Marinov Nikglaeva Jeny Nikolaeva
+ Nikolov "Gospotinov Marinov -genkozvm ois Bumb . Bumbarova-
. ate: 2021.01.15 ate: o1. - €
Gospodinov 13,1357 40200 Penkov 16:19:58 +0200' A DATOYE” bate: 0210115

Nacheva' 171928 +0200
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RUMYANA STAVREVA Dy srtm B Swiscvn
STAVREVA Dwr 79010118 12600 0820




