4OroBOP ! M I
3A IOCTABKA HA NEKAPCTBEHW/ MNMPOAYKTU

[Hec, M )’ s . 2001 r., B rp. Codus, Mexay:

YMBAN"Uapuya WMoaHHa-UCYN"EA/, cbCc cejamille M agpec Ha ynpasneHue B rp.
Cogms, painoH "O6opue”, yn. "bsano mope™ Ne 8, Ten. 9432215, thakc 9432180, EMK 831605806,
npegcTaBnsaBaHo OT Jlto6omup MeHeB.- V3MbAHUTENEH AWMPEKTOP, HapuyaHOo Mo-Aosy 3a KpaTKocT
~JJEHUHEBHO 3ABEOEHWE - Bb3J/TOXXWTEJI” 0T efjHa cTpaHa

n

,PAPKO/1” ALl, cbC cepanuiule 1 agpec Ha ynpasneHue rp. byprac, n.k. 8000, yn. "CaH CrehaHO*
Ne 28, Ten: 056 851721, dakc 056 851721, EMK 102227154, npefcTtaBnsaBaHo OT TaHs MuH4eBa
MwnHueBa - BasoTeBa 1 [eopru [leTkoB ba3oTeB - ynpaBUTENW, HapuyaHO MNO-L40NY 3a KpPaTKoCT
LN3MBNHWTEN” oT Apyra cTpaHa,

Ha OocHoBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHUTE nopbuky (30IM1), BB Bpb3Ka C NPOBEAEH
BbTPELUEH KOHKYpeHTeH 1360p no PamkoBo criopasymeHue Ne P[-11-151 ce CKIHOUM HaCTOALLMA
[l0roBOp 3a CnefHoTo:

I. MPEAMET N CPOK HA JOITOBOPA
Yn. 1 (1) NEYEBHO 3ABELEHWE - BDB3J/TOXXWNTEN Bbv3nara, a N3MNbJIHUTENAT ce
3a/1b/XKaBa [ja U3BbPLUM [JOCTaBKa Ha CNEAHNTE NEKAPCTBEHN NPOAYKTMU:

HawH Ha Heobxoaum
ATC INN 3abenexxka Mspka  Craryc 6poit
MPUIoXeHVe " MK
NO1AX10 Propofol rnapeHTepaiHa 1% mi BanmpeH 900000
NO1BB09 Ropivacaine rapeHTepaiHa mg BampeH 200000
NO3AGO1 Valproic acid nepopasiHa TBbpaa mg BannaeH 300000
Fif

(2) OorosopwT BNKM3a B cmuna ot 01.10.2021 r. u e cbe cpok go 31.12.2021 .

Il. LEHW 1 OBLLLA CTOMHOCT HA IOCTABKUTE MO AOrOBOPA

Un. 2. (1) LUeHaTa Ha CTOKMTE MO 4Ynl e CbrnacHo LeHoBO npegnoxeHve Ha V3MBHUTENA,
Hepasfe/iHa YacT OT J0oroBsopa.
(2) LleHaTa BKNtOYBA CTOMHOCTTA Ha CTOKATa, OMaKOBKa, 3aCTpaxoBKa K TpaHcnopT go JIEYEBHOTO
SABEOEHWNE - BB3/TOXKWTEJT npy MUHUMaNEH CpPoK Ha rofHOCT He no-kpatbkK oT 40 % or
065BeHMS OT NPOU3BOAMTENSA 3a /IEKAPCTBEHUTE NPOAYKTN UM He NO-KpaTbK 0T 20 % OT 065BEHNS OT
Npon3BoAMTENs 3a 6UONPOAYKTUTE MK BUONOA0OHUTE NPOAYKTUN. MWUHUMANHUAT CPOK Ha rOAHOCT ce
onpesens KbM AaTata Ha BCAKa 40CTaBKa Ha /1IeKapCTBeH MPOAYKT.
(3) ObuiaTta CTOMHOCT Ha AoCTaBKMTe no aorosopa e Ao 89 309.40 neea 6e3 BkAwueH AAC u oo
107 171.28 neBa c BkntoyeH 44C.
(4) UeHara no gorosopa e mKcupaHa, He MoA/1eXM Ha MPOMsHa 3a CpoKa Ha AeliCTBMe Ha LOroBopa,
0CBeH B c/lyyauTe Ha 116 ot 30r1.
(5) B cnyuyait, ye npe3 BpeMeTO Ha [eiiCTBNE Ha CbOTBETHUSA AOr0BOP CTOMHOCTTA, KOATO Cnefsa fa ce
3annawa ¢ ny6MyHn cpeAcTsa Ha 1eKapcTBEHU NMPOAYKTU OT MO3UTUBHUSA NIEKAPCTBEH CMUCHK CTaHe
Mo-HUCKa OT [OroBOpeHarta, /1eye6HOTO 3aBefeHMe -  BbB3NOXKWUTEN 6Ge3ycroBHO  3arnauia
NeKapCTBEHUTE NPOAYKTW Ha MO-HUCKaTa CTOMHOCT, CYMTaHO OT:

- [patata Ha BfM3aHe B CWNa Ha pelleHVeTo Ha HauuoHanHMA CbBET MO LeHW U
pemmbypcmpaHe Ha nekapcteeHuTe npoayktn ( HCLPIM);



- [aTaTa Ha akTyanmsauuata Ha No3sMTUBHUA NeKapcTBeH CNUCHK MO peaa Ha un. 57, an. 1ot
Hapepbata 3a ycnosusiTa, npasuiaTa WM pefa 3a peryavpaHe W peructpupaHe Ha LEHWTE Ha
nekapcteeHuTe npoayktn (HYTMPPPLJIM) 3a nekapcTBEHWTE MPOAYKTU C HaMasieHa CTOMHOCT 3a
0MakoBKa, 134mncneHa Ha 6asa pedpepeHTHa CTOMHOCT.

B cnyvante no npeaxoAHOTO WM3peyeHMe, CTOMHOCTTA Ce Onpefenss KbM MOMEHTa Ha
[locTtaBkaTa (MoAnuceaHe Ha NpYeMo-npeaasartesieH NpoToKon).

1. YCnosmd n HAYMH HA NAAWAHE

Un. 3 (1) MnawaHeTo NO HACTOALLMS AOrOBOP Ce OCbLUECTBABA 4pe3 6aHKOB MPEBOJ OT CTpaHa Ha
NEYEBHO 3ABEAEHUE - BBb3/IOXXWTEJT no nocoyeHara B yn. 15, an. 3 6aHKOBa CMeTKa Ha
N3N BJTHUTEJA.
(2) 3annawaHeTo Ha CTOKWTE MO AOroBOpa Ce M3BbLPLLBA OT/IOXEHO B CPOK A0 60 /wectaecetuns/ AeH,
cnep, npeAcraBsHe Ha CnefHUTE JOKYMEHTH:

1. [ocTtaBHa (hakTypa, CbCTaBeHa CbrnacHo nsnckeanmata Ha 344C v NMN344C;

2. [puematenHo-npefasaTenHN NPOTOKO/MN,
(3) B cnyyait, ye nocoyeHnTe B Yn. 3, an. 2 AOKYMEHTU Ca HEpPeloBHM UM HE Ca KOMM/EKTOBaHW,
cblmTe ce Bpbuwat Ha N3MNbJ/THUTEJTA ¢ npuemartenHo - npefasatesieH MPOTOKO/ 3a M3npaBsaHe
Ha HepefHocTMTe. CPOKbBLT MO UN.3, an. 2. 3anoysa Aa Teye OT AaTaTa Ha NPeAcTaBAHETO Ha NocnefHus
N3UCKYeM Ce JOKYMEHT.
(4) Mpn hakTypupaHe Ha 3ad9BEHUTE KOMMYECTBA /IEKAPCTBEHU MPOAYKTUW, MO BCAKA OTAe/HA 3asBKa,
LieHaTa Ha OMakoBKa He cnefBa Aa HaABWLLIAaBa onpegeneHata B [M03UTUBHUA NEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT HAa OMakoOBKa 3a CbLOTBETHWUSA JIEKAPCTBEH MPOAYKT. B
C/lydail Ha M34MCnsBaHe Ha CTOMHOCT MO-BMCOKa OT pediepeHTHaTa CTOMHOCT Ha OMnakoBKa 3a
CbOTBETHMS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HaMasisiBa M 3ansawia 4o CTOMHOCTTa Ha OMnakoBKa
onpegeneHa B Mo3UTUBHNUA NeKapcTBeH CNUCHK- MpunoxkeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHWE - Bb3/1OXXWNTEJI 3ad88Ba HEO6X0AMMUTE MY KO/IMYECTBA
c nucmeHa 3asBka Ao W3MBb/IHUATEJIA. 3asBkata ce BpbyBa /IMYHO Cpelly noanuc Ha
N3MB/THATENA wvamM ynb/HOMOLLEHO OT HEro Auue Wan ce m3npawia ¢ npenopbyaHO MUCMO C
obparHa pasnucka, no akc Uan no eNeKTPOHEH MbT.
(2) Bcaka oTpenHa [focTaBka, cnefBa Aa ObAe [oCTaBeHa B CPOK [0 7 KafleHAApHW [HW Cchef
nosnyyasaHe Ha 3aaskaTta oT JIEMEBHOTO 3ABEAEHWE - BBb3/TOXXWNTEJ] 1 3a Konn4yectsata u
OnakoBkMTe (CbOOPA3HO KOHKPETHWUTE J/IeKapCTBEHM MPOAYKTW, MOCOYEHUM B  TEXHWUYECKOTO
Nnpes/ioKeHVe Ha M3NbAHWUTENS), TOYHO ONpefenieHV B 3asBKaTa. B cnyyaid, ye ce npasu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha NekapcTBeH NPOAyKT, ce npefctaBa CepTugmKaT 3a 0CBOOOXKAaBaHe
Ha napTugarta, u3gageH OT KeaamduumpaHo nuue no 3/1MXM Ha eneKTPoHeH HOCUTENn WA Mo
e/IEKTPOHEH NbT Ha efleKTPOHHAaTa MoLya, MocoYeHa Kato afpec 3a KOPeCnoHAeHLUMs, NPUApYXeH C
NpPeBoA Ha Ob/rapckn esvk oT upMa, CKIUMNa 4OroBop ¢ MUHMUCTEPCTBO Ha BbHLUHMTE paboTu 3a
M3BbPLUBaHE Ha ouuMaiHN NpeBon. 36poeHNTe JOKYMEHTU Ce NPeACTaBAT B CbOTBETHOTO 3BEHO,
onpeAeneHo OT fie4ebHOTO 3aBefeHUe - Bb3NOXKWTeN. lMpy credBawin AOCTaBKM Ha JleKapCTBEHU
MPOAYKTK OT CbLUaTa NapTnaa, CepTUPUKATLT He ce NpeacTaBs.
(3 B cnyyain Ha HeobxogumocT OT cnewHa foctaBka, JIEYHEBHOTO 3ABELEHUE -
BBH3/TOXWTEJT nocoyBa M3pUYHO B 3asiBKaTa, Ye € Heobxoaumo fa Obfe M3BbpLUEHA CreLlHa
focTaBka. B To3u cnydair, focTaBkaTa crefiBa fa 6bAe M3BbpLUeHa 4O 6 4yaca OT MoslydaBaHe Ha
3afBKaTa M 3a KO/MYecTBaTa M OMaKOBKWUTE (CbOOPA3HO KOHKPETHWUTE JIeKApCTBEHM MPOAYKTH,
MOCOYEHUN B TEXHUYECKOTO MPef/1oKeHNe Ha U3NbHUTENA), TOYHO ONpeaeneHun B 3aaBKaTa.
(4 NSNBNHWTENAT ce 3agb/mkasa, B CPOK 40 1 paboTeH AeH, B CyyvamTe no an. 2 U B CPOK o 1
yac, B C/lyyaute Ha an. 3, cfief Mosly4yaBaHeTO Ha BCAKa 3asfBKa [a YBEAOMMW NMUCMEHO WM Mo (hakc
NEYEBEHOTO 3ABEAEHWVE - Bb3/TOXXWNTEJ B cnyyaid Ye He MOXe Aa U3BbPLUM [OCTaBKa Un
B C/lyyald, Ye He MOXe fa Crnasn CPOKbT 3a M3BbPLUBAHE Ha [JOCTaBKaTa, NpeAMeT Ha KOHKpeTHaTa
3aBKa.
(5 Kbm paTtata Ha BCAKa [OCTaBKa, OCTATbYHUAT CPOK HA FOLHOCT Ha JIeKAPCTBEHUTE MPOAYKTH,
cneaga fa 6uae He No-manbk oT 40 % /yeTupuaeceT Ha CTo/ OT 065BEHUS OT NPOM3BOANTENS.



(6) Kbm pgaTata Ha BCSiKa [OCTaBKa OCTaTbYHUAT CPOK HA FOAHOCT Ha 6MoNpoayKT vnn 6uonofobeH
MPOAYKT, creaga Aa 6bvae He no-mManbk ot 20 % /aBajgeceT Ha CTo/ OT 06ABEHUA OT NPOU3BOAUTENS.
(7) 3a KonmyecTBa [oCTaBeHW W3BLH 3asBKaTta no un. 4, anl, TIEYHEBHOTO 3ABELEHUE -
BBb3NOXWTEJ] HAMa 3a4b/mKeHWe 3a niaLlaHe.

(8) B cnywante no un. 10, an. 7 oT A0Orosopa, CPOKbLT Mo an. 2 1 3 3anoysa Aa Teye OT jarara Ha
nncmeHoTo cwrnacue Ha IEYEBHOTO 3ABEOAEHWME - Bb3/TOXUTE.

V. MACTO HA AOCTABAHE
Un. 5. (1) 3a MACTO Ha [OCTaBsAHe Ha CTOKMTe MO TO3W [OroBop ce onpefens cnegHus agpec: Codus,
yn. ,,bano mope” Ne 8, YMBAJI ,,Uapuua MoaHHa-UCYN” EALl - oTaen ,,bonHuYHa anTeka”
(2) PWCKBT OT CyyailHOTO MOrMBaHe UK NOBPEXAaHe Ha CTOKUTe npeMuHaBa Bbpxy JIEYEBHOTO
3ABEAEHWVE - Bb3/TOXWTEJ/T oT MOMeHTa Ha NpUEMaHeTo MM Ha MACTOTO Ha AOCTaBfHe C
npuemMaTenHo-npeaasarteneH NpoToKos.

VI. BATA HA AOCTABAHE HA CTOKUTE
Un. 6. 3a gata Ha focTaBsHE Ce cuMTa JaTtara, Ha KOATO CTOKWUTE ca JOCTaBeHW A0 afpeca MOCOYeH B
yn. 5, an. 1, npun ycnosmata Ha un. 9, an. 2.

VIl.3A40BJIXEHUA HA N3MTBbTHNTENA
Un. 7. USMBJIHUTENAT ce 3agbnkasa:
1 [a focTaBu CTOKMTE B [JOrOBOPEHUS CPOK W Aa rn npefage Ha JIEUEBHOTO 3ABEAEHUE -
BB3/TOXWNTEN.
2. [la npefage CTOKMTE, NaKeTUpPaHU U MapKuMpaHW B CLOTBETHUA BW[, KO/IMYECTBO W KayecTBO Ha
MACTOTO Ha JOCTaBsHe.
3. Npu nognuceaHeTo Ha [orosopa Aa NpeLcTaBu:
a) JOKyMeHTU no yn. 112, an. 1ot 30Tr1.
0) rapaHuusa 3a U3Nb/IHEHWE, B efjHa OT (opmuTe, onpeaeneHn B yun. 111, an. 5 ot 3001, cbC CPOK Ha
BafMAHOCT 60 AHW crefl U3TUYaHe CPOKa Ha A0roBopa, KOSITO Ce 0CBOOOX/aBa B CPOK A0 60 AHW cnef
M3Mb/IHEHWE Ha Jorosopa. B cnyyaid, Ye BaMAHOCTTA Ha rapaHumaTa U3Tmya npeamn fgorosopa ga o6bae
n3nvaHeH, U3MNbAHWNTENIAT ce 3aabnkasa Aa YAL/MKU CPOKa Ha BaIMAHOCT Ha rapaHuumaTta c
TO/IKOBa [1HW, TaKa 4e rapaHumATa fa NoKpMBa 04aKBaHUA CPOK 3a U3MbJIHEHME Ha forosopa nakc 60
AOHW. TapaHumaTa e B pasmep Ha 3% OT CTOMHOCTTA Ha gorosopa 6e3 44C 1 Bb3nmn3a Ha 2 679.28
neBa.
(4) Oa poctaBA /fleKapCTBEHM MPOAYKTW, KOUTO OTrOBapAT Ha WM3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBEHUTE NPOAYKTWN B XyMaHHaTa meguunHa (3/1MXM) - aa npuTexxasaT BIMAHO paspeLleHue
3a ynotpeba B cTpaHaTa, m3fageHo no pega Ha 3/1MXM unm PernameHT (EO) No 726/ 2004 r. Ha
EBponelickua napnameHT 1 Cbeeta /un. 23, anl Ha 3/TMXM/.
(5) [a pocTassi NeKapCTBEHM MPOAYKTU, KOUTO ca BK/OYeHU B MMpunoxeHne Ne 2 Ha Mo3MTUBHUA
NeKapCTBeH CMUCHK.
(6) B cnyyait, Ye ce npaBu NMbpsa f0CTaBKa Mo fafeHa napTuga Ha NekapcTBeH NPOAYKT, Aa npeacTaBs
CepTudmkar 3a 0cBo6OXAaBaHe Ha NapTugarta, uM3fafdeH oT KeanmduumpaHo nuue no 3/1MXM Ha
eNeKTPOHeH HOCUTeN WM MO €eNEKTPOHEH MbT Ha eNeKTPOHHATa MoLla, NMocoYyeHa KaTto agpec 3a
KOPECMNOHAEHUMS, NPUAPYXXEH C NpPeBoj Ha ObArapckm e3vk OT (mpMa, CKKuYuMna [orosop ¢
MWHMCTEPCTBO Ha BbHLIHMTE paboTu 3a M3BbPLUBaHE Ha O(hULMaHN NPEBOAN.

VIII. SAAB/TXEHNA HA NEYEBEHOTO 3ABELEHWE - BB3/TOXKUNTE/
Un. 8. TEHEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3aabmkasa:
1 [a npueme 4OCTABEHMTE B CPOK 1 HA MSCTO CTOKW, CbOTBETCTBALL MO B, KONMYECTBO 1 KaYecTBO
Ha OMICAHOTO B HACTOSALLMS [OrOBOp.
2. [la 3annaTn 40CTaBeHNTE CTOKM MO Pefia Ha Y. 3 0T HacTOosLLMS [A0roBop.
3. Cnep NpUKNOYBaHE M3Mb/IHEHMETO Ha [J0roBOpa fa 0CBOGOAM rapaHLMsTa 3a U3Mb/HeHVe, 6e3 1a
Ob/DKU IMXBY 33 CPOKA, NPe3 KOMTO cpefcTBaTa 3aKOHHO Ca MPECTOS/IN Y HETO.

IX. MPMEMAHE U NMPEOABAHE HA CTOKWUTE



Un. 9. (1) MpremaHeTO Ha CTOKMTE Ce M3BbPLUBA Ha MACTOTO Ha JOCTaBAHE MOCOYEHO B yf. 5, an. 1
(2 M3MBAHWUTENAT wunmM  ynb/HOMOLWIEH OT Hero npeactaButen W NpeacTtaBuTEN Ha
NEYEBHOTO 3ABEAEHWE - BDB3IOXWTE/T nognuceat npuematenHo-npefasaTeneH
NPOTOKO/, YA0CTOBepsABaLL, NonyyaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUNN N CPOK HATOAHOCT

Yn. 10. (1) CtokuTe, NpegMeT Ha HACTOALLMA JOrOBOp, Cnefsa fa OTroBapsAT Ha U3MCKBaHMATA Ha Y/l
7,an.4unb5.
(2) KbMm pataTta Ha gocTaBkara, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IEKapCTBEHWUTE NPOAYKTU, Cnefsa
fa 6bae He no-manbk oT 40 % /ueTupuaeceT Ha CTo/ OT 06SBEHUS OT NPOU3BOANTENS.
(3) B cnyyaii Ha fjocTaBKa Ha NeKapCTBEHNA MPOAYKT C MO - KPaTbK OT [OrOBOPEHUS CPOK Ha rogHOCT,
Ab/DKMMaTa HeyCcTolKa Aa 6bae NPOMeHeHa, KaKTo crefsa:

0T 39,99% A0 30% - 3 % BbPXY CTOMHOCTTA Ha [JOCTaBKaTa;

0T 29,99% A0 20% - 5 % BbpXY CTOMHOCTTA Ha [JOCTaBKaTa;

0T 19,99% [0 10% - 7 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTa Ha [0CTaBKara.
(4) OcTaTbYHMAT CPOK HA FOAHOCT Ha 6uonpoAyKT /6uonofobeH MPoAyKT, cnefsa fa 6bAe He no-
Manbk 0T 20 % /fBajieceT Ha CTO/ OT 065BEHUS OT MPOU3BOANTENSA KbM aTaTa Ha BCAKA 40CTaBKa.
(5) B cnyuain Ha gocTaBKa Ha 6MonpoayKT/61monoao6eH NPOAYKT C MO - KpaTbK OT A0rOBOPEHUS CPOK
Ha rogHocCT, Ab/HKMMATA HeYCTOWNKa e KaKTo Ccriefsa:

0T 19,99% a0 10% - 2 % BbpPXY CTOMHOCTTA Ha A0CTaBKaTa;

0T 9,99% [0 5 % - 4 % BbpPXY CTOMHOCTTa Ha [0CTaBKaTa;

nog, 5% - 6 % BbpXy CTOMHOCTTa Ha jOCTaBKaTa.
(6) TEUEBHOTO 3ABELEHUE - BB3JTOXXWTE/ Moxe fa OTKaXke MPUeMaHeTo Ha CTOKUTE,
aKO B [leHSl Ha TAXHOTO MPUCTUraHe WM NPUEeMaHe OCTaTbyHWUA CPOK Ha FOAHOCT € MO0 - MajbK OT
onpegeneHna B un. 10, an. 2. n an. 4 MUHUMANEH CPOK Ha rOAHOCT.
(7) OocTaBkaTta Ha NIeKapCTBEH NPOAYKT C OCTaTbyeH CPOK Ha roAHOCT mo-mManbk oT 10 Ha cTo oT
0651BEHNA OT NPOM3BOAUTENSA U Ha GMONPOAYKT/61MONOA06EH NPOAYKT C OCTaTbYyeH CPOK Ha FOAHOCT
Nno-MaibK OT 5 Ha CTO OT 0065BEHMSI OT NPOW3BOAMTENS Ce M3BBPLUBA CamMO C MUCMEHO Cbrfacue Ha
NEYEBHOTO 3ABEAEHWE - BB3/TOXXWTEJ] 3a KOHKPETHO KOMMYECTBO, OMpesesieHo OT Hero.
bes u3puyHo nucmeHo cwvrnacve Ha JIEUEBHOTO 3ABEAEHWE - BbBb3NTOXWTE/ ctokuTe
HAMa Aa 6baat 3annatlaHu.
(8) NckaHeTO 3a MMUCMEHO cbrfacue, B clydvauiTte Ha an. 7, cnegpa ga noctenu B JIEHEBHOTO
3ABEOEHWE - Bb3/TOXXWTE/ B cpok o 1(eanH) paboTeH feH OT rnoslyvyaBaHe Ha 3asBKara.
(9) B cnyyanTe Ha crneLHW JOCTaBKM NOCOYeHUTE B a/l. 3 U a/l. 5 HeYCTOMKM He ce npuarar.

XI. OTroBOPHOCT 3AHETOYHO U3MNbAHEHVE. PEKTAMALWN
Yn. 11. (1) NEYEBHOTO 3ABEAEHWVE - BB3JTOXXWTEJT moxe fga npeasssasa peknamaumm
npeg N3MbAHUNTENA 3a:
a) KO/IMYECTBO M HEKOMIM/EKTHOCT Ha CTOKUTE U/IX TEXHUYECKaTa JOKYMeHTauus (ABHW HeoCTaTbLU);
0) Ka4yecTBO (CKPUTU HeAoCTaTbLM):
- IPY JOCTaBAHE Ha CTOKW He OT JOrOBOPeHus B, NOCOYEH B un. 1
- NPV KOHCTaTUpaHe Ha fAedeKTn npy ynotpeba Ha CTOKUTE.
(2) Peknamaumm 3a ABHW HefocTaTbUM Ha cTokuTe ce npasAt ot JIEHEBHOTO 3ABEAEHWE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefaBaHETO MM, 3a KOETO Ce CbCTaBA MPOTOKO/, MognucaH u ot
[IBETE CTpaHMW.
(3) Peknamauuy 3a CKpUTW HeAOCTaTbUM Ce MpaBAT Mpe3 Leins CPoK Ha FOAHOCT Ha [LOCTaBeHWUTe
CTOKW, KaTto pekfamauusaTa ce nNpuapykasa 3a4b/OKMTENHO OT KOHCTATVMBEH MPOTOKO/, MU3fafeH OT
M3nbnHuTeNHAaTA areHums 3a ekapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BDB3TOXWUTE/ e pnbXHO fa yBeAOMM MUCMEHO
N3MBbTHMNTENSA 3a ycTaHOBeHUTE AedekT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce nocovsa HOMEPHLT Ha LOroBopa, TOYHOTO KOMYECTBO Ha NOyYeHUTe CTOKU C
TEXHMA MapTuaeH HOMep, OCHOBaHWMETO 3a peknamauua U KOHKPeTHOTO uckaHe Ha JIEHEBHOTO
3ABEAEHWE - Bb3/TOXWUTEJ.



(6) B 5 (net) AHeBeH CPOK OT MofiyyaBaHe Ha peknamauusata, N3MbHWUTENAT cneasa pa
otrosopn Ha JIEHEBHOTO 3ABEAEHWE - BDB3/TIOXKWTEJT NUCMEHO M KOHKPETHO Aasiu
npuema peknamalmara Unmn 1 OTXBbP/A.

(7) Mpwn peknamaums 3a sBHM HegocTaTbU M3MBHUTENAT e AnbXeH B CPOK OT 2 paboTHU AHU
OT MOflyYyaBaHe Ha peknamaumaTa 3a CBOA CMeTKa M PUCK Aa [0CTaBM Ha MACTOTO Ha AOCTaBsHe
KONMYECTBOTO NINMNCBALLY B fOCTaBKaTa / HEKOMMIEKTHU LOTOBOPEHN CTOKM.

(8) Mpu peknamaums 3a CKpUTU HepgocTaTbuu, B cnyvail ye W3MNBJIHUTENAT e npuen
peknamaumsTa, CbWMAT e AnbkeH B 10 (fgeceT) AHEeBeH CPOK OT MOy4YaBaHETO M fa 3aMeHu
[OCTaBeHNTE HeAOroBOPEHN NMo BuA / Ae(eKTHN CTOKM 3a CBOS CMETKA W PUCK WM MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWME - BBb3/IOXKWMTEJ ga BbpHe CLOTBETHATa 4YacT OT 3anjaTeHarta
LieHa, BEHO C Ab/HKUMUTE NINXBU.

(9) MN360pbT Ha MOCOYEHNTE NO-rope Bb3MOXKHOCTY [ja Ce BbPHE CbOTBETHATA YacT OT NJaTeHOTO Un
[la ce JoCTaBAT HOBKM CTOKM npuHaanexun Ha JIEYEBEHOTO 3ABEAEHWE - Bb3/TOXWTES u ce
ynpaXkKHsABa 0T Hero nof ¢opmara Ha nMcMeHo ysegomneHve 0o M3MNbJIHUTENA, kato pasxoauTe
1 PUCKOBETe MO HOBOTO A0CTaBAHe ca 3a cMeTka Ha M3MbJ/THUNTEJA.

(10) CrokuTe, npegMeT Ha peknamauus ce cbxpaHseat ot JIEHEBHOTO 3ABEAEHUE -
BBb3TOXWTEJ] go ypexxaaHe Ha peknamauuure.

XIl. OTTOBOPHOCT MNP HEN3MBINHEHNE
Yn. 12. (1) 3a HeM3Mb/IHEHME HA 334 b/DKEHMATA CW MO HACTOALLMSA AOrOBOP C U3K/IKOUYEHMe Ha Tesn no
yn. 10, an. 2 un an. 4, NANBNHUTENAT Aabmku HeycToliKa B pasmep Ha 0.5 % Ha [eH BbpXy
CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, HO He noseye oT 10 % (deceT MpoueHTa) OT CTOMHOCTTAa Ha
KOHKpeTHaTa 3asBKa, KakTO M 06e3LleTeHue 3a MNpeTbpreHnTe AEWCTBUTENIHU Bpean B ClydauTe,
Korato Te HaAXBbpnsaT [OroBOpeHaTa HeyCTOWKa. B cnyyauTte no 4n. 4, an. 3, nocoyeHara B
NPeaX04HOTO M3peyeHre HeYCTOMKa B pa3mep Ha 0.5 % ce HauMCnsABa 3a BCEKM Yac Npocpoyne, HO He
noseye oT 10 % (geceT MpoLEeHTa) OT CTOMHOCTTa Ha KOHKpeTHaTa 3asBKa, KaKTo U 06e3leTeHne 3a
npeTbpreHnTe AeCTBUTENIHN BPeAM B C/lydauTe, KOraTto Te HaaxXBbp/IsT LOrOBOpPeHaTa HeyCcTolKa.
(2) Korato npu Hannuve Ha peknamauumu, N3MBbBAHUTENAT He M3NbAHM 3a4b/KEHUATA CU NO
pasgen XI OT HacToAWwms A0roBop B CPOK, CbwmAT Abmkn Ha JIEHEBHOTO 3ABEOEHWUE-
BBH3NMOXWTEJT HeycToilka B pasmep Ha 2 % OT LeHaTa Ha CTOKWUTE, 3a KOWUTO ca HanpaBeHwu
peknamauunTe.
(3) IEYEBHOTO 3ABEAEHWE - BB3J/TOXXWTE/ yaosnetsopsBa MPeTEHUUUTE CU OTHOCHO
HEM3Nb/IHEHWETO Ha [OroBopa, KakTo M 3a 3anjawaHe Ha HeycTOMKMTe OT CcTpaHa Ha
N3MNBJTHUTENA KaTo 3aabpXa rapaHumsTa 3a U3nb/IHeHre no yn. 7, an. 3, 6ykea “6” oT Aorosopa,
KaTo npeanpvemMa AeWCTBMSI 3a HEMHOTO YCBOsiBaHe. B cnywvaid, Ye CTOMHOCTTA Ha rapaHuusTa 3a
M3Mb/HEHWE He MOKpPUBa BCUYKM Abkumn oT U3MBJIHWUTENA HeycTovikn, TEUEBHOTO
SABEOEHUVE - BbB3/TOXWTEJ/T npuxsala AbMKAMATE CYMU OT HACpPeLHW nnawaHua KbM
N3MbAHNTENA.
(4) NMpwn Tpy NbTU BUHOBHA 3a6aBa Ha 3N bJIHWUTEJIA, npogb/mkuia ¢ noseye OT MosioBUHATA OT
CPpOKa 3a W3MNb/IHEHME Ha CbLOTBETHOTO 3afb/KeHWe, B pamMkute Ha Tpu meceua JIEHEBHOTO
SABEOEHUE - BB3/TOXWTEJ/T nma npaBo fa npekpatu Aorosopa efaHOCTpaHHO C 15-aHeBHO
npeansBecTue.
(5 NEUEBHOTO 3ABEAEHWE - Bb3JTOXXWNTEJI nma npaso fa npekpaTy e4HOCTPaHHO U 6e3
NnpeAn3BecTe HaCTOALLMSA LOTOBOP B C/lyYall Ha CUCTEMHO HETOUHO M3MbJIHEHME Ha 3afb/DKeHUsTa OT
N3MNBNMHWUTENA wn npeasaseHn noBeye OT TPU peknamaumm B pamMKUTE Ha TpuM Meceua oT
NEYEBHOTO 3ABEAEHWNE - Bb3J/TOXXWTEJ no pesa Ha rnasa Xl
(6) B cnyyaii, Ye no oTHowweHne Ha M3MBbIHUTENA HacTbnaT obcTOATeNcTBaTa NO Yn. 54, an. 1,
M un. 55 an. 1 oT 3akoHa 3a o6ulectBeHUTEe nopbykn, JIEYEBHOTO 3ABEAEHWME-
BB3/TOXKWUTE/ZT vma npaBo fAa npekpatu efHOCTPaHHO HAacToAWMA [0rosop, 6e3 nmcMeHo
npegmnssecTve 1 6e3 ga 4b/MKN HEYCTONKN.

X1, ®OPCMAXOPHWN OBCTOATENICTBA
Yn. 13 (1) CTpaHnTe NO HACTOSLLMS [OrOBOP He Ab/KaT 00e3LLETEHME 3a NMOHECEHW BPean 1 3aryou,
aKo nocnefHUTe ca NPUUYNHEHM B pe3ynTaT Ha Henpeogonmma cuna.



(2) AKo cTpaHarta, KoATO e c/iefiBasio fa U3Nb/HW CBOE 3afb/KEHNE MO Aorosopa e 6una B 3abasa, TS
He MOXKe [la Ce N030BaBa Ha HenpeoLoiMma cuna.

(3) “Henpeogonuma cuna” no CMUCH/A Ha TO3M AOrOBOP € HenpeaBuAeHO M/ HenpefoTBPaTUMO
CbOWTUE OT N3BBHPEAEH XapakKTep, Bb3HUKHAMO Cef, CKNHOYBAHETO Ha A0roBopa.

(4) CrpaHaTa, 3acerHaTa OT HenpeofonMma cuna, € ANbXHa [Ja NpearnpuemMe BCUUKWU OEWCTBUA C
rpmxara Ha fOo6bp CTOMaHWH, 3a Aa Hamav A0 MUHUMYM MOHECeHMTe Bpean 1 3arybu, Kakto v ga
yBeAOMM MUCMEHO Apyrarta cTpaHa B 7-AHEBEH CPOK OT HAaCTbMNBAHETO Ha Henpeogonumara cuna. Mpu
HeyBelOMsiBaHE B MOCOYEHUS B MNPEAXOAHOTO W3PEYEHME CPOK Ce Ab/MKM  00eslleTeHne 3a
HacTbnNUAWTE OT TOBa Bpeau. Henpeogonumarta cuna ce [0OKasBa OT 3acerHarata CTpaHa CbC
cepTudumkar 3a opcMaxop, n3gageH No CbOTBETHUA pef OT KOMMETEHTHUSA OpraH B Abp)kasaTta, B
KOSATO Ca HaCTbMNUAM POPCMaKOPHUTE OBCTOATENCTBA.

(5) [AokaTto Tpae HenpeogonMmara Cwuna, W3MbAHEHWETO Ha 3af4b/DKEHMATA W CBbp3aHUTE C TAX
HacpeLLHM 3a4b/HKeHNs ce crnmpa.

(6) He npegcTaBnsBa ‘“HenpeofonMma cuna” CbOUTME, MNPUUMHEHO MO HEOPEXHOCT WM uypes3
YMULLMIEHO [eACTBME Ha HAKOA OT CTPaHUTE WM TeXHW MPeAcTaBUTenn W/MAM CRyXUTenun, Kakto u
HegocTura Ha napuyHu cpegctsa Ha W3MNBJIHUTENA v NEYEBHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XIV. CrNOPOBE

Un.14. (1) Bb3HMKHaNMTE Npe3 BPeMETPAeHETO Ha 40roBopa CropoBe W pasHorfacus Mexay cTpaHuTe
Ce pelLaBaT 4pe3 Mperosopy Mexay Tax. [MocTurHaTute AOrOBOPEHOCTU ce OPOPMAT B MUCMEHA
(hopma 1 ce NpeBpbLUAT B HEPa3/e/iHa vacT OT [0roBopa.

(2) B cnyyait Ha HenocTUraHe Ha AOrOBOPEHOCT MO MPeAXOAHUS YNEH, BCUYKM CNOPOBE, MOPOAEHN OT
TO3¥ JOr0BOP WM OTHACALLM Ce [0 HEro, BKIKOUNTETHO CMOPOBETE, MOPOAEHN OT UM OTHAaCALWM Ce A0
HEroBOTO Tb/IKyBaHe, HeAEeMNCTBUTENHOCT, HEM3Mb/IHEHWNE UM MPeKpaTsaBaHe LWe 6bAaT paspeLlaBaHm
cnopeq 6b/rapcKnTe MaTepuasH 1 NPOLECYasTHN 3aKOHM OT KOMMETEHTHUA CbA MO0 peda Ha MK,

XV. CbOBWEHWA

Un. 15. (1) Bcuukn cbobLeHNs MexXay CTpaHWuTe, CBbp3aHu C U3Mb/HEHWETO Ha TO3W [OroBop ca
Ba/IMAHK, aKO Ca HampaseHW B NMCMeHa (hopma 1 ca NoAnucaHu OT YMb/IHOMOLLEHUTE MpeACTaBUTENN
Ha N3MBIHUTENA nnn NEYEBHOTO 3ABEAEHUE - Bb3/TOXXUNTEJ.
(2) 3aparta Ha CbOGLLEHMETO Ce CMATa:
% filatara Ha npefaBaHeTo - NMPU PbYHO NpejaBaHe Ha CbOOLLEHWETO;
\ farara Ha MoLLEeHCKOTO K/IeiMo Ha obpaTHaTta pasnucka - npu usnpataHe no nowyara;
\Y filatata Ha npreMaHeTo - Npu usnpatlaHe no gakc nav e-mail.
(3) 3a Ba/maHM afpecyn 3a NpueMaHe Ha CbOOLLEHWA U GaHKOBM CMETKM, CBbP3aHM C HACTOALLUS
[LOroBOp Cce cMATar:

3AN3MBJTHNTENA:

agpec: : rp. byprac , yn. ,CaH CredaHo” Ne 28, Ten./dakc: 056 851721, e-mail:
farkol@farkol.bg 6aHkoBa cmeTka, nocoyeHa ot N3MBJ/IHATEJIA: BIC: UBBSBGSF, IBAN: BG
50UBBS80021023524540

3AJTIEUEBHOTO 3ABEAEHUE- Bb3/TOXXWUTEJT:

rp. Codms, yn. ,,bsno mope” Ne 8, otgen ,bonHMYHa anteka”, Ten 02 9432429, akc 02
9432117, e-mail: apteka@isul.eu.
(4) Mpun npomsHa Ha NocoveHns No an. 3 agpec uam 6aHKOBa CMeTKa CbOTBETHATa CTpaHa e [/TbXHa
[la yBeloMy apyrara B TPUAHeBeH CPOK OT NpoMsAHaTa.

XVI. OPYTWN YCNOBUNA
Yn. 16. (1) MNpaBata M 3aab/DKEHUATA MO HACTOALLMSA AOrOBOP He Morar fa ce Mpexsbpnar
elHOCTPaHHO Ha TPeTU NnMua M NOAOOHW aKTOBe He MopaxiaT MpaBHO AeiicTBMe 6e3 MUCMEHOTO
Cbrnacue Ha gpyrata CcTpaHa, OCBEH B C/lydamTe Ha ob6e3rneyvaBaHe (rapaHTuMpaHe) Ha 3afb/DKeHus Mo
GaHKOBW KpeaunTy.
(20 3a HeypefeHWTe BBMPOCK B HACTOALMA [OrOBOpP Ce npunara AenCTBaWoTo 6bIrapcko
3aKOHOAAaTesNCTBO.
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XVI. NOAN3MB/IHUNTENWN - HenpunoXXnmo
(Npuno>k1mMo camo B ClyvanTe, B KOUTO M36paHns 3a U3MbJHATEN yYaCTHUK € NMocounn, Ye Lie
nonsea NoAU3NbAHUTENN, NPY CKN0YBAHE HA PAMKOBOTO CrnopasyMeHue)
Yn. 17. (1) NOAN3NBNTHNTENNTE Tpsab6Ba fa 0TroBapaT Ha CbOTBETHUTE KpUTepUM 3a nogoop
Cb00pasHo BMAA M fena OT Nnopbykara, KOWTO LLe U3Mb/IHABAT, M 3a TAX Aa He ca Ha/liue OCHOBaHMS 3a
OTCTpaHsaBaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABELEHWVE - BBb3NOXWNTEJ nsnckea samaHa Ha NMOAN3MBJ/IHATE,
KOWMTO He 0Troeaps Ha ycnosumsiTa no an.l.
(3) Korato yactta OT nopbykara, KoATo ce m3nwaHasa oT NMOAUV3MBAHUTEN, moxe aa 6bae
npegageHa kKato otgeneH o06ekt Ha M3MBbJ/IHWUTENA wmm Ha IEYEBHOTO 3ABEAEHUVE -
BBb3/TOXXWMNTEJ/, nocnefHna 3annatla Bb3HarpaxaeHue 3a tasm yact Ha MO AN 3MbJ/IHUTENA.
(4) PasnnawaHmaTa no an. 3 ce OCbLECcTBABaT Bb3 OCHOBA Ha WCKaHe, OTNPaBeHO OT
noAM3MNBAHNTENA po JIEHEBHOTO 3ABEAOEHUWE - Bb3J/IOXWTES  uypes
N3MBNHMNTENA, KoiTO € ANbXKeH Aa ro npefoctaBy Ha Bb3NOXUTeNs B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) KvMm nckaHeto no an. 3 U3MbJIHUTENAT npefoctaBs CTaHOBULLE, OT KOETO Aa € BUAHO Jau
ocropsa nnallaHmuaTa UanM Y4acT OT TAX KaTO HEAL/DKMMMU.
(6) TEYEBHOTO 3ABEAEHWVE - Bb3/TOXKWMTEJ/ vma npasBo fa OTKaxe naliaHe no an. 3,
KOrarto MCKaHeTo 3a natlaHe e OCNopeHo, 40 MOMEHTa Ha OTCTpaHsABaHe Ha NpuymnHaTa 3a OTKasa.
(7) HesaBucumo ot m3nonssaHeTo Ha MOAN3IMB/IHUTE/IM 0TroBopHOCTTa 3a M3Mb/IHEHME Ha
porosopa e Ha U3MBJTHUTENA.

XVIIl. 3AKTHOYUTENHW PA3IMOPELBN
Un. 18. (1) MNpwn cbCTaBAHETO Ha HACTOALLMA LOrOBOP Ce NpeAcTaBmxa cregHUTe AOKYMEHTU:
S JokymeHTr no un. 112 ot 30r7;
S Jeknapauma no yn. 55, an. 6 ot 3/IMXM (Korato e nNpuiIoXK1Mmo);
S ["apaHuMA 3a U3MbHEHWE;
S TexHuyecko 1 LieHOBO npefnoXeHne, HepasaenHa vyacT OT 40roBopa;
A [Jeknapaumn no 3MUI.
(2) HacToAwumaT goroeop ce CbCTaBu B TPW €AHO06Pa3HM eK3eMMspa Ha 6b/rapckn e3nk - efuH 3a
N3MBbNHWNTENA v gga3a IEYHEEHOTO 3ABEAEHWE - Bb3/TOXWUTE/I.

3anuueHa uHpopManus
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MNpepnaraHn LLEHOBN napamMmeTpu

I P .
if: "L18 n 3a6e;1e>|<|< h Mspka  Craryc gsgm\?x;ﬁ';('\; E‘”"LEZE oes Eq.ueHa ¢ 44C M ﬂl O6LLE|DL|"§ Hac
NOLAX10 ] napentepania 1% m  Bawmged 900000 0078927 0004712 7103430 8524116
NO01BB09 Ropivacaine napeHTepaiHa mg BampeH 200000 0,091047 0,109256 18209,40 21851,28
NO3AGOL - "i‘;i%;”a”a mg  Bamges 300000 0000219 0000263 6570 78,84
89309,40 107171,28



O6ocobeHa nosnuma 1

Heobxoan nia Konunuect .
) M36 KNHYATP
ATC NN ora M Gpoit Jmg,tabl 3abene  Craryc paH Py TbProBcko BO Mpa Hannuen
MAPKK Ha XKa ric Py HauMeHOBaHVe  aKTMBHO ric
(hopma ml/ OrMaKoBKa
I3 BELLECTBO
HapetTe Aspen Pharma
NO1AX10  Propofol gnHa P 900000 ml 1% BanmaeH He Trading Limited,
VpnaHana
e B. Braun Melsungen
AG, l'epmaHua
Baxter Holding B.V.,
He
HupepnaHana
Claris Lifesciences
(UK) Ltd,
e ObeanHeHO
Kpanctso
Fresenius Kabi
Propofol 1% 10 mg/ml = HannueH
fla. Deuitschiand GmbH, Fresenius 20 M ) > BIVIC
[epmaHVs
Propofol 1% 10 mg/ml- 1 HannueH
Fresenius 50m BIVIC
Sandoz d.d.,
He
CnoseHus P
Warsaw I
, \
He Pharmaceutical i i
Works Polfa S.A,, J

Monwa



.. [apeHTep B. Braun Melsungen Ropivacain HOl 5 mg/ml - HanmueH
NO1BB09 Ropivacaine Ha 200000 mg BannaeH i) AG, FepMaHs B.Braun 0m - 20 8 [UIC
Ropivacain HCl
B.Braun 75mg/m 10m 20
PpeseHnyc Kabu
He bunrapus EOQ/,
buarapua
.. NepopasH G. L. Pharma GmbH, HannueH
NO3AGO1 Valproic acid ATEEDIA 300000 mg BanmpoeH [a ABCTOMS Convulex 500 mg 100 5 UG
HannueH
Convulex 300 mg 100 B [VIC
CONVULEX HanueH
ciRono 0 M 0 e
CONVULEX HanmueH
CHRONO 30 mg 1000 e
e CaHodm Bwrrapust

EOOL, brarapus





