AOIroBOP
3A LOCTABKA HA NEKAPCTBEHW/ MNMPOAYKTU

[JHec, \I:L It. . 2021 r., B rp. Codhus, mexxay:

YMBAN"Uapuua MoaHHa-UCYN"EA/, cbC cejaviie W afpec Ha yrpasneHue B rp.
Codmst, paitoH "O6opuile”, yn. "bsno mope™ Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npeacTasnfasaHo ot Jllobomup lNeHeB.- VI3NbaHUTENEH AMPEKTOP, HapvyaHo Mo-A0/y 3a KPaTKocT
»JJEUEBHO 3ABEAEHWE - Bb3J/TOXXWTEJT” OT egHa cTpaHa

n

» T bproecka Jlura - nobaneH AnteyeH LleHTbp” ALl CbC cepanuile M agpec Ha ynpaefeHue:
Cotpnsa - 1172, 6yn. "I'. M. Aumutpos® Ne 1, Ten: 02 9603780, thakc: 02 9624127; ENK 030276307,
npeacrasnasaHo oT TakBop Bboxoc BoxocaH - W3NbaHWTENeH [AUPEKTop, HapuyaHo No-Aony 3a
KpatkocT ,,M3IMbJ/IHWUTEJ” oT apyra cTpaHa,

Ha OCHOoBaHMe un. 112 oT 3akoHa 3a o6ulecTBeHUTE nopbykn (30IM), BbB Bpb3Ka C MPOBEAEH
BbTPELLEH KOHKYPEeHTeH M360p no PamkoBo crnopasymeHune Ne P[1-11-158 ce CKAKOUM HACTOSLLMS
[lOroBOp 3a CNefHoTO:

. MIPEAMET N CPOK HA JOTOBOPA
Yn. 1 (1) NTEYEBHO 3ABEAEHWE - BDB3/TOXXWTEN Bb3nara, a N3MNBJIHUTENAT ce
3aflb/hKaBa fja M3BbPLLM A0CTaBKA Ha CeiHNTE IeKapCTBEHW NPOAYKTH:

HaunH Ha Heobxoaum
ATC N NpUIoXKeHne Sabenexia - Mripka Cramyc 6poii MﬂﬂpKl/I
J01DC02 Cefuroxime napeHTepaiHa 1500 mg mg BanmpeH 9000000
J01DD01 ~ Cefotaxime rapeHTepasiHa g BanmpeH 6000
J01DD02 Ceftazidime napeHTepasiHa 1000 mg mg BanmpoeH 10000000
JO1IXA01  Vancomycin napeHTepasiHa mg BanmpaeH 15000000

(2) OoroBopbT BAM3a B CWna OT garata Ha MOAMUCBAHETO My OT fBETe CTpPaHM U e CbC CPOK [0
31.12.2021 .
(3) 3anpogyktn c ATC JO1DCO02, JO1DDO01 n JO1XAO01 gorosopsT BNM3a B cuna ot 01.10.2021 .

1. LEHW N OBWA CTOMHOCT HA JOCTABKWUTE MO AJOMOBOPA

Yn. 2. (1) LleHata Ha cTOKMTe MO 4.l e CbrnacHoO LieHOBO npen/ioxkeHne Ha N3Mb/IHUTENA,
HepasfenHa yacT OT [OoroBsopa.
(2) LleHaTa BKNtOYBaA CTOMHOCTTA Ha CTOKATa, OMaKoBKa, 3acTpaxoBka 1 TpaHcnopT Ao JIEYEEHOTO
SABEAEHWE - BB3/TOXWTE/T npu MnuHMManeH CpoK Ha rogHocT He no-kpatbK oT 40 % ot
005BeHNA OT NPOM3BOAUTENS 32 SIEKAPCTBEHUTE NPOAYKTU UM He No-KpaTbK 0T 20 % OT 065BEHMSA OT
npou3BoAMTeNs 38 6LUONPOAYKTUTE UM BMONOLOOHUTE NPOAYKTUN. MUHUMAIHUAT CPOK Ha FOAHOCT ce
onpeens KbM Jatarta Ha BCAKa f0CTaBKa Ha 1eKapCTBeH MPOLYKT.
(3) Obuiata CTOMHOCT Ha AoCTaBKUTE MO gorosopa e Ao 169 905,27 nesa 6e3 BkatoveH OAAC n oo
203 886,33 nesa c BknoyeH A4C.
(4) UeHara no foroeopa e (hMKcMpaHa, He MOAMNEXM Ha NPOMSHA 3a CPOKa Ha [leicTBMe Ha [0roBopa,
0CBeH B cny4yauTe Ha 116 ot 30I1.
(5) B cnyuyait, ye npe3 BpeMeTO Ha [eiCTBMe Ha CbOTBETHUA [OrOBOP CTOMHOCTTA, KOATO cfiefBa fa ce
3annatla ¢ ny6smMyHn cpeacTsa Ha IekapCTBeHM MPOAYKTU OT MO3UTUBHUA NEKAPCTBEH CMUCHK CTaHe
no-HUCKa OT [O0roBopeHarta, /le4eOHOTO 3aBefieHMe -  Bb3/OXKUTEN 6e3yC/oBHO  3annauia
NeKapCTBEHWUTE NPOAYKTN Ha NO-HMCKaTa CTOMHOCT, CYMTAHO OT:

- [atata Ha B/M3aHe B CW/Ia Ha pelleHWeTo Ha HauuoHanHMA CbBET MO LEHN W
pemmbypcmpaHe Ha nekapcteeHuTe npogyktn ( HCLUP/IM);

- [aTaTta Ha akTyanu3aumaTa Ha [No3snTuBHMUA NeKapcTBeH CMUCHLK NO pefa Ha yn. 57, an. 10T
Hapepnbata 3a ycnosusTa, Mpasunata M pefa 3a perynvpaHe W peructpuvpaHe Ha LeHWTE Ha



nekapcTBeHuUTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHWUTE MPOAYKTU C HamaneHa CTOMHOCT 3a
OMaKoBKa, 134mcneHa Ha 6a3a pepepeHTHa CTOMHOCT.

B cnyyaute Mo npeaxoAHOTO M3peYeHWe, CTOMHOCTTa Ce onpedens KbM MOMEHTa Ha
[oCcTaBkara (Mno4nuceaHe Ha NpueMo-npeaasartesieH NpPoToKoN).

. ycnosmd n HA4YMNH HA NMJIAWAHE

Yn. 3 (1) MnawaHeTo no HacToAWMA AOroBOp Ce OCbLUECTBABA Ype3 6aHKOB MpPeBOJ OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BBb3/TOXXWUTEJ no nocoyeHata B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBbJTHUTENA.
(2) 3annawlaHeTo Ha CTOKWUTE MO AOroBOpa Ce M3BBLPLLBA OT/IOKEHO B CPOK A0 60 /wectaecetus/ aeH,
cnep nNpefcTaBsaHe Ha CnefHUTE JOKYMEHTH:

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

2. [MpuematenHo-npenaBaTeiHX NPOTOKONN;
(3) B cnyyaid, Ye nocoveHWUTe B Y/l. 3, ai. 2 LOKYMEHTM Ca HepefoBHW WM He ca KOMMJEKTOBaHMU,
cblmTe ce Bpbwat Ha N3MBJTHUTEA ¢ npuematenHo - npefaeatesieH NPOTOKO/ 3a M3npaBsHe
Ha HepefHocTMTe. CPOKbBLT N0 U/.3, an. 2. 3anoysa Aa Teye OT AaTarta Ha NpeAcTaBAHeTo Ha nocnefHus
N3UCKYEM Ce JOKYMEHT.
(4) Mpn hakTyprpaHe Ha 3aABEHUTE KOMMYECTBA SIEKAPCTBEHWN MPOAYKTU, MO BCAKA OTAe/HA 3asBKa,
LleHaTa Ha OMakoBKa He cnefsa Aa HafBullaBa onpegeneHata B [N03NTUBHMA NEKapPCTBEH CMUCHK-
MpunoxeHve Ne 2, pedepeHTHa CTOMHOCT Ha OMakoBKa 3a CbOTBETHWSI /IEKAPCTBEH NPOAYKT. B
C/lydall Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pepepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMUS /IEKAPCTBEH MPOAYKT, CTOMHOCTTa Ce HamaisiBa M 3annawa 40 CTOMHOCTTa Ha OMakoBKa
onpeaeneHa B Mo3nTUBHNA NeKapCcTBeH CNUCHK- MNpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBHOTO 3ABEAEHUE - Bb3/TOXXWTEJ 3a0BsBa HEO6X0AMMUTE MY KOMMYECTBa
c nucmeHa 3aaBka fo W3IMBbJIHUTE/IA. 3adBkata ce BpbyBa /IMYHO Cpewly noanuc Ha
N3MB/THUTENA wvan ynbiHOMOLLEHO OT HEro Auue Wan ce m3npawa ¢ npenopbyaHo MUCMO C
obpaTHa pasnucka, no akc uam no eNeKTPOHeH MbT.
(2) Bcaka oTgenHa pocTaBKa, crefBa fa 6bAe [OCTaBeHa B CPOK [0 7 KaleHAapHW [HW cnep,
nosny4yasaHe Ha 3afskaTta oT JIEUEBHOTO 3ABEAEHWE - Bb3J/TOXXWTEJ] 1 3a Konn4yectsaTa u
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE JIEKAPCTBEHU MPOAYKTM, TMOCOYEHN B  TEXHWUYECKOTO
NpeLioKeHe Ha W3NbHUTENS), TOYHO OnpefefieHV B 3asBKaTa. B cnyyaid, Ye ce npaBu Mbpsa
[0CTaBKa OT fajeHa napTuia Ha NiekapcTBeH NPOAyKT, ce npefcrass CepTugmkar 3a 0CBOOOXjaBaHe
Ha naptugarta, m3gageH oT KsasmguumpaHo nuue no 3J/ITMXM Ha eneKTpoHeH HOCUTeN Wan Mo
eNIeKTPOHEH MbT Ha eNIeKTPOHHATA MOoLLa, MOCOYEHa KaTo afpec 3a KOPeCrnoHAEHUMA, NPULPYXKEH C
npeBof Ha 6bArapckn e3vK oT (PMpMa, CKIKUMMa Jorosop ¢ MMHUCTEPCTBO Ha BLHLLUHUTE paboTu 3a
M3BbPLUBaHE Ha O(hULMATHN NpeBoan. M36poeHnTe LOKYMEHTU Ce NpeAcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT fie4ebHOTO 3aBefeHWe - Bb3NOXWTeN. lMpu credBawy [OCTaBKM Ha NleKapCTBEHU
NPOAYKTW OT CbLiaTa napTnaa, CepTUPUKATLT He Ce NPeaCTaBs.
(3 B cnyuyail Ha Heob6xoAMMOCT OT cnewiHa pgoctaBka, JIEYEBHOTO 3ABEAEHWE -
BBH3NOXWTEJT nocoyBa M3pUYHO B 3asiBKaTa, 4e € Heobxoaumo fa 6bfe M3BbpLUEHA CrellHa
JocTaBka. B T03u cnyvaid, focTaBkata cnefga fa Obe M3BbpLleHa J0 6 4yaca OT MoslyyaBaHe Ha
3adBKaTa M 3a KO/M4YecTBaTa WM OMakoBKWTE (CbOOpPa3sHO KOHKPETHWUTE JIeKapCTBEHW MPOAYKTH,
MOCOYEHUN B TEXHUYECKOTO MPeL/IoKeHNe Ha U3NbHUTENA), TOYHO ONpPeAeneHn B 3aABKaTa.
4 NANBNHUTENAT ce 3agb/mKaBa, B CPOK 0 1 paboTeH AeH, B ciyyvauTe Mo an. 2 U B Cpok Ao 1
yac, B C/lyyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3afBKa [a YBEeAOMW MUCMEHO Wan Mo (hakc
NEUYEBHOTO 3ABEAEHWE - Bb3/TOXXWTEJ B cnyyaii Ye He MOXe fia M3BbPLLM A0CTaBKa MK
B C/lyyald, Ye He MOXe fa Crasu CPOKbT 3a M3BbPLUBAHE Ha [OCTaBKaTa, NpPeAMEeT Ha KOHKpeTHaTa
3aBKa.
(5) Kbm paTtata Ha BCAKa [0CTaBKa, OCTATbYHUAT CPOK HA FOAHOCT Ha /IeKapCTBEHUTE MPOAYKTH,
cneapa fja 6vae He No-manbk oT 40 % /ueTupugeceT Ha CTO/ OT 065SBEHMS OT NPOU3BOAUTENS.
(6) KbMm patata Ha BCKa [OCTaBKa OCTaTbYHMAT CPOK HA rOLHOCT Ha 6MONPOAYKT mnm 6uonofobeH
NPOAYKT, cneppa fa 6bae He no-manbk oT 20 % /aBafeceT Ha CTO/ OT 06BEHUS OT MPOU3BOANTENS.



(7) 3a konunuecTtBa [AOCTaBeHW M3BbLH 3adBKaTta no un. 4, an.l, TEYEBHOTO 3ABEAEHUE -
BBb3NNOXWTEJ] HaMa 3aab/mKeHWe 3a nnatlaHe.

(8) B cnyyante no un. 10, an. 7 OT fOroBopa, CPOKBLT Mo an. 2 1 3 3amoysa fa Teye OT garara Ha
nncmeHoto cwvrnacve Ha JIEYUEBHOTO 3ABEAEHWE - BB3/TOXWUTE.

V. MACTO HA JOCTABAHE
Yn. 5. (1) 3a MACTO Ha [OCTaBsAHe Ha CTOKMTE N0 TO3M AOroBOp Ce onpefens cnegHus agpec: Cogus,
yn. ,,bano mope” Ne 8 YMBAJI ,,Uapuua MoanHa-CYN” EAL - oTaen ,BonHnYHa anTeka”
(2) PuWCKBLT OT CnyyaiHOTO MOrmBaHe WK NOBPEXAaHe Ha CTOKUTE npeMuHaea Bbpxy JIEYHEBHOTO
3ABEAEHWVE - BBb3/IOXWTEJT 0T MOMeHTa Ha NPMEMaHETO MM Ha MACTOTO Ha A0CTaBfHe e
npuemMaTtenHo-npeasaTeieH NpoTOKO.

VI. AATA HA AOCTABAHE HA CTOKUNTE
Un. 6. 3a gata Ha fJoCcTaBsHe Ce cuMTa garata, Ha KOSATO CTOKUTE ca [OCTaBeHW [0 ajpeca NMocoYeH B
un. 5, an. 1, npu ycnosuaATa Ha un. 9, an. 2.

VII.3AAB/IXEHUA HA N3MTBbTHNTENA
Un. 7. N3MNBIHUTENAT ce 3agb/mkasa:
1 [la foctaBu CTOKUTe B AOrOBOPeHWs CPoK WM fa rn npefage Ha TEYHEBHOTO 3ABEAEHWE -
BB3/TOXXUNTE.
2. [a npefage CTOKWTE, NaKeTUpaHU U MapKuMpaHW B CLOTBETHUA BW[, KO/IMYECTBO M KayecTBO Ha
MACTOTO Ha JOCTaBsHe.
3. lNpu nognnceaHeTo Ha A0Orosopa Aa npeicTaBu:
a) JOKYMeHTU no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a u3NbAHeHWE, B e4Ha OT (opmuTe, onpedenenu B Y. 111, an. 5 ot 3001, ¢bC CPOK Ha
BaIMAHOCT 60 AHW cnef U3TUYaHe CPOoKa Ha oroBopa, KoATO ce 0cBO6OX/4aBa B CPOK 0 60 AHW cnep,
M3Mb/IHEHME Ha Jorosopa. B cnyyaid, Ye BaMgHOCTTa Ha rapaHumMaTa U3Truya npeav Aorosopa ga 6vae
n3nwvnHeH, N3MbJ/IHUNTENTAT ce 3agbmkaBa Aa YAb/MKM CPpOKa Ha Ba/IMAHOCT Ha rapaHuumsarta c
TO/IKOBa [IHW, TaKa 4e rapaHumATa [a NoKpMBa 0YaKBaHUSA CPOK 3a M3Mb/IHEHWEe Ha fjorosopa natoc 60
OHW. TapaHumMaTa e B paamep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 A44C 1 Bb3nn3a Ha 5 097,16
neBa.
(4) [Oa poctaBA /fleKapCTBEHM MPOAYKTW, KOUTO OTrOBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTe NPOAYKTN B XyMaHHaTa meauuunHa (3/TMXM) - aa nputexxasar Ba/IMAHO paspeLueHune
3a ynotpeba B cTpaHata, u3gafgeHo no pega Ha 3/1TMXM wunu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponerickns napnameHT 1 Cbeeta /un. 23, an.l Ha 3/TTMXM/.
(5) Oa pocTaBs NeKapCTBEHW MPOAYKTU, KOMTO ca BKIKOYeHU B punoxeHue Ne 2 Ha Mo3uTuBHUA
NNeKapCTBEH CMUCHK.
(6) B cnyyait, Ye ce npaBu Nbpsa fOCTaBKa Mo fafeHa napTuaa Ha ekapcTBeH NPOAYKT, Aa npeacTaBs
CepTudmkar 3a 0CBOOOXKJaBaHe Ha NapTuaara, uM3gafdeH OT KBanmpuumpaHo nuue no 3/1MXM Ha
€NIEKTPOHEH HOCWUTEN WU MO eNEKTPOHEeH NbT Ha €/IeKTPOHHaTa MOoLLa, MOocoYeHa Kato ajpec 3a
KOPEeCMNOHAEHUMS, NPUAPY>XEH C NpPeBoj Ha ObArapcky e3vk OoT (mMpma, CKIuuna [orosop ¢
MUHMCTEPCTBO Ha BbHLUHMTE paboTu 3a M3BbPLUBAHE Ha O(MLMANHN NPEBOAN.

VIII. SAAB/DKEHNA HA NEYEBEHOTO 3ABEAEHWE - BB3/TOXKUNTEN
Un. 8. TEMEBHOTO 3ABEAEHWE - Bb3/TOXWTE/ ce 3aabmkasa:
1 [la npuemMe [OCTaBEHUTE B CPOK M Ha MAICTO CTOKM, CbOTBETCTBALL MO BW/, KOMMYECTBO M KaYecTBO
Ha ONMCaHOTO B HACTOSALLMSA OrOBOP.
2. [a 3annaTu 0CTaBEHMTE CTOKM MO pPefia Ha un. 3 OT HacTOSALLMS [A0roBop.
3. Cnep NpUKOYBaHe M3Mb/IHEHMETO Ha [0roBopa a 0CBOGOAM rapaHLMsTa 3a U3Mb/HeHVe, 6e3 ia
OBb/MKW NAXBY 33 CPOKa, MPe3 KOWTo cpeficTBaTa 3aKOHHO Ca MPECTOs/IN Y HEro.

IX. MPMEMAHE N NPEAABAHE HA CTOKWUTE
Un. 9. (1) MNMpuremaHeTO Ha CTOKNTE Ce N3BBbPLLBA Ha MACTOTO Ha JOCTaBAHE MOCOYEHO B Y. 5, an. 1



(2 M3NBJHWUTENAT wan  ynbaHOMOWEH OT Hero npeActaButen W npeactaBuTen  Ha
NEYEBEHOTO 3ABEAEHWE - BDB3NTOXWTEJ/T nognuceat npuemMartesnHo-npeaasartesieH
NPOTOKO/, Y0CTOBEpsABaLL, NO/y4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUMWN N CPOK HATOAHOCT

Yn. 10. (1) CtokunTe, NpefMeT Ha HaCTOALLMA LOrOBOp, CnefBa Aa OTroBapsAT Ha U3MCKBAHMATA Ha Y/l
7,an. 4nb5.
(2) Kbm patata Ha focTaBKaTa, OCTATbYHUAT CPOK Ha FOAHOCT Ha /IEKAPCTBEHUTE MPOAYKTW, CrefBa
na 6bae He no-manbk oT 40 % /4eTupraeceT Ha CTO/ OT 06SBEHUS OT NPOU3BOANTENS.
(3) B cnyyait Ha focTaBKa Ha NeKapCTBEHUS NPOAYKT C M0 - KpaTbK OT JOr0BOPEHMst CPOK Ha FOAHOCT,
Ob/MKMMaTa HeycTolKa fa 6be NPpoOMeHeHa, KakTo CrefiBa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTa Ha A0CTaBKara,

0T 29,99% a0 20% - 5 % BbpXY CTOMHOCTTA Ha [OCTaBKaTa;

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

nog 10% - 10 % BbpXy CTOMHOCTTA Ha [0CTaBKaTa.
(4) OcTaTbYHMAT CPOK Ha rOAHOCT Ha 6uonpoaykT /6monoaobeH NpPoaykKT, cneaga Aa 6bAe He no-
mManbk 0T 20 % /fBajieceT Ha CTo/ OT 00SBEHUS OT MPOU3BOAMNTENSA KbM AaTaTa Ha BCsiKa J0CTaBKa.
(5) B cnyyaii Ha fjlocTaBka Ha 6uonpoayKT/6monofo6eH NPOAyKT C Mo - KPaTbK OT [Or0BOPEHNSA CPOK
Ha roAHOCT, Ab/DKMMaTa HeyCTOKa e KakTo Criefsa:

oT 19,99% no 10% - 2 % BbPXY CTOMHOCTTa Ha A0CTaBKara,;

oT 9,99% 10 5 % - 4 % BbpXY CTOMHOCTTa Ha A0CTaBKara,;

nog 5% - 6 % BbPXY CTOMHOCTTa Ha AOCTaBKaTa.
(6) TEUEBHOTO 3ABEAEHNME - Bb3/TOXWUTE/T Moxe fa OTKaXe MPUEMaHeTO Ha CTOKUTE,
aKo B [leHsi Ha TAXHOTO MPUCTUraHe WM MprvemMaHe OCTaTbyHMSA CPOK Ha FOAHOCT € MO - MabK OT
onpegeneHnsa B un. 10, an. 2. n an. 4 MUHUMANIEH CPOK Ha rOAHOCT.
(7) OocTaBkaTta Ha NieKapcTBeH NPOAYKT C OCTaTbyeH CPOK Ha FOAHOCT mo-Manbk oT 10 Ha cTo oT
065iBEHNA OT MPOM3BOAUTENSA U Ha BMONPOAYKT/6MONOA06eH MPOAYKT C OCTaTbYeH CPOK Ha rogHOCT
No-MalbK OT 5 Ha CTO OT 065iBeHMsi OT NPOW3BOAMTENS Ce M3BBLPLUBA CaMO C MUCMEHO Cbriacue Ha
NNEYEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ] 3a KOHKPETHO KOMMYECTBO, ONpPefenieHo OT Hero.
be3 u3pmyHo nucmeHo curnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3J/TOXKWTE/ cTokute
HAMa fa 6baat 3anniawaHu.
(8) NckaHeTo 3a NMUCMEHO cbrfacue, B CnydvauTe Ha an. 7, cnegga ga noctenu B JIEYHEBHOTO
SABEAEHWE - BB3TOXWUTEN Bcpok fo 1 (eanH) paboTeH feH OT nosyyaBaHe Ha 3asBKata.
(9) B cnyyanTe Ha CneLLHN JOCTaBKM MNOCOYEHNTE B al. 3 U al. 5 HEYCTOMKM He ce npunarar.

XI. OTFTOBOPHOCT 3AHETOYHO U3Mb/IHEHWE. PEKNTAMALWI
Yn. 11. (1) NTEYEBEHOTO 3ABEAEHWVE - BB3JTOXXWTEJ1T moxe fa npeassasa peknamaumu
npeg N3MNbTHNTENA 3a:
@) KO/MIMYECTBO Y HEKOMM/IEKTHOCT Ha CTOKUTE WU TeEXHUYEeCKaTa JOKyMeHTauus (SBHWU HeoCcTaTbLy);
0) Ka4yecTBO (CKPUTWN HeAoCTaTbLM):
- NPV OCTaBAHE Ha CTOKW He OT LOrOBOPEHWS BUL, MOCOYEH B Un. 1;
- NPV KOHCTaTUpaHe Ha Ae(eKTn npu ynotpeba Ha CTOKUTE.
(2) Peknamaumm 3a BHM HefocTaTbUM Ha cTokuTe ce npasAt oT JIEHEBHOTO 3ABEAEHWUE -
BB3/TOXXWNTEJ], B MOMEHTa Ha NpefiaBaHETO MM, 3a KOETO Ce CbCTaBd MPOTOKO/, NognucaH u ot
[IBETE CTPaHMW.
(3) Peknamaumm 3a CKpUTU HeAoCTaTbUM Ce MpPaBAT Mpe3 Levs CPOK Ha rOAHOCT Ha [0CTaBeHuTe
CTOKW, KaTto peknamauumsaTa ce npuapy’kasa 3afb/DKUTENHO OT KOHCTaTMBEH MPOTOKO/, MU3fafeH OT
M3nbnHuTeNHAaTA areHums 3a nekapcreara.
(4 NEYEBHOTO 3ABEAEHWE - BBbB3NTOXWUTEJ/T e [nbXHO fa YBeAOMM TMUCMEHO
N3MBbTHNTENA 3a yctaHoBeHUTE aedekTn B 5 (NET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauumTe ce nocovsa HOMEPHLT Ha LOroBOpPa, TOMHOTO KO/MYECTBO Ha NOMyYEeHUTe CTOKM C
TEXHUS NapTuaeH HOMepP, OCHOBaHMETO 3a peknamauusa U KOHKPETHOTO uckaHe Ha JIEHEBHOTO
3ABEOEHWVE - Bb3J/TOXWTEJI.



(6) B 5 (net) AgHeBeH CpOK OT nofiyyaBaHe Ha peknamauusata, U3MBbJIHWUTENAT cnegsa pa
otrosopy Ha JIEHEBHOTO 3ABEAEHWE - BbB3/TOXKWTEJT NUCMEHO W KOHKPETHO [Janu
npremMa peknamaumaTa Uam 9 0TXBbPAS.

(7) Mpu peknamaums 3a ABHU HegocTatbum V3MBJTHUTENAT e anbXeH B CPOK OT 2 pabOTHN AHU
OT MnonyvyaBaHe Ha peknamauuaTa 3a CBOA CMETKa W PUCK [a A0CTaBM Ha MACTOTO Ha [OCTaBsHe
KO/MYEeCTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMM/IEKTHWN JOrOBOPEHWN CTOKW.

(8) Mpw peknamaums 3a CKpUTU HegocTaTbuu, B cnydan uve WM3MNBIAHUTENAT e npuen
peknamaumsTa, CbWwuAT e aibkeH B 10 (geceT) [AHEeBeH CPOK OT MOJyvyaBaHeTO M Ja 3aMeHu
[LOCTaBeHNTE HeLOrOBOPEHN MO BUA / [e(eKTHN CTOKM 3a CBOA CMETKAa W PUCK WM MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BDB3J/IOXKXWTEJ ga BbpHe CbOTBETHATa 4acT OT 3annaTeHaTa
LieHa, BeIHO C Ab/HKUMUTE NINXBU.

(9) N1360pbT Ha NOCOYEHMTe NO-rope Bb3MOXHOCTM @ Ce BbPHe CbOTBETHATA YacT OT NJIaTEHOTO UK
[la ce oCTaBAT HOBKM CTOKM npuHaanexun Ha IEMEBEHOTO 3ABEAEHWE - BB3J/TOXKWUTE/ u ce
yrnpaxHsiBa OT HEro nog hopmara Ha nucmeHo ysegomsneHune 1o N3MbAHWMTEA, kato pasxoguTe
N PUCKOBETe N0 HOBOTO A0CTaBAHe ca 3a cmeTkKa Ha N3N bJTHUTEJA.

(10) CrtokuTe, npeAMeT Ha peknamaumsi ce cbxpaHssat ot JIEHEBHOTO 3ABELEHUE -
BBb3NMOXWTEJ fo ypexaaHe Ha peknamauuunre.

XIl. OTFTOBOPHOCT MNP HEN3MbJ/IHEHWE
Un. 12. (1) 3a Hen3nbaHEHME Ha 384 b/DKEHMATA CU MO HACTOALLMA AOrOBOP C MU3K/IHOYEeHMEe Ha Te3un no
un. 10, an. 2 u an. 4, N3MNBJTHNTENAT gbmkn HeycTolika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, HO He nosedve oT 10 % (geceT NpoLeHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakKTO M 06e3lleTeHVe 3a MNpeTbpreHuTe AeACTBUTEIHU Bpeau B CrydawuTe,
KOrato Te HaAxBbpnaT [OroBopeHaTa HeycToilka. B cnyyauTte no un. 4, an. 3, nocoyeHata B
NPeaX04HOTO M3peyeHre HeyCcToiKa B pasmep Ha 0.5 % ce HauMcnABa 3a BCEKM Yac NMPOCpPoUne, HO He
noseye oT 10 % (geceT MpOLEHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asiBKa, KakTo U 06e3leTeHne 3a
npeTbpneHnTe LeNCTBUTENHW BPeAW B C/lyYauTe, KOraTto Te HaaXBbp/IAT OroBOpeHaTa HeyCcTomKa.
(2) Korato npu Hanuuve Ha peknamauun, U3SMBIHUTENAT He U3NbAHU 334b/DKEHUATA CU MO
pasgen Xl OT HacToAwMsA [AOroBOp B CPOK, CbWmAT Abmku Ha JIEHEBHOTO 3ABEAEHUE-
BBH3NNOXWTEN HeycToika B pasmep Ha 2 % OT LeHaTa Ha CTOKUTE, 3a KOWTO Ca HarpaBeHW
peknamauunTe.
(3 NEYEBHOTO 3ABEAEHWE - BB3/TIOXXWTEJT ynosnetsopsBa MpeTeHUUUTE CU OTHOCHO
HEM3Nb/IHEHMETO Ha [J0roBopa, KakTo W 3a 3anjawaHe Ha HeyCcTOWKMTe OT CcTpaHa Ha
N3MNBJTHUTENA kaTo 3agbpyxa rapaHumaTa 3a U3nbaHeHve no yn. 7, an. 3, bykea “6” oT forosopa,
KaTo npegnpuema [eicTBUA 3a HEWHOTO YycBosiBaHe. B cnydyald, Ye CTOMHOCTTa Ha rapaHuuaTa 3a
M3MNb/HEHME He MOoKpuBa BCUYKM Abmkumn oT U3MBJIHWUTENA HeycTovikn, TEUEBHOTO
3ABEAEHWVE - BbB3/TOXKWTEJ/T npuxsawa Ab/HDKMMUTE CYMU OT HaCpellHW NnalaHus KbMm
N3MNBAHUNTEA.
(4) Npwn Tpy NbTK BUHOBHA 3ab6aBa Ha 3N bJIHWUTEJIA, npogb/mkuia ¢ noseye oT NosoBUHATA OT
CpOKa 3a M3Nb/IHEHME Ha CbOTBETHOTO 3aA4b/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
SABEAEHWE - BDB3/TOXKXWTEJT nma npaBo Aa npekpatu Aorosopa eAHOCTPaHHO ¢ 15-AHeBHO
npeansBecTye.
(5) NEYEBHOTO 3ABEAEHUE - BBb3/TOXXMNTEJ1 nma npaso Aa NpekpaTn eaHOCTPaHHO 1 6e3
npeau3BecTe HaCTOALLMS LOrOBOP B C/lyYail Ha CUCTEMHO HETOYHO M3Mb/IHEHME Ha 3a4b/HKEHUATA OT
N3MBbNHWTENTA n npefsseHn nosBeye OT TPU peknamaumMmM B pamMKuTe Ha TpU Meceua ot
NEYEBHOTO 3ABEAEHWE - BB3/TOXKWUTEJ no peaa Ha rnasa Xl
(6) B cnyuait, ye no oTHoweHne Ha M3MBbTHUTENA HacTbnaT obcTosTencTeara no un. 54, an. 1,
m un. 55 an. 1 or 3akoHa 3a o6uecteeHUTe nopvykn, JIEUEBHOTO 3ABELEHUE-
BBH3/NOXKWTE/ uma npaBo Aa npekpaTty eAHOCTPaHHO HacToswmMs [JoroBop, 6e3 MNMUCMEHO
npegmn3BecTve 1 6e3 fa Ab/HKMU HEYCTONKN.

X1, POPCMAXOPHW OBCTOATENICTBA
Yn. 13 (1) CtpaHuTe Mo HacTOALMSA [OrOBOP He Ab/hKaT 06e3leTeHre 3a NOHECeHW Bpeaun 1 3aryowm,
aKo nocnefHUTe ca NPUYNHEHU B pe3ynTaT Ha HenpeosoNMma cuna.



(2) AKo cTpaHata, KoATO € c/iefiBasio fa U3Mb/IHW CBOe 3aAb/hKeHMe No Aorosopa e 6una B 3abasa, T4
He MOXKe [Ja ce No30BaBa Ha HenpeoLoiMma cuna.

(3 “Henpeogonuma cmna” no CMUCH/IA Ha TO3M [AOrOBOP € HernpeaBUAEHO W/UAn HenpeaoTBPaTUMO
CbOUTME OT U3BBLHPEAEH XapaKTep, Bb3HWKHAMO CMefl CKNHOYBAHETO Ha A0roBopa.

(4) CrpaHaTa, 3acerHata OT Henpeofo/iMMa Cuna, e ANbXHa Aa npeanpueMe BCUYKW [AeNCTBUS C
rpmxara Ha fOo6bp CTOMaHWH, 3a Aa Hamav A0 MUHUMYM MOHECeHWUTe Bpean 1 3arybu, Kakto v ga
yBeAoMM MUCMEHO ApyraTa CTpaHa B 7-AHEBEH CPOK OT HAaCTbLNBAHETO Ha Henpeogonumata cuna. MNpu
HeyBelOMsBaHe B MOCOYEHUS B MPeAXOAHOTO U3peyeHMe CPOK Ce Ab/MKM  006e3leTeHne 3a
HacTbNUAMTE OT ToBa Bpeau. Henpeoponumara cuna Cce [A0OKasBa OT 3acerHarata cTpaHa CbC
cepTudumkar 3a opcMaxop, n3fageH no CbOTBETHWUA pef OT KOMIMETEHTHUS OpraH B Abp)Xasarta, B
KOSITO Ca HaCTbNUAN POPCMaXKOPHUTE 06CTOATENCTBA.

(5) [Ookato Tpae Henpeofo/nMMaTta Cwia, M3Mb/AHEHWETO Ha 3aAb/DKEHMATA N CBbP3aHUTE C THAX
HacpeLLHM 3a4b/HKEHNs Cce crmpa.

(6) He npepctaBnsBa “HenpeofosiMma cuna” CbOWUTUE, MPUUMHEHO MO HEOPEeXHOCT WA upes
YMULLEHO [ENCTBME Ha HAKOS OT CTPaHWUTE WUAWM TEXHW MPeACTaBUTENN WU/ CAY>XUTENN, KaKTo U
Hegoctura Ha napuyHu cpeactea Ha W3MB/IHUATENA n NEYEBEHOTO 3ABEAEHUE -
BB3NNOXKUTE.

XIV. CrNOPOBE

Un.14. (1) Bb3HMKHaNMTE Npe3 BPEMETPAEHETO Ha [J0roBopa CropoBe M Pa3HOrNacust Mexay CTpaHuTe
Ce pellaBaT 4pe3 MpPeroBopy Mexay Tax. MocTUrHaTUTe AOrOBOPEHOCTV ce OopMSAT B MUCMeHa
thopma 1 ce NpeBpbLIAT B HEPa3/e/Ha YacT OT [0roBopa.

(2) B cnyuaii Ha HemocTWraHe Ha OrOBOPEHOCT MO MPEAXOAHUS YfeH, BCUYKUA CMOPOBE, MOPOAEHN OT
TO3 [JOrOBOP UM OTHACSLLM Ce 10 HEro, BK/HOUMTENHO CMOPOBETE, MOPOAEHN OT UM OTHACALLW ce A0
HEroBOTO Tb/IKyBaHe, HeeliCTBUTENHOCT, HEU3Mb/IHEHUE UK MPeKpaTsBaHe Lie 6bAaT paspeLlaBaHm
crnopef 6GbArapcKuTe MaTePUasHN 1 NPOLIECYaIHN 3aKOHW OT KOMMNETEHTHUS CbA, No pea Ha MK,

XV. CbOBWEHWNA

Un. 15. (1) Benuku cboObLLeHNs MeXay CTpaHuTe, CBbp3aHW C M3Mb/HEHWETO Ha TO3W [OroBsop ca
Ba/IMHK, aKO Ca HampaseHW B NMCMeHa (hopMa 1 ca NOoAMMCcaHu OT YMb/IHOMOLLEHUTE NpeACcTaBUTeNn
Ha N3MBHUTENA wim NEYEBHOTO 3ABELEHWE - Bb3/TOXWTE/.
(2) 3a pata Ha CbOOLLEHMETO Ce cMATa:
/ [laTaTa Ha NPefaBaHeTo - MNpK PbYHO NpeaaBaHe Ha CbOOLLEHNETO;
w fararta Ha MOoLLEeHCKOTO K/IeiiMOo Ha obpaTHaTa pasnucka - npy uanpataHe no nowara;
S filaTara Ha NpreMaHeTo - Npu usnpatlaHe no gakc nam e-mail.
(3) 3a Ba/mgHM afpecy 3a npueMaHe Ha CbOOLLEHWS U 6aHKOBM CMETKM, CBbP3aHW C HaCTOALMS
[LOrOBOp Ce CMATaT:

3A N3MBIMHUTENA:
agpec: rp. Cogoms, 6yn. ,,I. M. AnummuTpos™ Ne 1, Ten. 02 9603780, thakc 02 9624127,
e-mail: d.zaloznava.hu@comleague.com
6aHKoBa cMeTKa, nocoyeHa ot MI3MNb/IHUATENA: BIC: UNCRBGSF,
IBAN: BG23UNCR7630100ICLNPHC

3AJIEUHEBHOTO 3ABEAEHUME- Bb3/TOXWTEJT:

rp. Cotus, yn. ,.bano mope” Ne 8, otgen ,,bonHuyHa anteka”, Ten 02 9432429, thakc 02
9432117, e-mail: apteka@isul.eu.
(4) NMpwn NpomsiHa Ha NOcoYeHna No an. 3 afgpec UM 6aHKOBa CMEeTKa CbOTBETHATa CTpaHa e [/TbXHa
[ia yBeoMu fpyrarta B TPUAHEBEH CPOK OT MpoMsHaTa.

XVI. OPYTWN YCNOBUNA
Yn. 16. (1) MpaBaTa M 3aAb/DKEHUATA MO HACTOALLMSA AOrOBOP He Morar fga ce Mpexsbpnar
elHOCTPaHHO Ha TpeTu Nuua WU NoJo6HM akToBE He MopaXkhaT MpaBHO [eicTBue 6e3 NMMCMEHOTO
cbrnacue Ha gpyrafa CTpaHa, OCBeH B CnyyauTe Ha obesneyaBaHe (rapaHTvpaHe) Ha 3afb/DKeHUs Mo
6aHKOBU KpeaunTu.
(20 3a HeypefeHWTe BBMPOCKM B HaCTOALWMA [0OroBOp Ce npunara AencTBawloTo 6bArapcko
3aKOHOAATesNCTBO.
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XVII. NOAN3MB/THUTEJIN - HenprunoXxummo
(Npuno>KMMO camo B ClyqanTe, B KOUTO M36paHns 3a U3MbJHUTEN yYaCcTHYUK € Mocoumi, Ye Lue
non3ea noAM3NbIHUTENN, NPY CKNI0YBAHE HA PAMKOBOTO CropasyMeHue)
Un. 17. (1) NOAN3MNBIAHUTENWNTE Tpsitsa aa 0TroBapsT Ha CbOTBETHUTE KPUTEpUM 3a Noaoop
Cb06pasHo BMAA U fena OT Nnopbykara, KOWTO LLe U3Mb/IHABAT, M 3a TAX [a He ca Ha/lMLe OCHOBaHMS 3a
OTCTpaHsBaHe OT npoLeaypara.
(20 NEYEBHOTO 3ABEAEHWVE - Bb3TOXWMNTEJ nsncksa 3amsaHa Ha MOAN3MBJIHNTE,
KOMTO He 0TroBaps Ha ycnosumsaTa no an.l.
(3) Korato yacTta OT nopbykata, KosTo ce m3nwaHasa oT MOAU3MBAHUTES, moxe aa 6bae
npegageHa kato otaeneH obekt Ha M3MBbAHUTENA wnam Ha NEYEBHOTO 3ABEAEHUE -
BBb3/TOXXWNTEJI, nocnefHna 3annalla Bb3HarpakaeHue 3a 1asm yact Ha MO AN3MbJ/IHUTENA.
(4) PasnnawaHuatTa no an. 3 Cce OCbLECcTBABaT Bb3 OCHOBA HA WCKaHe, OTNPaBeHO OT
NnoOAN3MNBIIHUTENA po JIEUEBHOTO 3ABEAEHWE - BbB3JIOXKWTEN  upes
N3MNBNHNTEJIA, KOWTO € ANbXeH fa ro npefoctaBy Ha Bb3NOXWTENs B 15-AHEBEH CPOK OT
Nony4yaBaHeTo Mmy.
(5) KbMm mckaHeTo no an. 3 U3MBb/THUTENAT npefocTaBs CTaHOBULLE, OT KOETO Aa € BUAHO fanu
ocrnopsa nnallaHuaTa UM Y4acT OT TAX KaTO HEAL/HKUMMU.
(6) NTEYEBHOTO 3ABEAEHWVE - BB3/TOXKWTEJ vma npaBo fa OTKaxe nawiaHe no an. 3,
KOraTo MCKaHeTO 3a NnallaHe e OCMOPEHO, 0 MOMEHTA Ha OTCTPaHABaHe Ha NpuyMHaTa 3a 0TKasa.
(7) Hesasucmo ot usnonssaHeto Ha MOAM3IMTB/IHUTE/IN oTroBopHOCTTa 3a W3Mb/IHEHME Ha
fgorosopa e Ha U3MBJ/THUTENA.

XVII. 3AK/TIOYUNTENHW PA3MNOPEAOBN
Yn. 18. (1) Mpu cbCTaBAHETO Ha HACTOALLMSA LOTOBOP Ce NpeAcTaBmxa cregHuTe JOKYMEHTH:
S JokymeHTn no un. 112 ot 30I7,

S Jeknapaumsa no yn. 55, an. 6 ot 3/IMXM (Korato e npuaIoXK1Umo);
S ["apaHumMA 3a U3Nb/IHEHWE,
S TexHn4Yecko 1 LIegHOBO npesnoxeHne, HepasaeHa 4acT OT 40roBopa;

(2) HacTosawWwmAT AOrOBOP C& CbCTaBW B TPU eHO06Pa3HN eK3eMNspa Ha GbArapcky e3vk - eauH 3a
N3MNBTHNTENA n gga 3a IEUEBEHOTO 3ABEAEHUVE - Bb3/TOXUNTEN.

3anuueHa uHpopmanus 3anuueHa uHpopMaIys
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ATC

J01DC02
J01DDO01
J01DD02
JO1XA01

INN

Cefuroxime
Cefotaxime
Ceftazidime
Vancomycin

[lpegnaraHn LEeHOBW NapameTpu

HauvH Ha
NpUoXeHve

3abenexka

napeHrepanHa 1500 mg
napeHTepasHa
napeHtepasiHa 1 1000 mg
rnapeHTepaiHa

Msipka
mg

9
mg
mg

Craryc

BanvpeH
BanmpoeH

Heobxoaym
GpOiA MSPKM

9000000
6000

BammpeH | 10000000

BanmpoeH

15000000

En.LeHa 6e3
nnc
0,000926
1,119379

0,002491
0,008663

En.ueHa c
aac

0,001111
1,343255
0,002989
0,010396

O6La LeHa 6e3 O6LLA LieHa ¢

Jilile Jilie
8334,00 10000,80
6716,27 8059,53

24910,00 29892,00
129945,00 155934,00
169905,27  203886,33



O6ocobeHa nosuund 2

Heobxoan Konmuect OkoHuar 1
JNekapcTBeHa M 6poit Jmotabl 3abenexmn Craryc  V36paH Py LZB:\;):HCSZ Veoka e HannueH
(hopma MSAPKA Ha 9 rc Py aKTBHO P8 onakosk  BUIC

,ml/ aHne
I3 BELLeCTBO a

ATC INN

S

Medochemie Ltd.,
Kumbp
MIP Pharma GmbH,
[epmaHms
AxTaBuc EAL,
Bonrapus

J010C02 Cefuroxime mnapeHTepanHa 90000000 mg 1500 mg BanmpeH He

He

AHTMOMOTUK Pasrpas,
AL, bvrrapua

Ualikathapma
BucokokauecTBeHuTe HanmnueH
[a nexapcrea All LIFUROX 1500 mg 10 B [VIC

Buirapus

MIP Pharma GmbH,
[epmaHus
Panpharma
He Laboratories,
dpaHuyA
AxTasuc EAL,
Burapus

JO1DD01 Cefotaxime  napeHTEpasHA 6000 8 BampeH

He

AHTMOMOTKK Pasrpas,
AL, Brarapua

Uavikathapma CEFOTAXI
BrcokokauecTBeHUTE ME- 1 1 HannueH
fa nekapctea AL, TCHAIKAP g BIVIC
Buirapus HARMA



JO1DD02  Ceftazidime

JO1XA01 Vancomycin

napeHTepasHa

napeHTepanHa

10000000

15000000

mg

mg

1000 My BamaeH

BanmpeH

He

He

He

He

na

He

Ja

CEFOTAXI
IVE-
TCHAIKAP
HARMA

Apta Medica
Internacional d.o.o.,
CnoseHuA
MIP Pharma GmbH,
[epmaHus
Panpharma
Laboratories,
dpaHLA

AHTMOMOTVK Pasrpas
All, buirapua
Yaikathapma

BrcokokauecTBeHuTe

nekapctea AL,
Burrapus

KEFADIM 1000

MIP Pharma GmbH,
epmMaHvs
beHpanuc BG,
Burapus
®peseHnyc Kabn
Bonrapua EOQO/,
Burapus
Yavikadpapma
BucokokayectseHute  VANCOCI
nekapctea AL, NCP
Brrrapua

[N

10

ferl

HannueH
BI1C

HannueH
BI1C





