AOIroBOP
3A IOCTABKA HA JIEKAPCTBEHW MNMPOAYKTU

OHec, M XK .. .....2021 r., B rp. Cothms, mexxay:

YMBAN"Uapuua MoaHHa-UCYT"EAL, CuwC cefa/viie W apec Ha yrnpasneHue B rp.
Cothms, painoH "O6opule"”, yn. "bano mope" Ne 8, Ten. 9432215, chakc 9432180, EMK 831605806,
npegcrasnssaHo oT Jltobomup MeHeB.- 3NbaHWUTENEH AMPEKTOP, HapuyaHo MO-40Ny 3a KPaTKoCT
LJJEYEBHO 3ABEAEHNE - BB3J/TOXWTE/T” OT egHa cTpaHa

n

MELEKC” OO/ cbc cefanuuie 1 aapec Ha ynpasneHve obnact Codwms-1252, ¢. CBeToBpayeHe;
yn. "Yaspap Boiisoga" Ne 48, Ten: 02 4051924, thakc 02 4051899, EMK 131268894 npefcTaBnsiBaHo
oT Emun [laHeB - ynpasuTen, HapuyaHo no-gony 3a kpatkoct ,,3MbJIHUTEJT” oT gpyra cTpaHa,

Ha ocHoBaHMe un. 112 oT 3akoHa 3a o6uiecTBeHUTE nopbyku (30r1), BbB Bpb3ka C MNPOBEAEH
BbTPELLEH KOHKYPEeHTeH M360p no PamkoBo criopasymeHune No P[1-11-151 ce CKAHOUM HACTOALLMA
[l0roBoOp 3a CnegHoTo:

. MPEOMET 1 CPOK HA AOIOBOPA
Un. 1 (1) NEYEBHO 3ABEAEHWE - BDB3/TOXXWMTEN Bb3nara, a N3MBIAHUTENAT ce
3aAb/KaBa [a U3BbLPLUY JOCTaBKa Ha CNeAHUTE NIEKapCTBEHN NPOAYKTU:

Heobxoaum

6poin MspKu
NO1AB06 Isoflurane MHXanaTopHa ml BampeH 500000
NO1ABO8 Sevoflurane NHXanaTopHa ml BannpeH 200000
NO04BB01 Amantadine napeHTepaIHa mg BanmaeH 40000

(2) [oroBopbT BAM3a B CWUMa OT faTaTa Ha NOAMMUCBAHETO My OT [BETe CTPaHM M € CbC CPOK [0
31.12.2021 r.

(3) 3anpogyktute c ATC NO1ABO8 1 NO4BBO1 pgorosopwT Bim3a B cuna ot 01.10.2021 r.

1. LUEHW N OBLWA CTOMHOCT HA JOCTABKWTE MO AOrOBOPA

Un. 2. (1) LleHaTa Ha CTOKWUTE Mo 4n.l e cbrnacHo ueHoBO npeanoxkeHne Ha N3MBJIHUTENA,
HepasgenHa yacT oT Aorosopa.
(2) LleHata BK/tOYBa CTOMHOCTTA Ha CTOKaTa, OMaKoBKa, 3aCTpaxoBKa v TpaHcnopT ago JIEYEBHOTO
SABEOEHUE - BB3/TOXKWTE/ npy MUHUMaNEH CPOK Ha rofHOCT He no-kpatvkK oT 40 % ot
005BEHNA OT NPON3BOAMTENA 3a /IEKAPCTBEHUTE NPOAYKTU UIN He MO-KpaTbK 0T 20 % OT 06sBeHUsA OT
Npon3BOAMTENS 3a BMOMPOAYKTUTE UM 6LMONOA0OHUTE NPOAYKTU. MUHUMaIHUAT CPOK Ha FOAHOCT ce
onpefens KbM gaTata Ha BCAKa JOCTaBKa Ha /IeKapCTBEH NPOAYKT.
(3) Obuwarta cToMHOCT Ha gocTaBKuTe no gorosopa e Ao 370 786,30 nea 6e3 BktoueH AAC u 1o
444 943,56 nesa c Bkato4veH A4C.
(4) UeHata no gorosopa e (mKcmpaHa, He MOAMEXM Ha NPOMsHa 3a CPoKa Ha [eiiCTBMe Ha [0roBopa,
0CBeH B cnyyauTe Ha 116 ot 30TI1.
(5) B cnyuait, ye npe3 BpeMeTO Ha [eiCcTBMe Ha CbOTBETHUSA [OrOBOP CTOMHOCTTa, KOSTO c/iefBa Aa ce
3annatla ¢ ny6/mMyHn cpeacTsa Ha eKapCTBEHU MPOAYKTU OT MO3UTUBHUA IEKAPCTBEH CMUCHK CTaHe
Nno-HUCKa OT [O0roBopeHaTa, /1e4e6HOTO 3aBefieHMe -  Bb3/OXKUTEN  6Ge3ycnoBHO  3annauia
NeKapCTBEHWUTE NPOAYKTW Ha NO-HUCKaTa CTOMHOCT, CYMTAHO OT:

- [atata Ha B/M3aHe B CWa Ha peleHWeTo Ha HauuoHanHWsA CbBeT Mo LEHU W
pemmbypcmpaHe Ha nekapcteeHuTe npoayktn ( HCLP/M);

- [aTaTta Ha akTyanusaumaTa Ha Mo3nTUBHMUA NeKapCTBEH CNUCHK NO pefa Ha yn. 57, an. 1 o1
Hapegbata 3a ycnosusTta, npaswnata W pefa 3a perynvpaHe M peructpupaHe Ha LEHWTe Ha



nekapcTBeHnTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHWUTe MPOAYKTU € HamaneHa CTOMHOCT 3a
0nakoBKa, M3umncneHa Ha 6a3a peepeHTHa CTOMHOCT.

B cnyyante no npeaxofHOTO WM3peyeHWe, CTOMHOCTTa Ce onpefenss KbM MOMEHTa Ha
[0CcTaBKaTa (noZnuceaHe Ha Npuemo-npegasaTe/sieH NPOTOKON).

. ycnoma n HA4YMH HA NMIALWAHE

Yn. 3 (1) MnawaHeTo MO HACTOALLMA AOrOBOP Ce OCbLUECTBABA 4Ype3 GaHKOB MPeBof OT CTpaHa Ha
NEYEBHO 3ABEAEHUE - Bb3/TOXWUTE/ no nocoyeHaTa B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3N BbTHUTENA.
(2) 3annaw@aHeTo Ha CTOKUTe MO A0roBopa Ce M3BbpLUBA OT/IOXKEHO B CPOK 40 60 /wwectaecetns/ aeH,
cnep npeactaBsHe Ha CnefHUTE OOKYMEHTH:

1 JloctaBHa (hakTypa, CbCTaBeHa CbriacHO nsnckeaHuaTa Ha 344C v NMN3A4AC;

2. [MpuematenHo-npenfasaTenHy NPOTOKOMN,
(3) B cnyuaid, 4e nocoyeHuTe B Un. 3, an. 2 AOKYMEHTU Ca HEPEAOBHWN WM He Cca KOMMIEKTOBaHM,
cblmTe ce Bpbwat Ha M3MbJTHUTETA ¢ npuemartenHo - npefasartesieH NPOTOKO/ 3a M3npaBsHe
Ha HepefHocTMTe. CPOKbBLT NO Yn.3, an. 2. 3ano4sa Aa Teye OT AaTarTa Ha NPeACcTaBAHEeTO Ha nocneaHns
N3NCKYEM Ce LOKYMEHT.
(4) MNMpwn dakTypupaHe Ha 3asaBeHUTE KONNYECTBA /IEKAPCTBEHN NPOAYKTM, MO BCSAKa OTAE/HA 3asBKa,
LieHaTa Ha oMakoBKa He cnefBa fAa Hafsullasa onpegeneHaTta B [MO3UTUBHUA NIEKAPCTBEH CMUCHK-
MpunoxeHne Ne 2, pedepeHTHa CTOMHOCT Ha OMakoBKa 3a CbLOTBETHUSA /leKapCTBEH MNpoayKT. B
CMlydail Ha M34MCnsiBaHEe Ha CTOMHOCT MO-BMCOKa OT pedepeHTHaTa CTOMHOCT Ha OnakoBKa 3a
CbOTBETHMSI IEKAPCTBEH MPOAYKT, CTOMHOCTTA Ce HaMa/sBa M 3analla A0 CTOMHOCTTa Ha OnakoBKa
onpeaeneHa B NMo3NTUBHNA NeKapCTBeH CNUCHK- MpunoxeHne Ne 2.

IV. CPOK HA JOCTABAHE
Un. 4 (1) NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWNTEJI 3as85Ba HEOOX0AUMUTE MY KOMMYECTBa
c nucmeHa 3asBka Ao W3MBb/IHUATEJIA. 3asBkata ce BpbyBa /IMYHO Cpelly Moannc Ha
N3MBJTHUTENA wvnm ynbiHOMOLLEHO OT HEro fvue Wan ce m3npawa ¢ NpenopbyaHo MUCMO C
obpartHa pasnucka, No akc Uan Nno efeKTPOHEH MbT.
(2) Bcska oTgenHa focTaBKa, crefBa fa 6bAe [OCTaBeHa B CPOK [0 7 KaneHAapHW [HW cnep,
nony4vaeaHe Ha 3asBkata oT IEUEEHOTO 3ABEOEHUE - BBb3/TOXKWTEJ] n 3a KonnyecteaTa u
OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE J/IEKAPCTBEHU MPOAYKTW, [MOCOYEHW B  TEXHUYECKOTO
npes/iokKeHVe Ha W3NbAHWUTENs), TOYHO OMpefenieHV B 3asBKata. B cnyuail, ye ce npasBu nbpsa
[0CTaBKa OT fajeHa napTuia Ha NekapcTBeH NPOAyKT, ce npefctaBa CepTudmkaT 3a 0CBOOOXKAaBaHe
Ha naptujarta, m3gageH OT KeampuumpaHo nvue no 3/1MXM Ha efeKTpoHeH HOCUTEeN WK Mo
eMIeKTPOHEH MbT Ha eNIeKTPOHHATA MOLLa, MOCOoYeHa KaTo afpec 3a KOPeCrnoHAeHLMs, NPUAPYXeH C
npesos, Ha 6bArapckn ek oT (upma, CKIKYMNa 4Orosop ¢ MMHUCTEPCTBO Ha BLHLUHMTE paboTu 3a
M3BbPLUBaHE Ha omumaniHn NpeBoan. N36poeHNTe OKYMEHTU Ce NPeACcTaBAT B CbOTBETHOTO 3BEHO,
onpefeneHo OT Ne4yebHOTO 3aBefieHWe - Bb3NOXMTeN. Mpu credBawiy JOCTaBKM Ha NIeKapCTBEHU
MPOAYKTM OT CbLyaTa NapTuaa, CepTUPUKATLT He Ce NpeacTaBs.
(3 B cnyyain Ha HeobxogMmocT OT cnewHa foctaska, JIEHEBHOTO 3ABEJEHUE -
BBb3/TOXKWTE/ nocoyBa M3pMYHO B 3asBKaTa, Ye € Heobxoaumo fda 6bje M3BbpLUeHA CrewlHa
focTaBka. B To3u cnydai, focTaBkata cnefBa fa 6bAe M3BbplleHa 4O 6 yaca OT MosyyaBaHe Ha
3afBKaTa M 3a KO/MYecTBaTa M OMakoBKWTE (CbOOGPA3HO KOHKPETHWUTE JIeKApPCTBEHM MNPOAYKTH,
MOCOYeHU B TEXHNYECKOTO MPeLIoXeHVe Ha U3MbJIHUTENS), TOYHO ONpeesieHn B 3asBKarta.
(4 NMBNHUNTENAT ce 3aab/mkasa, B CPOK 40 1 paboTeH [eH, B CyvamTe rno an. 2 U B CPOK A0 1
yac, B c/lyyaute Ha an. 3, cfief MoslyvyaBaHeTO Ha BCAKA 3afBKa [a YBeLOMMW MUCMEHO WK Mo (hakc
NEYEBHOTO 3ABELEHWVE - Bb3/TOXXWTE B cnyyalt Ye He MOXKe fia M3BbPLUM AOCTaBKa Wm
B C/lyyald, Ye He MOXe fa Crnasn CPOKbT 3a M3BbPLUBAHE Ha [0CTaBKaTta, NpeAaMeT Ha KOHKpeTHaTa
3aBKa.
(5) Kbm paTtata Ha BCAKa [0CTaBKa, OCTATbYHUAT CPOK HA FOAHOCT Ha /IeKApPCTBEHUTE MPOAYKTH,
cnespa ga 6bvae He no-manbk oT 40 % /veTnpugeceT Ha cTo/ OT 065BEHMS OT NPON3BOAUTENS.
(6) KbMm patarta Ha BCAKa AoCTaBKa OCTaTbYHMAT CPOK Ha rOAHOCT Ha 6MonpodyKT uav 6uononobeH
NPOAYKT, cnepBa fa 6bae He no-manbk oT 20 % /aBageceT Ha CTo/ OT 06SBEHUS OT NPOU3BOAUTENS.



(7) 3a konunyecTBa [OCTaBeHW M3BbLH 3asBKaTta no un. 4, an.l, JIEYEBHOTO 3ABELEHUE -
BBb3NMOXWTEJ] Hama 3aab/mKeHWe 3a nnatlaHe.

(8) B cnyuvaute no un. 10, an. 7 OT 4OroBopa, CPOKbLT Mo an. 2 1 3 3amnoysa fa Teye OT Aarara Ha
nnucmeHoTo cvrnacke Ha JIEYEBHOTO 3ABEAEHWE - Bb3/TOXWUNTEN.

V. MACTO HA AOCTABAHE
Yn. 5. (1) 3a MACTO Ha [OCTaBsAHe Ha CTOKMTE N0 TO3WM AOroBOp ce onpefens cnegHus agpec: Cogusa,
yn. ,,bano mope” Ne 8 YMBAJI ,,Llapuua MoaHHa-UCYN” EALl - oTaen ,,bonHUYHa anTeka”
(2) PuCKBLT OT cnyyaiHOTO NMorueaHe WM NOBPEXAaHe Ha CTOKUTe npeMuHaea BbpXy JIEYHEBEHOTO
3ABEAEHWE - BBb3/TOXWTEJ/T oT MOMeHTa Ha MpuUemMaHeTo MM Ha MACTOTO Ha AOCTaBfHe C
npuemartenHo-npeaasaresieH NPOTOKO/.

VI. JATA HA AOCTABAHE HA CTOKUTE
Un. 6. 3a faTa Ha foCTaBsAHe ce cuMTa Aatarta, Ha KOATO CTOKUTEe ca AOCTaBeHM [0 afpeca MNOCOYeH B
yn. 5, an. 1, npy ycnosmaTa Ha yn. 9, an. 2.

VII1.3AAB/DKEHNA HA N3MNBAHUTENA
Un. 7. N3MBNHWUTENAT ce 3agb/mxasa:
1 [a focTtaBu CTOKUTE B [OroBOpPEHMA CPOK K aa rn npegage Ha JIEHEBHOTO 3ABEOEHUNE -
BB3/TOXNTE.
2. [la npefage CTOKMTE, NaKeTMpaHu U MapKUpaHU B CLOTBETHWUA BW[, KOMMYECTBO U KayecTBO Ha
MACTOTO Ha JOCTaBAHE.
3. Mpu noanucBaHeTo Ha [OroBopa Aa NpPeacTasu:
a) OKyMeHTK no yn. 112, an. 1ot 30r1.
0) rapaHumsa 3a u3nb/HeHWe, B eAHa OT hopmuTe, onpedenenn B un. 111, an. 5 ot 301, cbC CPOK Ha
Ba/MAHOCT 60 AHW cref U3TUYaHe CPoKa Ha [OroBopa, KoATO ce 0cB06OXAaBa B CPOK 0 60 AHW cnep,
M3NbHEHVE Ha oroBopa. B cnyyaid, ye BaNMAHOCTTa Ha rapaHuusaTa u3tuya npeay Aorosopa a 6buie
n3nbvaHeH, N3MNbJ/THUTENAT ce 3agb/mkasa fa YAL/DKA CPOKa Ha BaIMAHOCT Ha rapaHumata c
TO/IKOBA [IHU, TaKa Ye rapaHumaTa fa nokprea o4akBaHWsA CPOK 3a U3MbJIHEHWE Ha forosopa natoc 60
AHW. [apaHumATa e B pasMep Ha 3% OT cToMHOCTTa Ha pgorosopa 6e3 AAC v Bb3nM3a Ha
11 123,59 neBa.
(4) [Qa poctaBA fieKapCTBEHU MPOAYKTW, KOUTO OTrOBapAT Ha W3UCKBaHMATA Ha 3akoHa 3a
NeKapcTBeHUTe NPOAYKTU B XyMaHHaTa mefuuunHa (3/ITMXM) - aa nputexasar Ba/IMAHO paspeLLeHune
3a ynotpeba B cTpaHaTa, u3gafeHo no pega Ha 3J/IMXM wunu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeiickua napnameHT 1 CbBeTa /un. 23, an.l Ha 3/TIXM/.
(5) Oa pocTaBs NnekapCcTBEHW MPOAYKTU, KOUTO ca BKIHOYeHU B punoxeHne Ne 2 Ha lMo3UTUBHUA
NeKapCTBEH CIUCHK.
(6) B cnyyait, ye ce npasu MbpBa AOCTaBKa MO AafieHa NapTuaa Ha NIeKapCcTBEH NPOAYKT, Aa NPescTass
CepTuhmkar 3a 0CBOOOX/aBaHe Ha napTufaTa, M3gageH oT KeampuuupaHo nuue no 3/IMXM Ha
e/IEKTPOHEeH HOCWUTE/Nl WU MO eNleKTPOHeH NbT Ha efIeKTPOHHaTa MoLla, Moco4veHa Kato ajpec 3a
KOPECMNOHAEHUMS, NPUAPY>XEH C MNPeBoj Ha Ob/rapcky e3vk OT (upMa, CKIKuYMna [Orosop C
MWHMCTEPCTBO Ha BbHLUHMTE paboTy 3a M3BbPLLBAHE HA O(hULIMASTHW NMPEBOAN.

VIII. SAAB/DKEHNA HA NEYEBHOTO 3ABEAEHNE - Bb3/TOXXNTEN
Un. 8. TJTEHMEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ ce 3aabmkasa:
1 [a npueme fOCTaBeEHUTE B CPOK M Ha MACTO CTOKW, CbOTBETCTBALLM MO BMA, KO/IMYECTBO U Ka4ecTBO
Ha ONUCaHOTO B HACTOALLMA [Or0BOP.
2. [a 3annaTtun JocTaBeHUTe CTOKM MO pefa Ha yn. 3 OT HacTOALLMA AOr0Bop.
3. Cnep npuknoYBaHe M3Mb/HEHWETO Ha JOroBopa Aa 0CBOOOAM rapaHumMaTa 3a U3Nb/HeHWe, 6e3 Aa
[Ob/DKN IMXBM 32 CPOKA, Npe3 KOMTO cpefcTBaTa 3aKOHHO ca NPecTos/Iv Y Hero.

IX. MPMEMAHE N NMPEOJABAHE HA CTOKUTE
Un. 9. (1) MNMpremaHeTo Ha CTOKMTE Ce M3BbPLUBA HA MACTOTO Ha AOCTaBsAHE NOCOYEHO B yn. 5, an. 1



(2 M3NBNHNTENAT wnn  ynbJHOMOLWEH OT Hero npeacTaBuTeNl W MpeacTaBUTEN  Ha
NEYEBHOTO 3ABEAEHUWE - BDB3/TOXXWTE/T nognuceat npuemMaTtenHo-npeaasaTesieH
MPOTOKO/, Y0CTOBEPABALL, MO/y4aBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUMN N CPOK HATOAHOCT

Un. 10. (1) CtokuTe, NpefMeT Ha HaCTOSALLMA JOrOBOpP, CNnefBa Aa OTroBapsAT Ha U3UCKBaHWUATA Ha Y.
7,an.4unb5.
(2) Kbm patata Ha focTaBKaTa, OCTaTbYHUAT CPOK Ha FOAHOCT Ha /IEKAPCTBEHUTE MPOAYKTU, CrefBa
na 6bae He no-manbk oT 40 % /yeTMpraeceT Ha CTo/ OT 06SBEHUA OT NPOM3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha NeKapCTBEHWS MPOAYKT C MO - KpaTbK OT JOrOBOPEHWS CPOK Ha ro4HOCT,
Ob/DKMMaTa HeYCToMKa fa Obe NPOMeHeHa, KakTo CrefBa:

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

0T 29,99% a0 20% - 5 % BbPXY CTOMHOCTTA Ha A0CTaBKara,

oT 19,99% a0 10% - 7 % BbPXY CTOMHOCTTa Ha A0CTaBKara,

nog 10% - 10 % BbpXy CTOMHOCTTa Ha [JOCTaBKaTa.
(4) OcTaTbYHMAT CPOK HA rofHOCT Ha GronpoayKT /6monofobeH NPoAyKT, cnefsa fa 6vae He no-
mManbk 0T 20 % /fBafieceT Ha cTo/ OT 06SBEHMS OT NPOU3BOANTENSA KbM aTaTa Ha BCsKa 40CTaBKa.
(5) B cnyyain Ha fjlocTaBka Ha 6uonpofyKT/61onofo6eH NPOAYKT € MO - KPaTbK OT A0rOBOPEeHUs CPOK
Ha rofHOCT, Ab/HKMMaTa HeYCTOMKa e KaKTo Cresa:

0T 19,99% no 10% - 2 % BbPXY CTOMHOCTTA Ha [JOCTaBKaTa;

0T 9,99% 10 5 % - 4 % BbpPXY CTOMHOCTTA Ha 4OCTaBKAaTa,;

nop 5% - 6 % BbpXY CTOMHOCTTa Ha AOoCTaBKaTa.
(6) NEYEBHOTO 3ABEAOEHWVE - BBb3/TOXXWUTEJT mMOXe fa OTKaXe MpUeMaHeTo Ha CTOKMUTE,
aKO B [ieHA Ha TAXHOTO MPUCTUraHe WM NPUEMaHe OCTaTbyHMA CPOK Ha FOAHOCT e MO - Ma/ibK OoT
onpegeneHuns B un. 10, an. 2. v an. 4 MUHUMaNEH CPOK Ha FOAHOCT.
(7) OocTaBKaTa Ha neKapCTBeH NPOAYKT C OCTaTbyeH CPOK Ha roAHOCT mo-ManbkK oT 10 Ha cTo oT
065BeHMA OT MPOU3BOANUTENSA U HA GMONPOAYKT/61MONOA00EH MPOAYKT C OCTaTbyeH CPOK Ha rofHOCT
Nno-MaibK OT 5 Ha CTO OT 005BEHMS OT NPOW3BOAMTENS Ce M3BbPLUBA CaMO C MUCMEHO Cbracue Ha
NEYEBEHOTO 3ABEAEHWE - BBb3/TOXXWTEJT 3a KOHKPETHO KONMYECTBO, OMpesesieHo OT Hero.
be3 u3pmnyHo nucmeHo curiacue Ha JIEHEBHOTO 3ABELEHWE - BB3J/TIOXWTEJT cTokuTte
HAMa fa 6baat 3annawaHu.
(8) NckaHeTO 3a MMUCMEHO cbrfacue, B clydauTte Ha an. 7, cnegsa fga noctenu B JIEYUEBHOTO
3ABEAEHWE - Bb3/TOXXWTEJI B cpok go 1 (eanH) paboTeH AeH OT NosyyaBaHe Ha 3asBKara.
(9) B cnyyanTe Ha CneLHW 4OCTaBKM MOCOYeHUTe B al. 3 U a/l. 5 HeYyCTOWKM He ce npwnarar.

Xl. OTTOBOPHOCT 3A HETOYHO N3MBbJIHEHVE. PEKTAMAL NN
Yn. 11. (1) NEYEBHOTO 3ABEAEHWE - BDB3/IOXXWNTEJT MoxXe fa npefsBsasa peknamaumm
npes N3MbAHUTENA 3a:
@) KO/IMYECTBO M HEKOMIM/EKTHOCT Ha CTOKUTE WM TeXHUYecKaTa JOKYMeHTauuna (ABHW HefoCTaTbLUm);
6) KauecTBO (CKpUTU HeLOCTaTbLM):
- NPW [OCTaBAHE Ha CTOKW He OT JOrOBOPEHUSA BWf, MOCOYEH B u/l. 1;
- NPU KOHCTaTMpaHe Ha fedeKTy npu ynoTpeba Ha CTOKMUTE.
(2) Peknamaumun 3a SiBHW HeAoOCTaTbUM Ha CTOKMTe ce npasAt oT JIEYEBHOTO 3ABEAEHUE -
BBb3/TOXXWTEJ], B MOMeHTa Ha npefjaBaHeTO UM, 3a KOETO Ce CbCTaBA MPOTOKO/, MoanucaH u ot
[IBETE CTpaHMW.
(3) Peknamaumm 3a CKpUTW HeAoCTaTbUM Ce NPaBAT Mpes3 Lenus CPOK Ha roAHOCT Ha LOCTaBeHWUTe
CTOKM, KaTo peknamaumaTa ce npuapy’kasa 3aAb/DKUTENHO OT KOHCTATMBEH MPOTOKON, M3AafleH OT
M3nbiHUTENHATA areHuUmMs 3a nekapcTeara.
(4 NEYEBHOTO 3ABEAEHWNE - BBDB3TOXWTEJT e p[nbXkHO fa YyBeAOMM TMUCMEHO
N3MBbTHMNTENSA 3a yctaHoBeHWUTe aedekT B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO WM.
(5) B peknamauunTe ce nocoysa HOMePHLT Ha [OroBopa, TOYHOTO KOIMYECTBO HA NOMYYEHUTE CTOKU C
TEXHUA MapTuaeH HOMep, OCHOBaHWETO 3a peknamauma MU KOHKpeTHOTO uckaHe Ha JIEYUEBHOTO
3ABEOEHWVE - Bb3/TOXWTEJI.



(6) B 5 (net) AgHeBeH CpPOK OT mnofiyyaBaHe Ha peknamauusata, M3MbAHWTENAT cneasa ga
otrosopy Ha JIEUEBHOTO 3ABEAEHWE - BbBb3NTOXWTE/T nNMUCMEHO M KOHKPETHO Janun
npuema peknaMaumaTa Uim g OTXBbPAA.

(7) Npwn peknamaums 3a sBHU HepgocTaTbu U3MBJTHUTENAT e anbXKeH B CPOK OT 2 pabOTHU AHK
OT MONyvyaBaHe Ha peknamauusaTa 3a CBOA CMETKa M PUCK Aa [O0CTaBW Ha MACTOTO Ha [0CTaBAHE
KONMYeCTBOTO NINMCBALLN B OCTaBKaTa / HEKOMMIEKTHU LOTOBOPEHN CTOKM.

(8) Mpu peknamaumsi 3a CKpUTU HegocTaTbun, B cnydan ve WM3MNBIAHUTENAT e npuen
peknamaumsTa, CbWMAT e aibkeH B 10 (geceT) AHEBEH CPOK OT MOMyYyaBaHeTO M Ja 3aMeHu
[OCTaBeHNTe HeAOrOBOPEHU NO BUA / [e(eKTHN CTOKU 3a CBOA CMETKAa W PUCK WM MO MpeueHKa Ha
NEYEBHOTO 3ABEAEHWE - BBb3/TOXWTEJ/T pa BbpHe CbOTBETHATa 4acT OT 3arjareHara
LieHa, BeJHO C Ab/DKUMUTE NINXBU.

(9) MN360pBT Ha MOCOYEHNTE NO-rope Bb3MOXHOCTY [a Ce BbpPHE CbOTBETHATa YacCT OT MIaTeHOTO Wn
[la ce JoCTaBAT HOBM CTOKM npuHaanexun Ha TEYEBEHOTO 3ABEAEHWE - BB3J/TOXWUTEJ n ce
ynpaXkHsaBa OT Hero nog popmara Ha nnucmeHo yeegomsneHne o M3MbHUTEA, kato pasxoauTte
N PUCKOBETe Mo HOBOTO JocTaBsHe ca 3a cmeTka Ha 3MbJ/THUTE/A.

(10) CrokuTe, npegMeT Ha peknamaums ce cbxpaHasatr ot JIEUEBHOTO S3ABEAEHWVE -
BB3/TOXKWTEJ o ypexaaHe Ha peknamauunTe.

XIl. OTTOBOPHOCT MNP HEN3MBINHEHNE
Un. 12. (1) 3a Hem3nb/IHEHWE Ha 3a4b/DKEHNATA CM MO HACTOALLMA LOTOBOP C U3K/HOYEHME Ha Te3n Mo
un. 10, an. 2 u an. 4, UBNBNHUTENAT agbmku HeycTolika B pasmep Ha 0.5 % Ha [eH Bbpxy
CTOMHOCTTA Ha KOHKpeTHaTa 3asiBka, HO He nosedve OT 10 % (geceT NpoLeHTa) OT CTOMHOCTTa Ha
KOHKpeTHaTa 3asBKa, KakTO M 06e3lleTeHVe 3a MpeTbpreHuTe AeWCTBUTENHU Bpean B ClydauTe,
Korato Te HaAXBbpisaT [OroBopeHata HeycToilka. B cnyyaute no un. 4, an. 3, nocoyeHara B
NPeaX04HOTO M3peyeHre HeyCcToiKa B pasmep Ha 0.5 % ce HauMcnABa 3a BCEKM Yac NMPOCPOUnE, HO He
noseye oT 10 % (geceT npoLeHTa) OT CTOMHOCTTA Ha KOHKpeTHaTa 3asBKa, KakTo 1 06e3leTeHne 3a
npeTbpreHuTe AeCTBUTENIHW BPeAW B CllyYauTe, KOraTo Te HaaXBbpAT LOrOBOpeHaTa HeyCToiKa.
(2) Korato npu Hannuve Ha peknamaumn, W3MBJTHUTENAT He M3Nb/HU 3a4b/HKEHMATA CU MO
pasgen Xl OT HacToAWwus A0roBop B CPOK, CbwmAT Abmku Ha JIEHEBHOTO 3ABEAEHWE-
BBH3/NOXWTE HeycToiKa B pasmMep Ha 2 % OT LeHaTa Ha CTOKWUTE, 3a KOMUTO ca HanpaBeHu
peknamauunTe.
(3) IEYEBHOTO 3ABEAEHWE - BB3JTOXXWTE/ ypoBnetsopsBa MpeTeHUUUTE CU OTHOCHO
HEM3Mb/IHEHWETO HA [J0roBopa, KakTo M 3a 3anjawaHe Ha HeyCcTOMKWTe OT CTpaHa Ha
N3MNB/THUTENA KaTo 3aabpXa rapaHumsaTa 3a U3nbaHeHne no un. 7, an. 3, bykea “6” oT A0rosopa,
KaTo npegnpuema [eicTBUA 3a HEWHOTO YCBOsiBaHe. B criyyald, ye CTOMHOCTTa Ha rapaHumsarta 3a
M3NbAHEHWE He MOKpuBa BCUMYKM AbmKkuMu oT U3MBNAHWUTENA HeycToikn, TEYHEEHOTO
SABEAEHWE - BDB3/TOXWTE/ npuxeawa Ab/MDKUMUTE CYMU OT HacpewHM MnawaHns Kbm
N3MNbAHNTENA.
(4) Mpw Tpn NbTK BMHOBHa 3a6aBa Ha M3MbJTHUTENA, npoab/mkuna ¢ noseye OT MOMOBUHATA OT
CpOKa 3a M3Mb/IHEHME Ha CbOTBETHOTO 3aAb/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
3ABEAEHWE - BDB3/TOXWTEJ/ vma npaBo fa npekpaty forosopa egHOCTPaHHO € 15-AHeBHO
npeausBecTye.
(5) NEYEBHOTO 3ABEAEHWE - BB3/TOXWTEJT uma npaBo Aa npekpaTn eHOCTPaHHO 1 6e3
Nnpe4n3BecTe HaCTOALLMSA LOrOBOP B C/lyYal Ha CUCTEMHO HETOUHO M3MbJIHEHME Ha 3afb/DKEHUsATA OT
N3MNBJIHWUTENA wn npeasseHn mnoseye OT TPWM peknaMauum B paMKUTE Ha TpuM Meceua oT
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJ no pega Ha rnasa X|.
(6) B cnyyaii, ye no oTHowweHne Ha M3MBbIHNTENA HacTbnaT obcToATencTeata no yn. 54, an. 1,
m un. 55 an. 1 or 3akoHa 3a o6ulectBeHUTEe nopbykn, JIEYHEBHOTO 3ABEAEHWME-
BBH3/NOXKWTE/T uma npaBo Aa npekpatu eAHOCTPaHHO HacTosAWmMA [AoroBop, 6e3 MMUCMEHO
npeausBecTue 1 6e3 ga Ab/HKN HEYCTOMKM.

X1, POPCMAXOPHWN OBCTOATEJICTBA
Un. 13 (1) CTpaHnTe NO HACTOSLLMS AOTOBOP He Ab/MKAT 06e3lleTeHNe 3a MOHECEHN BPeau U 3aryom,
aKo MocnefHUTe ca NPUYMHEHW B Pe3yTaT Ha HeNpeoaoMma cuna.



(2) Ako cTpaHata, KoATO e c/iefiBasio f[a U3Nb/HW CBOe 3afb/KEHNE NO Aorosopa e 6una B 3abasa, T4
He MOXe Aja Ce N030BaBa Ha HeNpeoo/iMma cuna.

(3) “Henpeogonuma cuna” no CMUCH/IA Ha TO3M AOrOBOP € HenpeaBUAEeHO M/ HenpefoTBPaTUMO
CbOUTVE OT U3BBLHPEAEH XapaKTep, Bb3HUKHA/O Cief CKNHOYBAHETO Ha A0roBopa.

(4) CrpaHaTa, 3acerHata OT HenpeodonMMa Cuna, € ANbXHa [Aa npeanpuveme BCUUKW AEACTBUS C
rpvkara Ha fo6bp CTOMaHWH, 3a Aa Hamaan A0 MUHMMYM MOHECEHWUTE Bpean M 3arybu, KakTo v ga
yBeAOMM MUCMEHO Apyrarta CTpaHa B 7-AHEBEH CPOK OT HAaCTbLNBAHETO Ha HenpeogonvMmMara cuna. Mpu
HeyBelOMsiBaHE B MOCOYEHUS B MNPEOAXOAHOTO W3PEYEeHMEe CPOK Ce Ab/MKM  00eslleTeHne 3a
HacTbNUAMTE OT ToBa Bpeau. Henpeofgonumarta cuna ce [0OKa3Ba OT 3acerHarara CTpaHa CbC
cepTmdmKar 3a (HopCcMaxop, m3fdafeH Mo CbOTBETHMSA pef OT KOMMETEHTHWUA OpraH B Abp)KasaTta, B
KOSITO Ca HaCTbMuAM (POPCMaKOPHUTE OBCTOSATENCTBA.

(5) [AokaTto Tpae HenpeogonMmara cuna, W3NbAHEHWETO Ha 3af4b/DKEHMATA U CBbp3aHUTE C TAX
HacpeLLHW 3a4b/HKeHNs ce crmpa.

(6) He npegctaBnsBa “Henpeofonuma cuna” CcboUTME, MPUUMHEHO MO HEOPEeXHOCT WM 4ype3
YMULLEHO [ENCTBME Ha HAKOS OT CTPaHWUTE WUAWM TEXHWU NPeACTaBUTENN W/WNWN CRYXXUTENN, KaKTO W
Hegoctura Ha napuyHu cpeagctea Ha W3MBJIHWTENA n NEYEBEHOTO 3ABEAEHUE -
BB3/TOXKUTE.

XIV. CIMNOPOBE

Un.14. (1) Bb3HUKHaIUTE Npe3 BPeMeTPaeHeTO Ha [0roBopa CropoBe M Pa3HOracus Mexay CTpaHuTe
Ce peLlaBaT 4pe3 NPeroBopy Mexmay TaX. MocTUrHaTUTe [OrOBOPEHOCTV Ce O(OpPMSAT B MUCMEHa
(hopMa 1 ce NPeBPbLUAT B HEpa3fe/Ha YacT OT JoroBopa.

(2) B cnyuaii Ha HenocTuraHe Ha JOrOBOPEHOCT MO NPEAXOAHMS U/eH, BCUUKM CMOPOBE, NMOPOJEHN OT
TO31 [JOFOBOP UM OTHACALLM CE [I0 HEro, BKOUUTENHO CMOPOBETE, MOPOAEHN OT UMM OTHACSLLM Ce A0
HEroBOTO Tb/IKYBaHe, HefleliCTBUTENHOCT, HEM3Mb/IHEHNE WU NPeKpaTsBaHe Lie 6bAaT paspeLlaBaHu
cnopef, 6bArapckuUTe MaTepUanH U NPOLIECYaANHI 3aKOHW OT KOMMETEHTHUSA Cbf Mo pefa Ha MK,

XV. CbOBWEHNA

Un. 15. (1) BCMYKKM CbOBLLEHUS MeXay CTpaHuTe, CBbP3aHW C M3Mb/IHEHWETO Ha TO3WM [JOroBop ca
Ba/IMAHM, aKo Ca HanpasBeHW B MMCMeHa (hopMa 1 ca NoANucaHn OT YMb/HOMOLLEHWUTe NpeAcTaBUTeNu
Ha M3MNBAHWUTENA nam TEYEEHOTO 3ABELEHUE - BB3/TOXKUTEN.
(2) 3apata Ha CbOGLLEHMETO Ce CMATa:
/ fararta Ha npefjaBaHeTo - Mpy PbYHO NpefaBaHe Ha CbOOLLEHWETO;
) farara Ha noLLeHCKOTO K/IeiMMo Ha obpaTHaTta pasnuncka - npu nsnpaiaHe no nowiara;
6 farara Ha npuemMaHeTo - Npu uU3npatlaHe no akc unm e-mail.
(3) 3a BannaHM agpecy 3a MpveMaHe Ha CbOOLLEHUS W GAHKOBW CMETKM, CBbP3aHU C HACTOSLLMS
[0roBop ce CMATar:

SAV3MNBAHNTENA:

agpec: c. CeetoBpayeHe; yn. "Uasgap Boieoga™ Ne 48, Ten: 02 4051924, dakc 02 4051899, e-
mail: officefSmedex.bg

6aHkKoBa cMeTKa, nocoyeHa ot 3MbJ/IHNTENA: BIC kog: BNPABGSX

IBAN: BG25BNPA94401020015410

SANTEYEBHOTO 3ABEAEHUVE- Bb3/TOXXUTEN:

rp. Cogmsa, yn. ,.bano mope” Ne 8, otgen ,bonHuyHa anteka”, Ten 02 9432429, takc 02
9432117, e-mail: apteka(a)isul.eu,
(4) Mpn npoMsAHa Ha MocoYeHus no an. 3 agpec UM 6aHKOBA CMETKa CbOTBETHATa CTpaHa e A/TbXHa
[ia yBejOMW apyrata B TPUAHEBEH CPOK OT NpPoMsHaTa.

XVI. APYTW YCNOBUA
Un. 16. (1) MpaBaTa M 3a4b/DKEHWATA MO HACTOALWMA AOroBOP He Mmorat ga ce Mpexsbpaat
eIHOCTPaHHO Ha TPeTU nMua W MoJobHM aKToBE He MopaxiaT MpaBHO AeicTBMe 6e3 MUCMEHOTO
cbrnacue Ha fpyrara CTpaHa, OCBeH B CiyyauTe Ha obesneyaBaHe (rapaHTvpaHe) Ha 3afb/DKeHUs Mo
6aHKOBU KpeauTu.
(20 3a HeypefeHWTe BBMPOCK B HACTOALMS [OrOBOP Ce npunara AenCTBaWoTo 6bArapcko
3aKOHOAATe/NCTBO.



XVII. NMOAN3MBNAHUTENN - Henpnnoxummo
(NpUNo>K1MO camo B ClydanTe, B KOUTO M30paHns 3a M3MbJHUTEN y4aCTHUK e NOCoUMA, Ye Le
nonsea noAM3NbIHUTENN, NPY CKNOYBAHE HA PAMKOBOTO CnopasyMeHue)
Yn. 17. (1) NOAN3NBNHNTENNTE Tpsi6Ba fa 0TroBapaT Ha CbOTBETHWUTE KpuUTepuu 3a nogoop
Cb00pasHo BMAA M [ena OT Nnopbykata, KOWTO LLe U3Mb/IHABAT, M 3a TAX [a He ca Ha/mue OCHOBaHus 3a
OTCTpaHsABaHe OT npoueaypara.
(20 NEYEBHOTO 3ABEAEHWVE - Bb3/TOXWMNTEJ nsnckea 3amsaHa Ha NMOAV3MNBb/IHATE,
KOMTO He 0TroBaps Ha ycnosusaTa no an.l.
(3) Korato yacTtTta OT nopbukara, Kosito ce m3nbvaHasa ot MOAN3MBJHWTE, moxe ga 6bae
npegageHa kato otgeneH o6ekt Ha N3MBAHUTENA wwm Ha NEYEBEHOTO 3ABEAEHUE -
BBb3/TOXXWNTEJ/, nocnefHua 3annalla Bb3HarpakaeHue 3a tasu yact Ha MO AN3MbJ/IHUTENA.
(4) PasnnawaHuATa nNo an. 3 Ce OCblecTBABaT Bb3 OCHOBA Ha WCKaHe, OTNpPaBeHO OT
NnOAN3MNBIIHUTENA po JIEUHEBHOTO 3ABEAEHWE - Bb3JIOXKWTE/  upes
N3MNBTHANTENA, KoOTo e AbXeH fa ro npefoctaBu Ha Bb3NOXKUTENs B 15-AHEBEH CPOK OT
Nnony4yaBaHeTo My.
(5) KvMm nckaHeto no an. 3 U3MBbJIHUTENAT npefocTaBs CTaHOBULLE, OT KOETO [a € BUAHO Jau
ocropsa nnaLlaHmuaTa UM YacT OT TAX KaTO HEAL/DKUMU.
(6) NTEYEBHOTO 3ABEAEHWVE - BBb3/TOXWTE/T vma npaBo fa OTKaxe njawiaHe no an. 3,
KOraTo MCKaHeTo 3a naLlaHe e OCropeHo, 40 MOMEHTa Ha OTCTpaHABaHe Ha NPUYMHATA 38 OTKa3a.
(7) Hesasucumo ot umsnonssaHeto Ha MOAMIIMTB/IHUATEJIA oTroBopHOCTTA 3a WM3Mb/IHEHME Ha
porosopa e Ha U3MbJ/THUTENA.

XVII. SAKNKOYUTENTHW PA3IMOPEABU
Un. 18. (1) MNMpu cbCTaBAHETO Ha HACTOALLMSA LOroBOP Ce NpeAcTaBmxa CnefHUTe LOKYMEHTU:
V JokymeHTr no un. 112 ot 30IT;
S Jeknapauusa no yn. 55, an. 6 ot 3/IMXM (Korato e nNpuiIoXK1Mmo);
S MapaHLma 33 U3NbHEHNE,;
L)) TexHunyecko 1 LieHoBO npeanioXkeHne, HepasfenHa YacT oT 40roBopa,;
(2) HacToawumaT [oroBop ce CbCTasu B TPU eAHO06PAa3HN eK3eMnifpa Ha ObArapcky esmk - efuH 3a
N3MBbNHWNTENA v aga 3a TEHEBHOTO 3ABEAEHWE - Bb3/TOXXWNTEJ.

e 3anuueHa nHpopManus
3anmueHa nHpoOpMaIHs KUTEN
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NO1ABO6
NO1ABO8
N04BB01

isoflurane
Sevoflurane

Amantadine

VHXaaTopHa
MHXanaTopHa

napeHTepanHa

MNpegnaraHn LLEHOBU napamMeTpu

3abenexk Mspka
mi
mi

mg

| Craryc

BanngeH
BannpaeH

BanngeH

Heobxoan

M 6poii
MSPKK

500000
200000
40000

En.ueHa 6e3
nac
0,463667
0,665934
0,144150

En.ueHa
[ac
0,556400
0,799121
0,172980

O6ula ueHa OO6lla LeHa ¢
6e3 44C aac
231833,50  278200,20
133186,80 159824,16
5766,00 6919,20
370786,30 444943,56



O6ocobeHa nosnuma 1

Heobxoau
JlekapcTs o Mspka Tbproecko  Konmyectso OkoHuarte
M Bpoii 3abenexk Craryc 36paH HannueH
ATC INN eHa mg,tab!, PY HavMEeHOBaH  aKTMBHO  Mspka NHa
MSPKK Ha nnc PY B1C
thopma 13 ml/ ve BELLLECTBO OrnakoBkKa
JHXANIATO AbbVie Ltd,
NO1AB0O6 Ha 500000 ml :0eH He O6eanHeHo
P KpasncTteo
bakctep bvarapus HanmueH
B2 oon Borapms  CTAe 100 m ! B MIC
1)1W111111118 1212 i 1] HaﬂVlLleH
Aerrane 250 ml 1 B T11C
MC dapma AL,
He
Buarapus
AbbVie
NO1ABOS  Sevoflurane '@ 200000 i Bawgen  He Deutschiand
pHa f GmbH & Co. KG,
l'epmaHms
bakctep Bvarapus  Sevoflurane HanmueH
Ba toop Buirapus  Baxter 100% 20 m B MIC
napeHTep Merz 0,4 mg/ml HanmueH
. B . _ y -
N04BBO1  Amantadine AHa 40000 mg annaeH la Pharmaceuticals PK-Merz 500 m 1 & TUIC

GmbH, 'epmaHus





