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NOrOBOP oT.ow1
3A JIOCTABKA HA NEKAPCTBEHU MPOAYKTU

OHec, . .y . ... 2021 r., B rp. Codma, mMexxay:

YMBAN"Uapuua WMoanHa-UCYT"EA/l, cbCc cefjavlle W aapec Ha yrpasieHue B Ip.
Codms, painoH "Obopuiue”, yn. "bano mope” Ne 8, Ten. 9432215, dakc 9432180, EMK 831605806,
npefcrasnasaHo o1 Jllobomup lNeHeB - V3Mb/HUTENEH AMPEKTOpP, HapuyaHOo Mo-4o/y 3a KpaTKocT
~JIEHEBHO 3ABEAEHWE - Bb3/TOXXUNTE/” o1 egHa cTpaHa

7

®bOHUMKC dapma” EOO/[ cbvc cepanmule n agpec Ha ynpasneHuwe rp.Codua-1700, yn.
OkonospbcTeH nbuT* Ne 199 a, Ten: 02 9658100, dakc 02 9658828, EWMK 203283623,
npegcrasnssaHo oT BecenvH KyHeB 1 Hukonain Kones - ynpasuTenu, HapuyaHo no-fony 3a KpaTkocT
LN3MBNHWTEN” oT apyra ctpaHa,

Ha ocHoBaHMe un. 112 ot 3akoHa 3a obuiectBeHuUTe nopbuky (30M1), BbB Bpb3Ka C MPOBEAeH
BbTPELLEH KOHKYPEHTEH M36op/monbiHeHa odepTa no PamkoBo cnopasymeHue Ne PA-11-110 ce
CK/IH0YM HACTOALLMSA LOroBOp 3a CNeAHOTO:

. MPEAMET N CPOK HA JOIOBOPA

Un. 1 (1) TEYEBHO 3ABEAEHWE - BB3/TIOXWTEJ Bbv3nara, a U3MBbJIHUTENAT ce
3ab/KaBa [a U3BbLPLUY JOCTaBKa Ha CNeHUTE NEKAPCTBEHN NPOAYKTU:

1 . ft tit

jlsi Ji

Inhalation powder 160

RO3AKO7 8udes°®"i‘te; MHXanatopHa | ub
Formoterol pra J mcg/4,5 mcg/dose BanuaeH 200
Inhalation powder, i
RO3BBO4  +1: . top unm MHXanaTopHa P meg/delivered BanngeH 3240
bromide hard capsule dose
SO1EAO05  Brimonidine BUTReaTHA ml BannpneH 1000
TeyHa
BUTPeasHa
SO1E051
Timolol Teuna 20 mg/ 5 mg/ml mg BanngeH 12500
BUTpeasHa
SO1ED51
SO1E Timolol Teuta 40 mg/ 5 mg/ml mg BanugeH 22500
bOIEEOI  Latanoprost BiTPeasHa ml BanungeH 250
TeyHa
VO3AB15 Naloxone napeHtepanHa ' - / : mg BannpeH 40
VO7ABOO  w o ters napeHTepasHa ml BanuaeH 1000000

injection

(2) [loroBopbT BAM3a B Cuia OT JaTaTa Ha MOAMMCBAHETO My OT /BeTe CTPaHW W e CbC CPOK [0
31.12.2021 r.

(3) 3a npogyktn ¢ ATC SO1EA05, ATC SO1ED51 20 mg/ 5 mg/ml, VO3AB15 u Y 0XX«00«V
forosopsuT BAKn3a B cuna ot 01.10.2021 .



Il. LLEHW N OBLA CTONHOCT HA JOCTABKUTE MO JJOrOBOPA

Un. 2. (1) LUeHaTta Ha cTokMTe Mo 4i.l e cbriacHoO LeHOBO npeasioxkeHve Ha U3MBAHUTENA,
Hepasfe/iHa yacT OT 40roBopa.

(2) LleHaTa BK/HOYBA CTOMHOCTTA Ha CTOKAaTa, ONakoBKa, 3aCTpaxoBKa v TpaHcnopT go JIEUEBHOTO
SABEOEHWNE - BB3J/TOXXWTEJ npy MUHMMaNEH CPOK Ha rOAHOCT He no-KpatbK oT 40 % ot
005BeHNA OT MPOM3BOAUTENA 3a /IEKAPCTBEHMTE MPOAYKTU UM He MO-KpaTbK OT 20 % OT 005BEHNSA OT
NMpPOV3BOANTENSA 3a BMOMPOAYKTUTE UK BMONoLOoOHUTE NPOAYKTU. MUHUMANHUAT CPOK Ha FOAHOCT Ce
onpefens KbM flaTaTa Ha BCAKa OCTaBKa Ha /IeKapCTBEH MPOAYKT.

(3) Obuwata CTOMHOCT Ha AOCTaBKMTe MO Aoroeopa e Ao 77 266,34 nea 6e3 BkawoyeH AAC un go
92 719,61 nesa c BkntoyeH AAC.

(4) LeHaTa no gorosopa e (MKcmpaHa, He NoA/ieXxxn Ha NpoMsiHa 3a Cpoka Ha [eiiCTB1e Ha [oroBopa,
0CBeH B c/lyyamnTe Ha 116 ot 30r1.

(5) B cnyuyait, Ye npe3 BPeEMETO Ha [eiCTBUE Ha CbOTBETHUSA LOrOBOP CTOMHOCTTa, KOATO CriefBa fa ce
3annawa ¢ ny6anyHM cpeacTsa Ha leKapcTBEHW NPOAYKTU OT TO3UTUBHUA IEKAPCTBEH CMUCHK CTaHe
Mo-HWUCKa OT [OroBopeHaTa, /leYeOHOTO 3aBefeHWe -  Bb3/IOXWTEN  6Ge3yCc/noBHO  3anaiia
NeKapCTBEHUTe MPOAYKTU Ha MO-HUCKATa CTOMHOCT, CUUTAHO OT:

- [arata Ha B/M3aHe B CWNa Ha peLleHneTo Ha HauuoHanHMA CbBET N0 UeHU U
penmbypcupaHe Ha nekapcTeeHUTe npodyktn ( HCLP/IM);

- [aTaTa Ha akTyanmsauusaTta Ha [No3nTnBHMA NeKapcTBeH CNMCHK No pefa Ha un. 57, an. 1ot
Hapep6ata 3a ycnosusaTta, npasBunata M pefa 3a perynvpaHe WM peructpupaHe Ha LEHWUTE Ha
nekapcTeeHnTe npoayktn (HYTIPPPLJIM) 3a nekapcTBeHUTE MNPOAYKTWM C HamasieHa CTOMHOCT 3a
OMaKoBKa, 134mcneHa Ha 6a3a pethepeHTHa CTOMHOCT.

B cnyyvante no npeaxoAHOTO M3peyeHWe, CTOMHOCTTa ce Oonpefens KbM MOMEHTA Ha
[loCcTaBKara (nofnuceaHe Ha NpueMo-npeaasartesieH NPOTOKON).

. ycnosumda M1 HA4YMNH HA NNIAWAHE

Yn. 3 (1) MnawaHeTo No HacTosLWwMsA [OroBOp Ce OCbLUECTBABA Ype3 6aHKOB MPEeBOA OT CTpaHa Ha
NEYEBHO 3ABEAEHWE - BB3/TOXXWTEJT no nocoyeHarta B un. 15, an. 3 6aHKOBa CMeTKa Ha
N3MNBIHUTENA.
(2) 3annawaHeTo Ha CTOKWTE MO AOroBopa Ce M3BbPLUBA OT/IOXEHO B CPOK A0 60 /wectecetus/ feH
cfef NpefcTaBsHe Ha CnegHUTe LOKYMEHTU:

1 JlocTaBHa (paKTypa, CbCTaBeHa CbrnacHoO u3nckeaHuaTa Ha 344C v NN3A4A4AC;

2. [puemartenHo-npenasaTeiHA NPOTOKONN;
(3) B cnyyait, ye rnocoyeHuTe B Un. 3, an. 2 AOKYMEHTU ca HEpe[OBHW WM HEe Ca KOMMEKTOBaHMU,
cblmTe ce Bpbwat Ha 3MBJTHUTENA ¢ npuemaTenHo - npefasatesieH NPOTOKO/ 3a U3MNpaBsaHe
Ha HepefHocTUTe. CPOKbLT Mo YUn.3, an. 2. 3anoysa fja Teye OT Aarara Ha NPeACcTaBAHETO Ha NocnegHus
N3UCKYeM Ce JOKYMEHT.
(4) Mpu hakTyprpaHe Ha 3adBEHNTE KOMIMYECTBA /IeKAPCTBEHW MPOAYKTW, MO BCAKA OTAENHA 3asBKa,
LleHaTa Ha OMakoBKa He cfefdBa fa HaasuLiasa onpegeneHata B MO3UTUBHUA NEKapCTBEH CMMCHK-
MpunoxeHve Ne 2, pediepeHTHa CTOMHOCT Ha OMAaKOBKa 3a CbOTBETHMSI NIeKapCTBEH NPOAyKT. B
C/lydal Ha M34MCnsiBaHe Ha CTOMHOCT MO-BMCOKa OT pelpepeHTHaTa CTOMHOCT Ha OMakoBKa 3a
CbOTBETHMS IEKAPCTBEH NPOAYKT, CTOMHOCTTA Ce HamansBa 1 3annaila A0 CTOMHOCTTa Ha OnakoBKa
onpeaeneHa B M03UTMBHUA NEKAPCTBEH CNUCHK- [MpunoxkeHme Ne 2.

IV. CPOK HA JOCTABAHE

Un. 4 (1) NEYEBEHOTO 3ABEAEHWE - Bb3/TOXXWTEJ 3asBsBa He0O6X04MMUTe MYy KONNYECTBa
Cc nucmeHa 3aaBka fo W3IMBb/IHUTEJIA. 3adBkata ce BpbyBa /IMYHO CpeLly 1o,
N3MBJTHATENTA nnamM ynbiHOMOLLEHO OT HEro aAuue wan ce usnpawa c npenopbyaHoo
obpaTHa pa3nucka, no akc Uam no efeKTPOHeH MbT. (&

(2) Bcaka oTgenHa [ocTaBKa, cnefpa fAa Obfe AoCTaBeHa B CPOK A0 7 KaneHgapH™o[HWyCnen
nonyyasaHe Ha 3aaBkarta oT IEMEBHOTO 3ABEAEHWE - Bb3/TOXKWTEJ 1 3a konnu”?



OnakoBKMTe (CbOOPa3HO KOHKPETHWUTE JIeKApPCTBEHW MPOAYKTW, TMOCOYEHW B TEXHWYECKOTO
Nnpea/ioKeHVe Ha M3MbAHWUTENS), TOYHO OnNpefesnieHN B 3asBkata. B cnyyald, Ye ce npaBu Mbpsa
[0CTaBKa OT fafieHa napTuia Ha fiekapcTBeH NPoAyKT, ce npefcTtass CepTuMKaT 3a 0CBOOOXKAaBaHe
Ha nmapTugaTa, vsfgageH oOT KsanuuuupaHo nuue no 3J/IMXM Ha efieKTPOHeH HOocUTen Wan no
e/IEKTPOHEH MbT Ha e/1eKTPOHHaTa MoLa, nocoYeHa Kato ajpec 3a KOPECMOHAEHUNA, NPUAPYXKEH C
NnpeBof Ha Ob/IrapcKy e3nk oT (pMa, CKIYKUIa AOroBop ¢ MUHUCTEPCTBO Ha BbLHLUHWTE paboTy 3a
M3BbpPLUBaHE Ha ouumanHu nNpeBogn. 36poeHnTe JOKYMEHTU Ce NMPeAcTaBAaT B CbOTBETHOTO 3BEHO,
onpeaeneHo OT /le4e6HOTO 3aBefjeHue - Bb3NoXKUTeN. pu cnefpawy AOCTaBKM Ha NeKapCTBEHW
MPOAYKTM OT CbLyaTa NapTuaa, CepTUPUKaTLT He ce NpeacTass.

(3 B cnyyair Ha HeobxoauMmocT OT cnewHa poctaska, JIEUHEBHOTO 3ABELEHWE -
BBH3/NOXWTEJT nocousa M3pMYHO B 3asBKaTa, 4Ye € Heobxoaumo Aa 6bfe M3BbpLUEHA CheLlHa
focTtaBka. B To3n cnyuyald, foctaBkaTta cnefpa fa 6be M3BbplUeHa 0 6 yaca OT MosfiyyaBaHe Ha
3adBKaTa M 3a Ko/myecTBaTa M OMakoBkMTe (CbOOPasHO KOHKPETHWUTE /NeKapCTBEHU MNPOAYKTY,
MOCOYEHN B TEXHNYECKOTO NPEeAJIOXKEHNE Ha U3Mb/IHUTENA), TOYHO ONpeseneHu B 3aaBKaTa.

4 N3INBNHUNTENAT ce 3agb/mkasa, B CPOK A0 1 paboTeH AeH, B CyvanTe Mo an. 2 U B CPOK 10 1
yac, B C/lyyauTe Ha an. 3, C/ef noslyyaBaHeTO Ha BCfKa 3asBKa fJa yBefOMU MUCMEHO WAKU MO (pake
NNEYEBHOTO 3ABEAEHUE - BBb3/IOXXWTEJ B cnyyald Ye He MOXKe fia M3BbPLUM A0CTaBKa WUn
B C/lyyald, Ye He MOXe fa Crnasu CPOKbT 3a M3BbPLUBAHE HAa A0CTaBKata, NpefMeT Ha KOHKpeTHaTta
3aBKa.

(5) Kbm paTtata Ha BCAKa [0CTaBKa, OCTATbYHMAT CPOK Ha TOAHOCT Ha /IEKApCTBEHUTE MPOAYKTH,
cneapa fa 6bae He no-manbk 0T 40 % /yeTupuaeceT Ha cTo/ OT 06SIBEHMSA OT NPON3BOANTENS.

(6) Kbm patarta Ha BCsiKa AOCTaBKa OCTaTbYyHUAT CPOK Ha rOAHOCT Ha 6MoNpoayKT vamn 6uonofobeH
NpoayKT, cneaga fa 6vae He no-manbk oT 20 % /aBafeceT Ha CTO/ OT 065BEHNA OT NPOU3BOANTENS.
(7) 3a konuyecTBa AocTaBeHW M3BbLH 3asBkata no un. 4, anl, TEYEBHOTO 3ABELEHUE -
BB3/TOXXWNTEJ] HAMa 3a4b/DKeHME 3a NnaLlaHe.

(8) B cnyyaute no un. 10, an. 7 OoT JOrosopa, CPOKLT Mo an. 2 M 3 3anoysa Aa Teye OT faTara Ha
nnucmeHoTo cwvrnacne Ha JIEUEBHOTO 3ABEAEHWE - BB3/TOXWUTE.

V. MACTO HA JOCTABAHE

Un. 5. (1) 3a MACTO Ha foCTaBsAHe Ha CTOKWUTE MO TO3M 4OroBOp Ce onpeaens cnegHus agpec: Copus,
yn. ,,bano mope” Ne 8, YMBA ,Llapuua MoaHHa-ICYN” EAL - oTaen ,,6onHMuYHa anTeka”
(2) PUCKBT OT cny4aiiHOTO NOrvBaHe WM NOBpeXaHe Ha CTOKUTe npemmnHasa BbpXy JIEYEEHOTO
SABEAEHWE - BDB3/TOXKXWTEJT oT MOMeEHTa Ha MnpuvemMaHeTo MM Ha MACTOTO Ha [J0CTaBsHe C
npuemMaTeniHo-npeaasaTenieH NPOTOKO.

VI. BATA HA JOCTABAHE HA CTOKNTE

Un. 6. 3a gara Ha gocTaBsHe ce cumMTa JaraTa, Ha KOATO CTOKWTE ca AO0CTaBeHW [0 ajpeca NoCo4YeH B
yn. 5, an. 1, npun ycnosuaTa Ha yn. 9, an. 2.

VII1. 3AAB/IXKEHNA HA N3MBIHUTENA

Un. 7. U3MBJTHUNTENAT ce 3agb/kasa:

1 [la focTaBn CTOKUTe B JOrOBOpPeHWMs CPOK WM fa ru npefage Ha IEHEBHOTO 3ABEAEHUE -
BB3NTOXUNTE.

2. [a npefage CTOKMTe, NMakeTUpaHU U MapKupaHu B CLOTBETHUA BUA, KOMYECTBO W KauyeCTBO Ha
MACTOTO Ha AOCTaBsHe.

3. lNpv noanucBaHETO Ha fOroBopa fia NpeacTaBu:

a) AOKYMeHTK no un. 112, an. 1ot 30r1.

0) rapaHumsa 3a M3Mb/HeHWe, B efHa OT opmuTe, onpeaeneHn B yun. 111, an. 5 ot 3001,

Ba/MAHOCT 60 AHW cnepf M3TMYaHe CpoKa Ha [0roBopa, KOATO Ce 0CBOO0XKAaBa B CPOK A0
M3Mb/IHEHWE Ha fioroBopa. B cryyait, Ye BaIMAHOCTTA Ha rapaHumMaTa n3tmya npeau

n3nbvnHeH, N3MbBJIHUTEJTAT ce 3agb/kasa fa YAb/HKM CPOKa Ha Ba/IMAHOCT Ha



TO/IKOBa [HW, Taka 4e rapaHumaTa ga rnokpusa o4akBaHuA CPOK 3a U3Mb/IHEHME Ha Aorosopa nitoc 60
AHW. TapaHunsaTa e B pasmep Ha 3% OT CTOMHOCTTa Ha gorosopa 6e3 44C 1 Bb3num3a Ha 2 317,99
nesa.

(4) [Aa pocTtaBs nekapcTBeHW MPOAYKTW, KOWTO OTroBapAT Ha W3UCKBaHWATA Ha 3akoHa 3a
NeKapcTBeHWTe MPOAYKTU B XyMaHHaTa MeanumHa (3/TXM) - aa npuTexxasaT Ba/IMAHO paspeLleHue
3a ynotpeba B cTpaHaTa, udgageHo no pega Ha 3/IMXM wnu PernameHT (EO) Ne 726/ 2004 r. Ha
EBponeiickus napnameHT 1 Cbeeta /un. 23, an.l Ha 3/ITTXM/.

(5) Oa poctaBsA fekapCTBEHU MPOAYKTW, KOUTO ca BKIKOYeHU B punoxeHne Ne 2 Ha M03UTUBHUA
NEeKapCcTBEH CMUCHK.

(6) B cnyyaid, ye ce npasu NMbpBa JOCTaBKa Mo AajeHa napTuia Ha 1IekapcTBeH NPOAYKT, Aa NpeLcTass
CepTumkaT 3a 0CBOOOX/AaBaHe Ha napTuaata, vafafdeH OT KBanmduumpaHo nuue no 3/1MXM Ha
€NEeKTPOHEH HOCWUTEN WAW MO eNEKTPOHeH MbT Ha efleKTpPOHHaTa Molla, NnocoyeHa Kato afpec 3a
KOPEeCMNOHAeHUMS, NPUAPYXXEH C NPeBO4 Ha ObArapcky e3vk OT (mMpMa, CKIK4YMna LOrosop C
MUHNCTEPCTBO Ha BbHLUHMTE paboTy 3a M3BbPLUBaHE HA O(hULMAIHW NPEBOAM.

Vi, 3A0B/DKEHNA HA NTEYEBHOTO 3ABEAEHWE - Bb3/TOXXUNTE/

Un. 8. TEHEBHOTO 3ABEAEHWE - Bb3J/TOXXWTEJ] ce 3aabmkasa:
1 [a npueme JOCTaBeHUTE B CPOK 1 HA MACTO CTOKM, CbOTBETCTBALLM MO BUA, KOIMYECTBO U KayeCTBO
Ha OnMcaHOTO B HACTOALLMA LOroBop.
2. [la 3annatu foCTaBeHUTE CTOKM MO peAa Ha un. 3 OT HaCTOALLMA LOroBop.
3. Cnep, nNpyknOYBaHe M3NbIHEHNETO Ha [OroBOpa A4a 0CBOOOAW rapaHumATa 3a U3nb/iHeHve, 6e3 ga
Ob/DKN INXBU 3a CPOKa, Npe3 KOMTO cpeacTBaTa 3aKOHHO ca NPEeCTOSNN Y Hero.

IX. MPMEMAHE N NMPEJABAHE HA CTOKNTE

Yn. 9. (1) NpremaHeTo Ha CTOKMTE Ce U3BbPLUBA HA MACTOTO Ha JOCTaBAHE MOCOYEHO B Y. 5, an. 1
(2 W3NBNHWUTENAT wm ynbJHOMOWEH OT Hero npeacTaBUTeNl W MpeacTaBUTENl  Ha
NEYEBHOTO 3ABEAEHUWE - BbB3/IOXWTE/T noanucsar npuemMaTenHo-npesaBaTenieH
NPOTOKO/, YA0CTOBepABaLL, NOyYaBaHETO Ha CTOKUTE.

X. KAYECTBO, TAPAHUMN 1 CPOK HATOAHOCT

Yn. 10. (1) CTokuTe, NpeameT Ha HACTOALLMA AOroBOp, ClefBa Aa OTroBapAT Ha U3UCKBaHMATA Ha Yfl.
7,an.4unb.
(2) Kbm pataTa Ha focTaBkarta, OCTaTbYHMAT CPOK HA FOLHOCT Ha /IEKApCTBEHUTE MPOAYKTW, CnefBa
Aa 6bae He no-mManbk oT 40 % /yeTmpmnaeceT Ha CcTo/ OT 065IBEHMS OT NPOU3BOAUTENS.
(3) B cnyyait Ha focTaBKa Ha IeKapcTBEHMS MPOAYKT € MO - KPaTbK OT OrOBOPEHUS CPOK Ha FOAHOCT,
Ob/HKMMaTa HeYCToMKa a 6be NPOMEHeHa, KakTo crieipa:

0T 39,99% a0 30% - 3 % BbPXY CTOMHOCTTA Ha [10CTaBKaTa;

0T 29,99% 10 20% - 5 % BbpXY CTOMHOCTTA Ha JOCTaBKaTa;

oT 19,99% no 10% - 7 % BbpXYy CTOMHOCTTA Ha [10CTaBKaTa;

nog 10% - 10 % BbpXy CTOMHOCTTa Ha JOCTaBKaTa.
(4) OCTaTbUYHMAT CPOK HAa rOAHOCT Ha GuonpofyKT /6uonofobeH NPOAyKT, cnefga Aa Obhe He no-
mMatbK 0T 20 % /nBafieceT Ha CTO/ OT 065IBEHUS OT NPOM3BOAMUTENA KbM AaTaTa Ha BCSKa JOCTaBKa.
(5) B cnyyain Ha focTaBka Ha 6uonpofyKT/61Monoo6eH NPOAYKT € NO - KpaTbK OT A0rOBOPEHUS CPOK
Ha rogHoOCT, Ab/DKMMaTa HeYCTOVKa e KaKTo Cnefpa:

oT 19,99% no 10% - 2 % BbpXY CTOMHOCTTA Ha AOCTaBKaTa;

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

nog 5% - 6 % BbPXY CTOMHOCTTa Ha AoCTaBKaTa.
(6) NTEYEBHOTO 3ABEAEHWVE - BB3/TOXXNTEJT MoXe fa OTKaXe npuemaHeTo
aKo B [IeHSl Ha TAXHOTO MPUCTUraHe WAN NPUEMaHe OCTaTbYHWUA CPOK Ha FOLHOCT € Mo
onpegeneHuns B un. 10, an. 2. n an. 4 MUHUMaNEH CPOK Ha rOAHOCT.
(7) OocTaBKaTa Ha /fIeKapCTBEH MPOAYKT C OCTaTbyeH CPOK Ha FOAHOCT MO-manbk oT 1
065BeHNA OT MPOU3BOAUTENS N HA BMONPOAYKT/6MONOL06EH NPOAYKT C OCTaTbyeH CPOK



Nno-manbK OT 5 Ha CTO OT 06sBEHWUA OT NPOU3BOAUTENS Ce M3BBLPLUBA CaMO C MUCMEHO Cbr/acue Ha
NEYEBHOTO 3ABEAEHWE - Bb3/TOXWTEJT 3a KOHKPETHO KONMYEeCTBO, OMpeAesieHo OT Hero.
Bes m3pnyHo nucmeHo cwvrnacve Ha JIEUEBHOTO 3ABEAEHUWE - BB3J/TOXXWTEJT cTokuTe
HAMa fa 6baaTt 3anaLlaHu.

(8) NckaHeTO 3a MMCMEHO Cbrnacue, B Cnyyaute Ha an. 7, cnegga ga noctenu B JIEYHEBHOTO
3ABEOEHWE - Bb3/TOXKWNTEJ B cpok fo 1 (eanH) paboTeH AeH OT MosiyvaBaHe Ha 3asBKara.

(9) B cnyyanTe Ha cneLwHu JOCTaBKM NMOCOYeHNTe B al. 3 U a/l. 5 HEYCTOMKM He ce npuarar.

Xl. OTFTOBOPHOCT 3A HETOYHO U3NBbJ/IHEHUWE. PEKTAMALWN

Yn. 11. (1) NTEYEBHOTO 3ABEAEHWVE - BBb3JTOXKMNTEJ1 moxe fa npefsssBa pexknamamm
npeg N3MbNAHUNTEA 3a:
a) KO/IMYECTBO M HEKOMMNEKTHOCT Ha CTOKMTE WK TeXHMYecKaTa JOKYMeHTauus (9BHU HeJocTaTbuy);
6) Ka4yecTBO (CKPUTK HeoCTaTbLN):
- NPV [OCTaBAHE Ha CTOKMN He OT AOrOBOPEHNSA BUA, MOCOYEH B uf. 1;

NpW KOHCTaTUpaHe Ha AetheKTr Npun ynotpedba Ha CTOKUTE.
(2) Peknamaumn 3a ABHW HepocTaTbLM Ha CTOKuTe ce npasdat oT JIEHEBHOTO 3ABEAEHWUE -
BB3/TOXKWTEJ, B MOMeHTa Ha npefaBaHeTo MM, 33 KOETO Ce CbCTaBA MPOTOKO/, MOAMUCAH U OT
[\BeTe CTpaHu.
(3) Peknamauun 3a CKpUTW HefOCTaTbLM Ce NPaBAT Mpe3 Lenns CPOK Ha roAHOCT Ha [LOCTaBeHWUTe
CTOKM, KaTo peknamauumdaTta ce npuapy>kasa 3a4b/HKUTEIHO OT KOHCTaTUBEH MPOTOKON, M3gafeH oT
M3nbnHUTENHATA areHums 3a fiekapcTeaTta.
(4 NEYEBHOTO 3ABEAEHVE - BDB3/TOXWTE/T e AMbkHO fAa yBeaOMWU  MUCMEHO
N3MBbIMHWTEA 3a yctaHoBeHUTe fetheKTU B 5 (MET) AHEBEH CPOK OT KOHCTATUPAHETO UM.
(5) B peknamaLuute ce nocoysa HOMepbT Ha A4OrOBOPa, TOYHOTO KOIMYECTBO HA NOyYeHUTe CTOKM C
TEXHUA MapTUAeH HOMep, OCHOBAHWETO 3a pPeKnamauus U KOHKPETHOTO MckaHe Ha JIEHEBHOTO
3ABEOEHWE - Bb3/TOXXWUTE.
(6) B 5 (net) gHeBeH CpoK OT nosy4yaBaHe Ha peknamaumatra, M3MBJIHUTENAT cnegsa ga
otroBopy Ha JIEUEBHOTO 3ABEAEHWE - BDB3/TOXXWTEJ/T NUCMEHO WM KOHKPETHO [fanu
npuemMa peknamaumaTa uam 1 0TXBbpas.
(7) NMpwn peknamaums 3a sBHU HegocTaTbUm USMTBTHUTENTAT e AnbXeH B CPOK OT 2 paboTHU AHU
OT MNONyYaBaHe Ha peknamaumaTa 3a CBOA CMETKa M PUCK Aa A0CTaBM Ha MACTOTO Ha [OCTaBsAHe
KONMYECTBOTO NINMCBALLM B fOCTaBKaTa / HEKOMIMIEKTHN LOTOBOPEHWN CTOKM.
(8) Mpu peknamaums 3a CKpUTW HegocTaTbuu, B cnydail ye W3MNBJIHUTENAT e npuen
peknamaumsTa, CbWwuAT e AnbkeH B 10 (geceT) [AHEBeH CPOK OT Mo/y4vyaBaHeTO M Aa 3aMeHu
[OCTaBEHNTE HeAOrOBOPEHN MO BUA / Ae(eKTHN CTOKM 3a CBOA CMETKA M PUCK WM MO MpeLeHKa Ha
NEYEBHOTO 3ABEAEHWE - BDB3J/TIOXKXWTEJ/T ga BbpHe CbOTBETHATa 4acT OT 3annaTeHara
LieHa, BEAHO C AL/DKUMUTE NINXBU.
(9) MN360pbT Ha NOCOYEHUTe NO-rope Bb3MOXHOCTU Aa Ce BbpHe CbOTBETHATA YacT OT MNIaTEHOTO WK
[la ce AoCTaBAT HOBW CTOKM npuHagnexu Ha IEHEBHOTO 3SABEAEHWME - BBH3/TOXWNTE/ v ce
yNpaXkKHsABa OT HEro nog ¢opmara Ha nucMeHo yeegomneHme o N3MNbJTIHUTEJA, kato pasxoauTte
1 pUCKOBeTe Mo HOBOTO JocTaBsAHe ca 3a cmeTka Ha 3MbJ/THUTENA.
(10) CrtokuTe, npegMeT Ha peknamauma ce cbxpaHasaTr or JIEUEBHOTO 3ABEAEHUME -
BB3/TOXKWTEJ po ypexzaHe Ha peknamauuuTe.

XIl. OTFrOBOPHOCT MNP HEN3MNBJ/IHEHWE

Un. 12. (1) 3a HeM3Nb/IHEHME Ha 33 b/DKEHMATA CM MO HACTOALMA LOr0BOP C U3K/KOYEHME Ha Te3n Mo

un. 10, an. 2 u an. 4, N3MNBNTHUTENAT abmkn HeycToilka B pasMep Ha 0.5 % Ha [eH BbpXy
CTOMHOCTTA Ha KOHKpeTHaTa 3asiBKa, HO He noBeve OT 10 % (meceT npoueHTa) OT CTOMHONA8OHN
KOHKpeTHaTa 3asBKa, KakTo M 06e3lleTeHue 3a MnpeTbprieHnTe AEACTBUTENHN Bpean B /&Yy4HnnTE>Y(\'
Korato Te HaAXBbpAAT [OroBopeHaTa HeycTolka. B cnyyamte no un. 4, an. 3, no

NPeaXo4HOTO M3peYeHre HeyCToKa B pasmep Ha 0.5 % ce HaumcnsaBa 3a BCEKM Yac Mpocp<



noseye oT 10 % (geceT MpoOLEHTa) OT CTOMHOCTTA Ha KOHKPETHaTa 3asBKa, KakTo M 06esLLeTeHve 3a
npeTbpreHnTe AeNCTBUTENHW BPeay B ClyvauTe, KOrato Te HaAXBbp/AT JOroBOpeHaTa HeyCcTomKa.

(2) Korato npn Hannume Ha peknamaumu, N3MbJIHUTENAT He usnbiHW 3a4b/KeHUATA CU MO
pasfen Xl OT HacToAWMsA [OroBop B CPOK, CcbwmaT Abkum Ha JIEUEBHOTO 3ABEAEHUE-
BB3/TOXKWUTE/ HeycToiiKa B pa3vep Ha 2 % OT LieHata Ha CTOKWTe, 3a KOMUTO Ca HanpaBeHu
peknamauumTe.

(3 JIEUHEBEHOTO 3ABEAEHWE - BDB3/NTOXWMTE/ yaosnetBopsiBa NPeTEHLMUTE CM OTHOCHO
HEU3Mb/IHEHNMETO Ha [0oroBopa, KakTo W 3a 3anjawaHe Ha HeycToWkuTe OT CTpaHa Ha
N3MBJTHNTENA KaTto 3aabpKa rapaHumaTa 3a U3nbaHeHne no yn. 7, an. 3, 6yksa “6” 0T 40rosopa,
KaTo npeanpuema AeCTBMSI 3a HEMHOTO YcBOsiBaHe. B cnywvald, Ye CTOMHOCTTa Ha rapaHumsaTa 3a
U3Mb/IHEHWE He NOKpuBa BCUYKU Abmxkumun oT U3MBJIHUTENA HeycToiiku, JIEYEBHOTO
SABEAEHWE - BBb3/TOXWTEJ/T npuxsawia AbKUMUTE CYMU OT HaCpelHW nnalaHua Kbm
N3N BJTHUTENA.

(4) NMpu Tpn NbTY BUHOBHa 3a6aBa Ha 3MBbJTHUTENA, npogbmkuna ¢ noseyve oT NosoBuHaTa ot
CpOKa 3a M3Mb/HeHWe Ha CLOTBETHOTO 3aAb/DKEHME, B pamkuTe Ha Tpu Meceua JIEUEBHOTO
3ABEAEHWE - BBb3/IOXWTEJ/T nma npaBo ga npekpaty [Orosopa efHOCTpPaHHO C 15-AHeBHO
npesn3BecTue.

(5) NEYEBHOTO 3ABEAEHWNE - BBb3/IOXKWUTEJI vMa npaso fa Npekpatn egHOCTpaHHO v 6es
npeamn3BecTne HaCTOALWMSA AOro0BOP B C/lyYail Ha CUCTEMHO HETOYHO U3MbJIHEHWE HA 3ab/DKEHUATA OT
N3MBJIHNTEJTA wn npeasaseHN MoBeye OT TPWU peknamauun B pamKMTe Ha Tpu Meceua OT
NEYEBHOTO 3ABEAEHWE - Bb3J/TOXXWTEJ no peaa Ha rnasa Xl.

(6) B cnyyait, ye no otHoweHne Ha M3MBJIHUTEJTA HacTbnAT obcTosTencTeara no uyn. 54, an. 1,
m un. 55 an. 1 oOT 3akoHa 3a o6ulecTBeHUTe nopbvukn, JIEYEBHOTO 3ABEAEHWE-
BBb3/TOXKWTEN wvma npaBo [fa Mpekpatu efHOCTPaHHO HacToAwma [orosop, 6e3 nMcMeHo
npegmnssecTue 1 6e3 fa Ab/HKN HEYCTONKK.

X1, ®OPCMAXOPHIW OBCTOATEJ/ICTBA

Yn. 13 (1) CtpaHuTe N0 HaCTOSLLMS AOrOBOP HE Ab/HKAT 00e3LIEeTEHNE 3a MOHECEHW Bpean 1 3aryoum,
aKo rnocnefHUTe ca NPUYMHEHN B pe3ynTaT Ha HEMpeoaoMma cuna.

(2) AKo cTpaHaTa, KOSITO e CrefBasio 4a U3Mb/IHU CBOE 3aAb/HKEHMe No Aorosopa e 6una B 3abasa, T4
He MOXXe [ia Ce N030BaBa Ha HernpeoaonMma cuna.

(3) “Henpeogonuma cuia” No CMUCHIA HA TO3W [OroBOp € HenpeasuaeHo U/MNn HenpefoTBPaTUMO
CbOUTME OT U3BBHPELEH XapaKTep, Bb3HNKHA/IO C/ef CKNHOYBAHETO Ha A0roBopa.

(4) CrtpaHaTa, 3acerHaTa OT HENPeOO/IMMA CWMa, € ANbXHA Aa NPeanpueMe BCUYKW AEeNCTBUS C
rpvkata Ha A06bP CTOMAHWH, 3a [a HamaM 40 MUHUMYM MOHECEHUTe Bpeau W 3arybu, Kakto u aa
yBeAoOMM MUCMEHO Apyrarta cTpaHa B 7-[IHEBEH CPOK OT HACTbMBAHETO Ha Henpeogonumara cuna. Mpu
HeyBelOMsIBaHE B [MOCOYEHMS B MPeAXOAHOTO W3PEYEHME CPOK Ce Ab/DKM  06eslleTeHne 3a
HacTbNUAMTE OT TOBa BpefAu. HenpeogonumaTta cuna ce [oKa3Ba OT 3acerHarara CTpaHa CbC
cepTuduKar 3a popcMaxkop, M3LaneH no CbOTBETHUA pef OT KOMMETEHTHWA OpraH B Abp)asaTta,
KOSITO Ca HaCTbNuAM (DOPCMaXKOPHUTE 06CTOATENCTBA.

(5) Ookato Tpae Henpeogonumata Cuna, W3MbJAHEHVWETO Ha 3aAb/DKEHUMATA W CBbP3aHUTE C TAX
HacpeLLHM 3a4b/HKeHNs ce cnupa.

(6) He npeactaBnsBa ‘“HenpeogonMMa cuna” CbOUTME, MPUUMHEHO MO HEOPEXHOCT WM 4pes
YMULLSIEHO AEACTBME HA HAKOS OT CTPaHUTE WM TEXHWU NPeACTaBUTENU W/WNW CRYXXUTENN, KaKTO W
HegoctMra Ha napuyHu cpeactea Ha W3MBbJAHUTENA n NEYEBEHOTO 3ABEAEHUE -
BBb3/TOXKUTE.

XIV. CMOPOBE
Un.14. (1) Bb3HMKHaMTe Npe3 BPeMETPAEHETO Ha JOroBopa CMNopoBe M pa3HOriacus Mexxi>

Ce pellaBaT 4pe3 MperoBopu Mexay TsX. [MOCTUrHaTWTe [JO0roBOPEHOCTU Ce O(OpMAT B
hopMa 1 ce NPeBPbLLAT B HEPa3ae/iHa YacT OT JoroBopa.



(2) B cnyuaii Ha HenocTuUraHe Ha JOroBOPEHOCT MO MPEeAX0AHMS U/eH, BCUUKM CMOPOBe, NOPOAEHN OT
TO3M [JOrOBOP UM OTHACALLM CE 40 HEro, BK/KOUMTENIHO CMOPOBETE, NOPOAEHMN OT MM OTHACALLM Ce [0
HEroBOTO Tb/IKyBaHe, HeIeiCTBUTENIHOCT, HEU3Mb/IHEHWE UMM NpeKpaTsBaHe Lie 6bAaT paspeLlaBaHu
crnopep 6bArapckuTe MaTepuanHn 1 NPOLLECYasHM 3aKOHM OT KOMMETEHTHMSA CbA Nno pefa Ha MK,

XV. CbOBWEHWNA

Un. 15. (1) Bernukmn cbobLleHns Mexay CTpaHuTe, CBbp3aHW C U3Mb/IHEHWETO Ha TO3M [OroBop ca
Ba/IMAHK, aKO Ca HampasBeHV B NUCMeHa (hopMa M ca NOAMNUCaHN OT YMbIHOMOLLEHUTE MPeLCTaBUTENN
Ha N3MBIHNTENA nan IEYEBHOTO 3ABEAEHUE - Bb3/TOXUTEJ.
(2) 3apara Ha CbOOLLEHMETO Ce cMATa:
S fararta Ha npefaBaHeTo - NP PbYHO MpejaBaHe Ha CbOOLLEHMETO;
\% farara Ha MNoLLeHCKOTO K/IeMMOo Ha obpaTHaTa pasnucka - npu usnpawaHe no nowara;
S filatara Ha npueMaHeTo - npwv usnpatlaHe no gakc nam e-mail.
(3) 3a BanmaHM agpecn 3a NpUEMaHe Ha CbOOLLUEHMS U BAHKOBM CMETKW, CBbp3aHW C HaCTOALLMA
[LOroBOp Ce cMATar:

3SAN3MBNTHUTENA:

agpec: rp. Codwsd, 1700, yn."OkonoBpbCTeH nbT" Ne 199a, Ten./dakc: 02 9658828, 02
9658999, e-mail: info.tenders@phoenixpharma.bg

6aHKoBa cMeTKa, nocoyeHa ot N3MbJ/IHUTEJIA: BIC: UNCRBGSF,
IBAN:BG91UNCR96601030899522

3ATEUEBHOTO 3ABEAEHVE- Bb3/TOXXUNTEN:

rp. Codwms, yn. ,,bano mope” Ne 8, otaen ,bonHuyHa anteka”, Ten 02 9432429, dakc 02
9432117, e-mail: apteka@isul.eu.
(4) NMpn nNpomMsHa Ha NocoyeHus Mo an. 3 agpec UM 6aHKOBA CMeTKa CbOTBETHATA CTpaHa e A/TbXHa
[la yBeloMW fpyrarta B TPUAHEBEH CPOK OT NMPOMAHaTa.

XVI. OPYTWN YC/TOBUA

Un. 16. (1) MNpaBata M 3a4b/DKEHMATA MO HACTOAWMA [OroBOP He MOrat fga ce Mpexsbpnar
eJHOCTPaHHO Ha TPeTu nuua M NoLO6HW aKTOBe He MopakaaT NpaBHO AelicTBuMe 6Ge3 MUCMEHOTO
Cbl/acvie Ha gpyrara CTpaHa, OCBEH B C/lyvauTe Ha obe3reyvaBaHe (rapaHTUpaHe) Ha 3afb/DKEHUS M0
0aHKOBM KpeauTu.
(20 3a HeypefeHuTe BBNPOCUM B HaCTOAWMSA [OroBOp Ce npwnara [eicTBalloTo 6barapcko
3aKOHOAATeNCcTBO.

XVII. MOAN3MBAHNTEIN - HenpunoXxumo
(NpUNo>K1Mo camo B Cly4auTe, B KOUTO M30paHus 3a U3MbAHUTEN yYaCTHUK € MoCcounn, Ye Lue
rnon3Bsa Nnoau3NbAHUTENN, MPK CKIK0YBaHe Ha PamMKOBOTO CrnopasymeHue)

Yn. 17. (1) NOAN3NBAHUTENNTE Tpsabsa fa OTroBapaT Ha CbOTBETHUTE KpUTepUM 3a Noabop
Cb00pasHo BMAa 1 fena 0T NopbykaTa, KOMTO Le U3Mb/HABAT, 1 3a TAX [a He ca HaJlMLe OCHOBaHUA 3a
OTCTpaHsABaHe OT nmpoueaypara.

(2 NEYEBHOTO 3ABEAEHWVE - BBb3/TOXXWTEJ unsunckea 3amaHa Ha MO 4VN3MBbAHUTEN,
KOMTO He 0Troeaps Ha ycnosusTa rno an.l.

(3) Korato uyactta OT nopwbykara, Koato ce usnwvaHsasa ot NMOAMN3MBJ/IHUTE, moxe pa 6bae
npegageHa kKato otaeneH 06ekT Ha M3MBbAHUTENA wan Ha NEYEBEHOTO 3ABELEHUE -
BBb3/TOXWTEJI, nocnegHna 3annawia Bb3HarpakaeHue 3a tasn yact Ha MO AMN3MNb/IHUTEJA.
(4) PasnnawaHmaTa no an. 3 Ce OCblecTBABaT Bb3 OCHOBA Ha WCKaHe, OTMpaBeHO
noAM3NBIIHUTENA po JIEUHEBHOTO S3ABEAEHWE - BbBb3J/TOXKWUTE
N3MNBNHNTEJIA, KONTO e ANbXeH fAa ro npefocTtaBM Ha Bb3NoXutens B 15-AHeBeH
nosly4yaBaHeTo my.

®»Oo
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(5) Kbm uckaHeto no an. 3 M3MBJIHUTENAT npepoctaBs CTaHOBULLE, OT KOETO Aa € BUAHO fanu
0CropBsa nnaLlaHnATa Uam YacT OT TAX KaTO HeLb/DKMMW.

(6) TEYEBHOTO 3ABEAEHUE - BBb3/TOXXWMNTEJ/T nma npaBo fa OTKaxe njawiaHe no an. 3,
KOraTto UCKaHeTo 3a nnallaHe e OCropeHo, 10 MOMEHTA Ha OTCTpaHABaHe Ha NpUYMHaTa 3a 0TKa3a.

(7) HesaBncmo ot msnonssaHeto Ha MOAN3IMB/HUNTEIN OTroBopHOCTTa 3a WM3Mb/IHEHME Ha
forosopa e Ha U3MBJTHUTENA.

XVII. 3AKNHOYUNTENHWN PA3MNOPELBU

Yn. 18. (1) MNMpn cbCTaBAHETO Ha HACTOALLMA AOrOBOP Ce NpeAcTaBuxa CregHUTe JOKYMEHTH:

S JokymeHTn no un. 112 ot 30I7;

S Jeknapaumsa no yn. 55, an. 6 ot 3/1MNXM (Korarto e NpuioXK1Umo);

5 "apaHLms 3a U3MbHEHNE;

) TexHn4yecko 1 LIeHOBO Npea/ioxKeHWe, HepasaesiHa YacT OT A0rosopa,;

5 [eknapauuun no SMATI.

(2) HacToAwmAT forosop ce CbCTaBM B TPU efHO00OpPa3HM ek3emnisapa Ha 6bArapcky esvk - eauH 3a
N3MBJTHUNTENA v gga3a TEYHEBEHOTO 3ABEAEHWE - Bb3/TOXUTE.

3anuyeHa nHpopManus

3anuueHa nHpopManus
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ATC

RO3AKO7

RO3BB0O4

SO1EAQ5

SO1ED51

SO1ED51

SO1EEO1

VO3AB15

VO7ABOO

INN

Budesonide,
Formoterol

Tiotropium
bromide
Brimonidine

Pilocarpine,
Timolol
Pilocarpine,
Timolol

Latanoprost

Naloxone

Water for
injection

lNpennaraHn LLEeHOBU NapameTpu

N

HauvH Ha
3abenexkka
npunoXeHune
Inhalation powder
MHXanaTtopHa 160 meg/4,5
mcg/dose
Inhalation powder,
VHXaslaTopHa
hard capsule
BUTpeasHa w: .~
TeyHa
BUTpeasHa
P 20 mg/ 5 mg/ml
TeyHa
BUTpeasHa
P 40 mg/ 5 mg/ml
TeyHa
BUTpeasHa
TeyHa
napeHTepasiHa
napeHTepasiHa
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Jilile
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27000,00
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O6ocobeHa no3vuna 2

Heobxo
JlekapctB  AUM
. Mspka
eHa 6poi 3abenexkka
/mg,tabl,ml/
dopma  MSApKM
Ha 13
Inhalation
Budesonide, wuHxanaro powder 160
RO3AKO7 ub
Formoterol pHa mcg/4,5
mcg/dose
. . . Inhalation
Tiotropium  MHXanaTo meg/deliver
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AstraZeneca
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Pharmaceuti
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Boehringer
Ingelheim
International
GmbH,
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Teva B.V.,
HunpepnaHg,
73]

Tbproscko
HaMeHoBaH
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AIRBUFO
FORSPIRO

Braltus

KonwnyectBo OKoHyaTt
HannueH
aKTUBHO Msipka e/Ha
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BELLIECTBO OMnakoBKa
160 meg +4,5
HannuyeH
mcg/dose 60 ub
B NJ1IC
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10 meg
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delivered meg .
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dose
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SO1EAO05

SO1EDS51

SO1ED51
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Brimonidine

Pilocarpine,
Timolol

Pilocarpine,
Timolol

Latanoprost
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aTeyHa

BUTpPEasTH

aTeyHa

BUTpeasH
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FOTIL FORTE
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