JAOTOBOP J\(‘; 8
3A IOCTABKA HA JIEKAPCTBEHHU ITPOJIYKTH

Jluec, O}Oi‘ ......... 2021 r., B rp. AITOC, MEX]TY:

.MHOTONPO®UJHA BOJIHULIA 3A AKTUBHO JIEYEHUE - AUTOC” EOOJ], ¢ anpec: rp.
Aiitoc, 8500, yiu. ,IleitnoBo* Ne 4, EMK 102613775, npeacrasasiBano ot a-p [lapym Jlamutpos
[lapymes — VYmpasuten, Hapudana mo-gony 3a kparkoct L JIEHEBHO 3ABEJIEHHUE -
BB3JIOKHUTEJI” ot eana ctpana

"

»©®bOHUKC ®APMA” EOO/, cbc cenanumie W aapec Ha ynpasienue: rp. Codus, paiion
Crynenrcku, yn. ,,OxonoBpberen mbt” Ne 199a, EMK 203283623, mpencrasisBaHo ot Becemnn

Kynes u Kpacumup Hukonae, B Ka4eCTBOTO UM Ha IIbJIHOMOIIHHIH, HAPHYAHO MO-J0JTY 3a KPaTKOCT
HASIIBJIHUTEJI” ot apyra crpana,

Ha ocHoBaHue wi. 112 or 3akona 3a obOmectBenute nopbukd (30II), BEB Bpb3ka C MpoBe/EH
BBTpEIleH KOHKypeHTeH u3060p mo PamkoBo cmopasymenune Ne PJI-11-110 ot 01. 03. 2021 r. ce
CKJIFOYH HACTOSIIHMS JOTOBOP 3a CJIEJAHOTO:

I. MPEJMET U CPOK HA 1OI'OBOPA

Ya. 1 (1) JJEUEBHO 3ABEJAEHHME - BB3JIOXKHUTEJI Bbinara, a U3ITbJHUTEJISAT ce
3a/IbJXKaBa Jia M3BbPIIHK JOCTABKa HA CIICIHUTE JIEKAPCTBEHH IIPOAYKTH:

O6o0cobena mozunusa Ne 2
Anatomo- Mexaynapoan | Haunn Ha | Msipka 3abenexka Koan4vecTBo
TepaneBTHYEH | 0 HENATEHTHO | NPHJI0KeHHE /mg, tabl.,
koa /ATC-koa/| HanMeHOBaHHE ml. u ap./
/INN/
RO3AC02 Salbutamol MHXanaTopHa mg 100000
Inhalation powder
Budesonide, 160 mcg/4,5
RO3AKO7 Formoterol MHXanaTopHa uD mcg/dose 2400
Water for
VO7ABO0 injection napeHTepasnHa ml 128000

(2) JloroBopsT BIIM3a B CHJa OT JaTaTta Ha IMOIINMCBAHETO My OT JBETE CTPaHH H € ChC CPOK /10
31.12.2021 r.

I1. IEHH M OBIIA CTOMHOCT HA JOCTABKHUTE 11O IOI'OBOPA

Yna. 2. (1) llenara Ha crokute 1mo wi.l e cbriacHo neHoso npepioxenne Ha U3ITbJIHHUTEJIA,
Hepas/ieJIHa 4acT OT J0roBopa.

(2) Llenara BKJIIOUBA CTOHHOCTTA HA CTOKATa, ONIAKOBKA, 3aCTPaxoOBKa M TPAHCIOPT J10 JJEYEBHOTO
3ABEJIEHUE — BB3JIOKUTEJI npu MHHMMAlEH CPOK Ha FOAHOCT He mo-kparbk oT 40 % ot
00sBEHHs OT IPOM3BOJIUTEIS 3a JIEKAPCTBEHHUTE MPOYKTH HJIH HE M0-KpaThk OT 20 % 0T 00siBeHHs OT
MPOM3BOANTEIIS 32 OHONMPOAYKTHTE UM GHONMOA00HUTE MPOAYKTH. MUHHMATHHUST CPOK HA TOAHOTT e
ompejiesis KbM JlaTaTa Ha BCSKa J0CTaBKa Ha JIEKapCTBEH MPOJIYKT. W
(3) O61maTa cToiiHOCT Ha JOCTAaBKUTE 110 JoroBopa € 1o 18 160,60 neBa (ocemHanecer X




(4) Llenara no noroBopa e (pMKCHpaHa, HE MOJUICKH HA MPOMSIHA 3a CPOKa Ha JEHCTBHE Ha J0TOBOpA,
ocBeH B ciaydaute Ha 116 ot 3011

(5) B ciyudaii, ye npe3 BpeMeTo Ha JIeiCTBHE HAa CHOTBETHHS JIOTOBOP CTOHHOCTTA, KOSTO CJIE/IBa Ja ce
3amiaima ¢ myOJIMYHU CPeCTBA Ha JIEKAaPCTBEHH NMPOAYKTH OT I103MTHBHHMS JIEKapCTBEH CIIMCHK CTaHE
NO-HHCKa OT JIOTOBOpEHaTa, JieueOHOTO 3aBeJeHHE — BB3JIOKHTEN O€3yClOBHO 3arjiaia
JIeKapCTBEHHUTE TMPOIYKTH HA MO-HUCKATa CTOMHOCT, CYMTAHO OT:

- Jarata Ha BJM3aHe B CWJIa Ha pemeHHero Ha HanuoHalHHS CBBET 10 LEHH H
peumbypcupane Ha siekapetBenuTe npoayktu (HCLIPJIII);

- Jarara Ha aKTyanu3aiusTta Ha [T03UTHBHHUS JIEKapCTBEH CIHCHK MO pesia Ha Wwi. 57, ai. 1 ot
Hapenbara 3a ycioBHsiTa, TpaBHjaTa M pela 3a pEryjdpaHe M pPErucTpupaHe Ha LEHHTE Ha
nexkapcrenute npoayktu (HYTIPPPLUIII) 3a nexapcTBeHHTE MPOAYKTH C HamajieHa CTOMHOCT 3a
OI1aKoBKa, H3uKciieHa Ha 6a3a pedepeHTHa CTOHHOCT.

B ciyudaute MO TNPEAXOJHOTO W3pEUeHHE, CTOWHOCTTA Ce Oompejens KbM MOMEHTa Ha
nocTaBKara (IOAIMCBaHe Ha TPHEMO-TIpe/iaBaTesIeH IPOTOKOI).

I11. YCJIOBUSI U HAYUH HA IVIAILAHE

Y. 3 (1) IInamaseTo mo HACTOSIIHMS JOTOBOP C€ OCBHIIECTBSABA 4Ype3 OAHKOB NPEBOJ OT CTpaHa Ha
JIEYUEBHO 3ABEJIEHUE — BB3JIOXKHUTEJI no nocoyenara B 4i. 15, an. 3 6ankoBa cMeTKa Ha
U3ITbJIHUTEJIA.
(2) 3anamaneTo Ha CTOKHUTE 10 J0TOBOpPA Ce M3BBPIIBA OTJI0XKEHO B CPOK /10 60 /mecTaeceTus/ JeH,
CJIe]] IPE/ICTaBsHE Ha CJIETHUTE JOKYMEHTH:

1. JlocraBHa ¢akTypa, chcTaBeHa chriiacHo u3uckpanusTa Ha 3J/IJ1C u IT3IC,

2. TlpuemarenHo-npeaBaTeHU POTOKOJIH,
(3) B cayyaii, 4e mocoyeHHTe B Wi. 3, ajl. 2 JOKYMEHTH Ca HEpPEJOBHH WJIM HE Ca KOMILIEKTOBAHH,
coumre ce Bpbimar Ha U3IIBJIHUTEJIA ¢ npuemarenno — npeaaBaTesieH MPOTOKOJ 3a M3IIPaBIHE
Ha HepeaHoctuTe. CpoKBT MO Wi.3, ajn. 2. 3amoysa Ja Te4e OT JlaTaTa Ha NPEe/ICTaBIHETO Ha MOC/IeAHHS
M3UCKYEM CE JIOKYMEHT.
(4) Ipu paxkTypupaHe Ha 3assBEHHTE KOJIMYECTBA JIEKAPCTBEHH MPOJIYKTH, MO BCsKa OT/AEIHA 3a4BKa,
[leHaTa Ha ONAKOBKA HE Cjie/Ba Jla HaJBHINaBa omnpejeineHara B [I03WTHBHMS JIEKapCTBEH CIHMCHK-
[Mpunoxenue Ne 2, pedepeHTHA CTOMHOCT Ha ONAKOBKA 3a CHOTBETHHMs JIEKApPCTBEH MPOJAYKT. B
clyuyail Ha M3YMC/ISBaHE HA CTOMHOCT IO-BHCOKAa OT peepeHTHAaTa CTOMHOCT Ha ONAKOBKa 3a
CHOTBETHHS JIEKAPCTBEH IPOAYKT, CTOMHOCTTA C€ HamajsBa M 3arulaila 0 CTOWHOCTTa Ha ONaKoBKa
onpenenena B [To3uTBHES leKapcTBeH cnuchK- [Ipunoxenne Ne 2.

IV. CPOK HA JOCTABSIHE

Y. 4 (1) JEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI 3asBsBa He0OOX0MMUTE My KOJIIHYECTBA
¢ nucmena 3asBka g0 M3ITBJIHUTEJIS. 3asBkara ce BpbYBa JIMYHO Cpelry IMOANMC Ha
U3IBbJIHUTEJIS win ymbJIHOMOLIEHO OT HEro JIMILE MM CE€ M3Ipalla ¢ Mpenopb4yaHo MHCMO C
oOpaTHa pa3nucka, no ($paxkc WM M0 eJIEKTPOHEH IIbT.

(2) Beska otzenHa J0CTaBKa, cieiBa jJa Oble J0CTaBeHa B CPOK 10 7 KalleHAapHH JHH Clle]
nonyuyasane Ha 3asBkara oT JEYUEBHOTO 3ABEJIEHHUE — Bb3JIOKHUTEJI u 3a konnyecTBaTa U
onakoBkuTe (ChOOpa3sHO KOHKPETHHTE JIEKAPCTBEHHM MPOIAYKTH, IOCOYEHH B TEXHHYECKOTO
Npe/UIOKEHHEe Ha M3MBIHUTENsS), TOYHO ONpE]eIeHH B 3asgBKara. B ciydaii, 4e ce mpaBu mbpBa
JI0CTaBKa OT JlaJieHa NapTH/ia Ha JIEKapCTBeH MPOIYyKT, ce mpejacTas Ceprudukar 3a 0ocBoOOK1aBaHe
Ha naprujara, u3gageH ot kBanuduuupano smne no 3JIIIXM Ha enekTpoHEH HOCHTEN HIIH

ompesieNieHo OT Ne4eGHOTO 3aBe/ieHHe — Bb3noxuTen. [lpu cnexpamy A0CTaBKH Ha JIQRE
NMPOJIYKTH OT ChIIATA IAPTHA, CEPTHPHUKATHT HE Ce NPE/ICTaBs.




(3) B cuysaii na Heobxoammoct ot cmemmna gocraska, JIEYUEBHOTO 3ABEJIEHUE -
BBb3JIOKHUTEJI nocouBa u3pu4HO B 3asBKaTa, 4e € HEOOXOAMMO J1a ObJie W3BBpPIIEHA CrenrHa
nocraBka. B To3u ciywail, noctaBkata ciensa na ObJe W3BBpIIEHA 0 6 uyaca OT NOJNydYaBaHe Ha
3adBKaTa M 3a KOJMYECTBATA W ONAKOBKHTE (ChOOPa3sHO KOHKPETHHTE JIEKAPCTBEHH TPOIYKTH,
NOCOYCHHU B TEXHHYECKOTO NPEJIOKEHHUE HA U3ITBIHUTENS ), TOYHO OIpE/IeIeHH B 3asBKaTA.

(4) BBITBJIHUTEJISAT ce 3annmkaBa, B cpok 10 1 paboteH aeH, B ciydante 1o an. 2 U B ¢pok 0 |
Jac, B CllydaumTe Ha ajl. 3, clie]l NoJIy4aBaHEeTO Ha BCSIKA 3asBKa Ja YBEJOMH ITHCMEHO WM 1o (akc
JIEYEBHOTO 3ABEJIEHUE — Bb3JIOKUTEJI B cityyaii 4e He MOXKe Jia W3BLPIIM J0CTABKA WIIH
B CIly4yail, Ye HE MOXeE Ja Cra3s¥ CPOKbT 3a M3BBPIIBAHE HA JOCTABKATa, INpEJAMET Ha KOHKpETHATa
3asiBKa.

(5) KbM narata Ha Beska J0CTaBKa, OCTaTBYHMST CPOK HA TOJAHOCT HA JIEKAPCTBEHHMTE TPOIYKTH,
ciesBa 1a Ob/1ie He mo—manbK oT 40 % /deTHpHAeceT HAa ¢TO/ OT 0OSIBEHHS OT IIPOU3BOIUTE]IS.

(6) Kpm natata Ha Besika J0CTaBKa OCTAaThbYHHUSAT CPOK HA TOJHOCT HAa OHONMPOAYKT WM GHONOI06eH
NPOYKT, clie/iBa 1a Ob/1e He mo—ManbK oT 20 % /aBajgeceT Ha ¢T0/ OT OOSIBEHUS OT MPOU3BOIUTEIS.
(7) 3a xonuyecTBa J0OCTaBeHH W3BBH 3asBKata mno 4wi. 4, anl, JEYEBHOTO 3ABEJEHUE -
BB3JIOKHUTEJI vsima 3a1b/DKeHHE 3a TUIAlaHeE.

(8) B ciyuaute mo un. 10, an. 7 oT 10roBopa, CPOKBT MO ai. 2 W 3 3amousa jia Tedye OT jJaTara Ha
nucmenoto cwritacue Ha JIEYEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJL

V. MACTO HA IOCTABSIHE

Ya. 5. (1) 3a mMAcTO Ha J0CTaBSHE HAa CTOKUTE 110 TO3M JIOTOBOP C€ ONpeZess CIEIHHS ajpec:
,MHoronpo¢uina 6o1HUIA 32 akTHBHO JeyeHue — Aiitoc EOO/I, rp. Aiitoc, yi. ,IlleiinoBo* Ne 4
(2) PHCKBT OT ciTyuaiiHOTO OTHBaHE HIIH MOBpeX1aHe Ha cTokuTe npemunasa Bspxy JEUHEBHOTO
3ABEJIEHUE — BB3JIOKHUTEJI ot MOMeHTa Ha NMpHEMaHETO MM Ha MSACTOTO Ha JOCTABSHE C
NpUeMaTeTHO-NpeaBaTesIeH MPOTOKOJI.

VI. IATA HA IOCTABSIHE HA CTOKUTE

Y. 6. 3a nata Ha 0CTaBsIHE Ce CYMTA JlaTaTa, HAa KOSTO CTOKHTE ca JOCTaBEHH JI0 ajpeca II0COYEH B
4. 5, an. 1, npu ycnoBusTa Ha wi. 9, ain. 2.

VII . 3BAIBJIZKEHUS HA U3ITBJIHUTEJISA

Ya. 7. UBIIBJIHUTEJIAT ce 3anbikasa:

1. Jla nocraBu cTOoKHMTE B JOroBopeHus cpok u ja ru npeaaae Ha JEHUEBHOTO 3ABE/JIEHUE —
BBb3JIOKUTEJL

2. Jla npenane CTOKUTE, NMAKETHPAaHH W MApKUPaHH B CHOTBETHHs BHJI, KOJMYECTBO M KayecTBO Ha
MSCTOTO Ha JIOCTaBSIHE.

3. Ilpu noanucBaHeTo Ha J0roBOpa Jia Mpe/ICTaBu:

a) JoKyMeHTH 1o 4i. 112, an. 1 ot 3011

0) rapanums 3a U3NBJIHEHHUE, B eHa OT Gopmure, onpeaenern B wi. 111, an. 5 ot 3011, ¢be cpok Ha
BaMAHOCT 60 JHHM clie/l M3THYaHE CPOKa Ha JI0roBOpa, KOSTO ce 0cBOOO0KAaBa B Cpok 10 60 JHH ciiel
M3IbJIHEHHE Ha JIoroBopa. B ciyuaii, ye BaMaHOCTTa Ha rapaHIMsTa M3THYA TIPEJIH I0TOBOpa J1a Obje
usnbiHeH, U3ITbJIHUTEJIST ce 3axbikaBa 1a yIb/DKH CpoKa Ha BAIMIAHOCT HA rapaHIMATa C
TOJIKOBA JIHH, TaKa Y€ rapaHlMsATa Ja MOKPHBA OYAaKBaHUs CPOK 3a M3MBJIHEHHE Ha J0roBopa mioc 60

JieBa.
(4) Jla nocraBs J€KapcCTBEHHW TPOAYKTH, KOMTO OTrOBapsT Ha W3HUCKBaHHMATA Ha
JNIeKapCTBEHHUTE MPOAYKTH B XyManHara Memuumna (3JIIIXM) — ia mputexasar BaiuIHO PagE




3a ynotpeba B cTpaHara, u3JajzeHo no peaa Ha 3JI[IXM win Pernament (EO) Ne 726/ 2004 r. na
EBponeiickus napnament u ChBeta /ui. 23, ain.1 ma 3JITTXM.

(5) /la nocraBs nekapcTBEHH MPOJYKTH, KOUTO €a BKJIIOYEHH B ITpunoxenne Ne 2 na Ilo3uTnBHHS
JIEKapCTBEH CIHCBHK.

(6) B ciyuaii, ye ce npaBu MbpBa J0CTaBKa M0 Ja/IeHa IaPTHAA HA JIEKapCTBEH MPOJIYKT, J1a MPe/CTaBst
Ceprudukar 3a ocBobox1aBaHe Ha mapTuiara, u3aageH ot keamupuumpano june no 3JIITXM ma
€JICKTPOHEH HOCHTE] WM 110 €JeKTPOHEH I'bT Ha €JIEKTPOHHATA MOINa, 1MOCOYeHa KaTo ajpec 3a
KOPECIOH/ICHIHs, TPUAPYXKEH C MpPeBOJ Ha OBIrapcku e€3uK oT (HpMa, CKIIOYMIA JOrOBOpP C
MununcTEpCTBO Ha BHHIIHUTE PabOTH 3a H3BBPIIBAHE HA OPUIIHATHH TPEBOJIH.

VIIL 3AABJIDKEHUS HA JIEYEBHOTO 3ABE/IEHUE - Bb3JIOKUTEJI

Y 8. JEYHEBHOTO 3ABEJIEHUE — BB3JIOKHUTEJI ce 3anbkasa:

1. Jla npuemMe 10CTaBEHHUTE B CPOK M HA MSCTO CTOKH, ChOTBETCTBALIH IO BUJI, KOJMYECTBO U KAYECTBO
Ha ONKMCAHOTO B HACTOSLIHS JOTOBOP.

2. Jla 3anyiaTé IOCTaBEHUTE CTOKHM T10 Pe/ia Ha WiI. 3 OT HACTOSIIHS I0TOBOP.

3. Cnen npukI0YBaHe M3IBIHEHHETO Ha J0roBOpa Ja ocBOOOM rapaHuusTa 3a M3IIbIHEHHE, Oe3 j1a
JbJDKH JIMXBH 32 CPOKa, IIPe3 KOWTO Cpe/ICTBATa 3aKOHHO Ca MIPECTOSIIH Y HETO.

IX. IPUEMAHE U IIPEJABAHE HA CTOKHUTE

Y. 9. (1) Ilpuemanero Ha CTOKHTE Ce M3BBPIIBA HA MACTOTO Ha JIOCTABSHE MIOCOYEHO B W 5, ai. 1.
(2) MBIBJHUTEJAT wmm ynbIHOMOLIEH OT HEro TNpeACTaBUTENl M [PeACTAaBHTE]l Ha
JIEHEBHOTO 3ABEJIEHUE - BB3JIOKUTEJ noanuceat mnpuemarelHO-TIpeiaBaTesieH
IPOTOKOJI, YA0CTOBEPSABAILl NTOJIy4aBaHETO HA CTOKHTE.

X. KAYECTBO, 'APAHIIUU U CPOK HA I'O/IHOCT

Y. 10. (1) CrokuTe, mpeMET Ha HACTOSIIUS JOTOBOP, CJIEBa J1a OTrOBAPAT HAa W3UCKBAHMATA HA YL
7,am 4mus.
(2) KpM narata Ha JocTaBKaTa, OCTaThbYHHMSAT CPOK Ha FOAHOCT HA JIEKAPCTBEHUTE MPOJIYKTH, Cle/IBa
na 6bae He no—manbk o1 40 % /4eTupuzaeceT Ha CTO/ OT 0OSIBEHHSI OT IIPOU3BOIUTEIIS.
(3) B cayuaii Ha ocTaBKa Ha JIeKapCTBEHHS! MPOJYKT C 110 — KPaThK OT JOTOBOPEHHS CPOK Ha FOHOCT,
JbJDKAMAaTa HEyCTOMHKa J1a Ob/ie MPOMEHEeHa, KaKTo Clie/Ba:

ot 39,99% 110 30% - 3 % BBPXY CTOMHOCTTA Ha JIOCTABKATa;

ot 29,99% 110 20% - 5 % BBpPXY CTOMHOCTTA Ha JIOCTABKATa;

ot 19,99% 1o 10% - 7 % BBPXY CTOHHOCTTA HA JIOCTABKATa;

noa 10% - 10 % BbpXy CTOMHHOCTTA Ha JIOCTABKATa.
(4) OcTaThbuHHUAT CPOK Ha rOJHOCT Ha OHONPOAYKT /OMONOn00eH MPOAYKT, cieaBa ja Obje He mo—
mairbk oT 20 % /aBajgecet Ha cTo/ OT 0OSBEHHS OT MPOU3BOIUTEIS KbM JaTaTa Ha BCSIKA JJOCTABKA.
(5) B ciyyait Ha 1ocTaBka Ha OMONPOAYKT/OHONOI00EH MPOAYKT € MO — KPAaThK OT JIOTOBOPEHHUS CPOK
Ha rOJIHOCT, IbJDKUMATa HEYCTOHKA € KaKTo clie/Ba:

o1 19,99% 10 10% - 2 % BBpXY CTOHHOCTTA Ha JIOCTaBKaTa;

oT 9,99% 10 5 % - 4 % BBbpPXy CTOMHOCTTA HA JJOCTABKATA;

noa 5% - 6 % BbpXy CTOMHOCTTA Ha JIOCTaBKaTa.
(6) IEYEBHOTO 3ABEJIEHHUE — BB3JIOKHUTEJI moxe 1a oTKaXe NPUEMAHETO Ha CTOKHUTE,
aKo B JICHS Ha TAXHOTO NPUCTHIaHE WM NPUEMAHE OCTAThbUHHS CPOK HA TOJHOCT € M0 — MallhbK OT
onpenenenus B un. 10, an. 2. v an. 4 MHUHAMAIEH CPOK HA TOHOCT. ok LY
(7) JloctaBkaTa Ha JIeKapCTBEH MPOAYKT € OCTAThU4eH CPOK Ha NOJAHOCT MO-Manbk oT 10
00sIBEHHs OT TPOM3BOMTENSE U HA GHONPOAYKT/OHONOI00€H MPOYKT ¢ OCTAaTh4eH CPOK [HA
[10-MaTBK OT 5 Ha CTO OT OOABEHMS OT NPOM3BOJMTENS CE M3BHPLIBA CAMO C MHUCMEHO ChiJ




JIEYEBHOTO 3ABEJIEHHE — Bb3JIOKHUTEJI 3a KOHKPETHO KOJMYECTBO, ONPEIENEHO OT HETO.
bez m3puuno nucmeno cwvriacue Ha JJEUEBHOTO 3ABEJEHHUE — BB3JIOKHUTEJ crokute
HsAMa Ja Ob/aT 3aruialanH.

(8) MckaHeTo 3a MHCMEHO ChIVIaCHE, B ClydYauTe Ha ajl. 7, ClelBa Jia NMOCThIH B JJEYEBHOTO
3ABEJIEHUE — BB3JIOKHUTEJI B cpok 110 1 (eauH) paboTeH AeH OT MoJiy4aBaHe Ha 3asBKaTa.

(9) B ciyuanTe Ha CIENIHM OCTABKH MIOCOYEHUTE B all. 3 M all. S HEYCTOWKH He ce MpHarar.

X1. OTTOBOPHOCT 3A HETOYHO U3ITbJIHEHHUE. PEKJIAMAILIUHA

Ya. 11. (1) JEYEBHOTO 3ABEJIEHUE - Bb3JIOKUTEJI moxke n1a npesssiBa pekiamariy
npea U3ITbJIHUTEJIA 3a:

a) KOJIMYECTBO M HEKOMILIEKTHOCT Ha CTOKHTE HJIM TEXHHYECKaTa J0KyMEeHTALUs (ABHH HEJIOCTATBIIH);
6) KauecTBO (CKPHTH HEJIOCTATBIIH):

- [IPH JIOCTABSHE HA CTOKU HE OT JI0TOBOPEHHS BHJI, IOCOYEH B HIL. 1;

- Iy KOHCTaTHpaHe Ha AedeKTH Npu ynorpebda Ha CTOKHTE.

(2) Pexnamanyu 3a SIBHM HEJOCTAThIM HA CTOKUTE CE€ MPaBAT OT JIEYEBHOTO 3ABEJIEHUE -
BB3JIOJKUTEJL, B MOMEHTa Ha Tpe/laBaHETO MM, 3@ KOETO Ce ChCTaBs MPOTOKOJI, MOAMHUCAH H OT
JIBETE CTPaHH.

(3) PexamManuu 3a CKpUTH HEJOCTAaTBIM C€ MPABAT Mpe3 IEIHs CPOK HA IOJAHOCT Ha J0CTABEHHTE
CTOKHM, KaTo peKjaMalusTa ce MPUAPY’KaBa 3ab/DKUTEIHO OT KOHCTATHBEH NMPOTOKOI, M3/a/IeH OT
W3nbIHATETHATA areHIUs 3a JIieKapceTBara.

(4) JEYEBHOTO 3ABEJEHHUE - BB3JIOKUTEJI e UIbXHO Ja YBEIOMH ITHCMEHO
U3ITBbJIHUTEJIA 3a ycranoBenute fedekTd B 5 (TI€T) AHEBEH CPOK OT KOHCTATHPAHETO HM.

(5) B pexiamanuuTe ce MOCOYBa HOMEPHT Ha J0rOBOPA, TOYHOTO KOJMYECTBO HA MOJTYUCHHTE CTOKH C
TEXHHs MapTHIEH HOMEP, OCHOBAHHETO 3a peKiaMalusi W KOHKPETHOTO MCKaHEe Ha JIJEHEBHOTO
3ABEJIEHHUE — Bb3JIOKUTEJL

(6) B 5 (mer) aHeBeH CPOK OT MOJy4aBaHe Ha PEKIamMalusATa, MN3INBJIHUTEJIAT cnensa na
orroopi #a JIEYEBHOTO 3ABEJIEHUE - BB3JIOKHUTEJI nucmeHo u KOHKpETHO JajH
npreMa peKiaManusaTa uiH s OTXBbpIIs.

(7) Ipn pexnamanus 3a ssuu HenoctaTbiy USITBJIHUTEJIAT e urkiken B Cpok 0T 2 pabOTHHU JHH
OT TONy4yaBaHe HA PEKJIAMAIHATA 33 CBOSA CMETKa M PUCK Ja JOCTaBH HA MACTOTO HA JIOCTAaBAHE
KOJIMYECTBOTO JIUTICBAIIM B JIOCTaBKATa / HEKOMIUIEKTHH JIOTOBOPEHH CTOKH.

(8) Ilpu peknamauus 3a CKPHTH HEIOCTaThllM, B CIy4ad ue M3ITBJHUTEJAT e npuen
peKIamalusTa, ChIIMAT € MATbxked B 10 (Zecer) AHEBEH CPOK OT MOJy4aBaHETO i na 3aMeHH
JIOCTAaBEHHTE HEJOTOBOPEHHM 10 BHJ / Je()eKTHH CTOKHM 3a CBOS CMETKA M PUCK WJIM M0 NMPELCHKa Ha
JIEYEBHOTO 3ABEJIEHUE — BB3JIOJKHUTEJI na BbpHe ChOTBETHATa 4acT OT 3alljlaTeéHara
1IEHA, BEJIHO C AB/DKUMUTE JINXBH.

(9) U360pbT HA TIOCOYEHUTE MO-TOPE BB3MOKHOCTH /1a C€ BbpPHE CHOTBETHATA YaCT OT IUIATECHOTO MIIH
7na ce noctassT HOBH ctoku npunaaiexu Ha JEYEBHOTO 3ABEJIEHUE — BB3JTIOKUTEJI u ce
yIpaxHsABa OT HEro noj opmara Ha MUCMEHO YBEJIOMIICHHE /10 MU3ITbJIHUTEJISA, kato pasxoaure
¥ PHCKOBETE 110 HOBOTO JIOCTaBsHE Ca 3a CMETKa Ha MU3ITBJIHUTEJIS.

(10) CrokuTe, mpeiMET Ha peKjIamalus ce CbXpaHsBaT OT JIEUEBHOTO 3ABEJEHHUE -
BB3JIOXKHUTEJI 10 ypexiaHe Ha peKJiaMalluuTe.

XII. OTTOBOPHOCT INPU HEU3ITBJIHEHUE

CTOWHOCTTA HAa KOHKpeTHaTa 3asBka, HO He mnosede or 10 % (mecer TIpOLIEHTa) OT CTPBY
KOHKpeTHaTa 3asBKa, KaKTo M 00e3lIeTeHHE 3a MPEThpPICHUTE JIEHCTBUTEIIHUA BpE/IH
KOTaTo Te HAAXBBP/IAT JOrOBOpEHATa HEYCTOWKA. B ciayuaute mo wi. 4, an. 3, mOCR}
NIPEIXOIHOTO M3pEeUeHHe HeYCTOHKa B pasMep Ha 0.5 % ce HA4YKMCIIsIBA 3@ BCEKH 4ac MPOCpo®




nosede ot 10 % (mecer mporenTa) oT CTOHHOCTTAa Ha KOHKpeTHaTa 3asiBKa, KakTo H o0e3lieTeHue 3a
NPETHPIEHUTE ICHCTBUTEIHH BPE/IH B CITy4auTe, KOraTo Te HaZAXBBPIIST JI0TOBOPEHATA HEYCTOHKA.

(2) Koraro npu namuumne Ha peknamannu, USITBJIHUTEJISIT He M3IbiHM 3aXbIKEHHSTA CH 110
pasaen XI oT HacTosiMs J0roBOp B CpoK, chbumsT abokd Ha JIEYHEBHOTO 3ABE/JEHMUE-
BB3JIOKHUTEJI meycroiika B pasmep Ha 2 % OT LeHaTa Ha CTOKHTE, 3a KOMTO ca HalpaBeHH
pexyiamaIumre.

(3) IEYEBHOTO 3ABEJAEHHUE - BB3JIOKHUTEJI ynoBneTBopsiBa NPETEHIMUTE CH OTHOCHO
HEHM3IIBJIHEHHETO Ha JIOTOBOpa, KAaKTO M 3a 3alllalllaHe Ha HEeYCTOMKHTE OT CTpaHa Ha
M3ITBJIHUTEJIA xaTo 3aabpika rapaHIusaTa 3a H3IbJIHEHHE N0 Wwi. 7, an. 3, Oyksa “6” oT morosopa,
KaTo npeanpueMa JeHCTBHs 3a HEHHOTO ycBosiBaHe. B ciydaii, 4ye cTOMHOCTTa Ha rapaHuusTa 3a
n3nbiaHeHne He nokpuBa BcHYKH AbKUMU oT USITBJIHUTEJIS neycroiiku, JIEHEBHOTO
3ABEJIEHUE - BB3JIOKHUTEJI npuxpama AbDKHUMHTE CYMH OT HACpEIHH IUIAIIaHUS KbM
MU3ITBJIHUTEJISA.

(4) Ilpu tpu nbTH BuHOBHA 3abaBa Ha U3ITBJIHUTEJIS, npoasmkuia ¢ noBede OT MOJIOBHHATA OT
CpOKa 3a M3IbJIHEHHE Ha CHOTBETHOTO 3aab/DKeHue, B pamkute Ha Tpu Mmecena JIEHEBHOTO
3ABEJIEHUE - Bb3JIOXKHUTEJI uma npaBo ja mpekpaTH J0OToBOpa €IHOCTPAHHO C 15-JHEBHO
NpeIU3BECTHE.

(5) IEYEBHOTO 3ABEJIEHMUE — Bb3JIOXKHUTEJI uma npaBo ja npekpatu eIHOCTpaHHO U Oe3
IPeIU3BECTHE HACTOSALIMS JOTOBOP B CIy4ai HA CHCTEMHO HETOYHO M3IMIBJIIHEHHE Ha 3a/IbJDKEHHSATA OT
M3ITBJIHUTEJIA wu npeasseHd mnoBede OT TpU peKilaMallid B paMKHTE Ha TPH Mecela oT
JIEHEBHOTO 3ABEJIEHUE — BB3JIOKUTEJI no pexna na rinasa XI.

(6) B ciyuaii, ye no orHomenue Ha U3ITBJIHUTEJIS nacTbnsaT obcTosrencreara no wi. 54, an. 1,
A wi 55, amn 1 ot 3akona 3a oOmectBeHute nopwrukd, JIEUEBHOTO 3ABEJIEHMUE-
BB3JIOKUTEJI uma mnpaBo Jja mnpekpaTH €JIHOCTPAHHO HACTOSIIMS JIOTOBOp, 0e3 mnHCMeHO
npeau3BecTHe U 6e3 J1a IbIKH HEeYyCTOMKH.

XIII. ®OPCMAXKOPHHU OBCTOSATEJICTBA

Y. 13 (1) Crpanure no HACTOSALIMS JOTOBOP HE AB/DKAT 00e3lIeTeHHE 3a MOHECEHU Bpeau U 3aryou,
aKo MOCJEHUTE ca MPUUYMHEHH B Pe3yJITaT Ha HEMPEOoA0IHMa CUJla.

(2) Axo ctpanara, KOATO € cle/Bajlo Ja W3NbJIHH CBOE 3ab/IKEHHE 110 J0roBopa ¢ Ouia B 3abasa, T4
HE MOJXeE Jla ce M030BaBa Ha HENPEeOo/10JIMMa CHJIa.

(3) “Henpeononuma cuia’” mo cMHChjIa Ha TO3H JAOTOBOP € HENPEABUACHO W/WIH HENpPEeAOTBPAaTHMO
cbOMTHE OT U3BBHPE/IEH XapaKTep, Bb3HUKHAJIO ClIe/l CKIIOYBAHETO Ha 10r0BOpa.

(4) Crpanara, 3acersata OT HENpPEOJOJIMMA CHJIA, € JUThKHA Ja MpeAnpueMe BCHYKH JCHCTBHS C
rpuxara Ha J100bp CTONAHMH, 3a /Jla HAMAIW 10 MUHHMYM IOHECEHUTE Bpe/u M 3aryOu, KakTo M Ja
YBEZIOMH IMHCMEHO Jpyrara cTpaHa B 7-THEBEH CPOK OT HACTBIIBAHETO Ha Hempeoaoiaumara cuna. [lpu
HEYBEJIOMSIBaHE B IIOCOYEHHMS B MPEAXOAHOTO HM3PEUEHHE CPOK ce Jb/DKH obe3liereHue 3a
HaCTBIIMJINTE OT ToBa Bpeau. Hempeoponumara cuia ce Joka3Ba OT 3acerHarara CTpaHa CbC
ceprudukar 3a GopcMaxkop, U3/1aJeH MO CHOTBETHUS pe/l OT KOMIETEHTHHSI OpraH B Jbp)kaBaTa, B
KOSITO ca HACTBIWIH (POPCMaKOPHUTE OOCTOATENICTBA.

(5) Jlokaro Tpae HempeoAoIMMAaTa CHJIA, W3MBIHEHHETO Ha 3aJb/DKCHHMSTA U CBBP3aHUTE C THX
HACpEIIHH 3abJDKEHHS CE CIHpA.

(6) He npencraBnsBa “Henmpeojosninma cuiia” CbOMTHE, NPUYHHEHO 1O HEOPEKHOCT WM 4Ype3
YMHIIUIEHO JIEHCTBHE Ha HSAKOS OT CTPAHUTE WJIM TEXHHW IMPEJICTABUTEIM W/MIU CIYXKHTENH, KaKTO W
Hepoctura Ha napuuHu cpejactBa Ha M3ITBJIHUTEJISA u JIEYEBHOTO 3ABEJIEHUE -
BBH3JIOKUTEJL

XIV. CI1IOPOBE




Y14, (1) Be3nukHaIMTE Npe3 BpEeMETPACHETO Ha IOTOBOPA CIIOPOBE M PA3HOIIIACHS MEXKIY CTPAHHTE
Ce pemiaBaT 4pe3 MperoBopH Mexay TsaxX. Ilocturnature noroBopeHocTH ce 0QOPMAT B NMHCMEHa
(¢opma U ce mpeBpbIIAT B HEpa3/IesiHa YacT OT JIOTOBOPA.

(2) B cayuaii Ha HEMOCTUTAHE HA JIOTOBOPEHOCT M0 NMPEAXOHUS YI€H, BCHUKH CIIOPOBE, MOPOJIEHH OT
TO3H JIOTOBOP WJIM OTHACSILIH CE JI0 HET0, BKIFOUYUTETHO CIIOPOBETE, MIOPOJIEHH OT HIIH OTHACSIIH CE J10
HErOBOTO THIIKYBaHE, HEJEHCTBUTEIHOCT, HEU3TbIHEHHE WIIH MpeKpaTsBaHe Ie ObJaT pa3periaBaHu
criope/1 ObIrapCcKUTe MaTePHAIHH U MPOIIECYATHH 3aKOHH OT KOMIIETEHTHHUS ¢bJ 1o peza Ha ['TIK.

XV. CbOBUIEHUS

Y. 15. (1) Benuku choOIIeHHsT MEXKAY CTPAHUTE, CBBP3aHU C U3IIBJIHEHHETO Ha TO3H JIOTOBOpP ca
BaJIM/IHM, aKO Ca HANpaBeHHW B MHUCMeHa ¢opma M ca MOANUCAHH OT YII'bJIHOMOLIEHUTE NPEICTaBUTEITH
Ha U3NBJHUTEJISA win JEYEBHOTO 3ABEJAEHUE — Bb3JIOKUTEJL

(2) 3a nara Ha CHOOILIEHUETO CEe CMSATA:

v jiaraTta Ha MpeJaBaHeTo — NPU PHYHO Mpe/laBaHe Ha ChOOIIEHHETO;
v JlaTara Ha MOIIEHCKOTO KJIeiMo Ha oOpaTHaTa pa3lucKa — Py U3IpallaHde 1o nouara;
v Jararta Ha IPHEMAHeTOo — MPH U3Mpalnade no ¢gaxc wim e-mail.

(3) 3a BanMaHHM ajpecH 3a MpHEeMaHe Ha ChOOIIEHWS M OAHKOBH CMETKH, CBBP3aHM C HACTOSILIUS
JIOTOBOP CE CMSTAT:

3A UBITBJIHUTEJIA: 3AJIEYEBHOTO 3ABE/IEHUE- Bb3JIOKUTEJL:
®bOHUKC dapma EOO/L MBAJI — Aiitoc EOO/, rp. Aiitoc, 8500,
I'p.Codus, yn. Oxonospsered nbT Nel199A  yi. Illeiinoso Ne 4
e.todorova@phoenixpharma.bg e-mail: mbal_aitos@abv.bg
bankoBa cmeTKa:
IBAN:BGO9UNCR96601030899543 IBAN: BG22BUIN78551081057818
VuuKpemut bynbank A/l Amann baak beirapus

Knon: @I Aiitoc

(4) Tpu npoMsiHa Ha MOCOYEHHUS MO al. 3 ajapec WM OaHKOBa CMETKA ChOTBETHATA CTpaHa € JUThKHA
Jla yBEJIOMH JIpyraTa B TPHIHEBEH CPOK OT NPOMsHATA.

XVL JIPYT'H YCJIOBUSI

Yn. 16. (1) IlpaBata u 3aab/DKEHHsTa 10 HACTOSAIMs JOrOBOP HE MoOrar Ja ce INpexXBbpIAT
€IHOCTPAHHO HA TPETH JIMIA M NMOJOOHH aKTOBE HE MOpaXKJIaT MPaBHO IEHCTBHE O€3 MHUCMEHOTO
ChIJIaCHE Ha JIpyrara CTpaHa, OCBEH B ClydauTe Ha obesneyaBaHe (rapaHTHpAHE) Ha 3a/IbJDKCHHs 10
0aHKOBH KpEIMTH.
(2) 3a HeypeleHHTE BBIPOCH B HACTOSIIMS JOTOBOp Ce MpHJara JAeHCTBAmOTO OBIArapcko
3aKOHO/ATEeJICTBO.

XVIL. NOAU3ITBJIHUTEJIN
(MpunodicumMo camo 6 ciyyaume, 6 KOUMO U3OPAHUS 3a USNBAHUME] YIACMHUK € NOCOYUI, Ye uje
noJ136a NOOU3NBIHUMENU, NPU CKIIOY6AHE HA PAMKOBOMO CROPA3YMeHUe)

Ya. 17. (1) HOAUSIBJIHUTEJIUTE TpsioBa 1a 0TroBapsT Ha ChOTBETHHTE KPUTEPHH 3a 1noabop
choOpa3sHo BH/IA U Jiesia OT NOpbhYKaTa, KOWTO 1€ H3ITBJIHABAT, H 3a TAX JIa HE ca HAJIUIle OCHOBAaHHs 3a
OTCTpaHsBaHE OT MpOLE/ypara.

(2) JEYEBHOTO 3ABEJEHUE — Bb3JIOJKMUTEJI usucksa 3amsina va [NOJIN3

KOWMTO HE OTroBaps Ha yclIoBHsTa 110 ai.l.




(3) Koraro gactra ot nopwukara, kosto ce usnbinssa or IHOJU3INBJIHUTEJL, moxe na 6wae
npenagesa karo orjened obekt Ha U3ITBJIHUTEJIS wm va JIEHUEBHOTO 3ABEJ/IEHUE -
Bb3JIOKUTEJI, nocneauus 3aniama Bs3HarpaxaeHue 3a tasu yact Ha [IOAU3ITBJIHUTEJIS.
(4) Pasnyamanusra mo an. 3 ce OCHIIECTBABAT Bb3 OCHOBA HA WCKAHE, OTIPABEHO OT
NOJAUSIBJIHUTEJIAA no JIEYEBHOTO 3ABEJEHHUE - BB3JIOKUTEJ upes
U3IIBJIHUTEJIA, xoiiTo e MThKeH Ja TO NpeoCcTaBH Ha BB3JIOKHTENS B 15-IHEBEH CPOK OT
TMOJIy4aBaHETO MY.

(5) Kem nckanero no an. 3 UBITBJIHUTEJISIT npenocrass CTaHOBHIIE, OT KOETO /1a € BHIHO JIAJIH
OCIIOpBa IUIALIAHUATA UITH YacT OT TSIX KaTO HEIbJDKUMH.

(6) IEYEBHOTO 3ABEJIEHUE - BB3JIOKUTEJI uma npaBo ja OTKaxe IUlaliade 1o an. 3,
KOraTto HCKaHeTO 3a IUlalllaHe € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsIBaHe Ha MPUYHMHATA 33 OTKa3a.

(7) HesaBucumo ot usnomspanero Ha [TOJJU3ITBIIHUTEJIU oTroBOpHOCTTa 3a M3MBIHEHHE Ha
norosopa e Ha USITbJIHUTEJISA.

XVIIIL. 3AK/IIOYUTEJIHHU PA3ITOPE/IGH

Y. 18. (1) IIpu crecTaBsHETO HA HACTOSIIMS IOTOBOP C€ MPEICTaBHXA CIIEHUTE IOKYMEHTH:

v JloxymenTtu 1o wi. 112 ot 3011,

v Jlexnapanus no wi. 55, an. 6 ot 3JIIIXM (koraro e npuIokuMo);

v ["apannus 3a U3MTBIHEHHE,

v Texuuyecko u LlenoBo npeutoxkeHne, HepasieliHa YacT OT JJOr0BOPa;

Jlexnapauu no 3MUIL

(2) HacTosimusaT 10roBop ce ChCTaBH B TPH €IHOOOpa3HH €K3eMILIsSpa Ha OBIrapcky €3MK — eIMH 3a
MN3ITBJIHUTEJIA u n1Ba 3a JIE E)TO 3ABEJIEHUE - Bb3JIOKHUTEJL.
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X CobrnacyBaHo

EBresun Yanos
HOpuckoHcynT ®soHukc dapma EOOA
Signed by: evgeni.chalov@phoenixgroup.eu
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JlerapcTeeHa
dopma

TEXHUYECKO NPEANTOXEHUE

Heobxoau
M Bpoit

Msapka
MAPKK Ha /mg,tabl,

N3 ml/ 3abenexka

100000{mg |

PY

Teva B.V.,

TbproBCcKo Koanyecrso
HAaUMEHOBAHU AKTUMBHO
e BELLECTBO

acnt : @H mg/dose -
Ecosal Inhaler

OKOHuaTe
NHa
ONaKoBKa

MHXaNaTopHa g Huaoepnanaua 200 doses mg
Inhalation
powder 160 [Sandoz 160 mcg + 4,5
Budesonide, mcg/4,5 Pharmaceuticals|AIRBUFO mcg/dose 60
RO3AKO7 |Formoterol |uHxanatopHa 2400|UD mcg/dose d.d., Cnosenua [FORSPIRO doses uD 2
= v B. Braun >n_._mmn 20 ‘
i o Melsungen AG, [iniectabilia (ampoules
VO7ABOO napeHTepanHa 128000|ml repmaHus Braun , 10 ml )




LLEHOBO MNPEAJIOXEHUE

Heobxoau
M bpoi MspKa Tbproscko Konan4ecrso OKoHu4aTe
JlekapcreeHa MAPKU Ha /mg,tabl, HAaMMEHOBaHW aKTUBHO NHa En.ueHa EpueHac
ml/ e BELLECTBO onakoska 6e3 A4C AAC
: 10,1 mg/dose - s =
RO3AC02 |Salbutamol Ecosal Inhaler [200 doses 0,145000 (0,174000
Inhalation  |Sandoz
powder 160 |Pharmaceutical 160 mcg + 4,5
Budesonide, mcg/4,5 sd.d., AIRBUFO mcg/dose 60
RO3AKO7 |Formoterol WHXanaTopHa 2400|UD mcg/dose Cnosenua FORSPIRO doses uD 0,325250 |0,390300
ytf e 3 | E L I
~|B.Braun ,>n=m‘mn
~ |Water for -y _ z_m_mc_:mn:,hm. |iniectabilia
VO7ABOO |injection napentepanHa |  128000|ml |repmanunsa Braun 10 ml 0,0225 0,027




