JTOTOBOP
3A JOCTABKA HA JEKAPCTBEHM IIPOYKTH

NP 11500 8034 L2014
uec, &OLL 2014 r., B rp. Codusi, mexay:

MUHHUCTEPCTBOTO HA 3JAPABEOHA3BAHETO, c ampec: Codus 1000, m
«“Cpera Hemena” Ne 5, ¢ EMK 000695317, npeacrapnssaHo oT A-p Ilerbp MOCKOB — MAHHCTBD Ha
3npaBeonaspanero 1 Mapus benomoposa — MHPEKTOp Ha MUPCKIHA ,,BIOIKET M CUETOBOJCTBO®,
HApHYAHO T0-101y 3a kpaTkocT “BB3JIOKHUTEJL” o1 enna ctpana

%}

LCTHHI” AJl, chc cefauiie 4 afpec Ha ympasieHue: rp. Pasrpan, 6yu1. ,,Bearapus” Ne
48, 6ok Burtoma 1, Bx. T, eT. 4, an. 37, EUK 116584586, mpencTaBasBaHO OT AJICKCAHABD
31paBKOB — U3MBIHHATENCH AUPEKTOP, HAPUYAHO MO-TI0TTy 32 KPATKOCT “U3NBbJIHUTEJI”

ua ocHoBamme wi. 41 or 3akoHa 3a oOmecTBeHMTe NOphukM M Pemenme Ne 11-
533/14.10.2014 rox. 5a BB3JIOXXUTEJISA 3a onpejenste Ha KIACHPAHETO 10 000CO0CHa MO3HIHA
No 6 mo ofimecTBeHa MOpBYKa C HpeIMET: ,/Jocmaska Ha aHMUpemposuUpyCcHU JleKapcmeenu
npodykmu 3a OONbI6AHE HA ONEPAMUGHUA pe3epé Ha IHpozpama ,Ilpesenuun u KOHMpPOn Ha
XHB/CITHH*, ce CKIIOYH HACTOALIUAT JOTOBOP 34 CICAHOTO:

I. IPEAMET U CPOK HA 10OI'OBOPA

1.1. BB3JIOKUTEJAT sp3nara, a UBIMIBJHUTEJIAT ce 3ansmkaBa a NOCTaBH
JIeKapCTBEHH NMPONYKTH, HAPMYAHHU HAKPATKO MO-TOTTy ,,CTOKa/HTe" CHITIACHO YCIIOBHSTA, IOAPOOHO
ONHCAHH B HACTOSIIMS JOTOBOP.

1.2. JIoroBophT BIHM3a B CHJIA OT JaTaTa Ha MOJNHKCBAHETO MY OT JBETE CTPAHH U € ChC CPOK
enqna roguHa. [lo oTHOIIeHHE Ha “yCIOBHS, HaYWH M CPOK Ha [Iamane ¥ OTrOBOPHOCTTa Ha
M3ITBJIHUTEJIS, cpokbT Ha AEHCTBHE € CHIVIACHO JOTOBOPEHOTO B Pasgen III u cvorB. Paznen
VII ot HacTOA1IMs JOTOBOP.

I1. IEH! U OBIIIA CTOMHOCT HA
JTOCTABKHTE IO JOIrOBOPA

2.1. Ilenmara Ha CTOKHTE IIO y1.l., CHIJIACHO TPENCTABEHO UEHOBO MPEUIOKEHHE,
HepasjieliHa 4acT OT J0roBopa € KakTo ClIe/iBa:

Isentress
film coated tabl. 2352 000 mg| 0.04751 ne.| 0.05701 5iB. | 1 140.20 nB. | 1368.24 nB. | 134 087.52 58,

400 mg x 60

2.2. Ilenara BKIIOYBA CTOMHOCTTA HA CTOKATa, BKIIOYBA BCHUKA Pa3sXOJH II0 10CTaBKaTa Ha
JIEKapCTBEHHUTE IPOAYKTH JO MACTOTO HA JOCTAaBKa — MUTHH c60poBe, TaKCH, APYTH JaHBIH HpH
BHOC HUIH JPYTH B3€MaHHS U JaHBIH (BIIFOUUTENHO AHBK no6aBeHa CTOMHOCT), KaTO CTOMHOCTTA
AM ce IOCOYBa IIOOTIENHO, IIPU MHHHMAJIEH CPOK Ha TOJHOCT HE NO-KpaThbK OT 75 % Ha CcTO OT
06ABEHMS OT IPOU3BOUTENIA KbM /laTaTa Ha BCsSKA LOCTaBKa.

2.3. O6mara croiiHOCT Ha jorosopa e go 111739.60 . (cTo M emUHANECET XHIAIH
Ce/IeMCTOTHH TPHAECET H JeBeT Jiesa H 60 ctoTurky) 6e3 Bmoden JJIC, no 134 087.52 nB. (ctO
TpUAECET U YETHPH XHJIS/IA M OCEMIECET 1 Ce/IeM JICBa H 52 crotunky) ¢ BoueH JIJIC.



2.4. lenara 1o moroBopa € ¢pUKCHpaHa, He IOJJIeXH Ha IIPOMSIHA 3a CPOKa Ha JAeHCTBHE Ha
JIOTOBOPA, OCBEH B ciy4auTte Ha 4i. 43, an. 2 ot 30I1. B cnyuait, ye npe3 BpeMeTo Ha JeiicTBHE HA
JIOTOBOpa CTOHHOCTTA, KOATO CIEABa Ja CE 3amiamia ¢ MyONMYHH CpEJICTBA Ha JICKAapCTBEHH
HpOOYKTH OT [103MTHBHHSA JIEKApPCTBEH CIHCBK CTaHE IO-HHUCKA OT JOrOBOPEHATa, BB3JIOKHTEILAT
Oe3yCJIOBHO 3aIUIalla JIEKapCTBEHUTE IPOAYKTH Ha [T0-HUCKATa LieHa, OT AaTaTa Ha BIHM3aHE B CHJIA
HAa KOHKPETHOTO pEIICHHE HA KOMIMETCHTHHA opraH /HamuoHanHus CBBET N0 I1ICHH H
perMOypcHpaHe Ha JIEKapCTBEHUTE NPOIYKTH/ .

III. YCJIOBWS1I 1 HAYMH HA IVIAINAHE

3.1. IInammaseTo Mo HACTOAIIMS JIOTOBOP CE€ OCHINECTBIBA Ype3 OAHKOB MPEeBOJ OT CTPaHa Ha
BB3JIOXKUTEJILS no nnocouyeHara B wi. 15.3. 6aukosa cmetka Ha USITBJIHUTEILS.

3.2. 3amamaseTo Ha CTOKHTE II0 IOroBOpa Ce U3BBPIIBA B OBIrapcKH JIeBa, 0 OaHKOB BT,
gype3 100 % (cTo mpoleHTa) aBaHCOBO IUIAlllaHe B CpOK 10 15 (metHajzeceT) pabOTHH JHH OT
MOAIMCBAHETO HA JIOTOBOPA M NpEICTaBsHe Ha mpogopma-dakTypa (Wi opuruHai) U 6e3yclIoBHaA
U HeOTMeHsieMa 0OaHKOBa rapaHilvs 3a aBaHCOBO IUIAIaHE 32 €KBUBAICHTHATa CyMa, M3/ajieHa B
10J13a Ha MHHHCTEPCTBO Ha 3APaBEeONa3BaHETO B CPOK 10 5 (mer) paGoTHH JHH OT MMOJIIMCBAHE Ha
norogopa ¥ BamuaHa 60 (mectmeceT) KaleHIapHH AHHM CJeJ JaraTa Ha HM3THYaHE CpOKa Ha
JIOTOBODA;

lapaniinsATa 3a aBaHCOBO IUIAIAHE ce OCBOOOXIaBa Clell MPEICTaBiHE HA CICAHUTE
JIOKYMEHTH:

- JocraBHA (paKTypa — OpUIHHAT;

- MHMCMEHM 3asaBKH 3a gocraBka or Bb3JIOXKUTEJIA,

- IBYCTPaHHO MOIIHCAaHU W IOANEYATaHH IPHUEMATENHO-TIPEAaBaTeIHH MPOTOKONH IIO
obpasen; Ha MUHHCTEPCTBOTO Ha 3/paBEONA3BAHETO;

- ONHC Ha MPHUEMATENHO - IPEJaBaTSIHUTE IIPOTOKOJIH;

- Cepruduxkar 3a ocBo60XKIaBaHe HA BCIKA MApTHAA (B KOIHUE , 3aBEPEHO ¢ Tpu ,.BspHo
C OpUrHHaja” ChC CBEX IeYar M HONIHC Ha YI'BIHOMOIIECHHS B PemyOimka bovirapus
TIpeACTaBUTEN HA IPOM3BOUTEIS/TIPUTEKATENS Ha Pa3pEIICHHETO 3a YoTpeda).

B cayuail, 9e BB3noxuTens He 3asBU 3a JOCTaBKa LISJIOTO JOTOBOPEHO KOJIMYECTBO JO
H3THYaHe cpoka Ha jgorosopa, To WU3ITBJIHUTEJIAT Bb3craHoBiBa Ha BB3JIOXHUTEJI no
GaHKOB HBT HAINIUIATEHATa aBaHCOBO CyMa (3a HEIOCTABEHHTE KOJMYECTBa) B Cpok a0 14
(deTMpHHAneceT) AHH CleJ jJaraTa Ha H3THYaHe Ha Jorosopa. B cimyuaif, 4e B TO3H CpOK
HaJIUIaTeHaTa cyMa He € HocThmmiua no Gankoeara cMverka Ha BB3JIOXMHTEJIA, chmara ce
yIbpiKa OT TapaHIUATa 33 aBaHCOBO ILIAIIAHE.

WU3bpoeHuTe IOKyMEHTH Ce MPEACTaBAT B JEIOBOACTBOTO Ha MHHHCTEPCTBO Ha
37paBeoNa3BaHETO, KIACHPAaHH M NPHKaYeHH B Manka. B mankara ce npuiara mMuCMO € ONKC HA
ChIBPXKALIATE CE B Hesl JOKYMEHTH, KaTO 3aIbIDKATENHO CE MOCOYBAT HOMEpPATa, JaThTe U Opos Ha
IPUIIOKEHATE JOKYMEHTH OT BCEKH BUI.

3.3. B cayuaif, uye mnocoueHHATe B WI. 3.2 NOKYMEHTH Ca HEPENOBHM HIM HE ca
KoMIUTeKTOBaHM, chimure ce Bpbmar Ha W3IIBJIHUTEJIA ¢ npuemarenHo — mnpenaBaTellcH
IIPOTOKON 3a M3NpaBsHe Ha HepeaHocTHTe. CpoK®sT mo wi. 3.2. 3amoyBa ja TeYe OT JarTara Ha
IpeICTABIHETO Ha IIOCJICIHNS H3UCKYEM Ce TOKYMEHT.

IV. CPOK HA TOCTABSIHE

4.1. He mo-kbcHO OT 15 (merHameceT) OHHM clel NOJy4yaBaHE Ha IHCMEHa 3asiBKa OT

BB3JIOXUTEJLA.
4.2. UBITBJIHUTEJIAT ce 3ampmkaBa, B CpOK IO [Ba JHH IpPEAH BCAKA NOCTaBKa Aa
yBenomn mucmero wm 1o (axc BB3JIOKUTEJIA 3a m3pppuiBane Ha NOCTABKATE HA CTOKHTE,
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IpeIMET Ha HACTOSIIUS A0roBop. IIp HEBB3MOXKHOCT 3a M3BBPILIBAHE HA JOCTABKHTE HA CTOKUTE
HpeaMeT Ha HAaCTOSIIHUS JOTOBOP Aa yBeaoMu mucMeHo wi 110 ¢paxke Bh3JIOXKUTEJIS.

4.3. 3a KOIM4YeCTBa, JOCTABCHH M3BBH 3adBKara 1o wi. 4.1. u wi. 4.2., Bb3JIOXKUTEJUIT
HAMA 3a0BKCHHC 32 TIAINAHE.

4.4. JloctapsHero HAa CTOKH 0e3 3asBKH € JONMYCTHMO CaMO B M3KJIIOYMTENHM Cilydad,
3acTpallaBaiid >KHBOTA M 3APARCTO HA MPAXJAHUTE U ClIE]] U3PUYHO MUCMEHO MOTBBPKIACHHE OT
CcTpaHa Ha MUHUCTHPA WM CHOTBETHHS PECOPEH 3aMECTHUK — MUHUCTBP.

4.5. B cinyyaurte no wi. 10.2. 1 10.3. ot norosopa, cpoksT no wi. 4.1. 3amo4ysa ja Te4e 0T
Jartara Ha HucMeHOTO chriiacue Ha Bb3JIOKHWUTEJIA. '

V. MSICTO HA TOCTABAHE

5.1. Mscro Ha nocrassue - “CBAJIIIB — npod. Us. Kupos” EAJl, rp. Codus, Gym.
LAxan. UBan ['emmoB™ Ne 17.

5.2.  PHCKBT OT CIly4yaifHOTO NOTMBaHE WJIH MOBPEXJAHE HA CTOKHTE NPEMHHABA BBPXY
BB3JIOXKUTEJIS or MOMeHTa Ha IpHEMaHETO MM Ha MSCTOTO Ha JNOCTaBsHE C NPHEMATETHO-
npeaaBaTelieH IPOTOKOJL.

VI. IATA HA JOCTABSHE HA CTOKHUTE

6. 3a 1aTa Ha JOCTaBSHE CE CYMTA JaraTa, Ha KOSITO CTOKUTE Ca JOCTaBEHH 10 KpaWHHTE
OJTy4aTelH, IpX YCIOBHATA HA . 9.2.

VII.3AABJIKEHUA HA U3ITBJIHUTEJIA

7. UBITBJIHUTEJIAT ce 3agbikaBa:

7.1. Jla mocTaBM CTOKHMTE B JIOTOBOPEHHS CPOK M [1a TH NpeAaJe Ha KpaHHWTE IOTydaTelIu.

7.2. Jla mpenage CTOKHTE, MaKeTHpaHH M MAapKHpaHH B CHOTBETHHS BHJ, KOJIHUYECTBO H
Ka4eCTBO HAa MACTOTO Ha JOCTABSHE.

7.3. Ilpu noanucBaHeTO HA J0roBoOpa Ja HpeHCTaBPI

a) JokyMeHTH o wi. 47, an. 10 ot 3011, n3ganeHu oT KOMIETEHTHUTE OPraHy;

6) rapanIus 3a H3OLIHEHHE, B €1Ha OT Gopmute, onpeneneHs B 4. 60 ot 3011, kosTo
ce ocBoboxmaBa 10 60 IHM cel NPUKIIOYBAHE M3MBJIHCHHETO Ha Joropopa. I'apaHimsira e B
pa3smep Ha 3 % ot croiinocTTa Ha norosopa 6e3 JIJIC u pp3u3sa Ha 3 352.19 nesa.

7.4. Jla focTaBs JI€KapCTBEHH MPOJYKTH, KOUTO OTTOBapAT Ha M3MCKBaHHMATA HA 3aKOHA 33
JeKapCTBEHHTE TNpPOAYKTH B XyMaHHara MeauuuHa (3JIIIXM) - mnpuapyxeHd C BaldIHO
paspelneHue 3a ymorpeGa B cTpaHaTa, m3nmaneHo mo pena Ha 3JIIIXM nam Permament (EO) Ne
726/2004 r. na Eppomeiickus mapnamedt u CeBera /wn 23, an.l ma 3JIIIXM/. B cuy4aii Ha
W3TMYaHe HAa CPOKa HA paspelleHHeTo 3a ynotpeGa Ha JekapcTBeH Mpoaykr mnpes 2014 r.,
YY4aCTHHMKBHT I€KJIapupa B ChOTBeTcTBHE ¢ wWi. 55, am. 6 or 3JIIIXM, 9e KommdecTsara 3a

JIEKapCTBECHUA NPOAYKT Ca HATHYIHH.

VIIL. 3AABJOKEHUSA HA Bb3JIOXKHUTEJIA

8. BB3JIOXKUTEJIAT ce 3ansmkasa:

8.1. Jla npueMe JOCTABEHUTE B CPOK M Ha MACTO CTOKH, CBOTBETCTBAIM 1O BUJ, KOJIHYECTBO
¥ Ka4eCTBO HA OIMUCAHOTO B HACTOSIIMS JOIOBOD.

8.2. Jla 3anaTH JOCTABEHUTE CTOKH 1O pefa Ha wi. 3.1., 3.2. u 3.3. OT HACTOSIIMS JOTOBOP.

8.3. Crex NPHKMIOYBAHE M3NBIHEHHETO Ha JOrOBOpa M ChriacHO Wwi. 7.3, GykBa “6” ma
0cBOGOMHM rapaHIHUATA 33 M3IBIHEHHe, O6e3 Ja JBDKH JIMXBH 32 CPOKa, Ipe3 KOHTO CpPeAcTBaTa
3aKOHHO Ca IIPECTOSAIH Yy HETO.
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IpeIMET Ha HACTOSIIUS A0roBop. IIpy HEBBF3MOXHOCT 3a M3BHPIIBAHE HAa JOCTABKUTE HA CTOKUTE
IpeAMET Ha HaCTOSIIHS JOTOBOP Aa yBeAoMH nmucMeHo wiH o ¢akc Bb3JIOJKUTEJLA.

4.3. 3a XOIMYECTBA, JOCTABEHU U3BBH 3asBKaTa 1o uwi. 4.1. u w1 4.2., Bb3JIOXKUTEIIAT
HAMA 3aAb/DKEHHE 32 IJIAIaHe.

4.4, JlocraBaHeTO Ha CTOKH 0€3 3aiBKH € AOIYCTUMO CaMO B M3KIIOYHMTENHH CIIydaH,
3aCTpalllaBany XHUBOT2 H 3/IPaBETO HAa T'PAXJAHUTE W CIIe] U3PUYHO NMHUCMEHO NMOTBBPXKICHHE OT
CTpaHa Ha MUHHCTBPa WM CHOTBETHHS PECOPEH 3aMECTHHK — MUHHUCTEP.

4.5. B cnyqaute no 4n. 10.2. u 10.3. ot nororopa, cCpoksT no 4i. 4.1. 3anmo4ysa a T€4e OT
jparara Ha nucmeHoto cerinacue Ha BB3JIOXKUTEIIA.

V. MSACTO HA JOCTABSIHE

5.1 Mscro Ha gocraesue - “CBAJIUIIB — npod. VB. Kupo” EAJl, rp. Codus, Oy
LAkan. UBan I'emmoB™ Ne 17, :

5.2. PHCKBT OT CIy4aiHOTO NOTHBAaHE WM NOBPEXIAaHE Ha CTOKHTE MPEMHHABA BBPXY
BB3JIOXKUTEJISL or MOMEHTa Ha IMPHEMAHETO MM Ha MSICTOTO Ha JOCTABSHE C IPHEMATEIIHO-
npenaBareieH IPOTOKOJL.

VI. IATA HA TOCTABSAHE HA CTOKUTE

6. 3a 1ara Ha JOCTaBsSHE C€ CYMTA JaraTa, Ha KOSTO CTOKHMTE ca JOCTABEeHH IO KpaiHHTe
TIOJTyJaTeNH, IPH YCIOBHATA HA Wi. 9.2.

VII. 3AABJOKEHUS HA M3ITBJIHUTEJIA

7. U3ITBJIHUTEJIAT ce 3anbmkasa:
7.1. Jla ocTaBM CTOKHTE B JOTOBOPEHHUS CPOK M Jla TH NpeAaJc Ha KpaWHHUTE IOJIydaTelu.
7.2. la npenane CTOKHTE, NAaKeTHPaHW M MapKUpaHH B CHOTBETHHS BH, KOJIHYECTBO H
KayeCcTBO Ha MACTOTO Ha JOCTAaBSIHE.
7.3. Ilpu monmMCcBaHETO HA JOTOBOPA a IIPEJACTABH:
a) JokyMeHTH 1o wi. 47, an. 10 ot 3011, uznanenu or KOMIIETGHTHUTE OpPTaHu;
6) rapaHIEs 3a M3IIbIHEHHE, B eHa OoT hopmure, onpesenenu B wi. 60 ot 3011, xosTo
ce ocBoOoxmaBa 10 60 JHM clel] MPUKIIOYBAHE W3NBIHEHHETO Ha Jorosopa. ['apaHuumsta € B
pasmep Ha 3 % ot croiiHocTTa Ha forosopa 6e3 JIJIC u pp3mu3a Ha 3 352.19 nesa.
7.4. Jla 1ocTaBsl JIEKApPCTBEHH MPOJLYKTH, KOUTO OTTOBApAT HAa M3MCKBAHHMATA Ha 3aKOHA 32

JeKapCTBEHHTE TpPOAYKTH B XyMaHHata Memuuuba (3JIIXM) - NPUAPYXKEHH C BAIMIHO
pasperieHue 3a ynorpeba B crpanara, usganeHo no pena Ha 3JIIIXM wma Permament (EO) Ne
726/2004 r. Ha EBponeiickus mapnamenT u Coera /@i, 23, amrl ma 3JIIIXM/. B cnyuait Ha
W3THYaHe Ha CpPOKA Ha paspelleHHETO 3a YMoTpeOba Ha JIeKapcTBeH Npomykr mpe3 2014 r.,
YUaCTHHKBT JEKJIapupa B ChOTBeTcTBHE ¢ Wi 55, am. 6 or 3JIIIXM, we Kommdecrsara 3a
J€KapCTBEHHS MPOAYKT Ca HAIMYHH.

VIIL 3AABJIKEHUSA HA BB3J1IOXKHUTEJISA

8. Bb3JIOXUTEJAT ce 3ansmxasa:

8.1. Jla npueMe HOCTaBEHHUTE B CPOK M Ha MACTO CTOKH, CHOTBETCTBAIIY MO BUJI, KOJIHYECTBO
Y Ka4ECTBO Ha OMHCAHOTO B HACTOAIIMSA TOTOBOD.

8.2. Jla 3amaTy JOCTaBEHHTE CTOKH 110 pefa Ha wi. 3.1., 3.2. u 3.3. OT HACTOAIMSA JOTOBOD.

8.3. Crex NpHKIIOYBaHE M3IIBIHEHMETO Ha JOroBOpa M ChriacHO 4i. 7.3, Gyksa “0” nma
0cBOGOMY TApaHIHMATA 32 M3IBIHEHHe, Oe3 Ia IBIDKU JIMXBH 32 CPOKa, Mpe3 KOHMTO CpEencTBara
3aKOHHO Ca IPECTOSIIH Y HETO.



IX. MIPMEMAHE M IIPEJABAHE HA CTOKMTE

9.1. TIpHEeMaHETO Ha CTOKHTE Ce H3BBPINBA HA MACTOTO HA HOCTABAHE OT NPEJICTABUTEN HA
KpalHUTE MOJIyqareiy.

9.2. W3MBJHUTEIIT u unpeacraButen Ha KpaliHWUTE MOJy4aTeld [OJMHMCBAT
IpHEMAaTeTHO-[peaBaTENCH POTOKOJ, YAOCTOBEPABALLL II0JyIaBaHETO HA CTOKHTE.

X. TAPAHITUA U CPOK HA I'OJHOCT

10.1. KM mataTa Ha DOCTABKATd, OCTATHUHHAT CPOK HA TOAHOCT HA CTOKHTE NPCIMET Ha
HACTOSIIHS IOTOBOP, Cleapa Aa Obje He mo—MankK oT 75% OT 00sBEHHsS OT NPOM3BOIMTENA KEM
JlaTaTa Ha BCAKa JOCTaBKa.

B ciyuaii Ha JOCTaBKa Ha JeKAapCTBEHHs NPOAYKT C IO — KPaTbK OT AOrOBOPEHHM:A CPOK Ha
ronuoct, USITBJIHUTEJIAT abmxu HEYCTOMKA, KAaKTO CIeaBa:

ot 74,99% 10 60% - 10 % BBpXy CTOMHOCTTa Ha JOCTABKATa,
oT 59,99% 1o 50% - 20 % BBpXy CTOMHOCTTA HA I0CTABKATAa,
ot 49,99% 110 40% - 30 % BBpPXY CTOMHOCTTA Ha 0CTABKATa,
ot 39,99% 1o 30% - 60 % BBpPXy CTOMHOCTTA Ha IOCTABKATA,
oT 29,99% no 20% - 75 % BBpXY CTOMHOCTTa HA 10CTABKATa,
- o 20% - 90 % BBpXy CTOMHOCTTa Ha XOCTaBKaTa.

10.2. JlocraBKkara Ha JIEKapCTBEH IPOAYKT ¢ OCTATh4eH CPOK HA TOTHOCT IO-MATBK OT 30
Ha CTO OT OOSBEHHS OT IPOU3BOJHUTENS CE€ H3BBpIIBA CaMO C IHMCMCHO CbIJIACHE Ha
BDB3JIOXKUTEJIS] 3a KOHKPETHO KONHYECTBO, ONPENENEHO OT Hero. be3 M3pHYHO MMCMEHO
cermacie Ha BB3JIOXKUTEIS croxure Hama na Opiar 3amnamasd. Mckanero 3a IHCMEHO
chIiacHe ciaenBa aa mocrsnu B aenosoactsoro Ha BB3JIOXKUTEJLA B cpox no 3 (tpu) or
HoIyyaBaHe Ha 3asBKara. :

10.3. B ciydail Ha Ge3MIATHO NOCTaBJHE HA HIKOM OT CTOKHMTE IO JI0roBOpa, ChHITIACHO
norosopesoto ¢ W3IIBJIHATEJISA, chbmumre crneaBa jAa OTroBapsT Ha MOCOYCHHTE  OT
BB3JIOXXUTEJIS u3ucKkBaHHA OTHOCHO CPOK Ha F'OJHOCT M CPOK Ha JI0CTaBKa, B CHOTBETCTBHE C
touxu 4.1,4.2. 1 10.1.

XI. OTTOBOPHOCT 3A HETOYHO M3NbJIHEHHE. PEKJIAMAIIMHA

11.1. BB3JIOXKUTEJIAT mosxe na npesspssa pexiavanny npea U3ITBJIHUTEIL] 3a:

a) KOJMYECTBO M HEKOMILIEKTHOCT Ha CTOKHTE HIIH TEXHMYECKaTa IOKYMEHTalMsi (sBHH
HEJIOCTATHIN);

6) Ka4ecTBO (CKPUTH HEIOCTATHIIH):

- IpH IOCTABSIHE HA CTOKM HE OT JOTOBOPEHHS BHII, IOCOHCH B 1L 1;

- [Ip¥ KOHCTaTHpaHe Ha Je)eKTH IIpH ynoTpeda Ha CTOKUTE.

11.2. PexyiaManyy 3a SBHH HEAOCTATHIH Ha CTOKUTE C€ MPABAT OT BB3JIOXUTEJLA, upe3
KpaifHUTE MOJTydYaTeNd Ha CTOKMTE, B MOMEHTA Ha IIPEIaBaHETO UM, 33 KOCTO CE ChCTaBd IIPOTOKOI,
HOIMNHKCAH U OT JBETE CTPaHH.

11.3. Pexnamaru 3a CKPHTH HEJOCTAaTBIM CE€ MpPaBST Ipe3 LEMsA CPOK Ha rOQHOCT Ha
JOCTABEHWTE CTOKH, KaTo peKjiamalusita ce TpHApyXaBa 3aXb/DKHTENHO OT KOHCTATHBCH
IIPOTOKON, W3/azieH oT M3mbIHUTEHATa areHIHsA 3a JIEKapCTBaTa.

11.4. BB3JIOXUTEJIAT e namexkeH na YBEIOMH MHCMEHO U3ITHJIHUTEJA 3a
ycranoBenute fedekTn B 15 (meTHajeceT) JHEBEH CPOK OT KOHCTATHPAHETO UM.

11.5. B pexiamMaluuTe ce I0COYBA HOMEPHT Ha JOrOBOPa, TOYHOTO KONMHYECTBO Ha
NOJyYeHHTE CTOKA ¢ TEXHHS TApTHAEH HOMEp, OCHOBAHHETO 33 pekiaManisd H KOHKPETHOTO
uckane Ha Bb3JIOXKUTEJLA.

11.6. B 10 (mecer) OHEBEH CPOK OT HOJy4aBaHE Ha peKIaMallMATa, U3ITBJIHUTEJIAT
cnensa na orroopu Ha BB3JIOXXWTEJIA mucMeHO H KOHKPETHO JAITH IIpHemMa pexnaManuaTa uim

Sl OTXBBPIIA.
4
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11.7. Ipu pexnamanus 3a ssHH HepocTarsly USITBJIHUTEIIAT ¢ mnpxeH B eqHoMeceueH
CPOK OT MOJIyYyaBaHe Ha peKiamMaliiaTa 3a CBOS CMETKa M PHCK Ja NOCTaBH Ha MICTOTO Ha
JOCTaBSHE KOJMUYECTBOTO JIMIICBALIM B JOCTaBKaTa / HEKOMILJIEKTHH JOTOBOPEHH CTOKH.

11.8. Tlpm pexnamarua 3a ckputu Henocrarsum HMSITBJIHMTEJAT e miexen B
¢THOMECEYEH CPOK OT II0/Iy4aBaHeTo H Ja 3aMeHM JOCTaBeHMTe HeJ0rOBOpEHH 10 BH / ehekTHH
CTOKH 3a CBOS CMETKA M pUcK MM mo npeneHka Ha Bb3JIOXXUTEJIS na BbpHE ¢hOTBeTHATa 4act
OT 3aIlJIaTeHAaTa LEeHa, BEJHO C JBDKUMHTE JIMXBH.

11.9. U30opbT Ha mOCOYEHHTE MO-TOPe BBE3MOXKHOCTH Ja C€ BHPHE CHOTBETHATa 4acT OT
MJIATEHOTO HJIH 12 Ce JOCTAaBAT HOBH cTokM mpuHauiexu Ha BB3JIOKHTEJ u ce ympaxHsBa OT
Hero oz ¢opMara Ha nucmeno ysenominenue no U3IThJIHUTEJIS, karo pasxoaute u PHCKOBETE
10 HOBOTO Ji0cTaBsiHe ca 3a cMetka Ha M3IThJIHUTEJLA.

11.10. PexnaMupaHHTE CTOKH CE€ ChXpaHsABaT OT CHOTBETHHA KpacH IOJIy4aTell A0 YpexKaaHe
Ha peKJIaMallMUTe.

XII. OTTOBOPHOCT TP HEM3NTbJIHEHUE

12.1. 3a HeM3IBIIHEHHE HA 3aBDKEHUATA CH 10 HACTOSALIHS JOTOBOP € M3KIIOYCHHE Ha TE3H
mo T. 10.2 u . 10.3, U3IIBJIHUTEJIAT aemku HeycToiika B pasmep Ha 0.7 % Ha neH BBPXY
CTOMHOCTTA HA HEM3ITBIHEHOTO B JIOTOBOPEHHTE CPOKOBE 3a[biDKCHHE, HO He moBede or 10 %
(meceT mpoIEeHTa) OT CTOWHOCTTAa HA HEM3ITBIHEHHETO, KAKTO W ODE3IIETEHHE 3a NPEThPICHUTE
JeHCTBUTEIIHY BPEIH B CIIydauTe, KOraTo Te HaAXBhPIAT JOTOBOpEHATa HEYyCTOMKA.

12.2. Koraro npu Hamuude Ha pekiaamarun, U3ITBJIHUTEJST He u3nbiHM 3a0BIDKCHUATA
cu 110 pasaen XI oT HaCTOSIIHUS JOTOBOP B CPOK, ChIUAT 1b0kH Ha BB3JIOXKUTEJIA Heycroiika B
pasmep Ha 2 % OT LeHaTa Ha CTOKHTE, 3a KOUTO Ca HallpaBeHH PeKIaMalluuTe.

12.3. BB3JIOXKUTEJIAT ymosnerBOpsiBa IPETEHIMATE CH OTHOCHO HEU3IIBIHEHHETO Ha
J0roBOpa, KAaKTO M 3a 3aIUlalaHe Ha HeycTolikute oT crpana Ha MU3ITBJIHUTEJIA xaro 3anbpika
rapaHIEsTa 3a U3BIHEHHE 10 Wi. 7.3, 6ykBa “6” 0T ZOroBoOpa, CieJl KOETO M0 CHOTBETHHSA PE.

12.4. Tpu BunoBHa 3a6aBa Ha U3ITBJIHUTEJIA, nponbmkuna ¢ noBeye OT MOJIOBHHATA OT
CpOKa 3a H3IIbJIHEHHE Ha ChOTBeTHOTO 3ambmkenue, BB3JIOXUTEIAT uma npaso fa passaiiu
JIOTOBOPA €HOCTPAHHO € 15-THEBHO NPEIU3BECTHE.

12.5. BB3JIOXKUTEJIST uMa npaso Oa MpeKpaTd €IHOCTPaHHO M 0Oe3 mpeiu3BecTHE
HACTOSIIMA IOTOBOP B Cilydail Ha CHCTEMHO HETOYHO H3IBIHCHHE Ha 3aJBJDKCHUATA OT
V3ITBJIHAUTEIIS 1 npenasenu nosede ot Tpu pekiamamuy or Bb3JIOXUTEILA mo ra. XI.

12.6. B ciyyaii, ge no orHomenue Ha U3ITBJIHUTEJIA HacTemsT obcTosTencrrara o 4i.
47 ot 3akona 3a obmectBenute nopeuk, BB3JIOJKHUTEJLAT uma mpaBo na NpeKparw
€IHOCTPAHHO HACTOSIIMS JOTOBOP, 6e3 MMCMEHO Npeau3BecTyHe U 6€3 a IbIKH HEYCTOMKH.

XI1II. ®OPCMAXKOPHH OBCTOSTEJICTBA

13.1. CTpanuTe mO HACTOAWIMS JOTOBOP HE ABJDKAT OOC3IUETEHHE 32 MOHCCEHH BPCIH Y
3aryOH, aKo MOCIEHNITE ca IPHYHMHEHH B PE3YITaT Ha HENPEeoJ0IuMa CHla.

13.2. AKO cTpaHara, KOSTO € CIEABAJIO JIa U3IIBIHH CBOE 3aXB/DKEHHE IO I0roBOpa € 6una B
3abaBa, T4 HE MOXe Jia ce 11030BaBa Ha HEMPEOJOIUMA CUJIa.

13.3. “Hempeomonuma cHIa” IO CMHUCHjIa Ha TO3H JOrOBOp € HENPESABHICHO 1700030
HENPENOTBPaTAMO CHOMTHE OT W3BBHPENEH XapaKTep, BB3HMKHAIO CIEJl CKIIOYBAHETO Ha
JIOTOBODA. :

13.4. Ctpanara, 3acerHara OT HENPEOJONMMAa CHia, € JIBXKHA Ja MpeiipHeMe BCHUKH
NEHCTBHSA C TPHXaTa Ha N0OBp CTONAHMH, 3a 13 HaMaIH O MUHMMYM NOHECCHUTE BPEIH 1 3aryou,
KAKTO H fJa YBEJOMH MHCMEHO Mpyrara CTpaHa B 7-ZHEBEH CPOK OT HAaCTBIIBAHCTO Ha
HenpeogonuMmara cuna. IIpu HeyBeIOMsBaHE Ce NBIDKH OOe3UIETeHHE 33 HACTBIMIATE OT TOBA
spenu. Hempeoponumara cuja ce I0KasBa OT 3aCerHarara cTpaHa Cbe ceprudukar 3a GopcMaxop,
M3JaeH 10 CHOTBETHHS pell OT KOMIETEHTHHs OpraH B Ibp)Kapara, B KOSTO Ca HaCThHIMIHA

dopcMaKOpHATE OOCTOATEICTBA.
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13.5. JIokaro Tpae HENpeoAoIuMara Cuila, H3MbIHCHUETO Ha 3ab/DKCHUATA H CBBP3aHHTE C
TAX HACPEITHH 33 bJDKCHHS CE CIIMpa.

13.6. He npexacTaBiiBa “Henpeomonnuma cwia” chOHUTHE, IPHUMHEHO MO HEOPEXKHOCT WU
ype3 YMHIIICHO JEHCTBHE Ha HSKOS OT CTPAHUTE MK TCXHH TIPeICTABUTENN H/UIIM CIyXKHTEIH,
KaKTO ¥ HEJOCTHra Ha maprunH cpeacrsa Ha BB3JIOXKUTEJAL

XIV. CIIOPOBE

14.1. Be3HMKHATHTE [IPE3 BpPEMETPAeHEeTO Ha JI0OTOBOPA CIIOPOBE M PA3HOITIACHA MEMCULY
CTpAaHHTE CE peIlaBaT dpe3 IPeroBopy Mexay Tsx. IlocTurHaTiTe JOTOBOPEHOCTH CC othopmAT B
nicMeHa GopMa M ce IPEBPBIIAT B HEpa3/Ie/IHa 9acT OT JoToBOpa.

14.2. B ciyuail Ha HEMOCTUTAHE HA JOTOBOPEHOCT 10 MPEIXO/HMSA WICH, BCHHIKH CTIOPOBC,
TIOPOZIEHH OT TO3H JOTOBOP KJTH OTHACSIIM CE 0 HETO, BKIIOUHTEIHO CIOPOBETC, IIOPOJIEHHU OT HIIH
OTHACSLIM Ce 710 HErOBOTO THIKYBAHE, HEAEHCTBHTEIHOCT, HEM3IBIIHEHHE WIH NPEKpATABAHC LIC
6LIAT paspellaBaHd CIOpel OBIrapckuTe MaTepPHAHA W IPOLECYATHH 3aKOHH OT KOMITETCHTHHSA
cba o peaa Ha I'TIK.

‘ XV. CbOBUIEHUSA

15.1. BCHUKH CHOOIIEHHS MEXLY CTPAHHUTE, CBBP3aHHU ¢ H3NBIHEHHETO Ha TO3H ZIOrOBOp ca
BAJIMIHM, aKO Ca HanpaBeHH B NHMCMeHa ¢GopMa M ca NOIMHCAHA OT YITBTHOMOLICHHUTE
npencrasureny Ha U3ITHJIHUTEJL un BBH3JIOXUTEJLA.

15.2. 3a mara Ha ChOOIEHHETO CE CMATA!

v/ jarara Ha PeAaBaHETO — MPH PHYHO NPEiaBaHe Ha CBOOIICHHETO;

v jlaTaTa Ha IOIIECHCKOTO KielMo Ha oOparHara pasnmuCKa — HpH H3TPANIAHe MO
HOINATA;

v jaraTa Ha IPHEMAHETO — [IPA H3IpalIaHe 1o (GaKc HiIx e-mail.

15.3. 3a BaNWHM aJpecH 3a TpHeMaHe Ha CHOOIICHHMS W OAHKOBHM CMETKH, CBBHP3aHU €
HACTOSIIHS JOTOBOP C€ CMATAT:

3A W3ITHJIHUTEJIA: 3A BB3JIOXKHUTEJIA:

“Ctunr” AJl MMHHCTEPCTBO Ha 3paBECOIa3BaHETO
rp. Pasrpan rp. Cous 1000

6yn.”Buiarapus” Ne 48 w1 “Cpera Hemens” Ne 5

6;1 Buromal, 6x. T, eT. 4, an. 37

test: 02/ 970 31 ten. 02/946 14 82

daxc: 02/970 33 01 daxc. 02/946 14 82

e-mail: office.sofia@stingpharma.com e-mail: kosta.yannis@gmail.com
BankoBa cMeTKa ‘ BankoBa cMeTKa

TB YauKpenut byn6ank AJl BHB IlenTpaiHo ynpaBieHUE

IBAN BG18 UNCR 7630 1055 3081 18  IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon UNCR BGSF BIC xox Ha BHB — BNBG BGSD

15.4. Ilpu mpomsHa Ha MOCOYECHHS MO L. 15.3. agpec chOTBETHATa CTpaHa € JJIbXHA Jia
YBEOMH JpyraTa B TPUIHEBEH CPOK OT IPOMSAHATA.

XVI. JPYT'H YCJIOBUA

16.1. TIpaBaTa ¥ 3aIbIDKEHHsSTa NO HACTOAINMA JOroBOp HE MOraT Ja Ce€ NPEXBBPIAT
e/IHOCTPaHHO Ha TPETH JHMIa U NOJOOHM aKTOBE HE MOPANIAT NpaBHO AeUcTBHE 0e3 MHCMEHOTO
cpIjacue Ha Jpyrara cTpaHa, OCBEH B CIlyJauTe Ha o6e3neuaBane (rapaHTHPAHE) Ha 3aJBbIDKCHAS
110 6aHKOBH KPEJIUTH.

16.2. 3a HeypeaeHUTE BHIIPOCH B HACTOAIIMS AOTOBOP ce Npuiara neicTBaoTo OBIrapcKo
3aKOHOJATEJICTBO.
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XVIIL 3AKJIIOYUTEJIHU PA3IIOPE/IBA

17.1. Tlpu CBCTaBSHETO Ha HACTOSINMA IOTOBOpP CE MpEACTaBhXa CleHUTE NOKYMEHTH,
KOMTO ca Hepa3/iclIHa HEroBa 4acT:
v Pemenme Ne PJI 11-533/14.10.2014 r. Ha Bbanoxurens 3a ONPCACIAHC HA
M3ITBLJIHUTEJI Ba obuiecTRCHA TOPHIKA,
v’ JloxymenTs o 4. 47, an.10 ot 301L;
v TapaHLHA 32 U3IBIHEHAE,
v 1leHOBO NPETOXEHHUE;
v" TeXHMUYECKO NpeIIOXKEeHHE.
17.2. HacTOSIIUST JOTOBOP CE GHCTABH B TPH eAHOOOPA3HM EK3EMILILIPA HA OBJArapcKH €3UK
— exnH 3a U3ITHJIHUTEIY u asa 3a BH3JIOXKUTEJLA.

Bb3JIOKHATE: - M3IBJIHATEN:

1-P METHP MOCKOB | ATEKCAHIBP 37IPABKOB

MUHUCTHP HA 3IPABEOIL 3BAHETO

MAPHSI BEJIOMOFO
JTUPEKTOP HA JIMPEKTIAST ;5"




34 VUACTHE B OTKPHTA IIPOIEXYPA 3A BLIATAHE HA OFIIECTBEHA
MOPHYKA C IPEAMET:

.Jmuwﬂmumoymumu
usnus pessps i Hpozpame A u xonmpon ha XHB/CITHH*:
OFOCOBEHA NO3HIAA M 6: JIOCTABKA HA RALTEGRAVIR®

J0: MHHHCTEPCTBO HA 3JPABEOIIA3BAHETO
. C ampec rp.-Codms , 0oL, Coera Hezens” N5

¢ ampec: rp. Pasrpan, 6yxn. Bairapns Ned8
ren.: 02 970 31 , daxc: 02 97033 01,
Byncrar / EMK: 116584586,

Jlata ¥ MACTO HA PETHCTPAIEN [0 JUIC: 21,12.2006 r. rp. Codns ¢ HACHTAPAKAIHOHCH Ne
no 3MJIC : BG116584586 .

PasniamareiHa CMETKA:
Ganxop xox; UNCRBGSF; :
Ganxona cMeTka: IBAN: BGI8UNCR763010553081 18;

WWWWWW
Mmumummmﬂlﬂr

OFOCOBEHA HO3HIHA } 6: JMM&MGRAM% BHB BpE3Ka C KOETO
B npegcmmmmmommmcnem

Em-mnnumumgﬂnmpmnpwmmm e:
0.04'751 as. (CNOBOM: BYNA DANO nyna GETHpH CEJIEM ITeT eXHO JB.) 6es JJIC
0,05701 1B, (CROBGM HYNA [AJIO HyNa HET CeNieM HYIA enno 18.) ¢ naancaer JJC.
ErrmaTa nea 34 onAKoBIs Isentress 400 mg film-costed tabl x 60 - ¢:
1 140, 20000 8. (cTOBOM: XEIAKA CTO H SeTHpHNECET B M JBajieceT CT.) 6es ATIC

1 368, 24000 am. (momummmmmnmmnmemnqm cr.)C
gawrcnern JJC,



OMwumWnanmummluZ%Znge:
111 743.52 m.(mm:mumm%rmm“mmmmwﬂnrpn JB H
meTaeceT u Be ¢1.) 6es anc

U 134 092,22 am. (ca10BOM mwnmcﬂnqmpnm.'nmmmmumm'nmwﬂn
nnec-r.)cmmwalmc.

Tm'nmmmmmmmmwwmmmmemmmmm
fopRYKaTa.

BMmmwmmneWemmmmmﬂnomme
wmmcm.mmummpmmmmmmumm C:

; 'neme(bﬁpnﬂpmancpoxmmmneno-nmxmmﬁ%
(eeneuneoernnerupdnm)mmwmmnocmm

paGM&mmnocpomﬂe'nyanm!m;mmnW
uv-mam: A DOpHYIKE, HEC CME
CLIMACHH #A NOJmEmeM B IpeACTABAM mapaana/6anKoss

erannnomwpanpmepu?u%mmcmw,

Jlara: 05.09.2014 1.

BN 1 1



J/‘ Yeerses Cosor O

Vo o
TEXHWYECKO
3A VIACTHE B OTKPHTA HPOIEYPA 3A Bh3JIATAHE HA OFIIECTBEHA
NOPBYKA C NPEIMET:

wHOCmBein 14 QRIMUPEIPOSUPYCHU ACKAPCMSER U RPOJYKmN 30 DONv8aNE HA
onepamusniss peseps na Hpozpama , ITpesenyun u xowmpon wa XHB/CIIHH":

OBFOCOEEHA NOZHIHA M 6: , JOCTABKA HA RALTEGRAVIR®

JI0: MEHHUCTEPCTBO HA 3JPABEOINA3SBAHETO
C anpec rp. Codun , . Coera Henens™ No5

Or: CTHHI A

c agpec: rp. Pasrpan, Gyn. Bunrapas Ned8, 610k Brroma 1, Bx. l" er.d, an.37,

Ten.: (02 970 31 , daxc: 02 970 33 01, e-mail: oﬂ'mesoﬁmngpharmaoom

Byncrar / EMK: 116584586,

Hara u Macro Ha perncrpamas mo JUIC: 21. 12.2006r rp. Co@ucmm@monmhfano
3IUIC : BG116584586

C macrosmioro, Ba npenmme HALIETO TEXHEISCKO TPCIOKEHEE 34 H3IIHIHCHAC Ha
obgsenara or Bac nponenypa 3a su3narane Ha oOMECCTBEHA NOPHYKA C OPEAMET: »JocmasKa Ha
GHMUPEMPOSHPYCHU EKAPCINEERE BPOOYIINN 3G DONMISANE HA ONREPAMUSHUR PeIeps Ha
Hpozpama ,lipesenuus u xonmpon na XHB/CITHH: :

OBOCOEEHA ITO3RIIAA M 6; ,,JOCTABKA HA RALTEGRAVIR®

1. Cpormsammmmmnpemmnanopsmraenoemmmmcmom
JIATATA HA CKNIOMBAHE HA AOTOBOPA.

2. CpoxsT 3a JOCTABKA HA JICKAPCTBEHHTE OPOXYKTHTS € 1O 15 /mernanecer / THA ClEA
NONy4aBAaHE HA MACMCHA 3aBKA OT BRANOXHTENAN,

lapapTdpaMe, 9 CM¢ B CBCTOSHHC [a HSIBNHEM KA9ECTBEHO NOPLYRATA B IIBJIHO
CHOTBETCTBEE € rOpecHucanaTa odepra.
HPM‘-

1. Hodpobno Texmuuecko RPpEORONCEHNE HQ yumm /3rOTBEHO CHIJACHO TAGTHIA-
oGpasen/.

2. me«ammamcﬂo&mmmm
CRUCHK, GKIMYAIER KGN OQMAING KQ OMSERRNE HE Ofepinume

3. [Héxnapaun, uawmmmmmamcmum
noxpusana om obugecmeen Gond na none mpu. om noCoNQHRME cmpank ¢ . 5, m. 2 om
Hapedba N34 om 25 noemapn 2005 2 3a peda 3a sanaasuane dm penyGaukancKun 6woxcem na -
NEYEHUEMO HA GRWIBPCKUINE ZPANCOAHR 36 3ABONRSAHUR, HIEHH QUXEAINA HA 3AVVANCUMENKOMO

,Ila'ra(}5092014 T.” AJexcasganp ,.;‘,“g 3 Bin i
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