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Huec. ... %OH ...... 2017 r., B rp. Codpust, Meway:

MHHUCTEPCTBOTO HA 3JPABEOITABBAHETO, cwc cemandite M aapec Ha
vripasaenue: rp. Copus 1000, nn. ..Ceera Hemeas™ Ne 5, ¢ kox no Perucrsp BYJICTAT Ne
000693317, npeacraBasieaHo oT A-p Miaxo CemepakHeB, MHHHCTBD HA 3APaBEONa3BaHETO U
Panocnap lllep6akoB, nupexkrtop Ha aupexkuus . DCAYCY, HapuyaHo 3a KpaTKOCT
,BB3JIOKHTEJI*, ot enna ctpana '

u

,POLI BBJCAPUSI“ EOO/, che cenanuue u aapec Ha ynpasiaenue: rp. Codus 1618, p-
H Butoma, MaHacTHpcku nauBaak — 3anan, va. ,bsaso none” Ne 16, EMK 131279951,
npescTapisBaHo oT Metoaus Yannkoscxu u Esrennit Hukonaes Hukonos - Ynpasutens,
HapHuaHo no-aoiy 3a kparkocT ,, U3IMBbJIHHUTEJ®,

Ha ocHoBaHue 4ia. 112 ot 3akona 3a oGuiecTBeHHTe nopbuky H Peienne Ne PA-11-
88/27.03.2017 r. Ha BBINOAHTEIA 3a KJIACHpPAHe HA YYacTHHUHTe H H30op Ha
H3MBIHHTEIH HA 0011eCTBEHA MOPBYKA, Bb3IATaHA YPe3 OTKPHTA NPOoleAypa ¢ MpeaMer:
,,JJocTABKA Ha JieKapcTBeHH NpoAYKTH 3a 2017 r., oTnyckanu no peaa Ha Hapenda Ne 34
ot 25.11.2005 r. 3a peaa 3a 3aniamaHe oT peny0IHKAaHCKHA OI0IKeT 32 JeYeHHETO HA
OBJArapckH rpaziaaHu 3a 3ab60JsBaHHA H3BbH 00XBaTa Ha 3aAb/UKHTENHOTO 3APABHO
ocHrypsBaHe, 3a Jjedenne Ha mnaudedTH cbc CIIMH, 1ybepryso3a, mCcHXMYHR H
NMoBeReHYECKH PAa3CTPOIiCTBA, ABIAKANH ce Ha ynoTpeba Ha ONHOMAH, CHHAPOM Ha
3aBHCHMOCT® C€ CKNIOYH HACTOALUMAT AOrOBOP 3a CAE€AHOTO:

1. MIPEAMET H CPOK HA 1OI'OBOPA
1.1. BB3JIOKUTEJAT sb3nara, a H3ITbJIHUTEJIAT ce 3anbakasa na H3BBPUIM
J0CTABKA Ha CIETHHTE NE€KApPCTBEHH NPOAYKTH:

: 'f-..."i(onislttié’c‘rko ﬁ(’) ¢ *
14 400 000 mg
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nepopaiHa

2. JloroBopbT BAM3a B CHAA OT JaTata Ha MOANMCBAHETO MY OT JBETE CTPAHH H € CBC
cpok 70 28.02.2018 r. [lo oTHOmIEHHE Ha ,,YCAOBHS, HAYNH H CPOK Ha NIALIAHE™, CPOKBT Ha
AeiicTBHe € cbriacHo xorosopeHoTo B Pasaesn I u Pasaen VII ot HacTos1IMs A0rOBOP.

11. HEHH H OBLIIA CTOHHOCT HA
JHOCTABKHUTE IO A0I'OBOPA
2.1. LleHaTa Ha CTOKHTE MO Wi.l, CBINACHO TIPEACTABEHO LEHOBO TIPEATO0KEHHE,
Hepa3aenHa 4acT OT JI0r0BOPa € KaKTo Cle/iBa:

A. uend ¢ | Ienasa .| lleua mo e T
JAC 33 .0 onaxonk'a onal\om\a "Obm1a ¢TolHoCT ¢

. o "rbproscno,. | 6e3 IJIC 3a .

famMenoBanne ‘i| mg/ml/tabl, iﬁg/ml/tabl “6e3 MC" e AAC, | o JACH, . x
Invirase film-coated |
tablets 500mg x 120 0.006178 0.007414 370.68 444 .82 106 761.60

2.2. Llenara BKMIOUBA CTOHHOCTTA HA CTOKATa, OMAKOBKA, MWTHH cOopoBe, TaKCH,
3aCTPaxoBKa M TPAHCIOPT A0 KpaiiHHTe MmojyyaTeiy /ChOTBETHHTE neyebHH 3aBeaeHus/ npH
MHHHMATEH CPOK Ha TOAHOCT He MO-KpaTbk oT 60 /mectaecet/ Ha CTO OT O0sABEHHA OT

NPOH3BOAUTENA KbM aTaTa Ha BCAKa AOCTaBKa.
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2.3. O6mara cToiiHOCT Ha aoroBopa € A0 88968.00 snB. (ocemaecer ¥ OceM XHASIH

JIeBETCTOTHH IlecTAeceT U ocem neBa) Oe3 BrmwoueH JJIC, no 106 761,60 aB. (cTo u wiect -

XH/ISIH CEAEMCTOTHH HiecTAeceT U eAuH neBa u 60 cToTHHKH) ¢ BkmoueH JIJIC.

2.4. Llenara no noroeopa € GpuKCHpaHa, He NMO/AEXKH Ha IPOMSIHA 3a CPOKa Ha AeHCTBHE
Ha JI0TOBOpA, OCBEH B cayyauTe Ha 4. 116 ot 30[1. B cayyaii, ye npes BpeMeTo Ha AeHCTBHE
Ha A0TOBOpa CTOHHOCTTA, KOATO CfeABa Aa €€ 3anfalla ¢ NyOIHYHH CPefICTBA Ha ACKapCTBEHH
npoayvkTH OT [lo3WTHBHHMS §eKapcTBEH CHHCBK CTaHe [O-HHCKa OT JOroBOpeHara,
BB3JIOXHTEJIAT Ge3ycnoBHO 3anialla JAeKapcTBEHHTe HPOLYKTH HA MO-HHCKATa lIEHa,
CYMTAHO OT JaraTa Ha OOMBSBAHETO HA BAE3IMTE B CHAA PEIEHHs 10 peaa Ha ui. 18 or
Hapeabara 3a ycnoBusTa, MpaBuiiaTa M peia 3a PeryidpaHe W pericTpUpaHe Ha LEHHTE Ha
AIeKapCTBEHHTE MPOAYKTH. :

III. YCJIOBHUS H HAYHH HA MJIALLIAHE

3.1. JlaalaHeTo Mo HAaCTOSUIHSA AOTOBOP CE€ OCBLIECTBABA 4pe3 OAaHKOB MPEBOA OT
ctpana Ha BB3JIOXKUTEJIA no nocovenara B un. 15.3. 6ankosa cMeTka Ha U3TTBJIHUTEJIA.

3.2. 3annauiaHeTo Ha CTOKMTE MO I0FOBOpa Ce M3BHPIIBA OTJIOKEHO B CPOK 10 30
/Tpunecet/ AHM, cred NpeACTaBsHE HA CACKHHTE AOKYMEHTH:

1) JocTaBHa GakTypa, cbCTaBeHa cbriacHo H3uckBanusta Ha 3[JIC u TMIB3JJIC -
OpHruHaf 1 2 (ABa) Opos 3aBepeHH KOMHA; ' _

2) TlpuemaTeaHO-NpeAaBaTEiHU MPOTOKONH Mo obpazent Ha MHHHCTEPCTBOTO Ha
3paBeona3BaHeTo, cbriaacHo [1punoxenne Ne 3;

3) O0obiieH onyc Ha NPOTOKOAUTE — 3 (TpH) Opos;

4) TlucMeHH  3adBKU-pa3sNpeAENEHHs,  M3TOTBEHH OT  MHHHMCTEPCTBOTO  HA
31paBeona3BaHeTO H 3aBEPEHH OT KPailHHTE IonyyaTenH;

5) Ceprudukar 3a ocBoGOKIaBaHe HA BCSKa NMAPTHAA, H3MAdeH OT KBATH(HIHPAHO
auue no 3JIITXM — 3aBepeHo OT H3NBLIAHKTE A KOMHE, B IPEBOJL Ha OBArapckH e3uUK oT GupMa,
CKJIIOYHAA J0roBOp ¢ MHHHCTEPCTBO Ha BBHLIHHTE paboOTH 3a W3BBPIUBAHE HAa OQHLHATHH
TIPEBOAH.

M36poennuTe AOKYMEHTH c€ MpEACTaBAT B AENOBOACTBOTO HA MHUHUCTEPCTBO Ha
37IpaBEONa3BAHETO, KIACHPaHH  NPHKAYECHH B Nanka. B nankara ce npusiara NHCMo ¢ OTIHC Ha
ChABPAKALHTE CE B HEA JOKYMEHTH, KaTO 3adb/KHTEIHO C€ IOCOUBAT HOMEPATA, aTHTE H Opos
Ha NPHOKEHHUTE JOKYMEHTH OT BCEKH BHA.

3.3. B cayyaii, ye mocoyeHHTe B 4i. 3.2. ITOKYMEHTH Ca HEpPEIOBHH MIH HE ca
KOMIIAIEKTOBAHH, CblHTE ce BpbuwiaT Ha M3ITHJIHUTEJIS ¢ npuematenno — npenasaTeneH
MPOTOKOJI 3a H3NpaBsHe Ha HepeAHocTHTe. CpokbT no ui. 3.2. 3anoy4Ba a Teve OT AaraTa Ha
MpeiACTaBIHETO Ha IMOCAEAHHS H3HCKYEM CE AOKVMEHT.

IV. CPOK HA 1OCTABSHE
4.1. CI1HH u Tybepkvno3sa
Bceaka oTaenHa 10cTaBKa, peaMeT Ha HACTOSAUINS AOFOBOp, clieBa Aa ObAe J0CTaBeHa

B cpoxk a0 10 (mecer) pabdoTHH AHM cied MNoiNy4daBaHe Ha 3asABKaTa-pasnpeieneHHe oT
BB3TOKHTENAS U 33 KOIHYECTBATA, TOYHO ONpeile/ieHH B 3asBKaTa. 3asBKara-pasnpeeiieHue ce
perMcTpHpa ¢ H3XOAAIl HOMEpP OT AEeMOBOACTBOTO M C€ BPBYBA OT EKCNEPT OT OTHEN
..JIEKapCTBEHH MPOAYKTH H MEIAHLHMHCKHM M3I€NHS W KOMMCHH™ Ha Aupekuus ..JlekapcrTeeHa
NOAMTHKA™ JMYHO Cpeuly MOAIKC HA MPeACTABMTE] HA M3NBIHUTEAS MO HOroBOpa HAM Ce
H3Mpaia ¢ MPeNnopbYaHo MUCMO ¢ 06PaTHA pasliucKa, HAH No (AaKc, HAH MO CACKTPOHEH HbT
MpH VCAOBHATA H 10 pe/ia Ha 3aKOHa 32 €AEKTPOHHHS IOKYMEHT H €J€KTPOHHHS MOIINC.

4.2. [lcMXMYHU W NOBE/IEHYECKH Pa3cTPOHCTBA. Ib/DKAIIH CE HA YIIOTPeda Ha ONHOHIH,

CHHAPOM HA 3aBUCHMOCT

IbpBata A0cTaBKa OT ABYMECEUHATA 3aiBKa-paspecieHHE CE H3IThIHABA B CPOK A0 4
(yeTHpH) pabOTHH AHHW Cled NMOAYYABAHE Ha 3asBKa-pasnpelicNeHHE OT BB3AOKHTEAS H 3a
KOJIMYECTBa, OnpeaeseHH 3a | (eaHa) ceaAMHIA, ChIAACHO CEIMHYHHA rpaduK KbM 3asdBKaTA.
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Bceska criessaia execeiMHYHA 0CTABKA B PAMKHTE Ha 3a4BKaTa Ce€ M3MbIHABA Ha 7-Hs
(ceaMus) AEH OT MOCAe/iHATA AOCTABKA, B ChOTBETCTBHE C H3MCKBAaHMATA Ha ui. 13, an. 2 ot
Hapen6a Ne2 ot 20.06.2012 r. 3a yCIOBMATAa M peda 3a OCBUIECTBABAHE HA MPOTPaMH 3a
7e4eHHe C arOHHUCTH U arOHHCTH-aHTAarOHUCTH Ha JMLIA, 3aBUCUMH KbM OMHOWAM. 3asBKaTa-
paznpejeieHHE C€ PEFHCTPHPA ¢ U3XOAANL HOMEDP OT AENOBOACTBOTO U C€ BPHYBA OT €KCNEPT
oT oraed .JlekapcTBeHH MNPOAVKTH H MEIHUHMHCKH HM3AeNHS, ¥ KOMHMCHHM™ Ha AHPEKLHS
..JlexapcTBeHa MNOJWTHKA™ JHYHO Cpely MOANKC Ha MpPEeICTaBHTE] Ha H3MbIAHHTEAS MO
AI0rOBOpA MAH Ce H3Tpallia ¢ MPeHOPbYAHO MUCMO ¢ 06paTHA pasnucka, WK 1o dakc, HiH [o
€71eKTPOHEH MbT NpPH YCAOBUATA H MO peda Ha 3aKoHAa 3a €AeKTPOHHHS JAOKYMEHT H
€NEKTPOHHHS TIOAMHKC.

4.3. USITBJIHUTENAT ce 3aabmkaBa, B CPOK A0 [Ba XHH NPEIH BCSKA AOCTABKA ia
vBeaoMH nucMeHo Hiau no gaxc Bb3JIOJKMTEJLA 3a u3bpliBaHe HA JOCTABKUTE HA CTOKHTE,
NpeAMEeT Ha HacToswHs A0roBop. [IpH HEBB3MOXKHOCT 3a M3BBPUIBAHE HA AOCTABKHTE Ha
CTOKMTE TIpeAMEeT Ha HaCcTOsAliHA AOTOBOP Ja YBEAOMHM THCMEHO HAH Mo  (akc
BB3JIOXHWUTEJIA. :

4.4. 3a koIMUYeCcTBa AOCTABEHH H3BBH 3asBKaTa — pasnpexenenye no wi. 4.1. y un. 4.2,
BB3JIOXKHWUTEJAT nama 3anbiakeHHe 3a MiaiaHe.

4.5. JlocTaBsHETO Ha CTOKH 0e3 3asBKH — pasnpeleficHHs € AOMVCTHMO CaMo B
M3KIIOYHTENHH CiyyaH, 3acTpallaBallid AHBOTA H 3APABETO HA PAXIAHHUTE H Cleil H3PHUHO
MUCMEHO MOTBBPKICHHE OT CTPaHa Ha MHMHHCTbPA HAM CHOTBETHHSI PECOPEH 3aMECTHHK —
MHHHCTBP.

4.6. B cayyaute o un. 10.2. ot 10roBopa, cpoxsT no 4. 4.1. 1 4.2. 3anouysa aa Teye oT
Jatarta Ha nicMeHoTo ceriacue Ha Bb3JIOXKHUTETIA.

4.7. B ciayyante Ha NMpeaoCTaBeHO JapeHHEe OT LUMTHpaHHTe B 4i. 1.1. AeKapcTBeHH
MPOAYKTH Ha KpaHHWTe MNOJyHaTenH, 3aiBKH-pasnpefesieHds OT MHHHCTEPCTBOTO Ha
3ApaBEOINa3BaHETO C€ BPBYBAT CAEA H3UEPiBAHE HA IAPEHUETO.

V.MACTO HA JOCTABSIHE
5.1. MscTo Ha AOCTaBsAHE:
5.1.1. 3a MACTO Ha HOCTAaBAHE Ha ACKAPCTBEHH NMPOAYKTH 3a JieYeHHE HA MALHEHTH ChC

CIIHMH ce onpeaenst kpaHHuTe noayuyarend, cbraacHo Ilpunoxenue Ne2a — CrHcbK Ha
KpaiiHUTE MOAYYaTeAH Ha JIEKapCTBEHH MPOAVKTH 3a AeuyeHue Ha naudeHTH cbe CITUH mpes
2017 r. ;

5.1.2. 3a MACTO Ha JOCTaBsHE HA J€KAPCTBEHHTE NPOAYKTH 3a Ae4eHHE Ha TYOEpKYyio3a
ce ompeiensT KpaiHuTe nofy4arenn, cbraacHo [lpunoxenne Ne26 — CouchK Ha KpaiHHTE
MOAYYATEH Ha A€KaPCTBEHH IPOAYKTH 3a fleUeHHe Ha MalMeHTH ¢ Tvoepkyno3a ape3 2017 r.

5.1.3. 3a MACTO Ha IOCTaBAHE Ha AEKAPCTBEHHUTE MPOAYKTH 32 IEYEHHE HA NMALIHEHTH C
MCUXHYHH H NMOBEACHYECKH pa3CcTPOHCTBA, ABI/KALUK C€ Ha ynoTpeba Ha ONMHOMAM, CHHIPOM
HAa 33aBHCHMOCT C€ ONpEACiAT KpaiHHTe noayyaTead — jedeOHH 3aBEACHHS, MMOAVMHIH
paspewense 3a 2017 r. 3a leYeHHe ¢ arOHUCTH U ATOHMCTH-AHTAFOHHCTH HA WA, 3aBHCHMH
KbM omHound mno pexa Ha Hapeada Ne2 or 20.06.2012 r. 3a ycnoBusta M pexa 3a
OCBILECTBABAHE Ha MPOFpaMM 3a Ae4YeHHe ¢ arOHUCTH M arOHHCTH-aHTArOHHMCTH Ha AHHA,
3aBUCHMH KbM onnouian (00H., JIB. 0p. 49 ot 29.06.2012 r.), ceraacHo [1punoxkenne Ne2s.

5.2. PHCKBT OT Cjly4ailHOTO MOTHBAHE WUIH TMOBPEXKIaHE HAa CTOKHTE NMpeMHHaBa BbpPXY
BB3JIOXKHTEJIA or MoMeHTa Ha MPHEMAHETO UM Ha MACTOTO Ha JOCTaBsAHE C npHeMaTeARO-
npeaaBaTenaeH NPOTOKOI. :

VI. JATA HA 1OCTABSAHE HA CTOKHTE
6. 3a naTa Ha 1OCTaBsIHE CE CYHTA JATATa, Ha KOATO CTOKMTE €a 1I0CTaBEHH A0 KpalHuTe
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Vil . 3ABJKEHUS HA U3MTbJIHUTEJISA

7. UBITBJIHUTEJIAT ce 3anbnxkasa:

7.1. Ja JocTaBH CTOKMTE B JOFOBOPEHHS CPOK M [a fM MpeRade Ha KpaHHHTE
noAvVYaTeH.

7.2. Jla npenaje CTOKUTE, MAKETHPAHH H MAPKHPAHU B CHOTBETHHS BHII, KOIHYECTBO H
KAyeCTBO HA MACTOTO Ha J0OCTABSIHE. _

7.3. Ilpu NoANMMCBAHETO HA IOTOBOPA Ja MPEACTABH:

a) noxymeHTH 1o 4. 112, an. 1 or 30TI usnanenu ot KOMITETEHTHHTE OPraHH;

©) rapaHiMs 32 U3IBJIHEHHE, B €AHa OT opMuTe, onpenenesy B €. 111, an. 5 ot 3011,
KOSATO ce ocBoDokAaBa A0 60 JAHH cieidl NPHKIIOYBAaHE H3IIBJAHEHHETO Ha JOTOBOpA.
TapanuusTa e B pasmep Ha 3 % oT cToiHocTTa Ha norosopa 6e3 JUIC u Bb3nu3a Ha 2 669.04
nepa. . .
7.4. la nocTaBs NeKapCTBEHU MPOAYKTH, KOMTO OTTOBApST Ha H3HCKBAHKHATa Ha 3aKOHA
3a 1eKapCTBEHMTE APOAYKTH B XyMaHHaTa MeauuuHa (3JIIIXM) — npunpyxenu ¢ BaiHIAHO
paspelueHHe 3a ynorpeba B cTpaHata, H3aaaeHo 1o peaa Ha 3JITIXM unu Peraament (EO) Ne
726/2004 r. na Esponeiickus napaament # CoBeTa /wi. 23, an.l na 3JIIIXM/. B ciyyait Ha
H3THYaHe Ha CPOKA HA pa3pelleHHeTo 3a yrnoTpeba Ha flekapcTBeH NMpoaykt npes 2017 r.,
VUACTHUKBT J€KNapupa B ChoTBeTcTBHE ¢ ui. 55, an. 6 ot 3JI[IXM, e KoanyecTBara 3a
feKapcTBEHHS MPOAYKT €a HANHYHH.

VIIL 3AABJIXXEHHA HA BB3JIOKUTEJIA

8. BBE3JIOXKHWTEJST ce 3aabmxaea:

8.1. Jla npueMe NOCTaBEHHTE B CPOK M HAa MACTO CTOKH, CHOTBETCTBAIIH 1O BHI,
KOJWYECTBO U KA4ECTBO Ha OMHUCAHOTO B HACTOSLIUSA AOTOBOP.

8.2. Jla 3annaTH AOCTABEHHMTE CTOKH 1O peAa Ha ui. 3.1., 3.2. u 3.3. OT HacTOsLHs
JIOTOBOP. '

8.3. CneA NPHKIIOYBAHE H3NBAHEHHETO Ha J0roBOpa Aa 0CBODOAH rapaHuuiTa 3a
H3nbAHeHHe, 663 1a ABIKM THXBH 33 CPOKA, Npe3 KOHTO CpeICTBAaTa 3aKOHHO Ca MPECTONIH ¥
HEro.

1X. MIPUEMAHE U IPEAABAHE HA CTOKHTE
9.1. [IpHenaHETO HA CTOKHTE CE H3BbPILUBA HAa MACTOTO Ha AOCTABAHE OT NPEACTABHTEN
Ha KpaHHUTE MOay4yaTe .
9.2. U3MBJIHUTEJAT w npeacraBHTen Ha KpaHHUTE MOAYYaTeld MOAIMHCBAT
MpHeMaTeNHO-IPeaBaTe e TPOTOKO, Y/I0CTOBEPSBALL [I01Y4aBAHETO HA CTOKHTE.

X.'APAHUHH U CPOK HA TOJHOCT
10.1. KbM naTata Ha 10CTaBKaTa, OCTATHYHHAT CPOK Ha FOAHOCT HAa CTOKHTE NPEAMET
Ha HACTOALIMS JHOTOBOP, CilefiBa ia Objle He 10—Manbk oT 60 /tectaeceT/ Ha CTO OT OOABEHUS
OT NPOU3BOAUTE S KbM JlaTaTa Ha BCAKA /10CTABKA.
B cryuaii Ha A0CTaBKa Ha JE€KAPCTBEHHS MPOLYKT C M0 — KPaThK OT A0FOBOPEHHS CPOK
na roaHoct. U3MMBJIHUTEJIAT apaiu HEYCTOHKA, KAaKTO CleBa:
oT 39.99% no 50% - 20 % BLPXY CTOHHOCTTA Ha 1OCTABKaTa;
oT 49,99% 1o 40% - 30 % BBLpPXY CTOMHOCTTA HA AOCTABKATA;
0T 39,99% 1o 30% - 60 % BbpXY CTOHHOCTTA HA IOCTABKATA;
oT 29,99% 10 20% - 75 % BBPXY CTOHHOCTTA H& AOCTaBKaTa;
- noa 20% - 90 % BBLPXY CTOHHOCTTA HA A0CTABKATA.
10.2. JlocTaBkaTa Ha A€KapCTBEH MPOAYKT € OCTAaTbUEH CPOK HA FOAHOCT MHO-MATBLK OT
30 Ha cTO OT OOSBEHHS OT MPOM3BOIMTEAS CE€ H3BBPLIBA CaMO C THCMEHO CBIIAacHe Ha
BH3NTOXUTEJIS 3a KOHKPETHO KOJHYECTBO, ONPEAENEHO OT Hero. be3 M3pH4HO MHCMEHO
cpraacue Ha BB3JIOKUTEJIS cTokuTe HAMa aa Obaar 3annaimani. Mcxaneto 3a mucMeHO
cpraacHe cAeBa Aa MOCThiu B AenoBoacTBoTo Ha BB3JIOXUTEJIA B cpok 10 3 (TpH) H# OT
I07VYaBaHe Ha 3asBKaTa-pasnpeacieHue.
10.3. BB3JIOXKHUTENSIT moxke 7a OTKaXKe MPHEMAHETO HA CTOKKTE, aKO B A€HA Ha
TAXHOTO [PUCTHFAHE WM MpHeMaHe OCTAThYHHS CPOK Ha IOAHOCT € M0 — MaTbK 0T
onpeaenenus B 4. 10.2. MHHHMAIEH CPOK HA FOAHOCT. :
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10.4. B cnyyaii Ha 6e3naTHO 10CTAaBAHE HA HAKOH OT CTOKHTE IO JOTOBOPA, ChriacHo
aorosoperoto ¢ HM3ITBJIHHATEJIS, cbinute ciespa na OTroBapAT Ha I[OCOYEHHTE OT
BB3JIOXHWUTEJIA usuckBanus, OTHOCHO CPOK Ha FOJIHOCT H CPOK Ha I0CTABKA, B CHOTBETCTBHE
cTouku 4.1.,4.2. u 10.1.

, XI1. OTTOBOPHOCT 3A HETOYHO HU3ITbJIHEHHUE. PEKJIAMALIUH
- 11.1. Bb3JIOKUTEJIAT amosxe aa npeassssa pexiaaManuu npea U3ITBJIHUTEJTIA 3a:

a) KOJIHYECTBO H HEKOMITAIEKTHOCT HA CTOKHTE HIH TEXHHYECKaTa JTOKYMEeHTaIus (SBHH
HEFAOCTATBLIH);

0) KauyecTBO (CKPUTH HEAOCTATHIH):

- IIPH 10CTaBAHE Ha CTOKH HE OT AOrOBOPEHHA BH, IOCOYEH B Wil 1:

- IpH KOHCTaTHpaHe Ha gedeKTH npu ynorpeda Ha CTOKHTE. '

11.2. Peknamaunu 3a SBHM HEJOCTATBLUH Ha CTOKUTE ce npaBsat oT Bb3JIOXKUTETIS,
ype3 KpalHHUTE HOAYYATEAH HA CTOKHTE, B MOMEHTA Ha MPE/IaBAHETO MM, 32 KOETO C€ ChCTABS
[POTOKOM, MOAMKCAH U OT JIBETE CTPaHH.

11.3. Pexnamaiiny 3a CKPHTH HEJOCTAThLIK CE€ NPAaBAT Mpe3 LEAHA CPOK HA FOAHOCT Ha
JOCTAaBEHHTE CTOKH, KaTO peKjlaMauusATa ce€ MpHIApY/Kapa 3aibIKHTEAHO OT KOHCTAaTHBEH
NPOTOKOI, H3AaAeH oT U3nbaHuTenHaTa areHlHs 3a 1eKapcTBaTa.

11.4. BB3JIOXKUTEJIAT e anvxen na yeegomu nucmeno M3ITBIIHUTENSA 3a
VCTaHOBEHHUTE AedexTH B 135 (meTHameceT) AHEBEH CPOK OT KOHCTATHPAHETO HM.

11.5. B pexkiaMaLHHTE ce MOCOYBA HOMEPBHT Ha JOTOBOPA, TOUHOTO KOAHYECTBO HA
TIOAYYEHHTE CTOKH ¢ TEXHHA MapTHACH HOMEP, OCHOBAHHETO 3a PEKIAMAlig H KOHKPETHOTO
rckane Ha Bb3JTOXKUTEJA. ;

11.6. B 10 (neceT) nHeBeH cpok ot noayyaBaHe Ha peknaMauuara, USITBJIHUTEJLAT
crnensa aa orroBopd Ha BB3JIOXKHWTEJLA nucyeHo U KOHKPETHO AaiTH [IpHEMa peKnaMaliaTa
HAH S OTXBBPIS.

11.7. Hlpu pexnavauus 3a sBHH HegoctaTbUd H3ITBJIHUTEJIAT e aavken B
€IHOMECEYEH CPOK OT MOJyuaBaHe Ha peKiaMauuaTa 3a CBOS CMETKA 1 PHCK Jia JOCTABH Ha
MSCTOTO Ha JOCTaBSHE KOMHYECTBOTO FHIICBALLIM B AOCTABKAaTa / HEKOMITAIEKTHH JOTOBOPEHH
CTOKH. .

11.8. INpu pexnamauus 3a ckputd Hegoctatbun M3ITBIIHUTEJIAT e anvxkeH B
eIHOMECEYEH CPOK OT TMOMYYABAHETO f 74 3aMEHH HOCTAaBEHHTE HEJOFOBOPEHH MO BHA /
AeeKTHH CTOKM 3a CBOSA CMeTKa M pHCK WAH no npeueHka Ha BB3JIOXKHUTEJIA na sbpHe
CHOTBETHATA YACT OT 3arfiaTeHaTa HeHa, BEAHO ¢ AbAKHMHTE JIHXBH.

11.9. M360pbT Ha MOCOYEHHTE NO-rope Bb3MOKHOCTH J1a C€ BbPHE CHOTBETHATA YacT OT
[IaTEHOTO WM 7a ce-. AOCTaBAT HOBH CTOKH npunHadiaexu Ha B'B3JIOKHTEIIA u ce
VIIpakHsiBa OT Hero moja (opmata Ha nucmeHo veemomienue no WU3ITBJIHUTEIA, karo
pa3X0ANTE W PHCKOBETE M0 HOBOTO AocTaBsHe ca 3a cMeTka Ha U3ITBJIHUTEJLA.

11.10. PexknaMHpaHuTe CTOKHM Ce ChXPAaHSABAT OT ChOTBETHHMs KpaeH Moiydartea 10
VpeKiaaHe Ha peKiIaMalHuuTe.

XII. OTTOBOPHOCT NPH HEU3NbJIHEHUE

12.1. 3a HeH3NbITHEHUE HA 3abIKEHHATA CH 110 HACTOALLMS AOrOBOP C U3KAIOUYEHHE Ha
tesn no T. 10.2. u 1. 10.3., UIITBIIHUTEJAT asmxu HeycToiika B pazmep Ha 0.7% Ha aeH
BBPXY CTOHHOCTTA Ha HEU3MBAHEHOTO B IOTOBOPEHHTE CPOKOBE 3aXb/KEHHE, HO HE TTOBEYE OT
10% (aecet mnpoueHTa) OT CTOWHOCTTa HAa HEH3MBAHEHMETO, KAaKTO M O0O0e3UIeTEHHEe 3a
npeThpreHuTe ACHCTBUTENHH BpEAM B CIYYaWTE, KOTaTO T€ HAAXBBLPAAT [I0rOBOpPEHATa
HEVCTOMHKA.

12.2. Korato npu Hanuuue Ha pexaamauuu, H3ITBJIIHUTEJAT ne u3nbanu
3aAbDKEHUATA cH no paszen X| OT HacTosiMs JOrOBOpP B CPOK, CBUIMAT ABLIKH Ha
BB3JIOXKHWTEJLS HeycTofika B pasmep Ha 2 % 0T 1ieHaTa Ha CTOKUTE, 3a KOMTO €a HalpaBeHH
peKIaMalHHUTe. -

12.3. BB3JIOXKHTEJIAT vaosreTBopsBa NPETEHIIHHTE CH OTHOCHO HEW3MBIHEHHETO
Ha JIOTOBOpa, KAaKTO W 3a 3allalilaHe Ha HeycToiikuTe oT ctpada Ha MI3ITBJIHHUTEJIS kato
3a0bpika rapaHuMATa 3a W3NbAHEHHE No 4i. 7.3, Oyksa ,.0% OT n0roBopa, cileil KOeTo Mo
CbOTBETHHS pPeil. '

3annueHa
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12.4. I1pu BuHoBHa 3a6aBa Ha U3ITBIIHUTEJLA, npoabmkuaa ¢ moseye oT 11010BHHATA
OT CpoKa 3a M3MbJIHEHHE Ha CHOTBETHOTO 3axbixeHne, BB3JIOKUTENAT uma npaso aa
pa3Baiy JAOroBOPa €AHOCTPAHHO € 15-AHEBHO NMpeaH3BECTHE.

12.5. Bb3JIOXKHUTEJIAT nma npaBo Aa npekpaTH €JHOCTPAHHO u Oe3 Npeau3BecTHe
HACTOSALIHA AOTOBOP B Ciydail Ha CHCTEMHO HETOUHO H3MbJIHEHHE Ha 3aXbAKEHHATA OT
U3ITbJIHUTEJLA u npeassenu noseye ot Tpu pexiamaunu ot BB3JIOXKUTEJIS no pazaen
XI.

12.6. B cayuaii, 4e no otHouenue Ha M3ITBJIHHUTEJIA nacTensT oGcTosTencTBaTa no
1. 47 ot 3akoHa 3a obuiecTBeHHTe nopbukH, BB3JIOXUTEIIAT uma npaso aa npekpartu
€HOCTPaHHO HacTOALLMA AOTOBOP, O3 AHCMEHO NpeaH3BecTHE U 0e3 J1a IBIKH HeVCTOHKH.

XIII. @OPCMAKOPHH OBCTOSATEJICTBA

13.1. CTpanuTe 10 HACTOALOHA JOTOBOP HE ABKAT 00E3LLETEHHE 33 IOHECEHH BPEAH H
3arvOM, aKo NOCAeIHHTE ca NPHYHHEHH B pe3Y/ITaT Ha HENPEOJ0NHMa CHAA.

13.2. AKo cTpaHara, KOSTO € CleABano Aa H3MbAHH CBOE 3aTbIKEHHE MO JOroBopa e
Ouna B 3a0aBa, TS HE MOJXKE [1a Ce NI030BaBa HA HENIPEOJIOAMMA CHIIA.

13.3. ,,Henpeoaonuma cuia®™ no cMHCBHAA HAa TO3H JIOTOBOP € HENPEABHAEHO H/HAH
HEMpeAOTBPaTHMO CHOMTHE OT H3BBHPEIACH XapakTep, Bb3HHKHAMO clel CKAIOYBAHETO Ha
JIOTOBOPA.

13.4. Crpanara, 3acerHara OT HENpeoAOiHMa CHAIA, € JUTbXKHA J1a IpeANnpHeMe BCHUKH
ACHCTBHA C IPHJKATa Ha A00BP CTOMAHHH, 3a Aa HAMATH J0 MUHHMVM MOHECEHHTE BpEld H
3aryou, KakTo H [1a YBEIOMM NMHCMEHO APYTaTa CTpaHa B 7-AHEBEH CPOK OT HACTBLIBAHETO HA
HenpeoaonauMara cuna. [Ipu HeyBeaoMsiBaHe ce AbIKH 00€31HEeTeHHE 3a HaCThITHINTE OT TOBa
Bpeau. Henmpeogosaumara cuna ce AOKasBa OT 3acerHataTta CTpaHa CbC CepTHRHKAT 3a
dopcMakop, U3AadEH 10 CbOTBETHHS peil OT KOMIETEHTHHS OpraH B AbpskaBara, B KOATO ca
HAcTBIHAH GopcMaKKopHHUTE 0OCTOATEACTBA.

13.5. JlokaTto Tpae HeNmpeoa0AnMaTa CHIA, H3MBAHEHHETO HAa 3adbIAEHHATA M
CBBP3aHHTE C TSIX HACPELHH 3aABAKEHHS CE CIIHpa.

13.6. He mpenctapasBa “Henpeoioauma cuaa’ c1>6mue OPHYHHEHO 110 HEOPEKHOCT
HIH 4Ype3 YMHUIEHO AeHCTBHE Ha HAKOA OT CTPAHHTE HAH TEXHH HPEACTaBUTEAH H/HAH
CAYKHTENH, KAKTO H HEJIOCTHIa Ha napHyHH cpeacTBa Ha BB3JIOXKHUTEJIA.

XIV. CITIOPOBE i

14.1. Bb3HUKHAAUTE [1pe3 BpEMETPACHETO HA AOTOBOPA CIIOPOBE U Pa3HOTAACHS MEXKIY
CTpaHHTE Ce pelIaBaT Ype3 NperoBopHu Mexay Tax. [locTHrHaTHTe 1OroBopeHoCTH ce 0hopMAT
B THCMeHA (opMa U ce NPeBPbUIAT B HEPA3AEAHA YacT OT J0rOBOpa.

14.2. B cayyali Ha HEMOCTHIaHE Ha JOTOBOPEHOCT MO MPEAXOAHHA 4JE€H, BCHYKH -
CIIOpOBE, NMOPOAEHHW OT TO3H JAOTOBOP HiH OTHACHLIH C€ A0 HEro, BKTIOYHTEIHO CIIOpPOBETE,
TIOPOAEHH OT Wil OTHACALIH Ce A0 HErOBOTO THAKYBAHE, HENEHCTBHTEIHOCT, HEH3IbAHEHHE
HIH MpeKpaTsiBaHe Lie ObAAT pa3pellaBaHy CrIOPel ObIrapCKHTE MATEPHAIHHU H MPOHECYATHH
3aKOHH OT KOMMETEHTHHS cba 1o peaa Ha [TIK.

XV. CbOBLUEHHSA
15.1. Bcuukn chboOLIeHHA MEKAY CTPaHHTE, CBBP3aHH C H3NBAHEHHETO HA TO3H
IJOrOBOp Ca BaJlHIHH, aKo ca HanpaBeHH B ITHCMCHaA ¢)op,\ia H Ca TIOAINHCaHH OT
virbaHoMouleHuTe npeactasutend Ha U3IThJIHUTEISA nan BB3JTOXUTEILA.
15.2. 3a 1ata Ha cHOOILIEHHETO CE CMATA:
v/ jarara Ha NpeaaBaHeTo — MPH PbYHO NpeaaBaHe Ha ChOOLUEHHETO;
v/ JaraTa Ha MOLUEHCKOTO KiefMO Ha oOpaTHaTa pa3lHCKa — [PH H3NpallaHe 1o
HoLaTa;
v/ 1araTa Ha NPHeMaHeTOo — MPH U3npainade no teiaedaxc, resexe uau e-mail.
15.3. 3a BanuaHHu afpecH 3a NpHeMaHe Ha chOOLIeHHS! U OAHKOBH CMETKH, CBBP3aHH €

HaCcTOALHKS A0TrOBOP C€ CMATAT!
. 3amnueHa
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3A W3MTBJIHUTEJS: 3A Bb3JIOKUTES:

..POIH FBIITAPUS* EOOJ] MHuBHCTEPCTBO Ha 3APABEONA3BAHETO
rp. Copus 1618 rp. Cogus 1000
p-H BuTtoma, ni. ,.Ceera Henens®™ Ne 5

. Manactupckn nmuBanu — 3anan men. 02/ 9301 246

yi. ,.Bssio none* Ne 16

mea. 02/818 4444

paxc. 02/859 1199

e-mail: gergana milanova@roche.com ) :
Kankosa cvemka , : bankosa cmemra

Vuukpeaut Bya6ank BHB LlenTpano ylpaBieHHe
IBAN: BG62 UNCR 9660 100R OCHE BG IBAN: BG83 BNBG 9661 3000 1293 01,
BIC koa: UNCR BGSF BIC kox na BHb —~ BNBG BGSD

15.4. IIpu npomsaAHa Ha nocodeHus no 4i. 15.3. anpec croTBeTHaTa CTpaHa e llJI’!:)KHa aa
YBEJIOMH JIpYTaTa B TPH/HEBEH CPOK OT npomma"ra

XVL JIPYT'H YCJIOBUA
16.1. pasata u 3aAb/OKEHHATA 110 HACTOALIMSA JOTOBOP HE MOTAT [a Ce NPEXBBPIAT
€IHOCTPAaHHO Ha TPETH JIHL H MOA06HH aKTOBe He MOPAXAAT PABHO AeHCTRHE 6e3 THCMEHOTO -
_ CcblllaCHe Ha JIpyrara CTpaHa, OCBEH B ciy4auTe Ha ofes3neyaBaHe (rapaHTHpaHe) Ha
" - 3aaBIDKEHHSA M0 GaHKOBH KPEAHTH. ‘
-16.2. 3a _HEYPEACHHTE BBIPOCH B HACTOALIUS JIOTOBOp c€ npunara ZeHCTRALIOTO
6BLArapCKO 3aKOHONATENCTRO.

XVIL 3AKJTIOYUTEJIHU PA3IIOPEIBH
17.1. Ilpu cbeTaBIHETO HA HaCTOSLIHS AOrOBOp ce npeJICTaBan CIACIHHUTE AOKYMEHTH,
KOHTO Ca Hepa3/ie/IHa HEroBa vacT:
v" Pewenus Ne P/I-11-88/27.03.2017 r. Ha MMHHCTBPa Ha 3[paBEONa3BaHETO 3a
onpeaensHe Ha U3ITBJIHUTEJ] Ha obiiecTBeHa nopbuka;
v NokymenTn no wi. 112, an. 1 ot 30I1;
v l"apaﬂmm 3a H3IIBJIHEHHE;
v' LleHOBO MpeLToXKeHHE. _
17.2. HacTosmusT A0roBop ce ChCTaBH B TPH €AHOOOpa3Hu eK3eM1mxpa Ha 65nrapcm , ‘
e3uk — eauH 3a U3ITBJIHUTEJIA u nB BlinJIO}KI/ITEHf{ '

Bb3J1 O}KHTEJI

“BI'JIACHO YJI1.2 OT 33JI1

b
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[Ipunosicenue No2a

CIUCHK HA KPAHUHHUTE NOJIYYATEJIH HA JEKAPCTBEHH HPOIAYKTH
3AJIEYEHHE HA TAUHEHTH CbC CIIHH TIPE3 2017 TOAHHA

1. Cneuunanusupana OONHHMIA 3a AKTUBHO JEYEHHE HAa WHQEKUHO3HH H
napa3uthu oonaectH . flpod. Mean Kupos™ EAJL rp. Codusi;
2. YHuBepcUTeTCKa MHOronpoduaHa OonHULa 3a akTHBHO fAeveHue ,,CB.

['eopru™ EAJL, rp. [1a0BAuB;

3. Muoronpoduana donuuLa 3a akTHBHO nedeHue ,.Ceeta Mapuna™ EAJI,
rp. Bapna
4. VYHuBepcHTeTCKa MHOronpoduiHa 00aHKMLUA 32 aKTUBHO feueHue . JI-p

I'eopru Ctpancku™ EAJL, rp. I1aeBeH;
3. YHHBepCHTETCKa MHOronpodHaHa OOAHHUA 3a AKTHBHO Je4eHHe

..ITpod. a-p Crosn Kupkosuu™ AJl, rp. Crapa 3aropa.
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Tpunoscenue No2o

CIMUCHK HA KPAHHHUTE MOJIYYATEJIH HA JEKAPCTBEHU INPOJAYKTH
3A JIEUEHHUE HA MAUIMEHTH C TYBEPKYJIO3A MPE3 2017 TOJAHHA

L CneunanusupaHa OOJHHLA 3@ AaKTHBHO JEYEHHE Ha [MHEBMO-
¢brusnarpuunn 3abonasanus EOO]L, rp. baaroesrpan;
2. Cneuuanu3upada OoOAHHMEA 32 AaKTHBHO Je4eHHE Ha [HEBMO-
¢dTusnatpuuny 3aboassanus byprac EOO/, rp. byprac;
3. Cneunanu3upaHa OOfAHHLA 3@ AaKTHBHO JIEUEHHE Ha NHEBMO-
¢dTusHaTpuuHy 3adoasBaHis Bapna EOO/, rp. Bapha; ‘
4, Cnenunanu3upaHa OOAHHIA 33 aKTHBHO JEYE€HHE Ha HHEBMO-
¢TusznaTpuyHH 3adoassanus  JI-p Tpeiiman™ EOO/, rp. Bennko TepHOBO;
3. MuoronpoduHa GonHHIA 3a akTHBHO neueHue ,.Caera [Terka” AJl rp.
Buauu;
6. Cneunanusupana ©OojHHLA 3a AaKTHBHO JEYEHHE Ha [IHEBMO-  *
dbTH3HaTpHUHK 3a0onaBanus- Bpaua EOO/], rp. Bpaua;
7. CneunanusupaHa OONHHIA 32 aKTHBHO JedeHHe Ha OenoadpoOHU
oonectu EOO/I, rp. I'abpoBo;
8. JleTcka cnenHain3MpaHa OOMHHLA 3a A0AEKYBAHE H NPOABIKHTEIHO
fAeveHue Ha HdenoapobHu SonectH . llapuua Hoanua” EOO/, rp. TpsBHa;
9. Muoronpodunana Oonnuna 3a axkTuBHO jedeHue J[lodpuu AJl, rp.
Jlodpuu: ' ;
10. JlvpxaBHa ncHxHaTpHuHa 60AHKUA — ceno KapsyHa, 06:1. Jodpuy;
11, MHoronpoduina OofHMIA 3a aKTHBHO feyeHHe . JI-p Artanac
Hagoscku™ AJL, rp. Kppaxanu;
12. MHoronpodunua 6071HHLA 3a aKTHBHO sedeHue . JI-p Hukona Bacusies™
AJl, rp. KiocTenaun; )
13. Muoronpodgunda OoaHHIEA 3a akTHBHO jieyeHue ..CB. MBaH Puiacku™
EOO. rp. Aynuuua;
14. Creunanu3upada OOAHULA 3@ aKTHBHO JIeYEHHE Ha FHLIEHH OT CBOOOAA,
rp. JloBey; '
15, CnennanusupaHa OOMHHUA 3a aKTHBHO fAeuyeHHe Ha 0enoapodHH
6onectu Tposu EOO/, rp. Tposn;
16. MpuoronpodunHa 6onHHLa 32 akTHBHO AedeHHe , J1-p Cramen Wmuep”
AJl, rp. MoHTaHa; *
17. Cneunanuszipana OOAHHLA 32 AaKTHBHO J€4YE€HHWE Ha IHEBMO-
¢TH3narpuunu 3abonsBanns [lasapaxnk EOO/, rp. INTazapmkuk;
i8. Crieunann3ipaHa OONHHIA 33 aKTHBHO JedYeHHE HA ©0e10ApoGHH
donectu Iepuuxk EOO/, rp. [lepHuxk;
19. VYHUBepcHTeTCKa MHOTONpoduaHa 0oAHHLA 3a aKTHBHO aeyeHue . JI-p
[eopru Crpancku™ EAJL rp. [Naesen;
*20. YuuBepcutTeTcka MHorompogunHa OOAHHLA 32 AKTHBHO JIEUEHHE
..Ceetn ['eopru™ EA/L, rp. [1710BauB;
21. MuorornpoduaHa GomHIIa 32 aKTUBHO jtedeHue .CB. Msan Puncku™ AJl,
rp. Pasrpan;
22. Cneunanusupasa OOJHHLA 33 aKTHBHO JeYeHHe Ha [HEBMO-
¢druznatpuunn 3aboassanus Pvece EOOJ, rp. Pyce;
23. MuoronpoduaHa OoaHuua 3a akTuBHO neveHue Cuamctpa AJl, rp.
Cunucrpa; 3anaeHa
24, Muoronpodgunna ©OonHuua 3a aktuBHOo fAeuenuwe JI-p Wsan uH(opMars

Ha
OCHOBaHHE
. 2 oT
33JI]]

Cenumunckn” Cmusen AJl, rp. Causen;




25. MuoronpogunHa 6onHHIA 33 aKTHBHO Nevenue ,.JI-p bpatan Llykepos™
Cyonass AJl, rp. CMonsH;

26. CneuuannsipaHa OOfMHHIIA 3a AKTHBHO JfeueHHE Ha OeA0ApOOHH
6onectH ..CB. Codus™ EALL rp. Codus;

27. Cneunann3npaHa OOAHMIA 32 AaKTHBHO JEYEHHE Ha ITHEBMO-
¢1u3naTpuyny 3adonssanus Codus odnact EOO/, rp. Codus;

28. Cneunanu3upadHa OOJHHHA 33 AaKTHBHO JIEYEHUE Ha TMHEBMO-
¢Tu3znaTpuynu 3abomaBanus Codus rpaa EOO/, rp. Codus:;

29. Cneunanusupana G0AHHLA M0 MHEBMO-GTH3HATPHYHH 3a00.159BaHHA 33

AOAEKYBaHe, NPOAbKUTENHO feueHHe 1 pexaduantauus .. Lap (Dep:tunanﬂ 1" EOO/,
¢. Mekpeu, 06n1. Codusi;

30. MHoronpodunda 6o1HHIA 32 akTHUBHO fAeyeHne Tobprosuitte AJl. rp.
Toprosuiue;

31. Crneunanu3upada OOAHHIA 3@ AKTHBHO JE€YeHHE Ha [HEBMO-
¢TuznHaTpHuHy 3adonsaBanua Crapa 3aropa EQOJL. rp. Crapa 3aropa:

32. Muoronpoduana donHuLa 3a akTHBHO AedyeHue EAJL, rp. Omyprar;

33. CrieunanusupaHa OOAHHLA ‘38 AKTHBHO JEYEHHE Ha [HEBMO-
¢TH3MaTpuuHK 3abonsBanus XackoBo EOO/I, rp. XackoBo:

- 34, Muoronpoduana OonHuua 3a akTtHBHO jedeHde Llymen Al rp.

ly»meHn; ‘

35. MHoronpogunana 6onHuna 3a aktHBHO neuyenue ..Cp. [lanTane#iMon™
A, rp. Ambon.




Hpunooicenue Ne2g

. CINTUCBK HA KPAMHUTE MOJYYATEJH HA JIEKAPCTBEHHU NPOJYKTH 3A
JEYEHHE HA TIAHHEHTH C TICHUXHYHH U TIOBEAEHYECKH
PA3CTPOHCTBA MPE3 2017 TOAUHA

-

(O8]

F N

14,

15.

16
17
18
19
20
21

22

MHoronpo¢uiaHa 6o1HKIA 338 akTHBHO feveHue ,.Ceta MapuHa™ EAJL, rp. Bapha
..JloBepue 3a 3npase — AICMIT” OO/, rp. Codus;
Jivp:raBHa MCHXHATpU4HA 60.-1Hi{ua 3a 7eYeHHe HA HAPKOMAHHU H ATKOXOAH3bM —
Codus, rp. Codus;
..LleHTBp 3a ncuxuyHo 3apase - [nosaus™ EOO/, rp. ITnosaus;
..3apase 2010 — AI'TICMIIIT® OOJ, rp. Codus;
.LleHTBp 3a ncuxuyHo 3apaee - Bpaua™ EOO/. rp. Bpaua;
ET ..[J-p Benuecnapa Jlumutposa - AUIICIIIT”, rp. [Tnosaus;
..LlenTnp 3a ncuxnyno 3apase - Pyce” EOOJL, rp. Pyce;
J-p Crensn Jlazapos AUTICMITIIT 20107 EOOM. rp. [Tnosaus;
. ..lLlenTBp 32 ncuxuyno 3apase - Cogua™ EOO/L, rp. Codus;
. +ATTICTIIT - ®ununononauc™ OO/, rp. [TaoBaus;
ET MUIICMII — a-p bopsina ExoBa™, rp. Codus;
..LleHTBp 3a neuxuuno 3apase JI-p I1. Cranues™ EQO/I, rp. I[oﬁpn.q;
.JI-p Beauciaapa Maptutnosa - ACHUMII-HII no ncuxuarpus™ EOOJI, rp. Jloseu:
..LlenTBp 3a ncuxuuHo 31pase - Beanko Teproso™ EOO/L, rp. Beauxo TwpHOBO;
. JIbpiKaBHa NCHXHATpHUHA O0AHHKUA, Ip. [lasapaxuk;
. MI1 .. Xopu3zour - AUCMIT" OO/, rp. Codus;
. - TIMCTIIT — Koes u cue™ OO/, rp. Codus;
. ATTICMII — a-p Tunka Hauesa OO/, rp. Ctapa 3aropa;
. ET . AUTICIIMIT - JI-p Anexcanasp Kanuenos”, rp. Codus;
. ATTIMCMIIT-TICUXHATPHYHA Haaexaa EOO/, rp. Codus;
. BOHKJIMHUKC - I'TICTIMIT OO/, rp. Crapa 3aropa.




HEHOBO IIPEJVIO’KEHHE

HO: MuHHCTepCTBO Ha 3ApaBeonasBaneTo, aapec: rp. Cobus, wi. ,,Ceera Henens™ Ne 5
Or: ,,POL BBJITAPHUA“ EOOJ '
¢ agpec: rp. Codus yn. ,,bano none* Ne 16, Manactupcky nHBanH - 3anax,

Tei: 02/818 4444, daxc: 02/859 1199, e-mail: gergana.milanova@roche.com,
EHK: 131279951, BG131279951

YBAKAEMHU JAMH U TI'OCIIOJIA,

Ovazapcku 2paxcoaru 3a 3a60NAGAHUA U3EBH 006X6AMA HA 3AOBANCUMETHOMO 30paeHo

C HacToswoTo, Bi npéacTapsMe HAWETO HEHOBO NPeUTOKEHHE 32 H3TbIHCHHE HA
obsBeHata oT Bac npoueaypa 3a Bp3narane Ha o0LIeCTBEHA NOPBYKA C [IpeAMeT:
»locmaeka na nekapcmeenu npodykmu 3a 2017 2., omnyckanu no peoa na Hapeoba Ne 34
om 25.11.2005 2. 3a peda 3a 3anaawane om PenybnuKkanckua 6100xcem 3a neueHuemo Ha

ocuzypreane, 3a Jnedenue Ha nayuenmu cvc CITHH, my6epkynoza, ncuxuunu u
nosedeH4ecku pascmpoiicmea, OwANCAWYU Ce Ha ynompeba na onuoudu, cundpom Ha
3asucumocm*
Obocobena nosuyun Ne 4 ¢ npeomem SAQUINAVIR,

<o
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I
AKOBRA'C!
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SAQUINAVIR

Invirase film-
coated tablets 500
mg x 120

0,006178 (uyna
JB., Hyfa Hyna
HIECT €4HO
ceaeM oceM CT.)

0,007414 (uyna
JB., Hy/a Hyna
ceeM YeTHpH

€1HO YETHPH CT.)

370,68
(TpHcTa M
cenemaecer
nB. B 68 c1.)

444 82
(9ETHPHCTOTRH
YeTHpUzeceT u

YETHPH 7B. H
82c¢1)

,60
(cTo u wect
XHIAAH
CeAeMCTOTHH
LIecTaeceT U
€OHH NB. H
60 cT.)

Taka npeanoxenara LeHa BK/IOYBA BCHYKH PasXO/M 3a M3MBAHEHHE NPEAMETa Ha
NopbYKaTa.
Ilocouenara uena e ¢pukcHpana, He NOUIEKH HA TIPOMSIHA 3a cpoka Ha JeHCTBHE Ha
J0roBopa, OCBEH B ciiyyauTe Ha uya. 116 ot 30I1.
B cnyuaii, ye npe3 BpemeTo Ha AecTBHE HA NOroBOpa CTOHHOCTTA, KOSTO CieiBa Aa
ce 3annawa ¢ myGAHYHKM CPEACTBA Ha JIEKapCTBEHH NMPOAYKTH OT [103HTHBHHS jIeKapCTBEH

CIMHCBK

CTaHe

[M0-HHCKA OT AOroBOpEHATa,

BB3MOXKHUTECHAT 663_\'(3.’108[{0

3amnnaama

NIEKapCTBEHUTE MPOAYKTH HAa IO-HHCKATAa LIEHA, OT JaTaTa Ha OOSBSBAHETO HA BJIE3IMTE B
CH/Ia pemleHHs 1Mo peaa Ha 4wi. 18 or Hapenbara 3a ycnoBusTta, npasunata ¥ pena 3a
peryiHpaHe H perHCTPHPAHE Ha LIEHUTE Ha JA€KAPCTBEHHTE MPOLYKTH.

Hpezmox\'eﬂme UCHH Ca OMpEAECNeHH MPH MNBIHO CBOTBETCTBHE C YCAOBHATA OT
AOKYMEHTAIINATA 110 IpoLecaypara.
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3anmmyeHna wHpOpManus Ha
ocHoBanue wi. 2 ot 33JIJ]
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3axpmkaBase ce, ako Hamara ogepra Gwje NpHETa, Ja H3NBAHUM W npenanem
AOTOBOPEHHTE PaboTH, CHIIACHO CPOKOBETE H yCIIOBHATA, 3ajIeTHANY B JI0ropopa.

ITpu ycnosue, ye OBbaeM H30paHH 3a M3MBAHHTEN Ha obuecTBenaTa NOpBYKaA, HUE cMme
CBIAIACHH Ja MpeaocTaBHM F'apaHlMA 33 H3NbIHEeHHe Ha 3a0b/DKEHHSTa 10 A0rosopa B
pasmep Ha 3 % OT cToiiHOCTTa My, 6e3 JUIC B eana ot $opmuTe nocoueny p i, 111, an. 5ot
30I1. '
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