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Huec, ...... 0100 2017 r., B rp. Codus, Mexay:
MHUHUCTEPCTBOTO HA 3APABEOIIAZBAHETO, cbc cemanuiie u aapec Ha
yipasaeHue: rp. Codus 1000, an. .Ceera Heneas™ Ne 5, ¢ kon no Peructep BYJICTAT Ne
000693317. npeactasaspano oT 1n-p Mako CemepaxueB, MUHHCTBD Ha 3/paBeoNa3BaHeToO H
Panocnas LllepbakoB, aupektop Ha aumpekuns . PCAYCY, HapuuyaHo 3a KparkocT
»BB3JOKHUTEI", oT eana crpana
H

»CTHHI® Al cbc cemamviie H aapec Ha vnpasieHHe: rp. Codus 1592, oOmuna
CroaunyHa, p-H Mnanoct, Oyi. ,,AceH Hopnanor™ Ne 6, EMK 116584586, NpeACTaBASIBaHO OT
Anekcauasp ['eoprueB 31paBKOB — H3MbAHHTEACH AHPEKTOP, HAPHYAHO NO-A0AY 33 KPaTKOCT
HwHINBJHHTE,

Ha ocHoBaHHe 41. 112 ot 3akona 3a ofwecTBenHTe NopbyuKd H Pemenne Ne PJI-11-
88/27.03.2017 r. Ha BB3IOKHTEIA 32 KIACHPAHE HA YYACTHHUHTE H H300p Ha
H3NBAHHTEIH HA 001eCTBEHA MOPBYKA, Bb3JaraHa 4pe3 0TKPHTA NPOLEIYPa ¢ NpeaMeT:
,»JlocTaBKa HA JekapcTBeHH NPOAYKTH 3a 2017 r., oTnyckaHu no peaa na Hapenda Ne 34
ot 25.11.2005 r. 3a peaa 3a 3anjamaHe oT PenyOIHKAHCKHA OHIKET 324 JEYEHHETO Ha
ObarapekH rpasiaaHu 3a 3ab6oasBaHHS H3BBLH 00XBAaTa HA 3aAbIKHTEIHOTO 3APABHO
ocHrypsiBaHe, 3a fedeHHe Ha nauHeHTHn cbc CIIUH, Ty6eprynoza, ncHXMYHH K
NOBeICHYECKH Pa3CTPOiicTBa, ALAALIH ce HA VIOTpeda HA ONMHOMWAH, CHHAPOM HA
3aBHCHMOCT" C€ CK/AIOYH HACTOALUMAT A0TOBOP 3@ CAEIHOTO:

L. IPEAMET U CPOK HA IOTOBOPA
1.1. BB3JIOKUTEJIAT Bp3nara, a H3AITBJIHUTEJIAT ce 3anbmkapa Aa 43BbpIUM
J0CTABKA Ha CNEAHHTE JIEKADCTBEHH NPOAYKTH:

, _-F INN . . JlekapcTBena tbojiilé ’ ) i 'Ko.éﬂ;iécTBO m‘):).»-
H»RALTEGRAVIR“ nepopaiHa 44 064 000 mg
»EFAVIRENZ* . nepopaJiiHa 29 592 000 mg

1.2. JloroBopsT BfiM3a B CHAA OT ATaTa Ha MOANMCBAHETO MY OT ABETE CTPAHH H € CbC
cpok a0 28.02.2018 r. Io oTHoeHHe Ha .Y CAOBHS, HAYHH ¥ CPOK Ha MfaillaHe™, CPOKBT Ha
nefcTBHe € cbriaacHo aorosopeHoto B Paszen [l u Pasnen VII ot HacTosiuus aorosop.

II. HEHHU H OBIIA CTOMHOCT HA
JOCTABKHWTE MO 1OrOBOPA
2.1. lleHaTa Ha CTOKHMTE MO 4A.l. CHrAACHO NpEACTABEHO LEHOBO IPEATOKEHHE,
HepaszeiHa yacT OT JOrOBOpa € KakTo clie/Ba:
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Jlexaperses npoaykT | Ea.nema. | En.nenac | Ienasa,| Ilena3za

.* noreproBeko - | Ges IACs3a | JJAC3a |onakoska|onakoska| O6ma croiiHocT ¢
HANMEHOBaHHE mg/ml/tabl. | mg/mVtabl. | 6e3 JAC | ¢JAC. | - “JAACao .~
ISENTRESS film-coated !
tablets 400 mg x 60 0.040405 0.048486 969.72 1163.66 2136 487.10
STOCRIN film-tablets
200 mg x 90 0.000118 0.000141 212 2,54 417247

2.2, llenaTa BKJIIOYBA CTOHHOCTTA HAa CTOKATAa, OMAKOBKA, MHTHH cOOpOBE, TaKCH,
3aCTpaxoBKa M TPAHCMOPT 10 KPaiiHHTE MOIVHATENH /CHOTBETHUTE Ae4eOHH 3aBeAeHus/ MpH



MHHHMa/eH CPOK Ha FOJHOCT He MO-KpaThk oT 60 /inectaeceT/ Ha cTO OT OOABEHHA OT
MPOH3BOANTENA KbM JaTaTa Ha BCAKA A0CTABKA.

2.3. O6uara croiiHoct Ha Aorosopa ¢ o 1 783 882.98 nB. (eAMH MHAHOH CEAEMCTOTHH
oceMaeceT H TPH XHIS/IH OCEMCTOTHH OCEMIECET M 1Ba jeBa U 98 CTOTHHKH) 0e3 BKAIOYEH
JUIC. mo 2 140 659,57 nB. (B2 MMIMOHA CTO W YETHPHAECET XUMAAN MIECTCTOTHH NETAECET U
AeseT neBa H 37 ctoTHHKH) ¢ BKmoueH JIJIC.

2.4. llenara o 1oroeopa € MKCHpaHa, He MOAeKH Ha IPOMsHA 32 CPOKA Ha AeHCTBHE
Ha 0TOBOPA, OCBeH B ciyuauTe Ha wi. 116 ot 30I1. B cnyuaii, ye npe3 BpeMeTo Ha jeficTBHE
Ha J0roBOpa CTOHHOCTTA, KOATO cleBa-Aa ce 3ansjaula ¢ NyOIHYHH CpeacTBa Ha AeKapCTBEHH
NpoAYKTH Of [lO3MTHBHUA JEKapCTBEH CHHCBK CTaHe TI0-HUCKa OT [AOrOoBOpEeHATa,
BB3JIOXKUTEJIST Ge3ycioBHO 3anialia AeKapcTBEHHTE MPOIAYKTH Ha IMMO-HHCKATa LEeHa,
CYUHMTAHO OT Jarara Ha OOSBABAHETO Ha BAE3AHTE B CHAA pELUCHHUA MO peda Ha 4i. 18 or
Hapeﬂ6aTa 3a VCJIOBHATA, IpaBHATA H peia 3a peryIHpPaHEe H PErHCTPHPAHC Ha LICHHUTC Ha
feKapCTBEHHTE MPOIYKTH.

II1. YCJOBHS H HAYHH HA TJIALLIAHE

3.1. INnamaHeTo NO HACTOAUIHA AOTOBOP CE€ OCBLUECTBABA 4pe3 OAHKOB NPEBOA OT
crpana Ha Bb3JIOXHWTEJL no nocouenara B 4. 15.3. 6ankoBa cmetka Ha U3ITBIIHHUTEJIA.

3.2. 3annaimaHeTo Ha CTOKWTE MO J0TOBOPA CE M3BBPIIBA OTIOKEHO B CPOK 10 30
/Tpuaecet/ AHM, el NPeACTaBsSHE Ha CAEAHUTE AOKYMEHTH:

1) JlocraBua dakTypa, CbCTaBeHa CbracHO uiuckBanusita Ha 3JJIC u THI3IAC -
OpHTHHAM U 2 (aBa) Opos 3aBEPEHH KOTIHS;

2) IlpuemateaHo-npeaaBaTelHH NPOTOKOAH MO oOpa3el Ha MHUHHUCTEPCTBOTO Ha
3[paBeofia3BaHeTo, cbrnacHo Ilpuaoxkenune Ne 3;

3) O600uieH onHC HA TPOTOKOMINTE — 3 (TpH) Opos;

4) TlucMeHHM  3a9BKHM-paslpelefeHHs, H3rOTBEHHM OT MMHHMCTEpCTBOTO  Ha
3/paBeoNa3BaHETO U 3aBEPEHHU OT KpailHuTe noayyareny;

5) Cepruduxar 3a ocpoboK1aBaHe Ha Bcska NApTHAA, H3AaAeH OT KBaiH(HIHPAHO
auue no 3JIIIXM — 3aBepeHOo OT H3NBLAHUTE S KOfHE, B [IPEBO Ha OBATapCcKH €3UK OT PHpMa,
CKAKOYHAA A0roBop ¢ MHHHCTEPCTBO Ha BBHINHHTE pabOTH 3a H3BLpLIBaHE HA OPHIIHATHU
TNIPEBOH.

M30poeHHTe ROKYMEHTH ce€ TIPEACTaBAT B AENOBOACTBOTO Ha MHHHCTEPCTBO Ha
3ApaBE€OoNa3BaHETO, KilaCHpaHH U IIPDUKAYEHH B Nafika. B nankara ce [puiara nucMoO ¢ OfHC Ha
ChABPIKALLUTE C€ B HEA JOKYMCHTH, KaTO 3aIbIAAHTEAHO Ce TOCOYBAT HOMEpaTa, 1aTHTE H Opos
Ha NPHIOKEHHTE TOKYMEHTH OT BCEKH BHL. '

3.3. B cnayuaii, ye nmocoueHHTe B 4il.- 3.2. JOKYMEHTH Ca HEPEJAOBHH HWJIH He ca
KoMIIeKToBaHH, chiluTe ce Bpbuat Ha M3ITBJIHUTEJSA ¢ npuemarenHo — npenasaTelnieH
NPOTOKOA 3a H3MpaBsiHe Ha HepeAHocTHTe. CPOKBT MO 4. 3.2. 3anoyBa Aa Teye OT JaTaTa Ha
MpeACTaBAHETO Ha MOCHAEAHHUSA U3HCKYEM C€ AOKYMEHT.

IV. CPOK HA - 1OCTABSAHE
4.1, CI1HMH u Ty6epkynola
Bceska oTaenHa A0CTaBKa, NpeaMeT Ha HACTOSIIHS A0TOBOP, cAeABa Aa Obje 10CTaBEHA

B cpok a0 10 (mecer) padoTHKM AHM Ci€d NOAYYaBaHe HaA 3asdBKaTa-paslpefiefieHHe OT

BB3A0KHUTENSA U 3a KOJMYECTBATa, TOYHO ONpeleNieHH B 3aABKaTa. 3asBKarta-pasnpeaeieHHe ce
PerHCTpHpa ¢ M3XOISI HOMEpP OT AENOBOACTBOTO MW Ce BPb4BA OT EKCMEPT OT OFesH
..JIeKapCTBEHH NPOAYKTH H MEAMUMHCKH H3AEHHA H KOMHCHMHM™ Ha Aupekuus .JlekapcTBeHa
MOAUTHKA™ AHYHO Cpelly HOAMHC HAa NPeACTaBHTE] Ha M3MBAHHTEAS MO AOFOBOpA HAH ce
H3npaila ¢ NpenopbYaHo MUcMo ¢ odpaTHa pa3nHcka, HAN 1o daKke, HAH M0 €AEKTPOHEH MbT
fIpH VCAOBHATA U HO pella Ha 3aKOHa 3a €eKTPOHHHUS JOKYMEHT U e/IeKTPOHHHSA MOITHC.

4.2. [IcuxX#YHH U NOBeACHYECKH Pa3cTPONCTBA. ABMKAIH C€ Ha VIIOTpeda HA ONHOUAH.
CHHAPOM HA 3aBHCHMOCT




v [IbpBaTa AOCTABKA OT ABYMECEUHATA 3asBKa-pasfpeaesieHHe ce U3MbAHABA B CPOK 10 4
(uetnpu) pabOTHH AHHW ciel MOJAyYaBaHe Ha 3asBKa-pasNpeile/ieHHe OT Bb3IOKHTEIS H 3a
KOJMHYECTBA, OnpeenerH 3a | (eaHa) ceaMHIA, CbrAACHO CEAMHYHHS rpauK KbM 3a9BKATA.

Beska cnenBauia execeMHYHA A0CTaBKa B paMKHTe Ha 3asiBKaTa € H3NbJHABA Ha 7-us
(ceaMus) leH OT MoOcNeAHATa AOCTABKA, B CHOTBETCTBHE C M3UCKBAHMATA HA 4A. 13, an. 2 oT
Hapeanta Ne2 ot 20.06.2012 r. 3a ycroBHSTa M pefla 3a OCHLICCTBSBaHE Ha MporpaMy 3a
TeyeHHe ¢ arOHHCTH W ACOHMCTH-AHTAFOHHCTH HA JHLA, 3aBHCUMH KbM OIHOMAH. 3asBKaTa-
pasfnpeieaeHHe ce PErHCTPHPa ¢ H3XOAALL HOMEP OT JeA0OBOACTBOTO H CE€ BPBHYBA OT €KCHEPT
ot oraen . JleKapCcTBEHM MPOAVKTH M MEAHHHWHCKH M3IETHA, M KOMHCHH™ Ha IHPEKLHS
.JlekapcTBeHa MOAMTHKA™ NHYHO CpellyY MOAMHC HAa NPEeACTAaBUTEN Ha H3NbIAHUTEAS [0
JOTOBOPA HITH C€ M3MPAINA C MPENopbYaHo NHCMO ¢ 0BpaTHA Pa3MuCcKa, HAH o (GaKe, HAX 10
€IEKTPOHEH NbT MNPH YCIOBHATA M 110 pela Ha 3aKOHA 3a €AEKTPOHHHS AOKVMEHT H
e/1eKTPOHHHS MOIIIHC.

4.3. U3ITBJIHUTEJIAT ce 3aabiaxapa, B CpOK A0 /ABa AHH INpEdH BCSKa AOCTaBKa 1a
vBeIoMH nHeMeHo 1K nio dake Bh3JIOKMTEJIA 3a u3pbpiiBaHe Ha JOCTABKHTE HA CTOKMTE,
npeaAMeT Ha HacToAwMs Aorosop. [lpH HEBB3IMOKHOCT 3a M3BBpIIBAHE Ha JOCTABKHTE HA
CTOKHTE TIpeAMET Ha HacTOALIMA [OroBOp Jda VYBEAOMH IHCMEHO HAX HO dakce
BB3JIOXKHUTEJLA. _

4.4. 3a KoAMYECTBA I0CTABEHH H3BBH 3asBKaTa — pasnpeaeneHde mo ui. 4.1. u un. 4.2,
BB3JIOXKHUTEIJAT Hama 3aabikeHHe 3a MiallaHe.

4.5. JloctaBsHeTO -Ha CTOKH 0€3 3adBKH — paslnpeaeneHHus € JOMVCTHMO CaMo B
H3KAKOUHTENHH CAy4al, 3aCTpallaBally KHBOTA H 3APAaBETO HA I'PaKAAHHUTE H CAEA H3PHYHO
NUCMEHO MOTBbPKACHHE OT CTPaHA HAa MHHHCTBPA HJIHM CHOTBETHHS PECOPEH 3aMECTHHK —
MHHHCTBP.

4.6. B cayyaute o un. 10.2. ot aoroeopa, cpoksT o un. 4.1. 1 4.2. 3ano4ea xa Teye o1
aaTaTa Ha aucMeHoTo cbraacHe Ha Bh3JIOKUTEJIA.

4.7. B cayyauTe Ha NMpeaoCTaBEHO JapeHHE OT UMTHpaHuTe B ua. 1.1. AeKkapcTBeHH
MPOAYKTH Ha KpaiiHuTe Mojy4aredH, 3asBKH-pasnpeleicHHs OT MHHHCTEPCTBOTO Ha
3/paBeona3BaHeTo e BPbYBAT CAeN H3UEpNBaHe Ha JapeHHETO.

V. MSCTO HA 1OCTABSAHE
5.1. MsicTo Ha A0CTaBAHE: 7
5.1.1. 3a MACTO Ha OCTaBSHE Ha IEKAPCTBEHH NMPOAYVKTH 32 A€YEHHE HA MALIMEHTH CbC

CITMH ce onpenenar kpaiiHHTe moavuaTtend, cbraacHo [IpunoxkeHue Ne2a — CuHcbK Ha
KpaiiHHTe NOAyYaTely Ha NICKapCTBEHK NPOAVKTH 3a feyeHue Ha nauxeHTH cbe CITHH npes
2017 r.

5.1.2. 3a MACTO Ha JOCTaBsHE HA AEKAPCTBEHHTE NPOAYKTH 3a Ae€4YeHHE Ha TYOEpKY103a
ce onpeaeAsT KpaiHHUTe noavyateau, cbrilacHo [Ipunoxenne Ne26 — Cnucbk Ha KpaiiHuTe
NOAYYATeNH Ha JeKapCTBEHH MPOAYKTH 3a fleyeHHe Ha NAUHEHTH ¢ TyOepky103a npes 2017 r.

5.1.3. 3a MACTO Ha AOCTABSHE Ha JEKAPCTBEHUTE MPOJAYKTH 3a ASYEHHE Ha MauHEeHTH ¢
IICHXHYHH M [1OBEJICHUECKH pa3CTPOHCTBA, AbAKAlllY C€ HAa YNOTpeda HAa OMMOHAH, CHHAPOM
Ha 3aBHCHMOCT C€ OMNpeZeNaT KpaHHHTe NojiyyaTread — fne4eOHHM 3aBeACHMS, TNOAVYHAH
paspewieHue 3a 2017 r. 3a neyeHHe ¢ arOHHCTH H ArOHHCTH-AHTATOHHCTH HA JAHLA, 3aBUCHMH
KbM onuoMau no peaa Ha Hapenba Ne2 ot 20.06.2012 r. 3a vcioBuaTa U peda 3a
OCBLIECTBABAHE Ha MPOrpaMH 3a fEYEHHE C aroHWCTH M arOHHCTU-AHTArOHMCTH Ha NHLA,
3aBHCHMH KbM onnouau (00H., JIB, 6p. 49 o1 29.06.2012 r.), cwraacro [punoxenne Ne2s.

5.2. PUCKBT OT CAy4alHOTO MOTHBAHE HAM MOBPEKAAaHE Ha CTOKHTE MPEMHHABA BbPXY
Bb3JIOKUTEJIS 0T MOMEHTa Ha HPHEMAHETO HM Ha MACTOTO Ha 0CTABAHE C MPHEMAaTe HO-
NpeAaBaTesicH MPOTOKOM. ’



VI. JATA HA JOCTABSHE HA CTOKHTE
6. 3a nata Ha ROCTaBAHE C€ CUHTA /1aTaTa, HA KOSTO CTOKHTE ca IOCTAaBeHU /10 KpaiHHTe
nosyyaTesny, fpH YCAOBHATA HA Wi, 9.2. ’ ’

VIL. 3AABJIZKEHHUS HA U3ITBbJIHUTEJIA

7. UBITBITHUTEJIAT ce 3aabaxaga:

7.1. Jla gocTaBH CTOKHMTE B JOTOBOPEHHS CPOK M [a I'M Ipeiaje Ha KpaiHuTe
NoayyaTe H. ‘ .

7.2. 1a npenane CTOKHTE, NakeTHPaHH U MAPKUPaHH B CHOTBETHHUS BHA, KOJIHUYECTBO H
Ka4yeCTBO Ha MACTOTO HA JIOCTABSIHE.

7.3. llpn noamucBaneTo HA A0rOBOpa Aa NMPEACTABH:

a) AokymeHTH 1o 4 112, aa. 1 o1 3011 u3zaneHu oT KOMINETEHTHUTE OpPraHH;

©0) rapaHiins 3a U3N'bJHEHHE, B €/1HA OT POopMHTe, onpesedesu B €wi. 111, an. 5 ot 30T,
KOATO ce ocBoOokzaBa N0 60 AHM cied TPHKAIOYBAHE H3MbLIHEHHETO Ha AOroBOpa.
[apaHuusra e B pa3mep Ha 3 % OT cToiiHocTTa Ha AoroBopa 6e3 JIJIC u Bb3nuza Ha 53516,49
JeBa.

7.4. Jla nocTaBs J€KapCTBEHH NPOAYKTH, KOHTO OTrOBapAT Ha M3HCKBAHUATA HAa 3aKOHA
3a AeKapcTBEHHTE MPOAYKTH B XymaHHarta MeauuuHa (3JIMXM) — npuapyxeHu ¢ BaTKkIHO
paspellieHHe 3a ynortpeba B cTpanara, u3aaaeHo nmo peaa Ha 3JITTXM umu Peraament (EQ) Ne
726/2004 r. na Esponeiickus napnament H CoBeta /un. 23, an.l na 3JI[IXM/. B cavuaii Ha
‘H3THYAHE Ha CPOKA Ha pa3pEIEHHETO 3a YNOoTpeda Ha AeKapcTBeH MpoAykT npes 2017 r.,
VYaCTHUKBT AEKAapHpa B CHOTBETCTBHE ¢ 4ia. 53, an. 6 ot 3JIIXM, uye koanyecTsara 3a
JeKapCTBEHHA TIPOJAYKT Ca HalHYHHU.

VIIL BAABJNKEHHS HA Bb3JOXKHTEJS

8. Bb3JIOXKUTEJIAT ce 3aabaxasa:

8.1. Jla mpHeme AOCTaBEHHTE B CPOK M Ha MACTO CTOKH, CHOTBETCTBALUM HO BML.
KOAHYECTBO H KaY€CTBO HA OMHCAHOTO B HACTOSUIUSA A0IOBOP.

8.2. Jla 3annaTH AOCTAaBEHUTE CTOKH MO peiaa Ha 4i. 3.1., 3.2. ¥ 3.3. oT HacToAWHS
ZlOTOBOP.

8.3. Caen npHKmOYBaHE M3MBbIHEHHETO Ha AOrOBOpA Ja OCBOOOJM rapaHLHMATa 3a
H3IbAHEHHE, 0€3 la MbIKY THXBH 33 CPOKa, Mpe3 KOHTO Cpe/cTBaTa 3aKOHHO ¢a MPecTosan ¥
HEro.

IX. IPHEMAHE H INPEJABAHE HA CTOKHTE
9.1. IlpnemaneTo HAa CTOKHTE Ce H3BBPUIBA HA MICTOTO Ha IOCTABSIHE OT TIPEACTABHTE
' Ha KpaiiHHTe Moay4aTeny. _
9.2. UBINBJIHUTEJNAT w npeacraBuTen Ha KpaiHHTE MOAVYATEAH MOANHCBAT
NpHeMaTeAHO-TIPEIaBaTeICH MPOTOKO, VAOCTOBEPABAIIL 10Y4aBAHETO HA CTOKHUTE.

X.TAPAHUHH H CPOK HA TOAHOCT
10.1. Kby marara Ha 10CTaBKaTa, OCTAThbYHHAT CPOK HA FOXHOCT HA CTOKUTE MIPEAMET
Ha HAaCTOSIIMA AOTOBOP, CelBa 1a Obde He no—Manbk oT 60 /wecTaeceT/ HA CTO OT OOABEHHS
OT MPOH3BOAHTEMA KbM daTaTa Ha BCAKA A0CTABKA.
B cayuaii Ha Z0oCTaBKa Ha IEKAPCTBEHHA NPOAYKT C MO — KPAaThK OT JOrOBOPEHHS CPOK
Ha roaHocT. MU3ITBJIHUTEJAT abnku HeveTOMKa, KAKTO clieBa:
oT 59,99% 1o 50% - 20 % BbpXY CTOHHOCTTA Ha AOCTABKATA;
oT 49,99% 1o 40% - 30 % BbpXY CTOHHOCTTA HA OCTABKATA;
oT 39,99% 10 30% - 60 % BBpXY cTOIHOCTTA HA AOCTABKATA;
oT 29,99% no 20% - 75 % BbpXY CTOHHOCTTA HA AOCTABKATA;
- mox 20% - 90 % BBpxXY cTOHHOCTTA Ha AOCTABKATA.
10.2. locTaBkaTa Ha A€KapCTBEH MPOAYKT C OCTATHYEH CPOK HA FOAHOCT NO-MATBK OT
30 Ha CTO OT OOABEHHS OT NMPOM3BOAWTENS CE€ M3BBLPLIBA CAMO C IMHCMEHO CchraacHe Ha
BB3JIOKHTES 3a KOHKpeTHO KOAHYECTBO, ONpedeieHO OT Hero. be3 H3puuHO NMHCMEHO
cerinacue Ha BB3JIOXKHUTEJLA crokuTe HaMa Aa ObAar 3aniamanu. MckaHeTo 3a MUCMEHO



ChIAACHE CJIEABA a MOCTHIH B A€10B0ACTBOTO Ha BB3JIOXKUTEJLA B cpok a0 3 (Tpu) anu ot
NoAy4YaBaHe Ha 3asBKATa-pasipe/lesieHue.

10.3. BB3JIOKUTEJIAT moxke na oTkaxke NMpHEMAHETO HA CTOKHMTE, akO B JEHS HA
TAXHOTO NPHCTHUIAHE WAM MpHEMaHe OCTAThYHHA CPOK Ha TOAHOCT € 10 — MaibK OfF
ornpeaeneHus B Uil 10.2. MUHUMAaMEH CPOK Ha FOAHOCT.

10.4. B ciiyyait Ha 6€3117aTHO A0CTABAHE HA HAKOHM OT CTOKHTE M0 A0roBOpa, ChriaacHo
aoroopeHoto ¢ M3ITBJIHUTEJLS, chlumte crensa Aa OTrOBapsAT Ha IMOCOYEHHTE OT
BB3NTOXXHUTEJISA usnckBaHHs, OTHOCHO CPOK HA FOAHOCT ¥ CPOK Ha JA0CTABKA, B ChOTBETCTBHE
cToukn 4.1..4.2. 1 10.1.

X1. OTFOBOPHOCT 3A HETOYHO H3NMbJIHEHHE. PEKJIAMALIMH

11.1. Bb3JIOXKHUTEJIAT mosxe na npeasssasa peknamauuu npea U3ITBJIHUTEJLS 3a:

a) KOMIMYECTBO H HEKOMITIEKTHOCT Ha CTOKHTE M/H TeXHHUYECKATa AOKYMEHTALHA (IBHH
HEAOCTATBLIH);

6) Ka4ecTBO (CKPUTH HEAOCTATBLH):

- IIPH JOCTABAHE HA CTOKH HE OT AOTOBOPEHHS BHII, MOCOYEH B 4. 1;

- IPH KOHCTaTHpaHe Ha AeQeKTH NpH VIIOTpeOda Ha CTOKHTE.

11.2. Peknamauuy 3a IBHH HEZOCTATBIM Ha CTOKHTE ce npasaT ot Bb3JIOKUTEIS,
upe3 KpaHHHTE MOMYYATEAH HA CTOKHTE, B MOMEHTA Ha MPeAaBaHeTO HM, 3@ KOETO C€ ChCTaBs
NPOTOKO:, MOANHKCAH H OT ABETE CTPAHH.

11.3. PeKkaMalMH 3a CKPHTH HEAOCTATBLH Ce [PABAT Npe3 LEeAHs CPOK Ha FOAHOCT Ha
ZOCTaBeHHTE CTOKHM, KAaTO peKiaMauHaTa ce NMPHAPY/KABA 3aAbIAKMTENHO OT KOHCTATHBEH
MPOTOKO, H3AajeH OT M3mbiiHuTeNHaTa areHH s 3a nexapcTBara.

11.4. BB3JIOKHUTEJIAT e anvxken ma veeaomu mnucmeno M3ITBIHUTEILS za
YCTaHOBeHHTE AedekTH B 15 (meTHaaeceT) AHEBEH CPOK OT KOHCTAaTHPAHETO HM.

11.5. B peknamauuuTe ce mocoyBa HOMEpPBLT Ha JOTrOBOPA, TOYHOTO KOMHYECTBO Ha
NOAYYEHHTE CTOKHK C TEXHHMS NMApTHAECH HOMEP, OCHOBAHHETO 33 PEKAAaMaLHA H KOHKPETHOTO
uckane Ha Bb3JIOXKHTEJLS. ,

11.6. B 10 (neceT) anesen cpok ot nosyyasaHe Ha peknaMauusta, U3TbJIHUTEJIST
cneasa aa orroBop Ha BB3JIOXKUTEJLA nicseHO 1t KOHKPETHO AaiH NpHeMa pexiiaMaiksTa
HIH 5 OTXBbPIIA.

11.7. Tlpu' pexiavauus 3a sBHn HeaocTarsuu H3IMBJIHUTENAT e aawken B
€/IHOMECEHUCH CPOK OT MOJyyaBaHe HA PEKAaMalMATa 3a CBOS CMETKA M PUCK Ja JOCTABH Ha
MSACTOTO Ha JIOCTAaBAHE KORHYECTBOTO /MICBAILH B J0CTaBKATA / HEKOMIIIEKTHH JAOTOBOPEHH
CTOKH. ,

11.8. Tlpn peknamauns 3a ckpurn nHemoctarsuu UZITBJIHUTEJIAT e anbwen B
€AHOMECEYEH CPOK OT MOMY4aBaHETO H 71a 3aMEHH JAOCTABEHMTE HEJOrOBOPEHH MO BHA /
AeeKTHH CTOKK 3a CBOS CMETKA M PHCK MAM MO mipelleHka Ha BB3IJIOKUTESS na BbpHE
CbOTBETHATA YACT OT 3all1aTEHATA LIeHA, BeZHO C AbIKMMHTE JTHXBH.

11.9. U360pbT Ha NOCOUEHNTE 10-rOpe Bb3MOKHOCTH 12 Ce BEPHE ChOTBETHATA YaCT OT
N71aTEHOTO WM 1a C€ JAOCTaBAT HOBH CTOKH npHHamiexu Ha BBIJIOKHUTENS u ce
VIIpaXKHABA OT Hero noi Qopmara Ha MHCMEHO YBeiomienue 1o M3ITBJIHUTEJS, Kato
Pa3xoaHMTe H PHCKOBETE MO HOBOTO AOCTaBsHe ca 3a cmerka Ha U3TTHJIHUTEJS.

I1.10. PexnaMupaHuTe CTOKM ce CBXpaHSBAaT OT CHOTBETHHMS KpaeH MOAVYATEN 70
VPeKAAHE HAa PeKIaMaLUHTE. ’

XIl. OTTOBOPHOCT INPH HEU3ITbJHEHHE

12.1. 3a HeH3MbAHEHHE HA 33 ABIKEHHSATA CH 110 HACTOSLIKS IOTOBOP C M3KAIOUEHHE Ha
-Te3n no 1. 10.2. u 1. 10.3., U3IIBJIHUTEJIAT abmku veyctoiika B pasmep Ha 0.7% Ha aeH
BBPXY CTOHHOCTTA HA HEHW3MBJIHEHOTO B AOTOBOPECHHUTE CPOKOBE 3a1bKEHHE, HO He TIOBeYe OT
10% (aecer mpolleHTa) OT CTOHHOCTTA HA HEH3MBLAHEHUETO, KAKTO W OOe3lleTeHHe 3a
NMPEThPIIEHHTE ACHCTBHTEAHH BPEAH B CAYYAHTE, KOraTo T€ HAAXBBPAAT AOTOBOpEHATA
HeveTOHKa.

12.2. Korato npu Haauuuwe Ha peknamauun, M3IMTBJIHUTEJIAT He wusnwanu
3aabAKEHHATA €H no pasiaed Xl OT HacTOAIMS AOTOBOP B CPOK., CBHIIMAT AbAKU Ha



BB3JIOXKHTEJIA HeycToiika B pasmep Ha 2 % OT LleHaTa Ha CTOKHTE, 3@ KOHTO ¢a HalpaBeHH
peKIaMallHHTe.

12.5. BB3JIOXKHUTEJIAT vaosnerBopsBa NpeTeHIMHTE CH OTHOCHO HEH3IBIHEHUETO
Ha JOTOBOpA, KAKTO M 3a 3allalllaHe Ha HeYCTOHKHTe OT crpana Ha M3ITBJIHMTEJIA karo
3aabpKa rapaHiusTa 3a M3MblAHeHHe 1o 4i. 7.3, OykBa .6 OT IOroBopa., crlei KOeTo Mo
CHOTBETHHS peil. : '

’ 12.4. I1pu BuHoBHa 3a0aBa Ha U3ITBJIHHUTEJIS. npoabakuaa c nogeye oT HOMOBHHATA
OT CpOKa 33 M3MbJIHEHHE HA CHOTBETHOTO 3ambixexue, BB3JIOXKUTEJIAT uma npaso aa
pa3Baix JA0roBOPa €AHOCTPAHHO ¢ 15-1HEBHO APEIH3BECTHE.

12.5. Bb3JIOKUTEJIAT nma npaBo Aa npeKkpaTH eAHOCTPAHHO U €3 npeau3BecTHe
HACTOSAIIHA AOTOBOP B CAyYail Ha CHCTEMHO HETOUHO H3MBIHEHHE Ha 3a1bAKEHMATa OT
W3ITBJIHUTEJIA u upensseny noseye oT TpH peknamaunu ot Bb3JIOXKUTEJA no pazaen
XL :

12.6. B cyuyaii, ye no otHowenue Ha MU3ITHJIHUTEJLS HacTensT 00CTOSTE/ICTBATA TIO
un. 47 oT 3aKoHa 3a OGLUECTBEHHTE nopvukd, BB3JIOKHUTEJIAT nma npaso aa npekpath
€AHOCTPaHHO HACTOSILUHS I0rOBOP, O€3 MHCMEHO MPEeAH3BECTHE H 03 Aa IBTAH HEVCTONRKH.

XIIL. ®OPCMAKOPHH OGCTOATEJICTBA

13.1. CTpanuTe MO HACTOSALIHA AOrOBOP HE ABIKAT 00€3IHeTEHHE 3a [TOHECEHH BpeIH H.
3arvOu, ako NocAeJHHTE Ca MPHYMHEHH B PE3VTAT HA HEMPEOLONUMA CHIA.

13.2. AKo cTpaHara, KOATO € CeABaio Ja H3MbAHH CBOE 3aAbIKEHHE MO J0roBOpa €
Ouna B 3a6aBa, T4 He MOXE j1a Ce [1030BaBa Ha HENPEOHOHMA CHIIA.

13.3. ..Henpeononuma cuna™ no cMuchiaa Ha To3W D0roBop € HEMPEeABHACHO H/HAH

HENMPeAOTBPATHMO CBOHTHE OT M3BBLHPEACH XapaKTep, BB3HHKHAIO CAE] CKIKYBAHETO Ha
J0ToBOpa. .
13.4. Crpanata, 3acerHara oT HeNpeoJ0AHMA CHiA, € JUThAHA 14 ApeanpHeMe BCHYKH
AEHCTBHA C IpUIKATa Ha 10OBP CTONAHMH, 33 1A HAMATH 10 MHHHUMYM MOHECEHHTE BPeAH H
3aryon, KakTo M Ia YBE/IOMH MHCMEHO APYTaTa CTpaHa B 7-IHEBEH CPOK OT HACTBIBAHETO HA
Henpeonoaumara cuia. [py HeyBeoMsiBaHe ce ABTAH 00€3LEeTeH e 3a HACTBIIMANTE OT TOBRA
Bpeau. HenpeomomumaTa cuna ce nokasBa OT 3acerHarara CTpaHa CbC cepTHQUKAT 3a
opcmakop, H3AAAEH N0 CLOTBETHHS Pell OT KOMIETEHTHHS OPraH B IbpKaBaTa, B KOATO ca
HACTBINAY popcMaKOpHUTE 0OCTOATEACTBA.

13.5. Jlokato Tpae HeMNpeoaoAHMATa CHAA, H3MBAHEHHETO HA 3adbAKEHHSTA M
CBBP3aHHTE C TAX HACPELIHH 3a1BLIKEHHUS Ce CIHpa.

13.6. He npeacTapnsiea “Henpeomoanma cuia” ChLOUTHE, IPHYUHEHO 110 HEOPEHKHOCT
HAW YpE3 YMHIIIECHO ACHCTBHE HA HAKOA OT CTPAHHTE HAM TEXHHM NPEACTABHTEAH H/MIH
CAVKHUTETH, KaKTO ¥ HEJIOCTHTA Ha apHyHH cpeacTsa Ha BB3JIOXKUTEJSL.

XI1V. ClIOPOBE

14.1. Bb3HUKHAHTE MTpe3 BpeMeTpacHeTo Ha A0r0BOpa CHOPOBE 1 Pa3HOr1acHsa MEAKAY
CTPaHHTE Ce peilaBaT Ype3 NPeroBopH Mekay TiX. [locTHrHaTHTE IOrOBOPEHOCTH ce 0OPMAT
B MMCMeHa (popMa M ¢e MPEeBPhIlaT B HepasielHa YacT OT JI0roBopa. )

14.2. B cnyyaii Ha HenmocTHraHe Ha JOrOBOPEHOCT MO MPEAXOAHHS YA€H, BCHYKH
CIIOpOBE, MOPOAEHH OT TO3H JOTOBOP MM OTHACALUH CE A0 HETO, BKJIIOYHTETHO CIIOPOBETE,
[IOPOAEHH OT MM OTHACAILIH C€ A0 HETOBOTO ThAKYBAHE, HEAEHCTBHTEIHOCT, HEH3MbAHEHHE
‘MM MpeKpaTsABaHe We 6bAaT pa3peliaBaHi Cropei ObjrapckuTe MaTepHATHH H NnpoLecyalHy
3aKOHH OT KOMMETEHTHHSA Cba 1o peaa Ha [TIK.

XV. CbOBUIEHHUA .

15.1. Beuuyku CbOOLICHHS MEXKAY CTPAHHTE, CBBP3AHH C H3MBIHEHHETO HAa TO3M
AOropop ca BAMIHHM, aKO Ca HanpaBeHH B MHCMeHa (opMa W ca NOANHCAHH OT
vireiHoMouleHuTe npeacrasurenn Ha M3ITBJIHHUTETIS uau BB3JIOXKUTEJTIS.

13.2. 3a 1arta Ha CHOOILEHHETO CE CMATA:

v/ jaTara Ha IpeaBaHeTo — [PH PBYHO MpeJaBaHe HA ChOOLUEHHETO!
v/ jlaTaTa Ha HOUICHCKOTO KAEHMO Ha 05paTHATA pasnHCKa — npH H3OpallaHe 1o
nouiara; '



v jaTaTa Ha IIpHEMaHETO — IPH H3NpaluaHe [o Tenedakc, Teaeke Hin e-mail.
15.3. 3a BanuIHM apecH 3a NIPHEMAHE Ha chO6LIEHHs H DAHKOBH CMETKH, CBbP3aHH €
HACTOSLIMUS AOTOBOP CE€ CMATAT!

3A UBNNBJIHHUTEJIA: 3A Bb3JIOXKHTEJS: -
LCTHHT™ AZl MHHHCTEPCTBO Ha 3/1paBeona3BaHeTo

rp. Codus 1592 rp. Copus 1000

Oyn. ,,AceH HopnaHOB Ne6 - nn. ..Ceera Henensa™ Ne 5
“men. 02/970 31 01 , mea. 02/930 11 16

parc 02/970 33 01 : qbaxc ...... .

e-mail: office.sofi a@snngpharma com - e-mail: mbrankov@mh.government.bg
Bankoea cmemka - Baunkosa cmemka

YuuKpemnt BYJIBAHK . BHB LlenTpasnHo ynpaBieHHe

IBAN: BG18 UNCR 7630 1055 3081 18 IBAN: BG83 BNBG 9661 3000 1293 01
BIC xox UNCR BGSF BIC koa na BHE — BNBG BGSD .

15.4. Tlpu npomsaHa Ha rocodeHHs noui. 15.3. aapec CHOTBETHATA CTPaHa € JUThXKHA Ja
yBEIOMH JIpyraTa B TPHIHEBEH CPOK OT NIPOMAHATA.

XVIL. IPYTH YCJIOBI/IH
16.1. [paBara ¥ 3aabKEHUATA MO HACTOSIIMA OTOBOP HE MOTaT a ce MPEeXBbPIAT
€(HOCTPaHHO Ha TPETH JIHLIa H 110710611 aKTOBE He MOPAKAAT NPaBHO AeHCTBHE 6€3 THCMEHOTO
chriacMe Ha Ipyrata CTpaHa, OCBeH B CilyqauTe Ha obesnevaBaHe (rapaHTHpaHe) Ha
3aabKEHUS 110 6aHKOBH KPEIHTH.
16.2. 3a HeypeIEHHMTE BBIPOCH B HACTOSIUMSA JOTOBOP CE MpHiara JAeHCTBALLOTO
6BArapcKo 3&KOH0£[aTeﬂCTBO. ' :

XVIIL 3AKJTIOUHUTEJIHH PA3HOPEI[BPI
17.1. TTpu chCTABSHETO HA HACTOALLHS JOrOBOP CE NPEACTABHXA CACAHUTE noxy,\:enm B
KOMTO €a Hepa3jeNiHa HEroBa 4acT: Lo
v Pemwenns Ne PJ1-11-88/27.03.2017 r. Ha 'MHHHUCTbp2 Ha 3APABEONA3BAHETO 32
onpenensHe Ha U3ITbJIHATEII na obiilecTBEHA NOPBYKA;
v Jlokymentu no wi. 112, an.-1 ot 3011
v Tapanuus 3a U3MbIHEHHE;
v LIeHOBO NpEUI0KECHHUE. :
17.2. HacTOSIIUAT AOTOBOP C€ ChCTABH B TPH eﬂnooﬁpamn eK3eMIspa ya 6BIArapcKH
€3MK — eiHH 3a HBHBHHI/ITE u asa 3a Bb3JIOKUTEJLL. -

BB3NOKMTEL: _ - \{ [, [ﬂ M3ITbJIHUTEL:

CBIJIACHO YJ1.2 OT 33J1]

v



Tpuaosxcenue Ne2a

CNMUCHK HA KPAHHUTE NMOJIYUATEJIU HA IEKAPCTBEHH IPOJAYKTH
3A JIJEYEHHE HA NTAHHEHTH CbhC CIIMH ITPE3 2017 TOAHHA

1. Crnenunanu3upada OOTHHLA 32 aKTHBHO J€YEHHE Ha WHQCKUHO3HH H
napa3utHH Oonects ,,[lpod. UBan Kupor™ EAJL, rp. Codus;
2. YHUBEpCHTETCKA MHOFronpogHuiHa O0MHUIA 38 aKTHBHO fdeueHue ,.CB.

F'eopru™ EAJL, rp. [1noBaus;

3. Muoronpoduina 6oaHMLA 38 aKTHBHO feyeHHe ,.Creta Mapuna” EAJL
rp. Bapna
4. YHuBepcuTeTcKa MHoTOonpodHaHa 60AHHUA 3a aKTHBHO dedeHHe . J[-p

[eopru Ctpancku™ EAJL rp. [1neBeH;

3. VYHuBepcUTeTCKa MHOronpoduaHa OONHHLA 3a aKTHBHO J€YEeHHE

LIpod. n-p Ctosn Kupkouu™ AJl, rp. Crapa 3aropa.



Ipunooicernue No20

CIIHCHK HA KPAHHHUTE MOJYYATEJ U HA JIEKAPCTBEHU ITPOAYKTH
3A JJEYEHHUE HA ITAUHEHTH C TYBEPKYJIO3A IPE3 2017 TOAHHA

1. Creuyanu3upaHa OO0AHHUA 338 AaKTHBHO JIEYEHHE Ha T[HEBMO-
dbTuznaTpuyny 3adbongaeanus EOO/, rp. brnaroesrpan;

2. CneunanusupaHa OOMHMUA 3a AKTHBHO JIEYEHHE Ha WHEBMO-
dbTuzuarpuunu 3abonseauus bByprac EOO/, rp. Byprac; *

3. CneumanusupaHa OOTHHIA 3a aKTHBHO 7eueHHe Ha [HEBMO-
¢rTH3naTpuyHy 3abosnsBanus BapHa EOO/L, rp. Bapha;

4. Crneunanusupada OOJHHIEA 33 AKTHBHO J€4Y€HHE Ha [HEBMO-
drrusnatpuynn 3abonssanns , J-p Tpeiiman™ EOOJI, rp. Benuko TBpHOBO;

3. MHOI‘OHpOd)HTIHa OonHULa 3a akTHBHO seuenue ,.Ceera [letka™AJl, rp.
Buaun:

6. CneunanusupaHa OOAHHLIA 32 AaKTHBHO J€YEHHE Ha [HEBMO-
¢bru3naTpuuny 3aboageanus- Bpaua EOO/I, rp. Bpaua;

7. Cneunanu3upada OOAHMLIA 3a aKTHBHO JieYeHHE Ha 6e'1010p06fm
Gonectu EOOJI, rp. I'abposo:

8. Jletcka cnennanninpaHa OOMHHLA 323 A0AEKYBAHE H NPOABTKHTEAHO
AevexHe Ha OenoapobHu 6oaectH .. llapuua Hoauna” EQO/L, rp. TpsiBHa;

9. Mmuoronpodunna OonHHuUa 3a akTHBHO nedeHue JoGpuu A, rp.
Jobpuu;

10. JbpxaBHa ncuxHaTpuyuHa doiHHua — ceno KapsyHa, 061, JoOpuuy;

11. Mmuoronpodunna OoarHUAa 32 aKTUBHO nevyeHHe .JI-p ArtaHac
Hagosekn™ A, rp. Kbpmxany;

12. MuoronpounHa 00AHHLA 32 aKTUBHO neuenue . JI-p Hukona Bacuies™
AJl, rp. KrocTennun;

13. MHoronpoduina doasnna 3a aKTHBHO fEUCHHE .Cs. MBan Puacku”
EOOX, rp. Aynuuna:

14. Creunanuzupana 00HHLA 32 AKTHBHO 7eYeHHE HA AMIIEHH OT cBOGOA,
rp. Jlosey;

13. Crneunanusupana OO7HHMLIA 3a AKTHBHO fA€4YeHHe Ha OeA0APOOHH
oonectu Tposu EOO/, rp. Tposs;

16. Muoronpodunsa donHHua 3a akTHBHO neuenue . JI-p Cramen Hnaues™
AJl, rp. MoHTaHa;

17. Cneunnanu3npaHa 0oiHMUA 33 aKTHBHO JIEYEHHE HA  [HEBMO-
¢Tu3narpuynu 3adoiasanud [Nazapaxuxk EOQO/I, rp. [Tazapmkuk;

18. Crneunanu3upaHa OOTHHMLIA 3a AaKTHBHO JEYEHHE Ha O0enoapoOHH
6onectu Ilepunk EOO/, rp. INepHuk;

19. YHuBepCHTETCKAa MHOronpoguaHa 6071HHLA 32 aKkTHBHO AeueHue . J-p
I'eopru Crpancku®™ EA]JL, rp. IlaeseH;

20. YHuBepcutercka MHoronpoduiHa OOJHHLA 32 .aKTMBHO INeYeHHe
CBem Feopru® EA/l. rp. [1n10BaynB;

21. MuoronpoduaHa 60aHHIA 32 aKTUBHO AeueHue ,.CB. HBaH Puncku™ ALl
rp. Pasrpaa;

22, Cneunanu3upaHa OONMHHLA 3a aKTHBHO Je4YEHHME Ha ITHEBMO-
dTu3natpuuHy 3adoiasanus Pvce EOO/I, rp. Pyce;

23. Mtuoronpodunna donHuHua 3a akTHBHO NeyeHue Cuaucrpa All, rp.
Cunucrpa;

24! MruoronpogunHa ©OoiHuma 3a akTHBHO JevyeHue JI-p Wpan

Ceaumuncku®™ CnuseH AJl, rp. Causen;



25. MHoronpoduaHa 0oaHALA 3a aKTHBHO neveHue , JI-p bparan llykepos™
Cyonsn AJl, rp. CymonsH;

26. CreunanusupaHa OOMHHLIA 3a aKTHBHO feyeHHe Ha OenoapoOHH
6onectn ,.Cs. Codus™ EAJL, rp. Codus;

27. Cneunanusupana Oo0AHHIA 32 AaKTHBHO JIEYEHHE HA IIHEBMO-
¢dTuznarpuyny 3adonssanus Codus odnact EOO/, rp. Codus;

28. CneunainsipaHa Oo0fAHHLUA 3a AaKTUBHO JIEYEHHE HaA TIHEBMO-
¢TuznarpuyHu 3adonssanns Codus rpan EOO/, rp. Codus:

29. Cneunanusnpana 00AHHLA MO MHEBMO-QTH3HATPHUYHH 3a00sBaHUS 32

JIOAIEKYBAaHe, NPOAbJDKHTEAHO JeyeHHe U pexaduwinrtauus . llap ®epaunana I¥ EOO/,
¢. Uckpent, 061. Codus; .

30. MHuoronpodunna 0onHuLA 32 aKTHBHO neudeHHe Toprouuue AJl, rp.
Twproeuiue;

31. CrneuuanusupaHa Oo7AHMUA 3@ AaKTHMBHO JIEYEHHE HA TITHEBMO-
¢Tu3naTpuunH 3abongeanus Crapa 3aropa EOO/L, rp. Crapa 3aropa;

32. Mmuoronpodunna 6oaHKLa 3a akTHBHO edeHue EAJL, rp. OmyprTar;

33. CneumanusupaHa OOAHMHA 33 AKTHMBHO fEYEHHE HA ~ THEBMO-
dbru3naTpuyny 3abonaBanus Xackoo EOO/, rp. XackoBo;

34. MuoronpodunHa 0oaHHua 3a akTHBHO nedeHHe lllymen AJl, rp.
1lvMmeH;

3s. MHoronpogunHa 6onuuua 3a akTuBHO neyeHHe ,.Cs. [laHTtaneiimon®

All. rp. SMDoa.



[Tpuaoscenue Ne2g
il

CINMUCHK HA KPAHMHHUTE NMOJIYYATEJH HA JIEKAPCTBEHH MPOJAYKTH 3A
JEYEHHE HA TMAUMEHTH C TICHXMYHH U TOBEJAEHYECKH
PA3CTPOWCTBA MPE3 2017 TOJAHUHA

—-

Mmuoronpodunna 6o1HMLA 33 aKTHBHO nedeHue .Ceeta Mapuna™ EAJL, rp. Bapua

..JJloBepue 3a 3xpase — AI'CMIT* OO/, rp. Codus;

o

(0%

. IbpkaBHa ncHxuaTpuuHa OOJHMLA 3a J€YEHHE HA HAPKOMAHHH U aTKOXOIHIBM —
Codous, rp. Copus;

4. _llenTsp 3a ncuxuyno 3apase — [[noaus™ EOO/L, rp. [1aoBaus;

5. .3apase 2010 — ATTICMIIIT* OOM. rp. Codus; -

6. .llenTop 3a ncuxuyHo 3apase — Bpaua™ EOO/. rp. Bpaua;

7. ET .Ji-p Benuecnasa {umurposa — AUTICIIIT®, rp. [1noBaus;

8. ..lleHTbp 3a ncuxuuHo 3apase — Pyce™ EOO/I, rp. Pyce;

9. ..JI-p CrensH Jlazapos AMIICMIII 2010 EOO/. rp. [TnoBaus;

10. ,.HenTsp 3a ncuxuuno 3apase — Copusa™ EOO/L, rp. Codus;

11.  AT'TICII — @uaunonoauc™ OO, rp. I1noeaus;

12. ET .. ATICMII — a-p bopsna Exosa®™, rp. Codus;

13. ..Hentwp 3a ncuxuyno 3apase -p [1. Cranues™ EOO/L, rp. JoOpuu;

14. . J1-p Benucnasa Maprurosa - ACUMII-UIT no nenxnatpus™ EOO/L, rp. Jloseu;

15. ..llenTsp 3a ncuxuyno 3apase - Benuko Tephoso™ EOO/L, rp. Beauko TwpHOBO;

16. Ibp:xaBHa ncHxHaTpuyHa 6onuuua, rp. [asapakuk;

17. ML .. Xopuzout — AUCMIT® OO/, rp. Codus:

18. ..I'TIMCIIIT — Koes u cue™ OO/, rp. Codus:

19. ATTICMITI — a-p Tunxa Hauesa OO/, rp. Crapa 3aropa;

20. ET . AUTICIIMIT - O-p Anexcanawp Kanuenos®, rp. Codus;

21. UTIMCMIT-TICUXUATPHUUYHA Hanexna EOOJ, rp. dema;

22. BOHKJIMHUKC — ['TICTIMIT OO/, rp. Ctapa 3aropa.



I[EHOBO ITPEJTO’KEHHE

JIO: MAHMCTEPCTBO HA 3JJPABEOIIA3BAHETO
c anpec rp. Codpus , mn. Ceta Heneas™ Ne5

Or: CTHHI AJ

¢ anpec: rp. Cons 1592, 6yn. Acen Hopaanos Ne 6,
ten.: 02 970 31 , dake: 02 970 33 01, e-mail: office.sofia@stingpharma.com
Byacrar / EUK: 116584586,

Peructpupan o 3JJIC ¢ unentudukaunone Ne : BG116584586

YBAXKAEMU JAMH U IT'OCIIOJA,

C HACTOAIIOTO, BY Npe/CTaBAME HAIIETO LCHOBO MPE/UIOKEHHE 32 U3NBIIHEHHE HA 0DABEHATA |

oT Bac npouenypa 3a Bb3/arate Ha o0LiecTBeHa NOPhUKa ¢ IPEAMET: A
wJdocmagka Ha nexapcmeenu npodykmu 3a 2017 2., omnyckanu no peoa na Hapeoba Ne 34
om 25.11.2005 2. 3a peda 3a 3annauwiane om penybauKanckua 6100xcem 3a 1eveHuemo Ha
Gua2apcKu 2paxicoany 3a 3a60AA6aHUA U3ELH 0Oxeama Ha 3a0vANcCUMeTHOMO 30pasHo
ocuzypaeane, 3a le4eHue Ha nayueHmu cye CIIHH, mybepKynosa, nCuxu4Hu u
nosedeH4ecKu pascnpoicmea, OvbANCAUU ce Ha ynompeba Ha onuoOuOuU, CUHOPOM Ha
3agucumocm*

Obocobena nozuyua Ne 12 ¢ npedomem ., Jlocmaska na RALT, EGRAVIR”, ¢ Konuuecmso 00
44 064 000 m2.

SENTRESS film- 0,040405 0,048486 969,72 1163,66 |2 136 487',.10 .

RALTEGRAVIR /Hyna uano Hyaa /Hyna uano Hyna /peBeTcToTnH [xunapa cro /nga maH. CTo
coated tablets 400 | o0 yna yernpyn | ueTupn ocem vetpy wectaeceT u wectaeceTw | rpupecet u wecr

mg x 60 Hyna net ns/ ocem wect 8./ AeBET UANO TP UANO M XMAN

’ cegempeceT v wecTaeceT YETUPUCTOTHH

Asa ns./ wect ne./ OCEeMABCET W

cepem usno v

aecev ns./
Taka NpeayoXeHaTa Ll€HA BKJKOYBAa BCHYKH PpPa3sxondH ﬁ HSH'b,:’ é;i a
opbyKaTa. SamuueHa  MHpoOpMaIWMsL

Ay, & mnio

L—f ocHoBanwue . 2 ot 33JI]]




[Tocouenara uena e ¢uxcupana, He momtexu na [IpOMsHA 32 CpoKa Ha jeHCTBHe Ha
J0roBOpa, OCBEH B cayyauTe Ha wi. 116 oT 30T1. .

B cnyuait, ue npes Bpemero na neiicTBue ua AOroBOpa CTOHHOCTTA, KOATO ClleaBa a
C€ 3amialua ¢ nyGaMYHM CPeACTBA Ha feKAapCTBEHH iponykTy ot Ilo3UTHBHHS AekapcTeen
CIHCBK  CTAHE N0-HUCKA OT JIOrOBOPEHATa, Bb3JOKUTENIST OesycnoBHO  3amnauga
AICKApCTBEHHTE NMPOAYKTH HA MO-HMCKATA LIEHa, OT JaTaTa Ha 00sBABAHETO Ha BlE3IHTE B
CH1a pemeHHs no pena Ha ui. 18 or HapenGara 3a YCIIOBUATA, NpaBHiaTa M pema 3a

PEIy/INpake U pErucTpUpae Ha UCHHTE Ha AeKapCTBEHHTE HpPONYKTH.

[Ipeanoxenute uenn ca onpegenenu PH NBIHO CHOTBETCTBHE ¢ YCAOBMSTA OT
AOKYMEHTAUHATA 10 MpoLeAypaTa. ‘ ‘

3aabmkaBaMe ce, ako Hamarta odepra ObAe mnpueTa, Aa WIMBAHEM K npenanem
AOTOBOPEHHTE pabOTH, CHITIACHO CPOKOBETE H YCTIOBHSATA, 3AIETHAIM B IOTOBOPA.

Ilpu ycnosue, ye 6baem H30paHH 3a H3NBIAHHTEN Ha obiecTBEHATa MOPBbUKA, HHe cMe
CplIaCHH Jla NPENOCTABMM TrapaHUHMs 3a° M3MbIHEHHe Ha 3aNbJDKEHHATa N0 JOroBOpa B
pasmep Ha 3 % oT cTOHHOCTTA MY, Ge3 AAC B enna ot popmute nocoyens s wi. 11 l1,an. 5 or
30I1.

m
3ammdena wMHQOpMAIUS Ha
ocHoBanwue 4. 2 ot 33JI]]

JNATA: 03.02.2017r.  TIOAITUC u [IEYAT:

W3nbauutenen Qupekrop
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HEHOBO IIPEJ/IOJKEHHE

J0: MUHHUCTEPCTBO HA 3JPABEOHA3BAHETO
c anpec rp. Codus , nn. Ceera Hemens™ NeS

Or: CTHHI AQ -

¢ anpec: rp. Codus 1592, 6yn. Acen Hopnanos Ne 6,

ten.: 02 970 31, daxc: 02 970 33 01, e-mail: office.sofia@stingpharma.com
Byactar / EMK: 116584586,

Peructpupan no 3JIC ¢ uaentuduxaunones Ne : BG116584586

YBAKAEMH JAMH U FOCIIO/JIA,

C HacTosAmmoTo, Bu npesncTassMe HallleTo LIEHOBO NpeloXKeHHEe 3a U3NbIHEHHE Ha 004BeHaTa .. |
oT Bac npoleaypa 3a Bb3iaraHe Ha o6eCTBEHA NOPBYKA C IIPEIMET:
»wAocmasxka Ha nekapcmeenu npodykmu 3a 2017 2., omnyckanu no peoa na Hapeoba Ne 34
om 25.11.2005 2. 3a peda 3a 3anaauiane om penybauKaHCKuA 6100xcem 3a AedeHuemo Ha
Ovazapeku zpascoanu 3a 3a601A6aHUA U3EBH 00X6ama HA 3a0bANCUMETHOMO 30PABHO
ocuzypaeawe, 3a nedenue Ha nayuenmu cvc CIIHH, mybepKkynosa, ncuxuunu u
noeedeHYecKu pascmpolicmea, Obaxcau{u ce Ha ynompeba Ha onuoudu, CUHOPOM Ha
. 3asucumocm* _
Oéocobena nozuyus Ne 15 ¢ npeomem ,,/locmasxa na EFAVIRENZ”, 6 konuuecmso 0o
29 592 000 me.
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STOCRIN film- 0.000118 0.000141° 4172,87
’
tablets 200 mg x 90 [rynauanoryna | /ryna usno uyna ryna 2,12 2.54 fEr g s, £
EFA WRENZ HyANa Hyna eAHO 0HO | HYA3 1RO HeTupu eaxro /,D,Be uAAO Y /p'Be UAAO KU ceaemaeceT u gt
ocem nB./ as./ peaHagecer as./ netaecer v UANO U
yetupn ne./ yeTupuaecet u
cepem 8./
Taka npeiIoKeHara n€Ha BKAKOYBA BCHYKH pa3xoaH 3a H3OBJHEHHC MpeaMeTa Ha
r10pbYKaTa. W m :
TTocoyeHaTa LieHa € (UKCHpaHa, He: MOTEXH Ha POMSsHA 33 CPOKA HA ACHCT *%a\
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70roBOpa, OCBEH B Cy4aHTe Ha uil. | 16 ot 30I1.

* [ |3anmuena

> "\ quadopmarus
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B cayyaii, ue mpe3 BpeMeTO Ha AeHCTBHE Ha JOFOBOPA CTOHHOCTTA, KOATO CieABa Ja
ce 3aMmiama C MyOAHYHM CPENCTBA Ha JEKAPCTBEHH MPOAYKTH OT I[I03HTHBHHA JIeKapCTBEH
CMHCHK CTAHe TO-HUCKa OT J[JOTOBOpEHaTa, BBIIONKHUTENAT Oe3ycnoBHO 3amuama -
NeKapcTBEHHTE NPOAYKTH Ha MO-HMCKATAa L€HA, OT [aTara Ha OOsBSBAHETO HA BIE3/IMTE B
cuia pemedus mo pena Ha wi 18 ot Hapexnbara 3a ycnoBusTta, mpaBuiata ¥ peaa 3a
perynupase W PerHCTPHPaHe Ha LIEHUTE HA JICKAPCTBEHHTE MPOAYKTH.

[IpensioKEHHTe LEHH Ca ONpEAE/IEHH M[PH ITBIHO CBOTBETCTBHE C° YC/IOBHATA OT
AOKYMEHTALIHATA 110 IpOoLeaypara. ' \

3agpmKaBaMe ce, ako Hamara odepra Obae mpHeTa, Ja H3NBIHAM H INpefaneM
JIOFOBOPEHHTE paBOTH, CHIAIACHO CPOKOBETE ¥ YCIIOBUSTA, 3aJIETHANH B IOTOBOPA.

Tpu ycnosue, ye GbjieM H3GpaHu 3a M3MLIHUTEN Ha OOIIECTBCHATA NOPBYKA, HHE CME
CHrAacHH Aa MpeJoCTaBHM TIapaHlMs 332 M3MbJIHEHHE Ha 3ab/DKEHMATa 10 I0rosopa B
pasmep Ha 3 % OT CTOMHOCTTA MY, 6e3 JUIC B eaHa oT ¢popMuTe mocoueru B 4. 111, an. 5 ot

30I1.-
T4
. @'\
nn - ) 3 3amMdeHa I/IH(l)OpMaLII/ISI
HATA 0"022017 F. HOMIHC L nEqAT—“'_" Ha OCHOBaHME 4I. 2 OT‘

Hansauutened JIHpeKTop



