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JIOTOBOP |
NePO-.14...-.493..1.23.23:. 2016 r.

Huec, 2?03’ 2016 r., B rp. Codust, Mexay:

MHHHUCTEPCTBOTO HA 3JIPABEOIIA3BAHETO, c anpec: rp. Codus 1000, mi. ,,Cera
Hepens“ Ne 5, ¢ BYJICTAT Ne 000695317, npencragisiBano ot A-p Iletbp MockoOB - MHHHCTED H
Mapun HanGanckw - mupexTop Ha mUpeKuHs »OCAYC”, Haph4yaHO mO-7ONy 3a KpPaTKOCT
»Bb3JIOXKHTEJI“ ot enna ctpana

"

»CTHHI AJl, che cepanuine U anapec Ha ynpaBieHHE: rp. Pasrpan, 6yx. ,,Beiarapus® Ned8, 6.
Buroma 1, Bx. T, er. 4, an. 37, EUK 116584586, NPEACTaBIsBaHO OT AJjekcanabp [eoprues
30paBKOB - M3MBIHHUTENCH JHPEKTOD, HAPHYAHO HO-JONY 3a kpatkocT ,HU3ITbJIHUTEJI,

Ha OCHOBaHHE WI. 4] oT 3aKoHa 3a obmecTBeHHTE IOpBUKH U Pemenne NePJ[-11-56/22.02.2016 r. Ha
BB3JIOXUTEJLA 3a knacupane Ha y9acTHHIUTE 32 H300p Ha H3ITHITHATEN Ha OOIIECTBEHA OPHYKa,
Bb3/AraHa 4pe3 OTKPHT2 MpPOLEAYpa C NpeIMeT: ,,/0cTaBKa Ha JEKAPCTBEHH HPOAYKTH,
oTnyckaHu mo pena Ha Hapen6a Ne34 or 25.11.2005 r. 3a pexa 3a 3amnamaHe oT
penyOHKaHCKAS GlOIKeT 3a JIeYeHHETO HA GLJArapckn rpaxkaadd 3a 3a00/19BaHHA HM3BBLH
00xBaTa Ha 3aAL/DKHTEJHOTO 3APABHO OCHTYpSIBaHe, 3a Je4eHHe Ha nanuenTa cbc CITUH,
Ty0epKy/03a, DCAXHYHH H MOBEJEHYECKH Ppa3CTPOHCTBA, ALIKAINH ce Ha ynorpe6a Ha
ONHOHH, CHHAPOM Ha 3aBHCHMOCT 3a 2016 r.“ ce CKIIOYH HACTOALIMAT JOTOBOP 3a CJICIHOTO:

L IIPEIMET U CPOK HA JJOI'OBOPA
1.1. Bb3JIOXKHUTEJIAT sw3nara, a UBIIBJIHUTEJAT ce 3amremkaBa na H3BBPIIN
JI0CTaBKa Ha CJICHATE JIEKAPCTBEHH MPOTYKTH:

RALTEGRAVIR [IepopajHa 33 408 000 mg

EFAVIRENZ IIEpOpAIHA 28 080 000 mg

1.2. JIoroBopbT BIM3a B CHJIa OT AATaTa Ha MOMMHCBAHETO MY OT JIBETE€ CTPaHH H € ChC CPOK
mo 28.02.2017 r. Ilo oTHOmeHHe Ha ,,YCIOBHA, HAYHH H CPOK Ha IUIalaHe“, CPOKBT Ha ACHCTBHE €
CBIIIacHO forosopenoto B Paszen I1I u Pasnen VII ot HacTosmmus 1orosop.

IL IIEHA H OBLIA CTOMHOCT HA
AOCTABKHTE IIO JOT'OBOPA
2.1. IlenaTa Ha CTOKHTE 10 WI.1, CHITIACHO NPECTABEHO IEHOBO Ipe/UIoKEHHE, Hepa3ieHa
4acT OT JOroBOpa € KaKTo CJIe/Ba:

Isentress film - coated tablets 400 mg x
60

0,043414 0,052097 1041,94 1250,33 | 1 740456,57

Stocrin tablets 200 mg x 90 0,006135 0,007362 110,43 132,51 | 206 724,96

2.2. llenara BKmOYBa CTOMHOCTTAa Ha CTOKATa, ONAKOBKA, 3aCTpaxOBKa M TPAaHCHOPT O
KpaiHHTE IOJIydaTe/H /CbOTBETHUTE JIeueOHN 3aBe/ieHHs/ PH MUHHMAIEH CPOK Ha TOTHOCT HE IT0-
KpaTeK oT 60 /mectaeceT/ Ha CTO OT OGABEHHS OT IPOM3BOAMTES KbM JaTaTa Ha BCAKA JOCTaBKa.

2.3. OGmara croiiHocT Ha Jorosopa € mo 1 622 651,28 5B. (€IMH MMIMOH INECTCTOTHH
ABAJIECET H 1B XHIIAIH INECTCTOTHH NETAECET U CAMH JieBa U 28 CTOTHHKH) JieBa Ge3 BmnoueH JJIC,
no 1947 181,53 nB. (enMs MHIMOH NEBETCTOTHH YCTHPHIECET M CEAEM XWISOH CTO OCEMIECET H
€IIHH JIeBa U 53 CTOTHHKH), ¢ BkmoueH JIJ[C.
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2.4. llenara no norosopa € (pHKCHpaHa, He MOJUIEXKH Ha IPOMSIHA 3a CpOKa Ha JieficTBHE Ha
AOroBopa, OCBEH B CirydanTe Ha WI. 43, an. 2 ot 30I1. B cnyvaii, ye mpes BpeMeTo Ha neiicTBHE Ha
JIOTOBOpPa CTOHHOCTTA, KOATO ClefiBa Ja ce 3amiama ¢ myOiad4HH cpeacTsa Ha JIEKapCTBEHH
npoAayktd oT Ilo3uTHBHHA JNekapcTBEH CHOHCBK CTaHe IIO-HHCKA  OT JIOTOBOpEHATa,
BB3JIOXHUTEJLAT 6e3ycnoBHo 3amiaima jgekapcTBEHHTE IPOAYKTH HA 0-HHCKATA II€Ha, OT Jarara
Ha BIIM3aHE B CHJIa Ha KOHKpEeTHOTO pemenue Ha HCLIPJIIT.

IIL. YCJIOBHUSA 1 HAYMH HA ILTAIITAHE

3.1. IInamaneTo no HACTOSIIHMA TOrOBOP CE OCHIIECTBABA Upe3 GAHKOB IIPEBOJ] OT CTpaHa Ha
BB3JIOXUTEJIA no nocouenara B wi. 15.3. 6ankoBa cmerka Ha U3ITHJIHUTEJLL

3.2. 3annamaseTo Ha CTOKHTE IO JOrOBOpPA CE H3BBPIIBA OTIOXKEHO B cpok no 30 /Tpunecer/
JIHH, CIIe[l NPENCTaBsIHE Ha CICIHUTE JOKYMEHTH:

1) JlocraBHa Qaxrypa, chCTaBeHa CBINIACHO H3WcKBaHuata Ha 3JJIC u mIB3aacC -

OpHruHaN U 2 /1Ba/ 6post 3aBepeHH KOIIHS;

2)  IlpuemarenHo-IpefaBaTeNHA HPOTOKONH, IO o6pasen Ha MunucrepeTBOTO Ha
3/paBeona3BaHeTo;

3) O606men omuc Ha IPOTOKONHTE - 3 /TpH/ GpOs;

4) TlacMeHH — 3adBKH-pasOpelENeHHs,  H3TOTBEHH  OF MHEHHCTEpCTBOTO  Ha
3ApaBEONa3BaHETO H 3aBEPEHH OT KPaHHUTE IOJTydYaTe)Iy;

5) Cepruduxar 3a ocBoGoxknaBaHe Ha BCAKA MApPTHIA, H3LAAEH OT KBa/mpuIppano jume
no 3JIIIXM - 3aBepeno ot M3IIBJIHUTEJIA xonme, B npesox Ha 6BaTapcKH €3uK OT
¢upma, cxmogrIa 10roBop ¢ MEHHCTEPCTBO Ha BRHIIHHTE paboTH 32 H3BBPIIBaHE Ha
OodHIMAHE IPEBOIH.

W3bpoennTe NOKYMEHTH Ce NpEACTaBAT B JENOBOACTBOTO Ha MuHnCTEpCTBO Ha
3ApaBeoNa3sBaHeTO, KIAaCHPaHH M NPHKAYeHH B manka. B mamkara ce mpunara mucMo ¢ ombc Ha
CBABPXKAIMATE CE B HEsL IOKYMEHTH, KaTO 3a[bJDKHTENHO Ce MI0COUBAT HOMEpara, JaTHTe H Gpos Ha
IIPHJIOKEHHTE TOKYMEHTH OT BCEKH BHI.

3.3. B cnmyvaii, e mocoueHHTe B Wi 3.2. NOKYMEHTH ca HEPENOBHH MM HE ca
KOMILICKTOBaHH, ChIMuTe ce Bppmar Ha I3IThJIHUTEJIA ¢ npaemareiHo - npeaaBaTeneH NPOTOKOI
32 H3IpaBAHE HA HepeaHOCTATE. CPOKBT MO WI. 3.2. 3a104Ba Jia Tede OT AaTaTa Ha IPEACTABSHETO HA
NOCIICIHAS H3HCKYEM CE JOKYMEHT.

IV. CPOK HA NOCTABSIHE

4.1. CITUH n TyGepkyno3a

Besika otnenHa nocraBka, mpeaMeT Ha HACTOSIIAS JOroBop, cieasa na 6bae mocTaBeHa B
cpok no 10 (zecer) paGoTHH AHM crneq NOTydaBaHe Ha 3asBKaTa-pasnpeelicHAe OT Bb3JIOXHTENIA |
32 KOJMYECTBATa, TOYHO ONpENCNCHH B 3asBKaTa. 3asBKara-pasipelelicHHE Ce PErHCTPHpa C
H3XOZAIIl HOMEpP OT ACNOBOACTBOTO H CE BPBYBA OT €KCIEPT OT OTAEN ,,JleKapcTBEHH IPOIYKTH,
MC/MMITMHCKH H3/I€/Hs H KOMHCHH " Ha TUPEKIHA ,,JIekapcTBeHa MOJMTHKA™ IMYHO CPeIy IOIAC Ha
TIPENCTABATEN HA M3MBIHHTENS [0 NOTOBOpA HIH CE H3MpalNa C NPENopBYaHO MHCMO ¢ obpaTHa
pasnucka, mo (akc WK 1O eSKTPOHEH IIBT NPH YCIOBHATA H MO pefa Ha 3aKoHa 3a €JIEKTPOHHHUA
JOKYMEHT H €JIEKTPOHHHS HOIIHAC.

4.2. llcuxv4Hy ¥ NOBENEHYECKH pA3CTPOMCTBA, JHDKAIIH ce Ha ynorpeba Ha onmuHomMIH,

CHHIAPDOM Ha 3aBHCHMOCT

IIspBata nocraBka OT JByMecedHaTa 3asBKa - pasmpelelcHHE Ce H3TBIHABA B cpok Jo 4
/aetupn/ pabOTHH IHM clell TONydYaBaHE HA 3asBKa -pasnpenieiecHHe OT BB3JIOXKHTENS H 3a
KOJIMeCTBa, ONpENeNeHH 3a 1 /eHa/ ceMuIa, ChIiIacHO CeMUYHHS rpadHK KbM 3asBKATa.

Bceska crexBama execeIMHIHa JOCTaBKa B PAMKHTE Ha 3asBKATA Ce H3IIBIHABA HA 7-MHST
/cemMuAT/ NEH OT MOCHENHATa JOCTABKA, B CHOTBETCTBHE C H3MCKBAHMITA Ha wi. 13, a;m. 2 ot
Hapen6a Ne 2 or 20.06.2012 r. 3a ycnoBasTa H pea 3a OCHIIECTBABAHE Ha NPOrpaMH 3a JICYEHHUE C
arOHMCTH M arOHHCTH-aHTArOHHCTH HA JIMIA, 3aBUCHMH KbM OITHOM/M. 3asBKaTa-pasfpeicicHue ce
PCTHCTPHpA C U3XONAM HOMEP OT AENOBOACTBOTO M C€ BPBYBa OT €KCHEPT OT OTAeN ,JlekapcTBeHH
[IPONYKTH, MEAHIUHCKH H3JCIHA U KOMHCHH" Ha MUPEKIMA ,.JIekapCTBEHa HOMMTHKA® JINIHO cpeiny
TOAIMC Ha MPCICTABATEN Ha H3MBIHMTEIA 10 OTOBOPA MIH CE H3Mpaila ¢ MPENophYaHO IMHCMO C
obparHa pasnmcKa, Mo (akc WM [0 €TeKTPOHEH BT IIpH YCJIOBHATA H IO peAa Ha 3aKkoHa 3a
€IICKTPOHHUS JOKYMEHT H €JIEKTPOHHHSA NOIIIHUC.



4.3. M3ITBJIHUTEJAT ce 3agpikaBa, B CPOK HO ABA JHH IpeoH BCAKAa JOCTaBKa faa
yBenoMH nucMeHo mima 1o ¢dakc BB3JIOXKUTEIIS 3a usBbpmBane Ha JOCTABKHTE Ha CTOKHTE,
IpEAMET Ha HACTOSIMA NOroBop. IIpH HEBR3MOXKHOCT 3a M3BBpHIBAHE HA JOCTABKATE HA CTOKHUTE
NPEMET Ha HACTOSINMS IOTOBOP Jla YBEAOMH IHCMEHO wid 110 daxc B3JIOXKUTEJISL.

4.4. 3a KoMMYeCTBa JOCTABEHH H3BHH 3asBKATa - pasnpeneneHue mo 4wi. 4.1. u wn, 4.2,
BB3JIOXHUTEJIT usama 3ambibKkeHHe 32 IUIAINaHe.

4.5. loctaBsaHeTo Ha CTOKH €3 3aBKH - pasIpeNe/eHus e JOMYCTUMO CaMoO B H3KTIOYMTETHU
Cily9ad, 3acTpamaBallld J>XABOTA M 3/paBETO HA TPaKINAHHTE M CJleJd M3PHYHO MHCMEHO
TIOTBBPXKICHHE OT CTpaHA HA MUHACTBPA HIIH CHOTBETHHS PECOPEH 3aMECTHHK — MUHHCTBD.

4.6. B cryganre mo wi. 10.2. ot norosopa, cpokbT 1o wi. 4.1. 1 4.2. 3anouBa Jla Teye OT
JlaTaTa Ha MHCMEHOTO chritacue Ha BB3JIOXXUTEJIS.

V. MSICTO HA NOCTABSIHE

5.1. Mscro Ha xoctassHe:

5.1.1. 3a MsCTO Ha JOCTaBSHE Ha JIEKAPCTBEHH IPOAYKTH 3a JIeYcHHE HA MalHeHTH CBC
CIIMH ce onpenensT KpafiHHTE NONY9aTENH, CHIIACHO IIpunoxenue Ne 1a — Cnucek Ha KpaiiHuTe
TIOyHaTe]H Ha JICKApCTBEHH IIPOAYKTH 3a JieYeHUe Ha nanuenTH cs¢c CITHH npes 2016 r.

5.1.2. 3a MACTO Ha JOCTaBsAHE Ha JICKAPCTBEHHTE NPOAYKTH 32 JIEYeHHE Ha Tybepkynosa ce
ONPENEIAT KpaHUTE NOMyJaTelH, chriaacHo Ilpunoxenue Ne 16 - CHChK Ha KpallHUTE NOJIydJaTeH
Ha JICKapCTBCHH NIPOAYKTH 3a JICICHHE Ha NAIIHEHTH ¢ TyOepKyo3a npes 2016 r.

5.1.3. 3a MACTO Ha NIOCTaBAHE HA JICKADCTBEHHTE HPOIAYKTH 32 JICYEHHE HA IAlMEHTH C
TNICHXWYHH H HOBC/JCHYECKH DPa3CTPOMCTBA, ABIDKAINM CE HA yNoTpeGa Ha OMHOMIH, CHHJPOM Ha
3aBHCHMOCT CE ONPENENAT KPaHHATE MOJIydaTen — JIeYeOHH 3aBeIeHHs, Oy IHIHA paspermeHue 3a
JICICHAC C ArOHHCTH M arOHWCTH-AHTArOHHCTH HA JIHIa, 3aBHCHMH KbM ONHOHMIM IO peia Ha
Hapen6a Ne 2 ot 20.06.2012 r. 3a ycnosusra u PC€aa 3a OCBIIECTBABAHE HA NPOrPaMH 3a JICYECHHE C
ArOHUCTH M AaroHHCTH-aHTarOHHCTH HA JIMNA, 3aBUCHMH KbM onHouau / o6H., JIB, 6p. 49 or
29.06.2012 r./, cernacHo Ipunoxenne Ne 1.

5.2. PHCKBT OT CTy9allHOTO NOrMBAHE HIH TIOBPEXIAHE HA CTOKHTE IIPEMHHABa BBPXY
BB3JIOXHTEJIA oT MOoMeHTa Ha NpHEMaHETO WM Ha MICTOTO Ha JAOCTaBfAHE C NPHEMATEIHO-
IpeaBaTeNeH MPOTOKOJ.

VI. IATA HA TOCTABSIHE HA CTOKHUTE
6. 3a JaTa Ha JOCTaBSHE CE CYATA 1aTaTa, HAa KOATO CTOKHTE Ca NOCTABEHH 0 KpaifHHTe
MIOIYYaTe/H, IPH YCIOBUATA HA WI. 9.2,

VII. 3AIBJIKEHUA HA H3ITBJIHUTEJIS

7. UBITBJIHUTEJIAT ce 3ampmkaBa:

7.1. la nocTaBu CTOKHTE B XOTOBOPEHHSA CPOK M JIa I npenane Ha KpaHHUTE MOIyYaTelq.

7.2. la npenaje CTOKHTE, NAKETHPAHH M MAapKHDAaHH B ChOTBETHHS BH]l, KOJIMYECTBO H
Ka4eCTBO Ha MACTOTO Ha JOCTABSHE.

7.3. Ilpu noAmMCBaHETO Ha JOTOBOPA JIa IPEACTABH:

a) AOKyMEHTH 10 1. 47, an. 10 or 3011 u3aajieHn OT KOMIETEHTHATE Oprasu;

6) rapaHnus 3a M3OBIHEHHE, B €QHA OT ¢opmure, onpeneneuu B wi. 60 ot 3011, kosTO Ce
ocBoGoxzaBa 1o 30 JHH clie] NPUKITIOYBAHE U3MBIHEHHETO Ha AoroBopa. I'apannusTa e B pasmep Ha
5 % ot crofiHocTTa Ha Korosopa 6e3 JIJIC u Bb3mm3a Ha 81 132,56 nera.

7.4. la nocraBs JeKapCTBEHH NPOAYKTH, KOHTO OTTOBAapAT HA M3HCKBAaHHATA HA 3aKoHa 3a
JICKapCTBCHHUTE IIPOAYKTH B XyMaHHaTa Meauiuna (3JIIIXM) — nprapyKeH: ¢ BauaHo paspemeHune
3a ynorpeba B cTpaHaTa, H3naneHo no pexa Ha 3JIITXM wm Perament (EO) Ne 726/2004 r. Ha
Esponeiickns napnament n Cebera /1. 23, an.1 ma 3JITIXM/. B ClyJail Ha H3THYaHE HA CPOKa Ha
PaspeIICHHETO 3a ymorTpeba Ha JeKapCTBeH IpOAyKT mpes 2016 r., YYacCTHHKBT JEKJIapHpa B
CBOTBETCTBHE C Wi. 55, ait. 6 ot 3JIIIXM, ye konuvecTrara 3a JIEKapCTBEHHSI IIPOAYKT Ca HATMYIHH.
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VIIL 3AABJIDKEHUS HA BB3JIOXKUTEJIS
8. BB3JIOXUTEJIAT ce 3anpmxasa:
8.1. Jla npuemMe IOCTaBEHHTE B CPOK M HA MICTO CTOKH, ChOTBETCTRAIIH IO BHJI, KOJIAYECTBO
H Ka4eCTBO Ha OMMCAHOTO B HACTOSLIMS IOTOBOP.
8.2. Jla 3annaTe 10CTaBEHHTE CTOKH 110 pena Ha 9. 3.1., 3.2. u 3.3. ot HacTOAIHMs JOTOBOP.
8.3. Cnen npukmovBaHe H3IBIHEHHETO HA JIOTOBOpa 5@ OCBOOOAM rapaHmMsTa 3a
H3ITbJIHEHHE, €3 11a IbIDKH JIMXBH 3a CPOKA, IPe3 KOMTO CPEACTBATA 3aKOHHO ca MPECTOSAIIH Y HETO.

IX. IPHEMAHE U IIPEJABAHE HA CTOKHTE
9.1. IlpuemaneTo Ha CTOKHTE Ce M3BBpIIBA Ha MACTOTO HAa JOCTABSHE OT IIPECTaBHTE]I Ha
KpaHHHTE NOJy4aTelH.
9.2. UBITBJIHUTEJIAT u npencrasuTen Ha KpaltHATE mOJyYaTeNH TOMIHCBAT NpUeMaTeTHO-
IIpeJaBaTesieH IPOTOKOI, YAOCTOBEPABAII MOJIYYaBaHETO HA CTOKHTE.

X.TAPAHITUU H CPOK HA T'OTHOCT

10.1. KbM marata Ha mocTaBKaTa, OCTATHYHHAT CPOK HA TOJHOCT HA CTOKHTE npeaMeT Ha
HacToAmuMs JOroBOp, cineisa ga 6vje He mo - Marek oT 60 /mecTaecer/ Ha CTO OT OGSBEHHS OT
IIPOH3BOMTEIIA KbM JIaTaTa Ha BCSAKA JOCTaBKa.

B ciyuaif Ha focTaBKa Ha JIEKAPCTBEHMA MPOAYKT C IO - KPAaTBK OT JIOTOBOPEHHS CPOK Ha
rogsoct, U3ITBJIHUTEJIAT nemxu HeycTolKa, KAKTO ClIe/IBa;

oT 59,99% 1o 50% - 20 % BBPXY CTOHHOCTTa Ha JOCTABKATA,
oT 49,99% 110 40% - 30 % BBLPXY CTOHHOCTTA Ha JIOCTABKATA,
oT 39,99% 10 30% - 60 % BBPXy CTOHHOCTTA Ha JOCTABKATA,
oT 29,99% 10 20% - 75 % BBPXY CTOHHOCTTa Ha JOCTABKATA,
- mox 20% - 90 % BBPXy CTOMHOCTTa Ha JOCTABKaTa.

10.2. locraBkara Ha JIEKapCTBEH IPOLYKT C OCTATRYEH CPOK Ha TOFHOCT HO-MAIBK OT 30 Ha
CTO OT OOSBEHHs OT MPOM3BOJHTEIS CE H3BHPIIBA CAMO C IIHCMEHO chryache Ha BH3JIOXUTEIIS
32 KOHKPCTHO KOJIHMYECTBO, ONpPEAENCHO OT Hero. be3 H3pHYHO nHMCMEHO ChIVIacHe Ha
BB3JIOXUTEJIA crokure Hama fa 6baar 3amiamany. MckaHeTo 3a MECMEHO ChIIacHe ciienBa na
IOCTBIH B 1enoBoAcTBoTO Ha BB3JIOXKUTEJLA B cpok no 3 (Tpu) IHHE OT HONydaBaHe Ha 3asBKaTa-
pasnpelicsicHHe.

10.3. BB3JIOXKHUTEJIAT Moxe fa oTkaxXe NpHEMAHETO HA CTOKHTE, aKo B JIEHS HA TAXHOTO
TpACTATaHE WIH NPHEMaHe OCTaTHYHHS CPOK HA FOJHOCT € [0 — MATBK OT ONpeAeIeHUd B wi. 10.2.
MHHHMAJIEH CPOK Ha FOJHOCT.

10.4. B ciyyaii Ha Ge3mIaTHO AOCTaBSHE HA HSAKOM OT CTOKHTE IIO JIOrOBOpa, CHIJIACHO
aoropopenoro ¢ M3ITBJIHUTEJIA, cempre ciemsa na OTroBapsAT Ha NOCOYEHHTE OT
BB3JIOXUTEJIS u3uckBaHus, OTHOCHO CPOK Ha FOHOCT H CPOK Ha JOCTaBKa, B CHOTBETCTBHE C
ToukHu 4.1.,4.2. 1 10.1.

XI. OTTOBOPHOCT 3A HETOYHO M3NBJIHEHHE. PEKJIAMAIIAA

11.1. BB3JIOXHUTEJIAT Moxe fa npeaspsaBa pekiaMalyy npex U3ITBJIHUTEJTLA 3a:

a) KOJMYECTBO M HEKOMILUIEKTHOCT HA CTOKHTE WJIH TEXHHYECKaTa JMOKyMEHTauus (SBHH
HEJOCTaThIH);

0) xa4ecTBO (CKPHTH HEAOCTATHIH):

- IpA NOCTABAHE HA CTOKH HE OT AOTOBOPEHHS BHJ, HOCOYEH B 9iI. 1;

- IIPH KOHCTaTHpaHe Ha AeeKTH NpH ynoTpe6a Ha CTOKHUTE.

11.2. Pexnamanum 3a siBHM HEOCTaTBIH Ha CTOKHTE CE npaear ot Bb3JIOXUTEJA, apes
KpalHHTE MOJy9aTe) Ha CTOKHTE, B MOMEHTA Ha IIPEJABAHETO UM, 32 KOETO CE ChCTABS IIPOTOKOJI,
TOJIMCaH | OT JBETE CTPaHH.

11.3. Pexnamalmu 3a CKpHTH HENOCTATBIM CE NPaBAT Hpe3 LENHS CPOK Ha TOJHOCT Ha
AOCTABEHHTE CTOKH, KaTO peK/IaMallisITa CE IIPHAPYKaBa 3aIbIDKHTENHO OT KOHCTATHBEH IIPOTOKOI,
H3naneH ot UsneiHuTeIHATa areHus 3a TeKapcTBaTa.

11.4. BB3JIOKUTEJIAT e mrexen nma yeBegomMu mnumcmeno M3ITBJIHATENS 3a
ycTaHOBeHHTe fiedekTH B 15 (eTHaneceT) THEBEH CPOK OT KOHCTaTHPAHETO HM.
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11.5. B pexamaninuTe ce HOCOYBa HOMEPHT Ha IOTOBOPA, TOYHOTO KOJTHYECTBO HA MOJYYEHHTE
CTOKM C TEXHHs MNApTHACH HOMEpP, OCHOBAHHETO 3a peKjaMalds M KOHKPETHOTO MCKaHE Ha
BB3JIOXKUTEJIS.

11.6. B 10 (zecer) nueBeH cpok oT monydaBaHe Ha pexiamauusarta, USITBJIHUTEJIIST cnenga
Aa orrosopu Ha BB3JIOKHTEJIS] mucMeHO M KOHKDETHO Nany IpHEMa peKiiaMalMsaTa WM 5
OTXBBPJIA.

11.7. Ilpu pexnamanus 3a s HepocTarbim USITBJIHUTEJIAT ¢ mubxed B eqHOMEceYeH
CPOK OT II0JIy4aBaHE Ha PEKIaMallMaTa 3a CBOSL CMETKa M PUCK J1a TOCTABH Ha MACTOTO HA JOCTABIHE
KOJIMYECTBOTO JIUIICBAIIY B JOCTaBKATa / HEKOMIUIEKTHH JOTOBOPEHH CTOKH.

11.8. Ilpu pexnamanus 3a ckputd Heaoctarsid U3ITBJIHUTEJIAT e muisxked B efHOMECEIEH
CPOK OT IOJTy4aBaHETO H a 3aMEHM JOCTaBEHHUTE HEJOTOBOPEHH MO BHI / JE(PEKTHH CTOKH 3a CBOS
cMeTKa M puck uiH no npeueHka Ha Bb3JIOXKUTEJIS na BbpHEe chOTBETHATA YACT OT 3aIulaTeHaTa
LIeHa, BETHO C AB/XKMMHTE JIHXBH.

11.9. M360psT Ha NMOCOYEHHTE II0-TOpPE BB3MOXHOCTH Ja CE€ BBPHE ChOTBETHATA YaCT OT
NJIATEHOTO HIIK Ja C€ JAOCTaBAT HOBU CTOKHM npuHamiexu Ha Bb3JIOJKUTEIISA u ce ynpaxHsBa ot
Hero nox popmara Ha nucMeHo yBenomienue no U3ITBJIHUTEJIS, kato pasxoauTe H pPUCKOBETE 110
HOBOTO J0cTaBsiHe ca 3a cMeTka Ha U3ITbJIHUTEJLAL.

11.10. PexnamMupaHuTe CTOKH C€ CHXpPaHABAT OT CHOTBETHUS KPaeH IOJIydaTell A0 ypexaaHe
Ha peKJIaMaIuuTe.

XII. OTTOBOPHOCT IIPU HEU3ITBbJIHEHUE

12.1. 3a HeM3nbIHEHHE Ha 3aBJDKEHHATA CH MO HACTOSAIIMS JOTOBOP C M3K/IIOYEHHE HA TE3U
mo T. 10.2. u 1. 10.3., USITBJIHUTEJIAT asmxu Heycroiixa B pasmep Ha 0.7% Ha IeH BBpPXY
CTOMHOCTTA Ha HEU3ITBJIIHEHOTO B JIOTOBOPEHHTE CPOKOBE 3aIb/DKEHME, HO He moBede oT 10% (necer
NPOLIEHTa) OT CTOHHOCTTa Ha HEU3IIBIHCHHETO, KaKTO H O0E3IIETEHHE 34 IPETHLPIEHHUTE
JEHCTBHUTEIIHN BPEH B CIIy4aHuTe, KOraTo Te HaIXBBPJIAT JOrOBOPEHATA HEYCTOMKA.

12.2. Koraro npu Hanmmuue Ha pexiamauuu, U3[TBJIHUTEJIAT He u3nbiIHM 3a0bKEHUATA CH
no paszaen XI or HacToAmMsA JOroBOp B CPOK, chmMAT abku Ha BB3JIOXUTEJIIS Heycroiika B
pa3Mep Ha 2 % OT LieHaTa Ha CTOKHTE, 3a KOHTO Ca HallPaBEeHH pEKJIaMALUHUTE.

12.3. BB3JIOXKUTEJISAT ynoBneTBopsiBa MpETEHIMHTE CH OTHOCHO HEHM3IBIHEHHETO Ha
AOroBopa, KakTo M 3a 3amiamade Ha Heycroikute ot crpaHa Ha M3ITBJIHUTEJIA karo 3aagspxka
rapaHIldsTa 3a U3MbJIHEHHE 10 Wwi. 7.3, 6ykBa “6” oT JOroBoOpa.

12.4. Ilpn BunOBHA 3a6aBa Ha M3ITBJIHUTEJIIS, npoasmkuia ¢ moBeYe OT HMOJOBHHATA OT
CpOKa 3a M3IBJIHCHHE HAa CBOTBETHOTO 3aabinkeHHe, BB3JIOKUTEJIAT uMma npaBo na pa3saiu
JIOrOBOpa €IHOCTPAHHO ¢ 15-1HEBHO IpeIU3BECTHE.

12.5. BB3JIOXKUTEJIAT uma mpaBo fJa NpeKpaTH €AHOCTPaHHO W Ge€3 Ipeau3BecTHE
HacTOALMA HOrOBOP B Ciydail Ha CHUCTEMHO HETOYHO H3IBJIHEHHE HA 3aABDKEHHMATAa OT
U3ITBJIHUTEJIA u npeassenn noseye oT TpH peknamanuu ot Bb3JIOXUTEJLA no paspen XI.

12.6. B ciy4aii, ye o otHomenue Ha U3ITBJIHUTEJIS nacTenar obcTosTencTBara no @wi. 47
ot 3akoHa 3a obmecTBenuTe nophukd, BB3JIOXKUTEJIAT uma npaBo na mpekpaTH eTHOCTPAHHO
HACTOSALIMSA JOrOBOP, 6€3 MUCMEHO IIPEAU3BECTHE U O€3 Ja ABJDKH HEYCTOMKH.

XIII. ®OPCMAXOPHH OBCTOSTEJICTBA

13.1. CtpanuTe 110 HACTOSIIKSA JOTOBOP HE IB/DKAT 00€3LIETEHUE 3@ IOHECEHH BPE/IM U 3ary6H,
aKo ITOCJIEIHUTE ca IPHYMHEHH B PE3YNITAT Ha HENIPEOA0IMMA CHIIA.

13.2. Ako cTpaHaTa, KOATO € CJIEABAIO Ja H3IIBIHH CBOE 3ab/DKEHHE 110 JOroBopa ¢ Ouia B
3abaBa, T4 HE MOJKE JIa ce II030BaBa Ha HEIPEOJ0IMMA CHIIA.

13.3. “Henpeomonuma cuia” 1O CMHCBJIAa Ha TO3M [OTOBOP € HENPENBHACHO H/HIM
HENIPEJOTBPATHMO CHOUTHE OT U3BBHPENEH XapaKTep, Bh3HAUKHAJIO Cle] CKIIOYBAHETO Ha JOrOBOPA.

13.4. Crpanara, 3acerHata OT HENPEONONHMA CHNA, € JTBKHA Ja NpPEIIpHEME BCHUKH
ACHCTBHSA C PUIKaTa Ha N0OBP CTONMAHMH, 3a Ja HAMaIX A0 MUHHMMYM IIOHECEHHTE BpENH W 3aryom,
KaKTO ¥ Ja yB€ZIOMH IIUCMEHO ApyraTa CTpaHa B 7 - JHEBEH CPOK OT HaCTHIIBAHETO Ha HENPEO[0IMMATa
cuna. [Ipy HeyBetoMsiBaHe ce bDKK 00€3IIETEHHE 32 HACTBIIIIATE OT TOBA Bpean. Hempeogonumara
CHJIa Ce I0Ka3Ba OT 3aCerHaTara CTpaHa ChC CepTURUKAT 32 GOPCMaXKOP, U3LAIEH 110 CHOTBETHHS PET
OT KOMIIETEHTHHS OPraH B IbPXKaBaTa, B KOATO €a HACTHIHIHN (OPCMaXXOPHHTE 0OCTOATEICTBA.



13.5. lokaTo Tpae HempeoojiMMara CHIa, H3IBIHEHHETO HA 3aIbDKCHAATA U CBBP3aHHUTE C
TAX HACPELIHH 3abIDKECHHS Ce CIIUpa.

13.6. He npencrasinsiBsa “Henpeomonuma cuna” crbutye, INPHYHHEHO 10 HEOPEKHOCT WITH Upe3
YMHIUIEHO NEHCTBHE HA HAKOS OT CTPAHWTE WM TEXHH NPEACTABUTENH H/WIH CILyXKUTENH, KAKTO H
HEJ0CTHra Ha napu4Hu cpeactea Ha Bb3JIOXKUTEJIS.

XIV. CIIOPOBE

14.1. Bb3HMKHaJIMTE Npe3 BpeMETPacHETO Ha A0roBOpa CIIOPOBE W PA3HOINIACHS MEXIIy
CTpaHUTE CE peIlaBar 4pe3 IPEroBOpH Mexay TiX. IlocTuraathTe A0roBopeHOCTH ce 0hOpMAT B
nucMeHa Gpopma M ce IpeBpBIIAT B HEPA3AEIHA YacT OT JIOTOBOpA.

14.2. B cnyuait Ha HemocTHraHe Ha JOTOBOPEHOCT IO OpeAXOOHHS 4YWIEH, BCHYKH CIIOPOBE,
[IOPOACHH OT TO3H NOTOBOD MJIM OTHACAIIH CE 1O HErO, BKIFOYHTETHO CIIOPOBETE, HOPOAEHH OT K
OTHACALIN C€ N0 HEroBOTO THJIKYBAaHE, HENCHCTBUTENHOCT, HEH3IBIHEHHE HJIM NIPEKpaTABAHE e
Obaar paspemaBany copes GbIrapcKUTE MaTepPHAIHY | [IpOLIECYalTHH 3aKOHU OT KOMIIETEHTHHUS ChJ]
o pena Ha [ TIK.

XV. ChbOBUIEHHUA
15.1. Benuku cho6uIeHHs] MEXy CTpaHHUTE, CBBP3aHH ¢ M3IBIHEHHETO HA TO3H JIOrOBOp ca
BaJTMHH, aKO Ca HAallpaBEHH B ITACMEHA (pOpMa M ca NOANMCAHH OT YIIbIHOMOIIEHUTE [IPEeACTABUTEIH
Ha U3ITBJIHUTEJIA unu Bb3JIOXKUTEJS.
15.2. 3a gara Ha cBOGIIEHHETO Ce CMATA:
v’ JiaTaTa Ha IpeJaBaHeTo - HPH PHUHO [peAABaHe Ha CBHOOIIEHUETO;
v’ JaTaTa Ha IOIIEHCKOTO KJIeiiMo Ha o6paTHaTta pasnucka — pH H3MpaliaHe 1Mo MoInaTa;
v/ JlaTaTa Ha IPHEMAHETO - TIPH H3NpPAIIAHE 10 Tenedakc, Tenexc uiaM e-mail.
15.3. 3a BamuaHM ampecu 3a NMpuHeMaHe HA CHOOGLICHUS M GAHKOBH CMETKH, CBBP3aHH C
HAaCTOAIIHMSA AOTOBOP CE CMATAT:

3A UBITBJIHUTEJIA: 3A BB3JIOKHUTEJISA:

»CTHHI™ ALl MunncrepcTBO Ha 31paBeona3BaHeTo
rp. Codus 1592 rp. Codus 1000

Oy ,,Acen ﬁopnaHOB“ Ne6 mi. ,,Ceetra Hemens” Ne 5

men. 02/970 33 01 men. 02/9301116

gaxc. 02/970 31 01 gaxkc. ................

e-mail office.sofia(@stingpharma.com e-mail mbrankov@mh.government.bg
bankosa cmemka bankoea cmemka

YuuKpenur BYJIBAHK BHB Ilenrpanso ynpasnenne

IBAN BG 18 UNCR76301055308118 IBAN: BG83 BNBG 9661 3000 1293 01,
BIC xon UNCRBGSF BIC kox wa BHB - BNBG BGSD

15.4. Ilpu npomsiHa Ha mocoyeHHus mo wi. 15.3. aapeC CBHOTBETHATA CTpaHa € UIBXKHA a4
YBEIIOMH [IpyraTa B TPHAHEBEH CPOK OT IPOMSHATA.

XVI. IPYT'H YCJIOBUSI
16.1. IlpaBaTa M 3agBIDKEHMATA [0 HACTOSIIHS JIOrOBOp HE MOTaT Ja €€ MPEXBBPJIAT
CAHOCTPaHHO Ha TPETH JMIA H NMOAOOHM aKTOBE HE MOPAXHAT HPABHO AEHCTBHE 0€3 IMHCMEHOTO
ChIIacuc Ha Ipyrata CTpaHa, OCBEH B Clly4auTe Ha obe3leyaBaHe (TapaHTHpaHE) HA 3aIBIOKEHHS IO
0aHKOBH KPEIHTH.
16.2. 3a HeypeeHHUTE BBIPOCH B HACTOSIIUS JIOTOBOD ce npujara A€HCTBAIOTO GBJIrapcko
3aKOHOJATEJICTBO.
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XVII 3AKJIIOYUTEJIHA PASIIOPEABH
17.1. Ilpu cBCTaBAHETO HA HACTOSAIIHS JIOTOBOp C€ IIPEACTaBHXa CIEIHUTE
JIOKYMEHTH, KOUTO Ca HEpa3IeIHA HEroBa YacT:
v' Pemenne NePJI-11-56/22.02.2016 r. na MHHUCTBPA HA 3]IpaBeoNa3sBaHETO 3a
onpenesnsne Ha U3ITBJIHATEJ] na o6imecTBena nopsuxka;
v' JloxymenTH no wn. 47 ot 30IT;
v TapaHuus 33 M3ITBIIHEHHE,
v" 1leHOBO mpemioxeHHe.

17.2. Hactosmmusar norosop ce CBHCTaBH B TPH €AHOOOPA3HH €K3EMILIAPA Ha GBArapcKu
€3HK — €IUH 3a I/I3I'I"I>HH1/5TEJIH 4 a8a 3a Bb3JTIOXXUTEJIS.

MHHHUCTHP

EKTOP HA JJUPEKIIHA ,,®CIYC«
PN-35-733 \ac,\o%_y,
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Tipunoocenue Ne 1a

CIIMCBK HA KPAMHUTE HOJYYATEJM HA JEKAPCTBEHHM NNPOAYKTH 3A
JEYEHHUE HA TAUMEHTH CHC CTIUH ITPE3 2016 TOJUHA

I. Cneunanusupana 6onuuua 2a AKTHBHO JleYeHHE HA HHDEKLHO3HH K napasuTHu Gonectu
»11pod. U. Kupos” EAJ] - rp. Codus; '

2. VYHusepcureTcka MHOronpoguaHa 6onuuua 3a akTusHO nevenue ,,Cs. l'eopru™ EAJ] —
rp. Inosaus; ‘

3. MHoronpodu:na Gonuuua 3a akTHBHO nesenue ,,Cp. Mapuna” EAJT - rp. Bapua

4. Yuusepcurercka MHOronpodunHa GonHMUA 33 aKTHBHO neyenne ,JI-p Teopru
Crpancku” EAJ, rp. IMnesek;

5. Muoronpogunna Gonnuna 3a akTusyo nesenue ,IIpod. a-p Crosn Kupkosuy” ALl, rp.
Crapa 3aropa.
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_ _ HEHOBO INPEAJIOXXEHHUE
3A YYACTHE B OTKPUTA IPOLEAYPA 3A BB3JIATAHE HA OBIIIECTBEHA
IIOPBYKA C IPEJIMET:

wllocmaexa na nexapcmeenu npodyKmu, omnyckanu no peda Ha Hapedba Ne34 om
25.11.2005 2. 3a peda 3a 3annamane om penybnukanckus 6100xcem 3a Jleltenuemt(hﬂ
Ovnzapcku zpasicoanu 3a 3a6onreanus uzevn obxsama na 3a0NHCUMENnHOMO 30pagHo
ocuzyprsanue, 3a newenue na nayuenmu cvc CITHH, mybepKynosa, ncuxuyny u
nosedenuecku pascmpoiicmea, owICaAU ce Ha ynompeba na onuoudu, CUHOpOM Ha
3aseucumocm 3a 2016 2.“,

Oébocobena nozuyus Nel3 ¢ npedmem ,,Jlocmaexa na RALTEGRAVIR”

/10: MHHHUCTEPCTBO HA 3/IPABEOIIA3BAHETO
C angpec rp. Codus , . Cera Henens” NeS

Or: CTHHI AJ

¢ anpec: rp. Pasrpan, 6yn. Bearapus Ne48, 610k Buroma 1,Bx.T, er.4, an.37,

Te.: 02 970 31, dake: 02 970 33 01, e-mail: office.sofia@stingpharma.com

Byncrar / EUK: 116584586,

Hara n mscto Ha perucrpanma mo JIIC: 21.12.2006 . rp. Codns ¢ uneHTHGUKAHOHEH No
oo 3JIJIC : BG116584586

Pasmamarenna cmetka:
banxos xon: UNCRBGSF;
6ankoBa cMeTka: IBAN: BG18UNCR76301055308118 :

banxa: ,, YHAKPENATBYJIBAHK”AL ;
rpa/xinon/oduc: rp.Codus;

YBAXKAEMHU JAMH " rocinojaa,

Cnen 3amo3HaBane ¢ ycnosusita Ha NOpBYKaTa, 3aj1BABAME, U€ KEIIAEM 1a yIacTBaMe B
obsBeHaTa oT Bac otkputa TpOLEaypa 32 Bh3NaraHe Ha OOMECTBEHA MOPBYKa ¢ IPEIMET;
wllocmaexa na nexapcmeenu npodyKmu, omnyckauu no peda na Hapeoba Ne34 om
25.11.2005 2. 3a peda 3a 3annawane om penybnuxanckus 6100xucem 3a newenuemo Ha
Owazapcku zpascoanu 3a 3abonnsanus usevn obxeama Ha 3a0vicumennomo 3dpasno
ocuzypasane, 3a Jne4YeHuUe HA RAUUEHMU CBbC CIIHH, my6epxynosa, ncuxuunu u
noeedenvuecku pascmpoiicmea, owHcawu ce na ynompeba na onuouou, cundpom Ha
3asucumocm 3a 2016 2.“ Obocobena nosuyun Nel3 c npeomem ,,Jlocmaeka Ha
RALTEGRAVIR” N\
BbB BPB3Ka € KOETO BH npencrapame Hamara odepra, kakTo cnensa: ‘
Kou4ecTBo 10 33 408 000 mg

_{-
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RALTEGRAVIR 0.043414 0.052097 1041,94 | 1250,33 | 1 749 456.57
ISENTRESS /epuH
film-coated MAH.cegemcToTuH
tablets 400 mg x /Hyna Uano Hyna " qe‘rupn.qecer
60 4eTnpu Tpu /Hyna usno wyna ner| /xunapau /xunapa xua.
YeTMpH eaHo ABe Hyna peser uetMpupecer u Asecra u 4eTMpucToTUH
YeTupm ne./ cenem ns./ €AMH7B M | neTheceT B u | netgecer u wecr
[ Aeserpecer u Tpuaecer u nB. u neraecer u
Yetmpu cr./ TpU CT./ cepem ct./
3abenexcka: Kpaiinama  edunuuna Uena Ha  npeonazanama nosuyun no

creyuguxayusma,

cnedea da ce Popmupa 0o wecmu 3HAK cned decemuunamq 3anemas,

AOKYMCHTALIUATA ITO ponenypara.

3agbmxaBame €€, ako Hamara odepra Gpae NIpHETa, Na H3NBIHHM

Ilpa ycnosne, ye 65nem H36Dany 3a H3NBIHATEN Ha obmecTBeHaTa NIOpBYKa, HHEe cMe

CBITIACHH 12 NOANMINEM M NpPEACTABHM nlapu4Ha/6Gankopa
3anbDKCHAATA [0 JOrOBOpa B pasMep Ha 5 % ot croiiHocTTa My, 6e3 JIJIC.

Harta: 11.01.2016 .

rapannaa 3a H3IOBJIHEHUE Ha

Ionnuc u nevar: :
//\. P

Anexcannep I'eoprues 3npasicos’ B

By

Wansimurenen Hupexrop |
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IHEHOBO INPEJUIOKEHUE
3A YYACTHE B OTKPHUTA IIPOLUE/IYPA 3A Bb3JIATAHE HA OBHIECTBEHA
IIOPBYKA C IIPEJMET:

»Zlocmaska na nexapcmeenu npodyxmu, omnyckanu no peoa na Hapedba Ne34 om
25.11.2005 2. 3a peda 3a 3annawane om penybnuxanckun 6100x3cem 3a newenuemo na
OvazapcKu spasicoanu 3a 3a601A6aHUR U3EHH 06Xeama Ha 3a0vncumennomo 3opasno
ocuzypaeane, 3a neuerue na nayuenmu cvc CIIHH, mybepxynosa, ncuxuunu u
nosedenuecku paicmpoiicmea, dvaxncauu ce Ha ynompeba na onuoudu, cundpom na
3aeucumocm 3a 2016 2.,

Obocobena nosuyun Nol6 ¢ npeomem ,,/locmaéxa na EFAVIRENZ”

JIO0: MHHHUCTEPCTBO HA 3JIPABEOIIA3BBAHETO
C anpec rp. Codus , mn. Ceera Hemens” NeS

Or: CTHHI AQ

¢ azpec: rp. Pasrpan, 6yn. Brirapus Ned8, 6nok Buroma 1, Bx. I', er.4, an.37,

Tea.: 02 970 31 , dakc: 02 970 33 01, e-mail: office.sofia@stingpharma.com

Byncrar / EUK: 116584586,

Jata u mscTo Ha perucrpamus mo JJC: 21.12.2006 r. rp. Codus ¢ unentaduKanmonen Ne
no 3IIIC : BG116584586

Pasmamaresnna cmerka:
banxos kon: UNCRBGSF;
6ankoBa cMetka: IBAN: BG18UNCR76301055308118 .

6anka: ,, YHAKPEIUTBYJIBAHK”AJL ;
rpan/xion/oduc: rp.Codus;

YBAXKAEMM JAMH U I'OCIIOJIA,

Crnen 3amo3HaBaHe ¢ ycioBHATa Ha NOpbYKaTa, 3adBsBaMe, Y€ XKellaeM Ja yJacTBaMme B
obsBeHara oT Bac oTkputa mpomemypa 3a Be3naraHe Ha O0INECTBEHa NOPBYKa ¢ IpeMer:
nllocmasxa wa nexapcmsenu npodykmu, omnyckanu no peda na Hapedba Ne3d om
25.11.2005 2. 3a peda 3a 3annawane om penybnuxkanckus 6w0dicem 3a nevenuemo na
Ownzapcku zpaxcoanu 3a 3a60NREAHUR U3EBH obXeama Ha 3a0vaxncumennomo 3dpasno
ocucypasane, 3a nevenue Ha nayuenmu cvc CITHH, mybepxynosa, ncuxuunu u
nogedenuecKku pascmpoiicmaa, owNcauU ce Ha ynompeba na onuoudu, CUHOpOM Ha
3asucumocm 3a 2016 2.“, Obocobena nozuyus MI6 c npeomem , Jlocmaexa na
EFAVIRENZ”

BbB BPB3Ka C k0eTo BH npencrapsamMe Hamara odepra, KakTo ciepa:
xonuiectBo Ao 28 080 000 mg
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206 724.96

110.43 132.51 /ABecta v wecr
0.006135 0.007362 XMN. CEABMCTOTUH
/c1o v pecer | /cto Tpupecer | ABapecer e
EFAVIRENZ STOCRIN /Hyna uano wyna /Hyna uano nyna Uano n W Agane. u 4eTUAPU NB U
tablets 200 mg x | Hyna wect egHo HyNa cefem Tpu HeTUpUAECT U | netaecer u Besetgecer u
90 TPH neT n../ wecr ase ns./ Tpw ne./ eaHa cr./ wecr ct./

3abenexncka: Kpaiinama edunuuna Uena Ha  npeonazamama  no’uyus  no
creyuduxayusma, cnedsa da ce gpopmupa do wecmu 3nax cned decemuunama 3anemas.
Lenama 3a onakoexa cnedea da ce npeonoxcu 0o emopu 3HaKk cned decemuunama
3anemaan. '

Taxa npemnoxenara nesa BKIOYBa BCHYKH Pa3XOJiH 3a M3NBJIHCHHE IpeIMETa HA
HOpHYKaTa.

Ilocogenara neHa e ¢uxcupana, He momIexkH Ha IIPOMsAHA 33 CPOKa Ha JeHCTBHE Ha
AOTOBOpA, OCBCH B CciydanwTe Ha Wi. 43, an. 2 or 30I1 B ciyyaii, ge IIpe3 BpEeMETo Ha
ACHCTBHE Ha JOTOBOPA CTOHHOCTTA, KOATO ClEABA A Ce 3aIIama ¢ ny6nHYHA cpefcTea Ha
JICKAPCTBEHH NPOAYKTH oOT IIO3WTHBHEA NeKAapCTBEH CHHCHK CTAHE MO-HHCKA OT
AIOTOBOPCHATA, BB3JIOXHTENAT Ge3yCIOBHO 3aIUlama JIeKapCTBEHHTE IPOAYKTH Ha IT0O-HHCKAaTa
IICHA, OT JlaTara Ha BIHM3aHE B CHIIA HA KOHKPETHOTO pemenne Ha Haumonammus cueer mo
IIleHH H PeHMOYPCHpaHe Ha JIEKapCTBEHATE HPOAYKTH.

IlpeqnioxkennTe UEHH ca ONpENENCHH NPH MLIHO CHOTBETCTBHE C yCIOBHATA OT
AOKyMEHTAIMsATA IO NPOLELYpaTa.

3agbmkaBaMe ce, ako HamaTa opepra 6bae mnpHeTa, A M3NLIHHM H npenaaeM
AOrOBOPEHHTE PabOTH, CHITIACHO CPOKOBETE M YCIIOBHATA, 3AJIETHANH B HOroBopa.

Ilpu ycnosue, 4e 6baeM n36Gpany 3a H3OBIHHTEN HA O0IIeCTBEHATa IOPBUKA, HHE CMe
CBIVIACHA 1a MOANHAIEM U MPENCTABAM NapHYHA/6aHKOBA rapaHUus 3a H3NBIHEHUE Ha
3a[IbIDKEHHASTA O OTOBOPA B pa3mep Ha 5 % oT cToiHoCTTa My, 6e3 JIJIC.

Hara: 11.01.2016r.
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