JIOTOBOP
Ne PI11-08A 0 0. O 2015 1

Huec, ....... Mﬂ:% ...... 2015 r., B rp. Codusi, Mexay:

MHHUCTEPCTBOTO HA 3JIPABEOITA3BBAHETO, ¢ agpec: rp. Codus 1000, .
“Csera Hemens” Ne 5, BYJICTAT 000695317 nu JIJIC naoent. Ne BG000695317, npeacraBasisaHo
oT a-p lletep MockoB — MHHUCTBP Ha 3ApaBeonasBaHeTo W Mapust benoMopoBa, nupextop Ha
aupexums ,,bC”, napuuarno no-ngony 3a kpatkoctT “Bb3JIOKHUTEJI” ot eana ctpana

- _

»CTUHI™ AJl, cbe cenanuuie u aapec Ha ynpasieHue: rp. Pasrpan, Oyi. ,,Buarapus® Ne
48, 6n. Buroma 1, Bx. I, er. 4, an. 37, EMK 116584586, npeacraBnsiBaHo OT AnekcaHabp
31paBKOB, HapH4aHo no-Aoay 3a kpatkocT “UBIMNBJIHUTEJ”

Ha ocHoBaHue ui. 41 or 3akoHa 3a OOIECTBEHWUTE MOpPBYKH H Perenue No PJ[-11-
86/12.02.2015 r. na BB3JIOKHUTEJISA 3a onpenensHe Ha KiacupaHETO 1Mo 000COOEHH MO3MLIHH
Ne 13 u 16 no ofmectBeHa mopbuka ¢ npeamer: “Jocmaska na JaexkapcmeeHu npooyKkmu,
omnyckanu no peda Ha Hapeooa 34/25.11.2005 2. 3a peda 3a 3annauiane om penyOAUKAHCKUA
Owoxcem 3a J1edeHUemo HaA 0vAAPCKU 2paXcoaHu 3a 3A00NAGAHUA U3GBH o00OXeama Ha
3a0bAHCUMETHOMO 30PAGHO OcU2ypAasaHe, 3a nevenie Ha nayuenmu cve CITHH, mybeprynosa,
RCUXUYHU U NOGEOEHHECKU PAICMPOIICIEa, ObANCAL{U Ce HA ynompeda HA OnuouUOU, CUHOPOM
Ha 3asucumocm 3a 2015 2.“ ce CKIIIOYM HACTOSILHAT JOTOBOP 3a CJAEAHOTO:

I. IPEAMET U CPOK HA 1OTI'OBOPA |
1.1 BB3JIOKUTEJIAT swv3nara, a USIITBJIHUTEJIAT ce 3ambmxaBa n1a H3BBPIIH
JIOCTaBKa Ha JIEKapCTBEHH MPOAYKTH.

HUAINNem - f‘%ﬁﬂéka)pnnseﬂw opma ST BO_/10 .
RALTEGRAVIR nepopaiHa (popma 21 888 000 mg
EFAVIRENZ nepopaiHa ¢opma 29 160 000 mg

1.2. JloroBopbT BM3a B CHJIa OT AaraTa Ha MOAMHUCBAHETO MY OT ABETE CTPAaHHU U € ChC CPOK
1o 28.02.2016 r. [1o oTHOLIEHHE Ha “yCHOBHS, HAUWH M CPOK Ha MiallaHe", CPOKBT Ha IeHCTBUE €
ceriacHo goropopeHoTo B Pazpen 11l u Paznen VII ot HacTosus norosop.

IL. [IEHHU U OBLLIA CTOMHOCT HA
JOCTABKHMTE 110 JOI'OBOPA
2.1. Henara Ha cTOKHMTE MO Wi.l., CbrIMacHO NPEACTABEHO LEHOBO MpEIjOKEHHE,
HepasjesiHa 4acT OT A0TOBOPA € KaKTO CIe/Ba:

“Isentress tablets 400mg x 60 0,043414 0,052097 | 1041,94 | 125033 | 1140299,14

Stocrin film tablets 200 mg x 90 0,006135 0,007362 110,43 132,51 214 675,92




2.2, llenarta BKmIOYBa CTOMHOCTTA Ha CTOKaTa, OMAKOBKA, 3aCTPAXOBKA M TPAHCIOPT 10
KpaiHHTE MojyyaTesd /CbOTBETHHUTE JieueOHHU 3aBeieHHs)/ TPH MHHUMAJIEH CPOK Ha TOJHOCT HE I0-
KpaTbk 0T 60 /luectaeceT/ Ha CTO OT OOABEHUsI OT MPOU3BOANTENIA KbM JIaTaTa Ha BCAKA JOCTABKA.

2.3. Obara cToifHOCT Ha oroBopa € 10 1 129 145,88 (equH MMIIHOH, CTO IBafeceT M JACBET
XMNsSAH, cTo W yetupuaecer u net u 0,88) nesa OGe3 Bkmouen OJIC, no 1354 975,06 (eaun
MMJIMOH, TPUCTA METHECET M YETHPH XMJISIH, JEBETCTOTHH ceaemieceT U neT u 0,06) nepa, ¢
BktoueH JIJIC.

2.4. llenara no noroopa € QuKcHpaHa, He IIOJJIEXH Ha IPOMSHA 3a CpOKa Ha JeHCTBHE Ha
J0roBOpa, OCBEH B ciiyuyanTe Ha 4il. 43, an. 2 ot 30I1. B cnyuaii, ye npe3 BpeMeTo Ha AeHCTBHE Ha
JIOroBOpa CTOMHOCTTa, KOSATO CiiefBa Ja Ce 3arulalla ¢ NyOJIMYHH CpeicTBa Ha JIeKapCTBEHH
npoayktH OT Ilo3UTMBHMS  JeKapcTBEH CHHCBHK CTaHe TO-HHCKa OT  JIOTOBOpEHarta,
BB3JIOXKUTEJIAT GesycnoBHo 3amnamia JeKapcTBEHHWTE MPOAYKTH Ha IO-HUCKATa LeHa, OT
JlaTata Ha BJIM3aHE B CHJla HAa KOHKpeTHOTO pemmeHnne Ha HCIIPJITT.

L YCJIOBUA U HAYMH HA IIVIAHIAHE

3.1. IInamaHeTo 1Mo HACTOAIIMS AOTOBOP CE OCHIUECTBSABA Upe3 GAHKOB MPEBOJ OT CTpaHa Ha
BB3JIOXKHUTEJIA no nocouenara B un. 15.3 6ankxoBa cmetka Ha U3TTBJIHUTEJIA.

3.2. 3anyiamaHeTo Ha CTOKMTE IO JOroBopa C€ H3BBPLIBA. OTIOXEHO B CpoK no 30
/Tpuniecet/ AHHU, cle] MpeAcTaBsHE HA CEAHUTE NOKYMEHTH:

1) HoctaBHa ¢akTypa, chbcTaBeHa chriacHO u3uckBaHusara Ha 3JIJ1C u HH3IL[[C -
OpUTHHAT U 2 /11Ba/ Opost 3aBEPEHH KOMNHS;

2) llpuemaTenHo-npenaBaTeNHyd MPOTOKOJH, MO oOpa3zel Ha MHHHCTCpCTBOTO Ha
3/IpaBEONAa3BAHETO;

3) O6o06iieH OMUC Ha TPOTOKOAUTE — 3 /Tpu/ Bpos;

4) IlucmeHHM 3asBKU-pasNpeleNeHHsi, M3roTBEHW OT MMHHCTEpPCTBOTO Ha
3/paBeolia3BaHeTO U 3aBePEHH OT KpalHUTe MOMyJyaTell;

5) Ceprudukar 3a ocB0O0KAaBaHE HA BCAKA NapTHAA, U3AA[AEH OT KBATU(HIIHPAHO
nuue no 3JIIIXM - 3aBepeno ot U3ITBJIHUTEJIA komue, B mpeBoa Ha
OBArapcku €3uK oT (pupma, CKIHOUYHIIA J0roBOp ¢ MHUHHUCTEPCTBO Ha BBHILIHUTE
paboTH 3a U3BBPIUBaHE HA OQHUIIHATHY TPEBOIH.

W36poeHnTe MOKYMEHTH C€ TMpPEACTaBAT B JAENOBOACTBOTO Ha MHHHUCTEPCTBO Ha
3/IpaBeolia3BaHeTo, KlacHpaHW M INpHKayeHW B nanka. B nankata ce mpuiara MUCMO C ONHC Ha
CBIbpIKAIIUTE CE B HESl JOKYMEHTH, KaTo 3aAB/KUTENIHO ce I0COYBAT HOMEpaTa, JaTUTe U 6post Ha
NPUJIOKEHUTE IOKYMEHTH OT BCEKH BHIL.

3.3. B cnyuaii, ye mnocouyeHuTe B 4. 3.2 JOKYMEHTH Ca HEpPEJOBHH HIH HEe ca
KOMIUIeKTOBaHHW, CbiuTe ce BpbliaT Ha WM3ITBJIHUTEJIA ¢ npuemartenHo — mnpenaBaresieH
NPOTOKOJ 3a HM3MpaBsiHe Ha HepeaHocTHTe. CpokbT Mo uil. 3.2. 3amoyBa ja Teuye OT jAataTa Ha
TIPEACTaBSIHETO Ha MOCHEAHHS H3HCKYEM CE JIOKYMEHT.

IV. CPOK HA JOCTABSHE

4.1. CIIMH u Tybepkyio3a

Bcsika oTaenHa AOCTaBKa, MpeaIMET Ha HACTOSILLMS JIOTOBOp, Cle/Ba ja OBbAe NOCTABEHA B
cpok 10 10 (necet) paboTHH OHM ciie]l NOYYaBaHE Ha 3asBKaTa-pa3npeleIeHUe OT BB3JIOKHUTENS U
33 KOJMUYECTBAaTa, TOYHO OMNpejesieHH B 3asBKaTa. 3asBKaTa-paslpejiefieHUE CE€ BpbYBa JIHYHO
cpellly MOMIMMC HA YMBJIHOMOLICHO JIMLE OT 3BEHOTO 3a aAMMHUCTPATHBHO OOCHY)XBaHE HIJIH C€
u3mpama ¢ MpernopbyaHo NMHCMO ¢ OoOpaTHA pas3MHCKa, MO (PAKC MM MO €NEKTPOHEH MbT IpH
YCNOBHUSATA M 1O pefia Ha 3aKoHa 3a €JIEKTPOHHHS JOKYMEHT ¥ €JJEKTPOHHHUS MOAIMUC.

4.2, TIcuxHU4YHd M TIOBEJICHYECKH pa3CTPOHCTBA. IBbIDKAIUK ce€ Ha ynoTpeda Ha ONHOWJIH.
CUHJPOM Ha 3aBHCHMOCT

[TepBara mOCTaBKa OT JBYMECEYHATa 3asiBKa — paslpelie/ieHHe Ce M3IIbJIHABA B CPOK 10 4
/yeTupu/ pabGOTHH JHH cjie] TOJlydyaBaHE Ha 3asiBKa — pasNpeleSieHHE OT Bb3JIOKHTENS H 3a
KOJIMYECTBa, OllpeleNieHH 3a | /eaHa/ ceaMHuua, ChriaacHO CeIMUYHUS rpaduK KbM 3asBKaTa.




Bceska cnepaiia execeMHYHa A0CTaBKa B paMKHTE Ha 3asiBKaTa Ce M3MbIHSABA HA 7-MUST
/cenMusT/ JeH OT MOCHeAHATA JOCTABKa, B CHOTBETCTBHE C W3MCKBaHMATAa Ha wi. 13, am. 2 OT
Hapen6a Ne 2 ot 20.06.2012 r. 3a ycnoBusiTa ¥ pea 3a OCBILECTBSIBAHE HA MIPOTPAMH 3a JICUEHHE C
arOHUCTH M arOHUCTH-AHTArOHUCTH HA JIMLA, 3aBUCHMH KbM OMHOWIHK. 3asiBKaTa-pasnpejieieHHe ce
BPbYBA JHYHO HA YMBIHOMOLIEHOTO JIHLE OT 3BEHOTO 3a aAMUHUCTPATHBHO OOC/YX<BAaHE WIH ce
U3npauia ¢ npenopb4YuTeNIHO MHCMO ¢ obpaTHaA pas3nucka, No (akc HIH MO eJEeKTPOHEH MbT MpH
YCJIOBHE M N0 peda Ha 3aKOHA 3a eJIEKTPOHHHS JIOKYMEHT H €JIeKTPOHEH MOAMKC.

4.3. USITBJIHUTEJIAT ce 3agbmkaBa, B CPOK O JABa JHH Npead BCAKA JA0OCTaBKA 1A
yBenoMH nucMeHo uiau no ¢ake BB3JIOXKUTEIIA 3a usbpuiBaHe Ha NOCTABKHTE Ha CTOKHTE,
npeaMeT Ha HacTOsiuMs AoroBop. [Ipy HEBB3MOXKHOCT 3a H3BBLPINBAHE HA JAOCTABKHUTE HA CTOKHTE
NpeaMeT Ha HACTOSILIMS JOMOBOP Jla YBeAOMH nucMeHo uiu no gake Bb3JIOXKUTEJTLA.

4.4. 3a xonuyecTBa JOCTaBeHW H3BBH 3asBKaTa — pasmnpeaeneHue mo 4. 4.1 u wi. 4.2,
BB3JIOKUTEJST nsama 3aabmkeHre 3a MaliaHe.

4.5. JlocTaBsHETO Ha CTOKM 0e3 3asgBKH — paspedejieHdUs € JOMYyCTHMO caMoO B
U3KJIIOUMTENIHY Ccly4yad, 3acTpallaBallld KMBOTa M 3ApaBeTO Ha IPAXIAHUTE W CHEl M3PHYHO
MUCMEHO MOTBBP)KJIEHHE OT CTpaHa HAa MMHHCTbpPA HJIM CHOTBETHHUS PECOPEH 3aMECTHHK —
MHHUCTBP.

4.6. B ciyuaute no un. 10.2 ot goroBopa, cpoksT mo ui. 4.1 u 4.2 3anousa ja Teye OT
natarta Ha nucMeHoTo cbriacue Ha Bb3JIOXKUTEJIA.

V. MACTO HA IOCTABSAHE

5.1.  Mscro Ha fnocTaBsHe.

5.1.1. 3a MACTO Ha JOCTaBAHE HA JICKAPCTBEHM TPOJAYKTH 3a JE€YEHHME Ha MALMEHTH ChC
CIIHH ce onpeaensat kpaitHUTE nionyuartenu, cbriacHo [punoxenue Ne 1a — Criucek Ha KpaiiHHTE
NoNyyaTesIi Ha JJEKapCTBEHM MPOAYKTH 32 nieucHue Ha rauneHT ¢be CITMH nmpes 2015 1.

5.1.2. 3a MACTO Ha 1OCTaBsiHE Ha JNE€KapCTBEHHUTE NMPOAYKTH 3a JIeUeHHe Ha TyOepKyJsiosa ce
NoJIyyaTe M Ha JIeKapCTBEHH NPOAYKTH 3a JIeYEHHE Ha NaLMEHTH ¢ TyOepkyio3a npe3 2015 r.

5.1.3. 3a MACTO Ha JOCTaBsiHE Ha JIEKAPCTBEHHUTE NMPOJAYKTH 3a JieYeHHe Ha MallueHTH C
MCUXUYHH M NOBEJACHUYECKH Pa3CTPOHCTBA, ABJKAIKM ce Ha yrnorpeda Ha OMHOHIH, CHHAPOM Ha
3aBHCHMOCT C€ OTNPEeAEIT KpaHUTe NofdyvaTeny — ieueOHH 3aBe/ICHUs], MONYUYHIN pa3pellieHHe 3a
JIeYeHHe ¢ aroOHUCTU W aroHHCTH-AaHTAarOHHUCTH Ha JIMUA, 3aBUCHMH KbM OMNHOMJIM NO pela Ha
Hapenba Ne 2 ot 20.06.2012 r. 3a ycnoBudaTa K pejia 3a OCHIIECTBSIBAHE Ha NPOrpaMHu 3a JNEeUeHHE C
ArOHMCTH M arOHHWCTH-AaHTArOHHCTH Ha JIMIA, 3aBHCUMH KBbM onuouad / obH., JIB, Op. 49 or
29.06.2012 r./, cernacho Ilpunoxenue Ne 1B.

5.2. PHCKBT OT clyyaliHOTO IIOTHBaHE MW IMOBpeXXJaHe Ha CTOKUTE NpPEeMHHABa BbPXY
BB3JIOXKUTEJIA or MoMeHTa Ha MpHEMAHETO MM Ha MSICTOTO Ha JOCTaBsSHE C IIpUEMAaTENHO-
npeaaBaTesieH IMPOTOKOJL. ’

‘ VI. JATA HA JOCTABSHE HA CTOKHUTE
6. 3a gata Ha AOCTABSIHE CC CUMTA JlaTaTa, Ha KOSATO CTOKHTE ca JOCTaBEHM. IO KpaHHHTE
MoJyJaTe s, pyH ycJIoBUsATa Ha Wi 9.2.

VI . 3SAAbJIXKEHUS HA U3ITBJIHUTEJIA
7. UITBJIHUTEJIAT ce 3apbmkasa:
7.1. la noctaBu CTOKHTE B IOTOBOPEHHUS CPOK M Ja I MpeAajie Ha KpaHHUTE NoJyyaTelln.
7.2. Jla npenage CTOKHTE, MAKETUPaHH W MAPKUPAHU B CBHOTBETHHS BHI, KOJIHYECTBO H
Ka4eCTBO Ha MSICTOTO Ha JOCTaBsIHE.
7.3. Ilpu noamucBaHETO HA IOroBOpa Aa NpeACcTaBH:
a) nokymeHTH 1o 4. 47, an. 10 ot 301l u3naneHu 0T KOMNETEHTHUTE OPraHM;
0) rapaniiMs 3a M3NbJIHEHHE, B enHa oT Qopmure, onpenenenn B wi. 60 or 30II,
KOSITO ce ocBoOOXKAaBa 10 60 AHM clel MPUKITIOYBaHe U3IBIHEHHETO Ha JoroBopa. ['apanuusara e B
pasmep Ha 3 % ot croiiHOCcTTa Ha norosopa 6e3 JIJIC 1 Bb3nn3a na 33 874,38 nesa.

Lo



7.4. 1a nocraBsi 1€KapCTBEHU MPOAYKTH, KOMTO OTTOBapsAT Ha H3MCKBAHMSATA HA 3aKOHA 3a
JIEKapCTBEHUTE NPOAYKTH B XymaHHaTa MeauuuHa (3JIIIXM) — npulpyxkeHH ¢ BalHIHO
paspeiuenHe 3a ynorpeba B cTpaHara, uzjajgeHo no pexna Ha 3JIIIXM wunu Pernament (EO) Ne
726/2004 r. na EBponefickus napnaMeHT W CbBera /um. 23, an.l ma 3JIIIXM/. B cnyuaii Ha
M3THYaHE HAa CpOKa Ha paspelleHHeTo 3a ynorpeba Ha sexkapcTBeH npoaykT npes 2015 r.,
YYaCTHHKBT A€KJapupa B CbOTBETCTBHE ¢ uil. 55, an. 6 ot 3JIIIXM, ue konuuecTtBata 3a
JIeKapCTBEHUS MPOAYKT Ca HAMUUHH.

VIIL. BAABJIKEHUA HA Bb3JIOKHUTEJIA
8. BB3JIOXKHUTEJIAT ce 3apbmxkasa:
8.1. la mpreMe JOCTaBEHHUTE B CPOK H Ha MSICTO CTOKH, CbOTBETCTBALIH 10 BUJI, KOJTHYECTBO
¥ Ka4eCTBO Ha ONMCAHOTO B HACTOSILUS TOTOBOP.
8.2. Jla 3annatu JOCTaBEHHUTE CTOKH 1O peja Ha wi. 3.1., 3.2. 1 3.3. OT HACTOALIHSA AOTOBOP.
8.3. Cnen npukiIiOuBaHE H3MBIHEHHETO Ha ﬂorosopa Ja ocBoOoAM rapaHuusra 3a
M3MbIHEHME, O€3 a IbIDKH JTMXBH 32 CPOKa, TIpe3 KOHTO CpecTBaTa 3aKOHHO.CA IPECTOSIN-Y HETO.

IX. TIPUEMAHE U ITPEJJABAHE HA CTOKHUTE
9.1. [IpuemaHeTO Ha CTOKHTE CE€ M3BBpILBA HAa MICTOTO Ha JOCTaBsHE OT TPEJACTaBUTEN Ha
KpaliHUTE MOMyYaTeH.
9.2. WBIIBJIHUTEJST wu npenctaBuTen Ha KpaliHUTE TONydaTeldd TMOAIHCBAT
npueMaTeHO-NpeJaBaTeseH NPOTOKOJ, YAOCTOBEPsBALLl TOAYUYaBAHETO Ha CTOKHUTE.

X.TAPAHIIMHN U CPOK HA TOAHOCT

10.1. KpM naTata Ha AOCTaBKaTa, OCTaTbYHHMAT CPOK HA FOJHOCT Ha CTOKMTE NMpPEIMET Ha
HACTOSIIKS JOroBOp, ciefaBa Aa Obje He no—Mmamnbk oT 60 /uectaeceT/ Ha cTO OT OOSBEHUS OT
NPOM3BOAMTEINS KbM JaTaTa Ha BCsAKa JOCTaBKa.

B cnyuyaif Ha 0cTaBKa Ha JIEKAPCTBEHUS MPOJYKT C 10 — KpaThbK OT AOTOBOPEHHS CPOK Ha
roasoct, U3ITBJIHUTEJIAT nbmku HeycToiiKa, KakTo cleaBa:

o1 59,99% no 50% - 20 % BBpXYy CTOMHOCTTA Ha JOCTABKATA,
ot 49,99% no 40% - 30 % BBpXy CTOHHOCTTA Ha AOCTaBKaTa;
ot 39,99% no 30% - 60 % BBpXY CTOHHOCTTA Ha AOCTABKATa;
oT 29,99% no 20% - 75 % BBpXy CTOHHOCTTA Ha AOCTABKATA;
- noa 20% - 90 % BBpXY CTOMHOCTTA Ha JOCTaBKaTa.

10.2. JIocTaBkaTa Ha JeKapCcTBEH MPOAYKT C OCTaThYeH CPOK Ha FOJHOCT NIO-MaiIbK OT 30 Ha
CTO OT OOSIBEHHUS OT MPOU3BOIUTENS C€ U3BBPILBA caMo ¢ MUcMeHO cbriache Ha BBh3JIOXKUTEIA
38 KOHKPETHO KOJHYECTBO, OINpENeNeH0 OT Hero. be3 M3pHYHO MHCMEHO ChIVIacHe Ha
BB3JIOXKUTEJIA crokuTe HaMa aa ObAAT 3amnamiadi. FickaHeTo 3a MHCMEHO ChITIACHE CllejiBa 1a
nocrenu B aenoBoactBoto Ha BB3JIOXKUTEJIA B cpox mo 3 (Tpu) AHM OT MoOJiyyaBaHE Ha
3asBKaTa-pasnpeesieHHe.

10.3. BB3JIOXMTEJIST Moke ma OTKa)€ MPHUEMaHETO Ha CTOKUTE, aKO B I€HS HA TSIXHOTO
NPUCTUTaHe MM NTPUeMaHe OCTaThYHUS CPOK HA TOJHOCT € 10 — MaibK OT onpezenenus B ui. 10.2.
MUHHMAJEH CPOK HA I'OJJHOCT.

10.4. B cnyuyaii Ha 0e3MnaTHO NOCTAaBSHE HAa HSAKOHM OT CTOKMTE 110 JOroBOpa, ChbriaacHO
noropoperoto ¢ M3ITBJIHUTEJIS, celuure cinenBa na OTroBapAT Ha IOCOYEHHTE OT
BB3JIOXUTEJIS nM3uckBaHKHs OTHOCHO CPOK HA FOJHOCT U CPOK HA JIOCTaBKa, B CbOTBETCTBHE C
touku 4.1,4.2. 1 10.1.

XI. OTTOBOPHOCT 3A HETOYHO U3INbJIHEHHUE. PEKJTAMALIHA
11.1. BB3JTIOXKUTEJLAT moxe aa npeassssa pekiamanuu npea UITBJITHUTEIL 3a:
a) KOJNMYECTBO M HEKOMIUIEKTHOCT Ha CTOKMTE HJIM TEXHHYECKATa NOKYyMEHTALHs (ABHHU
HEJOCTAThIIN);
' 6) KauecTBO (CKPUTH HEOCTATBIIH):
- [IPH JIOCT@BsIHE HA CTOKM HE OT IOTOBOPEHHSt BH/, MOCOYEH B 4Jl. 1;



- IpHU KOHCTaTHhpaHe Ha AedeKTy Npu ynorpeda Ha CTOKHMTE.

11.2. Pexnamanu 3a ssBHU HeJOCTaThLM Ha cTOKUTE ce npasst oT Bb3JIOXUTEJILS, upes
KpaHHHUTE NOJIyYaTesId Ha CTOKHTE, B MOMEHTA Ha NIPEJaBaHETO UM, 338 KOETO CE€ ChCTaBsl MPOTOKO,
MOJINMICAH U OT ABETE CTPaHH.

11.3. Pexnamauuu 3a CKPUTH HEAOCTaTbUM Ce€ NpPaBsT Npe3 LejHs CPOK Ha FOAHOCT Ha
JIOCTABEHUTE CTOKM, KaTO peKjaMalusara ce INpuapykaBa 3adb/DKHTEIHO OT KOHCTAaTHBEH
MPOTOKOMN, W3AaJeH OT M3MbIHHTeNHATA areHIHs 32 JleKapcTBaTa.

11.4. BB3JIOXKUTEJAT e anwxen na yeenomd mnucmedHo M3ITBJIHUTEJIS 3a
ycTaHOBeHMTE AepekT B 15 (meTHazeceT) THEBEH CPOK OT KOHCTATHPAHETO UM.

11.5. B pexknamauuuTe ce 10cOYBa HOMEPBT Ha JIOTOBOPa, TOYHOTO KOJHUYECTBO Ha
NOJyYEHUTE CTOKHM C TEXHHUS TNAapTHAEH HOMEpP, OCHOBAHHETO 3a peKiamMalisi U KOHKPETHOTO
rnckane Ha BB3JIOXKUTEILA. _

11.6. B 10 (necer) nHeBeH cpox OT noJjyuaBane Ha peknamanusara, VUSITBJIHUTEJIAT
cneasa aa otrroBopd Ha BB3JIOKUTEJLS nucMeHo U KOHKPETHO Jajiu NpHeMa peKiaMalnsaTa Wil
S OTXBBPIIS. _

11.7. Ilpu pexnamanusd 3a sisHu HepoctaTbud M3ITBJIHUTEJIAT e nnbxen B enHoMeceueH
CPOK OT MojlydyaBaHe Ha pekjlamallMsTa 3a CBOS CMETKAa W PUCK Ja JOCTaBM Ha MSCTOTO Ha
JOCTaBsIHE KOJMHUECTBOTO JIMTICBALLUM B JOCTaBKaTa / HEKOMIUIEKTHH JIOTOBOPEHU CTOKH.

11.8. Tlpu pexnamaius 3a ckputd Henoctarbiu M3ITBJIHUTEJIAT e anbxkeH B
eJIHOMeceueH CPOK OT MOJIYYaBAHETO ¥ /1a 3aMEHH JIOCTABCHUTE HEAOTOBOPEHH MO BHJ / Ne(eKTHH
CTOKH 3a CBOs cMeTKa M pucK unu no npeueHka Ha Bb3JIOXKUTEJISA na BbpHEe choTBETHATA YacT
OT 3anfaTeHara LIeHa, BEHO C IbJUKMMHTE JIHXBH.

11.9. M300pbT Ha MOCOYEHHTE T1O-TOPE BB3MOXHOCTH [1a C€ BbpPHE CBHOTBETHATA 4acT OT
NJIaTeHOTO WK JIa ce A0CTaBAT HOBH cTOKH npuHamiexxu Ha BB3JIOXKMTEJIA u ce ynpaxussa ot
Hero noJ ¢opmara Ha nucMeHo yseaomnenue no M3ITBJIIHUTEIIS, xato pasxonure u puckosere
0 HOBOTO AocTaBsiHe ca 3a cMeTka Ha MU3ITBJIHWUTEJIS.

11.10, PeknaMypaHuTE CTOKH CE€ ChXPaHsBAT OT CHOTBETHUS KpaeH [ony4dares 10 ypexxaaHe
Ha peKJiaMalluuTe.

XII. OTTOBOPHOCT IIPH HEU3ITBJIHEHHUE

12.1. 3a HeHM3NBJIHEHHE HA 33BIKEHHSITA CH 110 HACTOSIIMS JOTOBOP C U3KIIFOYEHHE Ha TE3H
no 1. 10.2 u 1. 10.3, U3ITBJIHUTEJIAT abnxu Heyctoiika B pasmep Ha 0.7 % Ha eH BbpXy
CTOMHOCTTA HAa HEH3ITBIHEHOTO B JOTOBOPEHHUTE CPOKOBE 3aJbiKEHHE, HO He mnoseue oT 10 %
(eceT MpolEHTa) .OT CTOMHOCTTa Ha HEM3NIBJIHEHHETO, KAKTO U OOE3ILETEHHE 3a NPETHPIEHUTE
JeHCTBUTEIHH BPEAH B ClIydauTe, KOraTo T€ HaAXBBpJIAT JOrOBOPEHATa HEYCTOHKA.

12.2. Koraro npu Hanuune Ha pexiamauuu, U3IIBIIHUTEJIAT ne usnennu 3anbiokenuara
cut 1o paszen XI oT HAaCTOSLIHSA JOrOBOP B CPOK, CHIMAT AbkH Ha BB3JIOXXUTEJIS neycroiika B
pasmep Ha 2 % OT LieHaTa Ha CTOKHTE, 3a KOMTO Ca HallpaBeHH PEKIaMallHHUTE.

12.3. BB3JIOXKUTEJAT ynoBneTrBopsiBa NPETEHUHMHUTE CH OTHOCHO HEM3ITBIHEHMETO HA
JIOTOBOpA, KAaKTO M 3a 3amjaniaHe Ha Heyctodkurte oT cTpaHa Ha U3ITBJIHUTEJIA karo 3anbpixa
rapaHiUsITa 3a W3MBIHEHHE 1o Wi. 7.3, OykBa “0” 0T J0roBopa, ciiejl KOETO 10 ChOTBETHHUS PEL.

12.4. Ipu BuHoBHa 3a0aBa Ha U3ITBJIHUTEJI, npoabikuia ¢ noseye OT MOJOBUHATA OT
CpOKa 3a M3MbJIHEHHEe Ha chOTBeTHOTO 3axbiDkeHHe, BB3JIOJKMTEJAT uma npaso jna paspanu
JIOTOBOpA €AHOCTPAHHO C 15-HEBHO MPeJU3BECTHE.

12.5. BB3JIOXKUTEJISIT uma npaBo jAa OpeKpaTH €IHOCTPaHHO H 6e3 MNpean3BecTHe
HACTOAIUMS JOTOBOP B Ciyyail Ha CHCTEMHO HETOYHO M3IIBJHEHHE  Ha 3aJbJDKEHUATA OT
W3ITBJIHUTEJLS u npeasiserd noseue ot TpH peknamanuy oT BB3JIOXMUTEJLE] no ra. XL

12.6. B cnyuait, ye no orHowenue Ha V3ITBJIHUTEJIA nacTenar obcroarencTpara no ui.
47 ot 3axona 3a ooOwectBenute nopbuku, BDB3JIOXKHWUTEJIAT wuma mnpaso na mnpexpaTtu
€IHOCTPAHHO HACTOSILLKS JOTOBOP, O3 THCMEHO NPEAU3BECTHE U 0€3 JIa NbIDKH HEYCTOUKH.

XIIL. ®OPCMAKOPHU OBCTOATEJICTBA



13.1. CrpanuTe Mo HacTosLIMS JOrOBOP HE IBJDKAT 00E3LIETEHHE 3a MOHECEHH BPEdH H
3ary6u, ako MOC/eIHUTE Ca IIPHYMHEHH B PE3y/ITaT Ha HETIPeo10JHMAa CHITa.

13.2. Axo cTpaHaTa, KOsATO € CleJIBajlo Jia M3IMTBJIHU CBOE 3a[bJDKEHHE MO A0roBopa € Ouia B
3abaBa, TS HE MOJXKE J1a ce I030BaBa Ha HETIPEo0IMMa CHla.

13.3. “Henpeogonuma cuna” no cMHUCbila Ha TO3M JIOTOBOP € HENpPEABHAECHO W/WAH
HENpeAOTBPaTHMO CBHOMTHE OT H3BBHPEAECH XapakTep, BB3HHKHAIO CHeAd CKIIOYBAHETO Ha
JOroBopa.

13.4. CrpanaTa, 3acersata OT HENpEONOIMMAa CHUja, € JTbXKHA Aa MpeanpHeMe BCHYKH
NEeHCTBHUS ¢ TpHUKATa Ha J0OBD CTONMAHMH, 3a J1a HAMaNH 10 MHHUMYM ITOHECEHHTE BPE/Id U 3aryowu,
KakTO M Ja YBEJAOMHM IIHMCMEHO Jipyrara cTpa€Ha B 7-JHEBeH CPOK OT HACTBIIBAHETO Ha
HenpeojonuMaTa cuna. Ilpu HeyBenoMsBaHe ce ABKHM OOE3UIETEHHE 3a HACTHIHMIHTE OT TOBA
Bpeau. Hempeononumara cuila ce lokasBa OT 3acerHaraTa cTpaHa cbC cepTH(HKAT 3a HopcMaxop,
U3JaleH 10 CHOTBETHHS peld OT KOMIIETEHTHHS OpraH B Abp)KaBaTa, B KOSTO Ca HACTBIIHJIH
dbopcMaxopHuTe 0OCTOSTENCTBA.

13.5. HokaTto Tpae HENpeoAoNIHMaTa CUia, U3MbJIHEHUETO Ha 3aIbJDKEHHATA U CBBP3aHUTE C
TAX HACpEIHH 33/ BJIKEHHS Ce CIUpa.

13.6. He npencraBnsiBa “Henpeononuma cuijia” cbOUTHE, IPUUYHHEHO 1O HEOPEKHOCT HIIH
ype3 YMHULIEHO AEHCTBHE Ha HSKOSI OT CTPaHUTE WM TEXHH NPEIACTABUTENU H/MJIH CIYKHTEIH,
KaKTO M HEJOCTHIa Ha napu4Hu cpencTsa Ha BB3JIOXKUTEILI.

i XIV. CTITIOPOBE

14.1. Bu3HUKHAJIUTE Npe3 BPEMETPAEHETO Ha JIOOBOpA CIOPOBE W pA3HOTJACHS MEXLY
CTPaHMTE CE€ PEMIABaT 49Pe3 INPEroBOpH MEXAy TaX. IlocTurHaTtuTe n0roBopeHOCTH ce 0QOpMAT B
nucMeHa (opMa 1 ce NpeBpbhlLaT B HEpa3/leiHa 4acT OT JIOroBopa.

14.2. B ciyyait Ha HEMOCTHTaHe HA JOTOBOPEHOCT MO MPEAXOIHMS YIeH, BCHYKH CIIOPOBE,
[OPOJEHHK OT TO3H JOTOBOP HJIH OTHACSAIIHM Ce 10 HEro, BKIFOYHTENHO CIIOPOBETE, MOPOIEHH OT HIlH
QOTHACSIMU Cce O HErOBOTO THIAKYBaHE, HeJeHCTBUTEIHOCT, HEU3MBIHEHHE UM MpeKpaTaBaHe Lie
ObJIaT pa3zpeliaBaHu cHopei OBJArapCKUTE MaTepHalHW M MpPOUECYaTHU 3aKOHH OT KOMIEeTEHTHHS
cpa o pena Ha ['TIK.

' XV. CbOBIIEHUA

15.1. Beuuku choOLIEHHS MEXKY CTPaHUTE, CBBP3aHK C U3ITLIHEHHETO HA TO3H JOroBOp ca
BATHIHM, 4KO ca HANpaBeHH B IHMCMEHa (opMa M ca MOAMNKCAHH OT YIbIHOMOLICHHTE
npeacrautenu Ha M3ITBJIIHUTEJS unu BB3JIOXKUTEILA.

15.2. 3a mara Ha CHOOLICHMETO ce CMSITa!

v/ Jararta Ha peaaBaHeTo — MPH PBYHO IpefaBaHe Ha ChOOIECHHETO;

v/ jarara Ha TOIIEHCKOTO KieAMo Ha oOparHata pasnucka — NpH H3MpallaHe 1o
no1iiaTa;

v/ Jarara Ha IPHEMAHETO — MPH U3IpallaHe no Tenaedakc, Tenexc Wid e-mail.

15.3. 3a BaJIMOHU afpecH 3a MpUEMaHe Ha CBHOOLIEHHS M OAHKOBH CMETKH, CBBP3aHH C
HACTOSLIHS IOTOBOP CE CMSATAT:

3A U3ITBJIHHUTEJLA: 3A BB3JIOXKUTEJIA:
“CTUHI™ AL

rp. Codusi, 1592 rp. Codus 1000

6yn.” Acen Mopnaxos™ Ne 6 1. “Csera Hegens” Ne 5

ten. 02/97033 01

¢axrc 02/9703101 ten. 02/9301246
e-mail:office.sofia@stingpharma.com

bankosa cmeTKa bankoBa cMeTka

YuuKpenutr BYJIBAHK BHB lienTpanuo ynpapieHue
IBAN: [BAN:
BG18UNCR76301055308118 BG83 BNBG 9661 3000 1293 01,
BIC xon UNCRBGSF BIC xon na BHb — BNBG BGSD



15.4. Tlpu npomsiHa Ha mocoueHHs no uil. 15.3 anpec chbOTBETHATa CTpaHa € JAMLXKHA Aa
YBEIOMH JpyraTa B TPHIHEBEH CPOK OT NpOMsHATA.

XVL IPYIH YCJIOBUS
_ 16.1. IlpaBata ¥ 3aabKEHHUSITA 10 HACTOSILLHS AOTOBOP HE MOTAT Jia Ce MPeXBLPIsT
€IHOCTPAHHO Ha TPETH JIMLA H NOJOOHU aKTOBE HE MOpaXkaaT NMpaBHO AeHCTBHE 6e3 MHCMEHOTO
ChIJlacHe Ha Jpyrara cTpaHa, OCBEH B cllyuyauTe Ha oOesrieyaBaHe (rapaHTHpaHe) Ha 3aIbJDKEHHs
110 OaHKOBH KPEIHTH.
16.2. 3a HeypedeHHUTE BBIIPOCH B HACTOSIIHUS JOrOBOP CE€ MpHjara AeHCTBAIOTO
OBArapcKo 3aKOHOJAaTENCTBO.

XVIIL. 3AKJIOYUTEJIHHA PA3ITIOPEJIBHU
17.1. Ilpu cbcTaBIHETO Ha HACTOSILIHS JOTOBOP C€ MNpeAcTaBHXa CleAHUTE
JNOKYMEHTH, KOUTO ca Hepa3ziefiHa HeroBa 4acT:
v' Pemennss Ne PJI-11-86/12.02.2015 r. Ha MMHHCTBpa Ha 31paBeONa3BaHETO 3a
onpenensHe Ha M3ITBJTHUTEJI na obuiectBeHa nopbuka;
v Joxymentn o wi. 47 ot 3011,
v' TapaHuus 3a U3IIbIIHEHHE,;
v" 1leHOBO MpeIoKEHHE. .
17.2.  HacTosmuar JQOroBOp C€ CBCTaBH B TPH €AHOOOpa3HM . eK3eMIlisipa Ha
obnrapcku e3uk — et 3a UZITBJIHUTEJIA u asa 3a BB3JIOKUTEJIA.

BB3JIOKUTEJIL: N3ITBbJIHUTEJL:
X-P ITIETHP M(i) AJIEKCAHADBP ]
MHUHHCTDHP HY M3NBbJIHHUTEJL
3APABEOIIA3B#

MAPUS EEJIOI\@WSBA
JIUPEKTOP HA TUPEKLIUA ,6C”



[Tpunoxxenue No la

CITUCBHK HA KPAHHUTE NOJYYATEJHN HA JEKAPCTBEHHU ITPOJAYKTH 3A
JIEHEHUE HA NTALHMEHTH CbC CITIHMH MNPE3 2015 TOANHA

1. CnenunanusupaHa 60JHHMLA 3a aKTHBHO JICUCHHE Ha HH(EKIMO3HH W MapasuTHH OOHeCcTH
.[1pod. UB. Kupo” EAJl — rp. Codus

2. YuHuBepcuTeTcka MHoronpodunna 6oiHuLa 3a akTHBHO NedeHue ,,CB. ['eopru” EAJI- rp.
[InoBnuB :

3. MrHoronpodunna 6onHHLIA 3a aKkTUBHO jeyeHue ,,CB. Mapuna™ EAJ] — rp. Bapha

4. YHuBEpCHTETCKa MHOromnpoguiHa 60nHHLIA 32 akTHBHO jnedyeHue .. JI-p ['eopru Crpancku™
EA/L, rp. [IneBeH '

5. MHorormnpodunHa OonHuua 3a akTUBHO jeueHue ,llpod. n-p Crosu Kupkopuu™ AJl, rp.
Crapa 3aropa



[Ipunoxenne No 16

CIMUCHK HA KPAHHHUTE MOJYYATEJIN HA JIEKAPCTBEHH ITPOJIYKTH 3A
JIEYEHHUE HA MTAHUEHTH C TYBEPKYJIO3A IIPE3 2015 TOIMHA

1. CneuunanusupaHa GoJHMIA 32 aKTHBHO JICUEHHE Ha MHEBMO-(PTU3HATPHUUYHH 3ab0nsBaHUs

EOO/ - rp. bnaroesrpax

Cneunanusupana OONHHIA 3a aKTHBHO JleU€HHE HA MHEBMO-(OTH3HATPHYHU 3a00JISABAHUSA

byprac EOO/] - rp. byprac

Cneunannsvpana OOJHMIA 33 aKTHBHO JIEUYEHHE HA NHEBMO-(QTH3HATPUUYHH 3a6OJIHBaHI/IH

Bapua EOOJI — rp. Bapna

4. Cneuunannzupana OONHHIIA 32 aKTHBHO JICYEHHE Ha MHEBMO- (meHanm{HH 3a0onsBaHusA
J1-p Tpeitman™ EOO/] — rp. Bennko TepHOBO

5. MHoronpodunHa 6onHuULa 3a akTUBHO JieueHue ,,Ceera [lerka” AJl — rp. Bugun

6. CneuuanusupaHa OojfHHUIIA 3a aKTHBHO JieYeHHe Ha MHEBMO-(TH3HATPUYHH 3a00NSIBaHHS
Bpaua EOO/JI - rp. Bpaua

7. Cneuwanusdpada GOJHHLA 3a aKTHBHO NeveHHe Ha Oenoabpobun Gonectn EOO]L — rp.
["'abpoBo

8. Jlercka cneuuanu3uMpaHa OoJHHMLIIA 3a JOJE€KYBaHE M TMPOABIKUTENHO JieYeHHE Ha
6enompobuu GonectH ,,l{apuna Moanna” EOOJ] — rp. Tpsisua

9. Muoronpodunna 6onuuia 3a akTUBHO JieueHue Jloopuu AJl — rp. Hobpuu

10, MenxaBHa cuXHaTpuyHa 6onHuna — ceno KapByHa

11. MuaoronpodunHa OonHuila 3a akTHBHO nedyeHue . JI-p Atanac [Jladoscku™ AJl — rp.
Kepmxanu

12. MuoronpodunHa OonHuua 3a akTUBHO JeueHue . J[-p Huxona Bacunes” AJl - rp.
Kioctengun

13. Muoronpodunsa 6osHKIA 3a akTUBHO neveHue ,,CB. MBan Puncku” EOO/] - rp. lynauua

14. Cnennanusupana 60JHHIIA 32 aKTHBHO JieYeHHE Ha JKIIeHH oT cBoboxaa — rp. JloBeu

15. Crienpanusupana OOJIHHMIIA 33 aKTHBHO JeueHHe Ha Oenoapobun Gonectu Tpossa EOO —
rp. TposH o

16. MuoronpoduiHa 60sHMIA 3a aKkTUBHO JjieueHue ,,J[-p Ctamen Mnues” AJl — rp. MonTtana

17. Crietnanusupana OONMHHLIA 32 aKTHUBHO JICYEHHE Ha NMHEBMO-(QTH3MATpUUYHM 3a00JBaHHS
[Mazapmxuk EOOJ — rp. [Tazapmxuk

18. Crrenmanu3supana 60JIHKIA 32 aKTHBHO JieueHHe Ha 6enoabpobuu 6onectu [lepuux EOO/] —
rp. Ilepuux

19. YHuBepcuTeTcka MHOTONpoduaHa OomHuUa 3a akTuBHO nedenue ,,JI-p I'eopru Crpanckn™
EAJI-rp. [Inesen

20. Creunanusupana OOJHHIA 32 MHEBMO-(PTH3HATPHYHH 3a00JIIBaHUA 3a aKTHBHO JIEYEHHE
Jumutep [etpoB Kynorny” EOOJL - rp. Ilinosaus

21. Muoronpodunua 6oaHUIA 3a aKkTUBHO evyeHne ,,Cs. Ban Puncku” AJl — rp. Pasrpan

22. Crneunanusupana OojiHKMIA 338 AKTMBHO JIEYEHHE Ha NHEBMO-()TH3MATPUYHH 3a00JIABaHHS
Pyce EOOJ — rp. Pyce

[N

98]

23. Muoronpodurina 6oiHUIA 32 akTHBHO Neyenne Cuiretpa AJl — rp. Cunucrpa

24. Muoronpoguisa 6oaHu1a 3a akTHBHO jevenne ,,JI-p MBan Cenumuncku” Cnusen AJl - rp.
CnuBeH

25. Muoronpogunna GoJIHHIA 38 akTHBHO jeuenue ,.J1-p bpatan lllykepos” Cmonsn Al — rp.
CMmonsH

-



. Cneunanusnpana OONHHMLIA 3a aKTHBHO JjleueHHe Ha OenoapoOuu Gonectu ,,CB. Codus”
EAJl - rp. Codus

. Cneunanusupana GojiHHULA 3a aKTHBHO JieUeHHE HA MHEBMO-(PTH3HATPHYHM 3a00NIBaHMS
Codusg obnact EOO — rp. Codust

. Cneunanusupana Gonvuua no nHeBMO-(TH3HATPUUHK 3a0onsBaHus 3a J0/NEKyBahe,
NPOABLIIKUTENHO jedeHne U pexadbunutaums ,[lap ®epaunann 1”7 EOO]] — ¢. HUckpen, o6:.
Codus

29. MHoronpodunHa 6oiHHLA 32 aKkTUBHO siedeHHe Touprosuiie Al — rp. Teprosuiie

bo

(VSRR US]
('S

[V RSN

o Lo Lo

(@)}

. Cneuuam3upana OojHULA 32 aKTHBHO JIEUCHHE Ha MHEBMO-(QTu3uaTpuyHH 3a00asBaHUS
Crapa 3aropa EOOJI — rp. Crapa 3aropa

. Cneunanusupana OonHMLA 32 JOJNEKYBaHE W MPOJAB/DKHTENHO JieUeHHE Ha MHEBMO-
¢TusnaTpuuny 3abonsBanus U pexadbunurauus Panynuun EOOJ] — c¢. Paaynuu, o6n. Crapa
3aropa

. MHoronpoduaHa 60nHKIA 32 aKkTHBHO JieueHHe EAJL — rp. OmypTar

. Cneunanu3upana OofdHMLA 32 aKTHBHO JICYEHHE HA ITHEBMO-(PTH3MATpUUYHH 3ab0nsABaHHS
Xackoro EOOJI — rp. XackoBo

. MHoronpodunta 6onHu1a 3a akTUBHO JedyeHue Lllymen AJl — rp. lllymen
. MuoronpodunHa 6onHHIIa 32 akTUBHO Jjieyenue ,,Cs. [Tantaneiimon™ AJ] — rp. SIm6on
. CBAJITI®3 - Codust rpag EOO]JI — rp. Codus

10



[Ipunoxenue Ne 18

CIMUCHK HA KPAUHUTE MOJIYYATEJH HA JIEKAPCTBEHH ITPOAYKTH 3A
JEYEHUE HA TAIIMEHTHU C IICUXUWYHH U TOBEJAEHYECKHA PA3CTPOMCTBA
ITPE3 2015 TOANHA

1. L AITICMII - I{I13 — Bapna” EOO/I, rp. Bapua

2. . Jlosepue 3a 3apaBe — Al CMIT” OO/L, rp. Codus

3. JAIBJIHA rp. Codus

4. ,llenTobp 3a ncuxuyHo 3apase - [Inosaus™ EOO/J], rp. [lnosaus

5. ,3npase 2010 — ATTICMIIIT” OO/, rp. Codus

6. ,.llenTsp 3a mcuxuuHo 3xapase - Bpaua” EOO/I, rp. Bpaua

7. ET . I-p Benuecnasa {umutposa - AUTICIIIT”, rp. [InoBnus

8. ..llenTbp 3a ncuxuuHo 3apase - Pyce” EOO/I, rp. Pyce

. »1-p C1. Jlazapor AUIICIIIT -2010” EOOJI, rp. IlnoBaus

10. ,,LlenTbp 32 ncuxuyHo 3apase - Copus” EOO/, rp. Codus

11. ,ATTICIHIT - dununononuc™ OO/, rp. [Inopaus

12. ET ,WIICMII - n-p b. ExoBa”, rp. Codus

13. ,,llenTsp 3a ncuxuyno 3apase J[-p [1. Cranues — lo6puy” EOOJ, rp. Hobpuu
14. ET ,,[1-p Benncnasa Maptunosa — ACMII - UIIIT”, rp. JloBeu

15. ,.llenTsp 32 ncuxuuHo 3apase — Benuko Twpuoso” EOO/I, rp. Beauko TspHOBO
16. IbpkaBHa ncuxuarpuuda donnuna — [lazapmuxkuk, rp. Iazapaxuk

17. ML ,,Xopuzout - AUCMIT” OO/, rp. Codus

18. ,, I TIMCIIII — Koes u cue” OO/, rp. Cous

19 ATTICMII — n-p Tunka Hauesa OO/L, rp. Crapa 3aropa

20. ET ,,AUTICIIMII - JI-p Anekcanabp Kanuenos™

21. ACMII-UTTUCMII-TICUXUATPUYHA Hanexna EOOJ, rp. Codus

O
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OBPA3ELl Ne 10
TEXHUYECKO IIPELJIOXKEHHUE

3A YUACTHUE B OTKPUTA IIPOLEJYPA 3A Bb3JIATAHE HA OBIIECTBEHA
IMOPBUYKA C IPEIMET:

“Tocmaska Ha 1eKApPCMEERU NPOOYKMU, omnyckanu no peda na Hapeoba 34 3a peoa 3a
3annauiane om penybAUKAHCKUA Gl00dcem 3a NedeHuemo Ha Gva2apcKu 2paxcoanu 3a
30601A6AHUA U3EBH 00X8AMA HA 3a0BANCUMEHOMO 30pasHo ocuzypasane /o6n. [IB, op.
95 om 29.11.20052./, 3a neuenue na nayuenmu cvc CITHH, mybepKynosa, ncuxu4nu u
nosedenuecku pascmpoiicmea, OvANCAWU Ce HA ynompeba Ha onuouou, CUHOpOM Ha
saeucumocm 3a 2015 2.“, O6ocobena nosuuua Nel3 c npeomem ,Jlocmaska Ha
RALTEGRAVIR” '

JO: MHUHHCTEPCTBO HA 3IPABECITIA3BBAHETO
C ampec rp. Codust , . Ceera Henens” No5

Or: CTHHTI AX

c anpec: rp. Pasrpaz, 6yn. Beirapua Ned8, 6mmox Butoma 1, Bx. I, er.4, anm.37,

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

Byncrar / EMK: 116584586,

Jlara u Mscto Ha peructpanus mo JUIC: 21.12.2006 r. rp. Codus ¢ uaeHTHuKaorer Ne
no 3JJIC : BG116584586 :

" VBAMKAEMHY TAMM U TOCHOJA, - .

C HacTos10TO, BM mpemcraBsMe HAETO TEXHHYECKO IPEUIOKEHUE 33 M3NBIHCHUE
Ha obsgBeHaTa OT Bac mpoueaypa 3a Bb3jarane Ha OOLIECTBeHa MOPBYKA C MPEAMET:
“Tocmaska na neKapcmeenu RPOOYKmMuU, OMNYCKAHU HO peoa Ha Hapeoéa 34 3a peoa 3a
3annamane om penyGRUKAHCKUA Bl00¥cem 3a NleweHuemo Ra GvazapcKu zpaxcoanu 3a
3a601A6AHUA U3EBH 06X6aMa HA 3A0BANCUMENHOMO 30pasHO ocuzypasane /o0H. [B, op.
nosedenuecku pascmpoiicmea, Ovaxcawu ce Ha ynompeba Ha onuouou, CUHOpOM Ha
3agucumocm 3a 2015 2.% Ob6ocobena nosuyus Nel3. c npeOmeni wHocmagka Ha
RALTEGRAVIR” , otkputa Pemenme Ne PJI- 11- 593/ 01.12.2014 r. na J{-p IMersp
MockoB, MEHHCTBp Ha 3paBeoNa3sBaHETO U BB3JIOXUTE],

1. CpoxsT 3a H3IIbJHEHHE Ha florosopa € jo 28.02.2016 r.

2. CpOK'bT ¥ HauMvHAa Ha U3IBJIHECHUE HA JOCTAaBKara, II¢ € KaKTO ClCABa:

CITHH u Tyb6epkyno3a

Besika OT/JCAHA JOCTAaBKA, NMpEAMET HA HACTOSIIMSA JOTOBOp, cnejBa Ja Ombae
jocraseHa B cpok 10 10 (mecer) paboTHHM MHH Clie]l IOTyYaBaHe Ha 3asiBKaTa-pasnpeie/icCHue
OT BDBAMOKUTEIS M 33 KOJMYECTBATA, TOYHO ONpelEeHM B 3asBKara. 3asBKaTa-
pasnpelieIeHHE CE BPHYBA JIMYHO Cpelly TMOANMC Ha YI'BIHOMOILIEHO JIHLE OT 3BEHOTO 3a
aIMHHHCTPATHBHO OOCITY)KBaHE HJIH CE H3Mpallia ¢ NPENopbYaHo MHCMO C obpaTHa pasnucka,
no akc WIH MO ENEKTPOHEH IIBT NPU YCIOBHATA M MO pena Ha 3akoHa 3a €NEKTPOHHHS
JIOKYMEHT ¥ €IEKTPOHHUS [TOJIUTHC. '

Mcuxuunu 1 noeedenyecKu _pascmpoiicmea, Ovajauiu ce Ha ynompebda Ha
OnUOUOU, CUHODOM HA 3a8UcUMocm '

e
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IIspBaTa gocTaBKa OT AByMECEYHaTa 3asiBKa — paslpeesieHHe Ce U3IBIHABA B CPOK
1o 4 /ueTupu/ pabOTHH JHM Clell IONyYaBaHe Ha 3a9BKa — pa3NpeaeieHHe OT Bh3JI0KHTENI K
3a KOJUYECTBa, onpez(eneHH 3a 1 /emgHa/ cenMuua, CBIIIaCHO CEAMHYHHS TIpadHK KbM
3asBKaTa.

Besika cnenBama execeIMUYHa JOCTaBKa B paMKHTE Ha 3asgBKara C€ U3ITh/IHABA Ha 7-
MHSAT /ceAMUAT/ IeH OT MOCeJHaTa JOCTaBKa, B ChOTBETCTBHE ¢ H3MCKBAHHATA Ha un. 13, ai.
2 or Hapen6a Ne 2 ot 20.06.2012 r. 3a ycitoBusiTa u pejia 3a OCHIIECTBABAHE HA MPOTPaMH 3a
JIEYCHHE C arOHUCTH U arOHMCTH-aHTarOHUCTH Ha JIMIA, 3aBHCHUMH KbM OMHOWJIH. 3asBKara-
pasnpeiejieHHE c€ BpbYBA JIMYHO Ha YI'BIHOMOIIEHOTO JIMIE OT 3BCHOTO 3a
aIMMHMCTPAaTUBHO OOCIy)XBaHe HJH Ce H3Mpaila C MHpPenopbhYHTE]HO MHCMO C oOpaTHa
pasmucka, o ¢axkc WIH MO eNIeKTPOHEeH IbT MpH YCIOBHME H MO pela Ha 3aKoHa 3a
CJIEKTPOHHHS JOKYMEHT H €JIEKTPOHEH ITOJIITHC.

I'apanTHpame, 4e cMe B CBhCTOSIHHE 1@ H3NBJIHHAM KayeCTBEHO IOPBYKATa B II'BJIHO
CHOTBETCTBHE C ropeonucasara odepra. : ,

JlexapctBenute mnpoAaykTu ca BkmoudeHH B [lpunokenue Ne 3 ot [lo3uTuBHuA
NEKapCTBEH CIHCHK, aKTyaJleH KbM JlaTata Ha oTBapsiHe Ha ruiuk Ne 1 ¥ 2 or npouenypara.

KbpM pmarata Ha Bcfka JOCTaBKa OO KpalHHTE IOJydaTesd /CHOTBETHUTE JieueOHU

) 3aBeIEHMs/ OCTATBYHHUAT CPOK Ha TOJHOCT Ha JIEKAPCTBEHUTE MPOAYKTH € He 0-KpaThK oT 60

% (mmectaeceT) oT OOSABEHUS OT IIPOU3BOAUTEINS.

TeXHHYECKO MPEIIOKEHHUE:

Koanuect
Mexaynapoano BO Ha Oxonvaten e
- Ne o~ s . T JI H - Koa TCTB6 A6 .

{ segamzane, | ;er:lo ATC wos - momnermio . Tuprosco _e'_‘;s;::f acrunor | ) o “_‘;g o . MKBxon

BELUECTBO
B20.0 -

B20.9;B21.0 -

B21.3, B21.7-

B21.9, B22.0;

B22.1; B22.2;

j B22.7; B23.0;

. ISENTRESS | film- B23.1; B23.2;

ClTHH coated B23.8; B24;
13 | JOSAX08 | RALTEGRAVIR tablets | 400 mg|{ 60 6p 21 888 000 | Z21

IIpnnoxenue:

1. Jlekmapauus OT y4acTHHKA, 4€ neKapCTBeHHTe TPOJYKTH ciefBa Jia ObaaT BKIIOYEHH B
[To3sHTUBHHMA JIEKApPCTBEH CNHMCHK, aKTyaJleH KbM JaraTa Ha OTBapsHe H&N’IHK Nelwu?2ot
Iponeaypara.

2. Jlexjapaumsi OT y4YacTHHKA, Y€ CpPOKa Ha TOAHOCT Ha npe;maraﬂme JIEKapCTBEHH
MpOAYKTH cienBa ga ObAe He mo-mausk oT 60 /mectaecer/ Ha CTO OT, 00ABEHUS OT
TPOM3BOAMTENSA KbM JaTaTa Ha BCAKA JOCTaBKa.

Hata: 29.12.2014 r. Anexcanabp Feoprneé’ 30paBKoj
| |

\

3. Jiupexrop/




JEKJIAPAHUA

Jlonynoamucanust Ajexcanabpp I'eoprues 3apaskos, EIH: 6709235105,
npuTexaBanl Ju4Ha kapra Ne 642321854 usnanena ot MBP- rp Pasrpan, Ha 21.04.2011 r,,
anpec: rp. Pasrpan, 6yin. bearapus Ned8, 6nox Burowa 1, Bx. I, er.4, arn.37, B KaueCTBOTO
cu Manbannrenen aupekrop, npeacrasisean ,CTHHI™ AJl, cec cepammiue u aapec Ha
ynpasnenue: rp. Pasrpaz, 6yi1. " Beirapus” Ned8, 6nox Buroma 1, Bx.T, eT.4, an.37, BOUCAHO
B THProBCKHS PETHCTHD pH ATeHuus ro Buucpanusta ¢ EMK:1165845 86,.
azpec 3a kopecnonaeHius : rp.Codus 1592, Oyn.”Acen Vopnanos”Ne6 e 02 970 31 ;axc
02 970 33 01, y4aCTHHK B IIpoleAypa 3a Bb3jlaraHe Ha obuiecTBeHa MOpbUKa C
peaMer :

“Tocmaska Ha 1eKapchsenu NPOOYKMU, OMANYCKAHU HO pedd Ha Hapeoba 34 3a peoa 3a
3anaauane om penyBbAUKaHCKUA G100cem 3a Nedenuemo Ha 0b12apcKu zpadicoanu 3a
3a601A8AHUA U3EBH 00XEAMA HA 3a0BANCUMETHOMO 30PAsHO ocuzypaeane /oow. [IB, op.
95 om 29.11.20052./, 3a nevenue na nayuenmu cvc CITHH, mybepKyno3a, RCUxXu4Hu u
HO6edeHUeCKI PA3CMPOLICMEa, ObIHCauil ce Ha ynompeba Ha OnRUOUOU, CUHOPOM HA
3aeucumocm 3a 2015 2.

OFOCOFBEHA ITO3HIHA Ne 13: ,,JOCTABKA HA RALTEGRAVIR*

JEKJAPHPAM, ue:

Jlexapcreenus npoaykT ISENTRESS film-coated tablets 400 mg x 60, npeaMeT Ha
Hactosmara odepra e ObJe JOCTaBAH C CPOK HA TOAHOCT HE MO MAIBK OT 60 % ot
0OsBEHHs OT IPOU3BOANTENA KbM JaTaTa Ha BCAKA JOCTaBKa.

/ JIATA: 29.12.2014 .
Anexcanasp ['eoprues 31paBkoB \.

N
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NEKJIAPAIUS

Honynoanucanust Anexkcanabp [Deoprues 3apaBkoB, EIH: 6709235105,
npuTexasam JuuHa kapTta Ne 642321854 uznanesa or MBP- rp Pasrpan, wa 21.04.2011 r,,
agpec: rp. Pasrpan, 6yn. benrapus Ned8, 610k Burtoma 1, Bx. I, er.4, an.37, B KauecTBOTO
ci MsnbanuTesen aupektop, npeacrasissail ,CTHAHI™ AJl, cbe cepanuie 1 aapec Ha
ynipaBneHue: rp. Pasrpan, 6yn.”boarapus” Ned8, 6ok Buroma 1, Bx.I', er.4, an.37, Bnucano
B Tsprosckus peructbp npu Arenuus no BrucBanuata ¢ EUK: 116584586,
anpec 3a xopecriogaeHnus : rp.Codus 1592 , 6yn.”Acen Hopranop”Ne6 ten 02 970 31 ;daxc
02970 33 01, y4acTHUK B NpoLeaypa 3a Bb3JlaraHe Ha OOUIeCTBEHa MOpbHUKa C
peaMeT .

» “Zocmaeka na rexapcmeenu npodykmu, omnyckanu no peoa na Hapeo6a 34 3a peoa 3a
3anaauiane om penybauUKAHCKUA B100XMCem 3a ledeHUemo Ha Oba2apCKU 2paXdcOanu 3a
3a601ABAHUA U3GDH 0DXEAMA HA 3A0BIANHCUMETHOMO 30PABHO ocuzypAaesare /00H. /[B, op.
95 om 29.11.20052./, 3a neuenue na nayuenmu coc CITHH, mybepkyno3a, ncuxu4su u
nOBeDeHYeCKU PA3CMPOICMEa, ObANCAULU Ce HA Ynompefa Ha ORUOUOU, CUHOPOM HA

3asucumocm 3a 2015 2.
OBOCOFEHA IIO3HIIUA No 13: ,, JOCTABKA HA RALTEGRAVIR“

AEKJITAPHPAM, qe:

Jexapcraenns npoaykT ISENTRESS film-coated tabieis 400 mg™ x §0, npeanvier Ha . -+ wwasid
Hacrosmara opepra e BriaoueH B [lpunoxenne 3 Ha [IO3UTHBHHA E€KApCTBEH CIIHCHK,
aKTyaNeH KbM JIaTaTa Ha OTBapsHe Ha odepTure .

JATA: 29.12.2014 1. i
~ Anexcarbp ['eoprues 3npaskos -

Wanbnuurenen Jupextop




OBPA3EI] Ae 11
HEHOBO HPEJJIOXEHUE

3A YYACTHE B OTKPUTA ITPOLELYPA 3A Bb3JIA'AHE HA OBINECTBEHA
NNOPBYKA C IIPEJMET:

“Tocmaexka Ha nexapcmeenu npodykmu, omuyckanu no peoa Ha Hapeoba 34 3a peda 3a
3anaauane om penybnuKaHcKuA 6i00xcem 3a Nie4eHUemo HA 0ba2apcKu 2pax@coanu 3a
3a00146aHUA U36DH 00X6AMa HA 3A0BANCUMENIHOMO 30pAéHO ocuzypreane /o6u. /IB, 6p.
95 om 29.11.20052./, 3a neyerue na nayuenmu cve CIIHH, mybepkynosa, ncuxu4nu u
NOGEOeHYeCKU paA3CMpolicmea, ObaANCAW{U ce Ha ynompeda HA OnuUouou, CUHOPOM HQ
3agucumocm 3a 2015 2., Qb6ocobena nozuyun Nel3 c npeomem ,/locmaeéka Ha
RALTEGRAVIR”

J10: MUHHCTEPCTBO HA 3IPABEOIIA3BAHETO
C anpec rp. Codpus , mn. Ceera Henpena” Ne5

Or: CTHHI A

¢ agpec: rp. Pasrpan, 6yn. Beirapus Ned8, 6nok Butoma 1, Bx. T, e1.4, an.37,
term.: 02 970 31, daxc: 02 970 33 01, e-mail: office.sofia@stingpharma.com

- Byncrar / EMK: 116584586, .
Hata u mAcTo Ha pertictpatas no JAC: 21.12.2006 r. rp. Codua ¢ nacuTadnKanmoncE Ne

o 3JJIC : BG116584586

Pazmmammarenna cMeTKa:
6aukos xox: UNCRBGSF;
6ankosa cmeTka; IBAN: BG18UNCR76301055308118 ;

pauka: ,, YHUKPEJIUTBYJIIBAHK”AJL ;
rpag/knon/oduc: rp.Codus;

o,

- VBAXKAEMH JIAMH ¥ FOCHO/IA,

Creqt 3amo3HaBaHe ¢ yCJIOBHATA HA NOPHYKATa, 3adBABaMe, Ye XKejlaeM Ja yq1acTBaMe B
obsiBeHaTa 0T Bac oTKpuTa mpoleaypa 3a Bh3JlaraHe Ha OOIIECTBEHA NOPBYKA C TPEAMET:
“Tocmasxa na nexapcmeenu npodyKkmiu, omnyckanu no peoa na Hapeoba 34 3a peda 3a
3annawjane om PenyGIUKAHCKUA Bl00xcem 3a NedeHuemo Ha Gva2apcKu zpajcoanu 3a
3a60176aHUA U3EBH 06X6aMA HA 3aAdBAICUMETHOMO 30PasHO ocuzypasane /00H. /1B, op.
95 om 29.11.20052./, 3a newenue Ha nayuenmu cvc CIIHH, mybepkyno3a, ncuxu4nu u
noeedeHuecku pascmpolicmea, ObaAMcaW{u ce HaA ynompeba Ha ORUOUOU, CUHOPOM HA
saeucumocm 3a 2015 2% Obocobena nozuuua Nel3 ¢ npeomem ,Jlocmaska Ha
RALTEGRAVIR”

BBB BpB3Ka ¢ K0eTO B IpesicTapsaMe HamaTa odepra, Kakro ciejipa:

- ﬁ/ /614,//_/(; Z}U«PW/Z



- T

0.043414
RALTEGRAVIR 0.052097 1041,94 1140299,14
1250,33
/eanH man. cto
W yetupuaeceT
/ xunapa u /xunspa XUAN. ABECTa
ISENTRESS /Hyna uano nyna yerupngeceTn | asecram Aesetgecer e
film-coated YeTUPU TpH /Hyna UANO HyNa NeT | eAuH NB K neTAeceT A8 v | neseT A8 W
tablets 400 mg x | YeTvpy earo ABe Hyna aeseT AeBeraeceTu | TpMAeceT u yeTupmHagecer
60 yetupu nB./ cegem ns./ vetupn ct./ TpU c1./ cr./

Taka npeanoxeHaTa LeHa BKJIOYBA BCHYKM Pa3XOLH 3a M3NBIHEHHE NPEAMETa Ha
NopbYKaTa. : _ :
[Tocouenara 1ieHa e ¢uKcHpaHa, He HOUIEXH HA IPOMSHA 338 CPOKa HA JEHCTBHE Ha
JOTOBOp2, OCBEH B Ciiydaure Ha wi. 43, am' 2 or 30I0. R cnyuaif, ge mpe? BpeMeTo HA:
JAeHCTBHE HA JIOrOBOpa CTOHHOCTTa, KOATO ClieiBa Ja Ce 3allialia ¢ myGIHIHI CpelCTBa Ha
JNIEKApCTBEHH IPOAYKTH OT [lO3MTHBHMA JIEKapCTBEH CIIMCBK CTaHE I[O-HHCKA OT
JIOTOBOPEHATA, BB3IOXKHUTE/IAT G€3yCJIOBHO 3ariala JeKapCTBEHHTE POAYKTH Ha [O-HHUCKATA
LeHa, OT JaTaTa Ha BM3aHE B CHJIa HA KOHKPETHOTO pelicHHe Ha HallMOHATHHS CBBET IO
UEHH ¥ penMOypCHpaHe Ha JEKapCTBEHUTE IPOLYKTH. :

Ilpennoxxente HEHH ca ONpENETeHH NP IBIHO CBOTBETCTBHE C YCIOBMATA OT
JOKyMEHTalUsTa 110 TIpoLeypara.

3ageinKaBaMe ce, ako Hamara odepra Oble Npuera, Na H3NBIHAM H IpPENAneM
JOTOBOPEHUTE PabOTH, CBINIACHO CPOKOBETE M YCIOBHUSTA, 3AJIETHANHA B IOTOBOPA.

IIpu ycinosue, 4e 6b1eM H30paHH 3a U3MBIHATEN HAa OOLIECTBEHATA IIOPHYKA, HHE CME
ChINacHM A3 MOANMMIIEM M IpPEACTaBHM MapuyHa/0aHKOBA rapaHIus ZE‘ U3NBIIHEHHE Ha
3aIBDKEHHATA 110 JOroBopa B pasmep Ha 3 % ot croitHocTTa My, O3 JIJIC.

Hara: 29.12.2014 r.




OBPA3EL] Ne 10
TEXHUYECKO INPEAJIO>KEHUE

3A YYACTHUE B OTKPUTA ITPOIIEAYPA 3A Bb3JIATAHE HA OBILIECTBEHA
IIOPBYKA C IPEAMET:

“locmaeka Ha JiekapcmeeHu nPoOyKmu, omnyckanu no peoa na Hapeoba 34 3a peoa 3a
3annauiane om penyOiuKaHcKuA 6ro0xcem 3a aedeHuemo Ha Ovazapcku 2pascoanu 3a
3a001A6aHUA U3BLH 00X6AMA HA 3A0BANCUMENHOMO 30pAHO ocuzypaeane /ob6u. JIB, 6p.
95 om 29.11.20052./, 3a neuenue na nayuenmu cvc CIIHH, mybepkyno3a, ncuxuunHu u
nosedeHuecKu pazcmpoiicmea, OvaANCAUW{U ce HaA ynompeba HA OnuUOUOU, CUHOPOM HA
3agucumocm 3a 2015 2.“, Obocobena nozuyua Nel6 c npeomem ,Jlocmaeka na Efavirenz ”
J10: MUHHMUCTEPCTBO HA 3/IPABEOIIA3ZBAHETO

C agpec rp. Codus , . Ceeta Henmensa” Ne5

- — iy N

Or: CTHHI A

¢ agpec: rp. Pasrpan, Oyn. boarapust Ne48, 610k Buroma 1, Bx. T, eT.4, an.37,

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

Bynctar / EMK: 116584586,

Jlata n macto Ha perucrpauus o JIJIC: 21.12.2006 r. rp. Codus ¢ uaentuduxanrpones Ne
no 3/)/IC : BG116584586

YBAXKAEMHU JAMH M I'OCIIOJA,

" C macTegmioTo, Bu mpensrapaMe H2mIETO TEXHWYECKO. TPEJIOKEHHE 32 H3IIBIHEHHE
Ha ofsBeHara oT Bac mpoueaypa 3a Bb3jaraHe Ha oOIIeCTBeHa IMOPbYKA C MPEJMET:
“Tocmaexa Ha neKapcmeenu nPoOyKkmu, omnyckanu no peda na Hapeoba 34 3a peda 3a
3anaawane om penyouUKaAHCKUA 6100dcem 3a fieueHuemo Ha Obazapcku 2paxcoanu 3a
3a60717A6aHUA UIELH 06XEAMA HA 3a0bANCUMENHOMO 30pasHo ocuzypaseane /o6u. JB, op.
95 om 29.11.20052./, 3a neuenue nHa nayuenwmu cvc CIIHH, mybepkynosa, ncuxuuHu u
nogedenuecku pazcmpoiicmsa, OvaAXcau{u ce Ha ynompeba HA ORUOUOU, CUHOpOM Ha
3asucumocm 3a 2015 2., Obocobena nozuyus Nel6 c npeomem ,,/locmaexa na Efavirenz ”
, oTkpuTa Pemenne Ne PII- 11- 593/ 01.12.2014 r. na JI-p Ilersp MockoB, MUHHCTBD Ha
3paBEONa3BaHETO H BB3M0XKHTEN,

1. Cpok®T 32 H3ITBIHEHUE Ha oroBopa € 10 28.02.2016 r.

2. CpOK’bT ¥ HAaYHHA Ha U3M'bJIHEHHE HAa HOCTABKATa, HI€ € KAKTO CJIC/IBa:

CIIHH u Tybepkynosa

Besika OTHENHA JOCTAaBKAa, NpPEIMET Ha HACTOSUIMS JOTOBOp, cielBa da Obae
focTaBeHa B cpok 10 10 (necet) paGoTHH AHH CIEA NONYYaBaHE HA 3ajABKATA-PA3NPENETCHAC
OT BBITOKWUTENII M 3a KOJIHYECTBATAa, TOYHO - ONpelle/ieHH B 3ajiBKaTa. 3asdBKaTa-
pasmpe/ieieHHe ce BpbYBa JIMYHO CPEIly MOANHMC Ha YITBJIHOMOLICHO JHIE OT 3BEHOTO 32
aIMHHUCTPATHBHO 06CITy)KBaHe MM Ce H3Ipallia C MPEenopbYaHo MUCMO ¢ oOpaTHa pasIicKa,
no (aKc WA 10 €JIeKTPOHEH IBT IIPH YCJIOBHATAa M MO pejia Ha 3aKOHA 3a €IEKTPOHHHMSA
JOKYMEHT ¥ €IeKTPOHHHS MOJTIHC.

Hcuxuunu u nosedenuecku paicmpolicmea, ObAdcawu ce HA ynompeba Ha
ORUOUOU, CUHODOM HA 3A8UCUMOCHL

ITepBara mOCTaBKa OT AByMECEUHATa 3aiBKa — PasNpe/leieHHe Ce H3NBIHABA B CPOK
10 4 /uernpn/ 6RTHH IHH ClieJ| II0JyyaBaHe Ha 3asBKa — pa3NpeNe/ICHUe OT BB3JIOKHUTENS H

\

5\ .~"if"5 TG («b\wdc pd

ot et —

o =y



S

3a KOJIMYECTBa, ONpEAeNeHH 3a | /egHa/ ceaMHLa, ChIIacHO CeAMHYHHS TrpaduK KbM
3aqBKaTa.

Besika cienBatua execeIMUYHA JOCTaBKA B PAMKHTE Ha 3asBKaTa ce€ M3IbJIHABA Ha 7-
MHAT /ceAMHAT/ AeH OT MocjieAHaTa J0CTaBKa, B CbOTBETCTBHE C H3HCKBaHMATA Ha 4. 13, ai.
2 ot Hapen6a Ne 2 ot 20.06.2012 r. 3a ycnoBusTa M pefa 3a OCBIIECTBSIBAHE Ha NPOrpaMH 3a
JIeYeHUE C arOHUCTH M aTOHHCTH-AHTAarOHUCTH Ha JIMLA, 3aBUCUMHU KbM OMHOMJHU. 3asBKaTa-
pasnpeneneHue ce BpbYBa JIMYHO HA  YIIBJIHOMOIIEHOTO JIMIE OT 3BEHOTO 3a
aZMHHHCTPAaTUBHO OOCITyXBaHE MM C€ M3Ipalia C I[PENOpPBUHTENIHO ITHCMO ¢ obparHa
pasnucka, no ¢akc HIM IO €lNeKTPOHEeH NBT IpH YCIOBHE H O peJla Ha 3aKoHA 3a
€NEeKTPOHHHUS JOKYMEHT H €leKTPOHEH IOIIHC.

I'apantupame, 4ye cMe B CBCTOSHHE 1A HM3IIBIHHM KayeCTBEHO IOpPBYKATa B ITBIHO
CBHOTBETCTBHE C TOpeonucanara opepra.

JlexapcTBeHHTE NpOAYKTH ca BkMOYeHH B Ilpunoxenue Ne 3 ot Ilo3utuBHHUS
JIEKapCTBEH CHHUCHK, aKTyalleH KbM Jarara Ha oTBapsiHe Ha ITHK Ne 1 u 2 oT npouexnypara.

KbM gmarara Ha BCKa JOCTaBKa IO KpaWHHUTE MOyYaresH /ChOTBETHHUTE je4eOHH
3aBeJIeHHs/ OCTaTHUHHAT CPOK Ha TOAHOCT Ha JIEKaPCTBEHUTE IIPOJYKTH € He MO-KpaThK oT 60
% (mectaecer) oT 06ABEHUS OT IIPOU3BOAMTESIS.

TexHHYECKO NTPEMTIOKECHHUE!

Memxnaynapoato Koanuecreo
Ne o poa Toproecko JMekapereena Oxonyatenua Kosmuectso a0

H ATC o, HenaTenTHO HA aKTHBHOTO MKBbB koa
Jabonasaue per )] I Hie dop onakoBxa mg

HAHMCHOB3HHE BeLecTBo

B20.0 -
B20.9;B21.0 -
B21.3, B21.7-
B21.9, B22.0;
B22.1; B22.2;
B22.7; B23.0;
B23.1; B23.2;
CITHH film tabl. B23.8; B24;

16 | JOSAG03 | EFAVIRENZ STOCRiN 200 mg 90 6p. 29160 000 | Z21

Ilpunoxenue:

1. Jexnapauus OT yYaCTHHKA, Y€ JIEKAPCTBEHHUTE NPOAYKTH ciieBa Aa ObAAT BKIIOYEHH B
[To3uTUBHHS NEKapCTBEH CIHCBHK, aKTyaleH KbM JiaTara Ha oTBapsiHe Ha mumK Ne 1 u 2 ot
npoLexypara. . ,

2. Jleknapanus OT y4YacTHHKA, Y€ CpPOKa Ha TOAHOCT Ha npennaraa}xire NeKapCTBEHH
MPOAYKTH ciefBa jAa Opae He mo-mamek oT 60 /mectmecer/ HAa CTO OT O00sABEHAS OT
NPOM3BOAHTENA KbM JATaTa Ha BCSKA NOCTaBKa. ;!

Hara: 29.12.2014 r. AnexcaHabp I“eoprneﬁﬂ, 311pa131<013
(—'] - /M3n.Japekrop/ By
I
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JAEKJIAPAIIUSA

Honynoanucanust Adjekcanabp Teoprues 3apaskos, EIH: 6709235105,
npuTexasan HuHa kapra Ne 642321854 nsnanena or MBP- rp Pasrpan, na 21.04.2011r,
agpec: rp. Pasrpaz, 6yn. Beiarapus Ned§, 6nok Butowa 1, Bx. I', e1.4, an.37, B ka4yecTBOTO
cu M3nbannTtesen aupekrop, npeactasisgsail ,CTHHI™ All, cne ceganunie u ajgpec Ha
ynpasienue: rp. Pasrpaz, 6yn.”brnrapus” Ned8, 610k Burowa 1, 8x.I', etT.4, an.37, Bnncaso
B Toproeekus peructbp rpu Arenmus no snucsanuaTa ¢ EMK:116584586,
anpec 3a xopecnionneHuus : rp.Copus 1592 , 6yn.” Acen Hopnanos”Ne6 Ten 02 970 31 ;daxc
02970 33 01, y4aCTHHK B HpolLieqypa 3a Bb3jNaraHe Ha OOIIEeCTBEHA IIOpBYKa C
MpeaMeT : '

»“locmaska na nekapcmeenu NPOOYKmu, omnyckanu no peoa Ha Hapeooa 34 3a peda 3a
3annawarne om penyoIuUKAHCKUA G100 cem 3a 1edeHuemo Ha Ob12apCKu Zpaxcoan 3a
3a601A6AHUA U36BH 00X6AMA HA 3A0BANCUMETHOMO 30PABHO ocuzypasane /00u. /B, op.
95 om 29.11.20052./, 3a reuernue Ha nayuenmu coc CIIHH, mybepKyno3a, ncuxuyHu u
y nogedeHuecKu pascmporicmed, ObaxiCawu ce Ha ynompeda Ha ONUOUOU, CHHOPOM HA
‘ 3agucumocm 3a 2015 2.“

OBOCOBEHA IO3HI[HA Ne 16: ,,JOCTABKA HA EFAVIRENZ

AEKJTAPHUPAM, ye:

Jlexapcrenus npogykr STOCRIN tablets 200 mg x 90, npeaMer Ha HacToslIaTa
opepra € BrmoueH B Ilpunoxenue 3 Ha IIO3MTHBHMS JIEKAPCTBEH CIIMCHK, aKTYaJleH KbM
HaTaTa Ha OTBapsHe Ha oepTuTe .

JATA:29.12.2014 1.

Anexcauasp 'eoprues 3npa§ﬁ03

UsnbnuuteneH Jlupekropii” - i,
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JEKJIAPATIMA

Tonynoanucanuat  Ajexcanabp [eoprues 3apaskos, EI'H: 6709235105,
TIpUTeXaBall JHYHa Kapra Ne 642321854 uznanena or MBP- rp Pasrpan, ma  21.04.2011r.,
agpec: rp. Pasrpan, Oyn. bearapus Ne48, 610k Butoina 1, Bx. I, e1.4, an.37, B KauyecTBOTO
ci Mambanuteaen ppexTop, npencrapissam ,CTHHI™ AJl, csc cenanvme ¥ anpec Ha
ympasienue: rp. Pasrpan, 6yn.”buarapus” Ned8, 6nok Butowa 1, Bx.I, et.4, an.37, BIUCAHO
B THProBeKust pErHCTHP IPH ATCHIHS MO BIMCBAHUSATA C EWK:116584586,
azpec 3a kopecrionenums : rp.Codust 1592, 6yn.”Acen Mopnanos”Ne6 Tex 02 970 31 ;paxc
02970 33 01, y4aCTHHK B Ipoueaypa 3a Bb3Jarane Ha ofOLecTBeHa NopbyKa ¢
npeaMer :

»» “Jlocmaska Ha nekapcmeenu HPOOYKmMu, OMnycKanu no peda na Hapedba 34 3a peoa 3a
3anaaujane om penybRuKaHCKuA Gro0dcem 3a NeHeHuemo Ha OvnzapcKu 2paxcoan 3a
3a601A6AHUA U3ELH 06X6aMA HA 3A0BANHCUMETHOMO 30PABHO OCUZYPABAHE /o6n. /B, op.
95 om 29.11.20052./, 3a nevernue na nayuenmu cvc CITHH, mybepkynosa, ncuxudnu u
noseedenuecku pascmpoiicmea, ObaNCaAULN ce Ha ynompeba na OHUOUOU, CUHOPOM HA

' sasucumocm 3a 2015 2.“

OBOCOFEHA ITO3HILIHA Ne 16: ,,JOCTABKA HA EFAVIRENZ*

NEKJTAPHUPAM,ye:

Jlexapctenns npoiaykT STOCRIN tablets 200 mg x 90, npenmer Ha HacTosAM[ATa
odepra . me Gbje HOCTABSH C CPOK Ha TOAHOCT HE MO MalbK OT 60 % ot obGsBeHus OT
IIPOU3BOAMTENS KbM JaTara Ha BCAKa 0CTaBKa.

JIATA: 29.12.2014 . T
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OBPA3EI[ o 11
IIEHOBO NPEUIOKEHUE

3A YYACTHE B OTKPUTA IIPOLIEIYPA 3A Bb3JIATAHE HA OBIHECTBEHA
IIOPBYKA C IIPEAMET:

Uocmasxa na nexapcmeenu npodykmu, omnycrkanu no peda na Hapedba 34 3a peoa 3a
3aniawiane om penybnukanckua Giodxwcem 3a newenuemo Ha bvazapcku zpaxcoanu 3a
3abonasanun uzevn obxsama na 3a0vaMHcUMenHOmO 30pasHo ocuzypaeane /o6n. /B, 6p.
95 om 29.11.2005z2./, 3a nevenue Ha nayuenmu cvc CIIHH, my6epxynosa, ncuxuunu u
hoéedenuecku pazcmpoiicmea, ovICamU ce Ha ynompeba na onuoudu, CUHOpOM Ha
3asucumocm za 2015 2.“, Obocobena nozuyua Nel6 c npeomem ,,Jlocmaexa na Efavirenz ”

H0: MAHUCTEPCTBO HA 3APABEOIIA3BAHETO
7 Canpec rp. Codus , . Crera Henena” NeS

Or: CTHHI AQ

C azpec: rp. Pasrpan, 6yn. Benrapus Ned8, 6ok Buromwa 1, 8x. T, e1.4, an.37,
Te.: 02 970 31, daxce: 02 970 33 01, e-mail: office.sofia@stingpharma.com
Byncrar / EUK: 116584586, ' :

Hara 1 MacTo Ha peructpanms no JJIC: 21.12.2006 r. rp. Codus ¢ naentuduxaunonen Ne
o 3J1/1C : BG116584586 : '

Paénnémarenﬂa CMETKa:
OaHKOB Ko.I: UNCRBGSF;
6aHKoBa cMeTka: IBAN: BG18UNCR?76301055308118 ;

OaHka: »YHUKPEAUTBYJIBAHK AL ;
rpag/knon/oduc: rp.Codus;

e _

YBAMKAEMH JAMH U TOCHOJIA,

Ciien 3ano3Hasane ¢ ycnoBuaTa Ha TOpBHKaTa, 3adBsABaME, Y€ XKETAEM [1a y4acTBaMe B
obsBeHata or Bac oTkpura MpONCAypa 3a Bb3jaraHe Ha OOLIECTBEHA MOPBUKA C OpeaMer:
“Uocmaska na nexapcmeenu RPoOyKmu, omnyckanu no peoa na Hapeoba 34 3a peda 3a
3annawane om penybnuxanckua 6i00xcem 3a nevenueno na Ovrzapcku zpasxcoanu 3a
3abonasanun uzevn obxeama Ha 3Q0BNAHCUMETHOMO 30PAGHO ocuzypaeane /o6n. /1B, 6p.
95 om 29.11.20052./, 3a neuenue na nayuenmu cvc CITHH, my6epkynosa, ncuxuunu u
nosedenuecku pazcmpoiicmea, Ovrcamu ce Ha ynompeba na onuoudu, cundpom na
asucumocm 3a 2015 2., Obocobena nosuyus Nel6 c npeomem ,,/Jocmasxa na Efavirenz ”
BbB Bpb3Ka ¢ K0eTo Bu npencrassMe namara odepTa, KaKTo cneaBa;
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EFAVIRENZ

St

/asecra n
110.43 132.51 JeTupuHagecet
0.006135 XMA. WeCTOTUH
0.007362 /cTo n pecer | /cto Tpupecer cegempeceT v
STOCRIN /Hyna usno nyna uano u U ABa /18. 1 ner ne. u
tablets 200 mg x | Hyna wecreaxo Tpu /Hyna usno Hyna Hyna uetupugectu | neraecet u Aesertpeceru -
90 ner ns./ cesieM Tpu wect ase ns./ TpY nB./ eaHa ct./ peecr./

214 675.92

Taka NpCIIOKEHATa IIEHA BKIIOYBA BCHUKH pa3xonu 3a H3OBJIHEHHE npeaMera Ha

MOPBYKATA.
Iocouenara nena e Qukcupana, He MOMIEKH Ha NpOMsHA 3a CpOKa Ha AeiCTBHE HA

AOTOBOpa, OCBEH B ciydauTe Ha wi. 43, am 2 or 30I1. B cayuvaii, ue IIpe3 BPEMETO Ha

ICHCTBHE Ha 0TOBOPA CTOHHOCTTA, KOATO CIE/BA A3 Ce 3aruiama ¢ nyOIaHYHU CpeicTBa Ha

JICKAPCTBEHH ITPOAYKTH OoT ITo3nTuBHUS JICKapCTBEH CHOHCBK - CTAHE TMO-HUCKA OT -

ACTOBOPEHaTa, BB3NIOKHTENIAT OE3yCIOBHO 3aMialna IeKapCTBEHHTE IPOLYKTH Ha NO-HUCKATA
lI€Ha, OT JaTara Ha BIM3aHE B CHJIA HAa KOHKPETHOTO pellleHHe HAa HalMOHANHHA CBEET IO

Ll€HA U peUMOYPCHPAHE Ha TEKaPCTBEHATE MPOIYKTH.
Ilpenmoxenute meHn ca ompeneneHM IpH TENHO CHOTBETCTBHE C yCIIOBHSITA OT
JOKYMEHTAIUSTa 110 POLeIyparTa.
3agpbkaBaMe ce, ako HauiaTta odepra 6bie npueTa, Aa H3TBLIHAM H , Ipe/iafieM
AOTOBOPEHHTE pabOTH, CBITIACHO CPOKOBETE H YCIIOBHATA, 3a7IErHANH B JIOTOBODA.

Ipu yciosue, e 6p1eM 136pami 3a H3NBIHATEN Ha OGLIECTBEHATA IIOPBYK
CbIJIACHH Jia NOANMIIEM M IPEACTABUM MNapHYHa/GaHKOBA TrapaHLHs 3a H3I'I’bJII%CHHC Ha

3aXbIDKCHUATA 10 IOTOBOPa B pazMep Ha 3 % 0T cToiHOCTTa My, Ge3 AOC.

Mara: 29.12.2014 r.

AJlexcasabp I“eopmel‘a“BL{_f)aBKois' e
DL Man: Ippe
i

4, HHe cMe



