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KOMWCKA HA EBPOMENCKUTE OBLYHOCTW

Bprokcemn, 20.11.2008
COM(2008) 764 oxoHuUaTeNeH

Toauuren noxuaan 3a 2007 roauna

OTHOCHO M3nbJHeHueTo Ha Perinament (EO) Ne 953/2003 na CbBera ot 26 Maii
2003 roquHa 3a npeI0TBPATsIBAaHEe HA THPrOBCKOTO OTKJIOHsAIBaHe KbM EBponeiickus

Cb103 HA HAKOH OCHOBHH JIEKAPCTBA
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ToBa € 4eTBbPTHUAT FOAMIIEH JTOKJIAJ, NPEABUIACH B CbOTBETCTBHE ¢ WieH 11 or Permament
(EO) Ne 953/2003", koiiTo mma 3a men aa MpeI0TBPATH MapajeHaTa ThProBUs C JIEKapCTBa C
HaMaJIeHW IICHW, TpeJHAa3HAYeHU 3a Hal-c1abo pa3BUTUTE cTpaHd. Hactosmuar mokian
oOxBara nepuofa ot 1 suyapu a0 31 nekemspu 2007 T.

1. MU CTOPUYECKH IPEIJIE]

IIpe3 2000 r. Ha Cpemjara Ha xungnonernero Ha OOH 6sxa ¢dopmynupanu Lleaure Ha
xmsiponeruero 3a pazsute (LIXP), enna ot kouto e 6opbdara cpenry XUB/CITMH, manapust
u apyru 6onectu. B otroBop Ha To3u anraxumeHnt Ha 20 centemBpu 2000 r. EBpomeiickara
KOMHCHS TpHe ISUIOCTHA PaMKa® 33 YCKOPEHH MEPKH CpElly TPHTE OCHOBHH OOIECTH —
XWB/CIINH, manapus u tybepkyinosa (Tb). Pa3zpaborena Geme Ilporpama 3a npelicTBue
(TI/1)’, mocouBaria KOHKPETHHTE MEPKH, KOMTO TpsiOBa na ce mpeampuemar. CerarmHoTo
ChCTOSIHWE Ha H3IIBJIHEHHETO Ha Ta3u Nporpama Oelle omnucaHo BbB BTopus noknman 3a
HanpeabKka', myOnukyBan Ha 26 oxtomBpu 2004 r. Brocmexctsue, Ha 27 ampma 2005 .,
Komucusra npue EBporneiicka nporpama 3a neiictsue 3a 6op6a cpemy XMB/CITNUH, manapus
u TyOepkyno3a upe3 BpHIIHM AeiiHOoCTH (COM(2005)179), oTHacsma ce 3a nepuoaa ot 2007
mo 2011 r.

CHa0psiBaHeTO Ha O€THUTE U Pa3BUBALUTE CE CTPAHU C JIEKApCTBA HA YCTOMYMBU HUCKU LIEHU
€ eaHa OT OCHOBHHTE IlelNM Ha OopOaTa cpemry Te3d 3HauuMH OosecTd. 3a na Objae
MOCTUTHATa Ta3u I1es, EBpomeilickaTa KOMHUCHS TIOCTOSHHO NpenopbyBa IMOJIMTUKA Ha
»AUQepeHupano eHooOpa3yBaHe™ 3a JeKapcTBara, ChUeTaHO ChC CErMEHTAIMs Ha Iaszapa
MexXy Oorarute u OeHuTE cTpaHu. [IpeAMMCTBOTO Ha TakaBa IOJIMTHKA €, Ye ce€ HachpuaBaT
MPOM3BOJUTENIUTE Ja MpoJaBaT BBIPOCHUTE MEAMKAMEHTH B LEJIEBUTE CTpaHU Ha
MUHHMAJIHO Bb3MOXHaTa (,AudepeHuupana’) IeHa, BB3CTAHOBSBAWKH CBIIEBPEMEHHO
pPa3XoAUTe CU 32 HAYYHH M3CJICABAHUS U pa3BUTHE C TIO-BUCOKHUTE 1ieHU B pazButute (OMCP)
cTpanu. To3M MOIX0A MMa 3a IIeJl J1a HAChPYM YCTOWYMBOTO CHaOsBaHE W HENpeKbCHATaTa
JIOCTaBKa Ha >KMBOTOCHACSBAIIWTE JIeKapcTBa. 1O OCBEH TOBAa € MO-MajKO M3JI0XKEH Ha
OTPaHUYEHUATA, CPEIIAaHH B ,,IPOrPAMHTE 32 TAPTHHOPCTBO .

B Wiren 11 ot Permament (EO) Ne 953/2003 ce mpensuxna: ,, (1) Komucusma nabmooasa exice200no
obemume Ha uzHOCa HA NPOOYKmMu ¢ Oupepenyupanu yenu, uzbpoenu 6 npunodicenue I u usnacanu 6
cmpanume, onpeodenenu 6 uien 1 b3 0CHOBA HA UHDOPpMaYUs, RPEOOCMABeHd i OM NPOU3BOOUMENUMe
Ha JexapcmeeHu cpedocmea u usHocumenume. 3a masu yen Komucusma uzoaea cmamoapmen
Gopmynsap. Ilpouszsooumenume u uznocumenume mpabea oa npedcmasam na Komucusma mesu
omyemu 3a npooaANCcOU ex’ce200HO 3a 6CeKU NPOOYKM C OUepeHYyuUpana yend, Kamo ce Obpicu CMemKd
3a nosepumenHus UM xapakmep.

(2) Komucuama nepuoduuno oOoxiadsa na Cwveema 3a obemume HA NPOOYKMUmMe, USHACAHU NO
ouepenyupany yenu, GKIIOYUMENTHO 3 obeMume, U3HACIHU 6 PAMKUME HA CHOPA3ZYMEHUEmO 3d
RApMHLOPCMBO MeNHCAY NPOU3BOOUMENs U NPAGUMELCINEOMO HA CIMPAHAMA NO MeCmoHAasHavyeHue. B
0oknaoa ce pazenexcoa odxXeamvm HA cmpanume u bolecmume u odwume Kpumepuy 3a npuiazate Ha
ynen 3.

Yckopenn Mepku 3a 6opba cpenly TIJIaBHHTE 3apa3HH OOJIECTH B KOHTEKCTa HAa HaMalsIBaHE Ha
6emnoctTa, COM(2000)585.

IIporpama 3a neiictBue: AxtuBusupane Ha 6opdara cpeury HIV/CITMH, manapusta u TyOepKyio3ara B
KOHTEKCTa Ha HamassiBaHe Ha OeqHocTra COM(2001)96. Aktyanusupane Ha [Iporpamara 3a neiicTBue
Ha EK: AxrtuBusupane Ha GopOara cpeury HIV/CIIMH, manapusita n TyOepkysio3ara B KOHTEKCTa Ha
HamasiBaHe Ha OenHocTTa. HepemeHn BBIPOCH 1O TMOJUTHKATa M OBJCHIM NpPEAN3BUKATEICTBA
COM(2003)93.

Bropu mokman 3a Hampenpka mo IIporpamara 3a neiictBue Ha EK: AxtuBm3upane Ha 6opOaTa cpenty
HIV/CIINH, manapusita u TyOepKyo3aTa B KOHTEKCTa Ha HaMansaBaHe Ha 6eqHoctTa SEC(2004)1326.
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B momormn Ha cTemeHyBaHOTO IIeHOOOpa3zyBaHe Osixa Ch3IaJCHU CHCHU(PUYHHA TapaHIUU 32
IIPEIOTBPATABAHE HA OTKJIOHsBaHETO Ha jekapcrsa. IIpe3 mait 2003 r. EC npue Pernament
(EO) Ne 953/2003 ma CebBera 3a TpenOTBpaTsSBaHE Ha THPTOBCKOTO OTKJIOHSBAaHE KBbM
EBpoIeiicKns ChI03 HA HAKOU OCHOBHH JIEKApCTBa’ (IO-HATATHK HAPUUAH ,,PErIaAMEHTa").

2. JOKJaAT HA KOMUCHUSATA B CbOTBETCTBUE C PEIJIAMEHT (EO) Ne 953/2003

Hacrosimusat goknan odxBaia nepuoaa ot 1 suyapu a0 31 nexkemBpu 2007 1. I[Ipe3 oTueTHus
TepUOJI HE ca OWJIM PErUCTPUPAHU HOBU MPOTYKTH.
JlokIagbT ChABPIKA CleHaTa HHPOpMAIHS:

— o0emu, W3HEeCEHH 1O Au(epeHIUpaHd LEHH 3a BCEKH MPOAYKT, PErHCTPHUpaH B
NpUIIOKEHHE | KbM periiaMeHTa;

— MIOAPETHOHH, BH3IOJI3BAIIM CE OT TO3U U3HOC Ha TudepeHIIUpaHy 1IEHH;
— 0oJecTH, TeKyBaHH C BHIIPOCHUTE MPOTYKTH;

— OIlCHKAa HAa W3OBIHEHWETO Ha GOPMYJIUTE 3a II€EHO0Opa3yBaHE B WIEH 3 OT
periaMeHTa 1Mo OTHOIICHUE Ha BCEKU OT BBIIPOCHHUTE POy KTH.

Hacrosmusat nokiaj ce OCHOBaBa IJIaBHO HAa MH(OpPMaLUATa, NOIy4deHAa OT 3asBUTENS B
cboTBeTcTBUE ¢ uieH 11, maparpag 1 or pernmamenta. Kowmmcusra cmas3Ba
KOH(HUIESHIIMATHOCTTa HA JAaHHUTE, MPEJOCTAaBECHH OT 3asABUTEIUTE, KaTO HUTO TapaHTHpA,
HUTO MOCTAaBs NOJ] BBIIPOC TAXHATa TOUHOCT.

3a na Obae mmpokara OOIIECTBEHOCT OCBEAOMSIBAaHA 32 BCHUUKU MPOAYKTH, PETUCTPUPAHU B
CbOTBETCTBUE C  Permamenra, cneuu@uYHUTE  XapaKTEPUCTUKU, CTPaHUTE IO
MECTOHAa3HaueHHE U JPYTU BakHU 1oapoOHocTH, Komucusita cp3gane yeOcailT, KbIETO Ta3u
MH(pOpMaLUs NOCTOSHHO C€ aKTyaJIU3Hpa:

— http://trade-info.cec.eu.int/cgi-bin/antitradediversion/index.pl

Ha cpimms yeOcaiiT ce npeiara v moMoIl Ha IPOU3BOIUTEIINTE, KOUTO UCKAT JIa PETHCTPHPAT
HOB IIPOAYKT.

3. PErMCTPUPAHM TPOAYKTH

[IponykTture, u3dbpoeHu mo-moiy, Osixa peructpupanu mpe3 2004 r. or GlaxoSmithKline
(GSK), Brentford (O6ennHeHOTO KpaJICTBO).

HAHUMEHOBAHHE HA IEHOBH OBXBAT IIPEJJVIOJKEHA IIEHA
ITPOJOYKTA oHcre
EPIVIR 150 mg x 60 121,81 USD — 395,78 5,70 USD

USD

OB L 135, 3.6.2003r., ctp. 5—11. Permamentr, mocnmemHo akrtyammsupaH ¢ Permament (EO)
Ne 1662/2005 ra Komucusita ot 11 okromepu 2005 1. (OB L 267, 12.10.2005 1., ctp. 19—21).
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COMBIVIR 300/150 mgx 60 177,49 USD — 767,59 19,50 USD
USD

EPIVIR pa3tBop 3a opaano 33,32 USD — 71,73 USD 6,73 USD
npuio:xkenue 10mg/ml — 240

ml

RETROVIR 100 mg x 100 104,07 USD — 219,42 15,77 USD

USD

RETROVIR 300 mg x 60 125,15 USD — 295,42 17,40 USD
USD

RETROVIR 250 mg x 40 83,84 USD — 205,16 13,27 USD
USD

TRIZIVIR 750 mg x 60 539,09 USD — 887,97 102,00° USD
USD

ZIAGEN 300 mg x 60 152,64 USD — 411,42 72,90’ USD
USD

RETROVIR pa3stBop 3a 17,85 USD — 73,83 USD 7,10 USD

opaJyiHo mpuJio:kenue 10
mg/ml — 200 ml

SHAudepeHmpanuTe* 1eHn B AsSCHAaTa KOJOHA ca IIUTHpAHUTE B 3asBieHHeTO. JlekapcTBaTta
Morat aa 6’I)I[aT 3aKYIICHU OT 3ad4BHUTCJIA HAa TC3W LICHHU BHB BCCKH KCJIAH 06€M, Ipu yCJI0BUC
ye ca MpelHa3HAYeHU 3a €JHa OT LEeJeBUTEe CTpaHu, u30poeHn B mpuioxkeHue Il kbpMm
pernamenTa. ChIrilacHO perjiaMeHTa He MOXKE Ja Ce€ MpaBU pa3iuKa MEXKIY KylmyBauuTe —
MyOJUYHU WM YaCTHU — Ha MPOJYKTUTE NMPHU Te3U LEHU B M30poeHuTe cTpaHu. TpsOBa
obade 1ma ce oTOENEkKH, Ye Te3H LIEHU ca MOKa3aTeNHU. J[elCTBUTETHUTE TIPOAAKHU IICHH HE
ca cpoOmaBanu, Thid kKato ¢ wieH 11, maparpad 1 or Permamenrta He ce BB3Iara TakoBa
3aIbIDKEHUE Ha 3asBuTenuTe. ETO 3a1o He MoXe /a ce M3KIII0YH, Y€ B HAKOW CIIy4ad MOXKE
Ja Ce JOrOBapsT (M HAUCTHHA ca GHIIM JOTOBAPSIHMU) I0-HUCKHU LICHH 3a IPOLYKTHTE .

TpsabBa chio aa ce oTOenexu, 4e JaeHuTe B ropHaTa Tabnuma ieHosu ooxsaru 3a OMCP ca
ChOOIIIEHUTE OT TPOM3BOAUTENSI B MOMEHTa Ha TIOJaBaHE Ha  3asBJICHHUETO.
AKTyanu3anusi Ha Te3W IIEHOBH OOXBaTH MOXKE Ja ce Hamepu B mpuiioxenue | 3aemHo c
obemuTe Ha TpojakOa HA BCEKH OT MPOMYKTUTE, PETHUCTPUPAHU 10 H3WCKBAHMITA Ha
Permamenra.

B crobmenue 3a npecara, nzganeHo Ha 30 maii 2006 ., GlaxoSmithKline o0siBu HamaeHIe Ha CBOSTA
[leHa Ha HecTomaHCKa ocHoBa 3a Trizivir 750 mg x 60 ¢ 31 % (ot 102,00 USD =a 70,00 USD).
[Tocouenata B TabiauuaTa IieHAa OTrOBaps Ha II€HATa, MPEAOCTABeHa OT 3asBUTEIsI B MOMEHTAa Ha
M0/J]aBaHe Ha 3asIBJICHUETO.

B cwo0rienue 3a npecara, uzganeHo Ha 30 maii 2006 r., GlaxoSmithKline 00siBu HamayieHHE Ha CBOSITA
[[CHa Ha HeCTomaHcka ocHoBa 3a Ziagen 300 mg x 60 by 28 % (ot 72,90 USD na 52,29 USD).
[Mocouenata B TabnwiaTa IeHAa OTroBaps Ha IeHATa, MPENIOCTaBEHA OT 3asBUTEIs B MOMCHTa Ha
MMOJIaBaHE Ha 3asBJICHUCTO.

UuratenuTe, HHTEPECYBAIU OT HH(MOpMAIIHS 33 ASHCTBUTEITHATE MPOJAKHU [ICHHU, MOTAT Ja T HAMEPAT
Ha yebcaiita Ha ['mobaxaus ¢porp 3a 6opda cpenry CITMH, Th u manapus:
http://www.theglobalfund.org/en/funds_raised/price_reporting/default.asp
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IIpe3 oryerHus nepuon Ha Komucusta He € OMIIO TOKJIAABAHO 3a OIMTU Ja ObJAT HEJIETaIHO
PEUMIIOPTUPAHU MPOAYKTH C JIU(EpEeHIMpaHU ILI€HHW, PETUCTPUPAHU B CHOTBETCTBHE C
M3HMCKBaHUATA HA PETJIaMEHTA.

Twit karo XVB/CIINH, manapusara u TybepKyio3ara ca XpOHUYHH O0JIECTH, MPOJaKOUTe Ha
JexapcTBa TpsiOBa ga ca ycroiuumBu. Komucusara € yBeoMeHa, e MOBEYETO MPOAAXKOM ca
4acT OT IBJITOCPOYHM CHOpasyMeHMs C KymyBauuTe. B Komucusta He ca nocrenwim
CBEJCHHMS 32 H3HOC TIO CIIeU(UIHH ,,CTTOPAa3yMEHHS 32 TapPTHHOPCTBO .

4. CTPAHM IO MECTOHA3HAYEHUE

[Ipe3 oTueTHUs mepuod MPOAYKTH ¢ AUQPEPEHIMpPaHU IIEHU ca OmiM goctaBeHH Ha 18 ot
cTpaHuTe, mocoyeHu B mpuiokenue Il kem Permamenta. Tesm crtpanu ca: ApmeHus,
borcyana, bypkuna ®aco, Kambomxka, Jlemokpatnuna peny6Onuka Konro, I'ana, I'Bunes,
Xautn, Kenusi, Manasu, Hukaparya, Hurepus, Pyanna, lOxna Adpuka, Cynan, Yranaa,
3ambus u 3umbaoBe. [To-MankusaT Opoit Ha cTpanuTe Mo MectoHazHadeHue (34 mpe3 2006 r.)
MOXe J1a ce 00sicHu ¢ (pakTa, 4ye cera MPOU3BOTUTENAT MOAMKUCBA JOOPOBOJIHU JTUIECH3UU C
MPOU3BOUTENINTE HA TEHEPUYHH JIEKAPCTBEHU NPOAYyKTH B Adpuka. [lo Te3u nuieH3uu cera
Ce JIOCTaBAT MOYTH JBa IMbTU TOBEYE OpONKH OT TEXHHTE BEPCHUU HAa AHTUPETPOBUPYCHU
MEJIMKaMEHTH, OTKOJIKOTO OT OPUTHHAIHUS MPOU3BOAUTEN. TOoBa 0BeE 1O HamMalsiBaHE Ha
Oposi Ha cTpaHuTe, cHaOJsBaHW IbPBOHAYAIHO, TbhH Karo cera Te KyMmyBaT oOT
MIPOU3BOIUTENINTE HA TEHEPUYHU JIEKAPCTBEHU MPOAYKTH B AdpHKa.

C m3kimouenne Ha Apmenus, Kam6omka, Xantu n Hukaparya BcHuku BBIIPOCHU CTPaHU ca B
Adpuxka Ha ror ot Caxapa, KbJeTO UMa Haii-mMHoro ciydan Ha XV B/CITHH.

Kakro Oeme mocoueHno B mokiaga 3a 2006 r., moknaaBaHu ca o0eMu Ha mpopaxoOuTte 3a 8§
NoJIpeTuoHa, Kakro cieasa: EBpona u LlenTpanna Asus, M3rouna Asusg m TuxookeaHCKus
Oaceitn, FOxna Aswms, Jlatmncka Awmepuka m Kapubute, 3amamna Adpuka, llentpanna
Adpuka, U3rouna Adpuxa u FOxna Adpuxka.

[TonpoOHM nmaHHW 3a 00eMHUTE Ha HM3HOC 32 BCEKH IOJPETMOH MOXE Ja Ce HaMepsT B
HpI/IHO)KCHI/Ie 2 KBbM HACTOSAIIUA TOKJIAId.

s. OBXBAHATH BOJIECTH

XWB/CIINH, wmanapusita u TyOepKyjo3ara ce cMATaT OOWMKHOBEHO 3a Hal-TEeXKKUTE
3/IpaBOCIIOBHH MPOOJIEeMH Ha pa3BUBAILUTE C€ CTPAaHH U OCHOBHA IPEUYKa 3a Pa3BUTHETO WM.
Eto 3amo mnomutukata mo pasButuero Ha EK, BKIIOYHTEIIHO pETIaMEHTHT, MOCTaBs
CHeIMaIHO yJapeHHe BBpXy Te3u Tpu Oonectu. Karo ce mma mpenBupi, 4ye CIOUCHKBT Ha
pETHCTPUpPAHUTE TPOIYKTH OcTaHa HempoMeHeH mpe3 2007 r., oOXBaHATUTE B HACTOSIIHS
JIOKJaj OOJIECTH OCTaBaT CBIIUTE, T.€. JeucHue camo Ha XM B/CITMH.

Nma obaue cbC CUTYpHOCT HSKOM MEJUKAaMEHTH 3a JICUYCHHE Ha Majlapus U TyOepKylio3a,
KOHUTO OMXa ce BB3IMOJI3BAIIM OT PErUCTpalysl 0 U3MCKBAaHUATA HA periaMeHTa. JlekapcrBaTta
3a JIeYeHHE Ha OMOPTIOHUCTHYHU HH(pekunu, cBbp3anu ¢ XMB/CIINUH, ca cpio nomyctumu u
MOJIXOASAIM 32 00XBalllaHE IO M3MCKBAaHUATA HA pEerjaMeHTa, HO J0cera He ca MOCTHIIBAJIM
3asBJICHUSA 3a TAX.
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6. IIPUJIATAHE HA ®OPMYJIUTE 3A IIEHOOBPA3YBAHE

Jlo TO3M MOMEHT MpuiIaraHeTo Ha (GOpMyIUTE 3a LIeHOOOpa3yBaHE, TOCOYEHU B WIIEH 3 OT
PeriameHnTa, He € CH3JAI0 MPAKTUICCKH TIPOOJIEM. 3asBUTEIIAT HE € CMETHAJ 32 HEOOXOAMMO
na npuberHe 10 yCIyruTe Ha HE3aBUCUM OIHUTOD, 3a Ja 3allUTH KOHGUACHIIMATHU OU3HEC
JTaHHW (BB3MOXKHOCT, pa3pelieHa ¢ wicH 4, maparpad 2, MoATodka ii) OT perjiaMmeHrta). 3a
BCHYKHUTE JIEBET MPOJIYKTa CE€ € OKa3alo JOCTaThYHO Ja Ce JIOKaxe, ye MpeiokKeHara 1eHa
(t.e. ,,qupepennupanata’ meHa) € mo-HUCKa ot 25 % OoT Hali-HHCKaTa KaTaJIoKHA IIeHa 3a
OUCP. Kakro nudepeHuupanaTa 1eHa, Taka u karajgoxuute neHu 3a OUCP, ce obsBsBat
Iy OJIMYHO.
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7. OIIEHKA HA BB3JIEUICTBUETO HA PETJIAMEHTA BbB BPEMETO

[Tocouyenara mo-mony Tabnuia JaBa U3BeCTHA MH(GOPMALMA 32 TEHACHLUUTE B MpoJaxouTe
10 PETUCTPUPAH MPOAYKT B CBOTBETCTBHUE C pErJIaMEeHTa Mpe3 MOCIETHUTE TPU TOJTUHHU:

Mpoaykt/eanHuua 2005r. 2006 . 2007 r. :)2603(;167'2(3037)/0
Trizivir 750 mg x 60 3119 4 903 17 102 249 %
Retrovir 300 mg x 60 102 236 48 410 118 725 145 %
Retrovir pastBop 3a oparnHo

npunoxenune 10 mg 365 938 119 807 272 063 127 %
Epivir 150 mg x 60 1274711 975250 | 1125986 15 %
Retrovir 250 mg x 40 905 585 643 10 %
EPIVIR pa3TBop 3a opanHo

npunoxenne 10mg/ml 240 mi 173 673 406 287 155 523 -62 %
Combivir 300/150 mg x 60 691 466 397 450 153 793 -61 %
Retrovir 100 mg x 100 95 109 132 176 92 467 -30 %
Ziagen 300 mg x 60 33 924 40 208 35 884 -11%
Oo6wo 2741081 | 2125076 | 1972186 -7 %

Ot Bcuuku peructpupanu npoaykru Irizivir 750 mg x 60, Retrovir 300 mg x 60 nu Retrovir
paszmeop 3a opanno npunodxcenue 10 mg otdens3axa Hal-rojeMu yBeIMYEHHUS B O0OEMMTE,
MpoJaicHu Ha AUQEpEeHIIUPaHn 1IeHH, ChOTBETHO ¢ 249 %, 145 % u 127 %. JIBa mpoaykra,
Epivir 150 mg x 60 u Retrovir 250 mg x 40, ordenszaxa MaJKo YBEITUYCHUE; TIOKATO JIPYTUTE
yetupu B Tabmunara, EPIVIR pasmeop 3a opanno npunodicenue 10 mg/ml 240 ml, Combivir
300/150 mg x 60, Retrovir 100 mg x 100 n Ziagen 300 mg x 60, orOens3axa CpaBHUTEITHO
TOJIEMH CIIaJ0Be B poaaaeHnTe ooemu. O01mo npogaxxouTe Hamamsixa cbe 7 %.

Tosu mombiHAUTENeH craz mpe3 2007 1.’ Gele 09akBaH K OTHOBO CE ABJDKH MPEIH BCHUKO HA
TOBa, Y€ IIOBCUC TMOTPEOUTEIIH Kynyeam aHTUPETPOBHUPYCHH MEAWKAMEHTH OT JAPYTH
MIPOU3BOUTENHU, U TIO-CIICIIUATHO OT MPOU3BOJUTENHN HA TEHEPUYHU JICKAPCTBEHH MPOIYKTH.
Kakto Oemre mocoueHo B mmHamoromummHus gokian, GlaxoSmithKline (GSK) e gan
JOOPOBOJIHM JIMIIEH3UH HAa OCEM IMPOU3BOJUTENM HA TEHEPHUYHHU JICKAPCTBEHU MPOAYKTH 32
MPOM3BOJICTBOTO M JIOCTaBKAaTa Ha aHTUPETpOBHUpYcHH MenukameHTH (Retrovir, Epivir u
Combivir — BCHYKH W3MOJ3BAHU TJIABHO 32 HAYAJIHO JICYEHUE) KAaKTO OT MyOIMYHUs, Taka U
OT YaCTHHUS CEKTOp B cTpaHuTe Ha for orT Caxapa. Ta3u TeHACHIUS Ce MPUBETCTBA, Thil KATO
TS YBEIWYaBa HAJIMYMETO HA AHTUPETPOBUPYCHHM MEIUKAMEHTH Ha TpHUEMIIMBA II€HA 3a
MOTPEONTETUTe B pa3BHBAIIMTE C€ CTPAaHM M TIOMara Ja ce TOJIbpPKAT YCTOWYHUBU
nocraBkure. [Ipe3 2007 r. mputexaTenuTe Ha JHUIEH3UH J0ocTaBuxa 183 MunnoHa TabineTku
Ha cBoute Bepcum Ha Epivir m Combivir, a GSK e mocraBun 85 MminoHa TaOJIETKH, WIN
00110 268 munrona tabnerku mpe3 2007 r., B cpaBHeHue ¢ o010 206 munuonHa mnpe3 2006 r.
TpsiOBa criemoBaTEIHO OIIE BEAHBXK JIa Ce MoauepTae, uye Karo IsUI0 JOCTBITBT 10 JIEKapCTBa
Ha TpedepeHIaTHu [IEHH Ce € YBETUYHI 3HAYUTEITHO.

IIpe3s depyapu 2008 r. GSK 00siBM 3HAaYUTETHH HOBH HAMaJCHHsS Ha I[ICHHTE 3a CBOWTE
AHTHPETPOBUPYCHH MEIUKAMEHTH, TpejiaraHi Ha HECTOMAaHCKa OCHOBA; IO TO3W HAYHWH MOXE Ja ce
OuYaKkBa yBeIHUYCHHE Ha oOemuTte Ha npomaxonte mpe3 2008 T.
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NPUJTIOKXEHMHE 1: JIAHHU 3A OBGEMUTE JIEKAPCTBA, IIPOJAJIEHHU ITPE3 2007 T.

EPIVIR pa3tBop 3a opanno npuioxkenue 10mg/ml — 240 ml  IToaperuon Iponanenu odoemu
(equumun) ot 1
Jara na onoopsBane: 19 anpua 2004 r. simyapu 2007 r. o 31

nexemspu 2007 r.

[Mporus 3abonsBane: X1B nHdpekuns Espona un Ilentpanna 72
Azus

AKTHBHA ChCTABKA: JIAMUBY/IH
Jlatuncka Awmepuka u 2016
Kapubure
Wzrouna A¢puka 137 968
IOxna Adpuka 15467

IIpenno:xkena nena (3a equHuna): 6,73 USD
O0m Opoit mpoganenu 155 523
OMAKOBKH

Haii-Bucoka kartanoxHna nexa 3a OMCP: 86,11 USD MeceuHo 12 960

Haii-uncka katanoxHa neda 3a OMCP: 41,16 USD

[pedepennmanna/maii-Bucoka karamoxkHa nena 3a OUCP: 7,82
%

[Mpedepennmanna/Haii-uucka karanoxsa 1eHa 3a OMCP: 16,35
%

B Ta3u u B crenpanmTe TabIULM ,,eJMHULNN Ca OIIAKOBKH, B KOUTO € ONAaKOBAaH ChOTBETHHST MPOJIYKT.
Hanpumep ,,enunanna™ EPIVIR pasrBop 3a opanno npunoxkenne 10mg/ml — 240 ml e exna OyTuika ot
240 ml. Egna egmauma ot EPIVIR 150 mg x 60 (Bx. cinenBamiata TabnWia) € e€JHAa OIAKOBKa,
cpabppxama 60 Tabiern.
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EPIVIR 150 mg x 60 Ionpernon Iponanenn o6emu
(emununm) ot 1
Jarta Ha ono0psBane: 19 anpu 2004 r. simyapu 2007 r. 10 31

nexemBpu 2007 r.

[poTus 3abonsaBane: XNB nHpeknms Espona u Ilenrpanna 23
A3zus

AKTHBHA ChCTABKA: JIAMUBY/IMH
Jlatuncka Awmepuka u 180
Kapubure
Wzrouna A¢puka 93 649
IOxna Adpuka 1032134

IIpenno:xkena nena (3a eqununa): 5,70 USD
OO0 Opoii npoaageHu 1125986
OMAKOBKH

Haii-Bucoxka karanoxHa nena 3a OMCP: 427,09 USD Meceuno 93 832

Haii-uncka xatanoxna neda 3a OUCP: 153,38 USD

[Ipedepennmanna/naii-Bucoka KaTtamoxxHa weHa 3a OUCP:
1,33 %

IIpedepeninanya/nai-aucka karanokHa 1iena 3a  OMCP:
3,72 %
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COMBIVIR 300/150 mg x 60

Jarta Ha ono6psiBane: 19 ampui 2004 r.

[Tpotus 3abomnsBane: X1B nHpekuns

AKTHBHA ChCTaBKa: IJAMUBYAHH + 3UIOBYINH

IIpennoxkena nena (3a eqununa): 19,50 USD

Haii-Bucoxka karanmoxna nena 3a OMCP: 834,82 USD

Haii-uucka xatanoxHa neda 3a OMCP: 315,73 USD

[Mpedepennmnanna/Haii-Bucoka karanokHa IneHa 3a OHCP:

2,34 %

IIpedepennnanya/nai-aucka Karanokaa 1era 3a OMCP:

6,18 %

11

Hoaperuon

Epona u Ilentpanna
A3sus

Jlatuncka Amepuka u
Kapubure

3amagaa Adprka
Hentpanna Adpuka
Wzrouna Adpuxa

HOxHa Adpuka

OO0 Opoii nponajgeHu
OMAKOBKH

Meceuno

Iponanenu od6emu
(eauHUIIN)

ot 1 sanyapu 2007 r. no
31 nexemBpu 2007 r.

519

7100

11516
850
16 370

117 438

153 793

12 816
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RETROVIR 100 mg x 100

Jata Ha onoopsaiBane: 19 anpua 2004 r.

[Tpotus 3abonsBane: XNB unbexmms

AKTHBHA CbCTaBKa: 3UJI0BYINH

IIpenno:xkena nena (3a enununa): 15,77 USD

Haii-Bucoxka karanoxHa nena 3a OMCP: 257,15 USD

Haii-uncka katanoxna neda 3a OUCP: 106,01 USD

[Ipedepennmnanna/nai-Bucoka karanoxua 1ena 3a OWCP:

6,13 %

IIpedepennnanya/nai-aucka KatamokHa 1eHa 3a OUMCP:

14,88 %

12

Hoaperuon

Nztouna Adpuka

HOxHa Adpuka

OO0 Opoii npogageHn
ONAKOBKH

Meceuno

Hpoaanenn o6emu
(enmuuuu) ot 1 siHyapu
2007 r. 1o 31 nekeMBpHU

2007 r.

11354

81113

92 467

7706
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RETROVIR 300 mg x 60 Hoaperuon [ponanenu odemu
(eqununu) ot 1

Jarta Ha ono6psiBane: 19 ampui 2004 r. sanyapu 2007 r. xo 31
nexemspu 2007 r.

[poTus 3abonsaBane: XNB nHpeknms Espona u Ilentpanna 7
Azus

AKTHBHA ChCTaBKa: 3UIOBYIIH
Jlatuncka Awmepuka u 50
Kapubure
Uzrouna Adpuka 8 548
HOxnHa Adpuxa 110 120

I 1 17,4 D .

peaJiokeHa eHa (3a exmnuua): 17,40 US O 6poii npoxazeny 118 725

ONMAKOBKH

Haii-Bucoka karaoxHa 1iesa 3a OMCP: 395,54 USD Meceuno 9894

Haii-uncka xatanoxaa meda 3a OMCP: 221,56 USD

IIpedepennnanya/aai-Bucoka karaaoxna 1iena 3a OMCP:
4,40 %

[Mpedepennmanna/Haii-uucka katajgoxxHa nena 3a  ONCP:
7,85 %
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RETROVIR 250 mg x 40 Hoaperuon [ponanenu odemu
(eqununu) ot 1

Jarta Ha ono6psiBane: 19 ampui 2004 r. sinyapu 2007 r. o 31
nexemspu 2007 r.

ITpotus 3abonspane: XUB nudexuus HMsrouna Adprka u 450
TuxookeaHCKH OaceiH

AXTHBHA ChCTaBKa: SUOOBYAVH

HOxHa Adpuka 193
Ipenso:xena uena (3a exmauna): 13,27 USD

OO0 Opoii npogagenn 643

ONMAKOBKH

Meceqno 54

Haii-Bucoxa karanoxna nena 3a OMCP: 305,78 USD
Haii-uncka xatanoxusa meda 3a OMCP: 113,80 USD

[Mpedepenumanna/Haii-Bucoka karanoxkHa uneHa 3a OUCP:
4,34 %

[Mpedepennunanna/Haii-aucka kaTtajgoxxHa nena 3a ONCP:
11,66 %
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TRIZIVIR 750 mg x 60

Jarta Ha ono6psiBane: 19 ampui 2004 r.

[Tpotus 3abomnsBane: X1B nHdpekums

AxTrBHA chcTaBKa: abakaBup cyidar (300 mg) + maMUBYIHH
(150 mg) + 3ugoBynuH (300 mg)

IIpenno:xkena nena (3a enununa): 70,00 USD

Haii-Brucoxka xaranmoxHa nena 3a OMCP: 1 274,89 USD
Haii-uncka xatanoxHa neda 3a OUCP: 569,03 USD

[Mpedepennuanna/Hali-Bucoka kaTanoxxHa nena 3a OMCP:
5,49 %

[Ipedepennmanna/naii-aucka katamokHa 1eHa 3a OUWCP:
12,30 %

15

Moaperuon

3ananHa Adpuka

W3zrouna A¢puka

OxHna Adpuka

OO0 Opoii nponajgeHu
OMAKOBKH

Meceuno

Iponanenu od6emu
(eqununu) ot 1
simyapu 2007 r. go 31
nexemBpu 2007 r.

7337

5211

4554

17 102

1425
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ZIAGEN 300 mg x 60

Jarta Ha ono6psiBane: 20 centemBpu 2004 r.

[Tpotus 3abonsBane: X1B nHdpekuns

AKTHBHA ChCTaBKa: abakaBHUp cyidar

IIpenno:xkena nena (3a enuHuna): 52,29 USD

Haii-Brucoxka karanoxHa nesa 3a OUCP: 499,3 USD

Haii-uncka katanoxHa neda 3a OUCP: 266,8 USD

[Ipedepennnanna/nai-Bucoka karanoxsua 1eHa 3a OWCP:

10,47 %

IIpedepennnanya/nai-aucka KatamokHa 1eHa 3a OUMCP:

19,60 %

16

Hoaperuon

EBpormna
A3sus

u LlenTpanna

N3zrouna Adpuka u
Tuxookeancku OacerH

Jlatuacka AMepuka H
Kapubure

3amagna Adpuka
Llenrpanna Adpuka
N3rouna Adpuka

Oxna Adpuka

OO0 Opoii mpoaageHu
ONAKOBKH

MmecedHo

[ponanenu odemu
(eqununu) ot 1
sinyapu 2007 r. o 31
nexemspu 2007 r.

651
1200

1223
33
25792

6977

35 884

2990
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RETROVIR pa3teop 3a opajano npuioxenne 10 mg/ml —
200 ml

Jarta na ono6psiBane: 20 centemBpu 2004 r.

Ipotus 3abonsBane: XWB unpexms

AXTHBHA ChCTaBKa: S3UAOBYAUH

Ipenso:xena uena (3a exununa): 7,10 USD

Haii-Bucoxa karanoxna mena 3a OMCP: 88,39 USD
Cpenno npereriena 1ieHa 3a OMCP: 41,76 USD

[Mpedepennmnanna/Haii-Bucoka kaTtajgoxHa udena 3a OMCP:
8,03 %

ITpedepennmnanna/cpenno npereraena nexa 3a OVCP: 17 %

17

Hoapernon

EBpona u Llentpanna
Asus

Wzrouna Adpuka

Oxna Adpuka

OO0 Opoii npoaageHu
ONAKOBKH

Meceuno

Iponanenu od6emu
(emqununu) ot 1
simyapu 2007 r. go 31
nexemBpu 2007 r.

108

202 873

69 082

272 063

22 672
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IMPNJIOKEHME 2: OBEMHA HA TPOAYKTHU C JMOEPEHIIMPAHU IEHHU, TIPOJAJIEHH 1O
CYBPETMOHHM MEXKIY 1 AHYAPH 2007 1. 1 31 AEKEMBPH 2007 T.

Hoaperuonn IponykTn Exununum
EBpona u EPIVIR pa3TBOp 32 OpaJIHO NPUIIOKEHHE 72
Ientpanna Asus
EPIVIR 150 mg x 60 23
COMBIVIR 300/150 mg x 60 519
RETROVIR 300 mg x 60 7
RETROVIR pa3tBop 3a opajIHO IPUI0KEHUE 108
ZIAGEN 300 mg x 60 8
Uzrouna Appuxkam  RETROVIR 250 mg x40 450
TuxookeaHCKH
Gaceitn ZIAGEN 300 mg x 60 651
Jlatuncka Amepuka  EPIVIR Opan Cosntourss 2016
n Kapubure
EPIVIR 150 mg x 60 180
COMBIVIR 300/150 mg x 60 7 100
RETROVIR 300 mg x 60 50
ZIAGEN 300 mg x 60 1200
3ananHa Adpuka COMBIVIR 300/150 mg x 60 11516
TRIZIVIR 750 mg x 60 7337
ZIAGEN 300 mg x 60 1223
Lenrpanna Appuka COMBIVIR 300/150 mg x 60 850
ZIAGEN 300 mg x 60 33
Uzrouna Adpuka EPIVIR pa3TBop 32 opaiiHO MPUIOKEHUE 137 968
EPIVIR 150 mg x 60 93 649
COMBIVIR 300/150 mg x 60 16 370
RETROVIR 100 mg x 100 11354
RETROVIR 300 mg x 60 8 548
RETROVIR pa3tBop 3a OpaJiHO MPUIIOKECHHE 202 873
TRIZIVIR 750 mg x 60 5211
ZIAGEN 300 mg x 60 25792
HOxnHa Adpuxa EPIVIR pa3tBOp 32 opaiiHO MPUI0KEHUE 15 467

18
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EPIVIR 150 mg x 60
COMBIVIR 300/150 mg x 60
RETROVIR 100 mg x 100
RETROVIR 250mg x 40
RETROVIR 300 mg x 60
RETROVIR Opan ComromsH
TRIZIVIR 750 mg x 60

ZIAGEN 300 mg x 60

19

1032134

117 438

81113

193

110 120

69 082

4554

6977
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