IThasa 7

PEMMBYPCEH JIEKAPCTBEH ITA3AP
B BbJITAPUA

7.1. Pa3zxogu na H3OK 3a jekapcTBa M1 KOHCYMATHBH 32 J10-
MAIIHO JIeYeHHue

[TyOnuunuTe cpencTBa 3a peuMOypcanus Ha JIEKapCTBEHH TPOAYK-
TH 3a JOMAIIHO JICYCHHE ce 3amamar ot Oropkera Ha Hanuonannara
3npaBHOocUrypuTenHa kaca. [1pe3 2009 r. ca u3pazxonsanu 325,6 MilH.
nB., uiu 98,7% oT npeaBuieHnTe che 3akoHa 3a Oromkera Ha H30K 3a
2009 r. 330 man. aB. [Ipe3 2008 1. ca mu3mnarenu 295,5 MIIH. JB., KOETO
MTOKa3Ba YBEIMYEHHE Ha Pa3XOHTe 3a JIEKapCTBa M METUITMHCKH H31e-
nus 3a jomairHo jedenue ¢ 30,1 mua.aB. (10,19%). CpennomeceqrusT
pasxox mpe3 2009 r. e 27,1 MuIH.TIB.

Pa3sxonunTe 3a tekapcTBEHH MPOYKTH 32 JIOMAIITHO JICUEeHUE 3aeMat
BTOPO MSICTO CJIE]] Pa3X0JUTe 3a OOTHIMYHA TIOMOIIL B 00IIIaTa CTPYKTypa
Ha pazxoaute Ha H30K 3a 31paBHOOCUTYPUTEITHY TIIAIIAHUS.

CpencrtBara, U3pa3xoBaHH 3a JEKapCTBEHU MPOAYKTH U KOHCyMa-
TUBH, npecTaBisaBar 19,2% oT 00110 HanpaBeHNUTE Pa3XOAM 3a 3/1paB-
HU 1uiamanus npes 2009 r.

[Ipe3 03.2009 r. Oewre mpueTa Hapeada 3a yCIOBHATA U peja 3a 3a-
IJIAIIAHE HA JICKAPCTBEHUTE MPOIYKTH 3a AoMaliHo jJedyeHue ot H30K.
PaznuumsTra che ChIIECTBYBAIIUTE 10 MOMEHTa HOPMAaTUBHU JIOKYMEH-
TH ca CJIEIHUTE:

— TUIC ce npeBpbiiia 1 B peumOypceH crnuchbK. CremoBarern-
Ho Komucusta mo ITJIC ompenenss KakTo KOW JIEeKapCTBEHU
OPOJYKTH Ja ce BKJIIOYAT, TaKa U KaKBH Ille ObJaT HUBaTa Ha
peuMOypcanus, peepeHTHUTE EHH U CTOWHOCTTa Ha PEHM-
Oypcupasne ot crpana Ha H30K. CienoBarenHo goroBapsiHe-
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to Mexxay H30K u muctpubyropu ce nmpeycTaHoBsBa, Karo ce
3ara3Bar €AMHCTBEHO JOTOBOPHUTE OTHOLICHUS MEXIY arTe-
knute 1 crorBeTHOTO P3OK.

— IIpomensi ce HaUMHBT HA AUCTPHOYIUS, OTIYCKaHE W 3arlia-
[IaHe Ha HambBJIHO Oe3rmatHuTe TpoaykTH. lIpemaxBa ce
KOHCUTHAIIMOHHUAT TPUHIMIT Ha padoTa B alTEKUTE, KOUTO
OTHOBO HSMAT TIPaBO Ja HAYUCIIABAT 3aKOHOBHTE HAJIICHKU
U 1a dopmupar mevyanda. ANTEKATE 3aro4yBar Ja 3aKyIyBaT
MEIMKAaMEHTHUTE 3a CBOsI cMeTKa U Aa ru otuutar Ha P3OK u
CBHOTBETHO (DaKTypupaT ¢ MUHHMYM JBYMECEUEH IEepHO]] Ha
OTJIOKEHO IUIaIaHe.

B chuioro Bpeme IUCTpUOYTOPUTE M TPOU3BOJUTEIINTE HE OT-
MyCKart MoJI00CH KPEJAUTEH PEeCypC Ha alTeKUTe, 3alll0TO HE MOoJydYaBaT
HUKAKBU TapaHIMU 3a 3aIlIalllaHeTO Ha JICKAPCTBEHUTE MPOIYKTH OT
antekute. [1o TO31 HaYMH TUCTPUOYLIMATA U OTIYCKAHETO HA HAITBJIHO
Oe3IIaTHU MPOAYKTH Mpe3 BTopaTa nojioBuHa Ha 2009 T. 0sxa H3KITI0-
YUTETHO (PMHAHCOBO 3aTPyIHEHH, KaTO IIOBEYETO alITeKH HE MOoJITrucaxa
nmorosopu ¢ P3OK. ToBa nmpeau3Buka onpeeicH 1eGuIuT Ha >KHBOTO-
TIOJITbPIKAIIH JIEKAPCTBEHU NIPOJAYKTH M KOHIIEHTPAIUS Ha MAIUSHTHUTE
BBHB BEPUTUTE alTeKH, KOUTO yCIsABaxXa Ja Mojaydyar KPeJUTHH YCIOBUS
OT JJOCTaBYHIIA WK OT OAHKOBAaTa CHCTEMa.

OCHOBHHTE NIPUYUHU 32 NPEIU3BUKAHATA JIEKAPCTBEHA KPU3a ca
HEeaJIeKBaTHUTE pelleHus Ha pbkoBoaHuTe oprann Ha H30K u M3
1pe3 TO3W MEePUOJ], KOSTO MpeIn3BUKa (PUHAHCOBA HECHCTOATEIHOCT
Ha anTeYHHs Na3ap U 3akpuBaHe Ha 25% ot antekuTe B cTpanara. [1o
TO3W HAYUH OpOST HA Pa0OTEIIUTE PETUCTPUPAHU ANTEKH CE PEAYIIH-
pa ot 4000 mo 3000.

Crnen m. mait 2009 1. 3amouyBa MPOTPEeCcUBHO YBEIWYaBaHE Ha pas3-
XOJIUTE, KOETO CE IBJIKH Ha!

— OTIHa/ilaHe Ha OTPAaHNYCHUSTA 32 BKIIOYBAHE HA HOBH NAIIMEHTH B
MPOrPaMUTE 33 CKBIIOCTPYBAIIO JICUSHHE;

— BKJIIOUBAHE HA HOBU naTeHToBaHU npoayktu B IJIC.

[To To3u HAUMH CPEIHOMECEUHUST Pa3Xo/l 3a JIEKapCTBa MPe3 BTO-
pata nonoBuHa Ha 2009 r. HapacTBa ¢ 6,7%.
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Ocsen camute JekapcTBa 1 MeanumHcku m3aenus H30K 3amnama
Ha anTeKUTe M 3a 00paboTka Ha peuentute mo 1 jaB. To3u pasxon 3a
2009 r. Bp3mm3a Ha 3,751 MuH.JIB. U npenctasigBa 1,15% ot obmmte
pa3xonu 3a JeKapCTBEHU MPOIYKTH.

AHanM3bT Ha pa3xo/a 3a JIeKapcTBa Mo TeparneBTHYHHU TPYIH HO-
Ka3Ba, ue 68,6% OT cpeicTBaTa ce U3pa3xo/IBar 3a JICUCHUE Ha 3a00I1s-
BaHUs Ha HepBHaTa cucrema (25,2%), XxpaHOCMHIIATEIHATA CHCTEMa U
MeTtabomm3ma (22,3%) u chpaedHo-chaoBaTa cucrema (21,1%). [pes
2008 r. genbT Ha Te3W TpH Ipymnu e 6un 72,3%. OTHOCUTETHOTO HaMa-
JIHUE C€ JIBJDKU Ha U3TEKJIUTE IMaTeHTH ¥ MacOBOTO HABJIHM3aHE HA I1a-
3apa Ha TEHEPUYHN MEANKAMEHTH — aTUITUYHN aHTUIICHXOTHIIH, CTaTH-
HH, capTanu u B-0mokepu. Octananute 15 TepaneBTHYHU TPYITH 3aeMaT
ensa 31,4% ot pa3xoaute 3a pasriiexaanus nmepuoa. Cpea TSX OCHOBHO
ce OTKpOSIBAT aHTUHEOTUIACTUYHN ¥ UMYHOMO/TYJTUPAIIN METUKAMEHTH
(7,7%), nexkapcTra 3a JIeYCHHE HA 3a00JIsIBAaHUS HA UXaTEIHATA CHCTE-
ma (7,7%) u np.

VYBenuuenue Ha pasxoja mnpe3 2009 r. ce HaONrOMaBa U TIpH Jie-
KapcTBaTa, IpeJHa3HaYeHH 3a JIeYeHHE Ha 3a00JsIBaHMsI HA MYCKYJTHO-
ckenerHata cucrema (92,6%), cenzopuute opranu (56,5%), muxarteiHa-
Ta cucrema (45,8%) u ap. [lepMaTtonoruuHu NPOAYKTH U XPaHUTEIHU
KOMOHMHAIIMHU HE Ce 3aIUTaliar OT CHCTeMaTa Ha 33 IbJKHUTEITHOTO 3][paB-
HO OCHUTypsiBaHEe B bbirapusi.

AHanu3bT HA Pa3XOIUTE 3a MEIMKAMEHTH TI0Ka3Ba, Ye IecT 00-
macTH B ctpaHata ycBosBat 50,3% ot ¢punancoBute pecypcu — Codus-
rpan— 18,6%, [Tnosaus — 10,2%, Bapua — 7,6%, Crapa 3aropa — 5,0%,
Byprac — 4,7%, n Ilnesen — 4,3%. ToBa pa3npeneneHre OTHOCUTEIHO
ce 3arasBa, KaTo € MPSIKO CBBP3aHO C JeMorpadckuTe mporecu u pe-
ruoHn. CpeTHHAT pa3xoJ]] 3a peUMOYpCHpaHH JIEKapcTBa 3a JIOMAITHO
nedenne BB3MM3a Ha 49,19 nB. rogumuo 3a 2009 . U ce e yBenuymi
¢ 9,9% (2008 r. — 44,31 nB.) — ¢hue. 15. llpe3 2010 r. ce peructpupa
no-masiko yBenunaenue (1,05%) na paszxoaute Ha H30K 3a nekapctBenn
MIPOJIYKTH 3a JIOMAIITHO JICUCHHE.
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U3moyHuk: Omyem 3a Kacoeo usnbriHeHUe Ha 6rodxema Ha H30K, 2006-2010 a.

®@ur. 15 Cpenen roauieH pa3xo/ 3a peuM0Oypcaums Ha JieKapCTBeHH
MPOAYKTH 32 eHO 3IPABHOOCUTYPeHO Julle npe3 nepuoaa 2006-2010 r.

CpaBHsABaliku pa3xonuTe 3a peuMOypcanus cbe crpanure oT EC,
Ce yCTaHOBSIBAa OTHOBO Hail-HUCKOTO HUBO Ha IIyOJUYHH PAa3X0JH 32 Me-
TUKaMeHTH B bearapus.

PernonanaoTo moTpebneHne Ha JIEKapcTBa W Pa3sXOAWTE 3a TIX
ChHIIO TIOKA3BaT CUTHU(DUKAHTHU Pa3INIHSL.

Haii-Bucok pasxoj ce HaOmonaBa BB Bapha (58,74 11B.), ciiensa-
Ha ot Buaus (56,06 18.), [1nesen (55,48 1B.) u Bpana (54,71 nB.).

[Ton cpeaHOTO HMBO HA JIEKAPCTBOMOTPEOICHUE Ca PErHOHUTE Ha
bnaroesrpan (32,42 nB.), Kepmxanu (32,60 nB.), Cunuctpa (33,78 sB.)
u SIm60x (39,38 1B.).

Jpanagecer P3OK mo To3um mokasaren ca C¢hbC CTOMHOCTH Haj
CPEAHHUTE 3a CTpaHaTa, KaTo B Ta3u Ipylia NPUCHCTBAT U MO-MaJIKu 00-
JIACTHH LIEHTPOBE. AHAJIOTHS MOKE J1a ObJIe OTKPUTA MEXKAY MOoTpediie-
HHUETO Ha JICKApCTBEHU NMPOAYKTH U KOHLEHTPALUATA HA HACEICHUETO
B obnactHUTe LeHTpoBe. pyr ¢axTop 3a HaOMOAaBaHUTE BapHALUHU
mexay P3OK ca pasnuunuTe HUBa Ha 3(paBHA KynTypa. BinsHue okasz-
Ba M OTJAJIEYEHOCTTAa Ha OOJIACTHHUS LIEHTHP OT HACEIIEHUTE MeCTa, Thil
Karo OOMKHOBEHO JieueOHUTE 3aBeJICHHs Ca ChCPEIOTOYCHH OCHOBHO
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B obnactHuTE neHTpoBe. OT CHIIECTBEHO 3HAUYEHHE Ca U PA3IUKUTE B
YKU3HEHOTO PaBHHUIIE HAa HACEJIEHUETO 1Mo 06acT. B pernonuTe ¢ HIC-
Ka 0e3paboTHIa U )KU3HEH CTaHAapT HaJ CPETHHS 3a cTpaHaTa ce Hal-
JII0/1aBaT MO-BUCOKH Pa3XOIH 3a JIEKapCTBa U 00OPaTHOTO.

AHanmu3bT Ha Pa3NpeesieHHETO Ha JIEKapCTBOIOTPEOICHUETO
[0 TPOM3BOAMTENIN MOKa3Ba HAN-TOJSIM OTHOCUTEJICH JsJ Ha HAKOJI-
ko rojemu npousBogutenu — Novo Nordisk, Eli Lilly, Actavis, Roche,
Novartis, GSK, Astra Zeneca, Servier u 1ip.

Ha roperocoyeHnTe TpOM3BOAWUTENNA HAa JIGKAPCTBEHH IPOTY-
KTU ca miaTeHu 52,7% oT cpeiacTBara 3a MEIUKAMEHTH 3a JOMAlIHO
JIeYeHne, KaTo BCEKH OT TAX € peajr3upal TOAWIITHO TPOJaXOW Hal
8 muH. 1B. Hali-romsam otHocurenen asum mmat Novo Nordisk (11,8%),
Eli Lilly (7,5%), Actavis (5,3%), Roche (3,6%) u 1.H. [Ipuuunara e,
Yye NMPOU3BEXKIAT METUKAMEHTH 3a JICUEHUETO Ha 3a00JIABaHUsA, KOUTO
ca mpuoputet 3a H30K (amaber, mmzodpenus, 6onect na [lapkuHcoH,
XpOHWYHA OBOpedHa HEeIOCTaThYHOCT, XEMATUT), KAKTO U (aKThT, ue
MOBEYETO OT TSAX Ca CKBITM NAaTEHTOBAHH MPOILYKTH.

[IpousBogurenure ¢ peaqu3upaHd HaA 2 MJIH. JB. MPOAAXKOU Ha
nexapcTBa, peumOypcupann or H30K, ca 88,8% ot Bcuuku mpousBo-
JUTEITN, CKITFOYHITN JIOTOBOP.

[Ipe3 2009 r. ce npomeHs HAYUHBT Ha 3aIlIalllaHE HA HAIIbJIHO
peumOypcupannte npoayktu. Criex 06.2009 r. ot LY ma H30K ce 3a-
IIamaT caMo TeCT-JICHTH U TIIFOKOMEPH, a JIeKapcTBarTa ce 3aramar Ha
anrexknte or P30OK. H30K 3amarmamnre oTiryCHaTHTE JICKapCTBEHH TTPO-
IOYKTH, XpaHU ¥ MEJUIIMHCKU U3/ICHs Ha ThPTOBEIl HA €Ip0 JTUPEKTHO
ot I1Y na H30K 0 31.05.2009 .

3a mepuoga 01-05.2009 r. u3miateHuTe cpeacTBa Ha AUCTPUOY-
TOPUTE C€ PA3MPENEIAT MO CleqHus HauuH — ThproBcka aura HAILL
— 20,5%, Xurus — 19,5%, Tpeiakoncynt — 12,9%, Ctunr — 5,1%, u
Apumorndapma — 3,8%. Te3u mect pupmu 3aemar 97,6% ot peumOyp-
CHpaHHMs Ta3ap Ha JIEKapCTBEHU NPOIYKTH, KOETO MOKa3Ba MPOLECUTE
Ha KOHCOJIUJIAIHSI B TUCTPUOYITUOHHUS CEKTOP.

VYBennyaBaHEeTO Ha paszxonute 3a jJekapctBa npe3 2009-2010 r.
Ce OCHOBaBa Ha MO-TOJeMHs OpO¥ MPOAYKTH, BKIIFOUEHHU B JIEKapCTBe-
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HUA CIIMCBK, U BIIM3AHECTO B CHJIa HA HOB MEXAHU3bM Ha OTIIYCKaHC Ha
MeauKaMeHTHu 3a gomarHo jgederue upes [IJIC. Coerioacno Hapenda No
10/2009 . H30K 3aruiamia Ha TpUMECEUHH TIEPHOIN HOBH JIEKapCcTBe-
HU NPOYKTH, KouTo ce BKatouBat B I1JIC. 3a HIKOM OT TAX ce MOoBUIlA-
Ba U HUBOTO Ha peuMOypcanus. ToBa Boau 10 HapacTBaHEe U Ha MOTPeO-
nenueto. C 1en orpaHn4yaBaHe Ha pbCTa Ha pa3xoauTe TpsOBa Ja ce 3a-
IBJI00YM KOHTPOIBT 1O MPEANUCBAHETO HA JIEKAPCTBEHUTE POIYKTH.

7.2. KoHTpOJI HA IpeANnUCBAHETO U OTIIYCKAHETO HA peumMOyp-
CHPAHU JIEKAPCTBEHHU MPOAYKTH

KonTponuute aeiinoctn Ha H30K no npeanucsane Ha iekapcTBe-
HU MPOJIyKTH 00XBaIIaT HAKOJIKO HarpasieHus (maon. 9):

Taba. 9. CToliHOCTHHM NMOKa3aTeJIM HAa KOHTpoJiHaTa AeiiHoct Ha H30K
3a nmepuoaa 2008-2009 r.

Buna npoBepka 2008 r., 6p. | 2009 r., 6p. | [Ipomsana

MenuuuHCKH IPOBEPKU B U3BBH-

6114 4962 -18.84%
OOJHUYHATA ITOMOILL]

[TpoBepku 1O MpeIIHCaHue Ha Jie-
KapCTBEHH MPOIYKTH B JOOOIHUY- 2687 1845 -31.34%
HaTa IOMOLI

[IpoBepku 10 npeanucBaHe Ha Jie-
KapCTBEHH MPOIYKTH B OOTHUYHATA 2043 1479 -27.61%
TTOMOII]

H3mounux: Jloxnao na H30K, 2010 e. [34]

— llpennucBaHe Ha JeKapcTBa B I'bPBUYHATA U CIIEIHATN3NAPA-
Hara JOOOJHUYHA ITOMOILLI.

— IlpenmucBaHe Ha JieKapcTBa B OOJTHUIHATA TTOMOTII.

[IpuumanTE 32 HamManeHaTa KOHTpoHA neiHocT mpe3 2009 T. ca
HSIKOJIKO:

— Hess3moxnoct ciex 01.06.2009 r. 3a exemeceueH coQTty-
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€PEeH KOHTPOJI 3a HApyIIEHHUs IO MPEANUCBAHE M OTIyCKaHE
Ha CKBIIOCTPYBAIM MPOIYKTH ¥ CHOTBETHO W3BBPIIBAHE Ha
IIPOBEPKHU HA M3IBIHUTEINTE, JOMYCKAIU HapyieHus. Ta3u
KOHTpOJIHA JEWHOCT ce TpeoOpaszyBa OT MpeABApUTENHA B
MOCJIe/BAIlA CaMO TI0 JIMHUS Ha KOHTPOJIa Ha allTeKHTe.

— IlpomsHa Ha mpaBuiaTa MO MPEANMCBAHE HA JIEKAPCTBA, Ch-
macHo Hapenoa 4/04.03.2009 r., xoeTto M3MCKBa BpeMe 3a
oOy4eHne Ha KOHTPOJIUPAIIHS ChCTaB.

ITo Bua cv KOHTPOIHUTE AEHHOCTH MO TIPETICBAHE U OTITyCKaHe
Ha JIEKapCTBEHH MPOJTyKTH MOTAT Jia ca ChBMECTHH, ITbPBUYHH, TTOCIIE/I-
BaIlld ¥ TIO CUTHAI.

C ornen mpaBoMOIIMATa 3a MPEANMCBAHE HA PELENTH I0-3aCH-
JIEH KOHTPOJI C€ YIPaKHSIBA BBPXY HBIMBIHUTCINTE HA MbPBUYHATA
n3BbHOOMHUYHA MenuiuHcka aerHoct (OILT) — 1434 nposepku mpe3
2009 r., B cpaBHEHHE ChC CIICIUAIM3MpAHATA JOOOIHUYHA TIOMOII —
411 nposepku.

IIo oTHOLIEHHE HAa PETMOHATHOTO pa3NpeesieHue BOJIEUIN B KOH-
TpOJIa Ha MMPECKPUIIIIUUTE B JoO0THIMYHaTa oMol ca P3OK B Pasrpan,
Momnrana, byprac, Buaun u Tsprosuie.

Haii-ronssm Opoit cankmmu ca Hanoxkenn ot P3OK B byprac,
Bpama, Krocrennun, Pasrpan, Cunnerpa, Ctapa 3aropa u Twprosurie.
C Haii-BHCOKa CpelHa CTOWHOCT Ha CAaHKIIHS TIPH €THA U3BBPIICHA TTPO-
Bepka ca P30OK Bpama (919 nB.), P3OK Kspmxamu (176 18.) u P30OK
ymen (167 nB.).

Haii-uecto koHcTatupanute HapymeHus npe3 2009 r. oTHocHO
MIPEIUCBAHETO HA JIEKapCTBEHH MPOIYKTH Ca CIECIHUTE:

— HecnasBane Ha ycnoBusTa 3a peANMCBaHe Ha JIEKapCTBa, M0-
coueHu B JekapcTtBeHusa cnuchbk Ha H30K u ykazanusra 3a
pabota ¢ Hero.

— Hecna3Bane Ha M3UCKBaHUATA 3a IPOBEKIAHE HA JICUCHHUE 110
KOHKpETHH 3a00JIIBaHUS U TPYTIH JeKapCcTBa.

- HapymeHI/Ie Ha pclia 1 HaYWHa Ha MMPCAINMCBAHEC HA JICKaApCTBa
Ha XOCIUTAJIU3UPAaHU 3IPAaBHOOCUTYPCHMU JIMLIA.
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— HM3nmcBaHe HA OBEYE OT TPU JICKAPCTBCHU IMPOAYKTa B KOJIU-

YCCTBA HAJl pCIIIaMCHTUPAHUTE B JICKAPCTBCHUS CIIMCHK.

— JyOnupaHu NpecKpUIILHH.

OcBeH npoBepkarTa Ha JIEKapuTe M0 OTHOIIEHUE HA TPECKPUIIIIIH-
te H30K wu3BbpmIBa NpoBEpKH U Ha OTIIYCKAHETO Ha JIEKAPCTBEHUTE
npoayktu B anrekure. [Ipe3 2009 r. ca m3Bbpuiean 2937 ¢puHaHCOBU
HPOBEPKHU B allTEKUTE, KaTO €(hUKACHOCTTA UM IO OTHOLIECHUE HA yCTa-
HOBEHUTE HAPYLICHUS, Bb3CTAHOBEHUTE CYMH M HAJIOKEHNUTE CAaHKLUHU
e nokaszaHa B maéa. 10.

Ta6u. 10.Pe3ynTaT 0T KOHTPOJIa HA OTIYCKaHe HA JIeKAPCTBEHUTE MPo-
AYKTH B antekure, 2009 r.

Hapymenusi n cankuumn 2008 r. 2009 r. l'[po:ml-[a,
OTHOCHUTENEeH JIsT Ha HapyIICHHA- 55.13% 54.37% 137%
Ta CIpsIMO O0LIHsI OPOH TPOBEPKH

Bw3cranoBenu cymn 26 266 n1B. | 33995 nB. | +29.42%
Hanoxxenu cankimm 645 131 1B. | 570979 nB. | 11.49%

H3mounux: Jloknao na H30K, 2010 2. [34]

Hanoxenure cankuuu npe3 2009 r. HapacTBaT B PErMOHUTE Ha
P30K byprac, [1azapmxuk, [lepauk, Pyce, Cumuctpa, Cmomnsta, Codust
u XackoBo. Pazmepure Ha enHa caHKIUs ca Hai-Bucoku B Illymen
(580 1B.), Bapna (422 nB.), XackoBo (377 nB.), byprac (319 nB.) u ap.

Pesynrarute u mo3uTuBUTE OT KOHTpOIHATA eiiHOoCT Ha H30K 1o
MpeanucBaHe U OTIyCKaHe Ha JIEKapCTBEHUTE mpoayktu mpe3 2009 r.
ca ClIeIHUTE:!

— IloBuiieH e OposAT Ha MOCTHIWINTE CUTHAIM U XKalOH OT ma-
LMCHTH 3a HAPYLICHHUs B MPEINMCBAHETO M OTIyCKAHETO Ha
penMOypCUpaHH JIEKAPCTBEHN POILYKTH.

— 3HaYUTETHO HaMajsiBa OpPOAT Ha BB3PAKCHHUATA OT H3IIBI-
HUTEJIUTE Ha MEIUITMHCKA TIOMOII 10 apOUTpakHa KOMHUCHSI,
KOETO ITOKa3Ba OOEKTUBHOCTTA HA KOHCTATAI[UUTE.
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Amnanmornyno ¢ moutu 50% ca HaMaJIeH! Bb3paKEHUSATA HA afl-
tekute 10 nupekropa Ha H30K cpenry HaloXKeHN CaHKITHH.

3HAUUTETHO HamalsBa OpOSAT HA YCTaHOBEHUTE HAPYIICHHS
10 MpEeJNUCBaHE Ha JIEKAPCTBEHHM IPOIYKTH OT M3IBIHHUTE-
JUTE Ha MEIUIMHCKA TOMOI], KOETO OCHOBHO C€ JBJIKH Ha
YCBBBPILECHCTBAHE HA COPTYEPHUTE MPOLYKTH.

PasMepbT Ha BH3CTAHOBEHUTE CYMH OT QlTEKH B PE3yNTaT Ha
momo0eH mocienBamn KoHTpoi Hapactsa ¢ 30% mpe3 2009 r.

Bcuuku IMMPOBCPKU MO MPEAINUCBAHEC U OTITYCKAHC HA MCIU-
KaMCHTH CC U3BHPUIBAT B PE3YJITAT HAa NPCHU3HO IJIaHUpaHa
npeaABaApUTC/IHA KOHTPOJIHA ,[[eﬁHOCT, KOsSITO CC U3BBPIIBA B
CbOTBCTCTBUC C YCBbBBPIUICHCTBAH AJITOPUTHBM U MCTOAWKA 3a
KOHTPOJI.

[NoBuiieHa ¢ eeKTUBHOCTTA HA CHBMECTHUTE MPOBEPKU HA
nacnektopu oT H30K u P30K, xaro npu 92% ot nmpoBexnaa-
HUTC ITPOBEPKU Ca YCTAHOBCHHN HAPYLICHUS.

Bwrnpexu nosutusaute pezyntatu H30K orunrar u peauria nmpoo6-

JIEMHU, CBBbP3aHU C KOHTPOJIHATa I[CﬁHOCT, OCHOBHUTC Ha KOUTO Ca HEAOC-

TaTbYHATa KBATU(QHUKALUS 1 OpOl Ha 3a€THTE MHCIIEKTOPH.
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