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32 I0T0BapsiHe HA OTCTBHIIKH OT CTOHHOCTTA HA JIEKAPCTBEHH NPOAYKTH,
konto H30OK 3annama

Y. 1. (1) C rasu npouenypa ce onpegenst YCIIOBHSATA M peia, 0 KOUTO Ha
OCHOBaHHMe 4i. 45, an. 10 or 3akona 3a 37paBHOTO ocurypsisane, H30K moxe
Ad JIoroBapsi OTCTBIKH OT CTOHHOCTTa, KOATO 3alUlalla 3a JIeKapCTBEHH
TPOAYKTH, BKIIOYCHH B [T03UTUBHUS JIeKapCTBEH CITHCHK 110 I, 262, am 5, 1.1
OT 3aKOHa 3a JIEKAPCTBEHUTE TIPOJYKTH B XyMaHHata meaunuHa (3JIIIXM), ¢
HHBO Ha 3amamane 100 Ha cTO, KOUTO ca eMHCTBEH JeKapCTBEH HPOIYKT IO
INN u He yuactsar B ompenmensHeTo Ha pedepentha croiiHocT ¢ apyrn
JIeKAapCTBEHH MPOYKTH.

(2) Moroopute mo am.l ce ckmousar mo pela Ha rjaBa 4YeTBbPTa OT
Hapen6a Ne 10 or 24.03.2009 r. 3a YCJIOBHATA W pejla 3a 3alulalllaHe Ha
JICKAPCTBEHU TPOAYKTH MO 4. 262, ain. 5, T. 1 or 3akoHa 3a JIEKapCTBEHUTE
TPONYKTH B XyMaHHaTa MEAWLHMHA, HA MEAMLMHCKU M3NEIHS W HA AHETHIHH
XPaHH 3a CIelHalHi MeAuLMHCKH e (HapenGara).

(3) M3BbH cryuante na an.] nputexarenute na paspelenye 3a yrnotpeba
MOTaT 10 CBOS HHULMATHBA /A IPE/UIAraT OTCTBIIKH 32 JIeKapCTBEHN MIPOJTYKTH
C HMBO Ha 3aruiamiade 25 Ha cto, 50 Ha cTo U 75 Ha CTO, KOUTO Ca €IUHCTBEH
Jiekaperser npoaykT mo INN u He yuwactsar B onpenensizero Ha pedepentHa
CTOMHOCT € APYTH JIEKAPCTBEHU POy KTH.

B Tesu ciywan ce npemsmxaa TIPOTIOPLIMOHAIHO ~ pasNpele/ieHre Ha
OTCTBIKATa MEeXAy 3amramanata ot H30K croiiHocT u gommamanero or
3a[1bJDKMTEITHO 31PaBHOOCHTYPEHOTO JIHLIE.

(4) B ciiysaure no an.3 mexay H30K u MPUTEXKATENIAT HA paspelleHue 3a
yHotpeba ce MOAMKCBa CrOpa3yMeHHe 3 OTCTHIKATA B 4acTTa, 3ariaiiaHa ot
H30K.

Yn. 2. (1) 3a porosapsmero mo wi 1 H30K OTNpaBs IOKaHa [0
TIPHTENATCIUTE HA PA3pelICHUATA 33 YNOTpeGa MM TEXHH YITbIHOMOIIEHH
TIPE/ICTABUTEIH.

(2) Tokanara no an. 1, ce OTIpaBss B CPOK 10 15 JHM OT mojaBaHe Ha
3ajABIIEHHE 110 pesia Ha uil. 4 o HapepbaTa.

(3) Ilokanara 3a nekapcrBenute npoxaykr, kourto H30K sammama xbem
01.10.2011r., ce ormpass B CpoK 10 cbulaTa Aarta, chriaacHo §26 amnl or
Ipexonuute n 3akmountenna pasnopeadu na Hapenbara.

(5) Toxanata cbabpia:

1. anpecarute Ha foroBapsseTo;

2. CIIMCBK Ha JIEKAPCTBEHHTE MPOLYKTH, 0OEKT Ha JIOTOBapsSHETO CHIVIACHO
qi. 20, an. 1 or Hapen6ara.

3. CpOK 1 MAICTO 3a I01aBaHe Ha MPE/UIOKEHNSTa;
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5.06pasel; Ha JIOKYMEHT, NOTBbDXK/JABall CbIJACHE OT CTpaHa Ha
TIOCOYEHNTE THPrOBLM HA €/PO J1a Pa3poOCTPAHSIBAT JIEKapCTBEHUTE [POLYKTH C
JI0roBopeHara 1o 4.1 oTcThIKa, B anTekute, CKmo4nim gorosop ¢ H30K.

(6) TMoxanara ce my6uKyBa Ha elleKTpoHHaTa cTpanuia na H30K .

Yn.3 Illpurexarenure Ha paspemieHus 3a ynotpeba MIM  TeXHH
YI'BJIHOMOLIEHH TIPEICTABUTE M MOTAT Jia [0aBaT [PETIOKEHUS 32 OTCTHITKM 1
6e3 na e ornpasena rokana ot H30K.

Yo 4. (1) B cpoka nocoden B mokaHata, IPUTEkKATENAT HA paspelleHne 3a
YNOTPe6a/HEroB YIbIHOMOIIEH IIPeJCTaBUTEN TIPEICTABS B JENOBOACTBOTO Ha
LY na H30OK, B 3anevaran HenpospayeH IUIMK C HEHAPYIIEHA IISUIOCT :

1. mpennoxenwue 1o o6pasen chriacHo npuioxkenue Ne 8 or Hapen6ara;

2. IOKyMeHT/H, yIOCTOBEPSIBAILH [Pe/CTABUTENHATA BIIACT HA 3asBUTEJIS;

3. IBIHOMONIHO 3a yuacTHe B JIOTOBAPSHETO B  ClIyyauTe Ha
YIBIIHOMOIIABAHE;

4. IOKyMEHT, NOTBBP/IABAL CITIACHE OT CTPaHa Ha MOCOYEHHTE ThPrOBIH
Ha €/Ipo J1a pa3NpoCTPaHsIBaT JeKapCTBEHHTE IPOAYKTH C JOTOBOPEHaTa 110 . 1
OTCTBIIKA, B allTEKHUTE, CKIOUMIH Jorosop ¢ H30K.

(2) Bwpxy mimka crneiBa Ja e I0COYeH [MOJATeNAT M azpec 3a
KOPECTIOH/ICHIIHSL.

Ya. 5. (1) Croitoctra, mpeznoxkena mo wid, aml, 1.1 cieasa na 6bae
U3YHCIEHA CBINIACHO MPOLEHTA Ha peuMOypcalns 3a KOHKPETHHS JIEKapCTBEeH
nponykr B Ilpuinoskernne Nel wa Iosurusnus nekapersen crmenk (IJIC).

(2) U3BbH ciaydaute no an. 1, H30K 3ammama HamsiHo 3a JIeKapCTBEHUTE
NPOIYKTH ¢ HMBO Ha 3amiamane 100 wa cro, cwhriacHo Ilpunoxenne Nel na
IUIC, 3a KOWTO e mpeioXKeHa OTCThIIKA, B Pe3YJITAT HA KOATO LeHaTa Ha
THProBell Ha e[pO WJIM € PaBHA, MIM € II0-HHCKA OT CTOMHOCTTA 10 wiI. 50 oT
HapenGara 3a perynupane u peructpipaHe Ha IHEHHTE HA JeKapcTBEHHTE
TIPOIYKTH, yCIIOBUSTA, IPABHIIATA U KPUTEPUHUTE 3a BKIIOYBAHE, IPOMEHH H/UITH
M3KITI0YBaHEe Ha JICKAPCTBEHH NPOJYKTH OT ITO3UTHBHMUS JIeKapCTBEH CIHUCHK
ycnosuaTa u pesa 3a paborara Ha Kommcmsara mo uenu u penmbypcupane (
06H., /1B, 6p.100 or 2011r.)., u e nocturnaro 100 Ha CTO HHBO Ha 3arUIalaHe.

Ya. 6. (1) 3a joroBapsiHe Ha OTCTBIIKM OT CTONHOCTTA, HA KOATO ce
samnamar or H30K nexapctsenmre mnpomykrw, ynpasutenst wa H30K
HazHa4yaBa CbC 3aM0Be]] IIOCTOSHHO JIeHCTBala KOMUCHSL.

(2) B cbeTaBa Ha KOMUCHATA 3abIDKHTENHO Ce BKITIOYBAT NPaBOCIIOCOOHH
IOPHCTH, MarucTbp-hapMaleBTH U HKOHOMHCTH. B 3anoBenra ce ompenensit u
CBOTBETHH PE3ePBHHU YICHOBE.

(3) JlorosapsiHeTo Ha OTCTHIIKU OT cToiHOCTTa, Kosito H30K 3amnama 3a
JIEKapCTBEHH TPOJYKTH, Ce M3BbpIIBA 10 peja Ha I[JlaBa YeTBbpTa OT
Hapen6ara.

(4) 3anosenra Ha ynpasutens Ha H30K 3a HazHayaBaHe Ha KOMHCHSTA 110
an. 1, ce u3nasa cien myGiMKyBaHe Ha MOKaHATA 110 9L, 2.

UYa. 7. 3a coATa paboTa KOMUCHATA M3TOTBS HPOTOKOIH M MIPOEKTH Ha
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Y. 8. (1) KomucusTa u3BbpIIBa MpoBepka Ha MOJaICHHTE JIOKYMEHTH 110
9. 3, an. 1 3a CHOTBETCTBMETO MM C yTBbpJeHAaTa JOKYMEHTALMS KaTo MMa
TIPaBo /ia MOMCKA OT KaHAM/aTa B 3-JHEBEH CPOK Ja OTCTPAHU HEPeJOBHOCTH
W/HIM Jla  TIpeNoCTaBH  JONbIHATENHA MHGOPMALHS KbM  TONAJCHHTE
JIOKYMEHTH.

(2) KomucuATa He mpuema MNpeTOXKeHHs, KOUTO He OTroBapsAT Ha
M3UCKBAHHUATA, OMNPEJEJIeHH C YTBbPAEHATa [OKyMEHTAlHs, KaKTO K
KaHIUIaTHTe, KOMTO He Ca OTCTPAHWIM HEpeJOBHOCTUTE H/HIH He ca
TIPeAOCTABIIIM IOIbIIHHTEIHATA HH(OPMALIHS B ONIPEETIEHHs CPOK.

(3) Kowmmcnsara mnpoBeksa J0roBapsHeTo ¢ KaHAMAATHTE TIOJANH
TPE/VIOKEHUS 33 ONpeJelissHe HAa YCIOBUATA HA JOTOBOPA, CHIVIACHO
M3UCKBAHKUATA IOCOYEHH B [IOKAHATA 110 4JI. 2.

(4) HampaBenurte mpeiiokeHHs M IOCTUTHATHTE JIOTOBOPEHOCTH ¢
KaHIAWJATUTE C€ OTpa3siBaT B OTJAENEH IIPOTOKOJ, KOMTO ce MOAMMCBA OT
YJICHOBETE HAa KOMHCHATA U OT KaHIH/[aTa.

(5) Komucusra npencrass na ynpasurtens sa H30K NPOTOKOJIA 1O al. 4 u
TIPOEKT Ha JIOTOBOP B 5 - AHEBEH CPOK OT IOJIy4aBaHe Ha MPEIIOKEHHETO.

Y. 9. (1) Vnpasurenst na H30K B 7 - nuesen CPOK OT NPUKJIIOYBAHE HA
npoueaypara 1no wi. 7, CKIIOYBA JIOTOBOP ChC ChOTBETHUS NPHTEKATEN Ha
paspelllenye 3a ynorpeba W/WIM yIBIHOMOIIEHHS MPeJCTABUTEN, B KOHTO ce
0COYBa:

1. pasmepbT Ha OTCTHIIKATA H (POPMUPAHATA HOBA CTOMHOCT HA ChOTBETHIS
JIEKApCTBEH HPOIYKT;

2. yCIOBUATA M DEMBT, [0 KOUTO Ce MpeiocTaBst HHDOPMAIHS MLy
CTpaHHTE;

3. Ipyru ycnoswsi.

(2) B cmyyaii, de 3a nekapcTBeH NPOJIYKT, 3a KOHTO € CKIIOUeH JIOrOBOp 3a
OTCTBIKA OT CTOMHOCTTA, HACTBIAT NpPOMEHH B IIO3UTMBHMA JeKapcTBeH
crewk, H30K 3ammama no pena va ui.l, an.d or JI0roBopa.

Y. 10. JloroBopsT 1o 1. 8, ce npekpartssa:

1. 110 B3aUMHO ChIVIacHe Ha CTPAHUTE, H3PA3eHO IHCMEHO;

2. B CiydamTe, KOraTo ChOTBETHHST JIEKAPCTBEH MPOAYKT NpecTame ja
OTroBaps Ha u3uckBanus B 4. 20, an. 1 ot Hapen6ara;

3. IIpy IpoMsIHa Ha NPUTEKATENS HA paspelieH e 3a ymotpe6a.

Yn.11l. H30OK npenocraBs B codryepa Ha amnTekure uHpOpMaLMs 3a
CTOMHOCTHTe, JOTOBOPEHH TI0 Peji, KOUTO 3aILIAIA 3a JIEKAPCTBEHHTE TIPOJYKTH.
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