HAPE/JBA Ne 10 ot 24.03.2009 r. 3a ycJ10BHSITA U pe/ia 32
3aIUIalaHe HA JIEKAPCTBEHHM NPOAYKTH 10 4. 262, ai. 5, 1. 1
oT 3aK0Ha 32 JIEKAPCTBEHUTE NPOAYKTH B XyMAHHATA
MeIUIIMHA, HA MeJULIMHCKHU U3/1e/Iisl M HA TUeTHYHHU XPAHU
3a CIIeNMAJHHA MeAMIMHCKH Heuau (3arj. usm. - /IB, 0p. 67 ot

2011 1.)

N3nanena or MUHUCTBpA Ha 3/IpaBeonasBaHeTo, ooH., /1B, 6p. 24 ot 31.03.2009 r., uzm.,
op. 34 ot 8.05.2009 r., mom., 6p. 38 ot 22.05.2009 r., u3m. u go., 6p. 40 ot 29.05.2009 r., 6p. 9
ot 2.02.2010 r., B cmma ot 2.02.2010 1., 6p. 67 ot 30.08.2011 r., 6p. 49 o1 29.06.2012 1.

I'naBa nbpBa
ObIIHA ITOJIOXKEHUA

Yua. 1. C Ta3u Hapenba ce ypexaaT YCIOBHUATAa U peabT, Mo kouto Hanwmonamnara
3apaBHoocuryputenna kaca (H30K) HanmbJiHO min 4acTUYHO 3aruialia 3a:

1. JICKApPCTBCHU MMPOAYKTH, BKIIIOYCHHU B MO3UTHUBHUSA JICKAPCTBCH CIIMCHK U IPCAHA3HAUYCHU
3a JOMalllHO JICUCHUEC Ha 38.6OJ'I$IB8.HI/I$I, OIIPCACIICHU C HapeL[6aTa 10 4JI. 45, an. 3 or 3akoHa 3a

3apaBHOTO ocurypsiBade (330);

2. menunuHcku wm3genuss (MU) w aueTWdHM XpaHW 3a CICIUATHA METUIIUHCKU [EJH
(AXCML), mpenHa3HaueHu 3a JOMAIIIHO JeueHue Ha 3a00aBaHMsl, ONpe/ieJIieHH ¢ Hapeaoara mo
yi1. 45, an. 3 330.

Y. 2. Hapenbarta nuMma 3a 11e71 TapaHTUpaHe Ha:
1. mpuHumnure no wi. 5 330;

2. myOJWYHOCT W TMPO3PAayHOCT HA MPOLEAYPUTE IO 3aljalllaHe Ha JIEKapCTBEHUTE
MPOAYKTH, METUIIUHCKUTE U3JEIHS U TUETUYHUTE XPaHU, TOCOYEHH B Ul 1;

3. yCJIOoBUA 3a C(I)CKTI/IBCH KOHTPOJI IpU H3PA3XOABAHCTO HaA CpCIACTBA OT 610,[[)KCT& Ha
H3O0K.

Y. 3. HanmonanHaTa 3paBHOOCUTYPHUTENIHA Kaca 3aIuialla OpoayKTUTE Mo wi. | npwu
Cra3BaHe Ha CJeHUTE OOIIM yCIOBHUS:

1. na ca mpeqHa3HAYeHH 3a JIeUCHHUE HA 3a00JsBaHUs, ONPEEIICHN ¢ Hapeaoara mo 4. 45,
ai. 3 330;

2. &a ca TpeANHMCaHd W TOJy4YeHW TpHu crhaszBaHe pasmopenomte Ha 330, 3akoHa 3a



JIEKApCTBEHUTE MPOAYKTU B xymanHHata meaununa (3JIIIXM) u moazakoHOBUTE HOPMATHUBHHU
AKTOBE I10 TAXHOTO IPUJIAraHe;

3. na ca OTOyCHaTM Ha TEpUTOpHUATa Ha CTpaHaTa 3a JIMLIA C HENpeKbCHATH
3/paBHOOCUTYPUTEIIHHU I1paBa;

4. miamaHusATa J1a ca B PaMKUTE HA MpeIBHICHUTE B 3akoHa 3a Oromxera Ha H3O0K
Cpe/cTBa 3a ChOTBETHATA I'OJIMHA.

I'naBa BTOpa
YCJIOBUSA U PEJ] 3A SAIIVTIAIIAHE HA
JIEKAPCTBEHU NPOAYKTU

Y. 4. HanmronaiHaTta 37paBHOOCHTYPHUTEIIHA Kaca 3aruiaiia 3a JICKAPCTBEHU TPOIYKTH,
BKJIFOYCHU B TIO3UTHUBHHUS JICKAPCTBEH CIMCHK W TPEAHA3HAYCHU 3a JIOMAIIHO JICYCHUE HA
3a0oJisIBaHMsI, onpesAesieHu ¢ Hapemdara mo wi. 45, an. 3 330, cien mosiyyaBaHe Ha MHUCMEHO
3asBJICHHE OT MIpUTEXaTelsi Ha pa3pelleHHeTo 3a ymnorpeda WIM HEroB YIbIHOMOILIEH
MPEJICTABUTEIN, Y€ JKelae ChOTBETHHAT JICKAPCTBEH IMPOJYKT Jia Ce 3ariamia Mo peaa Ha Tasu
Hapenda cpriacHo npuioxenue Ne 1.

Y. 4a. (Hos - JIB, 6p. 9 ot 2010 1., B crta ot 2.02.2010 1.) (1) (Ot™m. - IB, 6p. 49 ot
2012 1.).

(2) (M3m. - 1B, 6p. 67 ot 2011 1., 6p. 49 ot 2012 r. ) HantmonanuaTa 34paBHOOCUTYpUTETHA
Kaca 0000maBa Ha IIECTMECEYHHM NEepUoau HH(popMalMsITa 3a JIEKApCTBEHH MPOAYKTH C
MEXIyHapoaHO HenareHTHO HamMeHoBaHue (INN), BkmoueHo B Ilo3UTHBHUS JEeKapCTBEH
cnuchkk (IJIC) mo wim. 262, am. 5, 1. 1 3JIIIXM, 3a koeTo 10 MOMEHTa HE € 3arJamiajia U e
MI0/1aJICHO 3asiBJIEHUE TI0 pesia Ha ajl. 1 10 24-To 4Mcio Ha MIeCTUsl Mecell.

(3) (Hosa - JIB, Op. 67 ot 2011 r.) Harmonayiinara 3paBHOOCUTYpPHUTEIHA Kaca 00001aBa
KbM 1-BO unu 16-0 4uCIO OT CHOTBETHHSI KalleHAApeH Mecel] MHPOopMaIsaTa 3a JeKapCTBEHU
MPOYKTU C MEXKIYHAPOJIHO HEMAaTeHTHO HaMMEHOBaHHE, BKItOUEeHO B [l03UTHBHUS JeKapCTBEH
COUCBHK 1O wi. 262, an. 5, 1. 1 3JIIIXM, 3a koeTo 3amiaiia 1 € NoJaJeHO 3asBJIEHUE M0 peaa Ha
an. 1 He mo-KbCHO OT 29-0 YMCIIO HA MpeaxoaHus Wik 14-0 4yucio Ha ChbOTBETHUS KaJeHIApEH
Mecell.

Ya. 5. (M3m. - [IB, 6p. 67 ot 2011 r., Op. 49 ot 2012 r. ) KbM 3asBieHueTo no 4i. 4 ce
npuIara Komue OT BJISI3JIOTO B CHJIa perieHre Ha KoMucusTa o meHu u peuMOypcupaHe.

Yu. 6. (1) IIpu nmoctrenBane Ha 3asBiaeHuero no wi. 4 H30K ce 3aabmkasa:
1. na nedpunupa H30K koj 3a Bceku jekapCcTBEH MPOIYKT;

2. (ot™m. - [IB, 6p. 67 ot 2011 1.);



3. ma mange ykasaHusT OTHOCHO pela 3a IpeanrcBaHe, OTIIyCKaHEe M IIOJlydyaBaHe Ha
JIEKapCTBEHMsI IPOJIYKT, ChoOpa3eHu C JielcTBaIlaTa HopMaTHUBHA ypenoa;

4. na W3TOTBH CHOTBETHUTE EJICKTPOHHH (OPMATH 32 HM3ITBIHUTEIMTE HA MEIUIIMHCKA
IOMOII U 3a JIuIaTa I1o 4. 7.

(2) (Hom. - B, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 r., O6p. 49 or
2012 r. ) Uudopmarnusara mo an. 1 OTHOCHO JIEKapCTBEHUTE MPOJIYKTH 1o wi. 4a, ain. 2 ce
nyOsnkyBa Ha uHTepHET cTpanunara Ha H30K B cpok 10 25-0 ymnco Ha mecTrs Mecel.

(3) (Homa - /1B, 6p. 67 ot 2011 r.) HanmonanHara 31paBHOOCUTYpHUTEIHA Kaca My0InKyBa
KbM 1-BO mim 16-0 4nciIO OT CHOTBETHHS KaleHAapeH Mecel HHGopManusaTa 1o aja. | OTHOCHO
JIEKapCTBEHUTE MIPOIYKTH 110 4Jl. 4a, aj. 3.

Y. 6a. (Hos - IB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 1., Op.
49 or 2012 r. ) (1) Haumonannara 3apaBHOOCUTYpUTENIHA Kaca 3aruialia 3a JEKapCTBEHHUTE
INPOAYKTH MO wi. 4a, ajd. 2 CcYyuTaHO OT |-BO 4YMCIO HAa Mecela, cieaBalll M3THYaHETO Ha
[IECTMECEYHHS TIEPUO/I.

(2) HanmonanuaTa 37paBHOOCHTYPUTENTHA Kaca 3aIulalla 3a JIGKAPCTBEHUTE MPOIYKTH I10
. 4a, an. 3 cuutaHo oT 1-Bo uinu 16-0 4MCIIO OT CHOTBETHUS KaJEHJIaPEH MECEel] B 3aBUCUMOCT
OT JlaTaTa Ha [oJIaBaHe Ha 3asBJICHHETO MO 1. 4.

Yu1. 66. (Hos - JIB, 6p. 9 ot 2010 1., B cuma ot 2.02.2010 r.) (1) (U3m. - [IB, Op. 67 ot
2011 r., ©p. 49 ot 2012 1. ) JlekapcTBeHHTE NMPOIYKTH CE€ BKIIOYBAT B 00001IeHaTa nH(OpMaLIUs
1o WiI. 4a, ai. 2 WK an. 3 B paMKUTE Ha CbOTBETHUS NIEPUO/I, B KOMTO € M0J1a/IeHO 3asBICHUETO.

(2) JlekapcTBeHUTE IPOAYKTH MO TpeaxoaHara aauHes ce 3amamar or H30K mo pena Ha
4J1. 6a.

Ya. 7. (1) 3a ornyckane Ha npoaykTute 1o wi. 1, . 1 H30K ckirouBa g0roBopu ¢ Juiia,
nojyyunu paspeuieHue no wi. 229, an. 2 3JIIIXM 3a TeproBus Ha ApeOHO C JEKApCTBEHH
MPOJIYKTH.

(2) B caywaute, KoraTto JMIIETO, TOJYYMJIO PA3peIICHHE 3a THProBUs Ha JpeOHO C
JIEKapCTBEHU MPOJYKTH, U PHKOBOJUTEISAT HA aNTeKaTa HE ChBIAJIAT, IOTOBOPHT CE€ ChIVIACYBA U
OT PLKOBOJUTCIIA HA allTCKaTa.

(3) (U3m. - 1B, 6p. 67 ot 2011 r., 6p. 49 ot 2012 r. ) HoroBopure 1o ain. 1 ce ckiaroyBar
ype3 aupekropa Ha P3OK, Ha uuaTo Teputopus € antekara, npu yCIOBUS U IO pell, YCTAHOBEHH
B chOTBeTCTBHE ¢ . 45, an. 11 330.

Y. 8. (U3m. - [IB, 6p. 34 ot 2009 r., gom., 6p. 38 ot 2009 r., u3m., 6p. 40 ot 2009 ., Op.
67 ot 2011 r.) (1) (U3m. - [IB, 6p. 49 ot 2012 r. ) HarmonanuaTa 3ApaBHOOCUTYpHUTENTHA Kaca
3aruIalla Ha JIMIara 1o wi. 7, ain. 1 cTOHHOCTTa Ha JIEKapCTBEHUS IPOYKT, ONpeeeHa CbIIacHO
1. 50 ot Hapenbara 3a perynupaHe U perucTpupaHe Ha IIEHUTE Ha JIEKApCTBEHUTE MPOAYKTH,
yCIIOBUAATA, TMpaBuUjaTa M KPUTEPUUTE 3a BKIIOYBAHE, NPOMEHM W/MIM U3KIIOYBaHE Ha



JIEKapCTBCHHUTE MPOAYKTH OT [103UTHBHMS JIEKApCTBEH CIUCHK U YCIOBUATA U pesa 3a paboTa Ha
Komucusra o nienn u peumOypcupane, npuera ¢ [IMC Ne 340 ot 2011 r. (/IB, 6p. 100 ot 2011

r.).

(2) B ciiyuaute Ha noroBopenu orctbiku 1o wi. 20 H30K 3annaia HamanenaTa ¢ pazmepa
Ha OTCTHIIKAaTa ChOTBETHA CTOMHOCT 1O ai. 1.

(3) Hammonannara 3apaBHOOCHUTYpHUTENIHA Kaca 3arulallla Ha Jjuiara mno wi. 7, an. 1 3a
OTIYCHAaTU OT TAX JIGKAPCTBEHH MPOAYKTU CJIEJl IPEICTaBsHE HA €JICKTPOHEH OTYET, U3TOTBEH

CcbOOpa3HO eNeKTpoHHMS popmar, myOIHKyBaH Ha HHTEpHET cTpanunara Ha H30K.

(4) OrmycHaTuTe M OTYETEHH JIEKApCTBEHH NPOayKTH ce 3artamar ot H30K npu ycnoBus
U 110 peJl, ONpeeieH! B Ta3u Hapea0a U CKIFOUEHUTE I0T0BOpY 1o wil. 7, ai. 1.

(5) (B cwma ot 1.01.2012 1. - 1B, 6p. 67 ot 2011 r.) HanimonanHara 31paBHOOCUTYPHUTEITHA
Kaca 3aruiaia Ha JMmara 1mo wi. 7, ain. 1 mo 2 JB. 3a BCSKa OTYETEHA pelenTypHa OJlaHKa ¢

IIPEIMCaHy JIEKAPCTBEHU MPOAYKTH, YNETO HUBO Ha 3amuianiane € 100 Ha cTo.

(6) HanmonannaTa 31paBHOOCUTYPHUTENIHA Kaca 3aruiaia cyMmure 1mo ain. 1 u 5 B cpok 110 30
pabOTHU JIHU CUMTAHO OT JlaTaTa Ha MPEJCTaBsIHE HAa HEOOXOAMMUTE TOKYMEHTH.

Yu. 9. (Hom. - JIB, 6p. 9 or 2010 1., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 1.) (1)
[Ipurexxarenar Ha pa3pelmeHHeTo 3a ymorpeba Ha JaJeH JIEKAPCTBEH NPOIYKT WM HETOB
yITBITHOMOIIIEH TIpeicTaBuTen nucMeHo yBeaomsasa H30K mpu:

1. u3kIIroYBaHe Ha JICKApCTBCHUA NMMPOAYKT OT Ilo3utuBHUS JICKAPCTBCH CIIUCHK;

2. TMpoMsHa B HHUBOTO Ha 3alljalllaHe H/WIM CTOWHOCTTa Ha JIEKAPCTBEHHS MPOJIYKT,
3amramana ot H30K;

3. mpekparsBaHe/OTHEMaHE Ha Pa3pelIeHUETO 3a yroTpebda Ha JIEeKapCTBEHUS MPOAYKT;
4. npyru 00CTOSATENCTBA, CBEP3aHU C U3MTBJIIHEHUETO Ha JJOTOBOPHUTE 10 4. 7, ai. 1.
(2) CpoksbrT 32 yBenomsiBane 1o ai. 1 e 1o 5 1Hu oT:

1. (u3m. - JIB, 6p. 49 ot 2012 r. ) BMM3aHe B cwiIa Ha pemeHnero Ha Komucusita o 1ieHu u
peumOypcupane - B ciydante mo an. 1, 1. 1 u 2;

2. HaCThIIBaHE Ha CHOTBETHOTO OOCTOSITETICTBO - B CllydauTe 1o ai. 1, T. 3 u 4.
(3) Undpopmanusra no an. 1 ce mybinkyBa Ha uHTepHeT cTpanunara Ha H30K.
(4) (M3m. - IB, Op. 49 ot 2012 r. ) B cnyuaute Ha an. 1, T. 1 u 2 mpuTexkaTenar Ha

paspenieHueTo 3a ynorpeba WM HEroB YIIBIHOMOIIEH mpeacTtaButTen mpenctaBs B H30K
3aBepeHO KoIue Ha pereHneTo Ha KoMucusra mo 1ieHn u peumMoypcupane.



(5) llpu u3kirouBaHe Ha JEKAPCTBEHMsI MPOAYKT OT [lO3UTHMBHHUSA JEKapCTBEH CIIHCBHK B
3aBHCHMOCT OT JlaTaTa Ha MpeCTaBsiHe Ha perieHueTo no ai. 4 - no/cnen 15-o yucno Ha Mecera,
H3O0K mpeycranoBsiBa 3amaiiaHeTo Ha ChOTBETHHUS JIEKAPCTBEH MPOAYKT OT 16-0 4ucio OT
TEKYIIHsI KaJIeHJapeH Mecel] WK OT 1-BO YKCIIO Ha ClIeBAIIMS KaJICHJapeH Mecell.

Y. 9a. (Hos - 1B, 6p. 67 ot 2011 r.) (1) [IpuTexaTenar Ha pa3pelieHHeTo 3a yrnoTpeda
WIA HEroB YIBIHOMOUICH IMpejacTaBuTen Moxe na nogane B H30K mmcmeno 3asBieHue
ChIVIaCHO mpmiiokeHune Ne 3, de jkernae Jia ce mpeKpaTH 3aIlialllaHeTO Ha ChOTBETHUS JICKAPCTBEH
MPOAYKT I10 peia Ha Ta3u Hapexaoda.

(2) B 3aBucuMOCT OT jaraTa Ha MMOJaBaHe Ha 3asBJICHHETO Mo ai. 1 - go/cien 15-o umcino
Ha kaneHjgapuus Mmecen, H3OK mnpeyctaHoBsiBa 3amianiaHeTo Ha CBHOTBETHHS JIEKapCTBEH
MPOAYKT OT 1-Bo uiu oT 16-0 4yKciio Ha cieaBanus KajleH1apeH Mecell.

(3) (M3m. - B, 6p. 49 ot 2012 r. ) B cnyuaute mo ai. 1 H30K B 5-mHeBeH Cpok OT
M0JIaBaHE Ha 3asBJICHHETO OMOBECTSBA MHPOPMAIUATA, IIOCOYCHA B 3asBICHHETO, HA WHTCPHET
CTpaHullaTa CU MW IIpaBU MOTUBHPAHO IMMHUCMCHO IMPCAJIOXKCHUC 0 Komucusita 1o OeHu u
peumOypcupaHe 3a U3KI0YBaHE Ha JekapcTBeHus npoaykt ot [JIC.

Ya. 10. (1) (U3m. - IIB, 6p. 9 ot 2010 1., B cuna ot 2.02.2010 r., 6p. 67 ot 2011 r.)
Hanmonannara 3apaBHOOCHTYpHUTENIHA Kaca 00001aBa nH(popManusaTa o peaa Ha wi. 4a, ain. 2 u
3 3a JIeKapCTBEHUTE MPOJIYKTH, 32 KOUTO € IMOJaJACHO yBEIOMIICHHE 32 IPOMEHH, CBBP3aHH ChC
3aIlIalaHeTo Ha JIEKAPCTBEHUTE MPOAYKTH, C M3KIIOUEHUE Ha CIydauTe 1o ail. 3.

(2) (Hosa - JIB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r.) JlekapcTBeHUTE MPOIYKTH IO
npeaxoaHaTa anunes ce 3amnamar or H30K no pena Ha ui. 6a.

(3) (ITpeaumna an. 2 - JIB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., u3m., 6p. 67 ot 2011 1.,
Oop. 49 or 2012 r. ) B cinyyauTe Ha W3KIIOYBAHE Ha JIEKAPCTBEH MNPOAYKT oT Ilo3uTuBHUSA
JIEKapCTBEH CHHUCHK, HAaMaJIIBaHEe Ha CTOWHOCTTA, onpesenena cbriacHo wi. 50 ot Hapenbara 3a
peryiimpaHe W perucTpupaHe Ha IICHUTE Ha JICKAPCTBEHUTE MPOJYKTH, YCIOBHUATA, IPABHIIATA H
KpUTEpUUTE 3a BKIIOYBAHE, NMPOMEHHU W/WIM H3KJIIOYBAHE Ha JIEKAPCTBEHUTE MPOAYKTH OT
[To3uTHBHUS JIEKapCTBEH CHUCHK W YCIIOBUATA W pefa 3a pabora Ha Kommcusara mo 1eHu u
peumOypcupaHe, oTmajaHe Ha KOJ Mo MexayHapoaHara kinacudukaius Ha Oonectute (MKD)
W/WiK TI0JlaBaHe Ha 3asBiieHue 1o wi. 9a, an. 1 H30K u3BwpmiBa aeitnoctute 1o 4i. 6, ai. 1 go
16-0 ymcio Ha TEKyIIMsS KaJCHIApeH Mecell WX 0 1-BO YHCIIO Ha CJeIBalusl KaleHAapeH
Mecel] B 3aBHCHMOCT OT JlaTaTa Ha BJIM3aHE B CHJIa Ha perieHnero Ha Komwucwsra mo 1eHu u
peumMOypcupaHe Uiu J1aTaTa Ha MoaBaHe Ha 3asBlieHue 1o 4. 9a, an. 1.

(4) (ITpequmina an. 3, usm. - JIB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r., gom., Op. 67 oT
2011 r.) Ipu uskmrouBaHe Ha jekapctBeH npoaykT oT [IJIC mnm ornagane Ha kox mo MKbB
W3/IaJICHUTE PELENTH C€ U3IBJHABAT OT JuuaTa o wi. 7 u ce 3amamar ot H30K B cpok 1o 15
JTHU OT JlaTaTa Ha BJIM3aHE B CHJIa Ha POMEHUTE 1O ajl. 3, clie]] KOETO CIy)eOHO ce aHylIupaT 1o
pena Ha HapeabaTa o wi. 221 3JITIXM.

(5) (Ilpequmina an. 4, uzm. - JIB, 6p. 9 ot 2010 r., B cuna ot 2.02.2010 r.) [Ipu HacTenmm
npoMenu B ciydaute 1o an. 1 u 3 H30K yBenoMsBa M3NBJIHUTEINTE HA MEIUIIMHCKA MTOMOII U



JIMIaTa mo 4i. 7 IIpu YyCJIOBHUA U 1O P, ONMPCACIICHU B CKIIFOYCHUTC JOTOBOPHU.

I'1aBa Tpera
YCJIOBUSA U PE/ 3A 3AIIVIAILTAHE HA
MEJUIWHCKHA USJEJIUA U JUETUYHU XPAHU 3A
CIHHEOUAJIHU MEJUIINUHCKU LEJIA

Ya. 11. HanmonanHara 3ApaBHOOCUTYPUTEIHA Kaca 3aruialia MEAWIIUHCKH HM3ACIUS U
JTUETUYHU XpaHU 3a CHEUAIHM MEIUIMHCKU LEIH, MpelHa3HAYeHH 3a JOMAIIHO JICUCHUE Ha
3abomnsBanus, onpeaenenu ¢ Hapenbara mo 4. 45, an. 3 330.

Yua. 12. (1) Hauumonannara 3ApaBHOOCHUTYpPHUTENIHA Kaca 3aljamia 3a METUIIMHCKU
W3/IeIMs, OTTOBapSIY Ha U3UCKBAHUATA HA 3aKOHA 32 MEAUIIMHCKUTE U3JEIHS U MOJ3aKOHOBHUTE
HOPMaTHUBHHU aKTOBE [0 HETOBOTO IPHJIaraHe.

(2) HaI_[I/IOHaJ'IHaTa 3APaBHOOCUTYPHUTCIIHA KacCa 3alljlallla 3a JUCTHYHU XpaHH! 3a CIICHHAJITHU
MCIUMIMHCKU LCJIW, OTTOBapsAllM Ha HW3UMCKBAHHATA Ha 3akoHa 3a XpaHUTEC M IMOJA3aKOHOBHUTC
HOPMATHBHHU aKTOBC 110 HCTOBOTO IIpUJIaraHC.

Yu. 13. (1) (M3m. - IAB, 6p. 67 ot 2011 r.) HaunonanHarta 3 paBHOOCUTYpUTENIHA Kaca
3amama 3a MEOUIMHCKHA HW3JeNUs W JUETHYHU XpaHW 3a CHENHATHA MEIUIUHCKHU IIEJIH,
onpeaenenu ot Hanzopuus ceetr Ha H30K cpriacHo ui. 56, ain. 2 330.

(2) HamuonannaTta 31paBHOOCHUTYpUTENIHA Kaca 3alulalia 3a HOPOAYKTHTE Mo al. 1, mpu
yCIIOBHE Y€ TE C€ 3aIulalmar OoT OOIIECTBEHH 3JPABHOOCUTYPUTEIHU (POHAOBE, MPH CHILUTE
3a00JsIBaHMsl WJIM WHAMKALMK Hal-MaJKko B TpU OT CJlEIHUTE IbpxkaBu: PymbHUs, YUexus,
Ecronus, I'epius, Yarapus, Jlutsa, Ilopryranusa n Ucnanus.

(3) (M3m. - B, 6p. 67 ot 2011 r.) Harmmonanuara 3apaBHOOCUTYpUTETHA Kaca 3aruiaiia
HAl’bJIHO WJIM YaCTUYHO 32 MEAMIIMHCKUTE W3AENUS U JUETUYHHUTE XPaHU 3a CIHEeIHallHU
MEIUIMHCKU 1enu, ompeneneHn ot Hamzopuus ceBer Ha H3OK, 3a enmnmma BemecTBo, 3a
Opoiika WiIu onpeaens MeceuHa CTOWHOCT.

Y. 14. HanmonanHara 31paBHOOCUTYpUTEIHA Kaca 3auialia 3a MEJUIUHCKHI U3JIeTus U
JMETUYHHM XPaHU 3a CHEUATHA MEIUIIMHCKHU e CIIe] MOJTyYaBaHe Ha MUCMEHO 3asBJIEHUE OT
MPOU3BOJAUTENS WIM HETOB YITBJIHOMOILIEH MPEACTABUTE, Y€ JKEJIA€ ChOTBETHUAT IIPOAYKT J1a CE
3aruraiia mo pea Ha Ta3u Hapeada ChrilacHo npriokeHue Ne 4,

Y. 15. (1) B 3asgBnenuero no uwi. 14 ce mocouBaT THPrOBIMTE HA €IpO, KOUTO I
JOCTaBAT MEIULUHCKUTE H3ACTHS/IMeTUYHUTE XpaHW 32 CIEHHUATHH MEIUIUHCKH LENu 10
anrtekure, ckiounau gorosop ¢ H30K.

(2) KpM 3asBneHuero ce mpuiara JeKjiapanus 3a CbhIVlacke€ OT ThPrOBLUTE Ha €Apo,
MIOCOYEHH B 3asIBJICHUETO, 32 JIO0CTaBKa Ha MEAMIIMHCKY U3/ENus/ IUeTHUYHU XPaH!U 32 CHECIHATHU
MEIULUHCKY LIETH.



Yua. 16. (1) 3a ornyckane Ha npoaykture 1o wi. 1, T. 2 H30K ckmrodBa moroBopu ¢
T, MOJYYHII pasperienue mo wi. 229, an. 2 3JIIIXM 3a ThproBust Ha JpeOHO ¢ JeKapCTBEHH
MPOJYKTH.

(2) (U3m. - IB, 6p. 67 ot 2011 1.) JloroBopute mo ai. 1 ce CKIOYBaT 4pe3 TUPEKTOpa Ha
P30K, Ha yusiTo TEpUTOPUS € anTekaTa, ¢ JUIA, OJANU 3asBJICHUS ChIIacHO npuiiokeHue No 5,
IIPH YCIIOBUS U 110 PEJI ChINIACHO TpuiioxeHue Ne 6.

(3) Harmmonanuara 3apaBHOOCHTYpHTEIIHA Kaca 3aIulallia Ha JIMIara mo aji. 1 3a OTIycHaTH
OT TSIX MEIUIMHCKH W3JeNus M JUETUYHH XPaHW 3a CIECUUAIHU METUIMHCKH IENu CIel
IPEICTaBsIHE Ha EJIEKTPOHEH OTYET, M3TOTBEH ChOOPA3HO eNEKTPOHHUS (GopMaT, MyOInKyBaH Ha
uHTepHeT cTpanunara Ha H30K.

(4) OtnycHatuTe M OTYETCHH MEIWIIMHCKU W3/ACIUS W JUETUYHU XpaHU 3a CICHHATHU
MeauIuHCKH 1enu ce 3amnamar oT H30K npu ycnoBus u o pen, onpezeneHu B Ta3u Hapeada u
CKJIFOYEHHUTE JJOTOBOPH.

Y. 17. (1) IIpousBoauUTENAT WIM HETOB YIBIHOMOIIEH NPEACTaBUTEN € JUThKEH Ja
yBenomu H30K B ciiyuante Ha:

1. mpoMsiHa Ha THPTOBIUTE HA €APO, KOUTO IIE JTOCTABAT MEIUIIMHCKU U3ICIHS/ TUCTUIHN
XPaHH 32 CIEIUATHI MEAUIIMHCKU 1IEJTU 10 anTekuTe, ckitouniu goroop ¢ H30K;

2. Ipyru 00CTOSTENICTBA.
(2) YBenomiienuero no ai. 1 ce u3BbpIIBa B 7-THEBEH CPOK OT HACTHIIBAHE HA IPOMEHUTE.

Yu. 18. (1) (M3m. - IAB, Op. 67 ot 2011 r.) HaumonanHata 3paBHOOCUTYpUTENIHA Kaca
JlaBa yKa3aHHsS OTHOCHO pejla 3a NpeANHCBaHe, OTIYCKAaHE W IOJIyyaBaHE Ha MEIUIMHCKH
W3MeNUsl ¥ TUSTUYHH XpaHW 3a CHEIHaTHH MEIWIUHCKH IeJIH, 3alUlalllaHd HAIThJIHO WIIH
gactuuHo oT H30K.

(2) YkazanusTa o an. 1 ce mybaukyBat Ha uHTepHeT cTpanunara Ha H30K.

Yu. 19. (Hos - 1B, 6p. 67 ot 2011 r.) (1) [Ipou3BOAUTENAT WU HETOB yIIBIHOMOIIECH
npeacraBuTen Moxke na noaaae B H30OK nucMeno 3asiBiieHHE ChriaacHO npuiioxkeHue Ne 7, ye
Kellae J1a ce MPEeKpaTH 3allialllaHeTO Ha ChOTBETHOTO MEIUIIMHCKO M3/eNue/AueTuYHa XpaHa 3a
CHEIMATH MEIUIIMHCKH TIEJTH 10 pejia Ha Ta3u Hapeoa.

(2) B 3aBucumocT OT Aarara Ha MO/JaBaHE Ha 3asBJICHHUETO 1Mo ai. 1 - no/cnex 15-o yucino
Ha KaneHaapHus Mecel, H3OK mnpeycraHoBsiBa 3amjaliaHeTo Ha CHOTBETHOTO MEAMIIMHCKO
H3)1enne/)1HeanHa XpaHa 3a CICOuaJIHu MCEOAWUIUHCKHW LEIN OT 1-Bo miam ot 16-0 umcno Ha
ClIeBaIIMsI KAJIEHJAapEH Mecell.

(3) B cnyuaute no an. 1 H30K B 5-mHeBeH cpok OT MmojaBaHe Ha 3asSBICHUETO OMIOBECTSBA
nH(popManusTa, MOCoUeHa B 3asBJICHUETO, HA UHTEPHET CTPAHMIIATA CH.



I'naBa yerBBpTA
(Hosa - /IB, 0p. 67 ot 2011 1.)
YCJIOBUA U PEA 3A TOTI'OBAPSHE HA OTCTBIIKA
OT CTOMHOCTTA, KOSITO H30K
AIIVTAIIIA 3A JIEKAPCTBEHHA ITPOAYKTH

Y. 20. (Hos - 1B, 6p. 67 ot 2011 1.) (1) (U3m. - JIB, Op. 49 ot 2012 r. ) Ha ocHOBaHue
1. 45, an. 10 330 H30K porosapst oTCTBIKH OT CTOMHOCTTA, KOATO 3aIUlallia 3a JIEKapCTBEHU
npoaykty, BkinrodeHu B [1JIC o um. 262, an. 5, 1. 1 3JIIIXM.

(2) HoroBopure mo ajn. 1 ce ckiouBaT ¢ NMPUTEKATEIUTE HA pa3pelleHus 3a yrnoTpeda Ha
CHOTBETHUTE JICKAPCTBEHU MPOYKTH WIH C TEXHU YITHITHOMOIIEHU MPECTaBUTEH.

Ya. 20a. (Hos - [IB, 6p. 49 ot 2012 r. ) Hammonanuara 31paBHOOCUTYpUTENIHA Kaca
3alUiamia Ha JiMnara mo wi. 7, aj. 1 HamalieHata ¢ JOTOBOpPEHAaTa OTCTBIIKA CTOMHOCT Ha
JIEKapCTBEHUTE IIPOTYKTH.

Y. 21. (Hos - JIB, 6p. 67 ot 2011 1.) (1) B cpok mo 15 auu ot mogaBaHe Ha 3asBIICHUE
o 4i. 4 H30K otnpaBs mokaHa A0 MpUTEKaTENd Ha pa3pelleHue 3a ynorpeda Ha JeKapCTBEH
MIPOYKT/HETOB YIIBJIHOMOIICH MPEJACTABUTEN 32 MPEICTABSIHE Ha MPEIOKEHUS 32 OTCTHIIKH TI0
yn. 20, an. 1.

(2) Ilpennoxxenusta mo an. 1 ce moaaBar B €JHOMECEUYECH CPOK OT MOKAHATA.

(3) I[putexarenutre Ha pa3pemieHUs 3a ynoTrpeba Ha JEKApCTBEHU MPOIAYKTHU/TEXHHU
YI'BJIHOMOIIEHH TIpeAcTaBuTend mo 4i. 20, an. 1 MoraT Ja mojaBaT IpeIIoKeHHS 32 OTCTBIIKH U
6e3 na e ormpasena nokana or H30K mo an. 1.

(4) lpennoxenusita mo an. 1 u 3 ca mo obpaserr cpriaacHo npuinoxerue Ne 8, KbM KOETO ce
npuiiara/tT JOKyMeHT/U, yIOCTOBEpSIBAILY MTPEICTaBUTEIHATA BIACT HA JINLIETO.

(5) IIpu cxmrouBane Ha moroBop 3a orcrbhnka nmo wi. 20 H30K 3ammama goroBopeHara
cTOoMHOCT OT 1-BO UM 16-0 4KCIIO HA CHOTBETHUS KAJIEHJAPEH MECEI] B 3aBUCUMOCT OT JlaTaTa Ha
CKJIIOYBaHE Ha JOroBOpa.

Y. 22. (Hos - IB, 6p. 67 ot 2011 1.) (1) JloroBapsiHeTo Ha OTCTHIIKU OT CTOWHOCTTA, Ha
kosATo ce 3amamar oT H30K nekapcTBeHnTE MPOAYKTH, CE€ U3BBPIIBA OT IOCTOSTHHO JIEHCTBAIA

KOMHUCHSI, ONIpeJIeNieHa che 3anoBen Ha yrnpasutens Ha H30K.

(2) B chcraBa Ha KOMHCHSTA 3aJBbJDKUTEIHO C€ BKJIIOYBAT IPABOCIIOCOOEH HOPHUCT,
MarucTbp-papManeBT 1 HKOHOMHUCT.

(3) Komucusita mo an. 1 pasraexaa mocThIuiauTe 1o 4. 21, an. 4 JOKyMEHTH ¥ U3TOTBS



npoekT Ha joroBop Mexay H30K u choTBeTHUS MpUTEKATEN HA pa3pelieHue 3a yrnoTpeda Ha
JIEKapCTBEH MPOAYKT/HErOB YI'BJIHOMOILEH MPEJICTaBUTEN B 7-THEBEH CPOK COT IOJyyaBaHE Ha
IIPETI0KEHUETO.

(4) Yupasurensat Ha H30OK B 7-gHeBeH cpok OT MPHUKIIIOYBAHE HA MpoleaypaTa mo ai. 3
CKJIIIOYBA CbC CHOTBETHHMS MpUTEX aTell Ha pa3pelleHue 3a YHNoTpeOa/HEroB YI'BIHOMOILIEH
IIPEICTaBUTEIN JJOTOBOP, B KOWTO CE ITOCOYBAT:

1. pa3mMepbT Ha OTCTBIKATa U (popMUpaHaTa HOBA CTOMHOCT Ha CHOTBETHHS JIEKAPCTBEH
IIPOAYKT,

2. ycl0BHUATA U PEIBT, IO KOUTO C€ MPEAOCTaBs HH(POpMALMS MEXy CTPAHUTE;
3. IpyrH yCIOBUS.

Y. 23. (Hos - JIB, 6p. 49 ot 2012 r. ) (1) Haunonannara 3qpaBHOOCUTYpUTENIHA Kaca
myOJIMKyBa Ha MHTEPHET CTPAHMIIATA CH CHOOIICHHE, Y€ € JOTOBOPEHA OTCTHITKA OT CTOWHOCTTA
Ha OmpeJIelieH JICKApCTBEH MPOJYKT, Oe3 Ja MocouBa pa3Mepa Ha Ta3H OTCThIIKA.

(2) Bcexkn ThproBenm Ha e€Ipo MOXE Ja MOJaje YBEAOMIICHHE 4Ype3 MpUTeKaTes Ha
pazpemieHueto 3a ynorpeda B H30K, ue xenae na pasnpocTpaHsBa JIEKapCTBEHU MPOAYKTHU C
JIOTOBOPEHUTE OTCTHIIKH.

(3) B TpuaHeBeH cpok OT mocThIBaHe Ha yBeaomieHueto no an. 2 H30K nedunupa kox
Ha ThProBell Ha eJpo.

HPEXOJHU U 3AKJTIOYUTEJHU PA3IIOPE/IBHA

§ 1. B nByMeceueH cpok clie/1 BIU3aHE B CHJIa Ha MO3UTUBHUS JieKkapcTBeH cruchk H30K
3amamia JIGKapCTBEHUTE MPOIYKTH, OTIYCHATH CBHIVIACHO JekapcTBeHusi cnuchbk Ha H3OK,
npuer ¢ pemenue Ne PII-VC-04-127 ot 27 nexemBpu 2007 T. 3a ompejelissHEe yCIOBHUSATA, HA
KOUTO TPsIOBA /Ja OTrOBapsT M3MBIHUTEIUTE Ha MEIUIMHCKA MOMOII, peda 3a CKIYBaHEe Ha
JIOTOBOPHTE C TAX U APYTH yCIOBHS 1o wi. 55, an. 2, T. 2, 4, 6 u 7 330 (00H., [IB, 6p. 5 ot 2008
r.; U3M., 6p. 45 ot 2008 1.).

§ 2. (1) (M3m. - [IB, 6p. 40 ot 2009 1., B cuna ot 3.04.2009 r.) B cpox g0 30 maii 2009 r.
MPUTEKATSIIUTE HA pa3pelieHHe 3a ynoTrpeda WIM TEXHU YIIBIHOMOIICHH IPEICTaBUTEIIN
nonasat 1o H30K 3asBneHus mo ui. 4 3a 3aruianiaHe Ha ChbOTBETHHUTE JIEKAPCTBEHH MPOAYKTH
3a€HO C MPHIIOKEHUTE KbM TAX JOKYMEHTH CHIVIACHO WI. 5 OT Ta3w Hapezaoa.

(2) (U3m. - IB, 6p. 49 ot 2012 r. ) B coyyaute mo an. 1 KbM 3asBJICHUETO HE CE IpuUiIara
KOIHME OT BIIA3JIOTO B cUJjia pemieHre Ha KoMucusita no neHu u peumMOypcupase.

§ 3. B cpok 1o 15 nHM OT BiIM3aHe B CWJIa HA MO3UTUBHUSA JiekapcTBeH cruchbk H30K
3aroy4Ba CKJIIOYBaHE Ha JOTOBOPH C JIMLA, NMOIYYWIN paspenieHue no wi. 229, an. 2 3JIIIXM 3a
THProBUs Ha ApeOHO C JIEKapCTBEHH MPOAYKTHU U MOJANU 3asiBICHUE [0 pella Ha Ta3u Hapenda 3a



OTIIyCKaHE Ha MPOJYKTUTE 110 4. 1.

§ 4. B cpok n0 1Ba Mecena OT BIM3aHETO B CHJIA HA MO3UTHBHHSA JIEKAPCTBEH CIHCHK
MIPUTEKATEIIUTE HA Pa3pEIICHUS 32 THPrOBHs Ha JAPEOHO C JIEKAPCTBEHU MPOIYKTH, CKIFOUMIIH
norosop ¢ H30K, npusexxaar codryepa cu B ChOTBeTCTBHE ¢ HOBHUTE M3nckBaHus Ha H30OK.

§ 5. Jlo Bnu3ane B cuia Ha HapenOaTa 1o wi. 30a ot 3akoHa 3a MEIUITUHCKUATE U3CITHUS
H30OK 3amnamia npeamnucaHute U OTHYCHATH MEAMIIMHCKHM HM3JENUs MO0 LEHU U IpPU YCIOBUS
cbrimacHo npuiokeHue Ne 15 xpm Pemenne Ha VYiopasurennus cbBer Ha H3OK  Ne
PJI-YC-04-127 o1 27.12.2007 1. (006H., /IB, 6p. 5 ot 2008 1.; u3m., 6p. 45 ot 2008 r.).

§ 6. [o ckmrouBane Ha goroBopute no wi. 16, an. 1 H30K 3amnama npennucanure u
OTIYCHATU TUETUYHU XPAHU 32 CICIHUAIHA MEAUIIMHCKHU LI€JU 10 IEHU U TPU YCIOBUS ChITIACHO
npuiokenue Ne 15 kpm Pemenne na Ynpasutennus cbBer Ha H30K Ne PJ[-VC-04-127 ot
27.12.2007 r. (06H., [IB, 6p. 5 ot 2008 T.; u3Mm., Op. 45 ot 2008 1.).

§ 6a. (Hos - JIB, 6p. 40 ot 2009 r., B cuna ot 3.04.2009 r.) IIbpBusiT TpuMeceyeH
nepuon o wi. 10, an. 1 3amouBa na teue ot 1 ronu 2009 r.

§ 7. Ykazanus 1o npuiaraHeTo Ha Hapeabarta aaBa YmpaBuTenHudar cbBeT Ha H30OK.

§ 8. (U3m. - [IB, 6p. 49 ot 2012 r. ) HapenOara ce u3naBa Ha ocHOBaHue wi. 45, an. 9
330.

SAKJIFOYUTEJIHA PA3IIOPEJIBA xwM Hapenbata 3a usmenenue Ha Hapenda Ne 10
oT 2009 r. 3a ycioBusATa U pea 3a 3alljIallaHe Ha JIEKapCTBEHU MPOLYKTH 1O 4ui. 262, an. 4, 1. 1
0T 3aKOHa 3a JIEKapCTBEHUTE MPOAYKTH B XyMaHHATa MEIMILIMHA, HA MEAUIIMHCKHU WU3JEIUs U Ha
JUETUYHU XPpaHU 3a CIIEHUaTHU MEULUHCKH LEJIN

(B, 6p. 40 ot 2009 1.)
§ 4. ITaparpadu 2 u 3 Biu3ar B cuna ot 3 anpuit 2009 r.

IMPEXOAHU U 3AKJIFOUWMTEJIHU PA3IIOPEIBU xbMm Hapenbara 3a u3meHeHHE U
nombaHeHne Ha Hapem6a Ne 10 ot 2009 r. 3a ycnoBusita ¥ pea 3a 3arialiaHe Ha JEKapCTBEHU
MIPOAYKTH 10 4il. 262, a. 4, T. 1 o 3akoHa 3a JIEKapCTBEHUTE MPOYKTH B XyMaHHATa MEAUIIMHA,
Ha MEIMLUHCKY U3/IeIHs U Ha AUETUYHHU XPaHU 3a CIIEUAIHA MEAUIIMHCKH LIeTTN

(B, 6p. 9 oT 2010 1., B cuna ot 2.02.2010 1.)

§ 6. 3aBapeHHTE JIEKaPCTBEHH MPOAYKTH, BKIHOUYEHH B [103UTUBHUS JIEKAPCTBEH CIUCHK,
3a KOUTO € MOJAJACHO 3asiBICHHUE MO 4. 4 WIK YBEJOMIIEHHE 1O Wi. 9 KbM JaTaTa Ha BIM3aHE B
cuia Ha Hapezabara, mo kowTo He € 3amouHano miam@ane ot H30K, ce 3ammamar cuutano ot
01.02.2010 1.



§ 7. IIbpBusAT aByMecedeH mepuoj mo wi. 4a, aj. 2 3amouBa Ja Teue CUUTAHO OT
01.01.2010 .

IMPEXOJHN N 3AKJIIOYUTEJIHU PA3ITIOPE/IBU xpm Hapenbara 3a n3meHeHue u
JOT'bIHEHNE HA

Hapen6a Ne 10 ot 2009 r. 3a ycnoBusTa U peaa 3a 3alllallaHe Ha JEKapCTBEHU IPOLYKTH
no wi. 262, an. 4, 7. 1 or 3akoHa 3a JIGKAPCTBEHUTE MPOAYKTH B XyMaHHaTa MEJWIIMHA, Ha
MEIUIIMHCKY U3EIUs U Ha JUETUYHU XPaHU 3a CIIELUaIHU MEIULUHCKY 1IeNn

(IIB, 6p. 67 ot 2011 1.)

§ 25. [IppBuAT TpuMmeceueH nepuoj mo 4. 4a, an. 2 3amoyBa Ja Te€4e CUUTAHO OT
01.07.2011 r.

§ 26. (1) Hanimonanuata 31paBHOOCUTYpHUTENHA Kaca OTIIPaBs MMOKaHA 3a JIOTOBapsiHe 10
MPUTSKATSIIUTE HaA pa3pelieHHe 3a YIOTpeOa/TeXeH YIBIHOMOIICH TPEJACTaBUTEN 3a
Mpe/ICTaBsIHe Ha MPEANIOKEHUs 3a OTCThOKU mo wi. 20, an. 1 3a JIeKkapcTBEHHTE MPOIYKTH,
BKJIIOYEHU B [103UTHMBHMS J€KapCTBEH CHHUCHK 1o wi. 262, an. 5, 1. 1 3JIIIXM xbM narara Ha
BJIM3aHE B CHJIa Ha Hapeaobara, HO He mo-KbcHO oT 01.10.2011 r.

(2) JoroBapsiHero 1o ai. 1 ce u3BbpIIBA MO pelia Ha IJIaBa YeTBbPTA.

§ 27. MeauuuHCKUTe U3JEIUs U NTUETUYHUTE XPaHU 3a CHELUaJIHU MEIULHUHCKHU LIETH,
3amiamany HanbaHo win yactuuHo ot H30K mpes 2011 r., ca onpenenenu ot HanzopHus cbBer
Ha H30K B npunoxenue Ne 7 "Cnuchk Ha MeguUMHCKH u3nenus, 3amiam@anu ot H30K" u
npuioxkenne Ne 8 "Crnuchk Ha auetwdyHu xpanu, 3amamadd oT H30K" ksm Hammonamuus
PaMKOB JIOTOBOp 332 MEIUIIMHCKUTE IEMHOCTH Mex Ay HannoHnanHaTa 31[paBHOOCUTYpUTENTHA Kaca
u bearapckus nexkapcku cwro3 3a 2011 r. (B, 6p. 3 oT 2011 1.).

§ 28. (1) B 15-nHeBen cpok oT Biu3aHe B cuia Ha Hapenbata H30K nedunupa xon Ha
THProBEI] Ha €pO Ha BCUYKHU THPTOBILHU Ha €IpO, MOMYUMIIH pa3pelleHne 3a ThPTOBUs Ha €IpO Mo
1. 195 ot 3akoHa 3a JekapCcTBEHUTE MPOAYKTH B XyMaHHAaTa MEIUIIMHA, U U3TOTBS CbOTBETHUTE
€JIIEKTPOHHH (POpPMATH 32 U3MBIHUTEIUTE Ha MEAUIIMHCKA MIOMOIII ¥ 32 JIUIaTa 1o 4. 7.

(2) B emHOMeceueH cpok OT u3ThdaHe Ha cpoka 1o ai. 1 H30K nmpuBexia B cbOTBETCTBHE
yKa3aHUATa, TyOIMKYBaHU Ha MHTEPHET CTpaHUIaTa i U 10roBopute mo wi. 7, ai. 1.

§ 29. (1) Pasznopenbara Ha § 8 oTHOCHO 4. 8, ai. 5 Bim3a B cuia ot 1 ssayapu 2012 .
(2) Jo 31.12.2011 r. H30K 3amnama Ha aunarta no wi. 7, an. 1 mo 1,00 nB. 3a oTuereHa
peuentypHa OnaHka 3a 0OpaOOTBaHETO Ha peLENTH 3a JIGKAPCTBEHU MPOAYKTH C HUBO Ha

sarmutamage 100 ga cro.

HAPEJIBA 3a u3menenue u ponbsiaHeHue Ha Hapemn6a Ne 10 ot 2009 r. 3a ycnoBusta u



pena 3a 3arulallaHe Ha JIEKAPCTBEHM NPOAYKTH mo wi. 262, an. 5, T. 1 or 3akoHa 3a
JICKQpPCTBECHUTE MPOAYKTH B XyMaHHATa MEIUIIMHA, HA MEIWIIMHCKUA W3JCIUS U Ha TUCTHYHH
XpaHu 3a CriCHuaJIHU MCIUTTUHCKU LCIIN

(JIB, 6p. 49 ot 2012 1.)

§ 12. HaBcsxpae B Texcra nymute "Komwucus no [lo3uTuBHUSA JieKapCTBEH CIUCHK'" ce
3ameHsT ¢ "Komucus o nenun u peuMOypcupane".

[Ipexoanu paznopendu

§ 13. (1) 3a cpok eaHa roauHa OT BIM3aHE B CHJIa Ha Hapeadara JEKapCTBEHUTE
MPOIYKTH 32 JIOMAIIHO JICYCHHWE HA 3JI0KAYeCTBCHM 3a0OJISIBaHUS CE 3aIllamiaT Mo pela W MpH
yCIOBUSITA HA Ta3W Hapenda Ha CTOMHOCT, HamalieHa C JOTOBOPEHUTE OTCTBIIKM IO pela Ha
npuioxkenue Ne 10 ot Hapen6a Ne 40 ot 2004 r. 32 omnpezeisiHe Ha OCHOBHUSA MAaKET OT 3/paBHU
JNEHHOCTH, rapaHTUpaH oT Oropkera Ha H3OK.

(2) HamasienuTe ¢ OTCTBHIIKMA CTOMHOCTH Ha JICKAPCTBEHUTE MPOMYKTH MO ai. | ce 3aruiamar
Ha JiMiara mo wi. 7, an. 1 Ha ocHoBaHue A0roBop, ckirodeH Mexay H30K u npurexarenure Ha
paspelleHue 3a yrnorpeda 1 TEXHUTE YII'BIHOMOIIEHU MPECTaBUTEINH.

§ 14. [IspBuUAT MIECTMECEUEH NIEPHOJ 10 Wi. 4a, ajn. 2 3amo4Ba Jia Te4Ye OT BJIM3aHE B CUJIa
Ha Ta3W Hapenoa.

Ipunoxenme N 1
KBM
un. 4
(Uzm. - IB, 6p. 67 or 2011 r.,

op. 49 ot 2012 1.)

SAAdBIJEHMNUE

(I'BJIHO HaMMEHOBAHME Ha [IpUTexaTeJld Ha pas3pelleHMeTo 3a ylorpeba)
CBC CeHajMille M aIpPeC Ha YHPABIIEHUE: .. enneeeeeeeeens

npencraBJIaBaHO oT:
....................................................................... '
(3a OPMAOMYECKO JMIlEe — I'BJIHO HAaMMEHOBAHME Ha NPencTaBUTENd, cemanauie U
azmpec Ha YyIpabJjieHMe; 3a Omu3nyecko Jule - TpuTe mMeHa, EI'H,

IIOCTOSAHEH aznpec)
B KAUeCTBOTO My Ha: NpuUTexaTeJl Ha paspemeHye 3a ynorpeba/ylbJIHOMOLEH
IpencTaBUTEN
(HEBAPHOTO Ce 3adepTaBa)
c OOKYMEHT, yIOoCTOBepsaBall npencraBUTeJIHATA BJIACT:



Anpec:

TenedoH it i e DAKC e e E-mail

YBAXAEMM TOCIIOAMH/TOCIOXO YIPABUTEI,

Ha ocHoBaHmMe ujl. 4 BBB Bpb3ka C ujl. 5 orT Hapemba N 10 or 2009 r. =a
YCJIOBMATA M pella 3a 3alllallaHe Ha JIeKapCTBEeHU NPONyKTM IO wi. 262, ajx. 5, T.

OT 3akKOHa 3a JIeKapCTBEHMTEe NPONYKTM B XyMaHHAaTa MeIMLMHA, Ha MEeIOMLMHCKU
U3genansa M Ha IMEeTUYHM XPaHM 3a CIelMajlHM MeIMLMHCKM LejM 3asaBsaBaM, UYe xejasd
na ce samamar orT H30K cienmHuTe JIeKapCTBEHM MNPOOYKTN:

1.
(HaMMeHOBaHME Ha JIeKAPCTBEHMS NPOIYyKT, JIeKapCTBeHa dopMa M OKOHUATEJIHA
OIlakKoBKa)
2.
3.

KBbM HacTOSWOTO 3asBJIeHME IpujlaraM CJIeIHUTE INOKYMEHTN:
1. Konme oT BIA3JIO B CUJIa pelleHMe Ha KoMmucusaTa Mo LeHU U peumMOypcupaHe
(mpmyaraT ce pelleHMsaTa 3a BCEKM elMH OT [IOCOYEHMTE [I0O-TI'ope B 3asaBJIEHUETO
NPOOYyKTH)

(mommnmc M nmeyvaT Ha 3agBUTEJIS)

Ipunoxeunne N 2

KBM UJi. 7/, ajx. 3 muunx. 16, anu.
2

(Mam. - IB, 6p. 34 oT 2009 1.,

orM., Op. 67 ot 2011
T.)

Npunoxenue N 3
kBpM uJ. 9a,
an. 1
(MsMm. - OB, ©p. 34 or 2009 1.,
6p. 67 or 2011 .)

1o
YIIPABUTEJIA HA H30K

SAAdBIJEHMNUE



oT

(IBJIHO HaMMEHOBAaHME Ha MNPUTEeXaTesis Ha paspelleHreTo 3a yrnorpeba)
CBC CeIaJIMIe M AOPEC Ha YHPABIIEHMIE I &ttt o o oo e oo ettt et e e e ee e eeeeeeeenns ,
IpencTaBJIIBaHO oT:

(3a PPUOMYECKO JiMIle — II'BJIHO HaMMEeHOBaHME Ha NpelCcTaBUTeJisd, celajuie u
ampec Ha ylpabJjieHMe; 3a Ou3ndeckKo Jule - TpuTe mMeHa, EI'H,
IIOCTOSHEH aznpec)
B KAuecTBOTO My Ha: MNpPUTEexXaTesl Ha paspeleHue 3a ynorpeda/ynbiIHOMOIEH

IpencTaBUTENI
(HEBAPHOTO Ce 3BadepTaBa)
c IOKYMEHT, YyIOCTOBEpPsABall nperncTaBuUTeJIHATA BJIACT :

3a CBHOOUEHMS UM KOHTAKTU:
Anpec:

TenedoH .t DAKC e e e E-mail

YBAXAEMM T'OCIOIVH/TOCIIOXKO YIIPABUTEIL,

Ha ocHoBaHme un. 9a, an. 1 or Hapenmba N 10 ot 2009 r. 3a ycjnoBuATa U
pella 3a 3aljlallaHe Ha JIeKapCTBEHM NPONYyKTM IO uJl. 262, ajix. 5, T. 1 or 3akoHa
3a JIeKAPCTBEHMTE NPOOYKTM B XyMaHHaTa MeIMUMHAE, Ha MEeIVLUVMHCKM M3OEJMsS UM Ha
IVMeTUNUYHN XpaHI/I 3a CIlieuMaJIHM MeIMLIMHCKM LieJIM 3adBSABaM, 4de XejJlad IOa ce HperaTI/[
3amamadeTo oT H30K no pema Ha HapenfaTa Ha CJEeIHUTE JIeKapCTBEHU NPOIOYKTM:

1.
(HauMeHOBaHME Ha JIeKapPCTBEHUA NPOOYyKT, JlekapCTBeHa dopMa M OKOHUATEJIHAa
OIIakKoBKa)
2.
3.
HaTa: e e e e e e e

(HOHHMC Y IeyaT Ha 3agBUTeNII)

Ipnnoxenne N 4

YJI.

KBEM
14
(MsMm. - OB, ©p. 67 or 2011 1.)
3AAdBIJEHNWE

oT

(I'BJIHO HaMMEHOBaHME Ha MNPOM3BOIOUTETIS)



CBC cemajiiie M aJpeC Ha YIIPABIIECHUE I & ¢ i i ot ot o o o o o o o o o o o oo oseeocsecoecsos

@ o o o o o o o s o s s o s s s o s s o s s s s s s o s s s s s s o s s s o s s e s s s s s s e s s s s s s e s s s s s s e s s s 0 s s e e sy

npencraBiigsBaH oT:
..................................................... ,
(3a OPUOMUECKO JIMlle - II'bJIHO HaVMMEHOBaHME Ha MNPpelCTaBUTENS, CcelaliMvie U
ampec Ha ylIpabJjieHMe; 3a Ou3MdecKo Jule - TpuTe mMeHa, EI'H,

IIOCTOSHEH alpec)
B KAueCTBOTO My Ha: MNPOM3BOOMTEN/YIBJIHOMOIEH NIpenCcTaBUTel
(HEBAPHOTO Ce 3auepTaBa)
c IOOKYMEHT, yIooCcTOoBepsaBall npencraBuUTesHaATAa BJIACT :
[locouraM cJiegHMA anpec 3a CBHOOWEeHMA M KOHTAKTU:
Anpec:

Tenedon e ety baxc e e ettt e e ey e-mail

YBAXAEMM T'OCIOAVH/TOCHOXO YIPABUTEII,

Ha ochHoBaHme ujn. 14 BBB Bpb3ka C uj. 15 or Hapenmda N 10 or 2009 r. =a
YCJIOBUATA M pella 3a 3alljlallaHe Ha JIeKapCTBEHM NPOIOYyKTM IO uj. 262, aj. 5, T.

1
OT 3akKOHa 3a JIeKapCTBEeHMUTe NPOOYKTM B XyMaHHaTa MeIMlMHa, Ha MeOMLMHCKU
musnejima M Ha OUMETUYHM XPaHM 3a ClIelMaJIHM MeOUMIMHCKM LeJi 3adBABaM, Ye XeJlad
na ce samyamaT oT H30K ciemHUTe NPpOOyKTHM:

1.

(HaMMeHOBAaHME Ha MEeIULUMVHCKOTO M3mejre/IueTndyHaTa XpaHa 3a CleluajiHuU
MEeOMUVHCKIM LeJiK, BMUI, OIaKOBKAa)

2.

3.

MenouMLMHCKUTE MsnenMH/nmeTMqHMTe XpaHM 3a ClelMaJIHM MeIMUMHCKM LeJIiM e ce
pasnpocTpaHaBaT OO alTekKuTe, CKIoUMIM noroeop ¢ H30K, oT cienHmMTe TBHPTOBLM HAa
enpo:

1.

(HaMMeHOBAaHME Ha JIMLETO, NPpMUTeXabBallo pas3pelleHMe 3a TBPIOBMSA Ha €Opo C
MEeIULVHCKM M3Oesud, M3JameHo [NO pena Ha 3MM/ymocrToBepeHue 3a
perucrpauusa Ha OOEKT 3a TBPIOBUA C XPaHM, M3TaldeHOo IO pela Ha
3aKOHa 3a XpaHuTe)
2.
[punaraM CclaefgHUTEe OOKYMEHTM:
1. J[exyapaumy 3a CbhbIJIAaCME OT IIOCOUYEHMTE TBPTOBLM Ha €IpO 3a HOCTaBKa
Ha

MEIVUVHCKUTE MU3OeNusa/IOUeTUUHUTE XPaHM Ba CIelLMasJHM MeOULMHCKU LeJN.
(mpuiaraT ce nexJjlapauuy OT BCHUYUKM [IOCOYEHM TBPIOBLM Ha €OpO)
2. Komme OT IOOKYMEHTM, YyIOCTOBEpSBAallM M3UCKBAHMATA MO uj. 12.
(mpmyaraT ce OOKYMEHTM 3a BCEKM €IOMH OT [NOCOYUEeHMUTe NO-Tope B 3asaBJIEHUETO
NPOOYyKTM)

HaTa: e e e e e e e



(momnmuc u nevyaT Ha BasgBUTEJIS)

IIpunoxenue N 5

KBbM 4i. 16, an. 2
(Hoso - JIB, 6p. 67 ot 2011 1.)

JIO TUPEKTOPA HA
120) 0 1 T

JAJABJIEHUNE

(mocoyBa ce JIMIIETO, MPUTEKABAIIO pa3pelieHue, u3aaacHo mno peaa Ha 3JIITXM,
3a ThProBUs Ha IPEOHO C JIEKaApCTBEHU MPOAYKTH)

HPEICTABIISIBAHO OT ...vveeuveenreenirennreenseenreenseeeseenseeneees ,

EUK/BYJICTAT N2 .ot ,

OAHKA (KITOH) .veevuvreenereeenireenneeenineeenneeenneeenseesnneens ,
TEIL/DAKC NO .ot ,
E-MAl .o
Paspemienne 3a TproBusi Ha APeOHO C JIEKAPCTBEHU MPOIYKTH No ..............
............. [ eeeeeeeeiieesieeenenns, H3JIAZICHO OT MUHUCTBPA HA
3/IpaBEOIa3BaHETO

AJIpEC Ha aTEKATA: OOJIACT ...veeeuvreeenireeeireeeieeesnieeeeseeens ,
[010)11170 5t AR By o IV U ,

YIL N s I V<)) S ,

DAKC: et ,
PBHKOBOIMTEN HA ATITEKATA ..vvevvenveeeeneeenrenneeneeeneeseeenseeneens ,
MAT. PAPM. ..ottt ettt

(uMeHa o TOKyMeHT 3a camonuvHocT, EI'H, YUH)

AJlpec 3a KOPECTOHJCHIIHS: ................... YN (S11110) < S ,
DAKC: oottt ,

Lo 111 U ,

MOO. TEITEMOH ....vvrenvieirieiieiiieniee st esiee e siee e e sieeas

YBAXAEMHU I'OCITOANH/TOCITIOXKO JUPEKTOP,

Ha ocHoBanue uin. 16, an. 2 or Hapen6a Ne 10 ot 2009 r. 3a ycnoBusita u

pena 3a 3aIvialllaHe Ha JISKapCTBEHU MPOAYKTH 10 Wi. 262, ain. 5, T. 1 ot 3akoHa

3a JIEKapCTBEHUTE IPOJYKTH B XyMaHHATa MEAUIIMHA, HA MEIULIMHCKU U3ENINS U Ha
JTUETHYHU XpaHH 3a CTIELUaTHI MEIUIUHCKY eI KaHIUAaTCTBaM 3a CKIIIOYBaHE Ha

JIOTOBOP 3a OTIYCKAaHE Ha CJICHUTE MPOIYKTH, 3aIUIAIl[AHN HAITBJIHO WM YaCTUIHO OT
H30K:



1. J_—[I/IGTI/ILIHI/I XpaHHu 3a cri€uaJIHu MCIUIHUHCKU [EIN (0]

2. MeauIuHcKy U3 aenust:

3a CTOMHUpPAHH oonHu (0]
OT'JIFOKOMEPH U TECT JICHTU (0]
(0]

(OT6€J’I${3BaT CC I'PYIIUTE, KOUTO U3IIBJIHUTECIIAT XKEJIaC a OTHYCKa)

HpI/IJIaFaM CJIICAHUTC AOKYMCHTH!

JLaTa: (oot e
(moamuc ¥ mevart Ha 3asBUTETIs)

lIpunoxeume N 6
KBM uJ. 16,

an. 2
(Horo - IIB, Op. 67 oT 2011 r.)
YcnoBuAa M pen 3a CKJOYBaHEe Ha MHIMBUIYAJIHM OOTOBOPM 3a OTIYyCKaHe U
3alJlallaHe Ha MeOULUMHCKM MB3IeNMS M IMEeTHUUHM XPpaHM 3a ClIelMaliHU
MEIULMHCKHU L eJn
I. OCHOBHM MBUCKBAHMSA KBM KAHIOMIATUTE 3a CKJIIKOYBAaHE Ha OOT'OBOP 3a
OTIIYyCKaHe Ha MEOVMUIMHCKNM U3NEeJIMAd VM OMETUUYHM XPaHM 3a CllelMaJiIHM MEeOUMIVHCKU
ueay, saljlallaHy HAIBJIHO MM 4YacTuduHO OoT H30K:
1. Ja npuTexaBa akKTyaJiHO pas3pelleHre 3a THPTOBUA Ha IpeBHO C JIeKapCTBEHU
NpOoOyKTM B alnTeka, mM3JaleHOo o penma Ha 3JIIXM.
2. Jla He e 0o0SBEeH B HECBHCTOSATEJIHOCT.
3. la He e B MNPOMBBOACTBO [0 JIMKBMOALMSA ([IOCOUEHOTO M3UCKBAHE He ce
oTHacsa 3a ET).
4. Ia e CKJIIOUYNII TPYyIOBU OOTOBOPU CBC CBOTBETEH Bpoit
MarucTep-dapMaleBTH
CBHOOPABHO IMOCOUYEHOTO OT Hero paboTHO BpeMe CBIJIacHO Hapen®a W 28 ot 2008 .
3a YyCTPOMCTBOTO, pela M OopraHM3alMsaTa Ha paboTaTa Ha alTeKUTe M HOMEHKJIaTypaTa Ha
JleKkapCTBeHuTe nponykrtu (o6H., IB, 6p. 109 or 2008 r.; wmswM.,
6p. 67 or 2010 r.).
5. Ila e perucTpMpaH KkaToO aIMUHUCTPATOP Ha JMYHM IaHHM IO 3akoHa
3a3alMTa Ha JIMYHUTEe IOaHHWM.
6. Ha xaHmumaTa Oa He € HaJIOXeHa IO NPenxoleH moTroBop ¢ H30K caHkUMS



"mpekpaTaBaHe Ha OOTOBOP", BJA3Jla B CuJjla Npes IMOCIeOHUTe 6 Mecela,
Npenxoxnamy NONAaBAaHETO Ha 3afABJIEHMETO 3a CKJKUYBAaHEe Ha IOOTOBOP.

IT. YcyooBuAa M pen 3a CKJIoOYBaHe Ha morosop ¢ H30K 3a ornyckaHe Ha
MeOMUMHCKM M3IOeaMsa M OMEeTHMUHM XPaHM 3a CHelLMaJlHM MeIMLMHCKM LeJM, 3aljallaHu
HAN'BJIHO WMJIM YacTudHO oT H30K:

1. KaHmnupaTsT - HpPUTEXaTeJ Ha pas3peleHre 3a TBPI'OBMS Ha IPeOHO C
JIEKAPCTBEHM NPOOYKTU B alTeKa, CKIpndea norosop ¢ H3O0K upes mupexTopa Ha P30K,
Ha 4UMATO TepUuTOopMsa Ce HaMupa alTekKarTa.

2. B ciryyamTe, KOTATO IPUTEXaTeJAT Ha pas3pelleHMe 3a THPI'OBMS Ha OPeOHO

JIEKAPCTBEHM MNPOONYKTM € Ppas3Kpujl oBeude OT eIHa allTeka Ha TepuTopusaTa Ha eIHa
P30K, noropop ce CKJIKOYBaA 3a BCAKa e€IOHa OT alTeKuTe.
3. B caayyanTe, KOTATO IPUTEXATEJIAT Ha pas3pelleHre 3a THPpTOBUS Ha OPeBHO

JIEKAPCTBEHM NPOAYKTM € Pas3KpuJl alTeKM Ha TepuTopuATa Ha pas3nudHu P30K,
IOTOBOP Ce CKJIYBA 3a BCAKa allTeka 4Ypes IOuMpekTopa Ha cboTBeTHaTa P30K, Ha
4yaTO TEPUTOPUS Ce HaMupa alrTekara.

4. 3a ckJoYBaHe Ha IOTOBOP KAaHIMIATBHT NolaBa Io mupekTopa Ha P30K, Ha
uMaTO TEPUTOPMA Ce HaMupa allTekaTa, 3adaBJIeHMe O obpaszel (npuioxeHue N 2);
KBM 3BafABJIEHMETO Ce NpuijaraT CJIelHUTe IOKYMEeHTM:

a) paspelleHMe 3a TBPI'OBMS Ha IOpebHO C JIeKAPCTBEHM NPOAYyKTM B alTeka,
u3naneHo o pexna Ha 3JIIXM;

©) cBOebHO pelleHMe 3a permcrpaumsa no T3 - 3aBepeH OT KaHIOMIaTa NPenuc;

B) YHOOCTOBEpPeHMEe 3a aKTyaJlHO CBbCTOSHME Ha KaHIMIaTa, M3TaIeHO He IO-PaHo
OT TpM Mecella INpenM naTaTa Ha IolaBaHe Ha 3asaBJIEHMETO — 3aBepeH OT KaHauIaTa
npenuc;

I') yIOOCTOBEpPeHMe, uUe KaHOUIATBHT He € ODABEeH B HEeCBHCTOATEJIHOCT — 3aBepeH
OT KaHIOMzmaTa IIpelnnc;

) yIOOCTOBEpEeHMe, Ye KAaHIMOATBHT He € B NPOM3BOICTBO [0 JMKBMIALMS -—
3aBepeH OT KaHIOMIaTa Npenuc;

e) YyIHOOCTOoBepeHMe 3a permcrpaumsa no BYJICTAT
i pasrnevaTka OT MHTEPHEeT CTpaHMlIaTa Ha AI‘eHLLMHTa I1O0 BIIMCBaHMATA —
TBPTOBCKMA PETUMUCTBP, ChOBPXalla HOaHHM OTHOCHO €IOMHHWMA I/LJZ[GH'I‘M@MK&LU/IOHGH Koo
(EVIK) ;

X) IOTOBOP 3a yIpaBJleHME MM TPYHOB IOTOBOP Ha PBKOBOIOMUTEJIS Ha alTekaTa
B CJydamuTe, KOTAaTO CBUMAT paboTy O TPYHOBO MNPAaBOOTHOIIEHME — 3aBEPEeH OT
KaHomIoaTa IIpenmuc;

3) YIOOCTOBEPEHMS 3a UJIEHCTBO B Bwiarapckusa QapMalleBTMUEH CBI03 Ha
PBKOBOOMTEJIA Ha alTekaTa M Ha paboTemmTe B Hed MarucTep-dapmMaleBTH, M3OaIeHU
OT CBOTBETHATa PperMoHaJIHa KojJermud Ha BoC;

1) HOOKYMEHT, YyHOCTOBepsABall BIMCBaHEe B PerMCTbPa Ha aIMUHUCTPATOPUTE Ha
JIMYHM IOaHHWM TII10 3akKoOHa 3a 3alMMTa Ha JIMYHUTE IOaHHWM.

B3abesiexka. KaHommaT, BIOMCaH B TBPI'OBCKUA PEIMCTBP, BONEH OT ATEHLUMATA I10
BOMCBAHMATA KBM MMHMCTBPa Ha [NPaBOCBOMETO, HEe MNPEeICTaBs OOKYMEHTUTEe 10 OYyKBU
"s", "p", "no", "e" Ha ocHOBaHMe uj. 23, aj. 4 OT 3akOHa 3a THPTOBCKUSPEIUCTHP .

5. IupexTopsT Ha P30K paszryexia nHomaleHUTe OOKYMEeHTU U B 14-THEeBEeH CPOK
CKJIDYBa IOTOBOP.

6. [lpy HEO®BJIHOTA /WM HETOYHOCT B MNONANEHUTE JOKYMEHTU OUPEKTOPHT Ha
P30K mmMcMeHO yBeIOMSABa KkKaHIMIATa 3a ToBa OOCTOATEJICTBO U onpenesia l4-OHeBEH
CPOK 3a OTCTpaHgBaHeTo /uM. B Tesmu ciyuyau CPOKBT MO T. 5 cnoupa ma Teue IO
OTCTpaHgBaHEe Ha HENBJIHOTATa U/MJIM HETOUHOCTTA.

7. B cayyamTe, KOTATO MNPUTEXATEJISAT Ha pal3pelleHre 3a TBPTOBMUSA Ha OpeBHO

JIEKAPCTBEHM NPOOYKTM M PBKOBOIOMTEJIAT Ha alTekaTa He CbBNALAT, MHIOVMBUIYAJIHUAT
OOTOBOP Ce MNOoAnMcBa M OT PBKOBOOMTEJIA Ha alTekKaTa.

ITI. OcHOBaAHMA M pel 3a OTKas OT CKJIKYBaHe Ha MHIOMBUIOYAJIEH LOTOBOP 3a
OTNyCKAaHe M HANBJIHO MJIM YaCTUUHO 3allJlallaHe Ha MEeOMUVMHCKM M3OeJUS M OUEeTUUHU



XpaHM 3a ClIeluualiHyM MeOULMVHCKU LeJin:
1. IupexTopwbT Ha P30K oTkas3Ba Za CKJKOYM OOT'OBOP, KOI'ATO:
- KaHOIMIATBT He OTroBapdA Ha ycjoBMATa O T. I;
- He ca NpencTaBeHM HAKOM OT IOOKYMEHTMTe no T. II, nmomamgeHuTe OOKYMEeHTU
He yIOCTOBEepABAT M3UCKyeMuUTe OOCTOATEeJICTBa MM HEePeOOBHOCTMTE He ca
OTCTPaHEeHM OT 3afABUTEJNIA B CPOK.

2. JmpexTOopbT Ha P30K m3maBa B IMCMeHa GopMa MOTMBMPAH OTKAa3 3a
CKJIIOYBaHe Ha OOTOBOP 3a OTNYyCKaHe Ha MeOMLMHCKM M3OeJMA M IUMEeTUUHM XPaHM 3a
CrneuMajiHM MeOMLMHCKM LeJu.

3. OTxasbT ce BpBYUBA Ha KaHIMIaTa WIM My Ce M3Ipala [0 IomaTa C
Npenop®YaHo NMCMO C OOpaTHa pasnMcka B CPOK OO 7 OHM OT M3OaBaHETO My.

IV. Pen 3a obaBdABaHe Ha Npolelypa IO CKJINYBAaHE Ha MHAOMBUIOYAJIHM IOTOBOPUK
34 OTINYCKaHe M HAalBJIHO MM YaCTUUYHO 3alljlallaHe Ha MeOULVMHCKMY U3OeJINA U
IOVeTUYHM XPaHM 3a ClelMaJlHM MEeIMLUMHCKM Lejyr M [NONNMCBaHe Ha OOTOBOpP:

1. 3a oBsBgBaHe Ha Opolenypa O CKJIYBAHE Ha MHIOMBMAYAJIHM HOT'OBOPM 3a
OTIyCKaHe M 3alljlallaHe Ha MeIUUVMHCKU U3OeNIUdA M OMEeTUUHM XPaHM 3a CIeLMaJlHU
MeIMUMHCKM LeJiM IMPeKTOP®T Ha P30K nyOimkyBa Ha MHTEPHET CcTpaHmuuarta Ha H30K

B PerMOHAaJIHO [e4YaTHO M3OaHMe IIOKaHa 3a ydacTue B OOI'OBAPAHETO KBM
npuTexareJnuTe Ha pas3pelleHMe 3a TBProBMA Ha OpebHO C JIeKapCTBEHU NPOOYKTHM,
UMMTO alTeKM Ca Ppa3KpUTK Ha TepuTropmATa Ha P30K, B KOATO mocodBa:

a) HeoOXoOMMMUTE IOKYMEHTM 3a CKJIUBaHe Ha HOTOoBOp ¢ H30K m mHpopmMauma 3a
MACTOTO M CpOKa 3a II0oJlydaBaHe Ha obpasel, OT KOMIUJIeKTa HOKYMEHTU;

0) MACTO M CPOK Ha NoHaBaHe Ha IOOKYMEHTUTE;

B) CpPOK 3a pasIJyiexOaHe Ha IOOKYMEHTUTE M CKJUBaHe Ha IOOTOBOPM;

') cpeIcTBa 3a KOMyHMKALMA M OJIIBXHOCTHO JIMLE 3a KOHTakTu B P30K.

2. JlypexTopsT Ha P30K ofgBsgBa Ha BUIHO MACTO B CcrpazaTa Ha P30K u Ha
MHTEPHEeT CcTpaHuuara Ha P30K rpapmk 3a NOONMCBaAHE HAa MHIOMBUIYAJHUTE IOTOBOPU
34 OTNYyCKaHe M 3alulallaHe Ha MeOMUMHCKM M3OeNrda M OUMEeTUUHM XPaHM 3a CIelVaJiHU
MEeOVLVMHCKNY LeJNn.

3. Crren u3TKUYaHe Ha CPOKOBETE IO T. 1 AMPeKTOP®sT Ha P30K ckimouBa IOTOBOP
C KaHIMIOAT - NpUTexaTeJl Ha pas3pelleHre 3a TBPIOBMA Ha IOPeBOHO C JIEKapCTBEHM
NPpOOyKTM, IIO NMCMEHO 3afABJIEHME Ha KaHIuIaTa [IpM yCJIOBMEe, Ye CBUMAT OTroBapd
Ha YCJIOBMATA M € MNPEeICTaBUJI BCUUKM M3UCKYEeMU IOOKYMEHTMU.

punoxenne N 7

KBM uj. 19,
an. 1

(Horo - IIB, Op. 67 or 2011 1.)

o
YIIPABUTEJIA HA H30K

SAABJIEHNE

oT
(H'BJ'[HO HalMeHOBaHME Ha HpOMSBOHMTeJ’[F{)
CBhC cemajiiie M agpeC Ha YIIPABIICHNE D . . i v o v ot v o o o o s o o oo oo oessooessscessayg

npencraBiigBaH oT:
(3a ©OPUIMUYECKO JIMIIE — I[I'BJIHO HaMMEeHOBaHMe Ha NPpenCcTaBUTeNsd, CelajMie U
azmpec Ha yIpabJjieHMe; 3a Ou3nyecko Jule - TpuTe mMeHa, EI'H,

IIOCTOSHEH aznpec)
B KAueCTBOTO CU Ha: MNPOUBBOIOUTEJI/YNBIHOMOIEH NpenCTaBUTE
(HEBAPHOTO Ce 3auepKBa)
c OOKYMEHT, yOoCcToBepAaBall IpencraBuUTeJIHATA BJIACT:



Anpec:

YBAXAEMM T'OCIIOAVH/T'OCIOXO VYIIPABUTEIJ,

Ha ocHoBahume ujn. 19, amn. 1 or Hapenmba N 10 ot 2009 1. 3a ycioBuATa U
pella 3a 3alJlallaHe Ha JIeKapCTBEHM NPONYyKTM IO 4. 262, ax. 5, T. 1 or 3akoHa
3a JIEKAPCTBEHUTE MNPONYKTM B XyMaHHAaTa MeAOMIMHAa, Ha MEeIUMUMHCKM M3OeNMs UM Ha
OVMEeTUYHM XPaHM Ba CleluMaJiHM MeIMUMHCKM LeJM 3asgBsaBaM, de Xxejlasd Ia Cce IpekpaTu

samnamadeTo oT H30K no pema Ha HapenbaTa Ha CJHeIHUTE NPOOYKTU:

1.
(HaMMeHOBaHME Ha MEIMLMHCKOTO Mu3mesme/OueTryHaTa XpaHa 3a CleluaiHuU
MEeIMUVMHCKIM LeJiu, BMUI, OIaKOoBKa)
2.
3.
DaTa: e e e e e e e

(momommc M nmeyaT Ha 3asgBUTEJIA)

Npunoxenne N 8

KbM wi. 21, an. 2
(HoBo - IB, 6p. 67 ot 2011 1.)

I[MTPEUJIOXXEHUE

(TTBJIHO HAUMEHOBAHKE Ha IPUTEXKATEIIS Ha pa3pelIeHUETO 3a yrnoTpeoa)
ChC CENATMIIE U A/IPEC HA YIPABICHHUE:! ..c.everveeneerereeeenrennrenneenne

TIPEIICTABIIIBAHO OT: ..evveenvreenreeneeeenreeneresseenseeenseensnensens
(32 FOPHIMYIECKO JIUIIC - ITBJIHO HANMEHOBAHUE HA TIPEJICTABUTEIIS, CEIATUIIE U
ajZipec Ha ympaBlieHue; 3a (PU3HUECKO Nulle - TpuTe umeHa, ET'H,

MTOCTOSTHEH aJIpec)

B KaUECTBOTO CH Ha: IPUTEkKATeIl Ha pa3pelieHne 3a ynorpeda/yimrbIHOMOIICH
TIPEJICTAaBUTEIT

(HEBSIPHOTO C€ 3a4epKBa)

C JIOKYMEHT, yIOCTOBEPSBAII] MPEACTABUTEITHATA BIIACT: .....eeevveenernnnnen.

3a choOIIEHNA U KOHTaKTH:

ATIPEC: eviieiiieeeiee ettt



YBAXAEMMU I'OCIIOAMH/TOCITIOXO YITPABUTEIJI,
Ha ocnoBanue 4. 45, an. 9 330 I[TIPEAJIAT'AM OTCTBIIKA 3a cnennure

JIEKapCTBEHU MPOYKTH, BKIIFOUeHHU B npuiioxkenune Ne 1 na [JIC, 3amnamanu 4acTuyHO
i HansJIHO oT H30K, kakTo cieaBa:

Mexnyna

Konnuect [Ipurexxar Ilena na CrToHHOCT,
pOAHO TBprosck
BoHa OKoHuaTe el Ha TbHProBel 3alliallaH
HenateHTH  Kop 0 JlexapctBe
JeKapcTBe  JHa  paspewieH Ha enpo ¢ a or H30K
0 H30K HaumeHnoB Ha ¢popma
HOTO  OMakoOBKa M€ 3a JACc  mo um. 8,
HAaUMEHOB aHue
BEIIIECTBO ynotpeba oTcThIKa  ai. 2
aHue
1 2 3 4 5 6 7 8 9

KbM HacTOAIIOTO 3asBIEHUE MTPUIIaram:
JLaTa: (oot e
(moamuc ¥ mevat Ha 3asSBUTEIIs)



