[Mpunoxxenne Ne 2 xpm un. 7, an. 1, 1. 1, 6yksa "a"
(M3wm. - IB, 6p. 47 ot 2011 r., u3m. - IB, 6p. 25 ot 2018 1.)
Monyn 1: AnmMuHHCTpaTUBHA MH(OPMAITHS

1.0. IlpuapyxuTenHO TUCMO

1.1. M3uepnatenHO ChaAbpKaHUE HA ISLUIOTO JocHue (HAa BCUYKKA MOAYIH OT 1 1m0 5
BKJIFOUHUTEITHO)

1.2. (U3m. - 1B, 6p. 47 ot 2011 r.) 3asBieHue chIVIACHO OOpasel], YTBBbPJAEH OT
n3nbiaHUTENHUS aupexrop Ha MAJL. KbM 3asBieHueTo ce npuiiarat CiaeIHUTe JOKYMEHTH:

1.2.1. mOKyMeHT 3a IJIaTeHa Takca chriacHo Tapudata mo wi. 21, an. 2 3JINIXM;

1.2.2. nucmo 3a wHPOPMHPAHO ChHIVIACKME OT TMPUTEKATEN HA Pa3pelICHHETO 3a
ynotpeba Ha pa3pelieH JEKapCTBEeH MPOJIYKT - KOraTo € MPUII0KUMO;

1.2.3. odunmaieH TOKyMEHT, H3aJIeH OT KOMIIETCHTCH OpPTaH, ChbIIIaCHO ChOTBETHOTO
HAI[MOHAJTHO 3aKOHOJATEJICTBO, JIOKA3Balll, Y€ 3asABUTENAT € YCTAaHOBEH HA TEPUTOPHUATA Ha
EBporneiickoto nkonomuuecko npocrpanctso (ENI) - nannu 3a Enunaus naeHtugukanionex
KOJI Ha JPY’KECTBOTO OT T'BProBCKUS PETHCTHP, a 33 APY>KECTBATa, PETUCTPUPAHU B IbPKaBa -
yieHKa Ha EBponelickust chi03, Wi B IbpkaBa - crpana 1o Cropazymenueto 3a EUII - 3aBepen
Mpenuc OT JOKYMEHT 3a aKTyallHa PeTUCTpalus 0 HAllMOHATHOTO 3aKOHOIATENICTBO, U3/1aJIeH
OT KOMIIETEHTEH OpraH Ha ChOTBETHATA JbprKaBa, MPEBEJCH U JIETAIU3UPAH 110 CbOTBETHUS
pen;

1.2.4. nOKyMeHTH, YAOCTOBEpsIBAILlM, Y€ JIULETO, KOETO I0/aBa 3asBICHUETO, €
YOBJIIHOMOIIIEH MpeAcTaBuTeNn Ha Juuero no wi. 26 3JIIIXM, u n0bJIHOMOIIHO 3a
KOPECHOHJICHIIMSI OT UMETO Ha 3asiBUTEIISI/TIPUTEKATENS] HA Pa3pelIeHuEeTo 3a yrnoTpeda - ¢be
3aBepKa, YJOCTOBEpsiBallla MpeACTaBUTENHATa BIACT Ha YI'BJIHOMOIIUTENS, MPEBEICHO U
JIerajJu3upaHo 0 CbOTBETHUS PEJl;

1.2.5. (ot™m. - IB, Op. 25 o1 2018 1.)

1.2.6. paspemieHne 3a NPOM3BOACTBO, M3AAJEHO OT PETyJaTOPHUS OpraH Ha
I’bp>KaBaTa, B KOSATO C€ U3BBPILBA MPOU3BOJICTBOTO (MK ekBUBajieHT u3BbH EUII, kbaerTo e B
CHJIa CIIOpa3yMEHHUeE 3a B3aMHO IpHU3HaBaHe Ha MHCIEKIMUTE WIH ChOTBETHO CIIOpa3yMeHUe
¢ EBponeiickaTa 001IHoCT);

1.2.7. cepruduxat(u) 3a noOpa HPOU3BOJACTBEHA NPAKTHKA WJIM CTAHOBUILE(A),
yIIOCTOBEpPSBAIIH, Y€ MPOU3BOACTBOTO Ha JIEKApPCTBEHUS MPOAYKT U Ha aKTUBHUTE BEILECTBA,
BJIM3allMl B CbCTaBa MY, € H3BBPIIEHO B CHOTBETCTBUE CBC CTaHAApTH, HaN-MaJIKO
eKBUBAJIEHTHH Ha CTaHJAapTUTE Ha jgoOpaTra NpPOMU3BOJCTBEHAa NPAKTUKA, H3JaJAE€H OT
KOMIIETEHTEH OpraH Ha JIbpxaBa OT EBpomeicKkoTo MKOHOMHMYECKO MPOCTPAHCTBO WIH OT
IbpXKaBa, ¢ KOSATO € B CHJIA CIIOPAa3yMEHHUE 3a B3aUMHO IIPU3HABAaHE HA MHCIIEKIINNTE;

1.2.8. 3a BCAKO aKTHBHO BEIIECTBO - JIeKJIapauusi(1) oT KBAIM(UIUPAHOTO JUIE Ha
MpPUTEXATENS Ha pa3pelieHne 3a MPOU3BOJICTBO, OTTOBOPEH 3a OCBOOOXK/1aBaHE HA APTHIUTE,
U OT KBaJM(UIMPAHOTO JIUIE HA BCEKH OT MPUTEKATEINTE HA pa3pelleHre 3a IPOU3BOICTBO,
pasnosioxkeHu Ha Tepuropuara Ha EUWII, mocoueHu B 3asBIEHUETO, KBAETO AKTUBHOTO
BEILIECTBO C€ M3MOJ3Ba KaTO M3XOJEH MaTepuall, 4e aKTUBHOTO BEIIECTBO CE MPOU3BEXKIa B
CBhOTBETCTBUE C PHKOBOJICTBATA 3a 100pa MPOU3BOJCTBEHA MIPAKTHUKA 32 U3XOAHU MaTepually,
npuetu oT OGIIHOCTTA;

1.29. cxema Ha BCHYKM MeCTa Ha TPOM3BOJCTBO M KOHTPOJI, YYacTBaIlld B
MIPOM3BOJICTBEHUS MPOIIEC Ha JIEKAPCTBEHUS MPOAYKT U HA aKTUBHOTO BEIIECTBO;

1.2.10. (or™m. - [IB, 6p. 25 ot 2018 1.)

1.2.11. (ot™m. - IB, 6p. 25 ot 2018 1.)

1.2.12. npuapyXUTEIHO MUCMO OT IPOU3BOJUTEIIS HA AKTUBHOTO BEIIECTBO CHIVIACHO



npuiioxkenue Ne 2.2;

1.2.13. mucmo 3a AOCTHI JO OCHOBHOTO JIOCHE Ha aKTUBHOTO BEILECTBO CHITIACHO
npunoxenne Ne 2.3 wim xomue ot Ceprudurar 3a choTBeTcTBHE Ha EBpomeiickara
dhapmakories;

1.2.14. xomue OT NHCMEHO NOTBBPXKJIECHUE OT IPOU3BOAMUTENS Ha AKTUBHOTO
BELIECTBO, Y€ Iie UH(POpMHpa 3asBUTENS B Cllydyail Ha MPOMSHA B MPOU3BOJCTBEHUS MPOLIEC
Wi crneuupuKanuuTe B ChoTBeTcTBUE ¢ Tasu Hapenda (IIpmnokenme I ot Jlupektua
2001/83/EO);

1.2.15. ceprudukat(n) 3a CHOTBETCTBHE Ha MOHOrpadusra Ha EBpomeiickara
(dhapmakoriest oTHOCHO crioHTHGopMHHTE eHiedanonatuu (TSE-ceptudukar);

1.2.16. nmucmeHo cbriacue(s) Ha KOMIIETEHTHUTE OpraHd 3a OCBOOOXKJaBaHE Ha
reHeTnyHo Moauduuupanu opranuzmu ('MO) B okosHarta cpena;

1.2.17. nayuyna koHcynaTanus oT Komurera 3a JiekapCTBEHU MPOAYKTH 3a XyMaHHaTa
MEIUIIMHA W/ WK OT IbpkaBa(u) dieHKa(un);

1.2.18. komme OT paspenieHueTo(siTa) 3a ymnorpedba B IbpKaBa - CTpaHa IO
Cnopazymenueto 3a EWII, u ekBUBajIeHTHU JOKYMEHTH 32 TPETHU AbPKaBU - IPU MTOMCKBAHE;

1.2.19. koriue OT OTKa3 3a U37aBaHe Ha pa3pelieHue 3a ynorpeda B IbprKaBa - CTpaHa
o Cnopazymenuero 3a EUII, unu B Tpera npprkaBa, IPUAPYKEHO C MOTUBU; HH(pOpMaus 3a
BPEMEHHO CIIUPAHE WM 3a IIPEKpaTsBaHe Ha JEMCTBUETO Ha pa3peleHUueTo 3a ynoTpeoa;

1.2.20. cniuchbK Ha MPEACTaBEHUTE ChC 3asIBICHUETO MAKETH U MIPOOU/MOCTPH;

1.2.21. xomue OT pELIEHUETO 3a OINpEeeNsHE KaTo JIEKAPCTBEH MPOIYKT,
Mpe/IHa3HaueH 3a JIeYeHHe, TPOo(UIaKTUKA WM JUATHOCTHKA Ha PEIKH 3a00IsIBaHuS;

1.2.22. cnuchbK Ha OpejiokeHuTe (CBOOOIHO U30paHM) UMEHA U MPUTEKATEITUTE HA
paspeienus 3a ynorpeba B 3acerHarute abpkasu oT EUII - mpu mpoueaypu mo B3auMHO
MIPU3HABaHE U JICHEHTPAIU3UPAHU IPOLEAYPH;

1.2.23. kortme oT cepTrdukara Ha EBponielickara areHIus 1o JiekapcrpaTa 3a OCHOBHO
nocue Ha BakcuHeH aHtured (O/IBA);

1.2.24. xonme ot ceptudukara Ha EBponelickara areHIus 1o JIeKapcTBara 3a OCHOBHO
nocue Ha mazma (OIT).

1.3. Uadopmanus 3a nporyKTa

1.3.1. Kparka xapakTepucTuka Ha IpOAYKTa, IPOEKT 3a JaHHUTE BbPXY IIbpBUYHATA
U BTOpUYHATa OMAKOBKA M MPOEKT 3a JIUCTOBKA Ha ObJTapcku e3uK. B ciyuaii ue nocueto e Ha
AHTJIMICKHU €3UK, CHIIUTE CE MPEJICTaBAT OCBEH Ha OBJIrapcKu U Ha aHrIuiicku e3uk. Kparkara
XapaKTepUCTHKa Ha MpOoJyKTa € cbriaacHo npuiokeHne Ne 11. Ilpoekt 3a naHHHWTE BBPXY
II'bPBUYHATA U BTOPUYHATA OMAKOBKA U MPOEKT 3a JIMCTOBKA Ca B CbOTBETCTBUE C U3UCKBAHUATA
Ha rnaBa VI na 3JIIIXM u mapeabara mo ui. 170 3JIITXM.

1.3.2. (mom. - JIB, Op. 47 ot 2011 r.) MakeTu Ha mMbpBUYHATA U BTOPUYHATA OTTAKOBKA
U JINCTOBKUTE 3a JIEKAPCTBEHMsI MPOLYKT B CHOTBETCTBUE C M3MCKBaHUATA Ha riasa VI Ha
3JIIIXM u Hapeabara mo wi. 170 3JIIIXM. MakeTbT € KOnmue Ha IUJIOCKUS JU3aiiH Ha
OIIAKOBKaTa C MCTUHCKUTE IL[BETOBE, KaTO BKJIIOUBA TOYHO KOIHME HA IIbPBUYHA M BTOpHUYHA
OIIaKOBKa, MpeJicTaBeHa AByn3MepHo. [IpencTass ce kaTo XapTHEHO KOMUE MM KOMIIOTHPHO
TeHEpUpPaHa BEPCHSL.

1.3.3. MocTpu OT mbpBUYHA U BTOPUYHA OMAKOBKA U JINCTOBKA (TI0 BB3MOXKHOCT).

1.3.4. Pe3synaratu OoT KOHCyJNTanus € LEJEBU IPYNHU MAlUEHTH, 32 KOUTO € MOKa3aH
(npeaHa3HaveH) JIEKapCTBEHUST MPOAYKT; IPU JIMIICA HA TaKUBa ce 0OOCHOBaBa 3alll0 HE €
U3BbpLIEHA KOHCYJTALHS.

1.3.5. (m3m. - [IB, O6p. 47 ot 2011 r.) Uudopmanus 3a mpomykra, omoOpeHa B
IbP>KaBUTE - YIEHKH Ha EBporeickus cbio3 (KbAETO € MPUIIOKUMO).

1.3.6. (m3m. - [IB, 6p. 47 ot 2011 r.) Uadopmanms Ha bpaiinoBa a30yka u aeKaapamus
3a U3I'BJIHEHUE HAa HM3HCKBaHUATA mo wi. 168, am. 6 3JIIIXM, chboTBeTHO Ha 4. 56a OT



Hupextusa 2001/83 (OB, L 311/28.11.2001 r.).

1.4. (u3m. - JIB, Op. 47 ot 2011 r.) Undopmarus 3a ekcepTuTte

[IpeacraBsaT ce mexnapanuu, NOJAMKUCAHU OT ekcrepTuTe mo wi. 27, an. 4 3JIIXM,
3aeIHO ¢ KpaTka MHQOopMaIus 3a TAXHOTO 00pa3oBaHue, 00ydeHre U npodecuoHaleH OIuUT.
Excrieprure TpsiOBa 1a IMaT MOAXOIAIIA CIICUATHA U TPo(dheCHOHATHA KBATH(PUKAITHUS.

1.5. CneuuduuHu H3UCKBaHUSA KBbM JIOKYMEHTALUATa KbM paA3IU4YHU THUIIOBE
3asBJIEHUs ChrilacHo npuiiokeHuss Ne 9, 10, 11 u 6.1

1.5.1. bubmuorpadcku 3asBiaeHus o 4wi. 30, an. 1 3JIIIXM

[IpencraBs ce o0000meHne Ha OCHOBaHUSTA M JIAHHWUTE, JIOKa3Ballld, de
aKTUBHOTO(UTE) BEIIecTBO(a), BIM3anio(1) B ChCTaBa Ha MPOJIYKTA, € (ca) ¢ J00pe ycTaHOBEHA
yrnoTpeda ¥ ¢ MpUEMIIMBO HUBO Ha O€30MIACHOCT U €(PUKACHOCT.

1.5.2. 3asBnenus mo wi. 28 3JIIIXM (renepuvHu JIeKapCTBEHHU MPOAYKTH), IO WI. 29,
an. 1 (XuOpuIHU JIEKApPCTBEHU MPOAYKTH) M 1O wi. 29, an. 2 (mogoO0HU OWOJIOTUYHU
JIEKapCTBEHH MPOTYKTH)

[Ipencrass ce:

1.5.2.1. o0oOuieHre Ha OCHOBaHUATA U JAHHWUTE, JIOKa3Ballld, Y€ JICKAPCTBEHUST
MPOJIYKT, 32 KOMTO € TI0/IaJICHO 3asBJICHUE, € TCHEpUUEH Ha pedepeHTEH JICKapCTBEH MPOIYKT,
xuOpuzeH Ha pedepeHTeH JIEeKapCTBEH MPOAYKT WM M0J00eH OMOJIOrMuYeH JIeKapCTBEH
MIPOJIYKT;

1.5.2.2. nanHu 3a naTaTa Ha pa3peliaBaHe 3a ynorpeda Ha pedepeHTHUS TPOAYKT, aKO
€ Bb3MOXKHO;

1.5.2.3. nmexnapanus, ye pedepeHTHUAT JIEKAPCTBEH MPOJIYKT HE € IMOJ MaTeHTHa
3amuTa Ha Teputopusara Ha Pemybnuka bearapus u 4e cpoksT mo wi. 28, am. 1 3JIIIXM e
U3TEKBII.

1.5.3. YapmkaBaHe Ha 3alMTaTa HA TaHHUTE

To3u paszmen ce M3UCKBAa B CIy4aWTe, KOraTo MPUTEXKATEIAT HA Pa3pelIeHUETo 3a
ynoTpe0a/3asBUTENSAT UCKa (JOMBIHUTENHA) 3alllUTa Ha JAHHUTE MPU HOBO TOKa3aHUE WU
MpOMsIHA B KIacUpUKaluATa, chriacHo wi. 28, an. 7 u un. 30, an. 3 3JIIIXM.

3a 3amuTa Ha ganauTe 1o wi. 28, an. 7 3JIIIXM ce npencrass nokia, 000CHOBaBAII]
HOBOCTTa Ha TMOKA3aHUETO W 3HAYUTEIHHUTE KIMHUYHU TPEIUMCTBA B CpaBHEHHE ChC
CBIIIECTBYBAIIIUTE JIEYCOHN BH3MOKHOCTH 110 TOBA TIOKA3aHHE.

3a 3amuTa Ha nanHuTe 1o wi. 30, an. 3 3JIIIXM ce npeacraBs qokiaj, 000CHOBaBAII
HOBOCTTa Ha IOKA3aHWETO W Y€ Ca MPOBEJICHU 3HAYWTEIHU HCKIMHWUYHU WU KIMHHYHU
W3MHUTBAHUS BbB BPB3Ka C TOBA MMOKA3aHHUE.

1.5.4. I3ppHpenHu oOcToATENCTBA (pa3pellaBaHe Mol yCIOBHE)

3a u3gaBaHe Ha pa3pelleHre 3a ynorpeda nmpu U3BbHPEIHU 00CTOSATENCTBA O Wil. 56
3JIIIXM B TO3M pazzen ce npeacTaBsi 000CHOBKA, BKJIFOUBAILA CICAHUTE aCIIEKTHU:

1.5.4.1. HEBB3MOXXHOCT OT CTpaHa Ha 3asBHUTENS Ja MPEICTaBU H3UEpHaTEeITHU
HEKJIMHUYHU ¥ KJIMHUYHU JTAHHU 32 €PUKACHOCTTA U 0€301MaCHOCTTA IMPU HOPMATHH yCIIOBHS
Ha ynotpeoa;

1.5.4.2. cIMCBbK HAa HEKIIMHUYHUATE WK KIMHUYHATE JaHHU, KOUTO HE MOraT ga ObnaaT
Mpe/ICTaBEHU U3YEPIIATEIHO;

1.5.4.3. 060ocHOBKa Ha OCHOBaHMSTA 3a pa3pelllaBaHe 3a yrnoTpeda Mpu U3BBHPEIHU
00CTOSITCIICTBA,

1.5.4.4. npennoxenus 3a noApoOHa MHGOpMAaLUS BbB Bpb3Ka ChC clielUPUUHUTE
MPOLIEYPH/3aIbIKEHHS, KOUTO TpsiOBa na OBJAT M3MBIHEHU (MPOLEAYPH, CBBP3aHU C
0e30macHOCTTa, MporpaMa 3a W3MUTBAHUS, YCJIOBHS 3a TPEANHUCBAaHE WM TIpHUJIaraHe,
nH(pOpMaIU 3a MPOIYKTA).

1.5.5. 3agBnenus 3a jekapcTBeHU NpoAyKTy mo wi. 32 3JIIIXM

[IpencraBs ce mucMo 3a HHPOPMHUPAHO CHIIACHE OT MPUTEKATEIS HAa Pa3pPEIICHUETO



3a ynotpeda Ha JEKapCTBEHHS MPOIYKT 3asgBUTENSAT Ja TMOJI3BA ChIABPKAHHUETO HA HETOBUTE
Moaynu 3,4 u 5 1 Ja Ma I0CTHII J0 ChIIbprKallara ce B TAX HH(OopMalus npe3 UsIoTo BpeMe,
JI0KaTO MPOJIYKTHT, 32 KOHTO ce OTHACS 3asBICHHUETO, € pa3pelleH 3a ynorpeda. AKO B TaKbB
Cllydaii ce MmoJi3Ba M OCHOBHO JJOCHE Ha aKTHBHO BEIIECTBO, CE MPECTAaBs U CbOTBETHO MHCMO
3a JOCTBI BBB Bpb3Ka ChC 3asBICHUETO 3a pa3pellaBaHE 3a yNoTpeOa Ha JIEKapCTBEHUS
MPOJIYKT.

1.5.6. [lon3Bane Ha HEMYOJIMKYBaHH JaHHU OT HEKIIMHUYHU U KIMHUYHH W3MTUTBAHUS
ChC ChIJIaCHe Ha MIPUTEXKATEJI Ha IIPaBaTa BbPXY TAX

[Ipencras ce mucMo 3a HHGOPMHUPAHO CHITIACKE OT MPUTEKATEIS HA MpaBaTa BbPXY
CHOTBETHUTE JIaHHU 3asSBUTEJIST J1a TH MOJI3Ba BbB BPh3Ka ChC 3asBICHUETO.

1.6. Ouenka Ha pucKka 3a OKOJIHATa cpeia

Tam, kpETO € IMPUIIOKKUMO, 3asBICHUATA 3a pa3pelleHus 3a ynorpeba ciiefBa jaa
BKJIIOYBAT IIpEryie/] Ha OLICHKaTa Ha PUCKa, B KOATO Jia CE€ JaBa OLIEHKAa OTHOCHO Bb3MOYKHUTE
PUCKOBE 3a OKOJIHATa Ccpela BCIEJICTBHME HA U3IOJI3BAHETO W/WIM M3XBBPIISIHETO Ha
JIEKapCTBEHMSI IPOAYKT, KAKTO U MPEAJIOKEHUS 3a MOAXOALIN yKa3aHUs U IPEIyPEKISHUS
B uHbopMaluATa 3a MPOJAyKTa (KpaTKaTa XapaKTEepHUCTHKAa Ha MPOJYKTa, JHCTOBKATa M
omakoBkuTe). CrnenBa ga ce oObpHE BHMMaHHWE Ha pUCKAa 3a OKOJHATA Cpela, CBbpP3aH C
0CBOOOKIaBaHETO Ha JIEKAPCTBEHU MPOAYKTH, ChIbPKAIIM WU ChCTOSIIM C€ OT TEHETHUYHO
MOMUGUIMPAaHA OpraHu3MH 1O cMUchbia Ha wieH 2 ot J[upekruBa 2001/18/EO Ha
EBporneiickus mapnamenT u Ha CwhBera oT 12 Mapt 2001 r. OTHOCHO OCBOOOXK/1aBaHETO Ha
MoIUGUIMPAaHH OPraHM3MH B OKOJIHATa cpelna W OTMeHsHeTo Ha [lupektnBa Ha ChbBera
90/220/EUO.

Wudopmanusara mo OTHOIIEHHE Ha PUCKA 332 OKOJHATA Cpela Cce MPEACTaBs KaTo
JOMbIHEHHE KbM MOy 1.

Wudopmanusara ce mpencTtaBs B CHbOTBETCTBUE C pasmopenoute Ha JlMpexTHBa
2001/18/EO, xaro ce B3emaT HpeaBUJ PBKOBOJACTBaTa, MyOMuMKyBaHuW oT EBpomeiickarta
KOMHUCHS BbB Bpb3Ka C MPUJIAraHeToO Ha ChlaTa JUPEKTHBA.

WNudopmanusra ciesia aa ce CbCTOU OT CIEIHOTO:

1.6.1. yBog;

1.6.2. konMe OT MMCMEHO ChIJIACHE WIJIM ChIJIACHs 32 OCBOOOXKJaBaHE Ha T€HETUYHO
MO (UIIMPAHUTE OPraHU3MHU B OKOJIHATA Cpefla C HAyYHOU3CIIEI0BATENICKU U Pa3BOIHU 11€TTH
cbriiacHo yacT B ot {upextuna 2001/18/EO;

1.6.3. undopmarnusaTa, KoATo ce u3UckBa cbriaacHo I[lpunoxenus II mo IV kM
Hupextusa 2001/18/EO, BKIIOUYHUTENIHO METOIM 32 OTKpUBAHE M MJEHTU(ULUpPAHE, KAKTO U
YHUKQJIHMS KOJI Ha T€HETUYHO MOAUGPUIMPAHUS OpraHU3bM, IUIIOC BCSIKAKBa JIOMBJIHUTEIIHA
uH(popMalKs 10 OTHOIIEHHE Ha TEHETUYHO MOAN(UIIMPAHUS OPTaHU3bM WIH IPOJIYKTa, KOSTO
€ OT 3Ha4YeHHE 3a OI[EHKAaTa Ha PUCKa 3a OKOJIHATa CpeJia;

1.6.4. noknam 3a OLEHKAaTa HA pPHCKa 3a OKOJIHAaTa Cpela B CHOTBETCTBUE C
[Mpunoxenue Il xem [dupextuBa 2001/18/EO, umsrorBen Ha 0a3zara Ha wuHpOpMAIUsTa,
nocouena B [Tpunoxenus Il u IV xem Hupextusa 2001/18/EO;

1.6.5. 3akioueHue ¢ orjie] Ha ropernocodyeHara HHGopmalus, KakTo U Ha OlleHKaTa
Ha pUCKa 32 OKOJIHATa Cpejia; 3aKII0YeHUEeTO TpsOBa Jla mpesiara moaxoasila cTpaTerus 3a
yIpaBlieHUE Ha PUCKa, ChABPIKAIA TUIaH 32 HaOIOIEHNE ClIe]l 3/IaBaHeTO Ha pa3pelieHne 3a
yrnoTpeda 1 ChOTBETHHUTE JIaHHU, KOUTO CJIe/(Ba J1a Ce BKIIIOYAT B KpaTKaTa XapaKTepUCTUKA Ha
MPOJYKTa, B ONAKOBKAaTa M JINCTOBKAaTa MO OTHOILIEHHE HAa T€HETHMYHO MOAN(PUIMPAHUTE
OpPraHU3MH U BBIPOCHUS JIEKAPCTBEH MPOJIYKT;

1.6.6. mogxoasaimu Mepku 3a ”HGOpMUpaHe Ha OOIIECTBEHOCTTA.

CrnenBa chlIO0 Taka Ja ce BKIOYAT M MOJMUC HAa aBTOpa C JlaTa, CBEJCHUA 3a
00pa3oBaHHETO, O0YUYEHHETO U MPOGECHOHATHHS MY OIUT, KAaKTO M JIEKJIapaIus 3a Bpb3KaTa
MEX]y aBTOpa U 3asBUTEIIS.



1.7. Nadopmarus o OTHOIICHUE HA 3allUTa HA JaHHUTE 32 JICKAPCTBEHH MPOIYKTH,
MpeIHa3HauYeH! 3a JIeYeHne, NpoUIaKkTHKa U IUarHOCTUKA Ha PEIKU 3a00JsBaHuUs

1.7.1. B cnyuait 4e 3adBJICHHETO CE OTHACS 3a MOKa3aHHUE, CBbP3aHO ChC CHCTOSIHUE,
3a KOETO MMa M3/aJIeHO pa3pelIeHue 3a ynorpeda Ha JeKapCTBEH MPOAYKT, MpeAHa3HAUEH 3a
JeyeHue, NpoQUIaKTHKA U JTUATHOCTUKA Ha PeaKu 3a00JsBaHUS, U € B CHJIa NEpUOIBT Ha
3aIMTa Ha JaHHUTE chriacHo wi. 8 Ha Permament (EO) Ne 141/2000, 3assBuTensaT TpsOBa aa
MPEACTaBU KPUTUYEH JIOKJIAJ, pa3riexkaall eBeHTyaiaHaTa "MOoAOOHOCT" Ha JIEKapCTBEHUS
MIPOJYKT, 32 KOMUTO ce OTHAcs 3asBJICHUETO, C Pa3pelIeH s 3a ynoTpeda JeKapcTBeH MPOAYKT,
npeJHa3HaueH 3a JeYeHHne, NpopHIaKTHKA U AUATHOCTHKA HA pelKu 3a0osaBanus. JJoKmaapT
TpsIOBa J1a ChIIbpPrKa 3aKIIOUEHHUE JTaH MPOIYKTHT € M0I00€H, MU HE €.

1.7.2. B cny4ail 4e Je€KapCTBEHUAT MPOAYKT, 32 KOHTO C€ OTHACS 3asBJICHHUETO, €
"mogoOeH" Ha JIeKapCTBEH MPOAYKT, 3a KOHTO € B CHJa MEPHOIBT Ha 3aIlUTa HA JAHHUTE
ceriacHo wi. 8 Ha Permament (EO) Ne 141/2000, 3asBuTensT TpsOBa 1a MPEACTaBU U
000CHOBKa, ITOKa3Ballla, Y€ € B CHJIa HSIKOE OT M3KIIOUEHUATA, TOCOYCHH B Wi. 8.3 Ha ChUIUS
periJameHr.

B cnywail ue mpurexaTenaT Ha pa3pelIeHHETO 3a YmoTpeba Ha JIeKapCTBEHUS
MIPOAYKT, TpeTHa3HAuCH 32 JIeUeHHe, TPOPHIAKTUKA U JHArHOCTHKA HA PEIKHU 3a00IIsIBaHus, €
Jlall ChIJIACUETO CH Ha 3asBUTEINs, TpAOBa 1a ObJe MpeCTaBeHO MOAMKUCAHO OT MPUTEkKaTelNs
Ha pa3pelieHneTo 3a ynorpeda nucMo, NOTBbPKIaBalllo ChIVIACKETO MY 3asBUTEIIAT Ja [10/1a]1e
3asiBJICHHETO Ha ocHOBaHue ujeH 8.3, Oyksa "a" na Pernmament (EO) Ne 141/2000.

B ciiydaii ue 3asBJI€HHETO ce 0JjaBa Ha OCHOBaHMe ujieH 8.3, OykBa "0" Ha PeriiamenT
(EO) Ne 141/2000, 3asiBuTensT TpsIOBa JAa MPEICTaBH JOKJIAJ, OMMCBAII 3al10 CHAOISIBAaHETO C
paspeleHus 3a ynorpe0a JekapCcTBEH NIPOAYKT Ce CMsTa 3a HeA0CTaTbuHO. B noknana tpadBa
Jla ce OIHUIIE KOHKPETHO HEAOCTUTHT U J1a c€ 000CHOBE TBBPIAECHUETO, Y€ MOTPEOHOCTUTE Ha
MAIlMEHTUTEe C TOKAa3aHUETO 3a JIeYeHHe, MPO(QWIAKTHKA WIM JUAarHOCTHKA Ha PSAIKO
3a0oIiBaHe HE ce MOKpuBaT. Bcuuku TBbpAeHMs TpsOBa J1a ca 0OOCHOBAaHU C KA4eCTBEHU U
KOJIMYECTBEHH JITAaHHH.

B cnyuaii ye 3asBieHuETO ce 10/1aBa Ha OCHOBaHUe ujieH 8.3, Oyksa "B" Ha PermamenT
(EO) Ne 141/2000 (nexapcTBEHUSAT MPOIYKT, 32 KOWTO CE OTHACS 3asIBICHUETO, € TI0-0€30MaceH,
no-e(puKaceH WM Mo APYT HAYUH KIIMHUYHO MIPEBB3X0XK 1A pa3pellieHus 3a ynotpeda mpoayKr),
3asiBUTEIIAT TPsAOBa J1a MpeACcTaBU KPUTHUEH JI0KJIa/l, 0OOCHOBABAIIl 3aIl[0 MOXKE /1a Ce CMSATa,
4ye MpesiaraHusIT MPOAYKT KIMHUYHO MPEBB3XOXKJa pa3pelieHus 3a ynorpeda MpoayKT, B
cboTBeTcTBUE € wieH 8.3, Oyksa "B" Ha Pernament (EO) Ne 141/2000 u unen 3.3, 6ykBa "r" Ha
Pernament (EO) Ne 847/2000.

1.8. ndopmariust mo oTHOIIEHUE Ha JIEKapCTBEHaTa 0€30MacHOCT

1.8.1. Cucrema 3a nekapcTBeHa 6€30M1aCHOCT

[IpencraBs ce nogpoOHO onucaHe Ha CUCTEMaTa 3a JIeKapCTBeHa 0€30I1aCHOCT, KOSITO
e ObAC BbBEACHA OT 3asABUTENIS, ChrylacHO WiI. 27, air. 1, 1. 12 3JITIXM.

To TpsiGBa na BKIIIOUBA JI0KA3aTEJICTBO, Y€ 3asIBUTEIAT pasroiara ¢ KBaTUPHUIMPaHO
JMIe, OTroBapslIo 3a JeKkapcTBeHara Oe3zomacHocT cbrimacHo wi. 186 3JIIIXM, u ¢
HEOOXOJIMMUTE CpEJICTBA 3a CHhOOIIAaBaHE Ha BCAKAKBa HEXKElIaHa JIEKapCTBEHA peakuus,
Bb3HMKHaNIA B EBpornelickaTta OOIIHOCT WK B TpeTa CTpaHa.

To3u pa3nen ce U3UCKBa MPHU BCAKO HOBO 3asiBJICHHE (BKJIIOUUTEIHO 3a pa3lIupsIiBaHe
o0XxBaTa Ha pa3pelIeHueTo 3a yrnoTpeoda).

1.8.2. Cucrema 3a ynpaBJjeHHUE Ha pUCKA

IIpencrass ce moapoOHO ONMUCAHKE HA CHCTEMATa 3a YIpaBlIeHHE Ha PUCKa, KOSTO I1e
OBJie BbBEIECHA OT 3asgBUTEN, ChIacHo wi. 27, an. 1, T. 12 3JIIIXM.

ITonpoOHOTO omHcaHue Ha cUCTeMaTa 3a YIpaBJeHHE Ha pUCKA C€ MPEACTaBs MO
(dbopMaTa Ha eBpOIENCKH IJIaH 3a YIpaBJIEHUE Ha PUCKA.

EBporneiicku maH 3a ympaBiieHHe Ha pUcKa TPsOBa J1a ce MPEICTaBU MPU BCIKO HOBO



pasperniaBane 3a ynorpe0a Ha:

1.8.2.1. npoyKT, ChBpAkKAI] HOBO AKTUBHO BEIIECTBO;

1.8.2.2. momoben OnomoruyueH JIeKapCcTBEH MPOIYKT;

1.8.2.3. reHepuyeH/XHOpUIEH JIEKAPCTBEH IPOJIYKT, KOTaTo 3a pedepeHTHHs
JICKapCTBEH MPOAYKT MMa ChbMHEHHE OTHOCHO 0O€30MacHOCTTa, M3UCKBAIIO JOMBJIHUTECITHH
JNEHCTBUS 3a CBEXJaHE OO MHUHMMYM Ha pPHUCKA WIH Pa3IUKUTE MEXKIy XUOpUIHUS U
pedepeHTHUS TPOAYKT MPEAIOJIAaraT pa3iifuKa B pUCKOBETE, KAaKTO U B IPYTH CIIydau M0 UCKAHE
Ha V3mbaHUTENHATa areHuus Mo JIeKapcTBaTa WM aKo 3asBUTENST CMSTa, Y€ € HEoOXOIuM
TaKbB IIJIaH.

[InanbT 3a ynpaBlieHHE HAa pUCKAa C€ MPEICTaBsl KaTO CaMOCTOATEIEH IOKYMEHT,
NPUIPYKEH OT ChIIBTCTBAIIMN JTOKYMEHTH, KOraTo € He0OX0IMMO.

1.9. Uudopmarust OTHOCHO KIIMHUYHU UM TBAHUS

[IpencraBsa ce pexnmapanusi, e NOpU KIMHUYHUTE W3NHUTBAaHUS, IPOBEIACHU H3BBH
TeputopusaTa Ha EBponeiickus cbio3, ca Cria3eHd eTUYHUTE MPUHILIUIIN Ha 100paTa KIMHUYHA
IIPaKTUKA, KAKTO U CIMCHK Ha BCUUKHU U3MUTBaHUSA (C HOMEpa Ha MPOTOKOJIUTE), IPOBEACHHU B
TPETH IBbPIKABH, C IOCOYBAHE HA ChOTBETHUTE AbPKABH.

1.10. (u3m. - IB, 6p. 47 ot 2011 1.) Undopmanms, cBbp3aHa ¢ neauaTpusiTa

B cporBerctBue ¢ ui. 7, 8 u 30 ot Pernament (EO) Ne 1901/2006 na EBponelickus
napjsaMeHT 1 Ha CpBeTa OTHOCHO JIEKApPCTBEHUTE MPOAYKTH 3a IeAMaTpUyYHa yroTpeda U 3a
m3menenne Ha Permament (EMO) Ne 1768/92, HupextuBa 2001/20/EO, [dupexTtuna
2001/83/EO u Pernmament (EO) Ne 726/2004 (OB, L 378/27.12.2006 r.) uaopMarnusira 1o Ta3u
TOYKA CE U3MCKBA 34!

a) HOBO 3asBJICHHE 3a pa3pelllaBaHe 3a YNoTpeba Ha JIEKapCTBEH MPOAYKT (C
W3KJII0YEHUE Ha TeHEPUYHU, XUOPUIHHU U OMOJOTHYHO MOJOOHU MPOAYKTH, MPOAYKTH C 100pe
YCTaHOBEHA ynortpeda, TpaJuLMOHHU PACTUTEIHU U XOMEONATUYHU IPOAYKTH), KOIUTO HE €
paspeliieH 3a ynotpeda B AbpikaBa - ctpana no Cnopaszymenuero 3a EUIL, kbMm 26 1omu 2008
r.;

0) 3asBJIEHUS 32 HOBM IOKa3aHMs, HOBH JIEKapCTBEHH (OPMHU M HOBHM HAUMHU HA
MPWIOXKEHNE 3a pa3pellieHd 3a yrnoTpeda JEeKapCcTBEHH NPOAYKTH (C M3KIIOYEHHE Ha
TeHEepUYHH, XUOPUIHU U OMOJOTMYHO MOJOO0HM MPOAYKTH, HPOAYKTH C J00pe ycTaHOBEHA
ynotpeba, TpaJulIMOHHU PACTUTEIHH M XOMEONATHMYHU NpOoAYKTH) a0 26 sHyapu 2009 r.,
KOUTO Ca 3alIUTEHU upe3 cepTU(UKAT 3a JOMBIHUTENHA 3alllUTa WIM 4Ype3 MaTeHT, KOMTO
OTroBaps Ha YCJIOBHSITA 3a [10JIy4aBaHE HA TaKbB cepTU(DUKAT;

B) 3asBJICHUE 3a pa3pellaBaHe 3a ynorpe0a Ha JIEKapCTBEH MPOAYKT, MpeaHa3HaueH
M3KJIIOUNTETHO 32 IPUIIOKEHHUE B MTEIUATPUATA.

IIpencrasar ce ciegHUTEe JOKYMEHTH:

1.10.1. xonue ot pemenue Ha EBponeiickata arenuus no nexapcrBata (EMA) 3a
0CBOOOXKJaBaHE Ha KOHKPETEH JIEKapCTBEH MPOJYKT OT 3abJDKEHHETO 3a NpE/CTaBsiHE Ha
[1nan 3a nenguatpuuno uscneasane (I1I1N); nnn

1.10.2. xomme ot pemenune Ha EMA 3a ocBoOOX7aBaHE€ Ha KOHKPETEH KJiac
JIEKapCTBEHU MPOIYKTH OT 3abJKEHUETO 3a npeacTtaBsaHe Ha [1TT1; nnu

1.10.3. xomme oT mocnenHata Bepcusi Ha peuieHuero(sta) Ha EMA 3a [N
(BKJIIOUMTENTHO 32 OTCPOYBAaHE Ha 3a/IbKeHUETo 3a npezactassiHe Ha [1I11 - ako e mpunoxumo)
U aKO Ca HAJIMYHU:

1.10.3.1. konme oT craHoBuIlEe M Jokian Ha [lenuarpuunns komuter Ha EMA 3a
cproTrBeTcTBUE Ha I111H;

1.10.3.2. noxman 3a cvorBercTBue Ha IIIIM or 3asBuTens B ciy4yaute, B KOUTO
CBHOTBETCTBUETO HE € YAOCTOBEPEHO OT KOMIIETEHTEH OPIaH;

1.10.3.3. npernen Ha pesynrarute ot 1[I B Tabnuuen Bu, mocoyBall 3asBICHUITA,
C KOUTO € MOJaJieH WiH 11e Ob/e MOAaJeH, CTaTyca Ha 3asABJICHUATA, KAKTO U BPb3KaTa UM C



TOBA 3asBJICHHUE.
1.11. (3an

.- 1B, op.
.- B, op.
.- 1B, op.
.- B, op.
.- 1B, op.
.- B, op.
.- 1B, op.
.- B, op.
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