HAPEJIBA Ne 9 OT 23 ATIPHUJI 2008 I'. 3A YCJIOBUSATA U PEJIA
3A BJIOKUPAHE U U3TEIJISHE HA JIEKAPCTBEHHU
HPOAYKTH, IOKA3AJIM HECBOTBETCTBHUE C
N3UCKBAHUATA 3A KAYECTBO, BE3OITACHOCT "
E®PUKACHOCT

H30a0ena om Munucmepcmeomo Ha 30paseonaséanemo
O6H. /[B. 6p.45 om 13 Maiui 20082.

Pazgen 1.
OO1IH TOOKEHHUS

Un. 1. C ta3u HapenOa ce ONpenessT yCIOBUATa U PeIbT 3a OJIOKMpPaHEe U U3TETJISTHE
Ha JICKapCTBCHM IPOLYKTH, IIOKa3aJd HECBOTBETCTBHE C HW3MCKBAaHUATA 3a KadecTBO,
0€30MacHOCT M €(UKACHOCT, OT ANTEKUTE U IPOTepHHTE, CKIAJ0OBETE 3a ThProBHs Ha €lpo,
HPOU3BOJIUTEIUTE U JIeUeOHUTE 3aBEACHUS.

Ui 2. (1) IlpurexarenuTe Ha paspenicHWe 3a ynoTpebda/yJIocTOBepeHHE 3a
perucTpanus, Ha paspelleHue 3a TMapajieJieH BHOC, MPOU3BOJUTENINUTE, BHOCHTEIUTE H
THPrOBIMTE HAa €IpPO C JIEKAPCTBEHU MPOIYKTH OCHUIypsABAT M NOAAbpXKAT CHCTEMa 3a
OloKMpaHe U W3TErJIsiHE Ha JIEKAPCTBEHU TMPOIYKTH, TOKa3ajdl HECHhOTBETCTBUE C
M3UCKBAaHUATA 32 KAYeCTBO, OE30MACHOCT U €(PUKACHOCT.

(2) M3nbauutennata areHius mno sekapcrBata (MAJI) m3maBa ykazaHus OTHOCHO
HauyMHA Ha OpraHu3MpaHe Ha cUCTeMaTa Mo aj. 1 ¥ ChAbpPKAHMETO HA JOKJIAJUTE IO Wil. 3 U
yi. 15, an. 5, xouto my0nHMKyBa Ha CBOSITAa UHTEPHET CTPAHHUIIA.

(3) JlexkapcTBeHMTE NPOAYKTH, IIOKa3ald HECHOTBETCTBUE C M3UCKBAHMSTA 32
KayecTBO, 0€30macHOCT W e(UKACHOCT, ce ONOKMUpAT M W3TErJISAT TNOJ KOHTpOJla H
METOJAMYHOTO PHKOBOACTBO Ha MAJIL.

(4) I'maBHUAT OBpKaBEH 3/paBEH MHCIEKTOP OCHIIECTBSIBA KOHTPOJI U METOIUYHO
PBHKOBOJICTBO HAa PETMOHATHUTE MHCIIEKIIMHU TI0 OTa3BaHE M KOHTPOJ Ha OOIIECTBEHOTO 3/[paBe
(PUOKO3) mpu neiHocTutTe 1o OJIOKHpaHEe U U3TETISHE Ha IEKapCTBEHH MPOAYKTH, OKA3aIH
HECHOTBETCTBUE C U3UCKBAHUATA 32 KaYeCTBO, O€30MAaCHOCT U €(hUKACHOCT.

Un. 3. (1) Ilpurexarenure Ha paspelieHHe 3a ynorpebda/yJocTOBEpeHHEe 3a
perucTpanys, Ha pas3pelleHHe 3a MapajielieH BHOC, IPOHM3BOJUTEINTE, BHOCHUTEIUTE H
THPrOBIIUTE Ha €PO Ha JICKAPCTBEHHU MPOJYKTHU Ca JUIBKHHU Ja Joknansat Ha MAJI 3a Bceku
JICKapCTBEH TPOIYKT, KOWTO HE CHOTBETCTBA HA M3WCKBAHHATA 32 KA4eCTBO, OE30MAaCHOCT U
e(pUKaCHOCT.

(2) CurHanu Tpu ChbMHEHHE 3a JICKAPCTBEH IPOJIYKT, KOMTO HE CHOTBETCTBA Ha
M3HUCKBaHMATA 32 Ka4eCTBO, OE30MaCHOCT U e(prKacHOCT, MoraT 1a Obaat nogaBanu 10 UAJL u
OT THPTrOBIUTE Ha €ApPO C JICKAPCTBEHH MPOAYKTH, ANTEKUTE, NPOTEPHHTE, JICYCOHHTE W
3IIPABHUTE 3aBEICHUS, MECAUIIMHCKUTE CIICIIMATMCTH U IPaXIaHUTE.



(3) Uznenautennust aupexkrop Ha WMAJl yTBbpkJaBa CTaHIApPTHU ONEPATUBHU
npoleaypH 3a o0paboTBaHe Ha ChOOLICHUATA U CUTHAIUTE MO al. 1 u 2 u npexanpueMaHe Ha
CBOTBETHUTE MEPKHU.

Un. 4. OTroBopeH 3a W3BBPIIBAHE HA OJIOKUPAHETO U M3TETIIIHETO € MPUTEKATEIAT
Ha pa3pelIeHueTo 3a yrnorpeda/y10CTOBEpPEHHETO 3a PETUCTPAIlHs Ha JIGKAPCTBEHUS MTPOAYKT,
NPOM3BOIUTENAT - 3a HPOM3BEACHUTE OT HEro JIEKAPCTBEHU MPOAYKTH, BHOCHTEIAT U
NPUTEKATEISAT HAa pa3pelieHHe 3a MapajelieH BHOC - 32 BHECEHUTE OT TAX JIEKaPCTBEHU
TPOJTYKTH.

Yn. 5. (1) Pasnopexnanus 3a OJIOKMpaHE W/WIM M3TEJISHE C€ W3/aBaT OT
W3ITBTHATETHUS qupekTop Ha MAJL.

(2) JlupektopuTe Ha PETMOHATHHWTE WHCICKIIMA IO OlNa3BaHe W KOHTPOJ Ha
obmectBeroTo 3apase (PUOKO3) morat ga m3maaBar pasnopexaanus 3a OJIOKUpaHe, KOUTO ca
3aIbJDKUTEITHU 332 BCHUKH JIMIA HA TEPUTOPHSTA HA ChOTBETHATA O0JIACT.

(3) brokupane w/Wiv W3TETVISIHE Ca JUIHKHH J1a M3BBPIIBAT W MPUTCSIKATEIUTE HA
paspelieHne 3a ymnoTrpe0a/ylIOCTOBEpEHHE 3a PEruCTpalysi, MPOU3BOJUTEIUTE - 32
NPOM3BEACHUTE OT TAX JIEKAPCTBEHH TPOMYKTH, BHOCHTEIHTE W MPHUTEKATEIUTE Ha
paspelieHue 3a MapajielieH BHOC - 32 BHECEHUTE OT TAX JICKAPCTBEHH MPOTYKTH.

(4) Jlunara no an. 3 u nupexkropute Ha PUOKO3 nezabaBHo yBemomsBat MAIJI 3a
U3BBPILICHOTO OJOKHpaHE W/WIIH U3TETIISHE.

Pasznen I1.
briokupane Ha TeKkapCTBEHH NPOAYKTH

Yn. 6. (1) bnokupane Ha JekapcTBEH MPOAYKT C€ M3BbpIIBA NpPU HAJIMYUE Ha
JOKYMEHTHpaHa UH(popmanus 3a:

1. HECBOTBETCTBUE C U3UCKBAHUATA 3a KAYECTBO;

2. JIeKapCTBEHU TNPOJYKTH, BHECEHU WJIU MPOU3BEACHU B HapylLEHHE Ha 3aKoHa 3a
JeKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeaunuHa (3JIIIXM);

3. IeKapCTBEHU MPOITYKTH, KOUTO C€ MPEe/IaraT B OMAKOBKU H/HITU C JIMCTOBKH, KOUTO
HE OTroBapsAT Ha n3uckBanuaTa Ha 3JIIIXM wnnm akToBETE MO NPUIIATAaHETO MY.

(2) bokupane Ha JeKapcTBEH MPOIYKT CE€ U3BBpPIIBA U KOraTo:

1. ©Ma HeTOMyCTHMA HEeXKeJIaHa JIEKapCTBEHA peakiys MpH MpaBHiiHa yHnoTpeda, nin

2. nurcBa TepaneBTHYHA €(PUKACHOCT, WIH

3. CbOTHOILIEHUETO I10J133/PUCK € HEOJAronpusATHO MPH MpaBUIIHA yHoTpeda, Win

4. KONMYECTBEHUAT U KAUECTBEHUST ChCTAaB Ha JIEKAPCTBEHMSI IPOLYKT HE OTIOBApST
Ha JISKJIapupaHus IPH pa3perIaBaHeTo 3a yrnorpeda, Uiu

5. KOHTPONBT Ha JEKAPCTBEHUS MPOAYKT H/MIM Ha CHhCTAaBKUTE U HA MEXIAUHHUTE
€Tany OT MPOM3BOACTBEHHUS IIPOLIEC HE € U3BBPILIEH WIN HE CE U3IBJIHABAT U3UCKBAHUATA, IIPU
KOUTO € U3JaJCHO Pa3pelIeHUETO 3a IIPOU3BOJICTBO;

6. UMa CbMHEHHE, Y€ JIEKAPCTBEHUAT MNPOAYKT € (aJllMB WIM C HEYyCTaHOBEH
IIPOU3XON.



Un. 7. Paznopexxnanusara 3a OJOKHpaHEe ca 3aBJDKUTEITHU 32 BCHUKHU MPUTEKATEIN
Ha pa3pelieHue 3a ynorpeda/ya0CTOBepEeHUE 3a PErucTpalys, MPUTEKATETN Ha pa3pelicHe
3a mapa’leseH BHOC, MPOU3BOIUTENN, BHOCUTENH, THPTOBIM HA €/IPO C JIEKAPCTBEHH MPOIYKTH,
anTeKu, JOpOorepuu, JeueOHH W 3/ApaBHU 3aBEACHHUS B cTpaHaTa. B pasmopexaaHusTa ce
0COYBAT:

1. HauMeHOBaHME Ha JIEKAPCTBEHUS MPOIYKT, IeKapcTBeHaTa (popMa U KOJTHUECTBEHO
ChAbP)KaHNE Ha AKTUBHOTO BEILIECTBO 32 /1030Ba €AMHULIA;

2. mapTuaeH HOMep;

3. UMe U apec Ha MPUTEKATEN Ha Pa3peIIeHUETO 3a YyIOTpeOa/yJ0CTOBEPEHUETO 3a
pErucTpalys Uil Ha pa3pelieHUueTo 3a mapalesieH BHOC;

4. IMe 1 aJipec Ha MMPOU3BOTUTEIIST/ BHOCUTEIIS,

5. OCHOBaHUS ¥ MPUYHHHU 32 OJIOKUPAHETO;

6. nata, TpUTe UMEHa, JUTbKHOCT U MOMKICH Ha JINIIaTa, KOUTO T U3JaBarT.

Un. 8. [Ipu momyuyaBaHe Ha paslopexaaHe 3a OJIOKHMpaHE BCUYKU MPOU3BOIAUTENH,
BHOCHUTENM, THPrOBUU Ha €IpO C JIEKApPCTBEHU MNPOAYKTH, ANTEKH, APOTEpHUH, JEUEeOHH U
3paBHU 3aBEJCHMA He3a0aBHO CHHMpaT Mpojakdara W OTIYCKAHETO Ha KOJMYECTBA OT
OJIOKMpaHHsI IEKAPCTBEH MPOIYKT, ChOTBETHO MapTUIA, TIOCOYCHH B PA3IIOPEKTAHETO.

Uin. 9. Ilpu Hanuuue Ha uHGOpMAIIKs 3a 00CTOATENCTBA MO Wil. 6, ain. 1 mam. 2, 1. 1 -

1. u3npnHUTETHUAT TupexTop Ha MAJL:

a) NHCMEHO  pas3lopekaa Ha  I[pUTeXaTens  Ha  pa3pelleHHeTo  3a
yIoTpeda/yA0CTOBEPEHUETO 32 PETUCTpAIysi, Ha TMpPHUTEXATeNIss Ha pa3peuieHueTo 3a
napajejgeH BHOC, Ha IPOU3BOAMTENS/BHOCUTENSl Ha JIEKApCTBEHHMsI HPOAYKT/HmapTHaa OT
JICKapCTBEHHS MPOAYKT J1a M3BBPIIH OJIOKMpPAHE; KOraTo MPHUTEKATEISAT Ha Pa3peuIeHUETo 3a
ynoTpe6a/yA0CTOBEPEHUETO 3a PETUCTPALUs € JIUIE, KOETO HE € YCTAHOBEHO Ha TepUTOpUATA
Ha PenyOnuka bearapus, paznopexxaaHeTo ce u3mpalla Ha IpeCcTaBuTeNs My 1o wi. 26, ai. 2
3JIIIXM; xomnue OT pa3nopexJaHeTo ce M3Mpalla Ha IJIaBHUS AbP’KaBEH 3/[paBEH MHCIIEKTOP
¥ Ha BCUYKHM PETHOHAIHM MHCIIEKIMHU 32 ONa3BaHe W KOHTPOJ Ha OOIIECTBEHOTO 3/paBe B
CTpaHara;

0) B 3aBHCHMOCT OT CTEIEHTa Ha pUCKa TpHU HEOOXOAUMOCT HHGPOpMHpa dUpe3
bearapckara TenerpadHa areHIMs CpeacTBaTa 3a MacoBO OCBEIOMSBAHE U HWHTEPHET
HACEJICHHETO Ja He ynoTpeOsBa OJOKUpaHUs JIEKAPCTBEH MPOIYKT;

B) IpU HEOOXOAMMOCT cbhOHMpa JONBJIHUTETHA HH(OpMaIUs 3a JEKapCTBEHUS
NPOIYKT, ChOTBETHO 3a ONpeAeieHa MapTUaa OT HEro, Pa3lopexk/ia B3UMAaHETO Ha MPOOH OT
pasIn4HM OOEKTH B CTpaHaTa, M3BBPIIBAHETO Ha JaOOpATOPHM HM3MHUTBAHUSA M OLIEHKA Ha
CHOTHOIICHUETO PUCK/TION3a 32 OJOKUPaHUS JIEKAPCTBEH MPOIYKT;

2. JUPEKTOPUTE Ha pPETHOHAIHUTE MHCIEKUMH 32 Ola3BaHe W KOHTPOJI Ha
00111eCTBEHOTO 3/paBE:

a) He3a0aBHO M3MpaIlaT MUCMEHO pa3lopekaaHe 3a OJOKHpaHE Ha JIEKapCTBEHUS
OPOAYKT/TApTHIA OT JIEKAPCTBEHHS MPOAYKT O MPOU3BOIUTENS, CHOTBETHO BHOCHTEIS, 10
BCUYKH CKJIAJIOBE 33 ThPrOBUS Ha €O, allTEeKH, APOrepuy, 1eueOHH 1 3ApaBHU 3aBEJCHUS Ha
TEPUTOPHSTA HA CHOTBETHATA O0JIACT;

6) ysenomsaat MAJI B cpok 110 24 yaca 3a U3BBPIICHOTO OJIOKHpaHE;

B) pasmopexgaT B3MMaHETO HAa MPOOHM OT JIEKAPCTBEHHUS TNPOIYKT/TIAPTHAA OT



JIEKapCTBEHMsI MPOIYKT U u3npauiat npodute B MAJI;

3. mpuTe)aTEeNAT Ha Pa3peIICHUETO 3a YyNoTpeda/y10CTOBEPEHUETO 3a PErucTpaLus,
IPUTEXKATEIAT Ha Pa3pEIICHUETO 3a MapalleJieH BHOC, IMIPOU3BOIUTEIIAT WIM BHOCUTEIAT HA
JEeKapCTBEHUs TMPONYKT He3abaBHO OJOKMpa JIEKapCTBEHHs MPOJYKT/apTuia  oOT
JIEKapCTBEHUsI MPOAYKT U yBeAaoMsBa nucMeHo MAJl u pernonanHara HHCIEKLMS 3a ONa3BaHe
¥ KOHTPOJI Ha 0OIIIECTBEHOTO 3/IpaBe Ha TEPUTOPUATA HA ChOTBETHATa 00JacT.

Un. 10. Cnenm momyuaBaHe Ha pas3lopexiaHe 3a OJOKUpaHEe NPOU3BOJMTEIISAT,
BHOCUTEIIAT WJIM THProBeUbT Ha €ApO Ha OJOKHpaHMs JIEKapCTBEH MPOAYKT/APTUAA OT
JIEKapCTBEHUS MMPOIYKT € 3a/IbJIKEH:

1. He3abaBHO na crpe mpoaaxkdara HA COOCTBEHUTE HATHMYHOCTH OT JICKAPCTBCHHS
IPOAYKT/MapTUAA OT JIEKaPCTBEHUSI MIPOIYKT;

2. B CpOK 110 24 yaca OT [10JIy4aBaHETO Ha PA3NOpEXKIaHETO WM OT KOHCTaTHpaHE Ha
HECHOTBETCTBUSATA J1a Pa3oOpe Iy MUCMEHO Ha BCUUKH JIMLA, HA KOUTO € JOCTaBUJI KOJUYECTBA
OT JIGKaPCTBEHUS MPOJIYKT/IIAPTUATA OT JIEKAPCTBEHUS MPOJYKT, CIIMpaHe Ha mpojaxxdara u
ynotpe0bara;

3. B cpoka no T. 2 nga yBenomu MAJI 3a npennpueTute MepKu, KakTo U 32 BCHUUKU
JIa, Ha KOUTO € JIOCTaBHJI OT OJOKMpaHUs JIEKapCTBEH MPOIYKT/MAapTHA OT JIEKapCTBEHUS
HIPOAYKT, U 32 OpOsi HA TOCTABEHUTE UM OINAKOBKH.

Yn. 11. PpkoBoauTenuTe Ha anTeku He3a0aBHO MHPOPMUpPAT MALMEHTUTE, HA KOUTO
ca OTITyCHAJIH I10 JIEKApCKO MPEANUCaHUE KOJIMYECTBA OT OJIOKUPAHUS JIEKAPCTBEH MPOIYKT.

Un. 12. U3npamaneTo Ha pa3nopexJIaHus W/ WM YBEAOMIICHUS OT JIMLATA M0 4. 5 3a
OJIOKMpaH JIEKApCTBEH MPOAYKT/IApPTUAA OT JIEKAPCTBEH NMPOAYKT MOXKE J]a C€ M3BBPILIBA 10
¢axc, TenedoH UM MO EIEKTPOHEH IbBT, HO 3aABDKUTENHO CE IMOCIEABAa OT MPENOpbhYaHO
MCMO ¢ 0OpaTHa pa3MucKa.

Un. 13. (1) Knacudukanusara Ha CTelieHTa Ha PUCKa 3a 3/IpaBETO, ABJDKAI] CE Ha
JIEKapCTBEHH MPOJYKTH, MOKA3aJIl HEChOTBETCTBUE C M3MCKBAHUATA 33 KAUECTBO, € MOCOYCHA
B IIPUJIOKEHUETO.

(2) B 3aBuCHMMOCT OT CTeNeHTa Ha puUcKa chriacHo npuioxkeHuero MAJl ysenomsisa
KOMIIETEHTHUTE OpraHM Ha Abp)KaBUTE OT EBpONENHCKOTO HMKOHOMHYECKO IMPOCTPAHCTBO,
EBpomneiickata areHius mo JjekapcrBaTa, CBETOBHATa 3ApaBHA OpraHU3alMs, IbPXKABHTE,
CKJIFOUMIM criopazyMeHue ¢ EBponeiickara KoMUCHs 3a B3aMHO NPU3HaBaHE HA KOHTPOJIHUTE
neitHoctn mo JloOpa mpoW3BOACTBEHA TpakTUKa M cTpaHute 1o KouBenmusra 3a
(apManeBTUYHM WHCIEKIMU 32 JIEKAPCTBEHU MPOLYKTH, IIOKa3aJld HECHOTBETCTBUE C
M3HCKBaHUATA 3a Ka4eCTBO.

Paznen I11.
N3TernsHe Ha T€KapCTBEHU NPOIYKTH

Yn. 14. (1) B 3aBuCMMOCT OT pe3yiaraTa OT H3BBPIICHUTE IPOBEPKU H/HIU



J'Ia60paT0pHI/I HU3NWUTBAHUA, KAaKTO M OT CTCIICHTA Ha pUCKa CBIJIACHO KJ'IaCI/I(bI/IKaHI/IilTa B
NPUIOKEHUETO W/WIIM OLIEHKaTa Ha ChOTHOLIECHHMETO IMOJI3a/pUCK B CpoK A0 30 pabOTHH IHU
Cle]l M3JaBaHE Ha pasNoOpekKIaHEeTO 3a OJOKMpaHE M3MBIHUTENHUAT aupektop Ha HMAJI
INUCMEHO pa3Nopex/ia Ha MPUTEXKaTeNls Ha pa3pelieHueTo 3a ynorpeda/y10CTOBEpEHUETO 3a
perucTpanys, CbOTBETHO Ha IIPUTEKATEIS HA Pa3pEIICHHE 3a apaJIe]IeH BHOC!

1. ocBOOOXk/1aBaHE HA OJIOKMPAHUS JIEKAPCTBEH MPOAYKT/IAPTUAATA OT JEKApCTBEHUS
HPOAYKT, UJIH

2. u3TerysiHe Ha OJIOKUpaHUsS JIEKapCTBEH MPOAYKT/MAapTUAATa OT JIEKAPCTBEHUS
HPOOYKT.

(2) Komme oT pasmopexnaHeTo ce M3Mpaiia [0 TIJaBHHUS IbpXKaBeH 3/paBeH
uHcnektop u 10 Bcuuku PUOKO3 B cTpanara.

Un. 15. (1) brokupaHusT 1ekapcTBeH NPOAYKT/IApTUATa OT JIGKAPCTBEHUS MTPOAYKT
ce M3Terjas OT TMpUTeXaredass Ha pa3peuieHHeTo 3a yHnoTpeda/yJoCTOBEPEHHUETO 3a
perucTparysi, CbOTBETHO OT MPUTEkKATEN Ha pa3pelIeHHeTo 3a napajieieH BHOC B ¢pok 10 30
paboTHU HU OT MOJIy4aBaHE Ha PA3MOPEXKIAHETO 3a U3TETIISIHE.

(2) TeproBiuTe Ha €ApO, 3aKYIMUIU JICKAPCTBEHUS MPOIYKT, U3TETIIST MPOIATCHUTE
KOJIMYECTBAa OT BCHMYKHM CBOM KJIMEHTH M T'M BpPBIIAT OOpaTHO HA JIMIaTa, OT KOWUTO ca TH
3aKyTIHIIH.

(3) Bcesiko peiicTBHE MO M3TETNISAHETO HA JICKAPCTBEHHUS NPOAYKT/TIapTuaaTa OT
JICKapCTBEHHSI TIPOAYKT C€ JOKYMEHTHPA C MPOTOKOJ, KOWTO ChIbPKa JaHHU 3a ITyCHATUTE Ha
naszapa, NMpOU3BEACHHUTE, BHECEHUTE, M3TETJICHH OOpaTHO M H3pa3XOJIBaHU KOJIMYECTBA OT
JICKapCTBEHHSI MIPOIYKT, CIIUCHK HA JUIaTa, KOUTO HE ca BHPHAIM 3aKyNEHUTE KOJIMYECTBA U
MPUYMHUTE 32 TOBA.

(4) PernonanHuTe MHCHEKIMHM 32 OIMA3BaHE M KOHTPOJI Ha OOLIECTBEHOTO 31paBe
OCBUIECTBSIBAT KOHTPOJ 1O M3I'BJIHEHUETO Ha pPa3NopekJaHusATa 3a U3TErNsHE Ha
JICKapCTBEHH MPOYKTH OT OOEKTUTE, PA3IOJIOKEHH HA TEPUTOPHUATA HA ChOTBETHATA 00JIaCT.

(5) B cpok no 5 paGoTHH AHU OT NMPUKIIOYBAHE HA M3TETVITHETO MPUTEKATEIAT HA
pa3peuieHneTo 3a yrnorpe0da/y10CTOBEpEHHETO 32 PETUCTPalts, ChOTBETHO Ha pa3pelIeHUeTo
3a mapanened BHOC, npenactaBs B MAJI u PUOKO3 na TeputopusaTa Ha ChbOTBETHATa 00J1acT
0000111eH JOKJIa 32 PE3yJITaTUTE OT HETO U MPEUIOKEHHUE 3a MMOCIEABALINTE MEPKH, CBbP3aHU
C JIEKapCTBEHUS MPOAYKT.

Yn. 16. Koraro e wuzmame”a 3amoBenq no wi. 276 3JIIIXM 3a orHemaHe Ha
pa3pelieHueTo 3a yrnorpeda Ha JISKapCTBEHUS MPOAYKT/YJOCTOBEPCHHETO 3a PETUCTpAIHs,
MPUTEKATEIAT HA Pa3pelICHUETO 3a YIOTpeda M3TErJIs JIGKAPCTBEHUS MPOIYKT B CPOK 110 7
pabOTHU THHW OT TOJy4YaBaHE Ha 3aloOBEATa M B cpoka mo wi. 15, am. 5 mpencrass B MAJI
00001IeH 0K 32 PE3yNTaTUTE OT U3TETVITHETO W MPEIOKEHUE 3a TOCIEABAIINUTE MEPKH,
CBBP3aHM C JCKAPCTBEHUS MMPOTYKT.

Un. 17. llpurexarenuTe Ha paspelieHne 3a ynorpeda/yaocToBEepeHHEe 3a
perucTpanys, NpUTEXAaTeIUTe Ha pa3pellieHue 3a IapajelieH BHOC, IPOU3BOJIUTEIINTE,
BHOCHUTENIUTE U THPIOBLUTE Ha €APO C JIGKAPCTBEHU MPOAYKTH ca JUThKHU Ja pasnoiaraT u Ja
npenoctassT npu noucksane ot MAJI u PUOKO3:

1. oboOmieHn naHHM 3a MyCHATUTE Ha TMa3apa, MPOU3BEACHUTE, 3aKYNEHUTE HU



MpoaAaJCHUTE KOJINMYCCTBA JICKAPCTBCHU MMPOAYKTHU IO BUAOBEC U MMAPTUAU, JIULaTa, OT KOUTO Ca
3aKyIeHU U Ha KOMTO ca MPOAAJICHHU, KaKTO U JlaTaTa Ha MPOU3BOJICTBO, BHOCA, MOKYIIKaTa MIIN
npojaxoara;

2. NaHHM 32 CKJIaJI0BaTa HAIMYHOCT 110 BUIOBE JIEKAPCTBEHH MPOIYKTH M MApTH/IH;

3. ceprudukaru 3a 0cBOOOK/1aBaHE Ha BCSIKA ApTH/A HA JIEKAPCTBEHUSI IPOYKT;

4. ¢axTypu, U3JaleHH Ha KylyBada, B KOMTO 3aIb/DKHTEIHO Ca IMOCOYCHH BUIBT,
HNapTUIHUAT HOMEDP U CHOTBETHOTO KOJIMYECTBO, HOMEPHT Ha CEPTH(HKATA 32 OCBOOOKTaBaHE
Ha TapTUAara, KaKTO M HOMEPHT Ha Pa3peIIMTENHOTO 3a MPOHM3BOACTBO, 3a BHOC WIIM 3a
THProBUA HA €1pO C JIEKaPCTBEHU IPOIYKTH;

5. muCMeHM pa3nopexIaHus 3a OJOKHMpaHe Ha JIEKapCTBEHHS MPOIYKT/TAapTHIATA OT
JICKapCTBEHHS TPOIYKT, OKa3aJl HEChOTBETCTBHE C M3MCKBAHUATA 32 KA4eCTBO, 0€30MacHOCT
U e(pUKaCHOCT, U KOMHE OT ChOOIICHUATA A0 KIMECHTHUTE 32 OJIOKMPAHETO W/WIIN M3TETIISTHETO
UM;

6. JOKYMEHTH 3a JBIKCHHETO Ha JICKAPCTBEHUTE TPOAYKTH, ChIbPKaIIN
HApKOTHUYHU BEIIECTBA W/WIIH MTPEKYPCOPH.

UYn. 18. (1) Korato Ha tepuropusita Ha PenyOnuka bbarapus € ycTaHOBeHO Hallmuue
WIM paslpocTpaHeHHe Ha (QaluB JEKapCTBEH MPOAYKT WM JIEKAPCTBEH MPOIAYKT C
HEYCTAaHOBEH MPOU3XOJ, U3MbIHUTETHUAT aupektop Ha WMAJl umznaBa pasnopexnaHe 3a
OJIOKHPAHETO U U3TETIISTHETO MY.

(2) Pasmopexmanero o ajn. 1 ce usnpaia a0 riiaBHUS AbPKaBeH 3PAaBEH WHCIEKTOP
3a cBegeHue W A0 Bcuuku PMOKO3 B crpanarta, KOMTO OpraHuU3UpaT H3TEIVITHETO M
ChXPaHEHHETO Ha KOJUYECTBAaTa OT JICKAPCTBEHHS MPOIYKT OT OOEKTHUTE, Pa3MOJOKEHU Ha
TEPUTOPUSATA HA CbOTBETHATA 00JIACT.

(3) PernonanHuTe MHCHEKIMHM 3a OMAa3BaHE M KOHTPOJ Ha OOLIECTBEHOTO 31paBe
CBhIJIACHO CBOUTE KOMIETCHIIMM YIPAKHABAT KOHTPOJ BBPXY YHHUIIOKABAHETO Ha
JIEKapCTBEHHUTE MPOAYKTH I10 aj. 2 TI0 peaa Ha HapenbaTa mo wi. 274, an. 2 3JIIIXM.

JlombJIHUTENHU pa3nopeadu

§ 1. "®dammuB neKapcTBEH MNPOIYKT' € JIEKapCTBEH MPOAYKT C IMOCOYEHH BBPXY
NpPOIyKTa, BbPXY NbpPBUYHATA WIM Jpyra OMNAKOBKA WM B JIMCTOBKATa HEBEPHHU JaHHU 3a
HETOBUTE MJIEGHTHMYHOCT (Hamp. MOJBEXKJIAII0 TBBPJICHHE OTHOCHO HWMETO, ChCTaBa,
KOJINYECTBOTO HA AKTHBHOTO BEILIECTBO B J030Ba €JUHMLIA MM JPYTU €JIEMEHTH), UCTOPUS
WIN TIPOU3X0A (HAmp. MOABEXKIAIIO TBbPACHUE OTHOCHO NMPOU3BOAMTEINS, IbPKABATa, B KOSITO
€ IPOM3BEJCH, Abp)KaBaTa Ha MPOM3XOJ WIM MPHUTEXATEIs Ha pa3pelleHHETo 3a ynoTpeoda).
QanmuBUAT JEKAPCTBEH MPOAYKT MOXKE Jla ChABPXKA IMPABHIHUTE CHCTABKU WIH JAPYTH
ChCTaBKH, J]a HE ChAbP)kKa aKTUBHO BEILECTBO, A ChIAbP)Ka aKTUBHO BEIIECTBO B PA3IMYHO OT
NPaBUWIHOTO KOJIMYECTBO WM Ja € ¢ (amuuduiupaHa onaKkoBKa. 3aKOHHO pa3pelieHuTe 3a
ynoTpeba JeKapCcTBEHH MPOAYKTH, C OTKJIOHEHHs B KAU€CTBOTO MJIM TaKMBA C HECHOTBETCTBUS
C M3UCKBaHMUATAa Ha J00paTa NMPOU3BOJACTBEHA NpPAaKTUKAa W/WiIM Jo0para AUCTPUOYTOpPCKA
NpaKTUKa, CJIEe/IBA Ja Ce pa3rpaHUyaBaT OT (paIIuBUTE JEKApPCTBEHH MPOAYKTH.

3aKJIFOYUTETHU pa3nopeion



§ 2. (1) Bcuuku pasxoau no GJIOKMpPaHETO U U3TEIVIIHETO HA JIEKAPCTBEHU MPOAYKTH,
MOKa3aJli HEChOTBETCTBUS C M3MCKBaHMATA 3a KayecTBO, O€30MaCHOCT M €(pHUKACHOCT, ca 3a
CMETKa Ha MpPUTEKaTeNs Ha Pa3pelIeHHeTo 3a yrnoTpeda/yaOCTOBEPEHUETO 3a perucTpanus,
CBHOTBETHO Ha Pa3pellIeHUETO 3a NapajiesieH BHOC Ha JIEKAPCTBEHUS MPOTYKT.

(2) Wzmbmautennust aupekrop Ha HMAJL w/mmm gupextopsr Ha PUOKO3 Ha
TEpPUTOPHATA HA ChOTBETHATA OOJIACT MPEACTABAT HA JIMLETO MO all. 1 JOKYMEHTH 3a BCUUYKHU
HalpaBeHH Pa3XOH MO OJOKMPAHETO W/WIIA M3TETJITHETO, B T. Y. PA3XOAMTE 32 U3BHPIICHUTE
71a00paTOpPHU aHATN3H, U TO YBEAOMSBA 32 3aIbJDKCHUETO MY J1a TH Bb3CTaHOBH.

§ 3. Korato mnpurexaTemsaT Ha paspemieHHeTo 3a ymnoTpebda, CHOTBETHO
YAOCTOBEPEHUETO 32 PETUCTpALlMs Ha JIEKAPCTBEH MPOAYKT, € JIUIE, KOETO HE € YCTAHOBEHO Ha
teputopusta Ha PemyOnuka bwarapus, oTroBopHOCTTa 3a OpraHu3upaHe Ha OJOKHpPaHETO
I/I/I/IJII/I HU3TCIIIITHCTO U U3IIBJIHCHUC HA Pa3NIOPCIKAAHUATA BbB BPpb3Ka C TAX HOCH JIMIICTO 110 YJI.
26, an. 2 3JIIIXM.

§ 4. Tasu Hapenba ce um3maBa Ha ocHoBaHwe ui. 274, ai. 1 or 3akoHa 3a
JeKapCTBEHUTE NPOIYKTH B XyMaHHaTa MeauuuHa U orMmeHs Hapenba Ne 5 ot 2000 r. 3a
yCIIOBUSATA U pena 3a OJIOKMPAHE U U3TETJISTHE Ha JIEKapCcTBa OT MPOU3BOJUTEINH, CKIAIOBE 32
TBPrOBHS Ha €IpO C JIEKapCTBa, alTeKH, Iporepun U JedeOHu (31paBHH) 3aBeneHus (B, Op.
54 ot 2000 1.).

[Tpunoxenue kpM wi. 13, ain. 1

Knacudukanus Ha cTemeHTa Ha pHUCKa 3a 3ApaBeTO, ABJDKAI] C€ Ha JIEKApCTBEHHU
MPOJyKTU, HECHOTBETCTBAIIM HA U3UCKBAHUATA 32 KAYECTBO

I crenien Ha pucka

HecboTBeTCTBUS € H3HCKBaHUSATA 3a KadyecTBO, MPEICTABIABAILM IOTEHIIMATHA
OTIaCHOCT 3a JKMBOTA U 3/IpaBETO HAa HACEJICHHUETO:

1. nexkapcTBeH MPOAYKT, 32 KOMTO € YCTaHOBEHO HECHOTBETCTBHE MEXKIY €THUKETa U
HETOBOTO ChJAbPKaHUE (Pa3IUYHU IPOAYKTH);

2. NEeKapCTBEH MPOAYKT C pa3MyHO (HECHhOTBETCTBAIO) Ha OOsSBEHATa HAa €THUKETa
ChIIbpXKAHNE HAa aKTUBHOTO BELIECTBO 32 J030Ba €AMHUIIA, BOJACIIA 10 CEPUO3HHU MOCIIEICTBUS
3a 3/IpaBeTO Ha MAalleHTa;

3. IeKapCTBEH MPOAYKT 32 MAapEHTEPATHO HJIM OYHO MPUIIOKEHHE, KOUTO € MUKPOOHO
3aMbPCEH, HE3aBUCHUMO OT BUa HA MUKPOOPTraHU3MUTE;

4. nexapcTBEH MPOAYKT, KOWTO MOpPaal XUMHYHO 3aMbpCSIBaHE MOXKE Ja JIOBele 10
CEpHMO3HHU MOCIEACTBUS 3a 3APABETO;

5. JexkapcTBeH NPOIYKT, CMECEH C JAPYrd JIEKApCTBEHM MPOAYKTH, HPU KOUTO
CMECBAHETO € YCTAaHOBEHO B IIOBEUE OT €MH KOHTEHHED;

6. JeKapCcTBEH MPOAYKT, KOHTO IMOpagyl 3aMEHEHO aKTHBHO BEIIECTBO MOXE Ja
JIOBeJie 0 CEPUO3HU MOCIEACTBUS 3a 31PaBETO.



.HeKapCTBCHI/ITe MIpOAYKTH, ITOKa3aJin HECHOTBECTCTBUA OT I CTCIICH, C€ OIIOBECTABAT
BBB BCUYKHU CTPAaHU U 3a BCCKU OTACIICH cnyqaﬁ Upe3 cucreMara 3a 6’bp30 YBCAOMSBAHC.

II crenen Ha pucka

HecboTBercTBHS € M3MCKBaHMATA 3a KadyeCTBO, KOMTO MOraT Jia HpeIu3BHKAT
3a00yIBaHe WM JIMIICA HAa OYakBaH €(eKT OT JEeUeHHEeTO, HO He momajgaT B oOxBaTa Ha I
CTEMEH Ha pUCKa:

1. ekapcTBEH MPOIYKT, KOWTO € HEMPABUIHO €TUKETHPAH, HAIPUMeEp TPEIIeH WU C
JIMIICBAII TEKCT WX O3HAYCHMUS,

2. JmexapcTBeH MPOAYKT C JHICBAIlla WM HEBsApHA HHPOpMAIusS (JIMCTOBKU WIH
€THKETH);

3. CTepWJIeH JIeKapCTBEH TMPOIYKT C MHUKPOOHO 3aMbpcsiBaHE, KOWTO HE €
IpeJHa3HayeH 3a MapeHTEePaIHO WM OYHO NPUJIOKEHUE U KONTO MOXKE /1a MOBIIUSE BBPXY
3/IpaBETO;

4. JeKapCTBEH MPOAYKT C XWMHUYHO W/WIM Jpyro 3aMbpcsBaHe (3HAYUTEIHU
OHEUYHCTBAHUS, KPhCTOCAHO 3aMbPCABAHE, MEXAaHUYHU YACTHUIIN);

5. JexapcTBEH MNPOAYKT, CMECEH C JApPYTH JIEKapCTBEHH MNPOAYKTU (KPHCTOCAHO
3aMbpCsIBaHe);

6. JnexkapCcTBEH NpPOAYKT, 3a KOHTO € YCTaHOBEHO HECBOTBETCTBHE CbC
criennukanuaTa, HapuMep CTabMITHOCT, 00eM, TETIIO | JIp.;

7. neKapcTBEH NPOAYKT, KOMTO NMOpPaJy HENPAaBUIIHO ONAKOBAHE MOKE Ja JOBEAE 10
CEepPHUO3HU TIOCIEJCTBUS 3a 3ApPAaBETO, HANPUMEpP LUTOTOKCUYHU JIEKApPCTBEHU MPOIYKTH,
KOHTEIHEpH, 3aIlUTEHN OT Jella, CUIHOAECHCTBAILM JIEKAPCTBEHU IIPOAYKTH.

JlekapcTBeHUTE MPOAYKTH, MOKA3aIM HECHOTBETCTBUA OT Il cremeH, ce onmoBecTsBaT
ype3 cucTeMaTa 3a Obp30 yBeIOMsIBaHE Ha IbpKaBUTE OT EBpOINEHCKOTO MKOHOMHUYECKO
MPOCTPAHCTBO U JIbP’KAaBUTE, CKIIOUWIM CHOpa3yMEHHE 3a B3aUMHO IMpPHU3HABaHE, B KOUTO €
M3BECTHO WJIM C€ MPEANOIara, ue € pa3pocTpaHeHa napTHaTa.

III crenen Ha pucka

HecpoTBeTCTBHA € HM3UCKBaHUATA 32 KayeCTBO, KOMUTO MOTraT Ja HE NIpeIu3BUKAT
CHINECTBEHA OMACHOCT 3a 3[PaBeTO Ha MAlMEHTa, HO TAXHOTO HM3TETJSHE cielnBa aa Obie
W3BBPIIECHO MO APYTY NPUYHUHM:

1. nexapcTBeH MPOAYKT, KOWTO HE € MPAaBWJIHO ONAKOBaH, HAMpUMeEp JIMIICBAI]
NapTUAECH HOMEp WIM CPOK Ha TOJTHOCT;

2. IEKapCTBEH MPOAYKT, KOMTO HE € MPABUIIHO 3aTBOPEH;

3. JeKapCTBEH MPOAYKT, KOWTO € 3aMbPCEH.



