ITPOEKT

Hapen0a 3a yciioBusita M peaa 3a nogaBade Ha JaHHu U uHGopmanus B Iloprana na
EBponeiickus cb103 (EC) nmo 4. 80 u 3a nocrbna g0 bazara nannu Ha EC no wi. 81 ot
Pernament (EC) Ne 536/2014 na EBponeiickus nap;aaMeHnT 1 Ha CbBeTta o1 16 anpuJ
2014 r. OTHOCHO KJIMHUYHUTE U3NNTBAHUSA HA JIEKAPCTBEHH NMPOAYKTH 32 XyMaHHA
ynorpeda, u 3a ormsina Ha lupexrusa 2001/20/EO

Y. 1. C ta3u Hapenda ce onpeaessr:

1. ycrmoBusiTa M peAbT 3a MOJaBaHE HA JaHHW U WH(GopManus oT M3mbiHHTETHATA
arennus no Jiekapcrsara (MAJI) u ot ETnunara xomucus 3a knunnynu u3nutsanus (EKKN)
o wi. 103, an. 1 or 3akoHa 3a jeKkapcTBEHUTE NIPOAYKTH B XyMaHHaTa MeauuuHa (3JIIIXM) B
IToprama nHa EBpomneiickus cwvto3 (EC) mo un. 80 or Permament (EC) Ne 536/2014 Ha
EBponeiickus napinameHT u Ha CbBeTa oT 16 anpuit 2014 r. OTHOCHO KIIMHUYHUTE U3MUTBAHUS
Ha JIEKapCTBEHU MPOJIYKTH 32 XyMaHHa ynotpeba, u 3a orMmsaHa Ha [lupexrusa 2001/20/EO (OB,
L 158/1 ot 27 matii 2014 r.), HapuuaHn no-HaTtaThK ,,Permament (EC) Ne 536/2014°;

2. nocteirbT Ha MAJI m Ha EKKU no bazara nannu Ha EC 1o 4. 81 ot Pernament (EC)
Ne 536/2014;

3. ycioBHsTa M PEIIBT 3a MPEJCTaBIHE Ha cTaHoBHINATa 10 Wi. 83 ot 3JIIIXM u penbt
3a B3aumogeiicraue mexay MAJI u EKKUY;

4. noxymentute u nanaure ot [lpunoxenue I u Ilpunoxenue Il ot Pernament (EC) Ne
536/2014, xouto ce onensBat ot MAJI u ot EKKH, KakTo 1 €3UKBT, Ha KOWTO CE MPEIACTABT.

Y. 2. (1) Usnenuautennata arenius 1o jgekapcerara 1 EKKU ochiiiecTBABAT BCHUYKH
JCHOCTU U OLEHKHU, CBbP3aHU ¢ KIMHUYHU u3nuTBanus B bazata gannu Ha EC mo ui. 81 ot
Pernament (EC) Ne 536/2014 upe3 Iloprana va EC mo uin. 80 ot Pernmament (EC) Ne 536/2014.

(2) M3npaHMTETHATA AreHIIUS 110 JIEKApCTBaTa U3MbIHABA (YHKIIUUTE HAa HAIIMOHATICH
agmuHucTpatop 3a Penybnuka brarapus na [loprana va EC o wi. 80 ot Pernmament (EC) Ne
536/2014 u na ba3zara nanau Ha EC mo wi. 81 ot Permament (EC) Ne 536/2014.

(3) 3a nemure Ha an. 1 UAJI u EKKU umar otaenen goctsh a0 bazara gannu na EC
no wi. 81 ot Pernament (EC) Ne 536/2014 u onpenensT mo e1uH JOKaJeH aIMUHUCTPATOP B
CbOTBETCTBUE C pBKOBOJACTBaTa/ykazaHusita Ha EBponeiickara komucus/EBpomneiickara
areHIys 1o JeKapcTBaTa.

Y. 3. B 6azara nanau Ha EC no wi. 81 ot Pernament (EC) Ne 536/2014:

1. WznenanutenHaTa areHIUs MO JieKapcTBaTa HMMa JOCTBII O JOKYMEHTHTE OT
[Tpunoxenue | u ot [lpunoxenue |l Ha Pernament (EC) Ne 536/2014;

2. ETnynata koMuUCHs 32 KIMHUYHM M3MUTBAHHUS MMa JIOCTBI A0 JOKYMEHTUTE OT
paznenn b-JI, U, K-II u C ot [punoxenue | u no moxymentute ot llpunoxenue Il c
U3KJIIOYEHNE Ha JOKYMEHTH, Kacacllld €THUKETUTE U JOCHUETO Ha HM3MUTBAHUS JIEKAPCTBEH
MIPOJYKT U Ha JOI'BJIIHUTENEH JIEKAPCTBEH MPOIYKT.

Y. 4. [Ipu noganeno 3asBieHue mo ui. 5, wi. 11, wi. 14 wim uin. 16 ot Pernmament (EC)

Ne 536/2014, WAJI wm3BbpiIBa OlIEHKAa HA BCHYKM JOKyMeHTH OT [lpunoxenue | m ot
[Ipunoxenue |l na Pernament (EC) Ne 536/2014, usrotBsa uvact | u yact Il Ha goknaga 3a
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orieHka 1o wi. 6 u 7 ot Pernmament (EC) Ne 536/2014 u ro npeactaBs Ha BB3JIOKHUTENS Upe3
[Toprana na EC no un. 80 ot Permament (EC) Ne 536/2014.

Y. 5. (1) Ipu nomaneno 3aspienue mo wi. 5 u wi. 11, an. 2 ot Pernament (EC) Ne
536/2014 EKKH u3BbpuiBa orenka Ha qokymenture ot pasaenu K-IT u C ot [punoxenue |
Ha Pernmament (EC) Ne 536/2014 3a tepuropusita Ha PenyOnnka bbarapusi, mo oTHoleHne Ha
acmekTuTe, mocodeHu B wi. 7, map. 1 ot Permament (EC) Ne 536/2014 u B cpok 1o 30 aau ot
JaTaTa Ha BAJIMIMPaHe Ha 3asBJICHUETO ChIVIACHO Wi. 5, map. 6 ot Pernament (EC) Ne 536/2014,
CbOTBETHO OT JaTaTa Ha I0/IaBaHE Ha 3asBIIEHUE OT BB3JIOXKHUTENS 1o wi. 11, am 2 oT
Pernament (EC) Ne 536/2014, npencrasst Ha MAJI upe3s IToprana na EC o wi. 80 ot Pernament
(EC) Ne 536/2014:

1. MOJIOKUTENTHO WM OTPHULIATEIIHO MOTUBUPAHO CTAHOBHUIIIE, WIIN

2. ©THOKpaTHO HCKaHE 3a TMpEJCTaBsIHE Ha JONBJIHUTENHa WHPOpPMALUs OT
BB3JI0KHUTEIS.

(2) B cityuanre mo an. 1, 1. 2 MAJI M3roTBsi KOHCOJNMAMPAHO UCKAHE 32 MPEICTABSHE HA
JOMBIHUTENTHA MH(OpMAIIHS OT BB3JIOKUTENA U To yBenomsiBa upe3 [loprana na EC no ui. 80
ot Pernament (EC) Ne 536/2014.

(3) B cpok 10 10 1HE OT moTyYaBaHe Ha TOMBJIHUTETHATA HHBOopMarus 1o ai. 2 EKKN
MPUKJII0YBA CBOSITA OLIEHKA W TMPEICTaBs MOJOXKUTEIHO WJIM OTPUIATEIHO MOTHBUPAHO
cranoBuie upe3 [loprana na EC no uin. 80 ot Pernament (EC) Ne 536/2014.

(4) ETniunata KOMUCHs 3a KJIMHUYHA M3MUTBAHHS H37aBa OTPUIATEITHO MOTHBHUPAHO
cTaHoBHIIE 1O aJl. 1, T. 1 u an. 3, Korato HAKOU OT JAHHUTE B JOCUETO Ha 3asBICHUETO T10 HJI.
Swuun. 11, an. 2 or Pernmament (EC) Ne 536/2014, o6xBamariu acriekty ot 4act || Ha moximana
3a orieHka 1o wi. 7, map. 1 ot Permament (EC) Ne 536/2014, He chOTBETCTBAT HA ITpaBUIIATa 32
Jlo6pa KIMHUYHA TPAKTHKA.

Ya. 6. (1) ITpu mogaaeno 3assienue mo wi. 14 ot Permament (EC) Ne 536/2014 EKKU
M3BBPILIBA OlleHKa Ha JoKkyMeHTHuTe oT pa3aenu K-ITu C ot IIpunoxenue I na Pernament (EC)
Ne 536/2014 3a Teputopusita Ha Penyonuka bearapus, mo OTHOIIIEHHE HA aCTIEKTUTE, TOCOYEHHU
B wi. 7, map. 1 ot Pernament (EC) Ne 536/2014 u B cpok 10 40 aHM OT 1aTaTa Ha 10JaBaHe Ha
3asBieHueto npencras Ha MAJL upes Tloprama va EC mo un. 80 ot Permament (EC) Ne
536/2014:

1. NoIOKUTENHO MM OTPULIATEIHO MOTUBHUPAHO CTAHOBHUIIIE, WIIN

2. ©THOKpaTHO MHCKaHe 3a MpeACTaBsIHE Ha JONBIHUTEIHAa HHPOpMaIUs OT
BB3JI0KHUTENS.

(2) B cayuaanre mo an. 1, 1. 2 MAJI u3roTBsi KOHCOJIHMMPAHO HCKAHE 3a MPEACTaBsSHE Ha
JOMBJIHUTENTHA UH(OPMAITUS OT BB3JOXKUTENS U TO yBeaomMsiBa upe3 [loprana va EC mo umn. 80
ot Pernmament (EC) Ne 536/2014.

(3) B cpok 10 10 aum OT moydyaBaHe Ha JONMBIHUTEIHAaTa HHGopManus rmo air. 2 EKKN
MPUKJIIOYBA CBOSITA OLEHKA W MPEJCTaBs IOJOKUTEIHO WJIM OTPULATETHO MOTHBUPAHO
cranosuie upe3 [loprana na EC no ui. 80 ot Pernament (EC) Ne 536/2014.

(4) ETnunata KOMUCHSI 3a KJIMHAYHHA M3MUTBAHUS M37aBa OTPUIATEITHO MOTHBHUPAHO
CTaHOBHIIE MO al. 1, T. 1 u an. 3, KoraTo HAKOU OT JaHHUTE B JOCUETO HA 3asIBJICHUETO I10 4JI.
14 ot Pernament (EC) Ne 536/2014, ob6xBamiamu acriekTs oT 9act Il Ha nokiiana 3a oneHKa mo
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1. 7, map. 1 or Permament (EC) Ne 536/2014, He choTBeTcTBAaT Ha mpaBmiata 3a [[oOpa
KJIMHUYHA ITPAKTHKA.

Y. 7. (1) Ipu nomaseHo 3asBiacHUE MO Wi. 16 3a ChIeCTBEHA MPOMsIHA, 00X BaIlaIia
acnektu otT 4yacT | u Il wim ot wact |l Ha noknana 3a ouenka, EKKU u3pbpuiBa onenka Ha
nokymeHntute ot pazaenu K-IT u C ot Ilpunoxenune I na Permament (EC) Ne 536/2014 3a
teputopusTa Ha Pennybnuka bbarapus, mo oTHoleHHe Ha acleKkTuTe, nomajaamu B yacT |l Ha
JoKJIaaa 3a orneHka mo wi. 7, map. 1 ot Permament (EC) Ne 536/2014 u B cpok no 25 nHuU OT
maTaTa Ha BaJuAUpaHe Ha 3asBiieHHeTo cbhrimacHo wi. 20, map. 4 ot Permament (EC) Ne
536/2014 npencrass va MAJI upes [Moprana va EC no un. 80 ot Perimament (EC) Ne 536/2014:

1. NOJIOKUTENHO MM OTPULIATEITHO MOTUBUPAHO CTAHOBUIIIE, WU

2. eIHOKpaTHO WCKaHE 3a TPEJCTaBSIHE Ha JIOMBIHUTENHA WHQOpPMAIHSI OT
BB3JIOKUTEIS.

(2) B cityugawure mo ain. 1, 1. 2 MAJI M3roTBst KOHCOJIMAMPAHO UCKAHE 3a MPEICTaBIHE HA
JOMBIHUTENTHA UH(OPMAIIHS OT BB3JIOKUTENA U To yBenomsiBa upe3 [loprana na EC no ui. 80
ot Pernament (EC) Ne 536/2014.

(3) B cpok 10 10 1HE OT moTyYaBaHe Ha TOMBJIHUTETHATA HHpopMalust 1o an. 2 EKKN
MPUKJIIOYBA CBOSITA OLEHKA W TPEJICTaBsl MOJOXKUTEIHO WM OTPUIATETHO MOTHBUPAHO
cranoswuie npe3 [loprana na EC mo wi. 80 ot Pernament (EC) Ne 536/2014.

(4) Etriunata KOMUCHS 3a KJIMHUYHHA M3MUTBAHHUS H37aBa OTPUIATEITHO MOTHBHPAHO
craHoBule 1o aji. 1, T. 1 u an. 2, Korato HIKOW OT IaHHUTE B JIOCUETO Ha 3asBJICHUETO I10 YJI.
16 ot Pernament (EC) Ne 536/2014, oGxBamiamu acniekts ot 4acT |l Ha q0KIaa 3a o1ieHka 1o
. 7, map. 1 ot Pernmament (EC) Ne 536/2014, He choTBeTcTBaT Ha mpaBmiara 3a JloOpa
KIIMHUYHA [TPaKTHKA.

Y. 8. M3mbiHUTENHATA areHIMs Mo JIEKapcTBaTa KOHCOIUANPA CBOETO 3aKIIIOUEHUE C
toBa Ha EKKMU cnen u3Bbpiienara oleHka Ha acriekTure ot yacT |l Ha 1okiana 3a oneHka mno

. 7, map. 1 ot Pernament (EC) Ne 536/2014 u ro npencrasst Ha Bb3a0xkuTens upes [loprana
Ha EC no . 80 ot Pernament (EC) Ne 536/2014.

Y. 9. M3nbaHuTeIHATA areHIMs 110 JIeKapcTBaTa U3/1aBa U MPEICTaBs HA Bb3JI0OKUTENS
ype3 [loprana Ha EC no ui. 80 ot Pernmament (EC) Ne 536/2014 perienue o 4i. 8, CbOTBETHO
mo wi. 14, map. 3, mo win. 20, map. 5 wiu no un. 23, map. 1 ot Pernament (EC) Ne 536/2014, cnen
KaTo KoHcoauaupa B Hero cranoBuiero Ha EKKUW no un. 5, an. 1, 1. 1 u an. 3, cbOTBETHO MO
L 6,an. 1, 7. l wan. 3, umuno wn. 7, an. 1, 1. 1 u an. 3.

Ya. 10. (1) 3asBurenure no wi. 5, 11, 14 u 16 or Pernmament (EC) Ne 536/2014
npencrasat gocuero no Ilpunoxenue | u gocuero no Ilpunoxenue |l or Pernament (EC) Ne
536/2014 Ha OBITapCKU W/WIIM HA QHTITUHCKH €3HK.

(2) PesromeTo Ha mpoTokomNa 110 T. 24 ot pa3aen I' u mokymenTuTe no pasgenu 1, K, JI,
T. 64 ot paznen M, H u I1 ot [Ipunoxenue | or Permament (EC) Ne 536/2014 u npomeHute B
TSX C€ MPEACTABAT 3aIbJKUTEIHO Ha OBJITapCKU €3UK.



JonmbiaHuTeIHA pasnopenda

§ 1. IIpaBunara 3a JloOpa KJIMHWYHA MTPAaKTUKA ce onpenessiT B PrkoBoacTBO 3a JloOpa
KIIMHUYHA MPaKTUKa Ha MexTyHapoiHaTa KOHPEPEHIIUs [0 XapMOHU3AIHUS Ha TEXHUYECKUTE
M3UCKBAHMS MPU PETUCTPUPAHE HA JICKAPCTBEHU POYKTH 3a XyMaHHa ynotpeda (ICH) — ICH
GCP E6, mybnukyBaHO Ha MHTEPHET CTpaHUIaTa Ha EBponeiickaTta KOMUCHS.

IIpexoaHu ¥ 3aKJIIOYUTETHHU Pa3nopenoun

§ 2. 3anounanute W HenpukIrOYwIA g0 31.01.2022 r. KIWHUYHU W3MUTBAHUSA CE
JIOBBPILBAT 10 JOCETAIIHUTE YCIOBUS U PeJl, HO HE MO-KbCHO OT TPU TOJIMHU OT Ta3M Jara.

§ 3. AKo 3asBIIEHUETO 32 M3/IaBaHE Ha Pa3pellieHUE 32 KIMHUYHO U3IMUTBAHE € MT01aJICHO
mexay 31.01.2022 r. u 31.01.2023 r., KIMHUYHOTO U3MUTBAHE MOXKE Ja OBJE 3all0YHATO I10

JIOCETAlTHUTE YCIOBUS U PEJ U MPOAbIIKaBa 1a Obe ypenaeHo mo Tsx a0 31.01.2025 r.

§ 4. Ta3u Hapenba ce W3/laBa Ha OCHOBaHHME 4. 85 OT 3aKOHa 3a JIEKApCTBEHUTE
NPOJIYKTH B XyMaHHATa MEIUIIMHA.

§ 5. Hapen6ata Bnu3a B cuja OT ieHs Ha OOHApOABAHETO i B ,,/bpiKaBeH BECTHHK".

MMPO®. ACEHA CEPBE30BA, 1®
Munucmuvp na 30paseonassanemo



