HAPE/JIBA Ne 35 OT 22 ABI'YCT 2007 I'. 3A YCJIOBUATA,
PEJA U UBUCKBAHUSATA KbM JOKYMEHTALIMSATA 3A
N31ABAHE HA CEPTU®PUKAT 3A OCBOBOXKJIABAHE HA
HAPTUIA JIEKAPCTBEH ITPOAYKT OT
N3ITBJIHUTEJIHATA ATEHIUSA 110 JIEKAPCTBATA

H30a0ena om munucmovpa Ha 30paseonazéaremo
Oo6wn. /IB. op.71 om 31 aseycm 2007e2., omm. /IB. 6p.49 om 30 onu 2022e.

Otmenena ¢ § 12 ot 3akmounTeIHUTE pasnopenou Ha Hapenba 3a uamMeHnenue
u nombiHenrue Ha Hapen6a Ne 39 ot 2007 r. 3a npuHIMNIKUTE ¥ M3MCKBaHuATa 3a JloOpara
muctpuOyropcka npaktuka - 1B, 6p. 49 ot 30 ronu 2022 r., B cuna ot 04.07.2022 1.

Pazgean 1.
O01M noJ1o:KeHu s

Ui 1. (1) C ta3u Hapenda ce ypexxaaT yCIOBUATA, pEAbT U M3UCKBAHUSITA KbM
JOKYMEHTalUsATa 3a M3/laBaHe Ha cepTU(UKATH 3a OCBOOOXKJaBaHE Ha NapTHIU
JIEKapCTBEHH MPOIYKTH:

1. BaKCMHM WJIM UMYHOJIOTUYHU JIEKAPCTBEHU NPOAYKTH, IIPEIHA3HAYCHU 32
UMYHU3aIMS;

2. HOBH HUMYHOJIOTUYHH JICKAPCTBCHU IMPOAYKTH WKW HWMYHOJIOTMYHU
JeKapCTBEHU MPOAYKTH, IMPOU3BEJCHM C HOBAa WJIM IPOMEHEHA TEXHOJIOTUS W C
TCXHOJIOTHA, HOBA 3a CbOTBCTHUSA IMMPONU3BOAUTCII,

3. IexapCTBEHH MPOILYKTH, MOIYYEHH OT YOBEIIKA KPbB WM YOBEIIKA IJI1a3Ma.

(2) JlekapcTBeHuTE NPOAYKTH IO all. 1 ce myckaTr Ha maszapa B CTpaHaTa caMo
aKo ca paspelleHd 3a yrnorpeba Mo pega Ha 3akoHA 3a JIEKApCTBEHHUTE NMPOJIYKTH B
xyManHaTta MeaunuHa (3JIIIXM) u ca nomyunnu ceptudukar 3a 0cBOOOK/1aBaHe Ha BCAKA
OTJIeNIHA MapTH/a 110 pejia Ha Ta3u Hapenoa.

UYn. 2. (1) Ceprudukar 3a ocBOOOXk/1aBaHE HAa MapTHAA OT JIEKAPCTBEHUTE
NPOAYKTH o 4. | ce m3aaBa oT M3mbIHHUTEHATA areHIHs 10 JIGKapCTBaTa B CIICAHHUTE
cilyyau:

1. mpenu myckaHe Ha MapTHAAaTa OT JIEKAPCTBEHHs MPOIYKT Ha Tas3apa B
CTpaHara;

2. mpe/y MMycKaHe Ha MapTHIaTa OT JISKAPCTBEHUS MPOIYKT Ha 1a3apa B IPYTH
Jbp>KaBU IO MCKaHE Ha MPHUTEXaTessl Ha pa3pelleHueTo 3a yrnorpeda Ha JIeKapCTBEHUS
TIPOJIYKT.

(2) CeptuduxarbT 3a 0cBOOOKIaBaHE Ha MapTUa ce U3/aBa Ha OBJIrapCKH
€3WK W/WJIM Ha aHTIUHCKH €3HK.

Un. 3. M3nbaHuTeNHATA areHuus Mo JeKapcTBaTa He u3aBa cepTHU(HUKaT 3a
0CcBOOOK1aBaHe Ha MapTH/Ia IIPEIU TyCKaHe Ha [la3apa B CTpPaHaTa, ako TaKbB CepTU(UKAT
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BeYE € U3a/JeH OT O(uIaIHa KOHTPOJIHA JIEKapCTBEHa JabopaTopus B Apyra JbpikKapa OT
EBponeiickoTo nKkoHoMu4yecko npoctpanctBo u B Kondenepanus Llseiinapus.

Un. 4. (1) B cirydanre mo wi. 3 mpuTEeXKAaTEIAT HA pa3peieHueTo 3a ynorpeda
MPEJICTaBs C MPUAPYKUTEIHO MUCMO B M3mbiHUTENHATA areHIMs 10 JIeKapcTBaTa Komue
or ceprudukata 3a ocBOOOXKIaBaHE Ha MapTupata u WHGOpPMAHUOHEH (GopMmyisip 3a
npojaxxoa cbriacHo npuiaoxkenue No 1.

(2) B cpok 10 7 pabOTHH JHH OT MOCTHIIBAHE HAa JOKYMEHTAIUATA 1O ail. |
W3nbiaHuTenHaTa areHIus o JeKapcTBaTa yBeIoMsiBa IIPUTEXaTelsl Ha pa3pelieHneTo 3a
ynoTpeba gany napruaata Moxe 1a Ob/ie mycHaTa Ha rasapa B CTpaHara.

Pazgen II.
N3naBane Ha cepTU(PUKAT 32 0CBO0OKTaBAHE HA MAPTHAH

Un. 5. Ilpu u3naBane Ha paszpelieHue 3a ynorpeda Ha JIEeKapCTBEHH MPOIYKTH
o wi. | M3mbJIHUTEIHATA areHI|s 10 JISKapCcTBaTa MMUCMEHO YBEIOMSIBA MIPUTCIKATEITATE
Ha pa3peleHus 3a ynorpeba, 4e MpOAYKTUTE MOJJIeKAT Ha MpoLeaypa 3a W3/laBaHe Ha
cepTUdUKAT 32 0OCBOOOXK/IaBaHE HA TAPTHIA.

Un. 6. 3a m3maBaHe Ha cepTU(UKAT 32 OCBOOOXKIAaBaHE HaA MapTHIA
MPUTEXKATENAT Ha pa3pelleHue 3a ynorpeda npeacraBa B M3mbiaHurenHara areHIUsS 1O
JeKapcTBara:

1. 3asBneHue mo oOpaser chrilacHo npuioxeHue Ne 2;

2. MOCTpU OT KpalHHUsS NMPOAYKT W/WIK MOCTPH OT MPOAYKTAa B HACHITHO
CBCTOSIHUE/HEPA3NAT MPOAYKT W/WIM MOCTPU OT MEXKIUHHU U U3XOAHU MPOAYKTH B
KOJIMYECTBA, NIOCOUYEHU B PBHKOBOACTBOTO 3a OCBOOOXKIaBaHe Ha MapTHUJia JIEKaPCTBEH
OPOAYKT OT oQuIManieH KOHTPOJIEH opraH, u3gageHo oT EBponeiickara komucus
("ppkoBOACTBO");

3. MPOTOKOJIM 3a MPOMU3BOJACTBOTO M KAYECTBEHUS KOHTPOJI Ha NapTHU]ATa,
U3JIaJIEHU OT MPOM3BOAUTENS (ChOOpa3eHW KAaTO MHHMMYM C JIaHHUTE, IOCOYEHHU B
oOpasela OT aJJIMUHUCTpAaTHUBHATa Mpoleaypa Ha EBponelickus cbio3 3a 0CBOOOXKAaBaHe
Ha MapTuaa oT o(UIMalIeH KOHTPOJIEH OpraH);

4. TOKyMEHTH 32 IJIaTeHa Takca chriacHo tapudara mo ui. 21, an. 2 3JIIIXM.

Un. 7. 3a uznaBaHe Ha cepTU(UKAT 3a OCBOOOXKIaBaHE Ha MapTHIA
W3nbaHuTETHATA areHIus 110 JIeKapCcTBaTa U3BbPILBA:

1. KpUTHYHA OLIEHKAa Ha MPOTOKOJUTE OT MPOU3BOACTBOTO M KAaYECTBEHMUS
KOHTPOJI Ha IPOU3BOIUTES;

2. U3MUTBaHE Ha MPEeACTaBEHUTE MOCTPHU B J1aboparopus Ha M3mbiaHuTenHATA
areHIys 10 JeKapcTBaTa WM B Jpyra akpeAuTUpaHa J1abopaTopus, 3a Jla C€ YCTaHOBU
JlaNy JIEKapCTBEHUTE MPOAYKTH MO Wi. 1 ca MpOu3BeJeHH B CHOTBETCTBUE C 0JI00pEHUTE
cnenuuKanum;

3. u3nuTBaHe B jabopaTtopus Ha V3mbIHMUTENHATa areHUMs MO JeKapcTBaTa
WIM B Jipyra akpeIuTHpaHa jadopaTropus 3a BUPYCHM MapKepu Ha BCHYKHU IUIa3MEHU
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c6op0Be, H3I0J3BAaHU IIpHU IMPOU3BOJACTBOTO Ha JICKAPCTBCHU IPOAYKTH, IIOJIYUCHU OT
YOBCIIKA KPbB WM IJIa3Ma, ChINIaCHO CHGI_[I/I(bI/I‘IHI/ITe 3a IPpOAYKTa yKa3aHus, IOCOUCHU B
PBKOBOACTBOTO.

Ui 8. (1) CpoxsT 3a m31aBaHe Ha cepTU(UKAT 32 OCBOOOKIaBaHE HA TApTHIA
e 60 gHM cuMTaHO OT JaTara Ha MojJaBaHe B M3MbIHUTEIHATA areHIUs 110 JIEKapCTBaTa Ha
'bJIHATA JOKYMEHTALHUS 110 4JI. 6.

(2) Ilpu nonoxuTteneH pe3yaTaT OT OLUEHKUTE M M3NUTBAHUATA 110 Wi. 7 ce
u3ziaBa cepTuukar 3a ocBoOOXKJ1aBaHE Ha MMapTHaTa.

(3) CeprudukarsT 3a 0cBOOOXKIaBaHE Ha MapTHAA CE MU3aBa Ha UMETO HA
MPUTEKATEIIA Ha Pa3pelIeHUETO 3a YyIoTpeda Ha JIeKapCTBEHUS TPOYKT.

Un 9. (1) He ce m3gaBa cepTuduKkar 3a OCBOOOXIAaBaHE Ha MAapTUAA Ha
JIEKapCTBEH MPOIYKT M0 Wi. 1, aKo ce yCTaHOBH, Y€ TS HE € B CbOTBETCTBUE C 0I00pEHUTE
crierupuKaIum.

(2) B cmyuauTte o an. 1 I3nbJiHUTENHATA areHIINs 110 JIeKapCcTBaTa yBEAOMSIBA
NPUTEXKATEIS Ha Pa3pelIeHneTo 3a ynorpeda 3a HeChbOTBETCTBUETO.

(3) UadopmanmsTa 1o an. 2 ce pa3npocTpaHsiBa B cHCTeMaTa Ha O(UIIHATHATE
KOHTPOJIHH JIEKAPCTBEHU J1a00OpaTOpuu B JbpiKaBUTE OT EBpONEiicKOTO MKOHOMHUYECKO
npoctpanctBo U Kondenepauus 1seinapus.

Yn. 10. V3mbeiHuTenHATa areHIuUs IO JIGKAPCTBaTa MOXE Jla H3BBPIIH
JOITBTHUTEITHU U3MUTBAHUS HA MOCTPH OT JICKAPCTBEH MPOIYKT B CICIHUTE CITYYaH:

a) 3HAYMTEJIHA TIPOMSIHA B TIPOIIeca Ha IPOU3BOJICTBO;

0) mpoMsiHa Ha MSICTOTO Ha TIPOU3BOICTBO;

B) HEXEJaHU CbOUTHS;

T') 3HAYUTEITHA OTKJIOHCHHSI B IIPOU3BOJICTBEHUS TIPOIIEC;

1) IPOMEHU B MIPOLIEAYPHUTE 3a U3MHUTBAHE HA MPOU3BOAUTEIIS;

€) HeOYaKBaHa MMPOMEHJIMBOCT B PE3YIATATHTE OT M3MHUTBAHHUSITA IO KOHTPOJIA
Ha Ka4eCTBOTO, U3BBPIICHU OT MPOU3BOIUTENSI UM OT O(PUIIMATHIS KOHTPOJIEH OpraH;

) KpUTHYCH JTOKJIA]] OT U3BBPIIICHA HHCTICKITUS HA POU3BOIATEISL.

3aK/Il04UTeHU pa3nopeadu

[Taparpad enunctBen. Hapenbata ce u3naBa Ha ocHOBaHME il 69, an. 5 u uiI.
70, an. 4 3JIIIXM.

ITpunoxenne Ne 1 xbm 4. 4

Wudopmannonex ¢popmysip 3a npojaaxoa

CrobmiaBame Bu, ue Bb3HaMepsiBame Ja mpoaaBaMe mapTuaa oT
UMYHOJIOTHYEH JICKAPCTBEH MPOYKT, KOUTO € pa3pelieH 3a
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yrorpeba, WK JIeKapCTBEH MPOIYKT, OJIYyUeH OT YOBEIIKA KPhB
WM I1J1a3Ma, pa3pellieH 3a ynorpeda B ciieHaTa CTpaHa - WieHKa

Ha EC/EMIT ......................

[Tonyuaren:

(Mme u anpec Ha onpeneneHo(n) nuie(a) 3a
KOHTaKT B CTpaHa - wieHka Ha EC, B kosiTo 11e
ObJIc IpoIaBaHa MapTHIATa OT MPOAYKTA)

TBHproecko ume:

(TeproBcko uMe Ha IPOAYKTA B CTPaHa - YJICHKA
Ha EC, B kos1TO 111€ OBJI€ TpOJIaBaHa MapTuaaTa ot

MPOJIYKTA)

[TapTuaen(aun) Homep(a),
O3HAYCHH BHPXY Olla-
KOBKHUTE 3a MPOJaKoa:

(ITapTunen Homep Ha MPOAYK-

Ta B cTpaHa - wieHka Ha EC, B

KOSTO 111 ObJie PpOoAaBaHa napTuaaTa oT
MPOJYKTa)

Hpyru
UIECHTU(DUKAITMOHHU

HOMEpa, CBbP3aHHU C Ta3u
napTuaa*:

(Homep Ha kpaiiHusi HEpa3JIsIT
IIPOIYKT, HOMEP Ha KpailHaTa

MapTuia ¥ HOMEp Ha OMAaKOBa-
Hara napTuaa)

bpoit Ha mbpBUYHHTE
ONaKOBKH, KOUTO I1E
ObJaT NpoaaBaHu B
CTpaHaTa 4JcHKa:

Howmep Ha pazpemieHunero
3a ymotpeoa:

(Homep Ha paspernienueTo 3a
ynoTpeba B cTpaHa - wieHka Ha EC, B kosTo 1m1e
ObJie Mpo/iaBaHa mapTuaaTa OT MPOAYKTA)

Nwme u aapec Ha
MIpUTEXKATEINS HA
paspeLeHueTo 3a
ynotpeba:

(ITpuTexaren Ha pa3peleHue-

TO 3a yrmoTpebda B CTpaHa -

ynenka Ha EC, B kosiTO 111€

ObJe MpoAaBaHa mapTuaaTa OT MPOAYKTA)

Hauanna nara Ha cpoka
Ha TOJHOCT:

Jlara Ha M3THYaHEe HA
CpOKa Ha rOJIHOCT B
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CTpaHaTa YICHKA, B
KOSITO 1Ie Oble
IpojiaBaHa ImapTHIaTa:

[lara, Ha KOSITO CE€ Bb3HA-
MepsiBa Ja 3aro04vHe Mpo-
naxkoara:

Odunmanna nadoparopus
3a KOHTPOJI Ha JICKapcTBa,
KOSITO M3BBPIIIBA OCBO-

OO0’K/1aBaHe Ha MapTHIATA:

Howmep na opunmanaus
ceprtudukar 3a 0CBOOOK-
JlaBaHEe Ha MapTuara:

* 3abenexxka. HeoOxommmo e fa ce gaae 1octaTbuHo HoapoOHa
uH(OpMAIHs, KOSTO [a HAlIPaBH Bb3MOXKHO OTUETIIHBO
HpOCJesIBaHE 10 HUBOTO HA KPaWHHS HEPA3JIAT MPOIYKT.

C HaCTOAIIOTO 3asABsABaM, Ye:

- Ta3W MapTHIa OTrOBaps Ha Crielu(PUKALUHUTE B TOPEHOCOUYCHOTO
paspenieHue 3a yrnorpeda 1 ChOTBETHHTE MOHOTpadhuH Ha
EBponeiickara apmakores;

- Ta3W NapTH/A € ChINATa, 32 KOSATO € U3AaJICH IPUIIOKCHUSAT
cepTU(HKAT 32 OCBOOOK/IaBaHE HA MAPTUA.

[punokeHo e Konue Ha cepTU(HKaTa 32 0CBOOOKIaBaHEe Ha
napTHja.

[Toanuc Ha KBATH(PHUIMPAHOTO JIULIE:
Hme Ha kBanuPUIMPAHOTO JIULIE:
Jlata Ha u3naBaHe:

[Ipunoxenne Ne 2 kbM 4. 6, 1. 1

3ASBJIEHUE
3a 0cBOOO’KJaBaHe Ha MapTuja JEKapCTBEH MPOAYKT

o

W3MBIHATETTHUS TUPEKTOP
Ha VM3mbIHUTEIHATA areHIINS
IO JIEKapcTBaTa
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3ASBJIEHUE
oT

()21 0771 S NO e

(ume, npe3ume, pamuius)

['ocriogus M3MBIHUTENCH TUPEKTOD,
Mons na 6bae u3ganeH ceprudukar 3a 0cBOOOKIaBaHEe HA MAPTUAA OT CICTHHS JICKapCTBEH
MPOJIYKT:

Nme Jlek. Nwme n [Taptu- Howmep Ha
Ha IIpo- dopma | agpec Ha J€H paspemie-
JIyKTa U KOJU- | IPOU3BO- | HOMeEp HUE 3a

YECTBO JIATEIIS yrnotpeba

3a aeara npujiaraM CICAHUTE JOKYMCHTU!

Nwme:
ITonnuc, neuar
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