PEIIYBJIMKA BbJITAPUS

BaMeCTHHK-MHHHCpr Ha 3/ipaBcona3BaHeTo
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Ornocwno: npennuceane M OTIYCKaHe Ha JIEKAPCTBEHH NPOAYKTH, CHAbPIKALIH
HApKOTHYHH BEIECTBA Ha Ty MPaKIAHH

YBAXKAEMM I'-H/T-3K0 JUPEKTOP,

B Munucrepero Ha 3paBeonasBaHeTo MOCTBIIH MHCMO OT boarapo-amep:kancka
KomHcHA ,, Dya0naiT", CBBP3aHO CBC 3aTPYAHEHHS IIpH [IPEATTHCBAaHEe H OTIYCKaHE Ha
JICKApCTBCHH NIPONYKTH, CHABPXKAIM HAPKOTHYHH BEINECTBA HA UYMW TPAKIAHH, KOHTO
npeOHBaBaT Ha TepHTOpHATA Ha Peny6uka Borrapus 6e3 usnanenu 6sirapeku JOKYMEHTH
33 CaMOJIMTHOCT, CbOTBETHO Oe3 reHepHpaH JHYeH HOMEp/ IHYeH HOMED Ha YyKIeHELL.

CernacHo wi. 11 or Hapemfa Ne 4 or 4.03.2009 r. 3a YCIIOBHATA M pefa 3a
IpCIIMCBAHE H OTNYCKaHE Ha JIEKAPCTBEHM IIPOAYKTH, MPEIIHCBAHETO Ha JEKapCTBEHH
IPOIYKTH, CHABPXKAIIM HAPKOTHYHHM BEIECTBA CE W3BBPUIBA HA CHEMHAJHA pelenTypHa
Ouanka, npeocTaBeHa oT MUHHCTEPCTBOTO Ha 3JpaBeona3BaHEeTO. bnankuTe ca ¢ KbAT WK
CbC 3CJEH LBAT B 3aBHCHMOCT BHJAA Ha HApDKOTHYHOTO BEIIECTBO, KOETO Ce ChIbpXKA B
JICKapCTBEHUS IPOJYKT U OT CTENEHTa My Ha PHCK 3a 0GIIEcTBEHOTO 3/1paBe. Pemenryprure
OMaHKK Ce CHCTOAT OT TOYHO OINpEJENeHH PEKBH3HTH M MOUICHKAT Ha CHENHMAICH OTYET M
TTPOBEpKa OT KOHTPONHHTC OPraHH. 3aIbIKUTENEH DPEKBU3HT € €IUHHHAT IPaKIAHCKH
HOMEP, CBHOTBCTHO JIMYCH HOMED HIIM JIMYEH HOMED 3a YyK/IEHEl Ha JHILETO, HAa KOeTO ce
OTIYCKAT JICKApCTBEHUTEC MNPOAYKTH C el e[HO3HAYHOTO My HACHTHQULIUpaHE H
OCBIUECTBABAHE HA KOHTPOJL

brirapo-amepukancka komucus »DynbaiT", TRBPIM, Ye CTHICHAHAHTUTE, ¢ KOUTO
paboTH ca aMEepHKaHCKH TpaX<IaHH, KOMTO nMpeGyBaBaT Ha TEPHTOPHATA Ha PenyGimka
bbirapus Bb3 ocHOBa Ha Bu3a 3a ABITOCPOYHO NpebuBaBane mo 4. 15, an. 2 or 3akoHa 3a
qJykaeHuuTe B Penybnuka Bearapus, NOpajii KOETO HAMAT JTHYEH HOMEP Ha YyiJICHEl H He
MOrar Jia Nnoayvar JIEKapCTBEHH NMPOAYKTH, H3JJaJeHH HA 3e/eHa MM JKLITa peLenTypHa
6nanka. Jlekapure He morar aa npeammcear, a (apMmaresTHTe ja OTIIYCHAT JIEKAPCTBEHH
[PONYKTH, CBAbPKAIM HAPKOTHYHH BEUIECTBA, THH KATO HE MOraT [a MONLIHST
3aIbJDKMTEIIHUS PEKBU3UT Ha PellenTypHaTa Ganka.
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Crien ananu3 Ha HopMaTHBHATA ypenda MEHHCTEpCTBO Ha 3ApaBeonasBaHeTo H3passBa
CIIEAHOTO CTAHOBHIIIE:

Cornacho 4. 8 or 3akona 3a dyKaenunte B Penybmuka beiarapus, uyxaenen mosxke na
Brese B PenyOiuka Beiarapus, ako npureskasa PEJOBEH IOKYMEHT 3a 3aJrpanu4Ho
IIbTYBAHE HUITH IpyT 3aMecTBalll ro JOKYMCHT, KakTo H BH3a, KOraTo TakaBa ce H3UCKBa. B
TO3M CMHCBII M CICJ NPOBEAEHA eKCIepTHa KOHCy.ITalMs ¢ AUpeKuus ,Murpanus® xem
MunucreperBoro Ha BhTpemnuTe paboTH, cumrame, ye B peuentypuara 6raHka ¢ e
HICHTHOULAPAHE Ha TE3W JIHIUA CIIE/IBA [a CE BITHCEA HOMEPBT Ha PeOBHHSA JOKYMEHT 32
3aArPaHHYHO 'bTYBaHe.

MmuHHCTepCTBO Ha 3apaBeonaspaneto l€ MHHUMAPA MOIATOTBAHETO Ha IPOEKT 3a
M3MCHEHME U TonbiHeHne Ha Hapen6a Ne 4 o1 4.03.2009 I'., KaTo B penentypHara G1aHka e
Oble NaneHa BBIMOKHOCT 3a BITHCBaHe Ha HOMEp Ha PENIOBHHA JOKYMEHT 3a 3a/IrpaHHYHO
I'bTYBaHe.

Ho npuemane Ha npomeHuTe u ¢ Hen PaspellaBaHe Ha BB3HHKHAINA KOHKPETEH Kasyc,
CHHTaMe, 4e Ha TE3W IPaIaHH MOTarT 1a GhIaT MpeNHCBAHH OTIYCKaHH JIEKAPCTBEHH
TIPOAYKTH, CHABPKAIIM HAPKOTHYHH BEIECTBA, KATO B I[IOJIETO OT peuenrtypHara 6anka,
ompeneneno 3a EI'H u EHY ce pmmcea HOMEp Ha pelIOBHHA NOKYMEHT 3a 3aArpaHHYHO
neTyBaHe. B ciydait, ye onpenenenute 3a Tazu L€/l KBAJpaT4YeTa ca Mo-Maako oT 6pos Ha
CHMBOJIMTE, KOHTO Cle[Ba [1a Ce BIIMLIAT, MOTAT Ja ce 106aBsT ~Ha pPbKa™ MONBIHHUTETHH
KBaaparyera. Ilog nonero ¢ KBaJpaTyeTa cjae/Ba a ce 3alluIie ,.Ha PBKa®“, Yye BIHCAHHSAT
HOMEp € Ha pe/IoBEH IOKYMEHT 3a 3arPAHMYHO ITbTyBaHe (P3IT).

Mons na yBenomute nexapure u (apmarieBTHTE Ha TepuTOpHaTA Ha Pernonannara
3/paBHAa WHCICKUMS 3a BB3HMKHAIHSA Ka3yC M CTaHOBMILETO Ha Munucreperso na
3APaBCONa3BAHETO 32 Pa3spelIaBaHETO My 110 IIPHEMAHETO Ha H3MEHEHHE U JIONLIIHEHHE Ha
Hapen6a Ne 4 ot 4.03.2009 r.
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