PEITIYBJIUKA BbJIT'APUSA
MHUHUCTEPCTBO HA 3/IPABEOITAZBAHETO
PET'MOHAJIHA 3IPABHA MHCIIEKIIUA - IVIOB/IUB

14.6.2023 r.

X 24-19/14.06.2023

AOKYMEHT,

peructpupat ot
MognucaHo oT: Ivanka Vasileva Vitanova

a0
POK - IIJIOBIUB
VI. ,,CTE®@AH BEPKOBHUY* Ne3

IJIOBJIUB

OTHOCHO: VI3meHeHne n gonviiHeHne Ha Hapeaba N°4 ot 2009 r. 3a ycrioBusTa u peaa 3a
rnpearimcBaHe n OTriyCKaHe Ha J1IEKapCTBEHU MNPOAYKTHU.

YBAKAEMM KOJIET'H,

VYBenomsiBame Bu, ue B J[ppkaBeH BecTHUK Op. 51 ot 13.06.2023 1. e myOnukyBaHa
Hapen6a 3a namenenue u nonwiaenue Ha Hapen6a Ne4 ot 2009 r. 3a ycinoBusita u pena 3a
HpeN1CcBaHe U OTIyCKaHe Ha JIEKapCTBEHH MPOIYKTH.

CobrnacHo HU3MCHCHUECTO, HACTBHIIBAT CICAHUTEC ITPOMCHHU:

1. Ot 13.06.2023 r. ce mpeycTaHOBsIBa NPEANMCBAHETO HA JICKAPCTBEHH MPOIYKTH,
ChAbpXKALIM HAPKOTMYHM BELIECTBA HA XAPTHEHHUTE CHEIHATIHU PpPELEeNnTypHU
ONMaHKM CbC 3€J€H W OKBIAT LBAT, MPEJOCTaBeHHM OT MMUHHUCTEPCTBO Ha
3/1paBeona3BaHeTo upe3 PernonaaHuTe 31paBHU UHCTIEKIINH;

2. TlpennucBaHeTo Ha TE3M JICKAPCTBEHH MPOIYKTHU III€ CE M3BBPIIBA C EIEKTPOHHO
npeanucanue mo peaa Ha wi.70 ot Hapenba Ned ot 2009 r. 3a ycnoBusita u pena 3a
IIPEIIMCBAHE U OTIIYCKAaHE Ha JIEKApCTBEHU NMPOAYKTH, HA EIEKTPOHHH CIELIMATHU
perentypHu OnaHku. EnekTpoHHaTa crnenuainHa peuentypHa OlaHKa ChAbpKa
ocBeH naHHHMTE 1Mo wi. 7 oT Hapenbara, KoMTo ce mombiBaxa 10 MOMEHTa U
HanuoHaJjeH pedepenten Homep (HPH);

3. Ornana uzuckBanero Ha wi.40, 1.2 or Hapenbarta perientara a ce U3IBJIHABA CAMO
B alTEeKU, KOUTO C€ HAMHUPAT Ha TEPUTOPHATA HAa 00JacTTa IO MECTOM3/1aBaHE Ha
penenrara;

4. BcuYKM XapTHEHU peLenTH, u3nucanu ot Jekapure a0 12.06.2023 r., cneiBa na ce
W3IbJIHABAT 10 CTAPUSI HAYMH, CIa3BalikKi 3aKOHOBUS CEEM JHEBEH CPOK OT
u3JlaBaHe Ha penentara. Bcuuku peuentu ciei Ta3uw Jata cienBa jaa Obaar
OTIYCKAHM CAMO ChC CIIENHATHO eJIeKTPOHHO NpeIIuCcaHue.
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5. IIpoabmkaBa BbBEXIAAaHETO HA JaHHU B CHenuaiHUs PETUCTHP ChIIACHO 4.3 OT
Hapen6a 21 ot 2000 r. 3a U3UCKBaHUATA KbM JIOKYMEHTAIUATA U OTYETHOCTTA IIPH
U3BBPILIBAHE HA JIEWHOCTU C JICKAPCTBEHU MPOAYKTH ChIBPKAIIM HAPKOTUUHU
BEIISCTBA.

6. 3ama3zBa ce peabpT 3a 3aKylmyBaHE Ha JICKAPCTBEHH TPOAYKTH ChIbpKAIIN
HapKOTUYHH BEIIECTBA ChC CIICIIHATHHA (POPMYIISPH.

7. OTuyuTaHeTO HA CTICNUATHUTE (DOPMYIISIPU CE POMEHSI B CIICTHUS PEJI:

- IIbpBuTe eK3eMIUISIPH OT cHnenuajgHuTe GoOpMyJspH ce H3NpamaT
ckanupanu B P3U, 3aeqno ¢ onuc 10 10 4nc/io Ha cjaeaBamms Mecell;
- XapTueHurte HocuTe M ce mpeaocTassaT B P3U Ha Tpumeceune;

8. TpumeceuHuss OT4YeT 32 JIBH)KEHHETO HA JIEKAPCTBEHHTE MPOAYKTH IO
Hpuiaoxkenne 2 or 3KHBII ce npegocraBs Ha TpuMecedne, eJIEKTPOHHO M HA
XapTHeH HOCHTEJI.

9. B oruera npe3 mecen roau 2023 T. creiBa Aa ce OTYETE:

- Komnwusara Ha xapTueHuTe peuentu, U3NnbIHEHU pe3 Mecel] touu 2023 r. ¢ 1Ba
onuca M U3MpaTEeHU Ha €JICKTPOHHATA T0IIa;

- OpuruHanaute (IBPBH) EK3EMIUIIPU HA  PEHENTYpPHUTE OJNAHKH  OT
Mecel 10HH 2022 10 Mecel JekeMBPH 2022 BKJIIOYHUTEIHO C ONNC;

- IIbpBuTE eK3eMILISIPH OT crienuagaHuTe opmyJisipu 3a mecen 10HU 2023 1.

- TpumeceueH oT4YeT 3a ABMKEHHMETO HA JIEKAPCTBEHHUTE MPOAYKTH IO
Hpunoxenne 2 or 3KHBII, no e;iekTpOHHATA MOIA ¥ HA XapTHS.

C yBaxkenue,

14.6.2023 r.

X A-p MapuaHa HaymoBa

[-P MapwvaHa Haymosa - Ll bp6oBa

MoanucaHo oT: Mariana Paunova Naumova-Shtarbova

3a Jlupextop Cohriacuo 3amosex Ne PJ1-01-313/ 08.06.2023 .
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