PEITIYBJIUKA BbJIT'APUSA

.
MHMHUCTEPCTBO HA 3/IPABEOITA3ZBAHETO *
PETMOHAJIHA 3IPABHA MHCIIEKIIUA
BEJIMKO TBPHOBO
YTBDBPXKIABAM /11/

JA-P EB'EHUS HEJIEBA
Jlupexmop na Pecuonanna 30pasna
uncnexyus - Benuko Tvproso

MPOIIEJTYPA
3A USBHPIHIBAHE HA

AJIMHUHHUCTPATUBHA YCJIYT A

»I IPEJJOCTABAHE HA CIIEHUAJIHA
PEHEIITYPHU BJIAHKHN HA JIEHEBHU
3ABEJAEHUSA 3A BOJTHUYHA I1IOMOI111 3A
IHPEJAIIMCBAHE HA JIEKAPCTBEHHU ITPOAYKTMU,
CbHABPKAIIIU HAPKOTUYHU BEHIECTBA”

(YHUKAJIEH WEHTHOUKATOP ChIJIACHO PETUCTBPA HA YCJIYTUTE 2155)

Benuko TepHOBO

Ilpuema cvc 3anoseo Ne 1075/ 07.11.2011 a.
Hzmenena oexemepu 2013 2. cven. 3anosed Ne 1250/21.12.2013 a.
Hsmenena sanyapu 2015 2. cven. 3anoseo Ne P/]-08-55/16.01.2015

2.
Hsmenena mati 2016 2. cven. 3anosed Ne P/[-08-193/20.05.2016 e.
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1. (H3m. cvc 3anoeeo J1eP/[-01-71/22.08.2023 2) HAUMEHOBAHHUE HA
AJMUHUCTPATUBHATA YCIYI'A U YHUKAJIEH UITEHTU®UKATOP CBI'JIACHO
PEI'MCTBPA HA YCIYI'HTE

INPEJOCTABSHE HA CIIEIMAJIHU PELEIITYPHU BJAHKH HA JIEYHEBHH
3ABEJEHHUSA 3A BOJHHUYHA IIOMOLL 3A IPEAIIMCBAHE HA JIEKAPCTBEHU
IMPOAYKTH, CBbADBPKAIIN HAPKOTNYHHU BEIIECTBA

YHUKAJIEH UWIEHTUHO®UKATOP CBIJIACHO PEIMCTBPA HA YCJIYI'MTE
2155

2. (U3m. cvc 3anoee0 MPJ/]-01-71/22.08.2023 2.) IIPABHO OCHOBAHHE 3A
HNPEJOCTABAHETO HA A/IMUHUCTPATUBHATA YCIIYT'A

° YcTpoiicTBEH OPaBIJIHUK HA PETHMOHATHUTE 3APaBHU MHCIEKINHU - wi.31l. an. 2. 1. 21l u 1. 22

° Y. 60 or 3akoHa 3a KOHTPOJI BLPXY HAPKOTHUUYHUTE BelecTBa U npekypcopure (3KHBII)

° Hapen6a Ne 4 ot 04.03.2009 r. 3a yciaoBuATa U Pelia 38 OPEeAIIUMCBAHE U OTIIYCKAaHE Ha
JIEKAPCTBEHU NMPOAYKTH - § 18

eo:
Lenta Ha Tpoueaypara € Ja periaMeHTHpa YCIOBUATA U pe/ia 3a MPEJIOCTaBIHE Ha CIECIHATHA
penentypHu OJaHKU Ha JIe4eOHUTE 3aBECHUS 32 OOJHIUYHA TOMOIII.

IIpeamer:

[IpenocTaBsiHETO Ha cleUMaIHU PELENTYpPHHU OJIaHKHM JlaBa BB3MOXKHOCT 3a MpEANKCBaHE Ha
JIEKapCTBEHM MNPOLYKTH, ChABPKAllM HAPKOTHMYHU BEIIECTBA 32 MEIMLIMHCKM LEIM Ha JIEKapu B
neyeOHN 3aBeJeHHs 3a OOJIHWYHA MOMOIN 3a JIEKapCTBEHH MPOAYKTH, OTIIYCKaHM OT OOJHWYHATa
afnTeka, A0  MHTETPUPAHETO  Ha  CHEUUAIM3UPAHUTe  MEIMLIMHCKA  coTyepu ¢
Hanuonanunara 3npaBHo-uH(popmanronHa cucrema (H3MC), Ho He mo-kbeHO o1 31.12.2023 .

[IpennucBaneTo OT JeKapu, paboTely B JeueOHO 3aBe/IeHue 3a OOJHUYHA [TOMOIL, OTITYCKAIIO0
JIEKapCTBEHH CPEJICTBA, ChABPIKAIIM HAPKOTHUYHU BEIECTBAa upe3 OOJHMYHATA anTeKka ce M3BBbpIIBA
Ha CHEIUaJHU pelenTypHU OJaHKU 3a YNOWBAIlM M TNCUXOTPONHHU BEIIECTBA C KBJIT LBAT (3a
HapkoTUyHUTE BemecTBa oT [Ipmnoxenne Ne 2 kM ui. 3, an. 2 or 3KHBII) u cbe 3enen ussar (3a
HapkoTUyHUTE BeulecTBa oT Ilpunoxkenue Ne 3 kpMm ui. 3, an. 2 ot 3KHBII), kouto ce nmpenoctaBst
oT PernoHanHuTe 31paBHU UHCIIEKIIUH.

3. OPT'AH, KOUTO NMPEJOCTABSI AAIMUHUCTPATHUBATA YCJIYI'A/ U3JIABA
NHANBUAYAJHUA AJMUHUCTPATUBEH AKT (B cayuaume Ha 6v3iazane -
cyolcumenume, KOUmo uz0asam UHOUBUOYAIHUS AOMUHUCMPAMUBEH aKM.)

WHcniekTop 1Mo HapKOTUYHU BeriecTBa KbM P3U w/wimu ciyxuten B TUpeKuus ,,MeIuIuHCKH
nertnoctr’” (M/]), onipesiesien oT AUpeKTopa Ha AUPEKITUSATA.

4. 3BEHO 3A AJIMUHUCTPATUBHO OBCJIY/KBAHE, NPUEMAILIO
JOKYMEHTUTE U ITPEJOCTABAIIIO THO®OPMAIUA 3A XOIA HA IIPEIIMCKATA
(adpec, adpec Ha elekKmpoOHHaAmMA Nowa, meie@onu 3a 8pv3Ka, pabomHo epeme)

Hupexuus ,,Menuuuncku aetHoctu”, ctas Ne603 na VI erax
Ha P3U-Benuko TwpHOBO, yi. ,,H. ['abposcku™ Ne23; ten. 062 614
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https://www.rzi-vt.bg/zakoni/pravilnik.pdf
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5. NPOUEAYPA 110 TMNPEJOCTABSHE HA AIMUHUCTPATHUBHATA
YCIYIA/M3BAABAHE HA HWHIAUBUAYAJIHUA AIMUHUCTPATUBEH AKT,
N3NCKBAHUS U HEOBXOIAUMMU NOKYMEHTMU (B cayuati ue 0okymeHm ce uzoasa om
AOMUHUCPAMUBEH OP2AH, Ce NOCOYBA U OPCAHB.)

5J1. (H3m. cve 3anoeed MP/]-01- 71/22.08.2023 2.) 3asiBuTeu

Bcunuku siekapu, pabotem B JIedeOHHM 3aBeJCHHMS 3a OOJHUYHA TIOMOIN, OTIYCKAIlX
JICKaPCTBCHM CPEJICTBA, ChABPIKAIIM HAPKOTUYHH BEIIECTBA Ype3 OOJHMYHATA alTeKa U BKIOYCHH B
pEeruCThpa 3a JIEKAPUTE, KOMTO IPEIIMUCBAT JICKAPCTBEHU IMPOJIYKTH, ChIbPIKAIIA BHCOKOPHCKOBH
YIIOWBAIY U IICKHXOTPOITHH BEIICCTBA.

5.2. Heo0xoaumu J10KYMeHTH
[TomrbHEHO 3asBIIeHUE IO 0Opasell.

5.3. (H3m. cvc 3ano06e0MP/[-01-71/22.08.2023 2.) BbTpellleH X0/ Ha mpouLeaypaTa

WHCeKTophT MO HApKOTMYHM BeLIeCTBa WIM ClyXuTen B aupekuus MJl, ompeneneH ot
JIUpEKTOopa Ha JUPEKLUATa, KOHTPOJIMpa Ipolieca Ha IPeJOCTaBiHE HA CHEIHAIHH PeLeNnTypHH
OJaHKH.

CayXuTenar npeaocTaBsi CHEUAIHUTE pEelenTypHU OJIaHKM Ha 3asBUTEINs, KONTO MojydaBa
peuenTtypHuTe 6JaHKHU cpery noanuc. [lomydenuTe O1aHKK ce ChbXpaHABAT JIMYHO OT JIeKapsi ¥ HE ce
IIPEOTCTHIIBAT.

B P3U ce Boau oTAEneH perucTbp Ha JIEKApuUTE, KOUTO MPEINUCBAT JIEKAPCTBEHU MPOAYKTH,
ChJIbPKaIlll BUCOKOPUCKOBU YIOWBAIlM M TICUXOTPOINHM BEIIECTBA W II0JIy4aBaT CIIELUATHU
pelenTypHu OJaHKH ChIbpiKalLl:

Orpute umeHa Ha siekaps, EI'H u perucrpaiiioHHusIT My HOMep, cbhIlacHO peructbpa B P3U;

0 neyeGHOTO 3aBeIeHNE, B KOETO paboTH;

0 6poii Ha MOTy4YeHUTE KOYaHU U OpOl Ha PELENITUTE B TSIX;

OcepusTa, IbPBUAT U NocaeHUAT Ne OT KoyaHa ¢ perientypHH Onanku (1o [Tpuit. Ne 2 nnm Ne3);
0 naraTta Ha MoJy4aBaHe Ha peLleNTypHUTE OJaHKH;

0 moanuc Ha JeKaps, NOTy4ni OIaHKUTE;

0 nata Ha BpbIaHe Ha U3IMOJI3BaHUTE perienTypHu Onanku B P3U;

0 moamuc Ha CIYXHUTENs, pHUes OJaHKUTE.

3a BcekM JeKap, KOWTO IoJlyyaBa CIELMAIHU PELUENTYpHU OJIaHKH, c€ BOJM Ha OTJENIHA
naprujia B perucrbpa (ToM, CTpaHuua, pen). PerucrepbT ce BOAM B XPOHOJIOTMYEH pelx I0
[I0JTy4aBaHe Ha CHEIHATHUTE PELeNTYPHU OJaHKH.

Bcexku kodaH chenuaiHu PCOCIITYPHU 6J'IaHKI/I, KOUTO JICKAPAT I10JIy4daBad, CC 3allMCBa Ha
OTACJICH PCI. Ha rI,p6a Ha CBOTBCTHHUA KOYaH CC 3allMCBa TOM, CTpaHHIlda U MOPEACH HOMCD B
CTpaHUIaTa, rnmox KOMTO € 3aBEeJCH ChOTBETHUI KOYaH.

3a BcAKa MapTuja ce 3aAeNAT MO HEOoOXOAUMHSIT Opod (B 3aBHCHMOCT OT Pa3XOABAaHOTO
KOJIMYECTBO) CTPAHUIM OT CHOTBETHUS TOM. Ilpu m3deprBaHe Ha 3aJeNEHUTE CTPAaHUIM B TOMa 3a
JaJieH JIeKap, ce MpaBU MPEXBHPISIHE B HOBAa MAapTHAA, KAaTO B HOBUS TOM Ce€ OTOeNsI3Ba TOMa U
CTpaHUIlaTa, OT KOUTO € mpexBbpieH. [lapTunata He ce 3akpuBa TOKATO HE OBJAT BHPHATH BCUYKH
Hpe,Z[OCTaBeHI/I KOYaHH I10 HE4I.

Peructeppr ce BOAM M B €JIEKTPOHEH BapHAHT, KAaTO BCHMYKHM BIIMCBAaHUS CE€ OTpas3siBaT B
IpOrpaMeH NPOaYKT, pa3paboTeH oT aupekius M/I.

[IpeanucBaHeTo Ha JIEKAPCTBEHU NPOAYKTH, ChIIbPKALINA HAPKOTUYHU BEILECTBA, CE U3BBPIIBA
Ha CIie[UaliHa perenTypHa 0JiaHka 3a YHOWBaIlM U TICUXOTPOIHH BEIIECTBA: C XKBJT LBAT - 32
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HApKOTUYHUTE BeniecTBa oT npuioxkenue Ne 2 kpMm wi. 3, an. 2 or 3KHBII u cbe 3enen uBsr - 3a
HApKOTUYHUTE BellecTBa OT npuioxxkeHue Ne 3 kbM ui. 3, an. 2 ot 3KHBIIL.

HeKapCTBeHI/ITe IMPOAYKTHU OT IIPUTTOKCHUC Ne 7, ChbAbpXKallld HaApPKOTHYHU BCHIECCTBA B
KOM6I/IHaHI/IH, CC MMPECANMCBAT HAa pECUCIITypHAaTa OjaHKa Mo an. 1 cbe 3elleH OBAT.

Crnenmannara perentypHa OJaHKa ce OTIeYaTBa B TPU €K3EMIUIIpAa Ha XMMU3HMpaHa XapTHI U
ChJIbPKA U CICAHUTE JOIIBIHUTEIHH IaHHU:

1. cepus u HOMEp Ha peLenTypHaTa OJaHKa;

2. Haamwuc ,,JJOKyMeHT, KOWTO MOJJIC)KH Ha CIICIMAJICH OTYeT .

CpoKbT Ha BaJIMAHOCT Ha CIICIMATHATA PELIeNTa € 7 IHU OT JAaTaTa Ha U3AaBaHETO M.

Peuenitata ce u3naBa oT nekapsi, paboren| B JieueOHO 3aBe/leHUE 32 OOJHMYHA MOMOII, B TPU
€K3eMIUIspa, MbPBUTE JIBa OT KOUTO C€ MpeAaBaT Ha MalUeHTa, a TPETUAT C€ ChbXPaHsBa OT JIeKaps 10
BpbILlaHEeTO Ha KouyaHa B P3U.

[Ipu n3uepnBaHe Ha peUENTUTE OT €IuH KovaH, Toil ce Bpbuia B P3U. Ciyxurensr, KOUTo
nprema OJIaHKUTE, TPOBEPSIBA 3a JIMIICBAIIM PEIENTH U aKO HAMa TaKUBa, OTOENSI3BA B PETUCTHpA Ha
ChOTBETHATa MapTH/Ia BPBIIAHETO HA PELIEHITUTE U CE Pa3KCBa.

Pen 3a oTcTpaHsiBaHE HA HENOCTATHIM M HENbJIHOTH

B CJIy4auTe, KOrato €€ yCTaHOBH, Y€ JICKAPAT HC € BIMCAH B PETUCTbPA HaA JICKApUTEC, KOUTO
npeanucBar JICKApCTBCHU IMPOAYKTH, CbAbpiKalln ynoﬁBamH H IICUXOTPOIIHK BCIICCTBA,
HHCIICKTOPBHT IO HAPKOTUYHH BCHICCTBA MJIU OHNPCACICHUAT CIYXUTCII OT AHUPCKIUA MI[ ImpaBu
MOTUBHPAH OTKa3 3a MPCAOCTABAHC HA CIICHHUAJIHU PCUCITYPHU OJaHKU U AaBa yYKa3aHUA Ha JICKaps
KaKBH Ca yCJIOBHATA U PCABT 3a BIIMCBAHCTO MY B PETHUCTHPA.

[Ipu ycTaHOBeHM JMIICM Ha pEUENTypHU OJIaHKM 3a YINOHBAIIM M TMCHUXOTPOIHHM BEIIECTBA
He3a0aBHO ce YBEJOMSBAT ChOTBETHOTO PAaliOHHO YNpaBieHHE Ha MOJUIMITa M HMHCIEKTOpa IO
w1. 17 or 3KHBII, xaTo ce nocouBar cepusita 1 HOMEPBHT UM. B cpok 24 yaca OT yBE€IOMSBAHETO 110
an. 1 WHCHEKTOpPHT u3mpam@a NUCMeH curHan a0 Jupekuus ,JlekapcTBeHa NOJMTHKA® B
MuHHUCTEpCTBO Ha 3ApaBEONa3BaHETO, KOATO OO0SBABA 3a HEBAJIWIHU PpELENTYypHUTE OJaHKU C
IIOCOYEHHUTE CEPUU U HOMEpA.

6. OBPA3LN HA OOPMVYIJISPUH, KOHUTO CE IHOITBJIBAT 3A
HNPEJOCTABSAHETO HA AJIIMUHUCTPATUBHATA YCJIYTA

[Ipunosxxenue Nel - 3asBreHue 3a npeoCcTaBsiHE HA CHEIMATHU PELENTYPHU OJIaHKU
o 3KHBII

7. HAYNMHU HA 3ASBSIBAHE HA YCIIYT'ATA

3asBIEHUETO ce ToaaBa B nupeknus ,,Memunuacku aeHoctn” (M) - ctas Ne 603, ertax IV,
MIPH MOJIy4aBaHE Ha PELENTypHUTE OIaHKU.

VYcnyrata Moxe ga Obne 3asiBeHa M YCTHO, 32 KOETO UIBXHOCTHOTO JIHIIE, MPHUEMAIIo
JNOKyMeHTuTe, cbcraBsi nporokon (IIpmnoxenune xbMm wi. 23, an. 4 or BbTpemnurte npasuia 3a
OopraHu3anus Ha aJMUHUCTPATUBHOTO OOCHykBaHe B PermoHamHa 3apaBHa MHCHEKIUS - Bemuko
TopHOBO). [IpOTOKOIBT CE€ TMOAMUCBA OT 3aIBUTENS U JUTHKHOCTHOTO Jinile OT aupekuus M]I, koeto
Io € ChCTaBUJIO.

HPCHBI/I,Z[ CIICIUAIHUA PCKHUM Ha CBXPAHCHHUC M OTYCTHOCT Ha CICHUAJIHUTC PCUCITYPHU
OJTaHKW HE € BB3MOXKHO 3asBSBAHETO MM IO €JICKTPOHHA IMOIIa W M3IMPANIAHETO UM C JIUICH3HpaH
MOIIIEHCKH OTIepaTop.
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8. HH®OPMALUS 3A IIPEJOCTABSHE HA YCJIIYI'ATA 110 EJIEKTPOHEH
BT (nueo na npedoocmasane na ycaiyeama u unmepuem aopec, Ha KOumo ce npeoocmaess)’.

Huo 2: EnHocTpaHHa KOMYHHKAIMs - MpenocTaBsHe Ha WHpopMamus 3a yciayrara |
OCUTYpeH IyOJIMYeH OHJIaWH JOCTBII JIO IA0JOHH Ha €JICKTPOHHU (GOpMyIsipu Ha aapec WWW.IZi-
vi.ng B pyOpuka ,,AIMUHHCTPATHBHO OOCITyXBaHe , MOApyOpUKa ,,AJTMUHUCTPATUBHH YCIYTU WIN
ot monpybpuka ,llpoueaypu 1o mpenocraBsHe Ha aJMHUHUACTPATHBHH YCIYrH, o0pasnmu Hu
dhopmynsapu* Ha HOBH caiiT Ha P3U.

9. CPOK HA JTEWCTBUE HA JOKYMEHTA/MHAUBUAYAJTHUSA
AIMUHUCTPATUBEH AKT
Henpunoxumo

10. TAKCHM WJIMX HEHHW, OCHOBAHHUE 3A TAXHOTO OIIPEAEJSIHE H
HAYUHUAU
HA IITAIIIAHE

A An mAATNITTATIT: MATAATTI NA THAATTAAMATATIA TTA ATTATITIA TITITT AATTATIMY MATITT A TTaTTTsrs

11. OPTAH, OCBIIECTBSIBAIIl KOHTPOJI BbPXY JEMHOCTTA HA OPTAHA
O INPEJOCTABSAHETO HA YCIIYI'ATA
HupektopbT Ha P3U.

12. PEJ, BKJIIOUATEJIHO CPOKOBE 3A OBXAJIBAHE HA JIEHCTBHUSTA HA
OPI'AHA IIO IPEJOCTABAHETO HA YCJIYI'ATA.
Ilo pena u B cpokoBeTe, perjlaMEHTUPaHu ¢ AIMAHUACTPATUBHOIIPOLECYATHHS KOJEKC

13. EJEKTPOHEH AJPEC 3A IIPEJJIOXKEHHUS BbB BPB3KA C YCIIYT'ATA
rzi-vt@rzi-vt.bg
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IIpunoxenne Ne 1
kbM IIponenypa 3a u3BbpUIBAHE HA AIMUHUCTPATHBHA yciayra Ne2155

Tom: _ crp.: pen:

Hara: 20....T

a0

JUPEKTOPA HA

PEI'MOHAJIHA 3IPABHA MHCIIEKIIUA
BEJIMKO TBPHOBO

Ha BHuUMaHueTO HA HHCIIEKTOPA 10 HAPKOTUYHH BE€IIECTBA

3AABJJEHME

Or:
(TpuTe MMeHA Ha JieKapsi/JieKapsi Mo AeHTATHA MeIUIHHA)
(HauMeHOBaHUe Ha J1e4e0HOTO 3aBe/leHUe)
(agpec Ha J1e4eOHOTO 3aBe/leHMe)
c Ne

B peructbpa Ha P3U Ha nekapute / nekaputre MO JEHTATHA MEAUIIMHA, KOUTO
MPEANUCBAT JICKAPCTBEHU MPOIYKTH, ChbP KAl HAPKOTUYHU BEILIECTBA.

Momns na mu ObAaT NPEIOCTABEHU:

................. Opost KOYaHW CTCIIHAIHUA PEIENTYPHU OJIAHKU ChC 3€JICH IBST

................. Opost KOYaHM CTICIIHAIHU PEIENTYPHU OJIAHKH C SKBIT IBSIT

(moamuc)
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