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Qz “09%82F /16 0F 19,

YCJIOBMSI M PEJI 3A ITIPEJIOCTABSIHE, OTYNTAHE, KOHTPOJI 1
3AILTAIIIAHE HA MEJUIMHCKHUTE YCJIYTH IO YJ1.7 OT HAPEJBA N2
/27.03.2019 I'. 3A MEJMIIMHCKHUTE U JIPYTH YCJIYTH 110 4J1.82, AJL.IA M 3 OT
3AKOHA 3A 3IPABETO U 3A PEJIA M YCJIOBMSITA 3A TAXHOTO
OJIOBPSIBAHE, U3BLPIIEHM OT JIEYEBHUTE 3ABEJIEHMS HA
TEPUTOPUSITA HA PENYBJIMKA BbJITCAPUS

Ne PJ1 -16-34/08.07.2019 r.

I'naBa nbpBa
OO6mu nosokeHust

Yn.1. C HacTosIIMTE MpaBHIIa ce ONpEeNst PeAbT 3a NPEeIOCTaBsSHE, OTIUTAHE, KOHTPOI
U 3alalaHe Ha MEOWIMHCKHTE yciayrd mo wi.7 ot Hapemba Ne2 /27.03.2019 r. 3a
MEIIMIIMHCKATE U APYru yciuyrd mo wi.82, am.la m 3 or 3akoHa 3a 37paBeTo M 3a peaa u
yCJIOBHATa 3a TAXHOTO onoOpsiBaHe (HapenOata), u3BbpiIeHH OT jeueOHHTE 3aBeICHHUS Ha
TeputopusaTa Ha Peny6nuka benrapus (PB).

Un.2. Hauwmonanma 3xapaBHoocurypurenda kaca (H3OK) s3ammama criegnute
MEIMIMHCKH YCIyTH 1o 4i1.7 ot Hapen6ara, u3pbpienn Ha yuiara 10 18 — roguinaa Be3pact
OT JIeueOHUTE 3aBe/ICHHs Ha TepUTOpHATa Ha PB:

1. nevenue Ha penku 3a6oJABAaHMS, B TOBA YKMCIO C JUETHYHM XPAHH 3a CIICIHATHH
MEIUIMHCKH LEJIM, KOETO HE Ce 3aIulalla Ha OTJIEJIHO OCHOBAaHHWE OT AbpiKaBHMS OIOKET U €
M3BBH 00XBaTa Ha 3aIb/DKHTEITHOTO 3[PaBHO OCHI'YPSBAHE;

2. Hepaspewieny 3a ynotpeba B Pb nekapcTBeHH IPOXYKTH U JIEKapCTBEHH MPOLYKTH OT
CIIMCBKA MO Wi 266a, an. 2 oT 3aKkoHa 3a JICKApCTBEHUTE NMPOAYKTH B XyMaHHATa MEIHIMHA
NPy CIa3BaHE HA YCJIOBUATA M pena, ompeneneHu 3a Tsax ¢ Hapexba Ne 10 or 2011 r. 3a
YCTIOBHATa W pela 3a JICYCHHE C HepaspelmeHH 3a ymoTpeba B PemyGiuka Boirapus
JICKapCTBEHH INPOAYKTH, KAKTO U 3a YCJIOBHSATA U p€aa 3a BKIIFOYBAHE, IDIPOMEHU, U3KITFOUYBAHE U
ZI0CTaBKa Ha JIEKApPCTBEHU NPOAYKTH OT CHMCHKA MO WI. 266a oT 3aKoHA 3a JIEKAPCTBEHUTE
NPOAYKTH B XyMaHHaTa MeaunuHa (/IB, 6p. 95 ot 2011 r.), Koraro JIe4eHHETO Ha CHOTBETHOTO



3a00NBaHe HE ce 3aIljalla Ha OTAENHO OCHOBAHHE C ITyOJIMYHM CPEICTBA WK ChC CPEACTEA OT -
oromxera Ha H30K 1 e 6e3 antepuarusa B PB;

3. MEIUMIMHCKY U3AENHs, KOHTO He ce ¢puHaHcupaT oT H30K B pamkuTe Ha NeUeHUE B
CTpaHaTa M0 KIMHWYHHU I'BTEKH, C H3K/IIOYCHHE Ha MEIUIUHCKHA U3/IEHs, TOMOLOHH CPE/ICTBa,
CBHOPBXEHHMs ¥ IIPHCIIOCOOTIEH s, OCUTIypsIBaHH 110 peja Ha 3aKoHa 3a XOpaTa C YBPeXXIaHus;

4. BUCOKOCHIENMATH3MPaHK MEIMIMHCKY alapaTé U ypeau 3a HHAUBHIyalHa ymoTpeba
OT NAaUMeHTa B CIIyYauTe, KOraro TAXHATa JIMIICa € IpUYMHA 3a HEBHB3MOXKHOCTTA Oa Ce
HU3BBPIIBA ANEKBATHO JICYCHUE Ha NaluenTa B PB;

5. y4acTue Ha 4yXJeCTPaHHH MEIULIMHCKH CIELHATHCTH B AHATHOCTHYHH U JIeUeOHH
IpOLEAypH U TPaHCIUIAHTAUWH B Je4eOHM 3aBeIeHUs Ha Tepuropusira Ha PB B ciyuawure,
Koraro HsMa OBIrapCKH MEQHIMHCKH CIEUUalMCTH H/WIH TaKuBa C ONHT B CHOTBETHATa
o6nacT u/uu ToBa € HeOOXOAUMO 3a JIeYeOHMS IPOLIEC; |

I'naBa BTOpa
~ IlpenocraBsne Ha MeAMIUHCKH yCIyrd no wi.7 or Hapen6ara

Yin.3. (1) JleweGuuTe 3aBeneHus Ha TepuTopusta Ha PB ckmousar morosop ¢ H30K 3a
IIPEOCTaBIHE HA MEUITMHCKUTE U JIPYTH YCIYTH 1O Wi.2.

(2) JleueGuuTe 3aBe/ieHHs Ha TepuTOpUATa Ha PB IpeIocTaBAT MEIHIIMHCKATE YCIyTH
IO 4.2 CIIe/l U3/1aBaHe Ha 3aloBex Ha yupasutess Ha H30K uim Ha yITBIHOMOIIEHO OT HETO
JUTBXXHOCTHO JIHUE 3a OfoOpsBaHE Ha 3alUIAIAHETO Ha MENUIMHCKH YCJIYrH IO IIOJA/JEHO
3ajBJICHHUE Ha CeNHa/lu3upanaTa KoMucus o wi.27, an.1 or Hapenbara; .

(3) 3anosenra 1o ain.2 ce npeacTaBs Ha NeueOHATE 3aBEACHUS HA TEPUTOpHATA Ha PB oT
3aABUTEJIS, CKJIFOYHII IOTOBOD 3a OPraHM3aloHHO U (uHaHCOBO moamomarane ¢ H30K.

(4) B ciaywamtre Ha crmemmHOCT JiedeOHHMTE 3aBENEHHA Ha TepuTOpHATa Ha PB
[IPEIOCTaBAT MEAUIMHCKUTE YCIYTH IO Wi.2 CleX NOJaBaHe Ha 3asBlICHHE 3a 3aIllallaHe Ha
MEMIMHCKY YCIYTH 10 Wwi. 82, a. 1a u 3 oT 3akoHa 3a 3/{paBeTo Ha OBArapcKU TPAKIAHHU JIO
18-romgumHa;

(5) 3asBnenuero 1o ai. 4 ce NpencTaBs Ha JiedeOHUTE 3aBEICHHS Ha TEPATOPUsTA Ha PB .
OT 3asBUTEJIS 32 OPraHM3allMOHHO U hHHAHCOBO nmoamomarane ot H30K.

I'naBa Tpera
OT4uTane Ha M3BBLPHICHATE MENHMUMHCKH H APYrH ycIyrd no w7 or Hapen6ara

YUn4. JleueOHMTe 3aBeNCHHs HAa TEPUTOpHATA HAa PB OTYMTaT H3BBPIUCHHTE
MEIMIMHCKY YCIYrd 10 Wi2, onoOpeHH cbC 3amoBel Ha ympasurens Ha H3O0K mmm
YI'BJIHOMOIICHO OT HETO IBXHOCTHO JIMIE, KaTO IPEACTaBAT claeaHaTa GUHAHCOBO - OTUETHA
JIOKYMEHTAIIHS:

1. 3a u3BBpLIEHO JleYeHHE Ha peaKU 3a0O0IABaHMS, B TOBA YUCIO C JUCTHYHM XpaHH 32
CHeuralIHd MEAMUUHCKH LENH, KOETO HE Ce 3alUlallla Ha OTAEIHO OCHOBAHME OT AbPXKABHHUS
OIO/UKET U € H3BBH 00XBaTa Ha 3a/{b/DKUTETHOTO 3PAaBHO OCUTYPSIBaHE:

a) paxtypa xeM H3OK ot n1eue6HOTO 3aBeieHUE — OPHTHHA, ,

6) dakTypa oT mOCTaBuYKKa Ha JMETHYHHTE XPAHH KOTaTO TOBA € IPHIJIOKUMO — KOIIHE
,»BsIPHO C OpUrhHaia®; ‘




B) NPHEMO — NIpPENaBaTelIeH MPOTOKON MEXIyY NOCTABYMKA M JIeYeOHOTO 3aBe/IeHUE 3a
AUCTHIHUTE XPaHH, KOTaTo TOBA € IIPHI0KHMO — KOIHE ,,BAPHO ¢ opuraHana® (3aIb/DKUTEIHO
Ce BIHCBAT MMEHATa Ha ,,Ipefal’ u ,,ipuein‘);

I') JOKyMEHT Ha JIe4eGHOTO 3aBEeICHHE 3a 3aCK/IaIABaHETO Ha JUETHYHHUTE XPaHH B
GosHuYHATA anTeKa, KOraTo TOBa € IPAUJIOKKMMO - KOTIHE ,,BApHO ¢ opHrHHama®,

) NOKYMEHT Ha JIeYeGHOTO 3aBe/IeHHE 3a H3MKUCBAHETO HA TUETHYHHUTE XPaHH OT
OonHMYHATA anTeKa, KOraTo TOBa € NPUJIOKMMO - KOTHe ,,BpHO ¢ opuruHama®;

€) eTmuKpHU3a - Komue ,,BApHo ¢ opuruHana“;

) TpHEMO-TIpeJlaBaTeIeH NPOTOKOJ MEXIy Je4eOHOTO 3aBelleHHE U ponuTens, B
CJIyHauTe, KOraTo JICYEHHETO Ha JMUETO moj 18-roaminHa BBE3pacT ce MpOBEXAa B JOMAITHU
YCIIOBHS,

3) GopMyJIp 3a NIPHIIOXEHH JIEKaPCTBEHH MPOLYKTH ¥ AUETHIHH XPaHU 3a CIIELMAIHH
MeunUHCKH nend (Ipunosxerne Nel).

2. IpH M3BBPIIEHO JIEYCHHE ¢ HEpaspelleHH 3a ynotpeba B Pb sekapcTBeHy npoaykTi
U JICKapCTBCHH IPOAYKTH OT CIHCHKA IO wi. 266a, an. 2 OT 3akoHa 3a JIEKapCTBEHHUTE
IPOLYKTH B XyMaHHaTa MEJMIMHA P Clla3BaHE Ha YCIOBHATA U Peia, ONPECICHH 3a TAX C
Hapen6a Ne 10 ot 2011 r. 3a ycnoBusta u pena 3a JICYCHHE C HEepaspelleHU 3a ymoTpeba B
PenyGimuxa Bearapus nekapcTsenu mpomyKTH, KakTo M 3a YCIIOBHATa H pelia 3a BKJIIOYBaHE,
IPOMEHH, H3KIIOYBaHE H NOCTABKA HA JIEKAPCTBEHH NPOMYKTH OT CIMCHKA IO wi. 266a ot
3akoHa 3a JIeKapCTBEHHTE IPOAYKTH B XymanHaTa Mexuuusa (IB, 6p. 95 or 2011 r.), xoraro
JICICHUCTO Ha CBOTBETHOTO 3a00JIABaHE HE Ce 3amjallla Ha OTIAEIHO OCHOBAHHE C IIyOIHIHI
CPEACTBA WM CBC cpencTBa oT Oroketa Ha H30K u e Ge3 anteprarusa B PB:

a) daktypa xbM H30K ot e4e6HOTO 3aBeneHHe — OPHUTHHAT;

0) dakrypa OT mocTaBumKa Ha JeKapCTBEHHS TIPOIYKT KBM JIEUeOHOTO 3aBElEHHE —
komue ,,BsapHo ¢ opurunana“;

B) IIPHEMO — IIpeaBaTe/eH TIPOTOKOJI MEXIy IOCTaBYMKa H JIEUeOHOTO 3aBEJCHHUE 33
JIEKapCTBEHHS IPOYKT — KOIHKe ,,BApHO ¢ opuruHana® (3aXb/KUTETHO Ce BIHCBAT HMEHATA HA
Hpenan u ,,npuer);

I) IOKyMEHT Ha JIe4eGHOTO 3aBE/IeHHe 3a 3aCKIAIABAHETO Ha JIEKapCTBEHHA IPOLYKT B
GOIHUYHATA anTeKa - KOImHe »BsIPHO C opuruHana*; ' ’

1) AOKyMEHT Ha JIe4eGHOTO 3aBeICHIE 3a H3MACBAHETO HA JIEKapCTBEHUS MPOAYKT OT
GoHuvHAaTa anTeKa - Konue ,,BApHO ¢ opurnHana®;

€) eNUKpH3a - KOIue »BSPHO C OpUrHHana*;

) NPUEMO-TIPEeIaBaTeNeH IIPOTOKOI MeXJy JIe4eOHOTO 3aBeleHHEe H POJHUTENS, B
CITy9anTe, KOraTo JCYCHUETO Ha JIHUETO HOX 18-roaMmiHa BB3pacT ce MPOBEXAA B JOMAIIHH
YCIIOBHS;

3) GOpMyYIAp 33 IPHIIOXKEHH NEKAPCTBEHH IPOAYKTH M JHETHYHH XPaHH 3a CIICIHAIHH
MenunuHeky uenu (Ipunoxenune Nel).

3. IIpH HU3BBPHICHO IIOCTAaBsSHE Ha MEOUIUHCKA H3ICJIIHSA, KOUTO HE Morar Ja 6'LI(aT
ocurypeHd B PenyOmuxa Bbirapus umd KOHTO He ce ¢unancupar or H30K B pamxure Ha
JICICHUE B CTpaHATA 10 KIMHHYHHU IIBTEKH, ¢ M3KIIOYCHHUE HA MEIUIMHCKA U361, TOMOIIHY




CPE/CTBA, CHOPHKEHHS U TPHCIOCOOJICHHS, OCHTYpABaHH MO pela Ha 3aKoHa 3a Xopara C
YBpEXIaHHUS:

a) paktypa ksM H30K ot 1e4e6HOTO 3aBeIeHHE — OPUTHHAIT

6) dakTypa OT HOCTAaBYMKA HA MEAHLMHCKOTO M3JENHE KbM JIeUeOHOTO 3aBENCHHE —

Korue ,,BIpHO ¢ opuruHana“;
B) IpUEMO — IMpeNaBaTesieH MPOTOKOJ MEXIY NOCTaBYMKA M JIe4YeOHOTO 3aBe/ieHHE 32

MEIUIMHCKOTO U3Jenue — Konue ,,BapHo ¢ opuruHana™ (3aqbJDKUTENHO CE€ BIIMCBAT UMEHATa
Ha ,JIpenan u ,,JApuen’);

T) JeKriapanus, ye ca 3akynenu o 3011

) IOKYMEHT Ha 1e4eOHOTO 3aBeICHUE 3a 3aCK/Ia/sIBAHETO Ha MEIUIIMHCKOTO U3JEIHE
B OonHHYHATA anTeka - Komue ,,BApHO ¢ opuruHama®;

€) JIOKYMEHT Ha JIe4eOHOTO 3aBEeCHHE 3a M3IMCBAHETO Ha MEIHLIMHCKOTO H3IENHE OT
GonHHMYHATA anTeka - Konue ,,BApHO ¢ opuruHana“;

k) GopMmynap 3a NPHIOXKEHM MEIMLMHCKM WM3Jeus H3BbH o0xBara, koito H30K
3amnama - opurudan (Ilpunoxenue Ne 2), B KOHTO ca 3aleneHH CTHKEPUTE HA BIIOKEHHTE
METUITUHCKUTE U3EIHS;

3) OmepaTHBEH MIPOTOKOJI - KONKE ,,BSIpHO ¢ opuruHana‘;
H) €NHKpH3a - Komue ,,BsapHo ¢ opurunana‘;

4. TUpH 3aKyNEeHH BHCOKOCNCLMAIA3UPAaHH MEIMLUMHCKM anapaTH H ypelId 3a
HHIMBHJlyalHa ynoTpe6a OT MallMeHTa B ClydYauTe, KOTaTo TAXHATA JIMIICA € TNpUYMHA 3a
HEBB3MOXXHOCTTA J1a C€ M3BbpILBA IEKBATHO JICYeHHE Ha nanuenTa B Peny6ivika Boirapus:

a) ¢akrypa kpM H30K oT j1e4e6HOTO 3aBecHHE — OPUTHHAI,

0) daxTypa oT nOCTaBYMKAa HA MEIMLMHCKOTO M3ZENHE KBM JIEYeOHOTO 3aBEICHUE —
Komnue ,,BsapHo ¢ opurunana®;

B) TNPHEMO — TIpe/laBaTelIeH IPOTOKO MEXIY JOCTaBYHKA ¥ JIeY4eOHOTO 3aBeIcHHE 3a
MEIUIUHCKOTO U3ACNIHEe — KOIHeE ,,BIpHO ¢ opuruHana® (3abKUTENHO Ce BIUCBAT MMEHATa
Ha ,,ipenan’ u ,,ipuen);

r) JeKnapanms, 4e ca 3akynesnu mo 30I1;

N) NOKYyMEHT Ha Ie4e0HOTO 3aBEEHHE 3a 3aCKJIANABAHETO HA MEIUIMHCKH amapaTy u
ypeau 3a HHAUBUIYaIHa ynoTpeba B OONTHHYHATA anTeKa - KOIHKe ,,BApHO ¢ opuruHama‘;

€) MOKYyMEHT Ha JIe4eOHOTO 3aBEICHHE 3a U3IMCBAHETO HA MEJWIMHCKH arapatd U
ypeau 3a HHANBUyalnHa ynoTpeba oT 60HHYHATA anTeKa - Komue ,,BApHO ¢ opuruHama‘;

’K) OnepaTHBEH IPOTOKOI - KOMKe ,,BSPHO ¢ OpHrHHana®, Koraro ToBa € NPHIIOKHMO;

3) €NMKpHU3a - KoIKe ,,BApHO ¢ opuraHama®;

5. Npu M3BBPIIEHO ydYacTHe Ha UYXKICCTPAHHH MEAMLMHCKM CHENHATHCTH B
AMarHOCTHYHH M J€YeOHM MpOIEeIypH W TPAHCIUIAHTAIMM B JIe4eOHM 3aBelcHHMS Ha
Teputopusita Ha Pb B ciyyaurte, xorato HsaMa GBIrapcku MeIHLHHCKH CIENUATHCTH HM/HIH
TaK{Ba C ONUT B CHOTBETHATA O0JIACT H/UJTH TOBA € HEOOXOAUMO 3a JIe4eOHHs IIPOIIeC:

a) npotokon kbM H30K ot neweGHOTO 3aBenenne — opurunan (IIpunoxenue Ne3);

0) cnpaBka Ha Ie4eGHOTO 3aBe/IEHHUE 32 H3BHPIICHHTE AHATHOCTHYHY U JTeYeOHH
IPOLELYPH M TPAHCIUIAHTALUH,

B) XOHOpap Ha Yy>XACCTPaHHHS CIELUHATHCT — OT JOTOBOP C JIEYEOHOTO 3aBeICHHUE,
MOKe OH H XOTeN, XpaHa H IPYTH




) OIEpaTHBEH IIPOTOKOT - KOIHE ,,BApHO ¢ OpuruHana®, Koraro ToBa € IpHIOKHMO;
J)ENUKpH3a — KOIHe ,,BApHO ¢ opuruHana®;

Hi1.5. (1) JleueOHOTO 3aBe/ieHHE, H3BBPIUMIO MEAUIMHCKHA YCIYIH 10 WI.2, IPEACTaBs
B H3OK choTBETHHTE NOKYMEHT IO Wi.4 10 neTus paboTeH JeH Ha Mecena, CIeBall Mecela
Ha U3BBPIIBAHE HA MEAMIMHCKATA YCIIyTa.

(2) HoxymenTanusita mo ain. 1 ce mpencrass B aenoBoacTBoTo Ha H30K B 3amevaran
TJTHK C MPUAPY’KUTEITHO NUCMO 10 yipasurteisa Ha H30K.

I'naBa yerBbpTa
KonTpou na m3pppmennTe MeqnuuHCcKH yoryru no wi.7 or Hapen6ara

Q1.6. (1) 3a u3BbpmBaHe Ha KOHTPOJI INpPERH 3alUlalllaHe 10 IIPEeICTABEHHUTE OT
neyeOHNTE 3aBe/IeHust NoKyMeHTH 1o wi. 5 B ITY na HI[OK ce ch3maBa HOCTOSHHO AeifcTBama
KOMHCHSI, Ha3HaYeHa ChbC 3anoBe] Ha ynpasutens Ha H30K.

(2) TIlocrosHHO nelicTBamiaTa KOMHCHS OCBHIIECTBSBA JOEHHOCTTAa CH, CBIJIACHO
BBTPEIIHH IIPaBUJIa, YITBEPAEHHU OT ympasureisa Ha H30K.

(3) IlocrosmHO neficTBamaTa KOMHCHS H3TOTBS HPOTOKON 3a yTBBPXKIABaHE OT
ynpasutens Ha H30K 3a craprupade Ha mpoienypa 3a H3BBPIIBAHE Ha Pas3Xofi, ChITIACHO
YTBBpJCHATa CUCTEMa 33 (PUHAHCOBO yIIpaBienue u KouTpos B H30K.

I'naBa nera
3anuiamane Ha M3BBPIIEHHTE MeANUMHCKH yeryrn o 4.7 or Hapendara

9n.7. (1) Cnen yTBBpKAaBaHE Ha MPOTOKOJA 110 WI.6, 4.3 HA IIOCTOSHHO AelicTBalIaTa
Komucus OT ynpaButens Ha H3OK, mupexmus ,Brojpker u (HHAHCOBH mMapamMeTpH® KBM
Hentpanno ynpasnenne na H30K uuumuupa I0KyMEHT 32 H3BHpIIBAHE Ha pa3xon, ChITIacCHO
YTBBpIEHATa CHCTEMA 38 (PHHAHCOBO yNpaBiIeHHe H KOHTPos B H30K. .

(2) Cruen ytBbpxmaBane oT ympasutens Ha H30K HIM YIBIHOMOIIEHO OT HEro
JBXKHOCTHO JIMIE Ha JOKYMEHTa 1o an.l, nupexnus ,,ODHHAHCOBO-CUETOBOAHH AEHHOCTH KBM
Llentpanno ympaBrenne Ha H3OK wm3BbpmBa 3alulaliaHe Ha JIeueGHHUTE 3aBeleHHS Ha
TepuTopusTa Ha PB.

3ak/I09uTeHH pa3nopentu
§1. HacTosmute yClIOBHS M el BIAM3AT B CHJIA OT [aTaTa Ha TAXHOTO YTBBPIXKAABaHe.
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