HAPEJBA Ne H-2 OT 12 CEITEMBPH 2025T. 3A
YCTPOUCTBOTO U JEMHOCTTA HA 3/IPABHUTE
KABUHETH B JETCKUTE I'PAJIMHU U YUWINIIATA U
3JIPABHUTE U3V CKBAHUS KBbM TSIX

H30a0ena om munucmuvpa Ha 30paseonazéanemo
Oon. /IB. 6p.76 om 16 cenmemepu 2025¢.

I'maBa nbpBa.
ObIIU ITOJIO’)KEHUA

Ui 1. C Ta3u Hapen0a ce onpeesT:

1. M3UCKBaHUATA KbM YCTPOMCTBOTO M JIEHHOCTTA HA 3/IpaBHUTE KaOWHETU B
JNETCKUTE TPaJuHU U yYWIHILATA, HAPUUAHU MO-HATATHK "37paBHUTE KaOMHETU", U peaa
3a OTKPUBAHETO UM,

2. mpaBaTa, 3aIbJDKCHUATA U OTTOBOPHOCTUTE HA JIMIIATa, KOUTO PabOTAT B
3IpaBHUTE KaOWHETH;

3. 3apaBHUTE W3UCKBAHHWSA KbM 3JI[paBHUTE KAOWMHETH, W3MCKBAHUATA KbM
000py/JIBAHETO, JIEKAPCTBEHUTE MPOIYKTH, METUIIMHCKUTE U3JIENU U KOHCYMAaTHUBUTE B
TSX;

4. TOKyMEHTAIUATA, KOSITO CE BOJH B 3[paBHUTE KAOMHETH;

5. MUHUMAJHUAT OpoH [ena Wik yYeHUIM, HeoOXOOUM 3a OTKpHUBAaHE Ha
3/IpaBHUTE KAOMHETH B JCTCKUTE IPAJIMHU U YUUIIUIIATA.

Un. 2. [eiiHocTTa B 3/paBHUTE KAaOWHETH CE€ OCBHIIECTBABA OT JIMLA C
npunoduro Buclie oOpa3zoBaHue MO crenuanHocT "MenunuHa" U npodecuoHanHa
KBaMpuKanus '"iekap" W/HMIM OT JPYTM MEIUIMHCKHM CIEUUATUCTH C NpUaAoouTa
oOpa3oBarenHo-KBaM(PUKalMOHHA cTeneH "OakanaBbp" mo ui. 42, an. 1, 1. 1 ot 3akoHa
3a BHUCIIETO oOpa3oBaHME M NpodecuoHalHa KBadudukanus "MeIuIuHCKa cecTpa',
"nexapcku acuctent" win "denmamep".

Un. 3. (1) 3a nexapure/MEeAUIIMHCKUTE CIICIIMATUCTH OT 3[IpaBHUTE KaOUHETH
Ce OCHTYpsBA 33IBIDKUTEITHO €KErOAHO 00y4YeHHE 3a:

1. oka3BaHe Ha IbPBA MMOMOIIL NIPH CIIEUIHU ChCTOSHUS - B LIEHTHP 3a CIEIIHa
MeAMIMHCKa noMo1l, beirapckus Uepsen kpbeT unu Hanronanaus neHThp 3a oOyueHue
U KBanu(uKalug B cuUcTeMara 3a cremHa menuuuHcka nomoin "[lpod. n-p Munan
MusnaHoB";

2. mpoabiKaBamo o0y4yeHHe - OT MEIUIIMHCKH YHUBEPCUTETH, CbOTBETHUTE
CHCJIOBHU OpPTaHU3AINH U JICYCOHH 3aBe/ICHIS,

3. mpo¢unakTukara Ha 60JIeCTUTE, IPOMOIUATA Ha 3/[paBe U 10 Ca3BaHEe Ha
XUTUEHHHUS U TIPOTUBOCTIMICMUYHHS PEXKHUM - B PETHOHATHUTE 3paBHU nHCcekyn (P311)
iy B HarmoHamHus HEHTHp 1o 001IecTBEHO 3paBe U aHanu3u/ HanmoHamHus HeHTHp 1o
3apa3Hu ¥ Mapa3uTHU O0JIECTH;

4. ocurypsiBaHe Ha 3JJpaBOCIIOBHO XpaHeHe MpH Jenara u yuenunure - B P3U
u/wim B HanmoHaIHHUS HEHTHP 10 00MIECTBEHO 3/IpaBe M aHAIH3H.
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(2) Obyuenuero mo an. 1, 1. 1, 3 u 4 ce mpoBexnaa 1Mo y4eOHU MPOrpamu,
YTBBPIICHH OT MUHUCTHPA Ha 3/IpaBEOIa3BaHETO.

(3) PabGoromarenure Ha JIEKAPUTE ¥ MEIUIUHCKUTE CICIHATUCTH OT
3[IpaBHUTE KAOMHETH OpPraHU3UpaT U OCUTypsiBaT 00ydeHHsITa 110 ajl. | B Hey4eOHO BpeMe.

Un. 4. PervoHamHuTe 3ApaBHU MHCICKUUUA PBKOBOASAT METOJAMYECKH
JIEHHOCTHUTE B 3J[paBHUTE KaOWHETH.

I'naBa BTOpA.
PEJ 3A OTKPUBAHE HA 3/IPABEH KABUHET

Ui 5. (1) OTkpuBaHeTO Ha 3paBeH KAOMHET B OONTMHCKHUTE IETCKHU TPATUHU
¥ OOUIMHCKUTE W IBp)KAaBHUTE YUYHIIUINA CTaBa ChC 3alOBEJ] HAa KMETa Ha ChOTBETHATa
oO01uMHa.

(2) OTkpuBaHETO Ha 37paBEH KAaOMHET B IETCKUTE IPaivHu 1o 4. 35, an. 2, T.
1 or 3akoHa 3a MPEAYYHIIUIIHOTO U YYWIMIIHOTO O0Opa30BaHME CTaBa ChC 3allOBE] HA
MUHUCTBpa Ha OTOpaHaTa.

(3) OtkpuBaHeTO Ha 3paBCH KAOWHET B YACTHHUTE JACTCKU MPAJMHU U YIHIIUIIA
CTaBa C PEIICHUE HAa COOCTBCHUKA UM.

(4) Cnem OTKpMBaHETO Ha 3/IpaBeH KaOMHET OpraHbT, H3JAJI aKTa 3a
OTKpHBaHe, yBeomsiBa cboTBeTHaTa P3U 1o pena Ha ui. 36, an. 1 ot 3akoHa 3a 31paBeTo.

(5) 3akpuBanero Ha 3apaBeH KaOMHET cTaBa camMO IMPH OTIAJHAA
HEOOXOJMMOCT TIOpagy MPEYyCTaHOBSIBAHE Ha JEHHOCTTa HA JAETCKaTa TIpajiHa WU
YUUIIALIETO.

Un. 6. (1) 3mpaBeH KaOWHET ce€ OTKpMBAa KbM BCAKA JETCKA TpaguHa U
yYMIIMIIEe, B KOUTO € pa3KpuTa Ipyna WM Mapajeika CbhIJACHO M3HCKBaHMATA Ha
Hapenbara 3a ¢uHaHCHMpaHETO Ha MHCTUTYIIMHTE B CHCTEMaTa Ha MPEAYYHIIHIIHOTO U
YYHIIMIIHOTO 00pa3zoBanue, npuera ¢ [locranosnenne Ne 219 Ha MUHUCTEPCKUS CHBET OT
2017 r. (B, 6p. 81 ot 2017 1.).

(2) 3npaBHUAT KaOWHET ce OTKpUBa B Crpajara WM Ha TEpUTOpHITA Ha
JeTCKaTa rpaJiiHa WIA YYUIHUILETO.

(3) B cnyuaii ye Ha TepuTOpHUATA HA YYWIMIIETO (B €HA Crpajia Ui B 001
JIBOP) € pa3IoyioKeHa U JIETCKa IpajiuHa, 3/[paBHUAT KaOMHET MOXe J1a 00CITyKBa U JIBETE
CTPYKTYpH.

Un. 7. (1) ®uHaHCHpaHETO Ha JEWHOCTUTE B 3paBHUTE KaOMHETH IO 4. 5,
asl. 1 ce U3BBPIIBA ChC CPEACTBA OT AbP)KaBHUS OIOJKET KaTo JieJIerupaHa oT IbpiKaBara
JIETHOCT B paMKUTE Ha CpPEJCTBaTa, ONPEIEICHNU ChC 3aKOHA 3a IbpPKaBHUS OIODKET 3a
ChOTBETHATa roJIMHa, U OI0/DKETUTE HA OOIIMHUTE.

(2) ®unaHcupaHeTO Ha AEWHOCTUTE B 3JpaBHUTE KaOMHETH 110 4Jil. 5, ai. 2 ce
U3BBPIIBA ChC CPEJICTBA OT Or0/pKeTa Ha MUHUCTEPCTBOTO Ha OTOpaHara.

(3) ®unaHcHpaHeTo HA JEHHOCTUTE HA 3JpaBHUTE KAOMHETH 10 4JI. 5, all. 3 ce
U3BBPIIBA OT COOCTBEHUKA UM.

Ui 8. (1) JlekapuTe 1 METUIIMHCKUTE CIICIIUATUCTH B 37]paBHUTE KaOWHETHU B
JNETCKUTE TPAJAMHU U YUUJIHINATA PaOOTST MO JOTOBOP, CKIFOUEH C KMETa Ha ChOTBETHATA
00IIrHA, HA TEPUTOPUATA HA KOSTO C€ HAMHUPAT JETCKaTa TpajuHa WIH YYUIHUIIETO, C
MUHUCTBbpPa Ha OTOpaHaTa 3a JETCKUTE TpaauHu mo 4i. 35, am. 2, T. 1 or 3akoHa 3a
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IPEIYYHUIUIIHOTO U YUYHMIMITHOTO 00Opa30oBaHKUE UM C JIMLETO, OJYyYUIIO pa3peleHue 3a
OTKpHMBaHE Ha YacTHA JIETCKA IpaJHa UM YaCTHO YUUJIHILE.

(2) KmerbT Ha oOmuHaTa yBemoMsiBa He3a0aBHO JUPEKTOpa Ha JETCKaTa
rpagyuHa WK YYWIAIIETO MPU CKIIIOUBaHE U MpeKpaTsIBaHe Ha JJOTOBOP MO ail. 1.

I'naBa Tpera.
N3UCKBAHHUSA KbM YCTPOHCTBOTO HA 3JIPABHUS KAGUHET

Ui 9. 3npaBHHAT KaOWHET TpsOBa Ja OTroBaps Hal-MajaKo Ha CIEIHUTE
M3UCKBaHMUS:

1. 3apaBHUAT KaOMHET ce MPOEKTUpa, U3rPaxaa, MOJAbPKa U PEKOHCTpyHpa
npu cra3BaHe Ha n3nckBaHusTa Ha Hapenba Ne PJ1-02-20-3 ot 2015 r. 32 mpoekTupane,
U3MIBIHEHUE W TOJIbpXKaHEe Ha Crpagu 3a OOLIeCTBEHO oOcCiyxBaHe B o0jacTra Ha
00pa3oBaHUETO M HayKaTta, 3/paBeola3BaHETO, KyaTypaTa U u3kycrBara (/IB, Op. 5 or
2016 1.);

2. OCBETJICHHETO B 37JpaBHUS KaOuHeT otroBaps Ha n3ncksanusaTa Ha BJIC EN
12464-1 "CernunHa u ocetiieHue. OcBerneHue Ha pabotHu mecta. Yact 1: PaGoTHH
MecTa Ha 3aKpHTO";

3. MOJIOBUTE HACTUJIKU B 3[paBHHS KaOMHET C€ MOAIBPKAT YHCTU U B 100PO
CBCTOSIHUE M C€ M3IIBJIHSABAT OT MaTEepHaIM, KOUTO MO3BOJIABAT BJIAXKHO MOYUCTBAHE U
Ne3UH(PEKIHS;

4. CTCHHTE B 3JPaBHHS KAaOWHET CE M3IBJHSABAT C MOKPUTHS, TTO3BOJISBAIIN
BJIQ)KHO MOYHUCTBaHEe U JAe3uH(eKns Ha BucounHa 1,5 M;

5. B 3ApaBHHS KaOWHET 3aIbJDKUTEIHO CE€ OCHUTypsiBa €CTECTBEHO
MIPOBETPSIBAHE;

6. 3IpaBHUAT KaOWHET 3abJDKUTEITHO ce 000py/IBa C MUBKA C TeYallla TOIia
U CTy/IeHa BOJIa, OTroBapsia Ha u3nckBanusTa Ha Hapen6a Ne 9 ot 2001 r. 3a kauecTBOTO
Ha BojaTa, MpeJHa3HaueHa 3a nuTeiHo-outoBu 1emu (B, 6p. 30 ot 2001 1.);

7. 3npaBHUAT KaOMHET ce 003aBex/1a ¢ MeOeNu U ChOPBKEHUS, TTO3BOJISBAIIT
BJIQYKHO TMIOYUCTBAHE U JE3UH(EKIIHSI.

Un. 10. 3ppaBHuAT kaOuHeT ce o03aBexaa c 00OpyJaBaHE CBITIACHO
npuinoxenue Ne 1.

UYn. 11. 3npaBHuAT kaOuHeT ce o0opy/Ba ChC CIELUaNEH 1Kag 3a OKa3BaHe
Ha II'bPBa MEIUIIMHCKA [TOMOLI] C JIEKapCTBEHHU MPOIYKTH U MEIULIMHCKH U3AETTUS CHITIACHO
npuitokeHue Ne 2.

I'naBa yerBBpTA.
U3UCKBAHUS KbM JEMHOCTTA HA 3/IPABHUSI KABUHET.
IMPABA, SAABJIKEHUA U OTTOBOPHOCTH HA JIMIATA, KOUTO
PABOTAT B 3IPABHUSA KABUHET

Un. 12. JleifiHocTTa B 3/jpaBHUS KaOWHET:

1. ce ocpmiecTBsiBa B choTBeTCTBUE ¢ llpaBmiiata 3a noOpa MeIuIMHCKA
NpakTUKa Mo 3/paBHU rprxu/[IpaBunaTa 3a 1o0pa MEAUIIMHCKA MTPAKTHKA HA JIEKapUTE B
PenyOnuka bbarapusi, yrBbpJeHH NO pelJa Ha 3aKOHUTE 3a ChOTBETHHUTE CHCIOBHU
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opranmzaiu, 1 Hapenba Ne 1 ot 2011 r. 3a mpodecroHamHUTE IEHHOCTH, KOUTO
MEAMIMHCKUTE CECTPU, AaKyIIEepPKUTE, aCOLMHPAHUTE MEIUIMHCKU CIIEeLHATNCTH,
3b0OTEXHUIIUTE M 3APABHUTE ACUCTCHTHM MOTaT Ja HM3BBPIIBAT 110 Ha3HAUYCHHUE WU
camoctosrenHo (B, op. 15 ot 2011 1.);

2. (B cuna ot 18.09.2028 1.) ce ocurypsia rpe3 1sU1I0TO BpeMe Ha MPeCcTou 3a
OTIIIeKJaHe U 00ydeHue Ha JieraTta B IeTCKaTa TpaJlHa U Ha YIYCHUIIUTE B YUUIIHIIE;

3. MOXe J]a ce OCHTypsiBa IO W3KIIOUEHUE OT JIMIA M0 Wi. 2 OT JCUeOHH
3aBeJIeHUs] B CbOTBETHOTO HACEIEHO MSCTO IO JOTOBOP C KMETa Ha OOIIHMHATA, ChOTBETHO
C MUHHCTBpPa Ha OTOpaHaTa 3a JETCKUTE IpaauHu 1o wi. 35, anm. 2, T. 1 ot 3akoHa 3a
NPEIyYMUINIIHOTO W YYWJIMIIHOTO 00pa3oBaHUE, WM ChC COOCTBEHMKAa Ha dYacTHaTa
JIeTCKA TPaIvHA WU YUUJIHUILE.

Un. 13. JIunero no 4. 2 u3BbpIlBa CICAHUTE TEHHOCTH:

1. oka3BaHe Ha MbpBa MEIUIIMHCKA IOMOI Ha Jelara U YYCHUIIUTE U
MEAMIIMHCKO OOCTY)XBaHE [0 MPHUCTUTAaHETO Ha CHEIUAIM3HpaH EKUI Ha CIelIHa
MEOUIMHCKA ITOMOIII;

2. He3abaBHO yBEJIOMSIBAHE HA POJIUTEINS (TMIONEUUTENs WIIK HACTOMHUKA) TIPU
YCTaHOBSIBAHE Ha CHCTOSIHUE MPU ACTETO MY, KOETO HM3UCKBA MEIUIIMHCKA MOMOI U
HACOYBaHE KbM OOIIONPAKTUKYBAILIUSA JeKap;

3. mojmomMaraHe Ha mpoleca Ha HaOJItoIeHUE U JICYCHUE Ha JIea U YUCHUITH C
XPOHUYHHU 3a001s1BaHus (BKJI. ¥ Ype3 MpujlaraHe Ha JIEKapCTBEHH MPOAYKTH), HA3HAYEHO
OT JIeKap OT JIe4eOHO 3aBelIeHHE, KOETO OCHINECTBSIBA AMCIAHCEPHO HAOIIOJACHHUE IO
MOBOJI CbOTBETHOTO XPOHUYHO 3a0o0jsBaHe, omnpeaesneHo B Hapenda Ne 8 ot 2016 1. 3a
NpoPUIAKTUYHUTE Tperieau u qucnancepusanusra (B, 6p. 92 ot 2016 1.);

4, NPOBEXKJIaHE  HA  NPOTHUBOCTIMIEMHUYHU  JIEWHOCTH,  LEJALIN
MPEIOTBPATSABAHE M OIPAaHUYABAHE PA3MPOCTPAHCHUETO HA 3apa3HU U Mapa3uTHU O0IeCTH
B OpraHU3UpaHus KOJIEKTUB, KATO:

a) eXxeHEBHA MPOBEPKA Ha 3JJPaBOCIOBHOTO CHCTOSIHUE HA JIeliaTa Py MpUeM
B JIeTcKaTa rpaJuHa 3a HaJlM4yhe Ha CAMIITOMHU Ha 3apa3Ha 00JiecT;

0) u3onupaHe Ha JeTe WM yYEHUK NMpU ChbMHEHHE 3a 3apa3Ha OoyiecT u
CBOEBpeMEHHO uH(popMHUpaHe Ha poauTen (TOMEYUTEeN WM HACTOWHHK) 3a
HEO0OXOMMOCTTA OT TOCIIEBAII0 OTCTPAHSIBAHE OT KOJICKTHBA;

B) IPOBEXAaHE Ha MEIUIIMHCKO HAOIIOICHHE HA KOHTAKTHUTE JIela/yueHUIU
OT 3acer”ara rpyrmna/mapaneika, B KOATO € peTUCTPUPaH cliydail Ha 3apa3Ha 00JecT;

') OCBIIECTBSIBAHE Ha KOHTPOJ BHPXY CIA3BAHETO HA CPOKA HA KapaHTHHA B
TPYIUTE U TIApAJIETKUTE C PETUCTPUPAH CIIydail Ha 3apa3Ha 00JecT;

1) OpraHu3upaHe Ha TMPOBEXKIAaHETO Ha mpennucanu ot P3U
MPOTUBOCTIMIEMUYHU MEPKU;

€) opraHmsupane mpoBexaaHeTo oT P3U Ha geilHOCTH MO orpaHHuYaBaHe U
KOHTPOJI HA MECTHUTE TTapa3uTO3H;

5. chriacyBaHe Ha MHCTPYKIMATA 32 XUTHEHHH U Ie3MH(EKITMOHHU JEHHOCTH
B JIeTCKaTa TpaJHa WK YYHJINIIETO, BKIIOYBAIIA M U3IIOI3BAaHETO HA HAJIMYHUTE B 00€KTa
Omonuau 3a Ne3nH(EKIUI ChINIACHO YKAa3aHHITA Ha IPOU3BOIUTEIIS;

6. oATIOMaraHe Ha MepcoHajla Ha JETCKaTa TpaguHa WIM YYWIUIIETO MPHU
KOHTpPOJIa Ha XUTUEHHOTO ChCTOSIHUE UPE3 U3BbPIIBAHE HA TPOBEPKU Ha!
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a) 4YHhCcTOTaTa Ha TIOMEIICHHITA, CAHUTAPHUTE BB3IM, KOPHAOPUTE H
NPUJISKAIIOTO JBOPHO MPOCTPAHCTBO U CIIa3BaHE M3IBIHEHUETO HAa WHCTPYKIUATA TIO T.
5;

0) TeMIiepaTypara B IOMECIICHUATA;

7. moAmomMaraHe Ha KOHTpOJIa Ha XpaHEHEeTOo Ha JelaTa U yYeHUIUTe, KaTo:

a) CIelM 3a CIa3BaHETO HA HOPMATHBHUTE W3WCKBAaHUS 32 XPAHEHETO Ha
nenara u ydyenunure cbriacHo Hapenda Ne 37 ot 2009 r. 3a 31paBOCIOBHO XpaHEHE Ha
yaenurute (JIB, Op. 63 ot 2009 r.) u Hapen6a Ne 6 ot 2011 r. 3a 31paBOCIOBHO XpaHEHE
Ha JieriaTa Ha Bb3pacT oT 3 10 7 roauHu B Aetckute 3aBeneHus (B, 6p. 65 or 2011 r.);

0) y4acTBa B M3rOTBSHE Ha JHEBHO W CEIMHYHO MEHIO, ChOOpa3eHO ¢
BBH3PACTOBUTE OCOOCHOCTH U C M3UCKBAaHMATA 32 3/[PABOCIOBHO XPaHEHE;

B) IIPH OTIJISKIAHE HA Jiela ChC 3PABOCIOBHU MPOOJIEMH, HYXJACIH CE OT
JUETUYHO XpaHEHe, CIEeIM 3a CHa3BaHETO Ha JHEBHOTO M CEAMUYHOTO MEHIO IpHU
ChoOpa3siBaHE C IIOCTaBCHATa MEIWIIMHCKA JMarHo3a M JIGKAPCKUTE YyKa3aHWs 3a
XPAHUTEITHHS PEKHM,

8. moamoMaraHe Ha TIEpCOHala Ha JieTcKara IpajiHa B WM3IBIHCHHE Ha
3paBHOOOPA30BATETHN MPOTPaMH, HACOUYEHH KbM YCBOSIBAHE HA 3HAHHS U YMEHHS OT
IBPBOCTEIICHHA BAXXHOCT 3a JIETETO, OTHACAIIM C€ [0 JIMYHATa XHICUeHa |
CaMo00CITy)KBaHETO;

9. mojAroMaraHe Ha IeJ[aroru4ecKus MepcoHall B YUHIIUINATa C HEOOXOIUMUTE
3paBHOMH(OPMAIIMOHHN MaTepualld, aJalTUPaHd 3a CHOTBETHATa BB3PACT IIPHU
OpraHu3WpaHe M TPOBESKIAHE HA 3aHIATHUS M UTPH O Pa3IMYHU TEMH Ha 3PaBHOTO
BB3IHUTAHUE U [IO3HAHUE;

10. opranusupane ¥ MPOBEXKIAHE Ha MPOrpaMH 3a 37paBHO 00pa30BaHUE Ha
Jierata ¥ yYeHUIUTEe, Ha CIICIUAHU MPOrpaMy 3a MPABWIIHO XpaHEHe, Ha MPOrpaMu 3a
NPEBEHIMS HA OTKJIOHCHUATA B XPaHUTEIHOTO IMOBEICHUE, 3a Mpe/a3BaHe OT ynoTpeda
Ha HAPKOTUYHH BEUIECTBA M NICHXOTPOITHH CYOCTaHIIMM, 32 IPEBEHIIHS Ha yroTpedara Ha
TIOTIOHEBH M CBBP3aHU C TAX U3JACTUS M aJKOXOJHM HAMUTKU M 32 U3TPaXKIaHE Ha
CEeKCyaJlHa KyNTypa;

11. moamomarane W3MBIHEHUETO HA JIEHHOCTU MO YUWIIMIIHU, PETUOHAIHH,
HAI[MOHATHU W MEXIYHApPOIHH MPOTpaMHU M TMPOEKTH, CBBP3aHU C MPOPUIAKTHKA Ha
OoJecTuTe U MPOMOLIUA Ha 37JpaBe B ChOTBETHATA JI€TCKA IPauHA WU YUUIHIIE;

12. yyactne B TMOATOTOBKAaTa, MPOBEXKIAAHETO M KOHTPOJIA HA Pa3IHMIHHUTE
dbopMu Ha OTAMX, TYPU3BM U CHOPT 32 JelaTa U YICHUIIUTE;

13. cwrylacyBaHe Ha CEIMUYHOTO pasMHCaHUE Ha YYeOHUTE YacoBE C
JTUPEKTOpa Ha JieTcKaTa rpaJuHa WK YUIIUAIIETO;

14. cbC CHACHCTBUETO HA AMPEKTOpA Ha JETCKaTa IPaJWHa WIN YYHITUIIETO
€XXeroJIHO 3all03HaBaHe Ha MTepPCOHANIa ¢ METOAMTE 3a OKa3BaHEe Ha MbpPBa MOMOII] Ha Jie1iaTa
U YUCHHIIHTE.

I'1aBa nera.
JOKYMEHTAIIUA B 3/IPABHUSI KABUHET

Un. 14. B 3npaBHUS KaOMHET ce BOJAM M CbXpaHsSBa JIOKYMEHTAlUATA,
II0COY€EHa B IpritokeHne Ne 3.
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Un. 15. (1) Ha nunara mo wi. 2 ce ocurypsiBa JOCTBII A0 3JpaBHATa
nokyMmeHTanuss B HanmonanHara 3apaBHOMH(OpPMAalMOHHA CHUCTEMa OT MPOBEICHU
MEIUIIUHCKH TIperiieid Ha JeTeTO/y4eHUKa, Ch3/1aZeHa OT OOIIOMPAKTUKYBALIHS JIEKap
WIH OT JIPYT JIeKap CIELHAaNCT, B YacTTa i, ChAbpiKallla JAHHUTE 10 MpuiiokeHue Ne 4.

(2) Hndopmanumsara mo mnpunoxenue Ne 4 cienBa Ja € HajluyHa B
Hammonannara 3npaBHOMH(OpMAIMOHHA cHCTeMa He Mo-KbCcHO oT 30 cenTteMBpu Ha
CHOTBETHATA FOJMHA.

(3) JocteobT n0 uHGopManusaTa B Hanmonannara 3apaBHOMH(OpMAaLIMOHHA
cuctema 1o aj. 1 Ha jMie 1o wi. 2 cé OCHIIECTBSABA E€AUMHCTBEHO 3a M3IIBIHEHHE Ha
nerHocTuTe mo wi. 13 cwobpazno wi. 25, an. 1 or Hapemnba Ne H-6 ot 2022 1. 3a
¢ynkunonupanero Ha Hanmonannara 3apaBHonHpopmannonna cucrema (B, 6p. 103 ot
2022 r.).

(4) JocterrsT B Harmonanmuata 3apaBHOMH(OpPMAIIMOHHA CHCTEMA 110 all. 1 ce
OCUTypsiBa B3 OCHOBAa Ha aBTOMaTU3MpaHa MpoBepKa Ha AaHHM OT HamuonamHaTa
eJIEKTpOHHA HH(POPMaIIMOHHA CHCTEMA 32 TIPEAYIHITUIIHOTO ¥ YIUIHITHOTO 0Opa3oBaHue,
Yype3 KOSITO ce U3BBPIIBA UACHTH(PHUKAIIMATA HA JIUIATa 10 Wi. 2 U Ha Jerara/yYeHUIIUTe
OT JIeTCKaTa rpaJiHa/yuuIHIIETO, KAKTO ¥ OCHTYPSIBAHETO Ha JOCTHIA 10 ChOTBETHHUTE
eJIEKTPOHHM 3/IpaBHU 3anucu B HarronanHara 31paBHOUH(OpPMAIIMOHHA CHCTEMA.

(5) Unentudukamusara Ha JMIara Mo Wi. 2 W Ha JeNara/y4CHUIUTE OT
JIeTcKaTa TpajiiHa/yYuIUIIeTO ce U3BBPIIBA Bb3 OCHOBA HA JIAHHUTE, MPEAOCTaBEHU OT
JUpeKTopa Ha JeTcKara rpaauHa/yuwiuniero B HammoHamHata — eneKTpoHHA
uH(pOpPMaILMOHHA CUCTEMA 32 MPEAYUHINITHOTO U YUUIIUIIHOTO 00pa3oBaHHe.

(6) Ha nmume mo wi. 2 ce ocurypsiBa JOCTBI J0 3/ApaBHAa MH(OpMAIus B
Hammonannata 3apaBHOMH(pOpPMAIIMOHHA CHCTEMa caMO T[IO0 OTHOIICHHE Ha
Jerara/y4YeHuIUTe OT ChOTBETHATa JIETCKAa TpaJuHa/yYHiIuIle, B KOSTO/KOETO PabOTH.
JlocThbT ce MOJABpKAa JO Kpas Ha npeOuBaBaHE Ha JETETO/yuyeHUKa B JeTCKara
rpajiiHa/yqUIHIIETO.

Un. 16. BogeHeTo U chbXpaHSIBaHETO HA JJOKYMEHTAIUATA B 3[paBHUS KAOWHET,
KaKTO W JOCTHIBT U 00pabOTBaHETO HA 37paBHA MHGOpPMAIMS OT JHUIaTa Mo Wi. 2, ce
u3BbpIBa npu cnazpane Ha Permament (EC) 2016/679 na EBpomnelickus mapiaMeHT U Ha
CoBera ot 27 ampui 2016 r. OTHOCHO 3amuTara Ha (U3NYECKUTE JIMIA BbB BPb3Ka C
00paboTBaHETO Ha TMYHU JAHHU U OTHOCHO CBOOOHOTO JIBMKEHHE HA TAKMBA JAHHU U 32
otmsiHa Ha JlupexktuBa 95/46/EO (OO0 perimaMeHT OTHOCHO 3amurara Ha ganauTte) (OB,
L 119, 4.05.2016 r.), 3akoHa 3a 3a1MTa HA JUYHUTE JAaHHU U NPUIIOKMMaTa HOpMaTUBHA
ypenoa.

IIpexoanu u 3aKIIOUYUTETHHA pa3nopeadoun

§ 1. 3apaBHUTE KaOMHETH, pa3KpUTU A0 BIM3aHE B CUJa Ha Hapendata,
MPUBEXKAT YCTPOMCTBOTO CH B ChOTBETCTBHE C M3MCKBAHUATA Ha IJlaBa TPETa B CPOK J0O
€/IHa TO/IMHA OT BJIM3aHE B CUJIa Ha HapeadaTa, ¢ U3KII0UYEeHHe Ha M3UCKBAHMTA 1O WiI. 9,
KOUTO ce CboOpa3siBaT MpU HAJIMYNE Ha TEXHUYECKU BH3MOXKHOCTH.

§ 2. Ynen 12, 1. 2 BIM3a B cuiia TPU TOJAWHH clieJ OOHAPOJBAHETO HaA
HapenOara B "J[bp:kaBeH BECTHUK'.
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§ 3. Hapenbara ce uznaBa Ha ocHoBaHue wi. 26, an. 2 u 4, uwi. 120, an. 2 u 4.
34, an. 2 BB BpB3Ka c § 1, T. 9, OykBa """ OT NTOBIIHUTEIIHUTE pa3nopeadu Ha 3aKoHa 3a
3apaBeto U ormeHs Hapemba Ne 3 or 2000 r. 3a 3apaBHUTE KAOWMHETH B JETCKUTE

3aBefieHUs U yunnumiara (06H., JIB, 6p. 38 ot 2000 r., u3m.; 6p. 83 ot 2000 1.).

§ 4. Hapenbata e cpriacyBaHa ¢ MUHHUCTBhpa Ha 0Opa3oBaHHETO M HayKara,
MUHUCTHpA Ha (UHAHCUTE, MUHUCTHPA HA TPYy/Ja M COIMAHATA MOJIUTHKA U MUHHUCTHPA

Ha MJIAZICIKTA U CIIOpPTaA.

§ 5. KOHTpOABT 110 M3IIBIIHEHUETO HA Hape0aTa ce Bb3jlara Ha perHOHaIHUTE

3ApaBHU MHCIICKIHH.

[Tpunoxxenne Ne 1 kpm ui. 10

Oo6opyaBaHe B 31paBHUSI KaOUHET

Ne HanmenoBanue bpon
1.| Anapat 3a KpbBHO HaJIITaHE 1 6p.
2. |Bbropo 1 6p.
3.|Ecmapx 2 op.
4.|nauBunyanHa paboTHA CTaHIMS C JOCTBII 10 HUHTEPHET 1 6p.
5. |Jlerenue OBOPEKOBHUTHO 2 op.
6. [Jlekapcka KymeTka 1 6p.
7.|JIexapcka ciymanka 1 Op.
8. |Tenedon 1 6p.
9. [MenuuuHCKa MacdKa - MAHUITYJTallHOHHA 1 6p.
10| MemunuHCcKH mKad 3a HHCTPYMEHTApUYM, JIEKAPCTBEHHU MPOTYKTH U MEIUIIMHCKA 1 6p.
u3enus
11| MeaunuHcKa TETJIUIKA C pPCTOMED 1 6p.
12| Mexka caHTHUMETpOBa JICHTA 1 6p.
13| Mockuto 3 6p.
14| Hoxwuna 1 6p.
15/ IIuHceTa aHaTOMUYHA 3 Op.
16| Cton 1 6p.
17| XnanumHuK 1 6p.
18| Yanra nekapcka 3a cremHa moMol| 1 6p.
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[Tpunoxenue Ne 2 xbm uit. 11

Taoauna 1. TepaneBTnuHa noarpyna/XumMu4Ha noarpyna/JlekapcrBeH

NPOIYKT
Ne ATC TepaneBTuynHa nmoArymna/ XuMudHa TOATpya/ JlexapctBena opma
KiacuduKanms JlekapCTBEH MPOAYKT

1. |AO03 JlekapcTBeHH MPOIYKTH 32 JieYeHHe HA
(GYHKIIMOHAIHY HAPYIIEHHS] HA CTOMAIIIHO-
YpeBHHUS TPAKT

1.1. |AO3AD [TamaBepuH U IPOM3BOIHH sol. for inj.

1.2. |AO3BA Ankanouau Ha OenajoHa, TPETUIHH aMUHU sol. for inj.

1.3. |AO3DA CHHTETUYHH aHTHXOJMHEPTUYHU CPEICTBA B sol. for inj.
KOMOMHAIHSI C aHAJITCTHIIHA

1.4. |AO3FA Cpezcta, CTUMYJIHPAIIH [TEPUCTAITHKATA sol. for inj.
(IpOKMHETHIIN)

2. |B0S KpbBHE 3amMecTHTEHM M PA3TBOPH 32 nepQy3us

2.1. |BO5BB Pa3TBOpH, MOBIHSBAIIM EIEKTPOJIUTHHUS OaIaHC sol. for inj., sol. for

inf.

2.2. [BO5BC Pa3TBOpH, Npeau3BUKBAILId OCMOTHYHA TUype3a sol. for inf.

3. |C01 JlekapcTBeHHM MPOAYKTH 32 JieueHHe Ha ChbPAeYHHU
3a001BaHUSA

3.1. |C01CA24 Enunedpun sol. for inj.

3.2. [CO1DA Oprann4Hy HUTPATU oromucosal spray

4. 1C02 AHTHXHIIEPTEH3UBHHU CPE/ICTBA

4.1. [C02ACO01 Knonunnu sol. for inj., tabl.
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Ne ATC TepaneBTuyHa nmoArymna/ XuMudHa TOATpya/ JlexapctBena opma
KiacuduKanms JlekapCTBEH MPOAYKT

5 [CO03 JAuyperunn

5.1. |CO3CA CyndoHaMuIH, CAMOCTOSATEITHO sol. for inj.

6. |CO08 Baokepu Ha KajJIueBUTE KAHAJH

6.1. |CO8DA DeHNTATKNIAMUHOBY TIPOU3BOTHH sol. for inj.

7. D08 AHTHCENTHIIH U 1e3uH(pEeKTAHTH

7.1. |DOSBAA AKpHJIMHOBH MPOU3BOIHU cutaneous sol.

7.2. |DOBAG Woauu npoxykTy cutaneous sol.

7.3. |DO8BAX Jlpyru aHTUCEeNTULIN U Ae3UH(PEKTaHTH cutaneous sol.

8. |HO02 KopTukocTepouan 3a cHCTEMHO NMPHJIOKEHHE

8.1. |HO2AB I'mokokopTHKOH T PO_Wd- and sol. for
inj.

9. |HO4 ITankpeaTHYHH XOPMOHH

9.1. |HO4A [ MMKOTeHOIUTUYHN XOPMOHHU powd. and solvent
for sol. for inj.

10. |NO1 AHecTeTHIH

10.1)N01BB Amunn sol. for inj.

11. [NO2 AHaJITreTHIIN

11.1{N02BB02 MeTtamuzon sol. for inj.

12. |NO5 IlcuxoaenTun
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MAaHIICT, 3a MHOTOKpATHA yHOTpe6a

Ne ATC TepaneBTuyHa nmoArymna/ XuMudHa TOATpya/ JlexapctBena opma
KiacuduKanms JlekapCTBEH MPOAYKT
12.1)NO5AA01 XopripoMasuH sol. for inj.
12.2)NO5BA01 JHuazenam sol. for inj.
12.3)NO5CMO09 Banepuan film. tabl.
12.4)NO7X Banumon sublingual tablets
13. |RO3 JlekapcTBeHM MPOAYKTH 32 jledeHHe Ha
O00CTPYKTHBHHM 3200.IIBAaHUS HA TUXATEJTHUTE
MbTHINA
13.1)RO3AC CenextiBHHU OeTa-2-a[peHOPELEIITOPHN arOHUCTH | Press. inh. susp.
13.2)RO3DA Kcantunan sol. for inj.
14. V07 Beuuku apyru HerepaneBTHYHH NPOAYKTH
14.1)VO7AB Pa3TBOpUTENN ¥ pa3peaUTeNt, BKI. Pa3TBOPH 3a sol. for inj.
MPOMHUBKH
Tabaunna 2. MegunuHCcKU U3eus
No Bun
1. |banon 3a oOuIIBaHe ¢ MacKH 3a 00AMIIBaHE, CbBMECTUMH ¢ OaJIOHa C yIUTHTHSIBALI

JlaTekcoBu pBKaBUIH 3a CAHOKpPATHA y1'IOTp66a, HECTCPHUIIHU

Kommnext ot 6unTOBE 5 ¢M/5 M, 8 cM/5 M, 10 cM/5 M

Mapnu 5 cm/5 cm

MeauiuHCK maMyK
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Ne Bun

6. |[Inactupu

7. |Ilnactupu 3a NIOBBPXHOCTHU PaHU U 33 IPUKPETIBAHE HA MPEBPB3KU

8. |[IlneBMaTH4YHM IIMHY 32 MHOTOKpaTHa ynorpeoba:

8.1|ropeH kpaifHHUK - OT KATKa JI0 pamMO

8.2| noneH kpaifHUK - OT XOAMJIO A0 Ta300eapeHa cTaBa

8.3 moyieH kpaifHUK - OT XOJIUJIO IO KOJISTHO

aJlaliTupaHe KbM BCUYKHU Bb3MOXHHU aHATOMHUYHHA 0CcOOEHOCTH Ha Bpara

8.4 |mmitHa sika - perynupyema, eTHOKOMIOHEHTHA, C MUHUMYM 10 cTereHnu Ha peryianus 3a

9. |Cucremu 3a Tpanchysus

IPUITOKCHHUC

10.{ CnpuHiioBKH - 1ByChcTaBHE - 2 ml, 5 ml, 10 ml, 20 ml; moaK0XHO, MYCKYJTHO WJIM BEHO3HO

11.{Crepunen mapnen kommpec 10 cm/10 cm

12.| CrepunHu UTIH 32 €JHOKpaTHA yrmoTpeda 3a MOAKOXKHH, MYCKYJTHU U BEHO3HH
MaHMITyJIAIUH

13.| Crepunnau urmm tun Butterfly Ne 19 - 23

14.|IInaTynu 3a eIHOKpaTHa ynoTpeda

[Tpunoxxenne Ne 3 kpm ui. 14
JlokymeHTanusi, BOAeHA U CbXPaHsABaHA B 3PaBHUS KaOUHeT

1. Knura 3a peructpupaHe Ha 3apa3HUTE O0JECTH ChIVIACHO npuiioxkeHue Ne 4
kbM 4. 5, an. 1 ot Hapenba Ne 21 ot 2005 r. 3a pena 3a peructpanus, ChboOIIaBaHe u
oT4deT Ha 3apa3Hute 6onectu (B, 6p. 62 or 2005 1.).

2. Kuaura 3a peructpupane Ha KOHTAKTHUTE HA 3apa3HOO0THH JTUIA CHIIIACHO
ui1. 5, an. 4 or Hapen6a Ne 21 ot 2005 1. 3a pena 3a peructpanusi, Cho01aBaHe U OT4eT Ha
3apazHuTe OOJIECTH.
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3. bpp3u u3BecTHs chriacHo npuioxenne Ne 6 kpM wi. 8, an. 1 ot Hapenba
Neo 21 ot 2005 1. 3a pena 3a perucrpaiysi, CboOIaBaHe U OTYET Ha 3apa3HUTE OOJIECTH.

4. JIHeBHUK 3a pErUCTpUpaHE Ha NPOBEACHUTE 3APaBHOOOPA30BATEIHH
NEIMHOCTH, ChIbPIKAIIL:

Haral ®dopma Ha pabdoTa (neknus, |Tema VYyacTHuny (Aena, y4eHHUIH, bpoii
Oecena, TUCKyCHs, Mearo3u, NepcoHal, pOJAUTENU U Ap.) | y4aCTHHULIN
KOHCYJTAIMs, BUAECONOKa3 U
ap.)

5. Knura 3a peructpupane Ha JMiara, Ha KOUTO € OKa3aHa I'bpBa MOMOII, U
noJioMaraHe Ha rnpoiieca Ha HaOJII0JieHHE U JICUeHUE Ha JIUIA C XPOHUYHHU 3a00JIIBaHHUS.

[Ipunoxenue Ne 4 kbm un. 15, an. 1 u 2

CnmcbK ¢ JaHHUTE OT eJIEKTPOHHOTO 3/IPABHO /10CHE HA J1eTe/yUYeHUK B
Hauuonannara 3apaBHo-
HH(OPMALIMOHHA CHCTEMA, 10 KOUTO Ce OCUT'YPSIBA J0CTHII HA JUIATA 110
1. 2

Nwme, npesnme, haMuims Ha JeTETO/yueHUKA

ETH

Maiika (ume, agpec, TenedoH)

bama (ume, aapec, Tenedon)

[ToneunTen/nacToHuk (UMe, aapec, TenedoH)

JlaHHM OT mpoBeIeHU MPODUIAKTUIHU TIPETIIeIn

Henonocumocr (aneprun)

AHTPOMIOMETPUYHHU MTOKA3ATEIH: PBCT/TETI0/00UKOIKA HA T'BPIU

OO6monpakTuKyBai jJekap (ume, aapec, TeaedoH)

Jlucmancepuzanus:

a) 3a0omsBane (kox mo MKbB 10);

0) uMe U agpec Ha JIeKaps, TPOBEXK ALl IUCIIAHCEPHOTO HAOIIOICHUE;

B) MpemnopbhbKa 3a JICKApPCTBEHU MPOJYKTH W MEIUIIMHCKH H37CIHUS, KOUTO €
HEo0X0auMO Ja 0BT HAIMYHU B JIETCKATa rpaJivHa/yUUJIUIIETO 32 OKa3BaHe Ha MbpBa
MTOMOII] B CJTy9ai Ha MHIMICHT WIIN YCIIOXKHEHHE, CBBP3aHH ChC 3a00JISIBAHETO, 3a KOETO €
JTUCTIAHCEPU3UPAHO JAETETO/yUYCHUKBT;

I') YKa3aHWs 3a MPHJIAraHeTO Ha HEOOXOJAMMHTE JICKAPCTBEHH IMPOIYKTH
MEAWIIMHCKY U3/IETHUS U 32 MIOBEICHHE;
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1) Tpernopbka 3a JUETUYHO XPAHEHE CBIVIACHO MOCTaBEHATa MEIUIIMHCKA
JMarHo3a U JICKAPCKU YKa3aHUS 32 XPAHUTEIHUS PEKUM.

[IpoBeaeHn MyHHM3ALUU U PEUMYHHU3AIUHU:

a) JaTa Ha MOCTaBsAHE, MOPEAHOCT Ha IMpHeMa, ThPrOBCKO HAaMEHOBAaHUE Ha
MPUIOKEHATA BAKCHHA;

0) rmpu Aena ¢ MOCTaBEeH!U 3abJDKUTEIIHA UMYHU3ALUU U/ U PEUMYHHU3AUU
B JIpyTra Bb3pacT - HHPOPMAIIHs OT OOIIONPAKTUKYBAIIMS JICKAP WIIK OT APYT JIEKap IO 4JI.
15, an. 2 or Hapenb6a Ne 15 ot 2005 r. 3a umyHmu3anuute B PemyOimka bwarapus 3a
[IpUYMHATa 3a TOBAa M 4Y€ JIETETO € C PEJOBEH HMMYHHU3ALMOHEH CTAaTyC CBHIJIACHO
pasnopendure Ha 4. 18 ot Hapemnba Ne 15 ot 2005 r. 3a umyHu3anuute B PemyOiuka
boirapus;

B) IIpH JIe1[a, OTJIOKEHHU OT 3aAbJDKUTETHH UMYHU3AINH W/ WA PEUMYHHU3AUU
nopajgy HaJIWYUE Ha MEIUIIMHCKU MPOTUBOIOKA3aHUS - pEIICHHEe OT 00JlacTHA
crelranu3upaHa KOMUCHS MIPH OTJaraHe mo MEeJUIIMHCKU MPOTUBOMOKAa3aHUs 3a MepUol
Haj 3 mecela.

3a BCUUKHU Jela B IETCKU I'PaIuHU:

a) €JHOKpaTeH OTPHIATEJEH PE3yJITaT OT U3CJIEC/ABAHE 3a NMATOT€HHU YPEBHU
OakTepUM U YPEBHU Mapa3uTH, M3BBHPIIEHO HE IMO-paHO OT 15 AHU Tpeau ITBPBOTO
IIOCEIIEHUE Ha JIETETO B JIETCKAaTa IpajuHa;

0) mpu OTCHCTBHE HA JIETETO OT JIETCKaTa rpaJvHa 3a rmoBeve oT 1 mecell mo
eMUJEMUYHN TIOKa3aHWs TPEIUd BPBIIAHETO MY B JETCKaTa rpaJuHa - €IHOKpaTeH
OTpHUIATENIEH Pe3yaATaT OT U3CIEeABaHE 3a TATOTCHHHU YPEBHU OAKTepUH, a MPU OTCHhCTBUE
3a MOBEYE OT 2 Mecela - €IHOKpPaTeH OTPUILIATEIEH Pe3ydTaT 3a YPEBHU MapasuTH
coriaacHo Hapen6a Ne 5 ot 2006 r. 3a nuarHoctukara, npouiakTukara 1 KOHTpoJa Ha
MectHute napasurosu (B, 6p. 40 ot 2006 1.).

3a Jrena ot SICIIeHU IPYIH B IETCKU FPAIUHU - U U3CIIEABAHMS Ha KPBB U ypUHA,
W3BBPILICHU B €THOMECEUYECH CPOK MPEH MOCTHIIBAHE HA JIETETO.
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