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NOo PEOA HA YJ. 78, T. 2330
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AMBYJIATOPHA NPOLIEOYPA Ne 38.1
OCUIYPABAHE HA CKBbINOCTPYBALLUU NEKAPCTBEHU
NMPOOYKTW MO PEOA HA 4J1. 78, T.2 OT 330

AmbynaTtopHa npoueaypa ,OnpegensHe Ha nnaH Ha NeyvyeHne Ha TepaneBTUYHUSA OTrOBOpP
npv NaumeHTn, nonyyvyaBallm CKbMOCTPyBaLLM NieKapCTBEHN NPOAYKTM Mo peda Ha un. 78, 1. 2 oT
330" ce ocbuecTBaABa B ob6xBata cbrnacHo [MpunoxeHne kbM Hapegba Ne 9 ot 2019 r. 3a
onpeaensHe Ha nakeTa OT 34paBHU OEWHOCTU, rapaHTMpaH oT 6oaxeTa Ha H3O0K.

Mpwn nauneHTn, nofyyasawy CKbNOCTPYBaALLM FIEKApCTBEHM NPOAYKTU NO peaa Ha 4vn.78, 1.2
ot 330, ambynatopHaTa npouefypa Ce cuMTa 3a 3aBbpluieHa npu msgageHo PeweHue Ha
cneuymanusupaHa kommcusa (6naHka M3-H30K Ne 13), B koeTo e oTpaseHo:

- NpU NbpBOHa4YarHO KaHAWAATCTBaHe: aHamMHe3a; CTaTyc; NpoBexaaHa npeaxoaHa
Tepanusa - nekapctBeHn npoayktu (JI): go3u, cCpokoBe Ha npunoxeHue, edekT; curypHa
anarHosa, NOTBbpPAEHa C NpuapyxaBawia MeauuMHCKa OOKYMeHTauusi, cbrnacHo MauckeaHusaTa
Ha H3OK; aktmBHOCT Ha 3abonsiBaHETO KbM MOMEHTa Ha KaHaugaTcTBaHe, OOOCHOBKa Ha
HeobxoaMMOCTTa OT 3ano4YBaHe Ha CKbMOCTPYBALLO fle4YeHne; onpeaernisiHe Ha cxema Ha nedeHve
C KOHKpeTeH rnekapcTBeH MPOAYKT; MUCMEHa eKcnepTHa npenopbka 3a KOHTPOMNHW nperneaw,
n3crnenBaHust U XUrmeHHO-OUETUYEH PEXNM;

- NpU KaHAMpaTCTBaHe 3a NpoAbiKaBaHe Ha NeYeHMeTOo: aHaMHe3a; CTaTyC; akTUBHOCT
Ha 3abonsgBaHeTO KbM MOMEHTa Ha KaHAuAaTCTBaHe; OTpa3siBaHe Ha TepaneBTUYEeH OTroBOp Ha
NPOBEXOAHOTO feyeHne, NOTBbPAEH C NpuApyXaBalwia MeauuMHCKa LOKYMEHTauus, CbrnacHo
NauckBaHumata Ha H3OK; obocHoBka Ha HeobxoguMOCTTa OT MNPOAbLIDKABAHE Ha JeYEHMWETO;
NMMCMEHa ekcnepTHa Npenopbka 3a KOHTPOMNHW npernegu, uscnegBaHus U XUrMeHHO-ANEeTUYEH
pexum;

- MPU CMsIHA Ha TepanuATa: aHaMHe3a; CTaTyc; npoBexaaHa npeaxogHa tepanua — JM,
0031, CpPOKOBE Ha MpunoxeHue, edekT; aKkTMBHOCT Ha 3abonsiBaHETO KbM MOMEHTa Ha
KaHAuMaaTcTBaHe; oTpassiBaHe Ha TepaneBTUYEeH OTrOBOP Ha NPOBEXAAHOTO feyeHune, NoTBbpAeH
C npuapyxasallia MeguumMHcka AOKyMeHTaums, cbrnacHo NauncksaHuata Ha H3OK; ob6ocHoBka Ha
HeobXxoauMMOCTTa OT KOPEKUMS Ha NeYeHUETO; onpedensHe Ha CXema Ha IedyeHue C KOHKpeTeH
nekapcTBeH NPOAYKT; NMUCMeHa eKcrnepTHa npenopbka 3a KOHTPOMHW npernegu, uscnegsaHvus u
XUIMEHHO-ANETUYEH PEXUM.

CneuunanuanpaHaTta KomucuAaTa usgasa PewweHne Ha ocHoBaHue npegoctaBeHa ot 30J1
MeANLUMHCKa OOKYMEHTaUMS, CbrnacHo yTBbpaeHuTe Nauckeanuata Ha H30K.

B cnyyante, npm «kouto cneumanuanpaHata komucus wu3gasa M ,llpoTokon 3a
npeanucBaHe Ha nekapcTBa, 3annawaHm ot H3OK“, 30J1 noanucea ,Jeknapauua 3a
nHcopmMupaHo cbrnacme” (npunoxeHune 3 ot NauckesaHunata Ha H30OK), a komucuaTa nagaesa u
noanucea npunoxeHue 1 kbM U3nckBaHuaTa Ha H3OK.

lNMpoBepeHaTa ambynaTtopHa npoueaypa ce oT4iTa NpU 3ano4vBaHe U NpoAbiKaBaHe Ha
NeYEHNETO 1 NPU HEOBXOAMMOCT OT CMAHA Ha TepanuATa.

AmbGynaTopHaTta npoueaypa ce oTyumTa camo 3a 3abonsaBaHusa no MKB-10, 3a kouto
MMa yTBbpaeHun M3nckBaHumA.



. SAOBIDXUTENHU 3BEHA, MEANLIMHCKA ANAPATYPA U OBOPYABAHE, HEOBXOAMMU
3A OCBHIUECTBABAHETO HA AMBYJIATOPHO HABJIIOAEHUE WU MPOCJIEAABAHE HA
TEPAMEBTUYHUA OTroBoP IMPU NAUMEHTWU, NONYYABALUU CKbINOCTPYBALLU
NEKAPCTBEHU NPOAYKTU NO PEOA HA Y. 78, T. 2 OT 330

1. SAOBJITXWUTEITHUN 3BEHA, MEOULIMHCKA AMNMAPATYPA W OBOPYOABAHE B JIEHEBHOTO
3ABEOEHUE

AmOynaTopHo HabnwgeHne U1 npocnegsiBaHe Ha TepaneBTUYHMS  OTrOBOP  Ha
34paBHOOCUTYPEHUN NMLa, NOSyvyaBally CKbMOCTPYBaLLWM NeKapCTBEHW MPOAYKTW MO peda Ha un.
78, 1. 2 ot 330, ce u3BbpLIBA OT Ne4edHM 3aBedeHNsa 3a 6onHNYHa nomoll / ne4ebHn 3aBeaeHUs
3a cneuyyanmsMpaHa u3BbHOOMHNYHA NOMOLL, C Pa3KpUTK Nnerna 3a HabngeHne n nedveHne o 48
yaca.

3agbmKuTenHo 3BeHo/MeaMLMHCKa anapaTypa
1. JleyebHo 3aBegeHue, U3NbNHUTEN Ha OONHM4YHA nomouw, c¢ knuHuka/otaenenue lI-lll HMBO Ha
KOMMETEHTHOCT, CbIMacHO MeAULMHCKN CTaHgapTh No cneunanHocTm
unu
2. JleyebHO 3aBegeHWe 3a chneuvanuavMpaHa W3BbLHOOMHMYHA MNOMOLL C paskpuTu nerna 3a
HabniogeHue n nevyeHme 0o 48 Yaca, CbrnacHo MeaUUWHCKN CTaHa4apTy MO crneLmanHocTym

JleuebHUTE 3aBeOeHUs — U3NBINHUTENW HA aMmOynaTopHa npoueaypa, crnegsa aa oTroBapsit

Ha II-lll HUBO HA KOMNETEHTHOCT, CbIMNacHO MeAULUMHCKM CTaHAapTH

»AKYLLEPCTBO N MMHeKonorns*,

.KnMnHn4Ha anepronorus’,

. acTpoeHTeponorns®,

,KOXHN n BeHepunyeckn 6onectn®,

»EHOOKPUHONorus n 6onectn Ha obmaHaTa“,

~Kapgnonorns*,

~HepBHN bonectn®,

~Hedponorna“,

~-MeanuunHcka napasutonorna®,

~.MeanumHcka oHkomnorus”,

Sfcnxnatpms®,

.l IHeBMonornsa un ptuamatpmna’,

,PeBmaTtonorunsa®,

,KnnHun4yHa xemartonormna“,

.KnMnHn4Ha anepronorus n neguatpunsa’,

~1eTCKa eHOOoKpUHoorma n 6onectn Ha obmsiHaTa“,

~eTcKka kapanonorms®,

~JeTCKa NHeBMororusa n ptnsnatpms”,

~eTCcKa ncmxuatpma’,

~leTcka peBmaTonormsa®,

»KIMMHMYHa nmyHonornsa®,

~eTCKa KINMHNYHA XeMaTosormsa 1 oHKosorns“,

1eTCKa racTpoeHTeponorms®,

~JeTcKa Hedponornsa n xemoamnanmasa®“,

~JeTCKa HeBponorna“,

,Heonatonorusa“ un

,O4HM bonecTn”.

[enHoctnte nNo ambynatopHoTO HabniogeHve moraT ga 6baaTt M3BbpLIBaHUM OT flevyebHu
3aBefeHus 3a 0onHM4YHa nomoLy ¢ KNuHukn/otgenenus no ,legnatpmua“ ,BbuTpewHn 6onectn” ot
[I-1ll HUBO B cnyyam, 4e Te3n CTPYKTYpU OTroBapAT Ha BCUYKM WM3UCKBAHWUS Ha CbOTBETHUSA
MeOULMHCKM CTaHaapT 3a cTpykTypa oT ll-1ll HMBoO.

M3MBJIHUTENIN HA AMBYJIATOPHA MNMPOLUEAOYPA ,,AMBYJIATOPHO HABJIFOOEHUE
N NPOCNEAOABAHE HA TEPAMEBTUYHUA OTroBOP NMPU NAUUEHTWU, NMONYYABALLU
CKbIOCTPYBALLU JIEKAPCTBEHWU NPOAOYKTWU MO PEOA HA YJ1. 78, T. 2 OT 330“



B neyebHuTe 3aBeneHus - U3NbNHUTENN Ha ambynaTopHa npoueaypa no 1.1, cnegea ga nma
cb3gageHa/v cneumanusvpaHa/v ekcnepTHa/v Komucusi/u 3a neyeHme u npocneasBaHe Ha 3071
Ha CKbMNOCTpPyBalO fNe4vyeHue, Cb3dagdeHa/m cbC 3anoBeq Ha Ynpasutens/ WM3nbnHUTenHus
anpektop/ OunpekTtopa Ha ne4yebHOTO 3aBedeHNs.

M3nbnHuTenu Ha ambynatopHaTa npoueaypa ca cneuvanucT¥ CbC CNeuuanHocTH,
noco4yeHn B KOHKpeTHuTe WU3uckBaHma Ha H3OK no 3abonsBaHuMA M ca 4neHoOBe Ha
cneumanuaupaHm komucum. M3aucksaHuaTta ce pa3paboTBaT Ha OCHOBaHMe Ha PeleHne Ha
Hap3sopHusa cbBeT Ha H30K no Ob6pasey Ha M3anckeanmst Ha H30K npu n3gaBaHe Ha NpOTOKONM
3a NpoBeXgaHe Ha fieYyeHme No KOHKPeTHM 3abonaBaHmsa v rpynu nekapcrea‘.

M3uckBaHMATa No cneynanHocTU ce yTBbpxAaBaTt ot Ynpasutensa Ha H30K.

My6nukyBaTt ce Ha canta Ha H3O0K https://www.nhif.bg/, nnHk ,JlekapcTtea”, nognuHk ,3a
AOroBOPHUTE NapTHbOpU” — M3nbnHUTENM Ha MeauumHcka nomouw, pyna |. ,3abonssaHua no
cneumanHoctn®, [pyna Il. ,Pegkn 6onectn n TpaHcnnaHtupanu n [pyna lll. ,OHKkONOrMYHKU
3abongaBaHms”.

ManbnHutenute Ha CUMI unspasar 6naHka Ne13, ¢ koaTo HacouBaT 30J1 KbMm
CbOTBEeTHaTa KOMUCHSI.

Il. A(HOUKALIUU 3A NMPOBEXOAHE HA AMBYJIATOPHATA NMPOLIEQYPA

OnpegensiHe Ha nnaH 3a JflevyeHWe, BKIOYBalW, 3ano4yBaHe Ha Tepanus CbC
CKbNOCTpYyBaLlyM NeKapCTBeHU NPOAYKTU, OTNYCKaHM No pena Ha un. 78, 1. 2 330.

1. 3ano3HaBaHe C MeguuMHCKaTa [OKyMEHTauuMss M OueHKa Ha 34paBHOTO CbCTOSIHME U
NpOBEXOAHOTO A0 MOMEHTA NeYeHne Ha naumeHTa.

1.2. OnpepensiHe Ha TepaneBTUYHUTE anTepHaTMBU M M36OpP Ha NeKkapCTBEHU MPOAYKTU U
n3crnenBaHusi Npy 3anovBaHe Ha Tepanus CbC CKbMOCTPYBALLN NEKAapCTBEHN NPOAYKTU, OTMYCKaHW
no pega Ha un. 78, 1. 2 330.

1.3. HbopmmpaHe Ha nauMeHTa 1 noriydaBaHe Ha cbrnacue ¢ U3NCKBaHUATA 3a 3anoyBaHe
Ha NeYeHNeTo CbC CKbMNOCTPYBALLM NEKAPCTBEHN NPOAYKTU, OTMYCKaHM NO peaa Ha un.

78, 1.2 330.

1.4. HasHayaBaHe Ha Tepanusi CbC CKbMOCTPYBALUW fIEKapCTBEHM MPOAYKTU KaTo YacT OT
nnaHa 3a nevyeHne Ha nauueHTa npu cnasBaHe Ha MokasaHuATa M Bb3pacTOBUTE OrpaHUYeHus
CbODOpa3HO KpaTKUTE XapakTEPUCTUKM Ha NeKapCTBEHUTE NPOAYKTW, YTBbPAEHW MO peda Ha
3akoHa 3a nekapcTBEHWUTE MNPOAYKTWM B XyMaHHaTa MeguuuHa, YTBbpOeHWUTE KpuTepun 3a
3anoyBaHe Ha MbpPBU KYpC 1 NUncaTta Ha U3KIMYBaLLy KpuTepum.

1.5. OnpegensiHe Ha cxema Ha feYeHne U CbC CKbMNOCTPYBaLLM NEKAPCTBEHW NMPOOYKTN U
N3roTBAHE Ha EKCNEPTHO CTAHOBULLIE.

2. lMpoaobmkaBaHe Ha Tepanus CbC CKbMOCTPYBALUWM NEeKapCTBEHW NPOAYKTWU, OTMyCKaHu Mo
pena Ha un. 78, 1. 2 330.

2.1. 3ano3HaBaHe ¢ MeguunHCcKaTa 4OKyMeHTauus 3a 30paBHOTO CbCTOSAAHME, HA3HaYeHaTa
TepaneBTU4YHA CXeMa W pe3ynTaTuTe OT MPOBEXAAHOTO JfleYeHne Ha nauueHTa, B T.4. Ha
HacTbnuna nogosvpaHa HexenaHa nekapcTBeHa peakums.

2.2. "HhopmmpaHe Ha nauueHTa 3a pesyntatute OT NPOBEeSEeHOTO 4O MOMEHTA feyeHne u
nofly4yaBaHe Ha Ccbrnacue C U3NCKBaHWUATA 3a NpoabihkKaBaHe Ha NeYeHNEeTO CbC CKbMOCTPyBaLLM
rfiekapCTBEHM MPOAYKTU, OTMYCKaHW No peda Ha yn. 78, 1. 2 330.

2.3. lpogbmkaBaHe WNN KOpeKUMss Ha Tepanuata npu chna3BaHe Ha nokasaHusTa W
Bb3pacTOBUTE OrpaHMYeHUs, CboOPa3HO KpaTKUTE XapakTEPUCTUKM Ha NEKapCTBEHUTE NPOOYKTH,
YyTBBbPAEHM MO peda Ha 3akoHa 3a nekapCcTBeHUTE NPOAYKTM B XyMaHHaTa MeguuuHa.

2.4, MoTBbpXAaBaHe Unn onpegensiHe Ha HoOBa CXema Ha fie4eHne 1 CbC CKbNOCTPyBaLLM
nekapcTBEHM NPOAYKTU U U3rOTBSIHE Ha €KCNEPTHO CTaHOBULLE.

[AnarHocT4HKU, Ne4yedHN N pexabunUTauMoHHU AeMHOCTU U YCIyrM Npu NPUKNOYBaHe
Ha npoueaypara:

OueHKka Ha noOTpeOHOCTUTE OT AMArHOCTUYHU, Jle4YeOHM U pexadunUTauuoHHU
OEeMNHOCTU 1 YCNnyru cnep NnpuKnioYBaHe Ha npoueaypara:

1. MepuoanyHn npernean n nscneaBaHus.

2. XUIrMeHHO-ONETUYEH PEXUM.



Ill. BOKYMEHTUPAHE HA OEMHOCTUTE NO AMBYJIATOPHATA NPOLEOYPA

1. OcHOBeH AOKYMEHT 3a npoBefeHuTe [eWHOCTM no ambynaTtopHaTa npoueaypa e
n3roTesiHe Ha PelleHne Ha cneunanu3npaHu eKCNepTHU KOMUCUM 3a NeYeHne 1 npocreasesaHe
Ha 30J1 Ha cKbNOCTPYBAaLLO fleyeHne no cneunanHocTn, cb3gageHn cbe 3anoseq Ha ynpasutens/
N3NbNHUTENHUNA AMPEKTOpP/ AupekTopa Ha nNed4ebHOTo 3aBeaeHNne.

PeweHneTo cbAbpXKa 3agbIDKUTENTHO U clegHUTe PEeKBU3UTU. JaTa Ha B3eMaHe Ha
pelleHneTo, nopeaeH Homep, COBCTBEHOPBYHO MOMOXEHM MMEe M NoAMnuC Ha 4YneHoBeTe Ha
KomMucusaTa.

MopeoHMAT HOMep Ha pelLleHNeTOo 3ano4YyBa C HAYanoTo Ha BCAKA KaneHgapHa roguHa.

EkseMnnap OT pelleHMeTo e HepasdenHa 4acT OT MeAMLUMHCKOTO OOCMe Ha nauueHTa u
noasnexun Ha NpoBepka oT KOHTposnHuTe opradn Ha H3OK/P3O0K npu nonckeaHe.

EovH ek3semnnsp OT MpOTOKONa Ce CbXpaHsiBa B apxvMBa Ha KoMuUCUATA U €OuMH ce
npenocTaBs Ha NauueHTa.

2. OTyMTaHeTO Ha NpoBedeHUTEe amOynaTopHU Mpouedypu Ce M3BbPLUBA €XEMECEYHO C
,Pelwenne Ha cneunanmampana kommcusa” - 6n.M3-H3O0K Ne 13 n enekTpoHeH oT4eT B onpeaeneH
dopmar, cbrnacHo usunckeanuatTa Ha H30K, B kouTo 3agbimkuTenHo ce Bnncea Ne Ha peLleHneTo.



AMBYJIATOPHA MNMPOLIEQYPA Ne 38.2
OCUTYPABAHE HA AHTUXEMO®UITHU ®AKTOPU 3A NNEYEHUE
HA BPOOEHU KOAI'YNONATUA

KOOOBE HA BOJIECTU MO MKB-10
D66 BpopaeH necduvumnt Ha dakTop VIiI
Oedununt Ha dpakTop VIII (c dhyHKLMOHANHO HapyLleHne)
Xemodunua:
* BAY
« A
* Knacu4yecka
He eknroyvea: peduunt Ha daktop VIl cbe cbgoBa aHomanusa (D68.0)
D67 BpoaeH pedhnumT Ha chakTop IX
Bonect Ha Christmas
Oedouvumnt Ha:
* cpakTop IX (pyHKuMOHaNEH)
* CbCTaBKa Ha nnasmeHus TpoMbonnacTyH
Xemodmnusa B

ggym HapyueHusa Ha KPbBOCbHCMPBAaHETO

He eknro4sa: Te3n, KOUTO YCMNOXHABAT:
* abopT, u3sBbHMaToOYHa Unu rpo3gosuaHa 6pemeHHoct (O00—O007, 0O08.1)
e BpemeHHOCT, paxaaHe u nocnepogoe nepuog (045.0, 046.0, 067.0,
072.3)
D68.0 Bonect Ha von Willebrand
AHrnoxemodunus
Oedunumnt Ha daktop VIII cbe cbaoBa aHoManus
CvpoBa xemounums
He eknroyea: 4ynnumBOCT Ha kanunspuTe (HacneacteeHa) (D69.8)
pedpuumt Ha daktop VIII:
* By (D66)
¢ ¢ (byHKUMOHaNHO HapyweHue (D66)
D68.1 BpoaeH pedhmumT Ha chakTop XI
Xemodhunusa C
Oedununt Ha npekypcopa Ha nna3meHus TpoMbonnacTuH
D68.2 BpopgeH pechmumnTt Ha apyrm pakTopu Ha KPbLBOCHCUPBAHETO
BpooeHa acmbpurHoreHemus
Oedunumnt Ha:
¢ AC rnobynuH
* MpoakuenepvH
[edunumnT Ha dakTop:
* | [donBpurHoreH]
¢ |l [MpoTpOMGUH]
V [nabuneH]
VIl [ctabuneH]
X [Stuart-Prower]
Xl [Hageman]
Xl [pnBpuHcTabunumanpatdy)
OncunbpuHoreHemus (BpoaeHa)
X1nonpoKoHBEPTUHEMUS
Bonect Ha Owren

U3uckBaHe: AMbBynaTopHaTta npouegypa ce cyMTa 3a 3aBbplueHa, C Bogelwa AvarHosa —
kKo Ha 6onect no MKB0-10 oT knnHM4HaTa NbTeKa Ha XocnuTanuvsauMsi U BTopa AvarHosa - oT
NOCOYEHUTE MNO-rope KOoOOBE Ha Koarynonatum, W 3agbiKUTENHUTE OTYETHU [JOKYMEHTMU:
MpunoxeHne N2 1 kbm ambynatopHaTta npoueaypa u lNMpunoxeHue Ne 2 kbm ambynaTtopHaTa
npoueaypa.

OTtunTaHeTOo Ha NpunoxeHuTe nekapcTeeHu cpeactaa Ha 30J1 ce n3BBLPLLBA EXEeMECeYHO.

JlekapcTBeHM MpPOAYKTU MO MeXOAyHapoAHO HenaTeHTHO HaummeHoBaHue (INN), kouTo ce
3aKkynyBart OT fne4yebHun 3aBeeHMs 3a NeYeHne Ha XMBoTo3acTpallaBally KpbBOU3NNBY U CELUHU
onepaTuBHU N MHBA3MBHU MHTEPBEHLUN Ha NALUEHTN C BPOLEHM Koarynonatum ca, Kakto cnegea:



Tabnuua ,JlekapcTBenu npogyktu ot Mpunoxenne Ne 2 Ha MNJ1C*

Ne no ATC MexayHapuaHoO HenaTeHTHO HauMeHoBaHUe
peAa
1 B02BB01 Fibrinogen human
2 B02BD01 Coagulation factor 1X, Il, VII, X in combination
3 B02BD02 Coagulation factor VIII
4 B02BD03 Factor VIl inhibitor bypassing activity
5 B02BD04 Coagulation factor IX
6 B02BD06 Von Willebrand factor and coagulation factor VIl in combination
7 B02BD08 Coagulation factor VIl a

AmbGynaTopHaTa npoueaypa BKIHO4YBa U AUarHOCTUYHU U Ne4eOHN AEeNHOCTU U yCnyru,
npeAocTaBAHM Ha 3aAbIDKUMTENTHO 34PaBHOOCUIYpPEeHU nuua cbe 3abonaBaHusa no MKbB-10:

D66 — BpooeH neduumt Ha daktop VIl (Xemodunus A);

D67 — BpogeH neduumt Ha dakTop IX (Xemodunus B;)

D68.0 — Bonect Ha von Willebrand (aecduunt Ha daktop VIII cbe cbaoBa aHomanus);

D68.1 — BpoaeH neduumt Ha dakTop X,

D68.2 — [InccombpuHoreHemna n BpoaeH aepmunt Ha dpaktopurte: |, I, V, VII. X, XII, XIlI;

l._yCnoBusAa 3A CKINIKOYBAHE HA 0OIroBOoP U 3A U3NBLJIHEHUWE HA AMBYJIATOPHATA
NMPOLIEOYPA

AmbGynaTopHaTa npouegypa BKIlouBa AENHOCTM M yCryrn oT obxBaTa Ha MeguumHckaTa
cneumanHocTt ,,KnnHu4yHa xemartonorua”, ocblleCTBABaHA TPETO HUBO HA KOMMETEHTHOCT,
cbrnacHo meauumHckn ctaHgapTt ,KnnHudHa xematonorms” M MeguuuHcKkata crneumnanHocT
»deTCKa KIMHUYHA XeMaTosiorMe U OHKOJorma“, OcCblUecTBsBaHa Ha TPeTO HUBO Ha
KOMMETEHTHOCT, CbrNacHO MeauUNHCKM cTaHaapT ,[lleguatpua’.

JleueOHOTO 3aBegeHMe pasnonara CcbC cheuuvanuanpaHa KOMMCUSA, CbrnacHo
yTBbpaeHuTe oT ynpasutenst Ha H3O0K ,UsuckBaHua Ha H3OK npu neyeHume Ha BpoaeHu
Koaryrnonatum B U3BbHOONHMYHATa NOMOLL“.

1. SAOBIDKUTENHU  3BEHA, MEOUMLUMWHCKA AINAPATYPA U OBOPYABAHE,
HAIMMYHN U OYHKUMOHWUPALLUM HA TEPUTOPUATA HA JIEMEBHOTO 3ABEJEHUE,
M3NBbJIHUTEN HA BOJIHUWYHA NOMOLY

3agbmKuTenHo 3BeHo/MeaMLMHCKa anapaTypa

1. KnuHuka/otaeneHue no knuHuM4YHa xematonorus - Il HUBoO Ha KOMNEeTEHTHOCT
unm

2. KnuHuka/oTaeneHve no geTcka KNuHM4YHa XemaTtonorus
unm

3. KnuHuka/otaeneHue no aetckun 6onectu Il HUBO

4. KnuHudyHa nabopaTopus

5. O6pasHa avarHocTuka - peHTreHoB anapar 3a cKkonusa 1 rpadus

6. JlabopaTtopus (oTaeneHne) No KNMHWYHA NaTonorns

7. Anapatypa 3a KAT nnu MPT, ¢ ocurypeHo obcnyxBaHe Ha 6onHuuaTa 24 yaca B
AEHOHOLLMETO, BKMOYUTENHO Y NPU CMELLUHN CbCTOAHMS

8. myHonornyHa nabopatopus

2. HEOBXOAMMH CHNEUMANUNCTN 3A WU3NBJIIHEHUE HA AMBYJNIATOPHATA
NMPOLEQOYPA:
2.1. BpopeHu Koarynonatum npu nuua Hag 18 roamHm
- TpUMa nekapu CbC CNeumnanHocT KNMHUYHA XxemaTtonormst B KnuHuka/otaenenue ot lli
HMBO HA KOMMETEHTHOCT;
- Nlekap CcbC cneynanHocT Mo KNMHUYHa nadopartopus;
- rlekap CbC cneymnanHocT no obpasHa AnarHoCTUKa;
- rlekap CbC CneunanHocT No KMMHMUYHA NaTonorus.

2.2 BpopeHu KoarynonaTtuu npu nuua npuv nuua noa 18 roauHu



- YyeTMpuma nekapu cbC cneumanHocT "MNeamnaTpusa”, oT KOUTO TpMMa fnekapu CbC cneumnanHocT
,deTckn ©Oonectm un xemartonorus“ wnun Jetcka xematonorus“, wunn JleTcka KinHUMYHA
XemaTosiornsa u oHkonorns*;

- rlekap CbC CneynarnHocT Mo KNMHMYHa nabopartopus;
- flekap CbC cneumnanHocT no obpasHa AnarHoCTuKa;
- NleKkap CbC CneUnanHocT Mo KMMHMUYHA NaTonorus.

JleueOGHUTEe 3aBeAeHMA, KOMTO MoraT Aa OCUrypsiBaT JieKpacTBeHUTe NpPoAyKTU no
MpunoxeHune Ne 2 — MosntneBeH nekapcrteeH cnucbk (MJ1C) Ha HauMoHanHMA cbBeT NOo LeHu
n peumbypcauma (HCLPJIM), ca Te3am ne4yebGHM 3aBefeHUA, KOMTO Ca BKIIHOYEHU B
»A3nckBaHna Ha H3OK npu neyeHue Ha BpoAeHM Koarynonatum B U3BBbHOONHM4aHaTa
nomowl“, ytBbpaeHn ot ynpasutens Ha H30K n nybnukyBaHu Ha enekTpoHHaTa cTpaHuua Ha
H3OK.

Cbwute ne4yebHM 3aBeaeHUA, OCUTypsiBaT 3a CBOM HYXAU U HYXAUTe Ha Apyru
ne4yebHu 3aBegeHUA aHTUXeModuUnHUTe hpakTopu, NOCOYEHU B Tabnuuarta C NeKapCcTBEHU
npoAaykTty, BkntovyeHa B Allp Ne 38.2.

II. UHOUKALUUN 3A TNMPOBEXOAHE HA AMBYNATOPHATA MPOLUEOYPATA ANMMOPUTBM
HA NOBEOEHUE

1. UTHOUKAL AN

1.1. X)KuBoTo3acTBawaBaL KpbBOU3NNBU U CMELLHM ONEPATUBHU U UHBA3NBHU MHTEPBEHLMM
npu NauneHTn ¢ BpogeHn KoarynonaTtumm.

1.2. CnewHo Bb3HUKHANU CbCTOSAHUS B pe3ynTtaT Ha YCNOXHEHUS Ha BPOOEHU
Koaryrnonatuu, Mpu KOUTO € HeOoXOoOUMMO WU3BbpLUBAHETO Ha onepaTtMBHM W WMHBA3UBHU
WHTEPBEHLNN.

1.3. MNoctbnnnn 3a nedyeHue, B ne4vyebHW 3aBedeHUs, OCbLUECTBABALLUM OEWNHOCTU TOo
oKasBaHe Ha crnellHa MeuLmMHCKa NoOMOLL, NPy BPOAEHU KoaryrnonaTuu.

1.4. KpbBOM3NMBKU, NPU KOUTO KbpPBEHETO HE MOXe Oa Obae oBnagdHo B ambynaTopHu
YCNOBMS U CbLUECTBYBA PUCK 3a XMBOTA Ha NauMeHTa, Npu BPOAEHN KoarynonaTuu.

2. AlIrOPUTHbM HA NOBEOEHUE
[OnarHoCTUYHO-NEeYEeOHUAT anropuTbM € 3aAbIMKUTENEH 3a U3NbITHEHUEe

TepaneBTUYHUAT MOAXOA NPV BPOAEHU Koarynonatum crnefsa KOMYHUKauusi ¢
KoopAuHauusa mexay nevyebHuTe 3aBeaeHUA.

Cnen nocTtbnBaHETO Ha NauMEHT C BpoAeHa kKoaryronatusi B NnevebHO 3aBefeHwue,
OCbLLECTBABALLO AEWHOCTM MO OKasBaHe Ha cnelwHa MeAULUMHCKa MOMOLY, HayalHWKbT Ha
oTAeNeHneTo/KNUHNKaTa No XeMaTonorns, Unu OeXxypHUAT nekap npeueHsasaT HeobxoaumocTTa
OT MpunaraHe Ha aHTUXeMOMUITHM (haKTopu; onpedenaT BuA, 003a U KYypC Ha nekapCTBEHUTE
NPOAYKTK, KOUTO crneaBa Aa ce npunoxar, U akTUBHO HabntogaBaT CbCTOAHUETO Ha GONHMS.

BonHMAT ce oTuMTa NO KNMHUYHA NbTEKA, 33 KOATO MMa MHOMKALUN.

Cnen npoBexpaHe Ha IeyYeHMeTo, KOMMCUATa M3BbpLUBA MeAMUUHCKA eKkcnepTusa Ha
CbOTBETHUA Cnyyan 1 NpaBMNHOCTTa Ha AnarHocTukaTa u rnedveHneTo. EkcnepTtusata ce Bnucea
M OTYUTa CbrnacHo usnckeaHusita Ha Allp Ne 38.1.

B cny4yaute, korato ce Kacae 3a nnaHoB NpuemM, crneuvanuampaHata KOMUCUS U3BbPLLBA
eKkcrnepTusaTa npeam npunaraHeTo Ha aHTMXemMounHu dakTopu.

Korato nauueHTBLT ce xocnutanusupa B JI3, nsaBbH noco4vyeHnte B ,MI3nckBaHuA Ha
H3OK npu nevyeHune Ha BpoAeHU Koarynonatum B U3BbHOONMHMYaHaTa nomMow®, yTBbpOEHN
oT ynpasutens Ha H30OK n nybnukyBaHn Ha enekTpoHHaTa cTpaHuua Ha H3OK, n cbuecTtByBa
noTpebHOCT OT NpunaraHe Ha aHTUXeMounHM bakTopu, NnpoueaypuTe ca:

1. 13, B KOETO nNauueHTbT € XocnuTanu3vpaH no ChewWHOCT, yBegomsiea JI3, koeTo
ocurypsiea aHTMxemounHm akTopm NMCMeHo n/vnn no tenedoHa n/unu E-mail 3a 60nHMYHNS
crny4am n Heo6xoOUMOCTTa OT CbOTBETHUTE NIEKapCTBEHN NPOAYKTHU.

2. [lexxypHuAT nekap Ha KnuHukata/ oTtaeneHueTo no xematonorust Ha J13, ocurypsiawio
rekapcTBeHUTE NPOOYKTM, W3BbPLUBA MNpeueHka Ha HeobxoaMmocTTa OT npunaraHe Ha
aHTUXeMoMUHU chakTopu No BUA, KONMYECTBO, 403a U KypC.

3. N3, ocurypsiBawo aHTUXeMoUnHNTE akTopu, OTNyCcKa Ha ApyroTo nevyedHo 3aBedeHne



HeobxoaumuTe NO BUA, KONMMYECTBO M 403a JIeKapCTBEHN NPOAYKTHU.

4. CneumanuaupaHata KOMUCUS U3BbpLUBA MEOULMHCKA eKCrnepTn3a Ha CbOTBETHUS Crny4van
W NpaBUMHOCTTa Ha AMarHocTukata u nedeHueTo. EkcnepTtusata ce BnMcBa U OTYMTA CbIMACHO
nanckeaHuaTa Ha Allp Ne 38.1.

5. Mpn nnaHoBM XxocnuTanu3auum ce U3BbPLUBA eKcrnepTusa npeau npunaraHeTo Ha
nekapCTBEHUTE MPOAYKTW.

Cnen nonyyaBaHe Ha nekapCTBEHUTE MNPOAYKTU, Ce W3roTBs MOTMBMPAHO WCKaHe —
npuemMHo npegaBaTten npotokon — lMpunoxeHune Ne 2, 3a ocurypsiBaHe Ha neKapcTBEHUTE
NPpOAyKTM B ABa eK3eMnnsipa, M3MNon3BaHUTE MNPOAYKTM Ce Bb3CTAHOBABAT B pe3epBa Ha
neyebHOTO 3aBeaeHMe.

B 6onHUYHUTE anTeKku Ha ABeTe Ne4yeGHU 3aBedeHUs ce CbXpaHABa UH(opMauusa 3a
ABWXKEHMEeTO Ha JleKapCTBEHUTE MNpPOAYKTWU; 3a nauuMeHTUTe, Ha KOUTO ca MpPUIOXEHU
nekepcTBeHMTE NPOAYKTU, U CPOKOBETE Ha rOQHOCT Ha CbLumnTe.

J13, ocurypsiBalwo nekapcTBEHUTE MNPOAYKTW, OTYMTa pa3xXxopfeHuTe JeKapCTBEHU
NPOAYKTWN, Crnej 3aBbplUBaHE Ha XOcnUTanusaumsita Ha naumeHTa, cbrnacHo MNMpunoxeHne Ne 1.

INleyeHneTO ce npoBexaa camMo cried NUCMEHO cbrnacue Ha nNauMeHTa, OoTpa3eHo B
OONIHMYHaTa AOKYMeHTauus.

nPU JNEYEHUE MO AMBYJIATOPHA TMPOLEAOYPA, NEYEBHOTO 3ABEOEHUE E
ONBbXHO OA OCUTYPABA CIMA3BAHETO NPABATA HA NMAUMEHTA, YCTAHOBEHU B
3AKOHA 3A 30PABETO.

NMPABATA HA NALMUEHTA CE YMNPAXHABAT NPU CNA3BAHE HA MNMPABUITHUKA 3A
YCTPOUCTBOTO, AEUHOCTTA U BbTPELLHUA PEQ HA NEYEBHOTO 3ABEAEHME.

3. BABbPLIBAHE HA AMBYJTATOPHA NPOLEQYPA

MeauumHcKkn KpuTepumn 3a 3aBbpLieHa ambGynaTopHa npoueaypa:

1. KoHTpon Ha 34paBHOTO CbCTOSAHME Ha NaUMeHTa U MeQULUHCKO 3aKniodeHne 3a nunca Ha
MEOVUMHCKM PUCK OT MNPUKMOYBaHE Ha npouedypaTta Bb3 OCHOBA Ha OOEKTMBHWM OaHHM 3a
cTabunnHo obwo cbCTOsIHME (KNMUHUYHWU/MAPaKITMHUYHN), WU

1.1. wu3BbpweHa TepaneBTMYHA npouedypa B CbOTBETCTBME C HasHaveHaTa
TepaneBTUYHA CXEMa;

1.2. cTabUNHO CbCTOAHME HA NaLUUEHTa;

1.3. n1nca Ha ycnoXxHeHna oT npoBedeHaTa npoueaypa.

2. OueHka Ha NoTpebHOCTUTE OT AMArHOCTMYHK, 1e4edbHM N pexabunuTaumMoHHM OENHOCTM K
ycnyru cne npukniovBaHe Ha npoueaypara, B T.4.:

2.1. nocnegBawu TepaneBTUYMHW Mpoueaypu B CbOTBETCTBME C Ha3HayeHaTta
TepaneBTUYHaA CxeMa, B T.4. BpeMe 3a fiBSBaHe 3a crefBallo BnuBaHe, HeobxoAumoCT OT
MeaMKaMeHTO3Ha NOArOoTOBKA 3a HEro, NPoBeXaaHe Ha KOHTPOSHW U3crneaBaHus;

2.2. Hyxga OT MpoMsiHa UM NpoabihkaBaHe Ha NevyeHneTo B BONHUYHKM ycrnoBus (npwu
YCITOXXHEHWS OT fieYeHneTo, BrowaBaHe Ha CbCTOSHUETO).

Mpn Heo6XxOoAMMOCT (YCINOXHEHUsi OT JieYeHUeTO, BriolWaBaHe Ha CbCTOAHUETO)
6onHuAT ce xocnutanusupa no K.

YKkaszaHua 3a npogb/bkaBaHe WM NpoMsAHa Ha  nievyeHneTo, HeobxoguMmocT  OT
MeOMKaMeHTO3Ha MOAroTOBKa 3a Hero, MpoBeXAaHe Ha KOHTPOMHM u3cnefBaHus), ca CbLlo
KpuTepun 3a 3aBbplleHa ambynaTtopHa npouegypa W ce [AOKyMeHTupat B OonHu4HaTa
OOKYMeHTaLms.

4. MEOUUMHCKA EKCMNEPTU3A HA PABOTOCMNOCOBHOCTTA - wussbpwBa ce
cbrnacHo Hapenba 3a meguumMHcKaTa ekcnepTusa.

ll. BOKYMEHTUPAHE HA OEMHOCTUTE NO AMBYJIATOPHATA NMPOLIEOYPA

1. OCHOBEH OOKYMEHT 3a nNpoBefeHuTe AerHOCTM Nno ambynaTtopHa npoueaypa e “Uctopus
Ha 3abonsiBaHeTo".

2. AmbynatopHaTta npouegypa ce oTpassiBa B ,MeAWUUHCKO HamnpaBfeHne 3a KITMHWUYHK
npoueaypw/ambynaTtopHu npouenypu“ (6mn. M3 - H30K Ne 8).




3. OTunTaHeTO Ha npoBedeHaTa UTe ambynaTopHu NpoLeaypu ce N3BbpLUBA EXXEMECEYHO C
~,MeOuumMHCKO HanpaeneHme 3a KNMHUYHKM Npouegypw/ambynaTtopHu npouegypu” (6n. M3 - H30OK
Ne 8)

4. ,PeweHne Ha cneumanunamnpaHa kommcus” - 6n.M3-H30K Ne 13, n enekTpoHeH oT4eT B
onpegeneH opmat, cbrnacHo nsnckeaHuaTa Ha H30K, B konto 3agbrmkmutenHo ce snmcBa Ne Ha
peLlueHneTO.

5. MpunoxeHune Ne 1 ,OcurypsisaHe Ha nekapcTBEHU NPOAYKTU MPU XMBOTO3acTpallaBallm
KPbBOM3MMBU WU CMELHN OnepaTMBHU U WHBA3WBHWU WHTEPBEHUUW MpU NauMEeHTU C BPOAEHU
KoarynonaTumn® — nonbriBa ce oT ne4yebHOTO 3aBedeHWe, OCUrypuTen Ha NekapcTBEHUTE NPOAYKTU.

6. MpunoxeHue Ne 2 — NpuemMHO NpegaBaTenH NPOToKoN“ — B ABa ek3eMnnspa no e4Ho 3a
JBeTe ne4yebHW 3aBegeHus.

7. JlekapCcTBEeH NUCT — NonbJSiBa ce B Tpu ek3emMnnsapa. o eguH eksemnnsip 3a antekarta u
CYETOBOACTBOTO Ha Ne4yebHOTO 3aBefeHue, OCUrypuTen Ha fekapCTBEHUS NPOAYKT, U eauH
eK3eMnnsip B OTAENEHMNETO Ha ne4yebHOTO 3aBedeHne, NnonyyaTen Ha fiekapCTBEHUS NPOAYKT.



MpunoxeHune Ne 1

OaHHu 3a J13 1 npuemHo-nNpenaBaTeneH

[OaHHM 32 nauymMeHTa n xocnutanusauusara
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NPUNOXEHUE Ne 2

MOTUBUPAHO UCKAHE - NMPUEMHO - NPEOABATEJNEH NMPOTOKOIJ

3a npepocTtaBsAHe Ha NeKapCTBeHU NPOAYKTU 3a nevYeHUe nNpu XXmBoto3lacTpallaBali KPbBOU3IITUBMU,
CnewHo Bb3HMKHANU CbCTOSAHMA U/unm yClnoXxHeHusa Ha BpoaeHuTe Koarynonatuum, npmn KOUTo e
Heobxogumo U3BBbPLUBAHETO Ha onepatTuBHU MHTepPBEHLUUN

(O ) S (HanmeHoBaHMe Ha Ne4yebHOTO 3aBefeHNe),
B UK o e
OHec, .............. 20T e yac
o PP
(nve, damunus, cneunanHocT, ANMbXHOCT,0TAENEeHNe, KITMHMKA)
CNEA KATO MPETTIEAA MALIMEHTA ...euentnintneneneeea et et et et et et et e e e e e et et e e e e et e e e e e e e e e e e ae s et et et et et e e e e e e eaeen e e eseaenee e eeens
(TpUTE MMeHa Ha nauneHTa)
CEMH. ,
Agpec

YCcTaHoBM CNegHoTo:

[MoBOA 38 HACTOALLATA XOCTIUTATIMBALIM .. ..netnene et ettt et et et e et e et et e e e e e et e e e e e e e e e ae e s aeaeneans
N3N ..., ,daTa HA MPUEMAHE ........cccevvnenininennnn.
KIT HA MPUEMAHE ..ot ettt ettt et ean e

J L= T T Fc 2= R
OpraHHa NOKaNM3aUMS HA KPBBOMBITMBA: ......utreratetet et et et teeaseeaeneneaaesase e eeenenenennn

TEKECT HA KPBBOMBITUBA: «.eueuiuininitatatet et ettt ee et e ettt e e et et et et e e et ea e e eeeeee e e aeeneanen et et esaraeananaens
OBLLO CHCTOAHME HA MALMEBHTA: ... et e e e e e e e et et et et et et et et et et e e e e aeneanas
L= 2 =Te] T T =Y 1 (o F SN
Heobxoammu/npeactosin/npoBeAeHN MEANLMHCKM NMPOLEAYPYE «...eeeeurreaireeeaateeeaaseeesaseeeesnreeessseesnnnes

OCVIprHBaLU,O NeKapCTBEeHN NpPOoAYKTU Npu XMUBOTO - 3aCTpallaBalln KpbBOU3NTMBU U CNeLlHU onepaTtuBHU N NHBA3NBHU
MHTEepBEHUMN NpU NauneHTn ¢ BpoaeHn KoarynonaTtuun.

Cnepn npoBeAeHa KOHCYNTauusa Ha Aa-p
(Mme 1 hamnnna Ha AeXypHUS XemaTonor/xemMaTornor OT MHTEpPAUCUMNNNHAPHUA eKkvn 3a 06CnyXBaHe Ha NauneHTn ¢
BPOAEHM KoaryrnonaTtum)
HAaJaTa .....oooovveniieeenanen. T PP ce npeueHu, Yye 3a NpoBexaaHe Ha MHTEH3NBHO neyeHne

npu nauneHTa e Heobxoanmo ocurypsaBaHe Ha cnegHus/ Te J'IeKapCTBEH/ n I'IpO}J,YKT/VIZ

Ne Ha pep ATC kop Tbproscko OnakoBka U Bpon En. uena | CtonHocT
HauMeHOBaHue (neBa) (neBa)
BA yaca/gHu

[aTa n vyac Ha npeuaBaHe/ nony4vyaBaHe

INleue6HO 3aBeaeHue, KOETO NpeaoCcTaBsA NPoAyKTa Jleye6GHO 3aBegeHMne, KOETO NorlyyaBa nNpoaykKTa

(Mpegctasnasauy /13 - ume, amunusi, noanuc, neyar) (MpegcTasnasauy /13 - ume, amunusi, noanuc, neyvar)




