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M3NCKBAHUA HA H30K
NPU NIEMEHUE HA

~ MAPOKCU3MAITHA HOLLHA XEMOTTIOBUHYPUS

‘B U3BLHBOMHUYHATA NOMOLL




WU3NCKBAHUA HA H30K NPU U3OABAHE HA MPOTOKONW 3A NPOBEXAAHE HA JIEYHEHUE HA
NALUMEHTM C MAPOKCU3MANHA HOLLHA XEMOINMOBUHYPUS B U3BBbHBEONMHUYHATA NOMOLL

MpoToKoNbT Ce M3gaBa OT CReuMann3vMpala KOMUCHA B nevebHM 3aBeaeHus 3a 6onMHMYHA MOMOLY, CKNIOYMNU
aorosop ¢ H30K. CneunanuanpaHuTe KOMUCHK CE Cb37aBaT CbC 3anoBes Ha AupekTopa Ha nevyebHO 3aBepeHue 3a
GonnnuHa nomouy (NI36M) - knuHukaloTaeneHwe no xemartonorus B cneanute JI3BMIM: HCBANX3 - rp. Codchus,
YMBAN ,CeeTu leoprv” - rp. Mnosaus, YMBAN , [-p Meopru CtpaHcku” - rp. Mnesen, YMBAI ,Ceeta MapuHa” - rp.
BapHa, YMBAN "Mpod. a-p Ctosu Kupkoeuy" — rp. Crapa 3aropa, ¢ kog Ha MeQuuMHCKa CNELManHocT - 24 za
Bb3pacT Hag 18 roguHu.

L PER 3A 3ABEPABAHE HA NPOTOKONUTE

I'Ipomxonw 3a 3anovBaHe Ha nevYeHue

CNEUMATTUIUPAHA

MeauuuHcKa AOKYMEHTaUMSA, NOTBbPXKAABALLA KPUTEPUUTE NO NpUnoxeHne 1
1 BCWYKW HEoBXoauMK uacneasaHvs, CbobpasHo NpUNoXeHue 2
PelweHune Ha cneynanuanupaHa KOMMCUA C ACHA MeAULMHCKA MOTUBaUUA 3a

(4

KOMUCUA 3anoyBaHe Ha TepanwaTa, 3adbiKMTENHO Cce OTOenssBa nunca Ha
W3KIIOYBALLM KPUTEPUM
* ‘lpoTokon 3a npeanuceBaHe Ha nekapcTea, 3annawanun ot H3OK/P3OK' -

/ 06p. M3-H30K

Komucua noun. 78, 1. 2 ot 3aBepka Ha npoTokona B
330 B LY Ha H30K P30K

lMpoTokonu 3a npoAbLMKaBaHe Ha NeYeHune

=  MeaWuMHCKa OOKYMEHTALMS, NOTBbPXAABALLA KpUTEPUATE MO NpUnoxeHue 1
¥ BCWYKM HeoOxoaumn uscneneaxus, ceo6pasHo npunoxenue 2
* PelueHue Ha cneuuanuavpaHa KOMMUCHUSA C ACHA MEAULMHCKA MOTUBALIMA 33
3anoysaHe Ha TepanusaTa, 3aabnkuTENHO ce otbenssBa nwnca Ha
V3KMIOYBALLM KPUTEPUIA

CNELUMANN3IUPAHA
KOMMCUA

/ 06p. M3-H30K

= “Mpotokon 3a npeanvWcBaHe Ha nekapcTea, 3annawadum oT H3OK/P30K™ —

Komucua noun. 78, 1. 2 ot 3aBepka Ha npotokona B
330 B LY Ha H30K P30K

A

Il. —OBLUA NONOXEHUA

1. E-NpOTOKON Ce U3fiaBa OT YNeHoBe Ha Cneuuanu3npaiHn KOMMCHKM B NeveGHKM 3aBeAeHHA, OKa3Balu 6oNHNYHA MeaULMHCKa
noMow {NI3BM) Ha ocHoBanue PelieHne Ha cneuuanuaupada komucus' no AMp Ne 38 ,Onpepensne Ha nnaH Ha NedveHwe w
npocneAsBaHe Ha TépanesTUYHKA OTTOBOP NPW NALUMEHTY, Nony4asallm CKbNOCTPYBALLW NeKapCTBeHU NPOAYKTU NO peaa Ha un. 78, T.
2 330" B cuoTBETCTBUE C HAcToAWMTe M3ucksaHus Ha H3OK, kaTo NbpBUAT U BCEKM CNefBaLY NPOTOKON Ce M3aaBsaT 3a nepuog Ao 180
AHW. : -

2. 30N ypocroBepsBa ¢ noanuca cu B Pellierue Ha cneuuanwaupana komucus® no AlMp Ne 38: cneanoto: )Kenas aa Mu Guae
0no6peHo neyeHWe C NEKAPCTBEHWA NPOAYKT, KaTO AEKNAPUPAM, Y& ChbM YBEJOMEH 3a AeACTBMEeTO Ha HasHayeHaTa nekapcTeeHa
Tepanusa 1 AaBam MH(OPMMPAHO Chrfiacue cuuiara Aa mu Opje npunarana®; ,Cernacen/a cbM 3a N3NON3BAHE HA NUYHUTE MU AaHHW
3a yenute Ha ekcnepTusara“; JKenas aa 6baa yeejomeH/a 3a peaynTara oT excneprnaarta oT P30K no eAuH OT CrieaHUTE HAYWHW: NO
e-mail, TenecboH unu Ha macTo B P3OK"; ,Paspeluasam 4oCTEN 40 ENEKTPOHHOTO MVt 34PaBHO aocue”.

3. [lo nony4aBaHe Ha WH(POPMALKA 32 3aN0YBaHe WU NPOALITKABaHe Ha 3aRBEHOTO NeveHue, 30/ npogbLIkaBa TepanuATa ¢
nexkapcTeeH/v NPOAYKT/U, C KOMTO e NPOBEXAAN AEYSHUETO 40 MOMEHTA.

4. MNpeAau cTapTUpaHe Ha npoueca no uaasaxe Ha E-npotokon Ha 30J1, cneunanuanpanata kKOMUCHA NPaBW Cnpaeka No eneKTPoHeH
neT 3a wagaaeHu Ha 30J1 npeaxoaHn NPOTOKONKM, MO CblWA Npodun Ha 3abonseaHe. MpouecwkT no W3aasaHe Ha E-npoTokon ce
peanusvpa B MeauUMHCKU cobTyep. B HaCTOAWMTE U3MCKBAHWA Ca NOCOYEHM HeoGXoAMMUTE NOKYMEHTM 3a u3nasBaHe Ha E-
npotokon Ha 30/1.

5. [lokymeHTuTe (amBynaTopHUTE NUCTOBE, ENUKPW3M, U3CMEABAHURA), KOMTO CbuecTayBaT B H3UC/MHOPMALMOHHATA CUCTEMA Ha
H3OK, ce pexnapupat B E-npoTokona ¢ TEXHUTE yHUKanHu Homepa (HPH).

WHdopmauuaTa, oTHOCUMA KbM U3jaBaHe Ha E-npoTokona, KOATo e B AOKYMEHT, KOWUTO HAMA eNeKTPOHEH (hOPMAT U He ce CbAbpPXa B
H3WC, ce nopasa: kato ce nonbrBa B PeleHneTo Ha Cneuwanu3upaHa KOMUCUS — OCHOBaHWe 3a u3gasane Ha E-npoTokona unu
AOKYMEHTLT Ce CKaHWpa v npukava kem E-npoTokona.

6. MNpu napasare Ha E-npoTtokon no peja Ha ekcnepTusata no un.78, T.2 ot 330, oTnaga HeoBxoaUMOCTTa Aa ce NPEeAOCTaBAT U
Cbxpannear npunoxerue Ne1 u npunoxexue Ne3 ot HacToAwumTe M3ucksarus Ha H3OK", npu cneaHuTe yCnoBus:

- 33 npunoxeHue N1, nojgnucaHo OT cneuwanusvpaHata KOMWUCUA, NP HANUYWETO Ha TeKCT B ,PelleHMe Ha crneuwanusvpaxa
komucms" no AlMp Ne 38: JIunceaT W3kNioYBALLM KpUTEPHN 38 3anoYBaHe/npoa bXasaHe Ha nevexue c NM™

- 3a npunoxexue Ne3, nognucaHo ot 30J1, npu HanuM4MeTo Ha TeKcT B PelseHne Ha cneunanuaupaHa KoMUCUS® no AlNp Ne 38:
~Kenan pa mu Gbae opoBpeHo neuyeHne C NEKApCTBEHWS NPOAYKT, KAaTO AEKNAPUPAM, Y& CbM YBEAOMEH 3a AEeACTBMETO Ha
HasHaueHaTa nekapcTeeHa Tepanus u Aasam uHoOpMUpaHo Chrnacue chlarta 4a My 6bae npunaraxa.

U3NCKBAHUA HA H3OK MPU NEYEHWUE HA MAPOKCU3MANHA HOLHA XEMOTMIOBUHYPWUSA B M3BBHEONHUYHATA nomMou,



NPUNOXEHWE 1A

NUCT 3A ONPEOENSAHE HA KPUTEPUUTE MPU 3ANOYBAHE HA NEYEHKUE C INN PEGCETACOPLAN MMPU
NALUMEHTU C NAPOKCU3MATNHA HOLLHA XEMOIMOBUHYPUSA (PNH) B U3BBBHBONHUYHATA NOMOLL

HPQBEWHETO HA MPEOXOXOALLO NEYEHUWE C C5 WHXWBUTOP B NPOOQBLIMKEHUE HA HAW-MATIKO 3

A. KI;VITEPVIM 3A 3ANOYBAHE HA NEYEHME (SAQBLIDKWTENHN CA BCUYKU KPUTEPWUW)

MKS D59.5

CurypHa guarHosa - I'IOTB'bJ.)B,EHa Ha Gasata Ha ofwonpueTUTe AMArHOCTUYHM KPUTEPUK NpEeawn 3anovBaHe Ha
1 |neuenue ¢ C5 nHxmbutop*

MeauuuHCKKM AoKasaTencrea, 4e nauueHTuTe ¢ PNH ca nekyBaHu ¢ C5 MHXUMBWUTOP B NPOALITKEHME Ha HaW-
2 |manko 3 Meceua 6e3 edeKT OT NneyeHneTo™

KnuHuueH cTatyc v nscneasaHus, Heobxoaumu 3a 3ano4saHe Ha neyenue Hb < 100 g/L, LDH paBHu unu no-
. ronemMu OT eAuMH NBLT U NOMNOBMHA Hah ropHata pedepeHTHa rpaHvua, eAuH WnuM noBeuve OT cneaHuTe

. cuMnToMK: cnabocT, ymopa, xeMornobuHypusa, kKopemHa Gonka, AucnHes, Cepuo3Ho CbAoBo chbutue (TpombBosa),
avcbarua unu epexTunHa auceyHkuus 1 2

4 |[Nunca Ha U3KNIYBaWM KPUTEPUKM No Touka B 2

KOMWUCHUA C 0Tpa3eHld aﬂaMHECTHHHH AdHHHK, KﬂMHK‘iHaTa CAMNTOMaTHKA W eBOﬂlOTHBHHFI XOR Ha 3abonasaHeTo
TELPKAABALLA KPUTEPUITE MO NPUMOXEHNE 1 1 BCUUKA Heeﬁxop,mn uacneasanus, cbobpasHo Npunoxexme 2

 HEaBTOMMYHH2 XEeMONUTUYHA aHemMus + neskoneHws = TpombouuToneHns, Kputepuu 3a Xemonusa:
H wHAVpekTeH Bunupybut, yeenvuena LDH, Hamanen xantornobut, nosuiueH cBoboaeH xemornobuH, HeratuseH

EUHYpUA, xeuocuﬁupnnypm ®noyuuTomeTpus (PLIM)- anateH ctanaapT B anarHoctukaTta Ha MTHX: aecmumt Ha
aHu CD55 v CD5S.

AS, xeaornoﬁuﬂypmu 65551 {, CD 59/-/ ot ®LIM

B. U3KMIOYBALLIM KPUTEPUM (MPU 3ANOYBAHE HA NNEYEHUETO)

. 1. [NauneHTv Hag 18 roguiuHa BL3pacT

2. CBPBbXYYBCTBUTENHOCT KbM OCHOBHOTO WS KbM HSIKOE OT NOMOLLHITE BELLeCTBa
Hanumive Ha HeoTwymsna wHgeKUWs, npuyuHeHa ot kancynupanu Baktepuw, srmoumtenHo Neisseria meningitidis,
Streptococcus pneumoniae u Haemophilus influenzae (kouto KbM MOMEHTa He ca BakCUHWpaHU cpelly Neisseria meningitidis,
Streptococcus pneumoniae u Haemophilus influenzae, ocsBeH ako He nonyyar NPOMUMAKTUYHO NEYEHWE C MOAXOAALLM
aHTMBMoTULM 00 2 ceamuLu criei BaKCUHALWRA)
4. BpeMeHHOCT 1 KbpMEHe

3
5 W3VNCKBAHWA HA H30K NPU NEYEHWE HA NAPOKCU3MANHA HOLWHA XEMOTNOBUHYPUS B U3BLHEONHUYHATA nomotuy




NPUNOXEHWE 16

NACT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBIMKABAHE HA NEYEHWETO C INN PEGCETACOPLAN
NMPU NAUMEHTU C NAPOKCU3MANHA HOLLHA XEMOIMOBUHYPUA (PNH) B U3BBHBEONHUYHATA NOMOLL

B. KPUTEPUU 3A NPOOBIDKABAHE HA NEYEHUETO (3AABMKUTENHN CA BCUYKA KPUTEPUM)

MKE D59.5

1 |KnuHuyeH edekT OT NPOBEXAAHOTO A0 MOMEHTA neyeHue '

2 |Moka3saTenu u nscneaBaHus, Heo6X0AMMM 3a NpoaAbMXaBaHe Ha neyeHue 2

3 |Nunca Ha U3KNIOYBALM KPUTEPUM NO Touka I 12

pelweHIe Ha CneLnanM3upaHa KOMMCHA C OTPA3EHN aHAMHECTUYHIA 4aHHW, KNMHUYHATa CUMNTOMATUKA W EBONIOTUBHUA XOA Ha 3a60NABaHeTo
2 MeaNLMHEKA AOKYMEHTALNS, NOTELPXAABALLA KDUTEPUATE N0 NPUNOXKeHUe 1 1 BCUNKM HeOBXOAMMI W3cneaBaHns, cboBpasHO NPUNoXeHue 2

. I. U3KMIOYBALLIM KPUTEPUU (MPU NPOABIMKABAHE HA NEYEHMETO)

1. Texxu anepr4H4 U apyri HeXxxenaHu nekapCcrteeHu peakuvmn

E’. : N3NCKBAHWA HA H30K NPWU NEYEHWE HA MAPOKCU3MANHA HOLLIHA XEMOTTIOBUHYPUA B U3BbHBONHUYHATA nomMoLL



NPUNOXEHWE 2

. NEYEBHO-AUATHOCTWUYEH ANFOPUTBHM

1. NEKAPCTBEHW NPOAYKTH, skniovenn & Mpunoxerne 1 Ha MO3NTMBHUA NekapcTBeH CUchK, 3a kouto H30K
3annawa B CbOTBETCTBUE C HOPMATUBHUTE JOKYMEHTH.

Tabnuua Ne 1
MexayHapogHo
HenaTeHTHO HauMeHOoBaHHe MKB NeyeHne npn HeoGXxO0AUMOCT
/INN/

1080 mg - nBa MbTH CEAMMYHO KaToO MOIKOKHA MHOY3HA ¢ HHPY3HOHHA
nomna

T = TACOFLAN D89.5 (Hdo3ara 1Ba mbTH ceAMHYHO TpAOBa Aa ce npunara B 1eH | u neH 4 oT BeAka
CeMHLA Ha eYEHHE.)

~ 2. NPOCNEAABAHE:

TaGnuua Ne 2
n e ragzﬁzru Ha BCEKH Ha BCEKH No KNUHUYHKN
s e e 6 meceua 12 meceua nokasaHuws *
TenecHa maca (kr) X X
PxcT (cm) X X
06w n aupekreH GunupybuH X x X
LDH, ALAT, ASAT, GGT, KpeaTUHUH,
CEepyYMHO.KEeNns30, Koarynorpama, XantornoGuH, X X X
ceoboaeH xemornobux
©LM CD55, CD59 X X
MKK (xemornobuH, XemaTOKpUT, epuUTPOLUTH, x i
NEeBKOLMTK, TPOMEOLUMTH, PETUKYNOLNTH)
Tect Ha Coombs X X
XemornobuH 1 xeMoCUAUPVH B ypUHA X X

Il. OBV USUCKBAHUA
1. Bb3pacToBara rpaHMUAa CE W3WWCHABa B HABBLPWEHW TOAMHW - T.e. BIIOYUTENHO KuM AaTaTa Ha W3AaBaHe Ha npotokona of

Qeuuanuaupanara KOMUCUHA

MNpu Ha3HauasaHe Ha Tepanus No ~NPOTOKON 3aAbMKUTENHO ce Cbobpa3ssBaT BbL3PACTOBUTE OFPAHMMEHMA CLIMAacHO KpaTkaTa
XapaKTepuCTUKa Ha CLOTBETHIA NEKapCTBEH NPOAYKT, YTEBPAEHa No peaa Ha 3MMXM.

3. H30K He 3annawa ne4yeHne W3BLH yKasaHaTa BL3pacToBa rpaHuLa B ma‘rxm XapaxTtepucTiKa Ha NnpoayKTa.

4. H30K He 3annalla nevexne cp.osu Haj, MakCUManHo paspeiueHuTe No KpaTka XapakTepucTiika Ha NPORYKTa.

5. B cnydai Ha HacTeNUNa NOZ03KNpaHa HeXenaHa NnexapcTBeHa peakumus, nexkapaT ysesomaea AT no peaa Ha un. 184 ot 3NMXM. Konue ot
cbobLieHneTo ce Npunara/onucea KbM/B MEWLINHCKATE A0KyMeHTaLmMs Ha 3OM np# kaHAMAATCTBAHE 33 NeYeHve.

6. Bcexn e-npoToKon ce W3naBa oOT cneuuanuanpana xomucus 8 NI3BT Ha ocHosanne AMp Ne 38 ,OnpejensHe Ha nnaH Ha neveHue u
npocnejfABaHe Ha TepanesTUYHUA OTrOBOP NpY NALMEHTH, nonyttasaum CKBAOCTPYBALUM NeKapcTBeHU NPOAYKTW No peaa Ha un. 78, 1. 2 330"
Eksemnnsp Ha xapTueH HocuTen ot Allp Ne 38 ,OnpegensHe Ha nnaH Ha neYeHWe U NPOCNEAABAHE HA TEPANEBTUYHWA OTTOBOP NPN NALUEHTH,
nony4aeaiwyyu CKeNoCTpyBallM NeKkapCTBEHN NPOAYKTY NO peaa Ha un. 78, T. 2 330", koiTO e OCHOBaHWE 33 U3gaBaHe Ha NPOTOKON, NOARUCAH
OT nexaps cneuuanuaupada komucus n 30J1 (poauTen, HAaCTORHUK/NPUEMEH POAUTEN), CE BOAM NO pej, onpejeneH oT nevebHOTO 3aBegeHue
1 ce cuxpaHnaea B kabuHeTa Ha nekapsA/KOMUCUATA.

7. MNpwn n3pasarne Ha E-npoTokon no peaa Ha ekcneptusara no un.78, T.2 ot 330, oTnasa Heobxo0aUMOCTTa 43 Ce NPeOCTABAT U ChXPaHABAT
npunoxexue N21 u npunoxenue Ne3 ot HacToswmTe Maucksanma Ha H30K".

8. WUspasaHeTo Ha E-npoTokon Ce OCLWECTBSIBA B CLOTBETCTBUME ChC CHEMECTHW ,YKasaHuA 3a paboTa C NOA3AEH NO ENeKTPOHEH MbT
npoTokon IA/IB/IC (e-npotokon)*, mexay Hauwowanwata 3apaBHoocUMrypuTenHa kaca u Buarapcku nekapckwm Cubio3 3a npunaraHe Ha
HauvoHanHus pamkoB A0roBop 33 MEAULMHCKUTE AEAHOCTH.

Hacmoswume usuckeanus ca ymebpdeHu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-81/17.10.20232. Ha Had3opHusi cbeem Ha

H30K u npedeapumenHo cvenacyeave ¢ B/IC, Ha ocHoeanue un.51, an.10 om [pasunHuka 3a ycmpoiilcmeomo u OeiliHocmma Ha
HauuoranHama 3dpaeHoocuaypumenHa Kaca. MsuckeaHusma enu3zam e cuna om damama Ha 06HapodeaHemo uM & AbpxaseH seCMHUK. .

PE. W3NCKBAHWA HA H30K NPM NEYEHWE HA MAPOKCU3MAHA HOLWHA XEMOMNOBUHYPUA B U3BLHEONMHUYHATA nomoty

©



NPUNOXEHUE 3

DEKNAPALUA 3A UHOOPMUPAHO CBIrMACUE C UBUCKBAHUATA 3A 3ANOYBAHE/ MPOOBITKABAHE HA
NEYEHUETO C NEKAPCTBEHWA NPOOYKT

38R03HAX C UAMata MU NpejocTaBeHa WMHAMOPMauUWMs M UenTa Ha MNeyYeHWeTo C NeKkapcTBeHWs

........................................ oo M CTIE/ KATO MOMYUUX M3YEPNATENHU OTFOBOPK Ha

‘MEH BLMNPOCK, Aeknapupam ve: - -

23BaM NPENOpPLYAHATA MM CXEMA Ha NEUEHNE 1 nepuo.qwms;:i:ﬂa KOHTPONHUTE Npernesy.

JOBHO Llie Ce SIBABAM HA KOHTPOMHWM NPErNeaN W HAMA Aa NPOMEHSM CAMOBOMHO WM NOM /PYTO BHYLIGHUE
HaTa M1 Tepanus. =

. 3. fipn fpeycTaHoBABaHe Ha NEYEHUETS RO NPUHNHA, HENPOM3TUYALLM OT PELIEHNETO Ha KOMMCHATE 33 EKCNepTH3N B

P30Kumnu Kommcusata no un. 78, 7.2 61"330, e yseaomMa Hes3abaBHO NUYHKS CW nekap.
4, .-n,.fﬂplg?HecnaaaaHe Ha NOCOYEHWUTE YCMOBUSA NEYEHMETO MU C YNOMEHATIAA NeKapcTBEH NPOoAYKT we BbAe npekpaTeHo 1
 HAMa A2 MMam npeTeHLMn kbM H30K.

W3NCKBAHWA HA H30K NPU NNEYEHWE HA NAPOKCU3MANHA HOLHA XEMOMNOBMHYPUA B U3BLHEONHUYHATA nomoLy



