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U3UCKBAHUS HA H30K
" [P NEYEHMUE HA
~ MAPOKCMW3MANHA HOLLHA XEMOITIOBUHYPUS

- BU3BBHBOJIHUYHATA NOMOLL



MpOTOKOMBLT CE M3AaBa OT CneLuanu3upaHa KOMUcHUs B
H30K. Cneunann3npaHuTe KOMUCHUM Ce Cb3[iaBaT CbC
(N3BMN) - kNMUHKUKa/OTAENEHKe NO XEMaToNorua B cneaHuTe NI3BMN: HCBANX3
Mnoeave, YMBAN , [-p Meopru Ctpaucku” - rp. Mnesex, YMBAI ,Ceeta MapwH
Kupkoeudy" — rp. Ctapa 3aropa, ¢ Ko Ha MEAUUWHCKK CNeUnanHocTu —

WU3UCKBAHWUA HA H30K NPU U3OABAHE HA MPOTOKOJIN 3A NPOBEXAAHE HA NEYEHWUE HA

NAUMEHTU C NAPOKCU3MANHA HOLHA XEMOINOBWUHYPUSA B U3BBHEONHUYHATA NOMOLL

neuyebHW 3aBeaeHUA 3a 6ONHMYHA NOMOLY, CKMIOYUNK AOTOBOP C
3anosea Ha avpekTopa Ha nevebHo 3aBeaeHue 3a OonHUYHa ngmou.\
- rp. Codun, YMBAJ ,Ceetu leopru” - 1p.
a" - rp. Bapra, YMBAN "Mpod. A-p CTosH
24 Knunuyna xematonorua u 51 [letcka knuHUYHA

XemMaTtonorna u OHKONOTUA.

I PEA 3A 3ABEPABAHE HA NPOTOKONWUTE

4 Komucusanoun.78,T.20t1 3aBepka Ha NpoToKona B

Flpo*roxonw 3a 3anouBaHe Ha nevyeHue

*  MeauvuMHCKa AOKYMEHTALMS, NOTBLPKAABALLA KpUTEPUUTE NO NpunoxeHue 1
— ¥ BCUYKM HEOBXOAUMM U3CneasaHmns, cbobpasHo npunoxexHue 2
CNEUMANN3UPAHA .| = PeweHne Ha cneunanuaMpaHa KOMMCHS C ACHA MEAMLIMHCKA MOTUBaUMA 3a
KOMUCHA 3anoyBaHe Ha TepanuAaTa, 3agblkUTEnHo ce otbensssa nunca  Ha
= U3KMIOYBALLW KpUTEPUK ”

* ‘TlpoTokon 3a npeanucBaHe Ha nekapcTtea, 3annawadu ot H3OK/P3OK" -

/ 06p. M3-H30K

330 B LY Ha H30K P30K

[MpoTokonu 3a npoabMKaBaHe Ha Ne4YeHue

=  MeguumHcka JokyMeHTauus, NOTBbpXKAaBaLla KpUTEpPMUTE NO NpunoxeHue 1
¥ BCUYKM HeoBxoaMMn nscneasaHuns, CbobpasHo NpPUNoXeHue 2

=  PeweHue Ha cneuymManuanpaHa KOMUCHA C ACHA MeAULMHCKA MOTUBAUMA 33

S npoAbLMKasaHe Ha TepanusaTa, 3agbnxuTenHo ce orbenasBa nunca Ha
M3KMIOYBALLN KPUTEPUU

= “Mporokon 3a npeanucBaHe Ha nekapcTtsa, 3annawanym ot H3OK/P30K™ —

CNEUMANTUIUPAHA
KOMUCUA

/ 06p. M3-H30K

Komucusa noun. 78, 1. 2 o1 . '1 3aBepKa Ha NpOTOKONa B

330 B LY Ha H30K P30K

L. OBLHY NOROXEHUA

1. E-npoTOKON Ce M3faBa OT YNeHOBEe Ha CeLManuaupaH KOMUCUMM B NeueGHU 2aBeIeHNNA, OKa3BallW GONHUYHA MeJULUHCKA
nomouy (JI3BM) Ha ocHoBanue PelieHne Ha cneuuanuaupaxa komucus' no AMp Ne 38 ,OnpegensHe Ha nnaH Ha neYeHue M
NpocneAsBaHe Ha TepaneBTHYHUA OTTOBOP NPU NALMEHTY, NONMy4aBaLLM CKENOCTPYBALLN NEKapCTBEHM NPOAYKTM NO peaa Ha yn. 78, T.
2 330" B cuoTBETCTBME C HacTosimTe Manckeanus Ha H30K, kato NLPBUAT K BCEKW CreaBalll NPOTOKON Ce U3AaBaT 3a nepuog ao 180
AHW.

2. 30N ypocromepsBa ¢ noanuca cu B PelueHite Ha cneuynanusupana komucus“ no Allp Ne 38: cneaHoto: JKenas ga mu 6bae
0A06peHo nevyenne C NexkapcTBEHUA: NPOAYKT, KATO AEKNApupaM, Ye CbM YBEAOMEH 3a AEiiCTBMETO Ha HasHaueHarta nekapcreeHa
Tepanus v 4asam MHOPMUPAHO CLrAacke cbilata 4a Mu 6nde npunarana”; ,Crrnaceq/a CbM 33 W3NON3BaHE Ha NUYHUTE MU AaHHM

3. o nonyuaBaHe Ha WHhOPMaLUKS 3a 3aN04BaHe WK NPOALIDKABaHe Ha 3aABeHOTO NeveHne, 30/ npoabLMKaBa TEpPanNUATa ¢
nekapcTBeH/u NpOAYKT/U, ¢ KOUTO e NpoBexAan ne4YeHNeTo A0 MOMEHTa.

4. Mpepu crapTupaHe Ha npoueca no wiaasaxe Ha E-npotokon Ha 30J1, cneLmanuanpaHara KoMUCHs Nnpasu cnpaBska No ENEeKTPOHEH
NbT 33 u3panenn Ha 3001 npeaxoaHM NPOTOKOMM, MO Chblma npodun Ha 3abonseane. MpouectT no wsaaeaHe Ha E-npoTokon ce
peanusupa B MefuLMHCKU copTyep. B HacTOAWMUTE W3NMCKBAHMA Ca NOCOYEHM HeOBXOAMMWTE HOKYMEHTW 3a uagaBaHe Ha E-
npotokon Ha 30/,

5. [lokymeHTUTE (amMOynaTopHuTE NWCTOBE, ENUKPU3N, MACNEABAHMSA), KOUTO CLLIECTBYBAT B H3WC/uHdopmaumorHaTa cuctema Ha
H3OK, ce aeknapupar B E-NpoTokona ¢ TEXHUTE YHUKANHM Homepa (HPH).

WHpopmaumaTa, OTHOCMMA KbM U3gaBaHe Ha E-npoTokona, KOATo e B AOKYMEHT, KOUTO HAMA ENeKTPOHEH hOPMAT U HE CE CbAbpXa B
H3WC, ce nopasa: kato ce nonbnea B PelIEHUETO Ha CNeuManvanpaHa KOMUCUA — OCHOBAaHWe 33 n3nasaHe Ha E-npoTtokona wunu
AOKYMEHTBT Ce CKaHupa 1 npukada kbm E-npoTokona.

6. MNpu nsgasaHe Ha E-npoTokon no peaa Ha ekcnepTu3ata no un.78, 1.2 ot 330, oTnaga HeobxoaMMOCTTa fa ce NPeaocTaBAT U
CuxpaHasaT npunoxeHue Ne1 u npunoxerue Ne3 ot HacToswwMTe Maucksanusa Ha HIOK". npu CNejHUTE yCnoBus:

- 32 npunoxeHue Ne1 - npu HaNWYMETO Ha TekcT B ,PelleHue Ha cneunanuanpaxa komucus" no AlMp Ne 38:  JlunceaT wakniousauym
KpuTepuu 3a 2anousaHe/npoabimkaBaHe Ha neyeHune ¢ NM*:

- 3@ npunoxexue Ne3 - Npu HaNMUMETO Ha TekCT B PeleHne Ha cneuManuaupaHa KOMUCHS® Mo Alp Ne 38: XKenas aa mu 6bae
0A0BpEHo nevyeHne ¢ nekapcTBEHMA NPOAYKT, KaTo A€knapupam, Ye CbM YBEAOMEH 3a AEACTBMETO Ha Ha3HaueHaTa NekapcTeeHa
Tepanua u pasamM MHPOPMMPaHO Cbrnacue cblata Aa Mu GbAe npunaraxa.

W3UCKBAHMA HA H30K MPW NEYEHWUE HA NAPOKCU3MANHA HOLWWHA XEMOTNOBUHYPUA B M3BBLHBONHUYHATA NOMOLL



MPANOXKEHME 1A

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3ANOYBAHE HA NEYEHUE C INN ECULIZUMAB W RAVULIZUMAB
MPW MALMEHTY C MAPOKCU3MAIHA HOLLHA XEMOIMOBWUHYPUA (PNH) B U3BbHBEONHUYHATA NMOMOLL

A. KPUTEPUU 3A 3AMOYBAHE HA NEYEHUE (SAOB/DKUTENHU CA BCUYKU KPUTEPWUW)

MKB D59.5
CurypHa amarHosa - notebpaeHa Ha 6a3aTta Ha obuwlonpueTuTe AMArHOCTUYHW KpWUTEpWMM Mpeaun 3anoysaHe Ha|
1 |neyenue c C5 nHxubutop* *

KnuHuyeH cTatyc u uscnegsaHus, Heo6xoaumu 3a sanouBaHe Ha neveHue Hb < 100 g/L, LDH pagHu wnu no-
roneMu OT eAuH NbT U NOMOBMHA Haf ropHata pedepeHTHa rpaHuua, equH WNKM NOBeYe OT cnegHuTe
cumnTtomu: cnaboct, ymopa, xemornobuHypus, kopemHa 6onka, AUCNHES, CEPUO3HO CbAOBO CbbuTe (TpoMbBOo3a),
aucdarva unu epektunHa aucyrkums 2

3 |Nunca Ha u3knoYBawWM KPpUTEpUK No Touka b 12

'pelueHme Ha CneLManu3upana KOMUCHS C OTPA3EHN HAMHECTUYHN AaHHW, KNMHWYHATa CAMNTOMATVKa W EBOMIOTUBHNS XOA Ha 3a6onABaHeTo

2 MeAMLIMHCKE AOKYMEHTALMA, NOTBLPKAABALLA KPUTEPHUTE NO NPUNOKEHMe 1 1 BCUUKK HEOBXOAMMU U3CNEABAHUA, CLOBPAIHO NPUNOXEHME 2

3a6enemku:

*MNepucpepHa uNTONEGHUA: HEABTOUMYHHA XEMONUTUYHA GHEMIA + NEBKONEHNS + TPOMBOLUTOREHMS;

Kputepuu 3a xeMOnM3a: peTMKynoLuTo3a, yBenu4eH UHANpeKTeH Gunnpybun, yeenwuena LDH, HamaneH xanTornobuH, nosuwex ceobogen
xemorno6uH, HeraTueen Tect Ha Coombs, XxeMOrnoGuHYPHUA, XEMOCUAVPUHYPKS.;

®noyuuromerpus (PLIM)—anaten cTanaapT B guarHocTukara Ha MHX: agecnuut Ha GPI-cabpaanute npotentn CD55 u CD59.

** NepcucTupa aHeMus, Xxemorno6uHypus u CD55/+/, CD 59/+/ ot ®LIM

B. U3KNIOYBALLM KPUTEPUH (ﬂPM 3AMNO4YBAHE HA NEMEHUETO)

1. lNeamaTpuyHu NauMeHTM Ha Bb3pacT nog 2 roanHu 1 Terno nog 40 kr 2a INN Eculizumab u neauaTpyuyHKW NauneHTn ¢ Terno
nopg 10 kr 3a INN Ravulizumab

2. CBpbXUyBCTBUTENHOCT KbM OCHOBHOTO WIM KbM HSAKOE OT NOMOLLHUTE BeLLeCTea

3. Hanmuve Ha HeOTWyMsNa WH(EKLMS, NPUMMHEHA OT KancynupaHu Gaktepuu, BkmiouuTenHo Neisseria meningitidis,
Streptococcus pneumoniae u Haemophilus influenzae (kouTo KbM MOMeHTa He ca BakCWUHWpaHu cpely Neisseria meningitidis,
Streptococcus pneumoniae u Haemophilus influenzae, ocsen ako He nonyuaT npodunakTMYHO neveHue ¢ noaxoasLLm
aHTMBUOTULM 10 2 ceaMULM Crneq BakcuHaLms)

4.  BpemeHHOCT n KbpmeHe

F - W3UCKBAHWA HA H30K MPU NEYEHWUE HA MAPOKCU3MANHA HOLWWHA XEMOTMOBUHYPUA B U3BLHEONHUYHATA MOMOLL,



MPUNOXEHVE 16

MIUCT 3A ONPEAENSAHE HA KPUTEPUUTE NPU NPOAB/MKABAHE HA NEYEHUETO C INN ECULIZUMAB U
RAVULIZUMAB NPY NAUMEHTU C MAPOKCU3MAIHA HOLLHA XEMOITMOBWUHYPUA (PNH)
B U3BBHBOMHUYHATA NOMOLL

MKB D59.5

1 |KnuHM4eH edbekT OT NPOBEXAAHOTO A0 MOMEHTa neyexue '

MokasaTenu u uacneaBaHuA, HEOBXOAMMM 3a NPOALNKABaHe Ha NeyeHue 2

3 |NMunca Ha uskno4YBawm KpUTepumu No Touka Il

Tpewenne Ha cneuuannanpada KOMMUCHUA C OTPa3eH! aHaMHECTUHHWU aHHKW, KNTWHUYHATa CUMNTOMATHKA U EBONIOTUBHUA X0A Ha 3abonsBaHeTo
2 MeaULMHCKa AOKYMEHTALMA, NOTBbPKAABALLA KPUTEPUUTE MO npunoxeHue 1 u BCMYKK HeoBX0AUMM n3cneaBaHns, CbobpasHo NnpunoxeHue 2

I". U3KNIOYBALLM KPUTEPUU (MPU NPOABIMKABAHE HA NEYEHWETO)

1. lNeamaTtpuynn naumeHTy Ha BB3PACT NoA 2 roavHu 1 Terno nog 40 kr 3a INN Eculizumab v neauaTpyyHu naumeHTH ¢ Termno

noa 10 kr 3a INN Ravulizumab
2.  Texxkn anepriiHu v APy HEXenaHW NeKapCTBEHN peaKLium

Y
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W3WCKBAHUA HA H30K MPU IEYEHWE HA MAPOKCHU3MANHA HOLHA XEMOTTOBUHYPUA B U3BLHBONMHUYHATA nomoLy 2



MPUNOXEHVE 1B

NIUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA NEYEHUE C INN PEGCETACOPLAN U
INN RAVULIZUMAB NP1 NAUMEHTU C MAPOKCU3MATHA HOLWHA XEMOIMOBWHYPUA (PNH) B
M3BBHBONMHUYHATA NOMOLL

IPOBEXIAHETO HA MPEOXOXOALLO NEYEHWE C C5 MHXUBUTOP B MPONBL/DKEHME HA HAW-MAIKO 3

MECELA NPY NEYEHME C INN PEGCETACOPLAN U HAM-MAIKO 6 MECELA NMPW NEYEHWE C INN RAVULIZUMAB E
SAOBLDKUTENHO!

A. KPUTEPUN 3A 3AMOYBAHE HA NEYEHUE (BANBIDKUTEITHU CA BCUYKU KPUTEPUK)

MKB D59.5

CurypHa Auarnosa - noTebpaeHa Ha 6asaTa Ha OBLIONPUETUTE AWATHOCTUYHM KDUTEPUM NPEAU 3ANONBAHE Ha
1 |neyenne c C5 nuxubutop* -

MeauumHcku aokasarencTsa, Ye nayueHTute ¢ PNH ca nekyBanu ¢ C5 MHXu6MTOp B NpoabnXeHUe Ha Hau-
2 (manko 3 meceua 6e3 edbekT oT neveHmnero** 2

KnuHuueH cTatyc u u3cnensaHunA, Heobxoaumu 3a 3anoyBaHe Ha neyeHune Hb < 100 g/L, LDH paeuu wnu no-
roneMn OT eAvH NLT M NOMNOBMHA Hapa ropHata pedepeHTHa rpaHvua, eAUH WNU noBeue OT CReAHWTe
cumnTomu: cnaboct, ymopa, xemornobuHypus, kopemHa Bonka, AWCNHEs, CEPUO3HO CbAOBC ChbuTMe (TpomBo3a),
ancarva nnn epektunHa auceyHkuus 2

4 |Nunca Ha u3KNOYBaLUYW KPUTEPUM No Touka B -2

'pewenve Ha CeUWANUIUPaHa KOMMCHS C OTPA3eHN AHAMHECTUYHI AAHHN, KTMHWNYHATA CHMITOMATIKE 1 EBOMIOTHBHHS x04 Ha 3abonssaHeTo
2 MeZMLMHCKA AOKYMEHTALMS, OTELPXAABALLA KPUTEPUNUTE N0 NpUNoXeHUe 1 U BCUKN HeOBXOANMM M3CIEABAHNS., cbobpa3Ho npunoxeHue 2

3abenexku:

*MepudrepHa UWTONEHMA: HeaBTOMMYyHHA xeimnuruqﬂa aHemus + neskonenus + TpomBoumToneHwA, Kputepum 3a xemonuasa:
PETUKYNOLMTO3], YBENUYeH UHANpEeKTeH BUunupybuH, yeenvuena LDH, HamaneH xantornoBuH, nosuwen ceoBodeH XemornobuH. HeraTMBeH
Tect Ha Coombs, xemornobuHypus, xeMocuanpuHypus.; ®noyuuromeTpus (PLM)- 3nateH CTaHaapT B guarnoctukata Ha MHX: gecuunt Ha
GPI-cebpaanute npotenHn CD55 n CD59. =

** MNepcucTupa-avemus, xemorno6uHypus u CD55/+/, CD 59/+/ or UM

B. U3KIMKOYBALLU KPUTEPUU (NPU 3ANOYBAHE HA NEYEHUETO)

1. TegwaTpu4Hu NALMEHTV Ha BL3PacT nog 18 roauHu 3a INN Pegcetacoplan v neguatpuynsm naumeHt ¢ Terno nog 10 kr 3a INN
Ravulizumab

2. CBpbXUYBCTBUTENMHOCT KbM OCHOBHOTO UMM KbM HAKOE OT NOMOLLIHUTE BELLECTBA

3. Hanumuve Ha HeOTWyMANa WH(EKLMS, MPUYMHEHA OT KancynupaHu Gaktepuw, eknloumTenHo Neisseria meningitidis,
Streptococcus pneumoniae u Haemophilus influenzae (KowTo KbM MOMEHTa He ca BakcMHUpaHu cpetly Neisseria meningitidis,
Streptococcus  pneumoniae u Haemophilus influenzae, ocseH ako He nonyyat NpoMnakTUYHO NeYeHue C noaxoasLum
aHTMbMOTULUM A0 2 ceamMMLM cneq BakCHaLMS)

4. BpeMeHHOCT 1 KbpMmeHe

'g =1 W3UCKBAHWA HA H30K NPWU NEYEHWE HA NMAPOKCU3MANHA HOLWWHA XEMOTMOBUHYPUA B U3BLHEONHUYHATA NMOMOLL
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OPUIOKEHWE 1T

NUCT 3A ONPEOENAHE HA KPUTEPUATE NPU NPOABIMKABAHE HA NEYEHMETO CINN
PEGCETACOPLAN W INN RAVULIZUMAB MPWU NALIMEHTU C NAPOKCU3MAINHA HOLLIHA
XEMOTNOBUHYPUA (PNH) B U3BHHBEONHUYHATA oMol

- B. KPUTEPUU 3A NPOOBIMKABAHE HA NEYEHUETO (3AOBMKUTENHUA CA BCUYKU KPUTEPWUN)

MKB D59.5

1 |KnuHuyeH edekT OT NpoBeXAaHOTO A0 MOMEHTa nNeYeHue 1

2 |MokazaTenu u M3cneaBaHus, HEO6XOAMMM 3a NpoabITKAaBaHe Ha neyeHue 2

3 |Nunca Ha n3kniouBawWwm KpuTepun no Touka M 12

' pelwieHue Ha CneLUanM3upPaHa KOMUCHSA C OTPa3EHN aHAMHECTUYHN AaHHN, KMHWIHATA CUMITOMATUKA 11 €BOMIOTUBHIA X0/ Ha 3abonasaHeTo
? MeanUMHCKa AOKYMEHTALMA, NOTBLPXAABALLA KPUTEPUUTE NO NPUNOXeHUe 1 1 BCUUKA HEOBXOAMMN N3CNeABaHMA, CboBPa3HO NpUNoxeHune 2

. USKNIOYBALLIM KPUTEPWUM (MPU NPOABIMKABAHE HA NEYEHUETO)

1.  Texxn aneprvynn 1 APy HEXENAHW NEKAPCTBEHW PeaKLmn

'ﬂ‘m
‘f N
-

M3UCKBAHUSA HA H3OK NPU NEYEHWE HA MAPOKCWU3MANHA HOWHA XEMOTTIOBMHYPUA B U3BbHEONHWYHATA nomMoLy



NPUNOXEHWE 2

I. NEYEBHO-AMATHOCTWUYEH ANFTOPUTEM

1. NEKAPCTBEHW NPOOYKTW, ekniouern B Mpunoxexue 1 Ha MNo3UTWBHUA NeKapCcTBeH CNWUCEK, 38 KOWTO H30K
3annaua B CbOTBETCTBME C HOPMATUBHUTE JOKYMEHTU.

Tabnuua Ne 1

MKB Neyexwne npu HeobxoauMocT

WHTpaBeHO3HO ¢ 4 ceaMuU4Ha HauanHa dasa - 600 mg BeAHBX CeAMUYHO, NOCNeABaHa
D59.5 OT noaabpxalya caza 900 mg Ha Bcekn 14 + 2 aHw.

He ce npunara npu Aeya Ha Bb3pacT nog 2 roAuHn W Terno noj 40 xr!

WHTpaBeHo3Ha MH(Y3A C HaTORapealla A03a, NOCNeABaHa OT NoAAbpxalla A03a.
[oauTe 3a npunaraHe ce OCHOBABAaT Ha TENECHOTO TEerno Ha nauveHTa.

D59.5 MNoaavpxaumTe aosu TpAbBa ja ce npunaraT B UHTEpBan BEAHLXK Ha BCekn 8
CeAMULY, KaTo Ce 3anoyHe 2 CEAMULY Cnej nNpunaraHe Ha HaTosapsallaTa 403a.

He ce npunara npw geua c Terno nog 10 kr!

...... — 1080 mg - 4Ba NBTU CEAMWYHO KaTO NOAKOXHA MHY3NA C MHGY3NOHHA Nomna.
PEGCETACOPLAN D59.5 (Oo3aTa ABa NuTH ceaMnyHO TpABBa Aa ce npunara B AeH 1 U 4eH 4 OT BCAKA CeAMMLa
S Ha neyeHwue.)

2. NPOCNEAABAHE:

Tabnmua Ne 2
WUaxopoHun Ha BCEKu Ha BCEKM Nno KNUHUYHKU
Mokasarenu n nscneaBaHuA CTOMHOCTH 6 Meceua 12 meceya nokasaHmsa *
TenecHa maca (kr) b 4 X
PbeT (Cm) x X
06w n anpekTeH Gunupy6uH X x X
LDH, ALAT, ASAT, GGT, KPEaTUHWH,
CEPYMHO.)KENA30,  Koarynorpama,  XxanTornoGuH, X X X
ceoboaeH xemornoGuH
®LUM CD55, CD59 X X
NKK (xemorno6uH, XemaTOKpUT, EpWTPOLUTH, « :
NeBKOUMTH, TPOMGOLMTH, PETUKYNIOLUTH)
Tect Ha Coombs X X
XemornoGuH 1 XeMOCUAUPUH B ypUHA X b 4

Il. OBLLUN uananAHuﬁ

1. Bb3pacToBaTa TPaHMUa C& W3YMCNIABA B HABBPLEHN TOAMHW - T.e. BKNIOYATENHO KbM [JaTata Ha W3NaBaHe Ha NPOTOKONa OT
cneunanvanpaHaTa KOMUCHS. ===

2. Mpu HasHauasaHe Ha Tepanua 0 NPOTOKON 3aABL/KUTENHO CE CLOGPAIABaT BbL3PACTOBATE OFPAHWMEHNS CBIMACHO KpaTkarta
XapaKTepuCTHKa Ha CbOTBETHAR NEKapCTEeH NPOAYKT, YTBbpAEHA NO peaa Ha 3MMXM.

3. H3OK He 3annawa neveHve U3BLH ykasaHaTa Bb3PAcTOBa rPaHULA B KDATKATA XapaKTepUCTAKA Ha NPOAYKTA.

4. H30K He 3annaija neveHue ¢ 403U Haj MaKCHMANHO paspelLieHUTe NO KpaTka XapakTepuCcTHKa Ha NPOAYKTa.

5. B cnyvait Ha HacTeNUNa NOA03MPaHa HEXENaHa NekapcTBEHa peakwLys, nekapaT yBegomasa WAJ no peaa Ha un. 184 ot 3/INXM. Konwe ot

cbobuienueTo ce npunara/onucea koM/B MESULIMHCKATa AOKyMeHTaUMA Ha 3O Npi KAHAWAATCTBAHE 33 NEYEHME.

6. Bceku e-npoTokon ce u3gasa oT cneuvanusupaHa komucus B N3BM Ha ocHoBaHwe Alp Ne 38 ,OnpegensHe Ha nnaH Ha nevyeHue W
npocneassaHe Ha TepanesTU4HNA OTTOBOP NP NaUWMEHTH, NONYYasailin CKLNOCTPYBALUM NEKAPCTBEHM NPOAYKTW NO peaa Ha un. 78, T. 2 330°.
Exaemnnap Ha xapTueH Hocuten ot Alp Ne 38 ,OnpeaensHe Ha NnaH Ha neyeHne u npocneaaBaHe Ha TepaneBTUMHNA OTTOBOP NPU NAUNEHTH,
nony4aeaiu ckenocTpyBalyM nekapcTeeHu NPOAYKTU No peAa Ha yn. 78, 1. 2 330", KOWTO @ OCHOBaHUE 3a W34aBaHe Ha NPOTOKON, NOANUCAH
OT nexaps cneuwanuampana komucus n 30J1 (poauTen, HaCTORHNK/NPUEMEH POAMTEN), CE BOAW NO Ped, onpeaeneH oT neuebHOTO 3aBeaeHe
1 ce cbxpaHsaBa B kabuHeTa Ha nekaps/komucuaTa.

7. Mpw u3gasare Ha E-npoTokon no pega Ha ekcnepTusara no 4n.78, 7.2 or 330, oTnaga HeobxoAMMOCTTA Aa C& NPeaOCTaBAT U CbXpaHABaT
npunoxexne Ne1 n npunoxenune Ne3 ot HacToAwmTe ,Manckeanua Ha H30K".

8. WN3pasaneto Ha E-npoToKon Ce OCBLILECTBABA B ChOTEBETCTBME ChC CLBMECTHM +Yka3aHwa 3a paboTa C NOA3AEH NO EneKTPOHEeH NbT
npotokon IA/IB/IC (e-npotokon)”, mexay HauwonanWata 3agpaBHOOCUIypUTENHAa Kaca u Bbrrapckv nekapcku Cbi03 3a npunaraHe Ha
HauvoHanHWA pamkoB 40roBop 3a MERULIMHCKUTE AEAHOCTH.

Hacmoswume usuckeanus ca ymewpdeHu om ynpaeumens Ha H3OK crned PeweHue Ne PA-HC-04-54/25.04.20242. na HadaopHusi cbeem Ha
H3OK u npedeapumenHo cbanacyeare ¢ B/1C, Ha ocHosaHue 4n.51. an.10 ebe ep. ¢ an.8 om [lpasunHuka 3a ycmpoicmeomo u deldHocmma
Ha HayuoHannama 30paeroocuaypumenna Kaca. M3uckeaHusma enusam & cuna om damama Ha obHapodeaHemo um 8 ,[JbpxaseH 8ECMHUK”
u ommeHsm Gedcmeawume u3uckeaHus, 8 cuna om 03.11.2023z. Ha OCHogaHUe pewerue Ne PL]-HC-04-81/17.10.20232.

W3UCKBAHWA HA H30K MPWU NEYEHWUE HA NAPOKCU3MANHA HOLLHA XEMOIMOBUHYPUA B U3BBHEONHUYHATA NOMOLL




NPUNOXEHME 3

OEKNAPALMA 3A UHOOPMUPAHO CBITIACUE C U3UCKBAHWUATA 3A 3ANOYBAHE/ NPOABITKABAHE HA
NEMEHUETO C NEKAPCTBEHUA NPOAYKT

cnep KETO Cce 3ano3Hax C usnara MW npefocraseHa uHopMauus MW Uenta Ha neyeHWeTo C JeKapcTtBeHuA

¥ CRepj KaTo Nonyyux M3depnaTenHy OTroBOpU Ha
NOCTABEHHTE OT MEH BLNPOCH, IEKNapUpPaMm ye:

1. ille cnassam npenopbyaHaTa MM CXeMa Ha NeYeHne U NePUOANYHOCT Ha KOHTPONHUTE nperneaw.

3. [lpu NpeycTaHOBABAHE HA NEYEHWETO MO MPUYUHYM, HEMPOU3TUYALLM OT PeleHneTo Ha KomucusTa 3a excnepTuav B

P30K w/vnu Komucuata no un. 78, 1.2 ot 330, we yBeaoma HesabaBHO NUMHUA CU Nexap.

4. [Mpw HecnassaHe HA NOCOYEHUTE YCMNOBUS NEYEHUETO MU C YNOMEHaTUA NekapcTeeH NpoAyKT we 6vae npekpaTeHo u
HAMA Ja UMaM npeTeHuMn KkbM H30K.
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W3NCKBAHUA HA H30K NPU NEYEHWUE HA NAPOKCU3MANHA HOLLHA XEMOTNNOBUHYPUA B 3B bHEONMHWUHATA nomoLy
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