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M3NCKBAHUA HA H30K
NPU U3NABAHE HA NMPOTOKONN 3A NEYEHME HA BONTHX C ONTUKOHEBPOMMEIUT B
U3BBHBEONHUYHATA NOMOLL

MpoToKON®LT Ce M3gasa OT cneuuanuaMpaHa KOMWcUA B ne4vebHU 3aBedeHus 3a 6GonHMYHa nomouw, cmm‘qunu poroeop ¢ H30K.
CneuvanusupaHnTe KOMMCHM Ce Cb3jaBaT CbC 3anoses Ha aupexktopa Ha crneaHute J13: MBAN ,AnekcaHaposcka” — rp. Codus, MBANHN
,CB.Haym" — rp. Codpus.

I. PEQ 3A 3ABEPABAHE HA NPOTOKOMNUTE

_[MpoToKoAK 3a 3anouBane Ha NneYeHue

s MeauuuHCKa AOKyMEHTauus, NOTBLPXKAABalla KPUTEpUUTE NO NpunoxeHue 1 u
BCUYKM HEoDXxoavmK uscneaBaHus, CbobpasHo npunoxeHue 2

»| = PeweHue Ha crneumanuaMpaHa KOMMUCUA C FACHA MegULUMHCKA MOTMBAUWA 33
3anoyBaHe Ha TepanuaTa, 3agbnXUTeNnHO ce oTDensA3Ba NMNca Ha W3KMKOYBALLW
KpUTepuu

= ‘lTpoTokon 3a NpeanuceBaHe Ha nekapcTea, 3annawann ot H3OK/P30K" — obp. M3-

/ H30K

3aBepka B P30K

cneuuanuaupaHa
KOMUCHS

Komucus noun. 78, 1. 2
o1 330 B LIY Ha H30K ’

MpoTokon# 3a NpoALIMKABaHE HA NIEYEHUETO

= MeauuuHcKa AOKyMEHTaUMs, NOTBbPXAaBala KpUTepuuTe No npunoxeHve 1 u
BCUYKM Heobxoavmu uscneasaHns, CbobpasHo Nnpunoxexue 2

cneuvanuaupaHa = PewleHne Ha cneuuanuavpaHa KOMMCUMA C SsiCHA MeauLMHCKa MoTuBauua 3a
KOMMUCUA npoabmKasaHe Ha TepanwuaTa, 3aAbMKUTENHO ce OoTOensAsBa nunca Ha W3KNKYBaLW
KpUTEpUN

= ‘lporokon 3a npeanucBaHe Ha nekapcTtea, 3annawanu ot H30K/P30K™ — obp. M3-

. / H30K

Komucuanoun.78, 1.2 | 3asepka B P30K
o1 330 B LY Ha H30K = |

Il. OBLLA MONOXEHUSA — _
1. E-npotokon ce u3 1 & Ha CEUManU3WPaH! KOMUCHN B NeveGHN 3aBefieHus, oKassamu GONTHUYHA MeAMLMHCKA NOMOLY
(N3BN) Ha ocHoBaHue PeuleHne Ha cney i3MpaHa komucus“ no AlMp Ne 38 ,OnpegensHe Ha NMaH Ha NEYeHWE M NPOCNeARBaHE Ha
TepanesTU4HUA OTTOBOP fPW NauUWeHTH, NONy4YaBallyW CKLNOCTPYBALUM NEKapCTBEHX NPOAYKTU NO pesa Ha un. 78, 7. 2 330" B choTBETCTBME C
[ BCEK¥ CeABally NPOTOKON Ce W3AaBaT 3a nepuoa 4o 180 g,

HacToswwTe Usnckeanns Ha HIOK; kaTo nupeis
2. 3ppaBHOOCHUTYPEHOTO NG YAOCTOBEPABA C NOAANCA Cu B ,PewieHne Ha cneunanusupara kommcua® no Alp Ne 38: cneaHoTto: JKenas aa
Mu 6bae opobpeHo nevenue ¢ NexapcTeEHAA I VKT, KaTO ASKNapupam, Ye CbM YBEAOMEH 3a JeRCTBMETO Ha Ha3HaYeHaTa NnekapcTeeHa Tepanus
M AaBaM WHGOPMUPAHO CbrNacue Chitjata @ npunaraHa; ,Chrmacex/a CbM 32 W3NON3BaHe Ha NWYHWTE MU AAHHM 33 LENUTe Ha
exkcneprusara“; Jenas na 6vaa yseoMeH/a: -isasyn'ra'ra OT ekcneptusata ot P30OK no eguH oT cnepHWTe HauuHKU: No e-mail, TenedoH unu Ha
macTo B P3OK"; ,Paspelsasam 40CTeN 40 ENEKTPORHOTO MU 34PaBHO J0CHe".

3. MNpean cTapTupae Ha npoueca no u3aasaHe Ha E-npotokon Ha 3001, crieynannanpaHata KOMUCHA Criea NONMYYEHO paspelleHie 3a A0CTbA OT
30N po enekTPOHHOTO My 3ApaBHO AOCMe, NpaBK CrIpaBka RO ENEKTPOHEH NLT 33 M3RAAEHW NPeAXOAHW NPOTOKONM, NO CHIMA Npodun Ha
safonseane. MpoueckT no uapaeaHe Ha E-npoTokon ce peanusupa B MeAWUMHCKM codpTyep. B HACTOAWMTE MINCKBAHWA Ca NOCOYEHW
Heo6GxoanMHMTe AOKYMEHTH 3a uanaeaHe Ha E-npotokon va 30/.

4. Kem scekn E-npoTokon, ¢ KOWTO € Ha3HayeHa NekapcTBeHa Tepanws, ce npunaraT HeoBxoaumuTte AOKYMEHTH (ambynaTopHuTE nuUCTOoBE,
enuKpU3N, u3CneaBaHwa W Ap.), Cnej KOETO AOKYMEHTWTE Ce M3npawat no enekTPoHeH NbT KbM WMHOpMauuoHHaTa cuctema Ha H3O0K.
lokymeHTuTe, KouTO ChulectsysaT B H3UC/mHdopmaumnoHHaTta cuctema Ha H3OK, ce geknapupat 8 E-npoTokona ¢ TexHuTe YHUKanNHW Homepa
(HPH).

WHdopmauunaTa, OTHOCMMA KbM W3AaBaHe Ha E-NpoTokona, KoATO € B AOKYMEHT, KOWTO HAMA eneKTPOHEH opmaT, ce nonbnea B PeweHWeTo Ha
cneuuanuanpaHa kKOMUCHA - OCHOBaHWE 3a u3pasaHe Ha E-npoTokona, unn 4oKyMeHTa ce Npunara KaTo CKaHUpaHo Konue.

5. MNpu wapasate Ha E-npotokon no peaa Ha excneptuaara no un.78, 1.2 ot 330, oTnaga Heo6XxoAMMOCTTa Aa ce npeaocTaBAT U CbXpPaHABaT
npunoxeHune Ne 1 u npunoxexue Ne 3 oT HacToawmTe MaucksaHusaTa Ha H3OK", npn cneaxuTe ycnosus:

- 3a npunoxexnue Ne 1 - npu HanWYMETO HA TEKCT B CLOTBETHWA yYekBOKC B ,PelweHne Ha cneynanuampasa komucus“ no Alp Ne 38:
JTUNCBAT U3KNIOMBALLM KPUTEPUM 33 3aN0oYBaHE/NPOALIKaBaHe Ha Nevexve ¢ NIN"

- 32 npunoxexue Ne 3 - npu HanuuMeTo Ha TekcT B ,PelieHne Ha CneuuanusupaHa KOMMCUA" no Alp Ne 38: Xenas aa mu 6bae opobpeHo
NeyeHne C nekapCTBeHWS NPOAYKT, KaTo AeKnapupam, 4Ye CbM YBeJOMEH 3a AeiCTBMETO Ha Ha3Ha4YeHaTa NnekapcTBeHa Tepanua U AaBam
MH(OPMUPaHO Cbrnacue cblyata Aa mu 6bae npunaraHa“.
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N\ M3NCKBAHWA HA H30OK NPU NEYEHWE HA ONTUKOHEBPOMWENUT (BONECT HA DEVIC) B U3BbHBEONHUYHATA nomoLy



MPUNOXEHME 1

NUCT 3A ONPEAENAHE HA KPUTEPUATE 3A NEYEHME HA BONHU C ONTUKOHEBPOMMEIIUT B
U3BBHBONMHUYHATA MNMOomMoLy

A. KPUTEPUU 3A 3ANOYBAHE HA NEYEHUETO - nog6op Ha noaxoaswure 3a neyeHue 60NHU (3aabnKUTENHoO €
HanNUYMeTo Ha BCUYKKU KpUTepuHM)

1 | Knunnuno curypsa anardosa NMO no pesusmpanute oT MexayHapoaHUAT naHen 3a auarHoctuka Ha NMOSD

(IPND)wﬂa Wingerchuk ' 2
Bn3pact Hag 12 roauHm v Tenecko Terno Haa 40 kg *2

38 AQP4-IgG, nanonssal Hain-106pHA HanMyeH MeToa 3a oTkpusaHe ' 2

2

3

4 WnsanuasocT naﬁ 5 no ckanara Ha Kurtzke ' 2

5 nuncaﬁmm KpMTepum no Touka B .2

'pelwexue uammmupma xommucus no Alp Ne 38 u excnepruo CTaHOBULLE OT NOCTOSHEH eKCnepTeH CLBET N0 HEeBPONOorusa
@HTaunn, NOTBLPXKAABALLA KPUTEPUUATE NO NpUNoXeHue 1 1 BCUMKM HEODXOANMU N3CneABaHNs, Cbo6pa3Ho Npunoxexue 2

| 33 NpoAbMXKaBaHe Ha -repanuﬁra NpY BCEKM NOCNeABaLy NPOTOKON (3aABLMKUTENHO @ HANWYMeTO Ha

._:.E'Ha Aokasatenure Ha tbyuxuuouanﬂun HeBponoruyes aecuumr '2

2 | Nwunca Ha CTPaHNYHMN eeKTU ¥ MIKNKYBALM KPUTEPUK NO Tovka B 12

! pewenue Ha cneUManMIupaHa KOMUCHA C OTPa3eHa eqeKTHBHOCT N0 NoKa3aTenu oT NpUAAraHoTo neveHwe
2 MEeANLMHCKA AOKYMEHTAUMR, TIOTBBPXK/1aBallLa KpUTEPUNTE MO NpunoxeHue 1 n BCudkn Heobxogumu uscneasanns, cbobpasHo npunoxexue 2

B. U3KIIOYBALLM KPUTEPUM:

HOTO BELLEeCTBO UMM KbM HAKOE OT MOMOLLHWUTE BeLecTsa.

| AeTEpoaHa BL3PacT.

uA

nedenneto — AJIAT unu ACAT > 5 x [TH; 6poii Ha TpomBoumnTtute nog 75x109/;
10°/, noTBLPAEHO € NOBTOPHO M3CneasaHe

O N O B 10

on 12 ro,unun ¥ TenecHo Terno nopg 40 kr

W3UCKBAHUA HA H30K NP NEYEHWE HA ONTUKOHEBPOMMENWT (EONECT HA DEVIC) B U3BBHBONHWYHATA NOMOLY




NPUNOXEHWE 2

. NEYEBHO-QUATHOCTUYEH ANMOPUTBM

1. NEKAPCTBEHW NPOAYKTU, Bknioyenn B Mpunoxenue 1 Ha MNC, kouto H3OK 3annawa B cLOTBETCTBHE C
AEeUCTBaUTE HOPMaTUBHU OOKYMEHTH.

Tabnwua 1

= 'INN MKE OrPAHUYEHMA

= nwu,a Haa 12 roauHK U TenecHo Terno Hag 40

SATRAUZlm'_ G

Nevennero
ceamMuun,

smab 3ano4sa ¢ TUTpMpawa Ago3a ot 120 mg Ha ceamMuua 0 2 u 4. Nooabpxawara aosa e 120 mg Ha YeTUpKH

‘ LZ%J-;;‘;EBZMW UE KOHCVI!TALMW U3xogHu HA 6 MECELIA HA 12 MECELA
MKK ¢ AKK*™* - v v v
ASAT* v v <
ALAT™ v v 7
Ypesa v v Ve
KpeaTuHuH v v v
Bunupybun v v v

€3¢ AaBHOCT A0 1 Mecey APEAK KaHAWAATCTBAHETO
©8 NPOBEeXAAT Ha BCEKM 4 CEAMMLM NPes NbpeuUTe TPM MECEeLa W Npe3 TP MeceLa B NPOALMKEHUE Ha FOANHA W
cvobpasHo mnumm nomam cnej Toga.

*** BpoAT Ha H .naa Aa ce npocneassa 3a 4-8 CEAMULM Cneja 3anoyBaHe Ha NeveHUeTo  cboBpasHo KNUHUYHUTE NOKa3aHuA cnej
TOBa.

Il. OBLUK usucmm

1. Bhapacrom mumﬁ ce uaqncnm “HaBLPLUEHA TrOAMHW - T.e. BKMNKOYMTENHO KbM JaTata Ha W3jaBaHe Ha npoTokona oOT
cneyuanvanpaHaTa KOMUCHS: -
2. Npu HasHa4asaHe Ha Tepanisa no ﬂpomm

GTENHO Ce CbobpasABaT BbLIPACTOBUTE OTPAHWMEHWA, CLINACHO KPATKATa XapaKTepuCTUKa

K ¢ > :8 Ha 3NNXMm.

M3IBBH YKaa OBA rPaHULa B KPaTKaTa XapakTepucTuka Ha NpoayKTa.
031 Hag Mamnﬁo paspeLLeHnTe No kpaTka XapakTepUCTvKa Ha NPOAYKTa.

6. Bcekun e-npOTomJiﬂ m BB ocrmaﬂm,ua.neﬂ MEAMLUMHCKN AOKYMEHT. cneunanusupada KOMUCKA B J'ISBI'I Ha ocHoBaHue Allp Ne 38
,LOnpeaenaHe Ha nnaH uam w Wcmﬂe Ha TepanesTUYHMA OTroBOP NPU NAUWeHTW, NoNyyasall CKbNOCTPYBALYN NEKapcTBEHW

Eksemnnap Ha xapTueH Hocman m'AFm No 38-OnpegensHe Ha NNaH Ha NEYSHUE U NPOCNEAABAHE HA TEPANEBTUYHUA OTFOBOP NPM NaLMEHTH,
Nony4asalyu CKLNOCTPYBALUN TeKAPCTEEHM > peja Ha un. 78, T. 2 330", KoilTo e OCHOBaHME 33 W3gaBaHe Ha NPOTOKON, NOANWUCAH OT
cneynannaupana komncua u 30JT, mmﬂm -ORpefenseH ot nevyeBHOTO 3aBefieHNe U Ce CbXPaHABa B kabWHETa Ha KOMUCUATA.

7. Npw napasare Ha E-npoTokon no peaa Wufa fo un.78, 1.2 ot 330, otnaga HeobxoauMOCTTa Aa Ce NPEAOCTABAT W CbXPaHABaT
npunoxeHne Ne1 n npunoxeHne Ne3 oT F ‘
8. NapaeaHeTo Ha E-npoTokon ce oc~nu4ecmua= Wmue CBC cu_mecmn .YKa3aHuAa 3a paboTa c nogajeH no eneKTPOHeH NbLT NPOTOKON
IA/IB/IC (e-npoTokon)”, mexay HaunmoHanuaTa anbmﬁbocurypu‘rama Kaca w %nr&pcm NEeKapcku Cblo3 3a npunaraHe Ha HaunoHanHWA pamkos
AOroBOP 3a MEANLMHCKUTE AEHHOCTH. : :

Hacmoswume usuckearusi ca ymebpdenu om ynpasumens Ha H30K cned Pewenue Ne PL-HC-04-85/29.07.20242. Ha Had30pHusi cbeem Ha
H30K u npedsapumenHo cbanacysaHe ¢ bIIC, Ha ocHosaHue 4Yn.51, an.10 ewe a8p. ¢ an.8 om MpasunHuka 3a ycmpolcmeomo u deliHocmma Ha
Hauuonannama 3dpaeHoocuzypumenHa kaca. M3uckeaHusma enu3am & cuna om damama Ha o6HapodsaHemo um 8 . JbpxaseH eecmHuk”.

W3NCKBAHWA HA H3OK NPU NEYEHWUE HA OMTUKOHEBPOMMUENWT (BONECT HA DEVIC) B MU3BBHEONHUYHATA nomoty



NPUNOXEHWE 3

AOEKNAPALNUA 3A UHO®OPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/ MPOABIMKABAHE HA
NEMEHUETO C NEKAPCTBEHWA NPOAOYKT

cnea kato Ce 3ano3Hax C uanarta MU NpeaocTaBeHa  WHOPMauMA W UENTa Ha  NeYEHWEeTO C  JIEKapCTBEHUA
NPOAYKT.....
NOCTaBEeHUTE:

1

eH BLAPOCH, AieKNapupam ve:

: V luaenopbanaTa MK CXeMa Ha neYyeHue n NepruoanvHOCT Ha KOHTpONHWUTE npernegu.

2. Pep _:uie Ce ABABaM Ha KOHTPOMHM nperneau U HAMa O3 NMPOMEHAM CaMOBOMHO WNW NOA ApYro BHyuleHue
HasHaYeHaTa MU Tepanus.
3. : CTAHOBABAHE HA NEYEHUeTo no.q}iuqnnn,....uenpoua'rnqamw OT peteHneTo Ha KomucusaTa 3a ekcneptnsun B P30K

w/nar Komueusta no un. 78, 7.2 ot 330, uje yBeaoma HeaabaBHO NV4HMS CU nexap.
4. Tpw HecnassaHe Ha NOCOYEHWTE YCNOBMS NEYEHWETO MW C YNOMEHATUR NeKapCTBEH NPoAyKT e Gbae npekpateHo
HSIMA 48 MMaM npeTeHumn KoM H30K.

NS W3UCKBAHUA HA H30K NMPW NEYEHWE HA ONTUKOHEBPOMMENWT (BONECT HA DEVIC) B U3BBLHEQNHUYHATA NOMOLL,



