HAUWOHAIHA 3APABHOOCUIYPUTENHA KACA

Codhun 1407, ya. “Kpuuum™ No 1 www.nhif.bg mea: +359 2 9659301

YTBBLPKOABAM: /n/

BVPEKTOP AVPEKNRS
YPAO: _
30PHULIA YOYOBA

M3NCKBAHUA HA H3O0K
3A NMPOBEXOAHE HA NEYEHUE
NP MYKONMOJIU3AXAPUOO3A TUM Il U TUN IVA

B UISBBHBOJIHUYHATA NOMOLL



M3NCKBAHWUA HA H3OK NMPU U3OABAHE HA NPOTOKONA 3A NMPOBEXOAHE HA NEYEHUE C
EH3MM-3AMECTBALLA TEPANUA NP MYKONONU3AXAPULO3A TUM Il U TUM IVA

lMpoTokonbT ce u3fasa OT cneuwanuaupaHa KOMWCUA B Nne4vyeOHU 3aBefeHus 3a GOMHWYHA NOMOLY, CKITKOYMNK
porosop ¢ H3O0K. Cneuuanu3aupaHuTe KOMMCUM Ce Cb3AABaT CbC 3anoBe HA AWPEKTOPA B CREAHWUTE YHWBEPCUTETCKM
neuebHn saseaenna: CBANAB - rp. Codma, YMBAT "Anekcanapoecka” - rp. Cocus.

PABAHE HA NNPOTOKONUTE

npOTOKOJ'IM 3a 3anoYyBaHe Ha TepanuATa

*  MeauumHcKka AOKYMeHTauusl, NOTELPXAaBaWa KpuTepuuTe no npunoxeHue 1 v
= BCUYKM Heobxoanmu nacneasaHus, cbobpasHo Nnpunoxexune 2

. CUAl C FICHA MeJuLMHCKa MOTMBauMs 33
CNELMANU3NPAHA PeweHne Ha cneuManuanpaHa Komwu eauyy Ly
KOMWCHUS > 3ano4BaHe Ha TepanuaTa ‘
* “lpotoKkon 3a npegnuceaHe Ha nekapcTsa, 3annawanun oT H3O0OK/P30K”

/ 0bp. M3-H30K

Komucuna no un. 78, 3aBsepka Ha
T. 201 330 npoTtokona B P30K
B LY Ha H30K

- [MpoTtokonu 3a NpoAbMKaBaHe Ha TepanusaTa

* ‘[poTokon 3a npegnucBaHe Ha nekapcTsa,
3annawanm ot H3OK/P30OK" — obp. M3-
H30K

CNEUWANTU3UPAHA
KOMUCUA

3aBepka Ha NPOTOKONa B
P30K

Y

Il. OBLLUW NONOXKEHNSA

1. E-NpOTOKON Ce u3AaBa OT MNeHOBe Ha CNeuuanM3uMpaHi KOMUCHKM B neueGHM 3aBefeHus, oKasBawh GONHWYHa MeaULMHCKA
nomow: (JI3BM) Ha ocHoBanue ,PeweHne Ha cneunanuaupana komucus no Alp Ne 38 ,OnpedensHe Ha MnaH Ha nNeuyexve u
npocnesAsaHe Ha TepanesTU4HWA OTFOBOP NPU NauWeHTy, Nonyyasaln CKbNOCTPYBALLUM NEKapCTBEHW APOAYKTH No peda Ha un. 78, 1. 2
330" & cvoTBETCTRYE € HAacToAWMTE Vauckeanus Ha H3O0K, kaTo NLPBUAT 1 BCEKV GNEABaLL NPOTOKON Ce U3A3BaT 3a Nepuos 40 365 LHu.
2. 3ppaBHOOCUTYPEHOTO NWLE YAOCTOBEPsABa C NOANMUca cu B PelleHve Ha cheunanuanpaxa komucus” no Alp Ne 38: cnegHoTo:
~Kenas na mu Buae 0406peHD NeYeHNe C NEKApCTBEHMA NPOAYKT, KaTo AEKNapupam, Ye CbM YBEAOMEH 33 ASHCTBMETO HA HAaHaYeHaTa
nekapcTeeHa Tepanua u 4asam WHDOPMUPAHO CerAacke chbliaTta Aa Mu 6bie npunarana®; ,CbrRaceH/a CbM 33 M3NON3BaHe Ha NUYHUTE
MW A3HHW 33 LenuTe Ha ekcnepmaaTa“f ~Kenas fa 6baa ysejqomeH/a 3a peaynrtarta oT ekcneptusata oT P30K no eauH oT cnepHute
HaunHu: no e-mail, TenedoH unu Ha macTo B P30K"; ,Paspelsasam BoCTbN 40 €NEKTPOHHOTO MU 34PaBHO A0cCKe".

3. Mpeawn cTapTupaHe Ha npoueca no wanaeave Ha E-npotokon Ha 30[1, cneuWanuaupaHata KOMWCUS Criej NONyYeHo paspelleHue 3a
AocTbn oT 301 40 €NEKTPOHHOTO MY 3APABHO AOCHE, NPaBH CNpaexa no enekTPOHEeH NbT 3a 343 eHN NpesXxoAHN NPOTOKONK, NO ChLUS
npochun Ha 3abonasane. MpouecsT ﬁb--ﬁ'.!;g__aa_aue ta E-npotokon ce peanuanpa B MeaULMHCKN codTyep. B HacTORIUTE M3UCKBaHUA ca
MOCOYeHN HeoDxoaAMMUTE LOKYMEeHTH 3a uanasane Ha E-nporoxon va 3011

4. KbM Bcexkn E-npoTokon, © KOHTO @ HasHaueHa NexapcTBeHa Tepanus, ce npunarat Heobxo4uMnTe AOKYMEHT (ambBynaTopHuTe nuctoee,
eMUKPN3N, U3CNEABaHNA U Ap.), CNEA KOETO AOKYMEHTWUTE Ce W3NPalLlaT Mo eneKTPOHEH MbT KbM WHAOPMAaUMOHHATa cucTema Ha H30K.
HokymeHTuTe, kouto celiecteysar B H3WUC/undopmaunorHaTa cuctema Ha H3O0K, ce aexnapupat B E-npoTokona ¢ TexHuTe YHUKANHU
Homepa (HPH).

WHibopMaumaTa, OTHOCMMa KbM M3faBaHe Ha E-npoTokona, X0ATO € B JOKYMEHT, KOWTO HAMA eneKTPOHeH (POPMAT, Ce NonLNBa B
PeLueHMeTo Ha cneuuanusupaHa koMICHA - 0CHOBaHWE 3a W34aBaHe Ha E-npoToKona, Unu ce npunara KaTo CKaHWPaHO KOMWE.

5. MNpu usgasare Ha E-npoTokon no pesa Ha ekcneptwsata no 4n.78, T.2 or 330, ornaga HeobXoAMMOCTTa Aa Ce NPegocTaBAT U
ChXpaHaBar npunoxexne Ne 1 u npunoxenue Ne 3 ot HacToAwwuTe M3uckeanuaTa Ha H30K', npu cneaxnTe ycnosus:

- 3a npunoxerue Ne 1 - Npu HanMYMeTO Ha TeKCT B CLOTBETHUA uekBokC B ,PelieHne Ha cneunanusvpaHa KOMUCHA" Mo Allp Ne 38:
JIMnceaTt nskniouBaly KpUTEpPUN 3a 3anouBaHe/NpogbmKkaBaHe Ha nevenme c N

- 3a npunoxeHue Ne 3 - npw HanuuneTo Ha TekcT B Pewenune HAa cneuywannaupana komucus® no Allp Ne 38: Kenas ga mu Obvae
0po6peHo neveHne ¢ NekapcTBeHUs NPOAYKT, KaTO AEKNAPUPaM, Ye CbM YBEJOMEH 3a 4efCTBNETO Ha HA3HauYeHaTa nekapcTBeHa Tepanvs
W AaBam UHOPMUPEHO ChInacue Cbiata 4a mu 6bae npunaraHa’.

W3UCKBAHWA HA H30K 3A NPOBEXAHE HA NEYEHUE MPWU MYKOMONU3AXAPWUIO3A TUM Il U TUMN IVA B U3BBHEONHUYHATA nomouy




NPUNOXEHWE 1A

NNCT 3A ONPEAENAHE HA KPUTEPUWUTE NMPU 3ANOYBAHE HA NEYEHUETO C EH3UM-3AMECTBAILLA
TEPANWUA NPU MYKOMOJIM3AXAPUAO3A TUM Il U TUT IVA

f EPWK 3A 3ANOYBAHE HA NbPBU KYPC (3AABIMKUTENHU CA BCUYKU KPUTEPUN)

MKB E76.1, E76.2

1 Cury-pﬁa mrﬂoaa — KNUHWYHATa CUMNTOMATUKA, NOTEbPAEHA Ha Ba3aTa Ha eHauMeH aHanu3 unu OHK ananus 1.2

2 | Jlunca Ha U3KNIOYBALLM KPUTEPHUU NO ToYKa B

'pelueHne Ha cneunanuaupana komucus no Aflp Ne 38 =
- Me,qnunﬂcxa onyweHTaumn NOTELPXAABALLA KPUTEPHITE MO NPUMOXEHME 1 1 BCUKN HEOBXOAUMY HICTIEABAHMA, CLOGPAIHO NPUNOXEHMe 2

I m-iﬁ_u:v_;“xpnTEin (TIPY1 ATIOHBAHE HA NEYEHMETO)

‘ £ "'XWB’CTBMTGRHOCT C NpOsABU Ha TEXKU aHacbnnaK"qum peakuvn KbM aKkTUBHOTO Bemecho WnNn KbM HsKOE
“OT ¥ ..._GI.U.HHTE BeulecTea

U3NCKBAHWA HA H30K 3A MPOBEXIAHE HA NEYEHWE MPWU MYKOMONN3AXAPWIO3A THM It U TUN IVA B U3BBHEONHUYHATA NOMOLLL




NPUNOXEHUE 16

NNCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOABIMKABAHE HA NEYEHWETO C EH3UM-3AMECTBALLA
TEPANWA NPU MYKOMNONMU3AXAPUOO3A TUM 1| U TUN IVA

3A NPOABIMKABAHE HA NEYEHUETO (BAOBIKUTENHN CA BCUYKU KPUTEPUM)

| MKBE76.1,E762

Xel

MaTONOrMYHY NoKasaTenm

ABnomuHanHa exorpacmus

KOHcy'n‘raﬁﬁn CbC crneuvanucT kapawonor — EKT, ExoKr

In

nca Ha U3KNIoYBaLM KPUTEPUM No Touka I

§;!g‘ x

. U3KMIOYBALLIM KPUTEPUM (NPY MPOTLIKABAHE HA NEYEHNETO)

1 ; TG)KI_(H aHa_t_tmnax'quHm peakumn KbMm akTUBHOTO BELLECTBO UNK KbM HAKOE OT NOMOLLHATE BelliecTBa

U3UCKBAHWA HA H3OK 3A MPOBEXIAHE HA NEYEHWE MNP MYKOMONU3AXAPWUAO3A THM II U TUM IVA B U3BBHBEONHUYHATA NnomMolLY




NPUNOXEHWE 2

. NEYEBHO-OUWATHOCTWYEH ANTOPUTHM

1. TNEKAPCTBEHW MPOOYKTW, ekniodeHn B lMpunoxenne 1 Ha TNC, konto H3OK 3annawa B CbOTBETCTBUE C
AeAcTBalWTe HOPMATUBHU JOKYMEHTH.

Tabnuua 1
OO3A
IDURSQL_#A&‘;E-- = e 0.5 mg/kg TenecHo Terno egHOKPaTHO CEAMUYHO KATO MHTPABEHO3HA MHCDY3NS
ELOSU{;F;@S'E"ALFA s 2 mg/kg TENECHO TErno egHoKpPaTHO ce,qngkimo KaTO MHTPaBeHO3Ha UHDY3MA
Tabnuua 2
Mepuopa Ha neyeHne
U3XOOHO Ha Bceku 6 Ha BCeku 12
Mmeceya* Meceua**
X X
X X
2 rNasa (no npeueHka)
NoBrH, XeMaToKpUT, EPUTPOLIUTHU, NEBKOLUTY, TpOMBOUMTH } X X

1. Bwb3pactosara rpa
cneunannspaHaTa kom :
2. MNpw Ha3HayaBaHe Ha Tepanus Mg
Ha CbOTBETHWNA NEeKapCcTBEH MPOAYKT,
3. H30K He 3annaiwya neveHne assH
4. H3O0K He 3annawa neuexue c Jo3n-HaA Mak
5. B cnyvaih Ha HacTenMNa NOAO3NpaHa HeXena Kap : _
cbobwenmneTo ce npunara/onucea KbM/B MEAULIUHCK 3 301 Npi KAaHA WL ATCTBAHE 33 NedeHue.

6. Bcekn e-npoTokon ce M3naea Bb3 OCHOBA HA U3AAAEH MEAMLIMHCKY SOKYMEHT: Crieunanuaupana komucus & JI3BM Ha ocHosanue Allp Ne 38
,OnpeAenaHe Ha NnaH Ha NeYeHWe W NpocneAsBaHe HA TEpPaneBTWNHWA OTTOBOP NPU MAUMEHTH, MONyyaBallyM CKLNOCTPYBALUW NEKAPCTBEH
NPOAYKTK NO pefa Ha un. 78, T. 2 330"

Exsemnnap Ha xapTueH HocuTen oT Alp Ne 38 ,OnpeaensiHe Ha NNaH Ha NEMEHUE W NPOCMeAsBaHe Ha TePaneBTUYHNA OTTOBOP NPU NaLUeHTH,
nonyyaeally CkeNOCTPYBALLM NEKAPCTBEHN NPOAYKTU NO peAa Ha un. 78, 7. 2 330", koiWTO € OCHOBAHWE 33 W3[aBaHe Ha NPOTOKON, NOANNGEH OT
cneunanunaupada komucus n 30J1, ce Boau no pea, onpeaeneH oT NevefHOTO 3aBEAEHUE N Ce CbXPaHABa B KabUHETa Ha KOMUCUATA.

7. MNpw u3pasane Ha E-npoTokon no peaa Ha ekcnepTusata no 4n.78, 1.2 ot 330, oTnaga HeobxoaMMOCTTa 4a Ce NPefoCTaBsAT o CbXxpaHsear
npunoxexue Ne1 u npunoxerune Ne3 ot HacToawmTe M3ncksaHua Ha H30K",

8. WspasaHeTo Ha E-npoTokon ce ochlUecTeABa B CbOTBETCTBUE ChC CLBMECTHM ,Ykasanus 3a pabioTa ¢ NojaAeH No eNekTpoHeH MbT NPOTOKON

IA/IB/IC (e-npoTokon)*, mexay HauvoHanHaTa aapaBHOOCHIypUTENHa kaca  BLiarapcku nekapckv Chbio3 3a npunaraHe Ha HauwoHanHus pamkos
AOTCOBOP 338 MEAWLMHCKUTE AEMHOCTH.

HABBPILIGHA TOAWHM - T.6. BKMHOMWTERHO KbM J4aTata Ha W3pasaHe Ha NpoTokona oT

UTENHO Ce ChoBPaIABAT BLIPACTOBNTE OPAHMYEHUSA, CLINACHO KPATKATA XAPAKTEPUCTMKA
2fa Ha 3JMIXM.

Hacmosiwume usuckearus ca ymenpdeHu om ynpaeumens Ha H30K cned Pewenue Ne PO-HC-04-25/14.02.20242. Ha HadaopHus cbeem Ha
H3O0K u npedsapumento cbanacysare ¢ BI1C, Ha ocHosarue 451, an. 10 eve ep. ¢ an.8 om lpasunxuka 3a ycmpolcmeomo u GeliHocmma Ha
HayuonanHama adpasHoocuzypumenna kaca. MauckeaHusma enusam e cuna om damama Ha 0b6HapodsaHemo UM & . J[JbpxaseH secmHuUK” U
ommensam delicmeawjume usLckeaHus, & cuna om 01.01.20202. Ha ocHosaHue pewerue Ne P]-HC-04-114/23.12.20192.

’g;. W3WCKBAHUA HA H3OK 3A NMPOBEXOAHE HA NIEYEHWUE MPWM MYKOMONN3AXAPUAOS3A TWIM Il M TUMN IVA B M3BbHEONHUYHATA nomoLy
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NPUNOXEHME 3
AEKNAPALIUA 3A UHOOPMWUPAHO CBIMACKUE C UBUCKBAHUATA 3A 3ANTOYBAHE/ NPOABIMKABAHE HA
NEYEHWETO C NEKAPCTBEHUA NPOAYKT

A nony : . . e Hum'/aTa

?;e 3ano3Hax C uanata My npenocrtaeeHa VIHCbOpMELMH' n uenta Ha nedeHneTo C nekapCTBeHus

‘U CRej KaTo MOMyuux U3uepnaTtenHu oTroBopuU Ha
)T MEH BbNPOCH, AeKnapupam Ye: '

1. a3BaM NPEnopbLYaHaTa My CXeMa Ha NeyeHne U NepuoanNdHOCT Ha x_dHTponHme npernegu.
2. 1 0 me ce fABABaM Ha KOHTPOMHW nperneau M HAMa aa ﬂpoMéHﬁM CamMOBONHO WNK NoA APYro BHYLWEHWe
Ha'ra MM Tepanus. e
3. “Péycfa'ﬁ.OBﬂBaHe Ha NneJveHneTo nd npw«mnu HENPOU3TUYALLM OT pelleHneTo Ha KomucuaTa 3a ekcneptuan B P30OK
 KomucusiTa no un. 78, 1.2 o1 330, Liie yBefoMA He3abaBHO NUUHUA C1 Nekap.
4 :

HECMaseaHe Ha nocouveHuTe YCIIOBUS| NEYEHUETO MU C YNIOMEHATUS NEKapCTBEH MPOAYKT lie Gbae NpekpaTeHo u
Ma Aa uMam npeteHuun kem H30K.

W3NCKBAHWA HA H30K 3A MPOBEXIAHE HA NIEYEHWUE NPU MYKOMONU3AXAPUOO3A TUM Il M TUM IVA B M3BbHBONHUYHATA nomoty



