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PA3JIEJ 1

Hpejmncnaﬂe HAa JHCTHYHH XPAaHH 32 CHCOHAJITHH MEJIHNHHCKH 11EJIH

1. [IpennnrcpaneTo Ha AUCTHYHYE XPAHHU 33 CIICIIHAJINE MCJUIMHCKH LIeTH, HApHYaHH I10-
HaJIOJTy XpaHH, C€ H3BBPIIBA IpH cOa3BaHe HA OOINATE yCIOBHSA 33 paboTa ¢ IIBPBHYHH
MEAMLIUHCKH JOKYMEHTH — PEHCHTYpPHH OJaHKM (eJEKTPOHHH NPEONHACAHHSI), IPOTOKONH H
€NEKTPOHHY PEleNTYPHH KHIDKKH, ocogeHr Hapenba Ne 4 ot 04 mapr 2009 r. 3a yciioBusaTa
H pela 3a MPeANHCBaHe H OTHYCKAHE HA JICKAPCTBEHH NPOAYKTH, HalMOHANHHA DPaMKOB
JIOTOBOP 3a METULHHCKH AEHHOCTH M IIPWIOKCHHATA KbM HEro, KakTo H CHOOpasHO
CKIOUEHUs HEAuBHyaneH noroeop Mexay UMII m H30K.

2. Bunosere xpamm, 3a kouto H30OK HambiHO WAM 9acTHYHO 3amniama, KakTo H
YCIOBUATA 34 TAXHOTO IIpeANHcBaHe H mogydaBaHe ca mocouesn B ,,CIIMCBK HA
JUETHYHA XPAHW 3A CIIEIUAJIHU MEJJMUIIMHCKHW I[EJIM, 3AIUIAIIIAHKA
HAITBJIHO WK YACTHYHO OT H30K* (Crmcsk/a) , m3roTBeH o pena Ha [aBa Tpeta
ot Hapeaba Ne 10 ot 2009 r. 3a yciormaTa, pea, MEXaHH3MA M KPUTCPHHTE 32 3AIUIAINAHE OT
Hamponannara 3ApaBHOOCHTYpHTENHA Kaca Ha JIEKAPCTBEHH TIPOIYKTH, MeETHIIHHCKH
H3JEIHd A HA JIHCTHYHH XPpaHH 33 CIEIWATHE MEIUIIMHCKH EIH W Ha IIOMOOIHH CpPeACTRa,
OPUCIOCOOICHHS, CHOPBKEHHS H MCIUIMHCKA H3JeNIHs 33 XopaTta ¢ YBPEeXJ(aHwus,
JOroBapsiHE HA OTCTBIIKH H BB3CTaHOBABaHE HA IPEBHIICHHTE CPEICTBA IIPH IpHIIAraHe Ha
MEXaHU3bM, TaPaHTHPALN IPSABHIHMOCT H YCTOHYHBOCT Ha 610/pKeTa Ha H30K.

3. Xpanu ce HasBagaBaT Ha IIpotoxon I C npa crobpasgeane ¢ YCHOBHATA, TOCOYEHH B
Crmucwka u B Tabmma Ne 1 keM Paspen 11 va HacTosmoTo ykazanue.



4. XpaHATe c€ NpEANHCBAT CaMOCTOATETHO Ha OTHASNHA pelenTypHa OrnaHka
(emexrpormo mpemmmcanue) — g0 3 /rpu/ H30K-xoma Ha emHa ©OmaHKa (SNeKTPOHHO
npeanucanye). M3snenuuTensT Ha MENHIMHCKA IOMOII 110 CBOS MPEIEHKa MOXE JIa H3BBPINH
npeanacanreTo Ha 6nanka o6p. M3-H30K Ne 5 (equHHYHO €EeKTPOHHO NMpeIIUCAHHe) HIH
00p. M3-H30K Ne 5A (TpoifHO €NeKTPOHHO NPCHIIACAHTE).

5. He ce nomycka mybnupane Ha NpeNlUCaHHAATAa B PaMKHTE Ha CPOKa, 38 KOHTO ca
Tpe/IMTUCcaHy XpaHHTe, KaKTO K €1HOBpeMeHHO mpeauncsade oT Ol u cnenmanmuct.

6. UMII ¢ miexer ma yBemomH 30JI 3a BH7a HA NpeJUHCAHUTE XpaHH, HAUWHA Ha
TAXHOTO TIPHEMaHe H BE3MOKHEES H200p Ha XpaHa.

7. [Ipu mepROHAYaIHOTO NpeanucBane Ha xpany, 30JI ¥ JexyBalmuaT JcKap Morar ja
YTOYHAT AaTa 32 IpeIIHCBaHE HA XPAaERTE B YIOOHO 3a TIX BpeMe.

PA3JE] II

HeobxoqnmMn T0KyMeHTH H ciefAQHIHH H3HCKBAHHS 32 II0JIYIABAHE HA
MMETHYHN XPAHH 33 CHECIHAIHHE MTHIHACKHE Ue/IH

8. HeoGxoamMn JoKyMeHTH:

30J1, xaRmuaaTcTBANO 3a MOjIydaBaHe Ha xpan, npencrass B P30K cnenmmte
JOKYMECHTH:

8.1.,.IlpoToxon 3a mpeanAcBane Ha JekapcTsa, 3amnamanu oT H30K" — obpasen “M3-
H30K” ¢ HazHayeHHs 3a CPOK 32 HE MOBeue OT 365 nHu, M3MaleH 0T CICOHAIMCT Ha
OCHOBaHHe aMOyNaTOpeH JNHCT MM OT cnelann3upana komucus B JI3BMII ra ocnoBanne
pemenue o aMmOynaropHa npoueaypa Ne 38 no cr0TBETHUTE CIENHANHOCTH;

8.2.MeaunmuHcKl JOKyMeHTH, nocodeny B Tabnuma Ne 1 B yTBBPICHHTE H3HCKBAHUA.

Ha 30JI cnemsa na Oboe w3jameHa enekTpoHHa penentypHa kHukka (EPK) za
KOHKpeTHHTe 3abosapannd, nocodcHu B Tabnuna Ne 1 ¥ yTBEpAEHHUTE H3HCKBAHMS.

' Taoauna Ne 1

CnennduyHn H3RCKBaHHAS NPH H3/1aBaHe HA NPOTOKOJI 0 KOHKPETHH 3a00/19BARNSA

3aboanBaue JleueOHO 3aBenAenNe, B Ja0eiiexka
KOETO ce
AHATHOCTHIHPA
3aboaaBaHeTO H/HIH
HM3XABAM0 NPOTOKOIA

1. Knacnvecka CBAJIIb — tp. Codusa | 3a mena mpu m3gaBane /BIIUCBANe Ha
$eHAIKETORYpHA 3abongBaHeTo/ HA €ICKTPOHHA
(E70.0): peleNTypHa KHAKKA ce H3UCKBA

€IUKPH3a OT JIe4eOHOTO 3aBe/ICHHE,
Emkpnzara cnespa ja chappika Ne aa U3
¥ OOTHMYEH NPecTOH “oT-710”; cepyMHa
KOHIICHTpauus Ha (eHHIATAHHHA, C
IOaBHOCT 0 6 Mecela, MOJmUcaHa OT 3aB.
KITHWHUKA/OTAENSHAE U JICKYBaIMHs JIeKap
H IIOAIICYaTaHa ¢ Ievar Ha JeyeGHOTo
3aBeJICHHE.
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YMBAJ"{apuna Hoana
- UCV]JI — Kmunuka 1o
obMenHH OolecTH

3a ;muna Hax 18 roguHyu c6 M3KCKBA:
1.MeTuIHHCKa JOKYMEHTAIHS,
BeprpHUIHPALIA AMATHO3ATA.
2.EnekTpoHna pelenTypHa KHIDKKA C
BIIMcaHo 3ab0iaBaHe ,,DeHATKETOHYPHA
- E70.0.

3.Pe3ynraTh, OTYHTAIIH HHBOTO Ha
(eHHIIANaHWH B KPHBTA, KATO CTOHHOCTT2
Ha ¢ermnanannna < 20mg%, noAmIcann
oT 3aB. JJabopaTopHdTa, oJredarana ¢
IevaT Ha JIedeOHOTO 3aBeICHHE.

2. ipyrn
pascTpoiicTBa HA

0o0MHHATA HA
AMHHOKHMCEIHHHTE ¢
pPa3KJIOHEeHA Bepura,
IIponHoHoOBA
amnaemus (E71.1):

CBAJIIIB — rp. Cotus

3a gema mpH W3maBaHe /BIHCBAaHE Ha
3abossaBaHeTo/ Ha CJICKTPOHHA
pellenTypHa  KHHXKA CE  H3HCKBA
EIHMKPH3a OT JIe4eOHOTO 3aBe/IeHue.
Enmkpusarta criiesipa Aa cbabpxa Ne va U3
u GojHWYeH npecTodl “0T-m0”; cCepyMHO
HUBO HA AMHHOKHCEIMHM M aMOHSK, C
JIaBHOCT JO 6 Mecella, TIO/IUCaHa OT 3aB.
KITHHUKA/OTACICHHE M JIEKYBAIHA feKap,
H IojnedaraHa ¢ IedaT Ha NeueOHOTo
3aBejIcHHE,

YMBAJI"Ilapuna Woana
- UCYJ1 — Knurmka mo
EHIOKPHHOJIOTHA U
OomecTH Ha 0OMAHAaTA 33
Jle9eHHe Ha MeTa0O0IUTHH
HapyOIcHES

3a mina Haj 18 roJMHHE ce H3UCKBA:
1.MemnuHCKa JOKYMCHTAITUS,
BepHObHIHPAINA JHATHO3ATA.
2.EnexTpoHHa peUenTypHa KHHXKKA C

BoECcaHo  3abosmBane  ,JIpormonosa
amuaemMus”™ - E71.1.
3.Pesynrarn, oTudTalm® HWBOTO Ha

" aMHHOKMCE/INHH U aMOHAK, TOAIHCAHH OT

3aB. JabopaTopuATa, NOANE3ATAHA C
[e4aT Ha Jie4eOHOTO 3aBe/icHHE.

3. PazcrpoiicTBa B
MeTaboIHTHHS
IHKDLJ Ha YpeAaTa

(E72.2)

CBAJIJB — rp. Codus

3a u3nagane /BOHCBaHe Ha 3a00NsgBaHeTo/
Ha EJIEKTPOHHA peleNTypHa KHHXKa Ce
W3UCKBa  emMKpu3a oOT JieuebHoTO
3aBe/ICHHE.

Emukpuzara cienpa Ja cbabpxa Ne va 13
H OoNMHMYeH MpecToit “oT-10”; pe3ynrati
OT AaMHHOKHCEITHHHKS aHANA3 HA YpHHA H
mia3Ma, ¢ J@BHOCT J0 6 Mecela,
[O/INMCAHA OT 3aB. KIIMHHKA/OTACICHHE H
JIEKYBalIMs JIEKAp H ITOATICYATaHa C TIeYaT
Ha JIe4eOHOTO 3aBelicHHUE.
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YMBAIT"I[apuna Hoana
- UICVYJI - Knuauka o
€HJIOKPUHOJIOTHS H
OonecTH Ha 0OMAHATA 34
JledeHye Ha MeTab0IHTHH
HApYIICHAA

3a muna van 18 roguH ce H3HCKBAa:
l.EnmekTpoRHa pelenTypHEa KHHXKKa C
pmcano 3abonsgBane ,Pascrpoiicrsa B
MeTabOMUTHHS IHKE Ha ypedra® - E72.2.
2.Komme oT mnocnesEMs IPOTOKON 3a
neucHue ¢ Harprep penunbyTupar.

4. Anepras KM

0eJThKA HA KpPaBeTo
mursiko (K52.2)

HemmraTprdaHy KIHHAKH B
YHHBEpPCHTETCKA
OonHHIA, TeAUATHP HITH
JIETCKH IaCTPOSHTEPOIIOT,
paboTelr o JOTOBOP ¢
H30K B
U3RBEHOOIHUYHATE
TIOMOII]

3a uzmasane /BOucBaHe Ha 3a00JIBaHETO/
Ha CICKTPOHHA DPENenTypHa KHUXKa ce
HM3HCKBA €IMHKPU3a MM KONHE OT
amOyIaropeH JHCT, H37aIcH OT
ChOTBETHHUS CIENBATHCT. Te cleaBa Ja
OBIaT NPUAPYXKCHH CBC CTAHORHINE,

CBALPIKAINO - aHAMHe3a, ONUMCcaHHe Ha
KIHHAYHHATE CHMTOMH, PpE3YITaTH OT
TpOBEZieH CIMMHHAIHOHCH TeCT (3a

HEPHOA OT noHe 1 Mecel), pe3yaraTH or
TIPOBEZICHH OHOXUMHYHH H3CICIBAHHS —
HAMHYMe  Ha  CO3MHODHIAS WM
cnenmdmasn IgE (max 5 KUA/L).
IIpoTokon 3a npejrMcBaHe Ha JIEKapCTBa,
zamiamadd oT H30K ce u3gama 3a cpok
o 3 mecena. Ilpn m3gaBane Ha crieABaIn
TIPOTOKON ¢€ IIPEACTABAT PE3YJNTATH OT
TIPOBEIICHE  KOHTPOJAHW  OHOXMMHYHU
H3CIEABAHAS — HATHIHC HA CO3HHODHIIAL
une cnenuduynd IgE (mag 5 KUA/L).

5. llnonnaxns llenpaTpranu kKTMHEKM | 3a Jlela: 3a u3/1aBaHe /BNMUCBaHEe Ha
(K90.0) /am 3abonaBaHeTo/ Ha €JIEKTPOHHA
TaCTPOCHTEPOJIOIMYHHA | PELICIITYPHA  KHHXKKA €€ H3HCKBa
KITHHHUKH KEM eNEKpH3a OT JiedeQHOTO 3aBEjCHUE, C
YHUBEPCHTCTCKH JaBHOCT Jo 6 Mecella, IOAMMCAHA OT
OonmuuIm. 3ABEK AL KIIHHHKA/OTICICHAE "
JICKYBAIIHS JIEKAp M [OAIIeYaTaHa ¢ Hedar
Ha 1e4eOHOTO 3aBCCHHE.
yMBAH »~Llapuna 3a ymana gaz 18 roguey ce u3KucKsa;
Hoayna - UCYII“ - 1.MenuiuaCcKa JOKyMEHTALHA B
Kmanuka mo NOJIKpena  Ha  JIHArHO3aTa,  KOSATO
racTpPOEHTEPOIIOTHSA BKJTIOUBA:
-XHCTOJIOTUYEH pe3yyITar;
-dHaMHC3a M KJIHHHYHAa H358Ba, B T.4. H
JOKA3aTCIICTBA 3a IOCTABEHA JHAIHO34TA
H T[pOBeXJaHO JIEUEHHWE OT JeTCKa
BB3pacT;
-CEPOJIOTHYHO H3CJIEJBaHE — THTHP HA
aHTHTBKaHHA TpaHc-II[yTaMHHa3a (anti
TTG).
B Pemnenuero Ha choenuagWsmpanarta
_y Ykazauue 3a pabioma CoC CRUCHK Ba OUSMUY N XPAHI 30 CREWHALTHE MeQUUHHCKH iean 20222, 4




xomucus 0T YMBAJI ,Ilapuna Hoanna —
HUCYI* ce npaBu OneHKA H2 aKTYalHOTO
CECTOSHHE, HHTEPIPETHPAT ce
pe3ynraTtaTe OT IIPOBEIICHHTE
H3CJIe/BAHUSA M Ce BIIHCBA 0DOCHOBK2 Ha
HEeOOXOMMMHETE HHIMBMJ(yAltHU HYXIH 3a
A3JaBaHe Ha IPOTOKON 3a cpok zao 180
JOHH.

2.EnexTpoHHa pelenTypHa KHHXKKa C
BhpcaHo 3abomasane ,l{pommakua” —
K90.0.

6. Ennaencus —
Grand mal
NPHNATBIM,
HeyTouHenu (G40.6):

CBAJNIIDB — rp. Codusa
YMBAIJL,,Ceetn
I'eopru® — rp. IlnosauB

[IpoTokonrTe ce H3aaBaT
B CBAJIAB — rp. Codus,
YMBAIJIL ,,Ceetr ['eopru®
—rp. IltoBmuB.
ITepBH IIPOTOKOI CE H31ABAY
3a TIEpHO A0 3 Mecera
CIIeJi yTBBIKIaBaHe OT
crelHaju3npana jJeueOHo-
KOHTPOJHA KOMHCHS TIO
JCTCKa HEBPOIOTHA WM
ne4e6HO-KOHTPOJIHA
KOMYCHS TI0 KITHHHYHA
T'CHETHKA KBM HAKOE OT
IBeTe NedeOHU 3aBEACHHA.
Ilocneaparmu IpoTOKOIH
Morar jga O0bJaT U3IaBaHl
3a mepuoy 1o 6 Mecena.

H30K 3amiama JWeTAYHH XpaHH 3a
OPOBEK@HE HAa KeTOreHHa JHETa ciel
MUATHOCTHIIMPAHE Ha CIWICHCHA U
abcaHcH B paHHA JE€TCKA BL3PACT,
cerimacHo HanmmoHanieH KOHCEHCYC 3a
OAATHOCTHKA M JICYCHUE Ha eIWIeNcHs
(HKIIJIE).

Ha 30JI cneppa na Ownae wuzzajgeHa
€IIEKTPOHHA  peIlleNTypHa KHIDKKA ¢C
BnucaHo 3abomaBage ,,Grand mal
IpUNagbIH, HeyTo9HeH:H * - G40.6.
W3panenure nmpOTOKONH €€ 3aBepsABaT B
P30K Ha ocHoBaEHe mnpHApyKaBalia
MEMITHHCKA JOKYMCHTAIIHA.
IIpunpyxaBamm MEAUNHHCKHA JOKYMEHTH
IpH TBPBO H3JaBaHe¢ HA MPOTOKON:
CNHKPH3a, JOKa3Bald  eNMICHTHYIHHAI
CHHIAPOM; MEIHIIMHECKA AOKYMEHTAIUs 3a
epexr OT TPOBEJCHOTO  JedeHHe,
CBIVIACHO HKJJIE, craHOBHINE Ha
€KCIICPTHHS CHBET.

3a 3aBepka Ha 2-pd U TIOCIEHABAINA
IPOTOKOMM (I'BPBH CHEeX 3 Mecena H
mocnefpalqH  mpe3 6 Mecerma) ce
IIPEACTaBs: MENHLOHHCKA NOKYMEHTAIUS
OT JICKYBaIOHS JETCKH HEBPONOT ¢
moxpobHO onHCaHd e(eKT OT JIeUCHHETO —
gecToTa Ha npHcTsomTe, EEIT mpoMenwu,

TeJNecHO TEIJ10, JHHAMHKA B
MeIUKaMEHTO3HaTa Tepamns.
Ilpu MOTHBHpaHA IpoMsAHA Ha

KOJIHYECTBOTO Ha JecucDHATa XpaHa B
nepuosia Ha JACHCTBHE Ha Bede 3aBepeH
mporokos, B P30K ce npeacrass
METHIHHCKA JOKYMEHTALIUS OT
JIEKyBaIl¥iA HEBPOIOT. TENeCHOTO TEITIO €
3a0bJDKATENEH €IeMEHT IIPH MOTHBUpPAHE
Ha NpOMSHA B HA’3HAYCHOTO KOJIHYECTBO
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xpana. P3OK amymmpa peficrsamus H
3aBepsiBa HOBOH3AAACHHS [IPOTOKOIL.

IIpu HeoOXomuMOCT OT TIpeKpaTABaHE Ha
negennero, CBAJIIE — rp. Codwmsa u
YMBAJI ,,.Ceeru Feopre® —~ rp. IInoraus
yeenomasar P30K m cwoteerno IIY na
H30K. P30K m3mpama KOIHE OT

3aBEPEHUTE TIPOTOKOIH H
IpUApYKABAMAaTa MEJIHITHHCKS
noxymentaius B LY ra H30K.

Kerorenna gueta ce mpuiara oT 1 r. A0
18 r. BB3pacr.

PA3ZJEJ 11X

OTIlyCKaHe HA JHCTHIHH XPAHH 3a CIIeHAJTHH MECJHITHHCKH LETH

9. Xparn ot CichKa ce OTITyCKaT camo OT anTeku, pabotermu no gorosop ¢ H30K 3a
OTIYCKaHE Ha TaKHBa TPOJYKTH.

10. He ce momycka mopMmsiHa B anrTekara Ha mnpeanucanure ot UMII xpasm, mo
HACTOSBAHE WIH B3AUMHA JOIOBOPEHOCT MEXJIY HALIMEHT H allTeKa.

11. Korato anTekara He pasmoyara ¢ IpeAnHcaHdTe XpaHH, Mar. GapMareBTET clieBa
IIa TH OCHTYPHE B CPOK JI0 24 daca.

PA3JAEJ IV
Otrosoprocti Ha P3OK

12. P30K o0sBsBa Ha BHJIHO MACTO aJ{PECHTE Ha BCHYKH alTEKH, OTIICKAIIH XpaHH.

13. P30OK u3BbpIBa 3aBcpKa Ha MPOTOKONA IIPH CHa3BaHe Ha O0IIATE YCIOBHUSL.

14. P30K cpxpamsdBa Komme OT MOPOTOKONMTE M JOKYMEHTHUTE, NOCTYXHIH 3a
OCHOBaHME 3a THXHOTO pa3pellaBaHe.

NPEXOAHH U 3AKTIOYUTEJHHU PASNOPE/IBH

§.1. C nracrosmoro Vkazanue ce oTMeHA Ykazanue Ne PJ[-16-36/29.04.2020 r., u3m. ¢
Vkazanue No P/I-16-64/13.11.2020 r. # cBIIOTO BH3a B CHJIA CNEl YIBBPKAABAHETO MY OT
VYupasurenst Ha H30K.

§ 2. Ykasanmero cc M37aBa Ha ocHoBaHMe Wi 19r or Hapenba Ne 10 ot 24 mMapt 2009r.
U ce MyONHMKyBa Ha HHTEpHET cTpanunaTa Ha H30K.
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