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U3NCKBAHUA HA H3OK
NMPU U3OABAHE HA NMPOTOKOJIN 3A NMPOBEXOAHE HA NNEYEHUE HA BOJIHU C EMUIENCUA C
KINACUYECKU U OPYTU AHTUENMUNENTUYHU NEKAPCTBEHU NPOOYKTWU (OAIMN)

MpoTokon®bT ce M3gasa OT cneunanucTu ¢ koa Ha cneuunanHoct 10 (HepBHM 6onecTtn) unu 54 (geTcka
HeBponorus), pa6éotewm no porosop ¢ H3OK unu ot cneunanuampanHa komucusa B BJI3, cknrouuno
porosop ¢ H3OK. CneuunanuanpaHuTe KOMUCUM ce cb3fdasaT CbC 3anoBes Ha gupektopa Ha JI3 — 3a
Bb3pacTHU OONnHU: Yb B Codusa (MBAJ ,AnekcaHaposcka”, MBAJT ,Llapuua Moana”, CBAIHI “Ce.Haym”, CBEAJICCS -,HKBE”, BMA —
Codpusi, MeguumHckun nHCTUTYT kb MBP), Mnosaus (YMBAJ “Ce.l'eoprn”, BMA — BBAJl, KnuHuka no Hesponorusi), MNMneseH (YMBAI —
MneseH, BBAI), BapHa (YMBAJT “Ce.MapuHa”), Ctapa 3aropa (YMBAJl1 Ctapa 3aropa) 3a geua Ao 14 rop.. BkoYBaT Cce Nekapu CbC
crneumnanHocT AeTcka HEBPOMOTMSt UMM HEBPOMNO3W M MeAuaTpu CbC crneumanusaumus no aetcka Hesponorus — YB ([leTcka HeBporormyHa
knuHuka npu MBAI “Ce.Haym”-Codpnsa YMBAJ1 no [letckn 6onectu- Cocpusi, YMBAI “Cs.eopru” — MNMnosaus, YMBAJT “Ce.MapuHa” -BapHa,
YMBAIJT - lNneseH.
I. PEQ] 3A 3ABEPABAHE HA NMPOTOKOJIUTE

1. [poTokonu 3a nevyeHne ¢ NbpBa/ BTOpa MOHOTepanusi ¢ Knacu4ecku npoaykKTu
2. [poTokonu 3a npoabimkaBaHe Ha TepanusTa ¢ OAJIM (6e3 npomsiHa B no3aTa)

crneLmanucT, CKYunn OroBop ¢ “MpoTokon 3a npegnunceaHe Ha nekapcTea,
H30K | sannawanu ot H3OK/P30OK” — 06p. M3-H30K » | 3aeepka B P30K

1. TlpoTokonu 3a 3ano4BaHe Ha Tepanus ¢ JAJIMN - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
(8330J1 ce HacouBa KbM crneLmanuanpaHa kommcust KbM Yb, KOSITO n3gaBa ekcnepTHO CTaHOBMLLE 3a NpoabilKaBaHe Ha
NeYeHNeTo, camo ako Ce Hanara yBennyaBaHe Ha JO3MTe UMK BKIOYBaHe Ha HOB MeAUKaMEHT OT Tasu rpyna)

crneumnanmncT, CKIMtoYnn Jorosop ¢ = [lonbnHeHO 1 NoanucaHo npunoXxeHue 1 — NUCT 3a onpeaensHe Ha
H30K > KpUTEpMUTE NO CLOTBETHATA TOYKA C NPUIIOXKEHN BCUYKM HEODXOAMMM
OOKYMEHTU

= AmMOGynaTopeH nucT/ eTanHa enuKpuM3a c BCUYKN HEOOXoaumm
n3cneaBaHusi cbobpasHo Tabn. 1 (npunoxeHue 2)
=  “[NpoTokon 3a npeanvcBaHe Ha nekapcTea, 3annawann ot H3OK/P30K”

— 06p. M3-H30K
= EkcnepTHO cTaHOBMLUE C ACHA Komucusa 3a
MeauUMHCKa MOTUBauums ekcnepTvu3v B
cneymanusnpada = “[NpoTokon 3a NnpeanvcBaHe Ha NiekapcTea, P30OK
KoMMCHs b sannawanm ot H3OK/P3OK” — o6p. M3- |
H30K 3aBepka B P30K
(noanucaH oT uneHoBeTe Ha KoMUcKATa)

1. [poTokonu 3a 3ano4uBaHe Ha Tepanus ¢ JAJIM - PREGABALIN, LEV B nosa Hag DDD*
2. T[poTtokonu 3a koMmbGbuHupaHa Tepanus ¢ OAJM - LTG. TPM. TIAGABINE. GABAPENTIN. PREGABALIN. LEV

crneumnanmncT, CKIMtoYnn Jorosop ¢ = [lonbAHEHO 1 NoanucaHo npunoXxeHue 1 — NUCT 3a onpeaensHe Ha
H30K > KpUTEpMUTE NO CLOTBETHATA TOYKA C NMPUIIOXKEHN BCUYKM HEODXOAMMM
OOKYMEHTU

= AmOGynaTopeH nucT/ eTanHa enuKpuM3a c BCUYKN HeoOXxoanumm
n3cneaBaHusi cbobpasHo Tabn. 1 (npunoxeHue 2)

=  “[NpoTokon 3a npeanvcBaHe Ha nekapcTea, 3annawann ot H3OK/P30K”
— 06p. M3-H30K

= CTtaHOBMLe C siCHa MOTMBaLMSA 3a NPOBEXAAHETO Ha NoadbpiKalla
Tepanusa ¢ nosa Hao A0

EkcnepTHO cTaHOBMLUE C SICHA MEeANLIMHCKA Komucusa no un.
crneuuvanuanpaHa MoTUBALIMS 78, 1.201330B
Komucusa “MpoTokon 3a npegnunceaHe Ha nNekapcTea, > LY na H30K

> 3annawanun ot H30K/P30OK” — 06p. M3-H30K
(noanwucaH ot YneHoBeTe Ha kKoMucuaTa) 3aBepka B P30K

Il. OBLUW NONOXXEHUA
1. 33011 nopgaBa noarotBeHuTe AokymMeHTM B P3OK, Ha Teputopusita Ha KoATO e HanpaBuno usbop Ha OMJI. [JokymeHTUTe
BKNIOYBAT:
1.1 3asaBneHue po Oupektopa Ha P30OK.
1.2 MonbnHeHo ¥ NognucaHo npunoxeHue 1. MNonbnBa ce No CbOTBETHATa TOYKA M Ce Mpunara oTpaseHarta B LUM(POB MHIOEKC
MeAMUVHCKa [OKYMEeHTauus, yaoCToBepsiBalla BCEKM €UH OT KpUTepunuTe.
1.3 MbnHUST Habop M3cneaBaHUA (bU3MKamNHK, MHCTPYMEHTAarHU 1 nabopaTopHK), OTpaseH B NpUnoxeHue 2.
1.4 “MpoTokon 3a npeanucBaHe Ha nekapcTBa, 3annawaHu ot H3OK/P3OK” — o6p. M3-H3OK, uspageH oT nekaps
cneunanuct. Mpu HeobxogmmocT oT ekcnepTtusa ot Komucusata no un. 78, 1.2 ot 330, P3OK wm3npawa B H3OK konve Ha
npotokona. MpoToKoNbT 3aAbIHKMTENHO CE NOANUCBA OT BCUYKM YNEeHOBE Ha KOMUCUATA B CIly4auTe NocodeHn B T. |
1.5 Konue oT npeaxoxpaall NPOTOKOS, OT KOWTO fja € BUAHO NPOBEXAAHOTO NeYeEHe.
1.6 leknapauus 3a MHcopMUpaHo cbriacue rno obpasew (npunoxeHue 3)
2. P3OK npuema gokymeHTuTe no T. 1 crned cnpaBka OTHOCHO 34paBHOOCUrypuUTenHus ctatyc Ha 330J1.
3. flo nony4yaBaHe Ha peweHue oT komucusaTa B LY Ha H3OK 330J1 npoabmkaBa nevyeHue c riekapcTBeH/M NpoAykT/u, C KOUTO e
npoBexaan neYyeHUeTo A0 MOMEHTa Ha noAaBaHe Ha Monbarta u gokymeHTute B P30K.
4. OnNucaHuAT NbiieH KOMMNMEKT AOKYMEHTU Ce U3UCKBa B criy4yauTe, NPy KOMTO e yKasaHa Heo6xoAuMOCT oT pewieHne Ha Komucus
3a ekcneptusn B P3OK nnu Komucusta no un. 78, 1. 2 ot 330 B LY Ha H3OK. MNpu 3aBepka B P3OK ce npeacTaBs npoTokona 1
Komnue OoT aMbynaTopHMUs NUCT OT NOCreAHUs Npernen NPy cneunanucr.

Floy,  VISVICKBAHMA HA HSOK 3A MPOBEXTIAHE HA NEUEHUE HA BONHY C EMMNENCUS b
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NPUNOXEHUE 1
JINCT 3A ONPEAENAHE HA KPUTEPUUTE NPU USOABAHE HA NMPOTOKOJIU 3A NMPOBEXOAHE HA NNIEYEHUE
HA BOJIHU C ENMUINENCUA C KNACUYECKU U APYTU AHTUENMUNENTUYHU NEKAPCTBEHWU NMNPOAYKTW (OAJIM)

Ume: [eri| [ [ [ [ [ [ | |

3ap.'bn)|<wren|-m CTbNKU B TepanudTa:
= [TbPBA MOHOTEPAINWA c kapbamasenuH (CBZ) wunn Bannpoat (VPA), ocBeH B crydauTe, koraTto Te ca
KOHTpaunHaAnunpaHu nnn ¢ peakuma Ha HENOHOCUMOCT.
= BTOPA MOHOTEPAINA c nogoxogsl 3a BMAa Ha enunencusita U Tuna Ha NpUCTbMTE aHTUeNunenTUYeH
mMeamkameHT (AEM).
3abenexka: wmeduyuHckama OoKyMeHmauusi, ydocmosepsisauja 8CeKU om Kpumepuume € rocovyeHa C yugpa 8
UHOEKC U 3a0BbJKUMesIHO npudpy’kaea Hacmosiu,omo fnpusIoKeHue.

A. Kputepun 3a 3anouyBaHe Ha rnevyeHue Ha HOBOOTKPUTA enunencus (3agbiikKuTeneH € NbpBUA KPUTEPUN U
NnoHe eAuH OT oCTaHanuTe):
MoTebpAeHa Ype3 EEI anarHosa '
[lBa HenpoBOKMpaHM eNUnenTUYHM NpUNagLKa -
EnvHcTBeH npunaabk, HO 06ekTuBu3MpaHa envnentudopmeHa aktmeHocT B EET unun gaHHu 3a
KopTuKanHa yBpeaa (OTKIMOHEHUE B HEBPOMOIMYHUSA CTaTyC U HEBpOM3obpasaBalluTe U3cneaBaHns) ¢
BMCOK PUCK 3a peunams

T CbXpaHsABa ce B 34paBHOTO gocue Ha 330]J1

onvcea ce B ambynaTopHusi NUCT/ eTanHaTta envkpusa (Mpu BCekW criefall nperneq ce npasu oueHKka Ha

TepaneBTMYHaTa e(PekTUBHOCT)

B. Kputepum 3a neyeHue Ha enunencus ¢ pauuoHariHa nonuTepanua U Apyru aHTUENUNenTUYHU NleKapCTBEHU
npoAykT1 (Heo6xoaum e NoHe eAuH KpUTepumn):
HeedeKTMBHO neyeHune c afeKkBaTHN 3a TUNa Ha enurencusTa u Tuna Ha enunenTUYHUTE NPUCTLNN
onTUMarnHM AO3MPOBKK ¢ knacuyeckute AEM:
Cnaba pesynTtatHocT (nog 50 % peaykuust Ha NpUCTbNHATa YecToTa) C ABa flekapCTBEHW NPoAyKTa,
npunaraHn Hag 3 Mecelia caMoCTOSITENHO UMK B KOMOUHaUUs
npu MHO20 4Yecmu (exeOHe8HU unu execeOMuy4Hu) npunadbyu U enuaenmuyHu cmamycu
s1ie4eHuUemo Moxe 0a ce 8bgede ro-paHo rpu 60IHUYHO IeHeHuUe
MpoAbMKUTENHO NOCTUKTANHO BRollaBaHe, HEMOBMNNSHO OT TepanusaTa (cnefoBu napesu, TpanHa
OTHMLLHA HEBPOMOrMYHA CUMMNTOMATUKA, KOTHUTUBHMW HapyLLUEHUsl, AeMeHLs)
TepaneBTUYHO - PE3UCTEHTHU ENUNENCUN N ENUNENTUYHN CUHOPOMMU
CTpaHW4HM peakLmmn OT Krnac4ecKkuTe aHTMENUINENTUYHM NTIEKAPCTBEHN NPOAYKTU
" MAWOCWHKPaATUYHM peakumu
*  13pa3eHO 3acsiraHe Ha KOTHUTUBHUTE (DYHKLUMKW, 3abaBeHM peakuuMnm U CbHAMBOCT, YCTAaHOBEHW NpU CEPYMHMU
KOHLUEHTpaumun B pedhepeHTHU CTONHOCTH
*  yBpedeHa YyepHoapobHa pyHkumsA (noBuweHu ctonHocTy Ha ACAT, AJAT)
= XurnepamoHemus
*  13pa3eHUn CTPaHWYHM PeaKkLMn OT XpaHOCMUnaTenHust TpakT (GonkM B cTOMaxa, rageHe, NoBpbluaHe), Hanuyne
Ha oBapuasnHu KMCTU, KOXKHWU MPOSiBU, XMMNEPNasus Ha rmHrmeata, Koconag, BuaMMo HanbiHsiBaHe, oTcnabBaHe,
TpEMop v ap
T konue oT peLlenTypHaTa KHWKKA Ha BOMHUS, MY YECTU NPUCTBNN — eNUKPU3a ¢ Homep M3 oT cTauMoHapHO NeveHie ¢
AaBHOCT 0o 1 Mec. kKbM aTaTa Ha KaHauaaTcTBaHe
aMOynaTopHM nUcToBe/ eTanHa envkpus3a OT MperneguTe Mpu crneumanucT, YOOCTOBepsiBallM HEnoBnusiBaHe oOT
Tepanusita, NPOMsIHA B KIIMHWYHATA CMMMTOMATUKA W/WMIWM HAacTbNUNM CTPaHUYHU peakuuyn uUnu enuvikpusa ¢ Homep U3 ot
CTauUMOHAapHO feyeHne
3abI/DKMTENHO Ce NpeACcTaBAT CbOTBETHUTE U3CreaBaHUs Ha OpUrMHanHM 6riaHku OT nabopaTopust UK 3aBePeHN
konua 3a ASAT, ALAT, xunepamoHnemus

Zvnn3

B. Kputepum 3a npemmnHaBaHe KbM KOMOMHMpaHa Tepanusa ¢ Jpyru aHTMenUnenTUYHU fleKapCTBEHU NPOAYKTU
unu Tepanusa ¢ ao3a Hag DDD 3a LEV u PREGABALIN :
YacTuyeH unu HenbreH TepaneBTUYEH OTFOBOP, CreA KaTo € NpoBedeH ONTUMarneH Kypc Ha
NeyeHne ¢ Knacmyecka pauuoHanHa nonuvrepanus

T konue oT peLlenTypHaTa KHWKKA Ha BOMHMS

2 amGynaTopHI NUCTOBE OT MPErieauTe Npu CNeLManicT, YAOCTOBEPSIBALLM HEMOBNMSIBaHE OT TepanusiTta, NpoMsiHa B
KNMHWYHATa CMMMTOMAaTMKa WWNM HacTbNWUAM CTPAHWMYHW peakuun U enukpmsa ¢ Homep M3 OT cTauuoHapHO neyeHue ¢
AaBHOCT 0o 1 Mec. kKbM aTaTta Ha KaHauaaTcTBaHe

OTFOBapFI Ha Kputepunte 3a ne4vyeHue c B AHeBHa Oo3a

Fim N3NCKBAHUA HA H3OK 3A MPOBEXOAHE HA NEYEHWE HA BOJTHW C EMUNENCUA 3
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NPUNOXEHUE 2

I. NEMEBHO-OAUMATHOCTUYEH ANTTOPUTBM

1. NIEKAPCTBEHM NPOOYKTMW, BkntodeHn B Mo3nTuBHUS nekapcTBeH cnuckk, kouto H30OK 3annawa no peaa Ha Hapen6a
Ne 10 ot 24 mapT 2009 r. 3a ycnosusTa n peaa 3a 3annallaHe Ha NieKapCTBeHM NPoayKTv no yun. 262, an.4, 7.1 ot 3akoHa 3a
neKkapcTBeHUTe NpoAyKTW B XyMaHHaTa MeauuuHa, Ha MeauuuHCKUM usgenna 1M Ha AUeTUNMHW XpaHu 3a cneuuanHu
MeauumMHCKM Lenu (o6H. 1B, 6p.24 ot 2009 T.).

2. MOKA3AHUA N HEOBXOAUMU U3CINEOBAHWUA - cbrnacHo KpaTkute XapakTepuUCTUKN Ha NeKapCTBEHUTE NPOOYKTU

Ta6n. 1
INN NOKA3AHUA — chopma Ha 3a6onsiBaHeTO, nPEOU KOHTPOIT*
Bb3pPacToBU OrpaHUYeHUs1 3AMNOYBAHE* Ha 6 mec.
CLONAZEPAM AonbrBallia Tepanusa
= reHepanuavpaHa v dokanHa enunencus
MOHOTepanus nnu kaTo AonblBalla Tepanus 3a
Bb3pacTHW NauMeHTU n aeua Hag 2 r
= ¢pokanHu u BI'TKI
OXCARBAZEPINE =  naumeHTu ¢ aneprusa kbm CBZ,
HeedekTmBHOCT oT CBZ 1 VpA unu npu
Xvnepxonecreponemusi, 0CTeonopoasa,
HapyLUEeHN XOPMOHanHN yHKLUN 1
KOMOPOUAHU CbCTOSIHKSA, Cb3aaBallm
YCNOBWS 3a NeKapCTBEHW B3aUMOAENCTBUS
HayasiHa unv BTopa MoHoTepanus unu MKK,
MKK, TpaHcamvHasu
Jonbrealla Tepanus TpaHcaMuHa3n
CARBAMAZEPINE = HOBOOTKpWTa hokanHa enunencus fSPYMHO HUBO — clieq CEPYMHO HMBO —
= reHepanuavpaHa enurnencus, npotuyaiia c gPyikniggisaric Ha npwu
FTKN §/TPUBERSTO HeobxoanmocT
HayanHa unu BTopa MoHOTepanus unu
Jonbrneaila Tepanus KK
=  HOBOOTKpUTa reHepanuanpaHa envrnencus, MKK, TpaHcamuHasu )
TpaHcaMuHa3n
VALPROIC ACID napuuanHa enunencusi, cuHgpom Ha West CEepPYMHO HUBO — cnea CEPYMHO HIBO —
= [JonbriBalla Tepanvs Npu Bb3pacTHW U Aela | NpUKIoYBaHe Ha npu
C reHepanuaupaHa, okanHa enunencusi u TUTPUPAHETO
HeobxoanmMocT
cuHapom Ha Lennox-Gastaut, nonmmopdHu
npucTbNU
Jonbrealla Tepanus Npu Bb3pacTHU 1 Aeua
Haa 12 r. npu:
TIAGABINE = dhokanHa enunencus (MPocTu1, KOMMNIIEKCHN
TpaHcaMuHa3n TpaHcaMuHa3n
1 BTOPUYHO-TEHEPANU3MpaHn npunagbLm),
= TepaneBTUYHO PE3NCTEHTHW dpoKanHu
enunencum n CUHAPOMMU.
Jonbrealla Tepanus Npu Bb3pacTHU 1 Aeua
HaA 2 r. uny NpeMMHaBaHe KbM MOHoTepanus
npu Bb3pacTHU 1 geua Hag 12 r.
LAMOTRIGINE *  reHepanusupaHa enunencus (abcaHcu, YESl, KpEaTHHUH, MKK ¢ AKK,
MWOKITOHWUYHW,aTOHUYHWU, TOHUYHWN NPUCTBMN
TpaHcaMuHa3n TpaHcaMuHa3n
n F'TKIM)
= cpokanHa enunencusi (NPOCTH, KOMMMAEKCHU
napuuwanHu, BI'TKI), peancteHTHn
enunencum n CUHAPoOMM
Jonbrealla Tepanus Npu Bb3pacTHU 1 Aeua
HaA 2 r. uny NpeMmMHaBaHe KbM MOHOoTepanus
npv Bb3pacTHU 1 deua
=  reHepanuaupaHa enurnencus
TOPIRAMATE (MVOKTIOHVMHI, BTOHUIHM, TOHMHY TpaHcamuHa3sn TpaHcamMuHa3sn
npuctbnu n N'TKM),
= cpokanHa enunencus (NPOCTU, KOMMMEKCHW,
BI'TKIT), nonumopdHM NpucTsnw,
=  TepaneBTUYHO PE3UCTEHTHU enunencum
1 CUHAPOMU
| W3NCKBAHWNA HA H30K 3A MPOBEXOAHE HA JIEYEHWE HA BOJIHW C EMUNENCUSA
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Jonbrealla Tepanus Npu Bb3pacTHU 1 Aeua
HaA 3 r. unyv NpeMmMHaBaHe KbM MOHOTepanus
npu Bb3pacTHU 1 Aeua Hag 12 T.
GABAPENTIN =  CUMNTOMaTU4Ha enunencus Npu Mo3bYHU | ypes, KpeaTUHWH MKK ¢ OKK
Heonnasmu,
=  TepaneBTUYHO PE3UCTEHTHU hoKanHu
enunencum n CUHAPOMM
dokanHu enunenTnyHU Npunagbum (NPocTu n
KOMMIEKCHN) ¢ unun 6e3 BTopuyHa
reHepanusaums npu naumMeHTn Hag 1-mecedHa
Bb3pacT, reHepanusnmpaHu enunencum npu
nauveHTn Hag 12 r., TepaneBTUYHO PE3NCTEHTHU
enunencum n CUHAPoOMM
Jonbrealla Tepanus Npu Bb3pactHu Hag 18 r.
=  cpokanHu npunagsbLUM (MPOCTU U Kp. 3axap, ypes,
KOMMIEKCHN) ¢ unun 6e3 BTopuyHa KpeaTUHUH
reHepanusaums

LEVETIRACETAM ypes, KpeaTVHUH MKK ¢ OKK

PREGABALIN ypes, KpeaTVHUH

*onucBaT ce B ambynaTopHuA NUCT Ha OONMHWA U ce nNpunaraT 3aBepeHU KOMusi OT OpUrMHanHuTe GnaHku (npwu
HanMuMe Ha Xocnutanu3auumsi ¢ AaBHOCT Ao 1 Mec. nNpeguM KaHAMAATCTBaHeTO ce Mpunara 3aBepeHo konue oT
enukpusa ¢ Homep U3)

* CepyMHO HuBO Ha AEM Ha c¢heHUTOMH, BannpoaTt u Kap6amasenuH - criep NPUKNOYBaHe Ha TUTPUMPaAHETO U Npu
HeobXxoAMMOCT Npu NpeLeHKa Ha feKyBawusA HeBponor (CbMHeHMe 3a MHTOKCUKauusi, HegocTaTb4YHa Ao3a unm
HenpvemMaHe Ha NeKapcTBOTO; TepaneBTUYHA PE3UCTEHTHOCT; NoBevye OT 2 fekapcTBa; YepHoapobHa M 6bLOpeyHa
HeAOCTaTb4YHOCT; CbAebHO-MeaULIMHCKa eKCcnepTu3a; Npyu GpemMeHHN XKeHU)

Il. OB UBSNCKBAHUA

1. Bb3pacToBaTa rpaHmua ce n34ucrnsiBa B HaBbpPLUEHN rOAMHM - T.€. BKIYUTENHO KbM JaTaTta Ha u3gaBaHe Ha NpoTokona
OT cneumanusmpaHarta KoM1cus.

2. lMpu HasHayaBaHe Ha Tepanusli Mo MPOTOKON 3a4bIPKUTENHO ce CbobpassiBaT Bb3PacTOBUTE OrPaHUYEHMsl, CbriacHo
KpaTKkaTa xapakTepucTvka Ha CbOTBETHUS NekapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3M1MXM.

3. H3OK He 3annalua neyeHune ¢ 403V Ha4 MakCMarnHo paspeLleHnTe Mo KpaTka XxapakTepucTrka Ha npoaykTa.

4. H3O0K He 3annalia neyeHme N3BbH ykasaHaTa Bb3pacToBa rpaHvLa B KpaTkaTa XxapakTepucTuka Ha npogykTa.

5. B cnyyai Ha HacTbnuna nogosnpaHa HexenaHa nekapcTBeHa peakuns, nekapat ysegomsasa VAJT no pega Ha yun. 183 ot
3JIMXM. Konue oT cboOLLEHNETO ce npunara kbM MeauumHckaTa gokymeHTauus Ha 330J1 npu kaHanaaTcTBaHe 3a feYeHue.
6. MPU CNEUMNAINIUCTA, cbrn. un. 177, 6. B, 7. 1 ot HP[ 2010 r. (06H. B 1B 6p. 102 o1 2009 r.), Ha 3301, Ha KouTo ca
M3paBaHM NPOTOKONM MO peAa Ha HacTosILWMTe U3UCKBAHUSA, crieaBa Aa ce npunarat BCUYKM Heo6XoAUMMUN JOKYMEHTHU
KaTo: aMOynaTopHUTE JNICTOBE OT M3BbLPLUEHUTE Mpernean, BTOPUAT ek3eMMnsap OT M3aadeHuTe MpPOTOKONM, Konust oT
€MNUKPU3KN, eKCnepTHN CTaHOBULLA U APYrY AOKYMEHTU, KOUTO Ca OCHOBaHME 3a u3gaBaHe Ha MPOTOKOS, BCUYKN U3NCKBALLM Ce
n3crnegsaHus, Konve ot npuroXxeHue 1 Ha HaCTOALMTE U3UCKBAHMA NONMBLITHEHO MO CbOTBETHAaTa TOYKa, NoANUcaHo oT
crneuuvanucTa, usgan npoTtokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHogaHue 4r1.54 om HP/L 2010 (06H. 8 B 6p. 102 om 2009 2.)
u enuszam e cuna om 01 Hoemsepu 2010 2. cwbanacHo 4n.10 Ha Hapedba Ne 10 om 24 mapm 2009 e. 3a
ycrnosusma u peda 3a 3annawjaHe Ha JiekapcmeeHu npodykmu no yn. 262, an.4, m.1 om 3akoHa 3a
niekapcmeeHume npodykmu 8 XymaHHama MeOuyuHa, Ha MeOUUUHCKU u30enusi u Ha OuemuyHu XpaHu 3a
crieyuanHu MeduUyuHcKu yenu (06H. [IB, 6p.24 om 2009 e.) u 4n. 55, m. 2 om HP/] 2010 (o6H. e [JB 6p. 102 om
2009 a.).
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NPUNOXEHUE 3

OEKNAPALUA 3A UHPOPMUPAHO CBIMACUE C UBUCKBAHUATA 3A 3AMNOYBAHE/
NPOABINKABAHE HA JIEHEHUETO C JIEKAPCTBEHUA NMPOAYKT

cnef kaTo ce 3ano3Hax C uanata My npegocraBeHa WMHopmauuss W LenTa Ha JfievYeHMeTo C
NEKAPCTBEHUA  TIPOMYKT ceeeeeiiiieieieteieeeteeaeeateaateaateeaseeaaeeeaaeeeatteetteeteaataaataaateaaaaaaaaeassaesseeasaaasaaasaaans n cnen
KaTo Nonyynx nadyepnaTtenHn oTroBOpM Ha NOCTaBeHUTE OT MEH BBbNPOCK, AeKnapmpam Ye:

1. We cnaseam npenopbyaHata MW CXeMa Ha fevyeHve U NepuoaMvHOCT Ha KOHTPOMHUTE
nperneaw.

2. PepoBHO e ce gBsiBaM Ha KOHTPOSIHW Mperrnegn U HaAma Aa npPoMEHsIM CaMOBOSIHO MW nog,
OPYro BHyLLEHWEe Ha3HavyeHaTa Mn Tepanus.

3. lpn npeycrtaHOBABaHe Ha feYEHMETO MO MPUYUHKU, HEMPOU3TUYALLM OT pPeLUEeHMETO Ha
Komucusata 3a ekcneptmam B P3OK u/unn Komucuata no un. 78, 1.2 ot 330, we yBegoms
He3abaBHO NMYHKUA cu nekap n P30K n we BbpHa B P3OK nocnegHus npoTokon, No KOMTO CbM
nosiyyaBarn/a nekapCTBeHUsI NPOLYKT.

4. Tlpwn HecnasBaHe Ha MOCOYEHUTE YCIOBUSA NIEYEHNETO MU C YNOMEHATUS NEKapCTBEH NPOAYKT

Wwe 6bae npekpaTeHo 1 Hama ga umam npeteHumm kem H30K.
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