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M3UCKBAHWUSA HA H30K MNPU U3JABAHE HA MPOTOKONW 3A MPOBEXAAHE HA NEYEHUE HA
BOJHU C ENWUMENCUA C AHTUENWUNENTUYHA (ANM) U APYIU AHTUENUNENTUYHU NNEKAPCTBEHU
NPOOYKTW (OANM)

MpoTokoN®T ce w3gasa OT CMELUManUCTU C KoA Ha cneumanHoct 10 (HepeHu Gonectu) unu 54 (meTtcka
HeBponorus), pabotewm no gorosop ¢ H30K; ekcnepTHOTO CTaHOBULLE Ce U3gaBa OT creuuanuavpaHa KOMUCHA B
nevye6Hu 3aBeaeHUA 3a 6onHMYHa nomoll, cknuunu gorosop ¢ H30K. CneunanavpaHnTe KOMUCUM CE Cb3aBaT Cbe
3anosep Ha fupekTopa Ha neyebHoTo 3aBedeHve (N13) — 3a naumeHTn Hap 18 rogmwHa Bb3pacT: Y6 8 rp. Cochus (MBAN
LAnekcangposcka’, MBAJl ,Llapuua Moana”, MBAIHM .,CB.Haym”, MBAJl - | HKBE", BMA — Codchus, MeguuMHCKU UHCTUTYT
kbm MBP, MBAI ,Ce. Mean Punckn®, MBAN ,Ce.AHHa", MBAJT ,Codmsamen”), rp. Mnoeave (YMBAJ “Ce.leoprn’, BMA —
BBAJT, KnuHuka no Hesponorus), rp. Mnesex (YMBA — MneeeH, BBAN, ,MBAN Cobpue n Mo3bk®), rp. BapHa (YMBAI “Cs.
MapuHa”), rp. Ctapa 3aropa (YMBAJ Crapa 3aropa), Mupea MBAI — Codua EAL, ,Tokyga Bonnuua Codus" All, Cutu
Knuxuk — rp. Codumn; 3a naumeHTn nod 18 roaMilHa Bb3PacT: BKIIIOYBAT C& NEKapy CbC CNeUMarnHocT AeTcka HEeBponorus
unu HeBpPOMo3W KU nNeanaTpu CbC cneuvanusauua no aetcka Hesponorusa — YbB (JeTcka HeBponorndHa knuHuka npu MBAJ
“Ce.Haym’” — rp. Cochusi, YMBAI no [etcku Bonectn — rp. Cocbusi, YMBAJ “Ca.leopru” — rp. Mnosauws, YMBAN “Cs. Mapuna”
- rp. BapHa, YMBAIJ — rp. MNneeeH, MBAJT ,Cocuamen”)

|. PEQ 3A 3ABEPAIBAHE HA MPOTOKOIATE

1. MNpotokonu 3a neyenve ¢ ETHOSUXIMIDE (ESM), OXCARBAZEPINE (OxCBZ) u ESLICARBAZEPINE(ESL)

2. MNpoTokonu 3a NpoAbMkaBaHe Ha TepanusTa ¢ AJM n OAINMN (6e3 npomsHa B fo3aTa)

CrneunanucT, CKITYun 4orosop = “llpoTokon 3a npeanucBaHe Ha nekapcTsa, 3aBepka B P30K

¢ H30K ' 3annawanu ot H30OK/P30K" — 06n. M3-H30K ’

MpoTtokonu 3a 3ano4saHe Ha Tepanus ¢ AJlM - TIAGABINE (TGB) u OAINM - LAMOTRIGINE (LTG), TOPIRAMATE
(TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) n BRIVARACETAM
(BRV)

(30]1 ce Hacoysa KbM cneunanuavpaHa koMucHs kbM YB, KOATO u3gaea PelleHue Ha cneuvanvsupaHa KOMWCUS 3a
3anoyeaHe wnW nNpoabIPKaBaHe Ha NevYeHWeTo, CaMo ako Ce Hanara yBenuyaBaHe Ha O03MTe WNKU BKNKYBAHE Ha HOB
nexKapcTBeH NPOAYKT OT Tasu rpyna)

CRIELManuCT, CKAKoYNn A0FOBOP = lMonbrHeHo W noanucaHo npunoxexwe 1 — nuCT 3a onpegensHe Ha
¢ H30K = KpuTepunTe no CbOTBETHATa TO4YKa C MPUIMOXEHU BCUYKN HE‘DGXO,EWIMIA
AOKYMEHTU

= AmMbGynatopeH nucT / enukpu3a C BCUYKM HeoBxogumu uv3crnensaHus
cbobpasHo Tabnuua 1 (npunoxexue 2)

= ‘MpoTokon 3a npeanucBaHe Ha nekapcTea, 3annawadu ot H30K/P30K" —

06p. M3-H30K
* PeweHuve Ha cneuuanuaupaHa KOMWUCHUA C Komucus za
cneuuanuavpaHa KOMUCUS ; ACHa MeaWULMHCKa MOTUBALMSA eKCcnepTU3u B
= ‘TlpoTokon 3a npeanuceaHe Ha NekapcTea, P30K
3annawanu ot H3OK/P30K" — 06p. M3 -H30K
£ 3aBepka B P30K

MpoTokonu 3a 3anoysaHe Ha KomGuHMpaHa Tepanus ¢ AJM - TIAGABINE (TGB) u JAJIIN — LAMOTRIGINE (LTG),
TOPIRAMATE (TPM), GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) u
BRIVARACETAM (BRV)

* [lonbnHeHo W noanWcaHo npunoxenue 1 — NUCT 3a onpepensHe Ha
cneunanuncr, cknio4un Jorosop —p | KpuTepuute no CLOTBETHATA TOMKA C MPUIOKEHW BCUYKW HeobXxoaUMM
¢ H30K [OKYMEHTH

* AMbynatopeH nucT / enuMKpuM3a C BCUYKM HeoBXoaumu u3crnepBaHus
cbobpa3sHo Tabnuua 1 (npunoxeHue 2)

* ‘MpoTokon 3a npegnvWceBaHe Ha nekapcTea, 3annawadn or H30K/P30K” —
06p. M3-H30K

* PeweHne Ha cneuManusvpaHa KOMMCWMA C $CHA MOTMBaUMA 3a
NpoBexaHeTo Ha nogabpxalwa Tepanus ¢ gosa Hag DDD

cneyunanuinpaHa Komucus
= PeweHue Ha cneuuanuinpaHa KOMMCHUA C Komucus no un.

ACHa MEAWLMHCKA MOTUBALINA 78, 1.2013308B
= ‘MpoTokon 3a npeanucBaHe Ha nekapctea, | —» | UY Ha H30K

K" — 2 =
3annawanu ot H30K/P30K" — 06p. M3-H30K 3asepka B P30K

B o
-
N

W3NCKBAHNA HA H30K MPU NEYEHWE HA EMWNENCUA B W3BBHBONHWYHATA NMOMOLL



Il. OBLLU NONOXEHUA

1. 3011 nopasa nogroteeHuTe AokymeHTH B P30K no HacTosw agpec. [JOKyMeHTUTE BKMIOYBAT:

1.1 3asBnexue o AupekTtopa Ha P30OK.

1.2 TonbnHeHO W noAnucaHo npunoxedue 1. MonbnBa ce No CbLOTBETHATA TOYKA U Ce Mpunara oTpaseHaTta B LUGpPOB
WHAEKC MEAMLMHCKA OKYMEHTaUMUA, YAOCTOBEPABALLA BCEKN e4UH OT KpUTEPUNTE,

1.3 MbnHuaT Habop uacneaBaHuA (PU3MKANHN, UHCTPYMEHTANHM U NabopaTopHu), OTPa3eH B NPUMOXeHue 2.

1.4 “lNpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawadu ot H3O0K/P30K' - o6p. M3-H30K, vsgageH oT nekaps
crneunanucT B Konm4yecTea 3a He noseye oT 180 aAxu. [Npu HeobxoaumocT oT ekcnepTuaa ot Komucusita no yn. 78, 1.2 ot 330,
P30K wnanpatya 8 H30K konue Ha npoTtokona.

1.5 Konue oT npeaxoxaaly NPOTOKOM, OT KOTO [1a € BUAHO NPOBEXAaHOTO NeYeHue.

1.6 PeweHne Ha cneumanuaupaHa koMmucusa oT nevebHO 3aBedeHMe — uaNbnHUTEN Ha AmBynatopHa npouegypa Ne 38
,OnpenensHe Ha nnaH Ha feYeHWe W NPOCNEeAsBaHe Ha TEepaneBTVUYHUS OTTOBOP NPV MauveHTH, nonydyaeaLum
CKbMOCTPYBALUM NEeKapCcTBEHW NPOAYKTM No peaa Ha un. 78, an. 2 330" - 6n. M3-H30K Ne 13.

1.7 [eknapaums 3a undopMupaHo cbrrnacue no obpasey (npunoxexue 3)

1.8 Mpu 30/1 noa 18 rogvwHa Bb3pacT 3asABMEHWETO M AeKNapauwsATa ce NoANUCBaT OT POAUTEN/ HACTOMHUK.

2. P30K npuema OKYMEHTUTE MO To4Ka 1 crief cnpaBKa OTHOCHO 30pPaBHOOCUTYpUTENHMA cTaTyc Ha 30/1.

3. flo nony4aBaHe Ha pelweHue oT komucuaTa B LIY Ha H30K 30/ npogbmkasa neveHne ¢ nekapcTBeH/M Npoaykt/u, ¢
KOUTO e MpoBeXaan neYyeHWeTo A0 MOMEHTa Ha noaasaHe Ha monbarta u gokymeHnTuTe B P30K.

4. ONUCAHUAT MBEH KOMNNEKT JOKYMEHTU Ce M3UCKBA B CriyyauTe, Npu KOUTO € yKkazaHa HeoBXOoAMMOCT OT pelleHune
Ha Komucua 3a ekcneptusu B P30K unu Komucusta no un. 78, 1. 2 ot 330 B LY Ha H3OK. MNMpwu 3asepka B P30K ce
npeAcTaBsA NPOTOKONAa U Konue oT aMbynaTopHUA NUCT OT NOCNeAHWUA Nperneg Npu cneumanuct.
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NPUNOXEHWE 1

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU U3ABAHE HA MPOTOKONU 3A NPOBEXOAHE HA NEYEHUE
HA BOJITHU C ENUNENCUA C AHTUEMUNENTUYHW (ANM) U APYTWU AHTUENUNENTUYHU NEKAPCTBEHU
NPOAYKTW (OANM)

Nme: | ErH ‘ l ( I I i I | i l I

3abenexka: meduyuHckama dokymeHmayus, ydocmosepsisawia 6cexKu Om KpUmepuume e ocoYeHa ¢ Uugppa e UHOEKC U 3a0bIKUMEeHo
npudpyxaea HacMOoSIOMO NPUMOXeHUe.

3aABbmKUTENHU CTLNKKW B TepanuaTa:

= [TbPBA MOHOTEPAMWA c kapbamasenuH (CBZ) wnu Bannpoat (VPA), ocBeH B chyyawTe, korato Te ca
KOHTPaWHAULIMPAHKU UMW C PEaKUMsi Ha HENOHOCUMOCT.

= BTOPA MOHOTEPAMWA c noaxoasw 3a BMAa Ha enWNencusTa W TUNa Ha NpUCTBAUTE AHTUENUNenTUYeH
nekapcTeeH npoaykt (ANM).

A. KPUTEPMM 3A 3AMOYBAHE HA NEYEHWE HA HOBOOTKPUTA EMNUNEMNCUA (3aaLmKkuTeneH e mupeusiT
KPUTEPUIA U MOHE EAWH OT OcTaHanuTe):

1 Motewvpaera ypes EEM guarHosa A

2 | Asa HenpoBOKMPaHK ENUMENTUYHM NPUNaABLKa -

EpuHcTBeH npunapgbk, Ho o6ekTuBM3MpaHa enunentuchopmeHa akTweBHOCT B EEM unu aanHu 3a
3 KOpTWKanHa yepefa (OTKNOHEHME B HEBPOMOTMYHUA CTaTyC M HeBpow3obpassBawvTe U3crneaBaHus) ¢
BUCOK PVCK 3a peuunavs

2 CbXpaHsiBa Ce B 34paBHOTO focue Ha 30/
onucea ce B amMBynaTopHua NUCT/ennkpuaa (Npu BCekn cnejBaly Npernes ce Npasu OLEHKa HA TepaneBTUYHaTa edeKTUBHOCT)

B. KPUTEPUW 3A TJEYEHWE HA ENWNENCUA C PALWOHAINHA TONWUTEPANWA WU [OPYIW
AHTUENWINENTUYHU NEKAPCTBEHW NMPOOYKTW B noza no u Han DDD - LAMOTRIGINE (LTG), TOPIRAMATE (TPM),
GABAPENTIN (GBP), LEVETIRACETAM (LEV), PREGABALIN (PGB), LACOSAMIDE (LCM) n BRIVARACETAM (BRV)
(Heob6xoauM e noHe eanH KPUTEPUN):

HeedektnBHO neueHne c afekBaTHU 3a TUNA Ha ENWNENCcUSTa U TUNA Ha ENUNENTUNHUTE NPUCTBNN
OnTUMAarnH1 AO3MPOBKK C Knacuyeckute AJMT:

1 Cnaba pesyntatHocT (noa 50 % peaykuws Ha NpucTbMHaTa Y4eCTOTa) C ABA NEKapcTBEHM NPOoAyKTa,
npunaradu Hag 3 Mecela CamOCTOSTENHO WNU B KOMBMHAUMS MPU MHOTO YecTW (eXeQHEBHW WM
©XeceaMuYHM) Npunagbuy W enunenTMYHM CcTaTycu MeYeHWeTo MOXe Aa Ce BbBede No-paHo npu
OONHWYHO nevyeHve :

HPOAW)KHTEHHO MNOCTUKTANHO BriowaBaHe, HenoBMUAHO OT TepanuaTta (crnegosu napesn, TpavHa
OrHWLLHA HEBPONOTrMYHa CUMNTOMATUKA, KOTHUTUBHW HapyLUEHWS, AeMEHLMNA)

TepaneBTUYHO - PE3UCTEHTHM ENUNENCUW U ENUMENTVYHU CUHADOMU ~

CTpaHW4HM peakLmm OT KNacu4eckuTe aHTUENUNENnTUYHI NeKapCTBEHN NPOAYKTA ~ " °

* WAMOCUHKPATHMYHN peakLum
* U3PA3EHO 3acAraHe Ha KOTHUTUBHWUTE (DYHKLMW, 3a6aBEHV PEeaKuMu U CHHMMBOCT, YCTAHOBEHW Npu
CepYMHU KOHLIEeHTpaLun B pedhepeHTHU CTOWHOCTU
4 * yBpeaeHa YepHoapobHa dyHKUMS (noBuLieHu cToitHocTn Ha ACAT, AJIAT)

= XMNepamoHeMusi
" U3pa3eHn CTPaHU4YHW peakumMn OT XpaHocmunaTtenHus TpakT (Bonku B ctomaxa, rageHe, nospblyaHe),
Hanuune Ha OBapuanH¥ KUCTW, KOXHWM NPOSBM, XWUNEPnNasus Ha rMHIMBaTa, Koconag, BMAWMO
HanbnHsABaHe, oTcnabeaxe, Tpemop v ap

T MeanunHcka AOKYMEHTaUuWA, Npu YECTU NPUCTHLNKU — eNuKkpnu3a ¢ Homep M3 oT cTauuoHapHO NevyeHue ¢ 4aBHOCT 40 1 Mecel KbM Aartarta Ha
KaHAWAATCTBAHE

ambynaTtopHu nUCTOBE OT NpPerneavTe npu CneuywanucT, yAOCTOBEPSBALUM HENOBNWABaHE OT TepanuaTa, NPOMAHAa B KNMHUYHATa
CUMMNTOMATUKa W/UAN HACTBNMM CTPAHWUYHW PEaKUUM UNK enukpuaa ¢ Homep W3 oT cTaumoHapHo neyexue

3384 BLIKNTENHO Ce NPEeACTaBAT CbOTBETHUTE W3CNeABaHWA Ha OpwuriHanHW 6navku ot nabopaTopus wnu 3aBepeHu Konua 3a ASAT, ALAT,
XunepamoHuemMms

OTI'OBapH Ha KpUTEpUKUTE 3a nevyeHue c B AHeBHa O03a

NOOANUC HA CRELMANMMCTA: ...........ccoiviimnieniiinierinnnes

WU3NCKBAHWA HA H30K NPU NEYEHWE HA ENWNENCUA B U3BBLHBEONHNUYHATA NOMOLL,

@-‘&'



I. NEYMEBHO-OUWATHOCTUYEH ANTTOPUTBM

NPUNTOXEHMUE 2

1. JIEKAPCTBEHW NPOAOYKTW, Bkniouenun B MpunoxexHne 1 Ha MJIC, kouto H3OK s3annawa B
CBHOTBETCTBUE C AEWCTBALLMTE HOPMATUBHU AOKYMEHTH.

2. TOKA3AHWA W HEOBXOOWUMW U3CNEOBAHWUA - cbrnacHo KpaTkuTe XapakTepucTvku Ha
NeKapCTBEHUTE NPOAYKTH.

Tabnuua 1

INN

NMOKA3AHUA - chopma Ha 3abonsaBaHeTo,
Bb3PacTOBW OrpaHUYeHuUs

nNPEON
3AMNOYBAHE*

KOHTPON*
Ha 6 meceua

ETHOSUXIMIDE

MOHOTEpPAaNUA MW KaTo KOMBKUHWUpaHa Tepanus npu:
= abcaHCcHa enunencus

OXCARBAZEPINE

MOHOTEpanWa WNK Kato Jonbneawa Tepanus 3a
BBb3PacTHW NALMEHTU U Aeula Haf 2 roguHU

= cpokanHu u BITKMM

" nauveHTn c aneprus kem CBZ, HeedeKTMBHOCT OT
CBZ wn VPA wnu npu XxXunepxonecTteponemus,
OCTEONOopO3a, HapyLueHW XOPMOHAanNHW QyHKUMN 1
KOMOPOMAOHM CBCTOSHWA, Cb34aBally YCNOBUS 33
nekapcTBeHU B3auMOAEHCTBUSA

ESLICARBAZEPINE

MoHoTepanua npu Bb3pactHu Hag 18 roguHu c
chokanHu npuctenu 1 BITKM.

Honbnsawa Tepanua nNpuv BL3pacTHWU U Aeua Hap 6
roguHun ¢ chokanuuy npuctenu u BITKI.

TIAGABINE

Aonbnealla Tepanna nNpyv Bb3pacTHy W geua Hag 12

| roguHu npu:

* ¢hokanHa enunencus (MPOCTW, KOMMMEKCHU W
BTOPWYHO-TEHEPANU3NPaHU NpUnagbLmn)

= TepaneBTUYHO PE3UCTEHTHN (hOKANHU ENUNENcun 1
CUHAPOMU

TpaHCamMmuHasun

TpaHCaMnHasun

LAMOTRIGINE

[onbnealia Tepanus Npu Bb3pacTHW U geua Hag 2
rOAWHW WKW NPeMWHaBaHe KbM MOHOTEpanus npu
Bb3pacTHu U geua Haa 12 roauHu

= reHepanuiupaHa enunencus (abcaHcwm,
MWOKMOHWYHN, 8aTOHUYHWN, TOHWUYHU NpucTbnu 1 [ TKIM)
= cpokanHa enunencua (NPOCTW, KOMMMEKCHW
napuvaniu, BITKI), pesucteHTHM enunencuu u

CUHOPOMMU

KPEATUHMH,
TpaHcamuHasm

NMKK ¢ [OKK,
TpaHcaMuHasu

TOPIRAMATE

| AonbnBalia Tepanus nNpu Bb3pacTHU W geua Hag 2

rOAuMHM UMW NpeMUHaABaHE KbM MOHOTEpanus npu
Bb3pacTHK U deua

= reHepanuavpaHa enunencus
aTOHUYHW, TOHMYHK npucTsnu U [TKI)
= chokanHa enunencus (NpPocTH,
BI'TKI), nonumopdHM npucTsim

* TepaneBTUYHO PE3UCTEHTHW enunencum u
CUHOPOMU

(MWOKIOHWYHMK,

KOMMINEeKCHMK,

TpaHCaMmuHasu

TpaHcamuHasm

GABAPENTIN

JOonbnealla Tepanus Npy Bb3pacTHW 1 geua Hag 6
roAuMHU WK MPEMUHABAHE KbM MOHOTEpanus npwu
BBL3PACTHW U Aeua Haf 12 roanHu

*  CHMMNTOMAaTM4YHA enwunencus npu
Heonnasmm

] TepaneBTUYHO
enuencum u CUHAPOMM

MO3bYHU

PEe3UCTEHTHM thokanum

KpeaTUHUH

MKK ¢ OKK

LEVETIRACETAM

okanHu enunenTu4yHKM npunagbum  (NpoctTn K
KOMMNNeKcH) ¢ unu Be3 BTopuyHa reHepanusaums
npu nauuMeHT Hag 1-mecevHa, reHepanusvpaHu
enunencun  npuv  naumeHTm Hag 12 roauHw,
TepaneBTU4HO PE3UCTEHTHU enunencum n CUHAPOMU

KpeaTUHUH

MNKK ¢ KK

W3NCKBAHWA HA H3OK NPU NEYEHWE HA ENMUNENCUA B M3BBHBEONMHUYHATA NOMOLL,




NPUNOXEHUE 2

NMOKA3AHWA - chopma Ha 3abonaBaHeTo, NPEON KOHTPOI*

INN Bb3PacTOBM OrpaHU4YeHus 3AMNOYBAHE* Ha 6 meceua

[Jonbneawa Tepanus Npyu Bb3pacTHW Haa 18 roguHu

Kp. 3axa
PREGABALIN = ¢hokanHu npunagbum (NMPOCTU U KOMMNEKCHWU) C eraTMHEI,H KpeaTUHWH
nnv 6es BTopu4Ha reHepanusaumns P
: MoHoTepanua v gonbneawa Tepanua  Npu | KpeaTWHWH,
4 BbL3PACTHU U NALUMEHTN HA U HaA 4 roAnHK TpaHcamMuHasw, KpeaTUHWUH,
LACOSAMIDE
: = chokanHu npunagbum (Npoctu M KoMmnnekcHn) ¢ | EKM ¢ TpaHcaMuHasn

nnv 6e3 BTOpWYHA reHepanusauus KOHCynTauus

o [onbneallia Tepanus Npu Bb3pacTHU W fela Hag 4 ——
BRIVARACETAM rOAMHI P MKK ¢ AKK
: = chokanHu npunagsum u BIrTKM

* onuceam ce & ambynamopHus nucm Ha 6ONHUS U Ce fpunazam 3aeepeHu KOrus Om opueuHanHume 6nawku (Apu Hanuyue Ha
xocnumanusauus ¢ 0asHocm 0o 1 mecey npedu kaHOudamecmeaHemo Ce npunaza 3asepPeHo Konue om enukpuia ¢ Homep M3)

Il. OBLLY U3UCKBAHMA

1. Br3pacToBaTta rpaHMLa Ce M3YNCNSBA B HABbLPLUEHW FOAUHN - T.€. BKIIOYUTENHO KbM JaTtaTa Ha W3fasaHe Ha npoTokona
OT cneuuanusupaHaTa KOMUCHS.

2. lNpwn HasHa4yaBaHe Ha Tepanus No MNPOTOKON 3aAbLIKUTENHO ce CbOoDpa3sBaT BbL3PACTOBWUTE OrpPaHUYEHWUs, CbrMacHo
KpaTKaTa xapakTepucTuKa Ha CbOTBETHWUSA NEKapCTBEH NPOAYKT, yTBbPpAEHa no peaa Ha 3MTMXM.

3. H30K He 3annalia neyexne W3BbH yKasaHaTa Bb3pacTORa rpaHuLa B KpaTkaTa XapakTepucTMKa Ha NPoayKTa.

4. H30K He 3annaila neyeHne C 403U Ha4 MaKCUManHo paspeLleHUTe No KpaTka XxapakTepucTvka Ha NpoaykTa.

5. B cny4a Ha HacTeNWMa NOAO3MPaHa HexenaHa nekapcTBeHa peakuwn, nekapsT yeegomsea WAJT no pega Ha 4n. 184 ot
3JINXM. Konue oT cbobLeHreTo ce npunara KbM MeauuvHckaTa AokymeHTaumns Ha 30J1 npu kaHanaaTcTBaHe 3a nedeHue.

6. MPW CNEUWATIUCTA, cbrn. un. 25 Ha ,,Hapen6a Ne 4 ot 4 mapT 2009 r. 3a ycnoBusTa U pefa 3a npeanucBaHe U
OTNyCKaHe Ha nexkapcTBeHW NPOAYKTM, W3OaBally NPOTOKOMM MO peAa Ha HacToALWMUTe M3UCKBAHMA, cnegBa fa ce
npunaratT BCUYKM HeobBXOoOWMMM [OOKYMEHTM Kato: ambynaTopHWTe NWCTOBE OT MU3BbLPLUEHWTE npernean, BTOPWAT
eK3eMnnap OT W3JageHuTe NPOTOKOMW, KONWA OT EenuKkpuaW, Konus oT peweduns no Allp. Ne38, kowto ca ocHosaHue 3a
n3gaBaHe Ha NPOTOKON, BCUMYKW M3NCKBALUW Ce WU3CNeABaHWs, Komve OT npunoxeHue 1 Ha HaCTOAWMTE M3NUCKBAHWUA
NoNbLMNHEHO MO CBLOTBETHATA TOYKA, NOANUCAHO OT CneuuanucTa, u3gan NpoTokona.

7. CNEUMATNTMSUPAHATA KOMWUCWA uspasa Pewenue no obpasel CbrmacHo HauwvoHaniHWs pamMKoB [A0rosop 3a
MeauUMHCKUTE JevWHocTW 3a ambynaropHa npoueaypa Ne 38 "OnpepensHe Ha nnaH Ha ne4YeHne w npocnejseaHe Ha
TepaneBTUYHUS OTIOBOP MPW NALUMEHTW, NOMYYaBaLLM CKbMNOCTPYBALUM NEKApCTBEHW NPOAYKTM NO peaa Ha un. 78, 1. 2 330"
oT npunoxeHue Ne 7 kbm un. 1 ot Hapenba Ne 9 ot 2019 r. 3a onpeaensHe Ha NakeTa oT 34pasBHW AelHOCTK, rapaHTupaH ot
OlogxeTa Ha HauwoHanHata 3gpaBHooCUrypuTenHa kaca v npepgoctaseHa ot 30J1 MeguuUMHCKa OOKYMEHTaLMA.
CneunanusnpaHaTa KOMMCUA CbXpaHsaBa eauH eksemnnap ot PewenueTo. MNpu nagaeaxe Ha npotokon Ha 30J1, cbxpaHaea
BTOPM €K3EMNNApP Ha NPOTOKOMa, BCMYKM HeobXoauMW OOKYMEHTW 3@ M3JaBaHeTo My W Konue OT npunoxeHue 1 Ha
HacTOALMTE M3IUCKBAHUA, NOMBIHEHO MO CBLOTBETHATA TOYKA M MOANWCAHO OT YNEHOBETE Ha cneynanuvsvpadarta
KOMUCUSA.

Hacmoswume u3uckeaHus ca ymebpdeHu om ynpasumens Ha H30K cned Pewerue Ne PL-HC-04-87/17.08.2022 2. Ha
HadzopHusi cbeem Ha H30K u npedsapumento cbenacyeaHe ¢ BJIC, Ha ocHosaHue 4n.52, an.8 eve epb3ka ¢ an.6 om
lNpasunHuka 3a ycmpolicmeomo u dellHocmma Ha HayuoHanHama 30pasHoocuaypumenHa kaca. MauckeaHusima enusam &
cuna om damama Ha obHapodsaHemo uM & ,[bpxageH 6eCMHUK" U omMmeHsm delicmeawume U3UCK8aHUs, & cuna om
01.04.2021 2. Ha ocHogaHue PeweHue Ne PL-HC-04-42 om 24 mapm 2021 2. Ha Had3opHus cbeem Ha H30K.
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M3NCKBAHWA HA H3OK NPU NEYEHWE HA ENUNENCKA B U3BBHBEONMHUYHATA NOMOLL,



NPUNOXEHWE 3

OEKNAPALMA 3A UHOOPMUPAHO CBIMACHUE C U3UCKBAHUATA 3A 3ANOYBAHE/ NPOOBITXKABAHE HA
NEYEHMETO C NEKAPCTBEHUA NPOAYKT

NPOAYKT... L S ——————————— W Creq Kato Mony4ux W3dYepnaTtendHu OTroRopwu
Ha noméééﬁwi'e OT MEeH BbNpocK, AeKnapupam ye:
1. w‘e cnaseam npernopbyYaHaTa Mu CXema Ha NeYyeHne W NEPUOANYHOCT Ha KOHTPOMNHKUTE Nperneau.
P P’e_.ubsuo 1| Ce ABABaM Ha KOHTPOMHW Mperneau U HaAMa Ja NPOMEHAM CaMOBOMHO UMW MoAd ApYro BHYLIEHWe
'EﬁasﬁaquaTa MW Tepanus.
3. ﬁpu NpeycTaHOBSABAHE HA NMEYEHWNETO MO MPUYMHI, HEMPOWSTUYALN OT PELUEHUETO Ha KOMUCUATA 33 eKCnepTu3u B
P30K wunu KomueusTa no un. 78, 1.2 ot 330, we yseaoms HesabaBHO nuuHua cu nekap u P30OK u we BbpHa B
: PSOK nocneaHna NPOTOKON, NO KOWTO CbM NONy4aBarn/a nekapcTeeHns NPoAyKT.
4, ':ﬂpM-Hec;TaasaHe Ha NOCOYEHUTE YCNOBUS NEYEHWETO MW C YIOMEHATHA NeKapcTBeH NPOAYKT we 6bAe NpekpaTeHo u

HAMa Aa MMam npeTeHuun kbm H3OK.

) 7
@ M3NCKBAHWA HA H3OK NPWU NEYEHWE HA ENUNENCKWA B M3BBHBEONMHUYHATA NOMOLL



