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[image: image2.jpg]WU3NCKBAHWUA HA H30K NMPU U3AABAHE HA NMPOTOKONN 3A MPOBEXAAHE HA NEYEHUE HA
BOMHU C EMUIENCKA C KNACUYECKWN U APYTU AHTUENWNENTUYHU NEKAPCTBEHU NPOAYKTA
(AANM)

MpoTokonbT ce M3AaBa OT CMEUManMCT C Koa Ha crneumwanvoctT 10 (HepsHu Gonmectn) unm 54 (petcka
HeBponorus), pa6otewu no porosop ¢ H30K, ekcnepTHOTO CTaHOBMILE Ce W3AaBa OT crieynanuaupaHa KOMUCHUs B
neyebHu 3aBeaeHmns 3a GonHU4Ha nomow, cknouunm gorosop ¢ H30K. CneunanuampaHnuTe KOMUCUM Ce Cb3aaBaT CbC
3anoses Ha AvpekTopa Ha nevebHoTo 3aseeHve (N13) — 3a Bb3pacThn Gonuu: Y6 B Cocma (MBAJ ,Anekcanaposcka’,
MBAN Llapuua Moawa’, MBANHM “Ce.Haym’, MBAI -, HKE", BMA — Codusi, MeanumHckn WHCTUTYT KbM MBP), Mnosave
(YMBAN “Cs.leopru”, BMA — BBAJ1, Knunuka no Hesposiorusi), Mnesex (YMBAN — Mnesen, BBAJ), Bapia (YMBAI “Ca.
Mapuha”), Crapa 3aropa (YMBAIJI Ctapa 3aropa), Mepea MBAJT — Cocus EA], Bropa MBAJT — Cocpust EALL; 3a peua go 14
TOp.: BKMIOYBAT Ce NIeKaph ChC CMIeUManHoCT AeTCka HeBPOIIONAS UMM HEBPOMO3M U NeAMaTPU ChC CMIeLManu3aLms no AeTcka
Hesponorus — Y6 ([letcka HesponorudHa knuuvka npu MBAJT “Cs.Haym™-Codusi YMBAJ no [letcku Gonectu- Codms,
YMBAT “Ce.leopru” — Mnosave, YMBAJ “Cs. Maputa” -Bapta, YMBAT — NneseH.

I. PEQl 3A 3ABEPABAHE HA MPOTOKOJUTE

1. MpoTokonu 3a nevyexne ¢ NbpBa/ BTOPa MOHOTEPANUS C KNAacU4YeCKU NPOAYKTH
2. MpoTokonu 3a NpogbXaBaHe Ha TepanusTa ¢ AN (6e3 npomaHa B Ao3ara)

“lMpoTokon 3a npeAnUcBaHe Ha nekapcTea,
CeLManucT, CKIio41n A0rosop ¢ 3annawatu ot H30K/P30K" — 06p. M3-H30K 3asepka B P30K
H30K

1. MpoTokonu 3a 3anousaxe Ha Tepanusi ¢ JANMN - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
(330]1 ce Hacousa KbM cneunanuavpaqa komucusi kbM Y6, KOSTO 3aaBa EKCIEPTHO CTAHOBULUE 3a NPOAbIKABAHE Ha
TNIEYEHNeTO, CaMO aKo Ce Harara ysenuyasaHe Ha A03UTe UNk BKNIOYBAHE Ha HOB MeJVMKaMEHT OT Taau rpyna)

* MonbnHeHo 1 NoANMCaHO NpUnoXeHue 1 — NUCT 3a onpeaensHe Ha
CrneynanucT, CKoYnn Aorosop ¢ KpUTEpUUTE N0 CbOTBETHATA TOUKA C NPUMOXKEHN BCUYKU HEOBXoaUMMU

H30K [BOKYMEHTN

= AMGynaTtopeH nucT/ eTanHa enukpu3a ¢ BCUUK HeoBXoaMMK n3cneasaHus
cbobpasHo Tabn. 1 (npunoxexue 2)

= “MpoTokon 3a npeAnucBaxe Ha nekapcTsa, 3annatwaxn ot H30K/P30K” —

06p. M3-H30K

= EKCNepTHO CTaHOBMLE C SiCHa MeNLIMHCKa Komucus 3a

MoTUBaLMs eKcnepTuau 8

= ‘lporokon 3a npeanMcBaHe Ha nekapcTea, P30K
sTauaNMsupana KoMUCHR | sannawanu ot H30K/P3OK® — 06p. M3 -H30K 3

(noAnucaH oT YneHoBeTe Ha KoMUCHSTa) amepia 5 P30K

1. MpoTokonu 3a 3ano4yBaHe Ha Tepanusi ¢ [JAJIN - PREGABALIN, LEV B gosa Hag DDD
2. MpoTokonu 3a koMGuHUpaHa Tepanusi ¢ AATM - LTG, TPM, TIAGABINE, GABAPENTIN, PREGABALIN, LEV
3. MpoTokonu 3a 3anoysaHe Ha KoMGUHMpana Tepanusi ¢ JJANM - LCM B gosa go DDD

= MoNbIHEHO 1 NOANUCAHO NPUNOXeHWe 1 — NUCT 3a onpeaensHe Ha
CrneynanvcT, cknio4nn Aorosop KpUTEpUMTE NO CbOTBETHATA TOUKA C MPUNOXEHN BCUYKM Heobxoaummu

¢ H30K —®| nokymentn

= AMGynaTopeH nucT/ eTanHa enuKkpu3aa ¢ BCUYKM Heobxoaumu nacneasaHns
cbobpa3sHo Tabn. 1 (npunoxenwe 2)

= “[poTokon 3a NpeAnMcBaHe Ha nekapcTea, 3annauianu ot H3OK/P3OK™ —

06p. M3-H30K
= CTaHOBMLE C AicHA MOTUBALWSI 33 NPOBEXAAHETO Ha NOAALPXKALLA Tepanust
c posa Hag A0
cneuvanuavpana komucus = EKCNepTHO CTaHOBMLLE C SiCHA MEAVLIMHCKA Komucusi no un.
[ | wmotvsauus 78,1.2073308
= “lpoToKon 3a NpeanucBaHe Ha nekapcTea, LIY wa H30K

3annauwaxn ot H3OK/P3OK” — 06p. M3-H30K

3asepka B P30K
(noanucaH oT YneHoBeTe Ha KOMUCUNTA)
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[image: image3.jpg]Il. OBLUM NMOMOXEHUA
1. 3301 nopasa nogroteeHuTe AokymeHTM B P30OK, Ha TepuTopuaTta Ha KOsAITO € Hanpasuno u3bop wa OIJI.
[loKymMeHTUTe BKNIOYBAT:

1.1 3asBnenue o [upektopa Ha P30OK.

1.2 MonbnHeHo 1 nopnucaHo npunoxenue 1. Monbnea ce No CbOTBETHATa TOYKa M CE Mpunara oTpaseHara B
LMPOB MHAEKC MeANLMHCKa AOKYMEHTaUWs, yA0CTOBEPABALLA BCEKM €AUH OT KpUTEpUUTE.

1.3 MbnHnaT Habop MacneaBaHus (hrankanHu, MHCTPyMEHTANHN U NaBopaToOpHK), OTPA3EH B NPUNOXEHMe 2.

1.4 “NpoTokon 3a npeanucBaHe Ha nekapcTtea, 3annawanu ot H30K/P3OK" — o6p. M3-H30K, uspapeH ot
nekaps cneuvmanuct. lMpu HeobxoanumocT oT ekcnieptuaa ot KommcuaTa no un. 78, 1.2 ot 330, P3OK uanpawa 8
H30K konue Ha npoTokona. MpoToKONbT 3aAbMKUTENHO Ce NOANNCBA OT BCUYKM YNIEHOBE HA KOMUCUSITA B CriyyanTe
noco4eHn B T. |

1.5 Konue ot npeaxoxaaly NPOTOKOM, OT KOWTO /1@ € BUAHO MPOBEXAAHOTO NIEYEHME.

1.6 [leknapauus 3a uHdopmupaHo cbrnacue no obpasey (npunoxexue 3)

1.7 Mpu 330/1 noa 18 roguwHa BBL3PACT 3asBIEHMETO W [eKnapauwsTa ce noanucsat oT poguten/
HaCTOWHMK.

2. P30K npvema nokymMeHTUTe No T. 1 cnea cnpaeka OTHOCHO 3APaBHOOCUIypUTenHus cratyc Ha 33071,

3. flo nonyyasaHe Ha peweHune oT komucusaTa B LIY Ha H30K 33011 npoabmkasa neyexue ¢ nekapcTeer/u npoaykt/u,
C KOWTO € NpoBexpaan fevyeHneTo 40 MOMEHTa Ha noaasaHe Ha mon6arta u aokymeHTUTe B P30K.

4. ONMCaHMAT MbeH KOMNNEKT AOKYMEHTM Ce M3UCKBA B CriyyauTe, Npu KOUTO e yKazaHa Heo6XOAMMOCT OT pelueHne
Ha Komucus 3a ekcneptuau B P30K unu Komucusita no un. 78, 1. 2 ot 330 B LIY Ha H3OK. MNpu 3aBepka 8 P30K ce
npeacTaBs NPOTOKONAa U Konue ot EMGyﬂaTOpHMH NUCT OT NoCneaHun npernean Npu cneuManucT.
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JINCT 3A ONPEAENAHE HA KPUTEPUUTE MPU U3ABAHE HA NPOTOKONMU 3A NPOBEXIAHE HA NNEYEHUE
HA BOIHU C EMUNENCUSA C KIACUYECKW U APYTU AHTUENWUNENTUYHN NIEKAPCTBEHU NPOAYKTU (AMNM)

Wwe: [e] [ [ [ [ [ [ [ [ T

3abenexa: MeOULUHCKaMa JOKYMEHMaULS, yOOCTIOBEPAGALLa 6C6KU O KPUMBPUUME 6 M0GOYeHa G UUhPa & UHOGKC U SAOBINUMENHO
npudpyaea HaCMOAWOMO NPUNOXEHue.

3aabIKUTENHM CTBIKKU B TepanusTa:

= MbPBA MOHOTEPAMWA ¢ kapbamasenux (CBZ) wnm sannpoat (VPA), ocseH B cryyauTe, korato Te ca
KOHTPaMHAMLMPAHI MW C PEAKLMS HA HENOHOCUMOCT.

= BTOPA MOHOTEPAMWA ¢ noaxoasuy 3a BuAa Ha enumencusTa W TWNa Ha NPUCTLANTE aHTUENUREenTUYeH
meaukameHT (AEM)

A. KPUTEPUU 3A 3AMOYBAHE HA NEYEHUE HA HOBOOTKPUTA EMWUMENCUSA (sapbnkuteneH e nbpeuaT
KPUTEPUI U NOHe eAUH OT OcTaHanuTe):

1 Motebpaena upes EET auarvosa '

2 [ABa HenpoBOKMpPaHN eNUNEeNnTUYHN NpUNagbKa 2

EAuMHCTBEH Npunaabk, HO 0GekTMBM3MpaHa enunentudopmeHa akTueHocT B EET unu aankm 3a
3 | kopTUKanHa yBpeAa (OTKNIOHeHue B HEBPOSIOTMYHWS CTATYC I HeBPOM306Pa3nBaLLMTE U3CNEABaHNS) C
BUCOK PUCK 33 peuuans

T
CbXpaHsiBa Ce B 34paBHOTO Aocke Ha 3301
onicBa ce B aMGYNATOpHNS NMCT/ ETaNHaTA eNUKPU3a (TPK BCEKM CNIEABALY NPErMeA Ce NPABU OLEHKa HA TEpaneBTMYHATa echekTHBHOCT)

6. KPUTEPMM 3A JNEYEHUME HA EMNWNENCUA C PALUMOHANHA TMOMUTEPANUA W [OPYMU
AHTUENUNENTUYHN NEKAPCTBEHW NPOOYKTMU (Heo6xoanm e NoHe eanH Kputepui):
HBEWOKTVIEHO neyeHue C ageKeaTHU 3@ TUNA HA ENUNENCUATA W TUNa Ha enunenTUYHUTE NPUCTBLNKN
ONTUManHU 403UPOBKK C Knacuyeckute AEM:
Cnaba pesyntatHocT (noa 50 % peaykuwsi Ha NpuCTbNHATa YectoTa) ¢ ABa NeKapcTBeHW NpoaykTa,
npunarasv Hag 3 Mecela CaMOCTOATENHO Unu B kKOMBUHaUMa
npU MHO20 Yecmu (exe0HeeHU unu execeoMuyHu) npunadbyu u enunenmuyHu Cmamycu neyeHuemo
Moxe da ce ebeede no-paHo rpu GokHuYHO nedenue
ﬂponkmlwnenuo NOCTUKTANHO BrOWaBaHe, HeNnoBNWSAHO OT TepanuaTa (Cﬂe}JOEM napesu, Tpaﬁna
OrHULHA HEBPONOrMYHa CUMNTOMAaTWKA, KOTHUTUBHU HApYLUEHWUS, ﬂeMEHLWIﬂ)
Tepanesmunu - PE3NUCTEeHTHKU enunencun n enunenTuyHu CuHApomn

CTDGHVNHVI peakumm OT Knacu4ecknTe aHTMenunenTUYHU NekapcTeeHn NpoaAyKTH
* WANOCUHKPATUYHW peakumn

* M3pA3IEHO 3acsAraHe Ha KOTHUTUBHUTE (hYHKUMY, 3aDaBEHN PEaKLIM 1 CLHANBOCT, YCTaHOBEHN NPy
CEepYMHM KOHUEHTpaumn B pedhepeHTHN CTONHOCTU

* yBpe/ieHa YepHoaApoBHa chyHKLMA (NoBuULLEHN cToHOCTU Ha ACAT, AJTAT)

* XunepamoHemus

* 13pa3eHn CTPaHMYHN peakunn OT XxpaHocMunaTenHusi TpakT (Gonkv B cTomMaxa, rafieHe, noBpbLyaHe),
Hanuuue Ha OBapuanHu KUCTU, KOXHU NPOSBW, XWNepnnasvs Ha ruHruearta, koconag, BuAWMO
HanbnHABaHe, oTcnabsaHxe, Tpemop u Ap

WS

T (onMe oT peuenTypHaTa KHIKKA Ha GONHINA, NP YECTH NPUCTBLAN — ENUKPH3A C HOMEP VI3 OT CTALIMOHAPHO NEveHUe C ABBHOCT 40 1 Mec.
KbM AaTaTa Ha KaHAMAATCTBaHE

amMGynaTopHu NUCTOBE/ €TanHa enukpusa OT NPerneauTe NpU CNEUManvcT, YAOCTOBEPABALUM HENOBNUABAHE OT TepanusTa, NpOMSHa B
KNMHUYHATa CUMNTOMATIKE /MW HACTBNUAN CTPAHWYHI PEaKLMNA N eNukpU3a c Homep M3 OT CTaumoHapHo neuexne

3aABMKUTENHO Ce NPEACTaBAT CLOTBETHNTE U3CNeABaHNA Ha opurnHantn Gnanku ot nabopartopus unu 3asepenn konus 3a ASAT, ALAT,
Xxunepamonemms

B. KPUTEPUU 3A MNPEMWHABAHE KbM KOMBWMHUPAHA TEPANWUA C APYIM AHTUEMUNENTUYHWU
NEKAPCTBEHW NPOAYKTU UNWU TEPAMNWUA C JO3A HAL DDD 3a LEV u PREGABALIN :

YacTudeH unu HenbneH TepaneBTU4eH OTrOBOP, Crej KaTto e NpoBeAeH ONTUMArneH Kypc Ha neyYeHue ¢
Knacuyecka pauvoHanHa nonurepanus i
" konve ot peuenTypHaTa kHKKa Ha GORHIA

aMGyNaTopM NMCTOBE OT NPErMeAUTE NpW CMELMANACT, YAOCTOBEPABALLN HENOBNUABAHE OT TEPANMATA, NPOMAMA B KMMMWIHATA
CAMNTOMATUKA W/WNH HACTLNWAM CTPAHWNHM PEAKLA 1 ENVIKPM3A C HOMEP U3 OT CTALIMOHAPHO NIEYeHite C AGBHOCT A0 1 Mec. KbM AaTaTa Ha
KaHAAATCTRAHE

1
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. KPUTEPUU 3A NPEMWHABAHE KbM KOMEWMHUPAHA TEPAMUS C LACOSAMIDE - LCM C 103A [10 DDD:

1 YacTuyeH unu HenbeH TepanesThyeH OTTOBOP, CIeA KaTo € NPOBEAEH ONTUMAnEH Kype Ha nedeHme ¢
Knacuyecka paLvoHanHa nonuTepanus

2 Mpeawectsalwo nevexne ¢ CBZ/OxCBZ unu VPA v eaun ot Hoeute AEM /LTG, TPM, LEV, GBP,
Pregabalin, Tiagabine/

T
KONWe OT peLenTypHaTa KHIKKa Ha GonHus
aMBynaTopHu NUCTOBE OT MperneaWTe Mpu CMEuMancr, YAOCTOBEPSBALIM HENOB/MSBAHE OT TepanusTa, NPOMAHA B KNMHUMMHATa

CAMNTOMATUKA W/WNW HACTBNMNM CTPAHUYHIM PEAKLUMN M eNMKpU3a C Homep N3 OT CTaUuMOHApHO NeveHne C AaBHOCT A0 1 MEC. KbM AaTaTa Ha
KaHAWAATCTBAHE

OTrosaps Ha KpUTEpUMTE 3a NeveHue ¢ B AHeBHa fo03a

MoANMC Ha cneuvanucTa: .

@ M3NCKBAHUA HA H3OK NP NPOBEXAHE HA NEYEHUE HA BONIHW C ENWNENCUA B N3BBHEONHWYHATA NOMOLY 5
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I. NEYEBHO-AWATHOCTUYEH ANIFTOPUTBM

1. NEKAPCTBEHU NPOAYKTU, Bkniovewu B lMpunoxenune 1 na MIC, kouto H3OK 3annawa B
CHOTBETCTBME C AENCTBALNTE HOPMATUBHU JOKYMEHTH.

2. NOKA3AHMA U HEOBXOAUMWU U3CNEABAHUSA - cbrnacHo KpaTkuTe xapakTepucTuki Ha
NEeKapCTBEHUTE NPOAYKTM

Ta6n. 1

MOKA3AHWUS ~ hopma Ha 3abonsBsaHeTo, NPEON KOHTPOM*

JNN Bb3pacToBW OrpaHn4eHus 3AMOYBAHE* Ha 6 mec.

Aonbrsalwa Tepanus

CLONAZEPAM
= _rexepanuanpana v hokanHa enunencus

MOHOTEpanusa Wnn KaTo Aonbneaua Tepanus 3a
Bb3PACTHN NALMEHTV W Aeua Haa 2 1

= chokanHu n BITKM

* nauveHTn c aneprusi kem CBZ,
OXCARBAZEPINE HeedekTuBHOCT 0T CBZ 1 VPA unu npu
Xxunepxonecreponemusi, ocTeonoposa,
HapyLLeHN XOpMOHamHN chyHKUUM 1 koMopBuaHn
CbCTOSHUSA, Cb3AaBally yCnosus 3a
neKkapcTBeHN B3auMOAeNCTBUA

KK,
TpaHcamuHasn
CepyMHO H1BO —
npu
HeobxoaumocT

HayanHa unu BTopa MOHOTepanus unu
AonbnBalya Tepanus

CARBAMAZEPINE * HOBOOTKpUTa ¢hokanHa enunencus

= reHepanuanpaHa enunencus, Npotiyaia ¢
TKn

MKK, TpaHcamuHasn
CepyMHO HUBO — criefy
npuknioyBaHe Ha
TUTPUpaHeTo

HauasHa v BTopa MOHOTEpanMs unu
Aonbneawa Tepanus KK
* HOBOOTKpWUTa reHepanuaupaxa enunencus, TMKK, TpaHcamuHasn :
napuvanHa enunencus, CuHapom Ha West CepyMHO HIBO — criegy | ParCaMuHasy

*  AonbrBalia Tepanus Npu Bb3PACTHN U AeLa | NPUKIIOYBAHeE Ha ﬁszw"o e~
C reHepanuaupana, (hokanHa enunencus u TUTPUPaHETO

CMHAPOM Ha Lennox-Gastaut, nonumopcHu Heo0XoguMacT
npucTLNM

VALPROIC ACID

AonbrBalla Tepanus Npy Bb3PaCTHM 1 Aeua
Han 12 r. npu:

= chokanHa enunencus (NPoCTH, KOMNNEKCHN
¥ BTOPUYHO-TEHEPan13npaHy NpunagbLy),

= TepanesTM4HO PE3UCTEHTHYU thoKanHn
enunencum  CUHAPOMM. o
AonbriBala Tepanus Npy Bb3pacTHy 1 Aeua
Hap 2 r. W1 NpeMUHaBaHe KbM MoHoTepanus
npy Bb3pacTHW 1 Aeua Han 12 r.

* reHepanuaupaxa enunencus (abcaxcu,
LAMOTRIGINE MUOKNOHUYHN, @aTOHUYHN, TOHUYHN NPUCTBNKU W
TKM)

= chokanHa enunencus (NPOCTH, KOMMNEKCHN
napumantu, BITKI), peauctenthn enunencim
CUHAPOMM

AoNbniBala Tepanus Npu BL3PacTHM 1 Aeua
Hag 2 1. Wn NPemM1HaBaHe KbM MOHOTEpanust
npy BL3PacTHM ¥ Aeua

= reHepanuaupana enunencvs
(MMOKIOHUYHW, @TOHUYHU, TOHUYHN MPUCTBNN U

FTKN),

= hokanHa enunencusi (NPOCTY, KOMINEKCHY,
BITKI), nonumopdHu npuctbnu,

* TepaneBTMYHO PE3UCTEHTHMU EnNUMencum u
CUHApOMM

TIAGABINE TpaHcamuHazn TpaHcamuHasn

KpeaTuHuH, MKK ¢ KK,
TpaHcamuHasn TpaHcamuHasu

TOPIRAMATE TpaHcamuHasu TpaHcamuHasu

V3UCKBAHWUA HA H30K MPY NPOBEX/IAHE HA IEYEHVE HA BOSIHU C ENUIIENCUS B U3BBHBEONHUYHATA MOMOLL 6
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INN NOKA3AHUA — hopma Ha 3abonssaHeTo, NPEAN KOHTPON*
Bb3pacToOBW OrpaHuyeHus 3AMOYBAHE* Ha 6 mec.
AonbriBalla Tepanus npu Bb3pacTHu u Aeua
Hap 3 r. unn NpemMnHaBaHe KbM MOHOTEpanus
npyw Bb3pacTHU W aeua Haa 12 .
GABAPENTIN * CMMNTOMaTM4Ha enuNencus Npu MO3bLYHU KpeaTuHUH MKK ¢ AKK

Heonnasmu,

* TepanesTUYHO PE3UCTEHTHM (hoKanHu
enunencum 1 CUHAPOMI

hoKanH1 enunenTuYHU NpUnNaabLY (NPOCTU U
KoMnnekcHu) ¢ unu 6e3 BTopuiHa
LEVETIRACETAM reHepanusaums Npu NaunenTy Hag 1-veceuna,
reHepanuaupaHy enunencun Npu NauMeHTH Haa
12 1., TepaneBTUYHO PE3UCTEHTHM eNUNencumn u
CMHApOMM

AonbrBawa Tepanus nNpu Bb3pacTHu Hag 18 1.
* chokanHu npunaabLUM (NPOCTU

KpeaTuHuH MKK ¢ IKK

PREGABALIN KOMPINEKCHM) C i 663 BTOpUIHE Kp. 3axap, KpeaTuHWUH | KpeaTuHWH
rexepanvsauvs -
AOMbIBALLE TEPaNUsi MPU Bb3PACTHN 1
nauneHT Ha v Hag 16 1. KpeaTUHWH,

LACOSAMIDE = chokanHu npunagbum (NpocTv TpaHCaMuHa3M, KkpeatuHux,
KOMNNEKCHY) ¢ unmn 6e3 BTopuiHa EKT ¢ koHcynTauus TPaHcamuHasm
reHepanuauvs

* onuceam ce & ambynamopHus nucm Ha GONHUS U Ce Mpuniazam 3aeepeHu Korusi om OpusuHanHume Gaku (Mpu Hamuyue Ha
Xxocnumanusauus ¢ daeHocm 00 1 Mec. Ipedu kaOUOAMCMeaHemo ce Mpuaza 3a66peHo KOMUE om enuKpU3a ¢ Homep 13)

* CepymHO HugO Ha AEM Ha (heHUmouH, 6annpoam u kapGamasenur - cried PUKIOYEaHe Ha MUMPUPAHEmo U rpu HeobXo0uMocm npu
npeueHka Ha IleKyeawus Heeporoz (CbMHEHUE 38 UHMOKCuKauyus, HedocmambyHa 003a UNU HEMpuemaHe Ha 1IeKapcmeomo;
mepanesmuyHa pesucmeHmHocm; Moseye om 2 fiekapcmea; 4epHodpobHa U GLOPEYHa HEAOCTIAMBYHOCT, CbOBGHO-MEUUUHCKA
excrepmus3a; npu GpeMeHHU XeHw)

II. OBLUU U3UCKBAHUA

1. B\:SPBCTOBGTE rpaHuua ce N34NCNABa B HABBLPLUEHN FOANHU - T.€. BKIIOYNTENHO KbM AaTaTta Ha u3aaBaHe
Ha NpoTOKONa OT CrieyMan13aupaHaTa KOMUCHs,

2. Tpw HasHauaBaHe Ha Tepanus No NPOTOKON 3a4bIKUTENHO Ce CbObPa3ABAT BLIPACTOBUTE OrPAHUYEHNS,
CbINACHO KpaTkaTa XapakTepucTika Ha CbOTBETHUS NeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3/TMXM.

3. H30K He 3annawa neuyenne C [03N HaA MakCUMAsHO Pa3pPEILEHUTE NO KpaTka XxapakTepuctuka Ha
npoaykra.

4. H30K He sannawa neyeHve M3BbLH ykasaHaTa Bb3pacToBa rpaHuLa B KpaTkaTa XapakTepuctuka Ha
npoaykTa.

5. B cnyvait Ha HacTbNWNa NOAO3MPaHa Hexenawa nekapcTBeHa peakuusi, nexkapsT yseaomsea VA no peaa
Ha un. 183 ot 3/MXM. Konve ot cbobuieHneTo ce npunara KbM MeAVLIMHCKATa AokyMeHTaums Ha 33001
NpV KAHAWAATCTBAHE 33 NeYeHne

6. NPU CNELUWAINWCTA, cbrn. un. 148 B, . 1 ot HPJ 2011 r. (06H. B 1B 6p. 3 ot 11.01.2011 r.), Ha
33001, Ha KOMTO ca M3AaBaHW NPOTOKONW MO pPefa Ha HAaCTOSIMTE M3UCKBaHWA, crneasa aa ce
npunarat BCUYKM HeOGXOOUMM NOKYMEHTU KaTo: amBynaTopHUTE NUCTOBE OT U3BBLPLUEHUTE Nperneau,
BTOPUAT EK3EMNNAP OT M3AAAEHWTE NPOTOKONM, KOMUS OT eNnMKPWU3M, EKCMEpTHU CTaHOoBUWA W Apyrv
AOKYMEHTU, KOUTO Ca OCHOBaHWe 3a U3faBaHe Ha NPOTOKOS, BCUYKM M3NCKBALLM Ce M3CneaBaHus, konue oT
npunoxexHne 1 Ha HacToAWMUTE W3NCKBAHWA MNONBIHEHO MO CbOTBETHATA TOYKA, NOANMUCAHO OT
creuvanvcra, u3aan npotokona.

Hacmoswume usuckeanus ca paspabomeHu Ha ocHogaHue yi1. 54 u un. 55, m. 2 om HPL] 3a meduyurckume deiiHocmu 2011
200unHa (06H. & [IB 6p. 3/11.01.2011 2.) u enu3am e cuna om 15 dexemepu 2011 2., cwenacko un. 10 Ha Hapedba Ne 10 om 24
mMapm 2009 e. 3a ycnosusima u peda 3a 3annawiaHe Ha nekapcmeenu npodykmu no yn. 262, an. 4, m. 1 om 3akona 3a
nexapcmeeHume npodyKmu 6 XymaHHama meduuyuHa, Ha MeOUUUHCKU u3denusi U Ha OUeMUYHU XpaHu 3a CrieyuanHu
meduyuHcku uenu (06H. [B, 6p. 24 om 2009 .).
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AEKNAPALIMA 3A UHOOPMUPAHO CBIMIACUE C U3UCKBAHUATA 3A 3AMOYBAHE/ NPOOBLIKABAHE HA
NEYEHMWETO C NIEKAPCTBEHUA NPOAYKT

A3 A0NYNOANUCAHUAT/ATA .................

Cnej kaTo Ce 3anosHax C uAnata MM NpeAocTaBeHa WHGOpPMauMs W LenTa Ha fIeYeHWeTo C nekapcTBeHus
NPOAYKT..........
Ha MOCTaBeHNTe OT MeH BbNPOCH, ieKnapupam ye:

1 Criea Kkato nomyumx M3yepnaTterniHi oTroBopu

1. Llle cnassam npenopbyaHaTa Miu CXeMa Ha fIeYeHre 1 NepUOANHHOCT Ha KOHTPOHUTE Nperneau.

2. PefoBHO e Ce SBABAM Ha KOHTPOMHM MPErneau v HaMa Aa NPOMEHSIM CaMOBOMHO WM MOA APYIO BHyLIEHUE
HagHaueHaTa MM Tepanus.

3. Tpy npeycTaHoBsiBaHe Ha NEYEHNETO NO NPUUMHM, HEMPOM3TUYALLM OT PeleHneTo Ha KomMucuATa 3a excriepTuan 8
P30K n/unu Kommcusta no un. 78, 1.2 ot 330, wie yseaoms HesabaBHO NuuHus cv nekap u P3OK u we sbpHa B
P30K nocneaHns npoToKon, no KOWTO CbM Mony4aBan/a nekapcTeeHst NPOAyKT

4. Tpy Hecnassake Ha NOCOYEHNTE YCOBMSA NIEYEHNETO MV C YIOMEHATUS NEKAPCTBEH NPOAYKT Lue 6bae NpekpaTeHo 1
HfAIMa Aa umam npeTeHunn kbMm H30K.

1T

[eknapatop:..................... s R .
(Mme, npeanme u chamunus)

Moanuc:
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