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NPU U3AABAHE HA NPOTOKONM 3A NNEYEHUE HA BOMNHU C BONECT HA MNAPKUHCOH

[poToKONBLT Ce M3aasa oT CNELUANUCTH C KoA Ha cneuuanHocT 10 — HEBPONOTMA N OT cneunanuiupana
KOMMUCHMA B neveGHM 3aBeaeHusi 3a GONHMYHA NOMOW, CKNKOYUNK porosop ¢ H30K. Cneuwanu3upanure
KOMMCMM ce CbagasaT CbC 3anosej Ha AvpekTopa Ha Neue6HoTo 3aseaenmne (N3) B cneauute 13: MBAJTHI “Ce. Haym” rp.
Codms, YMBAJ “Anekcanaposcka’ rp. Codms, YMBAJ “Liapuua Voakka - UCYNT" rp. Codpusi, BMA rp. Codua, MBAN “HKB” rp.
Codms, YMBAIN “Ce. Meopru” rp. lnoeaue, YMBAI “Cs. MapuHa® rp. Bapxa, YMBAJ rp. MNneseH, YMBAJ rp. Ctapa 3aropa,
BMA MBAJ1 - NMneseH, Mupea MBAN — Cocpust EALL, MBAN Kacnena” - rp. Mnoeavus, MBAJ1 - ,Ce.MBaH Punckun” — rp. Cocous.

|. PEA 3A 3ABEPABAHE HA MPOTOKONUTE

MpoTokonu 3a 3anoyBaHe Ha neveHue ¢ LEVODOPA (LEVODOPA/ CARBIDOPA U LEVODOPA/ BENZARAZIDE)

cneynanueT, cknloumn . MoNbNHEHO W MOANMCAHO npurnoxeHuwe 1 — nNUCT 3a onpeaensHe Ha
porosop ¢ H30K e KpUTEPUUTE MO CbOTBETHATA TOUKA C BCUYKM HeobxoauMu uacneasaHus
. AmBynaTopeH nucT/ eTanHa enuKpu3a C NpUoXeHn BCUYKN AOKYMEHT
nokasaTenu 1 U3cneaBaHus no NpunoxeHue 2
. JfpoTokon 3a npeanucBaHe Ha nekapcTea, 3annaiwjaku ot H30K/P30K" -
06p. M3-H30K
cneupanuamnpana . EKCNepTHO CTaHOBMLE C SICHA MEANLMHCKA MOTUBAUMS (3aAbIKUTENHO ce
Komncust P oT6ensaBa nuNca Ha U3KMIoYBaLLM KpUTEPUN)
. “MpoTokon 3a NpeanucBaHe Ha nekapecrTea, sannaiiaku ot H30K/P30K" -

06p. M3 -H30K
/ (NoANMCaH OT YNeHoBeTe Ha KOMUCHUSATA)

Komucusn 3a 3aBepka Ha
ekcneptuan B P30K  [®| npotokona B P30K

MpoTokonu 3a NpoALINKaBaHe Ha NeveHueTo - 6e3 kopekums 1 npn HeobXoAMMOCT OT yBenuyasaHe Ha aosara

cneuuanuct, ckatiownn | ) “llpoTokon 3a NpeAnucBaHe Ha nekapcTea, 3aBepka Ha
porosop ¢ H30K 3annawanv ot H30K/P3OK" — 06p. M3 -H30K i npotokona B P30K

% WU3UCKBAHWUA HA H30K 3A NPOBEXOAHE HA NNEYEHWE NPW BONECT HA NAPKWHCOH B W3BBLHBONHUYHATA MOMOLL - B cuna
ot 1 mapt 2016 roguHa
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MpoTokonu 3a 3ano4BaHe Ha nevexue ¢ ENTACAPONE nnioc aonbnuuTentm konuiectsa LEVODOPA

MpoTokonu 3a NPoALIKaBaHe Ha neyeHueTo ¢ ENTACAPONE nnioc AonbnHutentu konudectea LEVODOPA npu
yBenuuasaHe Ha posata

CNeumanucT, CKoYun . MonbAHEHO W MoANUcaHO npunoXenue 1 — NUCT 3a onpeaensHe Ha
norosop ¢ H30OK ] kpuTepuwTe No cboOTBETHATA TOUKA C BCUMKN Heobxoaumun nscneasaHns
. Am6ynaTopeH nucT/ eTanHa enukpu3a C MPUNOXEHN BCUYKW IOKYMEHTU
nokasaTteniu U U3cneaBaHusi No NpunoxeHue 2
. “flpoTokon 3a NpeAnucBaHe Ha nekapcTsa, 3annawaHu ot H30K/P30K" —
06p. M3-H30K
cneuvanuaupaHa o8 EKCNEepTHO CTaHOBULUE C SicHA MeAULIMHCKA MOTUBALIMA (3aABIKMTENHO ce
KOMUCHS oT16ens3ea NUNca Ha U3KMIYBaLLN KpUTEpUN)
. “MpoTokon 3a NpeanuceaHe Ha nekapcTea, sannaiiawu ot H30K/P30K" -

/ 06p. M3 ~H30K (nopnucan oT uneHoBeTe Ha KOMUCHSITa)

Komucusn 3a ekcnepTnamn 3aBepka Ha
B8 P30K nportokona B P30K

MpoTokony 3a NpoALMKkasaHe Ha nevexueto c ENTACAPONE
MpoTokonu 3a NpoAbIKaBaHe Ha nevyeHneTo ¢ ENTACAPONE nnioc fonbnHutenHu konuyectsa LEVODOPA 6e3
NpoMsiHa Ha Beye yTBbpAeHa aosa

. MonbAHEHO U noanucaHo npunoxeHnue 1 — nUCT 3a onpejensHe Ha
KpUTEpUMTE N0 CLOTBETHATA TOMKA C BCUYKM HEOBX0AMMM U3CneABaHns
CReuManucT, CknioYnn . Am6ynaTopeH NUCT/ eTanHa enuKpu3a C NPUNOXEHN BCUUKM AOKYMEHTH
norosop ¢ H30K nokasaTteni v UacnesBaHusi No NpuUnoxexue 2
. “MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawaHn ot H30K/P30K" -
/ 06p. M3-H30K
Komucus 3a ekcnepTusun 3aBepka Ha
B P30K npotokona B P30K

Il. OBLUW NONOXEHUA

1. 30/ nopasa noaroTeeHuTe AokymeHTH B P30K, Ha TeputopusTa Ha KOSITO € Hanpasuno u36op Ha ONJI. flokymeHTUTe
BKNIOYBAT:

1.1 3asBnenue po [upektopa Ha P3OK.

1.2 MonNbAHEHO W NOANKUCAHO NpUnoxeHue 1. MonbnBa ce No CbOTBETHATA TOYKa W Ce Npunara oTpaseHata B LM(POB UHAEKC
MeanLMHCKa A0KYMEHTaLMS, yA0CTOBEepABaLla BCeKN eAuH OT KputepuuTe.

1.3 MbAHUAT HA6op M3cneaBaHNA (PU3MKANHMN, HCTPYMEHTAmNHU U NaGOPaTOPHK), OTPa3eH B NPUNoXeHue 2.

1.4 “MpoTtokon 3a npeanucBaHe Ha nekapctea, sannawann ot H3OK/P30K" — o6p. M3-H3OK, uspapeH or nekaps
cneumanuct. MpoToKONbT 3aAbIKUTENHO Ce NOANNUCBA OT BCUYKIA UYNEHOBE HA KOMUCHATA B Crly4anuTe NocoYeHn B T. |

1.5 Konue oT npeaxoxaaiy NPpoTOKON, OT KOWUTO Aa € BUAHO NPOBEeXAAHOTO NeyeHve.

1.6 leknapauus 3a uHopmmpaHo cernacue no obpaseu (npunoxenue 3)

2. P30K npuema gokyMeHTMTe No T. 1 Crnea cnpaska OTHOCHO 3[PaBHOOCUrypUTeNnHua cratyc Ha 301,

3. MbpBUAT U BCEKM CrieaBall NPOTOKON ce u3aasa 3a cpok Ao 180 axu.

% WU3UCKBAHMA HA H30K 3A NPOBEXIAHE HA NEYEHUE NPU BONECT HA NAPKUHCOH B U3BBHBEONHUYHATA NOMOLL - 8 cuna
ot 1 mapr 2016 roguHa
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NUCT 3A ONPEAENAHE HA KPUTEPUUTE 3A NPOBEXAAHE HA NEYEHUE NPU BOJHU C BONECT HA
NAPKUHCOH
[Awe: .7 i Y O 10
3abenexka:  MeduyuHckama OOKyMeHmauyusi, ydocmoeepseawa eceku Om Kpumepuume e rocoveHa ¢ yugppa e uHOeKc u
3a0BIKUMENHO NPUdpPyXKaea HaCMoAW0MO NPUSIoKeHUe.

CTbinku B TepanuaTa:
JlekapcTBeHM NPOAYKTH C HEBPONPOTEKTUBHO AeiicTaue (Selegiline, Rasagiline), 0cBeH B CnyyauTe KOraTo Te Ca KOHTPauHAUUMPaHu unu ¢

peakuus Ha HenoHOCUMOCT
NEBOAOMA - B aHeBHa no3a 200 - 400 mg v ysenu4asaHe npu usyepnsaxe Ha ecbekta, HO He noBeye oT 1500 mg/ AHeBHO
KomGuHupaHa Tepanus (nesoaona, AonamuHosy aronuctu, Rasagiline)
KomBMHMpaHo nevenne C nesoaona/mMHxubutopu Ha KaTexon-opro-meTun-TpaHceepasata — B AeduHMpaHa AHeBHa A03a (DDD) u
nocTeneHHo yBenuyasaHe Ha A03ata npu u34epneaxe Ha ecpekTa, HO He noseye ot 800 Mr neBoaoNa/AHeBHO.

A. KPUTEPUM 3A 3ATOYBAHE HA NEYEHUE C NNEBOAOMNA (3agbrmKuUTeNHO e Hanu4mueTo Ha BCUUKN KpUTepum)

KNWHWYHO CUrypHa AuarHo3a “MapkMHCOHOBa Gonect” — CbObPasHO KpuTepuuTe B "BbArapcku anroputem 3a
AvarHoaa u nedenve Ha Mg" '
2 | Hanuume Ha aeuratenna cumnTomaTika '

3 | ** Nlunca Ha edhekT OT NeYEHNETO C NeKapCTBEHN NPOAYKTY C HEBPONPOTEKTUBHO AeilcTBle )

4 | Nunca Ha usknioyBawwm kputepum no 7. B *
aHaMHECTUYHUTE AaHHW, KNUHUYHATa CUMNTOMAaTHKa U eBONIOTUBHUAT XOA ce onucear B au&yna‘ropnvm NWUCT/ eTanHarta enukpuaa unu enukpusa
C AaBHOCT A0 1 Mecel| Npeaun KaHANAATCTBAHETO, Npunara ce KONue OT peLenTypHa KHIKKa Unu eTanHa envkpusa ¢ hapmakonornieH MapLpyT ot
npocneAsBsalus Hesponor
*3a6enexka; Npy HECLOTBETCTBUE NO KPUTEPHIl 3 U3PUUHO B EKCMEPTHOTO CTAHOBULYE Ce BNUCBA MeAULIMHCKaTa MOTUBALMA
* yAOCTOBEpABa Ce C NOANUC HA CeLManicTa B npunoxeHune 1 Ha HacTosLuTe KpUTepUH

B. KPUTEPUMW 3A NPOABIMKABAHE HA NEYEHMETO C NEBOAOMNA C YBENWYABAHE HA [IO3ATA - Ho He
noBseve ot 1500 mg/aHeBHO (B cBOGOAEH TEKCT Ce BNUCBa iCHaTa MeAULMHCKa MOTUBaLUS)

Jlunca Ha cTpaHUYHN eheKTH U U3KNIDYBaWM KpuTepun no 7. B *
Tpunara ce Konve OT PeLenTypHa KHIKKAa W eTanHa enukpu3a C (hapMakonoruieH MapiipyT OT MpoCneAsBalyus Hesponor u ambynatopeH
NUCT/ eTanHa enukpu3a OT NPErneAa NpK CNELMANNCT C 0Tpa3eHa edeKTMBHOCT N0 KIIMHUYHIA NOKa3aTeny OT NPUNaraHoTo nevenne

* yAOCTOBEpsiBa Ce C NOANUC Ha CIELUNAnCTa B NpUunoXexune 1 Ha HacToALMTE KpUTEpPUK

B. U3KNIOYBALLU KPUTEPWUM (npu 3anoyBane U Npy NpoAbmkaBaHe Ha NevyeHnero)

1. Bonuu noa 18 roauwHa Bb3pacT

2. BpemMeHHOCT W naktauus

3. TecHObIbNHa rnaykoma

4. Cepvo3HI CTPaHUYHY peakuyum OT neyeHneTo

5. CucteMHo HecnassaHe Ha neveGHaTa cxema no BuHa Ha 6onHus, ¢ npekbcaaHe noseve OT 3 meceua

OTroBaps Ha KpuTepuMUTe 3a neveHue ¢ B AHeBHa nosa

NOANUC HA CNELMASTUCTA: ...ocuvvrrmrnnnnannnnnnnnns

% WU3UCKBAHWA HA H30K 3A NPOBEXOAHE HA NIEMEHUE NPU BONECT HA MAPKUHCOH B U3BbHBONIHUYHATA NMOMOLL - B cuna
ot 1 MapT 2016 roguHa
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. KPUTEPUM 3A 3ANOYBAHE HA NEYEHUE C ENTACAPONE: (3aab/mKkuTeNnHO @ Hanu4meTo Ha BCUYKkn Kputepum)

1 KNUHWYHO curypHa AuarHosa “MapkuHcoHoBa Gonect” — cbobpasHo kputepuute B "Bbnrapcku anropuTbm 3a
AnarHosa u nevexue Ha 6" — kbcHa 6onect Ha MapkMHCOH 1 Hanuune Ha ABuratentn chnykTyauum

1

2 Hanuune Ha heHOMEHM Ha u3uepnBaHe Ha [o3aTa Unn heHOMEHM ,,BKNIoYBaHe 1 U3KnioyBaHe

3 Nunca Ha cTpaHWU4HM eheKTH U M3KMIoYBaWM KpuTepum no 1. X *

AHAMHECTUUHNTE AaHHMW, KTMHWYHATA CUMNTOMATVKA M @BONIOTUBHUAT X0/ Ce ONucBaT B amBynaTopHUs NUCT/ eTanHaTa envkpuaa unm enukpusa
C AGBHOCT A0 1. MECeL NPEAN KaHAUAATCTBAHETO, NpUnara ce Konue OT PELeNTYPHa KHIKKA N eTanHa enukpusa c hapmakornoruien MapuipyT ot
npocneasiBalLvs HeBponor
* yAOCTOBEPABA Ce C NOANUC Ha CNeLManicTa B NpunoxeHue 1 Ha HacTosALLMTe KpUTepun

A. Ki’MTEPVIVI 3A NMPOABLMKABAHE HA NEYEHWUE C ENTACAPONE: (3aaLrkuTenHo e Hanuuueto Ha BCUYKM
KpUTepum)

MoBNNSIBaHE HA NOHE /Ba OT KapAMHANHUTE CUMNTOMM (CTaTU4eH Tpemop, GpaaunkuHesa, pUrnaHOCT U NoCTypanku

1 | hapywenus) 2

2 * [lunca Ha cTpaHuyHu edPeKTM U U3KNIoYBaWM KpuTepuu no 7. K *

T konve OT peuenTypHa KHIDKKA WA eTanHa envkpusa ¢ hapMakonoruieH MapLIpyT OT NPOCNEARBALLUA HeBPOnOr

auﬁyna‘ropeu‘nucr/ ertanHa enukpusa OT nperneaa npu cneunanucT C oTpaseHa e(bermnnom’ NO KMUHUYHW nokasaTtenu OT npunaraHoTo
nevyeHve

* YAOCTOBEPABA Ce C MOANUC Ha CNELManMcTa B NpUnoxenue 1 Ha HacToALMTe KpUTepun

E. KPUTEPUU 3A 3AMOYBAHE U MNPOABLIMKABAHE HA NEYEHUE C ENTACAPONE nnioc AONMbAHUTENHO
konuyectso LEVODOPA: (3aabmKUTENHO € Hanu4ueTo Ha BCUYKM KpUTepum)

1 KnuHKYHO curypHa auarHo3a “MapkuHcoHoBa Gonect” — cbobpa3sHo kputepuute B "BbArapcku anroputsm 3a
avarHosa u nevenne Ha NB" — kbcHa 6onect Ha MapkUHCOH W Hanuyue Ha AsuraTentu dnykTyauuu ¢

2 Hanuuue Ha heHOMEHM Ha u3uepnBaHe Ha [03aTa UNK heHOMEHM , BKITIOYBaHe U u3knousaHe” i

3 * Jlunca Ha CTPaHU4HM eheKTM 1 M3KNIOYBaLWM KpUTEpUU no T. XK*

T aHAMHECTWMHUTE AaHHH, KNUHWYHATA CUMITTOMATVKA ¥ €BONIOTUBHUA XOA CE ONUCBAT B aMBynaTOpHUA NUCT/ ETaNHaTa enukpuaa Nk enukpusa
C AaBHOCT 40 1 MeceL| NPeAv KaHANAATCTBAHETO, NpUnara ce Konue OT peLenTypHa KHIKKa WNW eTanHa envkpuaa ¢ hapMakonornieH MapLipyT ot
npocneAsBaLya HeBponor

* yAOCTOBEpsiBa Ce C NOANUC Ha CeuuanicTa B NPUNoXeHue 1 Ha HacToALLMTE KpUTepUm

XK. U3KINOYBALLU KPUTEPUW (npu 3anoyBaHe U Npu NpoAbInkaBaHe Ha NneveHuero)

1. bBonhu nop 18 roaviuHa BL3pact
2. bpemeHHOCT ¥ nakrauus
3. 3a Rasagiline - cbnbTCTBALLO NEYeHne ¢ Apyrin MoHoamuHookeuaasiu (MAO) nHxMbuTopy unn nenTuanH
4. 3a Levodopa/ entacapone — Gonhu ¢ cheoxpomouutom, GonHu C YepHopapobHa aucdyHkuMs (npunara ce
opuruHaneH Gy Unu 3aBepeHo Konue OT U3CNeABaHUATa Ha TpaHcaMuHasK)
5. Cepuo3Hu CTPaHWU4HK peakLum OT NeYeHneTo
6. CuctemHo HecnassaHe Ha neyebHaTa cxema no BuHa Ha GonHus, C npekbCBaHe noseye oT 3 meceua
OTroBaps Ha KpUTepUUTE 3a NeYeHue ¢ B AHeBHa Ao3a

% WBUCKBAHWUA HA H30K 3A NMPOBEXOAHE HA NIEYEHME NPU BONECT HA MAPKWHCOH B M3BbHEONHWYHATA NOMOLY - 8 cuna
ot 1 mapt 2016 roguna
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1. NEYEBHO-AWATHOCTUYEH ANTOPUTBM

1. NEKAPCTBEHMW NPOAYKTU, sknioveHn B Mpunoxenne 1 Ha MNIIC, kouto H3OK 3annawa B cLoTBETCTBUE C
AeACTBaLMTEe HOPMATUBHU AOKYMEHTH.

2. NOKA3AHMA U HEOBXOOAMUMWU WU3CNEABAHWUA - cbrnacHo KpaTkuTe XapakTepuCTUKW Ha rekapcTBeHuTe
NPOAYKTU.

Tabnuua 1
INN DDD T KOHTPON*
y i MKK c KK,
LEVODOPA = 600 mg (Refers to levodopa) ASAT, ALAT,
KpeaTuHuH
MKK ¢ AKK,
LEVODOPA, DECARBOXYLASE x
AND COMT INHIBITOR 450 mg (Refers to levodopa) ;:pse;:‘lT'l,ﬂ:\llq_:T,

* onuceam ce e ambynamopHusi nucm Ha 6onHUS U Ce rnpunazam 3aeepeHu Konus om opuauHanHume 6naHku (npu Hanuyue Ha
xocrumanugayusi ¢ 0aeHocm 9o 1 Mecey npedu kaHdudamcmeaHemo ce npunaza 3a6epeHo Konue om enukpusa ¢ Homep M3)

** nepuoduyHocmma Ha nocnedsawjusi nabopamopeH KOHMPOI Ce OCLLUeCMEssa Mo NPeyeHKa Ha eKyeaujus creyuaucm e Cbomeemcmeue ¢
KNUHUYHUME UHOUKayuu

Il. OBLUM USUCKBAHUA

1. Bb3pacToBara rpaHMua ce 34MCisBa B HaBbPLUEHU TOANHN - T.e. BKIIOYMTENHO KbM JaTaTa Ha u3jjaBaHe Ha npotokona ot
cneywanuampaHara KoMUcusi.

2. MNpu HasHauyaBaHe Ha Tepanus No NPOTOKON 3aAbLMKUTENHO ce CbobpassBaT Bb3PACTOBUTE OrpaHUYEHUs, ChbIMNacHo KpaTtkara
XapakTepucTvKa Ha CbOTBETHUS NeKapcTBEH NPOoAYKT, yTBbpaeHa no peaa Ha 3JMXM.

3. H30K He 3annawa nevyeHve U3BbH ykasaHata Bb3pacToBa rpaHuLa B KpaTkaTa xapakTepucTuka Ha npoaykTa.

4. H30K He 3annaiua neyeHue ¢ A03n Haj MaKCUManHoO paspeLueHuTe Mo KpaTka xapakTepucTuka Ha npoaykTa.

5. B cnyuait Ha HacTbnuna noAo3vpaHa HexenaHa nekapcTeBeHa peakuws, nekapsit yseaomsea WAJ1 no peaa Ha un. 184 ot
3JINXM. Konue ot cbobLieHneTo ce npunara KbM MeauunHckaTa aokymentaums Ha 30J1 npu kaHAMAATCTBaHe 3a neveHue.

6. MPU CNEUMATIUCTA, curn. un. 158 B, 7. 1 ot HP[l 3a meauumHckute aeitHoctu 2015 r. (06H. AAB 6p. 6 ot 23.01.20151.),
Ha 301, Ha KOMTO Ca M3AaBaHM MPOTOKONM NO pefa Ha HaCTOAWMUTE M3UCKBAHWSA, crieaBa fa ce npunarat BCUYKM
Heo6XoAuMM AOKYMEHTM Kato: ambBynaTtopHuTe NuCTOBE OT M3BLPLUEHUTE MPErfieau, BTOPUAT eksemMnnsp OT u3aapeHuTe
NPOTOKOMNM, KONUSI OT eNUKPU3M, EKCMEPTHN CTaHOBMLIA M APYrM AOKYMEHTW, KOWTO Ca OCHOBaHWe 3a u3jaBaHe Ha npoToKon,
BCUYKW W3NCKBALLW Ce W3CNEeABaHWsA, KONMe OT NpunoxeHue 1 Ha HacTosIMTE M3UCKBAHWA NOMbLIIHEHO NO CbOTBETHaTa
TOMKa, NOANMCAHO OT cneuuanucTa, usaan nNpoTokona.

Hacmoswume usuckeaHusi ca paspabomeHu Ha OcHoeaHue 4i. 56 om HayuowaneH pamkoe 002060p 3a MeAUUUHCKUME
deliHocmu 3a 2015 2o0uHa (06H., B, 6p. 6 om 23.01.2015 2.) u enusam e cuna om 1 mapm 2016 2., cbenacHo uyn. 10 Ha
Hapedba Ne 10 om 24 mapm 2009 e. 3a ycnoeusima u peda 3a 3annawaHe Ha niekapcmeeHu npodykmu no yn. 262, an. 6, m. 1 om
3akoHa 3a nekapcmeeHume npodykmu 8 xymaHHama MeouyuHa, Ha MeOUUUHCKU u3denusi u OUeMUYHU XpaHu 3a creyuanHu
MeduyuHeku uenu (o6H., AB, 6p. 31 om 2007 2.).

% V3UCKBAHWSA HA H3OK 3A NPOBEXIAHE HA NEYEHUE NPW BONECT HA NAPKUHCOH B M3BbHEONHUYHATA noMoL - e cuna
ot 1 mapt 2016 roguHa
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AEKNAPALIMA 3A UHOOPMUPAHO CBIMTACUE C UBUCKBAHUSATA 3A 3AMOYBAHE/ NPOABLITMKABAHE HA
NEYEHUWETO C NEKAPCTBEHWUA NPOAYKT

A3 ponynoanucanusit/aTa ..

y

cnea  kato 3anosHax C usnata MW npejoctaseHa WHAOPMAUMA W LeNTa Ha NedyeHueTo C NeKapcTBeHus
) . W criea KaTo Momnyuqux M3yepnatenHin OTroBopu Ha

4, AEKNapupam ye:

nocraseHi
1 | penopbyaHaTa Mt Cxema Ha fieqeHne v NeproAnyH KOHTPONHUTE Nperneay.
2. P ‘Ce SIBABAM HA KOHTPONHW Npernieau W Hama Me CaMOBO/IHO WNM NOA APYFO BHYLIEHWEe
3. HUHU, HENPOUITMMALLM OT pemenuemh!{ouucuﬁfa 3a excnepTuan B P3OK

W HesaGaBHO NuyHMsA cu nekap U P3OK u we BbpHa B P30K
4, neKapcTBeH NpoaykT e 6bae npekpateHo u
[ ————
[fara: s R

DAOKNODATOD: ..v. .o MBI st s ivs o bbssonvsmssssssssivinsnsasninnss
(ume, npeaume n hamunus)

Moanuc:..

}i

“ WUBUCKBAHWA HA H30K 3A NPOBEXIAHE HA IEYEHWE NPU BONECT HA NAPKUHCOH B U3BBbHBONHUYHATA NOMOLW - s cuna
ot 1 mapt 2016 roguHa





