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N3NCKBAHWUA HA H3OK NMPU U3OABAHE HA NMPOTOKOJN 3A NPOBEXOAHE HA
WHTPABUTPEAIJITHO JIEYEHUE NPU NALUMEHTU C BOJNIECTU HA PETUHATA
(Dexamethasone, Aflibercept)

MpoTOoKONMbT Ce M3gasa OT crneuuanuavMpaHa KoMucua B neyebHM 3aBedeHus 3a GonHUYHA nomou,
cknounnu aorosop ¢ H30K 3a usnbnHenne Ha AMGynaTopHa npoueaypa Ne38. CneuvanusupaHute KOMUCUM ce
cb3aaBaT CcbC 3anosed Ha AupeKkTopa B criegHuTe nevebHu 3aBedenusn: YMBAJ “Anekcanaposcka” - rp. Codous,
YMBAT “Uapuua Woanna - UCYN” - rp. Cocus, YMBAI “Ceeta AHHa” - rp. Codousi, COBATT ,Akazemuk Mawes” - rp.
Codpus, CBANOE ,3o0pa” - rp. Codousa, COBAI ,MenTarpam” - rp. Codusi, CBAJIOB ,3penune” - rp. Cocus, OueH nasepeH
LeHTbp ,BuxbH* — rp. Codusa, YMBAJ “Cs. eopru” - rp. Mnoeams, Ouna Gonkuua — ,Jlykcop® - rp. Mnosaus, MBAT
,TpumoHuuym* — rp. Mnosame, OuyHa GonHuua - CBOBAJI BapHa - rp. Bapha, Ouna knuHuka “CeeTta [etka” - rp. BapHa,
BMA — rp. Cochus, ,Amxubagem Cutu Knunuk MBAI Tokyaa“ — rp. Cocus, CBAJIOB ,[eH" — rp. Codwmsa, MeauumHcku
LeHTbp no odranmonorus ,Pecouomen’ — rp. Codusi, ,Cneunanusmpana o4Ha GOMHWULA 3a aKTUBHO fieyeHue — rp.
Byprac, OueH MeauumHcku LeHTbp ,CeeTv Hukonait YygoTteopel” — rp. BapHa/rp. Byprac, ML, ,Okcukom® — rp. Byprac.

|. PEQ 3A 3ABEPABAHE HA NMPOTOKOJIUTE

[MpoTokonu 3a 3anoyBaHe Ha neyeHue

*  [ONbAHEHO ¥ NOANMCAHO NpUNoXeHue 1 — NUCT 3a onpeaensaHe Ha KpuTepumTe
*  MeAMUMHCKA AOKYMEHTALMS C MPUMOXKEHN BCUUKN HEOBXOAMMM U3CNeaBaHus no
npunoxeHue 2
CMNELWAITU3UPAHA * PelleHMe Ha cheuManuaMpaHa KOMWUCHUA C ScHa MeaMUMHCKA MOTWBaLms
KOMUCUA (3aABMKUTENHO Ce OTHENS38a NMNCa Ha U3KIKOYBALLM KpUTEPUK)
=  ‘TlpoToKon 3a npeanuceaHe Ha nekapcTea, 3annawanu ot H3OK/P30K" —
/ 06p. M3-H30K
Komucus no un. 78, 1. 2 3aBepka Ha nNpoToKona
o1 330 B LIY Ha H30K e B P30K

MpoTokonu 3a NpoAbLIMHKaBaHe Ha nevYeHue

= [lonbAHEHO U NOAMUCAHO NpUNoXeHue 1 — NUCT 3a onpefernsHe Ha KpuTepuuTe
= MeauuuHCKa AOKYMEHTALUSA C NPUNOXEHN BCUYKM HEODXOANMW U3CreaBaHns no
CNEUUANTU3UPAHA > npunoxexue 2
KOMUCUA * PelieHWe Ha cCreuuanuavMpaHa KOMMUCUS C SCHa MeauLMHCKa MOTMBaLMS
(3apgbnxuTenHo ce oTbensssa nunca Ha U3KNKYBaLLM KpUTEPUN)
= “MpoTtokon 3a npeanuceBaHe Ha NnekapcTea, 3annawanu ot H30K/P3OK” — obp.
M3-H30K
Komucus no un. 78, 7. 2 3aBepka Ha npoTokona
ot 330 B LY Ha H30K > B P30K

Il. OBLLUU MONOXEHUA

1. 3011 nopaBa noaroTBeHute AokymMeHTU B P30OK, Ha TepuTopusiTa Ha KOAITO € Hanpasuio u3bop Ha OMJI.
[JokymeHTUTE BKIMOYBAT:

1.1 3asBnenue no [upektopa Ha P30OK

1.2 MonbnHeHo n noanucaHo npunoxexnue 1. MNonbnBa ce No CbLOTBETHATa TOYKa W Ce npunara oTpaseHarta B

LUMpoB UHAEKC MeaUUMHCKA AOKYMEHTAUMS, YAOCTOBEPSABALLA BCEKV €4VNH OT KpuTepunte

1.3 MbnHuaT Habop uscneaBaHus (HU3NKanHW, MHCTPYMEHTanNHW 1 nabopaTopHu), OTPa3eH B NPUNoXeHue 2

1.4 ‘Mpotokon 3a npeanucBaHe Ha nekapctBa, 3annawadm ot H30OK/P30K" — obp. M3-H3O0K, uspgageH ot
crneuuanuspada komucus. Npunara ce opuriHan Ha NPOTOKON, a NPU KaHAUAATCTBAHE 33 NPOAbLIIKABAHE HAa Tepanuara
ce npeacrasd opurnHan Ha npeaxoaeH npoToKo C OTpa3eHn BCUYKU Ha3HavYeHus no Hero

1.5 PeweHue Ha cneymuanuampaHa kKomucus ot revyebHo 3aBefeHne — n3nbnHuTen Ha AmbynaTtopHa npoueaypa Ne
38 ,OnpegensHe Ha nnNaH Ha NeYeHuWe W npocreasBaHe Ha TepaneBTUYHWS OTrOBOP MpU NAaUMEHTU, nornyyasaiyu
CKBMOCTPYBALLUM NeKapCTBEHN NPOAYKTM No peaa Ha yn. 78, an. 2 330" - 6n. M3-H30K Ne 13

1.6 Oexknapauus 3a uHcopmupaHo cbrnacue no obpasew (npurnoxexue 3)
2. P30OK npuema nokymeHTUTE No Touka 1 crnep cnpaBka OTHOCHO 3ApaBHOOCUrypUTenHus ctatyc Ha 3071
3. MbpBUAT 1 BCeku crneaBally NPOTOKON ce u3gasar 3a nepuog Ao 180 gHu
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NPUNOXEHUE 1A

NACT 3A ONPEQENSHE HA KPUTEPUUTE NMPU 3ANOYBAHE HA KOPTUKOCTEPOUAHO NEYEHUE NPU
MALUMEHTU C PETUHATNTHA BEHO3HA OKINY3UA U AMABETHA PETUHONATUA C MAKYNEH EQEM
(Dexamethasone)

Ame: ErH

3abenexka: meduyuHckama OOKymeHmauyusi, ydocmosepsieawja 6CeKu Om Kpumepuume e rocovyeHa cC yugppa 6 uHOeKC U
3a0BIIKUMEsTHO NPudpyXasa HaCMoAW0MO MNPUIOKeHUe.

A. KPUTEPUX 3A 3AMOYBAHE HA JNEYEHWE NPU MNAUMEHTU C PETUHANMHA BEHO3HA OKNYy3UA
(BAOBIDKUTENHU CA BCUYKU KPUTEPUWN)

MKB H34.8

KnuHUYHO [oka3aH MaKyrneH OTOK, B pe3ynTaT Ha LeHTpanHa peTuHHa oKny3us (UPBO) unu knoHosa
oknyaus { KPBO) o

MoTebpAeHa anarHosa c: ' ~°

1. wu3cneaBaHe Ha 3puUTenHa ocTpoTa 3a 6nm3o u aaneuye (20/200-20/50 no Snellen uniu ETDRS)
2. wu3crnienBaHe Ha NpefeH U 3aAeH OY4eH CEerMeHT
3. dnyopecueuHosa aHruorpacusi (PA)

4. onTu4YHa KoxepeHTHa Tomorpadus (OCT)

MauMeHTU , KOUTO HE Ce MOBMMUABAT JOCTATbYHO OT HEKOPTUKOCTEPOUAHE Tepanus (A0 3 MHXEKUMM aHTU —

: VEGF nekapcTBeHu NpoayKTH)

4 | Ilunca Ha u3KNYBaLliu KpUTEepUn no Touka b :

T MeaMUMHCKA AOKYMEHTaUMs C ONUCaHUE Ha aHAMHECTUMHUTE [aHHU, KNMUHUYHATa CUMNTOMAaTUKa U €BOMIOTUBHUSA X04
nonbnHeHa Tabnuua 2 oT NpunoxeHue 2 - HEOOXOAUMUTE U3CNEABAHUS U NPErneaun OT Creunanuct, nocoveHn B Tabnuua 2 Ha

NPUOXeHUE 2 334 bIDKATENHO Ce NPEACTaBAT Ha OpUrMHaNHN BnaHku (Wnv 3aBepeHn ¥ NOANNCaHN KONUSA) UK Ca OTPa3eHN B enukpusa

C L,aBHOCT 20 1 Meceu npeau KaH4ouAaTCTBaHETO

? pelueHue Ha crieuuanuanpaHa komucus no Alp Ne38 c scHa moTuBauus 3a HeOOXOAMMOCTTa OT 3arnoyBaHe Ha NIeYeHNeTo

* amBynaTopeH NUCT OT NocneAHUs Npernes Npy HabnogaBawms cneumanucT

8 yAOCTOBEpABa Ce C NOAMUCUTE Ha YNEeHOBETe Ha KOMUCUSITA B NpunoxeHue 1A Ha HaCTOAWMUTE U3UCKBAHUA

B. U3KMOYBALLYU KPUTEPUU (MPU 3ATTOYBAHE HA JIEYEHMUE)

1. CBpbXx4yBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UNMU KbM HSIKOE OT MOMOLLHUTE BeLlecTBa

2. AKTVBHA O4YHa UNU NepuoKynapHa MHGEKUMS UM CbMHEHWE 3a Takasa, BKIMIOYUTENHO
NOBEYETO BUPYCHU 3a00nsiBaHUS Ha POroBMLIATa W KOHIOHKTUBATA, KOETO BKIIIOYBA aKTUBEH Kepatut
BCNEAACTBME Ha EenuTeneH Xxeprnec CUMMMeKc (AEHOAPUTEH KepaTtwuT), BakCUHUS, Bapuuena,
MukobakTepuanHu nHgekuny n rebuyHn sabonsiaHms

3. HanpepHana rnaykoma, KOSITO He MOXe Aa ObJe oBnazasHa B JOCTAaTbYHA CTEMEH CaMo C NeKapCTBEHM
npoayKkTu

4. AdbaknuyHu 04U € paskbcaHa 3a4Ha Kancyna Ha newara

5. Oum c BbTpeouHa neuja B npegHarta kamepa (ACIOL), dukcupaHm KbM vpuca unu npes cknepata
BbTPEOYHM NELLU 1 paskbCaHa 3ajHa Karicyna Ha neujara

6. [eua v oHOWMWM Ha Bb3pacT nog 18 roguHu

7. BpemeHHOCT 1 nakTauus — OTHOCUTENEeH U3kntouBaLl kputepui. MpeueHkaTa non3a/puck oT NeYyeHneTo
Ce OCblUecTBsiBA OT cneuuanusMpaHata KOMWUCUSI 3a BCEKUM KOHKPETEH Cryyal u ce nocoysa B
€KCNEePTHOTO peLLUEHNE.

OTFOBapﬂ Ha KpUTepuuTe 3a 3anoYyBaHe Ha B no3a
NIeYeHUeTo C e A03a s

-
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NPUNOXEHUE 1A

NACT 3A ONPEOENAHE HA KPUTEPUUTE MNMPU 3ANOYBAHE HA KOPTUKOCTEPOUAHO NEYEHUE NPU
NAUUEHTU C PETUHAITHA BEHO3HA OKITY3UA U QUABETHA PETUHOMATUA C MAKYJEH EQEM
(Dexamethasone)

Nwme: ElMH

3abenexka: meduyuHckama OoKymMeHmauusi, ydocmoeepsisalya 8CeKU Om Kpumepuume e rocoyeHa € yugpa & uHOekc U
3a0bIIKUMENTHO NpudpyXasa HacMosW,0Mo MPUSIOKEHUE.

B. KPUTEPUM 3A 3AMNOYBAHE HA NEYEHWUE NMPU NAUMEHTU C OUABETHA PETUHOMATUA C MAKYIEH
EOQEM (SAOBIDKUTENHU CA BCUYKU KPUTEPUN)

MKB H36.0

Hapyuienue Ha 3peHueTo nopaau AnabeTeH oTok Ha makynarta (DME) npu naumeHTu, kouto ca ¢

1 ncespodakus >°
MoTBBLpAeHa auarHosa c: '
1. u3crniepnBaHe Ha 3puTeriHa ocTpoTa 3a 6nu3o u ganeye (20/200-20/50 no Snellen unu ETDRS)
2. wu3scnenBaHe Ha NpPeAeH U 3a4eH OYEeH CerMeHT
2

3. dnyopecueunHoBa aHrnorpacdus (PA)

4. onTtu4yHa KoxepeHTHa Tomorpacus (OCT)

3 | OunabeTHa peTUHONATUA C KOHTponupaH auabet u HbA1c <8,5%*

[MauneHTH, KOUTO He Ce NOBNUABAT JOCTATbYHO UMK Ca HEMOAXOAALLM 38 HEKOPTUKOCTEPOMAHA Tepanus (o

B 3 uHxekuuu antu — VEGF nekapcTBeHu NpoayKTH

5 | Jlunca Ha u3kMYBaLM KpuTepumn no Touka I %

T MeaMUMHCKa AOKYMEHTaLUsA C ONUCaHMe Ha aHAMHECTUYHUTE JaHHU, KIMHUYHATAa CUMNTOMAaTHUKa U eBOMNIOTUBHUA X0oA
2 nonbrHeHa Tabnuua 2 OT NPUNoXeHUe 2 - HeoBXOAMMUTE M3CNeABaHUs W Npernesn OT CNeuManicT, nocoyeHu B Tabnuua 2 Ha
NPUOXEHUE 2 334 BIDKUTENHO Ce NPEACTaBAT Ha OpUriHanHy GnaHku (Mnu 3aBepeHn 1 NoANUCaHKU KONUSA) UK Ca OTPaseHu B enukpusa
C AaBHOCT A0 1 Mecel Npeau KaHAnAaTCTBaHeTo

pelweHue Ha crneunanusmpaHa komucusi no Allp Ne38 c scHa moTuBauua 3a HEOOXOAMMOCTTa OT 3ano4YBaHe Ha NeYeHNeTo
¢ amBynaTopeH NUCT OT NOCMeAHMA Npernea Npyu HabnoaaBawWwma CneumManucT
® yaocToBepsiBa Ce ¢ NOANUCUTE Ha YNIEHOBETE Ha KOMUCUATA B NpuoxeHne 1A Ha HacTOSILUTE U3UCKBAHUS

. U3KNIOYBALLY KPUTEPUM (NMPU 3ATNTOYBAHE HA JIEHYEHME)

ek

CBpbX4yBCTBUTESTHOCT KbM aKTVBHOTO BELLECTBO UM KbM HAKOE OT NOMOLLHUTE BellecTsa

2. AKTVMBHa O4Ha UnM NepyokynapHa MHMEKLUUS Un CbMHEHUe 3a Takasa, BKITIYUTENHO
MOBEYETO BUPYCHU 3200MNsiBaHUS Ha POroBULIATa U KOHIOHKTMBATA, KOETO BKMIOYBA aKTUBEH KepaTuT
BCNEAOCTBME Ha EnuTeneH Xepnec CUMNMEKC (AeHAPUTEH KepaTuT), BaKCWHUsS,, Bapuuena,
MukoBakTepuanHu uHdekuum U rebudHu sabonssanus

3. HanpenHana rnaykoMa, KOSiTO He MOXe Aa ObAe oBnafsHa B 4OCTaTbyYHa CTENEH CaMo C NIEKapCTBEHU
npoayKTK

4. Adakn4Hu ouM C paskbcaHa 3agHa kancyna Ha neuiara

5. Oum c BbTpeouyHa nela B npeaHata kamepa (ACIOL), dumkcmpaHn KbM upuca unu npes cknepata
BbTPEOYHM NeLLmn 1 pa3kbCcaHa 3a4Ha Kancyna Ha newara

6. [leua u oHOWM Ha Bb3pacT nog 18 roanHu

7. DBpeMeHHOCT 1 nakTauus — OTHOCUTENEH U3KIoYBaLL kpuTepuin. [peueHkaTa nonsa/puck oT feveHneTo

Ce OCblUecTBsiBa OT creuuanusvpaHaTa KOMUCUSI 32 BCEKUM KOHKPETEH Crnyyal WM ce noco4ysa B

€KCMEePTHOTO pELLEHNE.

OTrosapsi Ha KpUTepUUTE 3a 3anoyBaHe Ha

TIQMGHMBTO € b aese a A Eea B e 6 8 Ac3a

K
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NPUNOXEHUE 1A

NUCT 3A ONPEQENAHE HA KPUTEPUUTE NPU NPOOBMKABAHE HA KOPTUKOCTEPOUAHO JIEYEHUE
NPU MNALUUEHTU C PETUHAITHA BEHO3HA OKIY3Us U [IMABETHA PETUHOMATUA C MAKYJIEH EQEM

(Dexamethasone)

Uwme: ErH

3abenexka: MeduyuHckama OoKymeHmauusi, ydocmoeepsisalya CeKu Om Kpumepuume e rocoyeHa C uucgpa & uHOekc Uu
3a0bIIKUMEnHo NpudpyXaea HaCMOoSsIW,0MO NPUNIOKeHUe.

0. KPUTEPUM 3A NMPOOBINKABAHE HA NEYEHUETO (BAOBITDKUTENHU CA BCUYKN KPUTEPUN)

MKB H34.8, H36.0

1 | OueHka Ha TepaneBTUYHa eheKTUBHOCT OT NPOBEAEHOTO neveHue > °

Mogxoasium 3a NOBTOPHO NeYeHUe ca NaLueHTH, Npu KOUTO crea NbpsBaTa annvkauusa ca umanu
MUHUMYM 50 um peaykuus Ha LeHTpanHaTa goBeiHa aebenuHa, usuePeHa ¢ OCT v /unu nopobpeHue
Ha 30 c noHe eauH pea, uamepeHo no Snellen unu 5 6yksu no ETDRS 12

3 | Jlunca Ha u3knNYBalLKM KpUTEpUm no Touka E s

T MeaMUMHCKa AOKYMEHTaUUsA C OTpa3ssiBaHe Ha edheKTa Ha OCHOBHaTa Tepanusi, KOAITO € NpoBeXAaHa 40 MOMEHTa

nonbriHeHa Tabnuua 2 OoT NPUNoXeHue 2 - HeoBXOAUMUTE W3CNEABaHUA U NPErnean OT CNeuuanucTt, nocoyexn B Tabnuua 2 Ha
NPUNOXeHNe 2 3a4b/MKUTENHO Ce NPEACTaBAT Ha OPUrMHANHM BnaHku (UNY 3aBEPEeH U NOAMUCAHN KONUS) UK Ca OTPa3eHN B ENNUKPU3a
C AaBHOCT A0 1 Mecel Npeau KaHAUAATCTBAHETO
s pelleHue Ha cneuuManuanpaHa komucus no AlMp Ne38 c oTpaseHa eeKTUBHOCT OT NPOBEXAAHOTO NneveHue U HeobxogumocTTa oT
npoAbiKaBaHe Ha TepanuaTa
* yoocToBepsiBa ce C NOANUCUTE Ha YNIEHOBETE Ha KOMUCHUATA B NPUIOXeHue 1A Ha HaCTOALUTE U3UCKBAHUS

E. U3KITIOYBALLW KPUTEPUM (NPU NPOOBITKABAHE HA JIEYEHUETO)

. NMaumneHnTu 6e3 nonobpenve Ha 30 u LeHTpanHa dosenHa aebenuxHa

. CBPBX4YBCTBATENHOCT KbM aKTUBHOTO BELLECTBO MM KbM HSIKOE OT MOMOLLHUTE BellecTsa

. AKTUBHa OYH2 uUNWU nepvokynapHa WHMEKUUS UNM CbMHEHUE 3a Takasa, BKIIOYUTENHO MOBEYETO
BUpycHYu 3abonsiBaHns Ha porosuLaTta U KOHIOHKTMBATA, KOETO BKMOYBa aKTUBEH KepaTuT BCreaaCTBME
Ha enuTeneH Xepnec CUMMIEKC (OEHAPUTEH KepaTuT), BaKCMHWS, Bapuuena, MukobakTepuanHu
nHbekumn n rvdnyHn 3abonasanus

4. HanpepgHana rnaykoma, KOsiTo He Moxe Aa Obae oBnaasHa B 4OCTAaTbYHa CTENeH caMo C NiekapcTBeHn

nNpoAyKTH

5. AdbaknyHu 04u € paskbcaHa 3agHa Kancyna Ha newjara

6. Oun c BbTpeoyHa newa B npefgHaTta kamepa (ACIOL), dumkcupaHu Kkbm vpuca unu npes cknepata
BbTPEOYHU NEeLUM 1 paskbCcaHa 3aHa Karncyna Ha newjara

. [eua v toHowm Ha Bb3pacT nog 18 roavHu

. BpemeHHoCT 1 nakTauusi — OTHOCUTENEH U3KNYBaLL kKpuTepuia. MNpeueHkaTa nons3a/puck oT NeYeHneTo
Cce OoCbllecTBABa OT creuuanusmpaHaTa KOMWCMSI 33 BCEKM KOHKPETEH crnyyad u ce nocoysa B
EeKCMepTHOTO peLUeHUE.

WN -

o~

OTroBaps Ha KpUTepunTe 3a NPoAbiKaBaHe

Ha neYyeHuweTo C B Ao3a

H
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NPUNIOXEHWE 1B

TNUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3ANMOYBAHE HA AHTUHEOBACKYAPU3UPALLO
NEYEHME NMPU MALUUEHTU C BITAXXHA ®OPMA HA MAKYNHA OEFEHEPALUSA, CBbP3AHA C Bb3PACTTA

(Aflibercept)

Uwme:

[ern] [ [ T [ [ [ [ [ |

|

3abenexka: meduyuHckama OokymeHmauus, ydocmosepsisalja 6CEeKU Om Kpumepuume € focoyeHa C yugpa 6 UHOeKc U
3adb/uKumMenHo npudpyxaea HaCMoOAW,0MO NPUsIOKeHuUe.

A. KPUTEPUM 3A 3AMNOYBAHE HA JIEYEHWE NPU MAUUEHTU C BITAXXHA ®OPMA HA MAKYITHA
NEFEHEPALIKSA, CBBbP3AHA C BL3PACTTA (BAABMKUTENHU CA BCUYKU KPUTEPUN)

MKB H35.3

Hanuune Ha aKkTuBHa ??pma Ha HeoBacKyapu3auusi, OAbijbKailla Cce Ha MaKynHa paereHepauus
CBbp3aHa C Bb3pacTtra b b

MorBbpAEHa AnarHosa c:
1. wu3cneaBaHe Ha 3puUTenHa ocTpoTa 3a 6nm3o u aanevye (20/200-20/30 no Snellen unu ETDRS)

TecT Ha AMSLER 3a Hanuuue Ha meTamopdoncuu

2

3. u3MepBaHe Ha BLTPEOYHO HarnsraHe

4. wu3scnepBaHe Ha NpeaeH v 3aieH OYEeH CerMeHT
5

dnyopecuenHoBa aHruorpacus (PA)

6. onTU4Ha KoxepeHTHa Tomorpadusa (OCT)

23

3 MaumeHTH,

HeoBacKynapusaums, obmkawa ce Ha MACB %

KOUTO WUMaT HapylieHue Ha 3peHuMeTo BCrieAcTBMe Ha aKTUBHa cdopma Ha

4 | Jlunca Ha U3KNK4YBally KpUTepuu no Toyka B s

T MeaVUMHCKa JOKYMEHTaUMA C ONMCaHue Ha aHaMHECTUYHUTE AaHHU, KNMUHUYHATa CUMNTOMAaTHUKa 1 eBOMIOTUBHUSA XoA

2 nonbnHeHa Tabnuua 2 OT NPUMOXeHUe 2 - HeoOXoAMMUTE M3CNeABaHNA U NPernean OT CeuuanucT, nocoyeHu B Tabnuua 2 Ha
NPUNOXeHUe 2 3aAbIMKUTENHO Ce NPEACTaBAT Ha OPUrMHANKN BnaHkv (UK 3aBEPEHN 1 NOANUCAHN KOMUS) UK Ca OTPa3eHN B enukpusa
C AaBHOCT 40 1 Mecel npeAu KaH4WAATCTBAHETO

* pewieHue Ha cnieuuanusupaHa komucus no Alp Ne38 ¢ scHa MoTUBaLMs 38 HEOBXOAMMOCTTa OT 3ano4YBaHe Ha NEeYEHNETo

¢ amBynaTopeH NUCT OT NOCNeAHWs Npernes npy Habniogasawms cneumanueT

® yAOCTOBEpPABa Ce C NOANMUCHTE Ha YNIEHOBETE Ha KOMMCHUATa B NpuroxeHue 15 Ha HACTOSILUTE UIUCKBAHUSA

B. U3KIMTKOYBALLIYM KPUTEPUN (NMPU 3ANMOYBAHE HA NEYEHUE)

o

oo

CBpbXUyBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMK KbM HAKOE OT NMOMOLL{HWTE BellecTsa

AKTMBHa OYHa UNK NEPUOKYNapHa UHMEKLUA U CbMHEHWe 3a Takasa, BKIIOUNTENHO

NOBEYETO BUPYCHU 3a00NsiBaHUS Ha POroBuLiaTa U KOHIOHKTUBATa, KOETO BKMIOYBA aKTUBEH Kepatut
BCNEAACTBUE Ha EnuTeneH Xeprnec Ccumnnekc (AeHAPUTEH KepaTuT), BaKkCuHWA, Bapuuena,
MukobakTepuanHu uHgekuuy 1 rebudHu 3abonsBaxus

AKTVBHO BBLTPEOYHO Bb3naneHue

Hanvnuve Ha TpanHo yBpexaaHe Ha Makynata — pubposa, aTpodus, AoMuHMpalla reorpadcka
aTpodms

[eua n oHoLWM Ha Bb3pacT noa 18 roguHu

BpeMeHHOCT 1 nakTauusi — OTHOCUTENEH U3KYBaLl kpuTepuit. MNpeueHkaTa nonsa/puck oT neyYeHneTo
Ce OCbLUEeCTBSIBA OT cCneuuanuavpaHata KOMKCUS 32 BCEKW KOHKpeTeH Ccrnyya u ce nocovsa B
€KCMepPTHOTO pELLEHUE.

O'rrosapﬂ Ha KpuTepuuTe 3a 3ano4yBaHe Ha

nevyeHueTo C

Hat

N
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NPUNOXEHUE 16

NUCT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOABMKABAHE HA AHTUHEOBACKYNAPU3UPALLO

NEYEHUE NMPU NALUUEHTU C BITAXXHA ®OPMA HA MAKYITHA AEFEHEPALIUA, CBbP3AHA C Bb3PACTTA

(Aflibercept)

Ume:

ErH

3abenexka: MeduyuHckama OOKymMeHmayusi, ydocmoeepsisalya 6CeKu Om Kpumepuume e rocoyeHa C uucgpa 6 UHOeKC u
3a0BIHKUMESIHO NPUOpPYXKasa HacmMosU,0mMo NpPUsioXKeHuUe.

B. KPUTEPUN 3A NMPOABIKABAHE HA NEYEHUETO (SAABIMKUTENHU CA BCUYKU KPUTEPUMW)

MKB H35.3
1 | OueHka Ha TepaneBTUYHA e(PEeKTUBHOCT OT NPOBEAEHOTO fieyYeHune gt
Moaxoasiun 3a NOBTOPHO fleYeHMe ca MauUMEeHTU, NPU KOUTO crnea nbpBarta annukKauvs ca umanu
o | MUHUMYM 50 um peayKuusi Ha LeHTpanHaTta doselHa gebenuHa, usmepena ¢ OCT u /unv nogobpexue
Ha 30 c noHe eauH ped, uamepeHo no Snellen unu 5 6yksun no ETDRS wnu HamaneHue Ha
metamopdoncumte 2
3 | Nlunca Ha u3KNYBaLWM KpuTepumn no Touka I :

T MeavUMHCKa AOKYMEHTaUUsA C OTpa3siBaHe Ha epeKTa Ha OCHOBHaTa Tepanus, KOSITO € NpoBexaaHa 10 MOMeHTa

2 nonbnHeHa Tabnuua 2 OT NpUNoxeHue 2 - HEOBXOAUMUTE M3CNEABaHUS ¥ NPErfEAN OT CMEunanucT, NocodeHu B Tabnuua 2 Ha
NPUNOXEHUE 2 3a4bIMKUTENHO Ce NPEACTaBAT Ha OPUrMHAIHY BGnaHku (UNV 3aBePEeH ¥ NOANUCaHN KONWUS) UK Ca OTPa3eHN B enukpusa
C AaBHOCT A0 1 Mecel NpeAun KaHAUAATCTBaHETO

® pelueHue Ha crnieuuanusupaHa komucusi no AMp Ne38 c oTpaseHa epeKTUBHOCT OT NPOBEKAAHOTO NEYEHUE U HEOBXOANMOCTTa OT
NpoAbMXaBaHe Ha TepanusaTa

* yaocToBepsiBa ce ¢ MOANNUCUTE Ha YIIEHOBETE Ha KOMUCUSATA B NpUNoxeHue 16 Ha HaCTOSILUTE U3NCKBAHUS

. U3KIKOYBALLU KPUTEPUM (MTPU NPOABITKABAHE HA JIEYEHUETO)

e

. MauwueHrTyn 6e3 nopobpenue Ha 30 u LeHTpanHa doseliHa AebenvHa

2. CBpBbX4YBCTBUTENHOCT KbM aKTUBHOTO BELLIECTBO MIN KbM HAKOE OT MOMOLLHMTE BELLecTBa

3. AkTuBHa OYHa WNU nNepuokynapHa WHMEKUMs UNM CbMHEHME 3a Takaea, BKMIOYUTESNIHO MOBEYeTO
BUPYCHY 3a00MsiBaHUsl HA POrOBMLIATa U KOHIOHKTUBATA, KOETO BKIIOYBA aKTMBEH KEpaTuT BCreaacTBue
Ha enuTerneH Xepnec CUMMNIEKC (OeHAPUTEH KepaTuT), BakCUHWSA, Bapuilena, mukobakTepuanHu
vHeKLun 1 rebudHn 3abonsBaHns

4. HamaneHue Ha 3puTenHaTta ocTpoTa B CpasBHEHMWE C Tasn nNpeau 3anoyBaHe Ha NeYeHneTo, KOoATO He ce
bW Ha Apyru haktopu

5. AKTUBHO BBTPEOYHO Bb3naneHue

6. HoBa cybpeTtvHanHa xemoparusi, BKMOYBAalla UeHTbpa Ha ddosedATa wunu paswmpsBaHe Ha
npeaLlecTsallia Takaea

7. [eua v 10HOLWM Ha BBb3pacT nog 18 roguHn

8. BpeMeHHOCT 1 nakTauus — OTHOCUTENEH U3KMoYBaLL KpuTepuia. MNMpeLeHkaTa nonsa/puck oT NeYeHNeTo

Cce OCblUecTBsiBa OT Cneuvanu3upaHaTta KOMUCUS 3a BCEKM KOHKPETEH Cryyalh u ce nocoysa B

€KCMepTHOTO peLLEHNE.

OTI'OBapﬂ Ha KputepuunuTe 3a npoabiikaBaHe
Ha neYyeHuneTo C

B Oo03a

‘? :%,(g N3UCKBAHUA HA H3OK MPU NEYEHWUE HA BONIECTU HA PETUHATA B U3BBHBONHUYHATA MOMOLL - B cuna ot 15 mait 2019 roguHa



NPUNOXEHUE 1B

JIUCT 3A ONPEOENAHE HA KPUTEPUUTE NPU 3AMOYBAHE HA AHTUHEOBACKYJTAPU3UPALLO
NEYEHMUE NPU NAUMEHTU C OUABETHA PETUHOMATUA C MAKYJEH EQEM

(Aflibercept)

Wwe: [erw] [ T [ [ [ [ [ [ [ |

3abenexka: MeduyuHckama OOKyMeHmauusi, ydocmoseepsiealja 6CeKU Om Kpumepuume e [ocoyeHa C yugpa € UHOeKC u
3a0BJIKUMESTHO NPUOpPYKasea HaCMOSIU,0MO MPUIIOXKEHUE.

A. KPUTEPUUN 3A 3AMOYBAHE HA JIEYEHUE NPU NAUUEHTU C OUABETHA PETUHOMATUA C MAKYNEH
EQEM (SAOBIDKUTENHU CA BCUYKU KPUTEPUN)

MKB H36.0

1 | Hanuuue Ha HeTpaKumoHeH auabeTteH makyneH eaem "> °

MoTrebpAcHa AvarHosa c: " 2>

1. u3cneaBaHe Ha 3puTeriHa ocTpoTa 3a 6nu3o u ganeye (20/200-20/30 no Snellen unu ETDRS)
2. W3MepBaHe Ha BLTPEOYHO HarsAraHe
2 ‘3. wm3cnenBaHe Ha NpeAeH W 3a[ieH O4eH CerMeHT

4. ¢dnyopecueunHoBa aHruorpacus (PA)

5. onTu4Ha KoxepeHTHa Tomorpadus (OCT)

3 | OnabeTHa peTuHONaTHA C KOHTponupaH guabet u HbA1c <8,5%*

4 | Jlunca Ha u3KNYBalyM KpUTepum no Touka B .

" MeaAMUMHCKA AOKYMEHTaLMUS C ONUCAHUE HA aHAMHECTUYHUTE AaHHU, KNMUHUYHATa CUMNTOMATUKa U eBONIOTUBHUSA XO[
2 nonbnHeHa Tabnuua 2 OT NPUNOXeHUe 2 - HeoBXOAMMUTE WU3CNeABaHUS W Npernean OT CreuuanucT, NocoyeHn B Tabnuua 2 Ha
NPUNOXEHUE 2 334 bIDKUTENHO Ce NPEACTABAT Ha OPUTNHANHW BGnaHku (W 3aBepeHn U NOANUCAHM KONWUS) UK Ca OTPaseHn B enukpusa
C AaBHOCT A0 1 Mecel Npean KaHAUAATCTBAHETO
* pelueHve Ha crieyuanuaupana komucusi no Alp Ne38 ¢ sicHa MoTMBaLMA 3a HEOBXOAUMOCTTa OT 3aMoYBaHe Ha NEYEHNETO
* aMBynaTopeH NUCT OT NOCNeAHNA NPernea Npu HabnoaaBalLms CreumanucT

yAOCTOBEpsiBa Ce C NOANUCUTE Ha YNIeHOBETe Ha KOMUCUsITa B NnpunoxeHue 16 Ha HacToAWMUTE U3UCKBAHUSA

B. U3KIKOYBALLU KPUTEPUMN (ITPU 3ANOYBAHE HA JIEYEHUE)

-

CBPBXYYBCTBUTENHOCT KbM aKTVBHOTO BELLECTBO UMK KbM HAKOE OT NOMOLLHWTE BeLlecTBa

2. AKTVBHa OYHa UMK NepUokysiapHa UHMEKUMS U CbMHEHUE 3a TakaBa, BKIIOUYUTENHO

NMOBEYETO BUPYCHU 3a00nsiBaHWSA Ha POroBULIATA M KOHIOHKTUBATA, KOETO BKMIOYBA aKTUBEH KepatuT
BCNEAACTBME Ha EnUTENEH Xepnec CcuMmnnekc (OAeHOPUTEH KepaTwT), BakCuHUS, Bapuuena,
MukobakTepuanHy uHdgekuun 1 rebudHn sabonssanus

AKTVBHO BbLTPEOYHO Bb3nanexue

Hanuuve Ha TpakuMOHHO yBpeXaaHe Ha makynaTta

[eua v toHowwm Ha BBb3pacT noa 18 roguHu

BpeMeHHOCT 1 nakTauus — OTHOCUTENEH U3KIMIOYBaLL KpuTepui. MNpeLeHkaTa nonsa/puck OT NeYeHneTo
ce ocbluecTBABa OT crneuuanuanmpaHaTa KOMUCUSI 32 BCEKM KOHKPETEH Crnyyalh U ce nocoyea B
€KCMEepTHOTO pELLEHHUE.

S o

OTroBapsi Ha KpUTepUUTE 3a 3aNoOYBaHe Ha .
MIEYEHUETO C Ro3a
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NPUNOXEHWE 1B

NACT 3A ONPEAENAHE HA KPUTEPUUTE NPU NPOOBIMKABAHE HA AHTUHEOBACKYITAPU3UPALLO
NEYEHWE NPU NALUEHTU C QUABETHA PETUHOMATUA C MAKYNEH EOEM
(Aflibercept)

Ume: ErH

3abenexka: meduyuHckama OoKymMeHmauus, ydocmoeepsiealya 6Ceku Om Kpumepuume e rocoyeHa C uyugpa € uHOeKc u
3a0B/IKUMESTHO NPUopy)aea HacMosU,0MOo NMpPUsioKeHue.

B. KPUTEPUU 3A NPOOABIMKABAHE HA NEYEHUETO (SAOB/MKUTEITHU CA BCUYKU KPUTEPUM)

MKB H36.0

1 | OueHka Ha TepaneBTUYHA €PEKTUBHOCT OT NPOBEAEHOTO fneYyeHne i

MogxoOsiwn 3a NOBTOPHO JieYeHME Ca NaUMeHTHU, NPU KOUTO crnea nMbpBarta anfukauua ca umanu
2 | MuHUMYM 50 um peaykuusi Ha UeHTpanHaTa doseiHa aebenuna, usmepera ¢ OCT u /unu nogobperue
Ha 30 ¢ noHe eavH pea, uamepeHo no Snellen unu 5 6ykeu no ETDRS 5

3 | Ilunca Ha usknoYBalWm KpuTepumn no Touka I 4

T MeaMuMHCKa OOKYMEHTauus ¢ oTpa3ssiBaHe Ha edekTa Ha OCHOBHaTa Tepanisi, KOATO € NpoBexaaHa 10 MOMEHTa

2 nonbnHeHa Tabnuua 2 OT NpuUnoxeHue 2 - HeOBXOAMMIUTE W3CNeABaHUS W NPEernean OT Creuwanuct, nocoueHn B Tabnuua 2 Ha
NPUOXEHUE 2 334 bIDKUTENHO Ce NPEACTaBAT Ha OpUriHanHu GnaHkv (Mnv 3aBepeHy 1 NMOANUCaHN KONUsA) UAK Ca OTPa3eHU B ennkpusa
C AABHOCT A0 1 Mecel NpeAun KaHAUAATCTBAHETO

* peleHue Ha crnieuuanuaupaHa komucus no AMp Ne38 ¢ oTpaseHa edeKTUBHOCT OT NPOBEXKAAHOTO NEYEHUE U HEOBXOANMOCTTa OT
NpoAbIKaBaHe Ha TepanusaTa

* ynoctoBepsiBa ce C NOANUCUTE Ha YrieHOBETE Ha KOMUCUATA B NpuUnoxeHue 16 Ha HAaCTOSUTE U3UCKBAHUS

r. USKIIOYBALLU KPUTEPUM (MPU NPOOBIMKABAHE HA NEYEHUETO)

. MauuenTu 6e3 nogobpexue Ha 30 v ueHTpanHa doseiHa aebennHa

. CBpBbXYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMU KbM HAKOE OT NOMOLLHWTE BELLecTBa

. AKTUBH2 O4Ha WNy MepuokynapHa WHGEKUMS WM CbMHEHWE 3a TaKkaea, BKIOYUTENHO MOBEYETO
BUPYCHU 3ab0nsBaHNsA Ha PoroBuLiaTa U KOHIOHKTUBATA, KOETO BKIOYBA aKTUBEH KepaTuT BCrneaacTeue
Ha enuTeneH Xepnec CUMMMEKC (AeHAPWUTEH KepaTuT), BaKCWUHWSA, Bapuuena, mukobaktepuanHu
uHGEeKUUY 1 rbbuyHK 3abonsBaHus

4. HamaneHue Ha 3puTenHaTa oCcTpoTa B CPaBHEHME C Tasu Npeau 3anoyBaHe Ha NeYeHUeTo, KOATO He ce
OBIDKN Ha Apyry hakTopu

. AKTUBHO BBTPEOYHO Bb3NareHue

. [eua u toHoWn Ha Bb3pacT noa 18 roaunHn

. BpemMeHHOCT 1 nakTauus — OTHOCUTENEH MU3KMoYBaLL KpuTepuid. [pelieHkaTa nonsa/puck oT NeYeHneTo
Ce OCBbLUECTBSIBA OT CreuuanusaupaHata KOMUCWA 3a BCEKUW KOHKpeTeH criyya u ce noco4vsa B
€KCMepPTHOTO peLUEHUE.

WN -

~N o O

O'rroaapﬂ Ha KpuUTepuuTe 3a npoavinkaBaHe

Ha ne4yeHueTo C B Ao3a
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NMPUNOXEHUE 2
I. TIEYEBHO-OUATHOCTUYEH ANNTOPUTBM
1. TNEKAPCTBEHW MNMPOOYKTWU, Bkrnouenu B Mpunoxenune 1 Ha MNC, kouto H3OK 3annawa B

CBHOTBETCTBUE C AEUCTBALLUTE HOPMATUBHU JOKYMEHTH.
Tabnuua 1

INN DDD/TepaneBT1YeH Kypc

DEXAMETHASONE e  e[HOKpaTHO MHTPaBUTPEarHo B e4HOTO OKO 3a 6 Mece4eH CpoK

AFLIBERCEPT . VHTpaBuUTpeanHo B €4HOTO OKO Ha 28 pgHW, nocnegBaHu oOT
annukauum no cxema

3abenexka: H30K 3annawa go ABa TepaneBTMYHU Kypca ¢ [lekcameTasoH 700 ug 3a egHoroguuweH nepuoa.

2. NPOCNEOABAHE:

Tabnuua 2
Mepuopn Ha nevyeHue
MokasaTtenu u uscneaBaHus
Mpu 3anouBaxe Ha 1-us mecey Ha 4-ua meceuy Ha 6-usa meceu
[NpoBepka Ha Bu3yca X X X X
BbTpeo4yHo Hansrabe (BOH) X X X X
CobCcTosiHUE Ha npuc X X X X
CobcTosiHUE Ha newa X X X X
CbCcTosiHMe Ha 3a4€eH nontc X X X X
CbCcTosiHME Ha nepudepus Ha peTvHaTa X X X X
OnTunyHa koxepeHTHa Tomorpadus (OCT) X X X X
dnyopecuenHoa aHruorpagus (PA) X
MKK + OKK X
KpbBHa 3axap {(camo 3a MKB H36.0) X
muknpaH xemornobuH (camo 3a MKB H36.0) X
KoHcynTauusi ¢ eH4OKPUHOIMOT - MO NpeLeHka
KoHcynTauus ¢ kapavonor - o npeLeHka

W3acnenBauusita ce NMPeACTaBAT Ha OpurMHanHu OnaHku wnu 3aBepeHn Kkonus C noanuc u neyat Ha JI13 (npu Hanuume Ha
XOCnUTanusauua ¢ AasBHOCT 40 1 Mecel Npeay KaHAMAaTCTBAHETO Ce npunara 3aBepeHo Konue oT enukpusa ¢ Homep U3)

Il. OBLLN USUCKBAHUA

1. Bb3pactoBata rpaHuiia Ce M34uUCnsBa B HABbPLUEHW FOAMHW - T.€. BKMIOYUTENHO KbM JaTata Ha usjaBaHe Ha
npoTokona oT cneuuanusupaHaTa KOMUCHUs.

2. MNpv Ha3HayaBaHe Ha Tepanus Mo NPOTOKOMN 3aAbIKUTENHO ce Cbobpa3siBaT Bb3PacTOBUTE OrPaHUYEHUs!, CbIMacHo
KpaTkaTa XapaKTepucTuka Ha CbOTBETHUSA NTeKapCTBEH NPOAYKT, yTBbpAeHa no peaa Ha 3JIMXM.

3. H3OK He 3annatya neYyeHne U3BbH ykasaHaTta Bb3pacToBa rpaHuLa B KpaTkaTa XxapakTepucTika Ha npoaykTa.

4. H3OK He 3annaiua ne4yeHve C 4031 HaZ MAKCUManHo paspeLieHnTe no KpaTka XxapakTepucTka Ha npoaykra.

5. B cnyyan Ha HacTbnuna Nofo3MpaHa HexenaHa nekapcreeHa peakuusi, nekapat ysegomsisa WAJT no pega Ha un. 184
ot 3MMNXM. Konue oT cbobLieHUETO Ce npunara KbM MeauumHckata gokymeHTtauust Ha 30J1 npu kaHaupaTcTBaHe 3a
neyeHuve.

6. CMNEUMANTU3IUPAHATA KOMWUCUA wuspnasa Pewenue cnep npoBedeHa AmbGynartopHa npouepypa Ne 38
,ONpeaensHe Ha nnaH Ha NeyeHWe U NPOCNeAsiBaHE Ha TepaneBTUYHWS OTIOBOP MNpU NauMeHTU, nonyyasaluu
CKbMNOCTPYBAaLLY NEKAPCTBEHU NPOAYKTU Mo pefa Ha un. 78, 7. 2 330 Ha ocHoBaHve un. 53 u un. 303 ot HauuoHaneH
paMKOB JOroBOp 3a MeAULMHCKUTE AEWHOCTU Mexay HauuoHanHata 3apaBHOOCUrypUTENnHa kaca u bbnrapcku nekapcku
cbio3 3a 2018r. (o6H., B, 6p. 28 o1 29.03.2018 r.; uam. u gon., 6p.34 ot 2018r., 6p.4 ot 2019r.) u npeagocTaBeHa OT
30J1 meauuuHcka gokymMeHTauus. CneuuanusMpaHata KOMUCUS CbXpaHsBa eauH eksemnnsp oT Pewenuveto. [Mpu
usgasaHe Ha npotokon Ha 30J1, cbxpaHsBa BTOPWU €K3eMMMSpP Ha MNPOTOKONa, BCUYKM HEOoOXOAMMM OOKYMEHTU 3a
M34aBaHETO My M KOMUE OT MPUIOXEeHMe 1 Ha HACTOAWMUTE M3UCKBAHUS, MOMBIHEHO MO CHLOTBETHATa TOYKa U
NoAMNMUCaHO OT YIEHOBETE Ha cneuvanuanpaHaTa KoMUcus.

Hacmoswume usuckeaHusi ca paspabomeHu Ha ocHogaHue 4n. 58 om HayuoHaneH pamkoe 0o2080p 3a MeduUUHCKUMe
deliHocmu mex0dy HayuoHanHama 30pasHoocuzypumernHa Kaca u bbrzapcku nekapcku cbro3 3a 20182. (06H., 1B, 6p. 28
ot 29.03.2018 r.; uam. n gon., 6p.34 ot 2018r., 6p.4 ot 2019r.), enusam e cuna om 15.05.20192. Ha OCHOBaHuUE peweHue
Ne P[]-HC-04-38/08.05.20192. u ommeHsim delicmeawjume usuckeaHus, e cuna om 01.12.20182. Ha 0OcHogaHuUe peweHue
Ne P[]-HC-04-69/29.11.2018e.
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NPUNOXEHMUE 3

JEKNAPALMUA 3A UHOOPMUPAHO CBITIACUE C NUSUCKBAHUATA 3A 3AMNOYBAHE / MPOABI/DKABAHE HA
NEYEHUETO C NEKAPCTBEHUA NPOAYKT

crnen Kato ce 3ano3Hax C usnata Mu npefocTaBeHa WHGopMauust U LenTa Ha MeYeHWeTo C JieKapCTBEHWs
MPOAYKTE e g oo e s MECNEML KATO  NOJTYUMX  U3YepRaTenHu
OTrOBOPM Ha MOCTaBEHNTE OT MEH BbMPOCK, AeKnapupam Ye:
1. lle cnaseam npenopbyaHaTta My CXeMa Ha NeYeHne N NepuoanYHOCT Ha KOHTPOIHUTE Nperneau.
2. PenoBHO Lie ce sBABAM Ha KOHTPOSHW Mpernean v Hsma ja NpoMeHAM CaMOBOMHO UNK Moj APYro BHyLeHue
HasHayeHaTa My Tepanus.
3. [lpu npeycTaHoBABaHE Ha NEYEHUETO MO NPUYMHW, HenpousTUYallM OT pelleHueto Ha KomucusaTta 3a
ekcnepTnan B P3OK u/mnn Komucusta o un. 78, 1.2 ot 330, e yBeaoms HeszabasHo nuuHus cu nekap u P3OK
v e 'Bpra B P30OK nocnegHust npoTokon, no KONTO CbM nony4vasar/a fiekapCTBeHNs NPOAYKT.
4. Tlpn HecnasBaHe Ha MOCOYEHUTE YCIIOBUS FEYEHUETO MU C YNOMEHATUs nekapcTBeH npoaykT uwe Obae
NpeKkpaTeHo U HAMa Aa umam npeTeHuun kbm H30K.
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