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M3NCKBAHUA HA H30K
nPU NIEMEHUE HA ANCEMUHUPAH NYNyC EPUTEMATOLEC
C BOJIECT-MOANPULIMPALLUN NEKAPCTBEHU NMPOOYKTU

B U3ABbHBOJIHUYHATA NOMOLY



M3UCKBAHUA HA H30K
NP U3NABAHE HA NPOTOKOINW 3A NPOBEXOAHE HA NEYEHUE HA OAUCEMUHUPAH NyNycC
EPUTEMATOOEC C BONECT-MOAU®PULIUPALLILA NEKAPCTBEHW NMPOOYKTU

MpOTOKON 3a NPOBEXAAHe Ha NeveHwe ce u3aaea oT nedvebHn 3aBeneHns 3a BONHWYHA NOMOLL, CKNKYUAW AOrOBOP C
H30K 3a uanbnHeHune Ha AmBynartopHa npouegypa Ne 38. CneunannanpaHuTe KOMUCUMK Ce Cb3aBar CbC 3arnoBes Ha AupekTopa
Ha cnegHuTe nedebHn saseaenus: YMBAJ Ce. Mean Puncku" — rp. Cocus, YMBAI ,Ce. leopru" — rp. Mnoeaue, YMBAN ,Cs.
MapuHa” — rp. Bapna, YMBAN ,COPUAMEL" - rp. Cocbua, YMBAN [-p Meopru CtpaHckn” — rp. Mnesex, YMBAJ Kacnena" -
rp. Mnoegus, ,YMBAJ - Byprac” — rp. Byprac, MBAJT ,Cbpue 1 Mo3abk" — rp. Mnesen. YMBAI Mbnmen"” — rp. MNnosaus.

I. PEQ]} 3A 3ABEPABAHE HA NMPOTOKOITUTE

lNpoTokonu 3a 3ano4YysBaHe Ha nevyeHue

= MeAMUMHCKa OOKYMEHTaUMsA, NOTBbPXKAABALWA KpUTEPUUTE NO npunoxeHue 1
N BCUYKKN HEOGXO}JMMVI ni3cneaBaHus, CermacHo I"IpHﬂO')KGHIdE 2
CMELMANU3NPAHA R PeweHne Ha cneuuwanuavpaHa KOMWCKUS C ACHA Me[MLMHCKA MOTMBAaUMA 3a
P 3anoysaHe Ha TepanuaTa, 3aabnKMTENHO ce 0TOEens3Ba nunca Ha W3KNKYBaLLn
KOMUCUA
KpuTepuu
= MpoTokon 3a npeanuceaHe Ha nekapcTea, 3annawann ot H3OK/P3OK” - obp.
M3 — H30K
Komucwus no un. 78, 1. 2 » 3aBepka Ha npoTokona
ot 330 B LIY Ha H30K B P30K

MpoTokonu 3a NpoAbINKaBaHe Ha NeYeHne UNK CMAHA Ha TepanuaTa (CMAHa Ha nekapcTeeH npoaykT ¢ Apyr INN)

= MNpoToKon 3a NpeaAnucBaHe Ha NekapcTea,
CMELMANU3NPAHA : 3asepka Ha npoTokona
Komll'fllcuﬂ sannauai or H30K/P3OK" - ofp. M3 - e ooma

Il. OBLUM NONOXXEHUA

1. E-npoTOKON ce u3gaBa OT YMNeHOBEe Ha crneuManuavmpaHu KOMUCUM B neyedbHW 3aBefAeHUs, OKasBalM HGONHUYHA
meauumuHcka nomouy (N3BIM) Ha ocHoBaHKe ,PeleHve Ha cneunanvavpana komucusa” no Allp Ne 38 ,OnpepensHe Ha nnaH
Ha nevyeHue U npocnegsBaHe Ha TepaneBTUYHUA OTroOBOP NMpW NauueHTu, nony4yaBatlln CKbNOCTpyBaLln NnekapCcTBeHU NpoayKTu
no pega Ha un. 78, 1. 2 330" B cboTBeTCTBUE C HacToAwMTe Manckeanua Ha H30K, kaTo NbpBUAT NPOTOKON NpW 3anoYysaHe
Ha neYyeHne U NPOTOKONbBT NPU CMAHA C APYr MeKapcTBEH NPOAYKT ce u3aaear 3a nepuos Ao 180 AHu, a Bcekw cnensaly
NPOTOKOS MOXE Aa Ce u3aaea 3a Cpok Ao 365 aHu.

2. 30N ynoctroBepsaBa ¢ noagnuca cu B ,Pewenne Ha cneunanunaupaHa komucua“ no Allp Ne 38: cnearoto: Kenas aa mu
Hbae 0f0BpeHO NEYEHWE C NEKAPCTBEHWS NPOAYKT, KaTo Aeknapupam, 4e CbM YBEAOMEH 33 JeWCTBMeTO Ha Ha3HaveHaTa
nekapcTeeHa Tepanus 1 AaBam MHOPMUPaHO chrnacue cblara Aa mu 6bae npunarana®; ,Cwrnacex/a cbM 3a U3Non3BaHe
Ha NUYHWTE MK OaHHK 33 UenuTe Ha ekcnepTu3arta“; Kenas ga 6baa yBegomen/a 3a pesynrara oT ekcnepTtusata o1 P30K
no eauyH OT CNeaHnTe Ha4YuHu: no e-mail, Tenedon unu Ha macto 8 P30K";  Paspeluasam 4OCTBN 40 ENEKTPOHHOTO MU 3 paBHO
aocue’.

3. o nony4yaBaHe Ha uHchopmauma 3a 3anoyBaHe UMK NpoabMXasaHe Ha 3asBeHoTo nedveHue, 30I1 npoawbnxkaBsa
TepanuaTa ¢ NekapcTBeH/M NPOAYKT/K, C KOWTO € NpoBeXAan NevYeHeTo A0 MOMEHTA.

4. Npeaun cTapTupaHe Ha npoueca no usgasaHe Ha E-npotokon Ha 30J1, cneunanuanpaHaTa KOMUCUSA Npasu cnpaska Mo
eneKTPOHEH NbT 3a u3gaaeHn Ha 30J1 npeaxoaHKM NPOTOKONK, NO ChLUMA Npocun Ha 3abonsaeane. MNpouechbT No n3gaBaHe Ha
E-npoTokon ce peanuavpa B MeAUUUHCKK cothTyep. B HaCTORWMUTE U3UCKBAHUA Ca NOCOYEHU HEOBXOAUMMUTE [OKYMEHTHU
3a uagaBaHe Ha E-npoTokon Ha 30]1.

5. [lokymeHTuTe (amBynaTopHWTe NWCTOBE, enuKPU3W, u3cneasaHws), kouTo cbulecteyeaT B H3UC/mMHdbopmauvoHHaTa
cuctema Ha H3OK, ce peknapupar B E-npoTokona ¢ TexHuTe yHukanHn Homepa (HPH).

WMHhopmaumaTa, OTHOCMMA KbM M3AaBaHe Ha E-npoTokona, KOATO € B AOKYMEHT, KOWTO HAMA enekTpoHeH hopMaT u He ce
cbabpxa B H3UC, ce nogaea: kaTo ce nonbnea B ambynatopHus nucT/PeweHneTo Ha cneuuannanpaHa KoMWCUa — OCHOBaHWe
3a uzgasaHe Ha E-npoTokona unu 4OKYMEHTBT Ce CkaHupa v npukada kbm E-npoTokona

6. MNpw n3gaesaHe Ha E-npoTokon no pega Ha ekcneptusata no 4n.78, 1.2 ot 330, oTnapa HeobxogumocTTa Aa ce npeaocTasaT
U cbxpaHasaTt npunoxexue Nel u npunoxeHue Ne3 ot HacToAwmTe M3ncksanua Ha H30K", npu cnegHuTe ycnoews:

- 3a npunoxeHve Ne1, NoANMCcaHo OT cneuvanuavpaHaTta KOMUCUS, NPW HAaNWYWETO Ha TEKCT B ,PelleHne Ha cneunanvavpaHa
komucus” no AlMp Ne 38: ,JlunceaT U3KNYBaLLM KpUTEPWUW 3a 3anoYBaHe/npoabnKkaeaHe Ha nedenne c JIN";

- 3a npunoxeHune Ne3, nognucaro ot 30J1, npu HanUYMeTo Ha TekcT B ,PelleHune Ha cneuuanuanpaHa komucus* no Allp Ne
38: ,Xenana na mn 6bae 0a06peHo neYeHne ¢ nekapcTBeHUs NPOAYKT, KATO Aeknapupam, Ye CbM YBeAOMEH 3a OeWCTBUETO
Ha HaszHayeHaTa NekapcTBeHa Tepanus 1 Aasam MHOPMUPAHO cbhrnacue cbllata aa My 6bae npunaraHa“.

M3NCKBAHUA HA H3OK NPW NEYEHWE HA JUCEMWHWUPAH NYNYC EPUTEMATOAEC C BONECT-MOANOUUNPALLA NEKAPCTBEHK
NPOAYKTW B U3BbHBEONMHUYHATA MOMOLLL




NPUNOXEHWE 1

KPUTEPWWX NPU 3ANOYBAHE HA NEYEHWE HA ANCEMWHWPAH NYNYC EPUTEMATOEC
C BONECT-MOAN®ULIMPALLIN NEKAPCTBEHN NPOAYKTU (BELIMUMAB ANIFROLUMAB)

BonecT-MmoanduULmMpawmMTe NeKapcTBEHN NPOAYKTW Ce NpunaraT KaTo BTOpa NUHUSA Ha NeYeHue, Korato nbpearta NuHus e buna
HeyCcnewHa Unu NauneHTLT He 8 NOHacs.

A. Kputepum 3a 3anoyBaHe Ha NbPBU KyPC (3aABIMKUTENHM ca BCUYKU KpUTEpUn)

MKB M32.1, M32.8

CuUrypHa AuarHo3a — Hanuuue Ha 4 W noeede KpUTepuw oT crneaHute 11, CbrnacHo AMEpPMKAHCKUS KOMEeX Mo
peematonorua (ACR) 1982 r.

« ,MenepynooGpaseH eputem* '?

» [lnckomaHm nesum ' 2

= MotoceHcubunuazauma 2

= Adrosa '?

= ApTput/apTtpanrum '?

= Cepo3uT - NNespuT Wunu nepukapamt 2

* Hedppwut - npoteuHypws 2 0,5 g/l /24 h u/unu umnuHapuypus ' 2

= Heeponynyc - enunentudopMeH npunagbuy n/mnm ncuxosa '

* XemaTonoruyHu oTKrnoHeHus '~

XeMonuTu4Ha anemun < 85 g/dl

neskoneHus < 3000 mm? unu

numdonexus < 1500 mm? unu

TpomBouuToneHus < 100 000 mm?

* VIMyHOMNOrM4YHM OTKNOHEHUA "2

anti-dsDNA > 25 |U/ml (ELISA) w/nnn

APYrY @aHTUTeNna nunu CbNPoBOAEHN C HUCKM (hpaKLUK Ha KOMNNeMeHTa

* AHTUHYyKnNeapHu aHtutena (ANA) npu MU = 1:80 12

Bucoka akTUBHOCT Ha 3abonsiBaHeTo —
2. | oueHka no SLEDAIz 6

(Systemic Lupus Erythematosus Disease Activity Index) '

C'raHnapTHaTa Tepanusa He NoCTUra 3afoBONUTENEH KOHTPON BbpPXY aKTUBHOCTTA.

Bb3pacTHM NauUeHTH C aKTUBEH, aBTOAHTUTANO-NO3MTUBEH CUCTeMeH nynyc eputemarogec (CIE) c Bucoka
3. | cTeneH Ha aKTUBHOCT Ha Gonectra (nonoxwutenHun anti-dsDNA aHTUTENa WUNW HACHK KOMNNEMEHT), BLNPEKU
NpUNoOXeHaTa CTaHAapTHa Tepanua (aHTuManapvumn, UMypaH, eHA0KCaH, METOTPeKcaT U Ap. KaTo MOHoTepanus
unu koMBrHupaxa Tepanus ¢ MK) B onTUManHu KypcoBe U 403K 3a noHe 6 meceyeH nepuon '~

4. | Nunca Ha M3kNOYBALLM KPUTEpUM No Touka B 12

' pelueHUe Ha cneuunanuavpaHa komucus no Allp Ne 38
2 MegMUMHCKa [OKyMEeHTauusa, NoTebpxaasalla KputepunTe no npunoxexnue 1 v Bcuuku HeoBXoAUMW M3cneaBaHus, cbobpasHo
npunoxeHwe 2 (ambynatopHu NUCTOBE OT Nperfean fpu CNeuManucT, enukpuan oT XOCTMTanu3aunun 1 Ap.; OLEHKa no ckana

SLEDAI; HasHauyaBaHe v nposexaaHe Ha NpeaxoaHa Tepanus ¢ 0TPaseHn 403K, NPOABLITKUTENHOCT Ha NPUNOXEHNe U eheKTUBHOCT,
B T. Y. U Pa3BUTU HEXENaHW NeKapCTBEHU peakLiK).

B W3UCKBAHUSA HA H3OK NMPU NEYEHWE HA AMCEMUHUPAH NYNYC EPUTEMATOLEC C BONECT-MOANGULIMPALLM NEKAPCTBEHN
7. 76 MPOAYKTU B U3BLHEONHUYHATA NOMOLL



NPUNOXEHWE 1

KPUTEPUWU NPU NPOOBINKABAHE HA NIEMEHME HA OAUCEMWHWPAH NYMNYC EPUTEMATOLEC
C BONECT-MOAN®ULIMPALLIN NEKAPCTBEHU NMPOOYKTU (BELIMUMAB 1 ANIFROLUMAB)

B. Kputepuu 3a npogbrkaBaHe Ha NeYEHUETO (3aAbIMKUTENHN Ca BCUYKU KpUTEPUK)

MKBE M32.1, M32.8

MocTturHaro nofobpeHne B CTENEeHTa Ha KOHTPON Ha 3abonsBaHeTto CJIE, OUEHEHO NO KAMHWUYHK M
UMYHONOTMYHW NapamMeTpu:

a) KnuHu4Hu napameTpu:
= OCTUIHATO U NOAABPNKAHO NogobpeHne Npu kKNMHWYHATA oLueHKa Ha akTueHocTTa Ha CJIE — oueHka
no SLEDAI 2
= peyKuMA Ha NoaabpKallaTta A03a KOPTUKOCTepouau
= HamansiBaHe YecToTaTa Ha obocTpsaHusaTa Ha CJIE

6) UMmyHonornyHu napameTtpu:
= MOHWXaBaHe unu Hopmanuanpade Ha ANA u/vnu anti-dsDNA w/unw apyrute aHtutena wunm
HOpManuanpaHe Ha (pakuMnTe Ha KoMNnemMeHTa

KnuHuyHa oueHka Ha akTuBHocTTa Ha CJIE — noHwxasaHe Ha oueHkata no SLEDAI muHumym ¢ 4 TOuku B
CpaBHeHWe C U3XoaHaTa U 3adbpiaHe BbB BpEMeTo

3. | Nunca Ha HexenaHa neKkapcTBeHa peakuus U U3KNKYBalWK KpUTEepuK No Touka B

Tabnuua 1. HexxenaHu nekapcTBeHU peakuuu

WHdbekynu

JleBkoneHus

Oenpecus, 6eacsHue

Murpena

lapeHe, Anapus

Peakuun, cBbp3aHn ¢ MHPyanaTa

Peakuni Ha CBPBXYYBCTBUTENHOCT

MyckynHo-ckeneTHu 6onku

B. U3KNKOYBALLW KPUTEPWUMU (npu 3ano4yBaHe v Npu NpoAbLIinkaBaHe Ha NeYyeHueTo)

—_

TexbK akTuBeH fMynyceH HedpuT (npoTenHypus > 6 g/ 24 h, cepymeH kpeatuHuH > 250 mmol/l) Gonku Ha xemognanuaa (3a Belimumab);
HapyweHa 6uopeyra dyHkuua ¢ eGFR<30 mi/min (3a Anifrolumab)

2. Texwk nynyc Ha LUHC (npunagbum, NCUX03K, OPraHnyeH MO3BYEH CUHAPOM, MO3BUHO-ChAOBI MHUMAEHTY, uepebpuT, LIHC sackynuT)
3. [laHHu 33 opraHHa TPaHCNMaHTaUMs Wv TPaHCNNaHTaLUUA Ha XEMONOETUYHI CTBOMOBM KNETKA WK KOCTEH MO3bK
4. HeonnactuyHn 3abonasaHus
5.  MauweHTn nog 18 roguniuHa sb3pacT
6. BpemeHHOCT W nakTauus
7. OCTBbp UNK XPOHWUYEH BUPYCEH XENaTuT
8. AxTuBHa unu nateHTHa TyGepkynoaa
9.  HIV uHoekuuns
10. Xwunoramarnobynusemus ( 1gG < 400 mg/dl unm IgA < 10 mg/dl) (camo 3a Belimumab)
11. CBpBXYYBCTBUTENHOCT KbM aKTUBHOTO BELLECTBO UMW HAKOE OT NOMOLLUHWTE BELIeCcTBa
ﬁ ¥ M3NCKBAHWA HA H30K NPU NEYEHWE HA AUCEMWUHWUPAH NYNYC EPUTEMATOEC C BONECT-MOANOULUPALLW NEKAPCTBEHU

NPOAYKTW B U3BLHEONHUYHATA MOMOLL,




NPUNOXEHUE 2

I. NEMEBHO-ANATHOCTWUYEH ANTTOPUTHBM

1. NNEKAPCTBEHW NPOAYKTW, BknwoyeHn B [Mpunoxenne 1 Ha MNC, kouto H3OK 3annawa B cHLOTBETCTBME C
neﬁc-raau.mre HOPMaTUBHW OOKYMEHTH.

Tabnuua 1 B e
INN MKB A03A
BELIMUMAB M32.1, M32.8 * pKW 3ano4yBaHe Ha neveHune — 10 mg/kg Ha 0, 14 u 28 peH
* nogavpxalla nosa — 10 mg/kg Ha Bcekn 4 cegmuum
*npenopvyMTenHata gfosa e 300 mg, npunoxeHa KaTo
ANIFROLUMAB M32.1, M32.8 MHTpaBeHO3Ha WHMY3UA B NpodbmkeHne Ha 30 MUHYTKU, Ha BCekn 4
ceammum
2. NPOCIEOABAHE:
TaBnmuag@doe et~ < o
KOHTPON NPEAU 3ANOYBAHE* KOHTPOI Ha 6 meceua*
= peHTreH Ha 6sin 4pob ) o
= TybepkynuHoea npoba
*  XenaTUTHU MapKkepu
. HIV = [KK ¢ [IKK
=  TKKcOKK = ASAT, ALAT
=  ASAT, ALAT = KpeaTWHWH
*  KpeaTUHWH *  MpOTEUHYpWVs
=  [pOTEUHYpUs = ouenka no SLEDAI
= ANA w/unu anti-dsDNA**
" WNK ApYrY eKcTpaxupyemMu aiturena (no
npeveHka)**
= oueHka no SLEDAI | )

* naGopaTopHUTe M3cnefBaHus, ocbliecTeeHu B nabopartopws, cknwo4una aorosop ¢ H3OK/P3OK cnegea aa ca ¢ JaBHOCT He noseue o7 1 mecey npegu
KaHauaarCcTeaHe 3a nedYeHue; 06!]33HMTE u3cnenBsaHnA, C 4aBHCCT Ha M3CNEeABaHETO He noBeye oOT 6 Meceua npeau KaHanaaTCTBaHe 3a nevyeHuwe
** KOHTpON Ha 12 meceua

Il. O USNCKBAHUA

1. Bb3pacroBara rpaHuMua ce v34ucnsiBa B HABBPLUEHW TOAWHW - T.€. BKIIYUTENHO KbM [aTaTa Ha M3gasBaHe Ha npoTokona oT
cneunanuinpaHata KOMUCHsA.

2. MNpw HazHa4yaBaHe Ha Tepanusa Mo NPOTOKON 3adbiMKWTENHO ce cbobpasnBaT Bb3PACTOBUTE OrpaHWYeHVsA, CbIMacHo KpaTkaTa
XapakTepucTika Ha CbOTBETHWA NeKkapCcTBeH NPOAYKT, yTBbpAeHa no peaa Ha 3M1MXM.

3. H30K He 3annaiua neveHue M3BbH yKasaHaTa Bb3pacToBa rpaHvua B KpaTkaTta xapakTepucTuka Ha npoaykra.

4. H30K He 3annallia neveHue ¢ 403n HaJl MakcuMmanHo paspeLueHuTe Mo KpaTka XxapakTepucTuka Ha NpoaykTa.

5. B cny4ait Ha HacTLNMNA NOAO3UPaHa HeXenaHa nekapcTeeHa peakuvs, nekapsat yeegomasa WA no peaga Ha un.184 ot 3MINXM.
Konue ot cbobieHveto go UAJI ce npunara kbM MeguUMHCKaTa fokyMeHTauusa Ha 30J1 npu kKaHaU4aTCTBaHe 3a NeYeHe.

6. Bceku e-npoToKon ce 3gaea Bb3 OCHOBA Ha U34afeH MeaULIMHCKI AOKYMEHT: cneuwanusupana komucus B J1I3bIN Ha ocHoBaHue
Alp Ne 38 ,OnpefensiHe Ha nNnaH Ha MNeYeHWe W NpocneasiBaHe Ha TepaneBTUYHWS OTFOBOP NPV NauWeHTW, nonydvasawim
CKbNOCTPYBALLW NekapcTBEeHW NPOAYKTH No peaa Ha un. 78, 1. 2 330",

Exksemnnsap Ha xapTueH HocuTen ot Allp Ne 38 ,OnpeaensiHe Ha NnaH Ha NevyeHue W NPocneasBaHe Ha TepaneBTUYHUS OTrOBOpP
npu NauueHTn, Nnonyyaealiy CKbNoCTPyBaLi NekapcTBEeHW NPOAYKTY No peaa Ha un. 78, 1. 2 330", KOWTO e OCHOBaHWE 3a u3aaBaHe
Ha NpoToKON, NoAnucaH oT cneuvanuanpaxa komucus n 3001, ce BoaW no pes, onpeaenex ot ne4edbHOTO 3aBeAeHUe N Ce CbXpaHsBa

B KabuHeTa Ha KomucusTa.

7. Npw n3gaeaHe Ha E-npoTokon no pefa Ha ekcnepTtusata no 4n.78, 7.2 ot 330, oTnaaa HeobxoaMMocTTa Aa ce NpeaocTaBsaT U
cbxpaHsasat npunoxenue Ne1 v npunoxeHune Ne3 ot HacTosiwmTe ,M3mnckeanns Ha H30K".

8. MzpnaBaHeTo Ha E-npoToKon ce OCbLIeCcTBABA B CbOTBETCTBME ChC ChBMECTHM ,YKasaHus 3a paboTta ¢ noaafeH no enekTpoHeH
neT npotokon IA/IB/IC (e-npoTokon)‘, mexay HauvwoHanHata 3ApaBHOOCWUrypWTENHA Kaca W Bbnrapckv nekapcku cblo3 3a
npunaraHe Ha HauWoHanHus paMKoB AOrOBOP 33 MEAULIMHCKUTE OeRHOCTU,

Hacmoswume usuckeaHus ca ymebpdeHu om ynpasumens Ha H30K cned Pewernue Ne PL-HC-04-66/31.07.20252. Ha Had3zopHus
cweem Ha H30K u npedeapumenHo cbanacysaHe c¢ bBJIC, Ha ocHosaHue un.51, an.10 eve ep. ¢ an.8 om [llpasunHuka 3a
yempolcmeomo u deliHocmma Ha HauuoHanHama 30pasHoocuzypumenHa kaca. Mauckeanusma enusam 6 cuna om damama Ha
obHapodsaHemo um e ,[bpxaseH eecmHuk” u ommeHsm delicmeawume usucksaHus. 8 cuna om 20.12.2024z2. Ha ocHo8aHUe
peweHue Ne PO-HC-04-125/15.11.20242. Ha HC Ha H30K.

r% ¥ M3NCKBAHUA HA H30OK NPWU NEYEHWE HA JUCEMUHWPAH NyNYC EPUTEMATO/EC C EONECT-MOANOUUWMPALLN NEKAPCTBEHU
A (‘ NPOOYKTW B N3BBLHBEONMHUYHATA NMOMOLL
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NPUNOXEHWE 3

OEKNAPALWA 3A MHOOPMWPAHO CBIMACUE C UBUCKBAHUATA NPOBEXOAHE HA NNEYEHWUE

C NEKAPCTBEH MNMPOAYKT

cnen Kato Ce 3ano3Hax € usnarta MU npejocrtaBeHa HH(bOpMaLMﬂ M Uenta Ha nNeYvyeHWeTo C nNeKapCTBeHWA
NPOAYKE LR B e o S S O Ty T RS W cnea kato NOny4Yux usvepnarenHu
OTrOBOPM Ha NOCTABEHUTE OT MEH BLNPOCH, AEKNapupam Ye:

1. WHdopmupaH cbM 3a OTKasz OT MaiyvHCTBO / BalUMHCTBO NO BpemMe Ha NpoBexaHe Ha neyeHwe ¢

rOPenocoYeHNs NeKapCTBEH NPOAYKT.

A HE

2. lle cnaseam npenopb4aHata MU CXemMa Ha neveHne U NepuoMYHOCT Ha KOHTPONHUTE nperneau.

3. PepoBHO We ce SBABaM Ha KOHTPOMHM Npernean u HaMa Aa NpoOMeHsM CaMOBOMHO UMW NOA APYro BHyLLEHWe
HasHa4eHaTa My Tepanws.

4. MMpu npeycTaHoBsBaHe Ha NEYEHWETO NO MNPUYUHK, Henpou3TW4alu oT pelweHweTo Ha KomucusTta 3a
ekcneptuan B P3OK w/unu Komucuara no yn. 78, 7.2 ot 330, we yeeaoms He3zabaBHO NUYHWA CU nekap.

5. [lpu HecnaseaHe Ha MOCOMEHWTE YCNOBUA NEYEHUETO MW C YyNOMeHaTWA nekapcTeeH NPOAYKT we Obvae
npeKkpaTeHo U HaMa ga umam npeteHymm kem H30K.

M M3NCKBAHUA HA H30K NPU NEYEHWE HA ANWCEMWUHWUPAH NYNYC EPUTEMATOEC C BONECT-MOAWNOULIMPALLM NEKAPCTBEHW
NPOAYKTWU B U3BBbHEONMHUYHATA NOMOLLL



