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 Министерство на здравеопазването
 Дирекция „Европейска координация и международно сътрудничество“
  



С Т А Н О В И Щ Е
на Работна група № 22 „Здравеопазване“ 
към Съвета по европейските въпроси на Министерски съвет

[bookmark: to_paragraph_id19042251]по проект на Закон за изменение и допълнение на Закона за лекарствените продукти в хуманната медицина
в продължение на становище на Работна група 22 „Здравеопазване“ от 10.01.2024 г.



С писмо с вх. № 04-29-5/22.01.2024 Министерството на електронното управление предостави на Министерството на здравеопазването бележки и предложения по проекта на Закон за изменение и допълнение на Закона за лекарствените продукти в хуманната медицина. Писмото постъпи след крайния срок за съгласуване на законопроекта от Работна група 22 „Здравеопазване“ (5 януари 2024 г.). 
Въз основа на направените от Министерството на електронното управление бележки и предложения, и в допълнение на горецитираното становище на Работна група 22 „Здравеопазване“ от 10.01.2024 г., ви уведомявам за следното:

1. Предложението за техническа редакция на параграф 9 от проекта на ЗИД на ЗЛПХМ относно ал. 4 на чл. 227е целесъобразно, поради което предлагам същата да бъде отразено. 
2. По отношение на предложенията, свързани с предоставянето на електронни услуги и дигитализирането им предлагам същите срочно да бъдат обсъдени с Изпълнителна агенция по лекарствата и регионалните здравни инспекции.


Приложение: 
1. Становище на Работна група 22 „Здравеопазване“ от 10.01.2024 г.
2. Становище на Министерство на електронното управление.
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PEITYBJIMKA BbJII'APUSA
MuHHCTEpCTBO Ha 31paBEONa3BaHETO

Hupekuust ,,EBpornelicka KOopaAuHaIMs U MEXAYHApPOAHO ChbTPYIHUYECTBO

CTAHOBHUIIE
Ha PabGotna rpyma Ne 22 , 3npaBeonas3Bane

kbM CbBeTa 110 €BPONENCKUTE BBIIPOCH IPU MUHUCTEPCKUSI CHBET

110 npoekm Ha 3akou 3a usmenenue u oonvanenue Ha 3aKoHa 3a JlekapcmeeHume

nPOOYKMuU 8 XyMaHHama mMeOuyuna

Cranosuiiero Ha PaboTHa rpyna 22 ,,.3apaBeorna3Bane’ € U3rOTBEHO B M3ITBIHECHUE Ha
pasnopeadure Ha 4. 3, an. 4, T. 1 u wn. 9. T. 2 ot [locranoBnenue Ne 85 Ha MuUHHCTEpCKUS
ceBeT oT 2007 r. 3a KoopAUHAIMS 110 BhIIpOcUTe Ha EBporelickus cbro3 (00H., JIB, Op. 35 ot
2007 r.).

C mpoekra Ha 3aKkOH 3a W3MEHEHHE U JIONBJIHEHHWE Ha 3aKOHA 3a JIEKApCTBEHUTE
OPOAYKTH B XyMaHHaTa MEAMIIMHA c€ Mpeajarar MpOMEHH B 3aKoHA 3a JIEKAPCTBEHUTE
IPOAYKTU B XyMaHHaTta MeauuuHa (3JIIIXM) B Tpu OCHOBHM HACOKH, BKJIIOUHTEITHO MPOMEHHU
B 00JacTTa Ha W3BBPIIBAHETO HA OICHKAa Ha 3[PaBHUTE TEXHOJOTHH M OCUTYpSBaHE
npunaranero Ha Pernament (EC) 2021/2282 na EBponeiickus napiaMeHT u Ha CbBeTa oT 15
nexeMBpu 2021 ronnHa OTHOCHO OLIEHKATa Ha 31paBHUTE TEXHOJIOTMM U 332 U3MEHEHHE Ha
Hupextusa 2011/24/EC, 3anoxen kato mspka Ne 166 B Ilnana 3a peiictBue 3a 2023 1.
MEpPKUTE, MPOU3THYALIHN OT WIEHCTBOTO Ha Penybnuka breirapus B EBponeiickus cpro3 (PMC
Ne 57 o1 25.01.2023 r.)*.

Ilo orHomenne Ha mpomeHutre B mpoekta Ha 3MJ| na 3JIIIXM B obmactra Ha
W3BBPIIBAHETO Ha OILIGHKAa HA 3JPAaBHUTE TEXHOJOTMU W OCHUIypsIBaHE IPWJIAraHeTO Ha
Pernament (EC) 2021/2282 na EBpomnetickust napaameHnT U Ha CbBeta oT 15 nexemBpu 2021
roJlMHa OTHOCHO OLIEHKAaTa Ha 3JpaBHUTE TEXHOJOTMU M 3a HU3MEHeHHe Ha JlupekTuBa
2011/24/EC (Pernmament 2021/2282), xato yact ot Ilnana 3a geiictue 3a 2023 r. ¢ MEpKuUTe,
NPOM3THYAIIM OT WIEHCTBOTO Ha PenyOnuka bbarapust B EBporneiickus cbio3, € MpeaBUaAeHO
CJIETHOTO:

Onenkara Ha 3apaBHHUTE TexHoJoruu (O3T) Ha JnekapcTBEHH NPOAYKTH € €IHO OT
3aIbJKATEITHATE YCIOBHS IPU BKIIFOUBAHE HA JIEKAPCTBEHU NPOAYKTH C HOBO MEXIYHApOJHO

HEIIaTEHTHO HaumMeHoBaHue B Ilo3UTHUBHUSA JICKApCTBCH CIIUCDHK. Toma ¢ mnmpounec, KOWUTO B
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beiarapus ce ocebmectBaBa ot 2015 1. kKaro mBpPBOHAYAIHO OPraHbT, KOWUTO IO
aAMHUHHCTpUpalie, Oemre HarmoHamHUAT HEHTHP MO OOIIECTBEHO 31paBe u aHamu3u. Cruen
M3BBPILCHU 3aKOHOBU ITPOMEHH, KOUTO ca B cuia oT 2019 r., HaioHanHusT ChBET 0 LIEHU U
peuMOypcrpaHe Ha JISKaPCTBEHUTE IIPOIYKTH € TIPABONPHUEMHHK Ha Ta3u JEHHOCT.

enTa na Pernament 2021/2282 e na moBumu kauectBoto Ha O3T B EBponeiickust chro3
U J1a JIONIpUHEce 3a MoI00psiBaHe HAa JOCThIA HA MAMEHTUTE JO WHOBATHBHHU TEXHOJOTUH B
00J1acTTa Ha 3JJpaBEONa3BAHETO, KATO HAIIPUMED 32 JIEKAPCTBEHUTE MTPOIYKTH U MEAUIIUHCKUTE
W3JIeNUs, 3aIvlalllaHd ¢ MyOonuyHu cpeacTtBa. Upe3 Hero 1me ObJaT XapMOHU3HUPAaHU B
JIbPKABUTE WICHKU MPOLEIYpPUTE MO OLIEHKA Ha 3JIPAaBHUTE TEXHOJIOTMM HAa WHOBATUBHUTE
JIEKapCTBEHU TEpaINKM, KOUTO HABIM3AT Ha Ma3zapa Ha EBpomneiickus cbhbio3, KaTo ce ouakBa Ja
CE€ HaMaJu aJIMUHUCTPATUBHATA TEXKECT 3a Pa3pabOTUUIIUTE HA 3IPAaBHU TEXHOJIOTHH.

Pernament (EC) 2021/2282 cbIo Taka cH MOCTaBs 3a TJIaBHA 3ajava Jia MMOCTUTHE
BHCOKO pPaBHHIIE Ha 3alllUTa HA 3APABETO Ha MAI[MEHTUTE, KaTO CHIIEBPEMEHHO TapaHTUpa
0e3npersITCTBEHOTO (YHKIIMOHMpAHe Ha BBTpemHus na3zap Ha EC mo oTHomeHue Ha
JIEKAPCTBEHUTE MPOIYKTH, MEAUIIMHCKUTE M3JEIUS U MEIULIMHCKUTE W3JENUs 33 UHBUTPO
quarHoctrka. OuakBa ce paMKaTa Ha €BpOIEHCKUS aKT Ja Ch3/1aJ1€ CbOTBETHUTE YCIOBUS U el
3a CHTPYAHUYECTBO MEXKAY AbP)KABUTE WICHKH U 3a MOAKperna Ha MEpKUTe, HeoOX0IuMH 3a
KJIMHUYHA OI[CHKA Ha 3/IPaBHUTE TEXHOJIOTHH.

[Ipemioxenusita 3a IpOMEHU B OBIATAPCKOTO 3aKOHOIATEIICTBO, CBBP3aHU C OIlEHKATa
Ha 3JJpaBHUTE TEXHOJIOTUH HA JIEKAPCTBEHU MPOIYKTH U MEIULUHCKHU U3EINsI, OCHOBHO LIEJSAT
Jla TOCTUTHAT HEOOXOAMMAaTa XapMOHHU3AIIUS C eBPONEHCKUTE MpaBuiia, Ype3 OCUTypsiBaHE Ha
yCJIOBHS U pe 3a npuiaraneTo Ha PermamenT 2021/2282, kaTo akT, KOMTO ce mpuiiara mpsiko
B IbP’KaBUTE UJICHKH.

3a menute Ha MpUIaTaHE HA pErJIaMeHTa ¢ JOMbIHUTENHa pasmopenda B 3UJ] Ha
3JIIIXM (§ 28) HaumoHATHHSAT CHBET 110 IIEHH M peuMOypCUpaHe Ha JIEKapCTBEHUTE TPOAYKTH
ce nperMeHnyBa Ha HammoHaneH chbBeT 3a peryiupaHe U OleHKa Ha 3PaBHUTE TEXHOJOTUU U
ctaBa wieH Ha KoopauHanmoHHaTa Tpyma 3a OleHKa Ha 3/IPaBHUTE TEXHOJOTHUHU, CHIIACHO
Pernament 2021/2282. ToBa mie 0b/e HAIIMOHAIHUAT OpPraH IO MpHJIAaraHe Ha perjiaMeHTa.
HanuoHanHusAT ChbBET 3a peryivpaHe M OLICHKAa Ha 3/JPAaBHUTE TEXHOJOTWMHU I1I€ M3BbpIIBA
OIICHKA Ha 3/IPaBHUTE TEXHOJOTHUHU HA JICKAPCTBEHU MPOAYKTH U MEIUIIMHCKHU W3ACIUS TPU
yCJIOBHS U pel, onpeaesnenn B Hapenbara 3a ycioBusiTa, mpaBuiaTa v peia 3a perympane u

PErucTprupaHe Ha HEHUTEC HA JICKAPCTBCHUTC MTPOAYKTH.

B mepumona 21.12.2023 1. — 05.01.2024 r. PaGotHa rpynma Ne 22 | 3npaBeomna3BaHe

IpoBe/ie MHCMEHa Mpolenypa IO ChIVIaCyBaHE Ha MNPOEKTHTE. B cpoka, ompeneneH 3a
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U3MpallaHe Ha CTAHOBHUIIA, O051Xa MOTyYeHH MUCMEHU OeIeKKH U MPEATIOKEHHUS TI0 OTHOILIEHUE
Ha npoekTa Ha 31 /[ Ha 3JIIIXM, kakTo cienBa:

1. B npoextute Ha noknaa, MotuBu 1 YOB npu BesKo cioMEHaBaHe Cie/iBa Ja ce
M3IUIIE KOPEKTHO, Ye mpoekThT Ha 3MJ[ Ha 3JITIXM e 3anoxen karo mspka Ne 166 B ,,Ilnana
3a nevictBue 3a 2023 r. ¢ MEpKUTE, TPOU3THUYAILN OT WICHCTBOTO Ha Penybnuka bearapus B
EBponeiickus cpto3 (PMC Ne 57 ot 25.01.2023 1.)%, a cnex npuemane Ha [lnana 3a nelictBue
3a 2024 r. or MUHHUCTEPCKHS CHBET, Aa ce pedepupa KbM HETO.

2. C maparpad 6 Ha mpoekta Ha 3UJ[ ma 3JIIIXM ce pasmmpsBa OposT Ha
U3HCKYEMUTE PEKBU3UTH BbB (DAKTypUTE, KOUTO THPTOBLUUTE HA €IpO M3JaBaT MPHU JOCTaBKa
Ha JII1, B T.4. ¢ ,,koAa Ha MPOAYKTa MO CMUCHIA Ha 4. 4, 0. ,,0%, moarouka ii) ot Jlenerupan
pernament (EC) 2016/161“. Cnena na ce orGenexu, ye wi. 4, 0. ,,0°, moarodka ii) oT
Henerupan pernament (EC) 2016/161 ce oTHaca 10 MOHATHETO ,,cepreH HOMep™, a ui. 4, 0.
,0, TIOATOUKA 1) — 10 MOHITHETO ,,KOJ Ha mpoaykTa“. C 1en mpaBHa SICHOTAa € HEOOXOAUMO
TEKCTHT Ha pasnopendara na Oble peJakTUpaH, Taka 4ye Ja OTpa3sBa HAMEPEHUETO Ha
3aKOHOJIATENsl KOPEKTHO U B choTBeTCTBHE C [enerupan pernament (EC) 2016/161.

3. B naparpad 22 na npoexra va 3WJ1 na 3JIIIXM, ¢ koiiTo ce cb3aaBaT HOBH all.
4 1 5 ga 4. 2626 BMecCTO ,,00111aTa KIMHUYHA OLleHKa chrinacHo Permament 2021/2282 na ce
3alIuIe ,,CbBMECTHATa KIMHUYHA OIleHKa chIviacHO Permament 2021/2282 B cbOTBETCTBHE C
TEPMUHOJIOTHSATA, TI0JI3BAHA B periamMeHTa. B nombiHeHne, TEKCTHT Ha HOBATa all. 5 € HesACEH
U Ch3[]aBa PUCK OT HEEJHO3HAUYHO MPABHO ThIKyBaHe. JIUIcCBa apryMeHTaIus U B JIOKJIaJa.
BeposiTHO BHOCHUTEINAT € UMall IPEABU, Y€ KOTaTO UMa IMOJOKUTEIEH JTOKIaJ OT CbBMECTHA
KJIMHUYHA oleHKa cbriiacHo Permament 2021/2282, He € HEOOXOAMMO HAJUYHETO HA ,,[IOHE
€Ha TIOJIOKUTEJIHA OIleHKa Ha 3JpaBHATa TEXHOJOTUS OT Ibp)KaBHA MHCTUTYIMS Ha
Benukobpurtanus, @panuus, I'epmanus u lserus‘.

B 1031 cMuUCHI € peiokKeHaTa cieHaTa pefakiuus: ,,(5) B chboTBeTHOTO MpUIOKeHHE
Ha [lo3UTHUBHUS JEKApCTBEH CHHUCHK CE€ BKIIOYBAT JIEKAPCTBEHH MPOJYKTHU, MPUHAJICKAIIN
KbM HOBO MEXJIYHAPOJAHO HEMATEHTHO HAaMMEHOBAaHHE, 32 KOWTO € M3BBpIIEHA OIICHKAa Ha
3/IpaBHUTE TEXHOJIOTMH MO pea Ha ajl. 1, ¥ 32 KOUTO MMa MOJI0KUTEIIEH JOKIAl OT ChbBMECTHA
KIMHUYHA OlleHKa cbrilacHo Permament 2021/2282 wiu mOHE €HA ITOJIOKUTEIHA OLIEHKA Ha
3paBHATa TEXHOJIOTHUS OT IbpiKaBHA MHCTUTYIMS Ha BenukoOputanus, Opannus, ['epmanms
u [Berms.*

4. C naparpag 27 na npoekra Ha 31U/ Ha 3JIIIXM ce ormens naparpad 1, 1. 426
or JIP na 3JIIIXM, a wuMeHHO JedUHUIUATA HAa TIOHATHETO ,,0lICHKA HA 3JPAaBHUTE
texunosioruu‘. [Ipennara ce BMecTo OTMsAHA Ha pas3nopendara, ga ce OOMHUCIH U3MEHECHHE B

CBOTBETCTBUE C Wi. 2, map. 1, T. 5 Ha PermamenTt 2021/2282, kbaeTO C€ CHABPIKA ONPELTCHIE
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3a O3T, pecn. TekcThT B T. 420 na ce u3mMeHu Taka: ,,OneHKa Ha 3PaBHUTE TEXHOJOTHH €
OIICHKA Ha 3/IpaBHUTE TEXHOJOTHH IO CMUCHIA Ha 4. 2, maparpad 1, Touka 5 ot PermameHt
2021/2282.

[Ipensun ropeusnoxxkenoro, Paborna rpyma Ne 22 | 3npaBeomasBaHe’ MOIKpeTIst
MpeJIOKEHUS TPOEKT Ha 3aKOH 3a M3MEHEHHUE U JOIMbJIHEHHE Ha 3aKOHA 3a JICKApCTBEHUTE
MPOJYKTH B XyMaHHaTa MEIUIIMHA C Taka HANpaBEHUTE MPEJIOKEHHUS 3a MOJOOpEHHsS Ha

TCKCTAa, OITMCAaHU B HACTOAIIOTO CTAHOBHUIIIC.

Cobriaacysad.
KATSA MBKOBA
PwroBoauten Ha Pabotna rpyma 22 ,,.3npaBeomna3BaHe
Hupekrop Ha gupekuus ,EBporelicka KOOpAWUHAIMS H  MEXAYHApOIHO

ChTPYAHUYECTBO

10.12024 .
Kamsa Hexosa

KATA NBKOBA
[JvipexTop Ha aAnpekuma EKMC

Signed by: Katya Georgieva Ivkova

Hsrorsu:
AJIEKCAH/IPA KAPAMUTEBA
3aMecTHUK-pbKoBoauTeN Ha PaboTHa rpyna 22 ,,3npaBeona3Bane’
Crapiiy IOpUCKOHCYIT B JAMpeKlus ,,EBporelicka KOOpAMHALMS U MEXIYHApOJIHO

CBTPYAHUYECTBO

10.1.2024 r.

X A. KapamuTeBa

ANEKCAHAPA KAPAMUTEBA
CT. topk. B anpekumna EKMC
Signed by: Aleksandra Zdravkova Karamiteva
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Knacudukaumsa Ha nHdbopmaumaTa:
Hueo 1, [TLP- GREEN]

PEINNIYBJIUKA BBJITAPHUA
MUHUCTEPCTBO HA EJEKTPOHHOTO YIIPABJUEHMHE

MWHMCTEPCTBO Ha

I[O €NEKTPOHHOTO
ynpasneHne

MPO®. XPUCTO XUHKOB per. N

MMHHUCTBP HA 3/IPABEOII3BABAHETO MEY-1266/22.01.2024r.

OtHocHO: Pewenue na Munucmepckus cveem 3a 0000psasane Ha NPOeKm Ha 3aKoH 3a
usMeHenue U OONbIHEHUe HA 3aKoHa 3a JeKapcmeenume HPOOYKMU 8
XyMaHHama meouyuna

YBAXKAEMMU I'OCITOAUH MUHUCTDBP,

BbB Bpb3ka ¢ wu3mpaTeHHs 10 €JIEKTPOHHA TMOIa, 3a cbriacyBane ot PIT 22
»3JpaBeorna3BaHe’’, mpoekT Ha Pemenue Ha MuHHCTEpCKUS CHBET 3a 000psSBaHE HA MPOEKT
Ha 3aKOH 3a U3MEHEHHUE U JOIIbJIHEHHE Ha 3aKOHA 3a JIEKapCTBEHUTE NPOJYKTH B XyMaHHaTa
menunuHa (3JIIIXM) BBB Bpb3ka ¢ npuiaraie Ha Perimament 3a O3T Ha 3akoHa 3a
JIEKapCTBEHUTE MPOAYKTH B XyMaHHaTa MeIuluHa, MHHHCTEPCTBOTO Ha €JIEKTPOHHOTO
YIPaBJIEHUE NPEACTABS CIEAHUTE 0€JIeKKH M MPeIJI0KCHHS

o ITo § 9 oT mpoekra Ha 3M1/] Ha 3JIIIXM oTHOCHO ain. 4 Ha ui. 227€ - Aa ce mpeun3upa,
IpeJBUJ Iperpaliaie KbM HECHIIECTBYBAIIHU pa3nopeion.

e  OTHOCHO ch3aBaHETO Ha perucTpu KbM P3U (peructovp Ha n3aieHUTe pa3peLieHus
3a CbXpaHEHHE U IMpojakba Ha JIEKapCTBEHUW MPOAYKTH, PErucThbp Ha W3AaJICHUTE
YIIOCTOBEPEHUSI 3a PETUCTpallMs HAa aBTOMAaT) - PErUCTPUTE ClIe[Ba Ja ca Ch3JaJCHU B
cpoTBeTCTBUE € T. 5.2. ,lleHTpanusupane Ha peructpu® or KoHuenunusra 3a perucrpona
pepopma™ — u3rpajeHH IUTUTATU3UPAHU PETUCTPH, KAKTO M HAJMYHA LEHTpAIU3UpaHa
cucTema.

° CobriacHo HopMara Ha 4. 8, an. 2 Ha 3EY aaMuHucTpaTUBHUTE OpraHu, JIMIlaTa,
OCBIIECTBABAILM IMYOIMUHU (PYHKIIUH, U OPTaHU3aIUUTE, IPEIOCTABAIIN OOIECTBEHU YCIIYTH,
ca JUIbJKHU J1a MPEJOCTaBAT BCUYKU YCIYTM B PaMKHTE Ha CBOSATa KOMIIETEHTHOCT U IO
€JIEKTPOHEH BT, OCBEH aKO 3aKOH NpeABMXKAa ocobeHa ¢opma 3a M3BBPIIBAHE HA OT/EITHU
JecTBUS WM M3/1aBaHE HA ChOTBETHU aKTOBE. B Ta3u Bpb3ka € HeoOxoaumo B wi.150, am. 1
Ha 3JIIIXM pa Obne mpeaBuaeHa BH3MOKHOCT 3a €JIEKTPOHHO IPEIOCTaBsIHE Ha YCIYTH
CBhIJIacHO WI. 2, ai. 1 mun. 8, ain. S m 6, u wi. 10a Ha 3EY.





Knacmdunkaumsa Ha nHhpopmaumsaTa:
Hueo 1, [TLP- GREEN]

° Cwrinacuo nocneaaute u3meHenus Ha 3EY B /B, 6p. 80 ot 2023 r., B cuna ot
19.09.2023 r., € npeaBuACHA Bb3MOKHOCT 332 aIMUHUCTPATUBHUTE OPraHu, KOUTO NIPEAOCTaBAT
aIMUHUCTPATUBHUTE YCIYTd MO EJIEKTPOHEH BT, 3a HaMajeHa Takca CIPsSMO TakKcaTa 3a
MIPUCHCTBEHO 3asBSIBAHE M MPEIOCTABSHE IIPH ONIPEICIICHN yCIIOBUs. B Tasu Bpb3Ka ciiesiBa 1a
ce MpEeaBUIM BH3MOXKHOCT 3a pErlaMEHTHUPAHE Ha TOBAa 3aIb/DKCHHE, B CIy4all dYe B
3aKOHOIPOEKTA ca 000COOCHU 3aIbJDKEHHUS 32 IPEIOCTABSIHE HA YCIYTH 10 €JIEKTPOHEH ITBT. —
1. 27,an. 1 1. 23; un. 61, aim. 5, 1. 2; un. 69, an.1, 1. 3; 4n.70, an. 1, T. 3; wn. 150, axn. 2, 1. 10;
1, 162, an. 1, 7. 7; an. 1676, an. 2, 1. 2; wr. 199 an. 1, 1. 8; wn. 212 an. 3, 1. 2; an. 215, an. 2,
T.9; un. 228, an.1, 1. 8; wn. 239, an. 2, 1. 6; wi. 251, an. 1, 1. 4.

C yBaxkeHue,

/YWW

XPUCTHHA CTOMYEBA
Hauannuk na kabunema na

MUHUCMBPA HA eeKMPOHHOMO YIpasiieHue Ha
ocH. 3anoeeo Ne MEY-16900/16.10.2023 2.
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