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"‘ﬁ..-’I HauuoHanHa 3apaBHOOCUrypUTE/IHA Kaca
6poi: 11, ot gata 9.2.2021 r. OdwmumaneH pasgen / MUHUCTEPCTBA U APYTU BEAOMCTBA cTp.91

YcnoBuA U pej, 3a USMEHEHUE M JONbJIHEHME Ha YC/I0BMA U pej 3a CK/IloYBaHe Ha AO0roBOpM 3a OTMYCKaHe M 3arnJiallaHe Ha JIeKapCcTBeHU
NpOAYKTHM MO Y/. 262, an. 6, T. 1 oT 3aKOHa 3a JIeKapCTBEHUTE NMPOAYKTM B XyMaHHaTa MeAMLMHA, HAa MEAULMHCKM M3LEe/IUA U Ha
OUEeTUYHMU XPpaHM 3a cneuMasHi MeAULMHCKU Lenu, 3anallaHu Hamb/IHO MM YacTMYHO oT H30K

HALUMOHAJTHA 34PABHOOCUIYPUTEJTHA KACA

YcnoBusa n pea 3a USMEHEHME U AoNbJIHEHME Ha YC/IOBUA U pep 3a CK/IloYBaHe Ha ;I0roBOPM 3a OTNyCKaHe M 3amnJjaljaHe Ha
NIeKapCTBEHM NPOAYKTM No 4. 262, an. 6, T. 1 oTr 3aKkoHa 3a IeKapCTBEHUTE NPOAYKTU B XyMaHHaTa MeAuLUMHa, Ha MeANLIMHCKN
n3aenua n Ha AMETUYHU XPaHM 3a CNeuMasHn MEAULIMHCKM ey, 3arnJiallaHyM HanbJIHO WK YacTuyHOo ot H3O0K (4B, 6p. 28 ot 2019 r.)

HauunoHanHaTta 3apaBHOOCUTYpUTENHA Kaca n Bbarapckuat gapMaueBTUYEH CbiO3 Ype3 CBOMTE NpeacTaBUTENN, OnpeaesieHn Ha OCHOBaHWe uil.
45, an. 17 ot 330, cboTBeTHO C PeweHne Ha Hap3opHusa cbeetr N PA-HC-04-24 ot 14.02.2020 r. u PeweHne Ha YC Ha BOC ot 19.02.2020 r.,
npuemart crnefHUTe W3MEHEHUS W AOMbJHEHUA Ha YCNOBMA W pef 3a CK/AYBaHe Ha AO0roBopWM 3a OTMyCKaHe M 3annallaHe Ha JleKapcTBEHU
npoAyKTK no un. 262, an. 6, T. 1 oT 3aKoHa 3a /leKapCTBEHUTE NPOAYKTU B XYMaHHaTa MeAuuUMHA, Ha MeAULMHCKU U3AeNnsa U Ha ANETUYHU XPaHu
3a cneumnanHn MeAULUHCKN Lenu, 3aniawaHn HanbaHo uan yactnuyHo ot H30K (Ycnosusa v pen):

8§ 1. B un. 19 ce npaBsaT cnefHUTE U3MEHEHUS U AOMb/IHEHUS:

1. B an. 3 n3peyeHune BTOPO Ce OTMEHS.

2. Cv3pasa ce an. 3a:

»(3a) V3nbnHUTENST OTNycka BCeKM NekapCTBEH MPOAYKT Ha LieHa He No-BMCoKa OT yTBbpAeHaTa My LeHa cbriacHo 4vn. 5, an. 1 ot HapenbaTta
3a ycnoBsusTa, NpaBunaTta U pefa 3a peryavpaHe u perucTpypaHe Ha LeHuUTe Ha IeKapCcTBeHUTe npoaykTu."

3. Cb3paBa ce an. 36:

»(36) B cnyyante Ha HamansBaHe Ha yTBbpAeHaTa LieHa Ha NeKkapCcTBeH NPOAYKT C HMBO Ha 3annawaHe 100 Ha CTo, 3@ KOeTO U3MbJIHUTENAT €
yBeOMeH no pefa Ha un. 41, an. 4 ot HapenbaTta 3a ycnosusiTa, npasuaaTta U pea 3a peryampaHe u peructpupaHe Ha LeHUTe Ha fieKapCTBeHuTe
NPOAYKTU, U3MBAHUTENAT OTNycKka u otumTa, a H30K 3annawa nekapcTeeHns NpoAYKT Ha CTOMHOCT He NMo-BMCOKa OT HOBaTa YTBbpAEHa npefenHa
LeHa Ha CbOTBETHWUS NIeKapCTBEH MPOAYKT, B Cly4yal ye NMpoAyKTUTE ca AOCTaBEHW OT TbProBUMTE Ha eApo Ha HamaneHaTa HoBa LieHa WM 3a
pas3fnKaTa B LUeHaTa Ha Haln4yHUTE Konmn4vectea Ca nsgaaeHnm KpeautHn n3BeCtud Ha TbproBunTe Ha ApeﬁHO.“

§ 2. Cb3paBa ce HoBa rnaea ceama:

,I'naBa ceama
OTMYCKAHE HA NEKAPCTBEHW MNPOAYKTU N N3NBNIHEHVUE HA ENEKTPOHHW NPEANMNCAHUSA

Yn. 50a. OTnyckaHeTo Ha NeKapcTBeHUM MNPOAYKTWU, 3anjawaHu HanbAHO MAW YactuyHo oT H30K, 3a AOMalHO neyeHne ce M3BbplBa C
eNeKTPOHHO NpeanucaHue Npu ycnoBusiTa U No pega Ha rnasa ceama Ha Hapepba N2 4 ot 2009 r. (06H., OB, 6p. 21 ot 2009 r.; usMm., 6p. 107 ot
2020 r.), KaKTo M u3MckBaHuATa Ha npunoxeHne N° 3 (JoroBop 3a OTMyCcKaHe Ha NeKkapCcTBEHW MPOAYKTU, MeAUMUWHCKWU U3genvs U AUEeTUYHU
XpaHu 3a crneunanHu MeauUMHCKU Lenum 3a A0MaLlHO fledyeHune, 3annalwaHn HanbaHO nan yactnuyHo ot H30K/P30K)."

8§ 3. [locerawHaTa rnaea cegma crtaea riaea ocma.

8§ 4. KbM HacToswuTe YCNoBUS U pel 3a U3MEHeHWe U AOMbJ/IHEHWE Ha YCNOBUSA U pej 3a CKYBaHE Ha AOroBOPW 3a OTNyCKaHe W 3annalwaHe
Ha NnekapcTBeHu NpoAyKTW no 4un. 262, an. 6, T. 1 oT 3akoHa 3a NeKapcTBEHUTE NPOAYKTM B XyMaHHaTa MeauuuHa, Ha MeAULUMHCKU U3henusa n Ha
OMETUYHM XPaHW 3a creuuanHu MeAMUMHCKW Uenu, 3aniawaHn HanbAHO uauM YacTudHo oT H3O0K (YcnoBus M pen) ce cb3haBa NpuIoXeHue
,ObpaseL, Ha TMNOBO AOMb/HUTENHO CNoOpasyMeHWe KbM [JOroBOp 3a OTMNyCKaHe Ha NeKapCTBEHW MPOAYKTU, MEAUMLMHCKU U3aenus u AUNeTUYHU
XpaHW 3a cneumnanHn MeaVLMHCKN Lenn 3a AOMaLLHO fledeHue, 3anallaHy HambiHO UK YacTuyHo oT H30K/P30K™:

O6pasel Ha TMMNOBO AOMb/IHUTESIHO CrIOpa3syMeHue

AONBbJIHUTENHO CNOPA3YMEHME
KbM AOroBop
N Y S 20....t.
3A OTMNYCKAHE HA
NEKAPCTBEHW NMPOAYKTU, MEOAUUWHCKW U3OENNA N ANETUYHWN XPAHWU 3A CNEUMANTHN MEONLUMHCKW LEAN 3A JOMALLHO JIEMEHUE,
SANNALLAHW HAMBJTHO NN YACTUYHO OT H30K/P30K

HAUWOHAJTHATA 3PABHOOCUTYPUTEJTHA
KACA, rp. Cocdusa 1407, yn. ,Kpuunm™ N° 1,
BYJICTAT 121858220,

npeacrasnsiBaHa Ha ocHoBaHwe 4n. 20, an. 1,
T 1 0T 330ttt s

AMPeKTop Ha PalloHHaTa 34paBHOOCUIYpUTENHA
[ Lo Tl s FE PP PPTPPT ,

cepanuuie un agpec Ha P30K: rp. .
yn. N
Ten. ...
e-mail
Hapu4yaHa 3a KpaTkocT no-gony ,Bb3TOXUTET" -
OT efiHa CcTpaHa,

(HanmeHoBaHue Ha TbproBeLa/K/i0Ha Ha dyxage-
CTpaHHUSI TbproBeL,/eBporneickoTo APy)XeCcTBo,
BMA Ha Tbproseua, ceganviye n aapec Ha ynpasieHne
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Ha JIMLETO, MOJyYnsIo paspeLlieHne 3@ TbproBusl Ha
ApebHO C sieKapCTBEHM MpoayKTH)
npeacrasfisiBaH oT ...

(MMeHa o AOKYMEHT 3@ CaMOJIMYHOCT)
B KQUECTBOTO MY H@ +uivuernirninnerneensenennennsensenannanneenaenns ,
EUIK s
(Ha TbproBeLa/K/I0Ha Ha YyXAECTPaHHUS

TbProBeL/eBponercKoTo APYXKECTBO)

BaHkoBa cMmeTKa:
BaHka: ......
Aapec Ha 6aHKaTa: ...........
BIC
OTKPUTA HA MMETO HA: tuvrvrreneinnnenninanennananes
Ten./dakc N? ... , e-mail
npuTexasall, pa3pelleHne 3a Tbproems Ha apebHo
C NleKkapcTBeHM NPOAYKTU B anTeka

Ne/paTa ............ ; UBAAAEHO OT .euviriniisinineisiientessensesenenseenernaens
Anpec Ha anTekarta:
(01671 -Tox AN , obwunHa .... ,

HaceneHo MsCTo: rp./c.
yn. N2 ...

pPbKOBOAMTEN Ha anTekaTa:
[Tt o] PO PP PPES ,
(MMeHa 1o AOKYyMEHT 3a CaMOJINYHOCT)

YWH Ha marnctbp-dapmalesTa — pbKoBOAMTEN
Ha anTekaTa
ALpec 3a KOPeCnoHAEHUMNS (Ha TBPrOBELA): wuvuvrrrrrrrrenrnenerenenss

TenedoH :
e-mail .... ..., M0b6. TenedoH
PernctpaumoHeH N2 Ha anTekaTta B P3OK: .....cccovviviiiiiiiiennnnes

Hapu4yaH no-gony 3a kpatkoct ,U3MbJIHUTEN" - oT apyra cTpaHa,

Ha ocHOBaHue un. 45, an. 17 ot 330, un. 7, an. 1 ot Hapeab6a N2 10 ot 24 mapT 2009 r. n B CbOTBETCTBME CbC CbrnacyBaHute mexay H30K n 6®C
n3MeHeHns B obpasel, Ha TMNOB A0roBop — npunoxeHve N2 3 OT YCnoBua 1 pes 3a CKIOYBaHe Ha MHAMBUAYANHW AOrOBOPU 3a OTNycKaHe u
3annallaHe Ha fleKkapCcTBeHW NpoAyKTU No yn. 262, an. 6, T. 1 oT 3aKoHa 3a SleKapCcTBEHUTE NPOAYKTM B XyMaHHaTa MeanumnHa, Ha MeAULIMHCKN
M34eNnsa U Ha AMETUYHU XPpaHu 3a creumanHn MeanLMHCKU Lenun, 3annialaHn HambiHO Uan YactuyHo oT H30K, KakTo 1 Ha ocHoBaHue 4n. 46, an.
1 oT goroBopa v BbB Bpb3Ka C MU3MEHeHME U AonbiiHeHMe Ha Hapeaba N2 4 ot 2009 r. 3a ycnoBusiTa U pefa 3a NpeanvcBaHe U OTNyCcKaHe Ha
NleKkapcTBEHU NPOAYKTH

BB3NTOXUTENAT n USNDBIIHUTENAT npuemaTt cneaHUTe U3MEHEHUA U AONbJHEHUS Ha ONUCaHUTe No-A40y Knay3um oT A0rosopa:

1. B un. 8, an. 1 n3peyeHune BTOPO Ce OTMEHS.

2. B un. 8 ce cb3pasa an. la:

»(la) N3nbnHUTENSaT oTnycka BCeKM NnekapCcTBeH NMPOAYKT Ha LieHa He Nno-BMCOoKa OT yTBbpAeHaTa My LieHa cbriacHo 4vn. 5, an. 1 ot HapenbaTta
3a ycnoBsusTa, NpasunaTta U pefa 3a peryavpaHe u perucTpypaHe Ha LeHuUTe Ha IeKapCTBeHUTe npoayKTu."

3. B un. 8 ce cv3paBa an. 16:

»(16) B cnyyante Ha HamansiBaHe Ha yTBbpAeHaTa LeHaTa Ha 1eKapCcTBeH MPOAYKT C HUBO Ha 3anawaHe 100 Ha cTo, 3@ KOETO U3MbIHUTENAT €
yBe[OMeH no pefa Ha un. 41, an. 4 ot HapenbaTta 3a ycnosusiTa, npasuaaTta U pefa 3a peryampaHe u peructpupaHe Ha LeHUTe Ha fleKapCTBeHuTe
NPOAYKTU, UBMBAHUTENAT OTNycKa n otumTa, a H30K 3annawa nekapcTeeHns NpoAYKT Ha CTOMHOCT He Mo-BMCOKa OT HOBaTa YTBbpAeHa npejenHa
LleHa Ha CbOTBETHWUS NIEKAapCTBEH MPOAYKT, B Clyyal ye NpoAyKTUTE ca AOCTaBEHW OT TbProBUMTE Ha eApo Ha HamaneHaTa HOBa LieHa WK 3a
pasfnukaTa B LieHaTa Ha HalMYHUTE KONM4yecTBa ca u3fajeHn KpeauTHU U3BeCTUS Ha TbproBuuTe Ha ApebHo."

4. Cb3paBa ce HoB pasgen IX ,OTnyckaHe Ha NeKapCTBEHM MPOAYKTU U U3MbJIHEHWE HA €NeKTPOHHU MpeanncaHus™ U B HEro ce cb3gasaT 4.
53a, 536 n 53B:

»Hn. 53a. OTnyckaHeTo Ha /eKapCTBEeHU MPOAYKTW, 3annaliaHn HanbiHO MAKM YactuyHo oT H3OK, 3a AOMalHO neyeHue ce mM3BbplBa C
€NeKTPOHHO npeanucaHve npu ycnoBusTa M MO peda Ha rnaesa ceaMma Ha Hapepba N2 4 or 2009 r. 3a ycnosusiTa M pefa 3a npeanuceaHe wm
OoTnyckaHe Ha NlekapcTBeHu npoayktv (OB, 6p. 107 ot 2020 r.).

Yn. 536. MNpu cna3eaHe Ha u3nckeaHuaTa Ha § 3 oT N3P kbM HapeabaTa 3a gonbnHeHue Ha Hapeanba N° 4 ot 2009 r. 3a ycnoBusaTa u peaa 3a
npeanucBaHe M OTMNycKaHe Ha nekapcTtBeHu npoayktu (OB, 6p. 107 ot 2020 r.) go 30 anpun 2021 r. ce usgasaT v peuenTypHu 6naHkuM Ha
XapTWeH HOCUTEN, KOUTO Ce M3NbaHABAT U 06paboTeaT No AoceralHua pea.

Yn. 53B. He ce ponycka nekapcTBeHUAT NpoAyKT Aa 6bae npeanncaH M OTNycHaT eAHOBPEMEHHO C €IeKTPOHHO npeanucaHune u C peuenTypHa
6naHka Ha xapTueH Hocuten."

3A Bb3/IOXUTENA: 3A U3NBNHUTENA:

,U,MPEKTOP HA P30K: (I'IO,GI'IMC Ha rnpegcrasuTesisa v
......................................... M1e4ar Ha N3MbHUTENs)
rn. CHETOBOAUTEN: PbKOBOAUTEN HA
.......................................... ANTEKATA:

(noanuc Ha pbKOBOANTENSA HA

IOPUCKOHCYNT:
anrekarta u neyaTt Ha anrtekara)

§ 5. OTnyckaHeTo Ha flekapCTBEHM NPOAYKTM MO peaa Ha yn. 78, T. 2 ot 330 ce u3BbpLluBa Npu NpeAcTaBsHE Ha NPOTOKO/ Ha XapTUeH HocuTen
[0 ocurypsiBaHe Ha TexHMYecka Bb3MOXHOCT 3a OTpas3siBaHe Ha HeobxoamMmaTa uHdopmauumsa B HaumoHanHaTa 34paBHOMHMOPMaLMOHHA cucremMa
cbobpasHo cpokoBeTe no § 4 ot N3P Ha Hapeaba N2 4 (4B, 6p. 107 ot 2020 r.).

8§ 6. HactoawmuTte Ycnosusa n pen 3a U3MEHEHWEe W AOMb/IHEHME Ha YCNOBMSA U pea 3a CK/oYBaHE Ha AOroBOpW 3a OTMNyCKaHe M 3annallaHe Ha
fleKkapcTBEHM NPOAYKTU MO 4Yn. 262, an. 6, T. 1 oT 3aKkoHa 3a NeKapCTBEHUTE NPOAYKTU B XyMaHHaTa MeAuuMHa, Ha MeAUUMHCKW U34enns U Ha
OVETUYHN XpaHW 3a cneumanHu MeaMUMHCKWU uenu, 3anfiawaHun HanbiaHO uau 4actnyHo oT H3O0K BnusaTt B cuna ot 18.12.2020 r., gatata Ha
B/IN3aHe B CM/Ma Ha U3MeHeHuaTa U AonbiHeHunsTa Ha Hapeanba N2 4 3a ycnoBusaTa u peaa 3a npeanucBaHe U OTMyCKaHe Ha NekapCTBEHW NpPOoAYyKTU
(4B, 6p. 107 ot 2020 1.).

3a H30K: 3a bOC:
Munena LloHeBa mar. ¢papMm. AuMuTbp MapuHoB
3o0a Bbnesa mar. ¢papm. BaneHtuH MNeTkos
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BupmxuHna BoakoBa
EBreHus CroiiueBa
AHTOH Bennukos
BaHsa UnuneBa

Kupun O6pewkoB
Backo MNeTkos
Cocdusna Neoprmnesa
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mar. papm. Avmutpusa CraiikoBa
mar. ¢bapm. AH>kena Musosa

mar. dpapm. Mopaax Cnasues

mar. ¢papm. BupruHua Jlazaposa
mar. cbapm. Maprapura N'po3paHoBa
mar. ¢papm. Poctucnas Kyppos
mar. ¢papmMm. CeBetocnas Kpymos
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