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HAPEJIBA

3a u3MeHeHne u nombiaHenne Ha Hapen6a Ne 10 ot 2011 1. 3a ycnoBusTa u pena 3a JedeHue ¢
HepaspelieHu 3a ynotpeba B PemyOnnka beirapus nexkapcTBEHH HMPOAYKTH U JIEKApPCTBEHH
IPOJIYKTH 33 ChCTpaaTeIHa ynorpe0a, KakTo 1 3a YCIOBHATA U Pe/ia 3a BKJIIOYBAHE, IPOMEHH,
M3KJIIOUYBAHE U JIOCTABKA HA JIEKAPCTBEHU MPOIYKTH OT CIUCHKA O 4il. 266a, an. 2 oT 3akoHa

3a JISKAPCTBEHUTE MPOJIYKTH B XyMaHHaTa MeauiinHa (00H., JIB, 6p. 95 ot 2011 1., u3Mm. u gor.
op. 24 ot 2013 r., 6p. 25, 84 1 90 ot 2019 1.)

§ 1. B 3arnmaBuero cien AyMHUTE ,,Hepa3pelieHu 3a ynorpedba B PemyOnuka boarapus
JIEKapCTBEHH MPOIYKTH  C€ IOCTABs 3areTast ¥ ce 100aBsl ,,JIEKapCTBEHHU MPOITYKTH, IPHIIaraHH
U3BBH yCIOBHSITA HAa Pa3peLICHUETO 3a ynorpeda“.

§2.Bun. 1, an. 1 ce cp3naBa . 4:

,»4. mony4yaBaHe Ha MH(GOPMHUPAHO ChIVIAaCKME OT MAIMEHTa 3a JICUEHHE C pas3pelieH B
CTpaHaTa JIEKapCTBEH MPOYKT, IPUJIaraH U3BbH yCIOBUATA HA PA3pEIICHUETO 3a yrnoTpeda, B
ciydaute o wi. 2660, an. 1 ot 3JIIIXM, npocneasiBane v JOKYMEHTUPaHE Ha JICYEHUETO U Ha
0e30MmacHOCTTa U €PUKACHOCTTA HA JIEKAPCTBEHUS TPOTYKT .

§ 3. B . 3 HaBcakwae qymure . 1, an. 1, 1. 1 u 2 ce 3amensr ¢ ,,un. 1, an. 1, T. 1,2
uT. 4%

§ 4. Cw3nasa ce Paznen V c unenose 30-33:

,,Pasnen V

VYcmoBust M pen 3a TMoiMydaBaHe Ha WHGOPMHPAHO ChIVIACHE, MPOCIEIsIBaHE U
JOKYMEHTUPAHE Ha JICYCHHETO C JIEKAPCTBEHU MPOJAYKTH, MpUIaraHu M3BBH YCIOBHTA Ha
pa3pelIeHneTo 3a ynorpeda, 1 Ha 6e30MacHOCTTa U €(hUKACHOCTTA HA JISKAPCTBEHUTE MTPOAYKTH

Yn. 30. (1) Komucusita mo wi. 2666, an. 2 ot 3JIIIXM npeanucea JieKapCTBEHHUS
MPOAYKT 10 4. 1, an. 1, T. 4 ¢ mpoTokoJ1, chritacHo npuioxeHue Ne 3.

(2) C nporokona no ain. 1 ce onpenensT HeOOXOUMHUTE KOJUYECTBA OT JICKAPCTBEHUSI
MPOAYKT CHOpEN MPOABDKUTEIIHOCTTA HA JIEYEHHWETO Ha MAlMeHTa, HO HE TOBEYE OT
TepaneBTHUYHATA 71032 32 TPUMECEUHO JIEUEHHUE.

(3) IIpu HEOOXOAMMOCT OT MPOIBIDKABAHE HA JICYCHUETO 3a TOBEYE OT TPH MEcela ce
ChCTaBsl HOB IIPOTOKOJI IO PeJia Ha TO3U pa3Jie.

(4) TIportokonute Mo an. 1 ce U3rOTBAT B YETUPU EK3EMIUIAPA M CE YTBBPXKIABAT OT
PBKOBOAUTENS Ha JIeYeOHOTO 3aBelieHHe. ENMHUAT eKk3eMIUIsip ce ChbXpaHsiBa B JIeYEOHOTO
3aBeJIeHHe, BTOPUAT €K3eMIULip ce mampama Ha MAJL, TpeTHsT ex3eMIusip ce W3mpamia Ha
W3nbaHuTenHa areHus ,, MeAMIIMHCKH HAA30p™, a YETBBPTHUAT EK3EMIUISIP € MpeHa3HaAYeH 32
MaIMeHTa, ChOTBETHO 3a arTeKaTa Ha JIeYeOHOTO 3aBEJICHHE.

(5) KM mipoTokosa 1o aj. 1 ce mpuiiara mucMeHO HHPOPMHUPAHO ChIJIACHE Ha MaI[MeHTa
(pomuTe, HACTOMHUK), TIPH CTa3BaHe HA U3UCKBaHUsATA 10 4. 87 - 89 oT 3akoHa 3a 3/1paBeTo,
3a JIEYCHHETO ChC ChOTBETHUS JIEKAPCTBEH MPOAYKT 1o wi. 1, an. 1, T. 4, koeTo Moxe /1a Ob1e
OTTETJICHO TI0 BCSIKO BPEME.

(6) Kpm mpotokouna o aj. 1 ce mpuiiara mucCMeHO CTAaHOBHUIIE OT MarucThbp-hapmareBTa
ot antekata 1o ui. 222, an. 4, 1. 1, 2 u 3 ot 3JIIIXM oTHOCHO 6€e30macHOCTTa U €(PUKACHOCTTA
Ha IpUJIaraHus JeKapCcTBEH NPOAYKT o wi. 1, an. 1, 1. 4.

Yn. 31. (1) 3a nonyuaBane Ha nmucMeHOTO MH(OpMHpaHOo chriacue mo wi. 30, an. 5 Ha
KOHKPETHHS MAIUEHT Ce MPEACTaBs MUcMeHa HHGOpMaIus, KOSTO ChAbPKA:

1. npuuuHaTa/TPUYMHUTE 3a TMPEANKMCBAHE Ha JICYCHHUE C JICKAPCTBEH MPOJYKT,
MIpHUJIarad U3BBH YCIIOBHUATA HAa pPa3pElICHUETO 3a ynoTpeoa;

2. HaIMYMETO Ha HAyYHW JOKAa3aTeJICTBA, HA KOWTO ce Oasupa ymoTpebata Ha
JIEKapCTBEHMSI TPOAYKT MPU ChOTBETHOTO ITOKA3aHHE;

3. BBIOpOCHUTE, MO KOWUTO JHIICBa WHpOpManus BBB BpB3Ka C ymoTpedara Ha
JIEKapCTBEHHUSI IPOIYKT;



4. ouyaKBaHUTE PE3YJITaTH U BH3MOKHUTE PHCKOBE IPH JICUCHUETO;

5. HAYMH Ha MPUJIaraHe Ha JCKapCTBCHUS IPOIYKT;

6. MPOIBIKUTEITHOCT Ha JICYEHUETO;

7. yCIIOBUS 3a MPEKPATABAHE HA JICYCHUETO.

(2) OcBen umHbopManuaTa 1o an. | Ha MalMeHTa ce MPENOCTaBsl U JIMCTOBKATa Ha
JIEKapCTBEHHMSI MPOIYKT ¢ HHPOpPMAIIHTA 32 TOTPEOUTEIIS.

Un. 32. (1) MenunuHCKUTE CHEUATUCTH, MPOBEKIANIN JICYCHHE C JIEKAPCTBEH
MPOAYKT 1o wi. 1, an. 1, T. 4 ca JIkKHY 1a ChOOIIABAT HA MPUTEKATENS HA pa3pPEIICHUETO 32
yrotpeba i Ha MAJI BCHUKH TOTyYeHH HEXETaHU JICKApCTBEHH PEaKlUu MpH yrnorpedara
Ha JISKapCTBEHHS MPOJIYKT, IPUJIaraH U3BbH YCIIOBHUATA HA pa3pelIeHUETo 3a yrnorpeoa.

(2) B cbobmienueTo mo ai. 1 3aAbHKUTETHO ce 0TOEINSA3Ba, Y€ JICKAPCTBEHUS MPOITYKT
ce ImpuJiara U3BbH YCIOBHSITA HAa Pa3pelIeHUEeTo 3a yrnorpeoa.

Un. 33. E¢uxacHoctTa 11 6€30MaCHOCTTA IPH JICYSHUE C JICKAPCTBEH MPOAYKT 10 Wil 1,
an. 1, T. 4 ce JOKYMEHTHpAT B MEAWIIMHCKATA TOKyMEHTAIIMS HA TIAI[UEHTAa, KaTO Ce OTpa3siBaT
B UCTOpUSTA HA 3a00JSIBAHETO U SMHUKpU3aTa.

§ 5. B § 2 ot 3akmounTennara pasnopenda ciei IyMHUTe ,, 9. 9 ce mocras 3aneras u
CBIO3BT ,,M'* C€ 3AJIMYaBa, a CJIe] JyMHUTE ,,4i1. 266a, an. 4 u 5 ce nobaes ,,u wi. 2660, ain. 6.

§ 6. Cp3naBa ce npuinoxxenue Ne 3 xpm wi. 30, ai. 1

LHIpunoxxenue Ne 3 kpm ui. 30, an. 1

(J1leueOHO 3aBe/IeHHe, aJIpec)
[TPOTOKOJI

3a MpEeNNUCBAaHE HA JIEKAPCTBEH MPOAYKT, MpHJaraH W3BbH YCIOBHSTAa Ha
paspeleHneTo 3a ynorpeba

1. Nme, npe3ume, GpamMuians ¥ ATBKHOCT Ha JIEKapUTe, NPEANUCBAIIM JIEKaPCTBEHUS
MIPOJYKT:

(BB3pacT, TOYEH ajpec, TenedoH 3a Bpb3Ka)

3. Kparka anamHe3a u cratyc:



6. [IpeanucBaneTo Ha JIeKapCTBEHUS POIYKT, U3BBH YCIOBUATA HA PA3PEIICHUETO 32
ynotpeba ce Hajara Hopaju:

(MEeXIyHApOTHO HEMATEHTHO HAMMEHOBAHHME HA aKTUBHOTO BEIIECTBO, JIGKAPCTBEHA
(dhopma, TepaneBTUUCH PEXKHIM)

(THProBcKO HAMMEHOBAHKE Ha JIEKAPCTBEHUS MPOJIYKT, BU] HA JIEKapCcTBEHaTa popma u
KOJIMYECTBO HAa aKTHBHOTO BELIECTBO B J]030Ba €JUHUIIA, KOJIMYECTBO B €/IHA OITAKOBKA)

8. TepaneBTHUEH peKUM

9. HeOOXOIUMO KOTHAUECTBO: «.'neeeeneaeeeeeeeenanannnnn

(Opotii omakoBKHU ¢ IUPPU U TyMH)

10. JIume, KOETO 1€ U3BBPIIH JOCTAaBKaTa Ha JIEKAPCTBEHUS TIPOJTYKT:

(ume, aapec, TenedoH)

2. IIpu nombJIBaHETO HAa HHPOPMALIUATA IO T. 7 — 9 3aIBJKUTEIHO yyacTBa (papMarieBT.

Komucus:

(moamuc)



(moamuc)

B 272507 0 €2 - 1. G
(TpuTe MMEHA Ha PHKOBOJMTEIIS HA JIEYeOHOTO 3aBEICHUE)

Homamuc: ..o

| (7 s

OTnycHaTO KOJIMYECTBO:

(ume, paMuIMs, JTHKHOCT)

| B 1610004 (e

(ume, pamunus, TaHHM, . K. Ne)
Iommuc: «.oovveeeee e,

(13

Jata: .o,
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