Oopaszey kom un. 43, an. 1, 2 u 3 ymewvpoen na 3aceoanue na HCI[PJIII, nposedeno na 05.02.2026 2.
(Ilpomoxkon Ne 696/05.02.2026 2.)
JAEKJIAPALIUSA-CITPABKA

Ilo un. 43, an. 1,2 u 3 ot Hapenbara 3a yciioBusiTa, mpaBuiiaTa v peia 3a peryJnupaHe U perucTpupaHe Ha
LIEHUTEe Ha JiekapcTBeHuTe npoayktu (Hapenbara)

Ot (mputexaren Ha pa3pemeHueTo 3a ynorpeoda (PY)
WITH HETOBHUS YITBITHOMOIIIEH ITPEACTaBUTEI [IpezcraBisiBaHo OT

Anpec 3a Bpb3Ka

Tenedon Enexrponen anpec

(mombyiBa ce ot numara mo wi. 33, an. 1 or Hapenbata)
JNEKIIAPUPAM, ue nekapCTBEHUAT NPOLYKT

(HaMMEeHOBaHHUE Ha JEKapCTBEHUs MPOIYKT, BIHCaH B PerncThpa Ha HaIMOHATHUTE HOMEpa 32 HACHTH(UKAINS Ha
JICKApCTBCHUTEC MPOAYKTH, MCEKIAYHAPOAHO HCIIATCHTHO HAMMCHOBAHUC, KOJIMYCCTBO aKTHUBHO BCIICCTBO B JO30Ba
eINHNLA, TaJeH o0eM, TajJieHa Maca, IPOIIeHT, JieKapcTBeHa (hopMa B OKOHYATETHA OITaKOBKA)

Hamuonanen HOMCEP Ha JICKApCTBCHUSA TPOAYKT

I:l € CbC ClI€aHara JIGI\/’ICTBaHIa [CHA Ha MPOU3BOJUTCII KbM JaTaTa Ha ACKIIApHUpPaHe

Ilena Ha mpou3BOUTEN B €BPO

I:lB CTpaHHUTE 10 Wi. 8, ai. 1, T. 1 € che cnegHaTa 1ieHa B ChOTBETHATA BayTa U €BPO 32 ,,ChIIUAT JIEKaPCTBEH
npoaykt* (mo cMuchiia Ha Hapen0ara) kbM 1aTaTa Ha JeKiIapupaHe:

HaumeHoBaHue Ha JieKapCTBeHUS
NMPOAYKT, OTTOBAPSIII HA ONpe/ieJIeHHeTo
"CHUIUAT JIEKAPCTBEH NPOAYKT"

IeHa Ha MpoOU3BOANTE] B ChOTBETHATA BAJyTa* U B
€Bpo 3a "'CHIIUAT JeKapCcTBeH NPOAYKT"

Crpanu no ui. 8,
an 1, 1.1

PymbHUS™

DpaHus

JlaTBus

["bprust

CroBakus

JIuTBa

benrus
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Hcnanus

Hranusa

CioBeHus

|:| € ChC cieqHaTa IIeHa Ha POM3BOANTEN KbM JaTaTa Ha JAekiapupane (pedeprpane mo pena Ha 4i. 8, ai. 4):

HaunMeHnoBanmne Ha ILena Ha npousBoanTes B choTBeTHaTa | IleHa Ha mpou3BoguTeN B

Ctpanu no . 8, pedepeHTHHS JIeKapCTBEH BAJIyTa* U B eBPO 32 pepepeHTHHS €BPO 32 TeKJapupaHus
ar. 1,t.1 NPOAYKT 10 CMHCHJIA HA WI. |JIeKapCTBeH MPOAYKT M0 CMUCHJIA HA Y. | JEeKAPCTBEH ChIJIACHO 4JI.

8, an1. 4 na Hapen6ara 8, an1. 4 na Hapenbara 8, an. 4 na Hapenbara

PymbHMIS*

Dpannus

JlaTBUg

['bprus

CrioBakus

JInTBa

benrus

Mcnanus

Nranusa

CIl10BEeHUA

I:l € C LIeHa Ha IPOM3BOJUTEI HE MO-BUCOKA OT LIEHATa HA IPOU3BOAMTEI HA JIEKAPCTBEH MPOAYKT ChC
CBIUIOTO MEXIYHApOJHO HEMAaTeHTHO HAaUMEHOBaHHE, JIeKapcTBeHa (opMma, KOJIMYECTBO HA AKTUBHOTO
BEIIECTBO B J1030Ba €IMHUIIA, KOMTO ce cunTa 3a pedepeHTeH 1no cMuchia Ha wi. 28 ot 3JIIIXM u e BKiItoueH
B IJIC (pedepupane no pena Ha ui. 8, ai. 5):

HauMenoBanue Ha pe(])epeHT}mn JeKapeTBen HeHa Ha MPOU3BOIUTE] B €BPO HA IIeHa Ha MPOU3BOIUTE] B €BPO

HTHHUSI JIeKapCTBEH HA JIEKAPCTBEHHS MPOIYKT
NMPOAYKT MO cMHUCHJA HA wi. 28 o1 3JITIXM, pedepe JIeKaApCTBE P POAYKT,
Bouen B TLIC NPOAYKT MO CMUCHJIA HA WI. 28 oT ChIJIACHO 4JI. 8, aj1. 5 Ha
3JIIIXM, Briatouen B IIJIC Hapen6ara
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JAEKJIAPUPAM, 4ye 3asiBeHATA LIEHA HA IPOM3BOAUTE/I HA JIEKAPCTBEHHUS NPOAYKT

(HaI/IMeHOBaHI/Ie Ha JICKApPCTBCHUA IIPOAYKT, MCKIAYHAPOAHO HCIATCHTHO HAMMCHOBAHUC, KOJIUYCCTBO
dKTHBHO B€IICCTBO B J030Ba CAMHHIA, JaACH O6€M, JaZcHa Maca, IIPOLCHT, JICKAPCTBCHA cbopMa B
OKOHYAaTCJ/IHAa OHaKOBKa)

He € MO-BHCOKA OT eBPOBATA CTOMHOCT HA HAM-HMCKATA LeHA HA NMPOM3BOAMTE] 32 ''ChUIUAT
JIEKapCTBeH NMPOAYKT'' B M3PHMYHO M30pOeHHMTE CTPAHH M OTrOBapsi HA o0cTosiTeJCTBATA MO 4J. 8 Ha
Hapenoara.

[ara
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