Oopasey Kvom un.33, an.2 6v6 épv3ka ¢ ui.43, an. 4 u 5, ymewvpoen na 3acedanue na HCI[PJIII,
npoeseodeno na 05.02.20262. (Ilpomoxon Ne 696/05.02.2026 2.)

JAEKJIAPAIIUSA-CIIPABKA

[To un. 43, an. 4 u 5 ot Hapen0ara 3a ycnoBusTa, mpaBuiiata u pea 3a peryaupaHe 1 perucTpupane Ha eHUTe
Ha jekapcTBeHute npoayktu (HapenOara)

Ot (mputexaTen Ha pa3penieHnero 3a ynorpeba (PY)
WJIN HETOBUS YI'BJIHOMOIIEH NPEJICTABUTEN) IpencraBisBaHo ot

Anipec 3a Bpb3Ka

Tenedon Enexrponen ampec

(mombsiBa ce ot numara mo wi. 33, an. 1 or HapenOara)

JNEKJIAPUPAM, 4e nekapCTBEHUAT MPOIYKT

(HanmeHoBaHUe Ha JIeKapCTBEHUS MPOAYKT, MEXIyHAPOIHO HETTATEHTHO HAMMEHOBAHKE, KOJTMYECTBO AKTUBHO BEIIECTBO B
JI030Ba €AMHMIIA, NaJieH o0eM, aJieHa Maca, IPOLIEHT, JJeKapCTBeHa (hopMa B OKOHYATEIHA OIIAKOBKA)

Harmmonanen Homep Ha JeKapCTBEHUS MPOIYKT:

|:| € ChC cledgHaTa AeHcTBala lieHa Ha IMPOU3BOJUTCII KbM AdaTaTa Ha ACKIApUPAHC

L[eHa Ha OIpOU3BOAUTECII B €BPO

[ s CTpaHHUTE 10 Wi. 8, ai. 1, T. 1 € che ciegHaTa 1ieHa B ChOTBETHATA BalyTa U €BPO 3a ,,ChIIUAT JIEKaPCTBEH
npoaykt* (mo cmuchiia Ha Hapenbara) kbM maTata Ha ASKIapUpaHe:

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

Crpanu no ui. 8,
an 1, 1.1

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

PymbHUS™

DpaHuus

JlaTBUs

["bprust

CroBakus

JIuTBa

benrus
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Ucnanus

Tanus

CIioBeHUA

|:| € ChC clIeJJHaTa [IeHa Ha MPOM3BOIUTEN KbM JlaTaTa Ha JAekiIapupaHne (pedepupane nmo peaa Ha 4i. 8, ain. 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

cnanus

ranns

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):

HauMeHnoBaHMe HA pe(])epeHTHml JleKapeTBen IIeHa Ha MPOU3BOUTE] B €BPO HA IIeHa Ha MPOU3BOIUTE] B €BPO

edepeHTHUS JIEKAPCTBEH HA JIEKAPCTBEHHS MPOIYKT
NMPOAYKT MO cMHUCHJA HA wi. 28 o1 3JITIXM, pedep P P POAYKT,
Bmouen B TLJIC NPOAYKT MO CMUCHJIA HA WI. 28 oT ChIJIACHO 4JI. 8, aj1. 5 Ha
3JIIIXM, Britouen B IIJIC Hapen6ara
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JAEKJIAPUPAM, 4ye 3asiBeHATA LIEHA HA POU3BOJAUTEJ HA JIEKAPCTBEHUS MPOXYKT

(HauMeHOBaHWE Ha JICKAPCTBEHHUS IIPOAYKT, HAIIMOHAJIIEH HOMEP, MEXIYHAPOJHO HEIaTCHTHO
HaMMEHOBaHHUE, KOJMYECTBO aKTUBHO BENECTBO B A030Ba €AuHWLA, OEEM, AaneHa mMaca,

MIPOLIEHT, JIeKapcTBeHa (popmMa B OKOHYATETHA OMAaKOBKA)

He e MO-BHCOKA OT eBPOBATA CTOMHOCT HA HAW-HUCKATA IleHA HA MPOU3BOAMTEN 32 "'ChINMAT
JIEKAPCTBEH NMPOAYKT' B M3PHMYHO M30POEHHUTE CTPAHU U OTTOBAPS HA 00CTOATEJCTBATA MO 4WiI. 8 Ha
Hapenoara.

Hara

Moss1, MOMTbJIHETE 38 IBJDKUTEIHNUTE T0JIeTa U MOJNUILIETE JeKIapalusiTa.
[Ipu nunca va nanuu BBBexere 0.
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