CBAJI no geTcky BONMECTY JeHOHOWEH rprem: 02/8154 254
"MPO®. UBAH MUTEB" undopmarms: 02/8154 211

cekperapuart: 02/8154 240
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HA PA3SPEIHIEHHME 3A THPI'OBHUS HA EJIPO i Wax N v
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C JIEKAPCTBEHU IIPOJAYKTH,
INOJIYYEHO I10 PEJJA HA I'VIABA IEBETA OT 3JIIIXM

INOKAHA
32 MpeocTaBsiHe HA 0epTa 32 10CTABKA HA JIEKAPCTBEHH NPOIAYKTH,
BKJIIYEHH B CTHCBKA MO 9. 2662, a1, 2 o1 3aKoHa 32 JleKapCTBEHHTE NPOAYKTH B
XyMaHHaTa MeJIHIHHA 1o peaa Ha Hapenba Nel10/17.11.2011 r. na MuHucTepeTBO Ha
3apaBeonazsaneTo (M3), 3a KoMTO HAMa eficTBAIO PAMKOBO cnopasymMenne ¢ M3

YBAKAEMMH IPEJICTABJISIBALLIH,

Ha ocHoBanne un. 156, an. 1 u wi. 158, an. 1 or Hapea6a 10/17.11.2011 r. na M3, Bu
OTIpaBsiM HacToAllaTa MOKaHa 3a Mpe/CTaBsHe Ha OQEpTH 3a J0CTaBKa Ha JOJYONHCAHHTE
JIEKapCTBEHH MPOJIYKTH, KOUTO MOraT J1a ObJiaT U3IMOI3BAHH 34 JIEYEHHETO Ha NMalMeHTH Ha Kiunuka
3a JICYEHHE Ha JIella ¢ FTeHeTHYHH 3a001BaHUs 32 IBAaHAJIeCeT MeCEUEH NEPHOI, KAKTO CIIe/IBa:

Texnuuecka cnieunduKauus
Ne oT
ek MekayHapoaHo [Mporunosno
no 4. JlekapcTBena gopma n MepHa ) )
668 . ATC kon HeNnaTeHTHO KONHYECTED A KoauuecTBO | 3adeemKu
g HaumeHoBaHue/INN 3a 12 meceua
3JMXM
25  |AI6AA05 Carglumic acid 200 mg dispersible tablets ONakoBKa 160 [TporxosuoTo
KOJIMYECTRBO €
33 ONAKOBKa OT
60 TabneTku
82  A16AX04 Nitisinone 4 mg/ml oral suspension - ONaKoBKa 30 [Tpornoznoto
90 ml KOJIMYECTRO €
34 OMakoBKa OT
I dnaxon
29  JA0O5AA01 Chenodeoxycholic | 250 mg hard capsules OMaKkoBKa 4 [Mporuosnoto
acid KOJIMYECTRO €
3a OMNaKoOBKa OT
100 kancynu

Odeprure ce mogaBar 10 CBAJI no aercku GoJectn »lIpod. UBan Mures* EAJ]
CAHHCTBCHO “Ipe3 CHCTEMATA 32 CUTYPHO €JIEKTPOHHO BpbuBaHe: htips://edelivery.cgov.ho/ B
cpok 10 20.10.2026 r.

Odeprure, nofanenyu No eeKTPOHEH IBT, ClIE/BA A Ca H3rOTBEHHU IIPH YCJIOBHATA U pe/la Ha
3aKoHa 3a €NEKTPOHHHS JOKYMEHT H e1EKTPOHHHTE ynoctoBepuTensu yeayru (3EJIEVY).
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He noanexar Ha pasriesxiane odepTu, KOUTO:

- He OTroBapsAT Ha U3MCKBAHHUATA HA HACTOAIIATA [TOKAHA,

- Ca IOJA/ICHH ClIe]] OTIPEeIeTICHHUS CPOK;

- mojajzeHu ca B JleoBoICTBOTO Ha OOJIHHMLIATA WIIH HA e-MeiiJ1 Ha OO THUIIATA.

Odeprute ce M3rOTBAT 10 OTAENHO 3@ BCCKH €/IHH JIEKAPCTBEH TMPOIYKT, 1o obpasel
Ilpunoxenune 1 1 3a1BIKHTENTHO ClIEABA 18 CHABPXKAT ClieHATa HHOPMAITHS:

1. MexaynaponHo HenareHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BEILIIECTBO:

2. THproBcko HAaMMEHOBAHHE Ha JIEKAPCTBEHHS MPOIYKT;

3. Bua Ha nexapcTBeHaTa hopMa i KOJIHYECTBOTO Ha aKTHBHOTO BEIIECTRO B 1030Ba €IHHHIIA;

4. Ilpoussoauren;

5. KonuyecTso emHnyHE OpoiKH (TabneTki/aMimy 1n/hnakoHu/u ap.) B €HA ONAKOBKA;

6. Cpok Ha BaIMIHOCT Ha NpeacTaBeHaTa odepra /He No-KpaThbK OT TPH Mecela/.

Jlo oueHka Mo ChIIECTBO CE JOMYyCKAaT CaMO YYaCTHHIM, KOMTO OTIOBApST HA CJe/HUTE
KYMYJIATHBHO 3aJI0KEHH YCIIOBHSA:

1. TlpeacraBuin ca BanuaHO paspelieHHe 3a THPrOBHsS HA €IpO ¢ NEKAPCTBEHH IIPOLYKTH.
chriacHo wi. 195 ot 3JIIIXM / u Bnuceane B pernctbp Ha MAJI Ha paspelueHusTa 32 THProBHs Ha
€IpO € JICKapCTBEHH NMPOAYKTH. B 00xBaTa Ha 10COYEHOTO MO-rOpe pa3penieHue 3a ThProBUs Ha epo
C JICKapCTBEHH NPOAYKTH, TOJYy4YeHO 10 pela Ha riasa jeseta ot 3JIIIXM creasa na ca BKIOYeHH
o(epHpaHHUTE TEKAPCTBEHH MPOLYKTH.

1.1. JInueHsus 3a THPrOBHA Ha €PO C JICKAPCTBEHH MPOIAYKTH, CHIBPIKAIIH HAPKOTHUHH
BEILECTBA, H3/1a/IeHa 1o pena Ha 4wi. 32 ot 3KHBII /B mpunoxumure ciyqau/

3abenesxcka: Ilpu ogepupane na texapcmeenu npoOYKmMu, CHOBPHCAUU  HAPKOMUYHY
éewjecmsa, credsa oa ce npedcmasu u Jluyensus 3a Mepeosus na eopo ¢ Aekapemeenu npoOyKmu,
CLOLPIHCAUU HAPKOMUUHY 6eujecmea, uzdadena no peda na 4i. 32 om 3KHBIT na ywacmuuxa.

2. TlpennoXeHUsT OT TAX JIGKAPCTBEH MNPOAYKT CHOTBETCTBA HANBIHO HA TeXHHUECKAaTa
cneuudukanus B nokanara (INN, nekapcrBeHa (opma, KOHIEHTpALMA/I03MPOBKA M
M-PBHYHA/BTOPHYHA OMAKOBKA).

B odeprara ce nocousa mpoaykroBa uHbopManms/kpaTKa XapaKTepHCTHKAa Ha NpoayKTa
(SmPC).

KM narara Ha u3BbpliBaHe Ha JOCTABKATA, JOCTABEHUAT JEKAPCTBEH MPOAYKT CIIE/BA 1A € C
MUHAMAJICH CPOK Ha TOJHOCT He Mmo-KpaThk oT 40 % OT 00sBeHHMS OT NPOM3BOAMTENS 3a
JICKapCTBEHUTE TIPOAYKTH WIM He Mmo-Kparek oT 20 % oT 00sBeHHS OT NPOW3BOAUTENS 3a
OHONpOYKTHTE MM OHOMOIOOHHTE IIPOYKTH.

B cnotsercreue ¢ un. 12 or Hapen6a Nel10/17.11.2011 r. mpu gocraBkara Ha HepaspelIeHH
JIEKapCTBCHH NPONYKTH THPrOBEUBT HA €O IPE/I0CTaBsA Ha alTeKara MapTuieH cepTH(UKAT 3a
Ka4ecTBO, COTBETHO CEPTHHKAT 3a OCBOOOK/1aBaHe HA NAPTH/ATA HA JIEKAPCTBEHHS TPOIYKT.

Ilpu ofepupane Ha NeKkapcTBEHH NPOAYKTH, ChAbPKALIM HAPKOTHYHH BEIIECTBA, CE CHA3BAT
H3HCKBAHUATA HA 3aKOHA 38 KOHTPOJ Ha HAPKOTHYHHMTE BellecTBa U npekypcopute (3KHBIT).

3. Y4aCTHHKBT, C/Ie/iBa /Ia OTTOBAps Ha CIIeAHHTE MHHMMAIHY H3UCKBAHHS H JPYTH YCIOBHSA
3a JI0IyCTHMOCT:

3.1. [la cnassa crangaptute 3a Jlo6pa nuctpubyropeka npakruka (JUIT) u xnaguina BEpHra
no um. 197 u wn. 207 or 3JIIIXM u ocurypsiBaHe Ha BaTHIHpPaH TeMIEparypeH PEeXUM TpH
TpaHcnoptupare (2°C — 8°C 3a Tepmonabuinu npoayktu). OOGCTOSTENCTBATA CE€ OMHCBAT M
JIEKJIapupaT OT yYaCcTHUKA B CBOOOIEH TEKCT.

3.2. JTa uMa ONHUT B JIOCTABKA HA JIEKAPCTBEHH MPOIYKTH, BKIIOUEHH B CIIMCHKA 110 YL 266a,
an. 2 or 3akoHa 3a JIEKApPCTBEHHTE MPOJYKTH B XyMaHHATa MEIHIMHA 10 pena nHa Hapenba
Nel0/17.11.2011 r. O6crosaTencTBaTa ce ONHUCBAT M AEKIapUpaT OT YIACTHHKA B CBOGOJICH TEKCT.

3.3. Y4acTHHKBT clejia Jja NpHiIara CMCTeMa 3a YNPaBJEHHE HA KAuecTBOTO BJIC ISO
9001:2015 ¢ o6xBar mpe/MeTa Ha BB3IAraHeTo (MIIH CKBHBAJIEHT) — NIPEJCTaBs Ce 3aBEPEHO KOMHE
Ha BaJIMJIEH cepTH(HKAT.



3.4. YyacTHUKBT cJie/IBa [1a € pealn3upall MUHAMalleH 060poT B cepaTta, monajama g 06xsara
Ha Bb3JIaTaHETO HE MO-MAIbK OT IIOCOYEHHUs B TabIMLATA MTO-/101Y.

Munumaren 060poT M0 CMHCHIA HA TOBA M3UCKBAHE € CyMa, paBHA HA YacTTa OT HETHHTE
MPHXOJH OT MPOJaxOH Ha JIEKapCTBEHH MPOJIYKTH BKIIFOYEHH B CIIHCHKA 10 Wi, 266a ot 3JITXM,
M34HCIIeH Ha 0as3a TOAMINHMTE OOOPOTH 3a MOC/IEJHUTE TPH MPHKIIOYHIH (UHAHCOBH T'OJMHH.
Uupopmanusata Moxe ma oOXBalla M MO-KPaTbK NMEPHOA B 3aBHCHMOCT OT JATATa, HA KOATO
YYACTHHKBT € Ch3/IaJICH HIIH € 3all0YHAJl JIEHHOCTTA CH.

Ne ot
CUUELEATIO Mewaynaponso MuHHMAaHO H3HCKBaAHE
41, 2664, ATC kon HeNaTeHTHO JlexapcrseHa gopmMa M KOJHYECTBO
3a peaJiHzHpaH oboport
an. 2 ot HaHMeHoBaHue/INN
3JINMXM
25 A16AA0S Carglumic acid 200 mg dispersible tablets 1 439 79733
82 AT6AX04 Nitisinone 4 mg/ml oral suspension - 90 ml 223 025.50
29 ADSAAO] Chenodeoxycholic acid | 250 mg hard capsules 134 536.73

M31bIHEHHETO HAa MMHHMATHHMTE M3MCKBaHMS Ce J0Ka3Ba OT YYAaCTHHKAa ChC CIIpaBKa,
chabpkania uHdopmauus 3a 060poTa B chepara, nonajama B 06XBara Ha Bb31araHeTo M FoIHIIHATE
(rHAHCOBM OTYETH MIIH TEXHH CHCTABHHM YacTH, KOTaTO MyGIHKYBAHETO MM Ce M3MCKBA CHIIACHO
3aKOHOZATE/ICTBOTO Ha IBbpXKaBara, B KOATO YYaCTHHKBT € YCTAHOBEH 3a MOCIEAHMTE TpH
NPUKTIOYCHH (HHAHCOBH TOMHM, B 3aBHCHMOCT OT JIaTaTa, Ha KOATO YYACTHHKBT € Y4pe/IeH WM ¢
3aM0YHaN JIEHHOCTTA CH (32 FOPHAMYECKH JIHIIa) — 3aBepeHo Komue. [10 oTHOmEeHHe Ha TOKYMEHTHTE
3a IOKa3BaHE HA TOBA M3HCKBAHE € JIOIYCTHMO JOKa3BaHe C JIPYIH JOKYMEHTH IPU OCHOBATENHA
MPUYMHA, KaTO CHUIOTO € BATH/IHO 33 BCEKH YUaCTHHK.

3.5. YyacTHUK®T, CleBa 1a NpeicTaBd MAGOPMALINA 3a IPEACTABUTENHA BIACT, 4 B ciyyait,
de odeprata e NOMHCAHA OT YIIBIHOMOLICHO/H JTHIIE/H U 3aBEPEHO KOMME HA MBIHOMOLIHO/M HA
noanucan/ure opeprara.

OcHoBaHHS 32 HE3AXb/KHTEIHO OTCTPAHABAHE/HEJONYCKAHE 0 OLEHKA 10 ChIIECTBO:
Komucusta u3pppmBa nmpoBepka 3a NpPEeIXOJHH IOTOBOPH /CKIFOUEHH CJE] HM3MEHEHHSTa OT
12.01.2024r. B Hapen6a Ne10/17.11.2011 r., o6n. B JIB 6p. 4 o1 2024 r./ Ha yyacTtHuka csc CBAJI
o aercku donectu ,Ilpod. Msan Muter” EAJ 3a noctaBka Ha KOHKPETHHS JIEKApCTBEH MPOAYKT U
HEJI0yCKaHe TP HA/IMYKE HA BHHOBHO CHCTEMHO HEU3ITHIHEHUE M0 HIKON OT TE3H J10TOBODH.

Ha Bropm eram, cnen nokasa or Komucuata (KBM KOSTO € MPHIONKEH oOpazelt Ha
TIPEUIOKCHHE 34 M3NbIHEHHE 1o [Ipuoxkenne 2) eAMHCTBEHO 4pe3 cHCTEMATa 332 CHIYPHO
¢JIeKTPOHHO BpbYBaHe: https://edelivery.egov.bg/ or jgomycHaTHs yyacTHHK ce [peACTaBs
[IOMBJIHCHO MPENJIOKEHHE 32 M3NbJIHEHHE M0 obOpazen [lpunoxenuwe 2 W HokasareicTBaTa 3a
OOCTOATENCTBA, IEKIAPUPAHH B HETO, B KOETO CE [IOCOYBAT:

1. Cpok Ha 1ocTaBKa OT 1aTaTa Ha 3asBKa

Cpok®T 3a j0cTaBKa ce odepupa B yacose. MUHMMATHHSAT CpoK e 24 yaca - CpOKOBe moJ 24
Yaca ce NnpupaBHsABaT Ha 24 yaca.

2. Cpok 3a peakuus ¥ 3aMsiHa IPH peKaaManus/aedexT

3abenexkka: Y4YaCTHHKBT ClIe/iBa Jia ONHMINE M HAYMHA 33 3aMAHA ¢ OIJIeN [IpELEHKa Ha
OOEKTHBHOCTTA Ha MPEJUIOKEHHUETO.

3. PesyaraTu ot nHcnekumH 3a chotBercrBHe ¢ JUIIT

Jlokaspane: 3aBepeHo komme Ha BammaeH cepruduxar 3a JUIIL, usnagen or MAJl wim ot
KOMNICTEHTEH OpraH Ha 1pyra JibpikaBa wieHka (nposepum B EudraGMDP): Ges neotcrpanenu
KPUTHYHH HIH CBIICCTBEHH HECBOTBETCTBHS OT MOCIEHATA WHCMEKUUs; Ge3 MPHHYIHTETHH
AIMMHUCTPAaTUBHH MEPKH MIIM BIIC3/IM B CHJIA CAHKIMH 3a HapymeHus Ha JIJIIT npes nocieauute 3
TOJIUHH.

4. JlorucTHYeH NUIaH 332 HEMPEKbCBAEMOCT NPH HeNpeABHACHH 06CTOATENCTBA
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Y4acTHUKBT CeBa fa NPEJUIOKH aBapHCH JIOTHCTHYEH MPOTOKON € OCHIYPEH pe3epBeH
CKJIaJl/a/ITepHATHBEH TPAHCHIOPT ¢ KOHTPOJ Ha TeMrepaTypaTa Hiiu basoB cTaHiapTeH JIOrHCTHYEH
njaH 6e3 pe3epBHH KaHAH.

5. M3mb/iHeHH 10TOBOPH 32 /I0CTABKA HA JIEKAPCTBEHH MPOAYKTH, BKIKYEHH B CIIHCBLKA
no 4. 266a, a1 2 oT 3aKoHa 3a JleKapCTBEHHTE NPOAYKTH B XYMAHHATA MeIHIIHHA 110 peaa Ha
Hapenda Nel10/17.11.2011 r.

YYaCTHUKBT CJIe/1Ba J1a IOCOYH BCHYKH YCIIELIHO H3MBIHEHH JOTOBOPH/TIOPBYKH 38 GOTHHYHH
JIOCTaBKH Ha JIeKapCTBEHH MPOIYKTH, BKIKOUEHH B CIOHCHKA 10 Wwi. 266a, an. 2 oT 3akoHa 3a
JICKapCTBEHUTE NPOJYKTH B XyMaHHaTa MeIuuuHa mo peaa Ha Hapenba NelO/17.11.2011 r. 3a
MOCJIEAHUTE 3 TOJAUHH.

6. IoaoxuTennn pedeperuun ot JeuedHu 3aBeeHUS

Y4acTHHKBT celBa Jia NpeacTaBH pedepeHiuy OT APYTH jedeOHM 3aBeleHHS 33 TOYHO U
CPOYHO U3ITbIHEHHE Ha JIOCTaBKa/| Ha JIeKapCTBEHH MPOAYKTH 1o pe/a Ha Hapenta Ne10/17.11.2011
1!

7. Kpaaudukanus n onur Ha nmepconasa

Y4YacTHHKBT ClIe/IBa Ja IIOCOYH HETOB/H CITYKHMTEN/H, IPHUTEKABALIY/H BAIH/IEH Ceptuduxar 3a
obyuenue no JI/II1 B obnactra Ha papManuaTa HiIH eKBUBAICHT

8. Ilena Ha odepupanus JexapcTBeH npoaykr 6es u ¢ JUIC, mocouena B €Bpo.

3abenexka: Knm MNOKaHaTa, H3MIPpAaTeHa 10 YYACTHHKA HA TO3H BTOpH €Tall, c¢ npujara
MeTtoaukara 3a OLlCeHKAa H KJIaCHpaHe HAa YYACTHHIIHTE,

3anuamanero 3a JeKapcTBeHUTe NPoayKTH 3akynyBanu no HAPEJIBA Ne 2 ot 27 mapTt
2019 r. me ce H3BBLPIWBA M0 6AHKOB LT B CPOK 0T 5 (mer) KaJIeHAAPHH IHH, CJIeBAIIH JaTATa
Ha noJiyyaBane Ha cpeacreata or HAIIMOHAJIHATA 3IPABHOOCHUTYPUTEJIHA KACA
/H30K/, cbriiacno 3anosen 3a o106psiBate 3amuiamanero Ha yeayru no 4. 7 or HAPEJIBA No
2 ot 27 mapr 2019 r. 3a MeAMUHHCKATE H JPYrH YCayru mo wi. 82, ax. 1a u 3 or 3akoHa 3a
3APABETO M 32 pella M YC/IOBHATA 32 TAXHOTO 0100psiBaHe, MOJI3BAHE M 3alJIalaHe, H3/1a/1eHa
HAa KOHKPeTeH MaIHenT.

Odeprata 1 NMpeIoNKEHHETO 3a M3MBIHEHHE CE M3TOTBAT 110 MPUIOKEHHUTE o0pa3uu Ha
OBJITapCKH e3HK.

Beuukn 10KyMeHTH, N0Ka3Balli CHOTBETCTBUETO HA YYACTHHIIHTE C OCTaBeHHTe B [TokaHaTa
H3HCKBAHUS, CE NIPE/ICTABAT KATO 3aBEPEHH BSIPHO C OPUIMHAIIA KOMHS 1 CIIE/(BA J1a ¢4 W3TOTBEHH TIPH
YCJIOBHSATA U Pe/la Ha 3aKOHA 3a eIEKTPOHHHSA IOKYMEHT H €JIeKTPOHHHUTE Y10CTOBEPHTENHH YCIYTH
(BEJEVYY). [lokymMeHTHTe Ha 4y €31K, CIe/Ba [1a ca NPHAPYKEHHU C 1peBoJ1L Ha OBJITAPCKH €3HK.

[Tpunoxenue:
1. Tlpunoxenue 1: O6pasen Ha opepra
2. Tlpunoxenue 2: OGpasen Ha Pe;UIOKEHHE 32 H3TbJIHEHHE

~

g
A-P TEHOBEBA TAYEBA, .M.

H3ITBJIHUTENEH JHPEKTOP HA \, =7 ; ¥
CBAJI 110 JETCKH BOJIECTH ,, [IPO®. HBAH MHTEB" EAJl/

3anuuena uHdbopmauma Ha ocHosaHue Pernament /EC/ 2016/679



Ipunosxcenue 1

ODEPTA

32 10CTABKA HA JIEKAPCTBEHH NPOAYKTH, BKJIIOYeHH B CIHUCHKA 10 41. 2662, aJ1. 2 ot 3akoHa
32 JeKAPCTBEHHTE NPOAYKTH B XYMAaHHATAa MeJHLIHHA 1o pexa Ha Hapexda Nel10/17.11.2011 r.
Ha MuHHCTePCTBO Ha 31paBeonasBaHeTo (M3), 32 KOMTO HAMA JeHCTBAIO PAMKOBO
criopasymenne ¢ M3

OT:

(HauMeHOBaHHE HA yYaCTHHKA)

Ilpencrapnsisano ot /ume u hamuus/ - /nBKHOCT/

/B cnyuaii, ye opepmama e noonucana om ynvaHoMoweno/u 1uye/a 06cmosmeIcmeomo ce
nOCOY6a U ce npuiaza 3a6epeHo Konue Ha NeIHOMOWHO/U Ha ROORUCAl/ume ophepmama/

C aZpec Ha YIpaBJIeHHE: TP. YL , No
, TeIL.: , e-mail:

U aJIpec 3a KOPECIOHICHIIHSA: T]. yi1. s Ne_, Ten.:

EUK:

3

C pasperieHne 3a THProBus Ha €/Ipo ¢ J1eKapCTBEHH MIPOJIYKTH, NOJIYYEHO 110 pe/ia Ha rjiapa JeBeTa
o1 3JITTXM ¢ Ne

Pasnamarensa cMeTka:

IBAN;: ;

OaHKa; ;

BIC: :

JIune 3a KOHTaKT; -

¢ aJipec Ha yIpaBJIeHHE: Ip. yI1. . Ne
. TEN.: dakc: , e-mail;

VYBaxkaeMH JaMH H rocnoja,

C nacrosimoro Bu npejicrassme namara opepra 3a J0CTaBKa Ha eKapCTBEHHS IPOIYKT:

Ne o
CnHcebKa
MexaynapoaHo IMporuosuo
no 4. JlekapcrBena opma u Mepna ~
ATC kon HENnaTeHTHO KOJIHY€eCTBO |3a0e/1eKKH
266a, aJ. KOJIHYECTBO eqHHHLIA
2 or HauMeHoBauue/INN 3a 12 meceua
3JMXM

*[lonbsaBa ce C¢bIVIACHO MOCOYE€HOTO B TeXHHYeCKarTra cneumjmkaunﬂ 0T IMOKaHarTra 3a
CbOTBETHHA JIECKAPCTBEH NMPOAYKT

1. MexyHapo/1HO HemaTeHTHO HanMeHoBaHHe (INN) Ha AKTHBHOTO BEIECTBO: «..vv.vven.... ...



2. T’prOBCKO HaHMEHOBAHHE Ha JICKAPCTBEHHUS MPOAYKT: .. .....ooovinn....

3. Buax Ha niekapcTBeHata ¢GopMa M KOJHYECTBOTO HA  aKTHBHOTO  BEILECTBO
(KOHILIEHTpaLKA/I03UPOBKA) B JI030Ba CIMHULIA: ........

4, HIponsBomiTen: sesamsesses

5. KonuuectBo eauHHYHH Opoiiku (TabneTku/amMnynn/GaakoHH/H JIp.) B €1HAa ONAKOBKA:
.................. (mbpBHYHA/BTOpPUYHA OMAKOBKA)

6. Cpok Ha BaIMJIHOCT Ha NPEICTABEHATA ODEPTA: ..vvvvvennnnn.n... /HE MO-KpaTbK OT TP Mecela/

Jexnapupam:

1. 3anmo3Hax ce ¢ MOKaHaTa 3a y4acTHe M C IOCOYEHHTE B Hes HM3UCKBAHMA 34 M3TOTBIHE M
MpeCTaBsiHe Ha OepTa M 3a M3MbIHEHHE HA JOCTABKH HAa TOPEMNOCOYCHHS JIEKAPCTBEH MPOIYKT.
[lonasanero Ha Hactosmara opepra yrocToBepsiBa G€3yCIOBHOTO NMpHEMaHe OT Hallla CTpaHa Ha
BCHYKH M3HCKBAHMS U 3aIbJDKEHHS, TOCTABEHH B MOKAHATA.

2. Imam BB3MOKHOCT J1a OCHTypsi odeprpaHus JeKapcTBEH MPOIYKT 3a CpoK oT 12 Mecena.

3. ChriaceH cbM 3aMiallaHeTo 3a JeKapCTBEHHTE NPOAYKTH, 3akynyBanu no HAPEJIBA Ne 2 ot 27
mapr 2019 r. na ce u3BBpIIN 10 GAHKOB BT B CPOK OT 5 (I1€T) KaJCHIAPHH JIHHU, CJIe/IBAINY JaTaTa
Ha noiayvaBaHe Ha cpeactsara oT HAIIMOHAJIHATA 3/IPABHOOCHUI'YPUTEJIHA KACA
/H30K/, cernacHo 3anoBes 3a 0o0psBaHe 3arialaieTo Ha yeiyrd no ui. 7 ot HAPEJIBA Ne 2 ot
27 mapt 2019 r. 3a MEAUIMHCKHTE W IPYTH yCIyru mo wi. 82, ain. la u 3 ot 3akoHa 3a 3paBeTo 1 3a
pe/la ¥ YCIOBHATA 3a TAXHOTO 0100psBaHe, MON3BaHE W 3alllalllaHe, M3/ajieHa HA KOHKPETEH
MaIHeHT.

4. [lexnapupam, 4e npu J0CTaBKaTa oepPHPAHHUAT JeKapCTBEH MPOAYKT e € GpabpuyHo omakoBaH,
Karo OMNMaKkOBKHUTE €a C HEHapylleHa LAJOCT M Hali4yHe Ha HeoOXOoAHMaTra MapKHPOBKA.
[IpeuioKeHnaT nekapcTBeH MPOAYKT ChOTBETCTBA HANBJIHO HA TEXHHYECKATa ChEHH(HKAIMs B
nokanara (INN, nekapcrsena Gpopma, KOHIEHTpAIHs/I03MPOBKA W TbPBUYHA/BTOPHYHA OMAKOBKA),
KaTo MpeNocTaBAM CjlelHaTa NMPOAYKTOBa MH(OpMalus/ mpuiaraM Kparka XapakTepHCTHKa Ha
npoaykta (SmPC): ...................

5. Jleknapupam, 4e KbM J1aTaTa Ha JOCTABKAaTa, OCTATHYHMSAT CPOK HA FOJHOCT HA JIeKApCTBEHHTE
MPOJYKTH Lie & He M0-MalbK T 40 % oT 00sABEHHS OT MPOM3BO/IUTEIIS CPOK HITH HE TIO-KpaThK oT 20
% OT 00sABEHHUS OT IPOU3BOHTENISE 38 GHOMPOIYKTHTE WM OGHONOIOOHUTE MPOLYKTH.

6. Jlexnapupam, ye B choTBEeTCTBHE ¢ Wi 12 oT Hapenba Nel0/17.11.2011 r. npu moctaBKa Ha
HEpaspeLIeHUs ICKapCTBEeH NPOJIYKT, MOCOYEH B odeprara, e NpelocTaBs NapTH/EH cepTUdHKAT
3a Ka4eCTBO, CbOTBETHO CEPTU(PHUKAT 3a 0CBOOOK1aBaHE HA MAPTHATA HA 1€KAPCTBEHHS MPOJIYKT.

7. Jlexmapupam, 4e B 0OXBaTa Ha MOCOYEHOTO I10-TOPE paspellieHHe 3a ThProBHS HA €O C
JIEKapCTBEHHU MPOJIYKTH, ITOJIYYCHO 10 pena Ha riapa aerera oT 3JITIXM ¢ No ... € BKJIFOYEH
oeprpaHns ¢ HaCTOSALIOTO ITPETIOKEHHE JIEKAPCTBEH MPOAYKT. 3a I0Ka3BaHe Ha JeKIapHpaHuTe
00CTOATENICTBA MPUITAraM CIICAHUTE JOKYMEHTH /M30posiBaT ce/: ................

7.1. Jlexnapupam, 4ye nputexaam JIMLIEH3HS 3a THPrOBHS HA €APO C JIEKAPCTBEHH NPOAYKTH,
CBIbpXKalld HAPKOTHYHH BEIIECTBa, H3aneHa no peaa Ha wi. 32 or 3KHBIT (mocousa ce camo 1pu
odepHpaHe Ha JIEKapCTBEHH IPOAYKTH, ChIbPXKALIH HApDKOTMYHU BEHIECTBA). 3a J0Ka3BaHe Ha
ACKJIApHPAaHUTE 00CTOATENICTBA IPHUIAraM CIICHUTE JOKYMEHTH /M30pOsBaT ce/s ................



8. Jlexmapupam, ye cbM 3allO3HAT C TPHIOXKHMAaTa HOPMAaTHBHA ypeaba W HIe s CAa3BaM MpH
W3ITBJIHEHHETO Ha JI0TOBOpA.

9. Jlexnapupam, de crazsam cranjiaprute 3a Jlobpa auctpubyropcka npaktuka (JIIIT) u xnaanmHa
Bepura 1o 4i. 197 u un. 207 ot 3JIITXM 1 ocurypsiBaHe Ha BaIHAUPAH TEMIEPATYPEH PEXKHUM TIPH
Tparcnoprupane (2°C — 8°C 3a TepMONaOUIHH IPOIYKTH).

(OGcTosTencTBaTA CE OMUCBAT H ACKJIApUPAT OT yUaCTHHKA B CBOOOMIEH TEKCT.)

10. Jleknapupam, ye ©MaM ONHUT B 1OCTABKA HA JICKAPCTBEHH MPOLYKTH, BKIIOYEHH B CITUCHKA 110 4JT.
266a, ain. 2 ot 3akoHa 3a JIeKapCTBEHUTE MPOJAYKTH B XyMaHHaTa MeMIMHA 110 peaa Ha Hapenba
Nel0/17.11.2011 r.

(O6cTosTENCTBAaTA CE OMUCBAT U JIEK/IAPUPAT OT YYaCTHHUKA B CBOGOJIEH TEKCT.)

11. Ilpunaram cuctema 3a ynpasienue Ha kadectBoto BJIC ISO 9001:2015 ¢ ob6xBat npeamera Ha
Bb3JIaraHEeTO (U1 €KBUBAJIEHT) — IPEJICTABS Ce 3aBEPEHO KOIKE Ha BAU/ICH CEPTU(HKAT.

12. Jleknapipam, ue 0TroBapsM Ha MUHHMAIHHTE H3HCKBAHHMs 3a pealusvpaH 060poT B cepara,
nomnazaiia B 00xpara Ha Bb3J1araHeTo (IPHXO/IH OT NPOAaXKOH Ha IEKApCTBEHH NPOILYKTH, BKITIOUCHH
B CIIMCBKA 110 4l 266a ot 3JITTXM).

3abenedxncka: Hanvinenuemo Ha MuHUMAIHUME USUCKEAHUS C€ DOKA36A OM YYACHHUKA CbC CHPABK,
cvovpocawa ungopmayus 3a obopoma 6 cgepama, nonadawa 6 006X6ama HA GbINALAHEMO U
COOUMHUME UHAHCO6U OMYemU UIU MEXHU CHCMAGHU YACMU, KO2amo HyGIuKysanemo um ce
U3UCKBA CH2NACHO 3AKOHOOAMENCMEOMO HA ObpICABamad, 6 KOSMo Y4aCMHUKbM € YCmanoseen 3d
nocieonume mpu NPUKIIOYeHU QUHAHCOBU 200UHU, 6 3ABUCUMOCT OM O0AmMamd, HAd KOAMO
yuacmuukvm e yuypeden unu e 3an04Ha OetuHOCmma cu (3a 10puoudecku auya) — sasepeno konue. Ilo
OmHOUieHUe Ha OOKYMeHmMumMe 3a 00KA36ane HA MO6A USUCKEANE € OONYCMUMO OOKA36ane ¢ Opyau
OOKYMeHmMU npu OCHOEAMENHA NPULUHA, KAMO CHUJOMO € BATUOHO 3d 6CCKU YYACHHUK.

13. llpencrapsam cnennara HHGOPMALIHSA 38 MIPEACTABHTENHA BIACT: ... o\u'eeeseeeeeeeeaneeeeenensn.,
(B ciry4aii, e odepTaTa € MOAMKCAHA OT YITBIHOMOLICHO/H JIMIIE/ CE PEICTABS 3aBEPEHO KOIIHE HA
ITBJIHOMOUIHO/H Ha MoANHcall/uTe odeprara)

14. 3a noxassane Ha jexsnapupanute B T. 9, 10, 11, 12 u 13 ofcToATeNcTBA NpUIAraM ClIEAHUTE
JIOKYMEHTH /M30posBar ce/:

I"apanTipame, 4e cMe B ChCTOSHHE Ja H3MBIHHM KAayeCTBEHO MOPBYKATA B IIBJIHO CHOTBETCTBHE C
ropeomnucanara ogepra.

Hara: EnexrpoHeH noamuc: .............



Hpunosxcenue 2

INPEJJIOKEHHUE 3A U3ITBJIHEHHUE

HA J0CTABKA HA JIeKAPCTBEHH NPOAYKTH, BKIAWYEHH B CIIHCHKA Mo 4. 266a, an. 2 or 3akona
3a JIeKAPCTBEHHTE NMPOJAYKTH B XyMaHHATAa MeIMIHHA 110 peaa Ha Hapenda Nel10/17.11.2011 .
Ha MuHHCcTepeTBO Ha 3apaBeona3Banero (M3), 3a KOMTO HsIMA 1€HCTBAIO PAMKOBO
criopasyMenue ¢ M3

OT:

(HaMMeHOBaHME HA YYaCTHHKA)
3a nexapcTBEeHHS NPOJAYKT:
1. MexnynaponHo HenateHTHO HanMeHoBaHHe (INN) Ha AKTUBHOTO BELIECTBO: ..................
2. TbproBcko HAaMMEHOBAHUE HA JIEKAPCTBEHHS IPOAYKT: .....vveve......

3. Bua Ha nekapctBeHara (GopMa W KOIMYECTBOTO HA  AaKTHBHOTO  BEIIECTBO
(KOHLEHTpaIUsA/I03UPOBKA) B J1030Ba €AMHHUIA: ........

4. TIpOM3BOAMUTEN: «.ouvnvanaenen.

5. Konuuectro enuHM4YHH Opoliku (xamdera/amnyau/QJIakOHH/M [p.) B €IHA OMNAKOBKA:
.................. (IbpBHYHA/BTOPHYHA OTIAKOBKA)

C macrosmoro Bu mpenctaBsMe HalmeTo MNpeIOKEHHE 3a M3IBIHEHHME 3a JOCTABKA HA
JIEKapCTBEHUS IPOIYKT:

1. Cpok Ha J0CTABKA OT JATATA HA 3AABKA «evvvereereneerenennnnnns

3abenexncka: Cpoxvm 3a oocmaska ce ogepupa 6 uacose. Munumainusm cpox e 24 vaca -
cpoxose noo 24 waca ce npupasuseam na 24 yaca.

2. Cpox 3a peaKuHsl H 3aMAHA PH PERIAMANHA/TEPEKT: covvverrrnerernnnnnn.

3abenexcka: Yuacmuuxvm ciedéa 0a onuwie U HAYUHA 30 3aMANA C 021€0 APeyeHKd Ha
06eKmueHOCMMA Ha NPEOIONCEHUENO.

3. PesyaraTu ot uHcnekuuu 3a csotBercrBue ¢ JUII: ....ovvvenvnenen..

3abenexncka: 3a doxaseare c1ed6a 0a ce NPUIONCU 3A6EPEHO KONUE HA GATUOCH CepMUpUKam
sa JUUI, uzoaden om HAJI unu om komnemenmen opean na opyea 0bpicasa yienka (Rpoeepum &
EudraGMDP).

Yuacmnuxem cneosa da e 6e3 neomempanenu KpumuunHu win Couecmeeny HecbOmeemcmeus
om nocreonama uncnekyus u 6e3 npuHyoumeIHu aoMUHUCMPAMUGHY MEPKU UMY 61€31U 6 CUNd
cankyuu 3a napywenus na 11 npes nocreonume 3 200unu.

4. JlorueTH4eH IIaH 32 HENPEKbLCBAEMOCT NPH HeNpeABHACHH 00CTOATEICTBA: .........

3abenexcka: Yuacmuukom ciedeéa 0a npeoiodcu asapuen 102UCUYEH NPOMOKON C 0CUYPeH
pe3epeéen  CKiad/anmepHamuser Mpancnopm ¢ KOHMpPOL Ha memnepamypama uiu  bazos
cmanoapmen 102ucmuyen nian 6es pezeperu Kanai.

S. M3mbJjiHEHH 10rOBOPH 32 10CTABKA HA JIEKAPCTBEHH NPOIYKTH, BKIIOYEHH B CHHCHKA

o 4. 266a, an. 2 0T 3aKoHa 32 JIEKADCTBEHHTE NPOAYKTH B XyMAHHATA MEIHIMHA N0 peJia HA
Hapen6a Ne10/17.11.2011 r.



3abenexcka: Yuacmuukom ciedea 0a nocoy 6CULKU YCNEUIHO U3HbIHEHU 002080PU/NOPBLYKU
30 OOIHUYHU OOCMABKU HA NeKAPCMEeHy NPOOYKMuY, 6KII0YeNY 8 chuchka no wi. 266a, ar. 2 om
3akona 3a Jnekapcmeenume NPOOYKMU 6 XYMAHHAMA MeOUWUHA No peoa na Hapeoba
Nel(/17.11.2011 &. 3a nocreonume 3 200unu.

6. ITono:kuTETHN pedepeHIHN OT JICYEOHH 3ABEACHHSA: «vvvrennnnnnnn.

3abenescka: Yuacmnuxvm cneosa 0a npedcmasu peepenyuu om opyzu reuebnu 3a6e0enus
3d MOYHO U CPOYHO USNBIHEHUE HA OOCMABKA/U HA leKapcmeenu npooykmu nho peda na Hapeoba
Ne]0/17.11.2011 a.

7. Kpaanpukauus 4 ONAT HA MEPCOHATA: vuvvurverrnnnnens. ;

3abenedxicka: Vuacmuuxom cnedsa 0a nocouu He2os/u Cydcumen/u, npUmescasauy/u 6aioen
Cepmugpuxam 3a odyyenue no [I1 ¢ obracmma na gapmayusma uiu exeusaienm

8.1. ExMHuYHATA [I€HA 33 OMTAKOBKA .....v......... (CIIOBOM: .. v ) eBpo 6e3 JIJIC.
8.2. EnmHnyHaTa 1ieHa 3a OrakoBKa ............... (CITOBOM: .....oevvennnnn ) eBpo ¢ JJIC.

Ilpy Taka mpeanoxeHWTe OT HAC YC/IOBHsS, B O(EPUpPAHATA LIEHA CMe BKJIIOYMIM BCHYUKH
pa3sxo/iu, CBbP3aHH ¢ KAYECTBEHOTO M3MTBIHEHHE Ha MOPHYKATA B ONMCAHUS BUI U OOXBAT.

Hara: ............. Enextponen noamuc: .............



