CBAJI no BETCKW BONECTH neHoHouleH npuem: 02/8154 254
"MPOM®, UBAH MUTER” unbopmanus: 02/8154 211
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C JIEKAPCTBEHHU INPOAYKTH,
NMOJIYYEHO I10 PEJIA HA IT'VIABA JEBETA OT 3JIIIXM

IMMOKAHA
3a npeaocTaBsgHe Ha odepTa 32 J0CTABKA HA JIEKAPCTBEHH NMPOAYKTH,
BKJ/IIOYEHH B CIIHCHLKA Mo 4. 266a, an. 2 oT 3aKoHa 3a JIeKAPCTBEHHTE NIPOAYKTH B
XyMaHHaTa MeaunuHa no pexa Ha Hapenda Nel0/17.11.2011 r. na MuHHCTEPCTBO HA
3apaseonazeanero (M3), 3a KoHTO HsIMa JeiicTBALO PAMKOBO cniopasymenue ¢ M3

YBAKAEMM IIPEJACTABJIABAIIH,

Ha ocnoBanue wi. 156, an. 1 u un. 158, an. 1 or Hapenba 10/17.11.2011 r. na M3, Bu
OTIpaBsAM HACTOdINATa [OKaHa 3a IMpeAcTaBiHe Ha ogepTH 3a J0CTaBKa Ha JOJYOIHCaHHTe
JIeKapCTBEHH MPOAYKTH, KOHTO MOTaT Ja ObJaT H3M0I3BAHH 3a JICUEHUETO Ha NanuMeHTH Ha Kinnuka
110 JIETCKA raCTPOEHTEPOJIOTHS 3a IBAHAIECET MECEUEH MEPHOI, KaKTO Clle/IBa:

Texuuvecka cneunpHKAUUS
Neor
Canneei MexayHnapoaHo Mporuosno
Mo 4.1. JlekapcTBena gopma H Mepna
36685 8, ATC kon HENaTEeHTHO HOTHNECTED P KoJIHYecTBO | 3abenexKn
2 ot HaumeHoBaHue/INN 3a 12 meceua
3JINTXM
101  |Al16ABI14 | Sebelipase alfa 2 mg/ml concentrate for OMaKoBKa 144 [TporHo3HoTO
solution for infusion 10 ml KOJIMYECTRO €
33 ONAaKoBKa OT
| dnaxkona
85 |AO5S5AXO05 | Odevixibat 400 pg hard capsules OMaKkoBKa 24 [Tporuo3Hoto
KOJIHYECTBO €
33 OMaKoBKa OT
30 kancyau
85 |AO5AX05 | Odevixibat 1 200 pg hard capsules OMakoRKa 48 [TporuozHoTo
KOJIHYECTBO €
33 OMaKoBKa OT
30 kancynu
69 |AO05AX04 | Maralixibat 9.5 mg/ml oral solution - 30 OMaKkoBKa 48 ITporHosHoTo
chloride ml KOJHYECTBO €
3a ONaKoOBKa OT
1 ¢nakoHa




113 |A16AX08 | Teduglutide 5 mg powder and solvent for | onakoska 12 [porHozHoTO

solution for injection; 1.25 KOJIHYECTBO €
mg powder and solvent for 33 ONaKoBKa OT
solution for injection 28 (naxona

Odeprure ce mogaar no CBAJI mo aercku GoJiectu HIIpod. UBan MureB* EAJ]
eHHCTBEHO Ype3 CHCTeMATa 332 CHIYPHO eJ1eKTPOHHO BpbuBane: https://edelivery.cgov.bg/ B
cpok a0 21.10.2026 r.

Odeprute, MOaNAEHH 110 €JIEKTPOHEH ITBT, CJIE/IBA JIa Ca H3TOTBEHHU NPH YCIIOBHATA U pe/la Ha
3aKoHa 3a eIEeKTPOHHHS JOKYMEHT H eJIeKTPOHHUTE yaocToBepuTenu yeuyru (S3E[EVY).

He noiexar Ha pasriexaane ohepTH, KOUTO:

- HE OTrOBapsAT HA U3UCKBAHMATA HA HACTOALIATA [TOKAHA;

- ca MOJAJEHH CJe/l ONpe/IesIeHUs CPOK;

- MoAaZeHu ca B J{eJIOBOACTBOTO Ha OOJIHHMIIATA WM HA e-Meiin Ha OonHMuIaTa.

OdepTHTe ce H3TOTBAT MO OTJETHO 3a BCCKH €IMH JIEKAPCTBEH INPOAYKT, MO oOpasew
[Ipunoxenne 1 W 3abIKUTENHO CIEBA 1A ChABPXKAT CIeIHaTa HHpOopMALU:

1. MexayHapoaIHO HenaTeHTHO HauMeHoBanue (INN) Ha aKTHBHOTO BELECTBO:

2. TeproBcko HAMMEHOBAHHUE Ha JIEKAPCTBEHHS MIPOJIYKT,

3. Buja Ha nexapcrBeHara GopMma M KOIHYECTBOTO Ha aKTHBHOTO BEIIECTBO B JIO30BA €/IMHUNA;

4. IlpousBoaurei;

5. KonuuecTBo equHAYHE Opoiiku (TabneTkun/aMmy i/ GpaakoHu/u Ip.) B €1HA OMAKOBKA;

6. CpoK Ha BalMIHOCT Ha MpeacTaBeHaTa odepra /He Mo-KpaThK OT TPH Mecea/.

Jlo oueHKa 1O CHIIECTBO C€ JOMyCKAT CamMO YYaCTHHIM, KOMTO OTTOBAapsAT Ha CIEJHUTE
KYMYJIaTHBHO 3aJI05KEHH YCIIOBHS:

1. [IpeacTaBuiu ca BaqHIHO pa3pelleHHe 3a THProBHs Ha €IpO C NIeKapCTBEHH MPOAYKTH.
cbrinacHo wi. 195 or 3JIIIXM / u snucsane B peructbp Ha MAJI Ha paspewienusra 3a TbproBus Ha
€JIpO ¢ JIEKapCTBEHH MPOAYKTH. B 06xBaTa Ha IOCOYEHOTO MO-TOPE paszpellieH e 3a TBPrOBHs Ha e1po
C JIEKapCTBEHH MPOIYKTH, MOIyUYEHO 110 pea Ha rnapa aesera ot 3JIIIXM crensa na ca BKIOYCHH
o(epupaHuTe JeKapCTBEHH NPOAYKTH.

1.1. JInneH3us 3a THProBUs HA €4pO C JIEKAPCTBEHH TNPOAYKTH, ChIBPKALLKM HAPKOTHYHH
BEIIECTBa, M3/1a7eHa 110 peaa Ha wi. 32 ot 3KHBII /B npunoxumuTe cinyqan/

3aberescka: Ilpu ogepupane na nexapcmeenu NPOOYKMU, CbOBPHCAUU  HAPKOMUHHU
sewjecmea, cieoea 0a ce npedcmasu u Jluyensus 3a mvp2osus Ha eOpo ¢ AeKapCmeent NPOOYyKmu,
CHOBPIACAUYU HAPKOMULHU 6eujecmea, uzoadena no peoa na 4n. 32 om 3KHBII na yuacmuuka.

2. TlpeioxeHuAT OT TAX JIEKApCTBEH NPOJAYKT CHOTBETCTBA HAMBIHO HA TEXHHYECKaTa
cneuubukauus B nokadara (INN, sekapctBena ¢Gopma, KOHUEHTpALUMs/I03HPOBKA H
'BPBUYHA/BTOPHYHA OMAKOBKA).

B odeprara ce mocoysa npoAyKToBa HHGOPMANMs/KpaTKa XapaKTEPUCTHKA Ha MPOIYKTa
(SmPC).

K®M narata Ha M3BBpIIBAHE HA JIOCTABKATa, JOCTABEHMAT JIEKAPCTBEH MPOJYKT CJIe/IBa 1A € ¢
MHHHMAaJIEH CPOK Ha TOJHOCT He mo-kpaTbk oT 40 % OT 00sABeHMs OT MPOH3BOJMTENS 33
JIEKAPCTBEHUTE MPOAYKTH WIH He Mo-Kparbk oT 20 % oT 00dBeHHs OT NPOW3BOAWTENS 32
OHONPOIYKTHTE WIH OMOIOJOOHUTE TPOYKTH.

B crorBetcTBHe ¢ 4. 12 oT Hapen6a Nel0/17.11.2011 r. npu xocTaBKata Ha Hepa3pelICHH
NeKapcTBEHH NPOJAYKTH ThProOBEILT HA €APO MPEIOCTaBs Ha anTeKara NMapTHIAEH cepTHdHKaT 3a
Ka4yeCTBO, CHOTBETHO CepTH(HKAT 3a 0cBOOOKIaBaHe Ha NapTUATa Ha JIEKAPCTBEHHS MPOJIYKT.

IIpu odeprpaHe Ha TeKapCTBEHH NPOAYKTH, ChAbPKAIIM HAPKOTHYHH BELIECCTBA, CE Cra3Batr
M3HCKBAHMATA HA 3aKOHA 3@ KOHTPOJI Ha HAPKOTHYHMTE BellecTBa U npekypcopure (3KHBII).

3. YuacTHHKBT, CJIe/iBa JIa OTroBaps Ha ClIeHUTE MUHHMAJIHH H3HCKBAHUA H JIPYTH YCIOBHS
3a JOIYCTHMOCT:

()




3.1. /la cnia3ea cranpaptute 3a J{odpa qucrpubyropeka npaxruka (JIJII1) u xnaauiHa Bepura
no wi. 197 u uyn. 207 ot 3JIIIXM u ocurypdBaHe Ha BaJuIHpaH TEeMMEPaTypeH PEKHM IIpH
tpaHcnoptupane (2°C — 8°C 3a tepmonabunnu npoaykTt). OOctosTencrsata ce OMUCBAT M
JIEKIapHpaT OT YYaCTHHKA B CBOOOJIEH TEKCT.

3.2. Jla ©Ma OIMT B JOCTABKA HA JIEKAPCTBEHH MPOJAYKTH, BKIIOUEHH B CIMUCHKA M0 4. 2664,
an. 2 oT 3aKkoHa 3a JIEKapCTBEHHTE MPOAYKTH B XyMaHHara MeAMIMHa mo peaa Ha Hapenba
Ne10/17.11.2011 r. O6¢rosrencrara ce OMUCBAT U ACKIApUPAT OT YYaCTHHKA B CBODO/ICH TEKCT.

3.3. VuacTHUKBT cjle[Ba Ja mpujara cucreMa 3a ympapieHue Ha kadectBoto BJIC ISO
9001:2015 ¢ oOxBar npeaMera Ha Bb3/J1araHeTo (MM €KBUBAIEHT) — MIPECTaBs CE 3aBEPEHO KOMHe
Ha BaJMJeH cepTudukar.

3.4. YyacTHHKET ClIe/iBa [1a € peanu3upaj MUHUMalleH 000poT B cpepara, nonajaiia B o0xpara
Ha BB3JIAraHeTO He M0-MaIbK OT OCcOYeHHs B TabnuuaTa 1no-aoiy.

MunumaneH o6OpoOT MO CMHChJIa Ha TOBA M3HCKBAHE € CyMa, PaBH4A HAa 4acTTa OT HETHHTE
IPHXOIM OT MpoAaXOH Ha JIEeKapCTBEHH MPOYKTH BKIIIOUEHH B CIHCHKA 10 4. 266a ot 3JITIXM,
W3uKciIeH Ha 0a3a rogvinHuTe O0OPOTH 3a MOCIHEJHUTE TPH MNPUKIIOUWIH (UHAHCOBH TOIUHH.
Mudopmanuara Moxke aa oOXBala W TO-KpaTbK NMEPHOJ B 3aBHCHMOCT OT Jarara, Ha KOSATO

YACTHUKBT € Ch3/1aJIeH HIIK € 3al0o4Hal JeHHOCTTa CH.

Ne oT
CrmbREs BAGEIYHADONHY MHHHMAJIHO U3HCKBAHE
4. 266a, ATC kon HENMaTEeHTHO JlekapcTBeHa dopMa U KOJINYECTBO 5 DREEEEE T
an 2ot HaumeHoBaHHe/INN P P P
3JMXM
A16AB14 | Sebelipase alfa 2 mg/ml concentrate for solution 2417 388.53
101 for infusion 10 ml
85 AO05AX05 | Odevixibat 400 pg hard capsules 445 515.20
85 A0SAXO05 | Odevixibat 1 200 pg hard capsules 5150076.80
69 A05AX04 | Maralixibat chloride 9.5 mg/ml oral solution - 30 ml 6 151:975.20
5 mg powder and solvent for
. gt e e
113 A16AX08 | Teduglutide solutianiforipection; 1.23 1z 409 442.60
powder and solvent for solution for
injection

M3nbiaHeHHeTO Ha MMHUMAJHHMTE HM3MCKBAaHMS C€ JI0Ka3Ba OT YYAacTHHKA CbhC CIpaBKa,
chabpiKalina uHpopmarus 3a obopora B cdepara, nomnaaama B 06Xsara Ha Bb3/71araHeTo U FOAMIIHHTE
(HMHAHCOBH OTHETH MJIM TEXHH CHCTABHH YacTH, KOTaTo NMyOJHKYBaHETO MM C€ H3HMCKBA CHITIACHO
3aKOHOJIATEJICTBOTO HAa Jbp)KaBara, B KOSATO YYACTHUKBT € YCTAHOBEH 3a IOCJIEIHHUTE TPH
NPUKIIOYeHH HHHAHCOBH TOJHHH, B 3aBUCHMOCT OT JlaTarta, Ha KOSATO YYaCTHUKBT € YUpeIeH UJIH €
3aMoYHaN JCHHOCTTA CH (3a IOPHIHUECKH JHIA) — 3aBepeHo Konue. [To oTHOmEeHHe Ha IOKYMEHTHTE
3a JI0Ka3BaHE Ha TOBAa W3HCKBAHE € JONYCTHMO JOKa3BaHe ¢ IPYrH JOKYMEHTH IIPH OCHOBATellHa
NPUYHHA, KaTO CHIIOTO € BATMAHO 3a BCEKH YYACTHHK.

3.5. Y4acTHHK®BT, CJIeJiBa a MpeICcTaBu UHGOPMALMs 3a NpeJCTaBuTe/Ha BJIacT, a B CIy4aii.
4e ofeprarta e MoJIKcaHa OT YIBIHOMOIIECHO/H JIHIE/U M 3aBEPEHO KOINHE Ha MBJIHOMOLIHO/H Ha
noanucan/ure opeprara.

OcHoBaHHH 32 HE3AAb/UKHTEIHO OTCTPAHSIBAHE/HEI0NMYCKAHE 10 OIEHKA M0 ChINECTBO:
KoMucusTa M3BBpIIBA [POBEPKA 33 MPEAXOIHH JOrOBOPH /CKIIOYEHHW Clie]l M3MEHEHHMATa OT
12.01.2024r. B Hapen6a Nel10/17.11.2011 r., 0o6H. B JIB Op. 4 ot 2024 r./ na yyactHuka cse CbAJl
no aetcku 6onectu ,[Ipod. Mean Mutes™ EAJ] 3a nocTaBKka Ha KOHKPETHHUS JIEKAPCTBEH NPOAYKT U
HeJIONYCKaHe MPH HAJIMYHe HAa BHHOBHO CUCTEMHO HEM3ITbJIHEHHE 110 HAKOH OT TE€3M J0TOBOPH.

Ha Bropu eram, cien nokana ot KomucuaTta (KBM KOSTO € NpHJIOkKEH oOpasell Ha
NpeoXKeHHe 3a H3NbJHeHHe Mo [IpunoxeHue 2) eIHHCTBEHO “pe3 CHCTEMAaTa 3a CHIYPHO
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eJIeKTPOHHO BpbuBane: htips://edelivery.egov.bg/ oT nomycHaTHs Yy4YacTHHK ce IMpe/CTaBs
MOBJIHEHO TIPE/UIOKEHHE 3a H3NbJHeHHe 1o obpaszen Ilpuioxkenune 2 M JoKasaTencTsara 3a
00CTOATENCTBA, AeKIapPHPAHU B HETO, B KOETO CE MOCOYBAT!

1. Cpok Ha 10cTaBKa OT JaTaTa HA 3asiBKa

CpoxsT 3a A0cTaBKa ce odepupa B yacoBe. MUHUMAIHUAT CpoK € 24 yaca - cpokose noj 24
yaca ce NpupaBHsBaT Ha 24 yaca.

2. Cpoxk 3a peakuusi ¥ 3aMsIHa NPH pekjaamanns/nedexr

3abenexka: YUaCTHHKBT Clie/iBa Ja ONMMINE M HAa4MHA 3a 3amMsHa C Orjed NpeleHKa Ha
00EKTHBHOCTTA HA NPEJIOKEHHETO.

3. PesyaraTu or HHCceKIHH 3a choTBeTcTBHE ¢ JIJITI

JloxazBane: 3aBepeHo komue Ha BanuaeH ceprudukar 3a JII, uznanen or MAJT mnm or
KOMIIETEHTEH OpraH Ha apyra AbpkaBa wieHka (nposepuM B EudraGMDP): 6e3 nHeorcTpanenu
KPHUTUYHH WM ChIIECTBEHH HECHhOTBETCTBUS OT MOCIeAHaTa MHCIEKUHs; Oe3 IMpHHYIAHTEIHH
aIMHUHUCTPATHBHH MEPKH HJIM BII€3]IH B CHJIA CAHKIIMK 3a HapyueHus Ha U1 npe3 nociennure 3
TOJUHH.

4. JlormcTHYeH IUIAH 32 HENMPEKbCBAEMOCT NMPH HenpeIBHAeHH 00CTOATEICTBA

VYYacTHUKBT clie/iBa Ja MPEANOKH aBapueH JIOTUCTHYEH IMPOTOKON C OCUTYPEH pe3epBEH
CKJIa/l/aJTepHATUBEH TPAHCIIOPT ¢ KOHTPOJI HA TeMIleparypara uiH ba3os cranzaapTeH JIOTHCTHYEH
niaH 6e3 pe3epBHH KaHATH.

S. M3nb/iHeHH J0TOBOPH 32 I0CTABKA HA JICKAPCTBEHH MPOJIYKTH, BKIIOYEHH B CIIHChKA
no 4. 266a, au. 2 or 3aKkoHa 3a JleKapcTBeHHTE NMPOAYKTH B XYMaHHATAa MeIMIIMHA 110 peJia Ha
Hapenda Ne10/17.11.2011 r.

Y4acTHUKBT cIeIBa 1a TOCOYH BCHUYKH YCIELUTHO U3ITbJIHEHH JOTOBOPH/TIOPBYKH 3a OOJTHHYHH
JOCTAaBKH Ha JIEKapCTBEHH IPOJAYKTH, BKIIOYCHHM B CIHMCBKa Mo 4ia. 266a, an. 2 or 3akoHa 3a
JeKapcTBEHUTE TMPOJYKTH B XyMaHHaTa MeauIMHa nmo pexa Ha Hapenba Nel0/17.11.2011 r. 3a
[OCHEHUTE 3 TOIHHH.

6. IonoxkuTeHn pedepeHIINH OT JieueOHH 3aBeJeHUS

YuacTHUKBT cleqBa Ja npeacTaBu pedepeHUUH OT Apyry JieueOHU 3aBEIEHUS 33 TOUHO M

CPOYHO U3MBJIHEHHUE HA I0CTABKa/U Ha JIEKapCTBEHH MPOAYKTH 1o peaa Ha Hapenba Ne10/17.11.2011
r.

7. Kpaanduxkaunusa ¥ ONUT HA NePCOHANA

Y4YacTHUKBT CJIeABa Ja MOCOYH HETOB/M CIYKUTEN/U, MpuTekananl/u BanuaeH Ceprudukar 3a
o0yuenue no J1JII1 B obnacrra Ha apmanusita MM eKBUBAIEHT

8. Ilena Ha odepupanus JexapcrBeH npoaykr oe3 u ¢ JIJIC, nocouena B eBpo.

3adenexka: Kpm NoKaHaTa, H3NIpaTeHa 10 YYaCcTHHKA Ha TO3H BTOPH €Tall, Ce Mpujiara u
MeToaHKAaTAa 32 OLIEHKA H KJJaCHpaHe HA YYACTHHIHTE.

3annamanero 3a JekapcTBeHHTe NpoaykTH 3akynysanu no HAPEJIBA Ne 2 or 27 mapt
2019 r. me ce H3BbPIIBA MO DAHKOB ITBT B CPOK OT S (1eT) KAJIEHIAPHH IHH, CJIe/IBAIIH JATATA
Ha nojgy4apaHe Ha cpeacreata or HAIIMOHAJIHATA 3/IPABHOOCHUT'YPUTEJIHA KACA
/H3O0K/, cbriacHo 3anosen 3a onodpsiBane 3amiamaHero Ha yeayrd no @wi. 7 or HAPEJIBA Ne
2 ot 27 mapt 2019 r. 3a MeANUMHCKUTE U APYrU yeayrd no 4wi. 82, aia. 1a u 3 or 3akona 3a
3paBeTo M 32 peJla H YCJIOBHATA 32 TAXHOTO 0X00psAiBaHe, MO/I3BaHe H 3aMljalllaHe, H31adeHa
HA KOHKpeTeH NAalHeHT.

Odeprata ¥ npeAnoKEHHETO 3a M3MBIHEHHE €€ M3TOTBAT MO MPUIOKEHHTE 00pa3uH Ha
OBJIrapcKkH e3HK.

BCHYKH TOKYMEHTH, OKA3Ballld ChOTBETCTBHETO HA YYACTHHUIUTE ¢ nocTapeHuTe B [TokaHara
M3UCKBAHUS, C€ TIPEJCTABST KaTO 3aBEPEHHU BAPHO C OPUTHHaJIA KOTIHS U CJIe/IBa Ja ¢a M3TOTBEHU MPH
YCIIOBHATA U pe/ia Ha 3aKoHa 3a eNIeKTPOHHUA JJOKYMEHT H eJIeKTPOHHUTE YIOCTOBEPHTEIIHH YCIYTH
BEHEYY). JlokyMeHTHTE Ha 4yX/ €3HK, CJIe/IBa Ja Ca NPHIPYKEHH C ITPEBOJI HA OBJIrapcKu €3MK.

[Tpunoxenue:



1. Tpunoxenue 1: O6pazen Ha odepra
2. Ilpunoxenue 2: Obpazen Ha NPEUIOKEHHE 3a H3ITBIHCHHE .

I-P TEHOBEBA TAYEBA, /1.M.
H3IIBJIHHTEJIEH JTHPEKTOP HA ‘
CFEAJI IO JIETCKH BOJIECTH |, ITPO®. HBAH MUTEB" EAJ]

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



ITpunoncenue 1

OPEPTA

3a J0CTABKa HA JIEKAPCTBEHH NMPOAYKTH, BK/JIYEHH B CIHCHKA 10 WL 266a, a/1. 2 ot 3aKkoHa
3a JleKapCTBEHHTE NPOAYKTH B XyMaHHATA MeIHIMHA 1o pefa Ha Hapen6a Ne10/17.11.2011 r.
Ha MuHHCTEPCTBO HA 3paBeona3BaHeTo (M3), 32 KOHTO HAMa JIefCTBAIO PAMKOBO
criopazymenue ¢ M3

oT:

(HaMMEHOBAHUE HA YYACTHUKA)

[IpencraBnsBaHo OT /ume u pamunus/ - /nabxHOCT/

/B cayuati, ue oghepmama e noonucana om yHbIHOMOWEHO/ U 1uye/a 06CmoameIcneomo ce
noCoY6a U ce NPULaza 3a6epeHo Konue Ha NbIHOMOWNO/U Ha NoOnucal/ume othepmama;

C aJipec Ha yIIpaBIICHHE: I'p. yIL. , Ne
, TeJL.: , e-mail:

U aJipec 3a KOPECMOHACHIUA: IP. Y. , Ne_, Temn.:

EUK:

b

C paspellieHHe 3a THPrOBHS HA €PO C JEKaPCTBEHU NPO/IYKTH, TIOYYEHO M0 pe/ia Ha I71aBa JieBeTa
ot 3JIITXM ¢ Ne

Pasnnamarensa cMeTKa:

IBAN:

DaHKa:

BIC:

Jluie 3a KOHTAKT: -

C aJipec Ha ynpaBleHHe: I'D. yiI. . Ne
5 TEH: bakc: , e-mail:

YBakaeMH JaMH U TOCNoa,

C nacrosuoro By npejicrapsme Hammarta ogepra 3a JOCTaBKa HA JIEKAPCTBEHUS TTPOAYKT:

Ne ot
Cacesa MexayHapoaHo INporuosno
no .. ynap JlekapcTBeHa dopma H Mepua P
ATC kon HEMATEHTHO KOJIHYecTBO [3ade/ieKn
266a, aa. KOJIHYeCTBO eIHHHUA
2 or HanMeHoBaHHe/INN 3a 12 meceua
3JIMXM

*[MonbJBa ce CBIVIACHO IOCOYEHOTO B TeXHHUYeCKaTa crnenHpHKANHA OT MOKAaHATa 3a
CbOTBETHHS JIEKAPCTBEH NPOAYKT

1. MexiyHapoiHO HenaTeHTHO HauMeHoBaHHe (INN) Ha aKTHBHOTO BEIECTBO: ......vveennn....



2. THProBcKO HAHMEHOBAHHE HA JIEKAPCTBEHUS MPOAYKT: ..vuvevnennnnnnn.

-~

3. Bux wHa nekapcrBenata ¢opMa M KOJMYECTBOTO HAa  AaKTHBHOTO  BELIECTBO
(KOHUEHTpaIs/103UPOBKa) B 1030Ba €JHHHLA: ........

8 (07037 6c3: 7031 1 6 (3

5. KomumuyecTBo envuHMuduM Opoiiku (Tabnerku/amnyin/qgrakoHn/m ap.) B eIHa ONakoBka:
..... vevivveren... (TBPBHYHA/BTOPUYHA OMAKOBKA)

6. Cpok Ha BAIHAHOCT Ha MPEACTABEHATA OPEPTA: ..vvvvvrnvanenennnn /He mo-KpaThK OT TpH Mecera/

Jexnapupam:

1. 3amo3Hax ce ¢ MOKaHara 3a y4yacTHe M ¢ TOCOYEHHMTE B Hes W3MCKBAHMA 34 M3TOTBSIHE W
npeacTaBsHe Ha odepTa U 3a U3MBIHEHHUE HA JIOCTABKH Ha TOPEMOCOYCHHUS JIEKAPCTBEH MPOJYKT.
[MomasaHeTo Ha HacTosmara odepra yrocToBepsABa 0E3yCIOBHOTO NPHEMAHE OT Halla CTpaHa Ha
BCHYKHM M3UCKBAHUS M 3aJbJIKEHUs, IOCTABEHH B ITOKaHAaTa.

2. iMaM BB3MOXKHOCT Ja OCHIYpst opepHpaHHs JIeKapcTBEH MPOJIYKT 3a CPOK OT 12 Mecena.

3. ChbriaceH C¢bM 3aIUIalllaHETO 3a JEeKapCTBEHUTE MPOAYKTH, 3aKkynyBanu 1o HAPEJIBA Ne 2 ot 27
mapt 2019 r. 1a ce u3BbpIIK MO OAHKOB BT B CPOK OT 5 (MIET) KaNeHJapHHu JHH, CIIC/IBAIH JaTaTa
Ha nosyyasane Ha cpenctBata ot HAIIMOHAJIHATA 3/IPABHOOCHUI'YPHUTEJIHA KACA
/H30K/, chrinacHo 3anosen 3a oao0psiBaHe 3araiiadeto Ha yeayry no wi. 7 ot HAPEJIBA Ne 2 ot
27 mapt 2019 . 3a MEIUIMHCKKUTE U APYTH yeayrd 1o 4i. 82, an. la u 3 oT 3aKona 3a 31paBeTo U 3a
pela W YCIOBMATa 3a TAXHOTO OfoOpsBaHe, IOJI3BaHE W 3allialllaHe, W3aJeHa Ha KOHKpETEH
MauueHT.

4. Jleknapupam, 4e TIpH JI0CTaBKaTa O(GepHpaHusT JICKapcTBEeH MPOAYKT wie € GabpuvHO ONaKoBaH,
KaTO ONAKOBKMTE Ca C HEeHapylleHa ISIOCT H HalMyMe Ha HeoOXoauMmara MapKMpOBKA.
[IpennoxeHusT NeKapcTBEeH MPOAYKT CHOTBETCTBA HAITBJIHO HA TEXHHYECKaTa creuudukanus B
noxanata (INN, nexapctBeHa hopMa, KOHIEHTPALMS/I03HPOBKa U IbPBHYHA/BTOPHYHA ONAKOBKA),
KaTo MpeJOCcTaBsM CielHara MNpoiaykroBa MH(OpMalMsa/ NpuaraM KpaTka XapakTepUCTHKA Ha
EPORYKTALSMPC): coviviiniiniinsanns

5. JleknapupaM, ye KbM JaraTa Ha JI0CTaBKaTa, OCTAThYHHAT CPOK HA FOJAHOCT Ha JIEKApCTBEHHTE
MPOAYKTH 1€ € He MO-MaTBK 0T 40 % 0T 0BsIBEeHUs OT IPOU3BOAUTENSA CPOK HJIH HE NO-KpaThK OT 20
% OT 00SIBEHHS OT NPOU3BOJUTENS 32 OHOMPOAYKTHTE HIH OHONONOOHHTE NPOAYKTH.

6. Jlexnapupam, 4e B choTBeTcTBHE ¢ wi. 12 or Hapenfa Nel0/17.11.2011 r. mpu nocraBka Ha
HepaspelleH s JEKApCTBEH IPOJYKT, IIOCOUEH B OepTaTa, 1le NPEeA0CTaBs NapTH/CH cepTH(HKAT
3a Ka4eCTBO, ChOTBETHO cepTH(MHKAT 3a 0CBODOKAaBaHe HA IapTH/1ATa Ha JIEKApPCTBEHHS TTPOAYKT.

7. JleknapupaM, ue B 00XBaTa Ha IIOCOYEHOTO IIO-FOpE paspellieHHe 3a THProOBHS Ha eIpo ¢
JNIeKapcTBEHH MPOIYKTH, MOJYYEHO Mo pesa Ha riaasa aeseta oT 3JIIXM ¢ Ne ... € BKJIKOYEH
oepupaHua ¢ HACTOAMIOTO MpeIOKEHHE JTeKapCTBEH NPOIYKT. 3a [0Ka3BaHe Ha JCK/IapUpaHnTe
06CTOATE ICTRA NIPHUIIATAM CIIETHUTE TOKYMEHTH /M30pOsABaT C&/% ..ovvvvnvvnnnns

7.1. Jlexknapupam, 4e nputexaraMm JIMIEeH3Hs 38 THProBHSA Ha €IpO C JIEKAPCTBEHH INPOILYKTH,
CBhIBPXKALIH HAPKOTHYHH BEIIECTBa, M3aaaeHa no pesa Ha 4. 32 ot 3KHBIT (nocousa ce camo npu
oeprpaHe Ha JEKAapCTBEHH MPOIYKTH, ChABPXKAIIM HAPKOTHYHHM BEHIECTBA). 3a JI0Ka3BaHe Ha
JeKIapHpaHuTe OOCTOATENCTBA IPHIAraM CICTHHTE TOKYMEHTH /M30posBat ce/t .......vuun..e.



8. JlexmapupaM, 4Ye CbM 3all03HAT ¢ MPHIOKKMAaTa HOpMaTHBHA ypenda W e A chasBaM IpH
H3ITBJIHEHHETO Ha JIOTOBOpA.

9. Jleknapupam, ue cniazpam cranaaptute 3a Jlodpa quctpubyropeka npaxktuka (JUJIIT) u xnapunna
Bepura mo wi. 197 u un. 207 ot 3JIITXM u ocurypsiBaHe Ha BaIMIUpaH TEMIIEPATYPEH PEXKUM IPH
tpancnoprupate (2°C — 8°C 3a TepMOJaOUIHH MTPOIYKTH).

(ObGcTosTENCTBATA CE OMKMCBAT U JEKJIapUpaT OT YUYaCTHHKA B CBOOOJIEH TEKCT.)

10. JlexapipaM, ye HMaM OIHUT B JOCTABKA Ha JIEKAPCTBEHH NPOAYKTH, BKIIFOUCHH B CITHCHKA 110 41
266a, an. 2 oT 3aKoHa 3a JIeKapCTBEHUTE MPOAYKTH B XyMaHHATa MeIMLMHA 1o peaa Ha Hapenbda
Nel0/17.11.2011 r.

(ObcTosTenCTBATA CE OMMMCBAT U IEKJIapupar OT Y4acTHHKA B CBOOOJIEH TEKCT.)

11. Ipunaram cucteMa 3a ynpasnerue Ha kauectBoTo BJIC ISO 9001:2015 ¢ obxBaT npeaMera Ha
Bb3J1araHeTo (MM eKBHBAJIEHT) — NIPE/ICTaBs Ce 3aBEPEHO KOITHE Ha BaJIM/IEH CEPTU(HKAT.

12. Jleknapupam, 4e OTTOBapsM Ha MHHMMAJITHMTE W3UCKBAHMS 3a peasi3upaH o0OpoT B chepara.

nomnajama B 00XBara Ha Bh3JIaraHeTo (MPUxo/id OT NpoJakOM Ha JIeKapCTBEHH MTPOAYKTH, BKIIKOUEHH
B CIIUCHKA 10 WL, 266a ot 3JITIXM).

3abenexcka: Hanvanenuemo na MUHUMATHUME USUCKBAHUA C€ OOKA36d OM V4ACMHUKA CbC CHPAGKA,
crOwpICcalya uxgopmayus 3a obopoma 6 chepama, nonaoawa 6 006xeama HA 6b3lAAHEMO U
200UWHUMe (PUHAHCO8U OmYemU N MEXHU CbCMAGHU HACMU, KO2amo NyOIuKysanemo um ce
UUCKBA CBATACHO 3AKOHOOAMEICMBOMO HA Obpicasama, 6 KOAMo Y4aCMHUKbM € YCMAHOGeH 3d
nOCIeOHUmMe Mmpu NPUKIOYeHU (QUHAHCO8U 200UHY, 6 3asucumocm om oamamd, HA KOAMO
VUACMHUK DM € yupeOeH Wil € 3an0YHAI OeUHOCMMA cu (3a iopuouyecku auya) — sacepeno konue. Ilo
OmHOUleHUe HA OOKYMeHmuUme 3a 0OKA36aHe HA MOBA UUCKEAHE € OONYCMUMO Q0Kaszeane ¢ opyeu
QOKYMeHMU NPU OCHOBAMEIHA NPUYUHA, KAMO CHUJOMO € 6ATUONO 30 6CeKU YYACTMHUK.

13. Ilpencrassam cneanata HHGOPMALIUS 32 MPEACTABUTEITHA BIIACT: «.vuunennnninirirennenninaieransnns
(B coryyait, ye odepraTa e NMoJNucana oT YIIbIHOMOILCHO/H JIHIE/H ce NPe/ICTaBs 3aBEPEHO KOIHE Ha
MBJIHOMOIIHO/H Ha OANUCAI/HTe odepTaTa)

14. 3a nokassane Ha jaekaapupanute B T. 9, 10, 11, 12 u 13 oOcTosrencrea npunaraMm clieaHuTe
IOKYMEHTH /H30posiBar ce/:

["apanTupame, 4e CMe B ChCTOSIHHE J1a H3MTBJIHUM KayeCTBEHO MOPbUYKATa B IBIHO CHOTBETCTBHE €
ropeonucanara oepra.

IO s EnexTpoHeH MOANMC: .............



Hpunoxncenue 2

INPEJJMOKEHHUE 3A U3ITBJIHEHHE

HA J0CTABKA HA JIeKaPCTBEHHU NMPOAYKTH, BKIYEHH B CIHCHKA M0 41. 266a, an. 2 ot 3akona
3a JIEKAPCTBEHHTE NPOAYKTH B XYMAaHHATa MeJuUUHA no peaa Ha Hapenda Ne10/17.11.2011 r.
Ha MununcTepcTBO Ha 31paBeonassaHeto (M3), 3a KoHTO HsIMA JelicTBALIO PAMKOBO
cnopazymenune ¢ M3

OT:

(HaMMEHOBaHME Ha YYaCTHHKA)
3a nmekapcTBeHHs NIPOAYKT:
1. MexayHapoaHo HenaTeHTHO HaumeHoBaHHe (INN) Ha aKTHBHOTO BELIECTBO: ....vvvvvvennenn..
2. TpproBcko HAMMEHOBAHHE HA JIEKAPCTBEHUS MPOAYKT: .ovivvvennnnn...

3. Bua wHa siekapctBeHata GopMa M KOJMYECTBOTO Ha  AKTHBHOTO  BEIIECTBO
(KOHIIEHTpaI}s/I03HPOBKa) B 030Ba CAHHHIIA: ........

2. JIPOMSBOIETOII + e swsanssmarmns

5. KonuuectBo enuHuvyHu Opoiiku (xamyera/ammnynd/¢aakoHW/M  1Op.) B eIHA OMaKOBKa:
.................. (MbpBHYHA/BTOPUYHA ONIAKOBKA)

C nacrosmoTro Bu npeicraBsMe HalETO NPEUIOKEHHE 3a H3MBbJIHEHHE 3a JOCTaBKa Ha
JIEKapCTBEHHUA MPOAYKT:

1. Cpok Ha 10CTaBKAa OT JATATA HA 3AABKAL «eovinerinrincannennenns

3abenesxcka: Cpoxkem 3a docmaeka ce ogepupa é yacose. Munumannusm cpok e 24 vaca -
cpokose noo 24 uaca ce npupasussam na 24 yaca.

2. Cpok 3a peakuusi H 3aMSIHA NPH PEKJIAMAIHA/TEPEKT: ovvvrrerrenrnnrnnnnn.

3abenescka: YVuacmuuxom ciedsa 0a onuuwie U HAYUHA 3d 3aMSHA C 021€0 NPeyeHkd Ha
00eKmuUGHOCMma Ha NPedIONCeHUemo.

3. PesyaraTtu ot mHcnexknuH 3a chorBercrBHe ¢ JUII: o.ooeeeeennaene.e.

3abenedcka: 3a 0oxaseane credsa 0a ce NPUNOIICU 3ABePEHO KONUe HA Ganuoen cepmuguram
3a JUIII, uzoaoen om HAJI unu om xomnemenmen opedan Ha Opyed Obpicaed 4ieHKkd (npoeepum
EudraGMDP).

Yuacmuuxvm credea 0a e He3 neomempanenu KpUMuYHY Wil CbUjeCMBeHU HeCbOMEemcmeus
Om NOCIeOHAMA UHCHeKYUs U 6e3 Npunyoumennu AOMUHUCMPAMUGHU MePKU UTU 61e31U 6 Culd
cankyuu 3a napyutenus na /{11 npes nocieonume 3 200uHu.

4. JlorHeTHYeH IJIaH 32 HEMPEKbCBAEMOCT NIPH HelpeABHAeHH 00CTOATEICTBA: .........

3abenedxcka: Yuacmuuxvm ciedga 0a npednoxHcu asapueH J102Ucmuver NPOMOKOIL ¢ OCUZYPEH
pesepeer  CKAao/aimepHamuser  Mpancnopm ¢ KoHmpor Ha memnepamypama unu  bazoe
cmanoapmen 102UCMuUYen nian 6e3 pe3epeHu Kandaiu.,

5. M3nbaHeHH 10r0BOPH 32 10CTABKA HA JIEKAPCTBEHH MPOIYKTH, BKIYEHH B CIIHCHKA

no 4. 266a, a;. 2 ot 3akoHa 3a JJeKAPCTBeHHTe NPOJAYKTH B XYMaHHAaTa MeHIIHHA MO peJla Ha
Hapen6a Ne10/17.11.2011 r.



3abenescka: Yuacmuukvm c1e06a 0a NOCOYU GCUYKU YCREUHO UNBIHEHU 002080PU/ NOPLYKL
3a OONHUYHU OOCMABKU HA 1eKAPCMEEHY RPOOYKMU, 6KIIOYEHU 6 Chucbka ho 4i1. 266a, air. 2 om
3axona 3a Jaekapcmeenume npoOyKmu 6 XymMammama meouyuna no peda na Hapeoba
NelO/17.11.2011 2. 3a nociednume 3 200unu.

6. IMo10:kuTEHH pedepeHIIHH OT JTe4eOHH 3aBEACHH: vvvvrererrnnnnn

3abenexcka: Yuacmuuxvm credeéa oa npedcmasu pegepenyuu om opyau aewednu 3a6e0enus
3G MOYHO U CPOUHO UBNBIHEHUEe HA OOCMABKA/U HA eKapcmeeHy npooykmu ho peoa na Hapeoba
NeO/17.11.2011 e.

7. KpaaupuKauMs # ONHT HA MEPCOHAA: 1evvrerererruinnnnn

3abenexcka: Yuvacmuuxvm caedsa 0a NOCOYU HE206/U CLYNHCUMEN/ U, NPUMENCAGAI/ U 6ATHOCH
Cepmugpuram 3a odyuenue no J/I1 6 obracmma na ¢hapmayusma uiu exeusaienm

8.1. EnMHuYHaTa 11eHa 32 OMaKOBKA ............... (CHOBOM: ....vviiininn ) eBpo 6e3 JIJIC.
8.2. EnHuyHaTa 11eHA 3a OMAKOBKA ............... (CIOBOM: ...cvviiinnnnnnn ) eBpo ¢ JIJIC.

IIpn Taka OpeanoKEeHMTE OT HAc YCJIOBHS, B od)epHpaHarta Il€Ha CMe BKJIFOYMIH BCHYKH
Pa3Xxo/i¥, CBbP3aHH ¢ KaYeCTBEHOTO M3ITbIIHEHHE Ha MOPBUYKATa B ONHCAHHS BHJ H 0OXBAT.

1 V55 7 o A —— EneKTpoHeH NoAIHuC: .............



