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MOJIYYEHO 110 PEJA HA I'/TABA JJEBETA OT 3JIIIXM

[MOKAHA
3a npexocTaBsiHe HA 0depTa 3a 10CTABKA HA JIEKAPDCTBEHH NPOAYKTH,
BKJIYEHH B CITHCHKA MO 4. 2662, ai1. 2 oT 3aK0HA 32 JIeKapCTBEeHHUTE IPOIAYKTH B
XyMaHHATAa MeIHIMHA no peaa Ha Hapen6a Ne10/17.11.2011 r. Ha MuHHCTepCcTBO Ha
3apaBeona3Baneto (M3), 3a KouTo HsIMa JeficTBAIO PAMKOBO cniopasymenue ¢ M3

YBAKAEMHU INPEJACTABJIABALLY,

Ha ocnoBanue un. 1560, am. 1 u un. 158, an. 1 ot Hapenba 10/17.11.2011 r. na M3. Bu
OTIpaBsAM HACTOSAIIATAa IOKaHa 3a MpejacTaBgHe Ha odepTH 3a [OCTaBKa Ha J0JYOINHCAHUTE
JIEKApCTBEHH NMPOAYKTH, KOUTO MOrar Jia Oh/1aT H3N0I3BaHy 3a JIGYeHHEeTO Ha nauneHTH Ha KnuHuka
110 EHIOKpHHOJIOTHSA 32 IBAHAJIECET MECEYEH NEepPHOJI, KaKTO CJIe/Ba:

Texunvecka cneunduxanus
Ne o1
Cnuebka MexayHapoaHo
AyHapna [Mporuozno
o 4. HenaTeHTHO Mepua
ATC kon JlekapcTBeHa opma H KOJIHYECTBO KoJHyecTBO | 3alesiekKu
266a, an. HAUMEHOBaHHe/ eIHHHLA 31 S EIL
2ot INN
3JNXM
[poruosuorto
18 MOSBX05 Burosumab 10 mg solution for injection - 1 ml OHAKORKA 168 KOJIHHECTRO €
3d OMNaKoBKa OT
| drakon
[pornosnoro
18 MO0SBX05 | Burosumab 20 mg solution for injection - 1 ml onakoska 334 MIRINCEIED %
3a ONaxkoBKa OT
1 dakon
IIporuosnoto
18 MO5BX05 Burosumab 30 mg solution for injection - 1 ml s 502 xonwaecmog
3a ONdKOBKa 0T
1 dnakou
I1
11.25 mg powder and solvent for Mﬁzlrsff::go
126 LOZAE04 Triptorelin prolonged-release suspension for O3aKOBKA 32 . - )
i 3a OIAKOBKA O
injection, )
| duakoH

Odeprure ce mogaar 10 CBAJl no aerckm Ooaectu ,Ilpodp. UBan Mures* EAJ|
€IHHCTBEHO 4Ype3 CHCTeMATA 32 CHIYPHO €J1eKTPOHHO BpbuBane: https://edelivery.egov.bg/ B
cpoxk 10 08.10.2026 r.

OdepruTe, NOJAJAECHH 110 ENEKTPOHEH BT, CJIE/BA Ja ca H3TOTBEHU MPH YCIIOBUATA U pejla Ha
3aKoHa 3a eJIeKTPOHHHS JOKYMEHT H eJIeKTPOHHHUTE yocToBepUTenHH yeayru (BEJIEYY).

He nonmexar Ha pasriexaane odepTH, KOUTO:

- HE OTFOBap}lT Ha H3HCKBAHHUATA HA HACTOALLATA ITOKaHA.

- ¢a MOAA/ICHH CJIe]| ONPEIEIeHHS CPOK;

- MOJ1aJIeHH ca B JIeJ0BOJACTBOTO HA DOJIHHMIIATA HIIM Ha e-MeHJT Ha OoJIHHIaTa.
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OdepTHTe ce M3rOTBAT 110 OT/AENHO 332 BCEKH €IHH JIeKapCTBEH MpPOIYKT, Mo oOpasell
[punoskenue 1 ¥ 3aIBHKATENHO Clie(Ba Jla ChbPIKAT clIeIHaTa HHpOpMaLHs:

1. MexnyHapomHo HenateHTHO HauMeHoBanue (INN) Ha akTMBHOTO BEIIECTBO;

2. TeproBcko HaMMEHOBAaHUE Ha JIEKAPCTBEHHUS MPOIYKT;

3. Bua Ha siekapceTBeHara (opMa i KOJHUECTBOTO Ha aKTHBHOTO BEIIECTBO B J030BA €AMHHIIA;

4. TlpousBoaurel;

5. KonugectBo eHHYHH Opoiiku (TabneTku/ammynu/GpaakoHu/y 1p.) B €1Ha ONAaKOBKa;

6. Cpok Ha BaJIMHOCT HA MpeJcTaBeHara odepra /He Mo-KpaTbK OT TPU Mecewa/.

Jlo omeHka Mo CBINECTBO C€ AONYCKAaT caMO YYacTHHILH, KOMTO OTIOBapsAT Ha CIEJIHHTE
KYMYJIaTHBHO 3aJI0’)KEHH YCJIOBHS:

1. [Tpencrapuny ca BAIHAHO pa3pelIeHHE 3a ThProBHs Ha €IpO C JEKApCTBEHH MPOIAYKTH,
cbriiacHo wi. 195 or 3JIITXM / u BnucBane B peructsbp Ha MAJI Ha paspenienusTa 3a ThproBus Ha
eIpo C JIEKapCTBEHM MPOAYKTH. B 06XBaTa Ha MOCOYEHOTO MO-TrOPe pa3peleHHe 3a ThPrOBHs Ha epo
C JIeKapCTBEHH MPOIYKTH, IMOJYYeHO Mo pena Ha riasa aeseta oT 3JIIIXM cieasa na ca BKIro4eHH
oepupanuTe JIeKapcTBEHH NPOIYKTH.

1.1. Jluuensus 3a THProBUS Ha €IpPO C JIEKAPCTBEHH NPOJAYKTH, ChAbPIKAIIH HAPKOTHYHH
BEIECTBa, H3j1aneHa no peaa Ha wi. 32 ot 3KHBII /B npunoxumute cnyuau/

3abenexcka: Ilpu oghepupane na nexapcmeenu nPOOYKMuU, CLOBPHCAUIU  HAPKOMUYHU
geugecmeq, credea 0a ce npedcmasu u Jluyensus 3a mupeosus Ha eopo ¢ 1eKapcmeeHu nPoOyKmu,
CLOBPACAUYU HAPKOMUYHU Gelyecmad, uzoadeHa no peoa na 4i. 32 om 3KHBII na ywacmuuxa.

2. IIpemnoskeHHAT OT TAX JIGKAPCTBEH MPOJAYKT CHOTBETCTBA HANBIHO Ha TEXHHYECKaTa
cnenupukanus B nokanata (INN, nekapctBena ¢opma, KOHIEHTpalUMs/I03MPOBKa H
NbPBUYHA/BTOPUYHA ONAKOBKA).

B ogeprata ce mocoyra mpoaykTroBa MHGMOpMaLMA/KpaTKa XapakTepPHCTHKA Ha IMPOyKTa
(SmPC).

K®M JaTaTa Ha U3BBPINIBaHE HA JOCTaBKaTa, JOCTABEHUSAT JIEKAPCTBEH MPOJYKT CJIe/IBa J1a € ¢
MHHMMAJIEH CpPOK Ha TroAHocT He no-kparbk or 40 % oT o00sBeHHS OT HPOM3BOAUTENS 3a
JNeKapCTBEHUTE TPOAYKTH WM He no-kparbk oT 20 % oT 0O0sBEHMS OT MNPOH3BOAMTENS 3a
OMONPOAYKTHTE HIH OMOTIONOOHHUTE NPOAYKTH.

B cvorBercTBre ¢ wi. 12 ot Hapenba Nel0/17.11.2011 r. npu nocraBkata Ha Hepa3pelleHH
JIEKapCTBEHH MPOAYKTH THPrOBEIBT Ha €lpo NpeJ0CTaBs Ha anTeKaTra MapTHACH cepTH(HKaT 3a
Ka4yecTBO, ChOTBETHO cepTH(UKAT 32 0cBOOOKIaBaHE HA [TAPTH/1aTa HA JIEKAPCTBEHMS MPOIYKT.

IIpu odepupane Ha JIeKApCTBEHU MPOAYKTH, ChAbPIKAILN HAPKOTHYHH BEILECTBA, CE cra3Bar
H3WCKBAHHMSTA HAa 3aKOHA 3a KOHTPOJI Ha HApKOTHYHHUTE BeliecTBa U npekypcopute (3KHBIT).

3. YyacTHHMKBT, Clie/iBa Jia OTroBaps Ha CAeHUTE MUHUMAIHH H3UCKBAHUS H APYTH YCIOBHS
3a JOMYCTUMOCT:

3.1. Jla cma3Ba crangaptute 3a Jlo6pa auctpudyropeka npakrtuka (JIJU1) u xnagunna sepura
no yi. 197 u un. 207 or 3JIIIXM u ocurypdaBaHe Ha BaJMIAHpaH TEMIIEPATYPEH PEKHUM IPH
Tpancnoptupade (2°C — 8°C 3a TepMonabunnm npoayktu). OOcTodTENCTBATa CE€ OMMCBAT H
JEKIapupar OT y4acTHHKA B CBOOOJEH TEKCT.

3.2. Jla ¥iMa ONUT B JOCTaBKa Ha JCKApCTBEHH MPOAYKTH, BKJIIOYEHH B CIIUCHKA 110 4. 2664,
an. 2 orT 3aKoHa 3a JIEKapCTBEHHMTE MPOAYKTH B XyMaHHaTa MeIMUMHA 1o pejaa Ha Hapenda
Ne10/17.11.2011 r. OB¢rosTencTraTa ce ONUCBAT U ACKIApHPAT OT YYaCTHHKA B CBOOOIEH TEKCT.

3.3, VuacTHUKBT ClieiBa Jia Ipujara cucreMa 3a ynpasieHue Ha kKauectBoto BJIC ISO
9001:2015 ¢ obxBatr mpeaMeTa Ha Bb3JIaraHeTo (MJIM €KBHBAJICHT) — IIPEJCTaBs CE€ 3aBEPEHO KOIHUE
Ha BaJIMJIeH cepTUdUKaT.

3.4. Y4acTHHKBT ClIE/IBA 1a € peali3upal MHHHMalleH 000poT B cdepaTa, monazamia B odxsata
Ha Bb3JIAraHeTOo HE MO-MATBK OT TOCOYEHHS B Tabnuuara no-aoiy.

Munumanes obOpOT 1O CMHCHJIAa Ha TOBA M3MCKBAaHE € CyMa, PaBHA HA 4acTTa OT HETHHUTE
MPUXO/M OT TPOJAKOH HA IEKAPCTBEHH MPOAYKTH, BKIIOUYEHH B CIHCBKA 10 Wi, 266a ot 3JIIIXM,
M34HClleH Ha 0a3za TOJMINHHTE OOOPOTH 3a MOCNEIAHUTE TPHU MPUKIFOYWIN (PHHAHCOBH TOJMHH.
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HHdepMaHHHTa MOJKE Ja OGXBaU_[a H MO-KpaTbK IEPHOIA B 3aBHCUMOCT OT Jarara, Ha KOATO
YYaCTHUKBT € Ch3JaJICH HITH € 3aro4yHall JIEHHOCTTA CH.

Ne ot
Ok 09 Memyuapomlo MHHHMAIHO H3HCKBaHe
4. 266a, an.| ATC kon HeMaTEeHTHO JlekapcrBena gopmMa 1 KOJIHYECTBO
3a peanH3HpaH o0opoT
2or HanMeHoBanue/INN
3JINXM
18 MO5BX05 Burosumab 10 mg solution for injection - 1 ml 1 906 914.80
18 MO5BX05 Burosumab 20 mg solution for injection - 1 ml 7582 256.47
18 MO5BX0S Burosumab 30 mg solution for injection - 1 ml 17 094 120.73
126 LO2ZAEO4 Triptorelin 11.25 mg powder and solvent for prolonged-
release suspension for injection, 35232.53

W3nbIHEHHETO Ha MHHHMMAJIHHTE HM3MCKBaHHUsS Ce J0Ka3Ba OT YYacTHHMKAa CbC CIIpaBKa,
chABpxKaa HHopMmaiins 3a 0bopora B cdepara, onasaama B 00XBaTa Ha Bb3/1araHeTo U FOAUIIHUTE
(PMHAHCOBH OTYETH MJM TEXHH CHCTABHH YacCTH, KOraTto NMyOJMKYBAaHETO MM €€ M3HMCKBA CHIVIACHO
3aKOHOJATE/ICTBOTO Ha [Ibp)KaBaTa, B KOATO YYaCTHHKBT € YCTAHOBEH 3a MOCIIEAHHTE TpH
MPUKIIIOYECHH (UHAHCOBH FOJMHH, B 3aBUCHMOCT OT J[aTaTa, Ha KOATO YYACTHHKBT € Y4peJeH WM €
3aM0YHa] JeMHOCTTA CH (3@ FOPUAMYECKH JIHia) — 3aBepeHo Konue. [1o oTHOLIEHHEe Ha NOKYMEHTHTE
3a JI0Ka3BaHe HA TOBA W3HUCKBaHE € JOMYyCTHMO J0Ka3BaHE ¢ IPYrH JOKYMEHTH NpPH OCHOBATeIHA
MPHYUHA, KaTO CHIIOTO € BATUIHO 33 BCEKH YYACTHHK.

3.5. YyacTHHKBT, CJie/iBa Ja pecTaBy WHGOpMalus 3a MpeJcTaBUTEIHA BIACT, a B CIIy4ai,
ye odepraTa € MOANHCaHa OT YITBJIHOMOIUEHO/H JIMLE/H U 3aBEPEHO KOIHE Ha ITbIHOMOIIHO/H Ha
noanucan/ure odeprara.

OcHOBAHHSA 32 HE3A/Ib/LKUTE/HO OTCTPAaHABAHEe/HeJ0MYCKAHe 10 OLIEHKA M0 ChIIecTBO:
KomucHsaTa M3BBpUIBA [POBEpPKA 32 NPEIXOJHH [OTOBOPH /CKIIIOUEHH Cllell M3MEHEHHWSTa OT
12.01.2024r. B Hapenba Nel10/17.11.2011 r., o6n. B /1B 6p. 4 oT 2024 r./ Ha yuactHuka cbe CBAJl
no aercku donecty . Ilpod. Misan Mutes™ EAJ] 3a 1ocTaBka Ha KOHKPETHHS JIEKAPCTBEH MPOAYKT U
HeJonycKkaHe NMpU HaTH4ie Ha BAHOBHO CUCTEMHO HEU3IIBIIHEHHE MO HAKOH OT Te3H JOTOBOPH.

Ha BTOpH eram, cieq mokaHa or Komucusita (KbM KOSITO e NpPHJIOKeH oOpa3eln HA
npenjiokeHne 3a HinbjaHeHHne no IIpuiokenue 2) eIMHCTBEHO 4pe3 CHCTEMAaTa 3a CHIYPHO
eJIeKTPpOHHO BpbuBaHe: htips:/edeliverv.egov.bg/ oT ponycHATHS YYAaCTHHK ce NpeacTaBH
NONbJHEHO NpeLIOKeHHe 32 M3NbaHeHHe no odpasen I[lpuiokenune 2 1 jokaszarejcreara 3a
o0cTosiTeICTBA, JeK/IAPHPAHH B Hero, B KOETO ce Moco4YBar:

1. Cpox Ha 10cTaBKa OT JaTaTa Ha 3afBKa

CpokbT 3a gocTaBka ce odepupa B yacoBe. MUHUMAIHUAT CPOK € 24 yaca - cpokoBe noj 24
yaca ce MpHpaBHABAT Ha 24 yaca.

2. Cpok 3a peakuus H 3aMsiHA NPH pexkJamanusn/aedext

3abenexka: YYacTHUKBT Clie/iBa Ja OINHIIE M HAyMHA 3a 3aMsiHAa C OrJleJl NMpeleHKa Ha
O00EKTHBHOCTTA HA NPEUIOKEHHETO.

3. Pesyararu oT HHcHeKIHH 3a cboTBeTcTBHE ¢ [/

Jloka3BaHe: 3aBepeHo komue Ha BamuaeH ceptudukar 3a JUIIL wusnanen ot MAJI mmu ot
KOMIIETEHTCH OpraH Ha Jpyra AbpkaBa unenka (nposepuM B EudraGMDP): 6e3 neotcrpanenu
KPUTUYHHM WM CBHIIECTBEHH HECHOTBETCTBHUS OT IIOCJIEIHATA MHCIEKIHS; 0e3 NPUHYAUTETHH
aMUHUACTPATHBHU MEPKH WJIHM BIIE€3JIH B CHJIa CaHKLMH 3a HapymeHus Ha JI/II1 npe3 nocnennure 3
IFOJIHHHU.

4. JlorncTuveH ILIaH 32 HENMPEKBLCBAEMOCT NPH HeNpeABH/eHH 00CTOATEICTBA

Y4YacTHHKBT CllefiBa Ja NPEUIOKH aBapHEH JIOTHCTHYEH MPOTOKOJ ¢ OCHTYPEH pe3epBeH
CKJ1a/1/aTepHAaTHBEH TPAHCIIOPT ¢ KOHTPOJ HAa TeMIleparypaTa Wid ba3oB cTaHAapTeH JTOTUCTHYCH
1J1aH 0e3 pe3epBHH KaHaH.




5. M3nbaHeHH JOTOBOPH 32 J0CTABKA HA JIEKAPCTBEHH NMPOJYKTH, BKIIOYEHH B CMIHCBKA
no 4. 266a, an. 2 or 3akoHa 3a JieKapcTBEHHTE NPOAYKTH B XyMaHHATA Me/IMIIHHA 10 Peia Ha
Hapen6a Ne10/17.11.2011 r.

Y4acTHUKBT CJiejiBa Jia TTOCOYH BCHYKH YCIICIIHO U3ITBJIHEHH JJOTOBOPH/IOPBUKH 3a OOJTHUYHH
JIOCTABKH HA JIEKAPCTBEHH MPOJAYKTH, BKJIKOUYEHHM B CIHCHKA Mo wil. 266a, an. 2 oT 3axkoHa 3a
JIEKapCTBEHUTE NPOAYKTH B XyMaHHaTa MeaullMHa no pena Ha Hapenda Nel(0/17.11.2011 r. 3a
NOCAEIHHUTE 3 TOAUHH.

6. IMomoxkurenHn pedepeHUHH 0T JedyeOHH 3aBeIeHUs

VYacTHHKBT CJIeBa Ja MpeacTaBd pedepeHLHn OT ApYrH JedeOHH 3aBeIeHHs 3a TOYHO W
CPOYHO H3ITbJIHEHHE Ha JIOCTABKA/H HA JIeKapCTBEHU NMPOAYKTH 1o pesia Ha Hapenda Ne10/17.11.2011
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7. Kpainduxkanusa v onHT HA MepcoHaa

Y4acTHUKBT ClIe/IBa J1a TOCOYH HETOB/H CIYXKHTEI/H, mpuTexkasai/v saiuaeH Ceprudukar 3a
o0y4enue no JIJII1 B obnacTra Ha (papMaLuATa HIH €KBHBAIECHT

8. Ilena na odepupanus JekapcreeH npoaykr 6e3 u ¢ /I/1C, nocouena B espo.

3ansamaneTo 3a JekapcTBeHHTe NpoayKTH 3akynyBanu no HAPEJIBA Ne 2 ot 27 mapr
2019 r. me ce H3BLPIIBA MO GAHKOB LT B CPOK OT 5 (MeT) KaJleHAAPHH JHH, c/1eIBAIIH JaTaTa
Ha noay4yasaHe Ha cpeacrBata ot HAIIMOHAJIHATA 3/IPABHOOCHUI'YPUTEJIHA KACA
/H30K/, cbranacuo 3anosen 3a ogodpsaBaHe 3anjiamaHeTo Ha yeayru no 4. 7 ot HAPEJIBA Ne
2 or 27 mapr 2019 r. 32 MeIHIHHCKHTE W APYru yeayru no 4wi. 82, aax. 1a u 3 or 3akona 3a
3IpPaBeTO W 3a pela M YCJOBHATA 32 TAXHOTO 0100psiBaHe, MM0JI3BaHe H 3alJIallaHe, H3/Ia/leHa
HA KOHKPeTeH MalueHT.

Odeprata ¥ NpeIOKEHHETO 32 H3IBJIHEHHE CE€ W3TOTBAT M0 MPUIIOKEHUTE o0pasud Ha
ObJIrapCKH €3HK.

Bcuyky 10KyMEHTH, J10Ka3Balll CHOTBETCTBUETO HAa yUaCTHULMTE ¢ nocTaBeHuTe B [lokanara
M3HUCKBAHM$, C€ MPEeJICTABAT KaTo 3aBePeHH BAPHO C OPUTHHAIA KOTIHA U CJIe/IBa 1a ca U3TOTBEHH NpH
YCIIOBUATA U peJia Ha 3aKOHA 32 eJIEKTPOHHUS IOKYMEHT U €JIEKTPOHHUTE YIOCTOBEPUTETHH YCIYTH
(BEIAEVYY). JlokyMeHTHTE Ha 4y €3HK, CI/IBa J1a Ca NPHJPYHKEHH ¢ NPEBO/1 Ha OBJATapCKH €3MK.

IIpunoxenue:

1. Tlpunoxenue 1: OOpazen Ha odepTa

2. llpunoxenue 2: OOpa3zel Ha NPEATOKEHHE 33 HITBIHEHUE w o
//f’:i Wy

(A
}

J-P TEHOBEBA TAYEBA, JI.M.
H3ITBJIHUTENEH JUPEKTOP HA \j v
CBAJI 110 JETCKH BOJIECTH ,, [IPO®. HBAH M

3anuyeHa uHdopmauma Ha ocHosBaHue Pernament /EC/ 2016/679




Ilpunoscerue 1

O®EPTA

3a 10€TABKA Ha JIEKAPCTBEHH NPOJAYKTH, BKJIIOYeHH B CIHCBKA Mo 4. 266a, aj1. 2 ot 3akoHa
32 JIEKAPCTBEHHTE NPOAYKTH B XyMaHHaTa MeAHLUHHA mo peaa Ha Hapenda Nel10/17.11.2011 r.
Ha MuHHcTepcTBO Ha 3apaBeona3sanero (M3), 32 KouTO HAMA /IelicTBAIO PAMKOBO
cnopazymenue ¢ M3

Ol:

(HaHMeHOBaHHE HA YYACTHUKA)

[IpencrasnsiBano ot /ume u pamunus/ - /nrbKHOCT/

/B cryuan, ve oghepmama e noonucana om ynviHoMougeHo/u wuye/a 06cmosmencmeomo ce
ROCOY6A U Cce NPUIAsa 3a6epeno KOnUe Ha NbIHOMOWHO/U Ha noonuca/ume oepmama/

C ajlpec Ha yIIpaBJIeHHE: TP. yiI. , No
, Tell.: , e-mail:

H aJIpec 3a KOPECMOHAEHIIUS: Ip. yiI. ,Ne | ren.:

EMK: ,

C paspeuieHue 3a TbProBHs Ha €pO C JIEKAPCTBEHH NMPOIYKTH, MOJYYEHO 10 pe/la Ha IjiaBa JeBeTa
ot 3JITTXM ¢ Ne

Pasmialnarenda cMeTka:

IBAN: :

Oanka: |

BIC: ‘

JIHIEe 3a KOHTaKT: =

C aJipec Ha yIpaBJIeHHE: ID. YL . Ne
, TeJL.: (axc: , e-mail:

YBaxkaeMu J1aMu U rocrona,

C Hacrosoro Bu npeacrtaBsaMe HallarTa 0(})epTa 3a IOCTaBKa Ha JIEKaApCTBEHUA IPOAYKT.

Ne or
Cnucbka
Mexnynapoaso [Ipornosno
no 4. JlexapcTBena gopma H MepHa
ATC kon HENaTeHTHO KOJHYecTBO |3a0enexKu
266a, an. KOJIHYECTBO eqHHHLA
3 HaumeHoBauue/INN 3a 12 mecena
3JIMXM

*IlombBa ce CBHIVIACHO NOCOYEHOTO B TEXHHYECKATA cneuH(PHKAUHS 0T MOKAHATA 3a
CHOTBETHHSA JIEKAPCTBEH NPOJAYKT

1. MexayHapoiHo HenaTeHTHO HanMeHoBaHKe (INN) Ha aKTUBHOTO BEILECTBO: ...vvevenenn.....



2. TbproBCcko HAMMEHOBAHHE HA JIEKAPCTBEHHS MPOJYKT: c.ovveniineennnns

3. Bua Ha nexkapctBeHara (¢opMa M KOJMYECTBOTO HAa  AKTUBHOTO  BEIIECTBO
(KOHLIEHTpaIU/I03UPOBKA) B 1030Ba €AMHULA: ........

4. TIpOHBBORATENS s invvs suwns uwss

5. KonuuectBo enuHuyHH Opoiiku (tabneTku/amnyiau/grakoHH/M 1p.) B €IHA OMAaKOBKa:
.................. (IBpBHYHA/BTOPUYHA ONIAKOBKA)

6. Cpok Ha BalNUJAHOCT Ha IPEJICTABEHATA OPEPTA: ...veneneennnnnn. /He 1Mo-KpaTbK OT TpH Mecena/

Hexkmapupam:

1. 3ano3Hax ce ¢ MOKaHaTa 3a Y4acTHE M C IOCOYCHHTE B HEs W3HUCKBAaHUS 3a H3TOTBAHE W
npeAcTaBsHe Ha odepra M 3a U3N'BJIHEHHE HA JOCTABKH Ha IOPENOCOYEHHS JIEKapCTBEH MPOIYKT.
[lonapaneTo Ha HacTosmaTa odepra yA0CTOBEepsBa OE3YCIOBHOTO NPHEMAHE OT Hallla CTPaHa Ha
BCHYKH HU3HCKBAaHHA H 3a1bJKCHHSA, ITOCTABEHH B ITOKAHAaTaA.

2. Umam BB3MOMKHOCT J1a OCUTYps oeprpaHus JeKapcTBEeH NPOAYKT 3a Cpok oT 12 mecerna.

3. ChbrilaceH ¢bM 3aIUIalllaHETO 3a JIEKAPCTBEHUTE NPOAYKTH, 3aKkynyBanu no HAPEJIBA Ne 2 ot 27
mapt 2019 r. 1a ce u3BBpLIN O OAHKOB BT B CPOK OT 5 (MET) KaJeHAAPHHU JHH, CIIE/IBAIIlH JaTaTa
Ha nony4apane Ha cpeiactBara or HALIMOHAJIHATA 3JIPABHOOCUI'YPUTEJIHA KACA
/H30K/, cprnacHo 3anose] 3a 0100psiBaHe 3aruiaadeTo Ha yeayru o wi. 7 ot HAPEJIBA Ne 2 ot
27 mapt 2019 r. 3a MeAMIMHCKUTE U APYTH yoIyrd o wi. 82, an. la u 3 or 3akoHa 3a 31paBeTo U 3a
pela W YCIOBHATa 3a TAXHOTO oJoOpsBaHe, MOJ3BaHE M 3alllallaHe, W3JaJeHa Ha KOHKpEeTeH
MarHueHT.

4. Jlexnapupam, 4ye npu AocTaBkata oepUpaHUAT JIEKapCTBEH NPOAYKT mie € (adbpuyuHO ONaKoBaH,
KaTo ONaKOBKMTE Ca ¢ HeHapylleHa IUIOCT M HalW4YHe Ha HeoOXo/JMMaTta MapKHpOBKa.
[Ipe1oKeHUAT JeKapeTBEH MPOAYKT CHOTBETCTBA HAMBIHO HAa TeXHHYeCKara crieludukanvs B
nokanata (INN, nexapcTBeHa popMa, KOHIIEHTpAIKs/103MPOBKA H ITbPBHYHA/BTOPHYHA ONIAKOBKA),
Karo MnpefocTaBiM cleaHara NpoJAyKTOoBa MHGOpMalMs/ IpUilaraM KpaTka XapaKTepHCTHKa Ha
npoaykta (SmPC): ...................

5. JleknapupaMm, ye KbM JaTaTa Ha JOCTABKaTa, OCTATBYHHAT CPOK HA FOJIHOCT HA JIEKAPCTBEHHTE
MPOJYKTH 1IE € He Mo-Malbk 0T 40 % OT 00ABEHUS OT IPOU3BOIUTENS CPOK HIIH HE NO-KpaThk o1 20
% OoT 00ABEHUS OT NPOU3BOIUTENS 38 OHONIPOAYKTHTE UITH GHONOJOOHUTE IPOJYKTH.

6. JlexnapupaMm, 4ye B choTBeTcTBHE ¢ 4i. 12 ot Hapenda Nel0/17.11.2011 r. npu nocraska Ha
Hepas3pelleHHs JIeKapCTBEH MPOIYKT, IOcO4YeH B odeprara, Wie MpeaoCcTaBs NapTHIACH CepTH(hHUKAT
33 KQ4eCTBO, ChOTBETHO cepTU(HUKAT 3a 0cBOOOK1aBaHe HA MAapTHAATa HA TEKApCTBEHHUS MPOJIYKT.

7. Jlexnapupam, 4e B 00XBara Ha IIOCOYEHOTO MO-rOpe paspelieHHe 3a THPrOBHS HA €Ipo ¢
JIEKapCTBEHU MPOAYKTH, MOJYYEHO MO pejia Ha rasa aerera ot 3JITIXM ¢ Ne ... € BKJIIOYEH
oepupaHus ¢ HACTOSIIOTO MPeTOKEHHE NEKAapCTBEH MPOAYKT. 3a JI0Ka3BaHe Ha JCKIapHpaHHTe
00CTOATENCTRA MPUIIaraM CJIeIHUTE JJOKYMEHTH /H30posiBaT ce/: ................

7.1. Jlexnapupam, 4ye npuTtexaBaM JIMIEH3MS 3a THProBHS Ha €JpO C JIEKAPCTBEHH TPOAYKTH.
ChALPXKALIK HAPKOTHYHH BEIIECTBA, H3aneHa o pezaa Ha 4i1. 32 ot 3KHBII (nocoyra ce camo npu
odepHpaHe Ha JICKAPCTBEHHM NPOJYKTH, ChIbPXAIlM HAPKOTHYHH BEINECTBA). 3a JIOKA3BaHE Ha
JCKJIapHpaHuTe 00CTOSTEICTBA MPUIAraM CIIeIHHTE JOKYMEHTH /H30posiBaT ¢/ ................



8. Jlexnapupam, 4e CbM 3alO3HAT C NPHIOKHMATAa HOPMATHBHA ypeaba M ILie s Cra3BaM IpH
H3ITBJIHEHHETO Ha JOroBOpa.

9. Jleknapupam, 4e cnaspam cranaaptute 3a Jlobpa qucrpubyropeka npaktuxa (JUITT) u x1aaunna
BepHra 1o wi. 197 u wi. 207 ot 3JIIIXM u ocurypsBane Ha BaTHAUPAH TEMIIEPATYPEH PEXUM TIPH
Tpancnoprupate (2°C — 8°C 3a TepMonabUIIHK MPOIYKTH).

(ObcTosTENCTBaTA CE ONMCBAT U AEKIAPUPAT OT YYACTHMKA B CBOOOIEH TEKCT.)

10. Jlexnapupam, ue MMaM OIIUT B JOCTABKA HA JIEKAPCTBEHH MPOAYKTH, BKIIFOYEHH B CITHCHKA 10 YL,

266a, an. 2 oT 3aKoHa 3a JIeKapPCTBEHHTE NMPOIYKTH B XyMaHHATa MEIULMHA MO peja Ha Hapenba
Nel0/17.11.2011 r.

(ObcTosATeCTBATA CE ONUCBAT H ACKIAPUPAT OT Y4AaCTHHKA B CBOOOIEH TEKCT.)

11. Tlpunaram cucrema 3a ynpasienue Ha kadecteoto bJIC ISO 9001:2015 ¢ o6xBaT npeaMera Ha
BB3/1araHeTO (MJIH €KBUBAJICHT) — MPEJICTAaBA CE 3aBEPEHO KOIME Ha BAIH/EH cepTH(HKAT.

12. Jlexnapupam, ye OTroBapsM Ha MMHHMATHHTE H3HCKBAHMS 32 PEalM3upaH 060pOT B chepara,
nonajaia B 00XBaTa Ha Bb3J1araHeTo (IPHXOIHU OT POJaKOH Ha JIEKapCTBEHH MIPOLYKTH, BKIIIOUCHHU
B CTIHCBKA 110 41 266a ot 3JITIXM).

3atenesxcka: Hznvanenueno na Munumannume u3uUCKeanus ce 00KA36a om Y4acmuuka coe cnpaska,
cvovpacawa undopmayus 3a obopoma 6 cghepama, nonadawa 6 06x6ama HA 6bINALAHENO U
200UMHUME (DUHANCO6U OMYemu unu MeXHU CbCMAGHU YACmU, Ko2amo NYGAUKYEANEMO UM ce
UUCKEA CH2NACHO 3AKOHOOAMEICMBOMO HA ObDICABAMA, 6 KOAMO Y4ACTIHUKDM € YCMAHOGEH 3d
nocieonume mpu NPUKIOYEHU (OUHAHCOBU 200UMU, 6 3ABUCUMOCTI OM Oamamada, HAd KOAMO
yuacmuukom e yupeoen unu e 3anounai OelHoCmma cu (3a puouyecku iuya) — 3asepeno konue. 11o
omHowenue Ha OOKyMeHmume 3a 0OKA36ane Ha MO6A USUCKEAHE e DONYCMUMO OOKa38ane ¢ Opy2u
OOKYMeHMU nPU OCHO6AMENHA NPULUHA, KAMO CHUJOMO € 6ATUOHO 3d 6CEKU YUACHTHUK,

13. Tlpencrapsam cieHata HHGOPMALIHSA 32 TTPEICTABHTEIHA BIIACT: ©vvvvvessesees e
(B cayyaii, 4e oepTaTa € NONUCAHA OT YIIBIHOMOIUEHO/H JMIUE/H Ce TIPECTABS 3aBEPEHO KOTHE Ha
N'bJIHOMOLIHO/M Ha MoAnucai/ute odeprara)

14. 3a nokasBane Ha nexnapupanute B T. 9, 10, 11, 12 u 13 o6cTOATENCTBA TPHIIAraM CIIEIHHTE
JOKYMEHTH /M30posiBart ce/:

['apanTipamMe, 4e cMe B CCTOSHHE J1a H3IIBIHHM Ka4eCTBEHO MOPBYKATA B IIBJIHO CHOTBETCTBHE C
ropeonucanara odepra.

Hara: ............. EnextpoHeH noanuc: .............



Ilpunosxcenue 2

INPEJJIOKEHHE 3A U3ITbJIHEHHUE

HAa /10CTABKA HA JIEKAPCTBeHH NMPOAYKTH, BK/II0OUYEeHH B CIIHCHKA Mo 41. 266a, an. 2 or 3akoHa
3a JIeKapCTBEHHTE NPOJYKTH B XyMaHHaTa MeIMIHHA no peaa Ha Hapexda Nel0/17.11.2011 r.
Ha MunucTepcTBO Ha 3apaBeonazBaHeTo (M3), 3a KOHTO HAMA 1eiiCTBAINO PAMKOBO
crnopasymenne ¢ M3

OT:

(HauMeHOBaHHE HA YYaCTHHKA)
3a JexkapcTBeHHS NPOAYKT:
1. MexayHapoHo HenateHTHO HauMeHoBaHKHe (INN) Ha aKTHBHOTO BEILECTBO: .....vvvuvenn.....
2. Teproecko HaHMEHOBaHHE Ha JIEKAPCTBEHHS TPOAYKT: «ovovvernrenenn...

3. Bua wHa nekapcTBeHara (opMa W KOJMYECTBOTO HAa  AKTHBHOTO  BENIECTBO
(KOHULEHTpaIUs/I03HPOBKA) B 1030Ba EAHHHIIA: ........

4. TIPOMIBONITON: o vvavomssansmonin

5. KomuyectBo enuHuuHM Opoiiku (TabneTku/amnynin/¢drakoHW/v  Jip.) B elHa OINAKOBKA:
.................. (I"bpBHYHA/BTOPHYHA OMAKOBKa)

C nactosmoto BH npeicraBsiMe HalIeTo MpeUTOKEHHE 3a M3ITBIHEHHE 3a JOCTaBKa Ha
NeKapCTBEHHS IPOYKT:

1. Cpok Ha 10CTaBKa OT 1aTATA HA 3AABKAS ............

3abenexncrka: Cpokvm 3a docmaska ce ogepupa 6 uacose. Munumainusm cpox e 24 uaca -
cpokoee noo 24 yaca ce npupasuaeam na 24 waca.

2. Cpoxk 3a peakuus H 3aMsiHA NIPH PEKJIAMANHA/MEPEKT: .evuerennnnn..

3abenedcka: Yuacmuukvm ciedsa 0a onuule U HAYUHA 3A 3aMAHA C 021e) NPeyeHKa Ha
00EKMUBHOCMMA HA NPEONONCEHUCTNO.

3. Pesyaratu ot nHcnekuuu 3a cborBercrere ¢ JJII: ...ovvveenennnnen.

3abenexcka: 3a doxaseane cledsa 0a ce NPUIONCU 3A6EPEHO KORUE HA 6ANUOeH cepmuduram
sa JUII, usoaden om HAJI unu om komnemenmen opean na 0py2a Ovpocasa uieHka (nposepum 6
EudraGMDP).

Yuacmuuxvm cnedsa 0a e 6e3 neomempanenu kpumuunu uiu Couyecmeeny Hecbomeememeus
om nocieonama uncnekyus u b6es npuHyOuUmenHu aOMUHUCMPAMUGHY MePKU Uiy 613U 6 CUld
cankyuy 3a Hapywenus na /{11 npes nocireonume 3 200unu.

4. JlorucTHYeH IJIaH 32 HENPEKbCBAEMOCT NPH HENpPEABHICHH 00CTOATEICTBA: .........

3abenedcka: Yuacmuuxvm c1edeéa 0a npeoioxcu asapuen 102UCmuden RPOmoKo ¢ 0CUyper
pesepeen  ckaad/anmepHamueen Mpancnopm ¢ KOHMpon na  memnepamypama uiu  bazoe
cmandapmen 102ucmuden nian 6e3 pesepeHu Kanaiu,

5. MU3nbJHeHH JOroBOPH 33 /I0CTaBKA HA JIEKAPCTBEHH NPOAYKTH, BKJIIOYEHH B CIIHCHKA

no 4wi. 266a, aji. 2 oT 3aK0HA 32 JIEKAPCTBEHHTE NPOAYKTH B XyMAHHATA Me/IHLIHHA 110 peJa Ha
Hapenba Ne10/17.11.2011 r.



3abenescka: Yuacmnukvm credeéa 0a nOCOYU CUYKU YCHEUWHO UINBIAHEHU 002080PU/NOPBYKU
30 DOMUYHU OOCMABKU HA JeKapcmeenu NPoOYKmu, 6KI04YeHY 6 cnucvka no wi. 266a, ar. 2 om
3uxona 3a nexapcmeenume HNPOOYKmMu 6 XyMAawHama meouyuna no peda na Hapeoba
Nel0/17.11.2011 2. 3a nocneonume 3 200uHu.

6. IlonoxkureiHn pedepeHIIHH OT TeUeOHH 3aBETEHHA: «ovvrvrrenrnnenns

3abenesicka: Yuacmuukvm creoea oa npedcmasu pegepenyuu om opyeu redednu 3age0eHus
3a MOYHO U CPOYHO UBNBAHEHUE HA OOCMABKW/ U HA nekapemeenu npodykmuy no peoa na Hapeoba
Nel0/17.11.2011 .

7. KpaJaupurkauusi H OMHT HA MEPCOHAIAS «ovvierniriennenn.

abenexncka: Yuacmuuxvm ciedsa 0a nocovu He206/u caydlcumen/u, npumeddcasawy/u eanruden

Cepmughuxam 3a obyuenue no I 6 obracmma na hapmayusama uiu exeusaieHm

8.1. EquHuyHAaTA 11eHa 32 OMAKOBKA .......c...... (CIOBOM: v, ) eBpo 6e3 J1JIC.
8.2. EnvHuYHATA [1€HA 32 ONAKOBKA ............... [(2) {6):70.7 (T ) eBpo ¢ JIJIC.

le/l Taka NpeaosKEeHHUTE OT Hac YCJIOBH:A, B o@epupaHaTa Hc¢Ha CMC BKITHOYHIIH BCHYKH
pa3xoJH, CBBP3aHH ¢ KAYECTBCHOTO H3IBJIHEHHE HA MOPBYKATa B OITHCaHKusA BUI H 0o0OXxBar.

i1y R ENeKRIPOHEH TIQATINC, .oossrssivss

WMsrorsun:



