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THPTOBIIUTE HA EJIPO C JIEKAPCTBEHHU ITPOIYKTH,
MPUTEKABAIIHN PASPELIEHHUE 3A THPTOBHS HA EJIPO,
[TOJIYYEHO 10 PEJIA HA I'TABA JEBETA OT 3JIITXM

IIOKAHA

3a nmpegocTaBsiHe HA o¢epPTH 3a I0CTABKA Ha Hepa3penieHu 3a ynorpeda B Penmy0iuka buarapus
JIeKapCTBeHHU MPOAYKTH U/ MU JIeKaAPpCTBEHH MPOAYKTH OT CMHMCHbKA Mo 4i. 266a, a1.2 ot 3JIIIXM, 3a kouto
HSIMa JIeiiCTBAI0 PAMKOBO criopasymMeHue ¢ MMHHCTEPCTBO HA 3paBeona3BaHeTo

YBAKAEMMU NNPEACTABJIABAIIIN,

B m3nennenue pasnopendure Ha wi.1560 u w158, an.1 ot Hapen6a Ne 10 ot 17.11.2011r. 3a ycnoBusita u
pena 3a JeuyeHHe C HepaspelleHH 3a ymnoTpeOa B PemyOnuka bearapust jgekapcTBeHH NPOLYKTH, JEKapCTBEHH
NPOAYKTH, TpWIaraHd W3BBbH YCIOBUSATa Ha pa3pelIeHHETO 3a ymoTpeba W JIEKapCTBEHW INPOIYKTH 3a
ChCTpajaTesHa ynorpeda, KakTo U 3a yCIOBHUSTA U pela 3a BKIIOYBAHE, IPOMEHH, M3KIIOYBAaHE M JIOCTaBKa Ha
JIEKAPCTBEHU MPOMYKTHU OT CIHMChKA N0 wi.266a, an.2 oT 3akoHa 3a JEKapCTBEHUTE MNPOAYKTH B XyMaHHaTa
meanmmHa (Hapemba Ne 10), ormpaBsim kbM Bac HacTrosimaTa mokaHa 3a mpeaocTaBsine Ha odepTtu 3a
J0CTAaBKa Ha JOJYONHCAHUTEe Hepa3peumieHu 3a ynorpeda B Penybimnka bbarapus jgekapcTBeHM NMPOIYKTH
H/WJIH JIEKAPCTBEHH MPOAYKTH OT CHUCHKA Mo 41.266a, a1.2 ot 3JIIIXM, KouTo MOrar Aa 0baaT U3M0JI3BaAHH
3a JJe4eHHeTO HA MALMEHTH Ha J1e4eOHOTO 3aBe/leHue:

Mexaynapoano HenatentHo HauMeHoBanue (INN) wa | Buag Ha jexapcrBeHara ¢opMa M KOJHYECTBOTO Ha
AKTHBHOTO BeElECTBO, AKTHBHOTO BCIICCTBO B 1030Ba ¢IMHUIA
Aztreonam 1 g, powder and solvent for injection for I.M./1.V. use only
Birch bark extract 23.4 g, gel in tubes

Bleomycin 15 mg, powder for inj., vial

Dacarbazine 200 mg, powder for sol. for inf./ inj., vial

Dantrolene 20 mg, powder for sol. for inj., vial

Dantrolene 120 mg, powder for sol. for inj., vial

Human normal immunoglobulin 10% - 50 ml, vial

Idebenone 150 mg, film-tabl.

Interferon gamma 1b 2 x 106 Ul (0,1 mg) sol.for inj.

Phytomenadione 10 mg/ml — 1 ml, sol. for inj.

Secukinumab 75 mg/0.5 ml, sol. for inj. in pre-filled syringe
Vincristine 1 mg/ml —1 ml, sol. for inj.

Technetium (99mTc) sestamibi 1 mg, vial

Technetium (99mTc) - albumin macroaggregates 2 mg, vial

Technetium (99mTc) - dimercaptosuccinic acid 1 mg, lyophilized, vial

Technetium (99mTc) — diethylenetriaminepentaacetate 13.25 mg, lyophilized, vial

monohydrate

Technetium (99mT¢c) - methylene diphosphonate 5 mg, lyophilized, vial

Technetium (99mTc) nanocolloidal human serum 0.5 mg, powder for sol. for inj., vial

albumin

Technetium (99mTc) - ethylene-dicysteine 2 mg, lyophilized, vial

Technetium (99mTc) butedronate tetrasodium 13 mg, lyophilized, vial

Perfluorobutane 8 microlitre/ml, powder for solution for injection
Olipudase alfa 20mg, powder for concentrate for solution for infusion
Sodium chloride Solution for infusion 20% 10 ml

Etomidate 2 mg/ml -10 ml, emulsion for injection

Fentanyl 50 micrograms/ml solution for injection - 2 ml




Fentanyl 50 micrograms/ml solution for injection - 10 ml

Daunorubicin 20 mg, powder for injection

Dupilumab 300 mg (150 mg/ml - 2 ml), sol. for inj. x 2 pre-filled pen
with safety system

Fosfomycin 4 g, powder for sol. for inj., L.V.

Immunoglobuline, normal human for extravascular
adm.

5 g/ 50 ml (100 mg/ ml)

Fluorescein sodium

10% sol. for inj. 500 mg/5 ml

Eteplirsen

50 mg/ml — 2 ml, injection for I.V. infusion

Eteplirsen

50 mg/ml — 10 ml, injection for 1.V. infusion

Lanadelumab

150 mg/ml - 1 ml, solution for injection, pre-filled syringe

Mixture of polymerized allergen extracts -
Dermatophagoides pteronyssinus 50%,
Dermatophagoides farinae 50%

Single concentration: 10,000 TU/ml., vial. Vol. 2.5 ml, Red
label.

Polymerized allergen extract - Dog dander 100 %

Single concentration: 10,000 TU/ml., vial.
Vol 2.5 ml, Red label.

Polymerized allergen extract Cat dander

100 % for infusion, 10,000 TU/ml. O6eMm 2,5 ml

Mixture of polymerized allergen extracts

Holcus lanatus, Dactylis glomerata, Lolium perenne,
Phleum pratense, Poa pratensis, Festuca pratensis 100% for
infusion, 10,000 TU/ml. O6em 2,5 ml

Mixture of polymerized allergen extracts

Betula verrucosa 50%, Phleum Pratense 50% for infusion,
10,000 TU/ml. O6em 2,5 ml

Polymerized allergen extract

Artemisia vulgaris 100 % for infusion, 10,000 TU/ml. Vol.
2,5 ml

Polymerized allergen extract

Alternaria alternata 100 % for infusion, 10,000 TU/ml.
O6em 2,5 ml

Polymerized allergen extract

Ambrosia elatior 100 % for infusion, 10,000 TU/ml. OGem
2,5 ml, +C5:D20100%

Mixture of polymerized allergen extracts

Phleum pratense 50%, Artemisia vulgaris 50%, for infusion,
10,000 TU/ml. O6em 2,5 ml

Mixture of polymerized allergen extracts

Betula verrucosa 34%, Alnus glutinosa 33%, Corylus
avellana 33 % for infusion, 10,000 TU/ml. O6em 2,5 ml

Methacholine

1% powder and diluent/control buffer

Methacholine

6.4% powder and diluent/control buffer

Lumacaftor, Ivacaftor

75 mg / 94 mg, granules x 56 sachet

Omaveloxolone

50 mg, hard capsules

Golodirsen 50 mg/ml — 2 ml, vial injection for 1.V. infusion
Burosumab 30 mg/ml - 1 ml, solution for injection
Burosumab 20 mg/ml - 1 ml, solution for injection
Vamorolone 40 mg/ml oral suspension 100 ml

Rocuronium Bromide 10 mg/ml — 5 ml, sol. for inj./inf.

Gemcitabine 100 mg/ml concentrate

for solution for infusion

Lutetium (177Lu) chloride

40GBg/ml radiopharmaceutical precursor, solution — 2 ml

Lutetium (177Lu) chloride

40 GBg/ml radiopharmaceutical precursor, solution — 10 ml

Naloxone

0,4 mg/ml solution for injection/infusion - 1 ml ampule

Tobramycin

80 mg/2ml solution for injection, vial

Clarithromycin

500 mg, powder for solution for infusion, vial

Human normal immunoglobulin

1g/10ml (10%), vial

Human normal immunoglobulin

2.59/25ml, vial

Mannitol 15%, solution for infusion 500ml
Water for injections solvent for parenteral use, 500 ml bottle
Cenegermin 20 pg/ml-1 ml, Eye drops, solution

Ademetionine

400 mg/5ml, powder and solvent for solution for injection

Indocyanine green

25 mg, powder for solution for injection, vial

Aztreonam / Avibactam

1.5g/0.5 g, powder for concentrate for solution for infusion

Thalidomide

50 mg, hard capsules

Thalidomide

100 mg, coated tablets

Bakrtepunogar Pseudomonas aeruginosa

100 ml, crepuien npeuncteH QuiaTpar OT OaKTEpPHAIHH
(aronusaTu ¢ akTMBHOCT 1o Anesiman 107

Tobramycin sulphate

80 mg — 2 ml, solution for injection for .M. / .V. use

Amphotericin B

50 mg, emulsion for injection for 1.V. infusion, liposomal

Anakinra

100 mg/0.67 ml, solution for injection in pre - filled syringe




Ataluren 125 mg, granules for oral suspension

Ataluren 250 mg, granules for oral suspension

Casimersen 50 mg/ml — 2 ml, injection for I.V. infusion

Tretinoin 10 mg, soft capsules

Epirubicin 2 mg/ml — 25 ml, concentrate for solution for injection /
infusion

Epirubicin 2 mg/ml — 50 ml, solution for infusion

Doxorubicin 2 mg/ml — 25 ml, concentrate for solution for infusion

Beremagene geperpavec 5x%109 PFU/mI suspension and
gel for gel

Labetalol hydrochloride 5 mg/ml — 20 ml, solution for injection

Flumazenil 0.1 mg/ml — 5 ml, solution for injection

Vasopressin 20 Ul/ml — 1 ml, solution for injection

Naloxone hydrochloride 0.4 mg/ml — 1 ml, solution for injection

Milrinone lactate 1 mg/ml — 10 ml, solution for injection

Sodium nitroprusside 50 mg, lyophilized powder for solution for injection

Givinostat 8.86 mg/ml — 140 ml, Oral suspension

Letermovir 240 mg, film-coated tablet

Ganciclovir 500 mg, powder for concentrate for solution for infusion

[IpenocraBenute ot Bama crpana odeptu MoraT ga ObIaT W3MpallaHw/ JeNO3WpaHd Ha aapeca Ha
71e4e0HOTO 3aBeICHUE W/WIIH 110 €JIEKTPOHEH IThT, IPU YCJIOBHATA U MO peaa Ha 3aKoHA 3a €IeKTPOHHUS JOKYMEHT
1 eJICKTPOHHUS MOJIIIC Ha CIeIHMS eeKTpOHeH aapec: umbal.alexandrovska@gmail.com.

OdepTuTe 321BLKMTENTHO CJ1€BA 1a ChABPIKAT cjiegHaTa nHopmanus:

. MexxmyrapoaHo HenatreHTHO HanMeHoBaHue (INN) Ha akTHBHOTO BelecTBo;

. TproBcko HaMMEHOBaHUE Ha JEKAPCTBEHUS IPOIYKT;

. Buza Ha nexapctBenata hopmMa U KOJTMUECTBOTO Ha aKTHBHOTO BEIIECTBO B 1030Ba €IMHHMIIA;
. [IpousBoaure;

. KonmmuecTBo B e1HA OITAaKOBKa,

. Llena Ha jekapcTBEHUsI IPOAYKT;

. Cpoxk 3a 10CTaBKa;

. Cpok Ha BalMIHOCT Ha MpeIocTaBeHarTa eHoBa odepra.

CONOOT DA WDN B

OdepTuTe, MOJAEHN MO HACTOSINIATA TOKAHA, HE3aBHCHMMO OT HAYHHA HA ToOAaBaHeTo UM (1O
eJIEKTPOHEH MbT UJIU HAa XapTus), e 0bAAT 3aBeKAAHU B 1€J0BOTHATA CHCTEMA HA JIe4eOHOTO 3aBeleHUe U
me 0bAAT B3eMaHHM MPeABU] NMPH BCAKA MPOBEXKIAINA ce B JieueOHOTO 3aBeJeHHe MPOoIeaypa mo u3oop Ha
JOCTABYMK, 32 KOSITO 1le ObAAT MyOJUKYBAHN M HHANBUIYAJTHH MOKAHM.

OdepTi, KOUTO He OTTOBApAT HAa H3MCKBAHUATA HA HACTOMIIATA MOKAHA WJIH €a € H3TeKJA
BAJIMJIHOCT, He TMOMJIeKAT Ha pasriexnane. Ha pasriexaaHe B chOTBeTHHTE NpoUeAypd 3a u300p Ha
JIOCTABYMK 32 KOHKPETEH JIEKAPCTBEH MPOAYKT Il MOAJeKAT eAUHCTBEHO oepTHTE, KOUTO €A MOJAATEHH 10
KpaiiHUsI CPOK HAa CHOTBETHATA WHAUBHIYAJHA MOKAHA, OTrOBapiAT HA M3HCKBAHHMATA HA HACTOSIIATA
nokaHa u ca BaguaHu. [Ipu nonagena noseye OT eqHa BaauaHa o¢epTa OT eUH U ChII THProBell HA PO 3a
eIUH U CBII JIEKAPCTBEH MNPOAYKT, 3a KpaiilHa M OKOH4YaTeJlHA, IIe ObAe B3eTa MpeIBHI MOCTIETHO
noaafeHata oepra M eIMHCTBEHO THA Ie 0bJe BKJIKYBAHA B MPOBEIEHUTE MPOLEIYPH MO H300p HAa
JOCTAaBYHK.

OdepTuTe 32 KOHKpPETEH JIEKAPCTBEH MPOAYKT, MOAAEHH CJie[l M3THYAHE HA KPailHUS CPOK, MOCOYEeH B
HHIMBHUAYATHATA MOKAHA 32 CHINHUA JEeKAPCTBEH MPOAYKT, Ile ObIAT B3€TH NMPEABUA NPH WHUIHHPAHE HA
cjieBala Mpoleaypa 3a n300p Ha T0CTABYHUK, B CJIy4ail ye Bce OLle ca BAIUIHU.

C un30paHusl AOCTAaBYMK Ce CKJIIOYBA CHOpa3yMeHHe 3a [J0CTaBKa, KOeTO Ie INOpoaH JeilcTBHe
€IMHCTBEHO NPH HAJMYHe Ha cbIylacyBaHe Ha mpotokoJa or MAJI u/mnu nznagena or H3OK 3amoBen 3a
(uHaHcupaHe Ha JekapcTBeHHs MPOAYKT. B crmopasymeHHMeTo ce MOCOYBAT M3UCKBAHMATA 32 OCTAThYeH
CPOK HA TOJHOCT, CPOK 3a IIAllaHe M APYIM YCJIOBHSA, KacaellM 3aIlIalllaHeTO M J0CTABKATa, B T. 4.
3albJLKEHHETO 32 TPeAOCTABSHE HA NMAPTHAECH CcepTH(HKAT 3a KavecTBO, CbOTBETHO CepTH(HMKAT 3a
0CBO0OKIaBaHE HA MAPTUAATA Ha JEeKAPCTBEHUS POAYKT.


mailto:alexandrovska.hp@gmail.com

MPO®. JI-P ATAHAC HOHKOB, IM
Wsnenanurenen qupexktop Ha YMBAJL ,,Anexcannposcka” EA/JL



