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OTHOCHO: wm3x. Ne 637 or 21.052012r. na Hanmonamso capyxeHue Ha
o0monpakTuKyBamuTe Jiekapu B bearapus; Ham BX.Ne 15-02-35 ot 29.05.2012r.

YBAKAEMM JI-P KUPOB,

BbB Bpp3ka ¢ Bamre mucMo OTHOCHO MpoOjeMu ¢ Ha3HayaBaHETO, INPEANKCBAHETO H
OTIYCKaHETO Ha JICKAPCTBCHH NPOAYKTH, 3a KouTo HammoHnanHa 3apaBHOOCHTYpHTENIHA Kaca
MI03BOJISIBA HapyllaBaHe Ha BTOPHYHATA ONMAKOBKAa U IMpPEANNMCBaHETO UM Ha Omucrepu u Opoi
amnynu, Bu yBemomsiBame:

C nmucmo Ham u3x.Ne 20-00-137 ot 25.11.2011r. pafioHHHTE 3ApaBHOOCHIYPHUTEIIHH KacH ca
MOJTYYIIIA yKa3aHUE 3a JeIMMUTE OTIaKOBKHU.

OtroBo m3mpamame a0 P30K komme Ha mucmo Ham u3x.Ne 20-00-137 ot 25.11.2011r. c
HOMEHKJIaTypaTa Ha JeIMMHTE JIeKapCTBEHH NPOAYKTH. B anTeunms coTyep chIIuTe ca
aKTUBUPAHU KaTO JIEJTHMMH OIaKOBKH.

P30K cnenBa na yBemomute moroBopHuTe maptHropu Ha H30K — UMII u anteku, ckimrouumm
noroBop ¢ P30K 3a HoMeHKIaTypaTa Ha IeTUMUTE JIEKapCTBEHH IIPOIYKTH.

[Ipunoxxeno Bu mnpenocraBsMe Komue Ha IUTHPAHOTO IIO-rope II
HU3IBJIHCHHE.




- HAHMOHAJIHA 3/IPABHOOCHI'YPHUTEJIHA KACA

Codun 1407, ya. “Kpuuum® No 1

www.nhif.bg

wsx Mz 2o- 00-15 ?/Z&' 1 2011,

OTHOCHQO: JlenuMH 1€KapcTBCHH NPOAYKTH

YBAXKAEMHU I'-H / T-/ KO TUPEKTOP,

bi (¢}

mea: 9659109

I-H/T-KA TUPEKTOP

HA P30K

BuB BPE3KA ¢ TOYHOTO AO3HpaHE IpH NpeAnHcBane H OTIHYCKAHC Ha JCKapCTBCHH NPOJAYKTH B anMyJaHa

t]mpma, reda [;)G]TMR H JICKApCTBEHH TIPOJAYKTH 34 HOUIbPiKALlo JICHCHHUE HA TPAHCINIAHTHPAHH [A1IMCHTH B

Tabierna gopma cwinurte ce aeduHHUpaT Kato .Jeaumi H ca Bmodend B [lpuiaoxenune 1 na ITJIC, kakro

clacapa;
MexayHapogHo Nexapcre |  KonudecTso Ha
HENATENTHO Kon TBLProBCKO HAMMEHOBaHNe eHa neKkapcTBeHoTo OnakoB
ATC HaWMeHoBaHue H30K Ha NeKapcTBEeHUAT NPOAYKT thopma BelecTso Ka
A10ADO1 Insulin human AF063 Mixtard 30 Penfil susp.inj 11001U/mi-3 mi x5
Human biosynthetic
A10AC insulin monocomponent AF075 Insulatard Penfil susp. inj 100 WW/mi - 3 ml x5
A10ABO1 Insulin human AF078 Actrapid Penfil susp.inj | 100 IU/mi-3 mi x5
Novorapid Penfill (Novorapid

A10ABO5 Insulin aspart AF186 Flexpen) sol. inj. 100 {U/mi -3 mi x5
A11CC04 | Calcitriol AF248 Rocaltrol caps. 0.25 meg x 100
A10ABO1 insulin human AF295 Insuman Rapid for Optipen sol. inj. 100 Wimi - 3 mi x5
A10ACO1 tnsulin human AF296 insuman Basal for Optipen susp.inj | 100 lU/ml - 3 mi x5
A10ADOA Insulin human AF297 Insuman Comb 25 for Optipen : susp. inj 100 {U/mi- 3 mi x5
A10ABO1 Insulin human AF298 insuman Rapid for OptiSet sol. inj. 100 1U/mi -3 ml x5
A10ACO1 Insulin human AF299 Insuman Basal for OptiSet susp.inj {100 IU/imi -3 ml x5
A10ADO1 insulin human AF300 insuman Comb 25 for OptiSet | susp. inj 100 1U/mi - 3ml x5
A10ABO1 insulin human AF301 Humulin R sol. inj. 100 IU/imi -3 ml x5
A10ACOY Insulin human AF302 Humulin N susp. inj 100 IW/ml -3 mi x5
A10ADO1 Insulin human AF303 Humulin M3 (30/70) susp. inj 100 1Uimi -3 mi x5
A10ABO4 Insulin Lispro AF304 Humalog sol. inj. 100 WU/imi-3 mi x5
A10AD04 | Insulin Lispro AF305 Humalog Mix 25 susp.inj 1100 iU/mi-3 mi x5
A10ADO4 Insulin Lispro AF306 Humalog Mix 50 susp. inj 100 {U/mi -3 mi x5
A10AEQS Insulin detemir AF308 Levemir sol. inj. 100 1U/ml - 3 mi x5




A10AB0S INSULIN GLULISINE AF338 Apidra Solostar sol. inj. 300 x5
A10AEO4 Insulin glargine AF340 Lantus Solostar sol. inj. 300 x5
A10ADOS Insulin aspart AF361 NovoMix 30 Penfill $Usp. inj 100 1U/mi - 3 ml x5
A10ABO4 Insulin Lispro AF370 Humalog KwikPen sol. inj. 300 iU x5
A10ADO4 Insulin Lispro AF371 Humalog Mix 50 KwikPen susp.inj 1 3001U x5
A10AD04 Insulin Lispro AF372 Humalog Mix 25 KwikPen susp.inj 13001U x5
powd. and
solv. for
A10BX04 EXENATIDE AF423 BYDUREON susp. inj. | 2mg/dose - 4 doses x4
sol inj
prefilled
A10BX07 LIRAGLUTIDE AF424 Victoza pen 8mg/mi - 3ml, x3
Erythropoietine /human
BO3XA01 recombinant BF116 Eprex sol. inj. 10001U-05mi X
Erythropoietine /human
BO3XA01 recombinant BF117 Eprex sol. inj. 20001U-05mi x 68
Erythropoietine /human
BO3XAQ1 recombinant BF118 Eprex sol. inj. 30001U-03mi x8
Erythropoietine /human
BO3XA01 recombinant BF119 Eprex sol. inj. 40001U-04ml X6
BO3ACO2 Saccarated iron oxid BF132 Venofer sol. inj. 20 mg/mi - 5ml x5
sol inj
Erythropoietine /human prefilled
BO3XA01 recombinant BF145 NeoRecormon syringe 2000U-03ml X6
sol inj
Erythropoietine /human prefilled
BO3XA01 recombinant BF 146 NeoRecormon syringe 30001U-0.3ml X6
sol inj
Erythropoietine /human prefilled
BO3XA01 recombinant BF147 NecRecormon syringe 40001U-03mi X6
solinj
Erythropoietine /human prefilled
BO3XA01 recombinant BF148 NeoRecormon syringe 5000U-03ml x6
sol inj
Erythropoietine /human prefilled
BO3XA01 recombinant BF 149 NeoRecormon syringe 65000JU-0.3mi X6
sol inj
Erythropoietine /human prefilled
BO3XAO01 recombinant BF150 NeoRecormon syringe 10000 1U-06 mi x6
sol inj
prefiled
BO1ABO4 Dalteparin BF153 FRAGMIN syringe 7500 1U/0.3mi X2
‘sol inj
prefilled
BO1ABO4 Dalteparin BF154 FRAGMIN syringe 10000 1U/0.4mi X2
sol inj
prefilled
BO1ABO4 Dalteparin BF155 FRAGMIN syringe 12500 1U/0.5ml x2
sol inj
prefilled
BO1AB04 Dalteparin BF156 FRAGMIN syringe 15000 1U/0.6mi X2
sol inj
prefilled
BO1AB0O4 Dalteparin BF157 FRAGMIN syringe 25000 1Uimi - 4mi X2
sol inj \
FONDAPARINUX prefilled
BO1AX05 SODIUM BF162 Arixtra syringe 2.5mg x 10
sol inj
FONDAPARINUX prefilled
BO1AX05 SODIUM BF163 Arixtra syringe 7.5mg x 10
sol inj
prefilled
BO1ABO4 Dalteparin BF172 FRAGMIN syringe 25001U/0,2 mi x 10
sol inj
- prefilled
BO1AB0O4 | Dalteparin BF173 FRAGMIN syringe 5 000 1U/0.2 ml x 10
BO1AB0O4 Dalteparin BF174 FRAGMIN sol. forinf 1 100001U - 1 mi x 10
sol inj
prefilled
BO1ABO4 Dalteparin BF175 FRAGMIN syringe 18 000 1U/0.72 mi x2




sol inj

prefilled
BO1ABOS Enoxaparin BF176 Clexane syringe 60 mg-0.6 mi x2
sol inj
prefilled
B0O1ABO5 Enoxaparin BF177 Clexane syringe 80mg-0.8 ml x 2
sol inj
prefilied
BO1ABOS Enoxaparin BF178 Clexane syringe 100 mg/mi - 0.4 mi x 10
, nabuliser
BO1AC11 ILOPROST BF217 Ventavis solution 0.02 x 30
CO3CAD1 Furosemide CF609 Furoser sol. inj. 20 mg x 10
GO3HAD1 CYPROTERONE GF118 Androcur depot sol. inj. 300 mg x3
HO2ABO1 Betamethasone HF003 Flosteron susp.inj |7 mg/mi-1mi x5
HO2AB04 Methylprednisolone HF083 Methylprednisolon Sopharma  {powdini. |15.78 mg+ solv. - 1 ml [ x 10
HOZAB0O4 Methylprednisolone HF0B4 Methylprednisolon Sopharma | powd inj. |40 mg + solv. - 1 ml x 10
HO2AB0O4 Methylprednisolone HF085 Methylprednisolon Sopharma |powdinj. [631mg+solv.-1ml x10
HOZAB0O4 Methyiprednisolone HF069 Methylprednisolon Sopharma powdinj. 11578 mg+solv.-1mi|x5
HO2AB04 Methylprednisolone HF070 Methylprednisolon Sopharma  powdinj. [631mg+solv.-1ml x5
HO2AB04 Methylprednisolone HFO71 Methylprednisolon Sopharma  powdinj. |125mcg+solv.-2ml x5
HO2AB04 Methylprednisolone HF072 Methylprednisolon Sopharma powdini. |250mg+solv.-5ml_|x5
powd for
HO1AX01 PEGVISOMANT HF110 Somavert sol forinj. |10 mg x 30
powd for
HO1AX01 PEGVISOMANT HF111 Somavert solforinj. |15 mg x 30
powd for
HO1AX01 PEGVISOMANT HF112 Somavert sol forinj. [20mg x 30
nabuliser
JO1GBO1 TOBRAMYCIN JF479 TOBI 300 MG/5 MI solution 300 mg /5 mi X 56
LO3ABOS interferon alfa 2-b LF039 Realdiron powd inj. 3 MU x5
30 mcg (6 MiU) + solv.
LO3ABO7 interferon beta 1a LF081 Avonex powdini. |1mi x4
powd. 0,3 mg (8.6 MIU) +
LO3AB0S interferon beta 1b LF082 Betaferon inj#solv. isolv.12m x 15
sol inj
prefilled
LO3AX13 Glatiramer acetate LF083 Copaxone syringe 20 mg/mi- 1 mi x 28
sol inj
prefilled
LO4ABO4 ADALIMUMAB LFO85 Humira 7 syringe 40 mg/0.8 mi X2
LO4AX01 Azathioprine 1.F088 Azathioprine - TEVA fabl. 50 mg x 100
powd.
LO3ABO8 interferon beta 1b LF088 Extavia injtsolv. 19,6 MIU x15
powd.
LO4ABO1 ETANERCEPT LF091 Enbrel 25mg for pediatric use | inj+solv. 1 25 mg x4
LO4ABO1 ETANERCEPT LF092 Enbrel 50 mg sol. inj. 50 mg x4
caps.
LO4AADB MYCOPHENOLIC ACID |LF111 Mycophenolate mofetil Actavis | hard. 250 mg x 100
LF112 it
LO4AA10 | Sirolimus Rapamune tablets img x 30
caps.
LO4AADE MYCOPHENOLIC ACID | LF120 CeliCept hard. 250 mg 1x100
tabl. film.
LO4AADB MYCOPHENOLIC ACID | LF123 Mycophelonate Accord coat. 500 mg x 50
tabl gastro
LO4AADB MYCOPHENOLIC ACID | LF125 Myfortic res. 180 mg x 120
LO4AA18 | Everclimus LF126 Certican tablets 0,25mg x 60
LO4AA18 | Everolimus LF127 Certican tablets | 0,50mg x 60
LO4AA18 | Everolimus LF128 | Certican tablets | 0,75mg x 60
LO4ADO1 CICLOSPORIN LF130 Sandimmun Neoral caps.soft. 125mg x 50
LO4ADO1 CICLOSPORIN LF131 Sandimmun Neoral caps. soft. |50 mg x50
LO4ADO1 CICLOSPORIN LF132 Sandimmun Neoral caps. soft. | 100 mg x 50
LO4ADO1 | Ciclosporin LF134 EQUORAL capsule | 25mg x 50




LO4ADO1 | Ciclosporin LF136 | EQUORAL capsule | 50mg x50
LO4AADE MYCOPHENOLIC ACID | LF137 Myfenax caps. 250 mg x 100
LO4AADB MYCOPHENOLIC ACID [LF138 Myfenax tabl. 500 mg x 50
LO4AD02 | TACROLIMUS LF139 Prograf_ caps. 0.5mg x 30
LO4ADO2 | TACROLIMUS LF140 Prograf caps. 1mg x 60
LO4ADO2 TACROLIMUS » | LF141 Prograf caps. 5mg x 30
LO4AD02 | TACROLIMUS LF148 | Tacni hard |05 mg x 30
LO4AD02 | TACROLIMUS LF149 | Tacni hard. | 1mg x 30
LO4ADQ2 TACROLIMUS LF150 Tacni ﬁiﬁéﬁ 5mg x30

solution
LF153 for
LO4ABOS Cetrolizumab CIMZIA injection | 200mg x2
MO1ABO5 Diclofenac MFO15 Voltaren 75 MG / 3ML sol. inj. 25mg/3ml x5
MO1ABO5S Diclofenac ] MF021 Naklofen sol. inj. 75 ma/3 ml x5
MO1ACO06 | Meloxicam MFOB69 Movalis sol. inj. 16 mg/1.5 mi x5
MO1AB0O5 | Diclofenac MF 146 Almiral sol. inj. 25 mg/mi - 3 mi x 10
MO1AE17 | DEXKETOPROFEN MF181 Dexofen inject sol. inj. 50 mg x5
MO2AA15 | Diclofenac MF190 Diclac sol. inj. 75 mg x5
powd. for
MO1AEQ3 | Ketoprofen MF201 PROFENID 100 mg L.V. sol. forinf. | 100 mg x 50
MO1ACO6 | Meloxicam MF207 MELBEK sol. inj. 15 mg/1.5 mi x3
MO1AEQ3 Ketoprofen MF216 KETONAL sol. inj. 100 mg/2 mi x 50
NOSABO2 Fluphenazine NF041 Moditen depot sol. inj. 25 mg/mi-1mi x5
NOSAF05 Zuclopenthixol NF043 Clopixol acuphase sol. inj. 50 mg/ml-1mi x&
NOSAFOS | Zuclopenthixol NF044 Clopixol depot sol. inj. 200 mg/mi - 1 ml x10 |
NOBAF01 Flupentixol NF180 Fluanxo! Depot sol. inj. 20 mg/ml - 1 ml x 10
Comb. /Levodopa, intastinal

NO4BAG2 | Benzerazide/ NF500 Duodopa gel 20mg/5mg/ml-100ml | x 7
R0O5CB13 DORNASE ALFA RF155 PULMOZYME sol for inh. | 1000U/mi-2.5ml-dose |x 6
VO1ACO1 DEFEROXAMINE VF033 Desferal Qgﬁgrf?r:j. 500 mg x 10

Cornacdo Hapenba 4/2009r. (Paspen Il JlpexnncBaHe Ha JI€KapCTBEHH IPOAYKTH, ChIBPKAUIH
HAPKOTHYHH BENIECTBA™) NPH HPEAIHCBAHE H OTIYCKAHE HA JIEKaPCTBEHH MPOIYKTH, ChIbP/KAlIH HAPKOTHYHH
BCLUICCTBA KOJIHYECTBOTO HA NPEANUCAHNA JeKapCTBEH NPOAYKT HE MOJKE Jia HA/IBUIIABA TepaneBTHYHATA 7032

3a 30 nuu. [opaam ToBa nepuHHpaHH KaTO ., AeTHMU” €A H CIIHUTE JIEKAPCTBEHH MPOTYKTH:

, i) : Nekapcrs | Konwvectso ua
. ~Kop THproBcKo HauMeHOBaHuMe | eHa - NEKapCcTBEHOTO Onako
-ATC | H3OK | wanekapctsenwsT npogykt | ciopma |  Beulectso BKa
tabl.
NO5BA12 | Alprazolam NP312 Xanax SR prolong 0.5 mg x 30
tabl.
NO5BA12 | Alprazolam NP313 Xanax SR prolong 1mg x30
tabl.
NO5BA12 | Alprazolam NP314 Xanax SR prolong 2mg x 30
NO3AEO1 | Clonazepam NP353 Rivotril tabl. 0.500mg x 50
NO3AEO1 | Clonazepam NP354 Rivotril tabl. 2mg x30
NO5BA12 | Alprazolam NP378 Xanax tabl. 0.25mg x 30
NO5SBA12 | Alprazolam NP379 Xanax tabl. 0.25mg x 100




-

NO5BA12 | Alprazolam NP380 Xanax tabl. 0.5mg x 30
NO2AB03 | FENTANYL NO571 Victany! 25 mcg/h patch 4.125 mg x 50
NO5BA12 | Alprazolam NP381 - | Xanax tabl. 0.5mg x 100
B arrreunus codryep H3OpOSHHTE HO-TOPE JEKAPCTBEHH IPOAYKTH Ca AKTHBUPAHH KaTO JEIUMH
OHAaKOBKH.
YIIPABUTEJI HA HAITHOHAJTHATA ;
3JIPABHOOCHI'YPUTEJTHA KACA -
A-P HEJIX HEIIFEBA




