PEIIEHHUE

Ne 0577/ 22.08.2016r.

3a KJIaCHpPaHe HA YYAaCTHHLHUTE U ONpPeaAe/JsiHEe HA U3IIbJHHUTE HA o0urecTBeHa Nnopb4Ka

Ha ocHoBanue 4i.73, an.l ot 30I1 u BB3 ocHoBa Ha [Ipotokon Nel/ 07.06.2016r., ITporokon Ne2/ 23.06.2016r.,
[Tporokoa Ne3/ 05.07.2016r., Ilporokon Ned/ 03.08.2016r. u Ilporoxon Ne5/ 17.08.2016r. or paborara Ha
KOMHCHSTA, HazHayeHa cbe 3amoBen Ne 0367/ 12.05.2016r. 3a npoBexaHe Ha OTKpHUTa MpPOLIEAypa 3a Bb3JlaraHe Ha
oOuiecTBeHa nopbuka ¢ npeamer : "/focmaeka upe3 nepuoouyHu 3AA6KU HA JIEKAPCMEEHU NPOOyKmMU 34
nyscoume na ,MBAJI - Xackoso” A", otkputa ¢ Pemenne Ne 0275/ 01.04.2016r. Ha M3nbAHUTETHUS AMPEKTOP

Ha ,,MBAJI-XackoBo” AJl.

OBSBABAM

LKJTACUPAHETO HA YYACTHUILIUTE

B OTKpHUTa MpOLIeAypa 3a Bh3jaraHe Ha oOlecTBeHa nopbyka ¢ npeaMer : "Jocmaeka upe3 nepuoouynu 3a46Ku Ha
Jniekapcmeenu npodykmu  3a Hyscoume Ha ,,MBAJI - Xackoeo” A/[", Bb3 OCHOBA Ha 3aJ1a/IcHUsI KPUTEPUH -
“nai-nucka yena”, noapo6bno onucano B TABJIMIIA 1, Hepa3zienHa yacT OT HACTOSLIETO PELIEHHE.

1I. B3 ocHoBa Ha HanpaBeHoTo oT Komucusita KJacHpaHe,

OIIPEJIEJISIM YYACTHUKA, KJIACUPAH HA ITbPBO MSICTO 3A CbOTBETHATA
HOMEHKJIATYPA 3A U3NBJIHUTEJI HA OBHIECTBEHATA ITIOPBHYKA,

cbriaacHo onucaHoto B TABJIMIIA 1, Hepa3zieiHa 4acT OT HACTOSILUETO PELLEHHE.




III.Ha ocuoBanue 4.1.73 au.2 or 3011,

OTCTPAHSIBAM OT NPOIEAYPATA CJIEJHUTE YYACTHUIIN:

L., EF EHJT JIH ®APMA BBJITAPHA” EAJ]

e Ha ocHOBaHHe 41.69, an.1, 1.3 ot 30II - 3a HoMeHKIaTypH Ne 644 1 901.

3

Momueu 3a omcmpanseane.

» Odeprara Ha ydacTHHKa 3a HOMeHkIaTypu Ne 644 u 901 He oTroBaps Ha HW3MCKBaHHWATA Ha Bb3jnoxuress,a
MMEHHO: YYaCTHHKBT € odepHpan JeKapcTBeHW MPOLYKTH, KOUTO He CBOTBETCTBAT Ha 3aj0XKEHWTE B
Texnuueckara crieundurranms oT Bb310KuTeNst H3UCKBAHUS 32 OKOHYATE/IHA OMAaKOBKa.

WHO3WH 50MHMN Izorex oral solution
JO5AX05 | auenobeH cup. 150 | 50mg/ml — 240ml x | Rex Pharmaceuticals PR105067
150 mn.
644 aumenpaHon 1 1
JleBOoLETVPU3NH ATepLIT "neHmapk
ROBAEO8 on. | Tabn. 5wmr 100 | owunm.Tabn. 5
901 OVXUAPOXIOopUA 20 M8 dapmactoTUKBbIC RP105248

2., ME/IO®APMA” EOOA

e Ha ocHOBaHMe 41.69, aun.1, 1.3 or 30I1- 3a HomenkaTypu Ne 69,522,549, 555.

Momusu 3a omcmpanseane:

> Odeprara _.Ha yuyacTHHKa 3a HoMeHKIaTypu Ne 69,522,549 u 555 He oTroBaps Ha M3UCKBaHUATA Ha
BB310KUTENs, & UMEHHO: YYACTHHKBT € o(epupas JEeKapCTBEHH TMpPOJYKTH, KOMTO HE CHOTBETCTBAT Ha
3anokenuTe B TexHudyeckara cneuudukanys or Bbp3noxkurens U3UCKBaHHU.

5o | AO7DAO4 | flonepamng kanc | 2 mr 10| 3000 ‘?;;OMH:MH mz_d“hemie BR105118
ggg | JO1DACD ;(ocn;géi%c:;?mnepaaw $n. j2r ALl qc;anzurT:d) mgémhemie RR110611
545 | JO1DEO1 | Liechennm dn. | 1r .| 1000 gﬁf;‘eq’ peach I
spis | AEURHIES | Mapensesn on. | 20 ooowr | 10| 500 C'\él)le1'.3‘|00nonMl‘ e Amsea




3..MC PAPMA” AN

e Ha ocHoBanue 41.70, ;1.3 ot 3011 -3a Homenkaatypu Ne 298,312,348,349,355,378 u 379.

Momusu 3a omcmpanasane.

> OdepraTa Ha yuacTHUKa 32 HOMeHKaTypu Ne 298,312,348,349,355,378 n 379 He oTroBapsi Ha W3WCKBAHUATA
Ha Bb3noxurens,a umenHo: yyacTHUKBT ,MC ®APMA” Al e npeanoKul UEHH, KOUTO Ca MO-BUCOKHU OT
ped)epeHTHUTE CTOMHOCTH, MOCOYESHHU B O3UTUBHMUSA IEKAPCTBEH CMIUCHK, W HE € MPEeCTaBeHa M0ApoOHa
nUcMeHa 060CHOBKA 32 HAYMHA Ha 0Opa3yBaHETO Ha LIEHOBOTO MPEI0KEHHE 32 HOMEHKIATypu Ne
298.312,348,349,355,378 u 379, usnuckana oT KoMHcHsATa Ha ocHoBaHue 4i1.70, an.1 ot 30IL

4., CODPDAPMA TPEHIHHIT” Al

e Ha ocHOBaHHMe 4.1.69, au.1, T.1 or 3011 - 3a Homenknatypu Ne 66,67,77,79,
157,168,198,272,274,438,456,484, 613,706,726,727, 779,908,
913,914,915,916,920,921,922,924,934,938,940.

Momueu 3a omempansasane:

» B mmk Ne 1 wna ywactHuksr "CODPAPMA TPEMJIMHI AJl - 3a HoMeHknaTypu Ne 66,67,77,79,
157,168,198,272,274,438,456,484, 613,706,726,727, 779,908, 913,914,915,916,920,921,922,924,934,938,940,
JMICBA OTOPHU3ALMOHHO MMCMO HA HMETO HA YYACTHHKA (M31a/IeHO OT NPOM3BOAMTEIIS HA NPOJYKTA UM OT

YIIBJHOMOLLEH MPeJICTaBUTE], BAJIMIHO 32 CPOKA 3a M3MbJIHEHHE HA IOPbYKATa, OT KOCTO Jia € BUJHO, 1€
Y4aCTHUKBT € yITbJHOMOLIEH Ja y4acTBa OT CBOE MMe B 00llecTBeHaTa nopbuka ¢ Buanoxuren ,, MbAJI-
XackoBo” AJl ¢ NPOAYKTHTE Ha MPOU3BOAHMTEIS, B KOETO 3aIb/KMTEIHO 1a ObIaT yOMEHATH KOHKPETHUTE
JIeKapCTBEHH MPOYKTH, 32 KOUTO YYACTHUKBT € OTOPU3UPAH — OPUTHHAJ WIIH OPUTHHA Ha Jierajli3upaH NpeBo

Ha ObJIrapcku e3MK) oT:

BEAUFOUR-IPSEN — 3a HOmMeHK1apTypa: 66.

[MAHAIIEST 2001 —3a HOMeHK1apTypa:67.

BIOCODEX- 3a Homenkiaptypa:77,79.

SANOFI-AVENTIS — 3a Homenknaptypa:157,168,274,613,779.
NEOPHARM - 3a HomeHknapTypa: 198.

McNeil product Ltd . — 3a HomeHKn1apTypa:272.

CHAUVIN ANKERPHARM GmbH — 3a HomeHknaptypa: 438,940.
OAPMACYUC EOO/JI — 3a HoMeHKapTypa: 456
BESINS-INTERNATIONAL - 3a HomeHK1apTypa:484

ABBVIE BIOTECHNOLOGY GmbH - 3a HomeHk1apTypa:706,726,727.
ALCON- 3a HomeHKnapTypa:908,913,914,915,916,920,921,922,924,934,938.

NSNKNASNSKNSNEANANN S



® Ha OCHOBaHHe 4..69, a.1.1, 1.3 ot 30II - 3a HOMEHKJIaTypu Ne
20,282,304,309,490,508,519,524,526,539,542,544,558,580,601,661,902.

Momueu 3a omempanssane:

» Odeprara Ha yyacTHIKa 3a HOMEHKIATypn No
20,282,304,309,490,508,5l9,524,526,539,542,544,558.580,60l,66],902 HE OTroBapsi Ha M3MCKBAHMATA Ha
Bb3noxknTens,a HMEHHO: y4acTHUKBT € odepupar ekapcTBeHH NPOAYKTH, KOUTO HE ChOTBETCTBAT Ha
3anoxeHuTe B Texuuueckata cneunuranus oT Bo3nokuTens H3UCKBaHKS 3a OKOHYATe/IHa OMaKOBKa.

ECOMEMPA30] | 3.0 -
20 | A02BCO5 Esomenpason dbn. | 40 mr 10 500 b1 40Mr X 16p r— RR107899
CUMEBEH dbn.
282 | co1cxog | 1€BOCMMEHAaH dn. | 25wmr 1 5 SOhMT J0MH % 1 Pow Bbnrapus | RR110534
MOKCOIrAMA WEORWAG
304 | Co2ACO5 | MokeoRMAnH TEOH. | Qe uir 28| 0|16 04mrx30 | PHARMA i
OEXVOPA3NA CO®APMA
309 | CO3AA03 Xngpoxnopotuasug | Tabn. | 25 mr 20 7000 6. 25mr x 30 AL-COOUS RR103529
: ®JIOCTEPOH
490 | HO2ABO1 BerameTtaszoH amn. | 7mr 1wmn 1 1200 AN T B KRKA RP1016501I
OCMAMOKC T6.
508 | JO1CA04 AmokcnumnnuH Tabn. | 500 mr 12 6000 500mr x 24 CaHpos 4.4a. RP105489
AMOKCULMANH + MEJOKIAB T——
KnaBynaHoga Tabn. | 1000 mr 5000 | 875mr/125mr x nmﬁmm RP104422
519 | JO1CRO2 | kucenuma 10 146p A
AKCETWH con. Megokemu
504 | JO1DAOB Liedbypokcum cbn. 750 mr 10 10000 T BENF & | Tumurin RR108142
AKCETWH cbn. Mepgokemun
526 | Jo1DA0s | He®yPokcM . |[sr 100 | 12000 | 4 55 % 1 TmnTig BRINAR2S
MEJAKCOH cn. | Megokemu
539 | J01DDO04 LledbTpuakcon 1. 1r 100 20000 1P x 1 T RR108143
MEJAKCOH ¢n. | Megokemu
542 | JO1DA13 | HepTPUakcon dn. | 2r 50| 8000 | 5t e RR108662
LIE®OMEPA3OH
Liechonepason ®n. | 2000 mr 1000 | ABP 2rp npax sa Qﬂ;‘f‘f&om'( RR109559
544 | JO1DA32 10 VHX p-p N x 5
BUCENTOJT amn
f’}”f;’:ﬁ;ﬁ"ﬁ°“ amn. | 480 mr 500 | 80mr/mn + e bapwa | RR105589
558 | Jo1EE01 | ©.'P P 10 16Mr/Mn 5mn x 1 P |
TUFALATT 50 .
580 | JO1AA12 Tureunknux dn 50 mr 10 100 mg.x 1 6p PFIZER RR110069 '
LUMMPO®NIAB 30
Linnpodnokcauyun amn. | 100 mr 12000 | amn 10mr/mMn ﬂbncpa N RR104422
601 | JOTMAO2 5 10m51 X 106p P
25 mr/mn ANIMUPAN amn. | Mepokemu
661 | M01AA15 | AMKIoPenak MM | 3w 10 | %999 | 76mr smunx 1 | Samwrug RRA0DRE6
NOPATAOVH T6.
902 | ROBAX13 INopaTaguH Tabn | 10 mr 14 2100 10mr x 30 YHucbapm Al | R302559




5., @APKOI” Al

e ma ocHoBanue 41.69, an.1, T.1 ot 3011 - 3a HoMeHKIaTypa Ne 492.

Momuesu 3a omcmpaunssaune.

> B mmk Ne | Ha yuactHuksT ,,0APKOJI” AJl - 32 Homenknatypa Ne 492, inncBa 0TOPH3ALHOHHO MHCMO HA
MMETO HA YYaCTHHKA (M3[aJ€HO OT MPOM3BOIMTENs HA MPOAYKTa MM OT YI'bJIHOMOLICH MPEACTaBUTEN,
BAJIMHO 33 CPOKA 3a M3ITbJIHEHHME Ha MOPBYKATA, OT KOETO Aa € BMIHO, Y€ YYACTHUKDBT € yIbJIHOMOLICH 12
yyacTBa OT CBOe MMe B OOlIeCTBeHara mnopbuka ¢ Bu3noxkuresn .MBAJI-XackoBo” AJl ¢ NpoayKTuTe Ha
MPOM3BOUTENS, B KOETO 3a{bIKHTENHO 18 GbJAT YNIOMEHATH KOHKPETHUTE JIEKAPCTBEHH MPOAYKTH, 38 KOUTO
YYaCTHUKBT € OTOPU3MPAH — OPUTMHAN MJIM OPUTHHAI Ha JIEraiu3upaH Npeso Ha OBJIrapCKu e3uK) OT:

v “Antubnoruk Pasrpan” AJl, Bearapus — 3a HoMeHknaprypa: 492.

e Ha ocHoBaHHe 4.1.69, an.1, T.3 ot 30II - 32 HOMeHKAATYpHU Ne
23,24,71,92,93,96,128,289,304,352,353,354,362,369,375,376,383,384,386,396,400,401,597,598,661,705,716,
764,783,784,802,805,807,824,826,827,829,836.

Momueu 3a omcmpaunsasane:

> Odeprara Ha yyacTHHKa 3a HOMEHKIaTypu Ne
23,24,71,92,93,96, l28,289,304,352,353,354,362,369,375,376,383,384,386,396,400,401,597,598,661 , 705,716,
764,783,784,802,805,807,824,826,827,829,836 He orroBapst Ha M3MCKBAaHMATA HA BB310KHUTENS,a UMEHHO:
YUYACTHUKBT € o(eprpas IeKapcTBEHH MPOJYKTH, KOUTO HE CHOTBETCTBAT Ha 3a/10XKCHUTE B TexHuueckara

cneumbuxauuﬂ oT B'B3J10KUTENSI U3UCKBAHUS 32 OKOHYATE/IHA ONTaKOBKa.

Actavis Group
Panrazol 20 mg gastro- RP105
23 | A02BC06 | MaHTonpason Tabn. | 20 mr 28 280 resistant ablate ¥ 30 PTC ehf., 411
Wcnangusa
Panrazol gastro- :
24 | A02BCO6 | MaHTonpason Tabn. | 40 mr 14 560 | resistant tablet 40 mg x é%témi Group RR106
A 30 ehf., Iceland | 717
YO 500 SALOFALK 500 m Dr Falk Pharma | RR110
71 | AO7EC02 | MecanasuH auTo 10 | 100 / g
- mr suppository x 30 GmbH, Germany | 682
MeTdhopmuH 500 Metfodiab 500 mg film- | Actavis Group RR108
92 | A10BAO2 Xuapoxnopua TEon. mr 80 a0l tablets x 100 PTC ehf., Iceland | 186
MeTdopmuH 850 120 | METFODIAB 850 mg Actavis Group RR110
93 | AOBAO2 |\ ooxnopna | 20 | wr o 0 | filmcoated tablets x 30 | PTC ehf., Iceland | 339
Normodiab MR 60 mg | Actavis Group RR110
96 | A10BB09 | Mwuknasng Tabn | 60 mr 60 600 | modified-release tablets | PTC ehf., 002
) x 30 WcnaHguns
Kom6.Kanves )
PAMATON film-coated
acnaprar 500 AkTasuc EA[ - RR110
128 | A12BA30 +MarHesuym Tabn. "r 30 300 gaoblet 176mg/166 mg x Bunrapns 498
acnaprat




MN3ocopbut Isodinit 20 mg .
289 | CO1DA08 | auwTpar ta6n. | 20mr | 20 | 600 | prolonged-release METERER ERfl=  [IREHGS
Bvnrapus 727-a
peTtapAa tablets x 30
MOXOTENS film
304 | CO2ACO05 | Mokcowuans | ta6n. | &4 28 | 560 | coated tablet 0,4 mgx | AkTasuc EAIL | RR106
mr 30 Bwnrapus 591
352 | CO7AG02 | Kapseaunon A, 6.25 28 100 | CARVILEX tablet 6,25 | Akrasuc EA[ - RR100
mr 0 | mgx 30 Bvnrapus 555
353 | CO7AG02 | Kapseannon . 12.5 o8 280 CARVILEX tablet 12,5 Aktasuc EA[ - RR100
mr mg x 30 Bwnrapus 556
354 | CO7AGO2 | Kapseawnon | 7a6n. | 25mr| 28 | 280 | CARVILEXtablet25 | Acrasuc EAR- | RR100
mg x 30 Bwvnrapus 557
Lecalpin 10 mg film Actavis Group RR110
362 | CO8CA13 | lepkanugunuH | Tabn. | 10 mr 28 280 canted tablsts i 30 PTC ehf, Iceland | 373
DILTIAZEM ACTAVIS
369 | CO8DBO1 | Auntuasem Ta6n. | 90mr | 60 | 600 | prolonged release g:ii”‘;f/"u ‘ ?;51 00
tablet 90 mg x 50 P
JInanHonpun Linipril tablets 5 mg RR106
375 | CO9AA03 i, Tabn | 5wmr 28 560 x 30 Axtasuc EAl 127
JlnanHonpun LINIPRIL 10 mg tablets | AktaBuc EAL, RR110
376 | C09AA03 Ta6n. Tabn | 10 mr 28 600 x 30 Brnrapus 513
383 | CO9AA09 | dosuHonpun Tabn | 10 mr 28 560 FRSICARD i1l Aterue BN - da
mg x 30 Bwnrapus 486
FOSICARD tablet 20 Axtasuc EA[ - RR106
384 | CO9AA09 | dosuHonpun Tabn | 20 mr 28 560 mg x 30 Bbnrapus 933
Kom6.®do3uHon
20mr FOSICARD PLUS 20
386 | CO9AAQg | PumiOmr+ 1abn |+12. | 28 | 560 | mg /12,5 mg tablets x | A¥Ta84C EAL | RR110
Xuapoxnoprtuas 5 30 Bvnrapus 794
na12.6
1861 | 6o RASOLTAN 50 mg film | Akrasuc EALL- | RR110
G | EOReant | Tomspses ,\i? mr 28 R0 coated tablets 30 Bvnrapus 020
CANDESARTAN .
400 | coacaoe | KanmecaptaH | ool yg e | 28 | 280 | ACTAVIS 16 mg tablets | AStaVis Group | RR109
unnekceTun X 30 PTC, Iceland 786
ACTELSAR 80 mg Actavis Group RR110
401 | CO9DA00 TepmmcapTaH Tabn | 80 28 280 tablats x 30 PTC ehf., Iceland | 495
Linnpodnokcayy 250 200 | CIPRINOL film-coated KRKA, d.d. Novo | RR100
BO7 | doimaca | TEDR. | & 0 | tablet 250 mg x 10 Mesto, Slovenia | 680
Linnpodchnokcay 500 400 | Ciprinol film-coated KRKA, d.d. Novo | RR105
598 | JOIMAG2 | Tabn. | - =8 0 | tablet 500 mg x 10 Mesto. Slovenia | 840
25
mr/m 300 | NAKLOFEN 75 mg/3 ml | KRKA, d.d. Novo | RR106
el Rl Ee S §* 19 00 | solution for injection x 5 | Mesto, Slovenia | 635
3mn
705 | NOTABOS | M3ocbnypaH dn ﬁSOM 1| 200 1F°ra”e sol. Inh 100mI x| Apvie LTD, UK ?;11 ke
: Fresenius Kabi
Mponodon ¢ 1% Propofol 1 % Fresenius RR109
716 | NO1AX10 EDTA dn 20mn 1 500 10mg/ml Emulsion for Deutschland 923

injection or infusion 20

GmbH, Germany




milx 1
10
mMr/m
n 150 Paracetamol Kabi 10 Fresenius Kabi RR109
764 | NO2BEO1 | Mapauetamon dn. 100 12 00 mg/ml solution for Deutschland 921
mn infusion 100 ml x 10 GmbH, Germany
CTbK
no
TALOPAM film coated AkTasuc EA[, RR108
783 | NO3AX13 | Tonupamar Tabn. | 25wr 28 280 tablet 25mg x 30 6p. Buarapus 360
) Actavis Group
784 | NO3AX16 | Mperabanmi | kanc. | 75mr | 56 | 560 | Brieka 75 mg hard PTC ehf, RRITO
capsules x 60 128
Vcnangus
OLANZAPIN ACTAVIS )
. Actavis Group RR110
802 | NOSAHO03 | OnaHsanwuH Tabn. | 10 mr 28 140 | 10 mg film-coated PTC enf.. Iceland | 566
tablets x 30
SPERIDAN film.coated | Aktaeuc EA[ - RR103
805 N05AXQ8 Pucnepuaor Tabn | 2 wmr 20 200 tabl. 2 mg x 30 Buarapus 070
Lemilvo 15 mg Actavis Group RR110
807 | NO5AX12 | Apununpason Tabn | 15mr 28 280 | orodispersible tablets x | PTC ehf., 096
30 WNcnangusa
OROPRAM film-coated | Aktasuc EA[] - RR104
824 | NOBAB0O4 | Liutanonpam Tabn | 20 mr 28 280 tablets 20 mg x 30 Bbarapus 961
SETALOFT film-coated | Actavis Group RR105
826 | NOBABO6 | CeptpanuH Tabn | 50 mr 28 280 tablet 50 mg x 30 PTC ehf.. Iceland | 985
. Actavis Group
Oroprex 10 mg film- RR108
827 | NOBAB10 | Ecuyutanonpam | tabn | 10 mr 28 280 enared tablis % 30 PTC ehf., 774
Wcnaraus
LAROXIN SR
prolonged release Actavis Group RR105
829 | NOBAX16 | BeHnadhakcuH Tabn | 75 mr 28 280 capsules, hard 75 mg x | PTC enf. Iceland | 734
30
800m 600 | PYRAMEM film-coated | Aktaeuc EA[ - RR100
B35 | NERBXOS || MMpsnEEm kans | . ol 0 | tablets 800 mg x 20 Bbarapus 523

6. wTBPI'OBCKA JINTA HAITHOHAJIEH AIITEYEH IIEHTHP”

e Ha ocHOBaHMe 4.1.69, an.1, 1.3 ot 30II - 3a HOMeHKIaTYpH No
17,93,294,295,309,323,343,344,359,363,366,369,376,393,398,399,403,415,416,519,533,535,537,538,539,604

, 656,682,803.

Momueu 3a omcmpanssane:

» Odeprara Ha yyaCTHUKA 32 HOMEHKJATypu Ne
17,93,294,295,309,323,343,344,359,363,366,369,376,393,398,399,403,415,416,519,533,535,537,538,539,604,

656,682,803 He oTroBapsi Ha M3MCKBaHUsITA Ha Bb3/0XKUTENs,@ MMEHHO: YYaCTHUKET € odepupal
JIeKapCTBEHHU MPOAYKTH, KOUTO HE ChOTBETCTBAT Ha 3aoxkeHuTe B TexHuueckaTa crieludukanys ot
BBb3/10%KHTeNIs1 U3UCKBAHUS 32 OKOHYATE/IHA OMNAKOBKA.
I 30 mr

LanzAcid 30 mg
gastro-resistant

,Hankadapma

RR108927
BucokokayecTseHuTe

7

Tabn 280 ‘

L [ A02BCO03 { INaxsonpason ’ 28 ’




capsules, hard x
30

INekapctea’Al

METFORMIN- "
TCHAIKAPHARMA | riadikacapma
A10BA02 | MeTdopMuH xugpoxnopua Tabn. 850 mr 1200 BucokokauectseHute | RR100576
film coated tablet Nexapctsa’All
93 60 850 mg x 30 Skape
Isosorbe 40 mg ,Yavikachapma
CO01DA14 | WN3ocopbua MOHOHUTpAT Tabn. 40 mr 240 | prolonged release BucokokavectBenute | RR105500
294 20 tablets x 30 JlekapctBa”’Al
Isosorbe 60 mg ,Yaiikacdapma
C01DA14 | W3ocopbua MoHOHUTPaT Tabn. 60 mr 1200 | prolonged release Bucokokayecteenute | RR105501
295 20 tablets x 30 JlekapctBa”’Al
»Yankacapma
CO03AA03 | XuapoxnopoTvasua Tabn. 25 mr 7000 HYPODEHYDRA BucokokayectBeHute | RR100592
tablet 25 mg x 30 "
309 20 Jlekapctea"A]
Tenakaphama | amadapva
C04ADO03 | MeHTOKCUDUNUH Tabn. 400 mr 1000 tabl. prolong 400 Bucokokadecteenute | RR109188
323 60 mg x 20 Nekapctea’All
Betablockade 100 5
mg prolonged- ,Havikachapma
C07AB02 | CykuuHaT MeTtonponon Tabn. 100 mr 1120 feleaseriablets: & BucokokayectBenute | RR108638
343 28 30 JNekapctea”Al
qutibrggzggi_m ,Hankachapma
C07AB02 | CykuuHaTt MeTonponon Tabn. 50 mr 1000 release tablets: 'x Bucokokavyecteenute | RR108639
344 28 30 INekapctea’A}
KORINCARE ,Yaikacapma
CO08CA05 | HwudeavnuH petapa Tabn. 20 mr 1200 | prolonged release Bucokokavectsennte | RR107741
359 60 tablet 20 mg x 20 JNekapctea"’Al
TOHAKAPHARMA | Liantadapva
CO08DAO1 | Bepanamun Tabn. 40 mr 500 coated tablet 40 Bucokokayectsenute | RR107787
363 50 mg x 30 Texapcrea’All
TOHAKAPHARMA | LJairaapma
CO08DA01 | Bepanamun Tabn. 240 mr 200 prolonged release BucokokavectseHute | RR107788
366 50 tablet 240 mg x 20 | 1ex@pcTea’Al
Diltiazem ,Yaukacdapma
C08DB01 | Auntnasem Tabn. 90 mr 600 | Tchaikapharma BucokokayecteeHute | RR107786
369 60 tabl. 90mg x 50 Ilekapctea”Al
,HYavikacapma
CO09AAQ3 | JlnauHonpun Tabn. Tabn 10 mr 600 ?gl;:ac)?;eotablets Bucokokadectsenute | RR102190
376 28 9 Jlekapctea’AQ
,HYankacapma
C09BA04 mmgﬁ!?wzmmonpmn - Tabn. .;.r5/0.625 280 go—/gaeéesnemtalj(legoz Bucokokayectsennte | RR105363
393 A A 28 9/ 9 JlekapctBa’Al
Valstor 160mg ,Yaiikacdapma
CO09CA03 | BancaprtaH Tabn. 160 mr 280 | film-coated tablets BucokokavectseHnte | RR104818
398 28 x 30 JlekapctBa’All
Co-Valstor 160mg | ,Yankacbapma
CO09CA03 | BancapraH+xuapoxnopTtuasug Tabn. 80/12,5 280 | /12,5mg film- BucokokayecTtseHute | RR105360
399 - 28 coated tablets x 30 | Jlekapctsa"All
Co-Telsart ,Yaiikacapma
CO09DA00 | TenmucapTaH+xuapoxnopotnasug | tabn 80/12.5 280 | tabl.80mg/12,5mg BucokokavecTtseHute | RR109765
403 28 x 30 Jlekapctea’Al
,Yavikachapma
C10AAQ7 | PosysacTaTuH Tabn. 10 mr 560 )ngsta tabl. 10mg BucokokavectseHute | RR109798
415 28 Jlekapctea’AQ
,Yaikacapma
C10AA08 | AtopsacTtaTuH Tabn. 20 mr 280 gg{:t: gg]rsoaxt%% Bucokokayecteenute | RR105146
416 28 9 Jlekapctea’All
Climox film-coated | ,Yaiikacdapma
JO1CR02 fw“"c‘;';":‘:‘a”“”“ * Knaeynanosa Ta6n. 1000 mr 5000 | tabl 875mg/125mg | BucokokauectsermTe | RR103459
519 10 x 14 Nekapctea”’Al
Cefotaxime- o
Tchaikapharma »aiikachapma
JO1DA10 | UedoTakcum n. 1000 mr 2000 powder for solution Bucokokavectsenute | RR100188
533 10 for injection 1g x 1_| [1ekapcTea’All
Kefadim 1 g LHavikacdapma
JO1DA11 | LedTasmgum dn. 1000 mr 1000 | powder for solution | BucokokavectseHute | RR103039
535 5 for injection x 1 JlekapctBa”’Al
537 | JOIDA13 | UedTpurakcoH bn. 1r 5 | 20000 | Ceftriaxon - ,Yavikachapma RR100190
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Tchaikapharma BucokokavecTBeHuTe
powd. inj. 1gx 10 llekapctBa’Al
Ceftriaxon - ,Yaiikacapma
JO1DA13 | UedTtpurakcoH dn. 1ir 20000 | Tchaikapharma Bucokokavectsennte | RR100190
538 50 powd. inj. 1 gx 10 Jlekapctea”’Ad
Ceftriaxon - ,Yankachapma
J01DD04 | LledTpuakcoH dn. 1r 20000 | Tchaikapharma Bucokokavectsenute | RR100190
539 100 powd. inj. 1gx 10 Jlekapctea’AQ
,Yankacdapma
JOIMA12 | TNlesocbnokcauus Tabn. 500 mr 3000 | Levor S00mg fim | Bucokokauectaenure | RR103557
604 5 Jlekapctea’AQd
DICLOFENAC- "
,Haiikacdapma
MO1AA15 | [duknodeHak Tabn. 50 mr 200 ;%:—lgﬁ:;(tfd:el-siAsR(;\llA BucokokavectBeHute | RR107742
656 20 mgx30 i s
ALLDONE ,Yankaapma
MO1AX17 | Humesynua Tabn 100 mr 900 | effervescent tablet | Bucokokavectsenute | RR100564
682 30 100 mg x 20 Jlekapctea’AQ
" C yAbMKEHO CENTROQUEEN ,Yaiikacbapma
05AH04 | KeseTuanuH SebobbNaaanE 200 mr 300 | 200 mg film-coated | BucokokauyectBeHute | RR102626
803 A 60 tabléets x 30 Jlekapctea’Al]

7.,b.bPAYH ME/THKAT” EOOJT

Momueu 3a omecmpanssane:

e Ha ocHOBaHHe 41.069, an.1, 1.3 or 30I1, 3a HomeHnkaaTypu Nel138,212,470,716.

» Odceprata Ha yuyacTHHMKa 3a HoMmeHkJaTypu Ne 138,212,470,716 He oTroBaps Ha
BBb3noxkurens,a MMEHHO: YYaCTHUKBT € odepupan JeKapCTBEHH NPOAYKTH,

3aj0)keHdTe B TexHuueckara cneun(bnkaum{ oT BB310XKuTeNs M3UCKBAHUS.

HM3HMCKBaHHUATa Ha
KOUTO HE€ CBOTBETCTBAT Ha

; ; ; B.BpayH
Xenapuh dn. e 6000 | Heparin Natium 25000 1UK5 | Menayuren | RR103073
138 | BO1ABO1 10 ! AT
Komb. xena . . B.BpayH
aMUHOKUCENUHN bn 8%con.uHao. 20 :\;szgﬁl?s:?:fiu:lieo%a ;&f’ml MenayHreH RR101450
212 | BO5BAO01 xena 8% 500 mn 10 ' AC
9 . . o B.BpayH
rl:r':MAOH noANH on. yHrs 90 r 1500 1B(;f(1)unowdon ointment 10% Men3yHreH- RR100812
470 | DO8AGO2 | YH'E 1 9 TepMmarus
; b.BpayH
Mponochon ¢ Propofol-Lipuro 10mg/ml,
@n 1% 20mn 500 s MenayHreH RR108775
716 | NO1AX10 EDTA 1 emulsion inj./inf. 20 ml AT

8. MEJEKC” 00/ - 2p.Codpus

Momuseu 3a omcmpansgane:

e Ha ocHOBaHMe 41.69, an.1, T.1 o 3OII 3a Homenk1aTypa Ne 171.

> B ik Ne [ Ha yuactHuksT ,, MEJIEKC” OO/] - 3a HomeHknatypa Ne 171, 1uneBa OTOPHU3alHOHHO MHCMO HA
HMETO HAa Y4YaCTHHKA (M3JaZ€HO OT MPOM3BOAMTENS HA MPOAYKTa WM OT YMBJIHOMOLLEH MpeacTaBUTel,
BaJIMHO 3@ CPOKA 3a M3M'BJIIHEHUE HA MOPBUYKATA, OT KOETO Ja € BUAHO, Y€ YUACTHUKBT € YIIBJIHOMOLIEH Aa
y4yacTBa OT CBOe MMe B oOlecTBeHaTa mopbyka ¢ Bwu3noxwuren ,MBAJI-XackoBo” AJl ¢ mpoaykTuTe Ha



v

MPOU3BOAUTESIS, B KOETO 3abJDKMTE/HO 1a ObAaT yNOMEHATH KOHKPETHHUTE JIeKapCTBEHH MPOAYKTH, 33 KOUTO
YYaCTHUKBT € OTOPHU3UPAH — OPUIHHAN UM OPUTHMHA Ha Jlerajlu3upaH NpeBo/ Ha ObJIrapcku €3UK) OT:
Actavis — 3a HoMeHKapTypa: 171.

Ha OCHOBaHHe 41.69, an.1, 1.3 or 3011 3a HomeHk1aTypa Ne 180 u 537.

Momusu 3a omcmpanseane:

>

Odeprara Ha ydacTHHKa 3a HOMeHKIaTypa Ne 180 He OTroBaps Ha NpeaBAPUTENHO OOABEHUTE W3UCKBAHHS HA
Bp3noxkutens,a IMEHHO: y4aCTHUKBT € NPEI0KMI MPOLYKT , 38 KOMTO HE € OTOPU3MPAH OT MPOU3BOLUTEIS
WIK OT YMBJIHOMOLUCH MpEJCTaBUTE 1a yvacTBa OT CBOE MME B HAcTOsllaTa OOIIECTBEHATa MOpbhuka ¢
Buanoxuren ,MBAJI-Xackoso” AJl, ¢ npoaykra - Prothromplex Total NF 600 IU powder and solvent for
solution for injection. ’

180(B02BDO1 |MpoTtpombuH  [con {600 IU 1| 20|Prothromplex Total NF 600 IU powder Baxter RR108222
KOMMnekc and solvent for solution for injection x 1
KOHLIeHTpaT
ILVILIX, X

OdepraTa Ha yyacTHHKa 32 HOMeHKJIaTypa Ne 537 He oTroBapsi Ha NpeiBAPUTENHO OOABEHNTE M3MCKBAHUS Ha

Bb3noxkuresns,a MMEHHO: yHaCTHUKBT € o)epupal JIEKapCTBEH MPOIYKT, KOUTO HE ChOTBETCTBA HA

sanoxenure B Texuuyeckara crnequdukalus oT Bp310xuTessi M3MCKBAHKS 38 OKOHYATEIHA ONAKOBKa.
T

537

| Ceftriaxone
Panpharma
gofs%m?oer: Panpharma | RR105159
for injection
JO1DA13 | 5 x5

UedTpuakcoH | dn. | 11 20000

>

IV.IIPEKPATABAM HPOIIEJYPATA

Ha ocHoBanue 4..39, a.1.1,1.1 or 3011 32 HOMEHKJIATYPHU:
4,7,12,13,15,27,43,46.47,55,59,68,72,73,74,75,76,91,94,99,100,101,102,104,105,106,107,1 16,124,127,133,13
4,140,141,145,150,152,153,154,155,159,162,166,169,175,176,177,178,182,184,188,196,208,209,213,216,218,
219,223,245,271,276,277,278,280,283,287,288,290,291,297,305,310,317,324,327,328,331,336,339,341,342,3
45,350,358,360,365,377,380,381,382,385,387,388,389,390,391,392,394,395,402,404,406,407,408,410,414,41
7,420,421,423,428,430,432,434,435,436,441,443,444,445,448,449,453,457,459,473,479,480,485,486,488,501,
503,504,506,507,509,510,511,512,514,517,531,545,548,550,551,552,554,563,564,569,571,572,577,581,582,5
84,600,607,608,618,621,622,623,624,626,630,632,637,639,640,641,642,648,653,655,658,659,660,662,663,66
4,665,673,676,678,679,680,691,692,697,701,702,703,709,711,718,724,730,735,750,756,759,767,768,769,771,
773,774,775,777,778,780,786,787,788,789,790,791,798,801,806,812,819,831,832,834,838,841,842,846,850,8
51,852,855,858,859,860,861,862,864,865,869,876,877,882,883,884,888,889,890,891,894,898,904,906,907,90
9,910,911,912,917.918,923,925,926,927,928,929,930,932,935,936,937,939,941,942,944,945,946,950,964,965,
966,967,968,969,970,971,972,973,974,975,976,977,978,982,985,986,992,993,994,1006,1010,1013,1014,1015,
1016,1017,1018,1020,1021 - 3a KOWTO, He € MOJa/I€HA HUTO eHA OepTa 32 y4acTHe.
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e Ha ocnoBanue 41.39, a1.1,1.2 ot 3011 32 HOMEHKJIATYPH:

> 18,19,23,24,66,67,71,85,93,96,128,138,151,157,168,198,272,282,289,295,304,309,323,343,344,362,363,366,3
69,375,376,383,384,386,393,396,399,400,416,438,456,484,490,500,508,558,597,598,604,613,644,682,716,76
4,783,784,779,802,807,826,827,829,836,901,902,913,914,915,916,920,921,922,924,934,938,940— 3a kowuro,
BCHUYKH NoJaJeHH odepTH He OTroBapsiT Ha NpeABApUTENHO OOSIBEHHUTE YCIOBHS B JOKyMEHTALMsTa 3a

ydacTtue.

Hepasoenna uvacm om nacmosuyemo pewernue e : TABJIUIA I — ,, Knacupane na yyacmuuyume ™.

Hacmosauwemo peutenue noonexcu Ha 0bxcaneane no peoa u 6 cpokoseme no un.120 om 30I11.

Konue om nacmosauiemo pewienue 0a ce usnpamu Ha y4ACMHUWUME 6 RPOUeOdypama, Cv21acHo 4n.73,an.3 om
3011

Ha ocnosanue un.73, an.4 om 3011 nacmoaujemo peuienue, 6e0HO ¢ NPOMOKONIA HA KOMUCUAMA 04 ce NyOaUKY8a
Ha npoguna na Kynyeaua Ha ,MBA/I-Xacko6o”A/].

BB3JIOXKUTEJ:
U3ITBJIHUTEJIEH
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