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32 O0MBSIBAHE HA KJAACHPAHETO Ha YYACTHHUMTE H YYACTHHUMNTCE, OIPERCACHN 34
H3OBJHUTEIA

Breanosarren: YMBAJT “Crera Exarepuna” EAJ

g Ha ocuosanme wi. 73, ax. 1 u an. 2 ot 30I1 u [Tporokon no wi. 72, an. 1 ot 3011 ot

1674 2014 . pa HazHauenata cbe 3anoses No PJ1-25-188/04.11.2014 rox, sa VamsiHuTemys
mapextop Ha YMBAJI "Caera Exareprma” EAJI- Cous xoMucus 3a pasrieKiaHe, ONESHABAHE W
KJIACHPAHE HA TIOJAZICHATE OdepTH 33 BR3NAraHe Ha o0LIeCTBeHa TopbuKa ¢ npeaver: “Jocmasku ina
nexapemeenu npodyxmu 3a Hyxcoume Ha YCEAJICC3 ,,CBETA EKATEPHH. ? EAN”,
oTkpuTa ¢ pewenue NePJI-25-153/23.09.2014 r. Ha M3TBIHMTCAHMS JMPEKTOp Ha OomImiara,
obsmyenme S 185-325998 ot 26.09.2014 1., 06HAPOIBAHO B ENEKTPOHHATA CTpanuHa Ha Oduimanis
pectHUK Ha EC 1 myBimKyBano oBsBICHIE B PETACTEPA Ha ODILECTBEHH TOPBYKH ¢ YHUKAIEH HOMED:
00010-2014-0013,

OBABABAM:

Y. KiacupaneTo Ha ysacTHMEMTe [0 000coGEHH TO3HINH, CHINIACHO OOABCHHA
xpuTepHil, nocoueno B Ilpunoxenye Ne 1 - Knacupase Ha y9acTHMIMTE KbM HACTOSILOTO
PeLICHHE.

11. YyacTHHIHTE, KIACHPAHH Ha IPBO MSCTO 33 CHOTBETHHTE 000COOCHM ITO3HLMH,
cpriacHo Tipunoxenue Ne 1 - Kiacupane Ha y4aCTHHIHTE KbM HACTOAIIOTO PCHICHHE, CC
OTIPENENST 32 WITHIHHTENH Ha 0OECTBCHATA IOPBYKA 110 CHOTBETHHTE 060COGCH! HOMIMH.

III. Ha ocHosanue wi. 73, an. 2 ot 30I1 mocodyBaM OTCTpaHEHHTE OT y4acTue B
npoleRypaTa ydactHuiy ¥ 0pepTH, @ MMEHHO! ' - ' - o

IL1. Yuactauxsr «CO®PAPMA TPEHAUHI” AJ, rp. Codms 1220 , yn."Jlpyesap
Cranues” No5, Codapma Busnec Taybpe, crpaja A, er.12, ¢ opepra ¢ Bx. Ne 2/03.11.2014 1.,
orcTpansBam 3a 06ocobena nozumnus Ne 36.



Momueu 30 omcmpanasanemo no obocobena nozuun Ne36:

1. 3a odepupanus ekapcTBeH HpoaykT no obocobena mozunus Ne 36, yUaCTHHKET HE
€ TIPEACTABMN CIEHUTE H3UCKaHU oT KoMHCHATA TOKYMEHTH:

I.1. njoxymenTt no 1. 9.6.2.7. OT pelueHHETO 3a OTKpHBae Ha nponenypara: Komue va
OpUIMHATA NPHAPY)KEHO ¢ OpHUrHHan Ha oQuUIHAaNeH NpeBoj HAa OLIrapckd C€3MK HA
OTOPH3allMOHHO MNMHCMO (MK eKBHBAJICHTCH JIOKYMCHT), YAOCTOBCpSBAIIO HpapBa 3a
ITPEJICTABUTENCTRO Ha TEPHTOPHATA al LAJaTa CTPAHA, HA MMETO HA YYaCTHHKA, H3JIAJICHO OT:

a) IPHTEXATENAT Ha PaspellcHUeTo 3a ynorpeda Ha JIeKapCTBeHU NPOLYKT MITH

0) oT npexncrasuress o wi. 26, an. 1 ot 3JHIXM unu

B) OT NPECTABHTEN Ha JHLETO MO Wi, 26 ar.l Wil Ha IPHTEXATE I Ha pa3petICHHuETO
3a ynorpeba, cbriiacHo JlonbaHuTesHITE pasnopentu, naparpad 1, T. 50 ot 3JHIXM,

OT KOETO Jla € BHJAHO, 4Ye YUacTHHKLT MoXe Ja odepupa JCKapCTBEHHTE NPOLYKTH Ha
TEPUTOPUATA HA IsJIaTa CTPaHa 3a CPOKa Ha JIOroBOPa, axo OBJe OUPEHEIeH 3a UMLIHUTEN
Ha o01ecTBeHATa TOPHYKA;

1.2. noxyMenT 110 1. 9.6.2.11. oT penieHHeTo 3a OTKPUBAHE Ha Npoleypara; 3aBepeHo
OT YYaCTHHKa KOIIHE Ha pa3pelleHueTo 3a yrnorpeda Ha JeKapCTBEHUA HPOAYKT, H3JALEHO OT
HAJI vt rio peaa Ha Pernament /EC/ Ne 726/2004 Ha Eponelickus napnament 1 Ha Cheera
- B IIpeBOJ Ha OBIrapcku e3MK.

IIL.2. YuactauksT ,,@bOHUKC ®APMA” EAN, rp. Codus 1700, obnacr Codus,
obmuua Cronuyna, paifon ,,Cryaentckn”, yn. ,,Oxonospberen nu1” Ne 199a, ¢ odepra ¢ Bx. Ne
3/03.11.2014r., orcrpansieam 3a cneauTe 000co0enn nosumyy NoNe 7, 23 u 29,

Momusgu 3a omcmpanagaremo no o6ocobeny nosuyuu NeNe7, 23 u 29:

1. 3a odepupanuTte nekapcTRESHH NPOAYKTH 10 obocobenn nosuus: NeNe 7, 23 ¢ 29,
YYaCTHUKBT HE € IPeACTaBHIT U3HcKanus oT Komucusara nokyMenT no T. 3.2.2. oT npoToKona
no 4n.08, an7 or 30I1 - nmoxymenr mo 1. 9.6.2.11. or peiieHHETO 33 OTKPUBAHE HA
Ipoleaypara: 3aBepeHo OT YYacTHMKE KOIME Ha paspeHIeHHeTo 3a ymnorpeda Ha
nexapersenus nponykr, uaaneso ot MAJL wiu no pena na Pernmament /EC/ Ne 726/2004 na
Esponeiickus napnaMent ¥ Ha CBbBeTa - B IPEBO Ha OBArapeKy e3uK.

2. 3a odepupaHusT JNeKapcTEEH NPOAYKT o ofocobena nozuums Ne 7, yYaCTHHKBT HE
€ [IPEJICTaBHIl u3KcKanusa oT KomucusTa 2okyMeHT 1o T. 3.2.6. OT NpoToKosIa 1o w68, an.7
or 30Il - Konwe Ha opurHHana Hpuapy)XeHO ¢ OpPUTHHAN Ha OQWIHAIECH NPEeBOJ Ha
OBArapckH €3WK Ha JOKyMeHT oT Astra Zeneca UK Limited, ynoctopepasal npaBoMoInusTa
Ha r-xa 3os [layHoBa Mo mpeynbLIHOMOIMABAHE HA YYACTHUKA,

HL3. Yuactauxsr ,MEJEKC” OOH, rp. Codus, rp. Codus, Paitor Miajocr, xs.
lopybnane, yn. «Camokoscko woce»Ne 2JI, Teprosekum uenthp bomna, ¢ odepra ¢ Bx.
Ne4/03.11.2014 r., orcrpanseam 3a cnendure oGocobenn mosumua NeNe2(, 21 u 22,

Momueu 3a omcmpanssaiemo no obocobena nozunus Ne20;

YuacTHHKET € odepHpan mo obocodena nozumua Ne 20 jekapcTBeH NPOAYKT, KOHTO
He OTroBaps Ha fgannure ot TexHuyeckara cuenu@uKauyds OT JOKYMEHTAUMATA 38 YJYacTHE.
Odepupanusar oT yyacTHMKA JIEKAPCTBEH NpoaykT /¢ mammenosadue - Sodium Chloride
Baxter u nekapcreesa GopMa M KOJIMYECTBO AKTHBHO BCIICCTBO B OKOHYATEHA OMAKOBKA:
0.9% solution for infusion 500 ml./ ¢ B onakoska 1o GopMaTa Ha MIACTMACOB CaK, a He T
dopMara Ha HONHETHICHOBA OYTHIIKA ¢ ABYIBTEH CTEPUJICH MOPT, CHIVIACHO M3UCKBAHUATA
Ha TeXHH4eckara cnenuduxamus Ha Brnanoxurens.  Toea oOCTOATENCTBO € BUIOHO OT
IPENCTAaBEHOTO OT yuacTHMKa Pazpenmienue 3a ymotpeba Ne [1-16220/20.12.2011r. na
odepepuanns JII1, u3n. ot UAJL

Momueu 30 omcmpansasanemo no obocobena nozuyus Ne2l1:

YuacTHHKET € ofpepupai rno obocobena rozunms Ne 21 jekapcTBeH HPOAYKT, KOKTO
HE OTroBaps Ha JaHHUTe oT TexnuueckaTa cleIMPHKALHA 0T AOKYMCHTAIIHATA 33 YIacTHe.




OdepuparusaT OT YYacTHHKa JCKAPCTBEH UPOJAYKT /¢ Haumenosanue - RINGER'S
INJECTION u nexapcteena ¢opMa H KOJIHYECTBO AKTHRHO RBEINECTBO B OKOHUATENIHA
onakogka: solution for infusion 500 ml x 20/ e B onakogka noj opMara Ha IIIACTMACOB CAK,
a He moJ ¢opMaTa Ha HOJHETHIEHOBA OYTHIKA C ABYIIBTEH CTEPHJIEH MOPT, CBHINACHO
M3NUCKBAHUATA Ha TeXuuyeckara cnelmdnxaiys Ha Beznoxurens.  Tosa o6CTOSTENCTBO €
BUJIHO OT IPEACTaBEeHOTO OT yuacTHHKa Paspemenue 3a ynorpeba Ne 11-17400/03.04.2012r,
Ha oepupanust JII1, uzn. or UAJL
Momusu 3a omempanasatemo no 06ocobena nozuuus Ne22:

YuactHHKST € odepupal 1o obocobena rrozuuus Ne 22 jexapcTBeH MPOAYKT, KOHTO HE
OTIOBaps Ha JaHHuTe OT TeXHHYeckara crnelU(UKalus OT JOKYMCHTAUMATA 338 YUACTHE.
Odepupasuar oT yYacTHHKA JIEKapCeTREH IPOAYKT /¢ HaumenoBanue - Ringer Lactat Baxter u
NeKapcTBeHa QopMa M KOJMYECTRO aKTHBHO BEISCTBO B OKOHYATENHA ONMAKOBKA: solution for
infusion 500 ml x 20/ e B onakopka nox GopMaTa Ha MIACTMACOB Cak, a He o gopmara Ha
HomHeTHNeHosa OyTHIKa ¢ JBYIOBTEH CTEPHUICH TIOPT, CBHITIACHO H3MCKBAHMATA Ha
TeXHHYeckara cnenuQuranus Ha BB3nmOXUTENs. Topa obcToATENCTRO € BHIAHO OT
IPEJICTaBEHOTO OT yvacTHHMKa Paspemenuwe 3a ynorpeGa Ne I1-16145/15.12.2011 r. Ha
odepupanus JI1, uza. ot MAJL

1V. Ha ocnopanye wi. 73, am. 3 or 3011 eeznaram Ha H-ka Ha oTaen “Ilazapiu mpoyusanms
B JOCTAaBKH~ [ia M3NIPATH B TPHJHEBEH CPOK OT M3/IaBaHC Ha HACTOAIICTO PELICHHE KOIHME OT
PCIICHHUETO JO0 BCHYKM YYAacTHMI, B3eJIH YJacTHE B OTKPHTATa NPOLEAYpPa 33 BBIIATAHE Ha
obuecTeena noprika ¢ npeaMeT: “Jocmasku Ha jaerapcmeenu npodyKmu 3a Hyxcoume Ha
YCBAJICC3 ,,CBETA EKATEPHHA” EAJl”,

V. Ha ocnosanue wi. 73, an. 4 or 30I1, B geHs HA H3MpalaHe Ha PEUICHHETO HA
YUACTHHLIHTE, BL3JaraM Ha H-Ka Ha ornaen “llasapHu mpoydpanmg w JOCTaBKW”, Ja H3NPaTy Ha
Mutko ['amoB — cucreMeH agMHUHHCTpatop B cexrop ,,KOMIIOTBPHH TEXHOIOTHMH B
MeJHIMHaTa, 3a nyOauKyBaHe B npoduia Ha KynyBaua, HaCTOSIIETO PEHICHHE 3aeIHO C
[POTOKOJIA HAa KOMHCHATA.

Hacrosmuero pemeHHe nonieky Ha obxansawe npen KomucuaTa 3a 3amura Ha
KOHKypeHnysara B 10-ZHEBEH CPOK OT HOIYHABAHETO MY.

Ilpnaoxenue:

Hpunooicenue Nel — Knacupane na ywacmuuyume.
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MCMYHEIPOI,IHO HENATCHTHO JIEKapCTBeHa c[mpma H KOJIHYEeCTBO

Knacupane
HAHMCHOBaHUE AKTHBHO BELIECTEO

2 "OHOHHUKC GAPMA"EA]L tabl.2.5mg. 1 macto

ablsmg.
"®LOHUKC GAPMA"EA]L tabl.5mg. 1 macTo

i Azathioprine et e  tabLSOmg o |

"OLOHUKC PAPMA"EATL tabl. 50 mg 1 macTo

. |Cefoperazon/Sulbactam . | oo 2e
"OLOHHMKC PAPMA" EAJL fl.2g 1 msacTo
"MEJIEKC" OOJ{ fl. 2g 2 MACTO
"CODAPMA TPEMJUHI™AL fl. 2¢ 3 MACTO

TSN (V% IRV (7 ¥ NN F N

oototinime

6 "OLOHHKC OAPMAYEAL powder for solution for injection 1 g 1 macro

6 "MELEKC" O0]T powder for solution for injection 1 g 2 MACTO

| Ceftaroline fosamil

onc.forsolfor inf. 600mg. =

7 CODPAPMA TPEHJIMHIAL cone. for sol.for inf. 600mg. 1 mMscTO

hibitor bypassing ac

8 "EKOC MEJIMKA" QO 1 msacro

| Colistimethate sodium

9 "MEJIEKC" OO 1 macTo

[Golistimethate sodium

10 "MEJEKC" OO powd.for sol.for inj.or inf, 2MIU 1 macro

‘|Ferric carboxymaltose = sol.for inj/inf. S0mg/ml 10ml

11 "OLOHHUKC PAPMAEANT

1 MaCTO

sol. for infusion 5%,500 ml monneTnaenona

"MEJEKC"
12 HEKC" OO OyTHJIKA ¢ ABYTILTEH CTEPHICH HOpPT

1 Msacro
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12

"COJOMEND" OO

sol. for infusion 5%.,500 ml nonuerunenora

6ymm<a C ABYI'BTCH CTCPHICH NOPT

2 mAcTO

kL

Metronidazole -

. tablL.250mg . .|

13

tabl. 250 mg

1 macrto

"DLOHHUKC PAPMA" EAL

"MEJIEKC" QO]

1 mucTo

"@LOHUKC PAPMA" EAJ]

coated tablets 10 mg

1 MacTO

1OImesartan=> i

"OLOHHKC GAPMA"EA]]

tabl.20mg

1 macro

16

CODAPMA TPEMJIUHTAJ]

tabl.20mg

2 MACTO

ey

Olmesartan/Amlidipine =

. tabl20mg/Smg

17

"OLOHUKC PAPMA" EAJL

tabl.20mg/Smg

I Mmacro

Ty

Olmesartan/Amlidipine |

18

"OLOHHUKC @APMAEATL

tabl.40mg/5mg

1 msacro

19

1 macToO

"GLOHWMKC GAPMA" EALL

20

CTEPHIICH IIOPT

solution for infusion 0,9% 500 m]
MONMETUNEHOBA OYTHIIKA C ABYHBTEN

1 msicro

21

CTEPHJICH HOPT

solution for infusion 500 ml
IONHETHICHOBA OYTHIIKA ¢ ABYIILTEH

1 MscTO

loride; Potassium
ide; Sodium lactate;
) chloride

22

solution for infusion 500 ml
HOJIHeTHIEHOBA DyTHIKA C ABYIMBTEH

1 mscTO

"CONOMEII" OOfL
amethoxazoles
|Trimethoprim= =0

24

"PbOHHUKC DAPMA"EANL

tabl. 400mg/80mg

1 MacCTO
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[Tigecycline

T vowttorsaitor

COPAPMA TPEMIMHTAJL

powd. for sol. forinf. 50mg 5 ml

1 mseTo

27

"PhOHUKC GAPMA"EA]]

powd. for sol. for inf. 50mg 5 ml

2 MacTo

27

"MEIEKC" OO/

powd. for sol. for inf. 50mg 5 mi

3 macro

[Valganciclovir | fGlmiabl d80mg . |

28

"OBOHUKC GAPMA"EA]L

film.tabl. 450mg

1 MAcTO

28

CODAPMA TPEMIMHIALL

film.tabl. 450mg

2 MACTO

29

CODAPMA TPEHJIMHI AL

powder for sol.for inf, 200 mg

1 MacTO

29

"MEJIEKC" OO/

powder for sol.for inf. 200 mg

2 MACTO

TR0

e P S e Ee

30

"ObOHUKC QAPMA"EA]L

amp. 250 mg - 2 ml

1 mMacTO

30

CODAPMA TPEUJIMHIAJ

amp. 250 mg - 2 ml

2 MACTO

‘|Indapamid/Amlodipine =~ |

T ranlismeemE.. L T

34

"ObLOHMKC GAPMA"EA]]

tabl.1.5mg/5mg

I MucTO

34 CODAPMA TPEUJIMHT AL

tabl.1.5mg/5mg

2 MACTO

s

Indapamid/Amlodipine = = |’

S tablLSmg/Momg o L

35

"©HOHUKC DAPMA" EAJ]

tabl.1.5mg/10mg

1 macro

35 COBAPMA TPEMJIMHIANL

tabl.1.5mg/10mg

2 MICTO

Itraconazole =0 i ciini| T

0 caps.100mg

36

caps.100mg

1 Mstero

Lhiaris

"@bOHNKC DAPMA" EAJ]

Lidocain. .

S ointment5% -40g 0 b T T

37

"@bOHUKC PAPMA"EA]L

omntment 5% -40 g

I macTO

1 msero

tabl. 500mg/0.1mg/5mg

1 MmAacTO

. soliforinj. 51U Iml "

"OLOHUKC DAPMAEA]

sol.for inj. SIU 1ml

I macro

40 CODOAPMA TPEWMIUHT AL

sol.for inj. 5IU 1ml

2 MACTO

Sildenafil

o tabli28mg

41 "GLOHHKC DAPMA"EALL

tabl. 25mg

1 MscTO

41 COD®APMA TPEHAJIUHIAJL

tabl, 25mg

2 MAICTO
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43

"PHOHHMKC DAPMA" EAJ]

tabl. 37.5mg/325mg

1 mscro

43

CODAPMA TPEHIIMHIALL

tabl. 37.5mg/325mg

2 MACTO

44

"®bOHHUKC OAPMA"EAN

caps. 300 mg

1 msacro

45

"O®LOHUKC GAPMA" EAJ]

tabl. 200 mg

1 macrto

"OLOHUKC GAPMA" EAJ]

tabl, 400 mg

1 macTO

M3N'BJIHATEJIER X
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