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A4pec na npo$nn
hffn, / /anVal^. / / vrrr\vv

llaprilaa 00232

Hil KynyBarra:
.bs / ?p:264e

1.2)Bug na nrslo{rrrreJrq rr ocHoBHa 4eftHocr/u:
(nonr,lna ce or nts{-rc,xnreJrrz no ust.1 , r. I -4 or 3OlI)

IMrzuucrepcrBo ral-rzr gpyr A6p)r€BeH opfaH, IO6rqecreeHu ycryfr4

PEUIEI{HE (nepcrrn 4)

B KJIIOTIHTeJTHO Te+HA pef LI OHZUIHH I4JII,I

MecTHH noApiBAqreHr4.s

[] Haquouanua arerfiqar I crryx6 a
[]Perrzouan eH r4rrkr [.lcoreH opfaH
f] P e ru o ua,r Ha H rr4 

fr.r 
e crHa are Hqz.a/cryx6 a

ffi ly6,rrzuHonpanHef c pr?HZ3€lrlzfl

[] Eeponeilcna usc'lprrv \us,l arertuus utu

I.3) Ocuoena sefi I{ Ha Bb3Jro)t(nreJlfl, cnnpraHa/u
(nonrlna ce or LITeJI no un. 7 , r.5 unr,r 6 or 3OlI)
[] llpozsnoAcrBo,

npapoAeH fa3 rz

r{ pa3npeAeJreHue Ha flllouencxz ycnyru

[]or6pana
L_luOuIecTBeH peA u cHrypHocT

l]Oxonsa cpeAa

[] tr4xononlaqecKa u SuHancoeaL 4efinocr
X3apaseona3BaHe
I Hacran-se a:ael >xurtuuJHo crpouTeJrcrBo

Mecra 3a oTAr4x a Kynrypa

ICouraanua 3aKpHna

f OrAvx, Kynrypa v pervrvtl
[]o6pasonaur.re
[]Apyro (naorr,

Ll XenegonbrHr4 ycJtyrr4

I fpaacr<z ?r(eJre3orrr,TH u, rpawtai4Hu,
rponei6ycH 14 prrru anro6ycHu ycnyrr4

I flp ncraH Hn\Hvr Aefi uo cru

UHHA EHEDII4,'I

I Enenrprzuecma eupp,rnr

f TrpceHe, npoyun[He unu go6uz ua
[pr{poAeH ras a,rr,h rre$r

[]Trpceue, npoyunpHe uru 4o6zn ua
Br,fnrrrua uJrH Apyru TBbpAr4 fopnBa

[]Boaa Jlernulur,r Aefi Ho crr,I

I}) 3A. TIPBKPA AHE HA IIPOUEAYPA 3A Bb3JIA|AHE HA
OEIUECTBEHA Il:OPbqKA
II: OE C'TB IIOPbIIKA
II.1) O6er<r Ha rro

f]Crpourercrno
ffi{ocranxu

II.2) HaurueHoeaHhe Ha rlopt tIKara, rrpeAocraBeHo or Br,3Jrararqnq opraH/srgJoxrlrern
(naxro e flocoqeHq B opr{rurraJrnoro o6qn.lteuue)
,{ocranxa Ha Jre.KapcrBeHl4 npo.qyKTr4 no rrpr4JroxeHa cneuzOrr:ar\rrl
II.3) Kparno onucfnne Ha flopbtlKara (xar<ro e rocoqeHo B opr.rrrrHaJrnoro o6rra,renue)
4ocraBKa Ha rIe.KapcrBeHlr npo.qyKT14 r'ro npr4JIoxeHa cneut'tQnriaLt,w.fl..
B cneurOn.KarJrAn'ra ca rtocoqeHyr: - 15_L (c.r'o rter.qecer ]4 e.UH;L)
HoMeHKJIalyptA rlrlKapcrBeHm npo.qyKTu/ rrpynr4paHrA rJ 31 caMc)c.ro.sreJlHo
o6oco6eHu;. rro3wtJurA t c rrocoqeHr,r : aHaroMorepaneBTJ4qeH KoII (ATC ) /
MeX.qyHapOIlHO H{3|IaTeHTHO HaTIMeH.)ReHT,4e I IN\l ) nor:n.TpaLIa A^'^^"-vDqlryfe \ |r\r\/ / Jr9^qyu.LDsfla wu}JNrq/

llosI4rJ4eHIln JIeK,tpcrBeH cnr4c'L,K - flpvtloNeHr4e 2, a 3a JIeKarpcrBeHtArl

rrd.tzMeHOIr d*vre r ltoJII4r{ecrBo aKTIzBHo IleUecrBo / JIeKapcrBeHa Qoptua z
llpolHo3Hu. Korlw'l.ecTB a .

OnnonoraHT/ma E -r^rr,,;\r,r.-rrr'-nu il e rll4 q)v1 K aur4.q T a np o ll Ho 3 Hr,1 K oJII4rl e c rF B a JI e B:ap c T B e HJ,l

YHII : 1 a2012lc-5cba-4ad 1 -b26t:



flaprrua:00212

npo.uyK.rr4 He Sa.q.lriNanar reqe6Horo 3aBereHr4e

PElllEHl,tE (oepcrrr 4)

SaKyleHr4Te KCiJITrr{eCTBa JTeKapcTBeHTr npo.qyKTr4
peaJrHr4Te HyX,4l4 Ha Jler{e6HoTo 3aBe.ueHr4e.

II.4) O6u repMI{HbJIoruqeH petIHHK (CPV) (xarcro e rocoqeHo B oprrrrrHaJrHoro
o6sereulle)

.ua TrA 3aKyrl1 .

^- ^4,-- -,,ule cd c boutr)d 3Ho

Ocu. Ito21 ,{on. rrco4 (xoraro e fipr{Jro)tfl.rMo)

33600000

KaKTO e [OCOqeHO B fNHAJI[IOTO OOfl BJIEHITE

ATIIIBHA I4H@OPM

HTa C peueHrre
212015 44/ruv/rrm
HrDMep r{a Aoclrero, [3AaAeH or Br,3Jrafarql{fl opraH/er,3.tto)KureJg
Br OpIIII{HaJIHOTO O6qB!'IeHItee aKO e npu,roxumo)
10

III.3 Cn aBKa 3a BJIeHHfl, nOAAAeHH IIO eJIe IIeH nf,T aKo e I{3BecTHal

vreJrHa PO|I / fara I'E,Te HeH [O!aTe,'I"

MeHra e POII: 2015-100832

u-{aHe Ha opurrrHaJrHoro o6sereHue/peureuue
rr,r/r||r

IV: IIPEKPA

faHe Ha ooluecTBeHa nopbqKa
rrlnosuqun o'r n 3a Bl,3JlafaHe ua o6ulecreeHa

BAHUE

3Otr

Oqr. n

[.5 BUA na n

floflt,rsa ce or n:ss;fiox(ureJr rro qJr.7, r. 1-4 or 3OlI

Vcxopeua ofpaHrz

f,VcnopeHa Ha AoroBapqHe c o6se,reHae

! [orosapa He 6e: o6ss,,]eFrr4e

!Kourcypc 3a npoeK'l'- o'r'Kprrr

!Kouxypc 3a rrpoeK'f - ol-paHnlrelr
t-t

n
T
TI

roeaD.sFre c o6.s

llou'r,rea ge or Bb oxHTeJr no .Ir.7, r.5 a,rn 6 or 3OlI
Il{otonaprue 6e: o6gereuue
IKoHnypc 3a npoeKr - orKp].rr

Orrpnra npoueAy T
tr
T

Orpauuueua n
orosapsue c o6.s !Kourcypc:a KT - OfDAHI{qEFI

Honep:4l or041

III.2) PeQepeHreu

00232-201 s-0

Iswrnp
ffiVnrluorvlorqeH
fo4rzua H HoMe

III.4) {onyMeEIT':[ nofiro ce orHacs ra:u ny6ruKarlflq (n npnlrontlrMrd'r'e cnyuau)
IIL4.1) Hontep Ha ofi.aueHzero B OB: 2015/S238-4.31948 or 0911212015 AAlr,ru/rlrl
IIL4.2) Vnurca,ren niol'rep Ha ropbqKara n Perucrrpa Ha o6rqecrBeHure nopbrrKli: 00232-2015-.
00I0(nnnnn-yyyy-x$x)
III.4.3) Bn4 na goxJruenra n Perucrupa Ha o6rqecraeHr4Te [opbr{Kr4: perxeHrze H o6fiereHae sa
fiopl,qKa

IIL4.4) Hon,lep na 4pxynreHra (ID Ha AoKyMeHra) e Perzcr-spa ua o6ulegrBeHzre nop'br{KLr:
700832
(Aro n uone III.4.3 e us6paHo "peureune u o6xsreHue" ce rocoqBa HoMepr,T ua o6.sn;reunero B

III.5) [ara Ha r{3rr

fia.ra:0411212015

[]npoqeaypa sa e

IV.1) Ilpaeno oc
t4l.39, ar. 1, r.
ItIl.39, at.2,r,

\/HII I a20l 23c-5cba-4adl -b261

6vrcea or 3OlI

no Ie



llaprxta:00212

IV.2) Morunn:a
B cpoKar otrp
tlocT.btIItIU 06
np14KJIroqB aHe
oT 3aceIaH}{.C
3a o6oco6eHr
rlpe.qBap]4TeJrH
1 . llo.qa.qeszt.
o6oco6esrA no
tT3UCKyeMr4 IJO

C%OTBETHIAA N

JIe KapcTBeHil
6qn:T -m-mni

o6oco6eHr4 no
2. V.racrnrrc.t
no3rtlJrtfl Ns 2 3
cqn6n: ?Hr\ T/a

ro npoue.4ypa
3aKpT)rrJleHa .[
n:6nons: rhnnYvy

nopa.Er4 KOeTO
fIo3I[LI[fl. I Ha

PEIIEHI,IE (Bepcrrr 4)

peKpaTsBaHe Ha rrpoq eay paTal cLMocTosTerHo o6oco6eHara flo3urluq
.qeJreH c perxeHr4eTo 3a oTKpr4BaHe Ha |Ipoue.q]y'paTa / ca
o celeM ooepTt4 oT noTeHur4aJrHr.l yqacTHIAL\rA. C;re.E
a6orara Ha KoMt4crAfl,Ta 14 npe.ECTaB.qHe Ha |Ip(]TtoKorrr4Te
d v, ce ycTaHoBI4/ r{e HI4TO e.qHa OT [O.qaIeH]4rle ooepTil
nosraqrala NeNe '7 ,13 ,I'7 ,2!,23 ,30 ,32 , He orrroBitp.q Ha

o6.qeeHr4te ycroBr4,q :

oT yqacTHr4rJuTe ooepTr4 3a JreKapcTBeHIl np()IIyKTr4 rro
uuwu NeNe 7 ,13 ,I'/ ,2I ,23 ,30 ,32 He c'b.E.bpxar BCuuKvr
yMeHTIt 3a no.46op - oTop143arluo;E-HrA rrr{CMa orr

'r'a vaq i EJr na pcr3peUeHT4eTO 3a ynoTpe6a Ha
npo.4yKTr4/ KOeTO e 6vrJto nptLqwHa Te3m yqa(lT,r{I4uvr Ea

eHr{ oT yr{acTr4e B npoue.uypaTa no ur4TmpaHr4Te
wrJvrIA / Ha ocHoBaHr4e qil.69 | arl . 1/ T. 1 oT 3()[,

^/h^h,.^ - -/ uuelrl4pdJl JreKapcTBeHr4 npo.qyKTr4 |lo oooco5eHa
He e oQopvrrzJr t[ npe.qcTaBralr ueHoBoTo cr4 npe.qJroxeHr4e
cKBaHr4.qfia Ha B.b3IoxI4TeJIq / 3arTILCaHW B .qOKl,/MeHTallr4.q'ra
a - lteIrA}IrAr{HaTa rleHa Ha npe.qJrarraHr4Te JIll Jra 6t.ue

BTOpr4.q 3HaK cJre.q .uecerl4r{HaTa 3areTa.q, a 3a JIll e
- .qo rleTB.bpTI4.q 3HaK CIIe.q .4eceTl,{rlHaTa 3alteTarr,,,

a Frttfl nmamnaua-,--r-,,-H OT yqacTr4e 3a Ta3I4 ooOCOOeHa
cHoBaHr4e \rlr.69 | aJr . 1/ T. 3 or 3oll .

(Kparro orucaHHe Qarcrnuecxnre o6crofl TeJrcrBa, Koaro o6yclaetr [peKparrrr]aHero Ha
CbOTBETHATA fI )

IV.3) OnucaHue Hh r;aMocroqrerHo o6oco6ennre rro3rrrluIl (xoraro e rrprrJroxuMo), 3a
KorrTo ce rpeKpaTflBa rporleAypaTa
7.Aurr,rrpoM6orlmr{Hz JreKapcrBa: 1-r B01AB05-Enoxaparin sodjum sol .

inj., pre-filled syr.4OOO IU/0, 4mI;1-2 BOlABO6-Nadroparin
solution for in;ection 3800 IU;7-3 B01ABO6 Nadroparin solution
for injectiorj 5700 IU; 7-4 B01AB12 Bemiparin sodium sofurtion for
in;ection 25q0IU; 1-5 B01AB12 Bemiparin sodium solution for
r-nl ectrorr 35Ll0IU .

13.AHrr6arcrepra"nHm reKapcrBa: 13-1 JolAAo2 Doxycycline caps.
100m9;I3-2 J01CRO2 Amoxicillin/ Clavufanic acid tabf. film -
coated 875 mg /I25 mq;13-3 J01DDO1 Cefotaxirne nowcler for sofut.ion
for injection]/ infusion rq;tz-4 J01FA1o Azi-thromycin powder for
sofutron for infusion 50Omg;13-5 J01FA10 Azithromycin tabf. fj-Lm
- coated 500(q ; 13-6 J01GBO3 Gent.amicin sof ution f or in-jection 40
m9lmr- 2mr ;r31 J01GB06 Amikacin solution for injection 5oo mq/2
mf - 2mr;13-B J01MAO2 ciprof f oxacin tabl. f ifm-coat.ecl 50omq;1.1-
9 J0lMAl2LevQfloxacin fifm-coated tabf . 5OOmq; 13-10 JOtXAO2
Tet-coplanin powd. and solv. f or sol-. for inj .4oo mg;13-: 1 JolxBOl
Cofistimethate sodium powder for sof.for inj. or inf.lMIU;
17.JiercapcrBa 3a rer{eHze Ha c.bp.qeqHo-cb.troBr4 3a6oJi.qBauwsr:I'l -1_
C01AA05 DigoNin sol. In)./inr.0.5 mgl2mI;Ij-2 C01BB0t/ N018BOj2
L-rdocaine sof . f or l-n1 .20*g/^t-10m.1 ; rj -3 colBD0lAmiodar:one
sof . or intraven. inf .5O mglmt-3mI ;Ij-4 COlCAO4 Dopami_ne
Hydr chloride concentr.for sol-.for inf .40 mglml - 5 ml;Ij-5
c0lcA24Epinephrinesof . f or in; . 1mglm1 - 1mt ; ri -6 colDAo2 Gf vcerv_L
trinitrate sof.for inf.1 m9lmt - 5Omt;lj-j CO2ACOl Cfonidine
sof.for inj.o,15mg;r1-B c03cAO1 Furosemide sol.for in_1.10 mglm1
- 2mI ; I1 -9 C03CA04 Torasemide tabf . 10 mg ; Ii -IO CO3CAO4
'rorasem:-de sol .for jnj.20 mq/4 mr;r],-r1 c03cAO4 Torasemide
sol. for in; .10 mg /2 mI

v o6es60r.qBaulil reKapcrBa: 2L-I M01ABO52 7 . llp oruB o B.b3 rt aJr wr e lrHvr.

YHII: I a20 I 23c-5cba-4ad I -b26f-
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Byprac 8000
Byn. ,,!er,zroKpa4un"

KOMNJIEKCEH OHKOTOTMqEH

B6

NPEKPAT.'IBAD4

uEHrbP - EyPtAC'/ EOO.q

Ynpaezre"n: 056/86-64-02
ftrr. cqeroeo.qr4reil : 056/86-64-A4
Qarcc: 056/85-98-30

PEIUEH'{E

M 03 / L2.02.2016 n.

T .2 or 3oll r.4 rrporoKoJrr4 or 12 . OI .20L6 T . ;
08.02 .2016 .f . Ha Ko)\ilAcvrn, lra3HaqeHil c.bc

3aroBe.E Ne l) r2 or 11 . 01 .20I6r . , 3a npoBex.EaHe Ha orKpr4Ter rrpoue.qypa no
3ofl / c npearrae f ,rflocraera rra rrencapcrBeu% npo4yKtrrr no npruroxeHa
eneqr'r0r,rxaT-4v,rz.'t, of xprzra c l?eneHme Ns 41 / 04 .12 .20I5 r . / perrr4clrprzHaHa B AOI

3ofl / c npearrae f ,r,{ocraera rra rrencapcrBeu% npo4yKtrrr rro npruroxeHa

ror Ns 00232-2015-0010, ny6.nrrcyeano oo.qBreHr4e B poIT Ns 7oo 832/04.12.2aI5r. r e oB Ha EC l{n 2015/s 238-431948/09.I2.2015 r,.fe
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IIAIAHC HA

NOC'I'bI7I4JIIL

a60ra,r,a Ha
TaHOBII / qe
rA IJ.O3I4IJr4IA I

oOocoOeHz
KyMeH![]4 3a
neH.t4e['o 3a

yqac[,H]4Ur4
oOocoOeHr4
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OO

KO

HVI

HC

1.
lo
no
yn
.Ea

|lO

op'bq
r7.o3wT+vru oT HacTO.qrIaTa npoqe.Eypa 3a B.b3

o6ocoEEHA no3nqhfl Ne

7. Hrl4TpoM6oTh r{ H 14 n eKapcTBa

13. HTH6aKTephanH u neKapcTBa

17. eKapcTBa 3a neqeHHe Ha c'bpAeqHo-cbAoBlt 3a6oflflBaHHrl

2'.1 
"

porHBoBb3nanHTenHr u o6e36onfl Bar4H fleKapcrBa

23. poTH BOBb3nanltTefl H'| neKapcTBa

30. ! HTIXeMOparfi qHH l,| aHTHaHeMHqHH fleKapcTBa

32.1 rH neKapcTBeH14 npoAyKTH 143BbH no3]tTl4BHHfl CnhCbK

Monmsvr

m npe.qgTaB.qHe Ha nporoKoJrr4Te or 3ace.EaHm,qr ilr., c(3 yc
or nogp.genI4re oQeprr 3a Ul4Tr4paHr4Te no-rlop o6oco6en
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