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PEIIIEHI4E

N 18 / LL.O7.2OL6 r,.

Ha ocHoBaHI4e rr.rl .39/ aJL1, T.2 or 3OIl rr nporoKoJrr4 or 05.0:t.2016 11 . i
16.05,2076 11 .; 25.05.2076 rr.; 03.06.2016 lr. Ha Ko\rJrcr/r.fl., Ha3naqeHa cbc
3anoBe.q N! 103 or 04.05 .20I6r. , 3a npoBex.qaHe Ha orKp]4ra npoueEypa ro
3oll , c npe.qMer ,r,{ocraaxa rra JreKapctrBen r rrpo,qyKrr4 rro rlpr4Jroxena
cner.pr(lrarauyrfl,tt, orKpI4Ta c PerxeHr4 e 09 / 14 .03 .20!6 rr . , pelr4crpr4lllaHa B AOll
no.q Ns 00232-2016-0003, ny6.rurcyeaHo o6.qBreHz.e B Po|I Ns 119 378 /74.03.2076
rr. r a oB Ha EC N,2016/3 055-091550/I8.03.2015 t.

TIPEKPAT.'IBAM

Cnegnzee rrolterrKJrary7.ra JreKapctrBeHr4 rrpogyrctrr{ or qrzrlr4paHara flpoqe.qypa 3a
-a"^ "- ^dDDJJrqlans nq vOIIIeCTBeHa llopbrilKa:

Mor.rc,vt

B cpona/ olpeleJreH c perxeHl4ero 3a orKpr4BaHe Ha npoqe.uypara,
o6ttla nam nrhonmrz -m n^maHTTT/r fiur/ \/ua-frul^rrr^ /rnan---, -v oT noTeHqzaJTHTr yr-racTHtLrJu. uJIe.4 [pr4KII]OqBaHe
KO\AJACrAfl.Ta r4 npe.qcTaB.rrHe Ha npoToKoJIilTe oT 3ace.qaRvIfl,Ta nt ce
Hr4TO e.4Ha OT no.qa.qeHr4['e OoepT]4 3a rlr4Tr4paHilTe no-r1ope
Jrs^qyu !DsEyr riyO,[]KTLI OT CneUrOI4KarII4.gTa nO npOUe.qypaTa, He
|Ipe.qBapr4TeJrHo o6,qBeHr4Te ycJToBr4.q :

CAI NOCTbNI/IJIVI
rr:6nm:m; H^

ycjTaHoBI4, rJe

HOMeHKJrarypr4
o,rrloBap.s Ha

1. 3a JIll Ne 2.2. 14 IIn Ne 2.3. yqaclHrzKbr, KOrZro e.qr4HcrBeH e +o.uaJr o0epra
3a re3tl ntr, e npeEJloxr4Jr.Ua vr3nblrHyr EocraBKara rAM c JIll , Kpt;1rro ca cbc
Jry^aIJuaDsH uou.l3.B vr C'boTBeTHo PH, KotITo He oTrroBap.gT Ha I43I4Qr{BaHyrg.Ta Ha

on
Ns

Ne

B

on
ATC NN

neKapcrBeHa
SopMa

KOn14qecTBo Hia

ATl1BHOTO
neKapcTBeHo

BeqecTBo
lMqnKrl

llporno:nn
KOI|hqecTBa

1 a 3 o 7

z 2 BO5BBOl

Electrolytes (Magnesium chloride
hexahydrate 0,39;Sodium chloride 5,269;
Potassium chloride 0,379;Sodium acetate
trihydrate 3,68q; Sodium Gluconate 5,02qll)

solution for
infusion

lPH7,4l -.

1000m1
3 000

z BO5BBOl

Electrolytes (Magnesium chloride
hexahydrate 0, 39;Sodium chloride 5,269;
Potassium chloride 0,379;Sodium acetate
trihvdrate 3,68q,Sodium Gluconate 5,02qll)

solution for
infusion

lPH7,4l -,

500m1
4 000

{ z J01 CR02 Amoxicillin/ Clavulanic acid
tabl. film -

coated
875m9/125m9 500

6 6 N02BEOl Paracetamol solution for
infusion

1000m9/1OCtml 250



5.b3IIox7I['eI.qr SaJIoxeH]4 B KoJIoHa Ne 4 - INN, oT cileqrz@r4xt arJr4s.Ta no
lpoqe.qypara, Koero e 6uilo nprluuHa ro3I4 yqacrHr4K.qa 6r.Ee or,trTpaHeH or
yrJacrl4e B [poqe,Uypara ilo r]rlTvrpaHilTe JIll , Ha ocHoBauwe un.69, aJl .1, r.3 or
30n.

2, 3a JIll N, 3.2. ca nocrbnuJrvr o6ulo rprr oQeprr4.
2.r. .[eava or yrJacrHr4u]4Tel oQeprpa.nz JreKapcrBeELufl. npo,uyKT Nu 3.2., ca
lpe.qJIoxI4JII4 .Ua TI3|IBJIH.qT .qocraBKara c JreKapcrBeH npo.uyKT, xorZuo He
,:L,.-.,^,-^- - r^^.Ql4r'ypmpa B IIo3vrrI4BHwfl' JIeKapcrBeH cnl4cbK(|IJIC)-llpmloxeuze 2, aK.TyarreH K.bM
.4arara 20 .04.2016 T. r rlocoqeHa n o6.qeneHr4ero 3a rop'.br{Kara/ c
lpe.EJIoxeHI4Te OT T.CX T'bprOBCKr4 Har4MeHOBaHrl.rr .r,r rrpt4TexareJrz Ha Pzlspeueurrero
3a ynorpe6a (llPY) . He e cnaseHo uSyrcKBaHero , 3anrrcaHo B .qoKyMer{Taqr4.sra no
npoqe.uypara: ,,llpegroNeHilre JreKapcrBeHr4 nporyKTr4 .qa Qlt:r.yprpar B
lrozv.nwnuttts. JreKapcrBeH cnl4cbK (llnc) - llpz.noNeHze 2.,,, [opa.qr4 Koero ca
orcrpaHeHl/l or yrJacrze 3a ra3r4 o6oco6eHa rro3vrrlrLfl., Ha ocHoBat{Ite .{n . 69,
an.I, r.3 or'3Oll .

2 t Tnomrzsm \L ye rvL^ a /r{aCTHI4K e flpO.[JIOXJ4JI e.El4HI4r{Ha UeHa 3a JIII Ne 3 .2 . , KO.qTO
Ha.UBI4lxaBa c'borBerHara croI4Hocr Ha c,bDJrAH .a IJJIC r T . € . He orIoBap.q Ha
14sI4CKBaHeTo |lo |Ipoue.EypaTa ,,3d JIeKapcTBeHr4Te npo.tryKT]4 oT o6oco6esvt
no3wrJvrrA or Ns 1 Eo Ne 7 nKnro.{rareJIHo: . . .llpeg.noxeHara or yrracTHr4K:a e.qylHl4rlHa
rlcts1d uJreAjJd. Ad He H.dAijr4rxdBa cboTBeTHaTa cTO.TIHOCT Ha JIeKapCTBer:tl4.q |lpo,4yKT
e lrogrA'rrABHrAA JreKapcrBeH cnrrc.bK - llprloNeuu e 2, aKTyaJreH K:,bM .uara
20.04.2016 r.", nopalr4 Koero oQeplara My e orcrpaHeHa or yrlacllr{e za razu
o6oco6esa no3urJyrfl.t Ha ocHoBaHue qJr.69t aJr.1/, r.3 ou 3OII .

3 . 3a IIll Ne 5. 5 . ca rocr;nuJrvr o6u1o rpr oQeprm.
TAv|r'puMara yr{acTHl4l-ll4 ca [pe.qJ]oxl4JIyr e\rrHurzHtr rleHl4 3a ['o3]4 Itr, Kot4To
Ha.4BI4lxaBar c'borBerHara croiiHocr Ha c,bt\v|fl. s |IIC r T . e . He or]toBap.qr Ha
I43l4cKBaHeTo ro npoue.qypaTa ,,3d JIeKapcrBeHrzTe npoEyKT]4 oT o6oco6esvr
no3I4rJuu or Ne 1 ,Uo Ns 7 exrp.Jr4TeJrHo: . . .llpegnoxeHara or yllacTHr4K".a e.qr4Hr4rJHa
4urrq eJru,/+Dq ,4a it€ Hd.AIJJ4II]aBa C'bOTBeTHaIa CTO:ZIHOCT Ha J]eKapCTBefII4.q npOIyKT'
B flo3l4Tl4Bnufl. JIeKapcrBeH clr4cbK - IlpzloNeHze 2, aKTyaJIeH K'bM .qara
20,04,2PI6 T." , nopa.qr4 Koero oQeprnre rAM ca orcrpaHeH% or ly'r{acrr4e 3a
rasfi o6oco6ena n.o3uL\rAs-| Ha ocHoBaHVe .c'[r.69.t aJr.1, l.3 or 3oll .

Hacro.quoro r'zvI pettleHl4e no.qJrexr4 Ha o6xa.rrnaHe npeg Kotl;.ztcus.na 3a Baulr4Ta Ha
KoHKypeHrlufl.\at c a.upec: 6y"n. Br4Torxa Ne 18; r'p.coQt'ts; nK 10r)0; ren.02
9884070; Sarcc 029807375; e.noIr1a: cpcaLdminGcpc.bg; r4HTepr.rer a.qpec:
hf f n. / /t^tt^rtr cnc harreeY. / / rYYrYr. vvv.vv.

flo.qaeaFre sa xal6ut - c.brJracHo un.720, al .5, ,r.4 or 3OiI - e 1Q-p;ueeeH cporc
o.n nrz6nrrrTa\,zRAHo_*,,_ Ha HacTo.rrqoTo perxeHr4e.

Ha ocHoBaHI4e r{JI .73, al .4 14

3oll , Hacro.quorro Ml4 perueHr4e
c npoToKoJII4Te Ha KOMr4Cr4.rITa
npoue.qypara.

np:'l cra3Bane rl:.SucKBaHraflTa Ha -lr.7.l r dlr.3 ol
T-I2 1.rA ntl6nrrvrrp;' - fl*a,1''.--As ..r vu'rrlr !et iJ IIIJOQJ4JId Hd KyllyEarla 3ae.qHO
IA B C'bI]J.Vrfr. .UeH I€1. Ce u3rTparu .qo mHlltlfima P

)ri r.ii

Btgnoxlaren
Vrrpaarare,n:



Ilaprura:00232 PEIIIEHZE (oepcrr 4)

ArEHUl4t nO OErl]ECTBEtHfi nopbrlKl4
1000 CoQru, ya, Iere 4

e-mail: pk@aop.bg , aop@aop.bq
hHrepHer aApec: http:l/www.aoo.bq

PEIIIEHI4E

!Ilpoenr Ha perxeHrre

fi PerueHze Ba rry6nnKyBaHe

Honrep: t8 or ttloT lzor6 44/rvrlr/rrrr

!A) sa orKpr4BaHe Ha npoqerypa
!E) sa rpoM.rrHa

[|B) ea rpeKpar{BaHe Ha rrporle,rorpa Ba Br,BJraraHe ua o6qecrneHa rroprbqKa

O6ersrrr rra o6ulecrneHara rropbrrr(a e rro:
X"n.3, a-rr. r or 3OfI
n"n. 3, a;r. z or SOII

!Ctrnacen crru AOII Aa IrBrIparLI AaHHrlre, ueo6xo4zun sa uy6-nu.ryrane na O6-qsreHlre Ba

AorIrbJIHIrrerHa au$opuaqux, zuSopuarlrir Ba He3aBbprxeHa nprorleAypa rznz CORRIGENDUNI.,4o
O$rzqrza-uen BecrHHK na EC s sborBercrBlle c O6ulzre ycnoBr.trr Ba fiBrroJroBaHe Ha ycJryrara
Ererrponeu rroAare.rr

AEJTOBOAHA I,IHOOPMAUULfl

PABAEII I : BbBJIOXfl,ITF.II
ffno vn, T,r.L-4 or SOfI (rcrracuvecru)

[erono4ua urr@oprwaqux
flaptu4a Ha BT,Btlo)Klrrens.i oo272
llo4erenue:
llexo4xul HoMep: 7o1 or Aara rrl o7 I zot6
Koruenrap Ha Bba.rro)KureJlff :

00232
00232-2016-0003

rro .tlr, 7, T. s vnv 6 or SOII (cerro

I.r) HaranreuoBaHr{e tr a.[Dec
OQuqua-uuo HalrMeuoBaHr{e
Kolanne rcceH oHKoro rrl4rleH TTcHmrn - Rrznr:c trlOOTTu/yr qe 4vvfr

Anpec
6yn.CreQau Crar"l6onoe 73, X:', Lpypr':zrleH Kopnyc .aa MBAJI-Byplac A.[, e:r.7
fpaa
Rrznn: n

florqeucwr ro4
8000

[rpxana
Bt,rrlaptza

3a xonraxrr.r TereQon
0s 6 8 66404

Jhzqe sa KoHTaKT
Pyruxna Kovznoea
ErerrpoHua noula
nd i enG:l-rrr ha

(Darc

056 859830
I4nrepuer alpecf u (roraro e ilpltno)Kr4Mo
AApec Ha Bb3Jro)Kurerrs :

ht Lp : / / onkobs .bg /
Agpec na npoSrzla Ha K'.rryBatra:
http : / /onkobs .bg / ?p:29 43

)

I.z) Bu,q rra BboJrolrcareJrff r{ ocHoBua 4er?rrocr/u:
(uourlna ce or Brborrox(ure.flH rro qn,7,T.L-4 or SOII)

lMauzmepctBowrvrApyrAlbp)KaBeHopraH, lO6rqecr.eeHlrycrryrv
Bxrroqrzre.rrHorexHrrperrroHaJrHnLrJrrrMecrHlr f]Or6pana
rroApaoAeJreHnr{ lO6qecreeH peA r4 cr.rry?Hocr

lHaqzona-nna areuqrax/cnpr6a lOronHa cpe4a
lPeruoua-rreH lrJrlr MecreH opraH ll{rouonr.r,ruecra u Qunaucona 4efiuocr
EPerrzona-nuazJrrrMecrHaareHqr.L larytx6a ffB4paneo,naenane
XIly6ar.r.{uonpaBHa opraHrrgalrrl.E l-lHa"tarrrmHe/)xr.rJrurrrHo crDouTelrcrgo 14 Mecra

yHII: eb856c82- I 55 I -40bb-8sl a-6de3 02a6e9e0



llapru[a:00232

B) 3A TTPEKPATflBAHE HA rrpoqEAypA 3A BlbSJrAfAHE HA
OEIUECTBEHA fIOPbtIKA

PIIIIIEHI4E (oepcur 4)

Me)Kro/HapoAHa OpraHrl3arlua

nlpyro (rrorx, yroqHere) :

Eopouefi cxa vHcrurry\vfi f areH\LtA uJrvr 3a oTAIrDi II KyJITypa

!Coqua-rrua saKprrJra

! Or4ax, rqryrrypa v perutrrl
!o6paeonanue

I.3) Ocrronrra 4efirrocr/u rra BbsJro?KrrreJrs, cBbpaauaf u ct
(uonrlna ce or Bb3.rror{r.rreJr rro -un.7,T.Sv-rru 6 or SO[I)
!flporzeuo4crBo, rrpeHoc rz paalpeAeneHue Ha

IIpapOAeH ra3 I{ TOUJILIHHa eHeprLI.{

I EnexrprEuecKa eHeprlur

ITbpceue, rpofrBaHe wru ro6rrB Ha np]rpoAeH ras
r{rrz He(br

lTrpcene, [pof{BaHe unu go6nn Ha Bturvrr{a HJrr4

Apyf l.r rB'bpAr4 ropH Ba

! II o rqeH cr<rz ycJryrlr

fl)KeneaourrHlr ycJr).rLl

! fpagcxu x(eJreoorrbrHrr, rpaMBafiHlr,
T p o nefi6y cnu wru anr o6y cuv y c;tqvl

! flpucranrzrqnra 4efi uocrz

u. uri r r lnJc'I'u|l.HA lloP.bLtKA
II.r) O6ercr Ha rropbrrr(ara
!Crpor,rrenctno
[.{ocranru
flYcnyru
II.z) HaunreuoBaHrre rra rropbrrr(ara, [peAocraBerro or Bbr]Jrararqrr.fi oprau fnnstottcu:text
(rtaxro e rrocoqexo B opr{rrrHaJrrroro o6.sr.rrerrue)
Trnnm:pr: q: nakapcrBeHIA npo.qyKrvr no nplzJloxe.Ha cne:l.zbu*auun
II.3) Kpatrco oilucanrre Ha rropbqnara (rarcro e rrocoqeuo B oprrrr{HaJrrroro o6.sn.rreHxre)
TJncm:pra Ht nakapcrBeHfi npo.tryKTlt no npl4Jloxe.Ha cneqvt(.wxa4un.
B cneqr$mKarlrl.qra ca rtocoqeH]z: - 45 (uertapr4.qecer 14 ner) uolaeux"narvpu
JIeKapcrBeHvI npo.qyKrl4, r'pynzpaurz e 7 caMocro.qreauo o6oco6euz noa.t4rltrwt c
nocorreHt4: aHaroMorepaneBTr4r{eH Ko.q (ATC) | Mex.qyHapo.qHo HenareHTHo
HauMeHoBaH%e ( INN ) , JteKapcreeua Qoplaa, Korl4crecrBo Ha aKTr4BHoro
JIeKapcrBeHo BeilIecrBo (M.qpKa) npolHo3:r,l,t Ko,fiuqecrBa. llpe.qroxeH tr'e
JIeKapcrBeH npo.qyKrv Aa Qzlypvpar e llozwrnnHrz.s fleKapcrBeH cnzctr<(IIJIC)
ffovnaxeutto 2 (-qrn:.Hn naannnanA- "- ttr rn ? m ? nm ?AII-JrrJlacHo paSnope.Eud'_r'd Hd 9Jr. z)t a^.,. -,
Bsgnoxmler.qr npe.qocraB.q B.bsMoxHocr Ha yrtacrHt4r_Ir4Te .qa npe.qcraexr o$eprz
3a e.qHa IAJtw rroBeue or HoMeHKrarypzre B Te3r4 o6oco6enzre noeuL\uu,i
- 41 (voryunr/na.am \ "^"'^"'"! yt eAHd / HOMeHK.naTyp% JreKapcTBeHu flpolvKlut lpynlzpaHll B

egna ooocooeHa no3L,IrJIAA - Ne B/ c nocoqeH% rreHeprAuHo HavMeHoBaHile,,
r(oJI%rlecrBo aKTl,tBHo BerrecrBo, JleKapcreena Qopua il nporrHogHrz KoJIurqeclr'Ba,
Bs3"noxt'tleJts.r ugtttcKBa KoMnJIeKcHo tzgn'btrHeHr4e Ha ragI4 o60co6eHa no3vrJtA+ -
3a BCVr\-|KU JreKapCTBeH rrpo.qyKTr4f BKJIIOT{eHrA B He.q.
OnpegeleHurre B cneLl OvKarJVAra nporrHo3Hr4 KoJr.r4rrecrBa JreKapcrBeHz npo.qyKT%
He 3a.q%JIXaBaT JIeqe6HO.r,O 3aBe.qeH]4e Aa tv SaKVnrA. 3arcynenrAre KoJTIAttecTBa
frarFncrpcHT/ nnorlVKrFI/ IIIe ca c.r.o6n: ?Hn nc: nHT/Te HVxt-TT/ r-ra .ner-re6r+oT<)/ r\ r yr qv ryr r v rrJ /r\4

3aBeleHr4e,
II.+) O6q repMr.rHonorrrreH perrurrn (CPV) (xarcro e flocorreHo B oprrurnanroro o6.srraeuze)

Ocrr. ro,4 [ou. rco4 (xoraro e rfprllroxfl{Mo)
Ocu. rrpe4ruer 83600000

flonusa ce or BrboJro)Krrrre.[ ilo sn.7,T,L-4 or 3OII
Orrpzra rpoqeAypa
Orpanuuena npoqerulpa
Ycropeua orpaHr{rreHa rpoUelqapa
Cbcreeare.leu nuiuror

fiYcropena Fra AoroBaprHe c o6.rrBneHr.re

!fioronapxue 6es o6-ssaeuue

f]Konrypc Bar npoeKr - orKplrr
!Konr<ypc Bsr rrpoeKr - orpaHLrrreH

n
n
!
n

oroBaDtHe c oo.fl BtIeHI4e

flour,nsa ce or Bbsrrolrrrre.rr ro qn,7,"r.S zurrn 6 or 3OfI
Orrpura rpoqe,qapa !,{oronapaue 6es o6-asreHze

yHn: eb856c82-1 55 I -40bb-8el a-6del02aoe9e0



llapruaa: 00232 PfiIIIEHI4E (oepcar 4)

,{oronapxne c o6rBneHue Konxrr'pc Ba [poeKT - orpaHzrreH

III : AAMI{HI4 CTPATI,IBIIA I{H@OPMAIII{fl
flpoqe4'para e orr(prrra c perueHr{e
Horvrep: 09 or L4l03l2oL6 Aa,/vlvr/rrrr
III.z) Pe(peperrfeu Houep Ha Aocr.rero, rraAa/{err or BtaJraraqw. opranfnborroxrrreJrfl (rarrro
e uocorrerro B opr{rrauairHoro o6ffBneHr,re, ar(o e rrpunorKr.rMo)
00232-2016-0003

CnpaBrca Ba 06{BneH uIIo IIbT tAI{O E I{SBECTHA

NSIMAP
ffiYnrnnolroueH florpe6urerr Ha POII /.rpes ycJryrara "ElenrDoHeu no.uarer"

fo4rlna n HoMep Ha AoKyMeHra e POfI: 2016-719318

III.4) floryueH'r, 3a xoiiTo ce orHac-fi Taorr [y6nunarlrr.E (n rrpzlorxuruure er5ruaq)
III.+.r) Honep na o6.suenuero s OB: 2o16/Sob5-o91b5o or L8l%l2c16 44/uru/mrr
III.+.2) Ynr.rra-nen HoMep Ha roptqKara n Perzctrpa na o6ulecrneHr{Te nopbq:rvri cc.282-2cl6-0tl03
(nnnnn-yyyy-xxxx)
III.+.S) Bnn ua AoKlll-leHTa n Perncmpa ua o6qecreeHrrre rropbrrKra: peureuae u o6ssrerrue Ba rropbqra
IIL+,+) Honep Ha AoKyMeHra (ID ua 4onylrenra) r Perucmpa na o6ulecrneHlrre rropbqKu;7t9gti|l
(Axo r noae III.4.3 e rls6pano "DeureHne u o6sF,ile]F^]1.e" ce floco-rsa HoMeDbT na o6ssrenuero s PIO|I)

III.S) Aara rra rrorrparqaHe rra opuu,ruarrroro o6.snaerrue/yreurerrue
n ara: u I os /2016 a,q/MM/rrrr
fV: IIPEKPATflBAM

!npoqe4rpa Ba BbBraraHe na o6rqecrneHa flop'brrKa
Xo6oco6eua nosurrus,f uozvrrvrv or [Douea\Ta Ba Br,BJraraHe na oeiurecreeHa rroDrbr{Ka

fV.r) Ilpanno ocuoBarrrre
91. 39, €ur, 1, r,__ or 3OfI
9a. 39, an.2,r.__, 6yrna or 3OfI

x
T1

TOqKa:2

6yxsa: l-la --llo fls
fV.z) MoruBr.r Ba rrpenpar.ffBaHe Ha rlpoqero{para/cauocro{TeJruo o6oco6errata rrosurqr.Lfi
B cporcaf onpeleJreH c peueHr/rero 3a orKpr4BaHe Ha npoqe.qyparaf ca
nocrbnvrlrtA o6ulo ner oQeprz or noreHuvralrHu yuacrHwun. Cne.q npzKJlrorrBaHe
n^^^m:m: H: \.^\A1I-r^oma r4 nnon-m^Doua ut nnnf,n?nr---^.--,.ACrAAra il npe.qcTaB.qHe Ha npoToKoJrr4Te oT 3ace.qaHil.q,ra ut ce
ycraHoB%, rJe Hr4To e,qHa or no.qa.qeHzre oQeprz 3a r-Ir4Tr4paH%Te rto-rrol)e
HoMeHKJraryp% reKapcrBeHr4 npo.qyKT% ot cne4zQnKaLJrt+ra no npoqe.qypara/ He
orrroBap.s Ha npe,qBap%TeJrHo o6.ceeFrr4Te yclToBvr+i
1. 3a JlIi Ne 2.2. n Ln Ne 2.3. yrracrHzK%Tf rcolZro e.qr4HcrBeH e no.qaJr oOepra
ea resz JIfl , e npe.qJloxult Aa vsrt:blt:e.vI .qocraBKara ul.a c IIil, Kor4To ca c,bc
JreKapcrBeH c'bcraB Ir ctorBerno PH I Kor4To He orrroBap.qr Ha yrzttcKBaw;t.qra Ha
Breloxzre"nR, 3aJIoxeHIl B KoJroHa Ne 4 - fNNr or cnerlzQvKarJvr+ra no
npouelypara, Koero e 6zno rrpw.]wHa ros]a yrracrHrlK .qa 6r.qe orcrpaH(=H or
yrracr%e B nporle.qypara no \urvrpaHttre JIll , Ha ocHoBauwe un.69, an..L, r.3
or 3OIl .

2. 3a JIII N! 3.2. ca nocryLr:'wrtw o6qo rpz oQeprz.
2 .I . ,[eal'la or yqacrHvtrJvrre, o@eplapaJril rreKapcrBeHr4.q npo.qyKT Ns 3 . 2 . , ca
npe.qJloxl4JtrA I\a :lrgrL:o,rH-qr .qocraBKara c reKapcrBeH npo.qyKTr rcotZro n13

$zlyptzpa e llogrzrzeHtz.s reKapcrBeH cFrurcl,K(|IJlC)-npznoxeuwe 2, aKTy,aJreH K.bM

.Earara 20.04.2016 t. , nocor{eHa e o6.qeneHzero 3a EoptrrKara, c
npe.qfloxeH%Te oT T.qx T%prroBcKlr Ha%MeHoBaH%E LI flpr4TexaTeJrr4 Ha
P:qnettter+r,,rerct qa rznonne6: f nPy) u^ ^ --- kRaHFTn. ?enr4caHo BJrrvf IJeva \r1r, / . flE s uffo5vHv yf5rfv^Dqnvf vf

,qoKyMeHTaqw+ra no npoUeAypara: ,,flpeg.noxeHr4Te fieKapcrBeHr4 npo.qyK:.rvr !\a
rirznrznrzn:m p flaqtz+tAAAVq naken-mFAu onr^t+\4/fInf-\ - fTnrznnvauua 2 \'--_^-*r / nopaArl
Koero ca orcrpaHeH% or yrracrr4e ga ragr4 ooocooeHa nogr4r\uHt Ha ocjFroBaH%e
.r.n.69, an,1-, n.3 or 3OII .
a ) Tnnmr;am flr \10 ? az.z, .rIJc'-r'.r,1H'I yqacTHl4K e npe.qJIoxlAJT e!'Illll4uHa I_IeHo 5o Jrff Lt' r.L., K:,cATO
Ha.uBuluaBa c'borBerHara crorZsocr Ha c nJus e IIJICr T.€. He orloBapr: Ha
lr3vlcKBaHero no npoue.qypara ,,3a JreKapcrBeHure npo.qyKTrz or o6oco6,euz
no3tTqvrrA ot Ns 'I .qo Ne 7 BKJrror{rATeJrHo: . . .llpe4.noxeHara or yqacrH Ka e.q%H%r{Ha

, *,,TBeTHaTa CTOI4HOT^m u. n6v:n-mEoHl4E
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npO.qyKT B llo3r4TI4BHr4.q reKapCTBeH cnr4c.bK - flplzroxe:H:t.le 2, aKTyareH K,bM

,qara - 20.04.2016 t.", nopa.qr4 Koero oOeprara My e orcrpaHeHa oT yLlacrl4e
3a Ta3I4 ooocooeHa rtozvrrJvr+, Ha ocHoBantte un. 69 , an. L , r . 3 ol| 3OIl ,

3. 3a JIII Ns 5.5. ca nocr nrAlrvr o6u1o rpv oQeprz.
tr4 rpzlaara V\tacrtrlrp ca npe.ErloitvrJrvr eqnHur-rHtA geHV sa roetz II[, KorztEo
Ha.qBfiuaBaT c'L,oTBeTHaTa cToIZHocT Ha C,b|JuA e .IIJIC, T. e. He oTrroBapJ]T Ha
IA3vIcKBaHero no npoue.qypara ,,3a fieKapcrBeHI4Te npo.qyKTr4 or 060co6eHr4
no3nL\IAtA oT Ns 1 .qo N! 7 BKJrroq%TeJrHo: , . flpe4.noNeHara or yqacrH%Ka <>AAHnltHa
rTAHa cflFnR: n: HA H: flRT/rrT:E: .(^T'BeTHaf a CnO:ZUOCT HA neTa:narRFHI4J]

nnA n\/rm n T-Inarrmr4pHT/q rokan-mFAH anrla+\4 - TJnrznnvoci^^ ') -^H K.bM!tf2ytrLv^Enyle -t q^f ysrrs

.qara - 20.04.2076 r'.", nopa.Ur4 Koero o$eprilTe rAM ca orcrpaHeHr4 or
yrlacrl4e 3a Ta3il o6oco6eHa nogt4rJyltr t Ha ocHoBaHrTe -q'J7. 69 r afi. 1, r . .l ol
30n.
(Kparxo orrllcaHve Ha $aKTlruecKare o6crorre.rrcrBa, KorzTo o6ycraB{T rrpeKpar.rrBaHero Ha cbor]r}erHara
nporleAJrpa)

fV.3) OnucaHr{e Ha caMocro.flTeJrrro o6oco6enr{Te rrosrrrrzu (rcoraro e [prurorilrMo), fla Kor,rro
ce rfpel(paT.ff Ba rlpoqe,4paTa
2.2. B05BB01 Electrolytes (Magnesium chloride hexahydrate O,3g;liodlum
chlorlde 5,269; Potassium chl-oride 0,37g;Sodium acetate trihydr;rte
3, 68q; Sodium Gl-uconate 5,029/I ) solution f or infusion /PH 1 ,, 4 / -
100Omf 3 000
2.3. B05BB01 Efectrolytes (Magnesium chl-oride hexahydrate 0, 3g;13odium
chloride 5,269; Potasslum chloride 0,319; Sodium acetate trihydr;lte
3,689; Sodium Gl-uconate 5,029/I) solution for lnfusion /PH 1,,4/ -
500m1 4 000
3.2. J01CR02 Amoxiciflin/ Cfavulanic acid tabf. film - coated
815mq/125m9 500
5.5. N02BE01 Paracetamof sofution for infusion 10OOmq/1OOmI 250

fV.4) Hafi-nucna oQepupaua rleHa

(uoco.rua ce, Koraro npoqeAypara e [peKpareHa uopa,4n HaABr4rrraBaHe Ha QnHaHcoBn.s pecypc Ha

IV.S) Ilopr.urara Mo)rce Aa6'n4e rrpeAlrler rra rroBTopno rry6.rrurt-r,naxe aalX nefl

Ilaprraa: 00212 PI:IIIEHHE (nepcu 4)

VI: APJTA I{HOOPMAULIf, (xoraro e rrpuaoxczruo)

V: OEII(AJIBAHE

V.r) Oprarr, rcoriro orroBapff Ba npoue,4l'lrlrre uo o6xa,nsaue
OSuqr,ranuo H arzMeHoBaHV e

Kotutcwn ga gailIurra Ha KOHKypeHr_U4.qT a

Anpec
6rrn Rrzmnrrra Ne 1B

fpaa
Cobvn

flouleucxu ro4
1000

,{rpxcara
Peny6nurca
Rqnranrzq

TeneQon
02 9884070

Ererr:ponna noula
nnn: dm i n ld nnn ha

@axc

02 9807315
Zurepuer agpec (URL):
hf f n. / /r"rr"tr"t nnn l-"--r' '-.-'J9
V.z) CpoH Ba rro.rlaBane rra xa.n6u: ctr.rracuo \rn.12o or 3O.II
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napruaa:00232

VII:.trATArra

Bra.{orcraren:

PEIIEHI4E (Bepcxr 4)

i rL / 07 / 2016.ualrrlm/rrrr

Tlure uuerra:
fno4nucu uevar/
g-p Xpzceo leue


