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CEPTTI@TIKAT AOBPE [POtI3BObArrKE IIPAKCB
(GMP CEPTI'IOI,IKAT)

Bpoj
ceo,udltxara:

))

flaryu: 25.01.2018.

Hasfln Hoclroua Ao3Bone 3a

rpor{3BoArby (npou:nof aua nexona) :
FM PHARM d.o.o

Agpeca ceALIIxra Hocl,Ioqa Ao3Bone 3a

rrpor{3BoAlby (upousno!aua lexona) :

y:r. Byra Mari4yruuha 39a, Cy6ornqa

A4peca Mecra rIpoI43BoAIbe : Yr. Eerut ro.ny6 2},fleri,uh

Mecro ilyllrrarr,a cepl4Je neKa y
lpoMeT:

Yr. Benpr rory6 2},flumh

flpasuu ocuoB 3a Ir3AaBaIbe

ceprutfuxara:

9:ran ll4. 3axona o JIeKoBI'IMa u

MeArruI{HcKI{M cpeAcrBlaMa (,,C.nyN6enn

uracHr4x PC", 6poi 30/10 u 107112).

,{aryna uncuer<quj cKor HaA3opa Ha

ocHoBy Kora ce uzgaJe cepru(faxar:
27 .-28.12.20 1 T.rotuse

BaNerre cepru(pur<ara: Cepru(fr.rrar .{o6pe npousnofauKe IrpaKce

nzaaje ce Ha rpl4 roAI,IHe I4 rlpecraje ga

BaxH y cnyuajy I{3MeHa rlpoueca
[polr3BoArLe, oAHOCHO KOHTpOne KBaJII',ITera

H [yrrrarba cepraje neKa Y rIPoMer

o4pelenor (fapntarleyrcror o6luxa rojra je
HaBeAeH y cepur&urary.



flpousnolauy rreKoBa FM PHARM d.o.o.

roue je u3luta,4o3Bo.ra 3a rrpor43Borlby neKoBa 6poj: 323-06-0306612/2016-05 oa
22.03.2018. ro,4r.rHe

3a Mecro rrpor,r3BoArre yn. Eelu roly6, llanuh

as4aje ce Cepru$urar [o6pe npousnolatrKe rpaxce:

Ha ocHoBy I{H0IeKIII4JCKOI HaA3Opa MecTa rIpoI,r3BOIrse JIeKOBa, Lr3BprrreHor y
CKNAAY CA qIAHOM 2I3. 3AXOUA O JIEKOBI'IMA I,I MC,4I.IUHHCKIIM CPEACTBI{MA
(,,CnyN6erur rnacHr4K PC", 6poj 30/10 u l07ll2), Kao r.r 3aBprrruor usneruraja 6poj
335-00-001121312017-05 o,{ 24.01.2017.ro4l4He, o ycarnarrreHocrr.r npor.r3BoArbe
JreKoBa ca Cnaepuuqarraa,{o6pe npousnofar{Ke rpaxce (,,CnyN6eHV uracHr.rr< pC,,, 6p.
28108,35/08 u 86110),

I Ha ocHoBy lrucnerqujcKor Har3opa npor{3B o\aua wtlu je neK y rrocryrrKy
4o6Iajarra Ao3BoJIe, I,I3MeHe LIIII rorryHe, orHocHo o6Hoee Ao3BoJIe 3a craBJbarLe Jrexa
y rpoMer y Peuy6m.r\w Cp6uju. ra3BprxeHor y cKnaAy ca rrnaHoxr 2l5.3axona o
JIEKOBIAMA I,I MEAI'IqI,IHCKI,IM CPCACTBI4MA (,,CIYX6EUPI TJIACHIK PC", 6POJ 3Ol10), XAO
I,I3aBprnHor rzsnenrraja 6poj o,4 ....................... o
ycarnarxeHocrra npor.r3BoAr6e ca crraepuuqarr,ra [o6pe npousnofavr<e [paKce
(,,CnyN6eru{ ruracHr{K PC", 6poj 28108, 35/08 v 861 l0 ),

Ha ocHoBy r.rHc[eKur.rJcKot HaA3opa npor{3BoArLe aKTr,rBHe cyncTaHrle HA MCCTV
J

JIeKOBLIMalpoH3BoArLe JreKa, u3BprxeHot y cKJraAy ca rrJraHoM Il2. cTas 3. 3arosa o
r.r MeAr,rqr.rHcKr.rM cpeAcrBr.rMa (,,Cnyx6enrr tJracHr{K PC", 6poj 30/10).

Oszl\a cepru$uxar:orra nornpfyje ce ycarnarrreHocr rrporr3BoArre rreKoBa ca Clrepnuqanaa [o6pe
npouanolauKe rrpaxce Ha AaH zncuerqujcKor Har3opa.

flo onrarrrherry Munzcrpa HaAnexHor 3a nocJroBe Berepr4He
Peruene 6poj I 19-01-511412017-09 oa 30.06.2017. roAzue

Eruuna Mu"naxapa /*/rr** z-''--



Anercc I

Ilpousnogma c.ireAehrrx Bpcra
JIEKOBA :

X JreKoBr.r

n HMyuonomKlr JreKoBlr

t] JreKoBlr r.r3 KpBr{ }r KpBHe nJra3Me xyMaHor rropeKna

n 6rzorexnolorrrKr,r JreKoBr{

n pa4rzo$apuarleyrcKr{ JreroBrr

tr 1urclrtuneKoBlr

n JIeKoBLT HaMerreHr.r 3a KJII,IHIaIIKo lrc[]rrr,rBarbe

tr np\Ta Bpcra JreKoBa

Ilpournogna JreKoBa rcoju
caApxe [cuxoaKTr{BHe
KOHTpOJrrrCaHe CyrrcTaHrle :

nAa

XHe



a
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Anercc 2:

O4o6penu npouecl4, oAHocHo nocrynuu [poll3BoA]be iIeKoBa

r-

reerI{rIHarlpurpeMa
X r. crepunua rporr3BoArb" I X 1.2 3aepruna creprrnr.r3 a\wja

I

I X 1.3 Cauo rylrlrarbe cepuie neKa y rlpoMer

[ 2. flpou3BoArf,a
HecreprrJrulrx SapnraqeyTcKr{x
rrporr3BoAa

tr 2.1 Hnpcrutfapuaqeyrcxlt o6lraun

I 2.2 llotyuBpcru (faprr,raqeyrcxu o6luqu

X 23 Te,tnu (fapl,raqeyrcru o6luqx

tr 2.4 ocrwro

X 2.5 Cawo rylrlrarLe cepzje neKa y rlpoMer

E :.Irpou:nog*a
6raorourrcnx JreKoBa

tr 3.1 Jleroeu Ir3 xlMaHe KpBI'I r rrla3Me

tr 3.2 LTrrryuoJroIIIKIr JIoKoBIT

tr 3.3 EuorexHoJIoIxKI4 JIeKoBI'I

I 3.4 Excrpaxru xryailor I{JIrr xI'IBorIrIbcKor rIopeKJIa

tr 3.5 Cauo rylnrarbe cepzje:rera y npouer

x 4. flarconarre
X 4.1 llpwuapHo rlaxoBalbe

X 4.2 CexynAapHo rlaroBarbe

X 5. KoHrpoJIa KBaJrrrrera
X 5.1 ConcrBeua KoHrpolua la6oparcpuja

l_1 5.2 YroeopHaKoHrpoluala6oparopuja

X 6. Haqun cna6Aenarra
aKTuBHrrM cyrlcTaHuaMa Ir
rroJlylpou3BoAIrMa
ftulk rtpousnoguura)

tr 6.1 ConcrseHa rlpoll3BoArba

I 6.2 Tpnuurte Peny6ruxe CP6uje

X 63 Ysos
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Anemc 3:

Hanoueue, oIHocHo AonarHa o6jarumerra y Be3r4 ca ca4pNajeu cepruQr4Kara:


