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CEPTT4OTIKAT AOEPE ftPoI,I3B ObArrKE IIPAKCB
(GMP CEPTT4OT{KAT)

Epoj
cenrrarblrxalta:

39

[aryu: 06 .09 .2018.

Hasvs Hocl{oua Ao3Bone 3a

npou3BoArby ( nponsrof aua nexoea) :
FM PHARM d.o.o

A4peca ceAL{IrITa Hocrroqa Ao3Bone 3a

rrpol{3BoArby (uporasnof aua lerona):
Yn. Byrca Man4yIuraha39 a, Cy6oruua

A4peca Mecra [pot'I3BoA]be: yr. CeuhancKl{ nyr 66 CY6oruqa

Mecro flyrrralba cePPIJe neKa Y
rrpoMer:

yn. CenhaucKl4 rlyr 66 Cy6orraua

llpanuu ocHoB 3a u3AaBarbe

cepruSurara:

gnaH 114. 3axona o JIeKoBIIMa vr

MeAT4III{HcKLIM cpeAcrBI'IMa (,,CnyN6enu

frracHllK PC", 6poj 30/10 u l07ll2).

,{aryu uncnexqzjcKor HaA3oPa Ha

ocHoBy Kofa ce vrcAaJe cePru(Purar:
09. u 10.07.201 8.roruue

BaNerre cepruSuxara: Cepru$urcar [o6pe npousnofauKe rlpaKce

uzgaje ce Ha rpI,I roAI{He u rlpecraie ga

Baxr.I y cny'lajy r43MeHa rrPoueca
npoIr3BOAIbe, OAHOCHO KOHTpOne KBaJIIrreTa

v rlyluralba cePuje JIeKa Y npoMer

o4pefenor ipapuaqeyrcror o6maxa xoju je

HaBeAeH y ceprntfuxarY.



llpousnofaqy nexoBa FM PHARM d.o.o.

xoue je vsl.ara Ao3Bona 3a rrpor.r3BoArby neKoBa 6poj: 323-06-030651312016-05 oa
04.09.2018. roArane

3a Mecro rrpor43BoArre yn. CeuhancKrr nyr 66 Cy6oruqa

uzpaje ce Ceprra(frar<ar [o6pe npousnofaqKe npaKce:

X Ha ocHoBy Iancnexqujcror HaA3opa Mecra npor'3BoArre JreKoBa, r43BprueHor y
cKnaAy ca qnaHoM 2I3. 3aroHa o JIeKoBIlMa a MeAilrlr4ucKr4M cpegcrBr4Ma
(,,Cnyx6enrr fJracHr.rK PC", 6poj 30110 u r07112), Kao r.r 3aBprrrHor ra:nemraja 6poj
323-06-036891312018-05 oa06.09.20l8.rolnne, o ycafrrarreHocrr4 rpor43BoArbe rreKoBa
ca cruepuHqanaa !o6pe npou:nolaqKe npaKce (,,cryN6eHrr fnacHr4K pc", 6p.2gl0g,
35/08 z 86/10 ).

l_J Ha ocHoBy nncnercqujcKor HaA3opa npor43Bofaua vujra je neK y nocryrrKy
go6ujawaAo3BoJle, LI3MeHe I{nH AorIyHe, oAHocHo o6none Ao3Bone 3a craBJbarre neKa
y rlpoMer y Peny6nraau Cp6uju, I43BpIIreHor y cKJraIy ca qnaHonr 215. 3axona o
NCKOBI,IMA I,I MEAVIIHHCKIIM CPCACTBI,IMA (,,CIYN6CHI4 IJIACHI{K PC", 6POJ 3Ol10), 1CAO
n 3aBpruHor u:neurraja 6poj o/I . . . . . . . . . . . . . . . . . . . . . . .  o
ycarJrarrreHocrr.r npor43BoArbe ca cnaepuuqaua [o6pe npou:eofaure npaKce
(,,Cryx6eHr.r rnacHr4K PC", 6poj 28108,35/08 ra 86/10 ),

I Ha ocHoBy raHcnerqujcKof HaA3opa npor.r3Bo.qrbe aKTr.BHe cyrrcraHrle
npov3BoArbe JreKa, r43BprrreHof y cKnaAy ca qJraHoM ll2. Cras 3. 3axoHa o
Lr Me4r.rqr.rHcrrrM cpelcrBr4Ma (,,ClyN6env fJracHr.rK PC", 6poj 30/10).

Ha MecTy
JICKOBIIMA

Onzu cepru$uxarou nornpfyje ce ycarnarrreHocr npor43BoArbe JreKoBa ca Cnaepnuqanaa [o6pe
upozsnolauKe npaKce Ha AaH zHcnerqujcKor HaA3opa.

llo onlaurheny Mr,rHucrpa HalnexHof 3a rrocnoBe Berepr.rHe
Perueme 6poj 1 19 -01 -5 I | 4 12017 -09 oD, 30.06.20 I 7. roaraHe

EvnHa Mularapa
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Anercc I

lponrnogba cJreAehrax npcra
JIEKOBA :

X JreKoBlr

n r,rMyHoJroruKr,r neKoBr,r

! JreKoBrr r{3 KpBLr H KpBHe rrJra3Me xyMaHor nopeKna

t] 6prorexnororuKr{JreKoBr.r

tr pa,uuo(faprvrarleyrcKr,r neKoBra

n 6unsn JreKoBr4

tr JIeKoBLI HaMeIbeHr{ 3a Krr{HI{qKo I{crruT}rBarbe

[ponrnogrra JreKoBa rcoju
ca,qpxe ncnxoaKTI{BHe
KOHTpOJTT{CAHe CYrrCTaHrIe :

t rra

XHe



Anercc 2:

tr t. Crepu,rHa rporr3Bonba
Ll 1.1 AcnervqHa nprrpeMa

[ 1.2 3anpnma crepr{nr.r3 ar\uja

I 1.3 Canao ryrrrrarbe cepuie neKa y rrpoMer

X 2. flpou3BoArba
Hecrepr.rJrHrax Qapnaaqeyrcrcrrx
rrporr3BoAa

X 2.1 gnpcrn (papnaaqeyrcxu o6ru.rqz

n 2.2 flonyuBpcrr{ Saplaaqeyrcxn o6ruaqn

f 23 Te'rkru (paprr,raqeyrcxu o6maqu

n 2.4 ocl.a;l'o

I 2.5 Catro nyrrrarbe cepuje neKa y rrpoMer

LJ J. UpOrr3BOArba
6ra o.no ltrrcr.rx r'I eKo B a

lJ 3.1 Jlenosr r,r3 xyMaue KpBr4 rz rura3Me

n 3.2 I4xryrtororrrKr.r JreKoBr.r

f, 3.3 EprorexnonorrrKr.r JreKoBr4

n 3.4 Ercrpaxrz xyManor tlJrr{ )Kr,rBorr.rrbcKor [opeKJra

n 3.5 Calro nyrrrrarbe cepuie neKa y npoMer

X 4.IlanoBarbe X 4.1 llprErr,rapHo raKoBarbe

X 4.2 CexyuAapHo naKoBarbe

X 5. KonrpoJra KBaJrnrera
5.1 ConcrBeHa KoHrpolHa na6oparoparJa

5.2 YroeopHa KoHrpolHa na6oparoprzia

X
T

X 6. Haqun cnadAesama
aKTITBHTTM CyrrcTaHrlaMa Il
rroJly[po[3BoArrMa
(bulk nnou:nonunra)

ConcrneHa npou3BoArba

Tpxnune Peny6nzxe Cp6uje

Ysog

n 6.1
f62
X 6.3
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Asenc 3:

Hauoueue, oAHocHo AoAarHa o6janrrerray r,esu ca ca4pxajeu ceprz$vrKara'.


