CEPTU®UKAT JOBPE ITIPON3BOBHAUYKE IIPAKCE

(GMP CEPTU®UKAT)
Bpoj 13
ceprudukara:
Hatym: 25.01.2018.
Hasus HOCHOIIa 03BOJIE 3a FM PHARM d.o.0

Hpou3BOJIELY (Ipou3Bohaua JEKOBa):

Anpeca ceaumiTa HOCHOLIA J03BOJIE 32
IPOM3BO/IEbY (IIPOM3BOhaya IeKoBa):

yi1. Byka Manaymiha 39a, Cy6otuna

Anpeca MecTa IPOU3BOIILE:

V1. bemu rony6 20, [Tanuh

MecTo mymTama cepyje JeKa y
MIPOMET:

V1. bemu rony6 20, [Tanuh

[TpaBHM OCHOB 3a U3/1aBaFbC
cepruduKara:

Uman 114. 3akoHa o0 JIeKOBUMa H
MegunuHckuM  cpeactBuma  (,CoryxOenn
rinacuuk PC”, 6poj 30/10 u 107/12).

JlaTyM MHCIIEKIIMjCKOT Haa30pa Ha
OCHOBY KOTa ce M3/1aje cepTH(HHUKAT:

27.-28.12.2017.rogune

Baxeme cepruduxara:

Ceprudpuxar Jlobpe mpousBohauke mpaxce
W3Jaje ce Ha TpM TOAMHE M TIpecTaje Ja
BOXK Yy CIydajy HM3MeHa Iporieca
MPOU3BOIILE, OJHOCHO KOHTPOJIE KBAIUTETA
U IyliTama cepuje Jieka y TpPOMET
onpehenor dapManeyTckor 00IHuKa KOju je
HaBeICH y cepTuduUKary.




ITpoussohauy nekoBa FM PHARM d.o.o.

KOMe je u371aTa J03B0JIa 3a IPOU3BOIIbY JIeKoBa 6poj: 323-06-03066/2/2016-05 o
22.03.2018. rogune

32 MECTO Ipou3BoAme yi. benu roay6, [Tanuh

uznaje ce Cepruduxar JJobpe nmpoussohauke mpaxce:

X] ma ocroBy mECHEeKIHmjCKOT HaJ30pa MeCTa MPOU3BOJAE JTEKOBA, M3BPIICHOT Y
CKIlaly ca 4WIaHOM 213. 3akoHa O JEKOBAMa M  MENWIMHCKMM CpeiCTBHMA
(-,Cryx6enn rmacaux PC”, 6poj 30/10 u 107/12), xao u 3aBpmiHOr u3BelTaja opoj
335-00-00112/3/2017-05 om 24.01.2017.roguHe, O ycarjialmeHOCTH MPOH3BOJIbE
nekosa ca Cmepuunama Jlo6pe nmpoussohauke npakce (,,Cryx6enu riacauk PC”, op.
28/08, 35/08 u 86/10 ),

[l =na ocrosy MHCIICKIHjCKOT Han30pa MpoM3Bohada Yuju je JieK y MOCTYIKY
nobujama 103B0JIe, U3MEHE MK JIOIYHE, OMHOCHO 0OHOBE JI03BOJIE 32 CTABIHAME JIeKa
y mpoMet y PemyGauum CpOuju, M3BpIIEHOT y CKiaamy ca wiaHoMm 215. 3akoHa o
JICKOBMMa ¥ MEIMIUHCKUM cpezncteuma (,,Ciryx0Oenn riaacauk PC”, 6poj 30/10), xao
U 3aBPITHOT U3BEIUTA]A OPOJ wevvevrereereenreneenieeieieeeeeeeeeeeeesrenan [0, QORISR 0
ycarnameHocTd IpousBofme ca Cmepummama  Jlobpe mnpousBohauke mpaxce
(-,CityxGenu rnacaux PC”, 6poj 28/08, 35/08 u 86/10 ),

[ ] ma ocmoBy mHCHEKIHjcKOT Haz30pa MPOU3BOJKE aKTUBHE CYICTAHIIE HA MECTY
IIPOU3BOALE JIeKa, U3BPIIEHOT y CKIany ca wianoM 112. cras 3. 3akoHa 0 JIeKOBHMAa
¥ MEJULUHCKUM cpencTBuma (,,CiyxOenn raacHuk PC”, 6poj 30/10).

OBum ceprudukaTom HoTBphyje ce ycaraameHocT IPOU3BOIELE JIEKOBA ca CMmepHumnama )Z[o6pe

pou3Bohauke mpakce Ha JaH WHCIEKIM]CKOT HA30pa.

Io onauthery MuHHCTpa HaIEXKHOT 32 IOCIIOBE BETEPHHE
PemeH,e 6poj 119-01-5/14/2017-09 ox 30.06.2017. roguue

Emuna Munakapa | Z / /L’//// Vi €~




Aneke 1

OCHOBHM MOJALIA

(MCNyHWTH [ITAMIAHKM CIIOBUMA)

IIpomsBoama caeanehux Bpcra
JIEKOBA :

X

JICKOBH

HMYHOJIOIIKH JICKOBH

JIEKOBH M3 KPBU U KPBHE IUIa3M€ XYMaHOT IIOPEKJIa

OHOTEXHOJIOUIKH JIEKOBH
panrodapMaleyTCKH JIEKOBH

OUJBHU JIEKOBU

JICKOBY HAMCHCHH 3a KIIMHUYKO UCIIUTUBAKLC

Ipyra BpCTa JIEKOBa

IIpousBoama JsekoBa KoOju
caapike NCUXO0AKTHUBHE
KOHTPOJIMCAHE CYTNICTAHIIE:

X OO O o oo OO

Ja

HC




AHekc 2:

Ono6peH: MpoLECH, OXHOCHO MOCTYIIIH POU3BOIELE JIEKOBA

1. CrepuyiHa IPOU3BOAHA

1.1 AcmieTuyHa IpUIpeMa
1.2 3aBpinHa crepuIn3angja

1.3 Camo mymiTame ceprje JIEKa Y IIpoMeT

X 2. IIpoussoama
HecTEpMITHUX (papMarney TCKHX
npou3Boaa

2.1 YUspcru apmaneyTcku oOIuIu

2.2 TlomyuBpcTH (GapMarneyTcKu oOIuIm
2.3 Teunu hapMareyTcKu OOJIUIH

2.4 Ocrano

2.5 Camo mymiTame cepyje Jieka y mpoMeT

[] 3. IIpousBoama
OMOJIOIIKHX JIEKOBA

3.1 JlekoBH U3 XyMaHe KpPBH U IJIa3Me

3.2 VIMyHOJIOLIKH JIEKOBH

3.3 BHOTEXHOJIOWIKH JIEKOBU

3.4 EKCTpaxkTé XyMaHOT WM XUBOTHESCKOT IIOPEKIIa

3.5 Camo myImurame cepyje JeKa y IpoMeT

4. [TakoBame

4.1 TlpumapHO NaKoBambe

4.2 CexyHIapHO AKOBaHE

X 5. KonTposa KBajiuTeTa

5.1 ComncTBeHa KOHTpOJHA TabopaTopHja

5.2 YroBopHa KOHTPOJIHA J1abopaTopHuja

X] 6. Hauun cHa0aeBama
aKTHBHHM CyNCTAHIIAMA H
NOJIyIPOU3BOANMA

(bulk npon3BoanMa)

NOOOXKXOOOOOXOX O OX X X

6.1 CormncTBeHa IPOU3BOIHA
6.2 Tpxunrre Pemybnuke Cpbuje
6.3 VYBo3




Amnekc 3:

Hanomene, onHOCHO 101aTHA O0jalllbemka y BE3H ca caapikajeM cepTuduKara:

.........................................................................................................................................
.........................................................................................................................................
.........................................................................................................................................
.........................................................................................................................................



