CEPTUO®UKAT JOBPE ITPON3BOBAYKE ITPAKCE

(GMP CEPTU®UKAT)
Bpoj
cepTudHKaTa: 58
Jartym: 21.01.2021.

Hazus HOCHOLIA  JI03BOJIE 3a
POU3BO/ILY (ITpou3BOhaya JiekoBa):

FM PHARM d.o.0.
za proizvodnju i promet roba 1 usluga

Anpeca ceauuiTa HOCHOLA J103BOJIE 32
POU3BO/ILY (Mpou3Bohaya jiekoBa):

yi1. Byka Manaymumha 39a, Cy6oTtHua

Anpeca MecTa IPOU3BO/IHE:

V. Bermu rony6 20, ITanuh

Mecro nyiiTama cepuje Jieka y
IPOMET:

VY. Cenhancku nyT 0.0.
Cyb6oTuua

[TpaBHM OCHOB 3a U3/1aBabE
ceprudukara:

Uman 114. 3akoHa o0 JIeKOBHMa U
MeauIMHCKUM  cpenctBuma (., CiryxxOenn
rmacHuk PC”, 6poj 30/10 u 107/12).

JlaTymM MHCIEKIM]CKOT Haa30pa Ha
OCHOBY KOTa ce U3/1aje cepTU(UKaT:

30.11.-01.12.2020.roquue

Baxeme ceprudukara:

Ceprudukar JloOpe mpousBohauke npakce
W3/Jaje ce Ha TpU TOJIMHE W Ipecraje Ja
BAXH Yy CclOydajy HM3MeHa Ipoleca
IPOU3BO/IHE, OHOCHO KOHTPOJIE KBAINTETA
M IyliTama cepuje Jieka Yy IPOMET
oapehenor ¢apmareyrckor obauka Koju je
HaBeJIeH Y cepTH(HUKATY.




[Ipouspohauy nexosa FM PHARM d.o.o.

KOMeE je W3/1aTa JI03B0JIa 3a IPOU3BOIIbY JIeKoBa 6poj: 323-06-03066/6/2016-05 (i
18.12.2020. roguune

3a MECTO MPOU3BOAmE yiI. benu rony6 20, [Taauh

nsnaje ce Ceprudukar Jlo6pe npoussohauke npakce:

X  na OCHOBY HMHCTICKLIM]CKOI' Ha30pa MECTa MPOU3BOJILE JIEKOBA, H3BPIICHOT y
Ckimany ca wiaHom  213. 3akoHa O JICKOBUMAa W MEIULMHCKUM CpeAcTBUMA
(.CyxOenn rnacuux PC”, 6poj 30/10 u 107/12), kao u usBemraja opoj 323-06-
12850/2/2020-05 ox 17.12.2020. romuue, o ycariameHoCTH IIPOU3BO/IE JIEKOBA ca
Cmepunniama Jlo6pe npounssohauxe npakce (,,Cy6eHU rIacHUK PC”, 6p. 97/17),

[] ®a OCHOBY WHCHEKIMJCKOI Hajzopa mpoussohaua uujm je jek y HOCTYTIKY
nobujarsa 103B0JIE, H3MEHE WM JIOMYHE, OJIHOCHO 0GHOBE 03BOJIE 33 CTABIbAILE JTeKa
y npomer y Pemy6nnum CpOuju, u3BpiieHor y cknagy ca wianom 215. 3akona o
JICKOBUMA W MEIMUMHCKUM cpejicTBuMa (,,CitysxOenn rnacauk PC”, 6poj 30/10), xao
1 3aBPIIHOT U3BEIITAJA OPOJ woveeviieieriieeieeeeeeeeeeeeeeeoeo (01 QRS 0
ycarjamenocts  npoussoime ca Cwmephuiiama  Jlobpe mnpowussohauke mnpakce
(..CyxOenn rnacuux PC”, Gpoj 28/08, 35/08 u 86/10 ),

[] na OCHOBY MHCIICKLH]CKOT Ha/30pa NPOM3BO/IIbE aKTHBHE CYIICTAHIE Ha MecTy
IIPOM3BOMAILE JIEKA, U3BPLICHOT y CKJIady ca ujgaHom 112. cras 3. 3akoHa O JIEKOBUMA
W MEIMUMHCKUM cpeacTBuma (,Cirysxbenn rnacauk PC”, 6poj 30/10).

OBumM cepruduxarom norephyje ce ycarnamesoct Npou3BojIhe siekoBa ca Cmepuunama Jlobpe
nponsBohavke npakce Ha JaH HHCHEKIM]CKOT HA30pa.

[To osnamhermy MUHHCTpPa HAIUICHKHOT 3a OCTOBE BETEPUHE
Peweme 6poj 119-01-4/11/2020-09 ox 28.10.2020. roaume

Emuna Munaxapa




(U8)

Anekc 1

OCHOBHH ITIOJALLA

(MCTTYHMTH LITAMNAHUM CJIOBUMA)

IIpomsBoama cienehunx Bpera
JIEKOBA :

X nexoBu

HMYHOJIOIIKH JICKOBU

JICKOBH M3 KPBHU U KPBHE IJIa3ME XYMAHOT ITOPEKJIa

OMOTEXHOJIOIIKH JIEKOBU

pagnodapmaneyTcku JEKOBH

OWJHbHU JIEKOBH

JICKOBU HAMCHCHHU 34 KIIMHUYKO HCIIUTHBALE

Jipyra BpcTa JIeKoBa

IIpousBoama JekoBa  Koju
cajapike NCUX0AKTHBHE
KOHTPOJINCAHE CYIICTAHIIe:

Ja

X OO OO 0Oo0o oog

HE




AHexc 2:

OIIO6pCHI/I IIponuecu, OAHOCHO IIOCTYIIIH ITPOU3BOAILE JICKOBA

X 1. Crepnana npoussoama

1.1 AcnetnyHa npunpema
1.2 3aBpiuHa crepuianzanyja

1.3 Camo nyuirame cepuje Jieka y IpoMeT

X 2. [IpousBoamwa
HeCTePHIHUX (papManeyTCKHX
IPON3BO/A

2.1 Uspcru hapmarnieyTcku 00mHuu
2.2 IlonyuBpetu apmaneyTcku 00IHUIM
2.3 Teunu apmaneyTcku 0OIHIH

2.4 Ocraino

2.5 Camo nymrame cepuje Jieka y mpoMeT

[] 3. IIpousBoama
OMOJIOMIKHUX JIEKOBA

3.1 JlexoBu U3 XymaHe KpBH U I1a3Me

3.2 IMyHOJIOLIKY JICKOBU

3.3 BHOTEXHOJIOIKH JIEKOBH

3.4 EKCTpakTH XyMaHOT WK JKHBOTHH-CKOT MTOpPEKJia

3.5 Camo nymTame cepuje jeKa y mpoMeT

X 4. [lakoBame

4.1 IlpumapHo nakoBame

4.2 CexyHJIapHO TTAaKOBaHE

X 5. KourpoJia kBannrera

5.1 ComncrBeHa KOHTpOJIHA J1abopaTopHja

5.2 VYroBopHa KOHTpoJIHa JJaboparopuja

X 6. Hauun cuadaeBama
AKTHBHHUM CyINCTAHIIAMA U
MOJIyNIPOU3BOAUMA

(bulk npousBoanma)

XOODODOXXNXOOOOOX O X O OX X X

6.1 CormncTBeHa Mpou3BOIHa
6.2 Tpxumre Penybnuke CpOuje
6.3 YBo3




AHekc 3:

Hanomene, oqHOCHO 10/1aTHA 00jallberba y Be3U ca cajpkajeM cepTudukara:



