
XEMO0APMA.JI. OAPMAI^EBTHHECKO-XHMOTECKAK nPOMBIIDJIEHHOCTL
r. BPniAIX, CEPEHH

CEPTHOHKAT AHAJIH3A

HasBaniie npo^yKxa : OMHHTyC^ cupon 0,8mz/mji

KOHTpOJIbHHH JVs:
^axa HsroTOBJieHHH:

CpoK roAHocra:
CxpaHHua:

14X75A

17.09.2024

30.09.2028

1 H3 4

TpedoeanuH ucnbimanuu Pesyjihtnambi

OnHcaHHe

nOAriHHHOCTb:

- SyraMnpaxa iiHTpax

- 6eH30HHaB KHCJlOXa

UlBeTHOCTI.

pH

IllIOTHOCTb

HsBJieKaeMbiM oObcm

Po;icTBeHHbie npHMecH:
- IlpHMecb B
- npHMecb C
- UpHMecb D

IlpoapaHHaH, OecuBernaH hjih c
acejiTOBaxbiM oxxeHKOM, BaaKaa

MCHflKOcxb c sanaxoM BanmiH

BpeMH y.ziep»CHBaHHH oahofo h3
OCHOBHblX nHKOB Ha

xpoMaxorpaMMe HcribnyeMOro

pacxBOpa, npHroxoBJieHHoro jsjia

KOJiHHecxBeHHoro onpeflejieHHH

SyxaMHpaxa imxpaxa, aojukho
COOXBeXCXBOBaXb BpeMCHH

yAepMCHBaHHB OCHOBHOXO HHKa Ha

xpoMaxorpaMMe pacxBopa

CpaBHCHHa.

BpeMB yAepacHBaHHB o.iiHoro h3

OCHOBHblX HHKOB Ha

XpoMaxorpaMMe HcnbiiyeMOro

pacxBopa, npHFOxoBJieHHoro ajih

KOJiHHccxBeHHoro onpeflejieHHH

OeHSOHHOH KHCJIOXbl, /JOJIMCHO
COOXBexCXBOBaXb BpeMOHH

y;iepxcHBaHHa ochobhofo riHKa na

xpoMaxoFpaMMe pacxsopa

CpaBHCHH^.

ITpenapax ̂ojiaceH BbwepxcHBaxb
cpaBHeHHe c axanoHOM Ys

0x3,8 ;?o 4,2

Ox 1,100 ;io 1,200 f/mji

B COOXBeXCXBHH 0 XpeOOBaHHHMH

He Sojiee 1,0 %
He Sojiee 0,2 %

He 6ojiee 0,1 %

CooxBexoxByex
npo3paHHbiH, OecHBexHbiH
pacxBop

CooxBexcxByex

CooxBexcxByex

CooxBexcxByex

3.9

1.162 f/mji

203 MJi

He oOnapy^BaexcH
He oGnapy^cHBaexcH
He oSnapyxcHBaexcH



XEMO0APMA./J. OAPMAnj^BTHHECKO-XHMHHECKAH nPOMBIIIIJIEHHOCTb
r. BPraAIX, CEPEHB

CEPTHOHKAT AHAJIH3A

HasBaHHe npo^iyKTa : 0]\^HHTyC^ CUpOtl 0^8 MZ/jHJl

KOHTpOJIBHBIH Xs:
^axa HaroTOBJieHHH;

CpoK roAHOCTH:
CxpaHHua:

14X75A

17.09.2024

30.09.2028
2 H3 4

TpedoeaHun ucnbimoHUU Pedyjibmantbt

PoflCTBeHHBie npHMecH:

- EflHHHHHaa

HeH.aeHTH(J)HUHpoBaHHaa npHMecB
- cyMMa npHMeceH

MHKpo6HOJiorHHecKaa HHcroia

KojiHHecTBeHHoe onpeflejieHHe:

- 6yTaMHpaTa imxpax
- 6eH30HHaa KMCJioxa

VnaKOBKa

MapKHpoBKa

He OoJiee 0,2 %

He 6oJiee 1,5 %

06mee HHcjio a3po6HBix
MHKpoopraHHSMOB- He Sojiee 10^
KOE B 1 MJi;

o6mee HHCJIO jipoMcaceBBix h
luiecHeBBix rpH6oB - ne 6ojiee 10
KOE B 1 MJi;

OTcyrcTBHe Escherichia coU b 1 mji
(hjih KaxeropHa 3 A).

Or 0,72 ;io 0,88 mf/mji
Or 1,035 AO 1,265 mf/ma

200 MA npenapara bo ̂JJIskoh
reMHOFO CreKAa III FHApOAHTHHeCKOH

FpynnBi, yKynopenHBiH KpbiuiKOH h3

nOAH3THAeHa C KOHTpOAeM nepBOFO

BCKpBITHH. Ha BepXHIOK) CTOpOHy
KpBiiuKH HaneceHa cxeMa

OTKpBIBaHHH (|)AaKOHa.
1 (JjAaKOH BMecre c MepnoH aoackoh
H3 nOAHnpoHHAena (o6'BeMOM 5 ma, c
pHCKOH AJiH o6BeMa 2,5 ma) h c
AHCTKOM-BKAaABimeM B naHKy H3

Kaprona.

nepemuoR ynoKOSKa
Ha 3THKeTKe (^AaKona yxasBiBaiOT
HaHMenoBaHHe AOpAcareAfl

peFHcrpauHOHHOFO yAOcroBepeHHA,

eFO TOBapHBiH 3HaK, aApec (cxpaHy
H FopoA), HaHMenoBaHHe h CTpany
npOHSBOAHieAA, TOpFOBOe

HaHMenoBaHHe npenapara c

npeAynpeAHreABHOH MapKHpOBKOH

®, MeACAynapoAHoe
HenarenrOBaHHoe HaHMenoBaHHe na

pyCCKOM H aHFAHIlCKOM A3bIKaX*,
AeKapcrBennyK) 4)0pMy,
KOHueHTpauHK), oObeM npenapara
BO (jjAaKOHe,

He oSnapyACHBaercH

He oSHapyxcHBaerca

CoOTBercrByer

CoorBercrByer

CoorBercrByer

0.81 mf/ma

1.146 mf/ma

CoorBercrByer

CoorBercrByer



XEMO0APMA,ff.
OAPMAItEBTIIHECKO-XHMHHECKAH IIPOMBIIIIJIEHHOCTIi
r. BPinAn, CEPEHg

HasBaHHe npoAyKTa

KOHTpOJIbHblH Xs:
^axa HsroTOBJieHiw:
CpoK ro;iHOCTH:
Cxpamma:

CEPTHOHKAT AHAJIH3A

OMHHTyC^ cupon 0,8 mz/mji

14X75A

17.09.2024

30.09.2028
3 H3 4

TpedoeaHUH ucmimaHuu Pesyjibtnantbi

MapKHpOBKa HaHMCHOBaHHe H KOJIHHeCTBO

^leiicTByiomero BemecxBa h

6eH30HH0H KHCJIOTbl B 1 MJl
npenapaTa, «CoflepH<HT axaHon
(0,3 % o/o), cop6HTOJi, rjiHuepon»,
«npOTHBOKaiiuieBoe cpeflCTBO npH

cyxoM Kamjie», «C 3 JieT», «J3|nH
npHeMa BHyTpb», ycjioBna
xpaneHUfl, HOMep cepHH, Aaiy
npoHSBOflCTBa («^aTa H3r-x:»),
roACH AO, AonycKaercH HaneceHHe

TeXHOAOrHHeCKHX MOTOK H

lAK^pOBblX KOAOB OT
npoH3BOAHTenH.

BmopuHHoa ynaKOSKa

Ha naHKe yKasbiBawx

HaHMeHOsaHMe Aepa(aTeAa

perHCTpauHOHHoro

yAOCTOBepeHHH, ero TOBapHbiH
3HaK, aApec (cxpany m ropoA),
HaHMeHOBaHHe, aApec (cxpany h

ropoA) npoH3BOAHxeAH, xoproBoe
HaHMCHOBaHHe npenapaxa c

npcAynpcAHXCAbHOH

MapKHpoBKOH ®,MexcAyHapoAHoe
HcnaxenxoBaHHoe HaHMCHOBaHHC

Ha pyCCKOM H anXAHHCKOM

H3blKaX*, ACKapCXBCHHyK) (})OpMy,
KOHHCHXpaumO, HaHMCHOBaHHC H

KOJiHHCCXBO AeHCXByioiuero

BCmeCXBa H 6eH30HH0M KHCAOXbl
B 1 MA npenapaxa, «CoAepxcHX
3XaH0A (0,3 % o/o), C0p6HX0A,
rAHnepoA», oS-bCM npenapaxa bo
^AaxoHC, HaAHHCb no BpaHAK)
Aah cAcnbix (oMHHxyc 6yxaMHpax
0,8 mx/ma), ycAOBHH xpaneHHA,
ycAOBHA oxnycKa, «XpaHHXfa b
HCAOCxynHOM a^a Aereii Mecxe»,

CooxBCXcxByex



XEMOOAPMA.^. <DAP]VL\HEBTHHECKO-XHMHMECKAfl IIPOMfcllllJlEHHOCTb
r. BPniAU, CEPEHfl

HaseaHHe npojiyKia :

KOHTpOJlbHblH JS®:
^aTa HsroTOBJieHHa:

CpOK roOTOCTH:
CTpaHHua:

CEPTHOHKAT AHAJIH3A

OMHHTyC^ cupon 0,8 mz/mji

14X75 A

17.09.2024

30.09.2028

MapKHpoBKa

CpOK rOflHOCTH

XpaHeHHe

4 M3 4

TpedoeaHim ucttbimaHuu Pesyjibmantbi

«nepeA npHMCHeHHCM
BHHMaTeJlbHO H3yHHTb

npmio^eHHbiH jihctok

BKJia.nbim», «npoTHBOKaiiuTeBoe
cpeflCTBO npH cyxoM Kaiiine», «C
3 JieT», npHCMa BHyTpb»,
<<www.stada.ru,

www.oinnitus.ru>), HOMCp cepHH,

flaxy npOH3BOflCTBa («^aTa H3r-
h:»), roflCH flo, HOMep

perHCTpauHOHHoro

yflOCTOBepeHHH, UIXpHX-KOfl,

flonycKaexcfl HaneceHHe

xexHOflorHHecKHX MexoK h

UH4)pOBbIX KOflOB OT
npOH3BOflMTejifl, cpeflCTBa

HflCHTHCjjHKaUMH flflH
MOHHTOpMHra flBFWCCHHB

jieKapCTBeHHbix npenapaxoB.

* ByxaMHpax / Butamirate
4 rofla

CooTBexcTByeT

CooxBexcxByex

ripH xeMnepaxype He Bbime 25 C® b CooxBexcxByex
noxpeSHxejifaCKOH ynaKOBxe.
OnaKOH nocjie BCKpwxHfl xpanHXb

B noxpe6HxeflbCKOH ynaxoBKe npH
xeMnepaxype ox 15 flo 25 C° h
HCn0Jlb30BaXb flO OKOHMaHHB CpOKB

rOflHOCXH

YnojiHOMOHeHHoe jihuo, QP:

□ Ljubica Tot (JlioSHua Tox)

n Trifu Geda (TpH(l)y fefljicfl)

t/Jelena Ivkovic (Enena Hbkobmm)

JXdiTZ. BbinycKa: oi/h-m Hemofarm aj).
FARMACEUTSKO-HEMIJSKAINOUSTRIJA
11 26300 VRSaC



HEMOFARM A.D. Farmaceutsko-hemijska industrija
XEMOOAPM A.A. OapMaueBTMMecKO-XHMimecKasi npoMbiuiJieHHOCTb

Obezbedenje kvaliteta Vrsac, Republika Srbija
06ecneMeHiie KanecTBa r. Bpiuaii, Pecny6/iHKa Cep6Hfi

CERTIFIKAT O USAGLASENOSTI PROIZVODA

CEPTI10MKAT COOTBETCTBI15I nPOflyKUHM
Kontroini broj; 14X75A

KoHTpo/ibHbiM N?: 14X75A

Naziv proizvoda: Omnitus® 0,8 mg ml sirup 200 ml
HaaeaHne npoflyiaa: Omhmtyc® 0,8 Mr m;i cwpon 200 mji

Trzlste: Ruska Federacija
PbiHOK: PoccMMCKayi OeflepauMji

Broj resenja o registracljl, datum izdavanja, datum unosenja Izmena:
;in-N9(001163)-(Pr-RU),29.08.2022
HoMep perHcrpauMCHHoro yAOcroBepeHUJi, aaia BbiaaMn, aara BHeceHM« MSMBHeHMM:
;in-N?(001163)-(Pr-RU),29.08.2022

Naziv i adresa nosioca registracionog resenja
Hemofarm AD, Beogradski put bb, 26300 Vrsac, Srbija
HaMMeHOBaHne m aapec aepxarenn perMcrpauMOHHoro yaocroBepeHMfl
XeMOCbapM A.fl., Cep6Mfl, 26300 r. Bprnap, BeorpaacKMii nyrb 66

Oznaka ND-a I datum izmene:

ND: ;in-N9(QQ1163)-(Pr-RU)-29082022

Dizajnersko resenje br. ;in-N9(001163)-(Pr-RU)-29082022

Uputstvo za lek br. Jin-N9(001163)-CPr-RU)- 01082023

06o3HaMeHMe m aata H3MeHeHM5i:

Hfl: ;in-N°(G01163)-(Pr-RU)-29082022

MaKeT;in-N9(001163)-(Pr-RU)-29082022

nMnn ;in-N?(ooii63)-(pr-RU)- 01082023

Serlja poluprolzvoda: 14X75

CepMfl no/iynpoayKTa: 14X75

Serlja gotovog proizvoda: 14X75A
CepMfl roTOBoro npoayKia: 14X75A

Prilog 2 HFM_RU_15_A_0086, rev 1, Certifikat o usaglaSenostI proizvoda, srpski Strana 1 od 3

npM/ioweHne 2 HFM_RU_15_A_0086, pefl. 1 CepTM(t)MKaT cooTBeTCTBMJi npoflyKUHM, cep6cKMM
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Naziv API: Butamirate citrate

HaiiMeHOBaHne AOM: ByraMiipaTa umpar

Broj serije API: 20090524
HOMep cepuM AOM: 20090524

Proizvodnl sajt API: Farmak, Czech Republic

npoM3BOflCTBeHHayi n/iomaflKa AOH: Farmak, Czech Republic

Nazlv, adresa: Na VIcinci 16/3, 779 00 Olomouc, Krasterni Hradlsko, Czech Republic
HanMeHOBaHMe, aflpec: Ha B/immhum 16/3, 779 00 O/iOMoyu, KpaujiepHM PpaAMCKO, MemcKayi Pecny6/iMKa

Mesto proizvodnje: Hemofarm AD, pogon Sabac, HajdukVeljka bb 15000 Sabac, Srbija
np0M3B0ACTBeHHaB nAOiuaAKB: XenochapM A.fl, OTAe/ieHne DpoMBBOACTBeHHaji n/iou^aAKa LUa6au, y/i.
XaMAyK SeAbKOBa 66, 15000 lUa6au, Cep6MB

Mesto pakovanja: Hemofarm AD, pogon Sabac, Hajduk Veljka bb 15000 Sabac, Srbtja
ynaKOBOMHbiM yMacTOK: XeMO(^)apM A.fl, oTAeAeHMe npoMSBOACTBeHHaB nnomaAKa LLJa6au, yn. XaiiAyK
SeAbKOBa 66, 15000 LUa6au, Cep6iiA

Pogon za kontrolu kvallteta prilikom oslobadanja:
Hemofarm AD, Beogradski put bb 26300 Vrsac, Srbija

riAomaAKa BbinycKatomero kohtpoaa:
XeMOCbapM A.fl., Cep6MA, 26300, r. Bpiuau, BeorpaACKHM nyrb 66

Datum proizvodnje: 17.09.2024
flaxa MaroTOBAeHMB: 17.09.2024

Roktrajanja: 30.09.2028
roAeH Ao: 30.09.2028

Veiidna serije: 6840 pakovanja
PasMep cepwn: 6840 ynaKOBOK

Iziava o usaalasenosti oroizvoda:

Ova serija leka je proizvedena, spakovana i ispitana u skladu sa zahtevima GMP-a,
lokalnih regulatornih tela ! registracionim dosijeom. Koriscene serija/e API su
proizvedene u skladu sa GMP zahtevima.
Protokoli o izradi I pakovanju, kao i Izvestaj o ispltivanju su pregledani I utvrdeno je
da su u skladu sa GMP zahtevima.

SaWBJieHUe O COOTBeXCTBMM nPOnVKUMM!

3Ta cepuB neKapcTBeHHoro npenapara 6bi/ia MsroTOB/ieHa, ynaKOBaHa m npoBepeua a
COOTBeTCTBMH C Tpe60BaHMflMM HBA/ieMOmeM npOHSBOACTBeHHOM npaKTHKM (GMP),
MecTHbix pery/mpyEouiHX opraHOB m pemcrpauMOHHbiM Aocbe. l1cno/ib30BaHHaB/bie
CepMB/M AOM Bbl/m lISrOTOB/ieHbl B COOTBeTCTBIIM C Tpe60BaHMBMI1 GMP.
npoTOKo/ibi MsroTOB/ieHHB M ynBKOBKM, a raioKe oTMer o npoaeAeHMM McnbiraHMM,
6bmH paCCMOTpeHbl M ohm npMSHaHbl COOTBeTCTByiOmilMM Tpe60BaHMBM GMP.
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U toku proizvodnje / pakovanja / ispitivanja uocena odstupanja:
Bo speMR npoueccoB npoMSBOflCTBa / ynaKOBKM / McnbiTaHMPi 6bi/iM o6Hapy>KeHbi OTicnoHeHHR:

J/ Ne
^  Her

□  Da (oznaka odstupanja):
□  fla (o6o3HaMeHMe OTicnoHeHMfl):

NeusaglaSenost je zatvorena pre oslofaatfanja serije □
HecooTBeTCTBMe/MR, nepeMMCJieHHbie HM>Ke,
6bmo/6bmM aaKpbiTbi ao BbinycKa cepMM □

Neusagla§enost/i, koje su dole navedene, nlje zatvorena/zatvorene pre □
oslobadanja serije I proizvodaC snosi odgovornost za sve rizike tokom
roka trajanja gotovog proizvoda

HecooTBeTCTBMe/MR, npMBeAeHHbie HM>Ke, He saKpbiTo/ saKpbiTbi AO BbinycKa □
CepMM H np0M3B0AMTenb HeceT OTBeTCTBehHOCTb 3a Bce pMCKM B TeMeHHe
cpOKa roAHocTM roTOBoro npoAyKra

Napomene: Aj lr>
ripMMeMaHHR; <^1 1
Proizvod^^GOy^BAV NE ODGOVARA za pustanje na:npOAy<^yTBETCTBy^ / HE COOTBETCTByET A/ifl BbinyCKa:

fe^ziSte □ Transport
s^a pbiHOK □ A.nR TpaHcnopTMpoBKH

Odgovorna osoba (QP)
Vno/iHOMOHeHHoe /imuo

o Ljubica Tot (/Iweviua Tot)

□ Trifu Geda (Tpn<by reA>KR)

b/^elena Ivkovic {E/ieHa Mbkobmm)

Potpls / Datuf
nOAHMCb / flai
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