ToaapucTRo 3 ofiMesenon BLANOBII8 TEHICTE) o
DAPM»

02125, m.Kuie, ayn Crapocineceka, Gya 1Y, o9, CHPIOY

PHARM 41979246

JEKJAPALIA BUPOBHHKA
IQCBITHMEHHA AKOCTI M 09/403-2026

Havesa nponyweyii WL Aiciuna aodaeka «KomGiaazan N 30 no 450 mg (mr),
Dapma BuUnycky Kancynu macowo no 450 mg (mr) = 7%.
HopmMaTHBHHIE ADKYMEHT TY ¥ 10.8-41979246-009:2025
Bupoi TOB «Q3IUMYK BAPM», Yipaina
Jlava BHpoGHHUT RS Tomnid 2026 p.
Kinuennii TepMmin npraarnocyi Jhrrvi 2028 p.
Ne paprii Q10226 ]
Kinukicrs 4000 ypakosok
Aapeca BUPOSHHYHY OOTYHHOCTEH 07455 Kuiecexa obnacts, Bpoeapcsknii paiion, ¢, Kemsorui, K Gyainens Ta cnopy.a, 1
Y Jepwenowmecnywtn y Kuincpxiil aGnacti. Onepatop ppeky 3 BHPGORHUTER Ta 06iry Xapuosux MpOTYKTis, BHeCEHHH
Jlosnimpmii Aoy MeHT A0 [lepwasHoro PeEcTpy ROTYRHOCTEH ONEPATOPIB DHHKY Ta MPHCBOCHD PECTpauifiHni nomep r-UA-32-06-724 aip
03.06,2024
OPTAHONENTHYHI NOKAZHNKH
i . PakTuuni
Hatea rokasHiEKka Bymorn HopmaTHBHOT aoKymenTauil MeTaxn KOHTPOIIOBAHARSA -
Teepai #enaTHHOR Kancyiy, npezopi. Kancyna mae oBononiy, WO CKNAAIETEEA 3 ABOX
; — 3a34ANErifb BAFOTORABHUX MACTHH LUHATHAPHIHOL (FOPMA, OAHH KiHEUE KOXKHOT 3 800 : ;
Fnsiumsiis sa A HACTHH JAOKPY MIEHHI 1 JaKpWTHi, iHwsil Kiveub BIDKPHTHI. Y roTopOMY A0 BAKHBAHHA TYAE10.8:41979200:009:2025 Bianosluac
BHINIAAL KANCYNA MAE SyTH 3aKpHTOIC | 3A0KPYINEHOIO 3 AROX KIHWIB
Kanip BIACTUBHI KOMNQHEHTAM, AKI BXOAATL ¥ CKNan Ao0aEkH TY ¥ 10.8-41979246-009:2025 Binnogiaae
Cmak Cmak cnleumbmﬂnﬁ,_ BNACTHARA KOMNOHENTEM, WO BXOAAT: 40 cknany aodassw, bes TY ¥ 1(.8-41979246-009:2025 Binnosiaae
CTOPOHHIX NPHCMAKIB
MERHKO-BIONOTIYHI MOKAIHHKH
OCTY FprEN 18O 6579
Bunsnentia Salmoneila spp lle aomyckacThen He sussnenc e 10 12016 Bianceinac
{KynsTypansanii)*
KinnkicTh Meaodineno-acpofinmx i , i
tpakynbraTHBHO- anacpoGHUX MiKpoOpraHiTMie He Sinumect 0000 =R19 fgi(;g(?”{ A TYpANLHHA) Bianoeinac
(MAGAUM). KYOIT 13 YRBTYD
Busnavenna kinbkoct Bacilhus cereus. KYO/ HEpiaBE 100 <|-10 éi{;ni?;iaim;gn Bianoeigae
st venasine MB.BIIC 7.2-08.01
BusanenHa Escherichia coli Aoy He pragnetoe | r {MikpoBionoriunui) Bianorisac
Tniceneet rputn, KYOa | He Ginsme 100 <119 ﬁg;fi::jiﬂlﬁi* Bianoeigae
_— He Ginviwe 100 <1-10 NCTY 34472015 , .
Npimawi, KYOe I 1 (KymaTypatbii}* Bianeeinae
Macosa vacrea pryTi, MIYKr He Ginbwe ¢, He muasagno (<0,02) Kggﬂgn?)f e Bianosinac
Macasa SACTKA KAAMIlG, Mr/Kr He Ginzmme 1,0 He suspmeno (<0,025) ?:%gﬂgn};-z - 040001 Bianosigas
MaACORA NRCTEA CREHLIK, M1V . He Ginsine 3,0 He suapneno (<0,1) m%gﬂgnzf - 04/02.01 Bianoeigae
MakcHmanena
Macosa sracTea Gensfalmipeny, mirkr AONYETHMHHA HEBRABHOIE0.) ?gfé"f%c Lol Bianosinac
pikeds 10,0
Cyma Gensampeny, xpieny, Bensatpausny, Makcumanena He suasnene (<2.0) MB.ENIC 7.2-04/12
BCH3UYPAHTPCHY, MKF/KT BOOYCTHMHH * {BEi’X) ' Bianoainae
piseHs 50.0
ANBAPHH, MIVKT Hemonyeiaeron He suasneno (<001 fg;::i{;jg;fmp acbin)® Bimnosinae
Cenraxaop, Mrixe He aonycxaernea He suapneHo (<001} ;Er}:alzgi;“;j::wp adin)* Binngeifae
Tinnan (ramma-TX UL, wricr 0.1 He nuamnenc (<0.01) f;[',::%jg;fma o Binnosinae
4 A UIE, mrike 0,1 He suaeneno (<0017 ;E;J I5662:?§?F Binnoeinae
o
- 2 20Ts — 4\ o
4.4-10J1, mrikr a.1 He suneneso (<001} / Bianoeiaac
/) i.'Dn a xpouq’gor]:ad]m)"\f)
4 4-A0T. mrixr 0.1 . He suasneno (<001} /s/%bﬁﬂmm[a In\;ﬁ oRinac
: Vi M C17.240 "
BuseagHua BIKT {xonidiopmu) He aonyckaeTtues He sunpaeno 8 0.1 = g ‘j% i) i M ) 5 }nninae
: | ; B.BJC 7.2-08.02 :‘1 /i
Buarnenna Staphylococous aureus He aonyckacThea T T \O \ky’;rmwpmm“m 2 A Sibnosi ae
/

*Jriano Nporoxony sunpoByeane No 2220026 sin 03.03.2026, sueonanux TOB “CrenepTHHRA 1LENTP RIAFHOCTHRH
Bucnosor: dicrauna aobaswa  «Kombinazar» Ne30 naprit 610226 pianosisac BuMoram TeXHiqHux ymos TY ¥ |
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OZYMUK

PHARM

ToeapueTeo 3 obMexenolo BIANOBIAANLHICTIO

«OIUMYK ©APM:»

02125, m.Kuis, syn.Crapocineceka, Sya. 1Y,

o9, CAPNIOY 41979246

AEKNAPALTA BHPOBHHKA
NOCBINYEHHS AKOCTI Ne 37/07-2016

Hasga npeaywuii

AieTuuda AoGaeka «Kombigasza» Ne 30 mo 450 mg ().

Dopma BUTYCKY

Kancynn Macoio mo 450 mg {mr) + 7%,

HopMATHE HUE AOKYMEHT

TV ¥ 10.8-41979246-009:2025

BupoGnux

TOB «O3UMYK ©APM», Yrpaina

HaTa BHpoGHHUTEA

Yepeeun 2026 p.

Kinueanil TepMin npuaaTHoCTi

Yeppenb 2028 1.

Ne mapii

020626

Kigbkicrs

4000 ymaxosok

ALpeca BHPODHHYUY NOTYRHOCTEH

07455 Kuischka nGnacts, Bponapchkhi padon, ¢. Kumxuui. Komnnexe 6ynisens ta cnopys, |

Jlo3sinennii poxymenT

'Y Hepxcnoxusenyxbu y Kuiseekilt obnacri. Oneparop puaky 3 supobuuursa ta ofiry
XAPUORHX NPOLYKTIB. BHECEHNH 00 JepaaBHOTO PCeCTPyY NOTY:KHOCTSH ONSPATOPIB PHHKY Ta
NPACROCHE peecTpalifHnil Homep -1IA-32-06-724 nia (03.06.2024

OPTAHOJENTHYHI IMOKAIHUKH

. Hazea " dakTHYHI
: BHMOIH HOpMATHBHOT A0KYMEHTaulil MeToaH KOHTPOAGBAKHA
TIOKA3HHKA Pe3VALTATH
Teepai wenaturesi kancynu. Kamcyna mae oGononky, wo TY ¥ 10.8-41979246-009:2025
CKAA1acThCA 3 1BOX 3a31aM€riAL BHFOTORNEHHX HACTHI
JopHiwnifb UHANIHAPHUHOT (OPMHU, DAWH KiHElk KOWHOT 3 YaCTHH 2 :
. ; - : : o Bianosinac
BHIIAA JA0KPYTACHHA | 38KpHTHH, iNKHE KiHcub BigkpuTHit, Y
roFOBOMY N0 BiHBAHHA BHTIAAI KANCYIa Mac BYTH 3aKpPHTOIO
| 3A0KPYrACHCID 1 IROX KiHLIB
Koaip Bnacthneuii koOMIOHEHTAM, AKI BXOAATE ¥ CKNag nohaBkry TY ¥ 10.8-4197%246-009:2025 Bianosinae
Cmax cneuMdpidHnil, BIACTHBUE KOMINOHEHTAM, IO BXOAATE TY ¥ 10.8-41979246-009:2025 . .
Cmak : ; Bianosinae
[0 ckragy nofasky, €3 CTOPOHRIX APUCMAKIB
MEAHKO-BIOJOITMHI MOKA3ZHHKH ’
ACTY FprEN SO
Busenenna Salmenelba spp. He gonyckaeTnes He usieneno g 10 6379-1:2016 Bianoainae
(Ky sy pulinunii)*
= . . MB.RJIC 7.2-08/03 : ]
Bunaenenna BI'KI1 (konidopmu) He aonyckactuen He guasncuo 5 0,1 1 (KynuTypasmimity? Bianosinae
i ) N . MB.BJIC 7.2-08/02 : :
Busenrenus Staphylococcus aureus He nonyckacrnes Hc Busipneno s 1 1 (KyanTypansinti)* Bianosiaac
e ) ATy 150
AKYILTATHBIO- ANacpo He 6inbwe 100000 ’ 4833:2006 Bianosizac
Mikpoopranizmis {MAGARM), (Ky iy*
KYO/r YNLTYpanLHUi
Buznauenna vinvkocti Bacillus {[S0) 7932:2004. IDT)
cereus, KYO/r He Ginbuie 200 <1-10 {Ky sy pansmnii ¥ Bianosigae
- . MB.BJIC 7.2-08/01
BRI cHciT solk He nonyckaetnca He sassneno s 1 1 (Mikpodiosoriunuit)* Binnoginae

HCTY 8447:2015

Hniceneri ypudn. KYOB I 1 He 6inbe 100 <]-10 "
(Kyawrypaieimii)*
Apiwaxi, KYOs 11 He 6imbiue 100 <|-10

*3riano [MpoTokeny eunpoBysams Ne 7228/26 sin 06.07.26, sukonanwx TOB “ExcnepThufi NENTP AFrHOCTHKH Ta Rabop
Baenopox: dictuuna pobaerka «Kombigaza» Ne30 naprii 020626 sinnosinac eumoram texstivpux ymos TY Y 14.8-
Iriing 3 pEUSNTYPOIO 3 AOTPHMAHHAM CAHITAPHHX HODPM | NpaBw, IBTBEPIDKCHAX ¥ RCTAHIOBNCHOMY NOPAJIKY.

Peanizauiw nozsoinio,

HavaabMHK Uexy 3 BUPODHMUTEA AicTHYHNX aoGaBOK '

NCTY 8447:201 %
(Kyrypalis iy 2
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