(+38044)207-73~-04 YnoBHOBaXeHa 0c06a 3 AKOCTi
(+38044)207~73~27 YnosHosaxeHa ocoba 3 dapmakoHarnsay

Appeca 02093, m. Kuie, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68~78 [MpuitmanbHa
(+38044)207-73~-41 Bipgin koHTponio AKOCTi

Ceprudikar akocri / Ceprudikar ananisy N2 170000012906

1. HaiimeHyBaHHA npoayKuii: CEMTEOPWN BEPAE sin 6onto B8 ropni, cnpelt 4ns potoBoi nopoxuuHn, 1,5
(nassa, cuna piifakTUBHICTB, nikapcbka dopma Ta  mr/mn,no 30 mn y dnakoHi (N21)

PO3Mip ynakosKy (ifeHTUUYHO Q0 TEeKCTY Ha

YNakoBui roToBoi npoayKuii))

2. Homep cepit: 1GW11024
3. Posmip cepil: 31,628 TyNn
4. KpaiHa-Bupo6HuK:; YkpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH npuzHayeHHa YKpaiHa

Ans cepii:

6. Homep peectpauiliHoro noceBifYeHHA: UA/20609/02/01 Lie go 03.10.2029

7. laTta Bupo6HuUTEaA: 10.2024

8. llara 3aKiHueHHA TepMiHy NnpuaaTHOCTI 04.2026

(micaub i pik, nicnA aKkoro J13 He 3acTocoByeTbeA):

9. HasBa, afpeca Ta Homepw niLeH3in Bcix BUPoONeHo, BKMOUalouW YNakoBKy/MapKyBaHHA Ta KOHTPOMb AKocTi Ha MpAT

AiNbHUUb BUPOGHMLTBA | KOHTPONIO AKOCTI; «®apmauesTuHa  ¢ipma  «[apHuua» 33 agpecoto: ™ Kuis, syn.

Ceprudikatm signosigHocri GMP Bcix bopucninbcbka, 13; niuensia AB N°598086; ceigoutso npo arectauiio

AinbHUUb: nabopatopiit BKA N2 128; ceptudikat GMP Ne 067/2024/GMP

10. AHani3 BUKOHaHUM 3rigHO: MKA N3 po peectpauiiioro noceiguyenns UA/20609/02/01 sig 03.10.2024
Ne1683

PesynbraTtn aHanisy:

Ne n.n. HalimeHyBaHHA NOKasHUKa Bumorn HopmaTuBHOT foKyMeHTaLil PesynbTar aHanisy
1 Onuc Mposopa 6e3bapeHa pignHa 3 XxapakTepHM 3aNaxom Bignosipnae
2 lpeHTudixavis A Ha xpomatorpamax BUNpo6oByBaHOFO PO3UUHY () Ta PO3UUHY Bignoginae

nopiBHAHHA (a), a Takox BUNPo6OBYBaHOro posvnHy (b) Ta
PO34KHY MopisHAHHA (D), ogepxanux y posgini «KinbkicHe
BU3HAUEHHA», Yack yTpumyBaHHA nikis 6eHsupgaminy Ta
meTunnaparigpokcubeHsoaty, BiANOBIAHO, MatOTb CRiBNagaTh

3 laeHTudikauis B Ha xpomatorpami BUNpoGOBYBaHOrO PO3UNHY MAE BUABAATIACA Bignosigae
OCHOBHA NNAMA Ha PiBHIi OCHOBHOI NNAMUK Ha XpomaTtorpami
PO3YKHY NOPIBHAHHA, WO BIANOBIAAE 1 33 po3Mipom

4 pH Bin 500070 6,0
5 O6'eMm, WO BUTAraETbCA O6'em BMICTy KoXKHOrO $nakoHa Mae 6yTU He MeHLe HOMIHanbHoro  Bignosigae
6 OaHopigHicTb Macu Mpenapat mae BUTPUMYBaTU BUNPOOYBaHHA Bignosinae
7 CynposigHi gomiluKu 1-6eH3un-1H-iHpazon-3-ony — He 6inbwe 0,2 % 0.0 %
8 CynposigHi ,q%l\c!il#gvlv HecneyudikoBaHi AoMiwKK — KOXKHOT He Ginbiue 0,2 % Binnosinae
@ a4,
4»,\'“‘ /
9 CyanB‘}AHi LOMILWKN O’rp Cyma pomiwok ~ He 6Ginbwe 1,0 % 0,0 %
~  Hasaperko
10 Minpo6iondb§«a;-;gawm®ra KpuTepil npuAHATHOCTI: 3aranbHe Yucno aepobHUxX Bignosinae

SITTIEA S

- BikTopigHa mikpoopraHismis - 102 KYO/mn. 3aranbHe YMCno ApixkmKosux i
= eAPTIOY/INH nniceresux rpuGis - 10" KYO/mn. Bincytricte Staphylococcus
“ 00481217 N aureus s 1 mn. Bipcyvhicte Pseudomonas aeruginosa s 1 mn
11 KinbKI¢He BusHaueHHA. benaupaminy He menwe 1,425 mr i ne Ginowe 1,575 mr 8 1 Mn npenapaty 1,491 mr/mn
rmpoxﬁ?dpm(g .2,0*
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MpoposxenHs Ceptudikat AKocTi / Ceptudikar aHanizy Ne 170000012906 m u"mmmlm”"u"l]l"'l”|“|“ m

12 KinbkicHe su3HaueHHs. He meHwe 0,90 mr i He Binbwe 1,10 mr 8 1 mn npenapaty 1,00 mr/mn
MeTunnaparigpoxcnbeHsoart

13 Ynakoska BinnosiaHo Ao MKA N3 Bignosipae

14 MapkyBaHHs BinnoBiAHO A0 3aTBEPAXEHOrO TEKCTY MapKyBaHHA Bignogigae

11. KomenTapi: Bes komeHTapie

12. Ymoeu 36epiraHHa: B opwriHanbHilt ynakosLi npu TemMnepatypi He BuLle 25°C. He 3amopoxyBatu. 36epiratu 8

HefoCTYNHOMY ANns AiTei Micui.

13. 3asBa npo ceptudikauito: Llum nigTeepmxyto, Wo i BUpoBHWMYI cTapii ana el cepil roToBol NPoAyKyil 6ynu nposeaeHi
B MOBHIl BIANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMU B HNHHOMY kepisHuuTei no GMP,
3ateepkeHoMy MiHICTepCTBOM OXOPOHU 3nopos’s Ykpaidy, i 3 Bumoramu peecTpauitHoro
LOCHE KpaiHU NPU3HAYeHHA

Cepin go3soneHa fio peanisauii / BigBaHTaXeHHA 3 08.11.2024

3arsepaxKyto

MiB: HasapeHko M.B.

Mocapa: YrosHoeaxeHa ocoba

MignvcaHo enekTporHUM nianucom: 08.11.2024 17:12
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LoKyMeHT nignucaHo y cepsici BuacHo (npofioBXeHHs)
00481212_20241108_Certificate_170000012906.pdf

Homep pokyMenTy: 170000012906

JokymeHT BignpasneHo: 17:14 08.11.2024
BignpasBHUK JOKYMeHTY

EnekrpoHHuii nignuc

17:14 08.11.2024

€APNOY/IMH: 00481212

l0p. Hasea: NPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULUA
CTapluuit iHcrekTop-yrioBHoBaXeHa ocoba: HazapeHko MapiaHHa BikTopiBHa

Yac nepesipky KEM/ELM: 17:14 08.11.2024

Cratyc nepesipku cepTudikaty: CepTudikaT Aie

Cepiitnit Homep: 32BA6ADA8780FF45040000007D81000041CC0100

Tun nignucy: kBanidikosaHui






