NEPKABHA CJIYXFBA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiIBCHKINA OBJIACTI

npos. Caitynaroi Haxii, 3, M.Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
PO SAKICTH BBE3€HOI0 B YKpainy JikapchKoro 3acody

16.08.2024 Ne 40253/24/10

OPACEIIT®

(HaliMeHyBaHHs AiKAPCRKOTO 33c0BY 3TiAHO 3 peecTpalliitHHM TTOCBITUEHHIM)
cnipeit opaabuuii 1,4 %, o 177 MJ enpero y IiiacTukoBux ¢uiakoHax

((popma BHITYCKY, O3yBaHHS, BUJ [aKyBaKHs TiKapckKoro 3acoby)

Howmep pecctpauiitroro noceigaenss UA/7397/01/01 crpox aif peectpauiiinoro mocsinuenns 01.01.2099

Cepis mikapcskoro 3aco6y Ne 2403821 KinskicTs BBe3cHOTO NiKkapeskoro sacoby 31704
Bupo6uuk damap A.B.E. Anon ITnanr, I'peuis
(HaiiMeRyBaHHs BHpOOHHKa JiKapcEKoro 3acoby, Kpaila MOXOoKeHHs)
Beeseno B Ykpainy Tlouipue nignpuemerso "CTAIA-YKPATHA" Kommanii "BEITXA
Beraiinirynrcresensmadgr ¢prop ®apmapepre M0X", inent. ko
32110540

(HaliMeHyBanHs Ta ko 32 €JIPTIOY ropuanurol ocobu abo mpissuuie, im's, o Gatbkosi disnunoi
0coBH - miAnpUeMI, if Micue NpOXHBAHHA Ta peccTpanifinuit Homep 00NiKOBOI KAPTKH MIIATHHKA
nofatkie abo cepis Ta HOMep TacnopTa)

Iporoxoi BisyansHoro kontpoio six 14.08.2024 Ne 2373/1.

3a  pesynbTATAMH JepKaBHOTO KOHTPONIO BCTAHOBNEHO, IO Jikapchkuil 3aci® BBeseHo B VYkpainy 3

AOTPUMAHHSAM BHMOT 33KOHOJABCTBA OO 3a6e3eUeH S AKOCTI MKapChKUX 3ac00iB.
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Heperiad 3 anaaiticorol MosU

Cepradixar Biznosignocri

(mimrsepmkenns sixnosianocti [loxarky 16 €C HacTanosd HBIT)

ITponykr: Opacent®, cnpeid, Yrpaina

Samosnenns No: 307614
Cepis: 2403821
Jlara supotuunrsa; 04.04.2024

No supoGruka: 11019411
Ne partisnpoayxry: 2403109158

[Mpwaranii ao: 30.04.2026

Buxoprctanii HamiBIPOLYKT:

Ne: 21009137 Cepist No: 2403821

®amap A.B.E. Anzon [InanTt

49 xm Hamionansrol tpacu Adiau-Jlamia, Asnona
AttHKka, 19011, Ipeuis

Ten:+302109898455. bakc:+302109898468
®damap A.B.E. Asnon [Dianr

49 xm Hauionansrol rpacn Adinn-Jlamis, Asnona
Artika, 19011, I'peuis

Ten:+302109898455. dakc:+302109898408
damap AB.E. Apnon [Tnant

49 wM Hauionansnoi tpacu Adinu-Jlamis, Asioua
Arruka, 19011, Upeuis !
Tem:+302109898453. Maxc:+302109898408
Qamap AB.E. Apnon lnanr

49 kM Hauionannuoi tpacu Adinn-Jlamis, Asrona
Arrtuka, 19011, I'peuis

Ten: 4302109898455, @axkce:+302109898468
damap A.B.E. Asnon [lnant

49 xm Hauionajbrot TpacH Adiun- Hd’mﬂ ./\M()ua
Artuka, 19011, U'peuis

I[,iﬂ BHWILS BH[)(){)H'H Irea

Jiapiuus nepBUHHOTO ITAKYBAHHS

ﬂ:i.’IBI‘IHHﬂ BTOPUHHOTO HAKYBAHHS

JLmbHALS KOHTPOIIO

JUNbHUIS BHITYCKY cepil

Mt TaHIM TTITBePIDKYEMO, IO BHINEHABEACHA IHYOPMAList ABIETHCS JOCTOBIPHOKO | TOYHOIO.

Jana cepist npoaykty Oyja BHI'OTOBICHA, BKIOYAIOHH IaKyBaHHSA i KoHTpONL cepii, Ha BulLEC3azHAUCHI
BHpOBHHYIN mimsHMIG(-2x) ¥ noBHiA Bitosimocti Bumoram GMP €C | MICHCBUX PEryJSTOPHUX Oprapis Ta
cnenudixanii pecetpaniifnoro gocke un cnenudikaiii Ha MEIHMHUAR ITPOUYKT.

Ilponec BupoGuMITBA cepii, YITAKOBKH | Pe3yabTaTH auaisin Oy pO3MSIAHYTL 1 GasyloTECs Ha. BIIOBIANOCT
GMP.
Ha mpoTs3i BRpOOHAUTBA, I1AKYBAHHS L TeCTYBAHHS:

e 6)’4‘*10 FHOMHUX BUIXMICHD, SKi MOriH § MATH BIUIHB Ha BHITYCK TIPOAYKTY.
Cepist IPOAYKTY BIANOBiAae BAMOraM crenpdirarii i Moxe GyTi 103BOSTEHA A0 IIPOAAKY.

Jlara: 18.04.2024
Tiznie: Mipeini Xpicromanoy (g posmit 1,1unmp1ka’rop MANHCY)
cyxba AKoCTl, YHOBROBAKENA 0COTA
Axnpeca e, 11oT
Tem
daxc:

gax}ipcuo SLFIHCON BLY Py RI 7 cepras 2024
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Ieperaad 3 auenifichrol most

Ceprudikar anamzy

No pupobuuxa: 11019411 Hazsa mpogykry: Opacent®, cnipeit, Yxpaima
Ivmoprep: JHT «Craza-Ykpainay Ne knienrta: 307614
Kpaina-iMrioprep: Yxpaina Tun mepBUHHOTO NMAKYBAHHS: TUTACTHKOBHH

(b JAKOH-TIIACTHKORA NToMTIA

Jlixapeska GopMa: crpelt opanbuui
Bua/poamip ynakosku: o 177 M capeio y - Homep 3amonnenns: 2010313766/000010
TTAACTHKOBHUX (1mal<(max
Poamip cepil (paxrnunuit/reopeTHaHui):
31750/32736 ynakosok

Cepig Ne: 2403821 No warrisnpoaykry: 2403109158
Jara supobunursa; 04.04.2024 : Jara: 18.04.2024
Hara naxysaung (Qamap): 09.04.2024 [Tpuaarnuii 10: 30.04.2026
E Ynonu sbepiraiHs; -
Crneundixauis: 00006836/01 | 3riano: 3.2.P.5.1 (imnens 2010)
Hie 3: 23.09.2009
Homep peecTpanifiHoOro mocpigueHHs: 1 UA/7397/01/01
Juewsis wa pupoduwirrno (Pamap): 1 0000006953/21/3
GMP ceprudivar (Damap): 53363/25-5-2023
Jissnnis supodunurea Mamap A.B.E. Asaon Tlnant

49 kv Haulonansnol tpacu /\(}mm -Jlamis, AB OHG
Arraka, 19011, I'peutis

Ten+302109898455. Daxc:+302109898468
JItbHHOS IEPBUHKOTO NAKyBAHHS Mamap A.B.E. Apnon Ilnant

49 kv Hamionansuol tpacn Adisu-Jlamis, Aprona
Arruka, 19011, I'penis

Ten:+302109898455. Qaxe:+302109898468
JIiNBHMIG BTOPHHEOT) ITAKY BAHHS Mdamap AB.E. Apnon Ilnant

49 kv Hanionansuol Tpacu Adinu-Jlamis. Agiona
Attuka, 19011, I'peuist :
Ten+302109898455. Pakc:+302109898468
JUABHAIS KOHTPOITIO : Mamap A.B.E. Apnon ITnant -

49 kv Hardonansuoi tpacu Adinn-Jlamis, Asnona
Arraxa, 19011, I'peuis

Tex+302109898455. daxc:+302109898463
Hiabruus sunycky cepii damap A.B.E. Apnion [nanr

49 wn HaiionansHoi Tpacs A(}_)ix-m»ﬂai\vtiﬁ, ABIIOHA
AtTaka, 19011, I"peuis '
Ten:+302109898455. daxc:+3

Martepian: Opacent, cnpel opanbHUH Cepis Ne: 2403821
Sitoua pevosnua: Denon Cuna xil/axrasuicts: 1,4 % ikt

LAOKYMEHTIE
KoutpoaboBaHi pe3syabTarTH

Tecr Meros Creundixauis Pesw Jli‘iﬁj s
Omne rotoBoro npoaykry | 3.2.P.5.2.1 [posopa pianua Bijrosi rﬁi?‘wrm}m%rﬁ’y {
YEPBOHOTO KOJBOPY 3

saraxoM suini, Qenosty

IMuroma rycrina uUsp 0,98 — 1,02 r/ma 0,99 :
rOTOBOIO MPOUYKTY . v
pll roTOBOro IPOXYKTY E.P. 4,0--7.0 4.9
Lnenrudixanis Genony P.5.2.01-01/QC-WAM- TTosirripua Bignosinac

07-003 '
KinpKiCHE BY3HAYCHHS P.5.2.01-01/QC-WAM- 12,0~ 16.0 Mr/nmn 13,8

Mepony 07-005




PesyibTaTn anaaisis

i

Tect Meton Cneundixkanis

Minivansne sanopsenus | USP/QC-WAM-07-005 He menme 177,0 Ma 179,3
Mikpodionoriuna

YHCTOTA:

BarasbHa KULKICT E.P./WIN-0032844 { He 6inpme 100 KYO/r <5
aepodunx dakrepiit

BaraibHe YHeno rpudis E.P./WIN-0032844 He Gimbuie 10 KYO/r <5
Pseudomonas acruginosa | E.P./WIN-0032844 BixcyTni Bixnosinac.
Staphylococcus aureus E.P./WIN-0032844 BiacyrHi Binnosigae
BaITEOUCHHST Binnosizac Biinosigae

Buenopor: nosuicTio oq00peHo

Cepradikanifina 3aapas

M JaHHM [HTTBEPIAYEMO, IO BHIIEHABEACHA THPOPMAILIS SBAKETBES A0CTOBIPHOIO | TOUHOLO.

Hana cepis npoiyxty Oyna BHIOTOBIICHA, BRIOUAIOUH NAKYBaiHA i KOHTPOJBL cepil, HMa BHLIE3AINAMEHI]

3 4

BUpOGHIUL Ainpruni(-ax) ¥ mosuid siamosinsocr suvoram GMP €C 1 MiCUEBAX PEryJSITOPHUX OpraHin Ta
crietmikaui’ peecTpattifuoro gocke un criermikanii Ha MeanUHEH IPOLAYKT.

Tponec BUPOGHULTBA cepii, YNAKOBKH i pe3ylabTaTH anamisip Gyl posrisHyTi i 6a3yroThest Ha BIATORIHOCT]

GMP. :

KomenTapi/zayBaskenns:

BEICYTHI

TfosnicTio ogobpeno:

Mipeini Xpicromaioy Quudposuit ixentndixarop nignacy)
caysxba sioeti, yrosHoBakeHa ocoba

Ajipeca es1. OIITH:
Tesn:

Paxe:

Sasipeno nignucom six pyxn 7 ceprirs 2024

*JTaHHi JOKYMEHT cOpMORANHil y eNEKTPOHHOMY BUIVIAN | € aificium Oes niamicy™®*

Heperaad suronana 1T «Cmada-Vepdaina»




