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JAEPKABHA CJIY2KBA 3 JITIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKINH OBJIACTI

npos. Ceitnuunoi Haxii, 3, m. Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPIIOY 37078774

BHUCHOBOK
Npo SIKICTL BBE3€HOT0 B YKPAaiHy JIKapChLKOro 3aco0y

09.10.2023 Ne 32421/23/10

JOJIT'IT® I'EJIb

(HaMMEHYBaHHS JIKapCHKOTo 3aco0y 3TiAHO 3 peecTpalliMHHUM [IOCBI TUSHHSM)
rejib, S0 mr/r mo 100 r B 1y6i, mo 1 Ty0i B KapToHHii KopoOui

(popma BHITYCKY, IO3YBaHHS, BUJ TTaKyBaHHS JIIKapchKoTo 3acofy)
Howmep peectpanitisoro noceiguenws UA/4117/02/01 crpoxk gii peecrpanitinoro moceimuenss 01.01.2099
Cepia mixapcekoro sacoty Ne 305065 Kinpkicts BBe3eHOTO iKkapcskoro 3acody 4500

BupobGHuK Honoprit I'm6X 1 Ko. KI', HiMmeuuuna
(HakiMCEHYBaHH] BUPOOHKMKA TIKapCHKOro 3aco0y, KpaiHa I0X0 KCHHS)

Breseno B Yipainy ToBapHcTBO 3 00MexkeHO BinnoBinaabHicTIO "HATYPIHPOIAYKT-
BEI'A", inenr. xox: 21139268

(HatiMeHyBaHHs Ta koJ( 3a C/IPTIOY ropummyHoi ocobu aGo TpizBHIIE, iM'd, T10 6aTEKOBI (i3UUHOI
0co0H - IMiANpPUEMII, 11 MicITe ITPOKUBAHHS Ta PEeCTPalifiMil HoMep o6TiKOBOI KapTKU TUIATHHKA
o JaTKIB abo cepisd Ta HOMEp MacnopTa)

Iporoxon Bisyaasuoro xoutposuo six 10.07.2023 Ne 2082/3.

JIaboparopauit aHam3 AKOCTI MKAPCHKOI0 3aCo0y 3AIHCHEHHIH:

HI1 "Henrpanena nabopaTopis 3 aHam3y SKOCTI TKAaPChbKUX 3aC001B 1 MEAUYHOI MPOAYKIi"
(M.Kwis, Byn. Kyapsiscbka 10r m.Kwis, Byn. Kyapseceka 8B Kuisceka o6macth, ¢. Hosi IlerpiBui,
ByJI. IBaHa ®Ppanka, 19)

(HatiMeHyBaHHS Ta MiCIIE3HaXO0/PKEHHS J1a00paToPil, 110 MpoBera 1abopaTopHH aHAT3 SIKOCTI )

BHCHOBOK OO AKOCTI MKAPCHKOr0 3aco0y, BuAanuii nadoparopiero Bixg 27.07.2023 Neo 1248

Pesynsraru 1aboparopHOro aHams3y AKOCTI JIKapChKOTro 3aco0y 34 MEpeBipeHHMH IOKA3HAKAMH BINOBIAAIOTH
BAMOTAM METO/IIB KOHTPOIIIO AKOCTI (AHANITHYHO-HOPMATHBHOI IOKYMEHTALI).

3a pe3yIbTaTaMy ASP/KABHOTO KOHTPOJIIO BCTAHOBJICHO, MO JTKAPCHKHM 3aci0 BBE3€HO B YKpaiHy 3
AOTPHMAHHAM BUMOT 3aKOHOJABCTBA IIOA0 3a0e3MeHeHHs SKOCTI JIKAapCEKMX 3aC00IB.
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HalimenyBaHHA npenapary:

KpaiHa-8upobruk;

(-

DOLORGIET

DOLORGIET GmbH & Co. KG » Otto-von-Guericke-Str. 1 53757 Sankt Augustin, Germany

Ceptudikar aHanisy

PeecTpauinHe nocsiguennn s YKpaTui:

Cuna ait / akTuedicTs

KinbKicTe ynakosok y cepii:

Cepin No;
fata supobunursa;

Alata 3aKiHYeHHn CTPOKY NpUAATHOCT:

Bonrit®rens, rens 50 mr/rs Tybax no 100r
HimeuyunHa

NeUA/4117/02/01

1 rrento micture i6ynpodeny 50mr

11730 yn

305065

05/2023

11/2025

HasBa, agpeca, Homep Niyenaii 1a Bupbunyrso:

AONOPIIT Fm6X i Ko.KT, Himeuunna /DOLORGIET GmbH & Co.

KG, Germany

Orro-doH-Tepike-urrp. 1, 53757 Canxrt Ayryctin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.

Nitexsia Ne DE_NW_04 _MIA_2022 0008

PilueHHa npo nigTeepamerHn Ceptudlinaty GMP 8 Ykpaini Ne444/2022/C-860 ot 08.11.2022

FlOKa3HUKM aKOCT] Aonycrumi rpadnui PesyabraTty
3oBHiWHIl BUrNaD Ta NEMpoia nakyBanbHux marepianis Kopobka, o crnapnaeTses, Bianosigae
(Bi3yanbHui) AUCTOK-BKAA M T3

ANOMIHIEBD TyBa (Beepeauni

NGKPUTE NaKkom, i3

3AXNCHOK MembBpaHo |

KPUILEYKOH ) NOBUHH]

BIANOBIAATW Aiouii Bepcii
lnerTudikauia antominiesux Ty6? NosunHa BignoBigaTy Bignosinac
(IK-cnekTpockonis)
3OBRIWHIR BUrnaa, KoMip Ta npupoaa Kpemy iposopwuid, besbapshul, Bianoginag
(€8p. ®apm. 2.2.2.) (makc Y7) CAHODRIAHMA rens 3

XapaKkTepHum 3anaxom
KiZibKicTb HanoBHEHH# NoBuHHKE 6yTH BUKOHAH! Bianosiaae

YMOBMW KEPIBHWUTBA RO

YNAKOBUI TOTOBOT NPOAYKLT
l'ycruHa 0,990 + 0,020 r/mn 0.998 r/mn
(Cap. Dapm, 2.2.5)
pH {10% BogHa cycnemm) 4,0 £0,5 4,3
{Cap. Papm. 2.2.3, 3a aono ; 4 CHAZ %ﬁ?ﬁnewﬂ
Mewnetpaitia W
{€8p. Dapm. 2.9.9 mevoa A) ‘Z"# ww'ﬁ» rﬁ‘l 140 - 200 PE 156 PE
lneHTHdikatin akTMBHOrO iHrN n Ong o
oynpoden (€sp. ®apm, 2.2.29, 6@% (loBHUHEH Biﬂ”gfiﬁa“f-kf{ L Biﬂnosiﬂae
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(anbTepHaTUBHUI MeToa)) TCTLEE T Yh\\ o
S EVAY W
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Mikpobionoriuna yucrora
(kowHa 5 cepin)
(€8p. Papm, 5.1.4, 2.6.12/2.6.13)

TAMC: < 10?KQE /r
TYMC: € 10 KOE /r

BiacyTHicth Pseudomonas

agruginosa /1r:

BIACYTHICTL Staphylococcus

aureus f1r

< 13
< 10

He BUABAAECTLEA

He BUABRNAAETLCA

Tecr Ha aHTUMIKPOBHY edekTUBHICTL
(TeCT He NPUIHAYEHO ANA PYTUHHOTO KOHTRONIO}
{(EBp. dapm. 5.1.3}

NosMHHO BignoBifgaTy

Bianosinae

Romiwinm
16ynpoten ~ i3onponinosuil edip (I'X)
2-{(4-obyTHpundenin) nponiotosa kuchora (BEXX)

4-1300yTHAaueTodGeron (BEIKX)
4-1306yTupunauerodenon {BEXX)
4-1308yTHndenoiitas kucnota (BEXKX)
I6ynpodes Mmonorniuepun

Cyma Binomux noMitox

Oannuuna Hesiaoma aomiwka (BEXKX)
CyMa HeRiflOMuX OMILOK

Cyma BIAOMHX TA HEBIAOMHX HOMILLIOK

<0,5%
<02 %

<0,2 %
<0.2%
<02 %
<0.2%
< 1,2 %
<0.2%
<0.2%
<1.5%

He BUABNACTLECH
He susshsaetsed

He 8UABNRETHCH
He BuaBnReTLTA
He BUABARETLCH
He BURBAAETLCH
He BHABAAETLCH
He BUSBARETLER
He BURBAAETLCA
He BuABNRETLCA

‘TectyeTeca npu oTpumMaHrHi TyH

YmoBu 3bepirannn: 36epiratu 8 opurinanshill ynakoey npv Temneparypi He suiwe 25°C.

3assa npo cepTudikauio:

Linm 3aceinuyio, Wo Bra3aHa suule iHbopMauis € ACCTOBIPHOK | TOMHOM. [axa cepia npoaykuii aupobneHa
(BKAKOYAlONM NAKYBAHAS Ta MaPKyBaHHA) | NPOBEAEHO NOBHUM KOHTPONL 1T AKOCTI Ha BULEBKA3AHIR BUPOBHUYIN
AlNbKULE B NOBHIM BIANOBIAHOCT 3 BUMmoramu GMP, BeTaHOBAERUMH MICUEBHUMU PErYAATORHUM OPTraHOM, 8 TaKeHK

Y BIANOBIAROCTI 31 cneuudikauiamm peecTpauifiHoro aocke.

HIPOTOKOAM BUPOBHMUTBA, NAKYBAHKHA Ta aHaNizie &yau NEepeBipeHi 7a BCTAHOBALHO BIANOBIAHICTL 3 GMP,

fipissuLue, nocana ocobu, Axa Buaana go3sin Ha BUNYCK cepil:

CaskT AyrycTid, 07.06.2023
DOLORGIET GmbH & Co. KG

la3aan Hapabi/ YnosBHooa)eHa ocoba 3 aAkoCTI




