JEPKABHA CJIYKBA 3 TIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitnuynoi Haxil, 3, m.Kuis, 02099, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APITOY 37078774

BHUCHOBOK
NpPo SIKICTH BBE3€HOI0 B YKpAiHy JiKapchKOro 3aco0y
25.07.2024 Ne 35903/24/10
JOJITIT® KPEM

(nadiMeHyBaHHs JKapChKOTO 3ac00y 3TiMHO 3 peccTPailiHuM ITOCBITUSHHM )
Kpem, S0 mr/r, no S0 r y Ty6i, no 1 ty6i B kapTouHii KopoOui

(bopma BrIIyCKy, HO3yBAHHS, B/, AKYBAHHS JIKAPCBKOTO 3ac06Y)
Howmep peecrpaniittoro nocsixuenns UA/4117/01/01 crpox mii peecrpamiiinoro moceimuenss 01.01.2099
Cepis nikapeskoro 3acoby Ne 401068 KinbxicTs BBE3€HOTO mikapchkoro 3acoby 8100

Bupo6rk Jonoprit I'm6X i Ko. KI', Himeuunna

(HativeHyBaHHS BUPOGHHKA JIIKAPCHKOTo 3aco0y, Kpaiia IoXo KeHHs )

Bseseno B Vipainy Tosapucrso 3 o6mexenor Bixnosigaasuicrio "HATYPOPOAYKT-
BET'A", ineur. xon: 21139268

(naitmeryBaHHs Ta kof 32 €JPIIOY 1opuppyrol ocobu aGo npisBuile, iM's, TIo 6aTbKOB
Qizeroi 0co6H - HifmpueMILs, il MicIle NPOXBAHHS Ta PEECTPALIHHMIL HOMep 0GTKOBOI
KapTKi IUIATHHKA TOJATKIB aGo cepis Ta HOMep HacropTa)

IIporoxoa BisyamsHoro xourposno sig 18.07.2024 Ne 2087/4.

3a pesyneTaTaMu JCPXKABHOIO KOHIPONIO BCTAHOBIEHO, IO JHKAPCBKHM 3aci6 BBE3eHO B Vxpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOIABCTBA HIOAO 3a0€3MEUEHHs AKOCT] KAPCHKUX 3aC00iB.
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DOLORGIET

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

Ceprudikar aHanisy
Halimenysanns npenapary; Aonrit® kpem, kpem 50 mr/r no 50 r y Ty6ax
Kpalha-supobHux; Himeyunna
Peecrpaliifive nocsiguerna Ne: UA/4117/01/01
Cuna gii / aktusuicTs: 1 r kpemy micrurs iynpodeny 50 mr
Kpaina npusHayeHHs: Ykpaina
Kinbkicrs yriakoBox B cepii: 19 260
Cepia Ne: 401068
Harta supo6ruurea: 01/2024
flara 3aKkiHye HHA CTPORY NPUAATHOCTI: 01/2027

Hasra, appeca, Homep SliLensii Ha supobruyTeo:

AONOPHIT 'mbX | Ko.KI, Himeuunna /DOLORGIET GmbH & Co. KG, Germany

Orro-don-Tepike-wrp. 1, 53757 Cankr Ayrycrin / Otto-von-Guericke-Str. 1, 53757 Sankt Augustin, Germany.
Ninensia Ne DE_NW_04_GMP_2022_0008

Piwenna npo nigrsepakenns Ceptudikaty GMP B Yepaini Ne444/2022/C-860; 08,11.2022

NoxasHnKku sKocti Aonycrumi mexi ' Pesynbraru
3o8HILUHIA m«rnfml NPUPOAS NAKYBAMbHUX KopoOKka, wo CKAaiacThen, Bignosigae
Marepyams JHACTOR-BKNAQ MU TS
(Biayanohni metos) amominiesa tyba (scepenmni

AOKPNTA JTAKOM, i3 3aXMCHOID
MEMBPaHO0I0 | KPULIBYKOIO)
NOBUHHI BIANOBIAZTY AHOYIR

sepchi.
lpenmudikauia anominiesux Tyb* Mae signosinaTti Bianosigae
{IK-cnekTpockonin)
30BHIWHIA BurnAg, KOAIP T2 NPUPOARA Kpemy OaHopigHui, m'ssuit kpem Bianosigae
{oprasonenTtusHmUii MeToa) i Binoro fo Kpemosoro

KOMbOPY 3 NaBaHAo0Bo-
LUUTRYCOBUM 3aMaxom

KiNbKiCTb HaNOBHEHHS NOBUHRI OYTH BUKOHAH] Bignosinae
YMOBY KePIBHULITES NO
YNAKOBL rOTOBOT NPOAYKUT

Fycruua 1.000 % 0.020 r/mn

{Esp.Lapm 2.2.5} {0.980 ~ 1.020 r/mn 0.988 r/mn
Nerertpauin

[€Bp. Dapm. 2.9.9 meTon A) 200 + 40 PE (160-240 PE) 192 PE
irenTudikalin gio4ol peuoBuHU

lOynpober (BEMX) Mag signosigartu Biarnosinae
16ynpoder (TCX, ansTepHatsHuk meToa) Mae signosigartu Bianosinae

lnenTndikayigsobcepsanTy
MeTtun-4- N&é}% T HaTpin (BEXKX) Mae signosinarm ‘ :
KC :

MeTun-d-ri ) Tpust (TCX, Mae sianosipatnff
d/leeptiz({ﬁm %
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Kinbklcre BM3HaUeHH# Ajlouol peuosuHu s 1r Kpemy:
I6ynpoden {BEMKX) 100,0+50% 99,5 %

KinbkicHe BU3HAUEHHA KOHCEpBaHTY B 1T Kpemy:
MeTun-4-rigpokcubersoat Hatpia (BEMKX)

100,0£5,0% 98,6 %
MikpobioaoriuMa yncroTa TAMC: € 10°KOE /r <10
(komHa cepin) TYMC: $ 10’ KOE Jr <10
(€Bp. ®apm. 5.1.4,2.6.12/2.6.13) BigcyrHictn Pseudomonas He BuasneHo
aeruginosa /11;
Bigcyrricr Staphylococcus He BURBAEGHO
aureus /1r

Tecr Ha ederTUBHICTL aHTUMIKPOBHOro KOHCepBaHTY:
(Tecr He npusHaveHnit 418 PyTUHHOrO KOHTPOMIQ) Macg signosigamm Binnoginae
€sp. ®apm. 5.1.3

Aomiwrn ibynpodany

2-{4-i306yTupundenin)nponioHosa K-Ta £03% He BusasneHo
(BIMK)

4-i306yTMnGensoita knenota (BEMX) $0.3% He snapngHo
4-isoByrunalerodenon (BEKX) $03% He BUABABHO
{6ynpoden-2-rigpokeunponinosnit edip £03% < pisHa 3giTHOCTI
{cymiw isomepis) {TX)

(2RS)-2-{4-Dopmindenin) NponioHosa KUCNOTa £03% He Bugsnexo
{(homiwwa K) (BEXKX)

6ynpodeny monoraivepus (BEXKX) s03% He suasnero
Cyma sinomux pomiior (BEXKX) £1.0% < pisHg 3BITHOCTI
Hesipoma opnHuuta pomiuika (BEKX) $0.2% He 8UABAEHD
Cyma Hesinomux 4omiwor (BEXKX) £0.4% He susasneno
Cyma sinomux Ta Hesinomux nomiwox (BEMX/MX) £1.4% < piBHA 3BiTHOCTI
Aomiwka natpito merua-4-rigpokcubensoary <4.0% 0.7%

4-rigporcubBen3onta kucnota (BEXX)

TecTyeThea npn oTpUManHi
Ynmosu sBepirarna: 36epiratv 8 opurinaneHifl ynakoswi npu TemnepaTypi He suwe 25°C

Jassa npo ceprudikayio:

Lim 3acsignyio, Lo Brasana suule iHGopmain € 40CTOBIpHOIO | TN, [ana cepin npoayxull supobnera
IBRAIOUBIOUN NBKYBAHHS Ta MAPKYBAHKA) | NPOBEAEHO NOBHUI KOHTPONL T AKOCTI HA BMLLEBKA3AHIH BUpOBHIUIN
AlfbHuul 8 NOBHIN BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBAGHUMYK MICLLEBUM DEFYASTODHUM OPFaHOM, 3 TAKONK Y
BIANOBIAHOCTI 31 cneurdikauiamu peECTPaUIiHOro goche,

OipoToKomm BUPOHHMUTER, NaKYBaHHA T3 aHanisip Byau nepesiperi | 6CraHosneHo 8iAnoBiaHICTs 3 GMP.

Cankr AyrycTin, 26.02.2024
DOLORGIET GmbH & Co. KG
Lloxtop Makikamn

VnosroameHa ocoba 3 akoch
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