AEPIKABHA CJIVKBA 3 JIIKAPCBKHIX 3ACOBIB TA KOHTPOJIIO 34
HAPKOTHKAMH Y KHIBCBKII OBJACTI
npoB. Ceitnnunol Haxii, 3, M.Kirig, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
IPO SIKICTH BBE3eHOro B Yxpainy jikapeskoro 3acoby

: 2 6. 112023 - N953233/ 231’ i0

____JOJI'TT® KPEM

{HHﬁHEH}fﬁHHHﬂ' THKapCLKOTS 32000y 3rinno 3 peecTpartitmns nuc'ﬂimmﬁ-ﬁm) |
Kpem, 3. mr/r ne 50 ry Ty6i; mo 1 TyGl B KapToHHii Kopobui

(popma BUNYCKY, N03YBAHHA, BHA TaKYBAHHA JHKAPCEKOTO 3acoGy)
Howmep peecrpauiinoro nocsinwenas UA/A117/01/01 crpok aif pecctpatifioro nocsizuenns 01.01 2099

: Cfepi:ﬂ'.31i'ra:ap-cggﬁmj_.zac{}ﬁy_ Ne 308075 Kinexicts eeesenoro JHKapChKOTo 3306y 10800

Bupobuuk Honoprit 'M6X i Ko. KI', Himeaunna

{HaﬁMEH};ﬂﬂHHHZHﬁ;}{}ﬁHHR&-ﬂiﬁapcﬁmr{} 3aC00y, KpaiHa nmoXomKeHHs)

Beeseno s Vipainy Tosapucreo 3 o6mexkenorw BiNHoRiIaTEHICTIO "HATVPHPOAVKT-
_BETA"™, izenr. xon: 21139268 |

(HaﬁMEHyBaHHH-Ta ko 32 CIIPTIOV ropummranol 0cobi abo Npi3BHIIC, iM'3, HO GaTbkosi Apizmgaoy
Geotn - ipueMus, T Micte UposiiBanns Ta peectpauilinuit Homep 00nixoBOl KapTx: WIaTHUKY
RORaTkiB abo CepiA T4 HoMEp Tiaciropra)

32 peyNETaTAMN  NEPHABHOTO KOWTDONIO BOTAHOBNEHO, 4O JAikapeekui. 3aci6 BEEIeHO B Vipainy 3
HAOTPHMaHHAM BHMOT 3AKOHONABCTRS WONo 3abesneHenss XKOCT FHKAPCLRUX 3acOBiE. |
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DOLORGIET

DOLORGIET GmbH & Co. KG o * Otto-von-Guericke-Str. 1¢ 53757 Sankt 'A'ug{:'s'tih,‘Gé’f__rha'ny_

Ceprudikar ananisy

.Haumeuyaanun npeﬂapaw

KpaiHa- BHPOGHMH‘

_Peecrpaumne nncau.qqem—m N'ﬂI

Cuna gii / AKTUBHICTb:

Kpaika HPHSHaHEHHﬂ.

Kinbxicrs ynaf{oaou 8-cepii;

Cepin No: :

Aara BnpoﬁHuuTaa-z}

Dara 3akinueH HA CTPOKY NPUAATHOCTE:

Hassa, aApeca, Homep flivensit Ha supobHinlTeo:

Aonrit® kpem, kpem 50 mr/r no 50 r y Tybax
Himeuquua |
UA/4117/01/01

1 r kpemy micTures ibynpodeny 50 mMr

YkpaiHa |

19 350

308075

08/2023

08/2026

BONOPIT 'MBX i Ko.KT, Himeuwunna /DOLORGIET GmbH & Co, KG , Germany

Orro-dpon-Teplke-wtp. 1, 53757 Canxr Ayryctin / Otto

Alivensia Ne DE_ NW_04_GMP_2022_0008

-von-Guericke-Str. 1, 53757 Sankt Augustm Germany

PiwedHA npo nimaep.u.meunﬂ Ceprudikary GMP B Yrpaini Ne444/2022/C-860; 08.11.2022

‘(opranonenTmyrmi meroa)

~LUUATPYCOBHM 3ar13X0Mm 3

- ﬂo;{z’rsu WKW AKOCT] ~ fonyctumi mexi Peaynsrary
30BHIWHIR BUrNAg | npupoaa NaKyBaNbHUX Kapoﬁua, L0 CKNAA/AETHER, Bianosigae
| matepianie NMCTOK-BKAGANL T3 |
{BisyanbHuii metog) aniominiesa ry6a (Bcepenuni
| | - TOKPUTA ABKOM, i3 3aXUCHOKD
-MEMBDaHOI0 | KpULIeYKoIo)
| TIOBUHHI BignO&IAaTU. AloHiIl
R e Bepcil., e
Inentudiraulia anomintesnx Ty6! Mae Bianosinarty Bignogifas
{IK-cnekrpockonia) o
30BHiUIHIN Bmmﬂ,q, uonip Ta npupo,qa Kpemy CaHopiaHuii, m'akuii kpem Bi,u,ndaih,a_e

Bia binoro 40 Kpemosoro
KO/ALOPY 3 /1laBarka080-

KinbKICTL HANODHEeHHS

[oBUHHI ByTH 8UKOHAaHN]
YMOBU KepisHulTBa HO
YNAKoBUI FOTOBOI NPOAYKUIT

Bianosigae

rycrana 1.000 £ 0.020 r/mn T
{€Bp.Papm 2.2.5) {0.980 - 1.020 r/mn 0.991 r/mn
nenerpau,m o
(€Bp. ®apm. 2.9.9 meTo4 A) 200 + 40 PE (160-240 PE) 214 PY

lneHTudikauin aiouof peyoBUHN
16ynpodeH (BEXX)
IBynpoden (TCX, anbTepHaTUBHUN MeToq)

Bi,qnoiai,n,a'e
Bl,u,nom,qae

Mae signosinaTty
Mae signosigaru

Mae BifnosigEsihs
Mae. Bi,&ﬂﬂﬁla




- 1TectyeTbea npu oTpuManHi

Dokrop afiramn
YnoshoBamena ocoba 3 AKOCT]

[ Kinbkicue ansuaqen}in p,imu.n'f PEHOBKHK B 1 r Kpemy: o
IBynpoden (BEXKX) 100,0+5,0% 99.7 %"
i{'lnuuicue-a"ﬁanaueuHﬂ__'ﬁ'oﬂtépﬁénw B-1rxpemy:

Metun-4-rippokcubenszoar Havpia (BEXX) | o
-' | | 100,015,0 % 1011%
Mikpobionoriuna uncrora | TAMC: £ 10°KOE /r' o <10
{koxmmua cepis) g TYMC: '€ 101 KOE /r <10
(EBp. dapm. 5.1:4, 2.6.12/2.6.13) BiacyrHicTh Pseudomonas He BuaBALHO
| - | aeruginocsa./1r; o
BiacytHictb Staphylococcus He suasneno
- e aureus f1r
Tecr Ha edexrusricTs aHTMMIKpO6HOrO KOHCEPBAHTY;

1 {Tect He npuaHaueHnit 4nA pyTMLHOrO KOHTROAK) Mae Bignosigaru - Bianosigae

| €Bp. ®apm. 5.1.3 |

| Domiwkn iGynpodeny )
2-{4-i306yTK pund:eHin_)’nponionosa K-Ta <0.3% He BH’Q'E{Q@}E&HD
(BIXX) | L
4-i306yTnnbensoitna kucnhora (BEMX) <03 % i He BuassieHo
4-i300yTunaueToObeHoH (BEHKX) <0.3% He suagneno
Iﬁynpodaeu-z-.rmpoxcunponinoamﬁ edip. £03% < piBHS 3BITHOCTI
(cymiw isomepis} (rX) | =
(2RS)-2-(4-Popmindenin).nponioHosa KUENOTS $0.3% He au_ngneﬁo
(,ﬂ,omimua.i{) (BEXKX) |
IGynpodeny moHoraiuepua, {BEMHX) $0.3% He sussnero
Cyma sinomux.aomitiox {BEMX) <1.0% < piBHA 3BITHOCT

1 Heginoma oanHrUuHa aomilixa {BEKX) £0.2% [ He BHFI;BHEHD
Cyma HeBiAOMUX Aomiok (BEXX) £04% He Bné’éﬂer{o
Cyma BIiAOMUX Td HEBIZOMUX AOMILIOK (BEMX/IX) €1.4% 1 < piBHA 3siTHOCT!
ﬂqmiwua'ﬂ'a‘rphjﬁ meTun-4-rinporkcnbenzoary | LA80% 0.9 %

4-rigpokcnbensoitna kucnoTa (BEMKX) .

Ymos# 3’6ep'irahuﬂ:-Bﬁtepi'ra-m B OpuriHanbHiit ynakosyi npu TemnepaTypi He Bu we 25°C.

3ansa npo ceptudikayio:
Limm 3acBiguyio, wio Bkasaxa sruLe indopma uih'-e.p,‘Ot’:TD’BipHmdi'T‘dLi'Hmo. Hana C&ﬂiﬂ"ﬂ'ﬁd’ﬂ?’ﬂﬂﬁ'Ei{tﬁdﬁhéHé'
(8kMtOUAIOUN NAKYBAHHA T8 MapKYBaHHA) | MPCBEAEHO NOBHKMII KOHTPOAL I AKOCTI HA BULLLEBKA3AHINW BUPODHMUIR

AiAbHWLI B NOBHIK BiANOBIAHOCTI 3 BUMOramu GMP, scTaHoBAEHMMU MiCLEBRUM PEryNaTOPHUM OpraHom, a TAaKOM Y
BIANOBIAHOCTI 31 crneundikauiamm peecTpaLifiHoOro AoChe. ' |

Npissriye, nocaga ocobu, AKa BUAaNa [038iN KA BUNYCK .
‘CaHkr AyrycTiH, 20.09.2023 '

DOLORGIET GmbH & Co. KG




