DOLORGIET

DOLORGIET GmbH & Co. KG * Otto-von-Guericke-5tr. 1« 53757 Sankt Augustin, Germany

Ceptudikar aHanisy

HalimeHyBaHHA npenapary:
KpatHa-supobHuk:

PeccTpauifiHe nocsiguyerHs 8 Yrpaiui:
Cuaa all / akrusHicTb

Kinbxi¢Tb yNakoBOK B cepil:

Cepin Ne;

Aara supobHuyTes:

Dava saKkiHyerHs CYpOXY NpUAaTHoCT:

Hazsa, agpeca, Homep Niyeusii na pupobruyrso;

[ROAOPHT FmbX | Ko.KI', Himewunna /DOLORGIET GmbH & Co. KG, Germany
Orro-fou-Tepike-wTtp, 1, 53757 Cavry Ayrycrin / Otto-von-Guericke-5tr. 1, 53757 Sankt Augustin, Germany.

Niuensia Ne DE_NW_(4_MIA_2022_0008

Ronrir® kpem, kpem 50 mr/r no 20 r y rybax
HimeqynHa
NeUA/4117/01/01
1 r kpemy micturb ibynpogeny 50 mr
48 060
312068
12/2023
12/2026

Pilenna npo nigreepamenna Ceptudikaty GMP B YKpaiHi Nedd4/2022/C-860; 08.11.2022
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(MoKasHMKKM AKOCTI Honycrumi pmemi Pesynbratv
3oBHILIKHIA BUrAAR | NPHMPOAE NAKYBANBHNK KopoBka, Lo cknapaeTses, Bianoeinae
 maTtepianis NACTOK-BHAZ AWMLY TA
{BizyanbHui meton) anomidiesa TyHa (BcepeuHi
' MOKPUTA NEKOM, i3 33XUCHOI0
MemBparoi | KpULIEUKoIo)
NOBMHHI BIANORIAATH AiHOYIRA
Bepcii.
Inentudixauis anomidiesmx Ty6! Mae signosigatn Bianosigae
{IK-cnexTpockonis)
JosHiWHIK BUrRAL, KOAIP Ta NPUPOAA Kpemy CaHopiHKEA, MAKKIA Kpem Bipgnosigae
{opraHoAenTUMHUI METOL} Bif 6in0ro 40 Kpemosoro ;
KONLOPY 3 N3BaHA0BO- t
E LUTPYCOBUM 38Naxom é
_KianiCl'b HanNOBHEeHHA MosuHHI BYTH BUKOHAHI Bignosigae
YMOBU KepisHUKTBa f0
I YMakoBLi roToBoT NpoayKuLil
' Tycruna 1.000 * 0.020 r/mn
' (Cap.®apm 2.2.5) (0.980 — 1.020 r/mn 0.991 r/mn
. NeneTtpayia
(Esp. Capm. 2.8.9 meTog A) 200 £ 40 PE {160-240 PE}) 198 PE
ipenTudinauin aitovol peyosuHK [
ISynpoden (BEXD Mae BignosigaTy 1 Biandeigag . |
tGynpoden (TCX, aAbTepHaTUBHUA METOA) Mae Bianosinartw =8 '/E,'i,dﬂfzgai,da_e:’--f j
Ay i

tnertrdikalin KOHCEPBARTY

MeTun-4-rinporcubensoat Hatpia {BEMX)
Aetun-d-rinpokcubensoar natpua (TCX,

ANbTEPHATUBHLIA METOH,

Mae signogiaaTy
NMae gignosiaati

i




KinsuicHe Buanauenns gliovol PEYOBMHM & 1 T Kpemy:
iGynpodeH {BEXX) 100,0£5,0% 100.8 %

Kinbkicke BusHaveHHs KOHCepsaHTy 8 1 r Kpemy:
MeTtun-4-rizpokcuBeHsoaT naTpin (BEMX)

100,0+50% 101.2%
MikpoSionoriuna YMcToTa TAMC: < 10*KOE /r <10
{rosera cepin) TYMC: < 10YKOE /1 <10
(€Bp. dapm. 5.1.4, 2.6.12/2.6.13) BiacytHicrk Pseudomonas He BuABARCHD
aeruginosa f1r;
BigcytHicTs Staphylococcus He BuAsneHo
aureus /1 r

Tecy Ha edeKTUBKICTL aHTUMIKPOBHOrO KoHLEPBAHTY:
{Tect He NpuaHaYeHUI 1A PYTUHHOIO KOHTPONIO) Mae sigroBigatn Bianosigac
€ep. Papm. 5.1.3

Aonitiky iBynpodeny

2-(4-izobyTupundenininponioHosa k-Ta £03% He suaBaeHO
IBEMX)

4-i3oByTunBen3oina kuenorta (BEMX) <03% He suaBneHn
4-i306yTuRaueTOPeHOH (BEHX) <03% He Buagnesa
16ynpoden-2-rigpokcunponinoenii edip <03% < DiBHA 3BITHOCT
{cymiw isomepia) (MX)

(2RS}-2-(4-PopmindeHin) nponiokora KucnoTa £0.3% He susBaero
{aomiwka K) (BEAKX)

ibynpodeHy moHorniuep«g, (BEMKX) £03% He suasnewo
Cyma sigomnx aomiwor (BEMX/TX) <1.0% < pirRHA IBITHOCTI
Hesinoma oarHuaHa AomiwKa {BEXKX) $0.2% He susanero
Cyma Hesinomux pomiwok (BEMHX) <04% He suasneno
Cyma Biaommx Ta Heaigomux gomiwox {BEMX/FX) 5£1.4% < piBHA 3BITHOCTI
Aowiwnxa natpite metun-4-rinpoxcubensoary <4.0% 0.7%

4-rigpoxcuben3oiina kucnota {BEMKX)

TecTyeThCA NPU OTPUMAHHI
Ymosu sGepirants: 36epirat B 0puriHabHis yNakosLi Apu Temneparypl He Bhuie 25°C.

3anmna npo ceprudivanio;
Lum 3323in4y10, WO BKA3BHA BULLE IHGOPMALIA € 4OCTOBIPKOMK | TOYHOIW. [laHa cepis npoayKUil Bupobaeka
{BRIIOYTIO|M NAKYBAHHA T3 MAPKYBAHHA) | NPOBEAEHO NOBHUIA KORTPOAL il AKOCTI Ha BUILEBK aHHA-BMpoGHmm
AinbHWUI 8 NOBHIK signosignocTi 3 BUMoramn GMP, BCTaHOBAEHMMI MiCLLESUM pPEeryAanT ’HHM opfaﬁom,,a Tauom Y
BIANOBIAHOCTI 31 crieludikaliamu peecTpauifiHoro AockeE.

Mpotokonu 8upoBHULUTBS, NaKYBEHHA Ta aHaNi3iB Byau nepesipeHi i BCTAHOBNEHD Bi,&LHOB éﬁiicw‘é GM, A
dET- E}J 2

Npi3skiye, nocasaa ocofiy, sKka BKMAANA BO3BIA HA BUNYCK cepil:

CannT Ayryetin, 05.02.2024
DOLORGIET GmbH & Co. KG
An.Falivamn

YnosHopareHa occba 3 akocTi




JEPKABHA CJYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM ¥ KUIBCBKIIA OBJIACTI

mpos. Ceitnauroi Hamii, 3, m Kuis, 02099, ten/axc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
npo sIKicTh BBe3eHOTo B YKkpainy jJikapchkoro 3acody

25.04.2024 Ne 20161/24/10

JIOJITIT® KPEM
(HafiMeHY BAHHA HIKAPCHKOTO 3ac08y 3TLIHO 3 peceTPAIifHMM IOGE1IHEHHAM )
kpem, SO0 mr/r, o 20 r y Ty6i, mo 1 Ty6i B kapTonHii kopobui
(popma BHITYCKY, HOSYBAHHA, BUA IaKyBAHHA TIKAPCEKOTO 3acOGY)

Hoxep peecrpaniimoro nocsigsenns UA/4117/01/01 crpox aii peecrpauiiinoro nocsizuenss 01.01,2099
Cepia mikapcokoro 3acody No 312068 Kinskicts BBeseHOro nikapesxoro 3acoty 8598

BrpotEuk Honoprit I'm6X 1 Ko. KI', Himeuunna

(HaliMeHYBAHIS BHPOOHHKA TKapeEKOro 3ac00y, KpatHa Iok0 IKSHHA )

Brcieno B Yipainy Tosapucreo 3 odmexenorw Binnosinanericrio "HATYPTIPOJAYKT-
BET' A", iaenr. kox; 21139268

{rafimerry BaHEg Ta Ko 32 CJIPITOY ropumrHoi ocoliu ado IPI3BMIE, iM'd, 10 GaTRKOBI (iznEo1
0coby - MANPHEMIL, i MICLIE IPOIKUBATETA TA PecCTPaLiETHUI HOMep 0OMIKOBOT KAPTHH THIATHHKA
NOJATKIB 4l cepis Ta HOMEp TIACIOPTA)

Mporoxoa sisyankuore kourpoesno ein 25.04.2024 Ne 1086/5.

32 pesynbTATAMH JEPKABHOTO KOHTPOJK) BCTAHOBIGHO, LU0 mikapcekMi  3aci®  BeescHO B Ypaimy 2
AOTPHMAHHSAM BHMOT 3aKOHOJABCTEA WOA0 3a0E3MEUEHHA AKOCTI MKAPCLKAN 3AC001B.
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Bikrop CTE®KIBChKH

{inttiiany Ta npizaue}




