HEPKABHA CIYKEBA 3 JIKAPChKUX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTUKAMHA Y KHIBCBKINA OBJACTI

npor. Ceitanunoil Hazii, 3, m.Knis, 02099, en/axc: (044) 363-06-30
E-mail: dls.ko@dls.gov.ua, Koa €IPTIOY 37078774

BHNCHOBOK
npo AKicTh BRe3enoro B Ykpainy Aikapcbroro sacody
15.10.2024 Na 51516/24/10
YPCOCAH®

{uafiMelyRanus nikapesKoro sacoby 3riado 3 peeeTpaniiiiv nocsigueti)
xancyin no 250 yr, no 10 kancya y 6aicrepi; mo § aicrepis y xapTomuii ropobui

(hopMa BHTIYCKY. ACIYBAHAE, B TAKYBAHHE AlKApCRKOTO 3acoby}

Howep pecerpaniitaoro noceimenns UA/3636/01/0] crpox aii peccrpaniiinoro nocpisestiis 01.01.2099

Cepis aixapeskoro sacody Ne 3010124 Kinpkicts BBezeroro aikapesroro 3acoby 432
BupoBik TIPO.MEJLIIC Ilpara a.c., Yecbka Pecnybaika
{rafinenysaEns Bupofixg nigapceroro 3acody, Kpaila NOXUERCHIIL)
Brezeno 8 Vxpainy Criabie yKpallicbKO-¢CTONCHKE MANPHEMETEO Y opati TOBAPICTEA
3 oOMeKenoI0 Bignorinaanuicrio "Ourista-Papsr, JITAY, inenr. voj
21642228

(aiiveayBasns o kop 32 CZPIIOY wopnmsanol ocobit abo npiasnute, ia'e, ne HaTekoesi distranol
oo - minpiesd, 1 anene HPOKIIRARNA T4 peccrpaniiiunil Auaep 00aiKoeeT KIPTRE. THNTHIKR
taaTKiB ado cepis T3 HoMep nacnopTa)

IipoToke:1 pisyansnore konrpemo six 07.10.2024 2 3056/7.

3 PeIVALTATHME JACPKRBHOCO KOHIPOAIO RCTRHOBZCHO, IO  RHEApChKIl sacif  seeseno B Yepainy 3
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Hazsga adikapesroro 3acody:
Kpaina-pupobuuk

CEPTUDIKAT AKOCTI

YPCOCAH?®, kancysu o 250 mr Ne

Yecnka Pecnybiika

50 (10x5)

Peccrpaniiine nocsizuenns B Yxpaini Ne UA/3636/01/01 Bin 17. 09 2020 p.

Tepmin aii PIT neobmemxennii.

Cuira ,‘.lli/dis PHBHICTB: | rarceyla MictHTb 250 Mr prO,Z{COI\’CHXO}'ICB()T KHCIOTH.

Yunaxkopka:

Tlo 10 xancyn y Gxicrepi 3 amominieBoi (Gojbln Ta
JONAHOIO THCTPYKIIEKD AN MEAUYHOTO 3aCTOCYBAHHS Y kaprouuiit xkopobui 3

YKPATHCBKOIO MOBOIO.

Cepis Ne:

Kinskicrs ynakoBok B cepii:
Jara supoduirea:

Jata saxinaenns repMiny NpHAATHOCTI:

1 TIBX-rsisxy,

3010124

1o 5 Grictepin pazoM 3

MAPKYBaHHSIM

7999 yrrax.

01.2024
01.2029

Hassa, aapeca, nomep Jinensii na supobunurso:
PO.MEJLIIC Ilpara a.c. / PRO.MED.CS Praha a.s.
Tenucka 377/1, Mixuie, I[Tpara 4, 140 00, Yecska PecmyGiixa /
Teleska 377/1, Michle, Praha 4, 140 00, Czech Republic.
Jinensist Ne 3989/INS/00 pix 12.04.2000 p. 8 ocranuiii 3arpepukeniil pepakuii
Ne sukls150506/2022 sin 10.08.2022 p.

Cepradivar GMP Ne sukls11442/2022 gara sugaqi 19.04.2022 p.

Bucnonok moxe migrsepkenns Ceprudicara GMP B Vipaini Ne 065/2023/C- 114 sin

01.02.2023 p.

oRasHUKH stcoCTi

Honycrumi mesi

Pe3yapTaTH

Quue (€O*, meton sizyainuni)

Biai, TBEPAi MenaTHHOB] KATICYAH, PO3MIPOM

Ne 6, 1o micTare Gisit un maiiace Ginuit
nopowoK, 480 Sisnit uu maitke 6inui nopowox
3 mMarouKamMy Mach, 460 Glamit un maiince
BLaui HOPOIIOK, CNIPECOBAHNIA CTOBITNHKOM, 10
POINAARCTLCH NPY HATHCRA NI

Bianosinac onucy

YPLONCOKCHXOMEBOT KHCAOTH
(€D* 2,2.29, metoa BEPX)

BHIPOBYBAHOIO POIUHHY MAE BIANOBILATH Yacy
YTPUMYBAHHS OCHOBHOTO FIKA CTAHASPTHOLO
PO3UUEY

Cepeanst Maca Rancyan 315,1 - 348,2 mr 331,0 mr
(€B* 2.9.5)
Onuoepinuicrs macu 18720 wancyn: we Ginswe 7.5 % sin cepepnnoi
(€D* 2.9.5) MAacH Binosixae
2720 kancyn: we Gispie 15,0 % sin cepeansol
Macu Binnosigac
[nenradikauis Yae yrpumysanus 0CHOBHOTO nika Bianosinac

Kinsricnuit smicr
ypeopeorkcuxosiesoi kucaoTn s |
KATCYJH

(€D* 2.2.29, meroa BEPX)

237,5-262,5 mr

246,2 mr

Gauopimiticrs R030B2HAX
OAMHHUL ¥

(1 opmeuap = | wancyna)
(€M®* 2.9.40, mevoj BEPX)

AV <15 (uas 10 omvinus)
AV <15 (ans 30 onuuBub)

He npopoiniocs

Po3unHeHHs
(€®* 2.9.3)

He memue 80 % (Q) 1epes 30 xz.

99 Y%
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oweasuury sikocri Josyerun mewi Pesysnrary
MikpoBiosoriuna uuerora aransia KiAbKicTs aepoinux Mikpooprauizmis
(€O* 5.1.4,2.6.12, 2.6.13) (TAMC)
- se Biane 1WA KYO/r 10 KYO/r
3ArAILHA KILKICTE Apiasiris | naicuasn
(TYMC)
- ue Biavwe 102 KYO/r 0 KYO/r
sineyruicrs Escherichia coli g ) v, Biacyrns
Upenapar ne mac anrumikpobuol ail

Komenrapi:
* Tlocunansg Hajaui Ha yuEHe BHaanns Ceponeiicsrol MapMaxonel.
% O MHOPIZHICTS JTO30BAHKMX OJMHNIL BU3HAYAIOTE I8 KOwHOT 10-1 cepil,

Yaosu 30epiranmss: ne norpebye crierianbuux yMop 30epiranns. 30epiraty y HeJOCTYITHOMY
JuLt juTed Micit.

3asBa npo ceprudixanito:

[luM g 3acsijuylo, mo BUIICHaBesena iHpopMauis € BIpHOIO i TouHOW0. [lg cepist npoaykuil
BUTOTOBACHA (B TOMY YHCII T IAKYBAHHS 1 MAPKYBAHHS), 1 IPOBCICHO MOBHMI KOHTPOIL i1 IKOCTI
Ha BUUIEBKazaHil BupoOHu4il ainsuiit winkoM signopimno no sumor GMP, scranosiennx
MICHEBHM DPErVIITOPHUM OPrasoM, a Takox BinopiaHo po Chermdixauifl peecrpauifitoro
JOCHE.

ITporokosy BupoOHALTRA, TAKYBaHH Ta ananiszy Oyau nepesipeli; BinopiaHicTs Bumoram GMP
BCTAHOBJICHA.

[pizsumme, nocala ocodu, sKa sugana
JIO3BUL HA BHITYCK cepif

Jakub Chwmel
¥nopuosakena ocofa 3 AKOCTI

Mignue S fmm?”

Hara nigneanns 11.03.2024
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