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AEPHKABHA CJIYKEBA 3 JHHKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIA OBJACTI

npoB. Ceitauurol Haaif, 3, m.Kuis, 02099, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOV 37078774

BHCHOBOK
PO AKICTH BBE3CHOIO B YKpaiHy JikapcwpKoro 3acoby
09.09.2024 Ne 43707/24/10
HITPECAH®

{nafimenypanna nikapcskoro saceBy risHo 3 pecetpauiiimm nocsimenman
TabaeTki 10 10 mr po 10 Tabaerox y 6iricrepi, no 3 Gaicrepi y KapTonuiii Kopodui
{thopma BnmycKy, AC3YBAHHS, B RAKYBIHHA AIRADCEROTO 33C06Y)

Howmep peecrpaniiinoro nocsingenns UA/13146/01/01 etpok ait pecerpauiituoro nocsiasenss (11.01.2099
Cepis nikapeskoro sacofy Ne 0030124 Kinekiers BBesenoro nikapeskoro sacoby 432

Bupobuuk IMPO.MEJLIIC [ipara a.c., Yecska Pecriybaixa

(naiisenysanns supobruka Nikapebrore 3acoby, kpalia noxomweni)

Bseseno B Yxpairy Cuisibae yrpaiHchKo-ecTOHCHKe HiANpHEMCTBO ¥ Popumi
TOBAPHCTEA 3 00MexkeH00 Biimosigaasuictio "OnTima-Oapw,
JTA", izent. xou: 21642228

{riatimenynanirs 'ra xos sa CZPIIOV ropiuneroi ocobn alio mpissnume, iy, 1o GaThroni
driztemol ocobin - nigapuesua, I micue npoxirrgs Th precTpauiiingi noMep obnizosai
KapTKIl ANaTHIKD NOAATKIB 460 cepis Ta voMep macnopra)

Nporoxes risyassnore xonrpomo siz 16.09.2024 xe 2597/2,

3a pesyapTaTaMi AEpAKABHOTO KOHTPONH0 BCTAHOBJEHC, WO Aikapchbynii 3acid Beeseno B Yrpainy 3
JOTPHMAKHAM biMoOr 3aK0H0JABCTEA OO 380e3MeYeHHA AROCTI siRapesKuX 3acobin,
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CEPTU®IKAT AKOCTI
Haspa Jgikapebkoro 3acoly HITPECAH®, rataerkn nmo 10 mr Ne 30 (10x3)
Kpaiua-supobnunx Yecnra Pecnybmika
Peccrpaniitie nocsiguenns B Yipaimi Ne UA/13146/01/01 pin 30.01.2019 p.
Tepmin pii PII neobmexeno.
Cuaa aii/aktusnicts: 1 Tabaerka MicTutb 10 Mr BiTpeHAMIIRY
YnaxkoBka:
ITo 10 radnetox y Oaicrepi i3 amominieoi gonbru Ta [IBX-TUTBKY OMAPanYEBoro KoJibopy.
[lo 3 GnicTepn pasoM 3 iHCTPYKUi€I0 AdS MEAMUHOrO 3acTOCYBAHHA Y KapTOHHIH Kkopobui 3
MAPKYBAHHAM YKPaTHCHKOK MOBOIO.

Cepis No: 0030124
KinpkicTh yHaROBOR B cepii: 10885ynax.
Hara Bupobuuursa: 01.2024
Jata 3akiHYeHHs TepMiHY IPHIATHOCTI: 01.2028

Halimenysaupnsi, agpeca, Homep Jlinensiy Ha BupoOGHAITBO:

[MPO.MEJLIC IIpara a.c. / PROMED.CS Praha a.s.

Tenucka 377/1, Mixne, Ilpara 4, 140 00, Yecbka PecryOiika /

Teleska 377/1, Michle, Praha 4, 140 00, Czech Republic.

Jlinensiag Ne 3989/INS/00 six 12.04.2000 p. B ocrauuiid 3arBep;urenii peyaxuii

Ne sukis150506/2022 six 10.08.2022 p.

Ceprudicar GMP Ne sukls11442/2022 qara papayi 19.04.2022 p.

Bucnosok moae uiarsepaxenns ceprudivara GMP B Yxpaimi Ne 065/2023/C-114
01.02.2023 p.

Bix

Morasnuwu axocti Hoayerami mexi Peayaprary
Onue Kopri nioeki TabjeTky 3 pueKo10 3 oanoro Soxy i | Bianosizae
(€O, mMeTo) BRXYAIRHMH) TucHennsm 10 3 apyrore Goxy, aiamerpom Sunsuro 7
MM
Cepeansi maca tadjeTRH 150,0 Mr 45 % (142,5 mr — 157,5 mr) 151,6 mr
{(€P*2.,9.5)
OnuopiagnicTh A030BAHAX OUAXHUILL AV <15 (am 10 rabaeror) 4
wE
(€D *,2.9.40)
Inenrudixauin wirpenauniny **:
IaenTudikania A Yac yrpuManas 0CHOBHOTO MIKa HA XpomaTorpami Binnosigae
(€D *, 2.2.29, meToa BEPX) BUIIPOOYBAHOI0 PO3MHHY MAC BIAROBIAATH Hacy
YTPUMAHHSA OCHOBHOIO TiKa WA XpomMarorpami
CTAHAAPTHONO POSHHHY
InenTudixauis b
(€ *,2.2.27, meroj THIX) Ocxopra pasima Ha XpoMaTorpani Bunpodysanoro Bianosinae
POIMHHY MAC BLANOBIAATH NOKOKEHHIO, POIMIPY Ta
auaqennio Rf ocHosHol nasiMu wa xpomarorpami
CTAHNAPTHOrO PO3UURY
Cynyrui qominsy
(€® *,2.2.29, meroa BEPX)
Jomiuka “AY He 6ianuie 6,3 % < 0,05 %
Homiunca “B”, gomimxa “C” okpemo | He Gianre 0.8 % < 0,80 %
Tnma oxpema nomilmka He iapwe 0.2 % < 0,20 %
Cyma jominiox He dianme 1,5 % < 1,50 %
Kinpxicnuit smict wivpenauniny g |
rabaerni (€D *,2.2.29, merox BEPX) | 9.5-10,5 mr 10,0 mr
. ; . W AR
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[oxaznurn scocri Honyernmi mexi Pesyaerarn
Posannenna*¥ He menuie 80 % (Q) wepes 45 xs 99 %
(€P* 2.9.3)
MixpoGiosnoriuna uncrora (voxua 10 | 3araubua KiabkicTs aepobuux mikpoopranizmis
cepis) (TAMC) <10 KYO/r
(€d* 5.1.4,2.6.12, 2.6.13) - ne e 103KYOR
3araasna Kiasricrs apisukis i naicassn (TYMC) <10 KYOir

~ e finsme 102 KYO/r
Bineyrnicre Escherichia colin 1 v
Biacyrue
Brpartu B maci npu pueymyBarui He diabuwre 7 % 4,6 %
(npu 105 ° C)
(€D *,2.2.32 (d))

Komenrapi:
* TlocunanHs Hajlani Ha YMHHe Bulaung Ceponeiichkol Mapmakorel
#+ BunpoOyBaHis SKOCTI NPOBOAMTLCS TUILKU IPH BHITYCKY JIKAPCLKOFo 3aco0y.

Ymyopn 30epiramns:
30epiraty B OPUITHAIBHINA YIAKOBIL ¥ 3aXUIIEHOMY BiJl CBITNA T4 HEJOCTYNHOMY i AiTed Micid
npu Temieparypi He sue 25 °C.

3asisa npo cepradikaniro:

Lium s 3acsiguyto, mwo indopmaiis, HaBejeHa sulie € BIpHow Ta Tounow. Ll cepis npomykuii
pUroToBIeHa (B TOMy uucni il makyBanps i MapKyBaHus), 1 POBEACHO MOBHUIE KOHTpOss il sikocTi
Ha BUINEBKA3AHOMY BUPOOHHYOMY MallaHUHKy KoM BLANOBIHO o BuMor GMP, BCTAHOBIEHHX
MICHEBUM PEryJISTOPHUM OPraHOM, & TaKOXK BianoBiaHo 10 Crenudikanill peecTpauiiioro 1ocse.
[TpoTtokony BUpoOHUITEA, TTAKYBaHus Ta anatizy Gyiu nepesipeni; sianopiagicrts sumoram GMP
BCTAHOBJICHA.

[pizsuwie, rocaga ocobu, sika Bujiaia
JLO3BIJ Ha BHIYCK cepil

Ilona Kuzelova
Voosnopaxena 0co0a 3 srocri
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Ievarka

[\-]
~
|83

Ceprudikar skocri Ne 159/24


http://www.tcpdf.org

