AEPIKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npos. Ceitnuuiol Hanit, 3, m.Kuis, 02099, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOI0 B YKpainy JiKapchbKOro 3acody

22.12.2023 Ne 63966/23/10

MOHOCAH®

(maliMeHyBaHHH NiKAPCEKOT0 32c00Y 3TIAM0 3 peccTpaliHEIM NOCBITICHHAN)
TadJeTkH 10 40 Mr, no 10 TaGrerok y Gaictepi; no 3 Gaicrepu B kaprousiii Kopoabiii

{thopara BRNYCKY, XOSYBIHHA, BHI NIKYRARHA AIKAPCEKOTD 3ac00Y)

Homep peectpauiiinoroe nocsigyensn UA/4257/01/02 crpox nii peectpaniiinoro nocsiguenns 01.01.2099

Cepin nixapcskoro sacoby. Ne 9041023 KinskicTs BBE3eHOrO NiKapenkoro 3acoby 2808
Biipos ITIPO.MEJLIIC Ipara a.c., Yecska Pecybnixa
(safiMenyBaHHA BHpoOHIKa NiKapcskoro 3acoly, Kpaina MOXORmenH)
Bresero 8 Ykpainy Crninbue ykpainenko-ecToHCEKe RianpHeMcTBo Y (opui ToBapucTsa
3 pOnMeReHo Bignosigannuicrio "Ontisa-@apm, JITHAY, igenr. wox;
21642228

(naiivMcHYBaHHA Ta Kod 3a €JPTIOY sopHamysci ocabi abo npissHine, iM'g, Mo GaTEKGBL izsasol
0COBR - mATpUEMLA, T MiCHE NPOAKIBANHA TA peecTpaLifiHmil HoMep ofnikosot KapTKH BRATHHKA
nojarxig abo cepit 1a HOMep nacHOpTa)

ITporoxoi sizyannuore xontpomo eig 20.12.2023 N 4092/5.

3a pesyanTaTaMli JEPAABHOTO KOHTPOAK BCTAHOBIEHQ, IO JiKapeskiil  3acib  Bmeseno B3 VYupainy 3
AOTPHMAHHIM sumor 33x0H0A4BCTEa W00 320¢3Ne4CHHA AKOCTI MIKAPCRKHX 3ac06iB.

Biraniit FOHAAPEHKO

{inininne Ta npisiue)
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CEPTHDIKAT AKOCTI

Hasea gikapceskoro 3acofy MOHOCAH® TaGgeTrn no 40 mr Ne 30 (10x3)
Kpaina supobupursa Heewka Pecny0iika

Peccrpaniiine nocsigvennsn B Yrpaini No UA/4257/01/02 sin 18.08.2021

Tepmin gil PIT neodmemennii

Cuaa ai/akteBnicte: | rabnerxa micrurs isocopinay MonosiTpary PO3BEUCHOIO, CKBIBAICHTHO
13ocopBimy MoHoHiTpaTy 40 ar.

Ynakoepka:

ro 10 Tabnerox y Onicrepi 3 antominicsof Goasry ta [BX-naiskn, no 3 Bricrepy palou 3 THCTPYKUEEID
IUTR MEHYHOrO 3aCTOCY BAHHSA B KAPTOHHIA KOpobUi 3 MAPKYBAHHAM YKPaTHCHKOIQ MOBOIO.

Cepist Ne; 9041023
KiibkieTs ynarosok s cepit: 26212 ynax
Hara supobuHuTRA: 10.2023
Hara zaxiuvenns TepMminy apuxaruocryi; 10.2028

Haasa, anpeca, nomep Jlinensii ua supobunnrae:
[TPOMEJLIC [para a.c. / PRO.MED.CS Praha a.s.

Bys1. Tenucka 377/1, Mixe, [Ipara 4, 140 00. Yecska Pecny6nixa /

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

Jiensin Ne 3989/INS/00 pin 12.04.2000 p. & ocTanuiit 3aTeepuKeniii pelakuit
Ne sukls150506/2022 sin 10.08.2022 p.

Bucnosok mone niarsepaxenns ceprudixata GMP B Vipaini N 065/2023/C-114 gia

01.02.2023 p.

floraznuky sxocTtd

Honycrumi xopaonn

Pesyanrars

Onne
(CD*, MeT0T BizyanbHi)

Tabaetrn Sinore kenwopy, nnockounainapivnof hopmu
3 $acKo10 | prickow, aigmeTpom BAHILKO 9 MM

Beianosinac onney

mMonouiTpaTy B 1 TaGaerui
(€D* 2.2.29, meron BEPX)

Cepennn maca Tabierkn 285,0 - 3150 mr 3003 mr
(Ed* 2,9.5)

Onuopignicts Macn (EM* EB/20 rada.: e Dinbine 5 % sin cepeannol macn Binnosiaac
2.9.5j 2/20 vaba.: ue Ginste + 10,0 % nin cepeanno? macy Bianosinac
PoiuitHenusn He meusne 80 % (Q) no 45 xs8, 101 %
(ED* 2.9.3)

1penridixauin Hac yrpunysanns ochosnoro nisa sunpobynauoro BiAAOBIAAL
i;{}c{}pﬁiﬂy h[nHBHiTpﬂT}F POIYHHY MAC BIXIOBIXATYH RACY YTPHMYBANKMYA OCHOBHOIO

(E@* 2.2,29. meToa BEPX) NIKS CTANARPTHOTO POIUMMY

Kiabwicuni smict izocopbisy | 38.0—42.0 mr 40,8 mr

Oanopignicts A010Bamnx
DEHHHEL **
(ED* 2.9,40, mevox BETHIN)

AV <15 (aan 1) tabaeron)
AY <18 (nan 30 Tabaerox)

Mikpodionsriuna 9ncroTa
(E@* 5.1.4,2.6.12,2.6.13)

3arajibHa RinsKicTh aepobrux mikpoopraniivis (TAMC)
« e Biabwe 1° K¥YQ/r

3aranena KisnskicTh apinasis | naickasnx rpudis
(TYMO) - ue dinswe 102 KYQir
Bineyrnicrs Escherichia colin t r

Ceprudikar saxocti Ne [101/23

Ile npoBoanacs
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Hpumirxu:

[Tocusanus Hagadi Ha YHHHE BWIaHHS € BponeitcLkoi Papmakonel,

** Hokasnuk « QHOPIAHICTE 1030BAHHX OIHHKIIL» BH3IHAYAKOTE NS KowkHoT 10-1 cepil, B pawuiit
cepli MOYKE He BH3HAYATHCS.

Ymosn 30epirannn: He notpedye cneuianbiux yMos 30epiranns. 36epiraru y HeA0CTY HHOMY
A% AiTed Micul.

3asisa npo ceprudirkauniio:

Limm 2 saceiguyto, wo inpopmauis, HasegeHa Bulie € nepesipedorn i tounow. Jlada cepis
APOY KT BHpoOaeHa (BXIIOHAIONH NAKYBaHHS Ta MAPKYBaHHSA) | IPOBEAEHO MOBHUI KOHTPOIL
i1 AKOCTI HA BMIUEBKasaHiil BUpoOHMYIHM pinguni sianosinno no sumor GMP. BCTAHORIEHUX
MICLEBUM DETYJISTOPHHM OPraHoM. a TAKOX BiAMOBiAHO o Crieumdiixauifi peecTpaiiifHoro
JOCKE.

HpoTtokoan BHpoOHHUTBA, NAKYBAHHA Ta aHaNidy Oynu CPERIPCHL, BIAIOBIAHICTE BHMOram
GMP BcTanosnero.

{Ipi3puiite, nocana ocodu, sxa Bujana
JAO3BUI Ha BUIIYCK Cepil:
[lona KuZelova

YnosHoBRaKeHa ocnda 3 AKOCTI

Mianwe g i~

Alata nianucands 24,11.2023

[Teyarka

Ceprudrkar akocri No 1101/23 2l




