NPC.MER.LC Npara a. 0.
Tenucra 37771, Mwane, 140 OC {Tpara 4,
Hetirckan Pecnyfmuia

¢ * Ten.: +420 241 013 111

t-mall promed@proinedcs.com, www promedcs.com

I ra I l a a S Hauuras ¢ 1. 2. 1989 crpma 3aperncTprposana
* * B TORTOBOM PervCTHe ropoackoro cyaa r. Mparw,

paigen b, npunoxenue 3. Per. N C200147893

CEPTH®IKAT SIKOCTI

Ha3pa JixapchKoro 3acoby INTPOITAHOPM®  taGnerku, mxputi miBkoBoo
00010HKOX0, MO 150 Mr

Ne 50 (10x5) y 6aicrepax
Kpaina supo6uuursa Yecebka PecnyOaika
Peecrpaniiine nocpizuenns B Ykpaini Ne UA/5421/01/01 Big 09.03.2017 p.
Tepmin aii P.I1. 6escrpokoso
Cuaa pil/axruBmicrs: 1 Tabnetka, BKpuTa IUTIBKOBOIO ob6ononko, MicTuTh 150 wr
ponadh)eHOHy TiAPOXIOPUAY.
YnakoBka:
no 10 Tabnerok, BKpUTHX MIIBKOBOIO OBOIOHKOW, YV onicrepi 3 amoMinieBoi ¢oasru ta [IBX-
TUIBKY, 110 5 6.1icTepiB pa3soM i3 iHCTPYKI€EIO s MEAHYHOTO 3aCTOCYBAHHs Y KapTOHHIH Kopobni
3 MapKyBaHHAM YKPaiHCHKOKO MOBOIO,

Cepis Ne: 0391023
KinskicTh ynaxkosok B cepif: 25065
Jata sBupoOHMIITBA: 10.2023
/laTa 3aKiHYeHHs TepMiHy IPUAATHOCTI: 10.2028

Haspa, agpeca, nomep Jlinensii na pupo6HunTBo;

IPO.MEI.IC IIpara a.c./ PRO.MED.CS Praha a.s.

Tenycka 377/1, Mixue, ITpara 4, 140 00, Yecska Pecny6mika /

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

Jinensis Ne 3989/INS/00 Bix 12.04.2000 p. B ocTanmiii 3aTBepoKenii pexaknii
Ne sukls150506/2022 Bix 10.08.2022 p.

Ceprudikar GMP Ne sukls11442/2022 xarta supadgi 19.04.2022 p.

BuchoBok moxo niaTBepmxkenns ceprudikara GMP B Ykpaini Ne 065/2023/C-114 sin
01.02.2023

IokazHHKH AKOCTI Hotyernmi mexi PesynbraTn

1. Onnuc Mafoxe 6iai Ta6aerkn, Bkpuri niiBKoBOIO Bianosigac onmcy
obosoHKoW, ABOOTIY KT, AiaMeTpOM
- Bn3bko 8,0 Mm

2. Cepeans maca Tabnerkn 204,73-226,28 mr 212,50 mr
(€D * 2.9.5) | ]
3. ORHOPIAHICTE 1030BAHNX 0AHHKHIDL Binnesigae eumoram n. 2.9.40 €Q 1
(ED* 2.9.40) AV <15 (ana 10 Tabnerox)
4. PosunseHns i He menwme 85 % (Q) n0 45 xb 95 %
(€@ *2.9.3)
5. InenTndixauis nponadgenony OcnoBHa nuisima Ha xpomaTorpami Bignosinae
rinpoxsopuay BHIPOGYBAHOTE POSUMHY MAE 32 TONCIKEHHNM i

(€E@* 2.2.27, meron TIIX) INTEHCHBHICTIO BIANOBIAATH OCHOBRIH NUIEMI Ha

XpoMATOrpaMi CTAHAAPTHOTO po3zunHy ("'a"),

AHaniz MOARITHBO OUIHNUTH, AKIHO HAa
XPOMATOrpaMi CTAHAAPTHOrO pO3YRKY (""b"™)
[OMITHA TiJIhKH 01H2 OCHOBHA TIAMS.

6. Kinbricuuit BMicT nponadreHoHyY B 1
Tabaerui, BKp. nuiBkosoio 06ononkow, nro 128,7-142,3 mr
BiAnosinae nponagerony riapoxaopray 142,5-157,5 mr
(ED* 2.2.25, meToa CHeKTPOMETPHUHHIT)
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nePo.MEL.UC Npara a. o.
Tereka 37241, Mwne, 140 00 Mpara 4,
“ewickan Pecnybnnea

g . Ten.: +420 241 D13 111 '

E-mail: promed@promedcs.com; waw. promedes.com

I ra I I a a S Haunkas € 1. 2. 1989 dupma JopercTpuposana
: * hd B TORFOBOM pPerncTpe roponckorp ¢yaa . MNpata,

paznen b, npunoxedve 3. Per. Ne: CZ00147883

IloxasHUKH AKOCTI Honycrumi mexi PezynbTaTH
7. Mikpo6ionoriuna yncrora 3aranpHa KiNbKicTh aepo6HX MikpoopraHizmis
(E€D* 5.14, 2.6.12, 2.6.13) (TAMC)
- He Siabiue mix 10° KYO/T; <10 KYO/r
3araJibHa KITbKICTH APIRIKIB | NicHABHX
rpubis (TYMC)
~ He Diabute wix 102 KYO/r; <10 KYO/r
_Biacyrhicrs Escherichia colin 1 r He BUSIBJIEHD
Ipumirknm:

* - NOCWIIAaHHA HAJJaHi Ha YHHHE BHAAHHA €BPONeHCchKOT ®apmakoned.

Ymoeu 30epiranns:
He notpebye cneniansuux ymor 36epranus, 30epiraTd y HeJJOCTYTTHOMY JUIA AiTeH MiCITi.

3aspa npo ceprudixauiro:

lluM s 3acBiguyro, mo indopManis wagana sume e BIpHOIO i TouHo. Ila cepis mpoayxuii
BUTOTOBICHA (B TOMY 4MCJi il IIaKyBaHHA i MapKyBauHS), i [IPOBEACHO KOHTPOJb ii SKOCTI Ha
BUIUECBKA3aHi BUPOOHUUIN JINBHHLN BiANOBIAHO 1O BHUMOT GMP, BCcTaHOBJIEHNX MicueBHM
PETYNATOPHUM OPTaHOM, a TaKoX BlANOBiAHO 10 Crnenudikauiii peecTpaniifnoro gocne.
IIpoTokonu BUpoGHMUTBA, TaKYBAHHS Ta ananisy Oynu nepeipeni; BinroBigaicTs BuMoram GMP
BCTAHOBJIEHA.

IIp13Bumie, nocana ocobu, sxa BUIaNa
JIO3BLJ HA BUITYCK cepii

Hnona Kyxenosa/ Illona Kuzelova
YnoBHOBaKeHA 0cofa 3 AKOCTI

Iinmuc /g Ry o

Hara nignncanns 15.11.2023

Hewatka A PROMED.CS Praha as.

\L/ Teitska 377/1, Michle, 140 60 Pratg 4
(1/6)

Ceprudirat sxocri Ne 1095/23 212




