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Koa €JIPTIOY 37079055

BMCHOBOK_ B
HPO AKICTL BBE3CHOrO B Ykpainy jiikapcekoro 3acoby
04.07.2022 Ne25180/22/26

TAJAZOMNMH®

(HaBseuypanig aikapeskoro sacoby 3ri/uro 3 PCCCTPALETHMM THOCRIAMLITNNA )
Kpami wasaneui, posunu 0,05 % 110 10 mur y ostiernnenosux daaronax-kpanenbunuax 3
N HOITPOJACM NEPIIOre BIAKPHTTH; 10 | (b.nan:{mx Y Kaprouuiii kopodui

(hopya mnyvery, qorvaanns, mu IRYBAING AKEPCLKOID 3ac00y )

Homep pecetpauiiiuoro nocsiguenis UA70401/02/01 crpox aii PECCTpautiinoro nocsinuenus HCOOMENCI M i
Cepis niikapeskoro sacoby No 01VIL112 I Kinnkicrs BBE3CHOTO Nikapenkoro.sacoby 47050
Bupotunx _Baptirasesximis '.(bap'ri.{a[.tes'rwumﬁ-33‘301{ Houbda AT, TTonbua
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AO Bapwiasckui ¢lépmaueamqec+mﬁ 3aeoa Nonkha MeguumHckwia oThen: + 48 22 691 35 65

e
yi. Kaponeyosa 22/24, 01-207 Bapwasa, [TOIMLIA Orgen npopaxu; + 48 22 691.36 42
PesoTp NpeanpUHUMATENe PaioHHLIN Cya gnn cronuunoro ropona Bapwaek s Bapiwage, X XORMGTBEMHERT Oraen MocyaapeTBennoro CydeBhoro Peactps

YeTamHsb chora 230 00D 000 PLN; ChopmMmrpon &HHLIM KemMtan: 230 D30 030 PLN
CTETNOTANE Ciid MAEHTHIDAKBLIMOHHEI HoMBg:! 000043937 NIP: 525-000-04-81 KRS, 0000147193

CEPTHOUNKAT KAYECTBA Ni: 475 6270

Haumerosanie npoayicann: TAJTAZOJIH®, KpamH HazadeHi, po3unu 0,05%.

Crpana-npowsoaurens: Ioasua

Homep perucrpaumonunoro crugereancrea: Ne UA/0401/02/01

Cruta ieHCTBHA/AKTHBHOCTE! 1 MII poraHHY MICTATE: ,5 MI MAPOXJIOpHIY KCHITOMETA3CMIHY

JlexaperBennan dopMa: kpanni Hasanei, posuns 0,05% |

Pasmep 0 Thn YaakoBKn: 110 10 M y rronietHaeHOBMX dnaxoHax — KpancibHUIAX 3 KOHTPOJICM NePIIOTO BIAKPHTH;
no I guiakoHy y xapToHHiH xopoSui-3 MapKyBaHHaM YKPATHCEKOK MOBOIO.

Howmep cepuu: 01VL112]

Pasmep cepru: 47050 yn.

Jdata npoussoacrea: 11.2021

Adara oxonvarus cpoka roanoetn: 1120235 .

Haumenobanne, MecTOHAXOKACHHE HPOHIBOACTRA® Bapuiaschkiit OapMaleBTHIHIY 3280, [Tonpda AT

01-207 Bapinasa, syi. Kaponskosa, 22/24, IloJsma

Homep nuuemiun: 109/0102/15 o
~ CepruduraT coorpeTeTBns GMP: 1WZ1.4054.2018.MG.1, IWSC.405.20.2020.ESz.1WTC/0102_02. 02/126

Hassaune nowazarens TpeboBanusg | PesyanTaTs
[P BRHIYCKE | 1A cpok XpaHeHHS HCIlbITAHKMA
1 Onucanne HECUBETHAA WK TIOUTH BECLBETHAR BPOIPAYHAY beciseTHas, npo3paudan
BRr3vanpnas ouenka KHAKOCTH KUOKOCTL
Conepxanne KUIKOCTH Bo (BiakoHe
v ;ﬂ I; e ml: b > 10,0 M1 OTHEYAET TPEGOBANHIM
nH pactiopa 5,5-7.0 6,1
[IzeTHOCTE pactsopa <Y7um = GYs GecuneTHLH
Hpospausocrs pacraopa "
PO3p > P P MPO3pagHbIH CTHCHACT TPeOOBAT N AM
Buyannunii Metoy
HOIUMHAOCTL AKTHRHOTO BCIECTBA (KCHAOMETAS0IMNA
 TANDOXNOPUAA): METO/L KOMOAHHN SURN DR - e —— - -
§ ~ HBETHAA peaknuy Boznukaer huoneroras oxpaca. A0KA3aH0
| T “ | COOTRETCTAYET X OMATOTPAMME 10y SEHHON JUIH T o
1 - B3XKX ST AP P ¥ A ACKA33HO
. | CTAHAAPTHOro 0bpasna )
NonnuaunocTs ensarkonus Xnopuaa {UBeTHAR PSAKI{HA)
' . Cunss oxpacka XJA0poopMHEOTO CEOs OKa3aHo
MeTon xoMaannu oXp pacopus _ AOR®
HonnukrecTs AHHATpHA JneTaTa - AMHATPUCEOrO sepoeHata | TCIBME HIMEHOHHS OKDACKH OKAZALO
(uBerias peakuus) MeToH KOMIAEHN y _ P 5
Poncrsenntie nprmecy (B3XKX) e _ e N 0TBEYACT TpeboRBanay
- NIPUMECE A
<0,5% < 3,0% <L 1% {ripenen nnonycka
(N-C-amunogtnig-4-1perGyran-2.6-kemmnanerayina) | =0 b= | S et enen mponycka) |
- CAMHEMHAL IPUMECS e L =02% ] <0,5% 5.0,1% (npeaen uponycka) |
~ CYMMa IIpUMeceit <{,5% [ <4.0% < 0.1% (npeaen nponycka)
KonxuecTBennoe conepuante KomIoMeTa0 11ua
Aep 95,0% — 105,0% i 90,0% — 110,0% 101,6%
ruapoxaopuaa (BOXX) Meron xomnanun b )
Konruuecrsennoe KAHNE OCHIWIKOHKHS XROPH; .
. COUSPAAHUE GEHIANKOHMS XIOPHAA 90,0 %~ 110,0% 100,1%
(TuTpHMerpHIeckuil Meton) Meroa koMnannu !
Coneprxanne IMHATPHS JRETATA - JUHETPHEROIO BEDCEHATA .
AP AMHATDHS 57 AHHATP P 90,0 %~ 110,0% 102,1%
{TUTPUMETPHYECKH METOR) MeTor KoMTtammy
Mugpobuonornuecxkas uacrora
| OBuee konuecTBo a3poBHBIN M uKpoopratnsMos (TAMC) He donee 102 KOE/T, OTBEYALT TPeBoRaliHIM
Ob1uce KOMHIECTRO APONOKEREIX H ITECHEBLLX rpibos #e Gonee 10! KOE/T. OTsedaeT TpedOBAHHAM
HITYMO)
Pseudomonas aeruginosa Oreyrerame s i r OTBEYaeT TPeDOBAHHAM
UMaphylococcus aureus

Ykazaunelii B AACTOSUIEM CCpTH) HKATE FOBEPIY KAUCCTRY COOTBETCTBYET Tpeﬁoﬁaﬁnﬁmz MKK N2199
{ MKK Ne199 UA/0401/02/01 HBMEHeHH 4‘;.‘;1 ’ 9.r,-,-H3McHeHHe-NE630 oT-06.03.2020 r. usmenenne Ne2595 or
11.11.2020 r. + 3asoackas cnenndu /i w1 NSRS UA).
/o °F » ™

Yreepar:
Pyxosoawtesib oTaena KOHTPONS KauecTra

KERORIRK CREGEL M A"

PRZYGOTOWAWCZEGOD
1 CERTYFi I

Hara opopMnenns cepﬂu}}n}ta'ra': o B

W Sl Pa Elibleta Iwaniuk




Polfa Warszawa SA e

¢
A AF

AQ Bapwasckult Dapmauestiieckiui 3asog Nonsha o Meguyunckni otlen; + 48 22 691 35 _65
-yn. Kaponskosa 22/24, 01-207 Bapwasa, NOMSWA Otsien npopasn, + 48 22 69136 42

‘PeEgtp npagnpuHvmarened P aioHHE i Cyd4 ANA CTOMMYKONG ropose Baplags Eapuraae, Xl Xosapcreensuil OTaan Focynaperpennoro Cyaethora Peectpa;.
YeragHoi hoHn; 230 000 600 FLN: CbopmuposanHee kanuran; 220 000 000 PLN _
Craracrndsckui MaeHTpUKaALMGHHER Homep: 000043837 NIP, 525-C00-04-14 KRS: 0000147193

CEPTUD®UKAT KAYECTBA No: 475 6270

Hanverosanie npogycum: TAJA3OJUH®, kpanni nazanewi, posann 0,05%

Crpana-npomssoanTens: Mompua

Homep peracrpaunonnoro eennerensceraa: Ne UA/0401/02/01

Cuia geHeTBust/axTHBROCTE: 1Mn PO34HMHY MICTUTE: 3,5 MI rigpoxgopumy KCHIIOMETA30H1HY

Jlexaperrennan gopma: xpami Ha3aEHIL, po3uuH 0 (5%

Pasmep u Tun ynakosxu; no 10 mn ¥ NONIeTHIeHOBUX (PAKOHAX — KpaneibHUISX 3 KORTPONIEM NepIioro BiqKpHTT,
no 1 duaxoHy y kapTouHii KOpOOL 3 MAPKYBAHHAM YKDATHCHKOIO MOBOIO.

Homep ceprn: 01VL1121

Pasmep cepun: 47050 yr.

HaTa nponssoactea: 11,2021

dara oxonuauns cpoxa rogroern: 11.2035 -

Haumenoranue, mectonaxoxaenne NPOU3BOACTEA: Bapuiarcukuit GapmatesTHyanl 3a6800 [Tonkga AT

01-207 Bapurasa, gyn. Kaponskosa, 22/24, [Tonsima
Homep anuenzun: 109/0102/15
Cepradukar cooreeterus GMP: [WZJ405.4.2018MG.1, IWSCQ@-OS.ZOQUZO.ESZ.-}WTC)'OH}Q(__GZ_'OQH-Z.&

HaHHBIM 4 HOITREPXK ZAI0, YTO BEIIITCYKa3aHEAd H‘Hgt_aopMauHH.ﬂBnae’rcﬂ-,tmcmnepﬂop‘i'i{ TOUHORH..

3714 cepus MpoAy Kuky Gblia NpoH3BedeHa (BKILIOYaS YIIAKOBKY/MAPKEPOBKY ) B APOBEASH KOHTPONL €€ KauerTra Ha.
BEIUCYKA3AHHOM YJACTKe B COOTBOTCTBHM ¢ TPeGOBAHUAMY GMP, YCTaHOBICHHBIMY MECTHBIM PECYNATOPHEIM OPTaHOM,
8 TAXKE CONIACHO CHetM(pHKALSM, KOTOPBIE CONEPIKATCA B PETHCTPaUVIOHHOM JIOChE.

IIporoxonsl nponssoncTsa, ynakosky 1 aHamuios Guim IPOCMOTPCHB! K. YCTAHOBACHO cooTseTcTEie GMP.

‘DaMHILIA H Z0TKIOCTS KA, VUOANOMOUEHHOTC 38 BLIAAY PA3PEIDCHAN 1A BHIMYCK CEPHH!

s nonteepxaaro dhaxr, uro cepus Ghia BBIMYLIIEHA B 06OpPOT.

Hara noanuen: 17.12.2021 Yﬂ'ﬁHHDM{}‘IeHHGE Hﬁl};ﬁ
(Qualified Person)

JSOBA WYKWALIFIKCWANA (QP)

mgrﬁny na Kruk




