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Hpo AKICTH BBe3¢HOre B YKpainy mKapcbImro 3&006}7
01,11.2021 o Nea73IeI
oPOMLII® .

(RaiiMeryBanEs HTikaposkoro sacofy srinHo 3 peeoTpattiinmm noc}smrlcﬂmm}
TabaeTKH, BRPHETI IIBKOBOI0 060I0mK010, TI0 500 Mr o 7 TaﬁJIeTOK y GaicTepi; mo 2
OJricTepH B KaPTOHHII KOpoOIi

{Gopma runycKky, TO3YRAH, B TIAKYBARES T{KAPCEKOT 3ac00y)

Homep peectpaniittioro nocsimsenns UA/5026/02/ QZ eTpok Aif peecrpaniitioro I{OCBi,lI‘;IEHH}I 01.01.2099

Cepin nixapcekoro sacoby Ne NK4462 KimskicTs Bresenoro mikapeskoro sacofy 3600
Bupobunux KPKA, m.1., HoBo MecTo , CJIOBGH‘J.SI s
(naitvenysamas Bnpoﬁmca mxapcm{oro sacob‘y, Kpama noxozmcemm)
Breseno B Yipainy TorapHeTBO 3 00MeEKEHOTO anonmanbmc*rm “Ba,Z[M", {enT. Kot
31816235

(uatiMeHyBeHHS Ta Koy sa €TIPTIOY IOpHILHHHm 0006}1 a60 anSBIﬂue, iM’SI, 110 BaTsroni
tpisrarol 0cobn - mpnpuemis, i Micne TPONUBAHES T8 pecorpauiiianil RoMep obnikosol
KAPTKY ITETAVKA ToZiarkie afo ceplt Ta HoMep Bacmopa)

] . i

Mporokon sisyankrere koarpomo six 29.10.2021 M 03-01/3636/20. '

34 pesynETATAMH PKABHOTO KOHTPOJIO BCTAHOBIGHO, WO JHKAPCHKWM 3acif BmeseHo B Vipainy 3
JOTPHMAHHAM BuMOT 3aKOHOIABCTBA NO/I0 3a0e30eUeHAA AKOCTI IKapehKiX 3acobip.

B.o. magamsruia Jepiasrol cayx0u 3

MKaNCEKHX 3aco0iB Ta KOHTPOIO 3a | “erop BOTKOR s

HaproTUKaMy y JlgioponeTpoBesKi
oOmacTi _ ‘
{mocanoa 0coBa OPramy AepPHABHOTO KOHTPOIID) \*1\15;\,11%) S N "jfiiﬁuia:rm: Td npisnnme}
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MEPEKRAR OPUMHARBHOIG CEPTUGIKATY AKOCTI

CEPTUDIKAT AKOCTI

KPKA g8, Hoso MegTo

<TlaTa ARYKYESHIA ceprndiivaTy
iHkas 162

GTop

Kop New 7EQ417

‘dpominia®, Tabnetin, BRpuTi n_nisxo}ow 0QGMHOHKD, 1O 500 mr Ne 14 (Tx2)»
kpaita-eupobruK: 'CnoBeNis;
1 rabnetka, BKpUTa NNIBKOROI OBONOHIO0, MiCTUTL 500 Mr KnapwTROMILWHY}

nikapcLKa dopma: TabneTky, Biputi nniskosot 0bononKoto;
poamMip i Tun nakysanhs: 7 Tabnerok y Bnicrepi, no.2 Gricrepw B KapTosHiii x‘op‘giﬁqi

Cepia: NK4462

Poamip cepil: 44.208 WIT

Dara suboBHuuTea; 12.2020

[Hata aakiiyeHHa Tepminy npugavHoeti; 12.2025

PeecrpaujiiHe nocsinuenHs Ne;

UA - UA/5026/02/02
Hasea | agpeca supoBHuka, BignosinansHoro 3a sunyex cepil: | Nienais Ha BupoBuutireo Ne;
KPKA a.a., Hoso mecTto 800-13/2018-6
Uimap'euka yecra 6
Hogo mecto, B5(1, Cnogewin
Hasss nokasnmkie " Crietitbinavin g PesynbTark punpobysatio B i1p.*
Onuc Ogansi, onyini Ta6neTwl ansiva Bianoeidae. .
KCPUYHIOBEATO-KOBYOIO KonkopY, BRPUTL IieKoBOI0
obOrIOHKDID
Brpata 8 magh npi He Ginbwe Hik 6,0.% 34 N .
BucyluyaaHhi (1,0 r poatepTui
‘TaGneTox npaTArom 3 roguH
npy Temnepatypl110°Cy
Baityymi) sz .
lpesTindhivavis Hac yrpumyBanHa nigy knapuTpoMILHKY: He' Biznesinag -
KnapuTpoMitHy ~BERX XPOMATOrpaii poaduHy 3paaka mae sianosiaary yacy
YTOUMYBRHHR Ty KIRPUTPOMILAHY Ha XPOMETIpam]
‘poaunny cTanaapTy: "
Inenmudsiaugn Turasy Poaulsl MaE cTav HoBTHM - "
Alokepay .
{aeHTudivalin oxcyiny saniza | Bianoslgae BUNPOGYBAHHIO AHANRITAMHGT METGaMI - |
RMOBTOIO
Oanoplnhicrs gososainy | MipnistanHe aono (AV) cxnapae e Ginblie 16,0, 19,5 .
ORUHUUN — oaHopTGHICTs Mac .
CynyTH] gomitikd —ophinyte | He Binswe 1.0 % 0,3 -
AOMittika %
CynyTai A0Mitudy — 3aranbha | He Binbwe 3,5 % 9,5 :
RINLIdeTE
KinbHicHe pypaHadgHhn 95°% — 105 % vig 3aspavena dnekoct] 102 -
TAPUTPOMILIMHY '
Poaiurens knapurpomitumy | He mesme 80°% (@) oln aagHasenct yntkac 20-98 -
npoTaAres 30 Xeunud
MikpoGionoriusa wmcrota— | He Ginstue 1000 KYO 8 1 o 3
Jarankia KmeidoTe aepobifing
Mikpoopradiamie _ .
MikpoGilonoriyxg wicrora - e Binstle 100 KO g 11 ] "
3aransha kinskict mubls-a
ADIRIKIE =
MixpgoGionoriaka ducrota - | BigeyrHie 11 Blafoeinae i .
Escherichia coll | RS i 2
1p.* = Fiphfdime

"1 He pyT#aHwiA MeToa, ButpoSysaitts nadbonureca 1 paz ha plk.
*2 eiinpoZyBaHHa NPOBOAMTLCH BIANORIAHC A0 Nparpamii (ofiicaka & MKS)

Aanun CEpPTHDikaT SKOCTI MAE BREKTPOHHUI nmm;c_:‘
‘CapTidikar craopeno abTomatwiHo Banigonaliomn KOMITIGTEpHOIC Nporpamoie SAP,




CEPTUDIKAT AKOCTI

(P4 KRKA

KPHKA g.A., Hoso macto

fleTa apykyeaniia cepTvthikaty
CropiHka: 22

Kop Ne: TE0417

Ppominia®, Tabrerku, BRPUTI NNiBKCBOI BEONOAKOD,
Kkpalga-gupobunk:, Criosenia;

1 raBneTia, BKpUTa NTIBKOBGHO oB0n0HRGID,
nikapcbkashopma: Tabrerku; skpuTi Nrigko

MicTUTE §

BOH 0BANOHEDIG;
PO3Mip i TMN nakysaHus: 7 Tabnerox y 6nicrepi; fia 2 6nicrepy B KapToHHIN Kopobui

16 500 wr Ne 14 (7x2);

00 Mr xnapuTpoMilueayy

T

Cepin: NK4462

Posmip cepii: 44,208 UFT

Dara snpobuuutea: 12,2020

flara sakiHdeHns TepMiHy-NpuAATHOCTE 12.2025

PeecTpadiitie noosigyeiHg Ne:
UA - UA/5026/02/02

Hazga i agpeca by
KPKA g.3., HoBo mecto
tWmap’eiuka wecra 6

Hoeo mecro, 8501, Cniozenis

poSHuka, BlAnoBigaNEHOro 3a BUNYGK tepil:

JlideHsis Ha supoBRuLTES Ne:
800-13/2018-6

Uum nigraepmiyio, tyo enwenapepena inthopmain e
{
BuMoramly GMP,

peecTpaiiiol AdKyMeHTaL, aaTeepIMeHOl B Yipaii

HocTosipHo
BKNOHAOUH NakysanHs/MapkysaHis) i npoiilina KoxTpont AKocT H

Ta TouHow, Aaka cepi npoaykuii
a BM i

AN gocnimkyBaHoro Rikapchkoro Mpotokonu

BUpoBHULTEE, THakyBaHHA i KgHTpONS akocTi hepesipeHi | BignosigatoTs Bumoram GMP.

Cepia sunytiena y signosigHoeri iz pitovoio sepeieio MKS UA/5026702/02.

Hara arnycky Ha puroK;
20.01,2021

{F5 KRIH

Oroba, aiagosigansa aa svnyck13 4a pukox
Mating Wekiua, nigrne/
YNPABAIHHA SKICTIO
KPKA, ‘g.a., Hoso:meoro

Wimapls wka uecrs 6, 8504

{REA Croseuls
ovahe zdravt, d.d.,
Novsmesis

DaHWR CepTUIaT IKGCT] MAE GRERTPOHAR NgRAC. =

CepTudikar cTeopepo SRTOMATHYHO BaRIRoBZHAID KoM ToTepHOR Pporpamoin SAR;




CEPTUOUKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

Lara ; 15.04.2021
Crpanmya: 1/2

Kog Ne: 7TE0417

Kpaida-BupobHuk, CnoBeHis;

Ppominia®, TaBneTiy, BKpUTI NNIBKOBOIO obonoxioto, no 500 mr Ne 14 (7x2);

1 TabneTia, BKpUTa NNIBKOBOI OBONOHKOK, MICTUTL 500 Mr KnapuTpoOMILMHY;
nikapcbka opma: TabneTKY, BKPUTI NNIBKOBOK 060ROHKOIO;
po3Mip i Tun nakyeawnHa; 7 Tabnetok y Gnicrepi, no 2 BnicTepy B KAPTOHHIA KoPOBLI

Cepusi: NK4462

Pasmep cepun: 44.208 WIT

ara eupobuuuTea; 12.2020

[lata okoHYaHWA cpoKa rogHoCTH: 12.2025

PermctpalonHoe ygoctoeepenue Ne:

UA - UA/5026/02/02
HassaHue v afpec npoussouTens oTBETCTBEHHO 33 BbINyCK | JIuueH3sus Ha npoussogcTso Ne;
cepun; 800-13/2018-6
KPKA n.p., HoBo mecTo
UWimapsewka yecra 6
HoBo mecTo, 8501, CnoBeHus
Haseadue nokasareneii Creuucukalns Pesynbratel aHanusos
Onucanue OBraneHLIE, BEINYKTbe TABRETKY CHErka CoorseTcTayer
KOPUYHEBATDKENTO!) UEETA, NOKPLITLIS
MEHOYHON oBonouKei. ;
lMoTepu macch npy BeCYWMBAHUN He Gonee vem 6,0 % 3.1
(1.0 r pacTepTeIX TaBnaToK B TeueHNe 3 YacoR npu
Temneparype 110 °C g Bakyyme)
WMaeHTnduratng knapuTpomMuumHa - B} Bpems yaepxueaiua nitka KNapuTRG  uUNKE He CooreeTcTayer
XpoMaTOrpaMmMe HCHLITYOMOrO PacTaopa A0MmKHO
COCTBETCTEOBATL BPEMEHN YASIHUBSHIA fnka
KNapuTpOMULIHA Ha XPOMETSIPAMME CTaHAAPTHOM
pacreopa.
Vipenmuchukauus Turana guoxcuaa PacTeop J0MueH ¢raTh Xenum *1
WaenTudbukaums okeiga xenesa wenToro COOTESTCTBYET HCNLITAHNIO AHANUTUYECKOI *1
METOAMKY,
OaHOPOAHOCTE KOBUPOBAHHEIX SAUHKL — O4HOPORHOCTE MACCHI Mokasatens npuemnemocty (AV) cocragnaeT 3.5
He Gonee 15,0
ConytcTeyioime NpuMeci - @AUHIHHAA NPUMECH He Sonee 1,0 % 0,3
Conyreteyol e npumecy - obulee KONMYSETRO He Gones 3,5 % 0,6
KonuuscreeHHOe onpegenenie KNapUTROMULIMHE 95 % - 105 % oT 3a9BneHHOro KonuyecTea 102
Pacreopenve knapurpoMuLuta He mewxee 80 % (Q) oT 3asBnexHoro 90 -08
KONUYECTEA B Te4eHne 30 MuHyT
MuxpoGuonoruieckan uncToTa - OBILee konwuecTae A5POBHBIX He Gonee 1000 KOEB 1+ 0 2
MUKPOORraHWIMOE
MukpoBuonoruieckan YncToTa - OBlLLee konuuecTeo rpUGOB M He Gonee 100 KOEB 1T 0 *2

Aponoxein
MukpoBGuonoruueckan uncrora - Escherichia coli

oTCyTCTRYETE 1 I CooreercTeyer *2

[aHHeli cepTuthukar kavecTea naeeT ANEKTPOHHYIO NOJNUCH.

CepTuthvkaT cosgaH aBToMaTUNECKN BANUWAWPOBAHHOM KOMNLIOTEPHON NpotpamMmoii SAP.



(T4 KRKA

KRKA, d.d., Novo mesto
Bara: 15.04,2021

CEPTUOUKAT KAYECTBA

Crpanuua: 2/2
Kop Ne: 7EQ417
Dpominin®, TabreTin, BRpUT NNiBKoBOI 06onoHKo, fio 500 mMr Na 14 (7x2);
KpaiHa-BupobHuK: Cnosexis;
1 7abnetka, BkpUTa NNIBKOBOI OBONOHKOI, MICTUTS 500 Mr KNapuTpomiLuHy;
nikapcbka hopma: TabReTkn, BKPUTI NNIEKOBOK oGonoHkok;
PO3MIP | TUN NakysaHH:A: 7 TaBneTok y BricTepi, no 2 Gnictepu B KapToHHii Kopobui
Cepus: NK4462 Pazmep cepui: 44.208 LIT
fata supobhuursa: 12.2020 HaTa oxkoH4aHus cpoka rogHocTu: 12.2025
PernctpaunonHoe yaoctoseperne Ne:

UA - UA/5026/02/02

Hassanue u agpec npoussoanTens OTEETCTBEHHOM 23 Boinyck | Jlutlensus Ha npoussoacTeo Ne:
cepum: 800-13/2018-6

KPKA a.a., HoBo mecTo
LliMapseiuka uecra 6

Hoeo mecTo, 8501, Cnosexus

*1 He sBnaeTca pyTursLm METCAOM. TecTUpOBaHWe NPOBOANTCA 1 pas e ron.
*2 TECT MPOBOAUTCA B COOTBETCTBUM © NPOrpaMmoi (onvcanHoi B AHI)

Hacroswmm noareepxaaio, yro BbllWenpreefeHHan WHdOpMaUua sBrnsaeTes ROCTOBEPHOW 1M TOYHONW. [aHHas cepus
npogykuun Geina ripoussegeHa  (Bmioyas YNaKoBKY/MapKUPOBKY) 1 NPOLLNG KOHTPONL KaYECTBA Ha BbIUEYKa3aHHOM
YHACTKE B HOMHOM COOTBETCTBMN C TpeGoBaHnAMN GMP, YCTEHOBMEHHBIMN MECTHBIM PEeryNATOPHLIM OPraHoM, a Taloke
B COOTBETCTBMM CO  cneuwdbukaumeli perncTpaLMoHHoit AOKYMEHTaLMN, yTBEPXASHHON B YKpauHe ana uccnegyemoro
NekapcTeeHHoro cpegctea.  Mpotokons MPOMSBOACTBA, YNAKOBKM W KOHTPONS  KadecTsa cepum NPOBEPEHLl U
cooTeeTCTBYIOT TpeboBaHuam GMP.,

Cepus BbinyweHa B COOTRBETCTBUN C AeicTeyioieil eepowel: AHT UAIS026/02/02.

Hara ebinycka Ha poiHOK; OrsercTRenHOe AULO 33 srInyck JIC Ba peinok
20.01.2021 ' Maiiga Lenuya
o
qh;(.ﬂ-
YIPABAEHWE KAMECTBOM

KPKA, g.a., HoBo mMecro
Wmapreiuka necta 6, 8501
l KQ KR NOBEHUR

KA
$§vnrna zdravil, d.d..

NOVO ™iEssL

BauHeiii cepTudiukaT Kauectea nmeet ANSKTPOHHYIO NOAMKCH,
Ceprudurar cosaaH asTomamyecky BaNuAWPOBAHHON KOMNLIOTRPHOI NporpamMmoi SAP.
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