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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUD®UKAT KAYECTBA

Crpanuua: 1/4

Kog No: 7D4918

KO-BANOJNM, Tabnetku, NoKpbITLIE NNEHOYHON obonoykoid, no 10mMr/160 mr/12,5 Mr Ne 30 (10x3) B Bnucrepax
CTpaHa-npoussoguTens: CnoeeHus

1 TabneTka, NOKpbITas MNEHOYHON OBOMOYKON, cofepxmt 10 Mr amnogunuHa B

BUAe amnogunuHa Gecunarta, 160 Mr BancapTtaHa u 12,5 mr rugpoxnopotuaswga

nekapcTeeHHas popma: TabneTku, NoKpbIThIe NNEHOYHON 0GONoYKoiA. no 10

Mr/160 mr/12,5 mr

pasmep u Tun ynakoeku: no 10 tabnetok B 6nuctepe; no 3 Bnuctepa B

KapTOHHOW Kopobke

Cepua No: D88077 Pasmep cepuu: 5.646 WIT
ara npoussoactea: 03.2020 [ata okoHYaHws cpoka rogHoctu: 03.2022

PeructpauuorHoe ygoctoeepeHme Ne:
UA - UA/17875/01/02

Hassanue u agpec npoussoguTens oTBETCTREHHOMO 33 BbINyCK | JILIeH3us Ha npousBoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo MecTo
Lmapbeltka uecta 6

Hoeo mecTo, 8501, CnoBeHus

HasBaHwe nokazatenei Cneundukauns PesynbTtarsl aHanusoe

Onucanune Po30Bble 0BanbHbie, ABOAKOBLINYKNLIE TABNETKY, CootBeTtcreyeT
NOKPbITHIE NNEHOUHOW 060NOYKON, C
rpasupoBkol K2 Ha ogHOi cTopoHe TaBneTiu
WUaeHTudmkauun amnoaunuada - BIXX Bpems yaepxunsanua nuka aMnogunnuHa Ha CooteeTcreyer
Xpomarorpamme Mcneiryemoro pactsopa (Sas)
AOMXHO COOTBETCTBOBATL BPEMEHW YACPHKUBAHUS
NAKa amnoAunuHa Ha Xxpomarorpammve
CrangapTHoro pacrsopa (SS).
UaenTndnkauyus amnogunuya - TCX CpepHee OCHOBHOE MATHO Ha XpomaTtorpamme CooTsetcrayer
Vicnbiryemoro pacteopa 1 (SaS1) gonkHo
COOTBETCTBOBATL NPMBNN3NTENEHO 3HaYeHND R,
LUBETY N pasmepy NATHA Ha xpoMaTorpaMme
CranaapTHoro pacTeopa 1 (SS1).
WaeHTudukauma sancapraHa - BOMX Bpewms yaepxusanus nuka BancapraHa Ha CootseTtcrRyeT
xpomarorpamMme UcneiTyemoro pacreopa (Sas)
AOMKHO COOTBETCTBOBATL BPEMEHU YASPKNBAHNS
NyKa BancapTaHa Ha xpomaTorpamme
CraHaapTHoro pacteopa (SS).
WaenTucbukauus sancaprana - TCX HwxHee ocHoBHOE NATHO Ha XpomaTorpamme CooTeeTcTayeT
WMcneityemoro pacteopa 3 {SaS3) gonxHo
COOTBETCTEOBATL NPUBNN3MTENBHO 3HaYeHuo RF,
LBETY 1 pasMepy nATHa Ha xpomaTorpamme
CranpaaptHoro pacteopa 2 {SS2).

Prxoudsurs or (507 20 s

[aHHeii cepTuchukaT aHanusa nmeeT ANEKTPOHHYIO NOANMNCH.
CepTuthukar cosaan aBToMaTUYECK) BannANpoBaHHOU KOMNLIOTEPHOI Nporpammoiil SAP.




CEPTUOUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

CTtpaHnuua: 2/4

Kon No: 7D4918

CTpaHa-npoussoauTenb: CroBeHus

mr/160 mr/12,5 mr

KapTOHHOK KOpoOKe

KO-BAJTOOWIM, TaBnetku, NOKpbITLIE NNEHOYHON obonoykoit, no 10mr/160 mr/12,5 mr Ne 30 (10x3) B GnmcTepax
1 TabneTka, NoKpbITas MNEHOYHON 0BONOYKON, coaepxut 10 Mr amnogunuHa e

BuAae amnogunuHa Secunara, 160 mr sancapTaHa un 12,5 mr r’Mapoxnopotvasuga

NeKapcTBeHHasA dhopma: TabneTkn, NoKPbIThIE MNEHOYHON ofonoykoit, no 10

pasmep u Tun ynakosku: no 10 Tabnetok 8 Gnuctepe; no 3 Gnuctepa B

Cepusa No: D88077

Pasmep cepuu: 5.646 LUT

ara npounssogcrtea: 03.2020

[ata okoH4YaHus cpoka rogHocTu: 03.2022

Peructpaunon+oe yaoctosepenme Ne:
UA - UA/17875/01/02

cepuu:
KPKA a.4., Hoso mecto
LLIMapbelwwka uecra 6

Hoeo mecTo, 8501, ChoBeHus

HasBaHue u aapec npom3BogUTENA OTBETCTBEHHOrO 33 BbINyCK

JlnueHsus Ha npoussoacTeo Ne:
800-13/2018-6

N

HazeaHue nokaszatenei

Cneuudomkauus PezynbtaTthl aHanusos

VaeHTucbukaLms rugpoxnopotrasnga - BOMX

WaeHTudmkayua rmagpoxnopoTtuasuaa - TCX

OaHOPOAHOCTL A03UPOBAHHBIX £4MHUL - OAHOPOAHOCTL CoAEpPKaHWS
amnoannnHa

OAHOPOAHOCTE [03MPOBAHHEIX B4MHIL - OAHOPOAHOCTL COAePXaHus
BancapTaHa

OaHOPOAHOCTL 403MPOBAHHBIX 84 MHUL - OAHOPOAHOCTE COAEPKAHNA
rMapoxnopotuasuna

ConyTcTyowme npumecu amnogununa - MNMpumecs D
ConyTcreylolme npumeck aMnoAunuHa - Opyrue eauHnyHble
npumMecK

Cymma npumeceii amnogununa

ConyTcTyouwme npumecn Bancaptada - llioan eguHUYHAA NnpUMech
Cymma npumecei sancapTtana

ConyTcTByoWme npuMecn MAPOXNopoThasnaa - Mpumecs A
ConyTcTeyiowme npumecn rMapoxnopoTunasmaa - Mpumeck B
ConyTcTayiowme npumech ruapoxnopotuasuga - Mpumecs C
ConyTeTBylowme npumecu rugpoxnoporunasuia - dpyras equHuuxas

Bpems yaepkueaHus nvka TMAPOXIIOPOTHA3NAA Ha
Xpomarorpamme Uenbityemoro pacteopa (SasS)
AOMKHO COOTBETCTEOBATE BPEMEHM YAEDXKMBAHUSA
nuka ruApoxnopoTuasuaa Ha XpomaTorpamMmme
CranaapTHoro pacteopa (SS).

BepxHee OCHOBHOE NSITHO Ha XpoMaTorpamme
Weneiryemoro pacteopa 1 {SaS1) gomkHo
COOTBETCTBORATL NPUBAN3NTENLHO 3HaYeHUIO RY,
LIBETY U pasmepy NATHA Ha XpoMaTorpaMmme
CranpapTtHoro pacteopa 3 (SS3).

3HadyeHue nokasatens npuemnemMocTy (AV)
cocrasnseT He Bonee 15,0 %

CootseTcreyer

CooTeeTerayet

3.5

3HayeHve nokasatens npuemnemoctu (AV)
cocTaenseT He Bonee 15,0 %

3HauyeHue NokasaTens npUeMneMocTy (AV} 9,1
cocTasnseT He Bonee 15,0 %

3.1

He Gonee 0,3 % <=0,10
He Gonee 0,2 % <=0,10
He Gonee 0,8 % <=0,10
He Bonee 0,2 % <=0,10
He Gonee 0,5 % <=0,10
He 6onee 0,5 % <=0,10
He bonee 0,5 % <=0,10
He Bonee 0,5 % 0,2

He bonee 0,2 % <=0,10

Hannbli cepTudukaT anannsa umeet 3NEKTPOHHYI0 NOANKUCh.

CepTudnkar cozpaH aBToOMaTUYECKM BaNMANPOBAHHON KOMNLIOTEPHON NPpOrpamMMoii SAP,




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

Crpanuua: 3/4

Koa No: 7D4918

KO-BANOLUM, TabneTku, NoKpbIThIe NNEHOYHO! 060M0YKoN, No 10Mr/160 Mr/12,5 mr Ne 30 (10x3) B Gnncrepax
CTpaHa-nponssoauTens: CnoBeHus

1 TabneTka, NOKpLITas NNEHOYHOM 060MOYKON, cogepxut 10 Mr amnoamnuHa s

BuOe amnoaununa Gecunara, 160 mMr eancapTaxda u 12,5 mMr rMapoXnopoTnasuga

nekapcTeeHHas opma: TabneTkn, NOKPLITHIE NNEHOYHON 0BOM0YKOIA, Mo 10

mr/160 mr/12,5 mr

pasmep u Tun ynakosku: no 10 Tabnetok B GnucTepe; no 3 GnucTtepa B

KapTOHHOW kopobke

Cepusa No: D88077
ara npoussogcrtea: 03.2020

Peructpaumon+oe ygocrosepenue Ne:
UA - UA/17875/01/02

Pasmep cepuu: 5.646 WUT
Harta okoH4aHus cpoka rogHocTu: 03.2022

HassaHne u agpec nponsBoanTENs OTBETCTBEHHOMO 33 BLINYCK | JIMLeH3ns Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
lUmapbewka Lecta 6

Hoso mecTo, 8501, CrnioBeHus

HaseaHue nokasarteneii Cneundmkaumna PesynbTaTtbl aHanusos
CyMma npumeceil ruapoxnopoTuasnaa He 6onee 1,0 % 0.2
KonuuecteeHHoe cogepxaHue aMmnogunuHa 95,0 % - 105,0 % OT 3anBREHHOrO KONUUYeCTBA 99,2
KonuyecTteeHHoe coaepwatne BancapTaHa 95,0 % - 105,0 % ot 3anBneHHOro KonuuecTsa 99.9
KonuuecteeHHoe coaepkanue ruapoxnopoTuasuaa 95,0 % - 105,0 % OT 3a9BNEHHOrO kONUYecTEa 99,5
PacTeopeHue amnogunuHa He meHee 80 % (Q) ot 3asBneHHoro 88 -93
KOSIM4YECTEA B TeYeHWe 15 MUHYT
PacTeopenue Bancaprana He mexee 80 % (Q) ot 3asBneHHoro 98 -99
KONWYeCTBa B TeyeHue 15 MuHyT
Pacteopenue rugpoxnopoTtuasuga He meHee 80 % (Q) oT 3asBneHHoro 96 -104
KONMWYECTEE B TEYEHUE 15 MUHYT
MukpoBuonorudeckoe kauecteo - TAMC He 6onee 1000 KOE/r <10 *1
Mukpo6uonoruyeckoe kadecTso - TYMC He 6onee 100 KOE/r <10 *1

Mukpobuonornieckoe kavecteo - E. coli

OtcytctBYeTB 171

CootseTcrByeT *1

Cepusi BbINyLLUEHa B COOTBETCTBUN G LeicTeytoweit Bepcuen AHI UAM7875/01/02.

Hactoawumm noateepxaaio, uto BbilLenpusegeHHas WH(POPMALMS  SBNAETCA  AOCTOBEPHOA U TOUHON. [aHHas cepusi
npoaykuuu Bbina npouseefeHa  (sknoyas ynaKoBKy/MapKMpoBKy) W NPOLUMa KOHTPONb KayecTea Ha BblLLIEyKa3aHHOM
y4acTke B NOMHOM COOTBETCTBUM C TpeBoBaHUaMUM GMP, yCTaHOBNEHHBIMU MECTHLIM PEry/IATOPHLIM OpraHoM, a TaKkke B
COCTBETCTBUM CO  CneunukaLnel perncTpaLmMoHHON AokyMeHTaLuy, YTBEPXKAEHHOW B YKpawHe ans  uccnegyemoro
fiekapcTeeHHoro cpeactea.  MpOTOKONbI NPOM3BOACTBA, YNAKOBKA M KOHTpONS  KayecTBa Cepuu npoBepeHbl U
COQTBETCTBYHT TpeboBaHuam GMP,

*1 TEeCT NPOBOANTCA B COOTBETCTBUN C nporpammoii (onucaxHon B AH/)

DaHHbIin cepTudukaT aHannaa umeeT SNEKTPOHHYIO NOANKCH.
Ceptudukar cosaaH asTomaTHuecku BanuavupoBaHHOW kOMNbIOTEPHON Nporpammoit SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

CTtpannua: 4/4

Koa No: 7D4918

KO-BANOLWNM, TabneTk, NOKpbITbie NNEeHOYHOI 060NoYKol, no 10Mr/160 Mr/12,5 mr Ne 30 (10x3) B Bnuctepax
CTpaHa-npoussoguTens: CnoeeHus

1 TabneTka, NoKPbLITas NAEHOYHOA 0b0onouKol, cogepxut 10 Mr amnoaunuHa B

Buae amnogunuHa Gecunata, 160 Mr Bancaprada u 12,5 mr rMapoxnopoTnasnga

nekapcTeeHHas opma: TabneTky, NOKPLITLIE NNEHOYHOR 0GONOYKoN, No 10

mr/160 mr/12,5 mr

pa3smep v Tun ynakosku: no 10 Tabnetok B 6nuctepe; no 3 6nuctepa B

KapTOHHOM kopobke

Cepus No: D88077 Pasvep cepuu: 5.646 WUT
ara npoussogcrea: 03.2020 [larta okoH4aHust cpoka rogHocTu: 03.2022

PeructpaumoHHoe yaoctosepenue Ne:
UA - UAMT7875/01/02

HassaHue 1 agpec npoussoanTens oTBETCTBEHHOMO 33 BbInyck | JIMLeH3us Ha npon3soacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., Hoeo mecto
Limapbeluka yecrta 6

HoBo mecTo, 8501, CnoBeHus

HaTa Bbinycka Ha pbiHOK; OTBeTcTBEHHOE NUUO 3a Bhinyck JIC Ha PBIHOK
01.06.2020 TaHa OpHoBLUek

oraen ynrAREAS Kie e
KPKA, £7- FOBS etTg ===
LWimapbewlka uecrta 6, 8501
Croeenung

HaHHbli cepTudbukaTt aHanusa nmeer NEKTPOHHYK) NOANUCH.
CepTudukaT cozgaH aBTOMATYECKN BanuAanpoBaHHOR KOMMbIOTEPHON NporpamMmmoii SAP.




Uy

JIEPJKJIIKCITYKBA YKPATHU
JEPKABHA CJIYXBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepia Jlobanosckkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Ipo SAKIiCTH BBE3EHOI0 B YKkpaiHy JiKapchKoro 3acody

27.07.2020 Ne 36732/20/10

KO-BAJIOJIII

(HaliMeHyBaHHS Jikapchbkoro 3acofy 3rifHo 3 peectpauiftHUM MOCBiAYEHHAM)
TA0JIETKH, BKPHUTI IJIIBKOBOX0 06010HK0¥0, 10 10 Mr/160 mr/12,5 mr; mo 10 Tabaeroxk y
oqicrepi, o 3 Gicrepu y Kopooui

(popma BHmnycky, 103yBaHHs, BUA NaKyBaHH JiKapcbkoro 3acody)
Howmep peectpariiinoro nocsizaenns UA/17875/01/02 crpok aii peectpauiitnoro mocsiguenns 17.01.2025
Cepis mixapcrkoro 3aco6y Ne D88077 KinbkicTs BBE3€HOrO Nikapcskoro 3acoby 1920

Bupo6uuk KPKA, n.1., Hoso Mecfo, CroBenis

(naiiMeHyBaHHs BUPOOHMKA NiKapChKkoro 3acoly, kpaiHa MoXoHKEeHHs)

Baeseno B Vpaiy CrijibHe YKpalHChbKO-eCTOHChKE NiANPHEMCTBO Y (hopMi TOBapHCTBa
3 o0MeskeHo0¥0 BinnopizansuicTIo "Onriva-®apm, JITA", inenr. koa:
21642228

(naitmenyBanns Ta kox 3a €APTIOY ropuauuHoi ocobu abo npissuile, iM'a, no 6artekoBi ¢iznyHOT
ocobu - mignpuemig, i Miclie NPOXXHBaHHS Ta peectpauiiinnii HoMep 0071ikoBOT KapTKHM IIATHHKA
noaarkie abo cepist Ta HOMEp ITAcopTa)

IpoTokoa izyansHoro konrposo six 21.07.2020 Ne 2265/3.

3a pesyibTaTaMM [EPXKAaBHOIO KOHTPONIO BCTAHOBJEHO, W10 JKapchkuit 3aci6 BBeseHo B VYKpaiHy 3

JAOTPHMAHHSAM BUMOT 3aKOHOAABCTBA WOAO 3a0€e3MeYeHH s AKOCTI NiKapChKUX 3acobiB.

Onexciit COJIOZIPAI

(nianuc) (iniuianu Ta npisBuLie)
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