(£4 KRKA

KRKA, 6.d., Novo-mesio

CEPTUPUKAT KAYECTBA

QRara: 25.08.2020

Crpannua: 113
Kog No: 7D2189
POKCEPA®, TabneTky, NoKpuITbie. NNeHowHoW obonoukoil, o 10 Mr Ne 80 (10x9) B 6nicrepax
cTpaHa-nponasopuTens. CnoBexus
1 TabneTka cogepxut 10 mr posysactatvHa (B BUge Kanbuvsa polysactarThHa)
JIeKapeTBERHas hopMa: TabneTky, NOKPeIThie NINeHouMHoR oBonoukoi, no 10 Mr
pasmep 1 Tun ynakosku: no 10 TaGnetok 8 BnvicTepe;no 9 GnaucTepos B KAPTOHHON kKOpobke
Cepun No: D91008 Pasmep cepuun: 44.625 iUT
Jarta nponasogcraa: 07.2020 JlaTa okoH4YaHws cpoka rogHoctu: 07.2023

PeructpauuoHHoe yaocrosepenme Ne:
UA - UA/11743101/02

Haasanue n apec NPoM3soAKTENA OTBETCTBEHHOID 3a Bhinyck | fiueHavn Ha Nnpou3BoacTeo Ne:
cepun; 800-13/2018-6

KPKA a.a., Hoso mecto
Wimapbewka yecra 6

Hogso mecto, 8501, CnoseHnus

Hassarwne nokasarenei Cneunhurauns PesynsTaThl aHanuaos
Onutanne Tabnetkn Genoro upesa, KpyImnLie, Cherka Cooraercrayer
[BOAKOBLINYKABIE, NOKPHLITHIA NNSHOMHONA
ofonouxon, TabNeTky ca CKOIeHHbLIMK Boxamn » ¢
fpasvupoBkoi 10 Ha OAHOA CTOPOHE.

OAHOPOAHOCTL AO3NPOBARHBLIX BANKNL - OAHOPORHOCTH SHauetne nokasaTens NPUEMNEMOCTY 39
COAepKaLnA po3yRacTaTiiHa {AV)cocraenser ne Bonee 15,0
Waentnbukaumns poaysactartina - BAXKX Bpemn yaepwanna Nnka posysactatuka Ha Coorsercrsyet

%POMATOIPEMKE MCNKTYeMOro pacTaopa (SaS)

[HOSHHO COOTRETCTROBATL BPEMEHN YREPHAHNA

niKa PO3YBACTATUHA HA Xpomarerpamme

cTaHaepTHOro pacreopa (SS).
Uaentuduxauyma TiC2 PacTacp B TWINE CTAHOBMTCH XENThiM Cooreertcrsyery *1
Waentugdvxayma posyaacratuna - TCX NATHO HA XPOMATOTPAMME UCHKITYEMOTO pacTaopa *t

(SaS) AomKHO COOTBATCTBORATHL N0 Benmsuye Rf

1 LBETY NRTHY HA XPOMATOTPSAIME CTAHAAPTHOIO

pacrtaopa (SS}.

OcTaToNHEe PBCTAOPUTENN ~ HIONPORUNOBLI CANPT He 6anee 5000 ppm 745
OGTaTo4HBIE PRCTROPUTEN - aueTon He 6onee 5000 ppm <= 500
PoacTesumnbie npusteci - npuiecs TP13 He Ganee 0,8 % <=0,10
PopcreeHHbie apumech - npuasecs RSL He Gonee 0,3 % <=0,10
PoACIBEHABIE NPUMACH - APYTHEe HHAUBUAYANLHLIG He Gonee 0.2 % <=0,10
Popcieennbie npumecy - OButee koNMYecTno He 6onee 1,0 % <=0,10
KomMecTeenHoe: COfepHanne po3yaactariia 95,0% - 105,0% 0T 3aABNEHHOrO KONKHECTBA 101,0
PacTropenne po3yeacTaTuHa Uapes 45 Mum. 0ONKHD PACTAOPUTLCA He 95.98

wenee 75% (Q) or 3aasan.konwsectaz

AanHedi cepTyiblkaT K34eCTRA WreeT INEKTPOHHYIO NOANKCE. . -
CepTuthukaT COBAAH 3BTOMATANECKN B2NNANPOBAHHON KOMNLIOTEPHON NPOTPaMISOH SAP,
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(L4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

Dava : 25.08.2020

Crpaunua: 2/3
Kog No: 7D2189
POKCEPA®, TabneTku, NOKpsIThie ANeHoHHOK 060104kod, 1o 10 Mr Ne 80 (10x9) 8 GnucTepax
CTpaHa-nponasoavtens: Cnosenus
1 TabneTka copepxut 10 Mr po3yBacTaTva (B BUAE KanbUWa po3ysaciaThHa)
fnexapcTeenHas opma; TabreTky, NOKpbITLIE NNEHoYHoR oGonouko, no 10 mr
paamep u Tun ynakosku: no 10 TabneTtok B 65mcTepe;no 8 6ANCTEPOB B KAPTOHHOK KOPOOKe'
Cepua No: D91008 Pasmep cepun: 44.625 T
Rata nponagoaciea: 07.2020 [arta okoHyaHWA cpoka roaHocTu: 07.2023

Perncrpauuontoe yaocTosepenue Ne:
UA - UA/11743/01/02

HaasaHue 1 agpec NPoM3BoaNTENs OTBETCTBEHHOrD 3a Bbinyck | fluleHsus Ha nponasoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecro
Wmapsenika yecra 6

Homo mecto, 8501, CnoBexun

Haasanue noxasarenen Cneunduraums PesynbTaThl aHannios
MuxpoSuonorimeckan uwetora — Obiee xonn4ecTso He Gonee 1000811 2
MIWKPODPTanNaMos: Bakteprsy

MukpoGuonoriueckasn unctora — Obuiee konuuecTao He 6onee 100811 2
MUKDOOPTaHIt3MOB, APOHTKU W IpHGnl

MukpoGuonoriackan uucrota - Escherichia coli: Oreynctenea 171 *2

1 He ARNAETCH PYTUHHLIM METO/IOM. TECTUPOBAHNE NIPABOAWTCA 1 Pa3 b roA.
*2 7ect npoBCAMTCA B COOTBRTCTBMM C NporpaMma (onucaqHov B AHIL

HacToAwmM NOATBEPXAA0, 4TO BblUENPUBEAEHRAA WROPMALMR SABNAETCA AOCTOBEPHON M TOuHOW. [aHHan cepus
npoaykumu Bbina npouseegeHa (BXMIO4EA YNAKOBKY/MAPKWPOBKY) ¥ NPOWNa KOHTPOAL Ka4yecTBa Ha BhILEYKA3aHHOM
y4acTke B NONHOM COOTBETCTBM ¢ Tpefosannamm GMP, yCTaHOBREHHbIMN MECTHEIM PETYNATOPHEIM OBFaHOM, a TaKkke
B COOTBETCTEMM CO CNEUMPUKaLUeR PErMCTPALMOHHOR AOKYMEHTatW, YTBEPXAEHHOH 8 YKpauHe ANR  UCCREayemoro
NeKapCYBEHHOrD CPencTsa,  [IpOTOKONbE NPOW3BOACYBA, YNAKOBKM Y KOWTPOMA  KayecTsa Cepm nposepeHs! U
caoTeeTcTyIoT TpebosaHuaMm GMP.

Cepvs BbINYLLEHA B COOTBETCTBUM C AeAcTRyOned pepcven AHA UAM1743/01/02,

[laHKlA cepTrhrkaT KavecTea UMeeT SNEeKTPOHHYIO NORNWCS, . B
CepTithvikaT GO3f|aR aBTOMATHYECKN BANMANPOBAHHON KOMIBIOTEPHON NPOFPAMMON SAP.
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(74 KRKN

CEPTUDOUKAT KAYHYECTBA KRKA, dd., Novo mesto

Rara: 25.08.2020

Crpasuua; 313
Kog No: 7D2189
POKCEPA®, TabrneTku, nokpsiTbie nneHoyHoi oGonoukol, no 10 mr Ne 90 (10x9) B 6nucrepax.
cTpaHa-npoussopuTens: CrnoseHus
1 Tabnerka conepxuT 10 Mr posysacTarmHa (8 BMAE KanbLUuA po3ysaciaTiHa)
NekapcTeenHas gopma: TabneTku, NOKPLTHIE RNEHOHKRO 060n0ukoH, no 10 Mr
pasmep v Tun ynakosku: no 10 Tabnetok 8 6ancTepe;no 9 6AcTepos B KAPTOHHOM KopoGke
Cepus No: 91008 Pasmep cepun: 44.625 LUT
Larta npouseogcysa: 07,2020 Dava okonyanma cpoka rogtocty: 07.2023
PerncrpacuorHoe yaoctosepeHue Ne:
UA - UA/M1743/01/02
Hassanue 1 agpec Npou3BoAMTENRA OTBETCTBEHHOIO 3a BhINycK | MWUEHans Ha npouseoacTeo Ne:
cepwn 800-13/2018-6
KPKA a.8., HoRO MecTD
limapeewka yecra 6
Horo mecro, 8501, Cnosennn
JiaTa BhNYCKA HA PLIHOK: OTBETCTB2HHOR AN 32 BLINYCK SIC Ha puikek

20.08.2020 TaHsa Oprosivex

'@ﬁw@tg\

YAPABNEHUE KAYHECTBOM
KPKA, p.q., Hoso mecto
IUmapbeuska ueera 6, 8501
Choeexunn

JanHbii cepTUCDMKAT KAYECTRA InseeT INEKTPOHHYH NDANMGS. ~
CepTHIBNKAT CO0AAH ARTOMATHHECKN BAMNANPOBAHHOA KOMNLIOTEPHOA NpOfPamMmoit SAP.
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JIEPKJIIKCIIYIKBA YKPATHU
JNEPKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIU OBJACTI

npocnexT Banepis JloGatosebkoro, 51, m. Kuis, 03110, ten/pakc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Koa €JIPIOY 37078774

BUCHOBOK
1po sIKicThL BBE3CHOTO B Ykpainy JiKapcbKoro 3aco0y

14.09.2020 Ne 45110/20/10

POKCEPA®

(nalMeIyBalHs NiKapehKoro 3a¢00y 3riH0 3 peectpartiitimm TIOCBULUCHTSIMY
Ta6J1eTKH, BKPUTI IUIIBKOBOIO 000JI0HKO10, 110 10 mr o 10 Tadaerox y daicrepi; o 9
gaicrepis y KaprouHiii Kopooui

((OPia BHTYCKY. 03y RIS, BIULHaRY BalHiis JKapepKoro 3aco0y)
Homep peecTpauiiinoro nocsinienis UA/11743/01/02 crpok ait peecTpauiitioro nocsiniexHs 01.01.2099
Cepis nikapcbkoro 3aco0y Ne DI1008 KinbkicTh BBE3CHOTO Aikapebkoro 3acoby 780

BitpolHuK KPKA. 1., Hoso mecto, Croseris

(LafivciyBaliis BUPOOHAKA AikapeLKOIo 3acody, Kpaita NOXO/DKEHHA)

Breseno B Vipainy CuinbHe YKPATHCHKO-CCTOHCHLKE MiANPHEMCTBO Y ¢popmi ToBapucTsa
3 o6Meskenolo Bianositaabuictio "Onriva-dapm, JITA", izenT. kom:
21642228

(nafimenyBants Ta ot 3a CAPTIOY JoprAHUNOT 0coGH ab0 MPizBHILC. iM'st. no OatLKOBI (hisnunoi
0COBH - TTUIPUEMILL T MICUC HPOKABAHI T pecerpanifinmii tiomep 001IKOBOT KAPTKH TUIATHUKA
HOAATKIB ab0 cepisi Ta HOMEp nacnopra)

TpoT0K0A Bi3yaaLHOro KOUTPOSIO Bit 03.09.2020 N 2839/47.

34 pesyapraramu  ACPIKABHOIO  KOHTPOJIO BCTAHOBAGHO. WO  JiKapebkiil  3acid  BBE3EHO B Vipainy 3
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AEPXKJIIKCIIYXXBA
AEPXKABHA CJIIY)XKBA 3 JIIKAPCI)KI{!X 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHIBCBHKIU OBJIACTI

npocnekt Banepia JloGaHoBcwkoro, 51, m. Kuis, 03110, tei/pake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox C€IPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3eHOro B YKpaiHy JikapchKkoro 3acoby

09.03.2021 Ne 8119/21/10

POKCEPA®

(naliMeHyBaHHs NiKapchKOro 3acoby 3rigHo 3 peecTpauifiiM nocBiaYeHHAM)
Ta0/1eTKH, BKPHTi ILTIBKOBOIO 060.,10HK010, 10 10 Mr mo 10 TabaeTok y Oaicrepi; mo 9
Ouicrepis y kapronniii kopo6ni

(bopma BumyCKy, 103yBaHHS, BHI NIaKYBaHHS JiKAPCHKOTO 3aC00y)
Homep peectpaniitnoro nocsimaenns UA/11743/01/02 crpox nii peectpanitinoro mocsizzerns 01.01.2099
Cepisa nikapcekoro saco6y Ne D93264 KinbkicTs BBE3eHOTO N1ikapcrkoro 3acoGy 300

Bupo6GHuK KPKA, z.x1., HoBo Mecto, CrioBenis

(HaliMenyBanHs BHPOGHHKA TIKAPCHKOrO 3acofy, kpaiHa MOXOaKEHHS)

Baeseno B Vkpainy Cuinnze ykpaiHchK0-€CTORCHLKE MANPHEMCTBO y dopmi ToBapucTBa
3 00MesKeHOI0 BiInoBinaIbHicTIO "OntiMa-®apm, JITH", igenr. xox:

21642228

(HalfMeHYBaHHA Ta KOJ 33 COPTIOY ropuam4Hoi 0cobu abo npi3BHIIE, iM's, 10 6aTEKOBI ¢iznunoi
0co6u - minnpremus, i Micte npoxuBanHs Ta peecTpauiiiamit Homep 06/TikoOROT KapTKHY IIATHUKA
nozartkis abo cepist Ta Homep nacnopra)

Iporokon BisyansHoro kontpomo six 25.02.2021 Ne 0496/59.

3a  pesynbTaTaMH HEpKAaBHOTO KOHTPOIIO BCTAHOBJICHO, 1IN0 JKAapChkMi 3aci6 BReseHo B VkpaiHy 3
AOTPpPHAMAHH

OHOJaBCTBA MOJO0 3a0e3neueH
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CEPTUOUKAT KAYECTBA

(L4 KRKA

KRKA, d.d., Novo mesto

Hata : 18.02.2021
Crtpanuua: 1/3

| Kog Ne: 7D9061

KpaiHa-supobHuk: CrnoseHis

Pokcepa®, Ta6ﬂeTKh; BKPWTI NNiBkoBOKO 060510HKOI0, Mo 10 Mr Ne 90 (10x9) y bnictepax

1 Tabnetka micTuTb 10 Mr posysacTaTnHy (y BUrNSA kanbuito posyBacTaTuHy)
nikapcuka chopma: TabneTku, BKPUTI NNIBKOBOKO obonoHkoto, no 10 mr;
poamip i Tun nakysaHHs: no 10 TabneTok y 6nicTepi; no 9 BnicrepiB y kapToHHI% kopobui

| Cepusi: D93264

Pasmep cepuu: 15.138 LUT

[lata supoGHmyTsa; 10.2020

[lata okoH4aHus cpoka rogHocTH: 10.2023

PeructpaumoHHoe yoctoseperne Ne:
UA - UA/11743/01/02

cepwu:
KPKA a.n., HoBo MecTo
Wmapbelwka wecra 6

Hogo mecTo, 8501, CnoeeHus

HaseaHve v ajjpec nponssBoanTensa OTBETCTBEHHOro 3a BbiMyCK JlnueHauns Ha npounseoacTeo No:

800-13/2018-6

HassaHve nokasatenei

Cneyndmkaums PesynbTarbl aHanusos

Onucanue

OnHOPOAHOC TS /,03MPoBaHHLIX €AWHML] - 0/IHOPOAHOCTL
coaepxkanusi posysacraTuia
WaenTtuuxal s posysacratuHa - BIOMX

Waentuukal s posysacratiha - TCX

Maentucbmkaimsi TiO,

Ocraroutibic pacTBOPUTENIN - N3OTPONUNOBLIN cnupT
OcTaTouHbIc pacrBOPUTCIN - aLEToH

Popcraennnic npumeck - npumecs TP13
Popcraennbic npumeck - npumeck RSL
Poacrsetitbie npumeci - APYrve HAMBW/lyanbHble
Popcreenbic npumeck - ObLiee Konn4ecTso
Konuuecrieniioe conepkane posysacratuta
Pacrsopchue posysacratuna

Tabnetkn 6enoro LBeTa, Kpyrible, cnerka CoorseTcrByeT
ABOSIKOBLINYK/1bIE, NOKPLIThIE NAEHOYHO

060n0o4KoRN, TabNeTkn co CKOLUEHHbIMK Boxamm U ¢

TpaBUpPOBKOA 10 Ha 0AHO CTOPOHe.

3HaueHne nokasatens npUeMNemMocTi 2,7
(AV)cocTapnsieT He Gonee 15,0
Bpemst ynepxaHusi nuka posyBactaTiHa Ha CootseTcrayet

XpomarorpamMmme MCnbITyemoro pactesopa (SaS)

AOIKHO COOTBETCTBOBATL BPEMEHW YAEPKaHUS

NMyKa po3yBacTaTuHa Ha xpomaTtorpamMmme

CTaHAapTHOro pacTtaopa (SS).

lATHO Ha XxpomaTorpamme UCNLITYeMoro pacTBopa *1
(Sa8) pomkHo COOTBETCTBOBATL NO BENMUMHE Rf

W UBETY NATHY Ha XpomatorpamMmme CTaHAapTHOrO

pacrtsopa (SS).

PacTsop B TWrne cTaHoBUTCS XenToim CoorBetcTByeT *1

He Bonee 5000 ppm 742

He Bonee 5000 ppm <= 500
He 6onee 0,8 % <=0,10
He Gonee 0,3 % <=0,10
He Gonee 0,2 % <=0,10
He Bonee 1,0 % <=0,10
95,0% - 105,0% OT 3asBNEHHOro KoNMMYecTBa 97,8
Yepes 45 MUH. LOIDKHO PacTBOPUTLCS He 94 -97

meHee 75 % (Q) or 3asiBn.konuyecTra

[lannbIA CepTUMUKAT KauecTBa umeoT QJ1ICKTPOHHYIO NOAINNCD.

CepTndinkat cojjaH aBTOMaTUYECKn BananpoBaHHoN KOMINbLIOTEPHOW Nporpammon SAP,

. Qg e Q4S9 65 1909 408 O-S—




(L4 KRKM

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

Hata: 18.02.2021
Crpanwnua: 2/3

Kop Ne: 7D9061 - e
Pokcepa®, tabneTku, BKpUTi NNIBKOBOK 0BONOHKO, No 10 mr Ne 90 (10x9) y Bnictepax

KpaiHa-supobHuk: CnoseHis »

1 Tabnerka micTnTe 10 Mr posysacTaTuHy (y BUMISA Kanbuio po3yBacTaTuHy)

nikapcbka opma: TabneTku, BKpUTi NNiBKOBOIO obonoHkoto, no 10 mr;

po3mip i Tn nakysaHHs: no 10 TabneTok y 6rictepi; no 9 GnicTepis y kapTOHHIN kopobLi

Cepusi: D93264 . ) Pasmep cepum: 15.138 LUT
NaTa BupobruuTea: 10.2020 e e\ flaTa okoHYaHUs cpoka rogHoctu; 10.2023

PerucrpainonHoe yjoctosepenne Ne:
UA - UA/11743/01/02

HassaHnne v agpec npousBoauTENs OTBETCTBEHHOIO 3a BbINycK | JInueHsuns Ha npomssoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecto
WLimapsewka yecra 6

Horo mecTo, 8501, CnoBeHus

Hassanue nokasarenei Cneyndmkarms Pe3ynbTaTel aHannsos

MukpoGuornoruueckas uucTtota — OBLICE KONMHECTBO He Gonee 10008 11 *2
MWKPOOpI aHnamoB: Bakrepun

MukpoGuonoruycckast uncrota — OBliee KoNMYecTso He Gonee 100811 *2
MUKPOODIaHN3MOB: ZIPOXOKW 1 TPUBHI

Mukpo6unosioruyeckas uuctoTa - Escherichia coli: OtcyrctBue B 171 *2

*1 He apnsie1cs pyTuHHbLIM METOAOM. TecTuposaHue NposoauTCs 1 pas B rog,
*2 TEeCT NPOBO/IUTCS B COOTBETCTBUAMN C nporpamMmon (onucaHHoi B AH/L)

HacTosimm noateepxaato, 4to BbilenpuBeaeHHas NHOPMaLmA  SBNSETCA [OCTOBEPHON 1 TOUHOM, HanHas cepus
npoaykuvn Gbina npovsBeaeHa (sknoyas YNakoBKy/MapKupoBKy) W NpoLUna KOHTPONb KadecTBa Ha BbILLEYKa3aHHOM
yHacTke 8 NnonHom COOTBETCTBUM C TpeGoBaHNsiMU GMP, yCTaHOBNEHHLIMU MECTHBIM PEryNATOPHbLIM OpraHoMm, a Takxe
B COOTBETCTBUM CO  CneyncbukaLnen perncTpaunoHHoi AokyMeHTaLmm, yTBEPXAEHHON B YKpanHe Ans uccne/yemoro
NiekapcTBenHoro cpeicTea.  [MpOTOKONbI NPOU3BOACTBA, YNaKoBKM 1 KOHTPONA  KavecTsa Cepuu NPOBEPEHbl W
cooTseTCTBYI0T TpebosaHusam GMP,

Cepwst BbiNyUEHa B COOTBETCTBUM C AencTayiouleil Bepcnein AHI UA/11743/01/02.

Danbiii copTddnkaT KadecTia IMECT SNCKTPORRYI0 NOAMICH,
Ceptudbnkar coajial aBTOMaTUHECKN BANWAUPORAHHOM KOMNbIOTEPHOW Nporpammon SAP.




(T4 KRKMA

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

[fara: 18.02.2021
Crpanuua: 3/3

Koa Ne: 709061 o
Pokcepa®, TabneTku, BKpuTi nniskoBoo 060noHKko, no 10 mr Ne 90 (10x9) y bnicTtepax
KpaiHa-supobHuk: CrioBeHist

1 Tabnetka micTuTs 10 Mr po3yBacTaTuHy (y BUrNSLi KanbLio po3sysacTaTuHy)
nikapchka hopma: TabneTku, BKpUTI NIiBKOBOK 0B0MOHKOL, No 10 MT;

po3Mip i Tun nakyBaHHsi: no 10 TabneTok y 6nictepi; no 9 BnicTepis y kKapTOHHiIi kopobui

Cepus: D93264 ] B B ) Pasmep cepun: 15.138 LUT
[ata snpobruuTaa: 10.2020 ) [arta okoH4aHusa cpoka rogHocTy: 10.2023

PerncrpaumorHoe y.qocmBepeHmé Ne:
UA - UA/11743/01/02

Hassanve w agpec npon3soanTens OTBETCTBEHHOrO 3a Bbinyck | JlneHana Ha npoussoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.4., Hoso mecTo

Wmapneuwxka yecra 6

Hoso mecTo, 8501, CrioBeHusi

[lara Buinycka Ha pLiHOK: OTBeTcTBEHHOE NMUULO 32 BLINyck JIC Ha PbIHOK
07.12.2020 TaHs [lpHoBLIEK

Cbmov'&"ﬂg\

YNPABNEHWE KAYECTBOM
KPKA, a.a., Hoso mecTo
lmapbetuka uecra 6, 8501
CnoBeHus

[anHbii copTvhnkaT kauecTsa UMECT SNCKTPORHYIO MOANNCE.
CepTtudukar cos/iaH aBTOMaTUHECKN BanW/MpOBaHHOM KOMNLIOTEPHOM nporpammoin SAP.




NEPEKNAL OPUTIHANBHOIO CEPTUDIKATY AKOCTI

(L4 KRKA

CEPTH®IKAT SIKOCTI

KPKA, n.z1., Horo mecto

Hara apyxysanns ceptudikary
Cropinka 1/2

Koz Ne: 7D9061

KpaiHa-BupobHuk: CloseHis

Pokcepa®, TabneTku, BKpUTI 1iBKOBOO obomonkoto no 10 Mr Ne 90 (10x9) y 6nictepax

| Tabnerka micTuts 10 Mr Ppo3syBacTaTuHy (y BUriaai kanswito po3yBacTaThHy)
nikapcbka hopma: Tabnerku, BKPHTI NNiBKOBOIO 06010HKO0 110 10 Mr;
po3mip i TR nakysanns: no 10 taGaeTox y 6nictepi; no 9 GaicrepiB y kaprouuiii Kopobui.

Cepia Ne: D93264

Posmip cepii: 15,138 IIT

Hata BrupoSunurea: 10.2020

Hara 3akinueuns TepMiHy npuaathocti: 10.2023

Peecrpauiiine nocsinuenns
Ne: UA - UA/11743/01/02

KPKA a.a., Hoso mecto
UImap’euika uecra 6
Hogo mecro, 8501, Cnosenin

Hasga i anpeca BUPOGHHKa, BiANORinamLHOTO 33 BHITYCK cepil:

Jlinensis ua BupoGHuLTEO No; 800-13/2018-6

Hazea nokaznukis

L

Creundixauis

Pesyneraru
BUNpoGyBaHb

Onuc Tabnetku 6Ginoro Konsopy, kpyrni, mewio Asoonywni, BkpuTi Binnosigae
INiBKOBOIO obonounkoro, TabneTky 3i CKOLUCHHMH KpasMmu Ta 3
rpasipyBasnam 10 3 ogsoro 6oky,

OnHopinnicTs [030BaHuX | 3HaveHHs NPHAMANLHOrO Yncna (AV) cxnapace ne Binbre 15,0 2,7

OMHHHUL — oaHOpinHicTs BMicTy

po3yBacTaTuny

lnenrudikauis po3yBacTaTuHy — | Uae YTPHMYBaHHA niky po3yBacraTuny Ha Xpomatorpami | Bianosigae

BEPX PO3UHHY 3paska (SaS) mae Bignosinatyu Hacy yTpUMYBaHHA niky
PO3yBacTaTHHy Ha Xpomatorpami Po34uny cranmapry (SS).

Inentudikauis posysactaTiHy — | [Tngma na XpoMarorpami posuuny 3paska (SaS) mae siznosinary

TLIX 32 3HaweHHAM Rf ta konsopom nsmi na XpoMarorpami posunny
CTaHmapTy (SS)

Inentudirauis TiQ, Po3uun y Turni crac xosrum Binnoginae

3anuiukosi PO34HHHMKH — | He Gineie 5000 ppm 742

130MpOMinoBHii ciupt

3anuukosi po3uuHHIKK — ayeton He 6inrwe 5000 ppm <=500

Cynythi nomiwke — pomiwka He 6Ginbwe 0,8 % <=0,10

TP13

Cynytui nomiwku — Romiwka | He 6inbe 0,3 % <=0,10

RSL

Cynytsi  pomimku - inwi | He 6inbwe 0,2% <=0,10

ONHHHYHL

Cynyrai  pomiwku — saraneHa | He 6inswe 1,0 % <=0,10

KUIBKICThH

Kinbkichuii smicr PosysacTatniy | 95,0 % —105,0 % Bill 3a3HaYeHOT KiNbKoCT] 97.8

Po3uunenns posysacraTuny Yepes 45 xBumun mae PO3YMHHTUCA He Menwe 75 % (Q) Bia | 94-97

MikpoGionoriuna  upcrora —
3aranbHa KifbKicTh
MikpoopraHismMig: 6akrepif

3a3HA4YeHOT KiNbkocTi

He Ginbiie 1000 B | r

*¥]

*¥]

*2

Ueit ceptudikar skocti mae CIICKTPOHHHH Nigmuc,
Ceprudixar CTBOPEHHH aBTOMAaTHYHO BaNiRORAHOO KOMII'HOTEPHOIO fporpamoio SAP.




NEPEKNAL OPUTHANBHOIO CEPTUGIKATY AKOCTI

CEPTH®IKAT SIKOCTI

(L4 KRKA

KPKA, n.1., Hoso mecTo

Hara npykysanus cepTudikary

Cropinka 2/2

Kon Ne: 7D9061

KpaiHa-BupoOHuk: CroBeHis

I TaGneTka MicTuTe 10 Mr pozyBacTaTun
nikapceka opma: TabneTku, BKPHTI MAIBKOBOIO 0GOMOHKOIO 110 10 Mr;
po3mip i THN nakyBauHa: no 10 Tabnerox y Gnicrepi; no 9 6ricrepis Y KapToHHiit kopobui.

Pokcepa®, Tabnerkn, BKDHTI TTiBKOBOI0O 060/I0HKOI0 0 10 MI Ne

90 (10x9) y Gnicepax

y (y BHIIANI kanbuiro posyBacraruny)

Cepia Ne: D93264

Posmip cepii: 15.138 IIT

Hata supobuuursa: 10.2020

Hlata 3akinuenus Tepminy npuaariocti; 10,2023

Peecrpauiiine noceinuenns
Ne: UA - UA/11743/01/02

KPKA a.a., Hoso mecro
UImap’emxa uecra 6
Hogo mecro, 8501, Caosenis

Ha3ga i anpeca BupoGuuka, pianorizanbhoro sa BHIYCK cepii:

Jiuensis na BupoGHunTEO Nov 800-13/2018-6

HasBa nokazuukis

Creundikauis

Peaynwtatu
BUNPOOYBaHL

MikpoGionoriuna  uncrora -
3aranbua KinbKicTs
MiKpoopranizmie: Apikmxi  Ta
rpubu

MikpoGionoriuna  wucrora -

Escherichia coli

L

He Ginvbie 1008 |

BigcytniB I r

*2

*2

*1 He ¢ pytninnm mMetonom, Bunpo6ysauus nposoantecs 1 pas Ha pik.
*2 BunpoGyBatHs NPOBOAMTLCA BiANOBIAHO K0 nporpamu (ornmcana 8 MKS)

peecTpauiifnol foxymenTauii, 3aTBepaxkeHol B Vi
NaKyBaHHA | KOHTPONS FKOCT] neperipeHi i Bigno

AeHa iHpopmauin ¢ HOCTOBIPHOIO T2 TONHOIO.
(BKIOUaI0UH NaKyBaHHs/MapkyBaHHs) | NPOHLIIA KOHTPONb AKOCTI Ha BHLIEBKA32
BumoraMy GMP, BcranoBfeHMMY  Mi

Cepis Bunywena y signosinsocti iz Aitoyoio Bepciero MKS UA/I 1743/01/02.

Hara sunycky na punok:
07.12.2020

Hana cepis npoaykuii 6yna supoGnena
Hill ZinbHuui B nosuii BianosiguocTi ia

Oco6a, Bianorigaabna 3a Bunyck JI3 na punox

Taus Opuosuex

/mignuc/

RS HRIBN i cio

KRKA

KPK At loneieseitod.d.,

" G310
Mmap CM

Cnogenin

Lleit cepTudikar skocti mae CACKTPOHHHUH niAnuc.
Ceprudikar CTBOPEHMH aBTOMaTHYHO BaJliOBAHOIO KOMIT'I0TepHOIO nporpamoro SAP,




JEPXJIIKCIIYXXBA
AEP)KABHA CJIYKBA 3 HIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBKIA OBJIACTI

npocnekt Banepis JloGanoscekoro, 51, M. Kuis, 03110, ten/dpakc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPIIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3€HOr0 B Y KpaiHy JikapcbKOro 3acody

30.03.2021 Ne 13854/21/10

POKCEPA®

(narMeHyBaHHA JTikapcbkoro 3acoby 3riHO 3 peecTpauiiiHUM NOCBIAYEHHAM)
Ta0JIeTKH, BKPHTI IUIIBKOB0I0 000/10HK010, 110 10 Mr mo 10 Taéaerok y Gaicrepi; mo 9
6JsricTepiB y kapToHHili KopoOi

(tbopma BumyCKy, RO3YBAHHS, BUJ NAKyBaHHS JiKapchkoro 3acoly)

Howmep peecrpauiitroro nocsinuenns UA/11743/01/02 crpox xii peectpauiittoro nocsizuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne D94353 KinekicTb BBe3eHoOro nikapenkoro 3acoby 960
Bupo6Huk KPKA, n.1., HoBo MecTo, Ciosenis
(naliMenyBanna BUpOGHHKA JiKapCbKOro 3acoby, KpaiHa TOXOKEHHS)
BaeseHo B Ykpainy CuinbHe ykpaiHchbK0-€CTOHCHKE MXNPHEMCTBO Y GopMmi ToBapHCTBa
3 o0Gmeskenoro BixnopizanbHicTio "Onrima-®apm, JIT", inenr. kon:
21642228

(nalimenyBanus Ta kon 33 €APTIOY ropuanuHoOi 0ocobu abo npissuie, iM'A, No GaTskosi disHuHOT
ocobu - mianpuemus, it Miclie NPOKKUBAHHSA Ta peecTpauiiinuil Homep 001iK0BOT KAPTKHM IITATHHKA
nojarkis aGo cepis Ta HoMep nacriopra)

MpoTtokon Bisyansnoro kourpomo sin 23.03.2021 Ne 0833/4.

3a pesyabTarTaMu EPKABHONO KOHTPOJIO BCTAHOBIEHO, INO JiKapchkuif 3aci6 BBe3eHO B Vkpainy 3
AOTPHMAHHSAM BHMOT 33aKOHOJABCTBA LIOO 3a0e3NeueHHs AKOCTI JiKapChKUX 3ac0BiB.

wi‘"/”
A

3aCTy K,\I;ta Tallb B Mmy

Hepxs H&cpyxcﬁﬁmmkﬂpckxux 3acobiB 36 HB
Ta KoHprmo 3a }aapxomxamn y KuiBcpkiit // yoapesa H. B.
o6na¢T1 : Ty O i

(minmuc) (iniuianu Ta npissuuie)
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NEPEKNAL OPUMNHAITBHOIO CEPTU®IKATY AKOCT!

CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA a.4., HoBo mecro

[Hara apykysanms cepTudixary
Cropinka; 1/2

Kop Ne: 7D9061

Pokcepa®, rabnetku, Bkputi nniskosoto o6onoxkolo, no 10 mr Ne 90 (10x9) y 6nicrepax
KkpaiHa-BUupobHUK: CnoBeHis
1 Tabnertka MicTurs 10 Mr posysacratuny (y surnsigi kanbujiio po3ymacTarTuny)
nikapcbka dopma: Tabnerku, BKpUTI NNIBKOBOIO 060NOHKOI0, NO 10 Mr;

po3mip i Tun nakyBaHHA: no 10 Tabnetok y Gnicrepi; no 9 Gnicrepis y kapTounin kopobui

Cepis: D94353

Posmip cepii: 22.620 LUT

[lata supobHuyrea: 10.2020

flata sakinueHHs TepMiHy npuaaTHocTi: 10.2023

UA - UA/11743/01/02

Peectpauiite nocsiguyeHHs Ne:

KPKA a.a., HoBo mMecTo
Llimap’ewxa yecta 6

Hassa i agpeca Bupobruka, BianosigansHoro 3a Bunyck cepir:

Hoso mecro, 8501, Cnoeesxin

JliyeHsia Ha BUpOGHUYTBO Ne:
800-13/2018-6

-~

Haasa nokasHuxis Cneumdikauis PeaynbTatiu BUnpoGysans Np.*
Onuc Tabnetku Ginoro Konbopy, kpyrii, Aeio ABOONYKN, Bianosinae "
BKPWTI NNIBKOEOI0 0GOSIOHKOI0, TABNeTKY 3! CKOLLIEHIUMY
Kpasmu Ta 3 rpasipysanysm 10 3 ogHoro Goky.
OnHOpiAHICTL A030BaHUX 3HavueHHs npuitMansHoro wucna (AV) cknagae He 3.6 -
OAUHWMUL — OAHOPIAHICTL Ginbie 15,0
BMICTY pO3yBacraTuHy
laexTuoikauia posyeacratuy | Yac YTPUMYBAHHRA Niky pO3yBacTaTuny Ha Bianosinae .
- BEPX Xpomarorpami posumnHy 3paska (Sas) mae eianosinati
4acy yTpUMyBaHHS Niky pO3yBacTaTuHy Ha
XpoMaTorpami posuuny cranaapry (8S).
IneHTudikauin posysactatuiy | [nsma Ha xpomaTorpaml posuuHy spaska (SaS)ymae |- |
—TWX BianoBiaaTy 3a aHaveHHAM Rf Ta KOMIbOPOM Nrsmi Ha
Xpomatorpami posumuky craHgapty (SS)
laeHTudikauia TiO, Po34mK y TUrni crae XosTUM Bignosigae *4
3anuLLKOBI POUMHHMIM ~ He Ginbwe 5000 ppm 782 -
| 13onponinosui cnupT
3annukosl po3HMHHIKA ~ He Ginswe 5000 ppm <= 500 -
aueroH .
CynyTHi gomiwkm —gomiwka | He Glnbiwe 0.8 % <= 0,10 -
TP13
Cyriyml ARomiwky - gomituka | He Ginbe 0,3 % <=0,10 -
RS
CynyTHi aoMmiky — iHusi He 6inbwe 0,2 % <= 0,10 -
ONUHUYHI
CynyTHi gomitku — 3aransia | He Ginbwe 1,0 % <=0,10 -
KifibKiCTb
Kinbkichuit BmicT 85,0 % - 105,0 % Bin 3a3HaqeHO! KinbxoCTi 97.7 -
pO3yBacTaTuHy
Po3uuneHns posysactaTuny | Uepes 45 xsunmH mMae POHUHUTUCA He MeHWe 75% |94 - 97 -
(Q) Bla 3asHaveHol KinbkocTi
MikpoGionoriyHa uuctora— | He Ginbwe 10008 1 r - *2
3aranbHa KinbkicTL
Mikpoopravismis: Gakrepit

[Naxui ceprucbikar sxocti mae ENEeKTPOHHUA nignuc.
CepTudikaT CTBOPEHO aBTOMATHUHO 8aNIAOBEHOI0 KOMN'IOTEPHOIO NPOrPaMolo SAP.
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(T4 KRKA

CEPTUDIKAT AKOCTI KPKA 4.8, HoBo mecTo
fara gpykysauns ceptudikaty
Cropitika: 2/2

Kog Ne: 7D9061

Pokcepa®, Tabnetku, Bkputi nniskosoio o6onoxkoto, no 10 mr Ne 90 (10x9) y 6nicrepax
KpaiHa-Bupo6Huk: CnoBeHist

1 Tabnerka micTute 10 Mr posyBacraruny (y Burnsai kansuio po3yBacrartuny)
nikapcbka gopma: Tabneriu, BkpuTi NNiBKOBOIO 060NOHKOIO, NO 10 Mr;

po3mip i Tun nakysatika: no 10 Tabnevok y 6nicrepi; no 9 Gnicrepis y kapToHHiil kopo6ui

Cepisn: D94353 Poamip cepif; 22.620 LUT

Hara supoBuuyrsa: 10.2020 flata 3akiHueHHs TepmiHy npuaaTHocTi: 10.2023
PeectpauiiiHe noceig4eHHs Ne:

UA - UA/11743/01/02

Hassa i appeca eupobHvika, BianosigansHoro 3a sunyck cepil: |fliyeHsia Ha BUpoBHYTBO Ne:
KPKA a.a., Hoso mecto 800-13/2018-6

llimap’ewka uecra 6

HoBo mecTo, 8501, Cnosenis

HaaBa hokasHukis Cneuudikauin Pesynstaru sunpobysats Mp.*
Mikpobionoriusa wucrora - He Ginbwe 1008 1 - 2
3aranbHa kinbkicTs
Mikpoopraniamis: apbkaxi Ta
| (puGM

MikpoGionoriuHa wucrora - Bigcyvis 11 - "2
Escherichia coli
Mp.* = Mpumirka
*1 He pytuHHuiA Mevoq. BunpoGysaHHA nposoanTses 1 pas Ha pik.

*2 BunpobysanHn NpoBoAUTLCA BigNoBIaHO 4O nporpamu (onucaxa 8 MKA)

Lium nigreepaxyto, Wo BuweHaBeaeHa iHdopmauia e focrosipHolo Ta TouHoLW. Hawna cepis npogykuii fyna eupobnena
(BKNIOualuN nakyBaHHA/MapKyBaHHs) | npoilluna KOHTPONb AKOCTI Ha BUWIEBKa3aHii AinbHULI B NOBHINH BianosigHocTi i3
Bumoramu GMP, BCTaHOBNEHUMM MicLesum PErynaTtopHuM opraHom, a Takox Yy signosigHocti go crneyudiraryii
peectpauiiHol AokymeHTaUll, 3aTeepaxeHoi B Ypaiui ana  pocnigkysaHoro nikapcbkoro  3acoby.  lMpoTokonm
BUPOBHUUTBAE, NaKyBaHHS | KOHTpONS SIKOCTI nepes.ipeHi | BignosigaoTs sumoram GMP.

Cepis BunyLena y signosigHocTi is gitouolo Bepcieio MKA UA/11743/01/02.

[flata sunycky Ha puHok: Ocoba, signosigantia 3a sunyck 113 Ha puHok
07.12.2020 ‘ ‘ KRKp\ Tanna [pHobuwex, /nigruc/
KR YNPABAIHHSA AKICTIO
' KPKA, a.a., Hoso mecto
ﬁwoma zqravtl, d.d., lUMap’e‘:uﬁa uecra 6, 8501
OVe Mesio Cnoaetis

Ranuit cepTuchikar sKoCTI Mae €NBKTPOHHNMA MANKG.
CepTudikaT CTBOPEHO ABTOMATUMHO BaNiA0BAHOI KOMIT'IGTEPHOIO Nporpamoio SAP,




CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

Aata : 11.03.2021
Crtpanuua: 1/3

Koa Ne: 7D9061

KpaiHa-BupobHuk: CnoseHis

Pokcepa®, Tabnetku, BkpuTi nniskoBoto obonoHkoto, no 10 mr Ne 90 (10x9) y 6nictepax

1 TabneTka MicTTL 10 Mr posyBacTaTUHy (Y BUINSAi Kanbuilo po3yBacTaTuHy)
nikapcbka chopma: Tabnetku, BKpWUTI NNIBKOBOK 060N0HKOW0, No 10 Mr;
po3amip i TUn nakysaHHs: no 10 TabneTok y 6nicTepi; no 9 GnicTepis y kKapToHHIi# kopobui

Cepusi: D94353

Pasmep cepun: 22.620 LUT

[ata Bupobuuyrea: 10.2020

[aTa okoH4YaHust cpoka rogHocTu: 10.2023

PeructpaumorHoe yaoctosepenue Ne:
UA - UA/11743/01/02

HasBaHwe u agpec nponssoauTens oTBETCTBEHHOTO 3a Bbinyck | JIMLEeH3NA Ha npousBoacTso Ne:

cepuu; 800-13/2018-6

KPKA n.a., HoBo mecTo

UWmapbewka yecra 6

HoBo mecTo, 8501, CnoBeHus
HassaHve nokasartenei Cneuucumkauus PesynbTaThl aHanusos

Onucanue

OAHOPOAHOCTL 03MPOBAKHHbIX €AWHUL, - O4HOPOAHOCTD
COAEpPXaHNA posyBacTaTuHa
WneHTtudmkaums posyBactatuHa - B3XKX

Wnentudpmkaums posysactatmha - TCX

NnpenTtucpukaums TiO:2

OcTaTouHble pacTBOPUTENN - U3ONPONMAOBLIA CNIYPT
OcTatouHble pacTBOPUTENN - aLEeToH

PoacteenHble npumecy - npumecs TP13
PoacteeHHble npuMecy - npumecs RSL
PoacTeeHHble NpUMech - Apyrve MHAMBUAYaNbHbIE
PoacTseHnHble npumecy - ObLiee KoNu4ecTso
KonuuectseHHoe coaepxaHne posyBactaTuHa
PacTtBopenue posyBacTaTuHa

TabneTku 6enoro LBeTa, Kpyrnbie, cnerka
LBOSIKOBLINYKIIbIE, NOKPbITLIE NNEHOYHON
06onoukoi, TabneTki co CKOLIEHHbIMM Gokamm 1 ¢
rpaBupoBKon 10 Ha OAHONA CTOPOHE.

3HaueHne nokasaTens NPUEMNEMOCTH
(AV)cocTaenseT He Gonee 15,0

Bpems yaepxanus nka posyBacTtaTtiHa Ha
XpomaTorpaMme UCnbITyeMoro pactsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHU YAEPXKaHUA
NuKa po3ysacTaTHa Ha XxpoMaTorpamme
CTaHAapTHOro pacTeopa (SS).

MNAaTHo Ha xpomaTorpamMme UcnbITyEMOro pacTaopa
(SaS) AomKHO COOTBETCTBOBATL NO BENWuMKe Rf
1 LBETY NATHY Ha XpoMaTorpaMme CTaHAapTHOTO
pacTBopa (SS).

PacTBop B TUrne CTaHOBUTCA XeNTbiM

He Gonee 5000 ppm

He 6onee 5000 ppm

He 6onee 0,8 %

He Gonee 0,3 %

He Gonee 0,2 %

He Gonee 1,0 %

95,0% - 105,0% OT 3a8BNEeHHOro KonuyecTea
Yepes 45 MVH. LOMKHO PacTBOPUTLES He

MeHee 75 % (Q) oT 3asBn.konuyecTsa

CooTBeTCTBYET

3,6

CooTBeTCTBYET

*1

CooTBercTBYET *1
782

<= 500

<=0,10

<=0,10

<=0,10

<=0,10

97,7

94 -97

[aHHbI cepTudvKaT KauecTBa MMEET 3MEKTPOHHYI0 NOANMCh.

CepTugumkaT cospaH aBTOMaTUIECKU BaNNAUPOBAHHOM KOMNLIOTEPHO# NporpaMMoit SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aara : 11.03.2021
Crpanuua: 2/3

Kog Ne: 7D9061

Pokcepa®, TabneTtku, BkpuTi nniskoBoto obonoxkoto, no 10 mr Ne 90 (10x9) y Gnictepax
KpaiHa-BMpobHuk: CnoseHis

1 TabneTka micTutb 10 Mr posyBacTaTuHy (y BUrnsai kanbLilo po3yBacTaTiHy)
nikapcbka chopma: TabneTku, BKpUTI NNiBKOBOK 060M10HKoI0, No 10 Mr;

po3mip i Tun nakysaxHs: no 10 TabneTok y GnicTepi; no 9 GnicTepiB y KAPTOHHIA KopobLi

Cepus: D94353 Pa3mep cepuu: 22.620 WUT

[ara Bupobruurea: 10.2020 [aTta okoH4aHus cpoka rogHocTh: 10.2023
PeructpaumoHHoe yaoctoseperune Ne:

UA - UA/11743/01/02

Ha3sBaHue n agpec npoussoanuTens OTBETCTBEHHOTO 3a Bbinyck | JLeHsna Ha npousBoacTeo Ne:
cepuu; 800-13/2018-6

KPKA a.a., HoBo mecto
LLmapbeuwka uecra 6

Hoso mecTo, 8501, CnoBeHus

HassaHuwe nokasaTtenei Cneundomkaums PesynbTathl aHanu3os
Mukpo6uonornyeckas unctota — ObLuee konMyecTso He Gonee 10008 1T *2
MUKpoopraHnamos: Gaktepum

MukpoGuronorudeckas ynctota — Obiee KoNUYECTBO He 6onee 100B 1T *2
MUKPOOPraHW3MOB: APOMIOKW W rpUBHI

Mukpo6uonoruyeckas 4nctoTa - Escherichia coli: OtcytctBue B 11 2

*1 He sBnseTcA pyTUHHLIM METOAOM. TECTUPOBaHWE NPOBOAMNTCA 1 pas B roa.
*2 TecT NpOBOAUTCA B COOTBETCTBUM C NPOrPaMMOii (ONUCAHHON B AHL)

Hacroswwmm noateepxaalo, YTo BbilENPUBEAEHHAN MHAOPMaUNS SBNSETCS AOCTOBEPHON W TOuHOW. [laHHan cepus
npoaykuun Gbina npousseaeHa (BKIKOYAR YNaKOBKY/MapKUPOBKY) W NPOLUNA KOHTPOMbL KauyecTea Ha BblLLEYKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeboBaHUAMU GMP, yCTaHOBNEHHLIMN MECTHBIM PEryNATOPHLIM OPraHoM, a Takke
B COOTBETCTBMM CO CneulucbUKaLmein perncTPaLMOHHO! AOKYMEHTALMY, YTBEPXKAEHHON B YKpauHe Ans uccnegyemoro
NekapcTeeHHoro cpeacTsa.  [lpoTokonbl NPOW3BOACTBA, YNAKOBKM W KOHTPONA  KayecTsa Cepuy npoBepeHbl K
cooTBeTCTBYI0T TpeboBaHuam GMP.

Cepus BbinyLieHa B COOTBETCTBUM C AeNCTBYloL e Bepcueit AHI UA/11743/01/02.

[OaHHbIn cepTudnkaT kKa4ecTBa UMEET ANEKTPOHHYIO NOANMUCH.
CepTudumkar cospaH aBToMaTU4ECKM BaNMAUPOBAHHOM KOMNLIOTEPHOI nporpammoit SAP.




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUPUKAT KAYECTBA

fara: 11.03.2021
Crpanuua: 3/3

Kop Ne: 7D9061

Pokcepa®, TabneTku, BKpuTi nniskosoto o6onoHkoto, no 10 Mr Ne 90 (10x9) y 6nictepax
Kpaina-supobHuk: Cnoeeris

1 TabneTka MicTTL 10 Mr posyBacTaTuHy (Y BUrNAAi KanbLilo posyBacTaTuHy)
nikapcbka copma: TabneTkun, BKpUTi NNiBkoBoo 06010HKo0, No 10 Mr;

po3mip i Tun nakysaHHs: no 10 TabneTok y GnicTepi; no 9 GnicTepis y KAPTOHHIi KopobLi

Cepus: D94353 Pasmep cepuu: 22.620 LUT

ata BupobHuyrea: 10.2020 [laTa okoHYaHus cpoka rogHocTut: 10.2023
PeructpaumonHoe yaoctosepeHmne Ne:
UA - UA/11743/01/02

Ha3ssaHue v agpec nponssoauTens oTBETCTBEHHOrO 3a Bhinyck | JluLeH3na Ha npoussoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecTo
LLUmapbelwwka uecta 6

HoBo mecTo, 8501, CnoBeHus

[ara Bbinycka Ha pbIHOK: OTBeTCTBEHHOE NKLO 3a Bbinyck JIC Ha pLIHOK
07.12.2020 Tans [ipHoBLek
YNPABNEHWE KAYECTBOM

KPKA, a.a., Hoso mecto
LLimapbeluka uecra 6, 8501
CnoBeHua

OaHHbIN cepTrdMKaT KauecTsa MMEET AaNEKTPOHHYIO NOAMMUCE.
CepTngukaT cosaaH aBTOMaTUHECKN BaNUAUPOBARHOMN KOMNLIOTEPHOM nporpammont SAP.




(L4 KRKN

CEPTU®DIKAT AKOCTI KPKA A.4., HoBO MecTo
Dara: 07.07.2022
CropiHka: 2/2

Kon Ne: 7F0855

Pokcepa®, TabneTku, BKpUTi NNiBKOBOKO 060NOHKOI0, No 10 mr Ne 90

KpaiHa-BeMpoOHMK: CnoBeHina

1 rabneTtka, BKpUTa NNiBkoBol0 060NMOHKOID, MICTUTL 10 Mr posyBacTaTuHy (y Burnaai kansuUilo po3yBacTaTMHy)
nikapcbka cpopma: TabneTku, BKpuTi NNiBKOBOIO 0G0NOHKOND

po3wmip | TMN nakyBaHHA: no 10 TabneTok y Gnicrepi; no 9 GnicTepiB y KapTOHHIA kopobui

Cepis: DB3359 Poawmip cepil: 29.934 LUT

Dara eupobHuuTea: 04.2022 Jara 3akiH4yeHHs1 TepMiHy npuaatHocTi: 04.2025
PeecrtpauiiiHe noceigyeHHA Ne:

UA - UA/M1743/01/02

Hasga i anpeca supobHuka, BignosiaansHOro 3a Bunyck cepii: | JliueHsis Ha BUpOGHULUTBO Ne:
KPKA a.n., Horo mecto 800-13/2018-6

Llimap’ewka wecrta 6

Hoeo mecTo, 8501, CnoBeHin

Hasea nokasHUKiB Cneundikauin PeaynbTath BunpobysaHb Np.*
MikpobionoriyuHa aKicTL — He Ginbwe 100 KYOB1 T <10 2
SaranbHa KinbKicTs
APDKIPKOBUX Ta NNICEHEBMUX
rpmGis (TYMC)
Mikpobionoriusa sKicTs - BigcytHiB 1 r Bignosinae *2
Escherichia coli
Mp.* = NpumiTka
*1 He pymnnuii metoa. BunpoBysanus nposoantees 1 pas Ha pik.

*2 sunpoOyBaHHA NPOBOAMTLCH BIANOBIOHO A0 nporpamu (onucaHa B MKA)

Livm niaTBepmkylo, WO BULLIEHaBeAeHa iH(bOpMaLis € AOCTOBIPHOIO Ta TOMHOW. [laHa cepis npoaykuil 6yna supobneHa
(BKnovalouM nNakyBaHHsA/MapKyBaHHSA) i NpoOMLLINAa KOHTPONb AKOCTI Ha BULLIEBKa3aHii AiNbHULI B NOBHIA BignosigHOCTI i3
BumMoramu GMP, BCTaHOBNEHUMM MICLEBMM PpEerynsaToOpHUM OpraHoM, a TakoX Yy BignoeigHocti Ao cneuudikaulir
peecTpauiiiHol AoKymeHTauil, 3aTeepfkeHoT B YkpaiHi Ans pocnigpkyeaHoro nikapcbkoro 3acofy. [lpoTtokonu
BUPOOHMULITBA, NaKyBaHHSA | KOHTPONA SKOCTI NepeeipeHi i BignosigaoTs BuMmoram GMP.

Cepisn BUNyLieHa y BiANOBIAHOCTI i3 Ailouoto Bepcielo MKA UA/M1743/01/02.

[arta BUNYCKY Ha PUHOK: Ocoba, signosigansHa 3a sunyck f13 Ha pUHOK
06.06.2022 Tana [ipHoBIIEK

@xmﬁﬂg\

YMPABNIHHE S5:270)

KPKA, a5, Hosd mecra, =

LLimap’e/iia yecra 6, 8501 .
//+CricaeHia NN

Nannia ceprudhikat AKOCTI MAE ENeKTPOHHMIA Nianue.
CepruhikaT CTBOPEHO ABTOMATUYHO BanifAOBaHOID KOMITIOTEPHOIO Nporpamoio SAP.
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CEPTUDIKAT AKOCTI KPKA A.4., HoBO MecTo
Hara: 07.07.2022
Cropinka: 1/2

Kon Ne: 7F0855

Pokcepa®, Tabnetku, BKpUTi NNiBKOBOKO 060NOHKOI0, No 10 mr Ne 90
KpaiHa-BMpoOHMK: CnoBeHina

1 rabnertka, BKpuTa NNiskoBol0 060MOHKOID, MICTUTL 10 Mr posyBsacTaTuHy (y Burnaai kansuUilo po3yBacTaTMHy)

nikapcbka hopma: TabneTku, BKpUTi NNiBKOBOIO 0G0NOHKOKD

po3wmip | TMN nakyBaHHA: no 10 TabneTok y Gnicrepi; no 9 GnicTepiB y KapTOHHIA kopobui

Cepisi: DB3359

Poawmip cepil. 29.934 LUT

Hara supobHuuTBa: 04.2022

Jara 3akiHyeHHs1 TepMiHy npMaatHocTi: 04.2025

PeecrtpauiiiHe noceigyeHHA Ne:

UA - UA/11743/01/02

Hasea i anpeca BupobHuKa, BiANOBIAANLHOIO 32 BUNYCK Cepil:

KPKA a.a., Hoeo mecto
Llimap’ewika wecrta 6

HoBo mecTo, 8501, CnoBeHisn

Niuensia Ha BUpoOHMUTBO Ne:
800-13/2018-6

Hasea nokasHukKiB Cneundikauin PeaynbTath BunpobysaHe Np.*
Onuc TabneTtku Ginoro konNLOPY, KPYrNi, ASLO ABOOMNYKNI, Bignosinae -
BKpUTI NNiBKOBOK 060NOHKOID, TabneTkm 3i CKoWeHUMN
KpasiMu Ta 3 rpasipyeaHuam 10 3 ogHora Goky.
OaHopigHICTL A030BaHUX 3HayeHHs npuiEMansHoro yucna (AV) cknapae He 25 -
OOMHMLL — OQHOPIOHICTL Binbwe 15,0
BMICTY pO3YBACTaTUHY
CynyTHi gomilukn —aomiwka | He Ginbwe 0,8 % <=0,10 -
TP13
CynyTHi gomiwkm — gomiwka | He Ginbwe 0,3 % <=0,10 =
RSL
CynyTHi goMilKy — iHLi He Ginbwe 0,2 % <=0,10 -
OOMHWHHI
CynyTHi foMillku —3aranbHa | He Ginbwe 1,0 % <=0,10 -
KiNbKICTH
3anuiLKoBi pO3YMHHUKM — He 6Ginbie 5000 ppm 722 -
i3onponinoBuiA cNnupT
3anuILKOBi POSYMHHUKM — He Ginswe 5000 ppm <= 500 =
aueToH
IlneHTudbikalin posysacTaTuHy | Hac yTpuMyBaHHA niky po3yBacTaTUHY Ha Bignoeinae -
—BEPX Xpomartorpami poaunHy spaska (SaS) mae signosinamm
yacy yTPUMYBaHHA NiKy pO3yBacTaTUHY Ha
XpomaTorpami po34uHy cTaHgapty (SS)
lpenmudbikauin poayeacratuny | Mnsima Ha xpomartorpami po3unHy 3paska (SaS) mae - *1
—Twx BignoeigaTv 3a aHaveHHAM Rf Ta konbopom nnsami Ha
XpOMATOIpami posunHy craHaapry (SS)
lgenmucbikauin TiO2 PoaunH y Turni Habyeae xoeToro 3abapeneHHs Bignosinae *1
KinekicHWi BMIGT 95,0 - 105,0 % Bia 3asHa4eHol KinbKOCTI 99,2 = -
PO3yBaCTATHHY
PosuuHeHHA podyeacTatuHy | Yepes 45 xBUNUH Ma€E PO3YMHUTUCH HEe MeHwe 75 % 95 -100 \ -
{Q) Big 3a3HaveHOT KiNbKOCTI
MikpoGionoriyHa sKicTb — He Ginbwe 1000 KYO B 1T <10 *2
BarannHa KinbKicTs aepobHnx
mikpoopraHiamie (TAMC)

Nannia ceprudhikat AKOCTI MAE ENEeKTPOHHMIA Nianue.
CepruhikaT CTBOpEHO AaBTOMaTHYHO BANIAOBAHOI0 KOMN'IOTEPHOIO Nporpamoio SAP.



JEPKIIIKCITY)XXBA
JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH
Y JHIITPOIIETPOBCBHKIN OBJIACTI

Jlninpo, min.Cobopnua,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPI1IOY 37070665

BUCHOBOK
Npo AKICTH BBE3EHOI0 B YKpaiHy JIIKAPCHKOIO0 3aC00y
04.09.2022 Ne 35452/22/0411
POKCEPA®

(HaliMeHYBaHHA AiKkapchkoro 3acoy 3rijHO 3 peccTpallifHMM NOCBIIHEHHAM)
TabeTKn, BKPUTI IUIIBKOB 010 000.10HK010, 110 10 Mr mo 10 Tabuaerok y 6aicrepi; mo 9
fuaicrepiB y KapTOHHIH KOpoOLi

((hopma BUIIYCKY, AO3YBatiis, BUI NAKYBaHHd 1ikKapcskoro 3acody)
Homep peecrpauiitroro nocsinuenns UA/11743/01/02 crpok aii peectpauitinoro nocsinuenns 01.01.2099
Cepisa nikapebkoro 3aco6y Ne DB3359 KinbkicTh BBE3eHoro nikapeskoro sacoty 120

Bupo6uuk KPKA, x.x1., Hoso mecro, CroBenis

(naiiMenyBaHHs BUPOOHHKA JiKapChKOro 3acofy, KpaiHa MOXOKEeHH: )

BeeseHo B YkpaiHy TosapucTBo 3 odmeskenoro BiamosigansHicTio ""Benra JJIT", inenr.
won: 21947206

(uaiimMenysanns Ta koj 3a €JIPTIOY ropuauunol ocobu abo npizsuile, iM's, o 6atekosi (izunnol
oco0H - nianpuemid, i Micle NpoKHBaHHA Ta peccTpauiiiHnid Homep 00/1iKOBOT KAPTKK IJIATHHKA
nojarkis abo cepis Ta HOMED nacnopra)

[poTtokon Bisyanbhoro konrpomo sin 03.09.2022 Ne 07-01/1735/34.

3a  pesyabTaTaMH  JIEPKABHOTO  KOHTPOJIO  BCTAHOB/EHO, W0 JiKapcbkuit 3aci® BeeseHo B Ykpainy 3
AOTPHMAHHAM BHMOT 3aKOHOABCTBA LUOAO 3a0€3MeUeHHA AKOCTL NIKapChKUX 3ac00iB.

Havanpnux JlepsxaBHOT Cityx0H 3
JKapChKHX 3ac00iB Ta KOHTPOJIIO 3a

HapkoTukamu y JlninponerpoBehKiii A
3§ / &U[,(./A

FOnis OBUAPEHKO

obnacTi

(nocanosa ocoba oprauy JACPHKABHOIO KOHTPOIIO) {ni,rmuc‘{ (imiuianu ra npiseuume)
P e "_,‘::T:“?::-

Kontopuikosa [0nis +38(066)345-41-71
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