JEPAUIIKCIIYXKBA
HAEPXKABHA CJIYVXDBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KUIBCBKIU OBJIACTI

npocnekT Banepis Jlo6aHoscekoro, S1, M. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koxg €ZIPTIOY 37078774

BUCHOBOK
Npo AKICTL BBE3EHOro B YKpaiHy JIikapcbKoro 3acoly

09.03.2021 Ne 8444/21/10

POKCEPA®

(naliMeHyBanHS NikapcEKOro 3acofy 3riAHO 3 peecTpaLiiHuM MOCBiTICHHAM)
Ta0JIeTKH, BKPHUTi NIiBKOBOIO 060,10HK010, 110 20 Mr no 10 Tabierox y 6aicTepi; mo 3 Gaicrepn
y KapToHHiii Kopooui

(¢opma Bumycky, N03yBaHHS, BHJ NAKYBaHHA TiKapCLKOro 3aco6y)

Homep peectpaniitioro nocsinsenns UA/11743/01/03 crpox nif peecrpaniiinoro nocsimuenns 01.01.2099

Cepis nikapebkoro 3acoby Ne D94254 KinesxicTs BBe3eHOr0 nikapcrkoro 3acoby 120
BupoGHHK KPKA, n.1., Horo Mecto, ClioBeHis
(HaitmenyBanns BUPOGHHKA JNiKaPCHKOTO 3aC00y, KPAiHA TOXOKEHHS)
Baesero B VkpaiHy CuinbHe yKpaiHChK0-€CTOHChKE MiANPHEMCTBO y opMmi ToBapHCTBa
3 o0mMexeHoo BignosizaabnicTio "OnriMa-®apm, JITH", izent. xon:
21642228

(naliMeHyBaHHs Ta kox 3a €/IPTIOY 1opuauunoi oco6u aGo npi3BHILE, iM'A, 0 GaTeKoBi QizHunoi
0co6H - mianpuemng, i Miclie NPOXHBAHHA Ta peecTpauifiHmii HoMep 06MikOBOT KAPTKM ITATHUKA
noaarkis abo cepis Ta HoMep macnopra)

IIpoTokoa BisyansHoro kourTpomo Bin 26.02.2021 Ne 0517/50.

3a pesyibTaTaMH J€pPXAaBHOrO KOHTPONIO BCTAHOBJEHO, INO JHKAapChKHMM 3aci6 BBE3eHO B Vkpainy 3
AJOTPHMAHHSAM BHMOT 3aKOHOJABCTBA WIO0 3a6e3eUeHHA TKOCTI JliKapchKuX 3acobis.
i
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BaCTﬁH?XK‘mf fanbHiKa CryxGu Ounexciit COJIOIPAIA
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

Narva: 18.02.2021
Ctpanuua: 1/2

Kog Ne: 7D9064

Pokcepa®, TabneTtku, BKpUTI NNiBKOBOK 060Mn0HKO no 20 mr Ne 30;

KpaiHa-BmpobHuk: CnoseHis;

1 TabneTka MICTUTL po3yBacTaTuRy (y BUrNsAAi kanbLito posyBacTtaTuHy) 20 mr;
nikapcbka copma: TabneTkn, BKpUTI NNiBKOBOO 0BONOHKOIO;

po3mip i Tun nakyeaHHs: no 10 TabneTok y 6nicTepi, no 3 BnicTepu y KApTOHHIM kopobui

Pa3mep cepun: 14.424 WUT
[ata okoH4yaHus cpoka rogHocTu: 10.2023

Cepusi: D94254
[ara Bupobnuursa: 10.2020

PeructpaunonHoe yaoctosepenmne Ne:
UA - UA/11743/01/03

HassaHune n agpec npon3BoAuTENs OTBETCTBEHHOIO 3a BbiNyck | JluueH3nsa Ha npoussoacTeo Ne:
cepwvu: 800-13/2018-6

KPKA a.a., HoBo mecto
LLimapbeluka yecta 6

HoBo mecTo, 8501, CnoBeHus

Cneuudpukaums PesynbTaThl aHanmaos
Tabnetkn 6enoro LBeTa, Kpyrable, NOKpbITbie
NNeHOYHOM 0BONOYKONR, CO CKOLUEHHBIM BOKOM.
3HayeHne nokasarens npuemnemocTu (AV) 2,2
coctaBnseT He 6onee 15,0

Bpemsa yaepxxanusi nuka podyBacTaTuHa Ha
XpomaTorpaMmme UCnbITyemoro pacteopa (Sas)
AOMKHO COOTBETCTBOBATb BPEMEHU ylepXXaHWsA
nuKa po3yBacTtaTuHa Ha XpoMaTorpamme
CTaHaapTHOro pacrteopa (SS).

PacTBop B TUFne CTaHOBUTCSA XENTbIM.

MNAaTHO Ha XpoMaTorpaMme UCMLITYEMOTO PacTBopa *1
(SaS) aomkHO cooTBETCTBOBATL N0 BennynHe Rf

1 LIBETY NSATHY Ha XpOMaTorpaMme CTaHAapTHOIO

pactBopa (SS).

HaseaHune nokasarenein

Onwucaxve CooTBeTcTBYyET

O[HOPOAHOCTL A03VNPOBAHHbIX €ANHULL - 0AHOPOAHOCTD
COAepXaHus po3yBacTaTuHa

Maentndmkaums posysacrtatmia - BOXKX CooTBeTcTBYET

NaenTtndumkauma TiO: CooTBeTtcTBYET *1

NpeHTudnkaumsa posysacratuHa - TCX

PoacTBeHHble npumeck - npumecs TP13 He 6onee 0,8 % <=0,10
PoacTBeHHble npumeciy - npumecb RSL He 6onee 0,3 % <=0,10
PoacTseHHble NpUMECH - APYIYe MHAMBUAYaNbHbIE He 6onee 0,2 % <=0,10
PoacreeHHbie npuMeck - obLlee KONn4ecTso He Gonee 1,0 % <=0,10
KonnuecTBeHHoe coaepxanune posyBacratnHa 95,0% - 105,0% OT 3asBNEHHOrO kKonMyecTsa 98,6
PacTBopeHrme po3yBacTaTuHa Yepes 45 MUHYT A0MKHO pacTBOPUTLCS He 95 -99
meHee 75 % (Q) oT 3asBn. KONuY.
OcTaTouHbie pacTBOPUTENN - U30NPONUNOBLIA CANPT He Gonee 5000 ppm 586
OcTaTouHbIe pacTBOPUTENN - aLIETOH He 6onee 5000 ppm <=500
Mukpobuonoruyeckas uncrora - ObLuee KONNMYECTBO He Gonee 10008 11 <10 *2

MUKPOOpraHn3mMoB: 6aKTepvw|

JlanHbIf CEpTNVKAT Ka4eCTBA MMEET JNIEKTPOHHYI0 NOANMUCh,

CepTudukaTt co3aaH aBTOMaTUYECKN BanWaMPOBaHHOR KOMNbIOTEPHON Nporpammon SAP.
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(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOPUKAT KAYECTBA

Nata: 18.02.2021
CTtpanuua: 2/2

Kog Ne: 7D9064

Pokcepa®, TabneTku, BKpUTI NNiBKOBOIO 060510HKOW No 20 mr Ne 30;

Kpaina-BupobHuk: CnoeeHis;

1 TabneTka MiCTUTL posyBacTaTuHy (y BUrNaZi KanbLilo podysactaTtuHy) 20 Mmr;
nikapcbka dopma: TabneTkun, BKPUTI NNIBKOBOIO 060NOHKOI0;

poamip i TN nakysaHHs: no 10 TabneTok y Gnictepi, no 3 GnicTepn y kapToHHiik kopobLi

Cepus: D94254 Pasmep cepuu: 14.424 WIT
[aTa BupobHuurea: 10.2020 [laTa okoHYaHus cpoka rogHocTu: 10.2023

PeructpaynonHoe yaoctoBepermne No:
UA - UA/11743/01/03

HaseaHue n agpec npoussoauTens OTBETCTBEHHOTO 3a Bbinyck | JIMLEH3WA Ha npouseoacTeo Ne:
cepwu: 800-13/2018-6

KPKA n.a., HoBo MecTo
Wmapbelka yecra 6

HoBo mecTo, 8501, CnoBeHusi

HasaHue nokasatenen Cneundukaums PesynbTaThl aHanuios

Mwukpobuonoruyeckas uncrota - Obuiee KoNMYECTBo He 6onee 100811 <10 *9

MWKPOOPraHU3MOB: 1POXOKU U PG
Mukpobuonoruyeckas uncrora - E. Coli OtcytctBne 8 11 CooTteeTcreyer *2

*1 He ABNSETCA PyTUHHLIM METOA0M. TECTUpPOBaHNE NPOBOAUTCS 1 pa3 B rog.
*2 TecT NPOBOAMTCS B COOTBETCTBUW C NPOTPAMMOiA (ONUCaHHO B AH[)

HacToswwmm noaTeepxaato, uTo BbiluenpuBeAeHHas MHOPMaLMS SBNSETCH  OCTOBEPHONM M TOUHOW. NaHHaa cepus
npoAykuMm bbina npousseAeHa  (BKMIOYAA yNakoBKy/MapKUPOBKY) M NpoLUNa KOHTPONb KayecTsa Ha BblLUEYKa3aHHOM
y4acTke B NOSHOM COOTBETCTBUM C TpeGoBaHNAMN GMP, yCTaHOBNEHHBIMW MECTHLIM PErYNATOPHLIM OPraHoM, a Takxke
B COOTBETCTBUM CO cnelucbukaLnein perucTpaumnoHHoi AOKyMEHTaLuK, yTBEPXAeHHON B YKpauHe Ans uccnegyemoro
nekapcTBeHHoro cpefcTsa.  [poTokonbl NPOM3BOACTBA, YNaKOBKW W KOHTPONS  KavecTBa cepum npoBepeHbi K
cooTBeTcTBYIOT TpeboBaHuam GMP.,

Cepus BhinyljeHa B COOTBETCTBUN C AeACTBYIOWEN Bepcuen AH UA/M11743/01/03.

[ata Bbinycka Ha pbIHOK: OTBeTcTBEHHOE NUMLIO 3a BhINyck JIC Ha peIHOK
07.12.2020 TaHs [IpHoBLIEK

@xuo\f&“&g\

YNPABNEHNE KAYECTBOM
KPKA, a.4., HoBo MecTo
LiImapbeluka uecta 6, 8501
CnoeeHus

[laHHbIA cepTumrKaT Ka4ecTBa UMEET INEKTPORHYIO NOANUCH. 3
CepTudukar co3pan aBTOMaTUHECKN BanNnvaNPOBAHHON KOMMbIOTEPHO Nporpammon SAP.




MEPEKNAL OPUMHANBHOI O CEPTUMIKATY SKOCTI

CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA a.4., HoBo mecTo

[ata apykyBaHHs cepTugikaty

Cropinka: 1/2

Kopg Ne: 7D9064

Pokcepa®, Tabnerkn, BKpuTi nniBkoBoio 060n0oHKo0 no 20 mr Ne 30;

KpaiHa-BupoOGHuK: CnoseHis;

1 Tabnertka MiCTUTL po3yBacTaTuHy (y BUFMIAAI Kanbuilo posyBacTaTuHy) 20 wmr;
nikapcbka popma: Tabnetku, BKpUTi NNiBKOBOIO 060NMOHKOI0;

po3Mmip i Tun nakysatusi: no 10 Tabnerok y 6nicrepi, no 3 6nictepu y kapronsii kopo6ui

Cepis: D94254 Posmip cepii: 14.424 WIT

[fara supobruyrea: 10.2020 [lara sakinvyeHHA TepMiHy npuaaTtHocTi: 10.2023

PeecTpauiiiHe nocsigyeHHs Ne:
UA - UA/11743/01/03

Hasea i agpeca BupoGHuka, BignosigansHoro 3a sunyck cepii: | JliueHsis Ha Bupo6GHULTEO Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

Limap’ewka uecra 6

Hoso mecTto, 8501, CnoBenin

Haasa nokaaHukis Cneuudikauis PesynbTaty sBunpobysaHb Mp.*
Onuc TabneTtku 6inoro konbLOPY, KPYIAi, BKPUTI NNiBkoBOIO Bianosipae -
0BOMOHKOW, 3i CKOLUEHUM KPaeM.,
OAHOPIAHICTb 4030BaHNX 3HaueHHs NpuMansHoro uucna (AV) cknapae He 2,2
OAVHWUbL — OQHOPIAHICTL Ginbwe 15,0
BMICTy po3ysacraTuhy
IneHTudikaLin posysacTaTuHy | Hac yTpumyBsaHHs niky posypacTaTiHy Ha Bianosinae -
- BEPX Xpomarorpami posumHy 3paska (SaS) mae sianosigatu
4Yacy YyTpUMyBaHHA NiKy po3yBacTaTuRY Ha
Xpomarorpami po3unHy craHgapty (SS).
InenTudikauis TiO2 Po3uuH y TUrNi cTae XOBTUM Bianosigae "1
IaenTudikauis posysactatuy [ Mnsima Ha Xpomatorpami posuMHy 3pa3ka (SaS) mae | - *1
- TWX BiAnosiaaT 3a sHaueHHsM Rf Ta sabapsneHHAM
NAAMI Ha Xpomarorpami posuuHy craHgapry (SS)
CynyTHi aomiluku — gomiwka | He Ginbwe 0,8 % <= (0,10 .
TP13
CynyTHi pomiwky - fomiwka | He Ginbwe 0.3 % <= 0,10
RSL
CynyTHi AoMiLKN ~ iHLi He Ginbwe 0,2 % <= 0,10 -
OAWUHWUYHI
CynyTHi nomilkn — 3aransHa | He 6Ginble 1,0 % <= 0,10 -
KiNbKiCTh
Kinbkichun smict 95,0 % - 105,0 % 8ia 3a3HaueHol KiNbkocTi 98,6 -
po3ysacraTtuHy
Po3uuHeHHs posysactatuiy | Yepes 45 XBUAMH MaE PO3YMHUTUCA He MeHwLe 75 % 95-99 -
(Q) big 3asnayeHoi kinbkocTi
3anmuKoBi PO3HUHHUAKA — He Ginbwe 5000 ppm 586 -
isonponinosui crupT
3anuLLIKOBI PO3UNHHMKY — He Ginbwe 5000 ppm <= 500 -
auUEeToH
MikpoGionoriuna uucrora — He Ginbwe 1000811 <10 )
3aranbHa KinbkicTe
MiKpoopraHi3mis; HakTepii

[Oanui ceptudikat AkocTi Mae eNexTPOoHHUA nignuc.
CepTudikat CTBOPEHO aBTOMaTUHHO BaNif0BaHO0 KOMITIOTEPHOIO NPorpamMois SAP.




(T4 KRKN

CEPTUDIKAT AKOCTI KPKA 4.A., Hoso mecTo
{lava apykyBaHHA cepTudikaty
Cropinka: 2/2

Kog Ne: 7D9064

Pokcepa®, TabneTxu, BKputi nniBkoBoto o6onoHkoo no 20 mr Ne 30;

KpaiHa-BupoBHUK: CrioBeHis;

1 Tabnerka MiCTUTL po3yBacTaTuHy (y BUrnNAAi Kanbuilo posyBacTaTuny) 20 mr;
nikapceka cpopma: TabneTkn, BKpUTI NNIBKOBOK 060MOHKOI0;

PO3Mip i Tun nakyBaHHs: no 10 Tabnetok y 6nicrepi, no 3 6nicrepu y kapToHHiii Kopobui

Cepis: D94254 Po3amip cepii: 14.424 WT
[ara supobruyrea: 10.2020 [ata 3akiHuyeHHs TepmiHy npuaaTHocTi: 10.2023

PeecTpauiitne nocsiguyeHHs Ne:
UA - UA/11743/01/03

Hassa i agpeca BupoGHuka, BianosiaanbHOro 3a eunyck cepii: | NileHsia Ha 81poBHUYTBO Ne:
KPKA n.a., HoBo mecTo 800-13/2018-6

LUmap’ewka yecta 6
Hoso mecTo, 8501, Cnosedis

Ha3sa nokasHukis Cneuugikauis PesynbTatn Bunpobysans Mp.*
Mixpo6ionoriuna unctora - He Ginbwe 1008 11 <10 *2
3aranbHa KinbKicTe
MIKpPOOpPraHi3Mis: ApixaXi Ta
rpubu

Mikpobionoriuna yncrora BiacymHiB 11 Bianosigae *2
- E. coli

Mp.* = Npumitka
*1 He pyTviHmi meToa. Bunpobysanns nposoanTeca 1 pa3 Ha piK.

*2 8unpoBysaHHA NPCBOANTLCA BIANOBIAHO A0 NPOrPamMu (ONUCaHa 8 MKSA)

Uum ninTeepaxyto, Wo BueHaseneHa indopmalis € AOCTOBIPHOI Ta TouHOI0. [laHa cepia npogyKuii Gyna BupobBnexa
(BKNIO4AIOYM NaKyBaHHS/MAPKYBAHHSR) | NPOALLNA KOHTPONb SKOCTI Ha BULIEBKA3AHIN AineHuUi B NoBHIM BignosigHocT i3
sumoramu GMP, BCTaHOBMEeHWMU MicLEBUM PErynATOPHUM OpraHoMm, a TakoX y BignosigHocti go cneyudikaLlil
peecTpauiitoi  AokymeHTauil, 3aTBepmkeHoi B YkpaiHi gns AOCRifpKyBaHOro nikapcbkoro  sacoy.  Mpotokonu
BUPOBHULITBA, NakyBaHHS | KOHTPONS AKOCTI nepesipeHi i BignosigatoTs BUMoram GMP.

Cepis sunywera y signosigHocTi i3 gilovoto Bepcielo MKA UA/11743/01/03.

[ata sunycky Ha puHOK: OcoGa, sianosinanbha 3a sunyck J13 Ha pUHOK
07.12.2020 Tans [pHoswex, /Mnignvc/
{ {‘ IKRIKA YIMPABNIHHS SKICTIO
KRKA, KPKA, n.4., HoBo Mecto
tovarna rdravil, o,  WMap'e wka Lecra, 8501
Novo mesto CnoseHis

[lanuit ceptucikar akocTi Mae enekTporHUit Nianue.
CepTudikaT CTBOPEHO aBTOMATUYHO BaNAOBAHOK KOMN'IOTEPHOIO Nporpamoto SAP.




NEPEKNAL OPUTHANBHOIO CEPTUDIKATY AKOCTI

CEPTUDIKAT SKOCTI

( T4 KRKA

KPKA aa., Hoso mecro

[Dara apykyeanus ceprudikary

Cropiuka: 1/2

Kop Ne: 7D9064

Pokcepa®, rabnertku, sk
KpaiHa-Bupo6Huk: Cnosenis;
1 Tabnertka mMicTuTs posysacTatuHy (y eurnaal kanbuiio posyBacTaruHy) 20 mr;
nikapcbka topma: Tabnetku, BKpuTi nniskosolo obonoukow;

po3mip i Tun NakysaHHs: no 10 Tabnevok y 6nictepi, no 3 6niictepu y kapronHi Kopo6ui

puTi nniskoBolo 06010HKOIO NO 20 Mr Ne 30;

Cepisi: D94662

Posmip cepii: 5.183 WIT

[ara supobHuyrsa: 10.2020

Hara 3akinuenHs TepMiHy npugatHocTi: 10.2023

UA - UA/11743/01/03

Peectpauiiive nocsigueHHs Ne:

Hassa i anpeca supoGHuka, BiAnosinaneHoro sa BUnYycK cepil: | Miyexsis ra BUPOBHUYTBO No:
KPKA a.4., HoBo mecto 800-13/2018-6
Wmap’ewxa uecra 6
HoBo Mecro, 8501, Cnogenis
Haasa noxashukis Cneumdikayis PesynbTaty BUNPOBYBaHL fp.*
‘Onuc TafineTku Ginoro KoAILOpy, Kpyrai, BKPUTI nniskosoio Binnosigae .
0BOROHKOIO; 3i CKOLUIBHIM Kpaem.
OnropigHicTs Aosoranmx 3HaveHHs npuitMansHoro uucna (AV) cknagae He 29 .
OAUHMLL ~ OAHOPIAHICTL Ginbwe 15,0
BMICTy posysacraTiny
InexTugikauis Po3ysacTaTuHy | Hac yTpumysaHHs niky posysacTatuky Ha Bianosigae -
- BEPX Xpomarorpami posuuHy 3paska (SaS) mae sinnosigaty
4acy yTpumysaHHs niky posyBacraTuHy Ha
Xpomarorpami posuuHy cTangapry (SS)
laenTudikauis TiO, PosuuH y Turni crae xosTHM Bignosigae *
laenndikauis posypacratudy | Inama na XpomaTorpami po3unny spaska (Sas) mae - *
-~ TWX BlanosigaTi 3a sHavennam Rf Ta 3abapBrieHHsM Mnami
Ha xpomaTorpami posuuny CraHgap1y (SS)
CynyThi pomiuiiku — gomiwika | He Ginsive 0,8 % <= 0,10 -
TP13
CynyTHi AOMilKK ~ foMiuka | He Ginbwe 03% <= 0,10 .
RSL
CynyTHi fOMiLKY — jHuwi He Ginbwe 0,2 % <=0,10 -
ofuHuyHI
CynyTHi aoMiusm — 3aranbha He 6inbwe 1,0 % <=:0,10 -
KinekicTs
Kinokicxwni smict 95,0 % - 105.0 % sia sasHaveror «nbkocTi 100,8 -
posysacraruny
Poauurenns PosysactatuHy | Yepes 45 xBunun mac POSHMHUTUCH He MeHwe 75 % 95 - 96 -
(Q) Big 3asHaueHof nbxoCT
3anuuwikosi posuMHHUKM — He Ginewe 5000 ppm 709 -
isonponinosuit ciupr
Sanuuwikosi poaunHHUKY — He 8inbwe 5000 ppm <= 500 -
aueroH
MikpoGionoriyna wucrora—. | we Ginbwe 10008 1r <10 2
3aranbHa Kinbkicrs
MiKkpoopraniamis: Gakrepir

Bannit ceptueikar sxocTi Mae ENeKTPOHHWI nignuc.
Ceprudpikar CTBOPEHO aBTOMAaTHYHO Baniqosatol KOMI'I0TepHOI0 Nporpamoio SAP,
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( T4 KRKA

CEPTU®DIKAT AKOCTI KPKA 4.4., Hoso mecro

BAava ppykysanna cepTudikary
Cropinka: 2 /2

Kog Ne: 7D9064

Poxcepa®, rabnerku, BKPUTI nniskoBoio 060n10HKO No 20 mr Ne 30;

kpaita-Bupo6Huk: Cnosenis;

1 Tabnetka micTuts posyBacraTuny (y surnagi kanbuiio po3yBacraruny) 20 mr;

nikapceka hopma: Tabnerku, skputi nniskosoio 060n0oHKoI0;

Po3Mmip i Tun nakysanus: no 10 Tabnerok y 6nicrepi, no 3 6nicrepu y kaprousii Kopobui

Cepis: D94662 Poamip cepi: 5,183 LUT

Aara eupobHuyrea: 10.2020 [ara 3akinvenns TEpMiHY npuaatHocTi: 10,2023
Peectpaliiie nocsiguerts Ne:

UA - UA/11743/01/03

HasBa i agpeca BUpoGHUKa, BignoBigansHoro 3a Bunyck cepii: | Niyexsis Ha BUpoBHUYTBO Ne:
KPKA a.a., HoBo Mecto 800-13/2018-6

Wmap’ewka uecra 6

Hoso mecTo, 8501, Criosenis

Hassa noxasnukis Creuudikayis Pesynbrary BunpoByaami Mp.*

MikpoGionoriuna yucrora - He Ginbwe 1005 1r <10 *2

BaranbHa kinskicrs

Mikpoopraniamie: apbkaxd Ta
Mbu

MixpoGionoriuna uncrora - E. Biacytvis 1 ¢ Bignosigae *2

coli

Mp.* = MNpumitka

*1 He pytusHmit meTog, Bunpobysanns NpoBoAuTLCA 1 pa3 Ha plk.

*2 BunpoGysanns NpoBoAnTLCS BignosiaKo A0 nporpamu (onncana s MKsT)

Uum nigreepxyio, wo BUllleHaBsegeHa iHgopmalin & HAOCTOBIPHOIO Ta TOuHOID, Hana cepis nNpoaykuli 6yna aupoBnenxa
(Bknioyaloun nakyBaHHs/MapkyBaHHs) i npoiiuna KOHTpOnNe AKOCTI Ha BULEBKa3aNij AiNbHUYi B nosHii BignosigHocTi ia
BUMoramn GMP, scraHoBneHuMy MicLesum PeTYNATOpHUM OpraHoM, a Takox Yy BignosigHocti go crieyudpikauyir
PeecTpauiitol  gokymeHTayi, sareepmpkeHol 8 Ykpaiwi ans Aocnimkysaxoro nikapcekora 3acoby.  MMporokonu
BUPOGHULTBA, NnakyBaHHs i KOHTpONA axocTi nepesiperi i siAnosigaioTs BUMOram GMP,

Cepis Bunywena y BianosigHocTi i3 gilouow Bepcielo MKA UA/11743/01/03.

nafa BUMYCKY Ha pUHOK: Ocoba, signosigansua aa Bunyck 13 Ha punox
22.12.2020 ‘ Tans [phostuex, Inigriac/
( { KRKA VTIPABIIIHHS SIKICTIO
KRKA, KPKA, a.4., Hoso mecro
fovarno zdravil o A, limap'e wka uecra 6, 8501
Novo mestc Chosenis

Dannik ceprugpikar akocti Mae enexTpoHHuiA nignue,
Ceprudikar craopeto aBTOMaTHYHO BaninosaHoio KOMN'KOTepHOI0 niporpamolo SAP,




CEPTU®UKAT KAYECTBA

KRKA, d.d., Novo mesto

DNata: 25.03.2021
Ctpanuua: 1/2

(T4 KRKA

Kon Ne: 7D9064

KpaiHa-BupobHuk: CnoseHis;

Pokcepa®, TabneTku, BKpUTi nniskoBoo 06010HKoK NO 20 Mr Ne 30;

1 TabneTka MicTUTL posyBacTaTuHy (y Burnsai kanbLjo posysacTaTtuHy) 20 mr;
nikapcbka chopma: TabneTku, BKpUTI NNIBKOBOIO 060noHkoIo;
Po3Mip i Tun nakyeaHHs: no 10 TabneTok y 6nicTepi, no 3 GnicTepy y kapToHHiIi kopobui

Cepus: D94662

Pa3smep cepun: 5.183 LUT

arta BupobrHuyrea: 10.2020

{lata okoH4YaHus cpoka rogHoctu: 10.2023

PeructpaunorHoe yaoctosepenue Ne:
UA - UA/11743/01/03

cepum:
KPKA a.a., HoBo mecto
lUmapbewka yecra 6

HoBo mecTo, 8501, Cnosenus

Ha3ssanue 1 agpec npoussoanTens oTeeTcTBEHHOMO 38 BbInycK | JInueHsus Ha nponseoacTso Ne:

800-13/2018-6

HassaHnue nokasartenei

Cneuundwmkauus

Pesyn bTaTbl aHaNU3oB

Onucanuve

OAHOPOAHOCTL A03NPOBAHHBIX EANHML - OAHOPOAHOCTbL
COAEPXaHNA po3yBacTaThHa
MaeHTudmnkauma posysactatha - BOXKX

WaeHtudukaums TiO:
WnenTudmkaums posysacratnha - TCX

PoacTeeHHble npumecy - npumecs TP13
PoacTeenHble npumeck - npumecs RSL
Poacrsennbie npumecy - apyrve MHAMBMAYaNbHbIEe
PoacTaenHble npumecy - obLiee konvuecTso
KonuuecTseHHoe copepxaHue posysacTatuna
PacTteopeHue posysactatuHa

OcTatouHble pacTBopuTeny - M30MponunoBLIA CNpT
OcTaTouHble pacTBopuTeny - aueToH
Mukpo6ronoruueckas unctora - Obwee konuyecTeo
MUKpoopraHuamos: 6akrepun

TabneTku 6enoro upeTa, Kpyrnble, NOKpbIThie
NNEHOYHON 060MOYKOIA, CO CKOLLEHHBIM BOKOM.
3HaueHme nokasatens npuemnemocTy (AV)
coctasnseT He 6onee 15,0

Bpems yaepxahus nuka posysactatuHa Ha
XpoMaTorpamMMme McnbITyeMore pacteopa (Sas)
AOMKHO COOTBETCTBOBATL BPEMEHU yaepKaHNS
Nuka posysacTaTuHa Ha xpoMaTtorpamme
CTaHaapTHOro pacTsopa (SS).

PacTBop B TUrne CTaHOBUTCS XenThbiM.

MATHO Ha xpomaTorpamMme uCnbITyeMoro pacTeopa

(SaS) pomxHO cooTseTCTROBATL NO BENUUMHE Rf
U LBETY NATHY Ha XpOMaTorpamMMe CTaHaapTHOro
pacteopa (SS).

He 6onee 0,8 %

He Gonee 0,3 %

He Gonee 0,2 %

He 6onee 1,0 %

95,0% - 105,0% OT 3a9BNEHHOr0 KONMYECTBA
Yepea 45 MUHYT A0MXHO pacTBOPUTLCS He
meHee 75 % (Q) ot 3anBn. konwu,

He Gonee 5000 ppm

He Gonee 5000 ppm

He 6onee 10008 1

CooteeTcTBYyeT
2,9

CoorseTcTByeT

Cooteercrayer

<=0,10
<=0,10
<=0,10
<=0,10
100,8

95 -96

709
<= 500
<10

*1
*1

*2

BaHHbIN CepTUIKAT Ka4eCTBa UMeeT SNEKTPORHYIO HOATNCS,

CepTudukat cospaH aBToMaTvuecku BanuAMpOBaHHOW KOMNbIOTEPHOM Nporpammoit SAP.




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fata : 25.03.2021
Crpanwua: 2/2

Kopa Ne: 7D9064

Pokcepa®, TabneTku, BKpUTi Nniskosolo oBonoHkoto no 20 mr Ne 30;

KpaiHa-BupobHuk: Crnosenis;

1 TabneTtka micTuTb posysacTaTuHy (y Burnsgi kanbuito posyBsacTatuHy) 20 mr;
nikapcbka hopma: TabneTknu, BKPUTI NNiBKOBOIO 060MOHKOIO;

PO3MIp i TUN nakyBaHHsA: no 10 TaBneTok y Bnictepi, no 3 6nictepu Y KapTOHHit kopobLji

Cepus: D94662 Pasmep cepuu: 5.183 LUT

ara BupobHuuTea: 10.2020 fata okoHyaHumsa cpoka rogHoctu: 10.2023
Peructpaumontoe yAocTtoBepenune Ne:
UA - UA/11743/01/03

Hassanue v agpec NPOU3BOANTENA OTBETCTBEHHOIO 32 Bbinyck | JlnueHsna Ha npoussoacTeo Ne:
cepuum: 800-13/2018-6

KPKA a.a., HoBo mecto
LUmapbewka uecra 6

HoBo mecTo, 8501, CnoBeHus

HassaHue nokasatenen Cneumcpmnkayus PesynbTaTthl aHanusos
Mukpobuonoruueckas uncrota - Obuiee konnyecTso He 6onee 1008 1 r <10 *2
MWUKPOOPraH3MOB: APOXOKW U TPUGHI

Mukpoburonoruyeckas uucTora - E. Coli OtcytctBe B 11 CooTBeTcTayeTt *2

*1 He sBnseTcs pyTuHHbIM MeTog0M. TecTMpoBaHWe NpoBOANTCH 1 pa3s B roa.
*2 TecT NpoBOAWTCA B COOTBETCTBUM C Nporpammoii (onucanHomn 8 AH[)

HacToswmm noarteepxgato, uto BbilleNpuBegeHHan vHgopMauus siBRsieTcs AOCTOBEPHON U TOYHOA. [laHHas cepus
APoAykuumn Bbina npousseaeHa (Bknioyas ynakosky/MapKknpoBky) 1 npowna KOHTPONb KavecTBa Ha BbilLeykazaHHOM
y4acTke B NOSHOM COOTBETCTBUM C TpeGoBaHUAMM GMP, ycTaHOBNEHHBIMN MECTHBIM PEryNATOpHbLIM OpraHoM, a Takke
B COOTBETCTBUW CO cneuyudukaumnei PEMCTPaLNORHON AOKYMEHTaUMK, YTBEPKAESHHON B YkpauHe ans uccnenyemoro
nekapcTeeHHoro cpeactBa.  IMpoTokonbi NPOM3BOACTBA, yNakoBKM W KOHTPONS  kauyecTsa cepun npoBepeHbl U
COOTBETCTBYIOT TpeboBaHuaM GMP.

Cepus BbinyweHa B coOTBETCTBUM ¢ AENCTByIOLLEN Bepcueil AH1 UA/11743/01/03.

Aata Beinycka Ha pbiHok: OTBeTcTBeHHOE NUUO 3a Bbinyck JIC Ha phiHok
22.12.2020 Tana JpHosiuek
YNPABNEHUE KAYECTBOM

KPKA, a.a., Hoso mecto
LWmapsbewwka uecra 6, 8501
CnoBeHusi

HanHbiii cepudmkaT kKauecTea nmeeT ANEKTPOHHYIO NOANWUCS,
CepTtndukaT cosnaH asToMaTHyecky BanMANpOBaHHOM KOMNLIOTEPHON nporpammois SAP,




HAEPKINKCITYXBA
AEPXKABHA CJIYXBA 3 JIIKAPCI)KI/.IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KUIBCBKIN OBJIACTI

npocnekt Banepis Jlo6anoscekoro, 51, m. Kuis, 03110, ten/pakc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua,https://www.dls.gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKiCTh BBe3eHOro B Ykpainy JiKapCLKOro 3acoby

13.04.2021 Ne 17199/21/10

POKCEPA®
(naliMenyBauus fikapchLKoro 3aco6y 3Ti;HO 3 peecTpauiiinum TIOCBiAYCHHAM)
Ta0JIETKH, BKPHTI ILTIBKOBOIO o000os10HK010, m0 20 Mr no 10 TaéaeTok y Oaicrepi; no 3 Gaicrepn
Y KapToHHiii kopobui
(topma Bunycky, no3yBauus, Bux TIaKyBaHHs! JIKapChKOro 3aco6y)

Homep peectpaniitioro noceimuenns UA/11743/01/03 CTpOK Aii peectpauiiivoro noceizuerns 01.01.2099

Cepis nikapcrkoro 3aco6y Ne D94662 KinpkicTs BBe3enoro nikapcrkoro saco6y 720
BupoGHuk KPKA, n.1., HoBo MecTo, CrioBenis
(HaliMeHyBaHHS BHPOGHMKA MiKapcrKoro 3acoby, Kpaina MOXOKEHHS)
BeeseHo B Vpainy ChinbHe ykpainchko-ecToncnke mixnpuemMcTBo y Gopmi TOBAPHCTBA
3 00MexKeHo10 BignoBiNaANLHICTIO "OHTima-(I)apM, JITA", inenr. xox:
21642228

(HalMeHyBauHs Ta KO 3a C€IPIIOY iopuauynoi ocobu aGo TIpi3BHINE, iM'A, HO 6aThKOBI ¢iznynoi
oco6u - mignpuems, i Micue TIpOXKHBAHHS Ta PEECTPaliHMIt HoMep 0BITiKOBOT KapTKH IUIaTHUKA
nonarkis abo cepis Ta Homep nacnopra)

Hporoxon Bisyansroro xontpomo sin 06.04.2021 Ne 1046/9.

3a  pesynpTaTamMm  JepKaBHOTO KOHTPOJIIO BCTAHOBNEHO, WO JHKApChKMM 3aci6 BBeseHO B Vkpainy 3
AOTPHMAHHAM BHMOT 3aKOHOJABCTBA o0 3a6e3reYeHHs AKOCTi NiKapCLKUX 3aC061B.
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