NEPEKNAL OPUTTHANTbHOIO CEPTU®DIKATY AKOCTI

(T4 KRKN

CEPTUDIKAT AKOCTI KPKA a.a., Hoso mecto
Rara gapykysaHHa ceptudikaty
CropiHka: 1/2
Koa Ne: 7D9406

Aropuc®, rabnetxu, Bxpuri nniskosoio o6onotkoto, no 40 mr Ne 30 (10x3) y 6nictepax
KpaiHa-BupobHuk: CnoseHin

1 Tabnetka micTutb 40 Mr aropsacraTuHy Y BUrNAAl aTopBacTaTUHY KanbLilo

nikapcbka copma: Tabnetku, BKpUTi NNiBKoBOK 060N0HKOI0, NO 40 Mr

po3mip | Tun nakysanHn: 10 Tabnetok y Gnicrepi, no 3 Gnicrepu y kopobui.

Cepin: NK3895 Po3amip cepii: 2.876 LUT

Hara eupobuuyrsa: 11.2020 [ara sakiHueHHs TepMiHy npugaTHocTi; 11.2022
Peectpauiiihe nocsinuerHs Ne:

UA - UA/8671/01/01

Hassa i agpeca supobhuka, signosifansHoro 3a sunyck cepii: | JliueHain Ha BupoBHULTEO Ne:
KPKA a.a., HoBo mecro 800-13/2018-6

LLimap’cwka yecra 6
HoBo mecro, 8501, Cnosexin

Hasea nokasHukis Cneuucixauis PesynsTaru BunpobysaHb Mp.*
Onuc Bini, xpyrnl, Tpoxu BUnyKni, BxpuTi nniskosoio Bianosigae -
oGonoHkok TabneTkn
OnHoplaHicTs A030BAHMX 3HaueHHs NpuAMansHoro uucna (AV) cknagae He 1,8 -
0AUHNUD — OAHOpIgHICTL Ginbwe 15,0
BMICTY aTOpBacTaTMHY
laenTuepikaulis atopeacratuHy | Yac yrpumyBanHs niky aToppacTaTuHy Ha Bianosinae -
- BEPX xpomarorpaml poaunHy 3paska (SaS) mae signosigatv
4acy YTPUMyBaHHA Niky aropsacTaThhy Ha
XpoMarorpami posuuHy craHaapry (SS)
InenTudikauia atoppacramury | OcHoBHa nNsMa Ha XpOMaTOrpami po3uiHy 3paska - *q
= TLWX (Sas) signosinae ocHosHIA nnsmi Ha xpomaTorpami
PO3uMHy cranaapty (SS)
|nerTudikavin TuTaHy PO34uH Mae craTti OBTHM Bignosigae *4
iokcuaa
Sanuwkosuit MeTaHon He Ginswe 3000 ppm - *1
CynyTHi gomituiy — ATN1 He Ginbwe 0,2 % <0,1 .
CynyTHi Aomitukn — ATN2 He Ginbwe 0,2 % < 0,1 -
| CynyTi aomiwkyn — ATN4,5 | He Slinbwe 0,2 % 0.1 -
CynyvHi pomiwwim — ATN12 He Ginbwe 0,2 % <04 -
CynyTHi gomikn - ATN13 He 6inbwe 0,2 % <0,1 -
CynyThi fomiku — ATN14 He 6inbwe 0,2 % < 0,1 =
CynyTHi foMilwku — ATN15 He Ginbwe 0,2 % <0,1 <
CynyTHi Aomiwikm — ATN16 He Ginbwe 0,2 % <0,1 -
CynyTHi RoMiLuku — ATL1 He Ginbwe 0,2 % 0.1 -
CyniytHi gomilku — oguHndHa | He Sinbie 0,2 % 0,1 -
| HeigeHTudikoBaHa AoMiwKa
CynyrHi poMiwku — 3aransHa | He Ginbwe 1,0 % 0,2 -
KinbkicTo
KinbkicHe Bu3HaveHHs 95,0 % — 105,0 % Bia sazHaueHol KinbkocTi 101,1 -
aTopsacTaTuHy
Posunnennn aTopsactatudy | He Menwwe 75 % (Q) blg 3asnavesof Kinskocti 101 - 101 -
npotarom 30 xBunuy

Aanuii cepTudikar akocTi Mae enexTpoHHWi nignuc.
Ceprudikat CTBOPEHO aBTOMATUNHO BANiAOBAHOK KOMN'IOTEPHOIO NPOrpaMolo SAP.
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(T4 KRKN

CEP TM¢'KAT HKOCT' KPKA a.A., HoBO MecTo
Dara gpykysanHs ceptudikary
CropiHka: 2/2
Kog Ne: 7D9406

Atopuc®, TabneTku, BKpuTi NNiBKOBOK 060N0HKO, No 40 Mr Ne 30 (10x3) y 6nicTepax
kpaiHa-Bupobuuk: CnoseHist

1 Tabnerka MicTHTL 40 Mr aTopBacTaTMHy y BUFNALI aTOpBacTaTMHY Kanbkuiio

nikapceka popma: Tabnerku, BKpuTi NniBKOBOIO 060/10HKOCI0, 110 40 Mr

poswmip | Tun nakysanna: 10 Tabnetok y 6nicrepi, no 3 Gnicrepu y kopo6ui.

Cepis; NK3895 Po3wmip cepii: 2.876 WIT

[ara supobHuyrea: 11.2020 [aTta 3akiHyeHHs TepMiHy npugartHocti: 11.2022
PeectpauiitHe nocsigueHHss Ne:

UA - UA/8671/01/01

Hasea i agpeca eupoGHuKa, sianosigansHoro 3a sunyck cepil: | Jliuexsis Ha BupoBHuLTEO Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

Wwmap’cwka yecra 6

Hoso mecro, 8501, Cnosewin

Hassa nokasuuiis Cneupdikauis PesynbTatn sunpolysaHe MNp.*
MikpoGionoriuna uncroTa — He Ginbwe 1000 KYOB 11 <10 *2
3aransHa KinbkicTb aepobHuX
| Gakrepin

Mikpob6ionoriuHa uucTora - He Ginbwe 100 KYOB 11 <10 *2
3aranbHa kinokicts rpubis Ta
 apigxds

Mikpo6ionoriyxa yucTora - BiacyrHis 11 Bignosigae *2
| Escherichia coll
Mp.* = MNpumiTka
*1 He pyTuHuiA Metos. BunpoByBanHs nposoanTscs 1 pas Ha pik.

*2 sunpolyBaHHs NPOBOAMTLCA BIANOBIAHO AC NporpaMu (onucaHa B MKSY)

Lium nigreepaxyio, Wwo suleHaBeaeHa iHopmallia & AocTosipHol Ta TouHol. [lana cepis npoaykuil 6yna supobnexa
(BKniovalown nakysaHHA/MapKyBaHHA) | NPOALLNG KOHTPONb AKOCTI HA BULLEBKA3AHIN AiNbHUUI B NOBHIK BignosigHocT is
BumoraMn GMP, BCTaHOBNEHUMW MICLIEBUM DErynaTOPHUM OPraHOM, & TaKoX y BignosigHocTi Ao cneuucikauji
peectpaliiiHol gokyMeHTauil, 3aTBepgkeHo! B Ykpaiwi ans AoCrifpkyBaHOro nikapcbkoro  3acoby.  lMpoTokonu
BUPOGHULITBA, NakyBaHHS | KOHTPONA AKOCTI nepesipeHi | BianosigalTL BUMOram GMP.

Cepis BunyuieHa y sianoeiaHocri is gitouoio sepcicto MKS UA/8671/01/01.

Data sunycky Ha pUHOK: OcoBa, signosigansha 2a 113 Ha puto
14.12.2020 Matiga U.leHiuam."/m’, unu‘ v
(fO KRKA VIIPABIIHHA SIICTIO
KRKA, KPW-’\. a.a.. Hoso mecro
tovarna zdravil, o A |, UiMap'e wka ecra 6, 8501
Novo muesto CnoseHis

Aanni ceprudikar AKOCTI Mae enexTPOHKMIA nignuc.
Ceprudlkar cTBOpeHo aBTOMaTHUHO BaNiZOBaHOI0 KOMI'IOTEPHOK Nporpamol SAP.




CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[arta : 25.03.2021
Crpanuua: 1/3

Kop Ne: 7D9406

KpaiHa-BupobHuk: CnoseHis

ATtopuc®, TabneTku, BKpUTI NNiBkoBo 060510HkKo10, No 40 mMr Ne 30 (10x3) y 6nictepax

1 TabneTka MicTUTL 40 Mr atopeacTaTuHy y BUrNsiAi aTopBacTaTUHY Kanbuiio
nikapcbka popma: TabneTkn, BKpUTi NNiBkoBoo 060noHko10, no 40 Mr
po3mip i Tun nakyBaHHs: 10 TabneTtok y 6nictepi, no 3 6nictepu y kopobui.

Cepusi: NK3895

Pa3mep cepun: 2.876 IUT

[ata supobHuyrea: 11.2020

[ata okoH4YaHuUs cpoka rogHocTu: 11.2022

PerucTpaunoHHoe ygoctoBepeHne Ne:
UA - UA/8671/01/01

HaseaHue n aapec npousBoaUTENA OTBETCTBEHHOrO 3a BbINYCK
cepum:

KPKA pn.a., HoBo mecto

Lmapbewka uecTta 6

HoBo mecT0, 8501, CnoBeHus

JluyeHauna Ha npounssodcTeo Ne:
800-13/2018-6

HassaHue nokasatenen Cneuwcbukauvm PesyanaTbl aHanwn3os
Onucanue Benbie, kpyrnbie, HEMHOTO BLINYKNbIE, NOKPbITHIE CooTteeTcTRYET
nneHo4Homn obonoykoi TabneTkn
OAHOPOAHOCTL A03MPOBAHHBIX € AVHWLI-OAHOPOAHOCTb 3naueHue nokasarens npuemnemoctu (AV) 1,8
coAepXaHusa aTtopBacTaTuHa cocraenseT He Gonee 15,0
WneHTudmkaums atopeactatiHa - BOXKX Bpems yaepxuBarusa nvka atopBactaTmHa Ha CooTBeTcTBYET
XpoMaTtorpamme UCnbITyemMoro pacrteopa (SaS)
AOIHKHO COOTBETCTBOBATH BPEMEHN YAESPHMBAHUA
nuKa aTopBacTaTMHa Ha Xxpomatorpamme
cTaHaapTHOro pacrsopa (SS).
Waentucbmkaums atopsactatuHa - TCX OCHOBHOE NATHO Ha XPOMATOrPaMME UCNbLITYEMOrO *1
pacTtBopa (SaS) COOTBETCTBYET OCHOBHOMY NATHY
Ha xpomaTtorpaMme CTaHaapTHoro pactsopa (SS).
MpeHTucmkaums TuTaHa amokeuaa PacTeop AOMKEH CTaTh XENTbIM CooTBeTcTBYET *1
OcCTaToYHbIN METaHoON He 6onee 3000 ppm *1
ConyTcryiotve npumecy - ATN1 He Bonee 0,2 % <0,1
Conyrcrsyiowme npumech - ATN2 He Bonee 0,2 % <0,1
ConyTcTaylowme npumecu - ATN4,5 He 6onee 0,2 % 0,1
Conyrcrsyiowme npumecy - ATN12 He 6onee 0,2 % <0,1
ConyTcTByiowme npumecu - ATN13 He 6onee 0,2 % <0,1
ConytcTsylowwve npumecy - ATN14 He Gonee 0,2 % <0,1
ConyTcrsyiowme npumech - ATN15 He Gonee 0,2 % <0,1
Conytcrsyiowme npumecn - ATN16 He Gonee 0,2 % <01
ConyTcTyiowme npumecy - ATL1 He 6onee 0,2 % 0,1
ConyTtcTayioLme npumecy - EgnHnyHas HemaeHTMMLUMpOBaHHas He 6onee 0,2 % 0,1
npuMech
ConyTcTayiowme npumech - Obuiee konuyecTso He Gonee 1,0 % 0.2

[NaHHbIh cepTUUKaT Ka4ecTBa UMEET ANEKTPOHHYIO NOANUCD.

Ceptudumkar co3aaH aBTOMaTUHECKU BANMANPOBAHHOW KOMNLIOTEPHOM Nporpammon SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUO®UKAT KAYECTBA

Aara : 25.03.2021
Crpanuua: 2/3

Koa Ne: 7D9406

ATopuc®, TabneTkun, BKpUTI NniBkosotlo o6onoHkoto, no 40 mr Ne 30 (10x3) y bnicTepax
KpaiHa-BupobHuk: CnoseHist

1 TabneTtka micTuTb 40 Mr aTopBacTaTUHy Y BUrNAAi aTopBacTaTUHY Kanbuio
nikapcbka chopma: TabneTkun, BKpUTI NNiBKOBOIO 060110HKO0, NO 40 Mr

po3Mip i TMn nakyBaHHsa: 10 TabneTok y 6nictepi, no 3 6nictepu y kopobui.

Cepusi: NK3895 Pasmep cepuu: 2.876 LUT

[ata supobHuyrea: 11.2020 [laTta okoH4YaHus cpoka rogHocTu: 11.2022
PeructpauvoHHoe yaoctosepeHue Ne:

UA - UA/8671/01/01

HassaHue n agpec nponsBoanTensa OTBETCTBEHHOIO 3a BbiNyck | JiMUueH3nsa Ha nponssoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
LWWmapbeluka uecra 6

Hoso mecro, 8501, CnoBeHus

HassaHue nokasatenei Cneundumkaums PesynbTaThi aHann3os
KonuuectseHHoe onpeaeneHue atopBacTaTtuHa 95,0 % - 105,0 % OT 3asBNEHHOro KonMyecTea 1011
PacTBopeHune aTopsacTaTtuHa He meHee 75 % (Q) oT 3asiBneHHoro 101 -101

KONM4eCTBa B TeYeHue 30 MUHYT
MukpoBuronornyeckas yncroTa - ObLee KONMYECTBO a3pOGHbIX He Gonee 1000 KOEB 1T <10 *2
6akrepun
Mukpobuonormyeckas ynucroTa - Obiuee kon4ecTBo rpuboB u He 6onee 100 KOEB 11 <10 *2
ApOXOKen
Mukpo6Guonoruueckas uncrota - Escherichia coli oTcyTCTBYETB 11 CoorBeTcTBYET *2

*1 He ABNAeTCA pyTMHHBIM METOAOM. TecTupoBaHMe NPOBOAMTCSA 1 pas B roa.
*2 TecT NpOBOANTCA B COOTBETCTBMM C NPOrpamMMoin (onucaHHom 8 AH[)

HacToawmm noagteepxaalo, uTo BbillenpuBeAeHHas MHGOpMaUMA NBNSeTCs LOCTOBEPHOM U TouHOW. [lanHas cepus
npoAykuun 6bina npousseaeHa (BKNKOYAs ynakoBKy/MapkMpOBKY) M MpOLUNa KOHTPONb KayecTBa Ha BblLLEyKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM ¢ TpeBGoBaHnaMM GMP, yCTaHOBNEHHBIMU MECTHBIM PETYNATOPHLIM OPraHoM, a Takke
B COOTBETCTBUW CO cheuudukaLmen perucTpaLuoHHoON AOKYMEHTaLMN, YTBEPXKAEHHON B YKpauHe AnNs nUccnesyemoro
nekapcTBeHHOro cpeacTea. [lpoTokonbl Npou3BOACTBA, YNAKOBKA W KOHTPONSA  KauecTBa Cepun NpoBEpeHbl U
cooTBeTCTBYlOT TpebosaHusm GMP.

Cepusi BbinyLeHa B COOTBETCTBUM C AelcTByioLel Bepcnen AH[1 UA/8671/01/01.

[aHHblin cepTUdMKaT KavecTsa UMeET NEKTPOHHYIO NOAMMCH.
CepruchukaT co3paH aBToMaTMHECKU BaNMAMPOBaHHOW KOMNbLIOTEPHOM Nporpammoit SAP.




(T4 KRKA

CEPTU®UKAT KAYECTBA KRKA, dd. Novo mesto

Aara : 25.03.2021
Crpanuua: 3/3

Kog Ne: 7D9406

ATopuc®, TabneTkn, BKpUTI nniBkosolo obonoHkoto, no 40 mr Ne 30 (10x3) y 6nictepax
kpaiHa-BMpobHuk: CnoBeHis

1 TabneTka micTUTb 40 Mr aTopsacTaTUHy Y BUrNAAi aTopBacTaTUHY KanbLilo
nikapcbka copma: TabneTku, BKpUTi NNiBkoBo 060M10HKO0, No 40 Mr

po3Mmip i TMN nakysaHHA: 10 TabneTok y 6nictepi, no 3 6nictepu y kopobuyi.

Cepusi: NK3895 Pa3mep cepun: 2.876 LUT
ara supobHuurea: 11.2020 [laTa okoH4aHus cpoka rogHocTun: 11.2022

PerucrpaumorHoe yaoctosepenue Ne:
UA - UA/8671/01/01

HassaHnvne v agpec nponssoauTens OTBETCTBEHHOTO 3a Bbinyck | JlMLeH3ns Ha npounsBoacTBo Ne:
cepuu: 800-13/2018-6

KPKA pa.a., HoBo mecTo
LmMapbewka uecra 6

Hoso mecTo, 8501, CnoBeHus

[laTa Bbinycka Ha PbIHOK: OTBeTcTBEHHOE NKULIO 3a BbiNyck JIC Ha pLIHOK
14.12.2020 Maitaa LWennua
v
quu.@*
YNPABJIEHUE KAYECTBOM

KPKA, a.a., HoBo Mecto
LLimapbeLuka ecta 6, 8501
CnoseHuns

[HaHHbIn cepTUMKaT KauecTBa MMEET INEKTPOHHYIO NOANMCH.
CepTuchmkat co3fiaH aBTOMaTMHECKN BaNUAUPOBAHHOW KOMNbLIOTEPHOMN Nporpammoi SAP.




JEPXJIIKCIIYXKGA
AEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKIM OBJIACTI

npocmext Banepia Jlo6anoscskoro, 51, m. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPITIOYV 37078774

BHUCHOBOK
Npo SIKiCTH BBE3eHOro B YKpainy JikapcbKoro 3aco0y

19.04.2021 Ne 17244/21/10

ATOPUC®

(nakiMenyBaHHs JiKapcbKkoro 3acoby 3riaHo 3 peecTpatiiiHuM HocBiaYeHHAM)
TabJieTKH, BKPHUTI ILTIBKOBOI0 06010HK010, 110 40 Mr o 10 TaGaeTox y Oaicrepi; mo 3 Guicrepn
Y KapToHHIiil Kopooui

(opma BumycKy, 103yBaHHS, BUJ NAKyBaHHS TiKapchkoro 3acoby)

Homep peectpauitinoro nocsinuenns UA/8671/01/01 crpox aif peectpaniiinoro nocsizuenns 01.01.2099

Cepis nixapcskoro 3aco6y Ne NK3895 Kinbxicts BBE3en0ro nrikapeskoro 3aco6y 600
Brpo6rux KPKA, n.1., Hoso mecto, Crosenis
(HaliMeHyBaHHA BUPOGHHKA JiKAPCHKOr0 3acoly, kpaiHa TOXOIKEHHs)
Beesero B Ypaity CriibHe yKpaiHCEK0-€CTOHCHKE MANPHEMCTBO y dopmi ToBapucrsa
3 o0MekeHoI0 BignoBinaasHicTIO "Onriva-®apm, JIT/", izen. xon:
21642228

(nalimenyBauus Ta koa 3a CPITOY IopHAIgHoi ocobu abo npissuine, iM's, M0 6aTHKOBI Gisuunoi
0c06H - mianpUeMLs, il MicLe TPoXKUBaHHS Ta peecTpauiiinnit HoMep 06ik0BOT KapTKM MIaTHUKA
nojatkis abo cepid Ta Homep nacropra)

IIporokos Bisyansroro xoutposo sin 19.04.2021 N 1047/17.

3a pesyibTaraMH [JepKaBHOTO ' KOHTPOILIO BCTAHOBJIEHO, IO JKapcbKuil 3aci6 BBe3seHo B Vxpainy 3
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