JIEPXKJIIKCJTYKBA

JEPKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJI(} 34
HAPKOTUKAMHU

Y JHIITPOIIETPOBCBHKIN OBJIACTI

Jninpo, nn.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp(@dls.gov.ua,https://www.dls.gov.ua, Kon €JIPTIOY 37070665

HOFF KUY

BUCHOBOK
Npo SAKICTh BBe3€HOro B YKpaiHy JIiKapcbKoro 3acoGy
21.09.2021 No 587906/21/04
' N 804
ATOPUC® e
(nafimenyBanus nikapeskoro 3acoBy 3riauHo 3 pecerpanifiHuM nocBigyeHH M)
Ta0JIeTKH, BKPHTI IJIIBKOBOK 000/10HK0K0, 110 40 Mr no 10 Tadaerox y 6.ricrani; vio 9
OuricTepiB y KapToHiil Kopooui PGS

(thopma BHMyCKY, JIO3yBaHHS, BHL IAKYBaHHS JKapcLKoOro 3acoby)
Homep peectpauiiinoro nocsiguenns UA/8671/01/01 crpok nif peecrpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcekoro 3acody Ne NK8049 KinbkicTh BBe3€HOTO NiKapchkoro 3acoby 160

| e iy ~ 3
He Ay /Ul 14

BupotHuk KPKA, n.a., Hoso mecto, CiioseHis

(naiiMenyBaHHs BUPOGHHKA MikapehLkoro 3acoby, KpaiHa mox o). § 4

Beeseno B Ykpainy TosapucrBo 3 06MekeHo10 BianmosigaabuicTio "Benra. )T ienr.
xon: 21947206

(Hanmcnyaamm Ta koil 3a €JIPTIOY opranuHoi ocodu ado npizsuiue, v o Siipeaniidizsuno
ocodM - mianpuemis, il Miclle NPoKUBAHHA Ta peccrpammmﬁ HOMEP oﬁmxo ':-:api KM, TLIRTHHKA
noaatkie abo cepis Ta HOMEpP nacnopTa) 5

Iporokosn BizyanbHoro koutpomo sin 20.09.2021 N 03-01/3055/5. 01008

5 R W
3a pesynbTaTaMH  IePKABHOIO KOHTPOJNIO BCTAHOBJIEHO, 110 JiKapchkuii 3aciG  BBessno 2 Vipainy
JAOTPHMAHHSAM BUMOr 3aKOHOABCTBA 100 3abe3mneueHHs SKOCTi TikapchKuX 3aco6iB. e RNTG }

B.o. nayansnuka JleprxaBHol ciryx6u 3
JKapCehKHUX 3aC00iB TAa KOHTPOIIIO 32

HapKoTAKaMH y JIHimponeTpoBChkiit
obnacri

(nocanona ogoa opraiy JCPKABHOIO KOHTPOJIO)

(mianumc)
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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Oata : 09.09.2021
Crpanuua: 2/3

Kog Ne: 7D9407

ATopuc®, TabneTku, BKpUTI NNIBKOBOK 0BonoHkow, no 40 mr Ne 90

KpaiHa-eupobHuk: CnoeHis

1 TabneTka, BKpWUTa NNIBKOBOK OBONOHKOW, MICTUTE 40 Mr aTopBacTaTuHy y BUIMsAi aTopeacTaTuHy KanbLi
nikapcbka opma; TabneTkn, BKPUTI NNIBKOBOK 0DOMNOHKO

poamip i Tun nakysaHHa: no 10 TabneTok y GnicTepi; no 9 GnicTepis y kopobui

Cepua: NK8049 Paamep cepuun: 12.537 WUT
[Nata BupobHuurea: 05.2021 [arta okoHyaHusa cpoka rogHocTu: 05.2023

PerncrpaumoHHoe ygoctosepeHue Ne:
UA - UA/8671/01/01

HaseaHue 1 agpec Npou3BoAUTENs OTBETCTBEHHOrO 3a Bbinyck | JluueHsus Ha npouseoacTeo Ne:
cepuu: 800-13/2018-6

KPKA a.4., HoBo mecto
Lmapbewka uecta 6

Hoeo mecTo, 8501, CnoBeHus

HaseaHue nokazaTenen Cneuyundcpukayua PesynbTaThl aHanu3os
KonuuecTeeHHoe onpeAeneHue aTopeacTaTtuHa 95,0 % - 105,0 % OT 3aABNEHHOro KONUJYEeCTea 102,7
PacTeopeHve aTopBacTaTuHa He meree 75 % (Q) oT 3asBNeHHOrO 96 -99

KONu4ecTsa B TeueHwne 30 MuHyT
MukpoBuonoruyeckan yucToTa - ObLiee Konu4ecTeo aspobHbIX He Bonee 1000 KOEe 11 "
Bakrepuit
MurpoGuonorudeckan ynucToTa - Obwee KonuyecTso rpubos n He Gonee 100 KOEB 11 i
ApoxoKe
MukpoGuonorudeckas ynctoTa - Escherichia coli oTcyTCTBYEeTB 11 "2

*1 He sBnaeTcA pyTUHHBLIM METOAOM. TecTUpoBaHue NPposoaUTCA 1 pas g roa.
*2 TecT NPOBOAWTCA B COOTEBETCTBMM C nporpammoin (onucanton 8 AHQ)

HacToswum noaTBeEpXAale, YTO BbILLUENPUBEAEHHAS MHOPMaUUs SBNSETCS [OOCTOBEPHOW W TouyHoW. [aHHas cepus
npoaykumMu Obina npoussegeHa (BKNKOYasA yNakoBKy/MapKUpOBKY) W Mpoluna KOHTPOMNb KavyecTeBa Ha BbllUeyKazaHHOM
yyacTke B nonHom cootseTcTBuK ¢ TpeboBaHuamu GMP, ycTaHOBNEHHBIMU MECTHBIM PErYNSTOPHBIM OPraHoM, a Takxe
B COOTBETCTBAM CO cneyndukaunen perucTpauluoHHONW AOKYMEeHTaUuK, YTBEMKOEHHOW B YKpauHe Ana uccrnenyemoro
nekapcreeHHoro cpeacrtea. [lpoTokonbl NPOWM3BOACTBAE, YNAKOBKW W KOHTPONSA  Kayectea C

COOTBETCTBYIOT TpebosaHuam GMP.

Cepua BbinyLLEHa B COOTBETCTBUM C geicTeyrollein Bepcuent AHO UA/8671/01/01.

[NarHbin cepTUVKAT Ka4ecTBa UMEET INEKTPOHHYIO NOANUCH.
CeptudmkaT CO34aH aBTOMATUYECKN BANWANPOBAHHOW KOMNLIOTEPHO| nporpammoil SAP.



CEPTUD®UKAT KAYECTBA

(74 KRKA

KRKA, d.d., Novo mesto

Aara : 09.09.2021
Crtpanuuya: 3/3

Kon Ne: 7D9407

KpaiHa-supobHuk: CnoeeHis

nikapcbKka dopma: TabneTku, BKPUTI NNIBKOBOK 0BONOHKOK

ATopuc®, TabneTku, BKPUTI NNIBKOBOI 0B0NOHKOKW, No 40 mr Ne 90
1 TabneTka, BKpUTa NNIBKOBOI 0BONOHKOK, MICTUTE 40 Mr aTOpBacTaTUHY Y BUIMAAI aTopBacTaTUHy Kanbuitlo

poamip i TN nakyesaHHaA: no 10 TabneTok y GnicTepi; no 9 GnicTtepis y Kopobui

Cepua: NK8049

Pasmep cepun: 12.537 WIT

[ata supoGHuurea: 05.2021

farta okoH4YaHusa cpoka rogHocTu: 05.2023

PerucrpaunoHHoe ygoctosepexune Ne:
UA - UA/8671/01/01

HaseaHue 1 agpec Nnpou3BoaUTENs OTBETCTBEHHOrO 3a BbINYCK
cepuu:

KPKA a.4., HoBo mecto

LLimapbelwka uecra 6

Hoeo mecTo, 8501, CnoBeHun

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

[ata BeInycka Ha PLIHOK:
28.05.2021

([8 KRKM

OTBeTcTBEHHOE NMUOo 3a BbINYCK NC Ha pelHOK

Maiaa Wennya
o

({@M'm-
YMNPABNEHWME KAYECTBOM

KRKA, KPKA, g.4., HoBo mecTo

tovarna zdravil, d.d.. Bl

Novo mesto Lmapeewka uecra 6, 8501
Cnoeenun

NanHbill cepTUdMKAT KaUeCcTBa MMEET 3NEKTPOHHYIO NOANNCE.

CepTudhukar cosfaH asTOMaTUYECKN BaNugMPOBaHHON KOMNbIOTEPHON nporpammon SAP.



NEPEKNAL OPUTHAIIBHOIO CEPTUDIKATY AKOCTI

CEPTU®IKAT AKOCTI

(L4 KRKA

KPKA a.a., HoBo mecTto

[Oata apykyBaHHa cepTudchikaty
Cropiunka: 1 /2

Kog Ne: 7D9407

KpaiHa-Bupobuuk: Cnos

nikapcbka chopma: Tabn

eHia

eTKW, BKPUTI NNiBKOBO 0B0ONOHKOK

ATopuc®, TabneTku, BKpUTi NNiBKOBOK 060NoHKO0, no 40 mr Ne 90
1 rabnerka, BKpUTa NiBKOBO 0GONOHKOK, MICTUTL 40 Mr aTOpPBacTaTUHY Y BUIMISAI aTOPBACTATUHY KanbLlilo

po3mip i Tun nakyBaHHA: no 10 Tabnerok y 6nicrepi; no 9 6nicTepie y kopobui

Cepin: NK8049

Posamip cepii: 12.637 LUT

[ara eupobruutea: 05.2021

[ata 3akiH4eHHsa TepmMmiHy npuaaTtHocTi: 05.2023

UA - UA/8671/01/01

PeecTtpauiitHe noceiguyeHHsa Ne:

KPKA pg.g., HoBo mecto
Wimap’ewka uecra 6

Hasea i agpeca BupobHuKa, BiANOBIAaNbHOro 3a BUNYCK cepii:

HoBo mecTo, 8501, CnoBeHin

JNiyeHsis Ha BUupoBHULTBO Ne:
800-13/2018-6

Haaea nokasHukis

Cneuudikauis

PesynsTaTi sunpobyeaks

Mp.*

Qnuc

Bini, kpyrni, TpOXK BUNYKNI, BKPWTI NNIBKOBOID
060NOoHKOW TabneTku

Bianogigae

npoTArom 30 XBUNWH

OpHopigHICTE A030BaHMX 3HaveHHs npuiiMansHore Yucna (AV) cknagac He 3,5 -
OAMHMLL — OAHOPIAHICTL Ginewe 15,0
BMICTY aTopBacTaTuHy
laeHTudikauin aropeacratuHy | Yac yTpumysaHHA niky atopsactaTuHy Ha Bignoeigae -
—BEPX xpomaTorpami po34mHy apaska (SaS) mae signosigati

Hacy yTpumMyBaHHA I'Iilq" aropeacTaTtiiy Ha

XpoMaTorpami pos4vHy ctaHgapTy (SS)
laeHTudpikauia atoppacTatuHy | OcHOBHa NNsMa Ha XpOMaTorpamMi po3yuHy apaska - L
= TWX (SaS) mae signoeinaTv ocHOBHIM NNsAMI Ha

XpomMatorpami po3ymHy craHaapry (SS)
laenTudpikauin TUTaHy Po34uH Habysae x0BTOro 3a6apeneqHs Bianoeinae .
Aiokcuaa
3anuwwkoBuin MeTaHon He Ginswe 3000 ppm - i
CynyTHi aomilukn — ATN1 He Ginbwe 0,2 % <0,1 -
CynyTHi pomitukn — ATN2 He Ginbwe 0,2 % < 0,1 =
CynyTHi aoMiwkn — ATN4,5 He Ginbwe 0,2 % 0.1 -
CynyTHi AoMilku — ATN12 He Ginbwe 0,2 % < 0,1 -
CynyTHi aomiwku — ATN13 He Ginbwe 0,2 % <0,1 -
CynyTHi gomiwku — ATN14 He Ginble 0,2 % < 0,1 -
CynyTHi aoMiluku — ATN15 He Ginbwe 0,2 % < 0,1 -
CynyTHi somiwuku — ATN16 He Binsbwe 0,2 % < 0,1 -
CynyTHi gomiwkm = ATL1 He Ginbwe 0,2 % 0.1 -
CynyTHi gomilwkn — oauHk4Ha | He Binbwe 0,2 % <01 -
HeigeHTudikoBaHa omilika
C_yny:rl-!i AOMiWKW — 3aransHa | He Ginbwe 1,0 % 0,2 s
KiNbKicTb
KinekicHuin Bmict 95,0 % — 105,0 % Big 3a3Ha4eHOT KiNbKOCTI 102,7 -
aropeBacTaTuHy
PoauuHenHs atopsactatuiy | He mexwe 75 % (Q) sig 3asnaueHoi kinskocTi 96 - 99 -

NaHwit cepTudbikaT aKocTi mae e

NEKTPOHHWA NiANKC.

CepTucbikaT cTEOPEHO aBTOMATMYHO BANIAOBAHOK KOMMIOTEPHOI NPorpamoio SAP.




(T4 KRKN

KPKA g.a., HoBo mecto

CEPTU®IKAT AKOCTI

Aata gpyxkyBaHHA cepTudikaTy
Cropinka: 2 /2

Kop Ne: 7D9407

ATopuc®, TabneTku, BKpUTi NNiBKOBOK 060M0HKOH, No 40 mr Ne 90

KpaiHa-eupoOHuk: CnoBeHin

1 Tabnerka, BKpWUTa NNIBKOBOI 0GONOHKO, MICTUTL 40 Mr aTopBacTaTUMHY y BUIMAAI aTOPBAaCTaTMHY KanbLilo
nikapckka opma: Tabnetku, BKpUTI NNiBKOBOK 0GONOHKOK

po3mip i Tun nakysanHa: no 10 Tabnerok y 6nicrepi; no 9 Gnicrepie y kopobuyi

Cepia: NK8049 Poamip cepii: 12.537 WUT

[ara supobHuytea: 05.2021 [lata 3akiH4eHHs TepmiHy npuaaTHocTi: 05.2023
PeecTpauiiiHe nocsigyeHHs Ne:

UA - UA/8671/01/01

Hassa i agpeca Bupo6Huka, BignoeigansHoro 3a sunyck cepii: |liuexsia Ha BupoBHULTEO Ne:
KPKA p.a., HoBo mecto 800-13/2018-6

Limap’ewka yecra 6

Hoso mecTo, 8501, Cnosetin

Ha3iga nokasHukis Cneuudikadia PeaynbTat BUnpofysaHb Mp.*
MikpoGionoriqHa yuctota — He Ginswe 1000 KYOB 11 - 0
3araneHa KinbkicTb aepobHux
BakTepili

MikpobionoriyHa YucTora - He Ginbwe 100 KYOB 11 - 5
BaransHa kinbkicTe rpubis Ta
Apixaxie

MikpobionorivHa YncToTa - BipcytHiB 11 - *2
Escherichia coli
Mp.* = NpumiTka
*1 He pyTuHHuia meToa. BunpoByBanHsa NpoBoAUTLEA 1 pas Ha pik.

*2 sunpoByBaHHs NPOBOAUTLCS BIANOBIAHO A0 Nporpamm (onucava B8 MKS)

LUvm nigreepaxyto, Lo BuLleHaBeAeHa iHchopmauis € JOCTOBIPHOIO Ta TouHOW. [aHa cepis npoaykuii 6yna supobneHa
(BKNKO4AIOYM NaKyBaHHSA/MapKyBaHHs) | NPoWALLNa KOHTPOMb SKOCTIi HA BULLEBKA3aHin AiNbHWALI B NOBHIA BignoeigHocTi i3
sumoramn GMP, BCTaHOBNEHWMW MiCUEBMM PpErynsaTopHUM OpraHoM, a TakoX Y BiAnoBiAHOCTI Ao cneuuvdikauii
peecTpauiifHoi AOKyMeHTaUil, 3aTeepmxkeHol B YkpaiHi ANA [AOCNMKYBaHOTO MiKApPChKOro 3acoBy. [MpoTokonu
BUPOGHWULTBA, NakyBaHHA | KOHTPONSA AKOCTI NepeeipeHi i BignosigatoTs BUMoram GMP.

Cepina BunywieHa y signosigHocTi i3 gilovoto sepciero MKA UA/8671/01/01.

[Hata Bunycky Ha pUHOK: Qcoba, BignosiganbHa aa suyck 113 Ha pUHoK
28.05.2021 ¥, Maiina Wewiua, /nignue/
‘ k‘ I<Rl<b\ YNPABNIHHA AKICTHO
KRKA, KPKA, a.a., Hoo mecto
tovarna zdravil, d.d.. Wmap'e wka uecra 6, 8554
Novo mesto J

Nanuii cepTudikaT AKOCTI Mae enNeKTPOHHUIA NiANKC.
CepTuddikaT CTBOpEHO aBTOMaTMHHO BaNig0BaHOK KOMN'IOTEPHOIO Nporpamois SAP.,




CEPTU®UKAT KAYHECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

Hara : 09.09.2021
Crpanuua: 1/3

Kog Ne: 7D9407

KpaiHa-BupobHuk: CnoseHiqa

Atopuc®, TabneTku, BKpUTI NNiBkoBO 0BonoHKo, No 40 mr Ne S0

1 TabneTka, BKpUTaA NNIBKOBOKO ODONOHKOK, MICTUTL 40 Mr aTopBacTaTuHy y BUrISdi aTopBacTaTuHy KanbLilo
nikapcbka dopma: TabneTku, BKPUTI NNIBKOBOK 0BONOHKOK
po3mip i Tun nakyeanHs: no 10 Tabnetok y Gnictepi; no 9 Bnictepie y kopobui

Cepusi: NK8049

Pasvep cepuun: 12.537 WUT

[aTa supobHuuTea: 05.2021

[ara okoH4YaHus cpoka rogHocTtu: 05.2023

PerucTpauvorHoe yaoctosepeHue Ne:
UA - UA/8671/01/01

cepuu:
KPKA g.a., HoBo mecto
imapbeluka Lecra 6

Hoeo mecTo, 8501, CnoBeHus

HaseaHue v agpec Nnpou3BoanTENA OTBETCTBEHHOMO 3a BbINYCK

JlnueHana Ha nponseoacTeo Ne:
800-13/2018-6

HaseaHue nokaszatenewn

Cneundmkauna

PesynbTaThl aHanusos

Onucanune

OfHOPOAHOCTL A03MPOBAHHLIX €4VHUL-0AHOPOAHOCTE
COAEPNKaHWA aToOpBacTaTUHa
MaeHTuhnKaumns aTopeacTaTula - BOXX

WaeHTudbukauma aTopeactatuha - TCX

MaeHTudbukaumna TuTaHa guokcuaa
OcTaTo4HbI MeTaHon
ConyTtcrayrowue npumeck - ATN1
Conytcteyroume npumeck - ATN2
ConyTeTeyiowue npumecy - ATN4,5
ConyTeraylowue npuMech - ATN12
ConyteTeytowme npumecn - ATN13
ConyTcTeylowue npumMeck - ATN14
Conyrcrayiowue npumecu - ATN15
Conytcteytowue npumech - ATN16
Conytcreyiowjue npumecu - ATL1

ConyTtcTeyowmue npumecy - EqnHuydHan HewaeHTUbMUMpoBaHHan

npMmMecs
ConyTcTeyiowue npumecn - ObLyee konuyecTeo

Benbie, Kpyrnbie, HEMHOMO BbINYKNLIE, NOKPLITEIE
nnexoyHol obonoukol Tabnetkn

3HayeHve nokasarena npuemnemocti (AV)
cocTasnseT He Bonee 15,0

Bpemg yp,epmuBaHuﬂ NuKa aTopeacTaTuHa Ha
¥POMAaTOrpaMMe UCnLITYeMoro pacTeapa (Sas)

CootseTcTByeT
35

CooTBeTcTBYET

AOMKHO COOTBETCTBOBATE BRpEMEHW YAEeHUBAHNA

nWKa aTopeBacTaTiHa Ha Xpomarorpamme
cTaHaapTHoro pacteopa (SS).

OCHOBHOE NATHO HAa XpomaTorpaMme UCnbITYeMoro *
pacteopa (SaS) cOOTBETCTBYET OCHOBHOMY NATHY
Ha XpomaTorpamMme CTaHaapTHoro pacTeopa (SS).

PAacTBOp A0MNMEH CTATh MENTHIM
He Bonee 3000 ppm

He Gonee 0,2 %
He Bonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Bonee 0.2 %
He Bonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %
He Gonee 0,2 %

He Gonee 1,0 %

CooTeeTCTBYET *1
*1

<0,1

LaHHbii cepTuduKaT KavecTsa UMEET SNSKTPOHHYIO NOANUCE.
CepTuchrkaT co3aaH aBTOMaTMYECKN BaNWAWPOBAHHOI KOMNLIOTEPHOW Nporpammon SAP.



JEPXKABHA CJIYKBA 3 JIKAPChKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMH
Y THITPONIETPOBCHKIN OBJIACTI

Juinpo, nn,CoBopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dis.dp@dls.gov.ua, Kox €JIPTIOY 37070665

BHCHOBOK
npo AKICTh BBE3EHOro B YKpaiHy JikapchKoro 3aco0y
08.06.2023 Ne 28047/23/0411
ATOPHUC®

(naliMeHyBaHHS AikapcbKoro 3acoby 3rifiHO 3 peECTpaLifHUM ITOCBIAHEHHAM)
Ta6J1eTKH, BKPHTI IJ1iBKOBOIO 060,10HK010, 110 40 Mr mo 10 Tabaerok y Oaicrepi; mo 9
6aicrepiB y kapronili kopo6ui

(dopma BUTyCKY, AO3YBaHHSA, BUA NAKYBAHHA Jlikapcekoro 3acofy)

Homep peectpauiitnoro nocsiguenns UA/8671/01/01 crpox it peectpauiittoro nocsimenns 01.01.2099

Cepis nikapcbkoro saco6y Ne NM1518 KinbkicTs BBe3eHOro Jlikapeskoro 3acoy 74
BupoGruK KPKA, n.n. ,HoBo Mecto , CrioBeHist
(naliMeHyBaHHA BUpoGHHUKa Jikapcbkoro 3acoly, kpaiHa NOXOIKEHHS)
Baesero B Vkpainy ToBapucTBO 3 06MexeHol0 BixnoBinaanuictio "BaJIM", inenr. kox:
31816238

(naltmenyBanHs Ta kox 3a C/IPTIOY ropunuunoi oco6y abo npissuuie, iM's, no 6aTbkoBi
(isuuroY ocobH - ninnpuemus, i MicLe NPOXHBAHHA Ta peecTpalifiiuit Homep 061ikoBOT
KapTKH IUIaTHHKA NMOJATKiB abo cepis T8 HOMEp nacnopra)

Tporokon Bisyansnoro kourpoio sia 07.06.2023 Ne 07-01/1599/25.

3a pe3ynbTaTaMH MEPXKABHOTO KOHTPOMIO BCTAHOBJNEHO, INO JKapChKHMM 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHOAAGBCTBA MO0 3a6e3neYeHHs AKOCTi JikapChKHX 3ac00iB.

B. 0. 3acTynHuKa HayanbHHKa JlepxKaBHOL

ciyx6u 3 J1ikapceKuX 3aco6iB Ta W / Harans MAHJIPAKA

(niamnuc) (iniuiany Ta npizBuiLe)

Bumnskosa Kapina +38(066)345-41-71




(T4 KRKN

KPKA, a. 4., Hoeo mecto
YMPABNIHHA AKICTIO

CEPTUDIKAT AKOCTI et
8501 Hoeo mecTo

Cnosenis
Ten.: +386 7 3312111

En. nowra: infof@krka.biz

Kop Ne: 7F4267

ATopuc®, Tabnetku, BKPUTI NNIBKOBOKX 0GONOHKOD, NO 40 Mr Ne 90

Kpaina-eupoGHuK: Cnosenia

1 vabnetka, BKPUTa ANIBKOBOD OBOMOHKOD, MICTUTL 40 Mr aTOPBACTaTUHY Y BUIMIAAI ATOPBACTATUHY KanbLUito
nikapcbKa ¢opma: TabneTku, BKpUTI NNIBKOBOI0 OBONOHKOK

poamip | TN nakysaxua: no 10 TabneTtok y GnicTepi; no 9 Gnictepis y kopobui

Homep cepii; NM1518

fata pupobHuyTea: 09.2022 I,Ela'ra sakiHYeHHA TepMiHy npuaaTHocti; 09.2024

PeecTpauifiHe nocaigueHHA Ne:
UA - UA/8671/01/01

Hasea i anpeca supoBHuka, 8iaNOBIAaNLHOTO 32 BUNyck cepii: | JliueHsia Ha BupatHuuTBo Ne:
KPKA p.a., HoBo mecTto 800-13/2018-6

lLmap’ewka uecta &

Hoeo Mecto, 8501, CnoseHin

Poamip cepii: 8.354 WT

Lum MATBEPINYIO, WO BULIEHABEAEHA IHpOpMALIA € AOCTOBIPHOIO Ta TouHow. flaHa cepis npoaykuii 6yna enpobnena
(BRNIOYAOYM NAKYBAHHA/MAPKYBAHHA) | NPOALLNA KOHTPOML AKOCTE Ha BULLIEBKA3AHIA OiNbHWUI B NOBHIA BIANOBIAHOCTI i3
sumoramMn GMP, BCTAHOBNEHMMM MICLIEBUM pEryNATOPHAM OPraHoM, a TakoX Yy BignoBigHOCTI Ao cneuudikauii
peecTpauinHoi  fOKyMeHTauii, 3aTeepaxeHol & YkpaiHi Ana  AocniRKyeaHoro nikapcekoro 3acoly. [lpoTokonu
BMPOBHULTEA, NAaKyBaHHA i| KOHTPONA AKOCTI Nepesipewi i BianosigaloTs BuMoram GMP,

Cepin BunyweHa y sianosigHocTi iz gilouoto pepciero MKA UA/S671/01/01.

ara BuNyCKy Ha pUHOK: Ocoba, eianoBiganeHa 3a eunyck M3 Ha pUHOK
26.10.2022 Anapen Cediua

&

JaHni cepTuddikaT AKOCTI MAE ERSKTPOHHWA NiANKE, fara apyxy ceptudikary: 02.12.2022
Ceprugikar CTBOPEHO ABTAMATHYHO BaNIQOBAHOIO KOMMT'ITEPHOK NPOrpamMote SAP. Cropinka: 1/2



CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA, a. a., Hoso mecTo
YAPABNIHHA AKICTIO
Wmap'ewka uecra 6

8501 Hoeo MecTo
CnoBeHis

Ten.: +386 7 3312 111
En. notwra: infofkrka. biz

Koa Ne: TF4267
Atopuc®, Tabnerku, BKpUTI NNiBKoBOK 060NOHKON, NO 40 mr Ne 90
KpaiHa-supoBHuK: CnoseHin
1 rabneTka, BKpUTa nNiekosor o60NoHKoH, MICTUTE 40 Mr aTOPBaCTAaTUHY Y BUTNAAI aTOPBACTATUHY Kanbuil
nikapceka dhopMa: Tabnetku, BKpuTi NNiBKoBOID 0B0MOHKOW
poamip | TMN nakyeakHA: no 10 Tabnetok y GnicTepi; no 9 GnicrepiB y kopobui
Homep cepii: NM1518
Nata supobhuuTea: 09.2022 |£I.a'ra 3aKiHYeHHA TepMiHy npugatHocTi: 09.2024
Hazea nakasHukie Cneuundikauin PesynsTatv sunpobyBaHs p.*
anue Bini, kpyrni, TOOXK BANYKNI, BKPUTI NMBKOBO Bignosinae -
oGoNCHKOIO TabneTm
laeHTbikauia THTaHy Poaunn Habysae %oBToro 3afapenexHa Bianosinae *1
AioKcUay
 |peHTudikalis aTopeACTATHHY | HaC yTPUMYBAHHA Miky aTOPBACTATHHY Ha Bignosinace -
-BEFX xpomartorpami po3-uHy apada (Saf) mae pignosinatu
yacy yTPMMYBaHHS MNiKy aTopeacTaTiny Ha
| Xpomatorpami poauMHy cTaHnapTy (S8}
laeHTudikauia aTopeacTaTrHy | GCHOBHA NMNAMA HA XPOMATONPAMI PO3HUHY IPaIKa - b |
- T {SaS) mac pignosinarty OCHOBHIA NOAMI Ha
XPOMATOIPaMi po3duHy cTanaapTy {85)
OaHopIGHICTL AC20BAHMK MpuwimaneHe yeno {AV}): He Ginswe 15,0 1.8 -
OAVHWLIE — ORHOPIAHICTE
BMICTY aTOPBACTATHRY
CynyTi gomiwim —ATN1 He Ginbwe 0,2 % <{,1 -
CynyTHi nomiwsm — ATNZ He Ginbwe 0.2 % <01 -
CynyThi pomilkn = ATN4.S He Ginbwe 3,2 % <{,1 -
CynyTHi gomiku —ATN12 He Sinbwe 9,2 % < Q.1 -
CynyTni gomiwkd —ATN13 He Ginswe 0,2 % <01 B
CynyTHi gomiwkn — ATN14 He Sinslwe 9,2 % <01 -
CynyTHi goMiwku - ATN15 He Ginbwe 0.2 % <01 -
CynyTHi gomiwkn - ATN16 He Ginvwe 0,2 % <01 -
CynyTi gomiwky —ATL1 He Ginvwe 0,2 % <01 -
CynyTHi gomiwky —oamHudana | He Ginowe 0,2 % <01 -
HeigenTudikosaqa nomiwxa
CynyTHi goMiLLKA — Cyma He Binbwe 1.0 % <0t -
Sanuukoeuin MeTaHon He Sinswe 3000 ppm - *1
Kinb«iCHUA BMICT 95,0 - 105,0 % eig 3a3Ha4EHOT KINLKOCT 9.1 -
aATOPBACTATUHY
PoauuHenns atopeactatiiy | He meHwe 75 % (Q) sig 3aaHaverof KinbkocTi 96 -98 -
NPOTAromM 30 X8UNKH
MikpoGionoriyHa AKiCTs — He Ginbwe 1000 KYOB 11 - *2
3aransHa KineKicTe aepoBHUX
mikpoopraniamie (TAMC)
MikpoBionoriuva AkicTh — He Ginewe 100 KYO 11 - "2
JarankHa KineKcTL
OPiNINOBMX TA NNICEHEBUX
rpubia {TYMC)
MikpobionoridHa |KicTe - BigcytHie 17 - *2
Escherichia coli
Mp.* = Npumitka

*1 He pymuHHuiA meToa. BunpobysanHs npoeoguTeeR 1 pas Ha pik.
*2 eunpolyeaHHA NpoBoAMTLEA BignosigHo Ao nporpamu {onucana B MKA)

[aHuk ceprrdikaT AKOCTI MAE eNeKTPOHHWIA Nignuc.
CepTuchikaT CTBOPOHO ABTOMATWHHO BaNiLOBAHOIC KOMN'IOTEPHOIC Nporpamoto SAP.

Hara apyky ceptudpikary: 02.12.2022
Cropivka: 2/2
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AEPHKABHA CJIVIKBA 3 IIKAPCHKIX 3ACOBIB TA KOHTPOJTIO 34
HAPKOTHKAMH Y KHIBCBKIA OBJIACTI

npocnekr Banepis JloGanoscrkoro, 51, a1, K, 03110, ren/daxc: (044)-363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
npo #KicTL BBesenoro B Yrpainy sikapeskoro 32¢00Y
19.06.2023 Ne 28237123710
N ATOPHC® . I
(uaiiMerynam ikapenkoro 3acoby srinmo. peetrpauifnmm nocsinvetsm)
rabaerin, BRpyri miiskosoo o6oxonxoxe, no 40 Mr no 10 Tatrerox y Gnicrepi, no 9

Oaicrepin y kapronuiit copotui
(dopaa mimyeky, nosysanms, b HAKYBOHHS NiKAPCRROrY 30c00y)

~Homep peecrpaniftoro nocsinvenn UA/8671/01/01 crpox gii peectpauiitnoro nocsimzenns 01,01.2099

Cepis nmixapcororo sacoby Ne NM2437 Kizsxicts nresenoro nikapeskoro sacofy 1540

Bupofiank KPKA, n.n., HosoMecro, Crobenis )
(mnitMerypasHs BUpoGHHKA RiKAPCEROrO 3acoby, Kpaina NOXORRENHA)

‘Bresério s Vipainy Cninsne yxpaincsko-ecroncsKe mixnpnemerso y opmi Tropapucrea
3 ofmesxcenoro. BimoBinaALHICTIO "Onrima~@apnm, JITA®, inent. xon;

21642228

(mafimerynanns 18 xag 32 €JIPTIOY 1opyrmol ocoGn abo npizaume, iM', 110 Gatskosi Qisiaoi
ocabit - ninapuemug; T MicHe npowHnans Ta peectpauiitanil nomep ofaikosol KT noRTHIKA
nonatkip abo cepin Ta Homep rocnopra)

Tiporokoun siayasenoro womrpomo nip 14,.06.2023 N 1816/4.

B2 pesymTaramMn  ASpaanHOre. KOWIPOMO  HCTAHOBRGHY, IO Jikapeekuil aacll  wwesero . Yrpaiy' 3
AOTPHMAHIIAM BHMOr 12K0HOXABCTEA WOKO 2a6e3ne e sKo0 HiRapCEXUX 3acobis.
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