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CEPTU®UKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

farta: 12.11.2020
Ctpanuua: 1/3

Koa No: 7D2670

cTpaHa-npoussoauTenb: CnoBeHus;

KapTOHHOW Kopobke

BANNTbCAKOP®, TabneTtku, NnoKkpbiTbie NNeHo4Hoi o6onoukoin, no 80 mr Ne 28:

1 TabneTka, nokpbiTas NNEHOYHOW 060NOYKOW, COAEPXMNT 80 Mr BancapTaHa;
nekapcTBeHHas copma: TabneTku, NOKPbITbIe NNEHOYHON 060NOUKON;
pasMep 1 TN ynakosku: no 14 tabnetok B Gnucrepe, no 2 6nuctepa B

Cepusa No: D82791

Pasmep cepun: 14.747 WUT

Oata nponsBogcrtea: 11.2019

[aTa okoH4YaHus cpoka rogHocTu: 11.2024

PeructpaumorHoe yaocToBepeHue Ne:
UA - UA/6227/01/02

cepum:
KPKA a.a., HoBo mecto
LLimapbelwka uecra 6

Hoeo mecT0, 8501, CnosexHun

HassaHue n agpec npon3eoAanTena OTBETCTBEHHOrO 3a BbINyCK JlnueHsuns Ha npouseoacTso No;

800-13/2018-6

HasBaHue nokasatenen

Cneuucbukaums

Pe3yanaTbl aHanunsoB

Onucaxue

OaHopoAHOCTb A03MPOBaHHbIX €ANHUL] - pac4eTHbIA BECOBOWM METOA

OAHOpOAHOCTb Maccbl noaeneHHbIX TabneTok

PacnapgaemocTtb

PoacTeeHHble NpUMecH - MHAMBUAYanbHasi IPUMECh
PoacTeeHHble npUMecK - cymma npuMecein
MaeHnTndukauma sancaptaHa - BOXX

NaeHTugukaumsa sancaptaHa - TCX YO.ceeT, AnvuHa BONHb! 254 HM

NpeHTudukauma sancaptaHa - TCX Y&.ceT, ANnHa BONHbI 366 HM

Po3oBble, kpyrnble, ABOAKOBbLINYKNbie TabneTku,
NOKPbITbIE NNEHOYHOR 0BONOYKON, C HACEYKOW C
OAHOW CTOPOHbI

3HayeHne nokasatens NpueMnemMocTu (AV)
cocTasnseT He bonee 15,0

He Gonee oaHol 13 30 Macc BLIXOAUT 3a Npeaerbl
85% - 115% OT cpeaHen Macchl U HM 0aHA He
BbIXOAWT 3a Npeaenst 75% - 125% oT cpeaHen
Macchbl

He 6onee 30 MuHyT B Boae npu

Temneparype 37 °C + 1 °C

He 6onee 0,2 %

He 6onee 1,0 %

Bpems yaepxusaHua nuka BancaptaHa Ha
XpoMaTorpamme ucrbiTyemoro pacteopa (SaS)
DOMKHO COOTBETCTBOBaTL BPEMEHU YAEPXKUBAHUS
nvka BancaptaHa Ha xpoMaTorpamme
cTaHpapTHoro pacTteopa (SS)

MATHO Ha XpoMaTorpaMme UCTIBLITYEMOTro pacTBopa
(SaS) aonmkHo cooTBeTCTBOBATb NO 3HaYeHUO Rf
W pasMepy NATHY Ha XxpoMaTorpaMmme
CTaHAapTHOro pacTteBopa (SS).

MATHO Ha xpomaTorpaMme UCNLITYEMOTO pacTeopa
(SaS) AoMKHO COOTBETCTBOBATL NO 3HA4YEHUIO Rf,

pa3smepy v UBeTy opecLeHLN NATHY Ha
XpomaTtorpam TaHaapTHOro pacteopa (SS).

CooTteeTcTRYET
3.0
*1
2-2
<=0,10
<=0,10
CoorteeTcTBYET
*1
*1

[aHHbi cepTUdMKaT KavyecTBa MMEET ANEKTPOHHYIO NOANMUCH.

CepTucukar co3AaH aBTOMaTUYECKU BANTMAMPOBAHHONA KOMMbLIOTEPHOMN NPOT

. 4
),

//




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

fara: 12.11.2020
Crpahnuua: 2/3

Koa No: 7D2670

BAJIbCAKOP®, TabneTku, NOKpbITble NNEHOYHOW oGono4koin, no 80 mr Ne 28;
cTpaHa-npoussoauTenb: CrnoBeHus;

1 TabneTka, nokpbITas nneHo4Hoit o6onoukoi, cogepxut 80 Mr BancapTaHa;
nekapcTeBeHHas popma: TabneTkun, NOKPbITbIE NNIEHOYHON 0BONOYKOIA;
pasmep 1 Tun ynakosku: no 14 Tabnetok B 6nuctepe, no 2 6nucrepa B
KapTOHHOW KOpobke

Cepus No: D82791 Pasmep cepun: 14.747 LUT
Harta nponssoactea: 11.2019 [ara okoH4aHus cpoka rogHocTu: 11.2024

PeructpaymonHoe yaoctosepenmne Ne:
UA - UA/6227/01/02

Ha3ssaHue 1 agpec npoussoauTeNns OTBETCTBEHHOrO 3a Bbinyck | JIULEH3NA Ha NPOM3BOACTBO Ne:
cepuun; 800-13/2018-6

KPKA n.a., HoBo mecTo
Limapbelwka uecta 6

HoBo mecTo, 8501, CnoBeHuns

HaseaHune nokasatenei Cneuudukaums PesynbTathl aHannaos

WneHnTtudukaums xenesa okcuaos CooTBeTCTBYeT UCMLITAHUIO aHANUTUYECKOM *1
MEeTOoANKU

MaeHTudurkaums TuTaHa gMokeuaa COOTBETCTBYET UCMLITAHVIO aHANUTUYECKON *1
METOAMKN

KonunuectseHHoe coaepaHne BancapraHa 95,0 % - 105,0 % OT 3asABNEHHOrO KONUYeCTBa 101,9

PacTeopenue Bancaptaxa He mexee 80 % (Q) or 3asBneHHoro 99 -100
KonuyecTea B TeyeHue 30 MUHyT

Mukpobuonoruyeckas umctoTa - obLyee KONMMYECTBO adpoBHbIX He Gonee 1000811 *2

6akTepui

MukpoBuonoruyeckas unctora - obujee konuiecTso rpubos He 6onee 10081 T *2

n Apoxoken

Mukpobuonoruyeckas unctoTa - Escherichia coli oTcyTCTBYeTB 11 *2

*1 He ABNAeTCA pyTUHHBIM METOAOM. TeCTUpOBaHME NPOBOANTCA 1 pas B oA,
*2 TecT NpOBOAUTCA B COOTBETCTBMM C NPOrpamMMoii (onucaHHon 8 AHM)

Hactoswum noaTsepxaalo, YTo BbilueNpUBeAeHHas MHOPMALMS SIBNSETCS AOCTOBEPHONW U TOUHOIA. [laHHan cepus
NpoAyKuun Gbina npoussefeHa (BKNOYAA yNakoBKY/MapKMPOBKY) M NpoLLna KOHTPOMb KauyecTBa Ha BblLLIEYKa3aHHOM
y4acTke B NOSIHOM COOTBETCTBUM C TpeboBaHnaMu GMP, ycTaHOBNEHHBIMUA MECTHBIM PETYNSATOPHBIM OPraHoM, a TaKkke
B COOTBETCTBMM CO CneumnukaLMein perncTpaLMOHHO! AOKYMEHTaLMN, YTBEPXKAEHHON B YkpanHe Ans UCCNEAyemoro
nekapcTeeHHoro cpeactea.  [NpoTokonbl NPOM3BOACTBA, YNAKOBKW W KOHTPONS — KayecTBa Cepun NpOBEpeHbl W
cooTBeTcTBYIOT TpeboBaHuam GMP.

Cepwmsa BbinyLieHa B COOTBETCTBUM C AeicTaYoweln Bepcneit AH UA/6227/01/02.

[aHHbIn cepTudmkaTt kKayecTBa MMeeT 3NEKTPOHHYIO NOANUCH.
CepTudmkar cozpaH aBTOMaTUYECKN BaNWAMPOBAHHOW KOMMLIOTEPHOWM NporpamMmoit SAP.




(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aata: 12.11.2020
Ctpannua: 3/3

Koa No: 7D2670

BAJIbCAKOP®, TabneTtkun, NOKpbiTbie NNEHOUHON 060n04KoN, no 80 mr Ne 28;
cTpaHa-npounssoanTens: CnoBeHus;

1 TabneTka, NOKpLITas NNEHOYHON 0GONOUKON, coaepnT 80 Mr BancapTaHa;
nekapcTBeHHanA popma: TabneTkn, NOKPbIThie NIEHOYHON 06ONOYKON;
pasmep 1 TUn ynakoBku: no 14 Tabnetok B 6nucrepe, no 2 6nucTtepa B
KapToHHOW Kopobke

Cepus No: D82791 Pasmep cepun: 14.747 WUT
aTta npoussoacTtea: 11.2019 [ara okoH4aHWsA cpoka rogHocTh: 11.2024

PernctpaunoHHoe yaoctoeepeHmne Ne:
UA - UA/6227/01/02

HasBaHue n agpec nponasoauTEns OTBETCTBEHHOrO 3a Bbinyck | flnueHans Ha nponssoacTBo Ne:
cepum: 800-13/2018-6

KPKA p.a., HoBo mecto
LLimapbeluka uecTa 6

HoBo mecTo, 8501, CnoBeHus

[aTa Bbinycka Ha pbIHOK: OTBercTBEHHOE NMLO 32 BbINyck JIC Ha pbIHOK
08.01.2020 Mapus Buauy

YNPABNEHWE KAYECTBOM
KPKA, a.4., HoBo MecTo
LimapbeLuka uecra 6, 8501
CnoseHuns

LaHHbIn cepTugmkaT kavecTBa MMEeT NEKTPOHHYIO NOANUCH.
CepTucbukar cosgaH aBToMaTMHECKU BaNUAUPOBAHHON KOMMbIOTEPHOI NPorpammoit SAP.




JEPXJIKCITYXXBA
NEPXABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KUiBCBKIN OBJIACTI

npocnekt Banepis Jlo6aHocbkoro, 51, M. Kuis, 03110, Ten/daxkce: (044) 2753030
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kon €APTIOY 37078774

BUCHOBOK
Npo sIKiCTH BBe3eHOro B Y Kpainy JlikapcbKoro 3acody

23.11.2020 , Ne 62655/20/10

BAJIbCAKOP®

(HaliMeHyBaHHS JiKapCLKOTo 300y 3riAHO 3 PEECTPALIHHUM ITOCBIIYCHHAM)
Ta6JIeTKH, BKPHTI INIIBKOBOI0 060J10HK010, 110 80 Mr, mo 14 Tabaerok y Guicrepi, mo 2
Gaicrepu y KapToHHii Kopobui

(dopma BUNYCKY, JO3YBAHHA, BUA AKyBaHHs iKAPCHKOTO 3ac00y)

Howmep peectpaniiinoro nocsimuesns UA/6227/01/02 crpox nif peectpaniiiroro noceinuenns 01.01.2099

Cepis nikapchkoro 3aco6y Ne D82791 KinsKicT BBe3eHOTO Jikapcekoro 3acoby 288
Bupo6uux KPKA, a.x., HoBo mecto, CrioBeHist
(uatimenyBaHHs BUPOGHHKA JIKapCHKOro 3acoby, KpaiHa NOXOJKEHHA)
BaeseHo B YkpaiHy CnijbHe yKpaiHChbK0-eCTOHChKE MANPHEMCTBO Yy GopMi ToBapHCTBa
3 o0MeskeHo10 BignosizaasuicTio "OnriMa-®apm, JITA', inenr. xon:
21642228

(safivenyBanus T2 koA 3a €JIPTIOY iopumuuHoi ocobu abo npi3suile, iM's, no 6arbkoBsi ¢iznuHol
0coGH - I ANpHeMILs, i Miclle MPOXUBAHHS Ta peecTpallilinnii HoMep 061ikOBOT KaPTKK TNIATHHKA
nozaarkis abo cepist Ta HOMEp nacnopra)

MpoTtokon Bisyansnoro kontpomo sia 17.11.2020 Ne 3985/34.

3a pesymbTaTaMM €pPXKAaBHOTO KOHTPONIO BCTAHOBJIEHO, IO JIKapcekud 3aci6 BBeseHo B VYkpaiHy 3
IlOTpHMaHHSIM BHMMOT 3aKOHONABCTBA 0N 3a6e3neueHHAIKOCTI NikapchKHX 3aco0iB.

i %ﬁexciﬁ COJIONPAI

(mianuc) (iniuiamu Ta npissuie)




CEPTUDPUKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

Aata : 03.12.2020
Crpanwuua: 1/3

Koa No: 7D2670

cTpaHa-npoussoauTens; CnoBeHus;

KapTOHHOW Kopobke

BAJIbCAKOP®, TabneTku, NOKpbITLIE NNEHOYHOK 06onoykon, no 80 mr Ne 28;

1 TabneTka, nokpbiTasi NNEHOYHOU 06ONOYKON, coaepXUT 80 MF BancapTaHa;
nekapcTeBeHHas dopma: TabneTkn, NOKpbITblie NIIEHOMHON 0BOMOYKO;
pasMep 1 TUn ynakosku: no 14 tabnetok B Gnuctepe, no 2 6nuctepa B

Cepuns No: D90910

Pasmep cepuu: 30.175 LUT

[lara npoussoacTea: 06.2020

Jara okoHYyaHust cpoka rogHoctu: 06.2025

PeructpaLuoHHoe ygoctoBepenne Ne:
UA - UA/6227/01/02

cepun:
KPKA a.a., HoBo mecto
Wmapbewka yecra 6

Hoso mecro, 8501, CnoBeHust

HasBsanue v agpec npoussoauTensa OTBETCTBEHHOrO 3a BbINYCK JiuyeHsns na npounssofcTeo Ne:

800-13/2018-6

HassaHue nokasarenen

Cneuundukaims

Pe3yanaTbI aHanunasos

Onucanue

OAHOPOAHOCTL A03UPOBAHHBIX EAVHUL] - pacyeTHbIN BECOBOW METOA

OAHOPOAHOCTL Macchl NOAENEHHbIX TabneTok

Pacnapaemoctb

PoacTeeHHble npUMecy - MHAMBUAYanbHas NpUMeCh
PoAcCTBeHHbLIE NPUMECH - CyMMa NpUMecei
MaeHTndukaums BancapTaHa - BOXKX

NpeHTudmkaums sancaptaHa - TCX Y®.ceeT, ANWHA BONHbE 254 HM

UpenTndvkaums sancapraHa - TCX Y®.cBeT, AnnHa BoNHbl 366 HM

Po3oBble, Kpyrnble, ABOAKOBLINYKNble TAGNETKMW,
NOKPbITbIE NMNEHOYHOM 060N0YKOMR, C HACEUKOW ¢
0AHON CTOPOHbI

3HayeHmne nokasaTens npuemneMocTu (AV)
cocraenser He Gonee 15,0

He Gonee oanoi 3 30 Macc BeIXOAUT 3a Npeaens!
85% - 115% OT cpenHen Macchl U HYA 0AHa He
BLIXOAUT 3a npeaensl 75% - 125% oT cpeanein
macchbl

He Gonee 30 muHyT B BOAE NpU

Temnepartype 37 °C+ 1 °C

He Bonee 0,2 %

He 6onee 1,0 %

Bpems yaepxuBaHus n1ka BancapTaHa Ha
XpomartorpaMme UcnbITyemoro pactsopa (SaS)
AOSHKHO COOTBETCTBOBATL BPEMEHW YAEPKUBAHWUA
nuKa BancaptaHa Ha xpoMaTorpamme
CTaHpapTHoro pacteopa (SS)

MNATHO Ha XpomaTorpaMme UCNLITYEMOro pacTBopa
(SaS) AonXHO COOTBETCTROBATL NO 3HaYEKUIO Rf
¥ pasmepy NSATHY Ha XpomaTorpamme
CTaHAapTHOro pacTeopa (SS).

MATHO Ha xpomaTorpamme MCNLITYEMOro pacTsopa
(SaS) pomkHO COOTBETCTBOBATbL NO 3Ha4YeHuIo Rf,
pa3mepy v UBeTy (ryopecLeHUMN NATHY Ha
XpomaTtorpaMmme CTaHaapTHoro pacteopa (SS).

CooTBeTcrByeT
2,2
*1
2-2
<=0,10
<=0,10
CooteeTtcTByeT
*1
*1

[laHHbIA cepTUUKaT Ka4yecTsa MMeeT 3NEKTPOHHYIO NOANKUCH.

CepTudukart cospaH aBTOMaTUHECKM BannanpOBaHHON KOMNbIOTEPHOW Nporpammon SAP.

%:Q/M/‘V o 2T 62(9? /2.0 A &\_;“




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOUKAT KAYECTBA

fara: 03.12.2020
Crpanuua: 2/3

Kog No: 7D2670

BAIIbCAKOP®, TabneTku, NOKpbITbie NieHOMHOW 06onoukon, no 80 mr Ne 28;
CTpaHa-npoussopauTens: Cnosenus;

1 TabneTka, NOKpbITas NNEHOYHO 06ONOYKOIA, CoaepXUT 80 Mr BancapTaHa;
nekapcTBeHHasa chopma: TabneTkun, NOKpbITbie NNEHOYHOK 06ONOYKON;
pasmep 1 Tun ynakosku: no 14 tabnetok B 6nucTepe, no 2 6nuctepa B
KapTOHHON Kopobke

Cepusi No: D90910 Pa3smep cepuu: 30.175 WIT
[ata npounssogcTtea: 06.2020 [aTta okoH4aHuA cpoka rogHocTu: 06.2025

PeructpauunonHoe ygoctosepeHnue Ne:
UA - UA/6227/01/02

HasBaHue v agpec npousBoaUTENS OTBETCTBEHHOrO 3a BhiNyck | JIuLeH3us Ha npousBoAcTBO Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecTto
LLimapbewka yecra 6

Hoso mecTo, 8501, Cnosexuust

HassaHue nokasaTenei Cneundmkauus PesynbTaThl aHanuzos

WaeHTudukaums xenesa okcuaos CoOTBETCTBYET UCNLITAHWIO aHANNTAYECKON *1
METoANKU

UneHTudukaums TuTana auokemaa CoOTBETCTBYET UCNLITAHUIO aHANUTUYECKON *1
METOANKN

KonuyectseHHoe Coaepx aHue BancapTaHa 95,0 % - 105,0 % OT 3asiBNEHHOro KoNu4yecTsa 100,3

PacTtBopeHve BancapraHa He menee 80 % (Q) oT 3asBneHHoro 99 -101
konwuyecTtsa B Te4yeHne 30 MUHYT

MukpoGuonornyeckas uncrora — ObLiee KONUYECTBO a9POBHbIX He Gonee 100081 T *2

GakTepuin

MukpoBuonoruueckas uncToTa - obLUee KONMYECTBO rpbos u He Gonee 100B 1T *2

ApOMNOKEN

Mukpo6uonoruyeckas umctoTa - Escherichia coli OTCYTCTBYeTB 1T *2

*1 He siBnsieTca pyTMHHLIM METO/IOM. TECTUPOBaHWE NPOBOANTCS 1 pas B roa.
*2 TecT npoBOAMTCS B COOTBETCTBMM C NPOrpaMMON (OrmcarHoi B AH/)

Hactosuwum noaTeepxaaio, 4TO BbilENPUBEAEHHAs MH(OPMALMA SBNSETCS AOCTOBEPHOW W TOMHOW. [aHHas cepus
npoAykuun beina nponssefeHa (BKNKOYAs YNaKOBKY/MapKUPOBKY) W NPOLUNA KOHTPOMb KauyecTBa Ha BblLLIEyKa3aHHOM
y4acTke B NMOMHOM COOTBETCTBUM C TpebGoBaHUsiMM GMP, yCTaHOBNEHHBIMU MECTHBIM PeryNATOPHLIM OPraHoM, a Takke
B COOTBETCTBMM CO CrelucbUKaLmnen perncTpaunoHHoN AOKYMEHTaLMK, YTBEPXAEHHOR B YkpanHe ans uccnenyemoro
nexapcTBeHHoro cpeacTsa.  [poTokonbl NPOMSBOACTBA, YNakoBKW W KOHTPONS — KayecTBa CEepuM NpOBEPEeHbl W
COOTBETCTBYIOT TpeboBaHnam GMP.

Cepus BbinyLleHa B COOTBETCTBUM C AeNCTBYIOWeN Bepemeit AH[ UA/6227/01/02.

[aHHbI cepTugnKaT kKayecTea UMEET 3NEKTPOHHYI0 NOANUCH. j
CepTudukart cosaaH aBTOMaTUHECKU BanwaMpoBaHHOW KOMNLIOTEPHOM Nporpammont SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUDOUKAT KAYECTBA

Hara : 03.12.2020
Crtpanuua: 3/3

Kog No: 7D2670

BAJIbCAKOP®, Tabnetku, nokpbITble NNEHOYHOK 060104KoN, No 80 Mr Ne 28:
CTpaHa-npoussoauTens: CnoBeHus;

1 Tabnetka, NoKpeITas NNEHOYHON 0GONOYKON, CoaePXUT 80 Mr BancapraHa;
nekapcTBeHHasi hopma: TabneTkn, NOKpbITLIE NIIEHOMHOK 060SOUKON;
pasmep u TN ynakoBku: no 14 tabneTok B 6nuctepe, no 2 6nuctepa 8
KapTOHHOW Kopobke

Cepus No: D90910 Pa3smep cepun: 30.175 WUT
[ara npounssogcTea: 06.2020 flaTa okoH4aHus cpoka rogHocTn: 06.2025

PeructpaumnorHoe yaoctosepenune Ne:
UA - UA/6227/01/02

HaseaHue n agpec nponsBoguTENs OTBETCTBEHHOIO 3a BbINycK | JlnueHans Ha npounssoacTeo Ne:
cepwuu: 800-13/2018-6

KPKA n.a., HoBo mecto
LWWmapbewka yecra 6

HoBso mecro, 8501, CnoseHus

[aTa Bbinycka Ha pbiHOK: OTBeTCTBEHHOE NTMLO 3a BLINYCK JIC Ha pLIHOK
17.08.2020 Tans [lpHoBwek
YNPABNEHWE KAHYECTBOM

KPKA, a.a., Hoso mecTo
LLimapbeluka uecra 6, 8501
CnoseHus

[HanHbIA cepTuguKaT kKauecTBa UMEET SNEKTPOHHYIO NOANNMCS.
CepTtnchukar co3naH aBTOMaTUHECKM BanNMAWPOBAHHON KOMNLIOTEPHOI Nporpammoin SAP.




JEPKINKCITYXKBA
NEPKABHA CJYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KHIBCbKIN OBJACTI

npocnekt Banepis Jlobanoscbroro, S, M. Knis, 03110, ren/pakc: (044) 363-06-50
E-mail: dIs.ko@,dIs.gov.ua,lltlp§:_/ﬂv_\vﬁ\@'_,_gj£g9_\f_g¢1,g|: Koa €JAPTTIOY 37078774

BUCHOBOK
Npo sIKicTh BBE3€NOro B YKpaily JiKapchKoro 3aco0y

21.12.2020 Ne 68578/20/10

BAJILCAKOP®

(HaRMEHY BT ITKAPCLKOTO 3aC00y 311110 3 peeCtpATUITTINNG DOCBLTHCITISIM)
TabAeTKU, BKPUTI IVHIBKOBOIO 00010HKO10, 110 80 M1, 1o 14 rabaerok y daicrepi, no 2
GJicrepu y kaprouuiii kopooui

(POPMA BHITYCKY . A03YBAHIISL BILL HAKY BUIA SKUpenKoro 3acody)
Homep peectpauiiitoro nocsiauerns UA/6227/01/02 crpok ail peccipaiifinoro nocsinuenns 01.01.2099
Cepin aikapeskoro 3acody Ne D90910 Kinbkicth Bpeseiioro nikapebkoro sacody 1440

BupobHuk KPKA., a.1., Hoso mecto, Crosettis

(HaitmenyBatina sHposIKD HKIPCLEOTO 3aC00y, KpaTia HONO/LKCHLs)

Beesero B Y kpaitly CnisibHe YKPaTHCLKO-€CTOHCLKC HAPHEMCTBO Y ¢opmi ToBapucraa

. 5 : s OVt T ; .

3 oOmeskeHol1o sianosiaanicrio "Onrima-®apm, JITHA'", izenr. ko

21642228

(uaiivenysants Ta 80/ 3a C/AIPHOY wopw ot ocodi ado HPESBHIL. IM'. 110 DATBKOBI (Bi3HMHOT

OCOBM = THANPHOMILA T MICHE HPOKHBIAILGSE Td PCCCTPai it HoMep 004IKOBOT KapTKH 1IaTHIKA
MOANTKIB A00 Cepist 11 HONCD CHopTa)

Mpotokoa sisyansrore kontpomo sia 11.12.2020 Ne 4410/38.

3a  pesyapTatamil  AEPKABHOTO  KOHTPOMIO  BCTAHOBACHO. 10 gikapebknit sacid Beeseno B Ykpaidy 3

JOTPHUMQHHITVMEMMOT 3AKOHOAABCTBA ULOA0 3a0e3neucHIs $KOL ;\1‘1 HIRAPCLKNYX 3aco0iB.
s

S -
/O
3acTynHuyy Ha

T Mu@u.«ﬁma J¥ aepxatfiioro kompouio) QAnne) (nindany 1a 1pisBUILC)




CEPTUOUKAT KAYECTBA

(Te IKRKN

KRKA, d.d., Novo mesto

Oata : 18.02.2021
CrpaHxuua: 1/3

Kop Ne: 7D9262

KpaiHa-BupobHuk: CrnoBeHis;

BANTbCAKOP®, TabneTku, BKpUTi NNiBkoBolo 060510HKo0, No 80 Mr Ne 28;

1 TabneTka, BKpWUTa NNiBKOBOK 060NOHKOI, MICTUTL 80 M BancapTaHy;
nikapcbka gopma: TabneTkun, BKpUTI NNiBKOBOK 0GONOHKOHD,
PO3Mip | TN nakyBaHHs: No 14 TaBneTok y GnicTepi, No 2 6nictepn y KapToHHi KopodLi

Cepnsi: D93809

Pasmep cepun: 38.979 WUT

[lata Bupobruyrea: 10.2020

JlaTa okoH4aHus cpoka rogHocTu: 10.2025

PerncTpaymoHHoe yaoctoseperne Ne:
UA - UA/6227/01/02

cepuvm:
KPKA p.a., HoBo mecTto
Wmapbelwka Lecta 6

HoBo mecTo, 8501, CnoBeHus

HasBaHve 1 agpec Nnpon3BoAUTENS OTBETCTBEHHOTO 3a BbiNyck | JILeH3na Ha Nnpon3BoACTEO Ne:

800-13/2018-6

Ha3ssaHune nokasarenen

Cneuundukayma

Peayn bTaTbl aHANN30B

Onucaxue

OAHOPOAHOCTL 03UPOBAHHBIX EANHULL - PaCYeTHbIN BECOBOW METOA

ORHOPOAHOCTL Macchl NoAENEHHbIX TabneTok

PacnapaemocTb

PoacTeeHHbIE NPUMECH - UHAUBMAYaNbHaA NpUMeCh
PoacTBeHHbIE NPUMECH - CyMMa npumecen
WpeHTndukauus BancapTana - BOX

ViaeHTUMKaLms BancapTaHa - TCX Y®.ceeT, ANWHa BONHb) 254 HM

WaeHTuchukaums BancapTana - TCX Y®.ceeT, ANvHa BONHbI 366 HM

Po3oBble, Kpyrnble, ABOSIKOBbINYKMble TabneTk,
NOKPbITLIE MNEHOYHON 06ONOYKONA, C HAaCEYKOW C
OAHOW CTOPOHbI

3HaueHue nokasaTtens npuemnemocTu (AV)
cocTaBnsieT He Gonee 15,0

He 6onee oaHon u3 30 Macc BbIXOANT 3a Npefentbl
85% - 115% OT cpefHeR Macchbl U HX 0AHA HE
BbLIXOAUT 3a npeaensl 75% - 125% oT cpeaHen
Mmacchbi

He 6onee 30 MnHyT B BOAE NpY

Temnepatype 37 °C+ 1 °C

He 6onee 0,2 %

He 6onee 1,0 %

Bpems yaepxuBaHUA Nuka BancapTaHa Ha
XpOMaTOrpaMme UCTIbITYeMOoro pacTeopa (SaS)
[I0SHKHO COOTBETCTBOBATHL BPEMEHW YAEPXKNBAHNA
nvKa BancapTasa Ha xpomaTorpamme
cTaHaapTHoro pacteopa (SS)

MATHO Ha XpoMaTorpamMmMe UCNbITYEMOro pacTeopa
(SaS) pomkHo CoOTBETCTBOBATL MO 3HaueHuo Rf
" pasmepy NSATHY Ha XpomaTtorpamme
CTaHpapTHoro pacTeopa (SS).

MATHO Ha XpoMaTorpaMmme UCTLITYEMOFO PacTBopa
(SaS) 4OMKHO COOTBETCTBOBATL NO 3HAYeHMIO Rf,
pasmepy 1 UseTy nyopecueHLMN NATHY Ha
XpomaTorpamMme CTaHaapTHoro pactsopa (SS).

CooTBetcTByeT

3,3

*4

2-2

<=0,10
<=0,10
CooTBeTtcTByeT

*1

*1

[laHHbIN CepTU(MKaT Ka4ecTBa MMEET SNEKTPOHHYI0 NOANKCH.

CepTudukaT Co3AaH aBTOMAaTUYECKU BanNMAUPOBaHHON KOMMbIOTEPHO Nporpammon SAP.
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(L4 KRKA

KRKA, d.d., Novo mesto

CEPTUO®UKAT KAYECTBA

Hata: 18.02.2021
CTpaHuua: 2/3

Kog Ne: 7D9262

BAJIbCAKOP®, TabneTku, BkpuTi nniskosoto obonoxkoto, no 80 mr Ne 28;
kpaiHa-Bupobruk: CnoseHis;

1 TabneTka, BKpuUTa NNIBKOBOK 0BGONOHKOI0, MICTUTL 80 Mr BancapTaHy;

nikapcbka copma: TabneTku, BKpMTi NNiBKOBOK 0BONOHKOIO;

po3Mip i TUN nakyBaHHs: no 14 TabneTok y 6nicTepi, no 2 Gnictepn 'y KapTOHHIN kopobui

Cepus: D93809 Paamep cepun: 38.979 WIT
[ata Bupobruurea: 10.2020 [laTa okoH4YaHus cpoka rogHoctu: 10.2025

PernctpalmoHHoe yaocToBepeHmne Ne:
UA - UA/6227/01/02

HassaHhve 1 afpec Npon3BoanTENs OTBETCTBEHHOTO 3a BbiNyck | JILeHana Ha npon3soAcTBo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecrto
LLmapbellka uecta 6

Hoso mecTto, 8501, CnoBeHus

HassaHune nokasartenen Cneuudpmnkauyma Pes3yneTaThl aHann3os

MpeHTnmkaums xenesa okcuaos COOTBETCTBYET UCALITAHUIO aHANMTUYECKON *1
METOANKN

WaeHTudmukaums TutaHa AMoKkeuaa COOTBETCTBYET MCNLITAHWUIO AHANNTUYECKON "1
METOANKN

KonudyecTBeRHOE coaepXXaHue BancapTaHa 95,0 % - 105,0 % OT 3asBNEHHOIO Konu4yecTea 98,4

PacTtBopeHue BancapTana He meRee 80 % (Q) OT 3aABNEHHOTO 95 -99
KonuyecTBa B TedeHne 30 MUHYT

MukpoBuonormyeckas YncTota — ObLiee Konm4ecTBO aapobHbIx He Bonee 1000B1 T *2

bakrepuin

MukpoBuonorieckas uncroTa - obiiee Konm4ecTso rpubos u He Bonee 100B 1T *2

APOXOKEN

MukpoBuonoruueckas uncTtoTa - Escherichia coli oTCyTCTBYET B 1T *2

*1 He SBNSETCA PyTMHHBLIM METOZAOM. TeCTUpOBaHWe NPOBOANTCS 1 pa3 B roA.
*2 TeCT NPOBOANTCA B COOTBETCTBWW C NPOrPaMMON (ONUCaHHON B AHL)

HacToSLMM NOATBEPKAAID, YTO BbILLIENPUBEAEHHAs WH(OPMALMA SBNSETCS AOCTOBEPHOM W TOYHOW. [laHHas cepws
NpoAyKkunM Bbina nponsseaeHa (BKOHYAs YNAKOBKY/MAPKAPOBKY) W NPOLUNA KOHTPOMb Ka4eCTBa Ha BbiLLGykasaHHOM
yuacTke B NOSTHOM COOTBETCTBMY C TpeGoBannamn GMP, yCTaHOBNEHHLIMU MECTHBIM PETYNIATOPHBIM OPraHom, a Taixe
B COOTBETCTBUM CO cheunduKkaumeil perncTpaumnoHHoO! AOKYMEHTaLWN, YTBEPXAEHHON B YKpanHe AnA WCCNeayemoro
NeKapcTBEHHOTO CPeacTsa.  [1poTOKONbI NPOWSBOACTBA, YNAKOBKM W KOHTPONA  Ka4ecTsa Cepuu MpOBEpPeHbl U
cooTBeTCTBYIOT TpebosaHnam GMP.

Cepus BbinyllieHa B COOTBETCTBUN C AeiCTBYOLeh Bepchent AH[l UA/6227/01/02.

TlaHHBIiA CEPTM(MKAT Ka4eCTBa MMEET SIEKTPOHHYI0 NOANUCH. .
CepTnchukaT co3aaH aBTOMATUHECKV BannaUPOBaHHOM KOMNLIOTEPHOW NPOrPaMMOou SAP.




(T4 KRKA

CEPTU®UKAT KAYECTBA KRIKA, 4. Novo meso

[ara: 18.02.2021
Crpanuua: 3/3

Kog Ne: 7D9262

BANbCAKOP®, TabneTku, BKpUTI NNiBkOBOIO 060noHkoo, no 80 mr Ne 28;
KpaiHa-BupobHuk: CnoBeHis;

1 TabneTka, BKpUTa NiBKOBOIO 0O0N0OHKOIO, MICTUTL 80 Mr BancapTaHy,

nikapcbka popma: TabneTkn, BKPUTI NNiBKOBOK 0BONOHKOIO;

po3Mip | TMN nakyBaHHs: nNo 14 Tabnetok y 6nicTepi, no 2 Bnictepn y kapToHHIN kopobuli

Cepus: D93809 Pasmep cepun: 38.979 WIT
[ata supobruyrea: 10.2020 [laTta okoH4YaHus cpoka rogHocTu: 10.2025

PerncrpaumoHHoe yaoctoBeperune Ne:
UA - UA/6227/01/02

HassaHune u agpec NnpousBoAMTENS OTBETCTBEHHOMO 3a BbINycK | JINLIeH31a Ha nponssoacTeo Ne:
cepun: 800-13/2018-6

KPKA a.a., HoBo mecto
Imapbewka yecta 6

HoBo mecT0, 8501, CnoBeHus

[laTa BbInycka Ha pbIHOK: OTBeTCTBEHHOE NULO 3a Bbinyck JIC Ha pbIHOK
19.11.2020 Tana [pHoBwek
YAPABNEHVE KAYECTBOM

KPKA, a.a., Hoeo mecTto
LLimapbellka Lecta 6, 8501
CnoseHuns

JlaHHbIN CepTUUKAT Ka4ECTBA MMEET INEKTPOHHYIO NOANUCH. 3
CepTuduKaT Co3AaH aBTOMaTMYECKV BaNMAMPOBAHHOM KOMMbIOTEPHOR NPOTpaMMon SAP.




NEPEKNAL OPUTMHANBHOIO CEPTUGIKATY AKOCT!

CEPTUDIKAT AKOCTI

(T4 KRKN

KPKA a.4., HoBo mecTo

[ara apykyBaHHa ceprndikary
CropiHka: 1/2

Kog Ne: 7D9262

BANBbCAKOP®, TabneTku, BKpUTi nniBkoBow obononkoto, no 80 mr Ne 28;
KpaiHa-BupobHuk: CnoBeHin;
1 Tabnertka, BKpUTa nniBKkoBoK 060M10HKOI0, MICTUTL 80 Mr Bancaprady;
nikapckKa popma: Tabnerku, BKpUTi NNiBKOBOKO 0GONOHKON;
po3mip i TN nakyBaHHsA: no 14 TabneTok y 6nicrepi, no 2 GnicTepu y KapToHHiK kopobui

Cepin: D93809

Po3amip cepii: 38.979 IUT

[ara supobruyrsa: 10.2020

[arta 3akiHieHHs: TepMiHy npuaarHocti: 10.2025

UA - UA/6227/01/02

PeecTpaliliHe nocsigyenHs Ne:

KPKA g.a., HosBo mecto
LLimap’ewka yecra 6

Hasga i agpeca BupobHUKA, BiANOBIAANBHOIO 3a BUNYCK cepil:

Hoso mecTo, 8501, CnoseHin

NiveHsin Ha BupobHMYTEOo Ne:
800-13/2018-6

Ha3zBa nokasHukis Cneuudikallis Peaynbraty sunpobysaHb Mp.*
Onuc Poxesi, kpyrni, asoonykni TabneTxu, BkpuTi nniBkosoio | Bignosigae -
060onoHKOI0, 3 HACIHKOK 3 ogHOre Goky.
OAHOPIAHICTE 40308aHUX 3HayeHHn npuiiManbHOro yuMcna (AV) cknaaae He 33 -
OANHULE — Ginbwe 15,0
PO3paxyHKOBO-Barosui MeToa
OaHOpIAHICTb Macu He 6inblue oaHiel i3 30 macBuxoauTs 3a MexXi8s % - |- i |
noainexnx Taénerox 115 % Bia cepeaHbOl MAcK i XKOAHA He BUXOAMTL 3a
mexi 75% - 125 % 8ia cepearbol Macy
Po3nazgaHHs He 6inblwe 30 xsunuH y Boai Temneparypi 37 °C+1°C|2-2 -
CynyTHi AoMiwku — oguHudHa | He Ginbwe 0,2 % <= 0,10 =
AOMiLLKa
CynyTHi AOMILLKY - cyMa He 6inbwe 1,0 % <= 0,10 .
AOMILLOK
lgenTudpinauin pancapTany - | Yac yrpumysanHa niky Bancaprasy Ha xpomavorpami | Bignosigae -
BEPX po3unHy 3pa3ka (SaS) mac eignosinaTn yacy
YTPUMYBaHHS NiKy BancapTaHy Ha XpoMaTtorpami
pO34UHY CTaHaapty (SS)
IneHTUikauis Bancaprany — | Mnsima Ha xpoMaTtorpami po3uvHy 3paaka (SaS) mae - *1
TWX, Yo- ceiTno, posxuxa BignosiaaTu 3a 3HaqeHHAM Rf Ta posmipom nnsmi Ha
xauni 254 HM Xpomatorpami po3yuHy ctaHaapTy (SS).
laeHTudikauis sancaprtary —~ | Mnsma Ha xpomartorpami posyvHy 3paska (SaS) mae - “4
TWX, Y- ceitno, aosxuHa sianosinati 3a sHaveHHsM Rf, po3mMipoM Ta Konbopom
XBuni 366 HM chriyopecueHLil Nnsmi Ha XpomaTorpami po3umnHy
cTanaapty (SS).
laenTudikauis 3anisa okcugie | Bignosiaae BuNpoByBaHHIO aHANITUMHOT METOS KK - 1
lnenTudikauis Turany Bianosiaac sBunpobyBaHHIO aHaniTMHHOT METOANKN - *1
aiokeuay
KinbkicHuit smicT sancaprany| 95,0 % - 105,0 % sia 3azHaveHo! KinbKocCTi 98,4 .
PO34MHEHHA BancapTany He meHuwe 80 % (Q) Bia 3a3HaveHol kinbkocTi npoTarom] 95 - 99 -
30 xBunuH
MikpobionoriyHa yucrora - He 6inbwe 10008 1 - *2
3aranbHa KinbkictTe aepobHux
GakTepin

[anui cepTudikar sikOCTi Mae eneKTPORHUIA Nianuce.
CepTtudikaT CTBOPEHO aBTOMATUHHO BANiA0BaHOK KOMMIOTEPHOIO nporpamord SAP.




(f4 KRKN

KPKA a.a., HoBo mecTo

CEPTUDIKAT AKOCTI

Nava ppyxysaHHs ceptudikary
CropiHka: 2/2

Kog Ne: 7D9262

BAJIbCAKOP®, TabneTtku, BKpUTi nniskoBolo o6onoxkoto, no 80 mr Ne 28;
KpaiHa-BupobHuk: CnoseHis;

1 Tabnerka, BKpuTa NNiBKOBOK 06ONOHKOIO, MicTUTL 80 Mr BancapTaHy,

nikapcbka dpopma: Tabnetku, BKpUTi N1iBKOBOK 060SOHKOIO;
po3Mip i TMN nakyBaHHA: no 14 Tabnetok y 6nicTepi, no 2 6nicTepyn y KaPTOHHIK Kopobui

Cepis: D93809 Po3mip cepil: 38.979 WIT
[ara supoGHuyrea: 10.2020 [ara 3akiHyeHHa TepmiHy npupaTHocTi: 10.2025

PeecTpauiiHe nocsigyeHHs Ne:
UA - UA/6227/01/02

HasBa i agpeca BupobHuka, BignosiganbHoro 3a sunyck cepil: | Jliuensis Ha supobHuyTeo Ne:
KPKA a.a., HoBo mecto 800-13/2018-6

Wmap’ewka yecra 6

Hoeo mecTo, 8501, CnoseHin

Ha3sBa nokasHukis Cneuudikauis PesynsTatv Bunpobysarb Mp.*
MikpobionorivHa unctoTa - He 6inbwe 100811 - 2
3aranbHa kinbkicTe rpubis i

ApiKIKiB

Mikpo6ionoriuna uucrtora — BiacytHie 11 - -2
Escherichia coli

Mp.” = Npumitka
*1 He pyTuHHuU#A mMeToa. BunpobysaHHSA NpoBOAUTLER 1 pas Ha pik.
*2 BunpoBysaxHA NPOBOAUTLCA BIANOBIAHO A0 nporpamu (onucana B8 MKA)

Linm nigTeepaxyto, WO BulleHaseaeHa iHopmMalis € AoCToBIpHOIO Ta TouHol. [laHa cepis npogykuii 6yna supobnexa
(BKNIOYAIOUN NaKyBaHHA/MapKyBaHHA) | NPOULLINA KOHTPOSb SIKOCTI HA BULLEBKa3aHill 4inbHWLI B NOBHIK BignoeigHocTi i3
sumoramn GMP, BCTaHOBMEHWMM MICLIEBUM PpErynaTOPHUM OpraHoM, a Takox Yy BignosigHocTi o cneuwdikadii
peecTpauinHol AokyMmeHTauii, sareepakeHoi B YKpaiHi Ana  gocrimpkysaHoro nikapcekoro  3acoBy.  Mpotokonu
BUPOBHULTBA, NaKyBaHHA | KOHTPONA AKOCTI NepesipeHi | signosigaloTe BuMoram GMP.

Cepis sunyweHa y signosigHocTi i3 girovoio sepcieio MKA UA/6227/01/02.

[aTa Bunycky Ha pUHOK: OcoBa, sinnosigansHa 3a ennyck /13 Ha puHok
19.11.2020 ‘ Tann [ipHosuek, /nignnc/
( [4 KRKN VTIPABIIHHS SKICTIO
KRKA, KPKA, g.a., Hoso Mecto
tovarna zdravll, d.d., Himap'e wka yecra 6, 8501
Novo mesto CnoseHia

[lanui cepTudikaT SKOCTi Mae NEeKTPOHHUA Nignue.
CepTudikar CTBOPEHO aBTOMaTUUHO BaNiA0OBaHO KOMMN'IOTePHOI nporpamolo SAP.




JAEPXJIIKCIIYKBA
AEPXKABHA CJIYKBA 3 JIIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIA OBJIACTI

npocniexT Banepis JlobaHoecekoro, 51, M. KuiB, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3eHOro B YKpaiHy JiikapchbKkoro 3acofy

09.03.2021 Ne 8414/21/10

BAJIbCAKOP®

(HaliMeHyYBaHHS JiKapchLKOro 3aco0y 3riZIHO 3 peeCTpallifHHM MOCBiAUEHHAM)
Ta0JIeTKH, BKPHTI ILTIBKOBOIO 060/10HK010, 10 80 Mr, o 14 Tadaerok y Guicrepi, mo 2
OsicTepn y KapToHHiill KopoOuini

(dopma BuITyCKY, H03yBaHHA, BUA NaKyBaHH: JIiKapCHKOTO 3ac00y)

Howmep peectpaniiinoro nocsimuenns UA/6227/01/02 ctpox nii peectpaniitoro nocsimuenss 01.01.2099

Cepis nikapcbkoro 3aco6y Ne D93809 KinbkicTs BBe3€HOTO Nikapcrkoro 3acoby 1440
BupoGHUK KPKA, n.1., HoBo MecTo, CiioBeRis
(HaliMeHyBaHHA BUPOGHHKA NiKapCBKOTo 3acoby, KpaiHa OX0KEHHS)
BBe3seHo B YxpaiHy ChninbHe ykpaiHChKO0-eCTOHCbKE MiANpHEMCTBO Y popmi ToBapucTBa
3 oOmeskeHoI0 BianoBinansHicTio "'OnriMa-@apm, JITA", inent. kon:
21642228

(naiimeHyBaHHs Ta ko 33 E[JPTIOY 1opnaudsoi oco6u abo npizsuiie, iM's, o 6aTbkoBi (izuuHOT
0co0H - MiANpHEML, T MicIie IPOXHBAHHS Ta peecTpaliiHuit Homep 001iKOBOT KAPTKH IUIATHHUKA
nozarkiB abo cepis Ta HOMep nacnopTa)

Tpotokoa BisyansHoro koutpomo Bix 26.02.2021 Ne 0517/20.

3a pesynbTaTaMH [EPXKaBHOTO KOHTPONIO BCTAHOBJICHO, INO JHKApChbKWif 3aci0 BBeseHo B VYkpainy 3
AOTPHMAHHSAM BHMOT 3aKOHOJABCTBA MO0 3a0e3neueH:

AKOCTI JiKapCchKUX 3acofiB.

@W@r{@ﬁm GnyxcGn | C " Onexciit COJIOPAI

’ *(mqanQP(z)a ocbﬁd opra¥y JIEP)KB.BHOFO KOHTPOJIO) V(ninnnc) (inirianu T2 npissume)
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(L4 KRKN

CEPTUDIKAT AKOCTI KPKA A.4., HoBO MecTo
Hara: 07.04.2022
CropiHka: 2/2

Koa Ne: 7F0838

BAIIbCAKOP®, Tabnetku, BKpuTi nNiBKOBOIO 060N0HKOI0, No 80 mr Ne 28
KpaiHa-BeMpoOHuMK: CnoBeHisa

1 TabneTka, BKpUTa NniBkoBOIO 060MOHKOI0, MICTUTL 80 M BancapTtaHy

nikapcbka cpopma: TabneTku, BKpUTi nNiBKOBOIO 0G0NOHKOKD

po3amip i TMN nakyraHHsA: no 14 Tabnerok y 6nicrepi, no 2 6nicrepm y KapToHHIi kopobui

Cepisi: DAB176 Poawmip cepil: 37.144 LUT

Dara eupobHuyrea: 11.2021 Jara 3akiH4yeHHs1 TepMiHy npuaatHocTi: 11.2026
PeecrtpauiiiHe noceigyeHHA Ne:

UA - UA/6227/01/02

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

Llimap’ewika wecta 6

Hoeo mecTo, 8501, CnoBeHin

Hasea nokasHukiB Cneundikauin Peaynbrath BunpobysaHe Np.*
MikpobionoriuHa aKicTL — He Ginbwe 1000 KYOB1 <10 2
BaranbHa KinbKicTsL aepobHux

MikpoopraHiamie (TAMC)

MikpoGionoriuHa sKicTb — He Ginbwe 100 KYOB 1T <10 *2

BarancHa KinbKicTL
[PDKIPKOBUX Ta NMNiCEHEBUX
rpubie (TYMC)
MikpabionariyuHa AKicTs - BigcymHie1r Bignoeinae *2
Escherichia coli

Mp.* = MNpumiTka
*1 He py™HHWIA MeToA. BunpobyBaHHa npoBoAUTLCA 1 pas Ha pik.
*2 sunpobyBaHHA NPOBOAMTLCH BIANOBIAHO A0 NporpamM (onucaHa B MKA)

Lium niaTeepokylo, WO BULLieHaBeAeHa iH(opMallis € [OCTOBIPHOID Ta TOMHOW. [laHa cepis npoaykuil 6yna sMpobneHa
(ekniovaloun nakysBaHHs/MapKyBaHHs) | NpoiLlina KOHTPOMb SIKOCTI Ha BUMLLIEBKa3aHIA ANLHULI B NOBHIA BiQNOBIAHOCTI i3
Bumoramu GMP, BCTaHOBNEHUMM MICLIEBMM PpEerynsTOpHUM OpraHoM, a TakoX Yy BianoeigHocTi Ao cneuudikaulil
peecTpaliiiHoil AoKyMmeHTauUil, 3aTeepfxeHol B YkpaiHi Ana pocnimkyeaHoro nikapcbkoro 3acofy. [lpoTokonu
BUPOOHMLITBA, NaKyBaHHSA i KOHTPOMNA SKOCTI Nepee.ipeHi i BignosipaoTs BuMoram GMP.

Cepis BMNyLiEHa Y BiANOBIOHOCTI i3 Aitoyoto Bepcieio MKA UA/6227/01/02.

[Nata BUNycKy Ha PUHOK: Ocoba, signosigansHa 3a sunyck f13 Ha puHOK
10.01.2022 Taun upuonwex

Q)‘ .:Lv\

YMPABIHAS quC'no N
KPKA, fi.n. Hoao mecid

Nanwia ceprudhikat AKOCTI MAE ENEeKTPOHHMIA Nianue.
CepruhikaT CTBOPEHO ABTOMATUYHO BanifAOBaHOKD KOMITIOTEPHOIO Nporpamoio SAP.



(L4 KRKN

CEPTUDIKAT AKOCTI KPKA A.4., HoBO MecTo
Hara: 07.04.2022
CropiHka: 1/2

Koa Ne: 7F0838

BAIIbCAKOP®, Tabnetku, BKpuTi nNiBKOBOIO 060N0HKOI0, No 80 mr Ne 28
KpaiHa-BeMpoOHMK: CnoBeHisa
1 TabneTka, BKpUTa nNniBkoBol0 060NMOHKOI0, MICTUTL 80 M BancapTtaHy
nikapcbka chopma: TabneTku, BKpUTi NNiBKOBOIO 0G0NOHKOKD
po3amip i TMN NakyraHHA: no 14 Tabnerok y 6nicrepi, no 2 6nicrepm y KapToHHIi kopobui

Cepis: DA8176

Poawmip cepil: 37.144 LUT

Dara eupobHuyrea: 11.2021

Jara 3akiH4yeHHs1 TepMiHy npuaatHocTi: 11.2026

PeecrtpauiiiHe noceigueHHA Ne:

UA - UA/6227/01/02

Hasga i anpeca supobHuka, BignoBiAansLHOro 3a BUNYCK Cepil:
KPKA a.a., Hoeo mecto

Llimap’ewika wecta 6

Hoeo mecTo, 8501, CnoseHxin

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

Hasea nokasHuKiB Cneundikauin Peaynbrati BunpobysaHb Np.*
Onuc Poxesi, kpyrni, ABoonykni TabneTis, BKPUTI NNiekosoio | Bignoeinae -

06GONoHKOI0, 3 HACIHKOID 3 oaHoro Hoky
OpaHopigHICTE Mack He Ginblue oaHiel i3 30 Mac BMxoauTh 3a Mexi 85% - |- *4
noginexHux TabneTok 115 % Bin cepeaHLOT MacH | XOgHa He BUXOOMTH 33

wmexi 75 % - 125 % eig cepegHboi Macu
OaHopigHICTL 4030BaHMX He Ginbwe 15,0 24 -
OOMHWLL —
PO3paxyHKOBO-BAroBUii
MeToA: 3HaYeHHs
npuiManeHoro yucna (AV)
lpeHTudbikanis Bancaprady — | Yac yTrpuMyBaHHA NiKy BancapTady Ha xpoMmarorpami | Bianoeigae -
BEPX po3uuHy apaska (SaS) mae signosinaru vacy

YTPMMYBaHHSA MiKy BANcapTaHy Ha Xpomarorpami

pO34uHy cTaHaapTy (SS)
lpevmudbikauin eancapraHy — | Y® - ceitno, AoBxwmHa xBuNi 254 HM: Nnama Ha - *1
Tmx Xpomarorpami po3unHy 3paska (SaS) mae signosigamm

3a 3HaueHHAM Rf Ta poamipomM nnsmi Ha xpomarorpami

PO3uMHy CTamaapry (SS)

Y® - cBiTnO, AOBXMHA XBUNi 366 HM: NMnaMa Ha

xpomartorpami poaunHy 3paska (SaS) mae signoeigamm

3a 3HaueHHsM Rf, poamipom Ta kKonbopoM

thnyopecueHLil NNAMi Ha XPOMAaTOrpaMi PO34HHY

CTaHaapTy (SS)
lpenTudbikauin TuTaHy BignoeigHo A0 aHANITUMHOT METOOUKM - *1
aioxenay
laenmudbikauin 3aniza okcvaie | BignosigHo A0 aHANITUYHOT METOAUKK - *1
PoznagaHHs He Ginbwe 30 xeunuH y Boai npu 1em.37°C+1°C 1-2 - -
CynyTHi nomilky —oauHuuHa | He Ginbwe 0,2 % <=0,10 Z Aol I =
CynyTHi foMilLKN - cyma He Ginbwe 1,0 % <=0,10 A X -
[AOMILLIOK g,
KinekicHuii BmicT Bancaprady | 95,0 - 105,0 % ein 3asHaueHol kinbkocTi 99.9 -

PosunHeHHA Bancaprady 80%
(Q)

He meHwe 85 %Bin 3asH.kin.nporarom 30xeun.

101 -103

Nannia ceprudhikat AKOCTI MAE ENeKTPOHHWIA NiaNue.
CepTudhikaT CTBOPEHO ABTOMATUYHO BanifOBaHOK KOMITIOTEPHOIO Nporpamoio SAP.



JIEPKJIIKCITY KBA
JIEP’KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMU
Y JHIMTPOIETPOBCHKIN OBJIACTI

Huinpo, nin.Cobopna,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog CIPTIOY 37070665

BUCHOBOK
Npo SAKICTH BBE3€HOI0 B YKpPaiHy JIiKapcbKOro 3acody

17.04.2022 Ne 15494/22/04

BAJIBCAKOP®

(naiiMeHYBaHHA NiKAPCLKOTO 3acody 3TiAHO 3 peccTpalliinuM MOCBIYEHHAM)
Ta0JETKH, BKPHTI IUTIBKOBOIO 000/10HK010, 110 80 Mr no 14 Tabaerok y daicrepi, mo 2 duicrepu
y KapToHHii KopoOui

((popma BunycKy, A03yBaHH#A, BHI NAKYBAHHA JIiKapCEKOro 3acoby)
Homep peecrpauiiinoro nocsiguenns UA/6227/01/02 crpok ait peecrpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcbkoro 3acoby Ne DA8176 KinbkicTs BBe3eHoro sikapebkoro 3acoty 1152

Bupo6uuk KPKA, n.1., Hoso Mecto, CrioBenist

(naiiMenyBaHHs BUPOOHHKA TiKApPCHKOro 3aco0y, KpaiHa IMOXOUKEHHA)

Bpeseno B Yxpainy Tosapucrso 3 o6MekeHor0 BinoBiansHicTio ""Benra . JIT/1", inent.
kou: 21947206

(naiiMenysanus Ta ko 3a CJIPITOY 1opuauutol ocobu abo npizsuuie, iM'a, no darekosi (Gizwunol
ocodu - nianpuemild, il Micue NpokHUBaHHA Ta peecTpauiiHui HoMep o0niKOBOT KapTKH NIATHHKA
nonatkis abo cepis Ta Homep nacnopra)

TIporokon Bisyanbuoro kourpoao sin 16.04.2022 X 07-01/728/11.

3a pesynbTaramMu  JICPKABHOTO  KOHTPOMIO BCTAHOBJIEHO, WO Jikapcbkuid  3aci®  Beezeno B YKpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHOZABCTRA LIOM0 32a0e3MEUYCHHA AKOCTI JIIKapChKHX 3aC00iB.

Havanenuk JlepxkaBHol ciyx0u 3
NiKapchKHX 3aco0iB Ta KOHTPOIIIO 3a ;

. 4 1Onis OBYAPEHKO
HAPKOTHKaMu y JIHinponeTpoBChKiit )
oﬁnaCTl

(iniuianu Ta npizsMie)

(uuuuo Ba ocoba oprany m:p HABHOTO KOHTPOJIO)

i ———

I0nis Konropuuixosa +38(066)345-41-71
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