CEPTU®UKAT KAYECTBA

/ﬁ

(T4 KRKA

KRKA, d.d., Novo mesto

CrpaHuua: 1/2

Kog No: 7D5561

CTpaHa-npoussoanTens: CnoBeHus
1 TabneTka cogepxuT 25 Mr Kapseaunona
nNekapcTeeHHas dopma: TabneTtku no 25 mr

KOPUOI®, Tabnetkn no 25 mr Ne 28 (14x2) B Bnucrepax

pasmep 1 TUn ynakoeku: no 14 tabnetok 8 Gnucrepe; no 2 Gnuctepa s kopobike

Cepusa No: NJ6658

Paswep cepun: 32.466 LUT

fata npounssoactea: 01.2020

[Jata okoH4aHus cpoka rogHocTh: 01.2025

PerucrpaumorHoe ygoctosepenue Ne:
UA - UA/4128/01/03

cepum:
KPKA a.a., HoBo mecTto
Wmapbeluka uecra 6

Hoeo MecTo, 8501, CrioeeHus

HassaHue u afpec Npou3BoanTensa OTBETCTBEHHOIO 3a BbIMYyCK

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

HaseaHuWe nokasarteneli

Cneundmkauus

PesynbTathbl aHanusos

Onucaxre

Pacnagaemocts

0OaHOPOAHOCTL 403NPOBAHHbIX €AWHUL-0HOPOLHOCTE COAEPXKaHNA
Kapeegunona
WaeHTuchukauua kapeeaunona - BOMX

WaenTuchukauus kapeegunona - TCX

ConyTcTeyloLme NPUMECK - UHAMBURYANEHbIE
ConyTeTeyoLmne Npumeck - oBLLKE KONNYECTBG
KonuyecteenHo cogepxaHne kapeesunona BIHX
PacTeopeHune kapseaunona

MukpeBuonoruieckasn uncToTa- OBLiee KONUYECTBO a3pobHbIx
GakTepuii (TAMC)

MukpoBuonoruyeckas uuctora - OBLee KONUYecTBO rouboe n
Apoxokeit {TYMC)

Mnkpobuonoruyeckas uncroTa - E. Coli

Kpyrnwle, cnerka soskoBbinyknsie, Genoro usera
TabrneTku CO CKOLUEHHLIMUW XPASIMU U HACRYKOI C
OAHOR CTOPOHHKI.

He Gonee uem 15 muHYT 8 BOAE NpY 37 °C

1 2

3HaueHWe NoKa3aTensa NPUeMNeMocTi (AV)
cocTapnAeT He Bonee 15,0

Bpewms yaepxusaHus nuka kapeegunona xa
Xpomarorpamme MCNbITyeMoro pacTeopa (Sas)
AOIMHHO COOTBETCTBOBATL BPEMEHN Y EPXNBAHNUS
NUKa KAPBEAUNONA Ha XpoMaTorpaMme
CTaHAapTHOro pacTeopa (SS)

OCHOBHOE MATHO Ha XPOMATOrPAMME UCTILITYEMOro
pacteopa (SaS) no nokasarenk Rf, pasmepy u
LBETY 40/MKHO COOTBETCTBORBATL OCHOBHOMY MATHY
Ha XpomaTorpamme CTaHAapTHOro pactsopa {SS).
He BGonee uem 0,2 %

He bonee uem 1,0 %

95,0 - 105,0 % OT 3@RBNEHHOro KoSiMYecTea

He menee 70 % (Q) ot 3asBneHsoro

KONuecTsa B TeHeHun 30 MuHyT.

He Bonee 1000 KOEB 11

He Oonee 100 KOEg 11

oTCyTCTBMEB 1T

CooTBeTcTRYET

5-7
3,5

CooTBeTcTRYyeT

CootBeTtcTBYET

<=0,05

<=0,05

100,3

83 -88
*1
*1

*1

HaHHblit cepTudnkaT aHanusa uMeeT 3NEKTPOHHYIO NOANUCS.

CepTudpukar cospaH aBTOMaTMQ/WgAPGBaHHOM KomnbroTepHom n oriwm V/ZS




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

CrtpaHuua: 2/2

Kog No: 7D5561

KOPUON®, Tabnetku no 25 mr Ne 28 ( 14x2) B BnucTepax
CTpaHa-npounssogutens: CnoseHus

1 TabneTka cooepmuT 25 mr Kapeegunona

nexapcrTeeHHasa dopma: TabneTtku no 25 mr

pasmep v Tun ynakosku: no 14 tabnetok B Gnucrepe; no 2 Gnuctepa B kopobke

Cepus No: NJ6658 Pasmep cepun: 32.466 LT
arta npouseogctea: 01.2020 [lata okoHYaHus cpoka rogHocT: 01.2025

PerucrpauunorHoe yaoctosepenue Ne:
UA - UA/4128/01/03

Hassanve v anpec npoussoanTens oTBETCTBEHHOTO 33 BbinycK | JTMLeHansa Ha nponseoacTeo Ne:
cepuu; 800-13/2018-6

KPKA n.a., Hoso mecto
Wmapbelka uecrta 6

Hoso mMecTo, 8501, CnoeeHus

Cepua BbinylljeHa B COOTBETCTBUM C AelicTeylowel Bepcuein AH UA/4128/01/03.

Hactoawum noartesepxaato, yto BbllENpuUBEACHHaA UH(popMauusa sBnsieTcs AOCTOBEPHOI W TOYHOK. [laHHas cepus
npoAykuuu Beina npoussegeHa  (Bknouas YNaKoBKy/MapkMPOBKy) M MpoLna KOHTPONb KavyecTBa Ha BbILLIEYKa3aHHOM
y4acTke B NONHOM COOTBETCTBUAM C TpeGoBaHusmu GMP, YCTaHOBNEHHLIMU MECTHBIM  PEryMSITOPHLIM OPraHOM, a Takke B
COOTBETCTBUM CO  crieumpuKaLuein perucTpaLuoHHOoi AOKyMEHTaUuK, yTeBepxaeHHoW B Ykpauue ans uccnegyemoro
NekapcTaeHHoro cpeactea.  [poTokonsl MpowseogcTea, YNakoBKW U KOHTPONS  KayecTBa cepuu NnpoBepeHsbl K
COOTBETCTBYIOT Tpeboranuam GMP.

*1 TECT NPOBOAMTCS B COOTBETCTBUN ¢ nporpammoii (onucadHo 8 AHA)

OaTa Beinycka Ha peIHOK: OTBeTCTBEHHOE NULE 2a BLInyck JIC Ha PLIHOK
07.04.2020 Mapus Buguyy

(B4 KRN
A

varno relravil A A
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mlmmmm; P
OTAEN YNPABNEHUA KAYECTBOM
KPKA, n.a., Hoso mecTto
LWmapbeluka uecra 6, 8501

CnoseHus

HaHubiih cepTudhnkaT ananuaa umeeT 3NEKTPOHHYIO NOANUCK.
CepTudbukar cosgaq asTomaTUyecku BaNUAMPOBAHHON KOMNLIOTEPHOK NporpamMMoii SAP.,
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JIEPYXKJIIKCIIY KBA YKPAIHA
JTEPYKABHA CJIIYJKBA 3 JTIKAPCbKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIU OBJIACTI

npocnekT Banepis Jlo6anoBchkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
Ipo AKiCTH BBE3EHOI0 B YKpaiHy JiKapchbKOro 3acoly

05.08.2020 Ne 37334/20/10

KOPIOJI®

(HaiiMeHyBaHHS JIKapCbKOTO 3aco6y 3TiiHO 3 peeCTpaLiiHIM MOCBiYEHHSM)

ta6aeTkn mo 25 mr Ne 28 (14x2) y bticrepax

(dopma BHIYCKY, 103yBaHHS, BUIl MaKyBaHH: nikapcpKOro 3acoly)

HoMep peecTpaLiiiHOro MocBi NYeHHs UA/4128/01/03 ctpox nii peecTpauiifiHOro nocBiI4eHHs 16.03.2021
Cepis nikapcskoro sacoby Ne NJ 6658 KinbkicTs BBe3eHoro Nikapcskoro 3acoby 1800

Bupo6HHK KPKA, 1.1, HoBo mecto, Cil0BeHist

(HaiiMeHyBaHHs BUPOGHHUKA JIKapChKOro 3aco0y, kpaiHa [OXOKEHHs)

BBe3eHO B YKpaiHy  CnisibHe YKPaiHCHKO0-eCTOHCHKE MANPHEMCTBO Y ¢opmi TOBApUCTBA
3 0GMeKeH010 BiqnoBigaabHicTIo "OnTiMa-Papm, JITH", inenr. xon:
21642228

(HaiiMeHyBaHHs Ta KOJ 32 CJIPIIOY ropunu4HOi 0cobu abo Tpi3BHIILE, iM's, 0 GATBKOBI ¢iznyHOI
0C00H - mianpueMs, ii MiCLE MPOXKUBAHHS Ta peecTpaliiinnii Homep 001iK0BOT KapTKH MIATHAKA
110JaTKiB 260 cepis Ta HoMep NacnopTa)

TIpoTOKOJI Bi3yaJbHOT0 KOHTPOJIIO Bil 29.07.2020 Ne 2375/35.

3a pesynbTaTaMH JEPXABHOTO KOHTPOIIO BCTAHOBJICHO, IO mikapcekmii 3aci6 BBeseHo B YKpaiHy 3

AOTPHUMAHHSM BUMOT 3aKOHOJABCTEA 1mo/10 3a6e3nmeyeHHs FKOCTi JIIKapChKUX 3aco0iB.

=

3 %1 oh
g%;of .a.@%y ‘.@I \ V Ouexciit COJIOIIPA

Ga opragy n%}i&oré KOHTPOJIIO) \(ninrmc) (ininjanu Ta npi3BuLIe)

s




A

(T4 KRKNA

KRKA, d.d., Novo mesto

CEPTUD®UKAT KAYECTBA

farta: 30.07.2020
CTpanuuya: 1/2

Kon No: 7D5561

CTpaHa-npouseogutens; CrioBeHus
1 TabneTka cogepxuT 25 Mr Kapeegunona
NeKapcTeeHHas gopma; TabneTkn no 25 mr

KOPWON®, TabneTku no 25 mr Ne 28 (14x2) 8 6nucTepax

pasmep 1 Tun ynakosku: no 14 Tabnetok B 6nctepe; no 2 Gnucrepa B kKopobke

Cepus No: NJ8686

Pasmep cepun: 53.886 LUT

fara npoussoactea: 05.2020

flaTa okoHYaHMsA cpoka rogHocTy: 05.2025

PernctpaumoHHoe yaocTtosepeHme Ne:
UA - UA/4128/01/03

cepuu:
KPKA a.4., HoBo mecTo
Wmapbeuwka uecra 6

Hoso mecTo, 8501, CnioBeHus

HaseaHue u anpec npoMseoauTENsa OTBETCTBEHHOMO 33 BbINYCK

JlnueHsuna Ha npovssoncTeo Ne:
800-13/2018-6

HaseaHue nokazarteneir Cneundukauma PesynbTaThl aHannsos
OnucaHue Kpyrneie, cnerka asosikoBeinykneie, Genoro useta CooteetcTByET
TabneTku Co CKOLLEHHLIMU KPAAMU 1 HACEIKONR C
OJHOI CTOPOHBI.
Pacnagaemoctb He Bonee Yem 15 MuHyT B BOZE NpM 37 °C 4-5
+1°C
O/ HOPOAHOCTb LO3NPOBAHHBLIX €AUHWL-0AHOPOAHOCTE COAEPKAHUA 3HauYeHMe NOKA3ATENA NPUEMTEMOCTY {AV) 4.1
Kapeeaunona cocrtaenset He Bonee 15,0
WaeHTudukauus kapsegunona - BIMX Bpems yaepxuBaHus nuka kapseaunona Ha CooTteeTcTBYET
XpomaTtorpamme UcCrbITyeMoro pactaopa {SaS)
AOMKHO COOTBETCTBOBATL BPEMEHU YA epXUBaHUS
nyKka Kapeeannona Ha XxpoMarorpamme
CTaHAapTHoro pacteopa (SS)
WnenTtudmkauun kapsegunona - TCX OcHoBHOE NATHO Ha XpPOMATOrPaMME UCTILITYEMOrD CootBeTcTBYeT
pacreopa (SaS) no nokasatento Rf, pasmepy u
LBETY AOMKHO COOTBETCTBOBATE OCHOBHOMY NSATHY
Ha xpomarorpamme CTaHAapTHOro pacTeopa (SS).
ConyTcTaylolme npumecy - MHAUBUAYANkLHbIE He Gonee yem 0,2 % <=0,05
ConyrcTayiowme npumecy - o6LLME KONUYECTRO He Gonee uem 1,0 % <=0,05
KonuuecteeHHo cogepxane kapeegunona BIXKX 95,0 - 105,0 % OT 3aABNEHHOIO KONUYECTRA 97.1
Pacteopehrue kapsegnnona He menee 70 % (Q) ot 3aaeneHHoro 79 -83
KONW4ecTBa B TeueHu 30 MUHYT.
MukpoBuonoruyeckas unctora- OBLLee KonuYecTeo a3pobHbIX He Gonee 1000 KOE B 11 <10 i |
Gakrepuin (TAMC)
MukpoBuonornyeckas Juctota - OBuwiee konuyecTeo rpuGoe u He Gonee 100 KOEB 11 <10 *1
Apoxoxed (TYMC)
Mukpobronorudeckan yncrora - E. Coli oTcytctBue B 11 /7 CooTeeTcrByeT *

HanHbil cepTudbukat kavecTea umeet ANEKTPOHHYIO NOANNCH.

Ceprudmkar cosgaH aammamqecu}
B Q0L MV 8

BRNUAUPOBAHHON KOMNLIOTEPHOM

0% 06,0

Zyorpagmoﬁ SAP.




(T4 KRKN

CEPTUGUKAT KAYECTBA MRIAL, Bt et

Hara : 30.07.2020
CrpaHuua: 2/2

| Kog No: 7D5561

KOPUON®, TabneTku no 25 mr Ne 28 (14x2) B BrincTepax
CTpaHa-npounasoautTens: CnoBeHus

1 TabneTka copepxur 25 mr Kapsegwunona

NlekapcTBeHHan chopma: TabneTku no 25 mr

PasmMep u Tun ynakosku: no 14 TabneTok B 6aucTepe; no 2 BrnucTepa B Kopobke

Cepust No: N.J8686 Pasmep cepun: 53.886 LUT
ara npoussogcrtea: 05.2020 fara okoHYaHus cpoka rogHocT: 05.2025

PeructpaumnoHroe yaccToBepeHue Ne;
UA - UA/4128/01/03

HaseaHue v agpec npoussoantens OTBETCTBEHHOrO 3a Bbinyck | JluueHans Ha npouseoacTeo Ne:
cepuu: 800-13/2018-6

KPKA n.a., HoBo mecto
Wmapbewka uecra 6

@BO MecTo, 8501, CnoBenua

*1 TecT NpoBOAMTCA B COOTBETCTBUY G nporpammoii (onucanHoh s AHM)

Hacrosuwmm noareepxaalo, uto BbllUenpusegeHHas uHdopmauus SBRseTcs AOCTOBEPHON U TOYHOR. [aHHas cepus
NPOAYKUMM Gbina npousseneHa (BKNoYas YNakoBKy/MapKMpOBKY) U npoluna KOHTPONb KavecTea Ha BbilLeyKasaHHOM
yHacTke B NMONMHOM COOTBETCTBUM ¢ TpeBoBaHUsMM GMP, ycTaHOBMEHHbIMU MECTHBLIM PErYNATOPHLIM OpraHoM, a Takke
B COOTBETCTBUU CO cheunduKaLmMen perucTpaLuroHHom AOCKyMEHTaLuW, yTBEPXAEHHOI B YkpauHe ans uccnegyemoro
NnekapcTeeHHoro cpeactsa.  [MpoTokonsi MPOU3BOACTBA, YMAKOBKA W KOHTPONA  KayecTRa CEpUN NpoBEpPeHbl 1
COOTBETCTRYIOT TpeboBaHmam GMP.

Cepua BbinyujeHa B COOTBETCTBUM C AeiicTayiowedt Bepcreit AHI UA/4128/01/03.

fata Brinycka Ha pelHok: OteetcTBeHHOE NULO 3a BbINyck J1C Ha pbiHOK
15.06.2020 Maiga Wenuua

: B2, ™10
(IR

&g
iR
tovarna zdravil, d.d.,
YMPABNERHMEKAYECTBOM
KPKA, 42, Hoso mecro
Wmapeewka yecta 6, 8501

Cnosenna

HauHblil cepTudhukat kavectea nmeer 3MNEKTPOHHYIO NOAMUCH.
Ceprudbukar cosaaH aBromaTuuecku BAIMANPOBAHHON KOMNLIOTEPHON NporpaMmoi SAP.
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JEPXKJIIKCITYKEA YKPATHIA
AEPYKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npocnekT Banepig JloGanoseskoro, 51, M. Kuig, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €/IPIIOY 37078774

BHCHOBOK
Npo AKICTh BBE3€HOro B YKpaiHy JikapchKoro 3acoly

20.08.2020 Ne 40480/20/10

KOPIOJI®

(naliMeHyBaHHA nikapcpkoro 3acofy 3rinHo 3 peecTpauifHUM MOCBIAYEHHSM)

Tabaerku mo 25 mr Ne 28 (14x2) y dxicrepax

(hopma BHMYCKY, I03YBaHHs, BH/ NaKyBaHHA JiKapChKOro 3acoby)

Homep peectpauiiinoro noceimuerns UA/4128/01/03 crpox aii peectpaniiinoro nocsizsenna 16.03.2021

Cepis nikapcekoro 3acoGy Ne NJ8686 KinbkicTs BBE3€HOTO Jikapchkoro 3acoGy 288
Bupo6Huk KPKA, n.1., HoBo Mecto, CiioBeHis
(HaliMeHyBaHHA BHPOOHHKA MiKapchkoro 3acofy, KpaiHa NOXOKESHHS )
BpeseHo B Ykpainy CuinbHe yKpaiHChK0-€CTOHCHKE MANPHEMCTBO Y GopMi TOBapHCTBA
Y
3 o0MekeH010 BignosinanabHuicTio "OnriMma-®apm, JIT/T", inent. xon:
21642228

(nadiMenysannx Ta kof 3a €APIIOY ropuauynoi ocodu aGo npisBuiie, iM's, no 6arbkosi diznunol
ocobH - mianpuemMu, i Miclie MpOXHUBAHHA Ta peecTpaliiiHui Homep 06MiK0BOT KAPTKH MIATHHKA
noaaTkis abo cepis Ta HOMep MacnopTa)

Mporokosn Bisyanasuoro kontposuo sia 13.08.2020 Ne 2561/55.

3a pesylsTaTaMud  ASPKABHOrO KOHTPOMIO BCTAHOBIEHO, WLIO JHKAapChKHH 3aci0 BBeseHo B Vkpainy 3
HMOT 3aKOHOJABCTRA [I0H0 3a0e3nedeH s AKOCTi MiKapchbkuX 3aco0iB.

\ Ounexkciit COJIOIPAN

TANHC IHIIAJIH T2 [PI3BHILC
p




NEPEKNAL OPUTHANBHOIO CEPTU®DIKATY SKOCTI

CEPTU®IKAT AKOCTI

(T4 KRKA

KPKA a.a., Hoso mecro

[flata apykysanns ceptudikaty
Cropitika: 1/2

Kon Ne: 7D9052

Kopion®, Tabnetku no 25 mr Ne 28 (14x2) y Gnicrepax
Kkpaita-Bupobruk: CnoseHin

1 TabneTka MicTUTL 25 Mr kapseaunony

nikapcbka chopma: Tabnertiu no 25 Mr

po3mip i TUn nakysaHHA: no 14 rabnevok y 6nictepl; no 2 Gnicrepu y xopo6ui.

Cepis: NK2304

Poawmip cepil: 29.856 WIT

| lata supobuuyTea: 08.2020

Harta sakituenns Tepminy npuaatHocTi; 08.2025

Peectpajiitie nocsiguerHst Ne:

UA - UA/4128/01/03
Hassa i agpeca BupoGHuka, BignosigansHoro 3a sunyck cepil: | Nliuensia Ha BupoBHULTEO Ne:
KPKA a.4., Hoso mecto 800-13/2018-6
Limap’ewka uecra 6
Hoso mecTo, 8501, CnoBeHin
Hassa nokaaHukis Cneusdikaia PeaynsTatn BunpoBysann Mp.*
Onuc Kpyrni, aewo asoonykni Ginoro konbopy Tabnetiu, 3i | Bianosinae -
CKOIEHNMU KDARMM T8 HACcIMK0I0-3 04HOrO Goky
Posnaganus He Binbuwe Hix 15 xawnue y sogl npu 37 °C £ 1 °C 5-6 -
OAHOPIAHICTL A030BEHX 3HaueHHA NPUAMANLHOTO YKCha (AV) cknagae He 49 .
0AUHNALL ~ OAHOpIAHICTL Ginble 15,0
BMICTY Xapseawnony
laentudixauis kapseaunony —| Yac YTpPUMYBaHHA Niky KapBeaunony Ha Xpomarorpami Bignosigae .
BEPX Po34uHy 3pa3ka (SaS) mae signosinaTn yacy
YIpuMyBakHs niky xapeeaunony Ha xpomarorpami
PO3unHy cTagapTy (SS)
IneHTudikavin kapseaunony — | OcHoBHa nNaMa Ha Xpomarorpami posuuHy apaska Bignosigae .
TUX (Sa8) 3a sHavenHam Rf, posmipom Ta 3abapenextsm
Mae sianosiaaTy ocHosHIR nnsmi Ha xpomaTorpami
PO34uHY cTaHaapTy (SS)
CynyTHi pomiwku — oguknani | He Ginbiue 0,2 % <= 0,05 -
CynyTHi aomilukm — saransHa | He Ginbive 1,0 % <= 0,05 -
KinbKicTh
KinekicHuit mict 95,0 ~ 105,0 % Bia 3a3HaueHol kinkkocTi 99,5 -
Kapseaunony
Po3umHeHkn kapsepunony — | He menwe 70 % (Q) sin 3asnaveror kinbkocT! nporarom| 78 N
piBeHb 2 — B cepeaHboMy 12 | 30 XBUNUK
PO3uHHEHHR KBpBEAUNOnY Q- i i -
piBeHb 2 — inauBAyAnSA gl: m&;&:: 70 % (Q) sin 3a3naveHor KinbkocTi npotsarom| 70 - 83 -
MikpoGionoriyna uucrora — He Ginbwe 1000 KYO B8 11 - 9
3aransHa Kinbkictb aepobHmx
‘Gakrepiit (TAMC)
Mikpobionoriuna uucrora - He Glnbiue 100 KYOB 11 - *
3araneHa KinbkicTs rpubis Ta
| Apixaxds (TYMC)
MikpoGionoriuna wuctora~ | Biacytnis 11 - *
E. coli

Mp.* = Npumitka

*1 BunpobyeaHHs npoBoauTbCH 6iAnosigHo A0 Nporpamu (onucaxa B MKs)

[fanui ceprucikar skoeti Mae @NeKTPOHHWA nignuc.
Ceprudikat cTBOpeHO aBTOMaTIMHO Baniz08aHOoI0 KOMN'IOTEPHOI0 nporpamoic SAP.
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(T4 KRKA

CEPTU®DIKAT AKOCTI KPKA 4.4, Hoso mecro

Aara apykyBaHHA ceptudikary
Cropinka: 2/2

Kop Ne: 7D9052

Kopion®, tabnerku no 25 mr Ne 28 (14x2) y Gnicrepax

KpaiHa-Bupo6uuk: CnoseHin

1 Tabnetka micTurs 25 mMr Kapseaunony

nikapcbka hopma: Tabnertxu no 25 mr

Po3Mip | Tun nakysaHHs: no 14 Tabnerok y 6nicrepi; no 2 6nicrepu y kopobui.

Cepin: NK2304 Posmip cepil: 29.856 LT

Hara snpoGruyrea: 08.2020 Aara sakiHueHHs Tepminy npunarHocri: 08.2025
PeecTpaljitHe noceiguerHs Ne:

UA - UA/4128/01/03

Hasea i anpeca BupoGHuka, BignosigansHoro 3a Bunyck cepil: | JliueHsis Ha BupoBHULTEO Ne:
KPKA a.a., HoBo mecTo 800-13/2018-6

Llimap’cwka uecra 6

HoBo MecTo, 8501, Cnosenis

Lium niareepaxyio, wo suwieHasenena iHbopMaLlist € AOCTOBIPHOIO Ta TOUHOK. Aana cepis npoayxuyii 6yna Bupobnexa
(Brnioualoyn naKyBaHHA/MapKyBaHHs) i npoiilna KOHTPOJb AKOCTI HA BULLEBKAZAHi AiNbHAL B NOBHIA BignosigHocTi i3
BuMOoramMu GMP, BcTaHoBneHUMM MicueBuM PErynaTOpHUM OpPraHoM, a Takox y signosigHocti fo cnewvcbikayil
peecTpauiitHol  AokyMeHTauil, saTepmkeHol B Ykpaivi ans  gocnimkysatoro nikapcbkoro  3acoby. Mporokonu
BuUPOGHMLTBA, NakyBaHHs | KOHTpONA sikocTi nepesipeni | BianosigatoTs BuMoram GMP.,

Cepin Bunywena y signosigHocTi ia giouoto Bepcicio MKA UA/4128/01/03.

Rara sunycky Ha puHox: Ocoba, BlanosigantHa 3a 8unyck J13 Ha punok
15.12.2020 Maiina Leiva, /nignucs
‘ ‘ YINPABINHHA SKICTIO
KRKA KPKA, a.a., Hoao mecro
KRKA, lliMap’e uika uecra 8, 8501
tovarna zdravil, a.q, Crosenin
Novo mesto

Lanui ceprudpikar sxocti mae ©NeKTPOHHUA nignuc.
Ceprudikar cTeopeHo asTomarmiHo BaNi40B8aHOI0 KOMN'IGTEPHOIO nporpamoio SAP,




CEPTU®UKAT KAYECTBA

(L4 KRKA

KRKA, d.d., Novo mesto

Aara : 01.04.2021
Crpanuua: 1/2

Kop Ne: 7D9052

Kopion®, Tabnetku no 25 mr Ne 28 (14x2) y 6nictepax
KpaiHa-BupobHuk: CnoseHis

1 TabneTka MicTuTb 25 Mr kapeeaunony

nikapcbka chopma: TabneTtkn no 25 mr

PO3MIp i TN NakyBaHHs: No 14 TabneTtok y 6nicTepi; no 2 Gnictepu y kopobyi.

Cepusi: NK2304

Paswmep cepuu: 29.856 LUT

[ata BupoGHuuTsa: 08.2020

[lata okoH4aHust cpoka rogHocTu: 08.2025

PernctpaunorHoe yaoctoeepenue Ne:
UA - UA/4128/01/03

cepun:
KPKA a.a., HoBo mecto
lUmapbelwka uecra 6

HoBo mecTo, 8501, CnoBeHus

HassaHue un afpec npousBoAnTENA OTBETCTBEHHOro 3a BbINyCK

JInuenans Ha npounssoacTeo Ne:
800-13/2018-6

HasBaHue nokasatenei

Cneuncukayms

PesynbTtaTthl aHannsos

OnucaHue

Pacnagaemocts

OAHOPOAHOCTbL A03MPOBAHHBIX €AMHNL, - OAHOPOAHOCTL coaepxaHus
Kapseaunona
MpenTudmkalma kapsegunona - BHKX

UaenTudmkaums kapeeannona - TCX

ConyTcTayiowme npuMecy - MHANBKUAYanbHbIE
ConyTcTayiowme npumecy - obLLme KONUYECTBO
KonmnuecTtseHHo copepxanmne kapseaunona
Pacteopenue kapseannona - yposeHb 2 -B cpeaHem 12

PacTsopetne kapeeannona Q-ypoBeHs 2-uHaMBMayan

MukpoBuonoruyeckas uncTtoTa - Obiee KONMYECTBO a3pobHbIX
6aktepuit (TAMC)

Kpyrnble, cnerka ABosikoBbinyknbie, 6enoro LuseTa
TabneTkn Co CKOLLIEHHLIMMN KPasiMW U HACEYKO ¢
OfAHOW CTOPOHbI.

He Gonee uem 15 MuHyT B Boge npum 37 °C

+1°C

3HaueHue nokasaTens NpUeMNEMOCTU (AV)
cocraBnsieT He Gonee 15,0

Bpems yaepxuBaHust nuka kapseaunona Ha
Xpomatorpamme ucnbityemoro pactsopa (SaS)
AOMKHO COOTBETCTBOBATL BPEMEHU YAEDKMBAHUS
nka KapeBeaunona Ha XxpomaTtorpamme
cTaHaapTHoro pacteopa (SS)

OcHoBHOe NATHO Ha XPOMaTOrPaMMe UCTILITYEMOro
pacTeopa (SaS) no nokasatenio Rf, pasmepy 1
LIBETY AODKHO COOTBETCTBOBATL OCHOBHOMY MATHY
Ha XpomaTtorpamme CTaHAapPTHOrO pacTeopa (SS).
He 6onee uem 0,2 %

He Gonee yem 1,0 %

95,0 - 105,0 % OT 3aaBREHHOro KonMyecTsa

He meHee 70 % (Q) oT 3asBneHHOro

KONIMUECTBA B TEUEHUN 30 MUHYT.

He meHee 70 % (Q) oT 3aseneHHoro

KonuyecTsa B TeMeHUN 30 MUHYT,

He 6onee 1000 KOEB 1T

CooTBeTcTBYET

5-6
4.9

CootBeTcTBYET

CootseTcTBYET

<= 0,05
<=0,05
99,5

78

70 -83

*1

NaHHbIn cepTugmkaT kKa4ecTBa UMEET 3NeKTPOHHYIO NOANNC,

Ceptndumkat cospaH aBToMaTUMECKN BANMAUPOBAHHOM KOMNbIOTEPHOM Nporpammon SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUOPUKAT KAYECTBA

Aara : 01.04.2021
Crpanuua: 2/2

Kop Ne: 7D9052

Kopion®, Tabnetku no 25 mr Ne 28 (14x2) y 6nictepax

KpaiHa-BupobHuk: CnoseHis

1 TabneTtka MicTUTbL 25 Mr kapBeaunony

nikapcbka copma: TabneTku no 25 mr

PO3Mip i TMN nakyBaHHA: No 14 TabneTok y 6nicTepi; no 2 6nictepy y kopobiyi.

Cepusi: NK2304 Pa3mep cepun: 29.856 LUT

[lata BupobHuyTBa: 08.2020 [laTa okoH4aHusa cpoka rogHocTu: 08.2025
PerncrpaumornHoe yaoctoseperune Ne:

UA - UA/4128/01/03

Hassanue 1 anpec nponssoauTens oTBETCTBEHHOrO 3a BbiINycK | JIMLEH3Ns Ha npoussoAacTBo Ne:
cepuu; 800-13/2018-6

KPKA a.a., HoBo mecto
Llimapbeiuka uecrta 6

HoBso mecTo, 8501, CnoBeHuns

HasBaHue nokasateneii Cneundmkaums PesynbTtaThl aHannsos
Mukpo6uonoruyeckas uncrota - ObLlee KONMUECTB0 rpu6oB u He Bonee 100 KOEB 1T *1
Apoxokei (TYMC)

Mukpo6uonornyeckas uuctoTa - E. Coli oTcyTcTBME B 1T *1

*1 TECT NPOBOAMTCA B COOTBETCTBMM C NPOrPaMMon (onmcanHomn 8 AH[)

HacToswum noarsepxaaio, 4To BbilenpuBeaeHHas MHMOPMaLMS SBRSETCA ROCTOBEpPHOW U ToyHOW. [laHHas cepus
NpoAyKkuuM Bbina npousseaeHa (BKNIOYasA YNakoBKy/MapKUpOBKY) M mpowna KOHTPONb KayecTBa Ha BbllLEyKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeboBaHNMU GMP, yCTaHOBNEHHLIMI MECTHBIM PEryNATOPHbIM OopraHom, a Taike
B COOTBETCTBUM CO CneunduKaLmMen perncTpaLumMoHHoOM AOKYMEHTALMW, YTBEPKAEHHO! B YkpauHe Ans nccnegyemoro
nekapcTeeHHoro cpeacTea.  [lpoTokonbl NPoW3BOACTBA, YNAKOBKM W KOHTPONA  KadyecTea Cepun NpoBepeHbl U
cooTeeTCcTByloT TpebosaHuaAM GMP.

Cepus BbinyLieHa B COOTBETCTBIN C AeNCTBYIOLLEN sepcueit AH UA/4128/01/03.

[arta Bbinycka Ha pbiHOK: OTBeTCTBEHHOE NNLLO 3a Bhinyck JIC Ha pbIHOK
15.12.2020 Manga Wennya
' J
('{bu-U)"

YMNPABJIEHUE KAYECTBOM
KPKA, a.a., Hoso mecto
Lmapbeluka yecta 6, 8501
CnoBeHunsA

[aHHbIn cepTUdMKaT KauecTsa UMEET 3NEKTPOHHYI0 NOANMCE.
CepTudumkat cospan aBTOMaTUHECKN BaNMAUPOBAHHOMA KOMNLIOTEPHOM nporpammon SAP.




HEPXXJIKCIIYXXBA
JAEPIKABHA CJIY/KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHMKAMMU Y KHIBCBKIU OBJIACTI

npocriekt Banepis Jlo6aHoscekoro, 51, M. Kui, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https: //www dls.gov.ua, Kog €IPIIOY 37078774

BHNCHOBOK
Npo SIKiCTH BBE3€HOro B YKpaiHy JikapchbKoro 3acoby

19.04.2021 Ne 19160/21/10

KOPIOJI®

(natimenyBanus aikapcskoro 3acoGy 3riaHo 3 peecTpauiiiHIM MOCBi{4EHHAM)
Ta0JIeTKH 110 25 Mr, 1o 14 Tabaerok y 6uicrepi; mo 2 Gaictepu y KapToHHil Kopooui

(dopma sumycky, 103yBaHH4, BMI NaKyBaHHS NiKaPCHKOTO 3aC00Y)

Homep peectpauitinoro nocsiguenns UA/4128/01/03 crpox aii peecrpauiiinoro nocsizuenna 16.03.2021

Cepis nikapcbkoro 3aco6y Ne NK2304 KinskicTe BBE3€HOr0 Mikapcrkoro 3acoby 1344
Bupo6HHIK KPKA, n.1., Hoso Mecto, CioeHis
(HafiMenyBanHs BUPOGHHKa NiKapCBKOro 3acoby, kpaiHa MOXOJKEHHH)
Baeseno B VkpaiHy CrinibHe yKpalHChKO-eCTOHChKE NIANPHEMETBO Y (hopMmi TOBApHCTBA
3 00MexkeHo10 BinnosinaabHicTIo "OnriMa- -®apm, ITA", inenT. Kox:
21642228

(natimenyBanus Ta kon 3a €/IPTIOY 1opunuuHoi 0cobH a6o npissuiLe, iM'A, M0 6aTEKOB] Gisnunol
0co6H - miAnpueML, if Micue NPOXUBAHHS Ta peecrpaumunu HOMED 00/1iKOBOT KAPTKH MJIaTHHKA
nozatkis abo cepis Ta HOMep nacropra)

IIporokon Bisyanenoro koutpomo sin 13.04.2021 Ne 1154/29.,

3a pesynbTaTaMu [EPXKABHOTO KOHTPOMIO BCTAHOBNEHO, WO JHKAPCHKMI 3aci6 BBe3eHO B Vkpainy 3

ﬂOTpl/lMaHHHM BHMOT 3aKOHOJABCTBA OO 3abe3neueH s JKOCTI NiKapChKHUX 3aco6iB.
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NEPEKNAL OPUMHANBHOTC CERPTUSIKATY #rlCCT,

CEPTM¢|KAT HKOCTl KPKA a.4., Hoso MecTo
Hata apykysanka ceptudikary
Cropinka: 1/2

Kog, Ne: 7D9052

Kopion®, tabnetku no 25 mr Ne 28
KpaiHa-BMpo6Huk: CnoseHis

1 TabneTka MictuTh 25 Mr kapseaunony

nikapcbka popma: TabreTku .
po3Mip i TUN nakyeBaHHA: no 14 Tabnerok y Gnictepi; no 2 Brictepu y xopobui

Cepia: NieT ~[Poswip cepii: 20.802 WT
Hata 3akiHYeHHs TepMiHy npus:

[lara BupobHuyTea: 08.2020

PeecTpauiithe nocsigyerHs Ne:
UA - UA/4128/01/03 |

JliueHsia Ha supobHuuTeo Ne:

Hasea i agpeca BupobHuka, BignosiaansHOro 3a BUnyck cepii:
800-13/2018-6

KPKA a.a., HoBo mecTto
Wmap’ewka yecra 6
Hoso mecro, 8501, Cnosexin

po3uuHy cTanaapry (SS)

CynyTHI AOMILWKY — OZUHMYHI

He Binbwe 0,2 %

CynyTHI AOMiLIKK — 3aranbHa

He Binbwe 1,0 %

Ha3aBa nokashukis Cneuudikauis Pesynotatn sunpodyears o fp .~
Onwuc Kpyrni, aeuo asoonykii Hinoro konbopy tabnerku, 3i | Bignosigae

CKOLIEHUMY KPasiMi Ta Haciykow 3 ogroro Soky o ;
Po3nanasHa He bBinblue Hixx 15 xBunud y sogi npu 37 °C + 1 °C 4-6 |
OpaHOPIAHICTL L030BaHMX 3HaueHHs npuiimansHoro yncna (AV) cknagae He 7,6
CAMHULb — OAHOPIAHICTD Ginblwe 15,0
BMICTY Kapseaunony
laenTudpikauis kapseaunony —| Yac yTpumyBaHHs niky kapsegunony Ha xpomarorpami | Bianosinae -
BEPX po3unRHy 3paska (SaS) mae BianosigaTu vacy

YTPUMYBAHHS NiKy KapBEAWSIONY Ha Xpomartorpami

po3yunHy cTaHaapTy (SS)
laenTudikauis kapsesunony —| OCHOBHA NNAMA Ha XPOMAaTOrpamMi po3uunHy 3paska Binnosigae B
TWX (SaS) 3a sHadeHnsm Rf, posmipoM ra 3abapsneqHan

Mae BiANOBIAATK OCHOBHIM NNAMI HA XpOMaTOrpami

Q-piBeHb 2 —inauBigyanbHi

npotsirom 30 XBunuH

KINbKIiCTb

KinbkicHui smict 95,0 — 105,0 % 8ig 3a3HaqeHOT KinLKoCTi 100.4 1
Kapseaunony

PosunHeHHs kapseaunony — | He merwe 70 % (Q) Biag 3a3Hauerol kinbkocTi 76 o
piBeHb 2 ~ 8 cepeAHboMy 12 | nporsirom 30 xsBunuH

Po3uuHeHHs kapsegunony He MmeHwe 70 % (Q) Big 3a3Ha4eHol KinbKocTi 72 -82

MikpobionoriyHa uucTora —
3aranbHa KinbkicTb aepobHux
6akrepiii (TAMC)

He 6inbwe 1000 KYOB 11

*1

MikpobionoriyHa uucroTa -
3aranbHa KinbkicTe rpubie Ta
Apixaxis (TYMC)

He 6inbwe 100 KYO B 11

Mikpo6ionoriuHa uucrora — E.
coli

BigcytHiB 11

Mp.* = MNpumirka
™1 BUNPODyBaKHA NPOBOAUTLCS

BiAROBIAHO 10 Nporpamu (onucada s MKS)

[Hanuid ceptudpikar skocTi Mae enekTPOHKWIA nianuc.
CepTugikat CTBOPEHO aBTOMATUYHO BaA0BAHOI KOMN KOTEPHUK NPOTPaMcio SALY,

o Quns L8 22 @g’ D 06 Ao/ =S




CEPTmleAT ﬂKOCT' KPKA a.4., HosO mecTo

[larta ppykysaHis ceprudikary
Cropinka: 2/2

Koga Ne: 7D9052 ]
Kopion®, rabnetku no 25 mr Ne 28 |
KpaiHa-BupobHuK: Cnoseris |
1 Tabnerka MicTuTb 25 Mr kapseaunony

nikapcbka hopma: Tabnerku
po3mMip i Tun nakyBaHHA: no 14 Tabnerok y 6nictepi; no 2 Gnictepu y kopobui

Cepisi: NK2891 Posmip cepii: 29.802 LT
[ata Bupobruyrsa: 08.2020 [lata 3akiH4eHHa TepmiHy npuaarHocti: 08.2025

PeecTtpauiithe nocsigyerHsn Ne:
UA - UA/4128/01/03

Hasga i agpeca BupobHuka, BianosifansHoro 3a sunyck cepii: | NliLewsis Ha Bupobruyteo Ne: ;
KPKA g.a., Hoso mecTo 800-13/2018-6 |
ILimap’ewka yecrta 6

Hogeo mecTo, 8501, Cnogetin

Lo

LM nigreepixyio, WO BUlleHaBeAeHa iHopmalia € ACCTOBIPHOK Ta TouHoo. [daHa cepist npoaykuil Byna supothicHa
(BKMIOYAOYM NaKkyBaHHA/MAPKyBaHHA) | NPORLINA KOHTPOMb SKOCTI Ha BULLEBKA3aHIR AiNbHUUI 8 NOBHIA BignosigHocTi i3
Bumoramm GMP, BCTaHOBREHWMW MICUEBUM PErynATOPHUM OPraHoM, & Takox Yy BIgnosigHocTi Ao cneuudikadil
pEECTpaUiHOl  AOKyMeHTaLil, 3areepAxeHol B Ykpaiui ANng [JocnimpkyBasoro nikapcekoro  sacoby.  [poTokoni
BUPOBHULITBA, NaKyBaHHA | KOHTPONs sSiKOCTI NepesipeHi | BignosiaaoTe Bumoram GMP.

Cepist BUnyLyeHa y signosigrocTi i3 gitovoto Bepciero MKA UA/4128/01/03.

[ata sunycky Ha pUHOK: Ocoba, BignosigasnbHa 3a sunyex {13 Ha puHOK
15.12.2020 . Maiga Weniua, /nignue/
G I YAPABIIHHSA SKICTIO
KPKA, a.A., Hoso mecto
limap’e uka vyecta 6, 8501
CnogeHia

Bauuit cepTuddikat |KOCTi Mae eNeKTPOHHUA nignuc.
CepTtudikar CTBOPEHO aBTOMATUYHO BanifoBaHOK0 KOMMIOTEPHOIC Nporpamo SAP.




CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[ata: 17.06.2021
Crpanuua: 1/2

Kop Ne: 7D9052

Kopion®, TabneTku no 25 mr Ne 28
KpaiHa-BMpobHuk: CnoseHist

1 TabneTka MiCTUTb 25 Mr kapseamnony
nikapcbka opma: TabneTku

pO3MIp i TUN NakyBaHHs: no 14 TabneTok y Gnictepi; no 2 6nicTepn y kopobui

Cepusa: NK2891

Pasmep cepuu: 29.802 LUT

[aTta BupobHuurea: 08.2020

[laTa okoH4aHus cpoka rogHocTu: 08.2025

PerncrpaumoHHoe yaoctoBepeHue Ne:
UA - UA/4128/01/03

cepun:
KPKA p.a., HoBo mecTto
LWmapbeluka uecrta 6

Hoso mecTo, 8501, CnoBeHus

HassaHune n agpec npous3sognTens OTBETCTBEHHOIO 3a BbiMyCK JNlnueHsns Ha npon3BoACTBO Ne:

800-13/2018-6

HassaHwne nokasatenew Cneundurkauns PesynbTaThl aHanu3os
Onucaxue Kpyrnble, cnerka ABOSIKOBbINykKMble, Henoro useta CooTtBeTcTBYET
TabneTkn CO CKOLLEHHbIMU KpasiMu 1 HaCe4kou ¢
OAHOWN CTOPOHbI.
PacnapaemocTts He 6onee yem 15 muHyT B BoAe npu 37 °C 4-6
+1°C
OAHOPOAHOCTb 03UPOBaHHbIX €AVHNL, - OAHOPOAHOCTb coepXaHust  3HadyeHue nokasartens npuemnemoctut (AV) 7,6

KapBegunona
WpeHntncmkauma kapseamnona - BOXXX

NaoeHtudukaumsa kapeeamnona - TCX

ConyTcTByOLUME NPUMECH - UHANBUAYANbHbIE
ConyTcTByOLME NPUMECH - 0bLLMe KONNYECTBO
KonunyecTBeHHO coaepkaHue kapeeannona
PacTBOpeHue kapBeannona - ypoBeHb 2 -B cpeaHem 12

PacTBopeHuve kapseaunona Q-ypoBeHb 2-MHaMBUaYyan

MukpoBuronoruyeckas YmctoTa - ObLiee KoNMYecTBO aspobHbIX
6aktepun (TAMC)

cocTaBnseT He bonee 15,0

Bpewms yaepxuBaHus nuka kapeseaunona Ha CooTBeTcTBYeT
XpomaTtorpamme ucnbiTyemoro pacteopa (SaS)

[I0/HKHO COOTBETCTBOBATH BPEMEHU YAEPXUBAHNSA

nuKa kapeejunona Ha xpomarorpamme

cTaHpapTHOro pactsopa (SS)

OcHoBHOE MSITHO Ha XpoMaTorpamMme UCrbITYEMOro CootBeTcTBYyeT
pacTBopa (SaS) no nokasatenio Rf, pasmepy n

LIBETY AOJKHO COOTBETCTBOBATb OCHOBHOMY MSITHY

Ha XxpoMaTorpamme CTaHaapTHOro pactsopa (SS).

He 6onee 4em 0,2 % <=0,05

He 6onee yem 1,0 % <=0,05

95,0 - 105,0 % OT 3asBNEHHOro KonuyecTsa 100,4

He meHee 70 % (Q) OT 3asBNEHHOT0 76

KonuyecTsa B TedeHnn 30 MUHYT.

He meHee 70 % (Q) OT 3asBNEHHOTO 72 -82

KonuyecTea B TedeHnn 30 MUHYT.

He 6onee 1000 KOE 8 11 *1

[laHHbIA cepTUdUKaT Ka4ecTBa UMEET ANEKTPOHHYIO NOAMNCH.

CepTudmkar cosjaH aBToMaTUYecku BannanpoBaHHON KOMMbIOTEPHON NporpaMmoi SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®PUKAT KAYECTBA

[ata: 17.06.2021
CrpaHnuua: 2/2

Kog Ne: 7D9052

Kopion®, Tabnetku no 25 mr Ne 28

kpaiHa-BupobHuk: CnoseHis

1 TabneTka micTuTb 25 Mr kapseaunony

nikapcbka hopma: TabneTkm

po3Mip i TMR nakyBaHHs: no 14 TabneTtok y GnicTepi; no 2 Gnictepm y kopobui

Cepusi: NK2891 Paswmep cepuu: 29.802 LUT
[ata BupobHuyrea: 08.2020 [laTa okoH4aHus cpoka rogHocTn: 08.2025

PerucTtpaumorHoe yaoctoBepeHne Ne:
UA - UA/4128/01/03

HassaHue 1 agpec Npou3BognTenst OTBETCTBEHHOIO 3a BbiNyck | JlnueHsns Ha nponssoacTso Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
Llimapbewka uecra 6

HoBo mecTo, 8501, CnoBeHusi

HaseaHue nokasatenen Cneuudmkauns PesynbTaTbl aHanusos
Mukpo6uonoruyeckast unctota - ObLiee KonM4ecTso rpnubos u He bonee 100 KOEB 1T *1
apoxoken (TYMC)

Mukpobuonoruyeckas uncrtota - E. Coli oTCcyTCTBME B 1T *1

*1 TecT NpOBOAUTCS B COOTBETCTBWM C Nporpammon (onncaHHon B AH/)

HacToswmm noaTeepaato, UYTo BbiLENpUBEAEHHAs MHOpMaunsa sBNsSIETCS [OCTOBEPHOW u TouHoW. [laHHas cepus
npoAykuun Bbina npovsseneHa (BKMOYas yNnakoBKY/MapKupoOBKY) v Npoulna KOHTPOJb Ka4ecTBa Ha BbllleykasaHHOM
yyacTke B MOSfIHOM COOTBETCTBUM C TpeboBaHusamn GMP, yCTaHOBNEHHbIMI MECTHLIM PETyIATOPHbLIM OPraHoM, a Takxe
B COOTBETCTBUM CO crneundukaumein perncTpaumoHHon AOKYMeHTaunn, yTBepxXaeHHon B YkpanHe Ana  uccneayemoro
neKkapcTBeHHOro cpefctea.  [1poTokonbl NPOW3BOACTBA, YNAKOBKW W KOHTPONS  KayecTBa Cepun NpOBEPEHbI U
cooTBeTCTBYIOT TpeboBaHnsm GMP.

Cepuis BbiNylLieHa B COOTBETCTBUM C AencTytoLen sepcuen AH UA/4128/01/03.

[laTta Bbinycka Ha pbiHOK: OTBeTCTBEHHOE NUuo 3a Bbinyck JIC Ha pbIHOK
15.12.2020 Manpa LleHuua
S
({{’,{x;i;ﬁﬂ

YNPABJIEHVE KAYECTBOM
KPKA, a.a., HoBo mecTo
Lmapbetuka uecta 6, 8501
CnoBeHus

[laHHbI cepTuduKaT Ka4ecTBa UMEET SNIEKTPOHHYIO NOAMUCH.
CepTudukaT coaaaH aBTOMaTUYECKM BanvANPOBaHHON KOMMbIOTEPHON Nporpammon SAP.




TEPXTIKCITY KBA
AEPXKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCHKIN OBJACTI

npocnekt Banepis JloGanoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €aPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOT0 B YKpaiHy JikapchKroro 3acody

12.07.2021 Ne 36924/21/10

KOPIOJI®

(maliMeHyBaHHs MiKapCEKOTo 3aco6y 3TiMHO 3 peecTpauiHm IIOCBiT9EeHHAM)
Tabxerka no 25 mr, 1o 14 Tabuerok y Gaicrepi; mo 2 Oaicrepu y KapTouHii KopoGmi

(dopma BumyCKy, K03YBAHAS, BU NAKYBAHHS JiKapcEKoro 3acoby)

Howmep peectpanitizoro noceimzerms UA/4128/01/03 crpox i peectpaniitroro mocsigzenns 16.03.2021

Cepis mikapcexoro 3aco6y Ne NK2891 Kinexicts BRe3eHOrO ikapenkoro 3acoby 384
Bupo6auK KPKA, 1.1., HoBo Mecto, CrioBenis
(maiiMernyBanms BUPOGHHMKA JiKaPCEKOTO 3aC06Y, KpaiHa IOXOKEHHS)
Baesero B Vkpainy Crinbhe ykpaiHchKo-eCTORCHKe HANPHEMCTBO y dopmi ToBapucTBa
3 00MesKeHoI0 BinmoBinaIbHiCTIO "Onrima-®apwm, JIT", inenrt. xox:
21642228

(naitvMeHyBaHH" Ta ko 32 €PIIOY IopuIIIHOT 0co6u abo npizeume, iM's, mo 6aTEKOBL (ismanoi
oco6w - niaupuemus, 1f Miclie PoKMBAHHS Ta peecTpaniitumit HOMep 06JIiKOBO1 KApTKY MIATHHKA
nonarkis abo cepid Ta HoMep macropra)

ITporoxon BizyansHoro xourpomo Bix 01.07.2021 Ne 2242/31.

3a pesymeTaTaMH HepKaBHOIO KOHTpOJIO BCTAHOBICHO, INO JiKapchkuii 3aci6 BBe3eHo B Vxpainy 3
AOTPHMAHHAM suMmor 3aKQHOJIA

BCTBA MMOAO 326e3MeuenHs[KoCTi TiKapchux 3aco6iB.

Q Ouekciit COJIOZTPAU

(migmc) (iminiamu Ta npizpume)




N AN

NEPEKNAL OPUMHANBHOTC CERPTUSIKATY #rlCCT,

CEPTM¢|KAT HKOCTl KPKA a.4., Hoso MecTo
Hata apykysanka ceptudikary
Cropinka: 1/2

Kog, Ne: 7D9052

Kopion®, tabnetku no 25 mr Ne 28
KpaiHa-BMpo6Huk: CnoseHis

1 TabneTka MictuTh 25 Mr kapseaunony

nikapcbka popma: TabreTku .
po3Mip i TUN nakyeBaHHA: no 14 Tabnerok y Gnictepi; no 2 Brictepu y xopobui

Cepia: NieT ~[Poswip cepii: 20.802 WT
Hata 3akiHYeHHs TepMiHy npus:

[lara BupobHuyTea: 08.2020

PeecTpauiithe nocsigyerHs Ne:
UA - UA/4128/01/03 |

JliueHsia Ha supobHuuTeo Ne:

Hasea i agpeca BupobHuka, BignosiaansHOro 3a BUnyck cepii:
800-13/2018-6

KPKA a.a., HoBo mecTto
Wmap’ewka yecra 6
Hoso mecro, 8501, Cnosexin

po3uuHy cTanaapry (SS)

CynyTHI AOMILWKY — OZUHMYHI

He Binbwe 0,2 %

CynyTHI AOMiLIKK — 3aranbHa

He Binbwe 1,0 %

Ha3aBa nokashukis Cneuudikauis Pesynotatn sunpodyears o fp .~
Onwuc Kpyrni, aeuo asoonykii Hinoro konbopy tabnerku, 3i | Bignosigae

CKOLIEHUMY KPasiMi Ta Haciykow 3 ogroro Soky o ;
Po3nanasHa He bBinblue Hixx 15 xBunud y sogi npu 37 °C + 1 °C 4-6 |
OpaHOPIAHICTL L030BaHMX 3HaueHHs npuiimansHoro yncna (AV) cknagae He 7,6
CAMHULb — OAHOPIAHICTD Ginblwe 15,0
BMICTY Kapseaunony
laenTudpikauis kapseaunony —| Yac yTpumyBaHHs niky kapsegunony Ha xpomarorpami | Bianosinae -
BEPX po3unRHy 3paska (SaS) mae BianosigaTu vacy

YTPUMYBAHHS NiKy KapBEAWSIONY Ha Xpomartorpami

po3yunHy cTaHaapTy (SS)
laenTudikauis kapsesunony —| OCHOBHA NNAMA Ha XPOMAaTOrpamMi po3uunHy 3paska Binnosigae B
TWX (SaS) 3a sHadeHnsm Rf, posmipoM ra 3abapsneqHan

Mae BiANOBIAATK OCHOBHIM NNAMI HA XpOMaTOrpami

Q-piBeHb 2 —inauBigyanbHi

npotsirom 30 XBunuH

KINbKIiCTb

KinbkicHui smict 95,0 — 105,0 % 8ig 3a3HaqeHOT KinLKoCTi 100.4 1
Kapseaunony

PosunHeHHs kapseaunony — | He merwe 70 % (Q) Biag 3a3Hauerol kinbkocTi 76 o
piBeHb 2 ~ 8 cepeAHboMy 12 | nporsirom 30 xsBunuH

Po3uuHeHHs kapsegunony He MmeHwe 70 % (Q) Big 3a3Ha4eHol KinbKocTi 72 -82

MikpobionoriyHa uucTora —
3aranbHa KinbkicTb aepobHux
6akrepiii (TAMC)

He 6inbwe 1000 KYOB 11

*1

MikpobionoriyHa uucroTa -
3aranbHa KinbkicTe rpubie Ta
Apixaxis (TYMC)

He 6inbwe 100 KYO B 11

Mikpo6ionoriuHa uucrora — E.
coli

BigcytHiB 11

Mp.* = MNpumirka
™1 BUNPODyBaKHA NPOBOAUTLCS

BiAROBIAHO 10 Nporpamu (onucada s MKS)

[Hanuid ceptudpikar skocTi Mae enekTPOHKWIA nianuc.
CepTugikat CTBOPEHO aBTOMATUYHO BaA0BAHOI KOMN KOTEPHUK NPOTPaMcio SALY,

o Quns L8 22 @g’ D 06 Ao/ =S




CEPTmleAT ﬂKOCT' KPKA a.4., HosO mecTo

[larta ppykysaHis ceprudikary
Cropinka: 2/2

Koga Ne: 7D9052 ]
Kopion®, rabnetku no 25 mr Ne 28 |
KpaiHa-BupobHuK: Cnoseris |
1 Tabnerka MicTuTb 25 Mr kapseaunony

nikapcbka hopma: Tabnerku
po3mMip i Tun nakyBaHHA: no 14 Tabnerok y 6nictepi; no 2 Gnictepu y kopobui

Cepisi: NK2891 Posmip cepii: 29.802 LT
[ata Bupobruyrsa: 08.2020 [lata 3akiH4eHHa TepmiHy npuaarHocti: 08.2025

PeecTtpauiithe nocsigyerHsn Ne:
UA - UA/4128/01/03

Hasga i agpeca BupobHuka, BianosifansHoro 3a sunyck cepii: | NliLewsis Ha Bupobruyteo Ne: ;
KPKA g.a., Hoso mecTo 800-13/2018-6 |
ILimap’ewka yecrta 6

Hogeo mecTo, 8501, Cnogetin

Lo

LM nigreepixyio, WO BUlleHaBeAeHa iHopmalia € ACCTOBIPHOK Ta TouHoo. [daHa cepist npoaykuil Byna supothicHa
(BKMIOYAOYM NaKkyBaHHA/MAPKyBaHHA) | NPORLINA KOHTPOMb SKOCTI Ha BULLEBKA3aHIR AiNbHUUI 8 NOBHIA BignosigHocTi i3
Bumoramm GMP, BCTaHOBREHWMW MICUEBUM PErynATOPHUM OPraHoM, & Takox Yy BIgnosigHocTi Ao cneuudikadil
pEECTpaUiHOl  AOKyMeHTaLil, 3areepAxeHol B Ykpaiui ANng [JocnimpkyBasoro nikapcekoro  sacoby.  [poTokoni
BUPOBHULITBA, NaKyBaHHA | KOHTPONs sSiKOCTI NepesipeHi | BignosiaaoTe Bumoram GMP.

Cepist BUnyLyeHa y signosigrocTi i3 gitovoto Bepciero MKA UA/4128/01/03.

[ata sunycky Ha pUHOK: Ocoba, BignosigasnbHa 3a sunyex {13 Ha puHOK
15.12.2020 . Maiga Weniua, /nignue/
G I YAPABIIHHSA SKICTIO
KPKA, a.A., Hoso mecto
limap’e uka vyecta 6, 8501
CnogeHia

Bauuit cepTuddikat |KOCTi Mae eNeKTPOHHUA nignuc.
CepTtudikar CTBOPEHO aBTOMATUYHO BanifoBaHOK0 KOMMIOTEPHOIC Nporpamo SAP.




CEPTU®UKAT KAYECTBA

(T4 KRKN

KRKA, d.d., Novo mesto

[ata: 17.06.2021
Crpanuua: 1/2

Kop Ne: 7D9052

Kopion®, TabneTku no 25 mr Ne 28
KpaiHa-BMpobHuk: CnoseHist

1 TabneTka MiCTUTb 25 Mr kapseamnony
nikapcbka opma: TabneTku

pO3MIp i TUN NakyBaHHs: no 14 TabneTok y Gnictepi; no 2 6nicTepn y kopobui

Cepusa: NK2891

Pasmep cepuu: 29.802 LUT

[aTta BupobHuurea: 08.2020

[laTa okoH4aHus cpoka rogHocTu: 08.2025

PerncrpaumoHHoe yaoctoBepeHue Ne:
UA - UA/4128/01/03

cepun:
KPKA p.a., HoBo mecTto
LWmapbeluka uecrta 6

Hoso mecTo, 8501, CnoBeHus

HassaHune n agpec npous3sognTens OTBETCTBEHHOIO 3a BbiMyCK JNlnueHsns Ha npon3BoACTBO Ne:

800-13/2018-6

HassaHwne nokasatenew Cneundurkauns PesynbTaThl aHanu3os
Onucaxue Kpyrnble, cnerka ABOSIKOBbINykKMble, Henoro useta CooTtBeTcTBYET
TabneTkn CO CKOLLEHHbIMU KpasiMu 1 HaCe4kou ¢
OAHOWN CTOPOHbI.
PacnapaemocTts He 6onee yem 15 muHyT B BoAe npu 37 °C 4-6
+1°C
OAHOPOAHOCTb 03UPOBaHHbIX €AVHNL, - OAHOPOAHOCTb coepXaHust  3HadyeHue nokasartens npuemnemoctut (AV) 7,6

KapBegunona
WpeHntncmkauma kapseamnona - BOXXX

NaoeHtudukaumsa kapeeamnona - TCX

ConyTcTByOLUME NPUMECH - UHANBUAYANbHbIE
ConyTcTByOLME NPUMECH - 0bLLMe KONNYECTBO
KonunyecTBeHHO coaepkaHue kapeeannona
PacTBOpeHue kapBeannona - ypoBeHb 2 -B cpeaHem 12

PacTBopeHuve kapseaunona Q-ypoBeHb 2-MHaMBUaYyan

MukpoBuronoruyeckas YmctoTa - ObLiee KoNMYecTBO aspobHbIX
6aktepun (TAMC)

cocTaBnseT He bonee 15,0

Bpewms yaepxuBaHus nuka kapeseaunona Ha CooTBeTcTBYeT
XpomaTtorpamme ucnbiTyemoro pacteopa (SaS)

[I0/HKHO COOTBETCTBOBATH BPEMEHU YAEPXUBAHNSA

nuKa kapeejunona Ha xpomarorpamme

cTaHpapTHOro pactsopa (SS)

OcHoBHOE MSITHO Ha XpoMaTorpamMme UCrbITYEMOro CootBeTcTBYyeT
pacTBopa (SaS) no nokasatenio Rf, pasmepy n

LIBETY AOJKHO COOTBETCTBOBATb OCHOBHOMY MSITHY

Ha XxpoMaTorpamme CTaHaapTHOro pactsopa (SS).

He 6onee 4em 0,2 % <=0,05

He 6onee yem 1,0 % <=0,05

95,0 - 105,0 % OT 3asBNEHHOro KonuyecTsa 100,4

He meHee 70 % (Q) OT 3asBNEHHOT0 76

KonuyecTsa B TedeHnn 30 MUHYT.

He meHee 70 % (Q) OT 3asBNEHHOTO 72 -82

KonuyecTea B TedeHnn 30 MUHYT.

He 6onee 1000 KOE 8 11 *1

[laHHbIA cepTUdUKaT Ka4ecTBa UMEET ANEKTPOHHYIO NOAMNCH.

CepTudmkar cosjaH aBToMaTUYecku BannanpoBaHHON KOMMbIOTEPHON NporpaMmoi SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®PUKAT KAYECTBA

[ata: 17.06.2021
CrpaHnuua: 2/2

Kog Ne: 7D9052

Kopion®, Tabnetku no 25 mr Ne 28

kpaiHa-BupobHuk: CnoseHis

1 TabneTka micTuTb 25 Mr kapseaunony

nikapcbka hopma: TabneTkm

po3Mip i TMR nakyBaHHs: no 14 TabneTtok y GnicTepi; no 2 Gnictepm y kopobui

Cepusi: NK2891 Paswmep cepuu: 29.802 LUT
[ata BupobHuyrea: 08.2020 [laTa okoH4aHus cpoka rogHocTn: 08.2025

PerucTtpaumorHoe yaoctoBepeHne Ne:
UA - UA/4128/01/03

HassaHue 1 agpec Npou3BognTenst OTBETCTBEHHOIO 3a BbiNyck | JlnueHsns Ha nponssoacTso Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecto
Llimapbewka uecra 6

HoBo mecTo, 8501, CnoBeHusi

HaseaHue nokasatenen Cneuudmkauns PesynbTaTbl aHanusos
Mukpo6uonoruyeckast unctota - ObLiee KonM4ecTso rpnubos u He bonee 100 KOEB 1T *1
apoxoken (TYMC)

Mukpobuonoruyeckas uncrtota - E. Coli oTCcyTCTBME B 1T *1

*1 TecT NpOBOAUTCS B COOTBETCTBWM C Nporpammon (onncaHHon B AH/)

HacToswmm noaTeepaato, UYTo BbiLENpUBEAEHHAs MHOpMaunsa sBNsSIETCS [OCTOBEPHOW u TouHoW. [laHHas cepus
npoAykuun Bbina npovsseneHa (BKMOYas yNnakoBKY/MapKupoOBKY) v Npoulna KOHTPOJb Ka4ecTBa Ha BbllleykasaHHOM
yyacTke B MOSfIHOM COOTBETCTBUM C TpeboBaHusamn GMP, yCTaHOBNEHHbIMI MECTHLIM PETyIATOPHbLIM OPraHoM, a Takxe
B COOTBETCTBUM CO crneundukaumein perncTpaumoHHon AOKYMeHTaunn, yTBepxXaeHHon B YkpanHe Ana  uccneayemoro
neKkapcTBeHHOro cpefctea.  [1poTokonbl NPOW3BOACTBA, YNAKOBKW W KOHTPONS  KayecTBa Cepun NpOBEPEHbI U
cooTBeTCTBYIOT TpeboBaHnsm GMP.

Cepuis BbiNylLieHa B COOTBETCTBUM C AencTytoLen sepcuen AH UA/4128/01/03.

[laTta Bbinycka Ha pbiHOK: OTBeTCTBEHHOE NUuo 3a Bbinyck JIC Ha pbIHOK
15.12.2020 Manpa LleHuua
S
({{’,{x;i;ﬁﬂ

YNPABJIEHVE KAYECTBOM
KPKA, a.a., HoBo mecTo
Lmapbetuka uecta 6, 8501
CnoBeHus

[laHHbI cepTuduKaT Ka4ecTBa UMEET SNIEKTPOHHYIO NOAMUCH.
CepTudukaT coaaaH aBTOMaTUYECKM BanvANPOBaHHON KOMMbIOTEPHON Nporpammon SAP.




TEPXTIKCITY KBA
AEPXKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM YV KHIBCHKIN OBJACTI

npocnekt Banepis JloGanoscrkoro, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €aPIIOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOT0 B YKpaiHy JikapchKroro 3acody

12.07.2021 Ne 36924/21/10

KOPIOJI®

(maliMeHyBaHHs MiKapCEKOTo 3aco6y 3TiMHO 3 peecTpauiHm IIOCBiT9EeHHAM)
Tabxerka no 25 mr, 1o 14 Tabuerok y Gaicrepi; mo 2 Oaicrepu y KapTouHii KopoGmi

(dopma BumyCKy, K03YBAHAS, BU NAKYBAHHS JiKapcEKoro 3acoby)

Howmep peectpanitizoro noceimzerms UA/4128/01/03 crpox i peectpaniitroro mocsigzenns 16.03.2021

Cepis mikapcexoro 3aco6y Ne NK2891 Kinexicts BRe3eHOrO ikapenkoro 3acoby 384
Bupo6auK KPKA, 1.1., HoBo Mecto, CrioBenis
(maiiMernyBanms BUPOGHHMKA JiKaPCEKOTO 3aC06Y, KpaiHa IOXOKEHHS)
Baesero B Vkpainy Crinbhe ykpaiHchKo-eCTORCHKe HANPHEMCTBO y dopmi ToBapucTBa
3 00MesKeHoI0 BinmoBinaIbHiCTIO "Onrima-®apwm, JIT", inenrt. xox:
21642228

(naitvMeHyBaHH" Ta ko 32 €PIIOY IopuIIIHOT 0co6u abo npizeume, iM's, mo 6aTEKOBL (ismanoi
oco6w - niaupuemus, 1f Miclie PoKMBAHHS Ta peecTpaniitumit HOMep 06JIiKOBO1 KApTKY MIATHHKA
nonarkis abo cepid Ta HoMep macropra)

ITporoxon BizyansHoro xourpomo Bix 01.07.2021 Ne 2242/31.

3a pesymeTaTaMH HepKaBHOIO KOHTpOJIO BCTAHOBICHO, INO JiKapchkuii 3aci6 BBe3eHo B Vxpainy 3
AOTPHMAHHAM suMmor 3aKQHOJIA

BCTBA MMOAO 326e3MeuenHs[KoCTi TiKapchux 3aco6iB.

Q Ouekciit COJIOZTPAU

(migmc) (iminiamu Ta npizpume)



http://www.tcpdf.org

