(T4 KRKN

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

Aata : 18.02.2021
Ctpanuua: 1/2

Koa Ne: 7D2589

TPUOBUT®, kancynbl Ne 30;

CTpaHa-npounssoguTenb: CroBeHuns:;

1 kancyna cogepxut 10 mr 6eta-kapoTuHa, 40 Mr Tokodepona auertata, 100 Mr KUCIOTI ackopbuHoBoit, 50 mkr
CerieHa B KOMMNJIEKCe C ApOodoKaMu;

nekapcTBeHHas hopma: Kancynbl;

pasmep v Tun ynakosku: no 10 kancyn B 6nuctepe, no 3 6nmcTepa B KapTOHHOW KOpoOKe

Cepusa: SH8824 Pasmep cepun: 1.715 WIT
aTa BupobHuyrea: 01.2021 faTta okoH4aHus cpoka rogHocTn: 01.2023

PernctpaLmorHoe yaocTtoBepeHue Neo:
UA - Ne 05.03.02-03/67595

HasBaHue 1 agpec nponssoguTens OTBETCTBEHHOrO 3a BbiNyck | JINLEH3Na Ha npon3eoacTBo Ne:
cepuu: 800-13/2018-6

KPKA a.a., HoBo mecTto
Lmapbeluka yecra 6

Hoso mecTo, 8501, CnoseHus

HassaHnue nokasartenein Cneundmkaums PesynbTaThl aHannsos

Onucanne Kancynb! TeMHo-kpacHoOro LBeTa; coaepkuMoe CootBeTcrByer
Kancyn npescrasnseT coboit cMech KpacHoro,
KopudHeBoro v 6enoro nopotuka
OTkNoHeHme oT cpefiHeit macchl (BapbuposaHve HanonHeHus1) 18/20 kanc. +- 7,5 % 2/20 kanc.+-15% CooTBeTcTBYET
WaenTtucukauvs sutammna C Bpema yaepxuBaHus nvka sutamuHa C Ha CooTservcTtayer
XpomaTtorpamme NCnbLITyemoro pacteopa (SaS)
AOIKHO COOTBETCTBOBATL BPEMEHU YAEPXKMBAHNA
nuka BUTamuHa C Ha xpomaTtorpamme
CTaHAapTHOro pacTteopa (SS).

Conepxanve - BuTammnta C NOTEHLMOMETpUYECKOE TUTPOBaHNe 90,0 - 120,0 % OT 3aABNEHHOr0 KONMYecTBa 110,9
MukpoBuronorvuyeckas yncrtorta — ObLiee KONMYECTRBO a3pobHbIX He Gonee 1000 MUKpPOOPraHWU3MoOB/T <10 *1
H6akTepun

MukpoBuronornyeckas uncToTa - obuiee KONMYECTBO rpubos u He 6onee 100 M1kpoopraHnamos/r <10 *1
APOXOKEN

Mukpoburonoruyeckas uucrota - Escherichia coli oTCyTCTBYETB 1T CootBeTcTRYET *1

*1 TecT NpoBOANTCS B COOTBETCTBUAW C NPOrPamMMOil (ONMCaHHON B AH[l)

Hacroawmm noatsepxgato, YTo BbllLeNpUBEAEHHAS WHOpMaUna SBNSAETCA QOCTOBEPHON M TOYHOM. NanHas cepus
npoAykuuu Beina nponsBedeHa (BKniouas YNaKoBKy/MapkMpoBKy) W NpoLUna KOHTPONb KauyecTsa Ha BblLUEYKa3aHHOM
y4acTke B NONHOM COOTBETCTBUM C TpeGosaHnAaMU GMP, yCTaHOBNEHHBIMWN MECTHBIM PErynaTOpHbIM OPraHoMm, a Takke
B COOTBETCTBUM CO  CneLucbuKalmen perucTpaLnoHHO! AOKYMEHTaLUW, YTBEPKAEHHONR B YkpaunHe gna uccnegyemoro
nekapcTBeHHoro cpefcteBa.  [1pOTOKONbI NPOM3BOACTBA, YNAKOBKM W KOHTPONS  KavecTsa CEpPMN NPOBEPEHbI 1
COOTBETCTBYI0T TpeboBanuam GMP.

Cepus BbinylleHa B COOTBETCTBUAM C AeNcCTByowen Bepcueit AHI Ne 05.03.02-03/67595.

[aHHbIn cepTMdMKaT KauecTRa MMEET ANEKTPOHHYIO NOAMMUCH.
CepTugukar cospaH aBTOMaTUYECKMN BANMAUPOBAHHON KOMNbIOTEPHOM Nporpammon SAP.




(T4 KRKN

KRKA, d.d., Novo mesto

CEPTUDOPUKAT KAYECTBA

fata: 18.02.2021
CTtpaHuua: 2/2

Koa Ne: 7D2589

TPUNOBUT®, kancynsl Ne 30;

cTpaHa-npoussoguTens: CnoseHns;

1 kancyna cogepxwut 10 mr GeTa-kapoTuHa, 40 Mr Tokocdepona auertata, 100 Mr KUCNOTbI ackopBUHOBOW, 50 MKF
ceneHa B KOMMNNEKCe C APOXOKaMMU;

nekapcTBEHHasa copma: Kkancyrbl;

pasmep v TUn ynakoeku: no 10 kancyn B 6nucTtepe, no 3 6nmcTepa B KapTOHHO kopoBke

Cepusi: SH8824 Pasmep cepum: 1.715 WIT
[ata supobxuyrtea: 01.2021 [lata okoH4aHus cpoka rogHocTu: 01.2023

PernctpaumorHoe ygoctoBeperne Ne:
UA - Ne 05.03.02-03/67595

Ha3sBaHnue v agpec npoussognTens OTBETCTBEHHOIO 3a Bbinyck | [LEH3Ns Ha Npon3BoAcTBO Ne:
cepuu: 800-13/2018-6

KPKA n.a., HoBo mecTo
Wmapbewxka uecra 6

HoBo mecto, 8501, CnoBeHus

[ata Bbinycka Ha pPbIHOK: OTBeTCTBEHHOE NULLO 3a BbINYCK JIC Ha pLIHOK
17.02.2021 Mapus Buauy

YMNPABNEHUE KAYHECTBOM
KPKA, n.a., Hoso mecto
Ulmapbelka uecra 6, 8501
CnoseHnus

[laHHbIA cepTudmKaT Ka4ecTBa UMEeeT 3NEeKTPOHHYIO NOANUCH. j
CepTtucukaT cosgaH aBTOMaTUYECKU BaNnNAMPOBAHHOM KOMNbLIOTEPHOM Nporpammoin SAP.
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