CEPTUOUKAT KAYECTBA

(T4 KRKA

KRKA, d.d., Novo mesto

Nara : 28.01.2021
Crpanuya: 1/2

Kop Ne: 7C7835

CTpaHa-npoussoguTens: CroseHuns

1 Mmn pactBopa cogepxut 20 Mr neHTOKCUUNNNHA
nekapcteeHHas popma: pacTBop A4Nsi UHbeKUUiA
pasmep v T1n ynakosku: no 5 mn (100 mr) B amnyne; no 5 amnyn B 6nuctepe; no 1 6nmctepy B kopobke

MEHTWUIIVH, pacteop ana nHbekuwit, 100 mr/5 mn no 5 mn (100 mr) B amnynax Ne 5 B 6nuctepax

Cepus: A73550

Pasmep cepun: 2.976 LUT

[flata Bupobhuursa: 03.2020

Jata okoH4aHus cpoka rogHocTu: 03.2025

PeructpauvonHoe yaoctosepeHune Ne:
UA - UA/2694/02/01

HasBaHnve 1 agpec nponasoanTens OTBETCTBEHHOIO 3a BbiNyck | JILEH3ns Ha npoussoacTeo Ne:
cepun: 800-13/2018-6
KPKA p.a., HoBo mecTo
LLimapbeluka LecTa 6
HoBo mecT0, 8501, CnoBeHus
HasBaHwne nokasatenen Cneuundumkaums PesynsTatbhl aHanuaos

Onucanue

M3snekaembiit 06beM

MNpospayHocTk 1 cTeneHb MyTHOCTW pacTBopa
MexaHuueckue Bkniouenns Metoq I: - yacTvipl 2 10 pm
Mexannyeckue Bkniovennst Metop I: - yactvupl 2 25 ym
pH

ConytcTaylowme NpuMecy - Te0BPOMUH
ConyTcTByioLLMe NPUMECH- UHAMBUA. HEU3BECTHASN
ConyTCTBYIOLWANA NPUMECH

COﬂyTCTByIOLuMe npumecu - CymMa Hen3BECTHbIX CONYTCTBYIOLNX

npumecen
WneHTudukaums neHtokcngmnmna - TCX

KonuuecTseHHoe conepxaHue NeHToKCUMNNuHa
CTepunbHOCTb
BakTepunanbHble 3HAOTOKCUHBI

MpoapayuHeIi, BecuseTHbIN pacTBOp, NPaKTUHECKU
6e3 BUaMMBbIX YacTuvu

He meHee 5,0 mn

PactBop ans nHbekuuit AomkeH BbiTh NPo3pavHbIM
He 6onee 6000 yacTuu B amnyne

He Gonee 600 vacTuy B amnyne

6,0 - 8,0

He 6onee 0,3 %

He 6onee 0,1 %

He bonee 0,3 %

OcHoBHOE NATHO Ha XpoMaTorpaMMe UCcreayeMoro
pacTtsopa (SaS) AoNKHO COOTBETCTBOBATL NO
3HayeHuio Rf, paamepy 1 LuBeTy NATHY Ha
Xpomartorpamme ctaHaapTHoro pacteopa (SS).

95,0 - 105,0 % oT 3asiBNEHHOro KonnyecTsa
PacTeop AnA HbEKUMI AOMKEH BbITh CTEPUIBbHBIM
He 6onee 0,29 IU/Mr neHTokcudunnmHa

CootseTcTByeT

5,0-50
CooTBeTcTBYET
8

0

6,7

<= (0,05
<=0,05

<=0,05

CootBeTcTByET

100,0
CooTBeTcTBYET
< 0,06

Cepus BbinyweHa B COOTBETCTBUM C AeNCTByloWeil Bepcueit AHL UA/2694/02/01.

HacToswmm noateepxkaato, 4To BbilwenpuBeneHHas MHOPMaLUMS SBNAETCA AOCTOBEPHONA U TOUHOW. [aHHas cepua
npoayKuum Gbina npousseaeHa (BKNKOYAs yNaKOBKY/MapKUPOBKY) M NPOLINa KOHTPOMb KAauecTBa Ha BbiLLEyKAa3aHHOM
y4acTke B MONMHOM COOTBETCTBUM C TpeboBaHUAMN GMP, yCTaHOBNEHHBIMW MECTHLIM PerynaTopHLIM OPraHoM, a Takke

[HaHHbIn cepTUdmkaT KayecTBa MMEET 3NEKTPOHHYIO NOANMCH.
CepTudmkat cosgaH aBToMaTU4eCKn BaNMANMPOBaHHOMKOMNbIOTEPHOW Nporpammoit SAP.
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(T4 KRKA

KRKA, d.d., Novo mesto

CEPTU®UKAT KAYECTBA

DNara:28.01.2021
Crpanuua: 2/2

Kog Ne: 7C7835

MEHTWUIUH, pactBop ana uibekumin, 100 mr/5 mn no 5 mn (100 mr) B amnynax Ne 5 B 6nuctepax
cTpaHa-npoussoaguTens: CnoseHus

1 Mn pactBopa coaepxut 20 Mr neHTokcucmnnmHa

nekapcTeeHHas dopma: pacTBOp ANS MHbeKLUU

pasmep v TMn ynakosku: no 5 mn (100 mr) B amnyne; no 5 amnyn B 6nuctepe; no 1 6nuctepy B kopobke

Cepus: A73550 Pa3mep cepun: 2.976 LUT

[aTa BupobHuyrea: 03.2020 [ata okoH4YaHua cpoka rogHocTu: 03.2025
PeructpaumoHHoe yaoctoBepeHne Ne:

UA - UA/2694/02/01

HasBaHwe u agpec nponasoanTens oTBETCTBEHHOrO 3a BbiNyck | JINLEH3us Ha npoussoacTeo Ne:
cepuu; 800-13/2018-6

KPKA pa.a., Hoeo mecTo
LLimapbeluka uecta 6

HoBo mecTo, 8501, CnoBeHus

B COOTBETCTBUAM CO CneLmndUKaLmen perncTpaLnoHHoi 4oKyMEHTaUMN, YTBEPXAEHHON B YkpanHe Ans nccreayemMoro
nekapcTBeHHOro cpeacTsa.  [poToKombl NPOM3BOACTBA, YNAKOBKM W KOHTPONS — KAyecTBa Cepuu NPOBEPEHbl W
cooTBeTCTBYIOT TpeboBaHnam GMP.

Nara Bbinycka Ha pbIHOK: OTBeTCTBEHHOE UL 3a BbiNyck JIC Ha pbIHOK
15.04.2020 bpuruta lMyuens

i\l{ \

YNPABNEHWE KAYECTBOM
KPKA, a.a., Hoeo mecTo
Llimapbelwka tecta 6, 8501
CnoBeHnus

OaHHbIn cepTndukaT KauecTsa UMEET ANEKTPOHHYIO NOANWCH.
CepTudgmkat cospaH aBTOMaTNHECKN BaNUANPOBAHHOM KOMNBIOTEPHO NporpaMmoii SAP.




HAEPXJIIKCIIVXBA
AEPKABHA CIYXEBA 3 JIIKAPCI)KI/'IX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBHKTii OBJIACTI

npocnexr Banepis JloGaHoBcekoro, 51, M. Kuig, 03110, Ten/dakc: (044) 363-06-50
-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua. Kon €TPIIOY 37078774

BUCHOBOK
HpO AKiCTh BBE3€HOr0 B Ykpainy Jikapcbkoro 3acoly

16.02.2021 Ne 5001/21/10

IHEHTHJIIH
(HaliMeHyBaHus JTiKapcLKOro 3aco0y 3TiIHO 3 peecTpauiAHuM NIOCB] TYEHHAM )
PO3IMH s iH' excmiit, 100 Mr/5 M o 5 mur (100 mr) B ammyai, mo 5 ammyJ1 y 6aicrepi, mo 1
OaicTepy B kapToumiii Kopooui
(dopma Bumycky, AO3YBAaHHA, BH NaKyBAaHHS NiKapChKOro 3aco0by)

Howmep peectpauiitroro nocsimenns UA/2694/02/01 CTPOK Aii peectpanititoro nocsimuenns 01.01.2099
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{
Cepist nikapcekoro 3aco6y Ne A73550 KinekicTe BBE3€eHOTO MiKapchKoro 3acoby 72
BHpo6HuK KPKA, n.1., Hoso Mecto, ClioBenis
(naliMeHyBauHsa BUPOGHUKaA THKAPCHKOTO 3ac06y, KpaiHa MOXOIKeHH ) :
Bresero B Vpainy CuinbHe ykpaiuchKo-ecTORChKe HiAnpHeMCTBO y dopmi TOBapHCTBA
3 00MmeskeHO0M0 BinnmoBianLHicTIO "OnTiMa-(I)apM, JITI", inent. kon:
21642228

(HaliMeHyBauHs Ta KOx 32 €IIPTIOY ropuam4Hoi 0cobu abo npi3BHINE, iM'S, nO GaTbKOBI ¢isuynol
0co6H - rmignpuems, 1f Micie TIPOXHBAHHA Ta PEECTPaLiFHM HOMep 06xikoBOT KapTKH NIaTHUKa
nonatkis abo cepis Ta Homep nacrnopra)

Iporokon Bisyansnoro konrpostio iz 09.02.2021 M 0309/40.

3a pesyneTatamMu  JAepxkaBHOro KOHTPOMIO  BCTAHOBNIGHO, IO Jikapckkudl 3aci6 BBeseHO B VYkpainy 3
IlOTpHMaHHﬂ_MSpmor 3aKOHO/IABCTBA WIO/I0 3a6e3MeYeHHA JKOCTi JIKAPCHKUX 3aCO6iB.
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