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NEPKABHA CJIVIKBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

npos. Cerrnnynoi Hanii, 3, M, Kuig, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
NpPO SIKICTh BBE3EHOI0 B YKpaiHy JiKapchbKoro 3aco0y

02.01.2024 Ne 66286/24/10

EHAII®

(HaliMeHyBaHHs JIIKAPCEKOTO 3ac00Y 3riIHO 3 peeCTpalliiiHUM ITOCBIXYEHHAM)

po3unH aus in'eknii, 1,25 mr/1 ma; mo 1 Mmox B amnyJii; Mo S aMnya y KapToHHii xopooui

(hopma BHNIYCKY, 103YBaHHS, BHA [MTAKYBaHHS JKapChKOro 3acody)

Homep peecrpauiitroro mocsiguenns UA/4323/02/01 crpox xii peectpaniitroro noceiguenns 01.01.2099

Cepis mixapcokoro 3acoby Ne A82154 Kinekicts BBe3eHOTO Jikapcskoro 3acoby 20
Bupobuuk KPKA, n.a., HoBo MecTo, CiioBeHi1s
(HalMeHYBaHHA BUpOOHHUKA NTIKApChKOro 3acoby, KpaiHa NOXOMKEHH)
Breseno B Ykpainy CrinsHe ykpaiHCbKO0-eCTOHChKE MIANMPUEMCTBO Y opMi TOBAPUCTBA
3 00MexeHor0 BianopigaigsHicTIo 'OnTima-®apm, JIT/1", inenr. koa:
21642228

(HarmeHyBaHHH Ta xox 3a CAPIIOY ropuauunoi 0CO6H 260 PISBUUIE, IM'd, 110 OAaTHKOBI d)tzwmm
0CO0H - miANpHEMIL, iT Miclle IpOXKHBaHHA Ta PEECTPaliiHUK HoMep 00IIKOBOT KapTKH NaTHHKA
IIOJIATKiB ab0 cepid Ta HOMEp IACIOPTa)

IIporokoa Bizyansnoro xontpoiio sin 01.01.2024 Ne 4228/32.

3a pe3yapTaTaMM  LeplkaBHOI'O KOHTPOJK BCTEHOBJIEHO, IIO JIIKAPCBKWM 3aci® BBe3eHO B YKpaiHy 3

JOTPHUMAHHSIM BuMor 3aKOHOAABCTBA II0L0 3a0e3M1eYeHHs AKOCTI JIKAPCHKUX 3ac00iB,
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KRIKMN

KPKA, a. 8., HoBo mecTo
CEPTUDIKAT AKOCTI YNPABIHHA AKICTIO

Llimap'ellka uecra 6

8501 Hoo mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowTa: info@krka.biz

Kog Ne: 7H0400

EHan®, po3uuH anst iH'ekuin, 1,25 mr/t ma Ne 5

KpaiHa-BUpOBHUK: CrnoBeHisn

1 MN PO34YUHY ONns iH’eKWin mictutk 1,25 Mr eHananpunary

nikapcbka coopma: po34nH Ans iH’ ekuin

po3mip i TN nakyBaHHs: no 1 mn B amnyni; no 5§ amnyn y kopooui

Homep cepii: A82154

Hara supobHuuTBa: 06.2023 JaTta 3akiH4eHHs TepMiHy npuaaTtHocTi: 06.2026

PeecrpauinHe noceigyueHHA Ne:
UA - UA/4323/02/01

Hasea i afpeca BupobHuKa, BignosigansHoro 3a sunyck cepil: |JliueHsia Ha BUpoBHULITBO Ne:
KPKA po.o., HoBo mecto 800-13/2018-6

Llimap’ewika yecra 6

HoBo MecTO, 8501, CnoBeHis

Poamip cepil: 1.010 WUT

LinM nigTeepaXylo, WO BULeHaBeaeHa iHdopmallis € JOCTOBIpHOK Ta To4How. [aHa cepia npoaykuii Oyna BupobrieHa
(BKNIOYAKOUN nakyBaHHA/MapKyBaHHS) | Npoiiluna KOHTPONb SKOCTI Ha BULLEBKa3aHiA AinbHUUI B NOBHIN BIANOBIAHOCTI I3
suMoramu GMP, BCTaHOBNEHMMW MICLEBUM PErynsiTOpHUM OpraHoM, a TakoX Yy BignosigHocTi Ao cneuundikaulii
peectpaliiHol AoKyMeHTauii, 3aTtBepmxeHoi B VYkpaiHi ana pocnigkysaHoro rfikapcbkoro 3acoly. [lpoTokonn
BUPOBHULITBA, NaKyBaHHA | KOHTPONA AKOCTI nepe.ipeHi i signosiaaoTs BumMoram GMP.

Cepia BunyLieHa y BignosigHocTi i3 gitovoto sepcieto MKH UA/4323/02/01.

[laTa BUNYCKY Ha PUHOK: | Oco0a, BignosiaanbHa 3a Bunyck J13 Ha pUHOK
20.11.2023 Bpirita MNyuenb

EcAY

Hanun ceptudikaT AKoCTi Mae eneKTpoHHUU Nignuc. NaTa apyky ceptudikaty: 13.12.2023
CepTudikaT CTBOPEHO aBTOMATUYHO BaNiA0BaHOK KOMIT'IOTEPHOIO rporpamoic SAP. Cropixka: 1/3

&g 19 A2 Fold-




CEPTU®DIKAT AKOCTI

KPKA, g. 4., Hoso mecTo
YNPABAIHHA AKICTIO
LLmap'ellka Lecta 6

8501 Hoso mMecTo
CrioeeHin

Ten.. +386 7 3312 111
En. nowra: info@krka.biz

Kog Ne: 7H0400

EHan®, po3uuH gna in'ekuin, 1,25 mr/1 Mmn Ne 5

KpaiHa-BUpoOHUK: CrioBeHis

1 MJ1 PO3YMHY ANA iIH'EKUin MmicTuTL 1,25 Mr eHananpunary
nikapcbka popma: po3yuH Ans iH’ekuin

po3Mip i TMN nakysaHHA: no 1 mn B aMmnyni; no 5 amnyn y kopoou,

Homep cepii: A82154

EHananpunat

Oata supobHuuTtea: 06.2023 Narta 3akiHYeHH:a TepMiHy npuaaTHocTi: 06.2026
Haasa noka3HuKis Cneuudikauis PesynbTaty BUNpobysaxb [p.*
Onuc [po3sopuin 6esbapsHnin po3vuH 6e3 BUAUMUX Bignosigae -
MeXaHIYHKUX AOMILLOK
O6’em, WO BUTATAETLCH He MmeHwe 1,0 mn 1,0-1,0 -
3HaveHHs pH 6,0 -8,0 7,0 -
MexaHiuHI BKNIYEHHA — He BinbLue 6000 yacTuHOK 8 amnyni 70 -
BKkntoueHHsA 2 10 MkM — MeToAa
|
MexaHiYHi BKITIOYEHHA — He 6inbwe 600 4aCTUHOK B amnyni 1 -
BKITIOMEHHSA 2 25 MKM — MeTopq,
|
lneHTUikauisa eHananpunaty | Yac yTpumyBaHHsa Niky eHananpunarty Ha Binnosigae -
- BEPX XpomarTorpami posyuHy 3paska mae BignoBifAaTh Yacy
YTPUMYBaKHA NiKy eHananpunaty Ha XpomaTorpami
PO3UUHY CTaHAapTy
ipeHTugikauin eHananpunaty | OCHOBHa NsMa Ha xpomaTorpami po3ymHy 3paska mae | - *1
— THIX BiAMOBIAAT OCHOBHIK NNAMI Ha Xpomarorpami po3yHuHy
cTaHaapTy 3a 3abaperieHHsIM, PO3MIpOM Ta SHaYEHHAM
Rf
lneHTudbikauia 6eHsnnosoro | Yac ytpumyBaHHA niky beH3nnoBoro cnupTy Ha Bignoeigae -
crinpty — BEPX XpomaTorpami po34vMHy 3paska mae BignosigaTty vacy
YTPUMYBaHHA Niky 6€H3NoBoro CNUpPTY Ha
Xpomarorpami posyuHy cTasaapTy
CynyTHi gomiLku He 6inbwe 0,5 % <= 0,10 -
eHananpunary —imigason
CynyTHi AOMILLKK He 6inblue 0,5 % <= 0,10
eHananpunary — M-251
CynyTHi 40MilLKN He 6inbe 0,5 % <= 0,10
eHananpunarty — M-273
CynyTHi OMILLKM He 6inbiue 0,5 % <= 0,10
eHananpunarty — HDKP
CynyTHi 4OMILLKK He binbwe 0,5 % <=0,10
eHananpwnarty — cyma
HeigeHTUMIKOBaHWX 4 OMILLOK
CynyTHi AOMILLKY He 6inbite 1,0 % <= 0,10
gHananpunaty — cyma
AOMILLOK
MpoayKTh po3knaay He 6inbiwe 1,0 % <= 0,10 -
6eH3MNoBOro CnnpTy —
OeHsaneaeria
[poayKTy posknaay He 6inbwe 1,0 % <=0,10 -
6eH31NoBOro CnNUpPTY — Cyma
KinbkicHWIA BMICT — 95,0 - 105,0 % Bia 3a3Ha4YeHOT KiINbKOCTI 100,0 -

Oaxuit cepTudikaT SKOCT Mae eNEKTPOHHWUI NignRKUC,
CepTudikaT cTBOPEHO aBTOMaTU4HO BanigoBaHoI0 KOMI'IOTepHOI0 nporpamoio SAP.

DNata apyky ceptudikary: 13.12.2023
CropiHka: 2/3
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CEPTU®DIKAT AKOCTI

KPKA, 4. 4., HoBo mMecTo
YNPABJIIHHA AKICTIO
LLimap'ewka uecrta 6

8501 Hoeo mecTO
CrnoBseHis

Ten.: +386 7 3312 111
En. nowrTa; info@krka.biz

Kog Ne: 7H0400

EHan®, po3unH angd iH'ekuin, 1,25 mr/1t MmnNe §
KpalHa-BUPOOHMUK: CrnoBeHis

1 M1 pO34YunHy ang iH’ekyin MicTuThk 1,25 Mr eHananpunarty
nikapcbka popma: po3vuH Ansa iH’eKuin

pO3Mip i TUN nakyBaHHA: no 1 MN B amnyni; no 5 amnyn y kopoOoui

Homep cepil: A82154

[aTa supobruuyrea:; 06.2023

[aTa 3akiHueHHs TepMiHy npuaatHocTi: 06.2026

(LAL TecTt)

HasBa rnokasHuKIB Cneyudixaulisa PesynbTaTh BunpobysaHb flp.”
KinbkicH1i BMicCT - 90,0 % - 110,0 % Bip 3a3HaveHol kinbkocTi (9,0 mr/mn) | 100,6 -
BeHannosun cinpT

CTepunbHiCcTb Po3quH mae 6yTi CrepusibHuM Bianosiaae -
BakrepianbHi eHA0TOKCUHN Meruwe 10 MO/mMr eHananpunary <0,1 -

Flp.* = Mpumitka

*1 He pyTuHHKia meTog. BunpobyBanHA npoBogntbea 1 pas Ha pik.

NaHuit cepTudikaT SIKOCT Mae eNeKTPOHHWUY NiARKC.
CepTucikaT CTBOpEHO aBTOMAaTUYHO BaniAoBaHOIO KOMI'IOTEPHOIO niporpamoto SAP.

OaTta apyky cepTudikary: 13.12.2023
CropiHka: 3/3




