AEPAKABHA CJIYAKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMMHX Y KHIBCBKIM OBJACTI

npos. Ceitaxunof Haxii, 3, m.Kuis, 02099, Ten/thaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €/{PT1IOY 37078774

BHCHOBOK
PO SAKICTH BBE3CHOr0 B YKpaiHy JiKapchKoro 3acofy

27.09.20623 Ne 47264/23/10

TEJIMICTA H 40
(HaitMerynastHs aikapceKoro 3acoBy 3riako 3 peecTpayifHuUM HOCBIAMCHEAM)
TadaeTky 10 40 Mr/12,5 mr g0 7 TabaeTok y Gaicrepi; no 4 GaicTepa y KapToHHiii Kopobui
(dopra sHIyCKY, H0IYBAHHR, BHA TaKYBAHHR MKAPCLKOro 3acofy)

Howmep pecctpauiiizoro nocsiguenns [JA/15859/01/01 crpox gii peectpauiiinors nocsiggensa 01.01.2099
Cepia nikapceroro aacoby Ne SL9958 Kinbkicrs Beesexoro nikapeskoro 3acoby 2280

Bupobuuk KPKA, n.1., Hoeo mecto, CnoreHia
(HeiiMerypamua BupofHHEA dikapeskoro 3acoly, Kpaida moxowenys)

Baesero 5 Ykpainy Chiakse yKPaiHCBEKO0-eCTOHCHKE MIARPHEMCTBO ¥ HOpMi TOBAPHCTBA

3 ofrexenoto Bixnosizannuicrio "OnriMa-Dapm, JITIT", izeur. xon:
21642228
(walimenysanna Ta kop 33 €PHOY ropianunof ocofin abo npizsuie, iv'sa, 1o Gatsxosi tizinot

0co0H « nianprenmus,  MicHe TPOXHBAHKS T4 peecTpauiiiHHil Homep o0DMIKOBOT KAPTKH IUTATHHKA
Tiodarkip abo cepid Ta HOMep HAacHOpTA)

IipoTexon Bisyasssore konrposo sig 25.09.2023 N 2999/51,

3a pesyAbTATAMI NEPKABHOIO KOHTPOMO BCTAROBJIEHO, IO0 JIiKAapcekmii 3aci6 Bmesemo B Vipaiwy 3
AOTPHMAHHAM Bunor 3aK0HOAABCTEA 0RO 330€INEUEHHS AKOCTI JHikapCchKUX 3acoBik.




(T4 KRKA

KPKA, o a., HoBo mecTo
CEPTU®IKAT AKOCTI YIPABIHHA AKICTIO

Wmap'ewsa yecra 6

8501 Hoeo mecto

CnopeHia

Ten.: +386 7 3312111

En. nowra: infof@krka biz

Kon Me: TF4453

TENMICTA H 40, TabneTtew no 40 mri12,5 mr N2 28

KpaiHa-eMpoOHuK: CnoBeHin

1 raBnetka micTuTe 40 Mr Tenmicaprady i 12,5 mr riapoxnopoTiazuay

nikapceka gopma: TabneTm

po3Mip i TMN nakysaHHA: no 7 Tabnetok y GnicTepi, no 4 GnicTepH y kKapToHHIR KopoBui

Homep cepii: SL9958

Oara supobHuurea: 06.2023 | fata sakinuenns Tepminy npupatHocti: 06.2026

PeecTpauiiHe noceigHeHHA Me:
UA - UA/M5859/01/01

Haasa i anpeca supoDHuka, BIGNORIAANEHOrO 3a BUNYCK cepil: | NiueHsia Ha BupoBHUUTEO Ne:
KPKA a.g., HoBo mecTto 800-12/2018-6

Wmap'ewka yecra 6

Hoeo mecto, 8501, CnoseHin

Poamip cepil: 15.030 WIT

Lium nigTeepaxyio, Wo BuweHaBegeHa iHPOPMaLIA € AOCTOBIPHOW Ta Toynow, [ara cepis npoaykuii Gyna ewpobnexa
(BKNKOYAYK NaKyBaHHA/MAPKYBAHHA) | NPOALLING KOHTPONE AKOCTI HA BMLIEBKA3aHIW QiNbHWUI B NOBHIA BignoBigHOCTI i3
BumoraMu GMP, BCTAHOBNEHWMI MICLUEBMM DEryfATOPHWM OpraHom, a Takow y BignosiavocTi Ao cneyuchikaul
peecTpauiiHol nokymeHTawi, 3aTBepiseHol B YepalHi Ans  gocnigxysaworo nikapcekoro 3acofy.  MpoTokonw
BUpODHULTEE, NaKyBaHHA | KOHTPONA AKOCTI NepesipeHi | BignosigawTe snmoram GMP.

Cepia sunywiexa y BinnosigHocTi i3 gin4ow eepcien MKA UAM5859/01/01.

flarta eunycxy Ha PUHOK: OcoBa, signoeigans4a 3a sunyck 13 Ha puHox
05.09.2023 Mapiua Bpuap

T

Danun ceprudinat AKOCTI M3E ENSKTPOHHKR NignKe. Oara apywy ceprudpivary: 07.08.2023
CepTudikaT CTROPEHD ABTOMATWUHD BANIOBAHOMK KOMN IOTEDHOK NporpaMon SAP, Cropinka: 1/3

Sore. cre A OFE -ﬁf/; 7008 2073 pede y»4



(T4 KRKA

KPKA, 4. 4., Hoso mecTo

¥NPABNIHHA AKICTHD
CEPTU®IKAT AKOCTI bl
8501 Hoeo mecto
CnoseHia
Ten. +3867 3312111
En. nowra: infofikrika biz
Koa Ne: 7F4453
TENMICTA H 40, TabneTtkn no 40 mri12,5 mr Ne 28
KpaiHa-empobDHuKK: CnoBewin
1 rabneTka micTuTe 40 Mr Tenmicaprady i 12,5 Mr rigpoxnopoTiaanay
nikapcoka cpopma: TabneTemn
po3mip i TMN nakyBanHa: no 7 Tanetok y Gnictepi, no 4 Gnictepu y KapToHHIA KopoBui
Homep cepii: SL9958
fAata evpobHuuTtea: 06,2023 l,El,aTa JaKiHYeHHA TepmiHy npuaaTHocTi: 06.2026
Haisa noxasHuKB Cneyndikauia PesynsTaTe BunpofyeaHe MNp.*
Onuc Big Ginoro go maixe Ginoro aGo poweao-Ginoro Bignoeigac .
KONBOPY 3 OAHOrS GOKY T3 POMBRO-MapMypPORi 3
iHwero G0y AROWAPORI, ABOCOYKNI, OBaNkH] TAENETKK
lpesTudikauin 3aniza ckcuay | Bumora 1-1. Opranivsmi wap Hafysae pomesoro - “1
safapenendn
lgewTudgrikauin 3aniza ckckay | Bemora 1-2. Yepeonwh Konip posunHy 3HWKaE ¥
enTWbikauia 3anisa okcuay | Busiora 2. MNobineHo YTRODIDETEEA CHHIN OCan - "
laemTidhikauin TenMICApTaNy | Yac yTpHMYyBaKHA Niky TENMICARTaHY Ha XpoMarorpasi | Bianosigac
= BEPX DOIYMHY 3pa3ka (SaS) Mat BANOBILATH wacy
YTEWMYBAHHA NiKY TENMICEPTAHY HA XpoMaTOrpami
posuuHy cTanaapTy (SS).
lgenTudpikayin Yac yTPHMYBEHHRA NiKY MApoXnopoTiaangy Ha Bignoeigae &
rigpoxnopaTiaangy — BEPX ¥POMATOrpaMi po34nHy apaaka (Sa5) mae signosigari
JYaCY YTRPUMYBAHHA Niky MApoXNopoTiaangy Ha
XDOMATOTPAMI POSYHHY CTaHREPTY (S5).
CAHOPIAHICTE B0308aHMY MpudMansHe “ucno (AV): ke Ginews 15,0 6.2 -
OAMHKLE — O HODIHIETE
BMICTY TENMICApTaHY
COHODIAHICTE AO30BAHM NMpuinansHe swcno (AV): ve Ginewe 150 5.4 -
OO MHKLL — O4HODIAMICTE
BMICTY rigpoxnopoTiasuay
CynmyTHi JOMILLKKM = CYNYTHI He Ginbwe 0.5 % <=0,10 -
DOMILUKK MAPoXNopoTiasnay —
Aomiluka A
CymyTri AOMILLKK — CYNYTHI He Binewe 0.5 % <= 0,10 -
JOMILLKW FiApoXNopoTIasway —
Aosiweka B
CymyTui AOMILLIKA = WL He Ginbwe 0,2 % == (.10 -
OAMHAHHI 1 OMILLIKHA
TENMICAPTaHY i
| rigpoxnopoTiazuay
CymyTHI JOMILLEW - CYMa He Binbwe 2 % <= 0,10 -
Kinskicsua smict 85 - 105 % Big Ja3MaveHOT KiNLKOCTI 103 -
Tenulcapramy
KinskicHwi smicT 585 - 105 % sig 3asnaqeHol KiNLEOCTI 102 -
rigpoxnopoTiaIuay
Po34rHERHA TENMICAPTAHY He mexwe 75 % (Q) eig 2a3Ha48HOT KiNBKOCT] 100 -105 -
NpOTArCM 45 XBWNHH
Po3uMHEHRHA He meHwe 75 % (Q) 8ig 3a3Ha~aHol KINsKIcTI g7 -84 -
rigpoxnopoTiaangy NpOTArGM 45 XBUNMH
Mikpobionoriyia AKICTE = He Ginpswe 1000 K¥YO e 1r 2
JaranbHa KineKicTe aepobHmx
Mixpoopradismia (TAMC)

- gas

Jarui cepTuRikaT AKDCTI M3E ENEXKTPOHHWA NigNRG.
CepTudikaT CTEOPEHD SETOMATUMHD BANIA0EAHOK KoM KITEPHOK NpOrpaMon SAP.

Hara ,p,:,rxy ceprudikary: 07.09.2023
Cropimka; 2/3



CEPTU®DIKAT AKOCTI

(T4 KRKN

KPKA, 4. 4., Hoeo mecTo
YMPABNIHHA AKICTH
lLmap'ewsa yecta 6
8501 Hoeo mecTo
CnogeHiA

Ten.: +386 7 3312 111

En. nowrta: infof@krka biz

Kop Me: TF4453

TENMICTA H 40, Tabnetku no 40 mr/12,5 mr Ne 28
kpaiHa-Bupobruk: Cnosexia
1 TabneTka MicTuTL 40 Mr TenmicapTany i 12,5 mr rigpoxnopoTiazngy
nikapcuka cdropma: TabneTrn
poamip i TMN nakysanus: no 7 Tabnevok y Gnicrepi, no 4 GnicTepw y KAPTOHHIN Kopobui

Homep cepii: SL9958

[Nata swpobuuyTea: 06,2023

],Ela‘ra 33KiHYEHHA TepMiHy npuaarHocti: 06.2026

Haszsa nokaivwkie

Cneundikawin

PeaynsTati Bunpobyeaxs

np.*

MixpoGionoriyHa aKicTs —
JaransHa KiNbKICTE
APDRAMOBME TA NAICEHEBNK
rpubis (TYMC)

He Ginbwee 100 KYOB1 T

“2

MikpoGionaridHa AKICTb -
| Escherichia coli

BigeytHig 11

2

Mp.* = Npuaitea

*1 He pyTunnmii meToa. BunpoSysarna nposoagnTeca 1 pas Ha pik.
*2 ewnpobysanHA NPOBOANTECA BignosigHo A0 Nporpame (onucada e MKH)

Nanuit cepTudikat AKOETI MBS SNEKTPOHHKRA NiARKC.

CepradikaT CTEOPEHD ABTOMETHYHE BANCEEHI0 KOMNOTEPHOIO NpOrpamon SAP.

[Oata apyey cepradgixary: 07.09.2023

Cropinka: 313



