JIEPJKABHA CJIYKBA 3 JJIKAPCHKHAX 3ACOBIB
' TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hazii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

NPO SIKICTH BBE3€HOr0 B Y KPaiHy JiKapchKOro 3acody

06.03.2024 Ne 11018/24/26

HAJITE3IH® N

(I-IaﬁMeHy.BaHHﬂ Hil(g.-[.:.).(.}BICOFO 3ac00y 3riHO 3 PeeCTpaLiHHUM MOCBIIUCHHIM)
Tad/IeTKH, BKPHTI IIBKOBOIO 000/10HK010, 10 275 mr, o 10 Tadaerox y 6aicrepi; no |
OJricTepy B KapTOHHII KOpoO1i

BupobHuk _KPKA, n.1., HoBo mecto, CrioBenis

((popma BUITyCKY, O3yBaHHSl, BUA MAKYBaHHs JTIKAPCLKOTO 3aco0y)

Howmep peecrpauiiinoro nocsiguenns UA/8938/01/01 crpox xii peecrpauiittoro nocsinueHms HEOOMEKEHUH

Cepis nikapcbkoro 3aco6y Ne DB8844 KinbkicTs BBe3eHOr0 sikapcbkoro 3acoby 1792

(raliMenyBanHsa BUpOOHUKA JIIKapChKOTO 3ac00y, KpaiHa NOXOMKCHHSI

Baeseno B Yrpainy CuinbHe ykpalHChKO-eCTOHCHKE MAUPHEMCTBO y dopmi ToBapHCTBA

3 oOmexxenoro BixnosiganbHicTio "OnTiMa-Papm, JITA", inent. kox:
21642228

(HarmeHyBaHHs Ta koA 3a €PITOY 1opuanyHOT ocobu aGo npissuine, iM's, no 6aTbkosi Gizuunol
ocobu - nigmpueMus, ii Miclie TIPOIKUBAHHA Ta peecTpauiiHuii Homep 06NiKOBOT KapTKK IaTHHKA
fronaTkiB abo cepis Ta HOMED Macropra)

TIportoxos Bisyansnoro kourpono Big 06.03.2024 Ne 792/27.

3a pesyabTaTaMK JEpHKABHOTO KOHTPONIO BCTAHOBIEHO, ILIO MiKapchkuil 3aci6 BmeseHo B Vkpainy 3

coBiB.

Muxkona XOJIONEHKO

(iHiLiany Ta npisnuiLe)



CEPTUDIKAT SIKOCTI

KFKA, 4. 4., Hoso mecro
YAPABHIHHA AKICTHO
Uimap'euwka yecra 6
8501 Hoso mecTo
CnoseHin

Ten.; +386 7 3312 111

'En. nowTa: info@krka.biz__

| KpaiHa-BUpOOHUK: Cnosetist

HanresiH®, TabneTku, BKPUTI N1iBKOBOK 00ONOHKO, No 275 Mr Ne 10

1 TabneTka, BKPUTA NIiBKOBOI 060MOHKOK0, MICTUTL 275 MIr HarMpOKCEHY HaTpito
| nikapcbka popma: TabneTkn, BKPUTI NIIBKOBOK 000NOHKOKO
poamip i Tun nakyBaHHA: no 10 TabneTok y Gnicrepi; no 1 bnicrepy B KopooOu

Homep cepii: DB8844

[aTa supobHuuTea: 05.2022

[laTa 3akiHieHHA TepmiHy npuaarHocTi: 05.2027

PeecTpatiiHe nocsigdeHHs Neo:
1UA - UA/8938/01/01

Hasga i anpeca BMpobHMKa, BiANOBIAANBHOIO 3a BUMYCK Cepii
KPKA a.a., HoBo mecto

Llimap’eitka LecTa 6

HoBo mecTo, 8501, CrioBeHin

NiueHsin Ha BUPOBHNUUTBO Ne:

1800-13/2018-6

Posmip cepii: 62.830 LUT

Linm niaTeepmxyto, Wo sueHaseAeHa iHpopmallia € LOCTOBIPHOKO Ta TOYHOIO. NaHa cepia npoaykuii 6yna supobnenHa
(BKTIOYA0OYK NaKyBaHHsA/MapKyBaHHsA) | NPoWLLIna KOHTponNb AKOCTI Ha BULLEBKa3aHin AinbHWL B NOBHIN BIAMOBIAHOCTI 13
BUMOramyn GMP. BCTaHOBMEHUMM MICLIEBUM PErynsTOpHWM OpraHomMm, a TakoX Y BignosigHoCTI A0 cneundikavyi
peecTpauiitHoi  AoKyMeHTaulii, 3atBepmkeHol B YKpaiHi AnA  [OCniAXYyBaHOTO fikapcbkoro 3sacoby. [lpoTokonu

BUPOBHULITBA, NaKyBaHHA i KOHTPOSA AKOCTI NepesipeHi | ginnoeinatoTe BUMoram GMP.

Cepis BunylLLeHa y BignosigHocT i3 gitovoto sepcicto MKH UA/8938/01/01.

[aTa BUMYCKY Ha PUHOK:
03.11.2022

Ocoba, BignosidansHa 3a Bunyck J13 Ha puHoK
NeTep 3aiy

7/;;:/ | 5‘,’2

Jarunia ceptudikaT SKOCTI MAE eNeKTPOHHWN NiANUC.

CepTudikaT CTBOPEHO aBTOMaTUYHO BanigoBaHo0 KOMN'IOTEPHOKW rporpamoto SAP. CropiHka: 1/2

[lata Apyky cepfwmikary:m .02.2024



CEPTUDIKAT AKOCTI

KPKA, 4. 4., HoBo MecTo
YNPABIIHHA AKICTIO

Llimap'ellka yecta 6
8501 HoBO MecCTO

CnoseHif

Ten.: +386 7 3312 111

En. nowrTa; info@krka.biz_

| Kon Ne: 7F0932

| Hanre3iH®, TabneTku, BKPUTI NNiBKOBOK 0BOMOHKOK, no 275 Mr Ne 10
| KpatHa-BUpoOHUK: CrnoBeHIN
1 TaGneTKa, BKpUTa NNiBKOBOK 0O0ONOHKOKO, MiCTUTL 275 MT HanpoKceHy HaTPIK
I nikapcbka (bopma: TabneTku, BKPUTI NIiBKOBOK 0OOMOHKOK
‘po3Mip i Tun nakyBaHHs: no 10 TabneTok y 6nicTepi; no 1 Gnicrepy B Kopobui

Homep cepii: DB8844

Nata supobHuuTea: 05.2022

Nara 3akiHyeHHA TepMiHy npuaatHocTi: 05.2027

Ha3sa MoKasHuKis CneuundikaLls Pe3synbTtaTu. BUnpoOysaHb [p.*
onune OBanbHi, 3nerka asoonykni TabneTku, BKPUTI Bignosigae -
o | NAiBKOBOO. 000NOHKOI, OM1aKUTHOIr0 KObOpPY
MuTome onTuuHe obeptanuHa | Big +61° no +68,5° 66,2 -
CynyTHi gomiwku - onuHudHa | He Ginbue 0,2 % <= (),056 -
CynyTHi AOMIWKN — Cyma He Ginbiue 1.0 % <= 0,05 -
OaHOpIAHICTE A030BAHNX 3HaueHHA npuAMansHoro ynucna (AV) cknapae He 3,4 -
OAVHNUL — OAHOPIAHICTL Mack | Binslie 15,0
lneHTUIkayia HaTpIlO BianoBiaHo A0 aHanITU4Ho! Mem,u,mcm Bignosigae -
\nernTvdikauis iHaurokapmidy | OCHOBHa DnakuTHa nisiMa Ha XxpomaTorpami po3yuHy *1
1= TLIX 3pa3ka mMae BianoBigaTv 3a 3HaueHHaM Rf Ta
| 3abapBrieHHAM NNAMI Ha XpoOMaTorpami po3uuHy
o e CTaHaapTy |
| lgeHTndikauis — HanpokceHy | OCHOBHA NNsAMa Ha Xpomarorpam poquHy 3paaxa Bianosinae -
TX | (SaS) mac BignosiaaTy 3a sHaueHHAM Rf Ta poamipom
o o | nnamMi Ha xpomaTtorpami posunHy ctaHaapTy (SS1) L
| KinbkicHuit sMicT HanpokceHy | 95,0 - 105,0 % Big 3a3Ha4eHol KinbKoCTi 99,7 -
I HaTpito o
Po3uyHEeHHs HanpoxceHy He meHwe 80 % (Q) Bia 3a3Ha4YEHOl KiNbLKOCTI o8 .
1 HaTpI npoTArom 45 xBUIINH
FPO34YUHEHHS HANPOKCEHY He mentwe 80 % {Q) Bify 3a3Ha4€HOi KiNbKOCT! 79 -103 -
HATPIK NPOTArOM 45 XBUNUH |
‘MikpobionoriyHa aKiCTb — He 6inbwe 1000 KYOB 1 - *2
3aranbHa KinbKicTh aepoOHUX :
mikpoopranriamis (TAMC) o o n |
MikpoGionorivuxa sKiCTb — He 6inbwe 100 KYOB1 T - 2
3aranbHa KiNbKICTb |
ADPIKAXKOBUX Ta NHICEHEBUX
rpubis (TYMOC) -
MikpoBionoriuHa siKICTL - BincytHiB 1T - 2
Escherichia coli

[p.* = [lpumiTka

*1 He pyTuHHuii MeTon. BunpoBysarHa NpoBoANTLCS 1 pa3 Ha ik,
*2 BunpobyBaHHs NPOBOAUTLCA BIANOBIAHO AO nporpamu (onucaxa 8 MKH)

ﬂaHmm cepmcbn{aT AIKOCTI Mae eNeKTPOHHWIA NiANUC.

CepTundikar CTBOPEHO aBTOMATUHHO BanioBaHOI0 KOMM'IOTEPHOIO NPOrpamoto SA o

.ElaTa APYKY cepmcpma?y 21 02 2024

CropiHka: 2/2




