HEPKABHA CJHYKBA 3 JIKAPCHLKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitinunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €JIPITOV 37079055

BUCHOBOK
PO AKICTL BBE3EHOro B YKpaiHy JlikapcbKoro 3aco0y

29.01.2025 Ne 3769/25/26

AMITPMJI®

(HaiimenyBauts AikapeLKOro 3aco0y 3rifHo 3 peccTpalliiiinmg OCBLIYSHHSIM)
TabjeTkn no S mr, no 10 radéaerox y 6aicrepi, no 3 Guicrepu y kaprouniii kopobui

(thopma Bumycky, O3y BaHHS, B [1AKYBaHHS JIiKapCbKkoro 3aco0y)
Homep peectpauiitioro nocsinuenns UA/4903/01/03 crpoxk ait peectpauiiinoro nocsiauents HEOOMEKEHHUI
Cepis nikapcbkoro 3aco6y Ne NN6612 Kinbkicts BBE3€HOrO Aikapcbkoro sacoby 1120

Bupo6Huk KPKA, n.1., Hoso mecro, Cnoenis

(Haimenynanns BUpoOrKMKa Jlikapehbkoro 3aco0y, kpaila rnoxoKens)

Beeseno B Vipainy Cninbne ykpaincebKo-ecToHCbKe MANPHEMCTBO y (opmi
TOBApPHCTBA 3 00MeKeHOI0 BianosigaabnicTio "Onriva-@apwm,
JITA", inent. won: 21642228

(naitmenysanis Ta kojL 3a CAPIIOY 1opuanunoi ocobu abo npissuiie. iM's. o GarbkoBsi
(iznunol ocou - nijuprems. 1 Micie nposkusanis Ta pecerpauifinmii nomep ofnikonoi
KaPTKH IaTHuKa noAaTkin abo cepis ra Homep naciopra)

IMpoTokoa BisyansHoro konrpomo six 29.01.2025 Ne 146/01.10-25/6.

3a pesynbTaTaMi  AEPXHABHOIO KOHTPOJIO BCTAHOBIEHO, LU0 Aikapcbknit  3acié  BeeseHo B Ykpainy 3
LSS .
AOTPHMAHHAM BUMOT 3aKOHOAABCTBA LIOAO 3abe3reteH s AKOCTi ywpcmmx 3acobiB.

.

-

W Mukosna XOJIOJJEHKO

(nocaznora ocoGa oprany JCpKaBHOTO KOHTPOIIO) (ninnume) (inittiany ra npiseuie)

Havannuuk

M.TTL



KPKA, a. a., Hoo mecto
CEPTUDIKAT AKOCTI YMPABIHHSA SKICTIO

Wmap'ewwka Lecta 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopa Ne: 7H0835

Amnpun®, Tabnetku no 5 mr Ne 30

kpaiHa-BMpo6Huk: CnoseHis

1 rabneTtka MicTuTb 5 Mr paminpuny

nikapcbka popma: Tabnerku

po3mMip i Tun nakysaHHs: no 10 Tabnetok y 6nicrepi, no 3 6nicTepu y KapToHHI Kopobui

Homep cepii: NN6612

[Hata BupobHuyTea: 10.2024 I,ﬂaTa 3aKiH4yeHHs TepMiHy npuaaTtHocTi: 10.2027

Peectpauiliie noceigveHHs No:
UA - UA/4903/01/03

HasBa i agpeca BupobHuka, BiAnosigansHoro 3a Bunyck cepii: |JlileHsis Ha sBupoBHULTBO Ne:
KPKA p.4., Hoeo mecTto 800-16/2024-4

Wmap’ewka uecra 6

Hoeo MecTo, 8501, CnoBeHis

Posmip cepii: 10.019 WIT

Lum niaTeepaxyto, Wo euuleHaseaeHa iHdopMallis € focToBipHOlo Ta TouHot. flaHa cepis npoaykuii 6yna supo6reHa
(BKMOYalouM nakysaHHA/MapKyBaHHs) | Npoilia KOHTPONb AKOCTI Ha BULLEBKa3aHill AinbHULI B NOBHIM BignosigHocT i3
sumoram GMP, BCTaHOBAEHUMU MICLI@BUM PErYIISTOPHUM OpraHoM, a TakoX Y BignosigHocti Ao cneumdikauii
peecTpaliiHoi  AokyMeHTauii, 3aTBepakeHoi B YKpaiHi Ans  [ocnifkysaHoro nikapckkoro 3acoby. [MpoTokonw
BUPOBHWULTBA, NaKkyBaHHS | KOHTPONSA AKOCTI NepesipeHi i BignosigatTe BuMoram GMP.

Cepisa BunyujeHa y signosigHocTi i3 gitodoto sepcieto MKA UA/4903/01/03.

[laTa suUnycky Ha pPUHOK: Ocoba, signoeigansHa 3a sunyck 113 Ha puHok
20.12.2024 Angpes Ceniua
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Nanuit cepTudikaT aKOCTi Mae enekTpoHHWIA rianuc. Hara apyky ceptudpikaty: 09.01,2025
CepTudikaT cTBOPEHO aBTOMaTUYHO BaniA0BaHOK KOMM'IOTEPHOM nporpamoto SAP. CropiHka: 1/2




KPKA, a. 4., Hoso mecTo
CEPTU®IKAT AKOCTI YNPABIHHS AIKICTIO

Wmap'ewka uecrta 6

8501 Hoso mecTo

CnoseHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kopn Ne: 7H0835

AMnpun®, Tabnetku no 5 mr Ne 30

KpaiHa-BUpOoGHUK: CNoBeHin

1 Tabnertka mictutb 5 Mr paminpuny

nikapcbka thopma: TabneTku

po3mip i Tun nakysaHHA: no 10 Ta6neTok y 6nicTtepi, no 3 6nicTepun y KapTOHHIN kKopobui

Homep cepii: NN6612

Hara BupobHuuTtea: 10.2024 |LlaTa 3aKiH4eHHa TepMiHy npuaaTHocTi: 10.2027

Haasa nokasHukis Cneundikauin PesynbTaTty BunpobyBaHb Mp.*

Onuc OsaneHi, nnocki TabneTku 6e3 06ONOHKK POXKEBOro Bignosinae -
KONIbopy

OpHopifdHICTL 2030BAHUX 3HaveHHs npuiiManbHoro yucna (AV) cknagae He 1,8 -

OAVHWUE — OHOPIAHICTb 6inbwe 15,0

BMICTY paminpuny

laeHTUdIKaUis paMinpuny — Yac yTpumMyBaHHs Niky paminpuny Ha xpomaTorpami Bignosigae -

BEPX po3uuHy 3paska (SaS) mae BignosinaTu yacy

YTPUMYyBaHHA Miky paminpuny Ha xpomarorpami
pO34uHy craHgapTy (8S)

CynyTHi goMmiiukv — nomitka A | He 6instue 0,5 % <= 0,05 =

CynyTHi aoMiwku — fomiwka B | He Ginbwe 0,5 % <= 0,05 -

CynyTHi AoMiwkun — gomiwka | He Ginbwe 0,5 % <0,1 -

c

CynyTHi poMiikv — gomiwka | He Ginbwe 0,5 % 0.2 3

CynyTtHi gomiwkn — gomiwka E | He 6inbuwe 0,5 % <0,1 -

CynyTHI AOMILLKY — He 6inswe 0,1 % <= 0,05 -

HeineHTudikoBaHi AoMiLKY

CynyTHi AoMiwkun — 3aranbHa | He 6inbe 1,0 % 0,2 -

KinbKicTb

KinokicHu BMicT paminpunny | 95 - 105 % sif 3a3aHa4eHol KinbKoCTi 101 -

Po3uunHeHHs paminpuny He meHwwe 75 % (Q) sin 3a3HaueHol kinbkocTi 96 -100 -
npoTarom 20 XBUNUH

Mikpobionoriuna akicTs — He Ginbwe 1000 KYO B 11 - *

3aranbHa KinbkicTb aepobHUX
MikpoopraHiamis (TAMC)
Mikpobionoriuta sikicTb — He 6inbwe 100 KYO B 11 - *q
BaranbHa Kinokicte
APDKAXOBUX Ta nniceHesux
rpubis (TYMC)
MikpoGionoriyHa AKicTb - BigcytHis 1T - *1
Escherichia coli
Mp.* = MNpumitka
*1 sunpoBysaHHsa NPoBOAUTLCH BIANOBIAHO A0 Nporpamu (onucaHa B MKS)

LaHuii cepTudikat AKocTi Mae eneKkTPpOoHHWIA Nianuc, Hara apyky ceptudikaty: 09.01.2025
CepTudikaT CTRBOPEHO aBTOMATUYHO BaNiAOBAHO KOMM'IOTEPHOID Nporpamor SAP. CTopiHka: 2/2
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