JAEPXKABHA CJIYXKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y THIHTPOIIETPOBCBKIHN OBJIACTI

Huinpo, mwi.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kox €IPITIOY 37070665

BUCHOBOK
Npo sIKiCTL BBE3¢HOro B Y KpaiHy JiKapcbKoro 3aco0y
27.02.2025 Ne 9360/25/0411
KAIITOIIPHAJI

(HaiiMenyBaHHs ikapchkoro 3aco0y 3riHO 3 peecTpaifHUM NOCBiA4EHHAM)
Tabaerkn mo 50 mr Ne 20 (10x2) y 6aicrepax

(dopma Bumycky, 103yBaHHs, BHJ IIaKyBaHHS JiKapChkoro 3acoly)

Homep peectpaniiinoro mocsinuenrs UA/4800/01/03 crpok xii peecrpauiiinoro nocsizuenns 01.01.2099

Cepis nikapcekoro 3acoby Ne LA4882 KinbkicTs BBe3eHOro nikapcbkoro 3acody 960
Bupo6uuk KPKA, n.1., HoBo mecto, CiioBeHis
(HaliMeHyBaHHA BUPOOHMKA JIIKapChKOro 3acoby, kpaiHa IOX0MKEeHH)
BaeseHo B Vkpainy Tosapucreo 3 o6mMexeHor Bignosinaabnicrio "BaJlM", inent. kox:
31816235

(naiimenyBanHs Ta ko 3a €JIPIIOY ropupuunoi ocobu aGo mpizsuiLe, iM'a, O 6aThKOBI
dizuynoi ocobu - minnpueMns, ii Micie NPOXMBaHHS Ta peecTpauiliHuii HoMep 0GTiKoBOT
KapTky MIaTHHKa NoaaTkiB abo cepis Ta HoMep macnopra)

Iporokoa BisyanbHoro kourpoio Bix 26.02.2025 Ne 03-01/426/12.

3a pesynbTarTaMH JIEpKaBHOTO KOHTPOJNIO BCTAHOBJIEHO, WIO JiKapchkuil 3aci6 BBeseHo B VkpaiHy 3
AOTPHMAHHHAM BUMOT 3aKOHOJABCTBA 100 3a0e3MeueHHs IKOCTI JIiIKapChbKUX 3ac00iB.

T.B.0. HayanpHuKa [lepxaBHOI CIyKOHU 3
JIKapChbKUX 3ac00iB Ta KOHTPOJIIO 32
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KPKA, a. a., Hoeo mecTo
YNPABMIHHA AKICTIO
CEPTUDIKAT AKOCTI LN etk WacTa.8
8501 Hoeo mecTo

CnoseHia
Ten.: +386 7 3312 111

En. nowra: info@krka.piz

Kop Ne: 710849

KANTOMNPWUN, Ta6neTu no 50 mr Ne 20

KpaiHa-BMpoGHUK: CnoseHln

1 Tabnetxa micTute 50 Mr kanTonpuny

nikapcuka dropma: TaGneTkmn

po3Mip i Tun nakysanxa: no 10 Tabnetok y 6nicrepi; no 2 Gnicrepw y xapToHHIi Kopobui

Homep cepii: LA4882

Harta eupobauurea: 10.2024 |£|aTa 3aKiH4EHHA TepMiHy npuaaTHocTi: 102027

PeecTpauijiine nocsigueHHs Ne;
UA - UA/4800/01/03

Hasga i anpeca eupo6Huka, BignosigansHoro 3a eunyck cepil: |NiueHais Ha BMpoGHULTES Ne:
KPKA a.n., HoBo mecto 800-16/2024-4

Wmap'ewika yecra 6

Horo mecTo, 8501, CnoBeHia

Poauip cepii: 14.480 LT

LM niaTeepmkyio, Wo BuweHaBeeHa HOPMaLIs € SOCTOBIPHOK Ta TouHOW. Jana cepin npoaykuii Gyna empoGneHa
(BRIIOY2I04M NaKyBaHHA/MapKyBaHHA) | NpoAWNa KOHTPOSb SIKOCTI Ha BULISBKA3aHiA AinbHUUi B NOBHIK BignosigHocTi i3
BumoramMy GMP, BCTAHOBNEHUMM MICUEBUM PErynATOPHUM OpraHoM, a TakoX y BignoelgHocti Ao cneuudikauii
peecTpaliiHOl OoKyMeHTaUil, 3aTrsepakeHoi B Ykpaiti ana ROCNIgKYBAHOrO nikapcbkore sacoBy. [lpoTokonu
BMPOGHULTBA, NaKyBAHHA | KOHTPONA AKOCTI NeperipeHi i BiANoRIgaKTL BUMoram GMP.

Cepin punyweHa y sinnosigHocri i3 gliovoio Bepciero MKS UA/4800/01/03,

[laTa Bunycky Ha puHOK: Ocoba, siproslpansHa 3a sunyck J13 Ha pUHOK
14.01.2025 Mapiua Bpuap
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Hanxuii ceprudiikat AkocTi Mae enexTpoHHWin nignie. Dara Apyry cepTudhikaty: 16.01.2025
CepTuchlkaT cTBOpeHO aBTOMATUMHO BANIAOBAHOIO KOMITIOTOPHOIO nporpamoin SAP, Cropixka: 1/2
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KPKA, a. 4., Hoso MecTo

YRPABJIHHA AKICTHO
CEPTUDIKAT AKOCTI insiitaiairde
8501 Homo MecTo
CnopeHis
Ten.: +386 7 3312 111
En. nowra: infofkrka.biz
Kon Ne: 710849
KANTONPUN, TabneTin no 50 mr Na 20
Kpaina-supobuuk: Cnoeexin
1 rabneTxa micTuTe 50 Mr kanTonpuny
nikapcuka cpopma: Tabnerxu
poamip i Tun nakyeanxn: no 10 Tabnetok y 6nictepi; no 2 Gnictepu y kapToHHii Kopo6ul
Homep cepii: LA4882
fAarta supobuuuTea; 10.2024 I.Elara 3a&KiH4eHHA TepMIHY npuwaatHocTi: 10.2027
Haaga noxasHukie Creuwdixauin Pesynktatu eunpofysate Np.*
Onue Kpyrni, smerxa asoonywl Tabnem Sinoro konkopy si | Bignosigae -
CKOLSHAMMW KpAAMM, T HBCINKOK 3 ogHIET CTOPOHM.
OaHopigHicTL Qo3cRAHUX MpwimanbHe yucno (AV): ve Ginswe 15,0 % 4.6 -
OAWHWLL — OAHOPIOHICTE
BMIeTY KanTonpUmy
|aentudikauin kanTonpuny — | Yac yTpuMyBaHHA Miky kanTonpuny Ha xpomarorpasl | Bigrosinae -
BEPX poaumnHy apaska (SaS) mae alanosigat vacy
YTPUMAHHR MKy KaNTONpuITy Ha xpomarorpaml pasyuHy
crangapry {SS)
IneHTublkauia kanronpuny — | MnAMa Ha XpoMatorpami posunky spaska (SaS) Mac - *
TIUX sianoBinaT 3a aHaveHHam Rf, poamipoM Ta
5aGapeneHHAM NIAKMI Ha XPOMATOTPAMI pOIMHY
cTaHaapTy (S8).
CynyTHl gomlukw — Ha Binbwe 2,0 % 0,12 -
| KANTONPUAY gucyNbdhin
CynyTHl ZoMiwswm — He Ginbwe 4,5 % <=0,05 -
HelasHTugikoBaHI ogUHUMAI
CYTTYTHI oMl
Cynytvi AOMILLKM — CyMa He Ginewe 1,0 % <= {,05 -
HeigeHTUDIKIBAHUX CynyTHIX
| oMilok
CynyTHI gomillid — Gyma He Sinbwe 2.0 % 0,12 -
KinskicHwid amict kantonpuny | 95,0 - 105.0 % sl sasnauenol KNkkoeT 2=~ - R 3;(11 6 &
FO3UNHEHHA KamTOnpUITY He menwe B0 % {(Q} sig 3asHausHo! ﬁ“ = \ga}%gﬁ -
NpoTAroM 20 XBunwH a1y S
MikpobionoriyHa akicTs — He Ginbiwe 1000 KYO B 11 )'n\ VEHTIB & "2
SarantHa KinbKcTs agpoBHUX N\ \s
mikpaopratiasia (TAMC) T % '
MikpoGionorivna Aaklers — He Glntwe 100 KYO R 1r k = D d ll" ' | *2
3arancHa KnbkicTs E) 3z 3
ApbkpKOBUX TA NNICoHeBUX @\ __'*‘ /. &3
rpwubie (TYMC) 2 \F ¥ /
MikpobBianoriyya sdcre - Bincymla 1r & 1 53 16 \\\/ ¥2
Escherichia coll '”H:I 1.}

Mp.* = Mpumitka

*1 He pyTuHHud metaq. BunpoGyearHa npoROAUTLCA 1 pas Ha pik,
*2 aunpofysaHia APOBOOMTLCA BIANOBIAHC AO NPOrpamk (onucaHa & MKST)

Hanni cepTuglkaT AkocTi Mae enexTROHHKIA NiANKE.
CepTrdikar CTEOPEHO ABTOMATHYHO BANIAOBAHOK KOMIIOTEPHOIO NpOrpaMolc SAP,

Hara apyky ceptudiraty: 16.01,2025
Cropika; 2f2
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