JIEPKABHA CJYJKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Caitanunot, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa CAPTIOY 37079055

BUCHOBOK
Ipo sIKiCTh BBE3EHOI0 B Ykpaiuy JikapesKoro 3acody

24.03.2025 No 14692/25/26

OPOMUII®,

(HafMeny AN HKAPCLROTO sacoby i 3 peeerpaniinam NOCBIAHCHITNNM)
rpanysii Qs NPUroTy Bauus 60mu1 (250mr/Smir) cycuensii st opaibLioro sacrocyBsans, |1
dJiakon 3 rpanysiamu 1a 1 mipHi uis OpatbHoro BReACHH cyenensil B kapronniii Kopolui

(hopnia BUITYCKY. AOBYBAHIR. BH/L MAKY BANHA AikapeLKoro 3acody)
Homep peceTpatliiiHoro nocsinenns UA/5026/01/02 crpox aii peecTpaltitiioro nocsitcHis neoOmeke i
Cepia nikapenkoro 3acoby Ne 1LA5196 KifbKicTh RECIEHOTO AiKAPChKOTo 3acoBy 6400

Bupobink "KPKA nL. Hoso mecto",, Cnosenis

(HaHNMCHY B BHPOTHIKA NKAPCLKOTO 3200y, KPATHA HOXQAKCINB)

Bueseto B Yipainy Cninanye yRpallchK0-eCTOHCHLKE pipuemMerso y Gopmi rosapheTsa
3 0GMEIKCHOI0 BITOBIAAILILICTIO "Onrima-Dapm, JITIL, inenr. ko
21642228

(atistenty s ta kojtsa CJIPTIOY Joputol acobi abo HpissriLe. s no Sarukonl pisnunol
OCOGH - NLIPHEMIEL T MICHE HPOUABAHHS TY peceTpanifintii nosep OOITROBOT KR TR
HOATKI B a00 Cepist T8 HOMED HACNoyea)

[1pOToKOJI Bi3yanbIOTo KOHTPOMO Bil 24.03.2025 Ne 820/01.10-25/39.

3a  pesyibTaTaMB  ACPKABHOTG  KONTPOMO pCTAHOBAENO, O JKapCLKHi qacid  BBC3eHO B YKpaiHy 3
JOTpHMAaH HAM BUMOI 33KO0HOAABCTBA 1010 3aBe3neCHHA AKOCTI NIKAPCHKHX 3ac00is.
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KPKA, 4. 4., Hoeo mecto

CEPTUDIKAT SKOCTI U AR Tro
Umap'ewwka uecra 6
8501 Hoso mecTo
CnogeHis

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

Kop Ne: 712630

®pominia®, rpaHynu ans npurotTysaHHa 60 mn (250 mr/5 M) cycneHsil ans oparnbHOro sacrtocyBaHHA Ne 1
KpaiHa-BMpOOHUK: CnoBeHis

5 mn cycneHsit (1 wnpuy) MicTuTe KnaputpomiuuHy 250 mr

nikapceka dopma: rpaHynm ans npurotyBaHHs 60 mn (250 mMr/5 mi) cycneHsii Ans opanbHOro 3acTocyBaHHSA
po3mMip i TN NnakyBaHHA: 1 chnakoH 3 rpadHynamum Ta 1 wnpuu 4ns oparibHOro BBeAeHHA cycrneHsii B kopobui
Howmep cepii: LA5196

[Hata supobuuurea: 02.2025 |D.aTa 3aKiHYeHHs1 TepMiHy npuaartHocTi: 02.2027
PeectpauiiHe noceigueHHa Ne:

UA - UA/5026/01/02

Hasga i agpeca supobHuka, BignosiaanbHOro 3a sunyck cepil: | NiueHsis Ha BupobHuUTso Ne:
KPKA a.a., HoBo mecTto 800-16/2024-4

lmap’ewka uecra 6

Hoso mecto, 8501, CnoBeHia

Poawmip cepii: 9.747 LUT

Livm nigTeepmkyto, Wo BulLeHaBeneHa iHhopmalia € 4OCTOBIpHOK Ta ToYHow. [aHa cepist npoaykii Byna supobnena
(BKNHOYAOUM NakyBaHHA/MapKyBaHHS) | NPOALLINEG KOHTPOMb AKOCTI Ha BULLEBKAa3aHii 4inbHULY B NOBHI BiANOBIAHOCTI i3
Bumoramin GMP, BCTaHOBNEHMMU MICLIEBUM PEFYNATOPHUM OpraHoM, a TakoX Yy BiANOBIgHOCTI Ao cneuyudikauii
peecTpaliiHol  fOKyMeHTauil, 3ateepmxeHol B YkpaiHi Ans  [OCHimpKyBaHOro nikapcekoro 3acoby. [lpoTokonu
BUPOBHMLTBA, NaKyBaHHs | KOHTPOIS SKOCTi NepeBipeHi i BignosiaatoTb BuMoram GMP.

Cepisa BunyueHa y signosigHocTi i3 aitodoto eepcieto MKA UA/5026/01/02.

[Hata sunycky Ha pyHoOK: Ocoba, signosiganbHa 3a Bunyck J13 Ha puHOK
05.03.2025 Mares |saHytumu

Clrirmin g
HaHui ceptudhikat AKOCTI Mae eNeKTPOHHWIA Nianuc, Hata apyxy ceptudpikary: 07.03.2025
CepTudikaT CTBOPEHO aBTOMATUYHO BasiA0BaHOK KOMIM IOTEPHOIO Nporpamoto SAP. Cropinka: 1/3
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CEPTU®PIKAT AKOCTI

KPKA, 4. &., HoBo mecro
YHPABMIHHA AKICTHO

LUmap'ewka uecra 6
8501 Hoso mecTo
CnoeeHis

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Kog Ne: 712630

®pominia®, rpaHynn ans npurotysaxHsa 60 Mn (250 Mr/5 mn) cycneHsii ans opanbHoro 3actocysaHHs Ne 1
KpaiHa-BMpOOHKMK: CnoBeHin
5 mn cycneHlsii (1 wnpuu) MiCTUTb KNapUTPOMiLMHY 250 mr

nikapcbka hopmMa: rpaHynu Anst npurotyBaHHa 60 mn (250 mr/5 mn) cycnewsii Ans opanbHOro 3acTocyBaHHA

po3Mip i TMN nakyBaHHs: 1 ¢hfiakoH 3 rpaHynamm Ta 1 Wwnpuvy Ans opansLHOro BBefeHHs CycneHsii B Kopobui

Homep cepii: LA5196

Hata supobuvurea: 02.2025

lﬂa'ra 3aKiHYEHHs TEPMiIHY npugaTHocTi: 02.2027

Haasa nokassukis Cneundikauin Pesynbtaty BunNpodysaHb Mp.*
Onuc rpaHyn ManeHbki HeOAHOPIAHI rpaHynu Big 6inoro fo maixe | Bignosigae -
Binoro KONLOPY 3 anensCMHOBUM apoMaTOM
Onuc cycnexsii 3a3HaueHy KinbKiCTb OMULLIEHOI BOAV NEPEHOCHTh Y Bignosigae -
hnakoK 3 rpaHynamu i cTpyLyioTs 6nm3bko 30 CeKyHa,.
["oToBa cycrieHsis maiie 6inoro koneopy 3
anensCUHOBUM apOMATOM MICTUTb PIBHOMIPHO
poanogineHi HeoAHOPIAHI rpaHynn
OpHOPIAHICTE Macy 403, WO He Binbwe ABOX IHAUBIAYANLHUX MAC BIAXUNAIOTLCA Bianosinae -
BUTSr2I0TLCS 3 Bia cepeaHboi Macu Binblue Hix Ha 10 %, i xoaHa 3
6araTof030BMX KOHTERHEPIB | HUX HE NOBUHHA BIAXWUISTUCA Bifl CEPeaHbOT Macu
BinbLue Hx Ha 20 %
Brpata macu npu He 6inbie 2,0 % 0.8 -
BUCYLLYBaHHI - Maca 3pasky:
1,0 r rpanyn; Bakyym,
TemMnepaTypa BUCYLLYBaHHS:
60 °C; yac BucyLyBaHHs: 3
rog
3HauenHsa pH 40-50 4,8 -
laeHTudikauia TuTany PosuuH B TUrni Habysae Big »OoBTOro A0 - *1
aiokenay nomaparyesoro 3abapBneHHs
|peHTUdhikauis Yac yTpyMyBaHHs! NiKy KNapuTpOMIUMHY Ha Bianosigae -
knaputpomiunHy -BEPX xpomarorpami po3uuHy 3paska (SaS) mae signosigati
4acy yTpuMyBaHHS Nniky KNapuTpOMILmMHY Ha
XpomaTorpami po3uvHy craHaapty (SS)
laeHTudikauin OcHOBHA MAsMa Ha XxpomaTorpami po3umnHy 3paska - *1
knaputpomiunHy — TLUX (SaS) mae sianosigaT OCHOBHIN NNAMI Ha
Xpomartorpami po3unHy cranaapty (SS) sa
3a6apBneHHAM, PO3MIPOM Ta 3HaueHHam Rf
laeHTudbikauia kanito copbaty | HYac yrpuMysaHHs niky copbiHOBOT KUCNOTH Ha Bignosinae -
Xpomatorpami po3unHy 3paska (SaS) mae sianosigaty
yacy yTpuMyBaHHs niky copbiHOBOI KMCNOTU Ha
Xpomarorpami po3duHy crasaapty (SS)
CynyTHi gomilwkv — gomiwka | | He Ginswie 2,0 % 0,49 -
CynyTHi AOMILLKV - {HLLI He 6inbwe 1,0 % 0,29 -
OAUHUYHI ipeHTUiKoBaHI Ta
HeigeHTudikoBaHi
CynyTHi JOMILIKU — Cyma He Ginbwe 3,5 % 1,1 -
KinbkicHuit BmicT 92,5 - 107,5 % BiA 3a3Ha4EHOT KinbKOCTi 99,8 -
KNapUTPOMILIMHY
KinbkicHuiA BMICT kanito 80,0 - 120,0 % Bia 3a3HAYEHO! KINLKOCTI 103,2 -

copbary

[annit cepTudikat aKocTi Mae enekTPOHHUA NigNUC.
CepTudikaT CTBOPEHO aBTOMATUYHO Banif0BaHO KOMM IOTEPHOO NPOFPamMoio SAP.

HaTta gpyky ceptudikarty: 07.03.2025

Cropinka: 2/3




KPKA, 4. 4., HoBo mecto
CEPTU®IKAT AKOCTI VB ABAHA ACTIO

Lmap'ewka yecra 6

8501 Hoso mecTo

Cnosetin

Ten.: +386 7 3312 111

En. nowra: info@krka.biz

Koa Ne: 712630

dpominia®, rpaHysu Ans NpuroTysaHHa 60 mn (250 mr/5 M) cycneHsii [ns opankHOro sactocysaHHsa Ne 1
KpaiHa-BUPOOHUK: CrioBeHis

5 mn cycnensii (1 wnpuLy) MicTUTb KnapuTpomiuuHy 250 mr

nikapcbka cpopma: rpaHynu ona npurotyeaHHa 60 mn (250 mr/5 mn) cycneHsii ansa opanbHOro 3actocyBaHHSA
po3Mip i TMN nakysaHHs: 1 (hNakoH 3 rpaHynamu Ta 1 wWnpuuy Ans opanbHOro BBeAeHHs cycneHsii B kopobui

Howmep cepii: LA5196

[ata Bupobruurea: 02.2025 [D,a*ra 3aKiHYeHHs1 TepMiHy npuaarHocTi: 02.2027

Haasa nokasHukis Crneuudikauis PesynbTaty sunpobysaHsb p.*
Mikpobionoriuna skicTh — He 6inblue 1000 KYOB 11 - *2
3aranbHa KinbKicTb aepobHux

mikpoopraniamis (TAMC)

MikpobGionoriysa skicTb — He Ginbwe 100 KYOB 1T - *2

3aranbHa KinbkicTb
LPDKAXOBYX Ta NiCeHeBnX
rpubis (TYMC)
MikpobionorivHa sxicTs - BiacytHiB 11 - 2
Escherichia coli
Mp.* = Npumitka
*1 He pyTuHHui meToa. BunpobysaHHa NnpoBoanTLCA 1 pas Ha pik.

*2 BunpobysaHHs NPOBOAUTLCA BIANOBIAHO 40 Nporpamu (onucaxa 8 MKHA)

[anuii cepTudpikat SKOCTI Mae eneKTPOHHUIA Nignuc. ,ElaTa.,qpyKy cepTudikaty: 07.03.2025
CepTudikaT CTBOPEHO aBTOMaTUHHO BanifA0BaHOK KOMM'IOTEPHOIO NPOrpamoio SAP. Cropitka: 3/3
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