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BHCHOBOK . 3
Hpo AKICTH BBe3eHOro B YKpainy Jikapebkoro 3acoby ‘
24.07.2022 L Na28550/22/0411
KO-AMJIECCA

(natiMenypanus rikapeskore 3acofy SCiHO 3 pecerpaniiHmy moCBINTEHHIM) ’ .
Tabnerxn mo 4 mr/1,25 mr/S Mr ne 10 Tabaerox y Guicrepi; me 3 6chepH ¥ KapTDHHlH
KOopodmi

{@opma Bunycky, 103yBaHHA, BHA NAKYBAHHA TiKADCEKOTO 32000 )

Homep peectpanitinoro mocsinaens UA/14676/01/02 crpox aii peecrpanitizoro nocéigiqgﬂﬂa 01201~,20'99 a

Cepisn nixapepxoro 3acofy Ne NIL 7238 Kinpxicrs BBe3¢HOTO MiKapesKoTe 3ac08y 3000
Bupobrux KPKA, n.1., Hoeo Mecto, Croeenis
(maliMcHyYBaHHA BUPOBHIKA TiKapcEKoro 3acoby, Rpa‘ma HOXO,IDKSHI—DI)
Baeseno B Vipainy Tosapucrso 3 ofMemencio Binmopinamuictio "BaIM", IemT. e0p:
31816235

(Hanmeﬂyna}ms Ta xop, 3a €JIPIIOY topuauamoi ocobu aGo nplssme, im's, 10 GaTBKOBI il
ocobH - minnpuems, 1T Mictie npox#BaHEL Ta peecrpauiiinmii Homep 0GHIK0BOT kapIKH MIATHEK?
nozaTxis abo cepis Ta HoMep nacnopTa)

Tiporoxos Bisyaissore xonrporio sig 23.07.2022 Me 07-01/1343/47.

3a pesyusTATAMH JEPKABHOIO KOHTPONK) BCTQHOBJIGHO, N[O JIIKAPCHKHI zaci6 mBeseno B Vipaimy 3
AOTREMANB M BHMOT 3X0HOJARCTRA MO0 3a0e3TIeUCHUA AKOCTI JiKapchHKHX 3ac06is, . | '

Hadganpaux epxaseof cnymx6u 3
JIiKapcHKHX 3ac06iB Ta KOHTPOIIO 32

HapKOTHKAMK y JHinpomeTporesKii % 2 ; . IOJIB,I OBIIAPEHK‘O

obnacti .
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Kouropuixora FOniz +38(066)345-41-71




CEPTU®IKAT AKOCTI

(L4 KRKA

KPKA n.4., HoBa mecto

Dara: 24.06.2022
Cropitka: 1/3

Keg Ne: 7F0873

amnoauniny Gecunary)

Ko-Amnecca, Tabnerku no 4 mri1,25 mr/5 mr Ne 30
KpaiHa-BupobHuK: CnoeeNin
1 TabneTka micTute 4 Mr nepuHaONpPUNY TepT-ByTUnaminy, 1,25 Mr inganamioy 1a 5 mr amnoguniny (y esrngal

nikapckka dopma: TabneTku
po3mip i vi nakyeaHHn: no 10 Tabnerok y Gnicrepi; no 3 GnicTepu y kaproHHin kopobui

Cepia: NL7238

Po3wip cepii: 112.951 WIT

Hara eupobruurea: 04.2022

Jata 3akiHieHHA TepMiMy NpuaaTHocTi: 04.2024

Peectpauinte noceigueHHs Ne:

YTPHMYBaHHS NiKy aMICAHNIHY Ha XpoMaTorpami
POJUHHY CTaHAAPTY (SS)

UA - UAMA4676/01/02
Haasa i aapeca erpobHuka, sianopinaneHoro aa sunyck cepii: | Niuensia Ha eupoSrulTBe NO;
KPKA an., Hoso mecrto 800-13/2018-6
LWimap’ewxa yecra 6
Houso mecro, 8501, CnoBexin
Hasba noxasywkie Cheundixatia PasynsTaru eunpobyeane Mp.*|
Onuc Big Sinoro no maike Sinoro xonbopy, Kkpyrni, anerka | Bignoslnae -

Asoonyini TabneTku 31 CXOLISHHMUY KpaAMn
CyoytHi AoMmiLL = He 6inews 0.2 % «=0,10 -
AvkeToninepasuH
CynyTHI QOMNLKA = He Ginswe 0,3 % <= 0,10 -
nepuHacnpUnar
CynyTHI AOMILIKK — He Ginbwe 0,5 % <= (10 -
haanaminy gomiusa B
CynyTHi Aomilm — Hea Ginbwe 0,3 % <= 0,10 -
aMNOAUNIHY fomiwka D
CynyTHi goMiwie —opuHuHa | He Binewe 0,2 % <=0,10 -
HeineHTudIKOBAHE SOMilka
CymyTui ROMILLIGM = cymMa He Ginbwe 1,5 % ==0,10 -
lnewmucbixkauin nepuHnonpuny | Yac yIpuMyBaHHA niky nepuHOonNpHNyY Ha Bignosinac -
epbyminy - BEPX XpOMaTOrpami posuuHy spara (SaS) mae pignosigat

Hacy YTPMMYBAHHA NikY NepMHOONpUNY Ha

XpoMmaTorpaml poauuHy CTSHAAPTY (SS)
lasuTudikauia nepunaonpuny | Mnama Ha xpoMaTorpaml posuuHy 3padka (SaS) mae Bignoeinae -
epSyminy — TILIX signosinaT NpMGNu3HO 3a 3HaveHHAM Rf, npuGnuzto

22 POIMIPOM | KONBOPOM MNAMI HA XPOMaTOrpaMi

posumHy cTanaapTy (SS)
laeHTudbikauin imganamigy — | Yac yTpumyeaHHs niky iHoanamioy Ha XpoMaTorpami Bipnosinac -
BEPX poadnHy apadka (SaS) mae nignosigaTy vacy

YTPHMYBaHHS Niky indanaminy Ha xpoMaTorpami

posuuBy cTaHaapTy (SS5)
InenTudliauin iHasnamity — | MnAmMa Ha xpomaTorpasi poaurHy apeaka (Sa5) Mac Bignosinae -
TWX aignosinatu NpuGNUIHO 3a sHaveHHAM Rf, npuinuang

38 POIMIPOM | KDNBOPOM MMTAMI HA XPOMBTOrpaMi

possmHy cTanaapry (SS)
laexrudbikauin amnopunidy — | Yac yTpHMyBaHHA fliky amronuniny Ma xpomatorpami | Binnoslpae -
BEPX poxuuHy apeska (SaS) mae ignoalpartu vacy

Hanwii cepTwixaT AKOCTE MaE SNSKTROHHKHRA highwc,
CepTudiKaT cTOpeRo ABTOMATHYHO BANIAOBAHOID KOMI'IOTAPHOK NPOrPamow SAP,




CEPTUDIKAT AKOCTI

(T4 KRKA

KPKA n.a., Horo MecTo

Lata; 24.06.2022
Cropinka; 2/3

Kog Ne: 7F0873

amnoguniny Gecunary)

Ko-Amnecca, TabneTxn no 4 Mri1,25 mri5 mr Ne 30
kpaiHa-BupobHuK: CnoBeMin
1 rabneTka MicTUTL 4 MF NepuHaonpuny TepT-GyTunaminy, 1,25 Mr inaanamiay Ta 5 Mr amnoamniny (y surnag)

nikapcebka thopma: TabneTru
po3mip | TN nakyBsasHA: no 10 TabneTox y Gnicrepi; no 3 GnicTepu y kKapTOHHIA KOpobLi

Cepis; NL7238

Po3mip cepli: 112.951 WIT

Hata supobhuyToa: 04.2022

Jara 3akiHyeHHA TepMidy npuaaTHocTi: 04.2024

UA - UA/14676/01/02

Peectpauiiive noceigueHHs Ne:

Haapa | agpeca supobruka, BignoeinansHoro 3a BUnNycK cepil:

NiyeHain Ha supobHMUTBO Ne:

KPKA a.a., HoBo MmecTo 800-13/2018-6
Wmap'ewxa uecra 6
Hoeo mecto, 8501, Cnosenin
Hazea noxasHuxia Cneuudlrauin PesyNwTaTi BUN BaHk Mp.*
lnenTudikauia amnogunivy — | FiNAMa Ha XpOMATOrpasMi poaNKwHy apaska (SaS) Mae Blanoeigae -
TWX sianosinar npubnuaHo 3a sHavenHAaM Rf, npuniano
33 pO3AMIPOM | KONBOPOM NNAMI HA XPOMBTONPaMI
PO34MHy cTaHaapTy (SS)
OnHopiaHicTL AOSOBAHWUX MpwinaneHe wucno (AV): He Ginswe 15,0 1,6 -
CAUHMLE — oaHOpigHIcTL
BMICTY NepUHaoRpANY
epbyMiHy
QnHopiHicTe AcsoBaHux Mpuitmansse yveno (AV): ve Ginswe 15,0 24 -
OAMHHLE — OBHOPIAHICTD
BMICTY iHgataminy
OnHOpigHICTE A030BaHMK MpuamaneHe wiueno (AV): we Sinswe 15,0 21 -
ORWHHLL — 0AHOPIAHICTE
BMICTY amMnoawWIHY
KinekicHuid asicy 95 - 105 % ein azyHaueHO! KinbKkocTi 100 -
fepuHgonpuny apGyminy
KinbkicHuid BuicT iWaanamigy |85 - 105 % sin 3asHaveHol KinkkocTi 88 -
KinbkicHu Buict amnoamnisy [ 95 - 105 % oig 3asHaueHol KINBKOCT 100 -
PogumMHeHHA NepuHaonpuny | He menuwse B0 % (Q) sig 3aaHaverol kinexocTi 99 -102 -
epbyminy npoTaroM 20 XsUnuH
PoauuseHHs IHaanamity He maruue 75 % (Q) ein 3asuaveHoT knukocTi 95 -98 -
npoTarom 45 xeunuu
POIYMHERHA aMNonuMniHy He Merwe 80 % (Q) Bin 3aavaveHol kinbkocTi 99 -101 -
npoTAroM 20 xeuniuH
Mixpo6ionoriyea AKicTs He Ginbwe 1000 KYOn1r - *
3arancHa KinoKicTe aepoBHix
Mikpoopraniauis (TAMC)
MixpoBionoriusa AkicTe — He Ginbwe 100 KYOB 1 - “1
3aransHa KNbKicT
OPEKOKORMX T2 NNCEHEBUX
rputie (TYMC)
MikpoGionorivsa aKicTs - BincyrHie 1 r - *q
Escherichia coli
Mp.* = Npumitka

*1 sunpolysanHA NPOBOIWTLCA BIONOBIAHO A0 Nporpamu (onucaka B MKA)

Oanwi cepTudikar AKOCT Mag anexTPOHHUA Nignuc,
CepTuchikat CTBOPEHO BBTOMATHYHO BANZ0BBHOIO KOMIIOTEPHOIO NPOTPaMoN SAP.




(T4 KRKN

CEPTUDIKAT AKOCTI KPKA 2.3, Hoso Mecto
Nave: 24.08,2022
Cropinka; 3/3

Kog Na: TF0873

Ko-Amnecca, TabnetTxn no 4 mr/1,25 mr/5 mr N2 30

KpaiHa-BMpoGHUK: CnoseHln

1 TabneTtka MicTuTL 4 Mr nepurgonpuny TepT-6yTnaminy, 1,25 mr inganamiay Ta 5 Mr amnoauniny (y Burnagi
amnoawnidy Gecunary)

nikapcbka hopma: TabneTn

po3mip | TMN naxysaHHA: No 10 TabneTok y 6nicrepi; no 3 GnicTtepn y kapToHHil kopobui

Cepia: NL7238 Poaumip cepii: 112.951 LUT

Dara supobHuutea: 04.2022 flaTa 3akiHdeHHA TepMidy npugarHocti: 04,2024
PeecTtpauivne nocsigyeHHa Ne:

UA -UA/M4676/01/02

Hasea i appeca supobruxa, signopiganbHoro 3a eunyck cepil: | fliueHsia Ha BupoBHULTBO Na:
KPKA p.a., HoBo mecto 800-13/2018-6

Wmap’ewka yecra 6

Hoeo mecro, 8501, Cnosexin

Uum ninTeepmoxyto, Wo suwenaseneHa iHpopMauia € SocToBipHOK Ta TowHOW. [aHa cepis npogyxuli Gyna eupoGnexa
(BKMIOYAKOYHM NBKYBAHHA/MAPKYBAHHA) | NPOALLNG KOHTPONL AKOCTI Ha BULWeBKasaHiil AiNLHULI B NOBHIA BianosigHoCTi i3
BuMoraMm GMP, BcTaHOBNeHUMU MIiCUEBMM PErynATOPHWM OPraHoM, a Takox y signosianocti oo cneumdikauil
peecTpauiiiol  AOKyMeHTaull, aaTeepmkeHoi B Ykpalhi AnNA  pocnipkyBaHoro nikapcokoro 3acofy. [Mpotokonu
BupoBHULTEA, NakyBaHHA | KOHTPONA AKOCT NepesipeHi i signoeinaTL BUMOram GMP,

Capia Bunywena y signosigHocri i3 Ailovoio eepcieio MKA UAM4676/01/02.

Rata eunycky Ha puHOK Ocoba, sianosiganssa 3a eunyck 113 Ha puHok
10.06.2022 Hixa Kipap
YINPABNIHHA AKICTIO

KPKA, o.n.. Hoso mMecTo
Wmap'e wka uecra 6, 8501
CnopeHia

Dol caprudisat AKoCT MaE enexTpoHHMI nignue.
CoptwibisT CTBOPAHO BBTOMETHYHO BINIACEAHOI KOMNIOTEPHOIO NPOFPaMoK SAP.



http://www.tcpdf.org

