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Ceprudixar scoeri N 2864 mix 20.12.2023  poxy

Hasea nikapceskoro zacoby AMIKCUH® IC

JIikapceka gopma, qozyBanus

Pecerpaniitne nocB e HHS UA/2559/61/02 3i JUE A0 P.

Jinensis

Micue npoBareHHst MstasgoeT

Ceprudikar GMP

‘Homep cepit

| Posmip cepii

Aara BUpOGHMITEA

Anaji3 nposeneno srijiHe 3

IMIHaMu

Ta0NeTin; BKPHTI 66070HKok0, TI0 0,125 ¢

‘Bupobmurso AiKAPCHKHX 33¢00i8 cepist AE Ne295499 Bin
20.02.15 p., 65080, Onecpxa o6aacts, M. Oneca, Jioctaophesia

aopora, 6ya.86

024/2023/GMP i€ 10 23.12.2025 p.
28641223

142216 maxor  Ne3

14.12.23  p.

65025, M. Oneca, 21-i kM CrapokuiBcskol moporu, 40-A

MKS i sminavn Ne 1-3 10 p/n UA/2559/01/02

HalMenysanug
MOKAIHHAKIB

Bumorn MKH

Pesyabprary
BUHHPOOOBYEAHD

1

2

3

Onuc

| Ta6meTkm Kpyraoi $opMU 3 JBOONYKJION NOBEPXHET,
| BKPUTI 06 0IOHKOI0, OpaHXeBOI'c KONLOpy. Ha posiami
1 BHAHO /IBa WapH.

TaGneTku xpyrnoi dopmu 3. |

| BBOONYKIION TOBEPXHER,
| BKPUTI 060NI0HKO10,

OPaHMEBOTO KoAsopy. Ha

| pO3JsiaMi BUJHO iBa Wapu. |

lrewrndixanis

A. ¥nbTpadioneToBi ClIeKTPH IOTIMHAHHA PO3YMHY
{ApenapaTty Ta PO34YVHY NOPIBHAHHSA, O0epKaHl 1ias

KITBKICHOTO BM3Ha4eHHA, B 06m1acTi Big 220 Hm 10 400
HM NOBUHHI CITiBIIAAATH.

Bignosinae

B. Peakiiis Ha Kap6OHiNbHY Ipyny.

To3zuTueHa

C..Peaxuis {a) na xnopuau.

Ho3uTHBHA

| POSYUHY IOPIBHAHHS (GapBHUK x0BTHH 3axig FCF).

D. Ha xpomarorpami BUpo6oByBaHOr0 po3uHHY Mag
BUABAATHCA 30Ha HA PIBHI 30HH Ha XpoMaTorpami

_'Cepe,aﬂﬁ.:r'»‘.iéca

| Bin 0,2945 r 70 0,3255 -

Bianosipae
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-G,ﬂﬂﬁpigﬂicm Bumoru 0/10 BBKalOThCH BUKOHAHKUMH, SIKIHO
JIO30BaHMX OfMHKLL* | npuitmansHe yucio (AV) ats nepinnx 10 ofuHULb

wMeniue abo - gopisnioe L1 {15,0), y sifcorgax. Axujo
npuiiMansHe uncho 6insme L1, y BigcoTkax,
BUITPOGYBaHHIO MIAAA0TH HACTYHL 20 OAHHHIL i
OBYMCAIITEL IpUiiMabHe yucio. Bumoru G710
BUKOHYIOTHCH, SIKILO KiHIEBEe TPUAMaNsHE YHCI0,
pozpaxoBane i3 30 ofMHUE, MeHIle 460 fopiBHKE L1, Y.
BiACOTKEX, 1 XoieH IHAKBIIyaIbHUH BMICT y Z030BaHIiN
oguHuni ve e medwinum 3a {1 -L2x0,01}Mi1He €
‘GinbinM-3a {1+ L2x0,01)M. (L2=25,0].

PO34MHEHHS Kpurepiit npuitHaTHOCTI Ha PiBHi S1 NOBHHEH Gytnue 1100,2 %

| Menure (Q + 5) % A7 KOxHOI 3 6 ofiMHEb. IKHO
OjlepXaHi pesysbTATH He BIAIOBIAAI0TS KPUTEPIH0
TPUMHATHOCTI Ha piBHI S1, BUNPOGYBaHHSA
TIPOACHKYIOTE Ha piBHgx 52 abo 53:Q =75 %. Jac
PO3IMHEHHA 45 XB. I
Cynposinui noMinrku ‘Haxpomarorpami Bnnpaﬁoﬂyﬂamm pagqm{y 6y,111:. axa | Menme 0,1 %
' TIAMA, KpiM OCHOBHOI, He Ma€ 6y TH iHTEHCHBHIIIO 3a
TUIAMY Ha XpOMaTOrpamMi PO3UUHY TIOPIBHAHHA (b)
(0,1%). | o
JlonycKaeThes HasiBHICTh KOHTYPHOT IVIAMH Ha CTapTi a -MBHHJE 0,1 %
TAKOK [TAAMU He ifeHTudIKOBAHOI JOMILIKY BUIIE |
KOHTYpHO!I IJIAMH, 9Ka He Ma€ 6yTH inTeHcuBHItIow 332 |
TIAMY Ha x_poMaT_orpamijpquHy nopisasunsa (b) '

01%). -

O ZMHOYHOI JOMILIKY He TIOBUHHO 6YTH Bilblue Hix MeHxure 0,2 %
| S 'Ofl%r3'C?_MaP_Ha'-Kmb*{iﬁ?b-ﬂgmmgﬁ_ﬂ&émbme..Orz%-.. . |
| Kiﬂm{icge.snaﬁa%fmﬂ- BMiCT-€g-gH34N2_0-3-_-.2HCI-[THHO‘;}OHY}B_'raﬁ}lemi_mae 0,1253r

6yt Big 0,1188 r 10-0,;1313 1, y mepepaxyHKy Ha
. |cepepmio MacyTabierkud

" Miz{p{}ﬁi{moriqﬁa | 3arajibHe YHC/I0 aepobHUX MiKpoopraHiBMiB-_[TAMC-_]:
{umcroTa ** He Ginbme 10° KyO/r. |
| | ‘3araJibHe Yucno ﬂpl}Kﬂ}E{{}BHX Ta MNCeHEBHX. rpnﬁm
(TYMC): e 6inpine 10 KYO/T. -
BincyTaicte Escherichia colis 1 T mpenapaty.

: HaKyBaHHH 'HQ'B-'Taﬁ'ﬁETI{H._y_'ﬁﬂicTepi; 1o 1-6‘ﬂiCTepy-_B_naqu_ BignaBiﬁae

| Map}cysé'aﬁﬁﬂ '3'ri,aﬁo 3 TEKCTOM MApKYBaHHA 110 p/m3i BEiHaMM_ Bianosigae

{ TepmMiH Hpﬁ,ﬂaTHGCTi | 15 ‘POKIB | -,E{a.i}i.Z'UZQp.

1 KOHTpOﬂb OAHOTO TECTY. I'lpUBD,E[HTh JNE KOXHOL ﬂef:ﬁ'rm cepii TOTOROTC IIPENapary v 38 3Ky 3. THM, ] ,... et eCT KQHTPDH}D}DTL

1B Hec}}acogaﬂnx TAGNETRAX KOXHOT cepii npenapary. ** - Kontpone naHoro TecTy HpoOBONATE s s
: HpEH&pﬂT}f Yy 38°%3KY 3 BLANORUIHICTHO BUpOOHUITRE. FH3 sumoram. HBIT (GMP). "

Bm:m}ném:_ AMIKCHH® IC TBG}IETI{H BKpUTi o00JioHKOW, no 0,125 T Ny
28641223 (%2

pignosinae BumoraM. MK siamisamu Ne 1-3 mo p/it UA/2S 59/01/

3asuBa npo ceprudicaniio: LM 3 34CEINUYIO; 1O HaBeieHa BUILE iHGOPMaNtis € ZOCTOBIPHOIO Ta TOYHOTO,

1ho (:Epiro npoaykuil Oyio BHpobHCHO: (Bmmqa}{mﬁ TIAKYBaHH:A | MapKyBaHH:) Ta BPOBENEHO KOHTIDONE 1I SIKOCTI HA
‘BHUIE3a3HAYeHIH AUBHULI. Y TOBHIA ginmiosigHocTi 3. BAMoramMu GMP, BCTAHOBIGHHMH. PEYISTOPHHM OPraHOM
'Yxpamn a TakoX BIANOBIAHO A0 crenAdikamii, mo MICTATECS y peec*rpanmﬂomy nocee. [IPOTOKONY BHPOCHHIITEE,
"H&K}*Baﬂﬁﬂ T4 aHas13iB Y10 NEePEmIHYTO Ta BCTAHOBASHO BLANOBIAHICTE GMP.
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