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Ceprudikar axoeri e 2025 Bin 26.01.2024  poxy

‘Hazga JAikapebroro 3aco6y
JHikapcbKa Gopma; 03yBaHus

Pecerpaniiine nocpinaenan

Jlinensis

‘Micne npoBalkeHHs JISVISHOCTI

Ceprudirar GMP
Homep cepii
~ Posmip cepii
| Iiﬁt:‘z.:ﬁH'poﬁﬁiiﬂﬂa“a:

- AHAAIZ IPOBEACHO 3TIAHO 3

PUBACTUTMIH IC

Kancyaxu no 1,5 mr

- UA/16388/01/01 3i TEPMIH il 6e3CTPOKOBO

3MIHaMH

Bupobanurso jgikapesKix 3acobis cepin AE Ne295499 mix
20.02.15 p., 65080, Oneckxa o6aacts, M. Oneca, JIocraophebra
nopora, 6y1.86

65025, m. Oneca, 21-i kM CrapoKHiBCLKOY (opory, 40-A

1024/2023/GMP zie 10 23.12.2025 p.
20250124 -

- 4671 ‘nakoB Ne30
170124 p. )
"MKSL 10 p/ni UA/L6388/01/01

Hajiimenypanus
HOKAIHHKIB

Bumorn MK$

| PesyssTaTh
_BHIpOGOBYBaHbL

2 | | 3

10nuc | Henposopi TBepai xxeslaTHHOBI Kancyiy, KOpAyc-6i10ro ‘Henpozopi Teepai
| KOJABOPpY, KpuliKa - 6is1oro- xonsopy. Bumict KeJaTHHOBL Kancyniy,
| Kancy/I-Iiepolox Big 611010 10 Maiixke 611010 Kosopy | Kopryc-6ioro Koasopy,

KPHUIHKA - B1I0F0 KOABOPY.
BwmicT Kancyn-moponiok Bix
6inoro po maibxe 6inoro
KOJNeopy

LmenTuikanisa {A. Hacu yTpuMyBaHHS NiKa PUBACTUTMIHY Ha Bignosigae
|¥poMarorpaMax BUNpPo60BYBaHOTr0 PO3YHHY Ta |
- | PO3YMHY HOPIBHSHHS, OAeP/KaluX OPH BHIPO GyBaHHI
- |«KIIbKICHE BUSHAYeHH», TOBUHHI criBnazaTH

| B. YavTpadiosnerosuil cneKkTp norMHAHHEA DO3YHHY Amax = 264 Hm
lIpenapary, ONepHKanoro A4 KIBKICHOTO BusHadeHHs, |Amax =270 um

’ 44,0 mr 710 176,0 mr_




| Oanopiasicrs.
| HO30BaHUX OIMHKHD *

; ﬂpﬂﬁmaﬂbﬁe 9HC/I0 (AV]) Anst mepumx 18 ORUHUIH

| noBuHHe 6yTH MeHue abo gopisHioBaTH L1 {15,0).

:: HKum npuiMaabHe yncao oiisme L1, BKHpDGYBaHH}O
| HI,El,ElaH}Tb HacTynHl 20 cpuHuLb oﬁqﬂmmmﬂa

| HpHHM&ﬂbHE aucio. Bumorn 010 BHEUHymeCH AKILO
| KiHLEBE TPUHMa/IbHE YHCIO, pospaxoBane i3 30

| ouHHIE, MeHIIe abo gopisuioe L1 ikoAeH.

| IHAVBIAVANbLHWN BMICT YV Z030BaHIA OANMHHII HE'€

| Mermem 3a (1 - 1.2%0,01)M i me Ginbiumm 3a (1 +
11L2%0,01)M npwn obuncaesHD ﬂpHHMHHbH{}T{} YU
1(L2=25,0). |

3,6

| PoguuHeHHA

.j.-,ﬂ,o PO34HHY 3 45 XB Mac nepeiiTi e Meuite 75 % [Q) |
Big ‘HOMIHaABHOTO BMICTY Cy4H7oN205 {pnaac*mrmmy)

ST

| Cynposigai goMimkn

{Ha xpomaTorpaMi BUnpo6oByBaHOTO PO3IUHY:

— aomimka A: noua Ky AOMUIIKK-A He Mae
|IepeBUUIyBaTH TUICILY OCHOBHOTO Hika Ha
I xpomarorpami posunny nopisaanad (0,5 %);

He geTeKTveThis

o HECHBL{H(})iEDBHHl AOMIIIKY : IO mz{y KOKH O]
| IOMIIIKYA He Mae NepeBHILYBaTH 0,4 H}I(}HLI OCHOBHOTO
| miKa Ha XxpoMaTtorpami posauny nopisuasas (0,2 %);

it He geTeKTyeThes

1= cyma goMIlIOK 1 cyMa 1101y 1ikiB He Ma€ Bianosizae
| MepeBuIyBaTH 2.mronr oCHOBHOTO TIKA Ha
. |xpomarorpami po3yuHy nopisuanus (1,0 %) | I
| Kiﬁb;{ime;ﬂm&latmrrﬂﬁ iBmict C14H22N20; (puBacTurMiny) B Kancyai Mae 11,40 mr
16yTr Big 1,35wmr go 1,65Mny HepepaxyHKy Ha
I R | cepejinio Macy BMICTY KaTiCynn L |
: Miﬂpaéiﬂj;zoriqﬂ'a | 3arajbHe YHC/I0 aepOGHUX MleOUpFaHZEMIB (TAMC] S0 KYO/r
|ancroTa ¥ |1e Ginpme 10° KYO/r. - -
E 3araibHe Y¥CAo JAPDK/DKOBHX Ta IVIICEHEBHX rpuois Menme 10 K¥O/r
1T (TYMC): Be Girpnie 10° KYO/1. s 1 |
S :- _'Bl,ELCYTHiCTh Escherichia colip 1 r npenapaTy Bignogigae
_-ﬂiaz{yBaHffﬁ 'ﬂo 10 Kancyiy 6chepz o 3 6J11(:Tepa B narm;l | ;Bignoﬁiﬂae
| M"a’p}cyﬂaiiﬂﬂ '-_31‘1,[&1:3 B-Te}_{cmm_MapKyBaHHH_.,ao_p/n 3i amiHamMu | Binmosinae
Tepmin. npﬁ,ﬂ;a'rHoc*rz 2 poku | E |0 02.2026 p.

5 K{}HTp{}Hb HAHOIO TECTY IPOBOLATE UL KOKHOI I "ATON cepn FOTOBOIO npenapmy y 3B ﬂzky 3. THIM, 1110 1[€H TECT KOHTPOMOIOTE B
) Hepm@}aﬂasaﬁﬁx KarCynax: KoxkHoT cepil npeénapary. **- KOoATpoiib A2HOr0 TeCTy HPOBOAATE A1A KOXKHOT 1175701 cepil TOTOBOTO
| npenapmy y 3B™A3KY. 3 BIATIOBLAHICTIO Bﬁpoﬁﬁﬁursa FJ13 susoram HBII (GMF}

Bucuos {m PUBACTHTIMIH IC, kamcysm o 1,5 Mr ?'\IQS"G' (10*3) y ﬁfﬁicq‘epa}{.ynat{ai cepii 20250124
- pignosimac piumoramM. MK 1o pl/ n UA/16388/01/01 -

3asiga Hpﬁ ceme[)mamm'

HHM 9 3ACBIAUYIO, 0 HABENEHA BHIIE 15(})0;3@1&1{151 € JIOCTORIPHOIO Ta TOYHORO.
1o cepim npo;zyfcun oyno BIPODITEHO (Bm}oqamqn MaKyBaHHs 1 MapK}’B&HHH) T4 NPOBELEHo KOHTPOMsL 11 SKOCTI Ha
'_'Bumezazﬂaqeﬂiﬂ TABHWII Yy IOBHIM BLANOBIAHOCTI 3 BHMOTaMK GMP BCTAHOBICHHUMHU PETYAATOPHHM OpPraHoM
YKpaidy, ﬁ TAKOK BINMOBIIHO A0 cnenudikaiiii, o MiCTATECH Y peechanmﬂomy nocse. [Iporoxonu BUPOOHHUIITBA,
_H&KVBB.HHE Ta aHanmais 6yao ﬂepemﬂﬁyw Ta BCTAHOBNEHO BIAIHOBLZIHICTB GMP.
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