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Ceprudikar axkocti N2 040000115963

Pa¢T®, pozuun ghs iH eKUin, 4 mr/mn, no 2 mn B-amnyni, no 10 amnyn 'y nauui
1M PO3UMHY MICTUTb IEKCAMETA3CHY HATPIIO GOCOATY Y MEPEPAXYBAHHI HA OEKCAMETA3OHY ©OCHAT 4 Mr

Homep cepii: 10524 KpaiHa oTpumysau: YKpaiHa
KutbKicTe npogykuii: 110.360 Tuic.ami. N2 PeecTp. NnocBiguenHs: UA/M7536/01701
Aara supobHMLTRa: 05.2024 Tepmid it peecrp. noceiguentn: 22.07.2024

AHZRI3 BUKOHAHUA NOI KA N3 fgo PN NUA/17536/01/01 sig 22.07.2019 P.; 3miki BiA 02.02.2024 p.

HaiimenyBaHHA nokazHukiB Bumorn AHA(cneundixauii) Pesynbratn Bunpob6ysann

- Onuc Nposopa 6e3bapeHa pigrHa (Ha momeHT BUNyCKY).
Npozopa GezbapsHa abo KOBTYBATOrO KONbLOPY
piguHa Bignosigae
inenTudikauia
AeKCameTasoHy 'HaT'pi'rtj'- dﬁ'dtd:é’éf Ha'xpomamrpa‘mi_'smﬁp’dGﬁBy'B'a'H'oro PO3YUKIHY,
OfepXaHit B po3aini "KinbkicHe BU3HaYeHHA.
HlekcameTasony docdat Ta KpeaTUHIH". uac
YTPUMYBAHHA MiKa AeKcameTasony Hartpi docdarty
Ma€ cniBnagari 3 Yacom yTpUMyBaHHA nika
ACKCAMETA30HY HaTpilo dochaTy Ha xpomaTorpami
PO34YMHY MOPIBHAHHA 3 ToUHicTIO £ 2 % Bianosifae
HeRcameTazoHy HaTpito dochar YneTpadioneToBuii crnekTp mika AEKCAMETAZOHY
HaTpilo Gocdarty Ha xpomatorpami BUNPOOOBYBAHOMO.
PO34HKUHY, cgepxaHiln B po3aini "KinbkicHe
BUZHAaYeHHA. [lekcameTazony pocdar Ta
KpeaTuHIH", Mae cnignagati 3 ynsTpadioneToBum
CNeKTPOM NniKa AleKcaMeTasoHy HaTpilo pocdaty Ha'
XpomaTtorpami po34nHY NIOPIBHAHHA Ta MaTy
MaKCUMYM NOFNVHAHHA NPU ROBXKWHI Xauni (241,5 +
N 2) Hm Biarosinae

BriHaTpioles | Ha xpomatarpami BUNPOGOBYBAHOIO POZUNHY,
# onepxaHitt 8 posaini "KinbkicHe BU3HaYeHHA.
HvHatpito egetaty", Yac yrpumyBaHHa nika

AUHaTPil0 eAeTaty mae cRiBNagaTh 3 Yacom

YTPUMYBaHHA Nika AnHaTpilo egeTarty Ha

XpomaTtorpami po3unHy NOpiBHAHHA 2 TOYHICTIO + 2

% Bigriosinae
KpeaTnHin. Ha xpomarorpami eunpobosysanoro PO3UNHY,

oaepxaHin B posgini "KinbkicHe BU3HaYeHHA,

HekcameTasony doctaTt Ta KpeaTUHIH", yac.
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YTPMMYBaHHA NiKa KpeaTUHIHY Mac ¢iiBnaaary 3
HacoMm YyTPUMYBaHHA Nika KpPeaTuHiHy Ha
XpomaTorpami pos3uuHy nOpIiBHAHHA 3 TOUHICTIO + 2.
%o

Bin 7,0 no 8,5

-Mae 6yTn nposopim

3abapsneHHs npenapaty mag 6yTii He
THTEHCUBHILLIMM 32 eTanoH B9 (Ha momeHT
BUNYCKy). 3abapBReHHA npenapaty Mae 6T He
IHTEHCMBHIWWM 33 eTanoH BY5

‘He meHiue 2 mn

MexaHiuni BK/IlOUeHH A HeBMAMMI YacTKY

HacTtoK 3 posmipom 10 mMkm |
BHinbwe
YHacToK 3 po3mipom 25 wmikm i

BinkLwe

MexaHiuHi-BKNIoUeHHA: BAAMMI

YacTKK
CynposiaHi gomiwkia

eKcameTasoH

Aowmiwka D

AOMIIKA 3 BiflHOCHIM YaCoM

YTPUMyBaHHA 6nusbko 0,6

HecneyugikoBaHa goMillKka:

CYMa - NOMILLOK (6e3
AEKCameTasoHy)

CrepunbHicTb

bakTepianbHi eHACTOKCHHIA

KinbKicHe BU3HaYeHHH

Aekcamerasony pocdat

AVHATRI epeTaT

He 6inswe 6000 & amnyni
He Ginblue 600 8 amnyni

[paKTUYHO BINbHWA Bif YACTOK

He 6inbiue 0,5 % ( Ha MomeHT Bunycky), He
Binbure 0,5 %

He &inbwe 0,2 % (Ha momenT grinycxy). He
Sinbwe 0,5 %

He 6inbwe 0,2 % (Ha moment Bunycky). He
binbwe 0,5 %

He 6inbiwe 0,2 % (Ha momenTt sunycky). He
Ginbwe 0,2 %

He Binbwe 1,0% (Ha momenr Bunycky). He'
Binbwe 1.0 %

TIpenapar mMae 6yTI CrepunbHIiM

TpaHnyHa KoHueHTpatis 6akTepidAbHuX

MO B 1.mn

Big 3,80 mr o 4,20 Mr B 1w npenapary (95,0
% - 105,0 %)

Gia 0,45 mr go 0,55 mr e 1 M npenapary (90,0
Yo - 110,0 %) (Ha momenT Bunycky). Big 0,40 mr
200,55 mr B 1 mn npenaparty (80,0 % - 110;0 %)

Bianosigae

7,5

Bigriogifae:

Bigrioainaé

Bipnosinae

112

Bignorifae

0,0 % (<MKB)

0,0 % (<MKB)

0,0 % (<MKB)

3,98 wirfan

0,52 Mr/mn
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KpeaThHIH Bin 7,20 mr no 8,80 mr & 1 mn npenapary (90,0
% - 110,0. %) (Ha momeHT BUNYCKy). Big 2,40 mr
Ao 8,80-mr 8 1 mn mpenapaty (30,0 %.- 110.0 %) 8,14 mr/vin
YAaKoBKA Mae Binnoginaty BuMoram Bianoeigae
MapxyBaHha Mae BifinosigaT BUMoram - | Bianosinae
o ——— T e _ 3006 _

Ymoeu 36epiranun: 3bepiratn 8 opuriHanbHiis yniakoeUi Npu TeMnepaTtypi He suLe 25 °C.

KomenTapi:

-.3HHBE] npo cepmcﬁiuaqim:

Lnm 5 3acBiguyo, Lo BULLEBKa3aHa IHbopMaLlin € AOCTOBIPHOK | TOUHOW. Liio cepito npoaykuii 6yno eupobneqo (BKNOYaIOYNY
YNakoBKy/MapKyBaHHA) Ta NpoBe/leHuix KOHTPOSbL I AKOCTI Ha HWKYEeBKazaHii BinbHWLI 8 noBHIl Bignogifgrocti go sumor GMP,
BCTAHOBNEHNX MICUEBNM PEryfaTOPHUM OpPraHoM, a TaKoX 'y BiAMoBigHOCTI i3 cneyndikavismm, ski 3HAXOAATLCA Y peecTpauiiHomy
BOCLE/TOProBoi niyeHsii. NpoTokonu BUPpo6HULTES, NakysakHha Ta aHamsie bynu nepesipeHi Ta BcTaHoBneHa Bignosigricts GMP.

-flo3soneno 4o peanizauyii / 1O BiABAHTAKEHHA

YnoBHoBaxeHa ocoba — MposigHui iHxeHep BCraBN 'AH,qpycMK'QUJ'y'KiH'a'.M’.'M._ A2 11.06.2024

'_Bwpuﬁuwula p,iﬁbﬁhﬁﬁ:m —

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniecbka, 74; NiueHsia Ha BupoBHuuTso AE Ne 837430 Bin 07.04.2015

KoHTponb akoctita Buaava ao3Bosiy Ha peanizayio:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniscbka, 747 Caigorreo Npo-arectality N¢ 390 gif22.01.2019




