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cuna

nikapcbka dopma Ta

,qi'r‘/aKTMBHiCTb,
po3mip
ynakoBku (iA€HTUYHO [O TeKCTy Ha
_ynakoBui rotoBoi npoaykuii):

AMIHAPIIH
1 M1 po3unHy micTuTb: apriHiny rigpoxnopugy 42 mr
po3uunH ansd indysin, 42 mr/mn

_no 100 mn y nnsALKax

11

.| Howmep cepii rorool npoaykuii: | AP061024
3. | Kpaia-BupobHuk: _ . Ykpaiwa
HasBa kpaiHu/KpaiH npusHaveHHs
| _LANA cepil: ,.,.YKpalHa e
Howmep peectpauiitHoro
| noceiguents: UA/19661/01/01
_6. | Pata BUpOGHUUTBA; et e e KOBTEHb 2024 p. .
Dara 3amuueuun TepMminy
BUPOOSIEHO, BKNOHAOYN  MapKyBaHHA/MaKyBaHHA Ta
NpoBeaAeHO  KOHTpoOrb  AkocTi Ha TOB  cipmi
. . «Hosocbapm-biocnHTEs» 3a agpeco:
Haasa, anpeca Ta HoOMepu fileHsiin —
8. | BCiX MiNbHUUL 3 BUPOGHMITE] T2 Huromupcebka obin., 3BﬂreﬂbeK.VW1 p-H., M. 3BAren,
- Byn. XXutomupcbka, GyauHok 38;
KOHTPOSTO AKOCTI: ’ . 4 . ‘
niyeHsis Ha BUpoBHULTBO Nikapcbkux 3acobis cepist AB
N0578998 cam,ouTBo npo aTeCTauno cbusmxo XiMIUHOT |
9 | CepTudikatv BignosigHocTi GMP
77 BCIX AinbHMUL, HABeOEHWX B N.8:
10. | Pesynbratn ananigis: 1  Ceprudikarti ananiay (ﬂOﬂaTOK 0.
3BepiraTi B opuriHanbHii yrakosui npy TEMMepaTypi He
KomenTapi:

sule 25 °C. g
3bepiratut y HegocTynHomy Ana aitel micui.

| 3anBa npo cepmd)mauno Lum n/OmeepO)Ky;o Luo aci eupoﬁﬁuw cmadii dns yiel cepn 20magol Ipodykyil -
| 6ynu 30ilicHeni 8 noeHili 8IONOBIOHOCMI 3 GUMO2aMu, 3asHaYEHUMU & YUHHIL Hacmanosi 3 GMP,

- sameepdxeHild Minicmepcmsom oxopoHu 300pos'st Ykpainu, | 3 eumozamu peecmpauliiinozo docke KpalHu ;
| PUSHaYeHHS. ,

Cepis rotoBoi npoaykuii AP061024

: R
| 3acrynHuk gupekTopa 3 sKocTi

A | 31.10.2024 p. |
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TOBAPUCTBO 3 OEMEXEHOIO BIANOBIQAITBHICTHO
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' HaitMenyBaHHS NpoAYyKLUil;

g Po3Mlp Ta T]MN N yBaHHﬂ'

| AMIHAPTIH, posuuH gns iHdysin, 42 mrimn

. Homep cepil:
Anania BMKOHaHO 3rm

no 100 Mn y ﬂﬂFiUJLU rno 1 I‘U‘IHUJLU y nawLu

PesynwTaTtu aHanizy:

HalimeryBarHA
NOKa3HUKIB

l,quﬁdeiKéuin
- ApridiHy rigpoxnopug

- Xnopuan

AP061024 | Poamip cepii: | 38840 ynak.
Bumoru HJ Merogu Pesynb_Tam '
KOHTPOIMG aHanisy ,
gg&ﬁ?m Beabapprnit abo anerka XOBTYBaTO-KOPUUHEBU 1.1, BI3yansHo. Bianosigae
A."Ha xpomarorpami emnpo6oayBaHoro posunty, onepwativ | n.2.1. A, AdY, Bignosigae
y sunpotysanHi «Kinbkiche Bu3HauerHs», Yac yTpuMmysaHHs | 2.2.29. :
niky apridiny rigpoxnopuay mMae  Bignoeigath  Jacy
YTPUMYBaRHA NiKy aprikiny riapoxnopupy Ha xpomarorpami
PO3YNHY NOPIBHAHHRA. :
B. Ha xpomarorpami BunpoBosysakore posuuny (b), | n.2.1. B, Y, Binnosigae
onepxaHin  y  sunpoBysanni  «PevoBunn, BusisrosaHi | 2.2.27.
HIRriQpuHOM», Mae BWABMATACA OCHOBHa NNSAMa Ha piBHi
OCHOBHOT MIAMU Ha XpomaTorpami posuuHy nopiBHAHKS (a),
signosiaxa i1 3a posmipoMm i sabapenexHsMm.
C. Mae 3'sButnch 4epsBoHe 3afapeneHHs 3 q-Haghmosny . Bianosigae
posuuHoM P i cymitiuio pieHux o6'emie Hampito einoxnopumy | n.2.1. C.
PO3YUHY KOHUeHMposaHozo P ieodu P, i
Jlixapcekui 3acif nac peakuito (a) Ha xnopvaw. 1n.2, LLCDV 2.3 1.
Jlikapcwkni 3acio mae byt n.3, Aoy

i

H

_ Konsoposicte 3abapBnens NikapcbKoro 3acoby Mae 6yTu He inTencusHi- | n.4, AdY, 2.2.2, Binnosinac
L | luym 3a eTanoH BYs. _memooll. ATOBIAGE
pH Bi 5.0 10 6.5. 5 40Y, 223, s
| Mexaniuki BKMiOUeHHA | Heuaumi wactuwku: n.6, 0oV, 2.9.19., B o o
YacTurky 210 MKm — He Binbise 6000/nrsiKa; . memod |. ANOBIAAC
YHacTuHku 2 25 MM — He Binbwe 600/Mnsiwka. Bignosiaae
e Bravmi HacTurKN: NMpakTuiHo MaioTe GyTh BIACYTHI, A%Y, 2.9. 20. ot
O6'em, U0 BUTArEETLCA He menwe 100 mn. n.7, ﬂ@y 2, 9 17 * Bignosigae
Peuosuhn,  eusemiosadi | He 6inbwe 0.6%. ng oy, 2227 O 50/ o
- HiHriaputom e N
- CTepUnbHICTL vw{l»ipfapc:bmﬁ 3acid mae Bytu CTEPUNBHIAM. ‘ 1.9, ,!1<Dy 2. 67 . CTepunbhmi
. baxrepiantHi n.10, ey, '

© EHIOTOKCUHY

Menuwe 0.5 MO/mn,

- Kinbgicre BU3HAYEHHA
. Apriiny rigpoxntopua
- YnakoBska

_Bin 39.9 Mr/mn ao 4.1 mrimn,

BianosigHo 1o MKS.

‘ MapKyBaHHﬂ

B:p_noamuo A0 38TBEPAKEHOro TEKCTy Mapxysamm (mn 29.09.2022 p )

¢ Mpacpivne orbopmneHHﬂ
[ ynakoskn

Tepmin npuparHocTi:

© 2,614, memod A

| 42.4 Mrisn

LAt AYY, 2.2.29.

- Biaposigae

o Bignosigae

BignoslaHo A0 3aTBEPAXEHOTO  OpwWriHan-Maxery,

2 poxu.

Ho:

Ymopn 36epiranus: 3Gepiratn 8 opmrlHaanm,,ygggmaw npu temnepatypi He suuge 25 °C.
36epiraTu y r;egz;@m yuhbﬂﬂy’m\ﬂ:mn‘em MICLU

BUCHOBOK:

HavanbHuk BKA

I KOs STROO
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y IOCTILIL A

sianosiae buyioram vammo P rjj't) /19661/01/01.

zc&m/i\l:’vxfwua 41, MJ
/nmnwc/// b T

POSMILEHOTO B EAMHIA  ABTOMATUIOBAHI
. Inthopmauianin cuctemi Oepraikerys®u Ykpaikn (waHnal Big 10.11.2022p). -

10.2026 p.

2024 p.

<0.125 MO/mn



