{

Ppyia lapsis et N soMunibi

- CH - TG0

lipnsatne Axuionenne Topapuerso «Clerxis = Xapgipy

G, Yrpaina, Xapriseesa ofa.,
Micre Xapkiy
seanng Cesepiing Hovottbkore, Svannog 36

i, (571 7-1
- ¥t -
www, fekbion

477990,

Ni-g

Haltsenyeauns npoaykuil:
Jhikapebka Gopma:

CEPTH®RIKAT CEPIT N 2022-14/136

NHPOKTO300
CYHOIBTOPH perTanohi

Pecetpautitne nocsiadeH s,

. Kpaiua-upodink:

e N R

Homep cepii:

P Ne UAM286/01A01 (0ic o 31.10.2023)
Braaawa (Haxas Np 2205 6i0 31.10.2019)
Vipaiina

Cura AV akTHRHICTL

[ evaozamopitl sticinueme: (1,235
Mary, 0.1 ¢ (100 yel sicuymy evocawmy, (501 & (1
Mo HOeRQY Si0puxioma

Bua 1. poaMip VIAKOBKIL

.... -

3 MAPKY BAHHANM YRPATHC RO Td POCHHCLEOK MOBAMIE,

o {230 w0} Gyeherca-

Poamip cepii
(yrn., T re i)

Hara pupobnsnrsa

“r0t0007

Lo

10428
}*IIHI{{J'BHI{
ke 8

09 2022

Hara sasinucaun rep-
MELY MPIIATHOCTE

a4 2025

SR T,

CanopiznicTn

Maiors OyTH oaHopiHiMi. Ha 3pisi Mawote SyTi siacyvrul

BEPATNEHHA, ZONYCRACTHCA HRABHICTL NUBITPAHOIOG CTPH-
KHA a0 Miikonoaonoy saraHonuN,

Cepeans macea

Hﬂ;ﬁi;ﬁi:f&' - Bustory enenndisnnii | o ii’:fgizﬁ -.FE?*}EHETH
Oniic CYTIOSHTOPH KOBTO-3E1EHOLO KOIABOPY, KYICHOAIGHOT dopma. Jant MKA. Cynozuropiy
AOFYCKACTLOA HARRIICTL HATLOTY HA IIoBEpxHI Cyrosrtopho. | BlavasnHo. - OBTO-3ENIE RO~
" 1O KOABOPY,
; | KysienonitHai
| Marots sianosigari savoran Y, «JTikapeski-3acodir wig dropant,
e | PEKTAILHONO 3acTocyBanHsy, N. o - Bidnosinaote,
Inewradikanin Y-cnekTp BURPOOOBYRAHOIO POUHHY B 001ACT] B 3an.2.1 MKA. 228,00 nwm
Byehercarssary - 210 Hum 30 360 HM DOBHWEH MATH MAKCHMYMH [IOMAMHAHHE AV, 20258,
' - 30 A0RKHH XBITh (22842) i, (27742) v § (28442 ) 1, Merox abeoptuidinol.  |-277.00 nw
CHexyPORoToMeIPit »
FARTpapioacTonili i nmt- | 9279 50
Junill obaactax, | |
Ha XpoMarorpamit BHIpOGOBYBENOIO POIUHIY, OTPHMAHGT Sa 2.2 MK, Bianoninae.
PN KiALKICHOMY BH3HATEHH], 1aC yrpUMYBantBL iRy Oydie= | ADV, 2.2.29, ’
- KCAMAKY MAE CHIBuazaTy 3 wacow yrpumyeaniy nixy oye- | Merox BEPX.
- KCAMAKY HA XpoMaTorpami polyulHy HopiBHSHYT 2,
Tidokainy Hu xpostatorpami BinpoGosysaroro posunsy, oTpaManor | Ja .3 MKSL. ‘Bianosizac
SOPOXAOPHOY OpH KIBRICIHOMY. BU3HANRHET, Yac yrpumyBainsL niky rigo-. | APY, 2229 |
KafHy TiApOXAopHAY Mac crisnagary 3 nacon yrpumysanss | Meroa BEPX
MIRY RIAoKaTHY FApONIOpHAY Na XpoMarorpasi posunny
JIOPIBHAHHASR 2.
1 Bicaymy 'Y sHnpoGoByBANOMY pOHKI 3 ARASETRCS KopiHero-top- | 3a 24 MKA | Binnosisse
| evBeanamy Hitit acan | Konsopouna peaxnis..
b Tumany diokeuny Y BHRPOSOBYBAHOMY POMHI 4 4BNACTHCS NOMA]ARICRO- 34 0.2.5 MK | Bianosizae
] ] SROBIE 3a0aPBIASHHA. Konkapora peasitis. |
Hinopinenct ocuosy | Y TEOPIOETHCR 32CTRRBH KUPOBNIL Liap Ha HoRepXHi BIfpo- - 3a.1.2.6 MK Bianosizas
BOBYBRHOTO POIYIIHY. o .

3a 0.3 MK JIdY,
“Jlizapenki 3acoln som
PEKTAILHIIG 3ACTOCY -
panusg, N,

Bia2,18 r no 2,411

3a 1.4 MK H.

LEPTH

GHCATIB

23671
. e e e i XD Y 2.9.5 .
1 Pospaganas He dumbie 530 x3. 3a 1.5 MESL.
| I 20 xBiaMK
JBY, 292, ) .
Temneparypa 34 °C - 37 °C. 3a n.6 MKS. 16:2°C
(ARBICHHS B Jby. 2215, Y o
Cymyrni  Cymapiio somimox - ne fiaswe 1 %%, 3a .7 MICGH Iy, BizcyTni
DEHOBINK U -2:2.29.Meto; Lot
Pomip wacror He Ginbiwe 50 s, 44

InenTIHGKLIBHUA KO .
20029017

‘BianosizawTs |




CEPTH®IKAT CEPH Ne 2022-14/139

TIESEON0 RIFIHANEIHSL,

Halimenypanns npoayruin HPOKTO304 © HMowmep cepii 22019062
_____ Aixapeexa dopya: CYIIO3HTORIT PeRTAJL P o
HalisenyBastust, S MB _ . - Meroaurn ‘ PeawvanraTi
nogasmma _ Dwersenewienit _BoNTpOm® |
OiopizaicTs __
AOIOBAHNY O IKILL Marors sianosingiu suvoran /DY 2.9 40. 3a 1.9, 1 MKAL by, | Bianosiaats. -
{ Byvghercavay Maxkepmam:no goryerime npsiivanbHe nucto L1l 150, 2940 Meros apsyoro | 1,9
| mspaueng. OV
; 22.29.Merox BEPX. ‘
Hidoxuiuy: Meaors Blanosizari Biisoras JIDVY.2.9.40; a9 MISL DY, | Bianosigaorns
PIOPO XAGPHOL MEHKCHMANLHO JONYCTIVE Apriiaanere uicao L2 180, 2.940. Meroa npaaioro | 2.8
: BersHaden, [V, |
: 2.229 Meroa BEPX.
Bicsymy oxcuoy Marors sianosixas susoras IOV 2 940 Janb.2 MK | BIANOBIAAIOTE
MaxeHmanbHo fouyeTine nppisnbre ypcao L1 < 30, JIbY, 2940 Mevon | 046

o T L Meroatupysan, |
MirnpobGioaoriuuz Blr tlpumpa;) AONYCHACTLOS: 3a w10 MKSL JIdVv, 1 | é
YICTOTR 3araasHa KiapkicTh aopodnux mMikpoopranisvis (TAMC) < | eun., 4 01, 2.6.12 12 | Menmie 50

He Ginewe 107, 2.6:13, |
3aranpua  KIFbKICT ﬂpm‘:‘m(}mn Td RACEHeBnx i}}t—!ﬁﬂ |
(TYMC)~ e Giapme 106, _ o | Menme 10
Kisbxicue He soNesm aunyery: Hpowsseos mepssiny é
BH3IHAYCHIS M aprgamnocm ;
Bydercarary Biz 0,238 r 50 0.260 r 8 on- | Bin 0,237 ¢ 20 0262 1 8 on- 33 111 MI{H' 0740
HOMY CYROSHTOPIT ¥ Acpepa- | HOMY CYMOmHTOpii ¥ nepepa- ADY,;2.2.29. 289 :
XYBAHHI 13 CePENHIO MACY | XYBOHHI Ha Cepeimio macy | MCTOABEPX.
- CYHO3NTOPIS,. L CVIOBHTOPIN. i
Tidokainy Bin 0,095 1 no 001051 & | Bin 0,009 r 40 0011 r p og- | 38 11111 MKS 0.6160 T
2HOpOXNOPUOY OAHOMY CYTIOSMTORIT v.népe- | HOMY ¢y AOTOPI Y nepepa-- ,ZEI?Y 2.29.
paxyBaHHI Ha CepeImo Macy | XYBAHRI Ha Cepeamo Macy- Mem; BEFX
CYnO3TOpis CYTO3ITOPIL
Bicarymy oxcndy: Bix 03045 r a0 0051 s | Bia r:m-;f roae 0.052 r B E mL2MKR
OAHOMY  CYNO3MTOPIT v | oamoMy  cynosutopi y Meroa mirpysasma. | 0.0507
TCPEPaXYBAHKT Ha cependio | nepepaxyveanui Ha cepéiwio
MACY CYIO3HTONIN. | Macy CynozuTopis.

W S Sty

VYruaxonwa Bygnoninno o MK Wé
Maprysauus. Bitnosisno 2o Iming ao Mapryeauus (61 03.003, 2027 p.J ;
I'patdhiyne : , _ ] \ L o 5
_y BIanesianuo 0 3aTsCRARCHIN OPRITHAN-MAKCTIS, POIMIFINIK B Cuanil apromavnsosdniil imbopuariinii cuc- E
othopmaeHHn . : ) " e N
. _ rentd Hepawonreivwds Yepainn (umaanii sig (H.06.202 ['p) . l
YNAKOBKH ; -
. . Ywmony 30epiranas:
KOMENTAPI prapug: | e |
B 30XHIHCHOMY B CHITIA MICIE NPT TeMBCPATYD Hue 1 57C.
. I ]
Bukonanens: - TLLE. Twriounnx KO.B. j / dara 27092022 p
: X

...........

MHaqanmmﬁ_Bf{ﬂ ILLE, kﬂpn reix 0.0,

d"Id ﬁjf'&

3uass apo ceprudinaniio: M 1 WORIAYYIO, 150 DABCACI BN Hﬂpnpmnmt :m-:’mmmmm 3 TOMMG, e cepio nponyxigl 51;;;:3 y ﬁﬁ?éwﬂﬁr
- BHPOGICHO {BRIIOYARONY TIEKY BAIIHA T8 MAPKYBALNA) T2 BPOREACHD KOHTPOL 1T #KOCT] HA Iugsue Brazanili Ainnauni v nopdit pin F N f}ﬁffi: MiT e ey,

> ]

BUROra 3 Bimoravi GMP, BETABORICHISAME MESERNM POIYITODHEN OPIanoie, 3ILTHIG ¥ YRIHE HKOHO ERCTBM Yrpaiim, & s

PEANIOBEO 210 crmm@ms}mii e MICIRTLCR Y peevIpattifiomy Aocke. TIPOTOKOHH BupODIHtirsa. NaKVEaHIA T2 ARAHIE Gviao neper-
AAHYTO TA BCTEHOMACHN sLANGBiBHCTL GMP.

Cepin rorosol npoayxuii 22019002 nignmorixgc sismoram MEH A3 31 wisavn (Haxas A2 399 gi0
05.03.2021 ) po Pecerpaniiinors rocsigdenna No UA/4286/01/01 ro z0380ascrnes 1o peanizaniy

yﬂﬂﬂ!—!&ﬂﬂ?ﬂ&llﬂ {}cnﬁa I 1LLE. Timuenko HE

Bupobsunus aiveununs. Aapres: 61118 ¥Ywpaing, Xaprirchka 06, Micte Xapkis, svming Ceacpim [ Totornkora, By anuok 36
SHinenain: cepis AR Ne 803356 win 08,02.2611 p,
Csiotiee npo avcerani BRI - N 337 sin 49.03.2047 p. (pwmano jlopmansoo ensalion VEPAIHH 3 A Kaper R liooT
PO 33 HAPKOTHRAM} ¥

Ceprudiar GMP H192820/G NP nis. 3 1E52 r 1 ﬁ {ﬁ

.38 HAPKOTHKAME)

Cepradiwat ISO 90812413 N:

{

l en‘mcbu{au\mmm KOA,
§ 20028017




