A

JEPAIIKCITYKBA
AEPIJKABHA CIIYXKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KMIBCHKIN OBJIACTI

npocriext Banepia JloGakoscekoro, 51, M, Kuis, 03110, Ten/akc: (044) 363-06-50
E-mail; dis.ko@dls.gov.ua,https://www.dls.gov.ua. Kog €/IPTIOV 37078774

BUCHOBOK
Npo SIKiCTh BBE3CHOro B YKpainy Jika PCLKOro 3aco0y

02.12.2020 Ne 64657/20/10

TOPACEMIJI CAHIO3®

(nalimenyBsatns nikapcukoro sacoGy 3riaHo 3 PEECTpALlfHEM NOCBIL4en M)
Ta0s1eTKH 110 20 Mr o 10 rabnerox y daicrepi; o 10 Guicrepis y KapronHiii kopo6ui

(thopma sunycky, nosysanns, Bux TaKyBaHH: JIIKAPCLKOTO 3acoby)
Homep peectpanititoro nocsinuens UA/9619/01/04 CTpok il peecrpauifitoro nocsinuenss 01.01.2099
Cepis nikapeskoro sacoby Ne KX 7843 Kinexicrs Bsesenoro gikapenkoro sacoby 2576

Bupobiuk Jlex C.A., ITonsima

(uakiMeHyBanus BUpOGHNKa NKAPCRKOTO 32¢06Y, Kpaiia TICXOJDKEHHS )

Bresero B Vipainy Tosapucrso 3 06mexenor BimoBizaLHicTIO "Cango3s Ykpaina",
inenr. xon: 38419586

(HaiivenyBanng Ta kog 3a CJIPTIOY IOpHARYKOT ocofu abo Npissuue, iM's, no GaThroOBL tiznuroi
0co0H - nianpuemus, ii micue FPOKUBARHS T4 peecTpauiinui HoMep oGnikosoi KapTKK {11aTHUKE
noaatkis abo cepin Ta HoMep nacnopra)

poToxoen sisyansuore konrpomo six 25.11.2020 Ne 4121/12.

3a pesynsTaramu ACPXABHOIO  KOHTPOMO BCTAHOBJEHO, L0 nixapeekuif  3acif  BmezenHo B Yxpainy 3
AOTPHMAHHAM BUMOT 3aKOHONZBCTRA W00 3abe3neyeRnaKoCTi JTikapehkux 3acoGis.
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A Novartis ®opma: Ceptudikar cepii N3
Division Bepcisi: 44056959.220219-464.2 Wi
NEK C.A., NMonblya

CEPTU®IKAT BIANOBIOAHOCTI CEPIi

SRS o

‘ TaG.HETKH no 20 mr

t‘ o
o RAGRA M et

Z KX7843

Nex C.A. Byn. fomaHieBcbka 50 C, Bapwaga, 02-672, Monbwa

Bupobnuua niueHsia Ne:  064/0095/15

ZP')X O W Ay OF 29.00727

Croginka iz 4




7 A Novartis ®opma: Ceprudikar cepii [N3
Division Bepcia: 44056959.220219-464.2 Buparo:
NEK C.A., Nonbwa

| , B i R
Nek C.A. Byn. lomaHieschka 50 C, Bapwaga, 02-672, MNonsuwa

bR B A i, S e & SRR

/ B npoueci BupobruuTea Ta NakysaHHs He Oyno BiAgXuneHs, K MOXYTb
BIITMHYTW Ha BUMYCK NPOAYKTY.

. B npoueci BupofHUUTBa Ta nakyeaHHS Byno sacikcosaHo HacTynHi
' BUAXANEHHA, AUB. HUX4Ye (peecTpaliiHUiA HOMED BiAXWUNEHHS B
ENEeKTPOHHIA cucTemi obniky):

i : 2 ey

Tt sl it by o 2 L 3 2 P domadl

4 A T
Lum nigTeepmxylo AOCTOBIPHICTL Ta TOuKICTL BULLEHaBeACHOT THdopmayii. Lis cepis nikapcbkore zacofy byna
BUTOTOBAEHA, BKMIOYHO 3 YNAKOBKOK/MAPKYBKHAM Ta KOHTPONEM SIKOCTI Ha BULLEHABEASHNX BUPOCHUYUX OiNbHULAX
Y NOBHiA BignosiaHocTi Ao BuMor GMP MICUEBMX PErynsTOPHUX OPraHis, a Takox Ao cneunddikauil Peectpauiiincro
[ocke kpaikn imnoptepa abo daitny cneuudikauii ROCAIMKYBAHOIO NiKapcbKoro 3acoBy. [aHi npo BUroTOBMEHHS,
| | ynakoaky Ta aHanisu cepii Byno nepesipeHo Ta nigTEapAKEHD TX BianosigHicTh cTangapTam GMP.
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TOPACEMI] CAHOO3®, Tabne

Wy i HeE Ui

KX7843

3oBHiWKIK BUrRSA

Hiametp

CepenHsa Maca
OanopiaxicTs macu
Poznagannsa

Posumthnicte

laeHTUdbikauin:

lnenTudbikauia:

KinbkicHe
BU3HAYEHHS:

CynyTHi noMmilwku

Howmiwka B {€8p.®). /
A (®.CLUAY~

KoxHoT oxpemoi
AOMILLIKK

Cyma gomiluok

A Novartis
Division

®opma: Ceprucbikar cepii M3
Bepcia: 44056959.220219-464.2

CEPTU®IKAT AHANI3Y

o SHIH

TKM no 20

Kpyrni tabnetku Ginoro afo maitke Ginoro
KONbOPY 3 NEPEXPECHO PUCKOID

- 9,8 -10,2 Mm

Eep.d. 2.9.5 320,0 Mr £5 % (304,0 — 336,0 Mr); (n=20)
€sp.d. 295 €pp.®. 285

€sp.d. 2.9.1 <15 xs.

€8p.0, = 80 % (Q) Big HOMiHaNbHGrO cKnaay mae

BEPX (kinbkicHe

BUBINLHATUCH Yepez 30 XBUNUH.

MpuAHATHI KprTepii BignosinHo Tadnuyi
®©.CLWA (ST +52)

Hac yTpruMakHA Ta IHTEHCUBHICTL OGHOBHOTO

BUSHaueHHA/MUCTOTA)  Miky Ha xpomaTorpamax PO3YKHY 3paska Ta
MOPIBHKEANBHOTO PO3YUHY MAIOTL ByTth
BIANOBIAHUMMU

Uv-

CNekTpooToMaTPIR*

BEPX ado UV-
CNeKTpOgGoTOMETPIS

UV-cnekrp nopieHiosansHoro PO34KHY Mae
sianosigaTuy UV-cnextpy posuuny 3pasky no
30BHILUHLOMY BUTNSAAY, NONOKEHHIO
MaKCUMYMIB Ta MiHIMyMiB

85 — 105 % Big HomiHankLHOTG BMICTY
Topacemigy

BEPX <07 %
BEPX £02%
BEPX £1,0%

BupaHo:
NEK C.A., MNonewa

fipua
D il ot B

06/2023

Binnosinac
10,0 2
ST
| Bianosigac Bl
-
99,0 %

%

r
| 984 |.] 998

Bignosigae

99,6

%




A Novartis ®opma: CepTudbikar cepii I3
Division Bepcis: 44056959.220219-464.2 Bupano:
NEK C.A., Monbua

R

. TOPACEMIf] CAHAO3®, TabreTku no 20 mr |

KX7843 42019411

e
e
B

MikpobBionoriyna yucrora** BignoeiaHo Ao €8p.@. 5.1.4

TAMC < 1000 KYQ/r <10 KYOIr |
TYMC e"p';"ﬁzgm T <100 kvorr <10 KyOIr
Escherichia coli BincyTHiir BincyThilr

MNpumiTiu:

* - NopaTkosui MeTon ineHTudikauii — He BUKOPUCTOBYETLCA Y PYTUHHOMY KOHTpoOnNI |
> 4-[3-Me'run-tbeuin)-aMiHol-3—nipunuucynbcbonamig d
*** - He pyTMHHURA TecT, npubn. Ana KoxHoT 107 cepii

/Enekmponnud nidnuc/  09.11.2020 15:08:45 +01'00"
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