JEPKABHA CJIYIKBA 3 JTIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA Y KHIBCBHKIN OBJIACTI

nipoB. CeiTiuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO SAKICTh BBE3CHOr0 B YKpainy JdiKapcbKoro 3acody

16.11.2023 | Ne 56828/23/10

BICOITPOJIOJN CAHAO3®

(HaliMeHYBaHHSA JiKapchKoro 3aco0y 3TiHO 3 peecTpalliiiHiM MOCBIRUCHHAM)
Ta0JIETKH, BKPUTI MIIBKOBOIO 000J10HKOI0, 0 5 Mr; o 15 Tadserok y OJicTepi; no 6

6JIiCTeEiB y KaETOHHiﬁ Kopoﬁui

(hopma BUNYCKY, J03YBAHHA, BHJI HaKyBaHKA JIIKapChKOTo 3ac00y)

Howmep peectpamiitaoro mocimuerns UA/4401/01/01 crpox aii peectpamiiinoro nocsiguenns 01.01.2099

Cepis nikapcekoro 3aco6y Ne NH4748 KinskicTs BBE3€HOTO Jlikapcrkoro 3acoby S0892
Bupobuuk Jlex C.A., Ilonpmia .

(HaliMeHyBaHES BHPOOGHMKA JTikapchkoro 3acoby, kpaiHa ITOXO0IKEHHS)
Beeseno B Ykpainy Tosapucrso 3 00MexeHOI0 BianopigaabHicTIO "Cango3 Ykpaina',
inenT. koxn: 38419586

(naiiMeHyBanHs Ta koA 3a EAPIIOVY ropuauunoi ocobu abo mpissHile, iM's, M0 6aTEKOBI PI3HYHO]
ocobu - nignpuemus, it Miclle MPOXKHBAHHA Ta peecTpaliiinuil HoMep 0011KOBOT KapTKH NIAaTHHKA
noAaTKiB abo cepisd Ta HOMep I1acropTa)

IIporoxo Bizyanbsnoro kontrpoiio Bix 15.11.2023 Ne 3637/4.

3a pe3ynbTaTaMH JAep>XaBHOTO KOHTPOJIIO BCTAHOBJIEHO, W10 JIKapchKUH 3aci®d BBe3eHO B YKpalHy 3

AOTPHMAHHAM BuMOT 3aKOHO/ABCTBA MO0 3a0€3IIe4eHHs AKOCT] JIIKAPCHKUX 3ac001B.
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' B npoueci BupobHuUTBa Ta I'IaKyBaHHH He 6yno BI,EI,XMJ'IeHb, AKi MOXYTb
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B npolLieci BMpOGHMLI,TBa Ta ﬂaKyBaHHﬂ 6yno 3agikcoBaHO HacTyMNHI é
BUOXWUMEHHS, OUB. HUXYe (peecTpauitHuid HoMep BIOXUIEHHS B
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Uum nigTeepaxyo LOCTOBIPHICTE Ta TOYHICTE BUlleHasedeHo! iHcopmauii. La cepisa nikapcbkoro 3acof§y 6yna
 BUFOTOBIIEHA, BKTHOYHO 3 YNAKOBKOK/MapKyBaHHAM Ta KOHTPONEM AKOCTi Ha BULLEHaBeaeHuX BUPOBHUYMX AiNbHULIAX
y nosHiit BignosigHocTi Ao suMor GMP Miclesux perynsiTopHux opraHis, a Takox Ao cneuudikauii PeectpauifiHoro
Locse kpaiHun imnoptepa abo danny cneundikayii gocnimLKyBaHoro nikapcbkoro sacoby. [daHi npo BUroToBNEHHS,

YNaKoBKY Ta aHaniau cepii 6yno nepesipeHo Ta nigreepakeHo iX BignosigHicte ctaHpaptam GMP.,
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A Ngvartis dopma: CepTudikat cepii 113
Division Bepcin: 44096212.230420-945.6 BunaHo: |
NEK C.A., Monbila |
EICOHPOJ'IOJ'I CAH.EI,03® TablneTku, BK FJIOHKOH, No 5 Mr
picepiiHalyn.: | A Ta BUpobHMLiTRa: | T
NH4748 § 42033378 28.09.2023 | 08/2028
i Bedvnuyar |
30BHIilWHIK BUrNag - Kpyrni Tabnevku >XOBTOrO KONbOPY, BKPUTI Bianosinae
NriBkoBoOK) O0BONOHKOK, 3 HaciHKamu Ans
| noginy Ha 4oTupu 4acTuHW, 3 BIABUTKOM
«BIS5» 3 ogHiel cTopoHK
HiameTp - 54 —5.8 mm 9,6 MM
CepefHsA Maca : 88.50 Mr + 5%; (84.08 — 92.93) mr 88,00 Mr
OaHopigHICTL eap.®. 2.9.40 [ToBUHHO BIANOBIAATY KPUTERIAM, WO NPUAHATI Bianosigae
A030BaHUX OAWHULIb B €8p.P. 2.9.40
PO34YUHHICTbL Nonari / 50rpm / 2 80% (Q=75%) 3aasneHol kinbkocTi Yepes 30 98,2 % a
900 M/ 0,1 NHCI  xBunuH (USP <711>
( ) (965 |-[1010)] % |
Po3nanaHHsn €sp.d. 2.9.1 < 30 XBUAWH 2 XB
Bmict Boau MeTon Kapna <4 % 1,2 %
diwepa
CriukicTb fo €asp.®. 2.9.8 30-~-90N 49 N
po3naBnlBaHHA
lneHTUdIKaLin: BEPX Bignosigae :
Biconponony (remi-) |
hymapar |
lneHTUdIKaLiA: XiMiuHa peakLis ; ;
A Cb. A bealt Bianosigae
Tutany giokeua™
laeHTUdIKaUin: XiMiyHa peakLuis Bianosipae ctaHaapT : :
A ¢ al u peaky ANoBiA Aapty Binnosinae
Okcuna 3anisa >oBTUn™
Cropinka 33 4
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A Novartis Mopma: Ceptudikat cepil 113
Division Bepcis: 44096212.230420-945.6 BiRaHE:

NIEK C.A., MNMonbLua
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Kinbkiche BEPX 05.0 - 105.0 % 4,94 M
BU3HaYeHHA: (4.75 = 5.25 mr)

biconponony cymapar
(2:1)

CynyTHi AOMIWIKH

makc. 0.5 % < 0,05 %
Maxc, 0.25 % < 0,050 %
makc. 0.5 % < 0,05 %

Lowmiika A (E€Bp.D.) BEPX
Oowmiwka L (€8p.9P.) BEPX
Lomiwka K (€8p.D.) BEPX

OaWHUYHI HeBigoMmi BEPX makc, 0.2 % < 0,05 | %
NOMILLIKU

CyMa HeBigomMux BEPX ~ Makc.0.5% < 0,05 Yo
OOMILLIOK

MikpobionoriuHa yucrora*® BignosigHo go €sp.®. 5.1.4

TAMC < 1000 KYOIr f KYOIr

TYMC 659'2"621'2'12 t <100 KYOIF s KYOIr

Escherichia coli BincyTHi/r -/~

NpumMitey:

* « KoHTponb npoBoAATL A4NA KOXHOI 10-01 cepii uioHaMeHLLe OAUH pas3 Ha pik
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Renata Pawlak / Krzysztof Poszwiriski
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