¥~
JTEPKABHA CJIVIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMH ¥ KHIBCBKIN OBJACTI

npocnexT Banepia Jlobanoscrxoro, 51, a. Kuis, 03110, teivVdaxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPIIOY 37078774

| BHCHOBOK
PO AKICTH BBE3EHOI0 B YKPAiHY JAiKapesKoro 3acooy

13.07.2023 N2 33593/23/10°

JJAMIZHII®

(nairenyBaHAs AIKIPCEKOrO 3ac00y IriAHO 3 PEECTPALITIHAN [TOCEBT THE HHAM )
TaljaeTkl mo 250 Mr iro 14 rabaerok y 6aicrepi; no 1 Gricrepy B kopotui

(dropMa BHITyCKY, A03YRAHHS, Bl NAKYBAHHA NIKApCHEOro 3acoby)

Homep peectpaniitnoro mocsinyenss UA/1005/02/01 crpok nii peecrpaniiinoro nocainvenna 01,01.2099

Cepix aikapcekoro zacedy Ne MW4827 Kinskicts Beesenoro nikapeexoro zacody 418
Bupodiix Jlex ®apMacslOTHKANC 1.1, BUpoOHnya aineuuns Jennasa, ClOBSHIT |
' (BafiMeHYBRAHHA BHPOOHHKA Nixkapeekoro 3acoby, KpaiHa roxomxenss)
BaeseHo & YKpaiHy Crinnae yKpaiHCEKO-eCTOHCLKE NiANpreMceTio y hopmi ToBapHCTBA
3 obmexenoro BignosinansuicTo "OntiMma-®apm, JTH", inckr. xon:
21642228

(Haitvenysanna 1a ko 3u CHPIIOY wpuanyHol ocobn abo npiarsuuie, im's, no GareKosi Gissmol
OCOBH - NIRNpHEMLE, 1T MiClie TPOKABANEA T POECTPAIINNINT HoMep 00niKOBOT KAPTRH MAATHIKA
nonaTkis 200 CepiA Ta HOMEP ACROPTA)

IIporoxon sisyanbnore xenrpenio aig 11.07.2023 Ne 2140/11.

3a pesyisTaTaM¥ JCPA@BHOPO. KOHIDONIO BCTAHOBREHO, M0 Hikapcekiii 3acib BRe3éHe B Vrpainy 3
JOTPHMAHHSAM BEMOr 32K0HOIABCTRA MO0 3a0e3TICHEHES AKOCTI TiKapehKHX 3acobis,

Kémspoza 1B,

{mpizehne Ta isiiam)




dopma; Bepcin:

Ceprudikar cepii M3: 160231.290321-592.2

Ceprudikat cepii TN3 CAMN MocuriaHHn Romep: 2104231210

BupaHo:

JleKk @apmacsiTHKans a.4., BupetHuya ainsHvua NeHaasa:

Tpimnidi 213, Nespaea, 9220, CnoseHis:

T BIANOBIAHOCTI CEPII

e d— TP

INek ®apmacoloTukanc g.4., BUpob6HU4a - Tpimnini 21, Nenpasa, 9220, CnoseHis
pinsHuua NeHpaea :
| 800-16/2022-43




dopma; Bepcis:

(‘) N OV A RTI S Ceptudikar cepii [M13: 150231.290321-592.2
- £ REN L L CepTydikar cepii T3 CAT MocunanHs Homep: 2104231210

| BuaaHo:

ek ®apmackiTUKarNC 4.4., BUpobHwda AincHus Nengaea
Tpimnini 20, NeHpasa, 9220, CnoeeHis

L5 3

Odninrep LTtpacce 44, 79664 Bep,
HimeuyyuHa

J'Iel{ DapmacblOTUKasrC A.4., BApo6Hn4a
AinbHuuA NleHpaBa

| Jlex @apmacbloTUKanc A.4., BUpo6HMYA
AinbHuus Jlenpaea

———m -t —nk s

PR - s o i e

Mig yac BUpoBHMUTBA Ta NakysaHHA He Byno BUABNEHO BiAXWUNEHb, O MO
BMMUHYTY Ha BUNYCK NPOQYKTY

[in yac BYpo6GHMLTRA Ta NnakyBaHHs BYNo BUSBIEHO HaCTYMHI BiAXUNEeHHS,
AVB. Hmi4e (Homepw peecTpaulii BiaXuneHb B NeKTPOHHI cucTemi):

§ He sactocosHo

¢ Lnm 5 3acBiguyio, Wwo HaseaeHa sule iHdopMauis ¢ AOCTOBIPHOIO Ta TouHON. Lito cepito npoaykuii 6yno
| BUpOGneHo, BKNKMYHO 3 MaxyBaHHSM/MapKyBaHHSM Ta KOHTpONeM $SKOCTI Ha BUesasHa4eHin(ux)
| AiNbHWLI(X) y NOBHIN BIANOBIAHOCTI 3 BUMOramm GMP MiCLIEBUX PEryAsiTOPHUX OpraHis, a Takox BiANOBIAHO
| Ao crieundikalii y peecTpauifiHoMy AOCke kpaiHy-iMriopTepa, abo y Aocke crieumdikaLiil Ha npenapar Ans
. AocripKyBaHoro nikapcbkoro 3acoby. MpoToKoNM BUPOBHULITEA, NAKyBaHHA Ta aHANI3IB 6yno nepernaxyTo
. Ta BCTaHoBReHa ix signosigHicts GMP.

Crop.234




l) NOVARTIS

TabneTku no 250 mr

[ 1aKO

MW4827 858282

Popma:
CeprvdikaT cepii [M3:
Ceptudikar cepii (N3 CAIN MocunaxHa HOMep:

Nex ®apmaceoTHRANS 4.4., BupobHWaa ginbHuls NeHgasa:
Tpimnidi 2f], Nenpasa, 9220, CropeHin

CEPTU®IKAT AHAMI3Y

WYL45 %

150231.290321-592.2
2104231210

Bepcin:

BuaaHo;

Onunec
30BHIiWHIl BUrnsg dopma: Kpyrna, ABOSIKOBURYKITA, 3i CKOLUEHUM Binnosinae
: Kpaem ;

Oiametp: 6nmabro 11 Mm Binnosigae

Hanuc: pucka Ha ogHilt cTOpoHi TabneTkv Ta . Bianosinae

Hanuncom LAMISIL 250 (kpyrosum) Ha iHWIl cToponi

) TabneTku

~Konip: sig 6inoro go 6inoro 2 xoBTUM BiATIHKOM Binnosinae
MoeepxHs: rnagka abo snerka HepiBHa . Bignosinae
| InenTudikauis
laeHTudikauia metogom TLLX: OcHOoBHA NNAMa PO3YMHY 3pa3ka NoOBMHHA Bignosigae
TepGinacbiny rigpoxnopia BignosifaTi aHayeHH0 Rf, raweHHio |
- @nyopucUeHLT Ta KONLOPOoBIK peakilii OCHOBHOI
_ - - NNAMW Ha Xpomartorpami-po3vUHY NopPIBHAHHS
lneHTndikauia metogom BEPX: Binnosinae cranpapry Binnosigae
TepbiHadiny rigpoxropua
BriacTueocrTi
CepeaHs Maca 371 =410 mr 389 mr
OLOHOPIAHICTE A030BAHUX OAMHULE METOAOM Bionoeinae sumoram €ep.®apm., Papm. CLUA, Bignhoeinae
{ Bapiauii macu dapm. An,
BinTBOpOBaHICTL
PoavuHeHHs MeTogom BEPX Q = 75% uepes 15 xBuNuH, KpUTepii NPUAHATHOCTI Bignosigae
‘ BignoBsigHo no Papmaxonei CLIA
domixmn
[poaykTh posknagy metoaom BEPX.
Cneuucpii{osaHi_ fIPOAYKTW pO3KNany:
| 206-89 <01%
' 502-82 <0,1%
503-82 <01%




®opma: Bepcis:

) N OV A_ RT E S CepTtucpixar cepii M'13: 150231.290321-592.2
e * | SR e Ceptudhikar cepii 113 CAN MocunanHs Homep: 2104231210
BugaHo:

Tlek PapmacboTMKane 4:4., BUpobhivda AinkHuuA Nlergasa
Tpimnini 210, Mexgana, 9220, CrioseHin

CEPTU®IKAT AHATII3Y

.............

ADSTHOCTI:

L I A e e

31.TPY-2025

MW4827

o0
N
00
N
o0
N

HecneuudikoBani npogykTv poanaay <0.2% <0,1%

.Cyma npogyxrie poanaay 1 2£0,5% <0,1%
*MikpoGionoriuHa yucrora

*3aranbHa KinbkicTb aepobHux MikpoopraHiamis He Ginbwe 103 KYO/r < 100 KYO/r

| (TAMC) i |

*3aranbHa KinbKicTb NAICHABUX | APIXKIKOBUX rPU6GiB j He Ginble 102 KYO/r <100 KYO/r
(TYMC) !

*E:scherichia coli BigcytHiB 1 r He Buasnsethes

 KinbkicHe BU3HaMeHHA

KinbkicHe BuaHaveHHs Metogom BEPX 1 95,0 % - 105,0 % Bia 3asBNeHoro BMicTY 99,9 %

[TPUMITKIA:

" TecT BUKOHYIOTEL ANs1 5 NnocninoBHUX BUpOONEeHnx cepii. AKW0 BOHM BIANOBIAADTs BUMOram, epPiOAUYHICTE TECTYBAHHS MOXE

ByTu ameHwena Ao koxHoT 10- cepli. LLloHamMeHIue oaHa cepist noBuHHa ByTy BUNPOGYBaHa B KOXHOMY KaneHaapHomy poui, B
~ fIKOMY BUpobNaeTLCA NPOaYKT

Crop.434
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