JAEPXJIIKCITYXXBA
HAEP)KABHA CJIY)XFA 3 JIIKAPCBKIf.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

npocnekt Banepis Jlobanoscekoro, 51, M. Kuis, 03110, Ten/dakce: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox E/IPTIOY 37078774

BHUCHOBOK
Npo sIKiCTh BBE3€HOro B YKpainy JikapchKoro 3aco0y

12.10.2020 : Ne 51925/20/10

CAHAIMYH HEOPAJI®

(saiiMenyBaHHs NiKapchKOro 3acoly 3riaHO 3 peecTpaLiiHuM MIOCBiTYEHHSAM)
KaIcyJu M'sKi mo 25 mr, no 5 kancya y 6Jicrepi; mo 10 0JiicTepiB y KapTOHHIli KOpooIi

(dopma BumycKy, 103yBaHHsl, BU NaKyBaHHS nikapceKoro 3acoby)

Howmep peecrpauiiitoro nocsinuenns UA/3165/01/02 crpox mii peectpauiiinoro nocsinuenns 05.06.2020

Cepis nikapcskoro 3aco6y Ne KN4566 Kinbkicts BBe3eHOrO nikapcbkoro 3aco6y 600
BupoGHuk Hosapric ®apma I'm6X, Himeuunna
(HaiiMenyBaHHs BUPOGHMKA JiKapCHKOro 3acoby, kpaiHa MOXOZKEHHS )
Bae3eHo B Vkpainy CrinbHe yKpaiHChKO-€CTOHChKE MIANPHEMCTBO Y ¢opmi ToBapucTBa
3 00ME’KeHOI0 BiANOBiAAIbHICTIO "Onrima-®apm, JITA", inenr. kon:
21642228

(naiiMeHyBanHs Ta kox 3a €JIPTIOY ropunudHoi ocobu aGo npi3BHIIE, iM's, 10 6aTbKOBi (izHuHOT
0co0u - miAnpremuy, ii Miclie NPOXMUBAHHS Ta peecTpauiliHuii HoMep 0GKOBOT KapTKH IUIaTHUKA
TozaTKiB abo cepist Ta HOMep MacnopTa)

IIporokoa Bisyanasuoro kourposmo Bix 02.10.2020 Ne 3316/12.

3a  pesynbTaTaMH JEpKaBHOTO KOHTPONIO BCTAHOBJNCHO, IO JIKApchKWil 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSM BHMOT 3aKOHO/IaBCTBA WIOJI0 3a6e3MeY€EHHs AKOCTi JiKapChKHX 3aCO0iB.
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Y ®opma: Bepcia:
N é) v A RT l g Ceprucpikar cepil [113  720456.27022020-0577.2 |
- : = Bupano: |

HosapTic ®apma MvBX
PyHwrpacce 25 Ta OBep TypHwTpacce 8, 90429, HiopHBepr, Himeyunna

CEPTU®IKAT BIONOBIOHOCTI CEPII

Toprosa Hazsga INikapcbkoro 3acoby:
CAHAOIMYH HEOPAN®

PeecTpauiinHe nocsiguyeHHs Ne: Ne martepiany rna3: Kpaina imnoprep: .
UA/3165/01/02 720456 YkpaiHa |

AkicHWIA Ta KinbKicHWi cknaa:

Mikpoemynicii uuknocnopuny 25 mr

Nlikapcbka dopma:

Kancynu M’ski no 25 mr

Bug i po3mip ynakoBku:

Mo 5 kancyn y Gnictepi; no 10 Gnictepie y kopobui

Ne cepii Ha ynakoBui: BHyTpiwHii Ne cepii: BunyuweHa Kinbkicte (yn): l
KN4566 KN4566 6047
Harta BMpOGHMuTBa: CTpok npuaaTHocTi Ha yrnakoBLi:
10 ciuns 2020 p. 12.2021 |
|
Bunyck cepii: Appeca: -
Hoeaptic ®apma M6X PyHwTpacce 25 ta O6ep TypHwTpacce 8, |

90429, HiopHGepr, Himeuuuna |
Bupo6Huua niuensia Ne: DE_BY_05_MIA_2020_ 0031

beou e foy 3535 gons




1 NOVARTIS

BupobHuuteo HeposgacoBaHoro NpoOAYKTY:

KaranenT HimeyuuHa E6ep6ax Mm6X

MepBuHHE NakyBaHHA:

Nek ®apmackioTukanc a.4.

BTopvHHe nakyBawHHs:

®opma: Bepcia: |
CepTudikar cepii N3 720456.27022020-0577.2 |
Buaano: |

HosapTic ®apma MveX |
Pyhwrpacce 25 Ta Obep TypHwTpacce 8, 90428, HiopHBepr, Himeuyunna

Appeca:

Byn. MlaMmenscbaxep 2, 69412 EGepbax,
HiMmeuuuna

Appeca:
Tpimnini 2[4, Nenpasa, 9220, Cniosexis

Appeca:

lNek ®apmacbroTukanc a.a. Tpimnini 200, Nenpaea, 9220, CnoseHis

| KomeHTapi:

] MNia vac BUpoGHUUTBA Ta NaKkyBaHHA He Byno BusBREHO BigXuneHsb, Lo
“ MOTTM BMJIMHYTU Ha BUNYCK NPOAYKTY

| Mia vYac BupobHMUTBa Ta nakyBaHHs 6yno BUSBNEHO HacTynHi BiAXWMNEHHS, |
A1B. HWXYe (HoMepwn peecTpalii BigxuneHb B ENEeKTPOHHIN cucTemi): f
fipomsizom  npouyecy supobHuumea npodykuii in bulk cepii Ne A023541
; + (sidnoeidae enympiwnii cepii Kamanenm Ne A000023541-01), Ha insHuui
Kamanenm Himeuyuna E6ep6ax Mm6X manu Micue eidxuneHHns, ma axi 6ynu
Oocnidxenni ma npossimosani sidnosiono do 8HYMPIWHLOI npoyedypu
Kamanenm (gidxunerns Hom. PR157202, PR158649, PR1 68693).

He 3acTocoeHo

Biaxuneuns Ne (AQWA):

MonoxeHHs npo cepTudikauito:

Uum 5 saceiguyto, uie HaBeaeHa BliLLe iHhopMaLlisi € SOCTOBIPHOK Ta TOUHAH. Lito cepito npoaykuii 6yno BupoBneHo,
BKITIOYHO 3 MaKyBaHHAM/MapKyBaHHAM KOHTPONEM SKOCT] Ha BULLie3a3HaqeHiid(1x) AinbHULI(AX) y nosHiiA signosigHocTi |
3 BUMOramun GMP MicueBUX perynsaTopHUX opraHie, a Takox BIANOBIAHO A0 creumdikauii y peecTpaLlifiHoMy focke
KpaiHp-imnopTtepa, abo y gocke cneyudikalii Ha npenapaT ans AOCTiZKyBaHOrO nikapcbkoro 3acofy. MpoTtokony |
BUPOBHWLITBA, NakyBaHHS Ta aHanisie Byno nepernsHyTo Ta BCTaHOBNEHA iX BignoBsigHicTe GMP. |

| ' Harta Bunycky cepii:

25 TpaBHs 2020 p.

Bunyck cepii 3aTBepaxeHo: IM’5: “
|
YnoeBHoBaxeHa Ocoba beymep faniens |
|
Nipnuc: <enekmponrul midnuc: 28.05.2020 16:12:17 +02'00"> ]
Cropinka 23 5




| ! 7 ®opma; Bepcin: |
N ( ) V A R T l g CepTucikaT cepii (113 720456.27022020-0577.2 |

h - - Bupauo:
HosapTic ®apma rmM6X |

| PyHw pacce 25 Ta O6ep TypHwTpacce 8, 90429, HiopHbepr, Himeyyuna

| CEPTU®IKAT AHATI3Y |

Jlikapcbkui 3aci6:
CAHAIMYH HEOPAN®, kancynu m’ski no 25 mr Ne 50

| Ne cepii Ha ynakoBui: Ne maTtepiany Ne cepii in bulk: Hata Bupo6HuuTEAa: Ctpok

! in bulk: npuaaTHoCTI:
KN4566 854521 AD23541 10 ciuHa 2020 p- 12.2021 |
| Tect Bumoru PezynbTtatn

, Onuc

; 30BHILLHIA BUrNAL 06OMNOHKN Konip: cipo-6nakntHuii Bignosinae

®opma: osanbHa Bignosigae '

M'SIKi XenaTUHOBI Kancynum 3 HanMcom HepeoHoro konbopy NVR  Bignosigae !

25 mg

Poamipu: goexuna makc. 14,0 mm 12,6 Mm :
Poamipu: giameTp mMake. 8,2 Mm 7,7 MM !
30BHILHIA BUrNSA BMiCTY Mposopa, Big moBTOrO nO Bnigo-xoeToro koneopy abo Bin Bignoeigae |
|

KOpUuHyBaTO-XO0BTOrO RO  6nigoro KOPWYHYBATO-KOBTOrO ‘
KONMbOpy pigauHa

laeHTUikauis

lnerTndikauis metonom TLLX: Bianosigae CTaHgapTy Binnosinae
' *  Luknocnopux |
“laenTudikauin BapBHukis: [ToautusHa *He nposogueca ;
s 3aniso
*laeHTudikauis 6apeHukis: MosuteHa *He nposoauscs
*  Turan

laeHTUdbikauis meTonom MX:

s  ETaHon Bianoeigae cTaHpapTy Bignosigae

¢ [IponineHrnikons Binnosinae cranaaprty Bignoeigae
laeHTudbikauis metonom BEPX: Bignosiaae cranaapty Bianosigae |

*  Uwuknocnopun j
|aeHTuUdbikauis MmeTonom BEPX: Bianosinae crangapry **He npoeoanecs

* DL-a-Tokocbepon
Bnactueocri |

i 30BHIWKIK BUrNAA y BoA Po3uun spasky snerka onanecuioe, 6es ocaay Bignoeigae |

Posmip kpanni MeHuie 50 Hm 29 Hm |
Poznagarus He 6inbwe 10 xBunuu 3xB

Cropiuka 325




Jlikapcbkui 3aci6:

Ne cepii Ha ynakoBui:

Po3unHeHHs uepes 60  XBunuH
MeTtogom BEPX

Domiwku

Mpoayktu posnagy, Ha oOCHOB
3afBMNEHOr0 BMICTY LIMKIOCMOPUHY,
Metogom BEPX:

Koxen cneundikoBaHuin
ineHTUdhikoBaHMiA

| . 00595
éi e  LUwuknocnopun H

*  [3oumknocnopud A

*  lsoumknocnopuH H

Byae-aki Hecneundikosani NPOAYKTH
posnaay

Cyma recneumdikoranux NpPoAYKTIB
posnaay

Mikpo6Gionoriyna uucroTa
(meTog nociey Ha YaLuku)

3araneHe yncno
Mikpoopraniamis (TAMC)

aepobHux

**3aranbHe uvcno  apbKkLKOBUX
nnicHaBsux rpubies (TYMC)

***CneundivHi MikpoopraHiamu:
Escherichia coli

KinbkicHe BU3HaueHHs

OaHopigHicTe po3oBadux OAVHWLb
38 OAHOPIAHICTIO BMICTY MeToaom
BEPX:

*  Uuknocnopux

D NOVARTIS

Ne maTepiany

CAHOIMYH HEOPAN®, Kancynu M’saki no 25 mr Ne 50
Ne cepii in bulk:

in bulk:
i KN4566 854521
Tecr
XapaKkTepucTukm

He meHwe 75 % (3HaueHHs Q) Big sassneHoro BMiCTY,
BIANOBIAHO 0 Tabnuui BignosigHocTi €sp. dapm., Papm.
CUIA i ®apm. AnoHii (Tinbkwu pisHi 1 i 2)

He Ginbue 0,3 %
He 6inbwe 0,3 %
He Binbwe 0,7 %
He 6inbwe 0,2 %

He Binbwe 0,5 %

He 6inbwe 0,7 %

He Binble 10° KYO/r

He Ginble 102 KYO/r

BiacyTtHiB 11

Bignosinae sumoram €sp. dapm., ®apm. CLLA i dapm. Anowit

Cropinkad sz 5

A023541

dopma:

CeprudiikaT cepii [N3

HaTta BupoBHUyTBa:

10 ciuHza 2020 p.

Bepcis:

720456.27022020-0577.2 |
Bupamo: |

HosapTic Gapma TmeX |
PyHwitpacce 25 ta O6ep TypHwrpacce 8, 90429, HropHGepr, HimeyurHa |

CEPTU®IKAT AHANI3Y

CTpoK

NpUaaTHOCTI: |

12.2021

PesynbtaTtu

Bignosigae

He BusBnReThCH
He BuaBnaeTbes
0,2 %

He Bussnaetbcs

<0,1%

<0,1%

***He nposogneca

***He nposoaumecs

***He nposoauscs

****He npoeoauscs




r ! dopma; Bepcis:

L N () V A R”E” l S CepTudikat cepii M3 720456.27022020-0577.2

BuaaHo:
HosapTic ®apma MbX
Pyrwpacce 25 ta Obep TypHwTpacce 8, 90429, HiopuBepr, HimeuumnHa

CEPTU®IKAT AHANI3Y

Tikapcbkuin 3aci6:
CAHAIMYH HEOPAN®, kancynu m’siki no 25 mr Ne 50

Ne cepii Ha ynakoBu,i: Ne maTtepiany  Ne cepii in bulk: HaTta BupoGHULTEA: Crpok
in bulk: NPUAATHOCTI:
KN4566 854521 A023541 10 ciuHa 2020 p. 12.2021
Tect Bumorwu PesyneTatu

KinbkicHe BW3HaueHHA, MeToaoM

X 90,0 % - 120,0 % Biag 3a\BneHoro BMICTY 94,7 %
* ETaHon 80,0 % - 120,0 % Big 3anBneHoro BMiCTYy 101,9 %
* [lponinexrnikons
KinekicHe Bu3sHauenHs, mMetogom 95,0 % - 105,0 % sin 3asiBneHoro emicry 99,0 %
5 BEPX
+  llyknocnopuH
KinbkicHe BusHaueHHs, MeTogom 80,0 % - 120,0 % sin sanBnexoro BMicTy **He npoBoauscs
BEPX

s DL-a-Tokothepon

MpumiTku:
*He pyTuHHuiA TecT: TecTyBanHa NpOBOAUTECA ANA KoxHol 10-1 cepli

**He pyTuHHwit Tect. Micns nepwmx 10-mv NOCNIACBHWX NPOMWUCMOBUX CEPIli YacToTa BMNPoByBaHb 3MEHWYETLCA A0 KOXHOT 107
cepii.

***He pyTuHHWA TecT. TecTypaHHs NPOBOAMTLCA Ha 5Tv NOCAIAGBHUX NPOMUCNOBUX Cepinx. Ao BUNPOGYBaHHA BUKOHYHOTHES,
ToMactoTa BunpofysaHe moxe BYTU aMeHLWeHa A0 KOXKHOT 10-1 cepil. Ak miHiMym, 1 cepia mae ByTn BUNpobysaHa npoTsrom
KaneHAapHOTO POKY, B AKOMY NPOAYKT BUPCONeHUiA.

"**He pyTunnuii Tecr. Micna nepiuux 10 NOCNIZ0BHNX NPOMUCNOBKX cepili yacToTa BUNPOBYBaHb 3MEHLIYETHCA 40 KOXHOI 10-i
cepil. Ak MiHiMym, 2 cepii NOBUHHI BUNPOGOBYBATUCE NPOTATOM KaneHAapHOro poky, B AKOMY NPOAYKT BUpOBNABCA.

Cropinka 52§
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