TEPKABHA CJIYKBA 3 JIKAPCHBKHIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJIACTI

npoB. CeiTnnunoi Hanaii, 3, M.KH]B, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BN CHOBOK
Npo AKICTL BBE3¢HOr0 B YKpPaiHy JKapChKOro 3aco0dy

24.11.2023 Ne §7331/23/10

AHII® 200

(HaliMeHYBaHHS NIKapchKoTo 3aco0y 3TiIHO 3 peecTpaliifHUM MOCBIAYEHHAM)

Taﬁ.ﬂe'mn llIHIlell o 200 Mr; o 20 radjierok y Txﬁl' no 1 TXﬁl y KaRTOHHlH Kopoﬁm

(c])opma BIIYCKY, ZI03YBaHHs, BUJ ITaKyBaHHA JiKapchKOro 3aco0y)

Homep peccrpaitioro nocsingenns UA/8272/01/02 crpox aii peectpauiitnoro nocsizuenns 01.01.2099
Cepis nikapcskoro 3aco6y Ne NB2000 KinekicTs BBe3eHOTO JiKapchKoro 3acoby 25194

Bupo6HHK Camorac Papma ['MOX, HiMeuunHa - _
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(HaliMEHYBAHHA BHpOﬁHHKa nikapcekoro 3aco0y, KpalHa HOXO,IIH(EHHH)

BeeseHo B YKpalHy TorapucTBo 3 o6Me:kenoro BixnosinaaenicTio ""Canos Ykpaina”,
_ifenT. Kox: 38419586 -

(H&HM@HyBaHHx Ta ko 32 €JIPTIOY 1opnanuHoi ocobu a60 npizsuule, iM'a, o 6aTbkoBl GI3UYHOT
0co6H - MiANpHeMILA, 1 Micle MPOXUBAHHA Ta peecTpallifHui HoMep 001ik0BOI KAPTKH IJIaTHHKA
nozarkis abo cepis Ta HOMep MacropTa)

Iporoxon BizyananHoro xoutposio sin 24.11.2023 Ne 3669/1.

3a pe3yNbTATAMH JEpKAaBHOrO KOHTPONIO BCTAHOBNIEHO, IO Jiikapcbkwif 3acid BBE3CHO B Ykpainy 3

AOTPUMAHHSAM BUMOT 33aKOHOIABCTBA W00 3a0€3NeHCHAS SKOCTI JIIKapChKHX 3ac00IB.
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CtopiHka 1 3 1

Cantotac Papma mMoX
OT110-BOH-[tOpiKke-Annee 1

39179 BapnebeH / HIMEUYMHA Pharma

GmbH

Ten.: +49(0) 39203710
dakc: + 49 (0) 39203 71 7770

CepTuddikar BignosigHocTI

Mpogykr:  ALL® 200, TABNETKU LLIWMYYI MO 200 MF, 20 TABNIETOK B TYEI, 1 TYBAB  ykp
KAPTOHHI/ KOPOBLI|

Cepia Ne: NB2000 Po3Mip ynakoBKMU: 20 wwun. Tab.
HaapykosaHun Ne cepii:  NB2000 IlaTa BUNycky: 18.2K0B.2023
BunyueHa KifibKicTb: 25194 yn.

Nara BupobHULTBA: 01.09.2023 Tepmid npuaatHocTi: 08,2025

PeecTpauiiHe nocBinyeHHA Ne:  UA/8272/01/02

HinsHWui, 3any4eHi y BUpOoOHULTBO:

BupobHu4ya ainbHUUA Ne nileHsil Ha BUpOOHULTBO
BupobHuk in bulk XEPMEC ®APMA lNec.m.6.X, ABCTPIA GZ:INS-481363 (19.07.2022)
YrnakoBKa XEPMEC ®APMA l'ec.m.6.X, ABCTPIA GZ:INS-481363 (19.07.2022)
TectyBaHHA npu Bunycky | XEPMEC ®APMA lNec.Mm.6.X, ABCTPIA GZ:INS-481363 (19.07.2022)
Bunyck cepii Caniotac ®apma F'm6X, bapnedex, HimeuwdynHa DE ST 01_MIA_2021_0006

O HACTYNHi BiAXUIEHsi MOFMU BrMUHYTH Ha BUMYCK NPOAYKTY (AWB. kKoMeHTapi)

Llum nigTeEpIKY0 AOCTOBIPHICTL | TOUHICTL BUlleHaBedeHol iHopmalii. [aHa cepis npenapaty byna
BATOTOBIIEHA, BKMIOYHO 3 MaKyBaHHAM/MapKyBaHHAM Ta KOHTponeMm $KOCTi, Ha BulleBKasaHIN(UX)
BUPOBHMYIN(KX) ainbHUUI(AX) uinkom BignosigHo o suMor GMP MicueBUX perynaTopHuUX opraHis |
crieyudikauiii, BkasaHux B PeectpauitHomy Jocke kpaiHu-imnopTepa. HaHi npo BUroTOBMEHHSA, YNaKkoBKy
Ta aHaniau cepii 6ynu nepesipeHi i nigTeepmKeHa ix sBignosigHicTe cTaHgapTam GMP.

CepTudikat aHaniay gocgaetbcs oKpemo.
Min yac npouecy BUpOOHULTBA

v He 6yno BigxuneHs, WO MOIMK BIIMHYTU Ha BUNYCK NPOAYKTY

KomeHTapi: /

V| CEPTUSDIKALLIA CEPII

o | BUTYCK CEPII

Dr. Albert Hesse

YnoeHoOBa)XeHa ocoba
Hara: 18.)K0OB.2023 Nionuc: /nionuc/

MpisBuwWe Ta nocaga BignosiganbHoOI 0COOM:




Xepmec Papma MNec.m.6.X,

Ceptudikar AHanisy Wsimmwynbser 1a
A-9400 Bonbdcbepr

Homep 3pasky: 2023-0001349216-NORM-1

Tepmin-1D: 144528

20479 ALUL 200 Taba.wunyyi (UA/20)

Not/ cepis Ne: NB2000 KinbKicTb: 25200 wTyK
NaTta supobHUUTBA: 01.09.2023 TepMiH NPUAATHOCTI: 08/2025

Cneundikauia TectyBaHHa KA: QK-KV-FP-237 / 6.0/ 19.10.2022
Cneuundikauia TectysanHa MIBl:  QK-MIBI-KV-62051 /3.0 / 18.06.2018

Tect Cneuudikauin OpuHuui PesynbTar

XapaKTepPUCTUKK:

6inoro Konbopy Kpyrni NaockKi
Onuc / 3anax TabneTkn, 3 PUCKOIO 3 OQHOFO BignoBinae
BoKy, 3 3anaxoM OXUHW
OpraHonenTUYdHi XapaKkTepUCcTUKH
nposopuit abo anerka
Onuc po3vnHy ornanecueHTHUN po34KH, bes Bignosigac
CTOPOHHIX YacToK
TexHonoriyHi XxapakTepucTuku

OiameTp 18 MM 18

CTiRKicTb 00 po3nasneHHs 2 30 N 63

PoananaHHsA < 300 ' cek 50

3HauyeHHsa pH 3,4—-4,7 4,0
OpHoOpPIgHICTDL

OpaHopigHICTe Macy mae signosigatv Eep. Papm. BianoBifae

2.9.5

TexHONOrivHi XapakTepucTuku

CepenHs maca 1178,0—-1302,0 MT 1238,1
laeHTUdIKaUIA

AueTtunuucteiH Mmae siaroginaTu BIANOBIAAE
KinbKicHe BU3HaueHHA

AueTunuucTelH 190,0 - 210,0 MT 200,5
YucroTa

Oomiwka N,N'-giauetun-L-umctiH < 0,5 % < 0,1

|HLWI oKpeMi DOMILLKM <0,5 % <0,1

Cyma AOMiLLOK <1,0 % <0,1

diHanbHa nepeBipKa

3OBHILLHI BUrANA4 NakyBanbHOro

MaTepiany

[MpaBuUnbHICTL Ta YUTabenbHICTL

HoMepy cepii Bianosigae Bignosigae
MpasunbHiCTb Ta YUTAbENbLHICTL

TepMiHy NpuaaTHOCTI

KoMnneKTHICTs BMICTY

Tepmin-1D: 144528 Cropikdka 13 2




Xepmec ®apma ec.m.b.X,

CepTudikat AHanisy Lisimmwynbeer 1a
A-9400 Bonbochbepr

Cepia NB2000 gidnosidae scim sumozam crieyudpikauil.

KepisHuk KoHTponto AKocTi:  Birgit Kulterer-Moritz lata: 20.09.2023
/nionuc/

Digilaily signod by Fadochonko Tetiara

Fedochenko - ot michoms ammest

cu=GX, sorlaiNumber=2{116816,
tnvFedachanko Tatiana
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TepmiH-ID: 144528 CTopiHKa 23 2



