JTEPXKABHA CJIYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKIA OBJACTI

nipoe. CeiTmuanoi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Ipo SIKiCTH BBE3EHOro B YKpaiHy JikapchKoro 3aco0y

15.03.2024 Ne 9890/24/10

AI® JOHI TMMOH

(HalMeHYBaHHA JTiKapChKOro 3aco6y STIHO 3 PEECTPalliiHiM NOCBI XYCHHSM)
tabaeTkn wnyyi mo 600 Mr mo 1 Taduerui y came; 10 6 caule y KapTOHHii kopooui

(hopMa BUITYCKY, HO3YBaHHS, BHZ NaKyBaHHA Jikapcrkoro 3acoby)
Howmep peecrpauiitroro nocsizaenns UA/15591/01/01 ctpox aif peectpaniinoro nocsinuerns 01 .01.2099
Cepis nixapcskoro saco6y Ne NB3987 KinskicTs BBe3eHOro Tikapchkoro 3acoby 58853

Bupo6rux Camworac ®apma I'm6X, Himeguuna
(HalMeHyBaHHA BipOOHUKA TiKapCHKOro 3acofy, KpalHa TOXODKEHH)

Baeseno B Ykpainy ToBapucTBO 3 00MexkeHOK0 BixnmopinamepricTIo "Canno3 Yipaina",
inent. xon: 38419586

(uaiiMeHyBanns Ta kox 32 €JIPTIOY ropuaudroi ocobu abo mpissue, iM'a, no 6arbkosi (izuunof
ocobu - miamprem, fi Micle MpoKKHBaHHA Ta peecTpaliinuil Homep o0ikoBol KapTKH NIATHAKA
TofiaTKiB 260 cepis Ta HOMep macopTa)

TMporokox Bisyaasuoro xontpoio sin 14.03.2024 Ne 0394/1.

3a pesynbTATAMH JAEPXKABHOTO KOHTPOMIO BCTAHOBNGHO, IO JiKapchku# 3aci6 BeeseHo B YkpaiHy 3

JOTPHUMAHHSAM BuMOr 3aKOHOIABCTBA IIOKO 3a6esrIeueHHs AKOCTI TIKAPCHKUX 3ac00iB.

/é @Z/ Bixtop CTEGKIBCHKMH
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CropiHka 131
Cantotac ®apma MM6X

OtTo-soH-topike-Anee 1 harma
39179 bapneben, HIMEY4YUHA Y % m g]H
Ten.: +49 (0) 39203710
daxc: + 49 (0) 39203 71 7770
Ceptudpikar BignosigHocTi
Mpogyxkr:
ALU® NOHI JIMMOH, TABNETKU WWANYYI MO 600 MI™, MO 1 TABNETLI y cawe, no 6 YKP
calle Y KapTOHHIN kopobLi
Cepis Ne: NB3987 Po3mip ynakoBKu: 6 TabneTok
HagpykoeaHuit Ne Cepii: NB3987 Dara BUnycky: 06.1110T.2024
Homep cepii In bulk: 3121810 BunyuweHa kinbkicte: 58853 yn
Hara BupobHuuTea: 14.12,2023 TepwmiH npupatHocti:  11.2026
PeecTpauiliHe nocBigyeHHA Ne: UA/15591/01/01
AinsHuui, sany4yeHi y BUpobHULUTBO:
BupoGHu4a ginbHuus Ne niueHsii Ha BUpoBHULTBO
BupoBHuk in bulk XEPMEC ®APMA IMBX, HIMEY4YNHA DE_BY_04_MIA_2020_0012
BupoBHuK ynakoBKku XEPMEC ®APMA T'MBX, HIMEMYHNHA DE_BY_04_MIA_2020_0012
TecTyBaHHS Npu BUNYCKY XEPMEC ®APMA T'MBX, HIMEYHNHA DE_BY_04_MIA_2020_0012
Buryck cepil Cantorac ®apma M'm6X, HimewqnHa DE_ST_01_MIA_2023 0004

Lium nigTeepmkyio, WO BULLeHaBeAeHa iHopMaLlis € 4OCTOBIPHOW Ta TOUHO. [laHa cepis roToBoro
nikapcbkoro 3acoBy 6yna BUroToBneHa (BKIMHOYHO 3 NakyBaHHAM/MapKyBaHHsAM) Ta npoiiuna KoHTposlL
AKOCTI Ha BULEHaBeAeHUX BUPOBHUUMX AINbHALAX Y NoBHil BignosiaHocTi 4o BumMor GMP MicLieBux
PerynstopHUX opraHis Ta arigHo sateepmkeHol cneuydikaui PeectpauiiHoro Jocke kKpaiHu iMnopTtepa.
MpoToKoNu BUPOBHULTBA, NakyBaHHs Ta aHaniTMiHoOro TectysaHHs 6ynu nepesipeHi Ta 6yna BcraHoBneHa
ix BignosigHicTe GMP.

CepTudikaT aHanisy 0O4aETLCA OKPEMO.

Mig vac npouecy BUpobHUUTBA

V' He 6yno BigxuneHs, WO MO BIMIMHYTA Ha BAMYCK NPOJYKTY

O HACTYMHi BIAXUNEHS MO BNMWHYTU Ha BUMYCK NPOAYKTY (AWUB. KOMeHTapi)

KomeHTapi: /

N | CEPTU®IKALIA CEPIT
o | BUMYCK CEPII

Matthias Jahn

YriosHoBaxeHa ocoba
Dara: 06.11K0T.2024 Mignuc:  /nignuc/

Mpizeuule Ta nocana BignoriaansHoi ocobu:




XEPMEC ®APMA M'mbX / KoHTposib AkocTi

Ceptudiikat AHanisy

F’HARMA

ID 3pasky: 2023-0001349451-NORM-1 "
Creunddikauia Tecty:  FP0484 (5) Gret the dose righ
3aMOBHUK: Cantomac ®apma m6X Ne npoaykTy samosHuka: 44069639

AUL, TOHI TUMOH 600 mr, 6 wun. Tabn., YKP

Homep npogykry: 29040 (BHyTpiwHin) Ne cepii: 3121810
KinbkicTs: 58860 wr. Ne cepii 3aMoBHUKa! NB3987
Oata BupobHULTRA: 14.12,2023 TepmiH npugaTHOCTI: 11/2026

BianosigHicts BUpoBHULTBA Ta TecTyBaHHs Liel cepii A0 AiloHux iHCTPYKUIN LM nigTeepaxeHo. [JokyMeHTyBaHHs
BUPOBHWLITRA, TECTYBaHHS Ta BUNYCKY 3aBepweHo. [laHa cepia Bianosigae AkocTi, Wo BUMaraeTbes.

Hara: 16.01.2024

KepiBHuk KoHTporio Akocri:

/Jan Waerder |

TecTt Cneuundpikauin Oguuuui  Pesynbrar
OpraHonenTUYHi XapakTepucTUKn
30BHILWAIY BUrNAL TabneTok 6ini, kpyrni, 6e3 gedexris, 3 Bignosinae
OpeaHorienmuyruli mecm pO3aintorHoLo NiHielo 3 ofiHIET CTOPOHK
3anax TabneTok TIIMOHY BifnoBigae
OpeaHonenmuyHuli mecm
30BHILLHIN BUrNSAL pPO34UHY nposopuii BeskonipHuit posyunH, 6es signosigae
OpeaHonenmu4Hutll mecm YacToK
3anas posynHy NUMOHY gignosinae
OpezaHonenmuyHuti mecm
TexHOMNOriYHi XapaKTepucTUKN
HiameTp 19,6 — 20,4 MM [SV]=20,2
TexnivHo
OpHopigHicTb macu BignosigHo go €8p. ©.2.9.5 Bignosigae
TexHi4HO
CepepaHe 3HaveHHs Mack 1900 - 2100 Mr [MV] = 1985
TexHidHo
CrilikicTe 4o po3aaenioBaHHs 30 —~200 N [MV] =
TexHidHo
[MAKC] =
[MIH] =
Yac posnagaHHs <300 c [MAKC] =
TexHiyHo
pH 34-47 [MAKC] = 3,9
TexHiyHO
[MIH] = 3,8
ImeTudpbikauia
- AueTtunuyucrein BigNoOBidae cTaHnapTy Bignoeinae
BEPX
Yucrora
Jomiwkn % Bignosigae
BEPX
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Lieti dokymeHm Bye nidnucarull eflekmpoHHUM criocoboM y cucmemi, momy € dilicHum 6e3 enacHopysHo2ao nidnucy




ALL NOHI IMMOH 600 mr, 6 wun. Tadn., YKP

Homep nipogykTy: 29040 (BHyTpiwHiit) Ne cepii: 3121810

Tect Cneunudikauis OguHuui  PesynbraTt
L-Uuncreln [SVl:=<0,5 < MKB
L-LincTun [SV]:=<0,6 < MKB
N,N'-guauetnn-L-uncTun [SV]:=<0,5 < MKB
N,S-anaueTun-L-Lmcrein [SV]:=<0,5 <MKB
OKpeMi HeBiaoMI AOMILLKM [SV]:=<0,2 < MKB
Cyma gomilLoK [SV]:=<2,0 < MKB

KinbkicHe BU3HayeHHHA
- AuetunumcTeil : 570,0 - 630,0 Mr 603,0
BEPX

MakyBaHHA
BTOpuHHa ynakoeka 6e3 pedekTis signosigae
BizyansHutl mecm
BTopuHHa ynakosKka — KOHTpOIb HasiBHU, Be3 gedekTis Bigroeigae
BiOKPUTTS
Bisyanerutll mecm
IHCTPYKUIA [0 YNakoBKu 6e3 pedekTis BignoBinae
BisyanbHull mecm
epMeTUYHICTL (horbru 6es nedekTiB, HENPOHUKHUN Bignosigae
BizyanbsHull mecm/®@yHKUIOHa1bHO
Kinekicte Tabnetok BiANOBIOHO [0 PO3MIpY YNAKOBKK Bianosigae
BizyansHull mecm/®yHKUjoHansLHO
Kog cepii ynTaBenbHUA, KOPEeKTHUI signosigae

BizyansHull mecm
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