NEPKABHA CJIVKBA 3 IKAPCbKUX 3ACOBIB TA KOHTPOJIXO 3A
HAPKOTHUKAMM Y KHiBCHKIA OBJIACTI

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

BHCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody

22.09.2023 Ne 46099/23/10

CIIASMOMEH®

(naiiMenyBaHHs TKapcbKoro 3acoly 3TiiHO 3 peecTpamifiHuM MOCBIIYEHHM)
TafJ1eTKH, BKPHUTI ITIBKOBOIO 06010HK010, 10 40 Mr mo 10 Tadaerok y Guicrepi; o 3 Gaicrepu
B KapTOHHII KopoOui

((‘])OpMd meycxy, Il03yBaHH$! BH}I nakyBaHHx .ﬂlKapCBKO]‘O 3ac06y)

Homep peectpauiitroro mocsizuenns UA/7 146/01/01 cTpok Jiii peceTpariitnoro noceiggerss 01. 01 2099

Cepis nikapcskoro sacoby Ne 32503B Kinskicts BBeseroro nikapeskoro 3acoby 1680
Bupo6HuK BEPJIIH-XEMI AT, Himeuunna
(uafiMeHyBanHA BHPOGHYKA JHiKapCHKOro 3ac00y, kpaita MOXOJDKeHHs)
Breseno B Vpainy - . - CnoikHe yKpaiHChKO-eCTOXChKE HIANPUEMCTBO Y. hOpMi TOBApUCTEA
3 o6Mekenolo BignmosigansmicTIo ""OnriMa-®apm, JITIT ', inenT. wox:
21642228 o

(saitvenyBanus Ta xox 3a €EAPTIOY ropuanyHoi ocobu abo npissume, iM'a, 10 GaTLKOBI (1)13an01
0co6H - miAnpueMus, ii Miclie NPOKUBAHES Ta PeecTpauiiHail HoMep 06/1iKoBOT KAPTKE ILIATHHKA
. moxaTkiB abo .cepis Ta HOMEp MacropTa)

TpoTokou BisyanuHoro K.()H"rpomol Bin 20.09.2023 M 2920/39;

3a  pesynnTaTAMH  HEPKAaBHOTO KOHTPOJNIO BCTAHOBJIGHO, 1O Jikapchkui  3aci6  BeeseHo B YkpaiHy 3

AOTPHUMAHHSAM BuMor 3aKOHOAABCTBA HIOAO 3a6€3MEIEHH AKOCT] IiKAapCHKHX 32c06iB.
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BERLIN - @ﬁﬁ /3

M|  MENARINT

Kog npogyxry:
[epxasa-BupoBHuK:

Homep peeCTPaLIHOTO NOCBIIHSHHRA:

Homep cepii. 32503B
[ata supobuuurea; 04/2023
Hata purtycky cepil: 23/06/2023

Jlikapebka dopma:
LNoaunposka/Conepxaxne:

Po3aMip Ta TIN NaKkyBaHH::

HarimeHyganHs i MICLIE3HAXOMKERHSA .
BUPOBHMKA, Lo BUNYCTVS cepilo 8 obir:

Homep nileHail Ha BUPOBHULITBO:
MokazHuk
30BHILLHIR BUrnIsY

O.quopi}a.nicm A030BAHUX OANHUL
Yac poanagamHs”

PosuuHeHHs!

BTpara B Maci npu BUCYLWYBaHHI
lgeHTudikaria oTUNOHIo Bpomiay
KinskicHua BMicT otunouio Bpomigy

KinbxicHuit BMiCT AOMILLIOK
Koskna sinoma fomitlika
Koxra Hesigoma pomiuika
Bchoro HeBinoMiux 4OMItLIoK
Bchoro AoMilliok

MikpoBionorivkea uncrora*
TAMC
TYMC
Escherichia ol

*BunpoBysarHa NPOBOAATE Ha KoXHii 10-1 cepil

3anBa npo ceprrdikauil:

Ceprudikar skocTi

CMASMOMEH ®
F135866
Himeyuura
UA/7146/01/01

[lara aakiHdeHHa Tepminy npupatHocti: 04/2026

Poamip cepi: 20160 yn.
TabneTku, BKpUTI NNiBKoBOK 060NOHKOID, NO 40 Mr
1 TabneTka, BKpUTa NAIBKOBOO 0BOMOHKOI0, MICTUTL

. oTunoHito Bpominy 40 mr

Mo 10 Tabnerox y BGnicrepi; no 3 Brictepy 8
KapTOHHIN KopoBLi 3 MapkyBaHHAM YKPaTHCLKOIO
MOBOI

BEPAIH-XEMI AT, Minikep. Ber 125, 12469 bBepnit,
Himeuumra

DE_BE_01_MIA_2022 0011

Cneuudikauis Pesynbrar
[sosxoonykni TabneTku ig Binoro Ao maike '

Ginoro konbopy, BrkpuTi Nniskosoo 0BoroHko, Wo  Bianosinae
MaKTb RPYrIy hopmMy

Bignosinae sumoram Ph. Eur., 2.8.40 . Bip,nosinée

< 30 XBunuH - 9. XBUnUH
2 80 % (Q) npotarom 30 XBUNUH ) . 100, %

<86 % ) 4. %
MosuTusHO ‘ . o MoauTMEHO

38,0 -~ 42,0 mrirabinertcy
(95 — 105 % Bin 3asBreHol KiNbKoOCT)

39.3 Mr/TaﬁheTKy

<02 % < 015 %
<0.2% < 0.15 %
< 0.25% < 015 %
<0.5% < 016 %
< 10% KYOrr : <1000, KYO/r
< 10% KYOIr i ' < 100. KYOIr

BincyrhicTe/1 T BigeyTHicts/1 1

LM 5 3ACBIAUYIO, IO HaBeaeHa Buile iHchopmauis & A0CTORIPHOIO Ta TouHek. Lilo cepilo npoaywuil Byno aupobnero (srriovaiouw
NaKyBaHHA/MapPKyBaHHs) Ta NPOBEAEHD KOHTPONb 1T AKOCT y NosHiil signosianocti 3 Bumoramt GMP, BeTanoBrenumMmn Mmicuesum
PErynsTOPHAN OPraHOM, 2 TAKOX BIANOBIAKO A0 cneuudikauii, wo MicTATeCS Y peecTpaliiiomy A0CkE KpaiHu-iMnopTepa ato y Aocke
creLmchikauiil Ha npenapar ANs AoCHIAKYBAHOTO fiKapChKOro aacoGy MpoToxonu ewpoGHmuraa nakyBasHs Ta aHanisis 6yno

NepernAaHyTOo Ta BCTAHOBAGHO BignosigHicTe GMP,

Dr. NoHdel Stang

YnosHosaxeHa opoba
23/06/2023

M/V ﬂfﬂ/
1 09 &5



JIEPKABHA CHAYXKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KAIBCHKIY OBJIACTI

mpos. Ceitmianol Hagii, 3, m.Kuis, 02099, ren/pake: (044} 576-40-41
E-mail: dls.ko@dls.gov.ua, Koa €APIIOY 37078774

BHACHOBOK
npo skicTh BBe3eHOro B YKpainy JiKapcsroro 3acody

30.01.2025 Ne 2622/25/10

CHAMOMEHL®
{#1afiMCHYBamHA MKAPCHKOTO 320Dy 3CLIHO 3 PLECTPALLITHIN NOCBINTEHHM)
TabaeTiH, BRPHTI IJiBKOBOIO 000/10HK010, 10 40 Mr, no 10 Tadnerox y faicTepi; 1o 3
Gaicrepn B Kapromuiii Kopobui
{hopsia BUIYEKy, NO3YRAMIS, BL IINKYBAHIA Aikaperkoro 3acofy)

Honrep peectpauiiiroro noceizuenns UA/7146/01/01 crpox ail peecrpanifisoro nocsiaeH s 01.01.2099
Cepia aikaperkoro sacoSy Ne 41508C KinekicTs BBe3cHoro nixapcskoro sacaby 1240

Bupobhis BEPJIIH-XEMI AT, HimMeaumnsa

{(HaliMenysanny BUpPCORHEA Aikaperroro zacely, Kpaina oXoKeHHa)

Beesero B Yipaily Crinbie yrRpaTHCLKO-6CTOHCBKE HANPHEMCTBO ¥ QOP>i TOBAPHCTBA

3 06MeEeR010 Binnosixaanuictio "OnriMa-®apat, AT, iacur. won:
21642228
(HaftmetryBarts Ta kod 3a €APTIOY ropuamuol ocodn ado npizenute, i'a, 1o GarsKosi diiztrvpol

ocofiit - niANpHEMIA, i Michie IPOXUBANHS TA peceTpauiiinnit romep 0GMIKOBOT KAPTKI IATHIKA
noarKin.abo cepis Ta HoMep macnopra)

Ipotoxoa Bisyarsuoro xemrpoaro six 28.01.2025 N 0181/23.

Ja  pesynbTaTaMi  AEPKABHOTO KOHTPOAW BCTAHOBNCHO, WO  JIKApCHKH qaci@ mBezeno B Yrpaimy 3
JOTPHMAHHAM sHMOT 3aK0HO/ABCTEA UIOAD 32083NCUCHHA AKOCTL AlKAPCHLKIX 32c06iB,

Omsra EPBOMEHKO

KOHTPOMO) {wimeme) (iuiyiams ra apizenne)




Ko nponykry:
[lepxasa-supoGHuK,

Homep peecTpayiiHoro nocsijuenHs;

Homep cepii: 41508C
[lara supoBuuigrea: 04/2024
[ara surycky cepii: 04/11/2024

flikapcera thopma:
Hosuposka/Cogepmanne:

Posmip Ta TWn nakysaMHs;

HalMmeryBaHHs | MICLIEIHAXOAKEHHA

BAPOGHMKE, (O BUNYCTUB Cepilo B obir;

Homep niveHsiil va BrupoGHuLTEo:

Nokaanuk
S0BHILLHIA BUYrNAzn

OfHOPIRHICTL JO3OBAHWUX OLUHULL
Hac posnaganHn”

PosunHeHHn

Brpara B maci npy BUCYLLYBaHHI
lnenmvbikauis oTvnowio Gpomigy

KirbricHuls BmicT arvnowito Bpomiagy

KirnsKicHWA BMICT 0MILLIOK
KoxHa sinoma aomitka
Koxua Hesigoma aomitlka
BCLOro HeBIAOMUX AOMILLIOK
Beroro foMILLIOK

Mikpobionoridna Yncrora”®
TAMC
TYMC

Escherichia colf

“Bunpolysanus NpoBoAATL Ha Koxii 10-0 cepil

3asnga npo ceprudikaigino:

LIN-CHEMIE
CNARINI

Cepruthikar akocTi

CIIAZMOMEH ®
F153218
Himevunna
UA/7146/01/01

HNata sakinyeHHs Tepminy npuaarrocti: 04/2027

Poamip cepil: 19720 yn.
Tabnetku, BKPUTI NNIBROBOK 0BONOHKOK, N 40 Mr
1 Tabnetka, BRPUTA ArisroBoio 0BOMoHKOW, MICTHTE
QTUNOHIK Bpomiagy 40 mr
1o 10 Tabnetox y Bnicrepi; no 3 Gnictepy B
KapTOHHIM kOpoBLi 3 MapKyBaHHSIM YKPATHCBHKOIO

MOBOIO

BEPMH-XEMI AT, I'nikikep Ber 125, 12489 Bepnin,

HimevunHa

DE_BE_01_MIA_2022 0011

Cneundixauin Pegyrnwtar

Asosioonykni Tabnetku sig 6iNoro 1o Maixe
Ginoro konkopy, Brputi nniakoaow oBonoHkow, Wo  Binnosigas
MaI0Th KRYTIy hopmy

Bignoeinae sumoram Ph. Eur., 2.9.40 Bianosigae

< 30 xBUnAH 13, xBUnmH
z 80 % (Q) nporarom 30 xeunmH 100. %

56 Y% A
MMosunrHe [ToanTusro

38,0 ~ 42,0 mritabnerky
(95 — 105 % BiR 3aRBNEHOT KINbKQCTI)

39.2 mritabnerxy

£0.2 % < 045 %
; < 0.15 %
£0.25% < 0145 %
£0.5% < 015 %
s 10 KYO/Ir <1000, KYO/r
< 10° KYO/Ir < 100. KYO/r

BigeytHicre/1 ¢ BigeyrHicte/1 1

LUM A 3aCRiaUYI0o, Lo HaBeeHa Bulle iHpopMaLis ¢ JOCTOBIPHOK Ta TouHoio, Lo ceplo npoaykuii Byrio supotnero (Brnioyaouy
NakyBaHHA/MARKYBAHHA) Ta NPOBEAEHO KOHTROMD 11 AKOCTI Y MOBHIN BIgNOBIAHOCTI 8 BuMoramy GMP, BCTAHOBNERUMU MiCUEBI
PErYNATOPHUM OPratoM, a Takok BIAN0BIAHO 40 cneludikauin, 1o MICTATLCA Y peecTpauiitomy 00be Kpalhu-imroprepa abo y A0Che
creuudiikauiit Ha npenapaT Ans JOCNIKYBAHOro nikapcokkoro saceBy. Mpotokony BupoBRALTEE, nakyBasns Ta avaniais Syno

NEPErNRHYTO Ta BCTAHOBNEHO 8ianosigHicTy GMP.
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YnosHosaxeHa 20058
D4/112024

—

srstanc: Dr lucs
MIE AG, 144

tian Matschke,
220 (Feoirale),

astrucel (Vorsitzender), Edward Szybovw:
Berlire - Tel 49 30 87070 (Zenwrale), Fax +48 308

Vorsitzendor des Aulsiciit
Dr. Altilio Sehastio, Chii
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