HEPJKABHA CJIVIKEA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hauif Caitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko €JIPTIOY 37079055

BUCHOBOK
Npo sIKiCTH BBe3eHOro B YKpaiHy JiikapebKoro 3acoby

07.02.2024 Ne 5221724726

CUHIESA CLIb JOKTOPA INIOCCJIEPA Ne 11

(nafisenynanns nikapenkoro 3aco0y Iri0 3 PECCTPALIHHUM TOCBIAYCHHAM)
Tabserku, no 80 Tabserox y daakoni; no 1 gpaakony y kaprouuii Kopobui

(hopma BrnNyCKy, N03YBANNS, B/ IIAKYBAHIA J1IKAPCLKOTO 3acoby)

Homep peectpauiiinoro nocsinenns UA/12237/01/01 crpok aif peectpauiiinoro nocaimuenns HeoBMeXKe Uil

Cepia nikapcskoro 3acoGy Ne 1700623 Kinekicrs nsesenoro ikapeskoro sacody 280
im0k Hotiue Xomeonari-Yuion JIXVY-Apuuaiimitrens I'M6X & Ko. KT,
Himeuunna
(naHsenyRanng sHpoGHka nikapebkoro 3acoly, kpaiia NOXoMKeH1A)
Baeaeno B Ykpainy IpusaTtie aknionepue Tosapucrso "HATYP®APM", inenr. ioa:

24930169

(wakmenynanns Ta koa 32 €MIPTIOY wopuanunol ocoy abo npispkiie, iM%, 10 GaThKoBI (i3HaHOT

0colu - nianpuemus, I Micue NPOKARANNA T4 peceTpaciftimi Homep oGNikoBOT KAPTKH NIATHHKA
nonarkin a6o cepix ta HOMEp nacnopra)

Mpovokon sisyansnoro xourpomo sin 07.02.2024 N 396/8.

3a  pesynbTaTami  JIepKABHOTO KOHTPOMIO BCTAHOBNEHO, WO MiKApchbkHii 3aci6  bmeseno s Vkpainy 3
AOTPHMAHHAM BHMOr 33KOHOAABCTBA WOAO 3a0e3neueHis akocTi nikappERix sacobis,

b4

Havansuuxk Muxona XOJIOJAEHKO

(nianuc) (initiaau Ta npizpiuie)
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Gesundheit erfahren.

Karlsruhe / Kapncpye, 15.01,.2024

Product / Npoaykr

Silicea Salt of Dr. Schuessler No. 11 {tablets, 80 tablets in vial, 1 vial in carton
box with labeling in Ukrainian); Ciniuen cinb Aokropa Woccnepa Na 11
(rabnevku, no B0 Tabnertok y dinakoni, no 1 aKkoHy y kaprouHii kopobui a
MapPKYBAHHAM yRpaTHCLKOIO MOBOIO)

Manufacturer / Eupdﬁnux

Deutsche Homoeopathie-Union DHU-Arzneimittel GmbH & Co.KG Ottostr, 24,
76227 Karlsruhe / Josive Xomeonari-Yrion OXY-Apusaimirrens M'v6X & Ko.
KI" Orrowrrp. 24, 76227 Kapnicpye o

Couniry of manufacture/ Kpaina-supobuuk

Germany / Hitmevunta

Batch No. / Cepin Ne

1700623

Certificate Registration Number /
Homep peec?pf_ujﬁncro noceBigYerHs

UA/12237/01/01 from 01.08.2017 for unlimited term
UA/12237/01/01 sig 01.08.2017 GeacTpokoso . - B E

Certificate GMP /

NeDE_BW_01_GMP_2018_0102 from 01.08 2019

Cuna gii  akTuBHicTs

Ceprudikatr GMP NeDE_BW _01_GMP_2019_0102 sig 01.08.2019
nufacturi Li / § NeDE_BW_01_MIA_2019_0091 from 23.10.2019
r:poﬁﬂnu::ag e Jliverals . e NeDE_BW_01_MIA_2019_0091 sig
23.10.2019
Strength / Potency 1 tablet contains: Silicea D12 250 mg (contains laclose monochydrate} / 1

TaﬁneT«g MicTuTe Silicea D12 250 mr (micTvuTe nakTosu MoHorigpar)

Specification / Cneundikauis Result/ Pesynbrar

Appearance / 3osHiwnif BUrnag

White or almost white, biplane tablet with
facet and embossment (on the one side
11" and on the other side ,DHU") / Bini
abo maivke 6ini TabneTiu
NNOCKOUMNIHAPUHHOT hopmMI 3i CKOLIEHWM
Kpaem 1a sinbnTromM (Ha oaHii cTopoHi
«DHU», Ha inwifi cropori — «11»)

Corresponds / Bignosinae

posgapinopaHHA

Tests / Bunpobysannn

Average mass / Uniformity of mass / 260 mg 5 % / corresponds { 261 mg /corresp. 261 wmr /
Cepegnn Maca / OpHopiaKicTs mack 260 mr+ 5 % / Bianosigae BiANOB.

Friability / Cruparicts £1.0% 0.2%

Disintegration / Posnagatus s1 Sminf <15 xs i g&r‘:ii?::g o i
Resistance to crushing / CridikicTs o 525N 55 H 49N/ 49 H Y

Microbiological examination /
MikpoBionoriune BuNpobyBaHHs

< 10 CFU/g / 3aransue wacno
aepobuux Gaxrepin: < 10 KOE/
< 10 CFU/g / 3aranshe uucno
rpubis: < 10 KOEr
Corresponds/Bianosigae

TAMC < 10° CFU/g / 3arasisHe yncno
aepobuux Gakrepin: £ 10 KOE/

TYMC = 10° CFU/g / BaraneHe uucho rpubis:
< 10? KOE/r

Escherichia coli not detectable in 1 af
Escherichia coli #e pusensiotoca & 1 1

Batch size / Poamip cepif

9356 pack. / 9356 yn,

m[lgte of manufa_cture / Dara BupoBHuyrea " 03/2023 )
Expiry date / Npugarumii po 0372028

Date of release of finished product/ flara

BUTYCKY FOTOBOID NPOAYKTY

21.06.2023

comgliance with the GMP reqe of the focal Reg
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Dr. Joachim Busch / 1-p Voaxim Byw
Head of Quality Control /
Kepistuk signiny xontponio skocTi

Y

CHWABE |

Schwabe Group
From MNofure. For Heallh

1 hereby conify that the above information ig authentic and accurate. This bal
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Investigational Medicinal Products, The batch Processing. packaging and analysis records were moviewsd and found 10 be in complionce with GMP. £ Lpans 9 ATBERRYID, WO Bt XA B
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