JEPXKIIKCITYXXBA YKPATHU
AEPKABHA CIIYIKBA 3 JIKAPCBKHNX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBY

BY/1. Bepesuskisceka, 29, Kuie, 02098, ten./darc: (044) 550-20-55, Ten. (044) 550-23-33
E-mail: dls kyiv@dls.gov.ua, Kog €IIPTIOY 37079055

BHCHOBOK
IPO AKICTHL BBe3eHOro B YKpainy JliKapceKoro zacoby

24.02.2020 ' Ne 9348/20/26

CLIIIES CUIb TOKTOPA LIXOCCJIEPA No 11
(nafimenyBanus nikapchkoro 3aco0y 3riHo 3 peecTpauifinmm NOCBIAYEHHAM)
Tabrerkn no 80 raduerok y haaxoni; mo 1 $baaxony y kapronnii xopooui
{thopma Bunycky, noaysauns, s TNaKyBaHHs NikapcbKoro 3acoby)

Howmep peectpauiithoro nocsinuenna UA/12237/01/01 CTPOK AT peecTpauiitioro nocsiguerss HEQOMEIKE i

Cepis nixaperkoro saco6y Ne 0701119 KinskicTs BBesenoro aikapeskoro saco6y 120
Hoitge Xomeonari-Veion AXY-Apnuaitmitrens Tm6X & Ko. KT ,

BupoGuuk . -
Himeuuuna

(naiiMeHyBanHs BHpobHUKa TiKapeLKOro 3acoby, kpaina TOXOKEHHS)

Breseno B Vipainy Ipusarue axuionepne Tosapucrso "HATYP®APM", igenr. con:
24930169
(naiimenyrannsa ta ko 3a CPTIOY 1opraHYHoT 0cobK 160 npiznuine, iM'y, N0 GaThkos] (isnunoi

ocofu - nianpueMus, ii Micne NPOXHBAHHA TA peecTpalifinyii Homep o6mikoBol KaDTKH NIATHHKA
‘ nojarkis a6o cepis Ta HoMep nacoopTa)

Hporoxon sisyanbuoro wonrpomo six 24.02.2020 Ne 545/5.

3a pesyneratamu ACpHABHOIO  KOHTPOM) BCTAHOBNEHO, IO mikapcexnit  3aci6  Beeleno = Ykpainy 3
HAOTPUMAMHIAM BrMmor 38KOHOAABCTBA HI0J0 3a6e3neucHHS SIKOCT] TKapchbKhx 3acobis.
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Karlsruhe / Kapncpys, 03.12.2019

ProductTpogykt Silicea salt of Dr. Schuessler N211, tablets; 8C tablets in a vial; 1 vial in a|
cardboard box/
Cunuuesn cons pokvopa Woccnepa Ne 11, taBnetkn, no 80 Tabnetox BO
B o hrakore; no 1 pnakoHy B KAPTOHHOW Kopobke o ]
Manufacturer/Mpovasogurens Deutsche Homoeopathie-Union DHU-Arzneimittel GmbH & Co.KG
Dtfostrasse 24, 76227 Karisruhe! ]
Hoiive Xomeonatu-Yrunod OXY-ApuHanmurtens TM6X & Ko, KI™ Orrownrpacce
- 24, 76227 Kapncpy3 ,_ o
Country of - manufacture/Crpana-
NPOUIBOAKTE b Germany/l'epmarnus !
Batch No. /Cepust No . Toro1119 |
Certificate Number/Perucrpaumontsil  Homep — 7F
ceprutukaTa K-11073
Certificate Registration Number/ UA/12237/01/C1 from 01.08.2017 - unlimited/
_H_g_l\(lep PErucTpaunoHHOro CRULETeNLCTRA UA/12237/01/01 or 01.08.2017 - BeccpouHo
Certificate GMP/{ NeDE_BW_01_GMP_2019 0102 from ©1.08.2018/
Ceprucburar GMP NeDE _BW_01_GMP_2018_0102 cr 01.08.2019
Manufacturing License/ NeDE_BW_01_MIA_2013_0033 from 21.03.2013/
NuueHaus Ha NIPOMIBOACTED NeDE_BW_01_MIA_2013_0033 o1 21.03.2013
Strength/Patency 1 tablet contains Silicea D12 250 mg (contains lactose monohydrate) / 1 TaBneTka
Cuna nefAcTBUA/aKTURHOCTE copepxuT Silicea D12 250 mr (cogepxuT Nakrosbl MOHOMMARAT)
i
Specification/Cneundgmnkayun Result /Qakriy.

White or almost white, biplane tablet with facet and
embossment (on the one side ,11" and on the other side
LDHU"YBernsie unu nouty Genvle TabneTku Corresponds/
NAOCKOUUNNHAPUYECKOR (hOPMBI CO CKOWEHHOR KpoMKoW | CooTseTcTeyeT
b W OTTUCKOM (HA ogHOW cTopoHe «DHU», Ha gpyron
_|_cTopone - «11»)

Appearance/BHewHui aug

Tests/Mcnbiranus i

rAverage mass/uniformity of mass/ 260 mg £ 5 % /corresponds/ T " T 259 mglcorreséggdslriq
CpepHas Macca/opAHOPOAHOCTL Maccsl 260 wr + 5 % /cooTs. 259 mricooTeeTCTRYET
j Friability/icTupaemocts ;1 0% 0,2%
. S S
; ; ) Corresponds/
D =
sintegration/PacnagaemocTs B -515 min /< 15 MUuH ) . CooTBeTcTRyeT
Resistance to crushing/YcroluusocTs « 295 Nf> 25 H 65 N/65 H t
pasjasnueaHunio = £ |
| e i 5 - TAMC < 10° CFU/g /OBwee ynucno aapobHsix Bakrepui: <
M ¥
icrobiological examination/ 10° KOE/r- Corresponds™ i
MukpoBuonarmieckoe UcneiTaHue TYMC < 10% CFUW/g /OByee uvcrio rpubos: < 107 KOE/r;

.
Escherichia coli not deteclable in 1 g/ Coovsercrayer.

Escherichia coli e obHapysxupaotere 11

Batch size/KonuuecTBo npenapaTos B cepum 5030 pack./5030 yn. ]
i S _

Date of manufacture/lata npouanogcrea 08/2019

Expiry date/Tonen oo 08/2024 g

Date of release of finished productiflata sbinycka
rOTOBOFO NPOAYKTa

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality controi at the above mentioned site(s} in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the imparting-country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP. / A,
| HUKENOANVCABLUMACS, CBUASTUNLCTEYIO, uTC, ykalaHHas Bsllue WHGOPMaUUa HBNSETCA ACCTOBEPHOA W Tewnoh. 3Ty cepvuol
MPOAYKUMM U3rOTOBUIM (BKNIONEA YNaKoBKY/ MAPKUPOBKY) 1 NPOBENM KOHTPONE B8 KAYECTBA HA BLILEYNZMSHYTOM YUACTKE B MONHOM
COOTBETCTEMN G TpeGosaHnAMU GMP, YCTaHOBNEHHBIMU MECTHLIM PETryNRATOPHEIM OPraHoM, a TAIGKE COTNACHD
COABPHATCH B PErUCTRAUNOHHLIM [l0CBE UMK TOProBOR NMUEH3UN CTPEHBMASIOTOBATENA NNBO WEe CTDaHbLI-IM
| UMNOpTUPOBaHa, nubo B A0Cke creundukayuni Ha NpenapaTt ANA UCCNEAYEMOra NEKaPCTBEHHOIO CPeacTES,
yNaxoeky u aHanu3os BbiN NPOCMOTPEHLI Y YCTaKosneHo cooTeetcTaue GMP. 7.

20.11.2019 i

Lo}

n sted an a batch to batch basis / Bes npobe18HUR NOCEPUHONO KCRLITAHHS

Dr. Joachim Busch / 1-p Moaxum Byw
Head of Quality Control /
Pykosopurens oTaena KOHTPONs Kayectaa .
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