| JEPAUTIKCITY KBA
JEPKABHA CJIYKEBA 3 JIIKAPCBKHX 3ACOEIB
TA KOHTPOJIIO 3A HAPKOTHUKAMM y m. KHEBI

syn. Bepesnixincrka, 29, Kuis, 02098, ten. (044) 295-26-85 ren. (044) 295-26-82
E-mail: dls.kyivi@dls.gov.ua,https://www.dls.gov.ua, Koa COPTIOY 37079055

BHUCHOBOK
Npo AKiCTE BBE3EHOTO B YKpalHy Jikapenkoro 3acoQy

16.12.2022 Nk 55189/22/26

KAJITYM CYJILOYPUKYM CIJIb JOKTOPA IHIQCCJIEPA No6

(afimcnysatin nikapetkoro sacoBy arimie 3 peceTpartifim TOCHIAMeHAN)
TabneTkn no 80 Tataeror y daaxoni; no 1 daakouy 8 xapTouniii Kopo6ui

(dhopma BuIyCKy, A03YBRTINR, HH TTAKY SaNiR nixapekkory 38608y}

Howmep peectpauiitioro nocsiauenns UA/11883/01/01 crpox it peectpauifistoro nocsinuenus HeoOMeKe Mk

Cepina nikapeskoro sacoby Me 0591122 Kiankicty mre3enoro nikapesrore sacalby 360
Hottue Xomeonati-Yuion JIXY-Apunaiimitrens TM6X & Ko, KT,
Brpobuuk .
Himeguuna
{HafimeHy RaHHg BHPOGHIKR HKApCLROIO 38cpy, Kpaina TOXOLKCHIN)
Bseseno B Vipainy Ipuparue aknionepne Tosapucrso "HATYPOAPM, inenr. xon:

24930169

{rafimenysania ko 30 C/IPMIOY lopranol ooy ale nphmuwe, iM's, no Sarukaui (hisuunoi
ocol « NLTPHCMIL, T MicLe apoAHBRnN Ta pecerpanl i nosmep olaikonol kapTky Dnariuxa
noaarkis ao cepin 1a.Homep: imenopra)

3a PE3ynbTATAMH  AEPNABHOIO  KONTPOMO  BCTAHORNEHO, 10  AikapokkdH  3aci6  wpedeno Yxpainy 2
AOTPHMAHHAM suMor 3aK0I0AABCTRA WOL0 3aBe3taueHIs k06T Aixapeskux sncobia,
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Murona XOJONEHKO

{rinmmae) (iuitdany Ta npizng)
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Gesundheit erfahren.

Karisruhe / Kapricpye, 30.11,2022

| Product ! Mpoayxr

Kalium suifuricum Salt of D, Scht_fessier No. § {tablets, 80 tablets in vial,
1 vial in carton box with labeling in Ukrainian); Karfiym CYNLYpUKy M
¢inL fokropa Wrocenepa Ne 6 {rabnetkw, no 86 Tabnerok y hnaxoni, no

Manufacturer / BupobHuk

1 thnaxoHy y Kaprousii KOpoGui 3 MapxysaHinm YrpalHCLKoH MoBOI0)
Deutsche Homoeopathie-Union DHU-Arznelmittel GmbH & Co.KG.
Ottostr. 24, 76227 Karlsruhe { oiye Xomeonarl-Yrion nxy-
ApuHaiimiTrens MMEX & Ko. KT Orvowrp. 24, 76227 Kapncpye

Country of manufacture/ Kpaiha-eupobHuk

Germany / Himewuwnha

Batch No. / Cepin Ne

0591122

Certificate Registration Number
Homep peccrpauiiinoro NOCBIANEeHHA

UA11883/01/01 from 10.08.2016 urfimited
UA/11883/01/01 sin 19.08.2016 Beactpokoso

Certificate GMP / NQDE_BW_O1__‘GMP_2019_0102 from 01.08.2019
Ceptuddikar GMP NeDE_BW_01_GMP_2019_0102 Big 01.08.2019
— Manufacturing License/ NMiyensia Ha | NeDE BW 01_MIA_201 9_0091 from 23.10.2019
Bupobuuurao NeDE_BW 01_MIA 2019 0091 Big 23.10.2018
Strength / Potency 1 tablet contains: Kalium sulfuricum D6 250 mg {contains lactose

Cuna gii / akrueHicT

monchydrate) { 1 vaBnaTka mictiTs Kalium sulfuricum D6 250 mr
(MicTUTE Naxroan MoHorigpar)

. Result
Specification / Creuudhikavis {PeayniTar
White or almost white, biplane tablet with faoat
and embossment (on the one side +6" and on the
s other side ,DHU") } Bini aBo mMaxe Gini Corresponds /
Appearance / 3oawiwnii sunag TabneTkun nRocKoLMNiBApKUYHOT hopmu al Bignosigas

CKOUIeHUM KpaEM Ta BinGuTKoM (Ha ogHiit
cTopoHi «DiHU», Ha i CTOPOHI — «6n)

Tests / Bunpoﬁyaa“u H$t

Average mass / Uniformity of mass /
Cepenns maca / OaHopiakicTs Mmacu

260 mg + 5 % / corresponds /
260 mr +5 % / pignosipae

258 mg fcorresp.
256 mr / signos.

BUNYCKY FOTOBOTO NpoayxTy

Friability / CtupanicTs £1.0% 0.3%

g ; , Corresponds/
Elsintegration / Posnanauus s15min/ <15 xe Bianosinae
Resistance to crushing / CrifkicTe Bo

0313BNIOBAHHA 226N/225H TON/70H
TAMC < 10° CFU/g / 3aranshe uucno aepobHux
Microbiological examination I MikpoBionoriuse Gaxrepiit; < 10° KOE/F _ comrasponds® /
BUNPOGYBAHHS TYMC = 107 CFU/g / 3aranske unerio rpubie: s 102 S
KGE/r Bianosigac*
Escherichia coli not detectable in 1 of
Escherichia coli He susenaoThen & 1 ks
‘ : 5000 pack, /
Batch size / Poamip cepil 5000 yn.
Date of manufacture / fAara Bupo6uuyTRa 0472022
Expiry date / MpuaaThusi aoc 04/2027
Date of release of finished product f Aara 14.41.2022

compliance with the GMP requl

of the locel R

et MUTRE, JNSKOBKY TR aHamrlay Gyru nepest
* not igsted on @ batch to batch basis fBean

Busch Al-p Moaxim By
Head of Quality Contral /
Kepisruk sinniny KOHTPOIMO AKOCT]

Fhereby certity thal the above infamatlen is authentic and accurale, This batch of product has baen mancs: ncluging gl g ar

¥ Authority and with the specifications In the Markeling Authorization of the Imporing:country ef product specification e far
Investigational Madlginal Pioduets, The baich Procassing, packaging and analysls recerds wara reviewad and found t be in comgphance wilh GMP. 7 Ljum

lutpopmayta senaeTica AOCTOBINHOR! TA TOMHO, Hada capin npogyrty Syna BUTTORNAHE, BIIINMAKYI W MAPKYBAHMS TH TH (B3
BlanoklghocTi 3 Bimvoramn GMP, Borasoanerimm micymaum parymirroprn OPraHon, & Tamox y BigfosinHocTi 4l creuvdiKaimmy, NOTPEMICTATICA & PascTRautidoMy Anche Ipainv-lMnoprepa.
Np poBHLTeG & pasipou) T2 ecranoenens Tx ol C 5

poBeHREA NOCEPIEHOrO BARPOOyRaKkn

and quality control at the abova mentioned site{s} in full

ad,

R OEATRERANYIO, Wo BKiesXmana
AncT], Ha ovpoBMiia ginkkmg y noznic

py
AnosigHicT, GASP,

PHLE-Arznatmit
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