JEPXKIIIKCITYXBA
JEPXABHA CJUIIYKBA 3 JIIKAPCbKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

By Bepesuskiscbka, 29, Kuie, 02098, ten. (044) 295-26-85 Ten. (044) 295-26-82
E-mail: dIs.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOV 37079055

BUCHOBOK

NPO SIKICTh BBE3eHOro B YKpaiHy JIKapchbKoro 3acody

13.06.2022 Ne 22014/22/26

MHABCHH

(nalimenyBanng nikapekkoro 3acoby 3riHO 3 peecTpauiHUM MOCBIAMCHHAM)
Tabaerku no 20 radaerok y 6Jicrepi; no 3 6aicrepn y kaprouuiii kopobui

(dopma sunmycky, A03yBAHHA, BHA NAKYBAHHA JiKapcbkoro 3acody)

Homep peectpauiiinoro nocsiauenna UA/6790/01/01 crpok aii peectpauiiinoro nocsinuesus HEOOMEKEHM I

Cepis nikapcbkoro 3acoby Ne 2202005 KinbkicTs BBE3€HOrO JNikapcskoro 3acoby 7680
Bupo6Huk Jp. I'yerae Knsitn I'm6X & Ko. KI', HimeyunHa
(naiimenysanns BHpoGHHKA Nikapeekoro 3acofy, kpaiHa NoX0KEeHH:R)
Baeseno B Ykpainy IpuBaTne akuionepue Topapucteo "HATYPD®APM", inen. kon:
24930169

(nalimenysanns Ta ko 3a €JIPTIOY opuamusoi ocobu abo npissmiie, iM's, no Gatbkosi GizuyHol
ocoGu - nianpuemus, it Miclie NPOKHBAHHA Ta peccTpauiinui HoMep 06nikoBOT KapTKM niaTHHKA
nonatkis abo cepia Ta HOMEp nacnopTa)
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Dr. Gustav Klein GmbH & Co. KG

Certificate of Analysis
Ceprudpikar aHaniay

Quality Control
KonTtpon sakocTi
Product / Npoayxr Cinnabsin®, tablets, 20 tablets in blister; 3 blisters in carton box with the labeling in
Ukrainian and Latin / Linsa6cun, TabneTku, no 20 Tabnerox y Gnicrepi, no 3 Gnicrepu
¥ KapTOHHIA KopoBUi 3 MapKyBaHHAM YKPaIHCbKOIO Ta NATMHCLKOK MOBAMK
Manufacturer / Dr. Gustav Klein GmbH & Co. KG Steinenfeld 3, 77736 Zell am Harmersbach /
- BupoBHuk Dp. Mycrae Knain Ma6X & Ko. K Wrainendensa 3, 77736 Llenns am Xapmepcbax
Country of manufacture/ Germany / Himedunna
Kpaina-supo6Huk
Batch No. / Cepis Ne 2202005
Number of the Certificate / PeccTpauifiiui 10212
HO ce| ikary
Number of the Registrairion Certificate / Homep | UA/6790/01/01

ecTpauiiiHoro nocsig4yeHHn

Validity Peroid / Ctpok Al

from 09.08.2017 for unlimited term/ sig 09.08.2017 GescTpokoBo

Certificate GMP /
Ceprudpikar GMP
Manufacturing License/
NiyeHsisa Ha supoBHUYTBO

Na DE_BW_01_GMP_2021_0021 from 02.02.2021 till 16.10.2023
Ne DE_BW_01_GMP_2021_0021 ig 02.02.2021 A0 16.10.2023
Ne DE_BW_01_MIA_2021_0010 / DE_BW_01_Dr. Gustav Klein GmbH & Co. KG

Bia 02.02.2021

Active ingredients /

1 tablel contains: Cinnabaris D3 25 mg, Hydrastis D3 25 mg, Kalium

[iroyi peyoBuHn bichromicum D3 26 mg, Echinacea D1 25 mg /
1 Tabnetka mictute: Cinnabaris D3 25 mr, Hydrastis D3 25 wr, Kalium
bichromicum D3 25 mr, Echinacea D1 25 mr
SPECIFICATION / CNELIM®IKALIA RESULT / ®AKTWU4H.
white or almost white, biplane tablet v;‘;h facet,
occasionally slightly speckled / Bini abo maibxe 6ini,
APPEARANCE / ONNG iHKONHM 3 ongea?mu 'refuuuuu Kpankami, ABONNOLHHI corresponds / Blanosiaae
TabneTku 3i CKOLWEHOK KPOMKOH
IDENTIFICATION / INEHTU®IKALLIA
Hydrastis (TLC) / Hydrastis corresponds / signosigae corresponds / Bignosigae
Echinacea (TLC) / Echinacea corresponds / signosigae corresponds / Bignosinae
TESTS / BUNIPOBYBAHHA
Average mass / CepeaHa maca 250,0mg+ 5% /2500 mMr£5% 251,0mg / mr
Uniformity of mass / ogropigHicte macu corresponds / eignosigae corresponds / signosigae
Friability/ Crwpaxicts
Damaged tablets (cracked, dissected, broken) / | corresponds / signosiaae corresponds / sianosipae
MowkoaxeHHA TabneTwu (HagnamaHi,
poaciyeni, anamani)
Loss on weight / Brpata 8 maci <1.0% 0,2 %
Disintegration / PoanagaxHa <15 min/< 15 x8. 3 min / xs.
Resistance to crushing 225N 112N
Crlitkicts g0 ABNKBAHHA =
Microbiological examination / Ph. Eur, , 5.1.4 / €ep. ®apm. 5.1.4. corresponds / Bignosigae
MikpoGlonoriyna yncrora TAMC s 10° CFU/g [ 3arancHe Yncno aepobHux
mikpoopraniamis: < 10° KYO/r
TYMC < 10? CFU/g / 3aranbHe Y4cno APaXoBux Ta
nnicenesux rpubie: < 102 KYOIr
Escherichia coli not detectable in 19
Escherichia coli: He gonyckaeTecae 11
BATC}'H SIZE / KINBKICTEL MNPEMAPATIB B 32.480 pack./ yn
CEPI
MANUFACTURING DATE / 09.12.2021
JOATA BUPOBHWLITBA .
[EXPIRY DATE / IPWAATHWA A0 1172026
Date of release of finished product/ flata AL, 03 2022
BUN rOTOBOrQ Npo,
1 hereby cerlify that the above is authentic and This baich of product has been T d, din ing and quailty contial el the abave mentioned sita(s) in full
y and with he spec L in the ting Auth of tho imp ) countns oo Investgational

complance with the GMP requirements of the local Regulat
F puckaging

acich spacification file for

e b 2222
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06.12.2023

VEKABHA CIYXBA 3 JIKAPCHBKHX 3ACOBIB

"TA KOBTPOJIIO 3A HAPKOTHKAMM y . KHEBT

npos. Haaii Caitnianol, 3; 02099, ven, (044) 205-26-85
E-mait: dls.kyiv@dls.gov.ua, Koa €ZPTIOY 37079055

BHCHOBOK

Npo gKieTh RBEICHOIO B Y KpalRY Aixkapenicoro 3acoly

Ne 62600723726

. IUHABCHH ~

] B Inmh?gymnﬂw AR FacoBy FEANU ¥R CIPRUI UMy HOCHILHCRITAM) = _ _
“rabpericit, 16:30 Tafacror y Baicrepi; no 3 6aicTepn y kapronuiil kopebui

(ORME GUTITCKY, A0y HEIHE, WAL 1Ky k- apesRera saceby) —

Howmep peecrpauitinoro pocainsenys UAMGT90/U1A01 eipox Ali peecrpaiitnero-nocalmmenna HeoBMexsii

Cepin nixapdskoro sacaby N 2310052

BapoSunk

Bueseno e Y kpaity

KismsKies Besexoro fikaposkore yacoby 47440

_Ap. Tyevas Kistin Tm6X & Ko, KI'; Hiventmua _

(HOTERy BUIIA BHPODIHEN THEPCREOrG Ja06Y. KNalHa HONGURCIIS)

[pusarue axuionepre Tosapicrss "HATYPOAPMY, itesr. won:

24930169 _ = — —

CeEatarerts B, 78 RO 1t L LPLIERS toprvinvinied ocodiin S0 Kpiamimic. s, po Sitsen) disisrad

QOB = LLTPWEMILE FF MICKRY IPORHRREHIN Vit POTL1 IV ARLIAT (ISR OBTIEDEOT KUY AR
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IpoTokas visyansnore KenTpome sia 06,12:2023 X 3866/7.
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Dr. Gustav Klein GmbH & Co. KG

Certificate of Analysis
Ceprudikar ananisy
Quality Control
. ____ Konrpons sixocri
Product / Npogyxr Cinnabsin®,; tablets, 20 tablets in blister; 3 blisters in carton box with the labeling in
Ukrainian and Latin / UunaGcur, TabneTku, no 20 TaBneToky Gricrepi, no 3 Gnicrepis
Y KapTOHHIl KOPOBLI 3 MapKyBaHHAM YKPaTHCHKOID T2 NIATUHCLKO MOBaMY
Manufacturer / Dr. Gustav Klein GmbH & Co. KG Steinenfeld 3, 77736 Zell.am Harmersbach /
Bupo6Huk Op. Tycras Krisiin M6X & Ko, KT Uiraiinerdbensys 3, 77736 Lienns am Xapmepc6ax
Country of manufacture/ Germany / Himeuunna
Kpaina-Bnpo6Huk
Batch No. / Cepis Ne _ 2310052 _ _
Number of the Certificate / Peecrpayininuii 11504
Homep ceprudikary
| Number of the Registratrion Certificate / Homep | UA/6780/01/01 )
| peecTpauiiitoro nocsiayeHHs B B}
Validity Peroid / Ctpok ajf from 09.08.2017 for unlimited term/ aig, 09.08.2017 Bescrporkoso j
Certificate-GMP / Ne DE_BW_01_GMP_2023_0017 dated 06.02,2023
Ceptuchikar GMP Ne DE_BW_01_GMP_2023 0017 i 06.02.2023
Manufacturing License/ Ne DE_BW_01_MIA_2023 0014 Dr. Gustav Kiein GmbH & Co. KG dated 06.02.2023
Niuexsia Ha BMEOGH"HTBO Ne DE_BW_O1_MIA_2023_‘0014 Dr. Gustav Klein GmbH & Co. KG 8ip 06.02.2023
Active ingredients / 1 tablet contains: Cinnabaris D3 25 mg, Hydrastis D3 25 mg, Kalium
Ailoui peuoBuKM bichromicum D3 25 mg, Echinacea D1 25 'mg/

1 TaBrietka Micturh: Cinnabaris D3 25 wr, Hydrastis D3 25 mr, Kalium
bichromicum D3 25 mt, Echinacea D1 25 mr

almost white, biplane tablet with facet,
y occasionally slightly speckled:/ Bini abo maiixe Bini, ; . .
APPEARANCE / OnucC iHKonu 3 oxgemguu ‘reF:auuMM Kpankamu, ABOMMOLMHHI corresponds / eignosipae
- TabrieTku 3l CKOLUGHOI KPOMKOID )

IDENTIFICATION / IIEHTUDIKALA i}
Hydrastis (TLC) / Hydrastis i} corresponds / gignomigae corresponds / ignosinae ]
Echinacea (TLC) / Echinacea corresponds / Bignosigae corresponds / Bignosigae
TESTS / BUNIPOGYBAHHA _ ] _ _
Average mass / Cepegs Maca 250.0 mg +5 % /250,0 Mr £5 % 252.0 mg / mr .
Uniformity of mass / ogHopiasicrb macy corresponds /' signosigae corresponds / Bignosigae
Friability/ CtupaticTs )
Damaged tablets (cracked, dissected, broken) / | corresponds / signosigae corresponds / BifnoBigae
Mowkopkerts TabneTky (Hagnamati, .
posciueni, snamani)
Loss on weight / Brpara 8 maci £1.0% } 02%
Disintegration / PoanagaHns B <15min/<15x8. . ~ | 5min/xs.
Resistance to crushing >256N 126 N
CriiikicTs 40 pO3gaBNIOBAHHA ,

| Microbiclogical examination / Ph. Eur. 5.1.4 /€sp. ®apm. 5.1.4. corresponds / eignosizac
MikpobionoriHa uucroTa TAMC < 10? CFU/g / 3aranbhe uncno aepobHux

MikpoopraHismie: < 10% KYO/r

TYMC < 10? CFU/g / 3aranbHe Yicno apbkaKosmux Ta
nnicenesux rpubis; < 102 KYO/r

Escherichia coli not detectablein 1 g

Escherichia coli: He gonyckaetsén 8 1

BAT(_?H SIZE / KINMbKICTh NPEMAPATIB B 47440 pack./ yn
CEPIl _
MANUFACTURING DATE / ' 13.09.2023
JATA BUPOBHULITBA ] - ]
| EXPIRY DATE / TPUOATHUA A0 B} 08.2028
Date of release of finished product / lata 2A M. 122

BUNYCKY roTOBOIO ApOAYKTY _ _
| hereby cedify that the above Informattion Is-authentic and acourate, This bateh of Enodu_u has been manufactured, including packagingﬂal_beling_ and quality. control at the above mentioned site(s] i full
! i ing Adithior: the

compliance with the GMP requirements of the local Regulatory Authority and with th s in the Mi Qg ation country or product specification file for Investigational
Medi Products.. The batch r ing, kaging and. rds were revi 1 and: found to be In compliance with GMP., / { A, wo Huxua r 7, NigTBeL Wo; 8mue
ngp LR € g ip i % Ljio-cepho. npogykyi (srTuouaiaun y/ MapKy i) Ta RONTRONIS 1 AIKOCT] Ha Buluesragamii ANbHUL B noaNii BIANOBIAHOCTI S BUMOrani
GMP, i MICUSBUM P PHYM_Op| ) & Takox aignosiano Ao -cneypdikauli, wo MiSTUTECS B peecTPaLfHOMY Aocke a6 Toprosii i KpaiHy-Buy afio X Kpalku-iMnoprepa,
SKUO TIPOAYRYS iMnopToRans, 860 & pocke enauyvoikaLiil na npenapar ans AOCNIAKYBAHOO NiKBPCLEOTD 3acoby. T| P H{TBa, Ta 4 ‘REGErIFHYT Ta BCTaspRNeHo
Bignesigricts GMP. - ) _ } MCHOW . &
’ * * o
> g \e,
TOKYMEHTIB R
23,40V, 23 Dr. Gustav Klein GmbH & C aQM")
» av e'n 0- KG i3
Date / fiaTa Steinenfeld 3 - 77736 Zell am Harmersb. Qualifie 50N/YNOBHOBAXK! 06a
Postfach 1165 - 77732 Zell am Harmersb, Barbara PR 718155 *
Tel. 07835-63550 - Fax 07835-634685 g 183



http://www.tcpdf.org

