AEPXKABHA CJIYXEBA 3 JIIKAPChLKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KHEBI
npos. Hanii Caitanunor, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa CAPNIOY 37079055

BUCHOBOK
PO AKICTHL BBE3EHOr0 B Y Kpaiuy AikapcsKoro 3acoby

06.12.2023 | No 62596/23/26

KJIIMAKTOILIAH

{ Hﬂﬁ'\lt!i}’lﬁ!lllﬂ JHRAPCHROTO 3acoby ariina 3 peccrpaiifnns nocani: munmul
TabNeTRH, o 20 Tab1eToR _}’ ﬁ.mc'l Epl‘ no 3 ﬁ.;ucwpu y xapwmnﬂ Kopobui

Homep: peectpauitinoro nocsimaenna UA/13672/01/01 crpox nii pecerpauintoro nocrinnenns HeoBMesxeHui

Cepia nikapchxoro sacaby Ne 2309030 Kisbricrs saeseHoro aikapcnkore sacoby 9600
Bupobunk Jp. ['yeras Knsitn I'm6X & Ko. KI'. Himewunua
(HARAMEIY Bt 1 sHPOBHIKD JTIKUPCLKORO 3aC00Y, KPATHA NOXOLIKEHHA)
Beesero B Vkpaity [IpnBarie aknionepue rosapucreo "HATYPOAPM™, aeHT. Ko
24930169

(uaitsterysanng v koa sa €IPHOY apiy VOI00T T upl e in's. o8y rhkum (izHtaT
‘oeohn - nlanpuesim, 7 sicie H]‘li’M\HBHHHH Fa peecrpattiAanil nomep o0RQBOT KAPTKH ILTRYHHKA
nortkis alo cepls Ta lomep nactiopTa)

[poTakon sisyannkoro kowrpeno sin 06,12.2023 N: 3866/3.

_’nnmu KOHTPOIIO  BCTAHORNEHO. 1O MiKapehRHil tacil  sseseso 8 Yipamy 3

NABCTBA 00 3a0EINCHE A ARQCTI JIIdeL Bis.

F ﬁ'qﬂmm‘i (nianuci Cinintiam i npuunmut
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Certificate of Analysis
Ceprudikar aHaniay

Quality Control
KoHTponb sikocTi

Produkt / Mpoayxkr | Klimaktoplan®, tablets, 20 tablets in blister; 3 blisters in carton box with the labeling in
Ukrainian and Latin / Knimaxrorinan, Tabnerkn, no 20 Tabnerok y 6Gnicrepi, no 3
GnicTepu y xkapToxHIi kopabiti a MapKyBaHHAM YKPaTHCLKOIO Ta NaTHHCHKOK MOBaMU

Manufacturer/ Dr. Gustav Klein GmbH & Co. KG Steinenfeld 3, 77736 Zell am Harmersbach /
BrpobHux Bp. MNycras Knaigk Mi6X & Ko. K™ Ulrainendenss 3, 77736 Lienne am XapmepcGax
Country of manufacture/ Germany / Himeuuuna

Kpaiha-Bupo6Huk _

Batch No. / Cepin Ne 2309030

Number of the Certificate / 11395

PéecTpauiittnin HoMep cepmdpikaTy _

Number of the Certificate/ UA/13672/01/01

HoMep peecTpauiiHoro nocalgueHHn ; :

Validity period / Cpox aevictauns from 03.04.2019 for unlimited term / sig 03.04.2019 6eacTpokoso =
Certificate GMP / ' { Ne DE_BW 01_GMP_2023_0017 dated 06.02.2023

Ceprudiikat GMP Ne DE_BW_01_GMP_2023_0017 sig 06.02.2023 :

Manufacturing License/ Ne DE_BW 01_MIA_2023 0014 Dr. Gustay Klein GmbH & Co, KG dated 06.02.2023
Nliyensia Ha supobHULTBO . Ne DE BW 01_MIA 2023 0014 Dr. Gustav Klein GmbH & Co. KG elg 06.02.2023

Active ingredients /

Aoyl ‘_PB‘*OB"HH Mr, Ignatia D3 25,00 mr; Sanguinaria D6 25,00 mr

1 tablet contains: Cimicifuga D2 25.00 mg; Sepia D2 25.00 mg; Ignatia D3 25.00 mg;
Sanguinaria D6 25.00 mg / 1 raGnerka mMictuTs: Cimicifuga D2 25,00 mr; Sepia D2 25,00

deviate from the average mass by more than 5 %
and none deviates 10 % from the average / He
OinbLue 2 IvamsigyansHux mac BIAXUNAKDTLCA Big
cepenHeLol Macu Binslue Hix Ha § %. oaHa
iHavBiayankHa maca He BiaxunaeTscs Glnslue Hix Ha
10 % Big cepepHLOf Mmacu :

e R R S aeH SCnegudikagine: = T e T S Rasulf DAy,
Grey, biplane tablet with facet , occasionally slightly
Appearance / Onuc speckled / cipl, ABonnOMHHI TAGNETI 3] CKOLISHIM corresponds / signorinae
KpaeM, iHoal anerka nnaMucri :
Identification / laenTndikayis '
Sepia L corresponds / Bignosinae : comresponds/ signoeigac
Average mass / Cepeans Maca e ' 250.0 mg + 12.5 mg / 250,0 mr + 12,6 mr 250.8 mg / mr
Uniformity of mass / OgnopigHicts macy | That not more than 2 of the individual masses

corresponds / signopinae

Deslintegration !'Pbsna.anHa ~ |<15min/<15 XB

3min/xe

Friability / CruparicTs : =10%/<10%

<1.0%

Resistance to crushing / Crikicrs file) pha_.;ﬁamnnanﬂﬂ 225N/225H

corresponds / al,tin_nﬂmas

Ph. Eur., 5.1.4/ €pp. ®apm. 5.1.4.,
TAMC < 10° CFU/g; |
TYMC = 102 CFU/g

: Escherlchea coll — absentin 1 g /
Microbiological purity / Mikpo6lonoriusa unetora Sar;;nbua'uucnn aepoBHuX, Mikpoopratiamis:
S10°KYO/r;
3aranbHe uncno gphraXosux Ta nniceHeBux
rpubiB: 5 102KYO/ r!
Escherichia coll — ve gonyckactecas 11

corresponds / Blanogrigae

Batch size / KinkklcTs npenapatis & cepli

28555 Pack. / yn. .

1 05.09.2023

Manufacturing date/ [lara BUPOOHULTBA

Expiry date / Mpuaarhni ao : 08.2028 —
Date of release of finished product / HaTa sunycky ' :)_j :
rOTOBOID NPOAYKTY (O3 E At

GMP, ecTaHosneHMn micuesim PErYNRTOPHIM OpraHom, a TakoX BiANOBIRHO 40 cneuudiraLil, Wo MicTuTsc

| KPalHi-BpOGHwKa abo X KpalHi-IMnopTepa, AkO NPOAYKLS IMnoproBaxa, ato B focke cneuudikauid Ha npen
| [1poToKkonm snpobunyrea, ynakoski Ta aHanisis Oynu nepernsxyTi Ta BCTaHOBNEHO BignoaigHicrs GMP.,

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labefing and quality
control 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

2 3. 00V, 2023

Date/ laTa Dr : Gustav Klein GmbH & Co, KG Qualified Pef\ifé’/{}jnbu s

e Steinenfeld 3 - 77736 Zell am Harmersh, Barbara Peters
Postfach 1165 - 77732 Zell am Harmersh.
Tel. 07835-63550 - Fax 07835-634685
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