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__TACTPHTON "JP. KIAMH"
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Dr. Gu StavKlelnGmb H & o KG

.-'Cemflcate o of
Analysis -
RS "’Cep'rucbixar auamsy
- Ruality Control
- Konrpons sikacrti

?ro&ﬂct:l fipoayir » =

"'V:.,,'Gastrttolf" «Dr..: Klem» oral drops, 20 ml in bottles with a dropper; 1 i
- bottle in a cardboard box-with labsling In Ukrainian: language’
l'acrpmon «Ap: Knaun»

panni 0panbhi, 1o 20 Mny drakoHax 3

KpanenbHiilielo; no 1 cbnakouy y KapTOHHIm Kopoﬁul 3 MapRyBaHHaM

Manufacturer/ BupoGhuk

, COuntry of manufacturel
- Kpaina-snpoGuuk
Batch No../ Cepia N°

YKPETHCBKOIO MOBTIO
Dr. Gustav Klein; GmbH &-Co, KG Stemenfeld 3 77736 Zell am
s «Harmersbachl Hnd
BN o r‘yC'ras iKnsvn: r M6X & Ko Kr' l.UTaMHEHCbeJ'Ib,q 3 77736 Ueﬂﬂh am
. XapmepcBax : i :
: ;Germany/Hlmewmua

32401 032

~ ‘Reglstration nuniber of cemflcatel
Peecrpauiiinmii Homen: cep'rmdomary

1671

‘Registration certificate: number /-

| UA/8950/01/01 in 22.11.2023

UA18950101/01 dated 22:11. 2023/

Homep peecrpaulllinoro: noc:slnquHﬂ
| Gultigkeitsdauer / Ctpox Al :

-| Valid:unlimited / 6eserpokoso

| Certlficate GMP 1~
‘| Cepruchikar GMP

Manufacturing L:censel :
Niersia Ha BUPOBHULTES

| NeDEBW:.01._GMP_2023. | 0017 dated 06 02 2023
| NeDE “BW_ /.01 GMP_2023_0017 8ia 06.02.2023 '
I DE BW 01_MIA_; 2023 0014 Dr Gusta\/ Klem GmbH &Co KG

dated 06,02 2023
DE_BW.01; MIA 2023 0014 Dr Gustav Kleln GmbH &Co KG Big.
06.02.2023 :

Active substances/
Hitoui peuosiHn

¥ excrpalkr 3 Tpaeu ssipobolo ripogipsianeHoro. (Hypericil herba) (0,5:1)
| (ekcTparent: éTanon -50-% (06/06)) = 1 5 MJ"!

| 100.ml of the preparatlon contams

Smlr
| fluid:  Ethanol 40 % (VAV)) - 15 ml/ Extract of Angelica root DER
; (Angelxcae radix) (0,5 1)
. |Extract of Blessed thistle herb DER (Chici ben. herba) (0,5 : 1)
o (extractuon fluid: Ethanol 40 % (V) = 5.ml/- Extract of Wormwood

~| 5 mll Extra
| (extraction fluid: ‘Ethanol 60.-% (V/V)) ~15 ml/
- 100mn npenapary micTsre:

| plakuii exctpakr 3 TpaBy neperady rycadoro (Ansermae herba) (0,5:1)
(excrpareHT: eTaHon 40 % {06/06)) —
| pomaLuky nikapebKot- (Matr/carlae flos) (0,6:1) (excrpareHT. eTaron

- eKCTPAKT 3 KOPEHIB mremo '(Angel"ae" rad/x) {0,5:1) (sicrpareHT;
Sl eTanon 40:%
{Kap.qoﬁeuegwcry {Gnicl ben. herba) (0,5:1) (EKCTpal"EHT eTaHon 40 %

Extract of Silverweed herb DER (Ansermae herba) (0,6 : 1) (extraction
fluid: Ethanol 40 % (VIV)) - 35 mi/ Extract of Chamomile flowers DER
(Matricariae flos) (0,5 : 1) (extraction fluid: Ethanol 456 % (VIV)) -

tract of Licorice root DER (quumtfae radix) (0,6 1 1) (extraction

traction fluid: Ethanol 40 % (V/V)) - 5 mi /

DER. (Absmthu herba) (G, 5 1) (extractlon fluid: Ethiariol 40 % (V) -
of St Johin's wort Herb DER (Hypericii erba) (0,5 : 1) |-

35 mn; plgknit ekcrpaiT -3 KalToK

45'% (06/06)) = 20.Mn: piiwi SKCTPAKT 3 KOPEeHIB cononkn (Liquiritiae
rad/x) (0,5 1) (exc*rparem eTaHon 40-% (06/06)) = 15:Mr1;  piaknii

(06/06)j 5 o plakvid ekcTpakr 3 Tpasn

(06/06)) — 5 Mn; pigkuit- eKcTpakT a:TpaBK NonuHy TipKoro. (Absmfh//
herba) (0,5:1). (excrpareHt: ‘eTaHon 40 % (06/06)) ~ 5 M, pinKuil

1 -SPECIFIKAT!ONICHEthbIKALUFl - RESULTAT/:P}'SVHHTAT
Appearance*l3osmmw_u Bnmap. {Clear brown liquid/ - ¢ e ' )
i ; : ﬁpoaopa pf.nm-na mpm,‘ ea «onbopy | corresponds/aignosinae
] Identltyl,qemmq:maum s L B ey A
‘ Garden Angehca extract/ EKCTpalcrs _correspondslsmnoamae __| corresponds/signosigae

Page 1/1




vt
S sy

SR fChamomile Flower extract/ EKchaxcr

3 KBITOK pOMaLLiin (Ph Eur/€sp.
Qapm. 2.2:27)

|- Licorice extract / EKCTpaKT 3 «ope&«m

conepkn (Ph.Eur/Cap, dapm. 2.2 27)

1= Wermwood extract f Excrpakra

TPEBI OAUKY ripkoro (Ph Eur /E:Bp
- Papm, 2.2.27) ;

< Silverweed Cinguefoil extract/
ExcTpakT 8 Tpasu nepcrauy rycsoro.
(Ph.Eur./€ap. Sapm. 2.2.27)

- Extract of St.John'swort / E((c‘rpam' 3
Tpasy 3BipoBiow NpodipasneHoro
(PEur/Cap. dapm. 2.2.27)

- “Cnicus Benedictus extract/ El«:'rpam'

© 3 TpaBn KapaoBeHeauKTy <
(Ph.Eur/Sep. ®apm. 2.2. 29)

Asrero (PhEUr/Cap. Gapm. |

.correspdhds‘j/ainnqja'i, de

| corresponds/sinnosinac

| corresponds/eianosigae

corresponds/amnoamaej' , r B

corresponds/amnosmae7,; :

corrésbonds/ainnoéigée' et

| coffésponds/sianorinae

B "-vcorr‘esbohds/éi,cino'ai;qaé '.

: l--Qéirequn‘ds/a‘i;‘qnoam-ae »

| corresponds/sinnosinae

| corresponds/ainnorinae

, Purity/Mscrora 5 ) P
‘pH-value/snatienns pH (Ph, Eur, 2.2.3) [4,5-6.5 54
~ ‘Dry resnduelexun 3anummc (Ph, BUR e o sar o
| gf,’r"tzeg‘{g) EthanoiBwicr evanony (Fh. | 35 0~ 44,0.% (vIv)  (06./06.)  [s02% wmrosi8)
{ Density/Tycruna O 950 0 990 g/ml (r/mn) L10,881 g/ml (r/rvm)

‘ cbapM 2.2. 27)

. ';'-Giyryrrhlzm acld/l‘nluwpmsmnoaa

 AssaylKinbkicHui smict

- LHemiarin/Tepriapn ( Ph.Eur. /€Bp

- Extract from Chamomne/Euchavcr 3
KkBlTOK pomalLikk-artreqHol ( Phi Eur/
€ep. Dapw. 2,2.27)

wonota ((Ph Eur. /Gap d>apM
2,2.28) :

- Extract from Licorice rOOt/EKOTpaKT 3
KOPEHA ConogKu (Ph Eur. leap
Papm. 2.2.29) :

19,0 21 omi (Mn)moo m! (mn)'{" e

min:1,0 mg/1 00 mll
MlH 1 0 Mr/'l 00 Mn

I min 70,0 mg 00 mi/
| it 70,0 MO0 W

'14,}25'_-“ 1 575 ml k('wih’)hc;o fmi}(m o

2.9 mg (w}H.OO_:ml '('M'fl)‘

1204 m (Mn)/100 il
(Mn)

; é’2-02,’6 mg (MrE100 mi
: f(Mh)

1495 m (Mn)/1 oo mi
|t

Filling volume 10d%m HaHOBHeNHﬂ

1204 =210 wn (onaon20mmy

56,1 =271.0 mil (bolie of 20 ml)/ o

[T
L.corresponds/sianosigae

' 'Mlcroblologlcal Punty** (Ph. Eur. 6.1.8

category B, 2.6,12,2.6.18,2.:6.31)] -
Miupoﬁlonorl'-ma memra** (€Bp. <DapM

518«aTerop|nB 28642, 2613 2631)

CIKYOan ; i
| BarankHa. l<IJ‘leIC-‘rb rpw6na (TYMC) He
| Binblue 102 KYO/MA ;

| TonepanTHIuX 5o )KOBHI rpaMHeraTMsHMx i

TAMC < 104CFU/mI =

[ TYMC s 102CFU/ml ' o
' Bile-tolerant gram—negatlve bactena not

more than 102 CFEU/mi

| Salmonella is absent in 256 mi
| Escherichia coli
{BaraneHa

MiKpOOpI‘aHisMIB (TAMC)' He :

o Bakrepiin He Girblue 102KYO/Mn |

o mecyTHIGTb Salmonella 8:25'mMA

5 dbsent in 1 mI/ o #

correSpondslai.q'nosinae

‘ %BmcyTHic'rb Eschenchla coh B 1 Mn
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 [Dose and unfformity of dosing of drop:

for oral administration (Ph. Eur,
.| monograph “Liquid preparation for oral:
sy e L ;
{fosa i ogHopigkicTs nosyBaHHs kpanerb
- |Bns opanbHoro: 3acTocyBaHHS (£8p. 3
- | Papm. moHorpadia «Pigki npenaparty | Lo
(ATLOREIIEIDND saoyeRnns). |coriesponds/sinnosipas|

) 03 Oﬁem P
Bic Ha (]

| BATCH.SIZE / POBMIP CEPIT .~ ; : A 127388 pack. /oy,
MANUFACTURE DATETAATA -7 0 L ain s o 21.12.2023

| . BUPOBHULITBA : s Ay gl B T ‘
LEXPIRY DATE/ NPUAATHUNA.BO

Date of release of finished product / Jara | -

BUNYCKY.TOTOBOTO NpOAYKTY |
* {urbidity-and flocculation, which is ebserved in fo
reduce the:effectiveness of these produsts/ nomyr
Ha POCHHHIA OCHOBI; HE:BUKNUKAIOTS HETATUBHYX 6
**every fiftvbatch Is checked/ goenimxenns fiposog

112028 |
ed herpal basls not cause adverse'effects,
Wo cnocrepiraeTbes & paraX, npur

| hereby:certify that the above information Is:atitheritic and accurate: This baich of product has been manufastuied, including F e v
packaging/labeling and quality conitrol at'the above mentionet site(s)dn full compliarice with the GMPirequirements of the local:Regulatory
Autharity and'with the specifications In'the:Matketing Authorization:of the importing country or product:sper tion file for lnvéstigational
Medicinal Products, Tha bateh procéssing, packaging and analysis recordswere reviewed -and folnd to'be in compliance with GMP. 1 -
| A wo-HmicIe DiAnucascs,; MATREPAXKYIC, o, Braaaia BuLie iHdopmalln € JocTosiphoin IProuHoln: Lo cephio npopykuil-BUroToRunit :
(Biniovatoun Yriakosky/ MapRyBaRHA) Ta ApOBe KOHTPONG i aKoeTl Ha BuLIGStanaHIlk Akl B:noE} 4 BIANOBIAROCT! 3 BrMOramy GMP,
| BeTaHoBneHM MiCUeBUM DBTYNATOPHYM OPFaHOM, & TAKOK BIRNIOBIAHO A0 CRELUDIRALIT, Lo MicTTEeR B peccTpaLinomMy Bocke 260
“roprosit nluexsly kpalHu-BupoBHWKE 460 3 KpaTHU-IMNOpTOPE; k6 CrisUndhikaliii fa ripenapar gnst
| focsiakyEanoro nikapekkero:sacaby. NPOTOKoNY BUPOGH Hyri Ta Boranosneno Blanosliiciy GMP: |-

» S alified
A d i e e e s
CTREER MM DrGustwKlenGubH&Cokg ~ BeramPeters
v & , Rt ‘Stelnenfold 377736 Zell amy Hamarsl, - 0 €T :; Lo
Postlich 1165~ 77732 Zell am Harmarsh, e (2 tsy

Tol. 073563550 - Fax O7835-534685.

Datum /flata Person / YnoBHosaera
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JAEPKABHA CJIYIKBA 3 JIKAPCHKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npos. Haaii Crirnuunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon EIPTIOY 37079055

BUCHOBOK
npo AKiCTH BBE3EHOrO B Ykpainy aikapcbKroro 3acoly

13.01.2025 Ne 810/25/26

CACTPUTOJ "AP. KJISIAH"
(nafiMelyBnakng Tikapepkoro 3acoBy 3rinno 3 peccrpauiﬁ’num NOCRIAMEHHAM)
Kpani opansui; no 20 ma y Quakoni3 KpanesbIHLeIo; no 1 pnawkony y KaprouHii
wopodui
(popma pumycky, A3y BRI, B NAKY BaRti HKAPCHROTO 3acoby)

Howep peecTpaniftHoro roceindeH1s UA/8950/01/01 crpox aif peectpauifinoro nocaipuenns HEOOMENEHIH

Cepis JiKapcbKoro 3acoBy  Kinbkicts BBE3EHOrO NKApCLKOro saco6y 12000

Ne 2410025
BupobHmK Ip. Pycras Ksin MGX & Ko. K[, HiMeuunHa

(nafmenyBanis BHPOGHUKA AiKAPCHKOTO aacoBy, kpaiHa TIOXOMKEHHS)
Bseseno B Vkpainy [pusaTiie aKUiONCpHE TopapucTso HATYP®OAPM", inent. xoa:

24930169
(naiimenynanits T3 Koo 38 capnoy 10pHAHUIOT ocoGu aGo npisprlle, M8, o Bathioni (iznsnol
ocobl - nianpremua, i micue pOIABAINS TR peecrpauifinmii oMep oGAiKOBOT KAPTKH ANATHUKA

Jonarkin a6o cepis Ta HoMEp nacnopTa)

FIpoToKon Bi3yAILHOIO KOHTPOIO nin 13.01.2025 M 4196/8.

3a  pesyanTaTAMW  ACPKABHOTO KOWTPOMO  BCTAHOBNEHO, WO nixapcbkuii  3aciG  BBE3CHO B Yipainy 3
JOTPUMAMHSIM BuMOT 3aKOHOAABCTRA OO 3abe3neHenHa axcocTi NKARCBKUX zacobin.
s,
AT ARCOEIE
s .:N\Z& L0415 5 —,
QCO.\ Lot HHy x‘,’JI AN
7SR PR
T, e ©
HauansHj ;> v o /i Mukosna XOJIOJEHKO

&l
(nocanok (ininiany Ta rpisnaiLe)

nepHaD t(‘.-: (ninnuc)

¥ /’/ \.;{33 /5
& Lo
a\t\*}

N )
Sy
""‘7:-?.:;{11‘:\.__.”/” \% s




Dr. Gustav Klein GmbH & Co. KG

Certificate of
Analysis

CepTudpikar aHaniay
Quality Control
KoHTposnb siKkocTi

Product / NMpogyxkr

Manufacturer/ Bupo6Huk

Country of manufacture/
Kpaina-Bupo6Huk
Batch No. / Cepisi Ne,

Gastritol® «Dr. Klein», oral drops, 20 ml in bottles with a dropper; 1
bottle in a cardboard box with labeling in Ukrainian language/
Factpuron «fp. Knsiin», kpanni opansHi, no 20 mn y dnakoHax 8
kpanenbHuyero;, no 1 nakoHy y KapTOHHIA kopobLi 3 mMapKyBaHHSM
YKPETHCEKO MOBOIO

Dr. Gustav Klein GmbH & Co. KG, Steinenfeld 3, 77736 Zell am
Harmersbach /

[p. N'yctas Knsand 'mbX & Ko, KT, Ltaitkendenss 3, 77736 Uenns am
XapwmepcBax

Germany / HimeuunHa

2410025

Registration number of certificate/
PeectpauifiHuili Homep ceprTudikary

12188

Registration certificate number /
Homep peecTpauiiHoro nocsigueHHs

UA/8950/01/01 dated 22.11.2023 /
UA/8950/01/01 Big 22.11.2023

Gultigkeitsdauer / Ctpox aii

Valid unlimited / 6escrpokoso

Certificate GMP /
Ceptudikat GMP
Manufacturing License/
JliueHsia Ha BupoBHUUTBO

Ne DE_BW_01_GMP_2023_0017 dated 06.02.2023

Ne DE_BW_01_GMP_2023_0017 sin 06.02.2023
DE_BW_01_MIA_2023_0014_Dr. Gustav Klein GmbH & Co. KG
dated 06.02.2023/

DE_BW_01_MIA_2023_0014_Dr. Gustav Klein GmbH & Co. KG Bia
06.02.2023

Active substances/
[Litoui peyoBuHm

100 ml of the preparation contains:

Extract of Silverweed herb DER (Anserinae herba) (0,5 : 1) (extraction
fluid: Ethanol 40 % (V/V)) - 35 ml/ Extract of Chamomile flowers DER
(Matricariae flos) (0,5 : 1) (extraction fluid: Ethanol 45 % (V/V)) - 20
ml/ Extract of Licorice root DER (Liquiritiae radix) (0,5 : 1) (extraction
fluid: Ethanol 40 % (V/V)) - 15 ml/ Extract of Angelica root DER
(Angelicae radix) (0,5 : 1) (extraction fluid: Ethanol 40 % (V/V)) -5 ml/
Extract of Blessed thistle herb DER (Cnici ben. herba) (0,5 : 1)
(extraction fluid: Ethanol 40 % (V/V)) - § ml/ Extract of Wormwood
DER (Absinthii herba) (0,5 : 1) (extraction fiuid: Ethanol 40 % (V/V)) -
5 ml/ Extract of St. John's wort herb DER (Hypericii herba) (0,5 . 1)
(extraction fluid: Ethanol 50 % (V/V)) -~ 15 ml/

100 mn npenapary mMicTATb:

piaKni excTpakT 3 Tpasu nepcrauvy rycsdoro (Anserinae herba) (0,5:1)
(excrparenT: eTanon 40 % (06/06)) — 35 mn; pigkull eKCTPaKT 3 KBiTOK
pomalukv nikapcekoi (Matricariae flos) (0,5:1) (ekcTpareHT: eTaHon
45 % (06/06)) — 20 mn; piakuiA ekcTpakT 3 KopeHis cononxu (Liguiritiae
radix) (0,5:1) (excrparenT: eraHon 40 % (06/06)) ~ 15 mn; pigkuit
eKcTpakT 3 kopedis psrerio (Angelicae radix) (0,5:1) (exkctparent:
etanon 40 % (06/06)) — 5wmn; piokuit  exkcTtpakTt 3 Tpaswu
kappoSenenunkty (Cnici ben. herba) (0,5:1) (excrparenT: etaHon 40 %
(06/06)) — 5 mn; pigknit ekcTpakT 3 Tpasu nonwnHy ripkoro (Absinthii
herba) (0,5:1) (excrparenT: eravon 40 % (06/06)) — 5 wmn; piakuii
excTpakT 3 Tpaswu 3sipoboto npoaipasneHoro (Hypericii herba) (0,5:1)
(ekctparenT: etanon 50 % (06/06)) — 15 mn

SPECIFIKATION / CNEUN®DIKALIA RESULTAT / PY3YNbTAT

Appearance*/3oBHiWHiI# BUrnsia*

Clear brown liquid/

[1posopa pianHa KOpUYHEBOro KOSIbOpY eomrespondsisigrosiae

IdentityloeHTudikauis

- Garden Angelica extract / ExkcTpakT 38 | corresponds/signosinae corresponds/signosigae

/%t"_ cter ~~ OF Py
f’é)} O ,,,25-"/(%/

-



Dr. Gustav Klein GmbH & Co. KG

Dose and uniformity of dosing of drops The weight of any dose should not deviate
for oral administration (Ph. Eur. by more than (x 10%) from the average
monograph “Liquid preparation for oral mass. The total mass of 10 doses should not
use")/ differ more than (£ 15%) from the nominal
[losa | oaHOPIOHICTb [AO3YBaHHA Kpanens | mass of 10 doses. If necessary, measure
AN OparHoro 3actocysanta (€8p. the total volume of 10 doses. The volume
®apm. motorpadia «Piaki npenapati should not differ by more than (+ 15%) from
[R5 OParibHOro 3aCTOCYBaHHSAY) tlae nominal \'/.olume of 10 doses /. corresponds/eianosizac
aca XoAHOT 403U HE NOBUHHA BIAXUNATUCH
Ginbiue Hixk Ha (£ 10%) Bif cepelHbol macy.
Cymapta maca 10 pfos He noBuHHA
BigpisHsTyca Oinbw HOK Ha (& 15%) BIA
HOMiHanbHOT Mack 10 fos. HAkuwio HeobxiaHo,
BAMIPIOIOTE 3arartbHui o6'em 10 nos. Ob'em
He MoBUHEH BiApPIBHATUCS Binbll HDK Ha (x
15%) Bin HOMiHanbHoro o6'emy 10 nos.
BATCH SIZE / PO3MIP CEPII 46843 pack. / yn.
MANUFACTURE DATE / OATA 23.08.2024
BUPOBHULITBA
EXPIRY DATE / NPUOATHUX [1O 07.2027
Date of release of finished product / [lata :
BUMYCKY TOTOBOFO MPOAYKTY 0 4, NOV. 7024

“turbidity and flocculation, which is observed in formulations prepared herbal basis not cause adverse effects, and do not
reduce the effectiveness of these products/ nOMyTHIHHA i chriokynaLis, Lo CnocTepiraeThea B npenaparax, NPUroTOBNEHUX
Ha POCNUHHIA OCHOBI, HE BUKIINKAIOTb HEratMBHUX eeKTiB | He 3HWKYIOTb eheKTUBHOCTI Uyx npenaparis.

* gvery fifth batch is checked/ [LOGHIAEHHS NPOBOANTLCA Ha KOXHIM & cepi.

[ hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality contro! 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 Importing 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, Wo HmiHe nianucascs, MATBEPANKYIO, WO, BKa3aHa sullie iHhopmaia € KOCTOBIPHOIO | TOHHOIO. Liio cepito npoaykuil BuroTosunu
(BKNONAOHM YNAKOBKY/ MapKyBaHHs) Ta NPoBEnu KOHTPOnb I AKOCT] Ha BULLesragaHii AinbHuLl B NOBHIA signiosigHocTi 3 Bumoramu GMP,
BCTAHOBNEHVMIA MICLIEBUM PETYNATOPHWM 0PraHoMm, @ Takox BiANOBIAHO A0 CRELMAIKALT, O MICTUTHCA B peecTpauiitHoMy Aocke ado
TOprosiit niLeHail kpalru-BpoBHIKa 260 X Kpairu-iMropTepa, AKLO fpoAYKUis iMnopTosaHa, a60 B A0CLE creuudikalin Ha npenapat Ans
AOCTIAKYBAHOIO NIKAPCHKOTO 3acoby. MpoTokonv BupofHnuTBa, YNakoski 18 ananisis 6yN1 nepernaxyTi 1a BCraHoBNeHO BianosigHicTe GMP.

Datum / Bata Qualified Person / YnosHoBaxeHa
ocoba
U k NUV. ZUZ‘ Barbara Peters
' T

Dr. Gustav Klein GmbH & Co. KG \ehoss
Steinenfeld 3 - 77736 Zell am Harmersb.
Postiach 1165 - 77732 Zell am Harmersb.
Tel. 07835-63550 - Fax 07835-634685
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