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Certificate of
Analysis

Ceptudikar ananisy
Quality Control
Konrpons sikoeTi

Product / Mpoaykr Gastritol® «Dr. Klein», oral drops, 50 ml in botlles with a dropper; 1
botile in a cardboard box with labeling in Ukrainian language/
Facrpuron «Hp. Knsiih», kpanni opanshi, no 50 MmN Y hhakoHax 3
Kpanenbhutiero; no 1 diiakoHy y KapToHHi kopobui 3 mapkysaHHsm
YKpalHChiol MoBoIo

Manufacturer/ Bupo6nuk Dr. Gustav Kiein GmbH & Co. KG, Steinenfeld 3, 77736 Zeli am
Harmersbach /
Ap. Fycrae Knsith MmGX & Ko. Kr, Wraithendensy 3, 77736 Lennk am

XapmepcBax
Country of manufacture/ Germany / Himevyuuna
Kpaisa-supoBrHuk
Batch No. / Cepin Ne. 2401014
Registration number of certificates 11670

Peectpauiiinui Homep cepTudirary

Registration certificate nomber /
Homep pesctpauiiitoro nocsisYeHHs

UA/8950/01/01 dated 22.11.2023 7
UA/8950/01/01 Big 22.11.2023

Gliltigkeitsdaver / CTpok air

Valid unlimited / Bescrpokoro

Certificate GMP /
Ceprucpikar GMP
Manufacturing Licenses
JliteHsisa Ha BUROBHWULTEO

Ne DE_BW_01_GMP__2023_001 7 dated 06.02.2023
Ne DE_BW_01_GMP_2023 0017 Bin 08.02.2023
DE_BW__O'I_MIA_ZOZS__OO14__Dr. Gustav Klein GmbH & Co. KG
dated 06.02.2023/

DE_BW__01_MEA__2023_0014__Dr. Gustav Klein GmbH & Co. KG Big

06.02.2023

Aclive substances /
Aioui pevosuny

100 ml of the preparation contains:

Extract of Silverweed herb DER (Anserinae herba) (0,5 : 1) (extraction
fluid: Ethanol 40 % (VIV)) - 35 mlf Extract of Chamomile flowers DER
(Matricariae fios) (0,5 : 1) (extraction fluid: Ethanol 45 % (VIV} - 20
ml/ Extract of Licorice root DER (Liguiritiae radix) (0,5 : 1) (exiraction
fluid: Ethanol 40 % (VIV)) - 15 mif Extract of Angelica root DER
{(Angelicae radix) (0,5 : 1) (extraction fluid; Ethano! 40 % (V) -5 ml/
Extract of Blessed thistle herb DER (Cnici ben. herba) (0,5 : 1)
(extraction fivid: Ethanol 40 % (V/V}) - B mif Exiract of Wormwood
DER (Absinthii herba) (0,5 : 1) (extraction fluid: Ethanol 40 % (VIVY) -
S ml/ Extract of St. John's wort herb DER (Hypericii herba) (0,5 : 1 )
{extraction fiuld: Ethanol 50 % VIV —15mi/

100 mn npenapary micrats:

piakuii ekcTpakT 3 Tpasw flepcTavy rycaqoro (Anserinae herba) (0,5:1)
(exctpareHT: eTanon 40 % (06/0B)) — 35 mn; pigkuit EKCTpaKT 3 KaiToK
PoMalLku nikapobkoi (Matricariae flos) (0,5:1) (excrparenT: eTanon
45 % (06/06)) — 20 mn; PiAKWE ekcTpaKkT 3 kopeHis conogiy (Liquiritiae
radix) (0,5:1} (excvpareHT: eraHon 40 % (06/06)) ~ 15 mm; piakmii
BICTPaKT 3 kopeHie Asremo {Angeficae radix) (0,5:1) (ekcrparenr:
erakon 40 % (o6/o6)) -~ 5§ MIT,  DiAKNA  ekcTpakr 3 Tpasu
kapfoBenegwiay (Cnici ben. herba) (0,5:1) (ekcrparenT: eTaqon 40 %
(06/08)) — 5 mn; pigkuii CKCTPAKT 3 TPaBM MONWHY ripkoro (Absinthii
herba) (0,5:1) (excTparenT: eraHon 40 % (06/06)) — 5 ma; pigxut
EKCTPaKT 3 Tpaeu 3BipoGol ripogipasneHoro (Hypericii herba) (0,5:1)
(excTparenT: etavon 50 % (06/08)) — 15 mn

SPECIFIKATION / CTHELNDIKALNA RESULTAT/ PYSYSIETAT

Appearance*/30BRimHIA BUrNaa*

Clear brown liquids

Nposopa pinuba kopuuxesoro Konbopy corresponds/eianonisae

ldentitylaenTudikayis
- _ Garden Angelica extract / EkcTpanr 3

corresponds/einnosinae corresponds/sianosinae
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KopeHs gareno (Fh.Eur./Cep. Capm.
2.2.27)

- Ghamomile Flower extract / Excrpakr
3 KBITOK pOMaLLIKK {Ph.Eur./€ap.
Dapm. 2.2.27)

- Licorice extract / Ekcrparr 3 KopeHs
conogin (Ph.Eur./Cep. dapm. 2.2.27)

- Wormwood extract / Excrpakr 3
TpaBW fonuHy ripkoro (Ph.Eur./Cep.
dapm. 2.2.27)

- Silverweed Cinquefoil extract /
EkcypakT 2 Tpasy nepcravy rycadoro
(Ph.Eur./€sp. dapm. 2.2.27)

- Exiract of St.John'swort / EKkcTpakr 3
Tpaew 3eipoGoto npoaipserieHoro
{(Ph.Eur./€ep. dapm. 22.27)

- Cnicus Benedictus extract / Excrparr
3 Tpasu KappoBenenuicry
(Ph.Eur./Csp. dapm. 2.2.29)

corresponds/signosinae

corresponds/signorigas

corresponds/Bignosigas

corresponds/Bignosigae

corresponds/signosinas

corresponds/signosigas

corresponds/eignosinae

corresponds/eignoaifgae

corresponds/eigneosigae

corresponds/eianosinac

corresponds/eignosigae

corresponds/signasinac

Purity/MuctoTa

pH-value/anavenus pH (Ph. Eur. 2.2.3)

45-6,5

54

Dry residue/Cyxuif sanumon {Ph. Eur.
2.8.18)

5,0~10,0%

8,7 %

Content of Ethanol/BmicT eTadony (Ph,
Eur. 2.9.10)

36,0 - 44,0 % (viv)/ (05./06.)

39,2 % (viv) / (06./06.)

Density/FvcTuna

0,950 — 0,990 g/mi {r/mn)

0,981 g/ml (rfmn)

Assay/KinbKicHui BMicT
- Herniarin/Tepxiapu ( Ph.Eur./Cap.
dapm. 2.2.27)

- Exfract from Chamomile/ExkcrpakT 3
KSITOK DOMALUKK anTeyHoT ( Ph.Eur./
€8p. ®apm, 2.2.27)

- Glycyrrhizic acid/l™ TiuMpranHosa
kicnota ( Ph.Eur./Eep. ®apm.
2.2.29)

- Extract from Licorice root/ExerpaKT 3
kopets cononku ( Ph.Eur./Eep.
dapm. 2.2.29)

min 1,0 mg/100 ml/
MiH. 1,0 MI/100 Mn

19,0 - 21,0 ml (Mn)/100 mi {mn).

min 70,0 mg 1100 mi /
MiH. 70,0 mr/100 mn

14,25 - 15,75 mi (mn)/100 mi (M)

2,9 mg (mr)/100 ml (M)

20,4 ml (Mr}100 mil
(mar)

202,8 mg (mr)/100 ml
{mm)

14,95 ml (Mn)/100 ml
(v

Filling volume / OB%em HanoBHeHuHs

50,1 - 51,0 ml (bottle of 50 mi)/
50,1~ 51,0 mit (chrakod 50 wmn)/

£0,6 ml (mn)
corresponds/Bignosigae

Microbiological Purity™ (Ph. Eur. 5.1.8
category B, 2.6.12, 2.6.13, 2.6.31¥
MikpoGionoriuxa uncrora™* {EBp. dapm.
5.1.8 xareropia B, 2.6.12, 2.6.13,2.6.31)

TAMC = 104 CFU/m!

TYMC = 102 CFU/mi

Bile-tolerant gram-negative bacteria not
more than 102 CFU/m)|

Salmonella is absent in 25 mi

Escherichia coli is absentin 1 m(/

3aransHa #inbKicTh aepodHMx
MiKpoopramiamie (TAMC) He 6inbwel0s
KYOimn

3araneHa  KinbKicTL
Sinblwe102 KYO/mn
TorepaHTHUX 40 oBui rpamMHeraTuBHux
Gakrepitt He Binblue 102 KYO/n

BigcyrHlcre Salmonella s 25 mn

BigcyTHicTe Escherichia colie 1 mn

Fpubis  (TYMC) e

corresponds/eignosinae
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Dose and uniformity of dosing of drops
for oral administration (Ph. Eur.
monograph "Liquid preparation for oral
use")/

Bosa i ogHopigHicTs gosysanus Kparens
ANA 0panLHOro 3acTocysaHHs (Esp,
Papm. MoHorpadis «Pigxi npenaparu
ANA OPANEHOro 3acTocyBaHHA»)

The weight of any dose shauld not deviaia
by more than (£ 10%) from the average
mass. The total mass of 10 doses should not
differ more than (x 15%) from the nominal
mass of 10 doses. If necessary, measure
the total volume of 10 doses. The volume
should not differ by more than (+ 1 5%) from
the nominal volume of 10 doses /

Maca xofHol 0311 He noBUHHA BigXuUNaTUCS
Ginblue Hix Ha (+ 10%) Big cepegHbLoT macy,
CymapHa Maca 10 gos He NMosUHHA
BigpIaHATHCS Ginbwi Mk Ha (= 15%) sin
HoMIHanLHo! Macu 10 poa. Ao HeoBxinHo,
BUMIDIOIOTH 3arankHuli o6'em 10 gos. OB'em
HE NosuHeH BlapisHATUcs Binbl Hik Ha (£
15%) 8ia HoMiHansHoro oB'emy 10 Boa,

corresponds/eignosinae

BATCH SIZE / PO3MIP GEPIT

8000 pack. / yn.

MANUFACTURE DATE / OATA 21.12.2023
BUPOBHWLITBA

EXPIRY DATE / TIPUGATHANA 0o 11.2028

Date of release of finished product Hata o
BUNYCKY FOTOBOrO MPOAYKTY 1607 P

* {urbidity and flocculation, which is observed in formulations prepared herbal basis not cause adverse effects, and do not
reduce the effectiveness of these products/ nomyTHIHHR i dnokynAwis, wo CnocTepiragTecA B Npenaparax, APUroToBNE X
HA DCCAWHHIT CCHOBI, HE BUKNMKAIOTL HeraTHRHNX ediexris | He sHmyioTs eherTUBHOCT] LMX Npenaparis.

> every fifih baich is checked/ AOCNIHEHH NPOBOAUTLCA HA KOXHIA § cepir,

| hereby cenify that the above information s authenlic and accurate. This balch of product has been manufactured, including
packagingfiabeling and quality conirol at the above mentioned site(s) In full compllance with the GWP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorization of the Importing country or product specification file for Investigational

(BRAIOYEIOYY ynakorky/ MEPKYBANHS) Ta NPOBENM KOHTPONb 1 AXOCT Ha Bulearaganiii ginkHuuyl B roeHii sianonigHocT! 3 BUMOrami GMP,
BCTAHOBNEHUMW MICUEBKM PErYTATOPHUM OpraHom, a Takox aignosiato ao cneuudikauil, Wo MicTUTeCa B peecTpauiiinomy gocke abo
TOProBii AiUeRail kpatnu-spoBuiKa a6o i ¥patHu-iMnopTepa, Ao npoAykuia iMnoprasaHa, abo 8 AOCLE CNeuUdhikayii Ha npenapar ans
LOCTIAIY8AHOMO Nikapokkarg sacoby. NpoTokonu BUPOBHWYTRR, YNakoakK Ta aHanisis BynM nepernsnyTl Ta ecravosneto Bignosiatlcrs GMP.

Datum / fata

Bye J2t Dr. Gustav Klein GmbH & Co, KG
Steinenlsld 3 - 77736 Zell am Harmersb.
Postiach 1165 - 77732 Zoll am Harmersb.
Tel. 07835-63550 - Fax 07835-634685

Qualified Person f YrnosHobamena
ocoba
Barbara Peters

S ks
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AEPIKABHA CJIYXEBA 3 JIKAPCEKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMWM y m. KHEBI

npon. Hagit Ceitnwnauot, 3, 02099, e, {044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €IPTIOV 37079055

BHUCHOBOK
HIPO AKICTL BBE3EHOr0 B Yxpainy dikaperskoro 3acoly

11.03.2024 Ne 12021/24/26

TACTPHTOJ " AP, KJISTH
(naiimenynamin siapenkoro 3a¢08y 3riAHO 3 peccTpauifinmm TIOCBIAYEINIstar)
Kpamti opaaphi; mo S0 mn y thaaxoni 3 KPANENLITANEIG; N0 1 (hAAKORY ¥ KapToniii Kopooi
{hopma mumycxy, nosysanuz, sua RAkYRANIA BikapoLIoro sacoby)

Howep pecerpauiiinoro nocainvenma UA/8950/01/01 CTpok il peecTpauifinoro nocsiguenna HEOBMeXKCITH

Cepis nikapenkoro sacoby Ne 2401014 Kinbkicrs seeseioro nikapeskoro saco6y 8000
Bupobunk Hp. I'yeras Kasitn Mu6X & Ko, KT , HiMeuunna
(naintenyvanns supobitiika nikapeskoro 3acoly, kpaia noxosiceHuA)
Boeseno n Vipaiuy Ipusarie axuionepue TopapucTse "HATYPOAPM", incur. xon:
24930169

(nalimenynanna ta kox sa EJIPTIOY ropstmanof ocolbu abo pi3nkLLle, iM'a, ne Garskoni gistno
ocabit -~ nianpnesus, i Micue Apoxcuatnia ta peecrpauitingi noMep oSnikonof KAPTICH MIA LKA
romarkin alo cepin ta HOMED RaciopTa)

Tperoxoa sisyannuoro wortpomio sig 11.03.2024 Nt 852/5.

3a  pezyavtaramn ACPIABHOrO  KOHTPOMIC BCTAHOBAGHO, (Mo nixapceknii  3acif  npeseno B Vipainy 3
AOTPHMARHSIM pumor sakononascTsa 0RO 3a0e3neHeHHs AKoCTi NikapebiHx 3ac06is.
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