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‘Krewe] Mousolbech GmbH/Kpeacns Molaenuux MusX-

Krewelstrasse 2, 51783 Bitorf, Germany-
fKpenensirepacee 2, 53783 Aitropd, Himeuyiuua
Tel/Tes.: +49/2243/87-113; Fax/Dare: +49/2243/87-135

CERTIFICATE of QUALITY of a medicinal product
CEPTUGIKAT AKOCTI aikapenioro 3acody

e

[ Name of medicinal produci- HEDELIXN® DROPS WITEOUT ALCOTOL
‘Ha#wenysaunsa nikapeskoro sacaby: CEAEJHKC® KPAIUII BE3 CTIHPTY

Country of mamgfaciuve: Germany
Kpaina-supobauk: HiMequna

Number of the registration certificate (Ukraing): | S
Homep peectpauifinoro cainowres (Vipaina). NeUA/8463/01701 8ig 13.03.2018

Power of action/activity: |

Lanl 31 drops) of solution contains of vy Teaves soft extract (Hederae lielivts fulii
extractuns spissum) (2,2-2,9:1) 0,04 g
‘Cuha pitfaktissicTs:

1 Mix (31 wpanan) poswHy MiCTHTS JTHCTS N0 excTparTy ryetore (Hederae |
helicis folii extractum spissum) (2,2 —-2,9:1) 0,04 r

| Medicinal forin: oral drops, solution
' Jlixapcska dropna: Rpanai opatHi, posts

Size and {ype of packaging: 50 mi in-a dropper-bottle, I a dioppei-boiite in ihe carlon hox
Posmip Ta BUK yrrakosky: 7o 50 M y durarconi-kpanensawnl; no 1 paaxoiry-
EDANCILUHI ¥ KAPTOHHIH [copobud

Batch number:

‘Howmep cepil; 203014

Batch size:
Posmip cepil: 3.701 dn

Date of manufacture: |
Hata eupobunurea: 17.01.2022

Expiry date:
HaTa saxinyerm TepMigy npugatiocti: 01.2027

Name, address, license nuinber of mamfaciurer. Ny
Krewel Meuseliach GmbH/Kpesens Moitzennfax I'ni6X,
Krewelstrasse 2, 53783 Eitorf, Germany

DE, NW. 04 MIA_2019 0021

Halimenyssuns, vicuesnaxofukoHmL, Hosep riuetail Bupofmia:

Kpepens Moizensbax I'n6X,
Kpepennmtpacce 2, 53783 Airropds, Himewamna,

DE_NW_04_MIA_2019 0021

t Certificate of GMP complionce;

Ceprupirat signosiuocri GMP;
Ne DE_NW _ 04 GMP_2019 5016

Page 1 from 2/Cropinxa 1i3 2

calewlated on the basis-the conductive substance
Hederacozide C (in preparation)

(g/100 mi)

Jluets mioma excTpaxTy ryctoro-(2,2-2,9:1), aMict 4,0 £5%
MIAPAXORAHO Y8pes NPoBILHY cyOcTamiTo
t Fenepakosnn C (5 saroriant) (/100 mxn)

Quality parameters Control method requirements Results of control
Hoxazunwxn axoerl BrMorx meToais KOHTDOTIO Pe3yaAnTaTH KOHTPOJ)
Appearance Clear greenish-brown viscous solution with Clear greenish-brown viscous solution
Omxne -an aromatic odor. with an aromatic odor.
IIpoaopwit semenyraTo-xopuuHesuil 5 asxuit | IIposoprii 1CIEHYRATO-KOPAYHCBHIS
. | ‘PO3UNY 3 apOMATHHM 3aITaX0M, | B ASKHA POIUUH 3 apOMATHHM 3aMaXoM,
| pH(1:10) 4,5 ~ 6.5 5,0
Relative density (g/ml) 1,050 - 1,100 1,081
BignocHa ryctrna (r/vm)
Refraction index 1,438 - 1,442 1,441
[ToRa3HMK 3300MISHT : _
Dose and uniformity of dosage drops No dose by mass should not deviate by more
than 10% from the mean for 10 doses. The
mass of 10 doses should not deviate by more
than 15% from the nominal mass of 10 doses. | Corresponds to/
I ml=31drops.
1 o ‘Honna 1034 10 Maci He TIORMHAA Binnosizae
Jlosa 1 ofHOpiRHICTE KoTyBAMI Kpaticis BIAXHILITHCA BinbII Hive ra 10% sin |
CEPEeNNkOro SHA%CHHs Jia ] 0-TH fo3. Maca.
10-tx 103 He NoBRYHEA BIMRUAATHCS GigpnOr
Hbk Ba 1 5% sig nosigannHoi mMacw 10-Tu
103, 1 ML= 3! KpaTNI, . ooy,
Identity o
CriparkicTs HPTLC control | Corresponds to/
ivy leaves extract (preparation) HPTLC wourpong W Binmosimae
JHCTA TN SKCTPAKTY M'YCTON0 (38T0TIRIA) '
Assay/KinskicHe BHIHATEHHA
f) Ivy leaves soft extract (preparation)
{(2/100 mi)
= Hederacozide C (img/100 ml)
Jiners amona excTpakTy rycroro (3aroTinms)
(I"H'DG MH) 10,0 £5% | QJS R
=Tepapaxosug C (Mr/100 mi) 100-625 295 N
2) Ivy leaves soft extract (2,2-2,9:1), the éontent * Y \“
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| meel Mcuqaihﬂch GmbH/Kperens MoiizexsBax TMEX,
Krewclstrasse 2, 53733 Eitori, Germany

{Wpencasrpacce 2, 53783 Aftropd, Hivcvwnhaa.
TelTe.; +4972243/87-113; Pan/are; ~49/2243/87-135 .

CERTIFICATE of QUALITY of a medicinal product
CEPTUDIKAT AKOCTI aixapenicoro 3acody

Name ::rf medicinal pmduu HEDELIX® DROPS WITHOUT A LCOHOL
Haftmenynanus nikapesxoro sacoby: TEARMHKC® KPAIIRI BEZ CITUPTY

Country of manufacture: Germany
| Kpaina-erpoOyun: Hiveranua

Number of the regmh ation certificate (Ukraing) -
‘Howep peectpaniiinore caigowursa (Yipaiua); NoeUA/8463/01/01 5in 13.03.2018

| Power of action/activity:

1 mi1 (31 drops) of solution comtaing of vy leaves soff extract (Hederae Telicis folii
axtractiun spissum) (2,2-2,9:1) 0,04 ¢

Cuna giVaxrusnicrs:

I ma1 (31 kpanis) posumEy MICTHTE SUCTA A0 1MA eXeTPAKTY Mycroro (Hederne

nelicis folti extractum spissum) (2,2 — 2,9:1) 0,04 r

Medicinal form: oral drops, selution.
Jlixapeska dopua: KPAIIE 0padkiL, poyams

Stze and type of packaging: 50 mi in a dropper-boutle, I a droppei-bottle in the cavion box

| Posuip ta sug ynarosiu: no S0 Mt y duraroui-kpandinuun, o 1 duacony-
CKpanenbingi ¥ Kapromuii copobul

Bateh number:
Homep cepii; 203014

Batcir size:
Poantip cepii: 3,701 ¢

Date of manufacture.
Hata rupobusnrea: 17,01.2022

Expiry date.
Hara 3axingexdsn Tepminy npagatioctl: 01.2027

Name, address, license numéer of manufaciurer.

Krewel Measelbach GmbH/Kpereur Moiizeapbax T'ubX,

Krewelstrasse 2, 53783 Eitorf, Germany
DIE_NW_04_MIA_201% 0021

Hafimeiysauy, M{CLIE3HAXOIRERI, HOMED fii{erali supoBitmia:
Kpepens Moineantiax X,

| Kpereaslirrpacee 2, 53783 Alitopd,; Himewsna,

DE NW _04_MIA. 2019 0021

Certificate of GMP compliance:

Ceprudrikar Bignosigsocri GMP:
Na DE_NW 04 _GMP_2019_0016-
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Quality parameters
TToKAIHNKH AKOCTI

Control method requirements
BuMors meTodis KoHTPOJIIO

Results of controf
Pe3yJabTATH ROHTPOTIO

Microbialogical purity/MixpoBionoriaua yucToTa
Total number of aerobic microorganismys (TAMC)/
3aranbHa KINEKICTE AepODHUX MIKpOOPramizmMis

{TAMCOC) COE/ mi

KVO/1 wn

© Total-number of yeast/mold fungi (TYMC)/
3aranesa KiTsKiCTh Jp DK/DKOBHX/ I[BUTERMK TGN
(TYMC) i

KYO/1 s

Gram-negative bacieria resistant to bile
{Upavmeratrsni OaxTepil cTidXl DO KOBY!

Absence in'1g or I #il/

Escherichia coli

Not more than 10 000 COE/! g or COE/] ml -
Moaximum: not more than 50 000 COE/I g or

He 6insme 10 000 KYO/ 1 1afo KYO/1 Mii
MaxcumansHo: He 6insme 50000 KYO/1 T ado
Not more than 100 COE/I g or COE/I'ml
Muaximum. not more than 500 COE/! g or COE/!
-He 6irrare 100 KY 0O/ 1 v 260 KYO/1 v

MaicumatsHo: He Siaenie 500 KVO/1 r abo

| -Nat more than 100 COE/L g or COE/ mi
He 6inrmme 100 KVO/ 1 rado XVO/1 mn
Bigeyrricts B 1 rabo 1.0

Absence in 25 g ovr 25 ml/
BigcyrsicTs. B 25 1 a60 25 M

< 10

- Absent/Bigcytuit
Absent/Bigcyraig

't Absent/BigcyTiuii

[ hereby certify that the above mfarmatmn is authentic and accirate, Thfs batch Df pmducz
has been manufactured, incliuding packaging/labelling and quality control at the ubove
mentiosted site in full compliance with the GMP requirements of the local Regulatory
Authority and product specification file for Medicinal Products. The batch processing,
packaging and analysis records were reviewed and found fo be in compliance with GMP,
-TImM o 3acBIAMYIO, IO HaBeJleHA BUILE irdopMAaLiia € qocToBipTioN0 Ta Tounoto. [[:0 ceplic
“Tipoayxuil Oyio erpobnero [mmmqamqn.rraxygammf'mapmynamrﬁ) 78, TPOBENSHO KOHTPOIB
i1 AKOCTL Ha BUIIE3a3tadoHIH JUILHUN ¥ DoBwil u]
BCTRHOBISHHMH MICIISBMM DeryJLITeDIHHM opran
Hpororoan aupobunirTsa, makybamms T4 a3y

OB{IHOCT] 3 BHMDI:%&MH GMP,
T8 ‘cnenmgixanii 1a mrcapchmﬁ 38610,

63'.110 Hﬂperﬂmr}"ru TA EG‘IHHGE 71O

. BijIrioriHIcTE GMP, | . ek 371 Y
Name and po, ﬂ!mm".!rf!e of persun aumon.ﬂng the batoh releasel/ e }z_c'_;;;} :,-,,»g R PFr gt ;:
Lun ma nocada ocoby, axa nadac dossin ng aunyck cepii: Py Sk X } E
J K abst { HO. KaboT, Head af Ouality Lunfru!.fI{cpiBumc E.Fl}"JI{ﬁH AKOCTi x}" et tnn g Mt kg = f
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