AEPXKABHA CJIVKBA 3 JIKAPCBKIX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIIT OBJACTI

Tipos, CeiTnranol Hanii, 3, m.Kuig, 02099, Tenfthakc; (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kog €PIIOY 37078774

BHCHOBOK
HPO SIKICTL BBE3EHOTO B YKpainy jgikapcskoro 3acoby

14.11.2023 Nu 55784723710

| EBKABAJI® BAJIB3AM o
(Halimenypanss miKapcnKoro 3acody 3rinHo 3 pecerpauiitnnm TTOCBIZHCHITAM)
eMyabeif, 3 1/10 r 8 100 r, mo 40 pr B Ty0i, o 1 T¥6i B Kaprouniii Kopotui
(thopma ennmycky, nosysanus, suz RAKYBAHHS TIKAPCRKOTS 3aC00Y)

Houep peectpauiiinoro noczizesns UA/5753/01/01 cpox aif peecrpauifisoro nocsimuenns 01.01.2099

Cepin nixapesxoro sacoby Ne 001043 Kinexicts sBesenoro nixapeskoro sacofy 2520

Brpodupk Ecnapya I'n6X, Himeyunna.
(uaitmenyBam supoBuka AIEZPCHKOrD 3ac00Y, KpalHa fMoXoqKeRHnA)

Boeieno B Yipainy Chidche yrpainchKo-ecTonebKe miaAnpHeMcTBo y Gopui Tosaplcrsa
3 00dexeHor0 Bignosigannuicto "Onrima-Papm, JTHA", izenr. xox:
21642228 _
(Haiimenysanus Ta kog 3a €APLOY opimmHeT ocofu 2l npizpume, iM'A, NO BaTEKOBI (Piznunol
OCOGH - NEARPHEMLA, 1T Alicne MpoRHBAHAEL T2 peecTpauiiinRit RoMep 00IKOBOT KAPTRIY NIATHIIKA
ROA4TKIB 860 cepis Ta roMep TacHOpTa)

Tiparoron Biayaasrore xowrpoaw iz 10.11.2023 X 3587/1.

3a  pesynbraTaMi ICDHKABHOTO  KORTPOMO  BCTAHOBAEHO, . N0 RiKapeexiit - 2acid  mmesHO B Vipainy 3
AOTPHMAHHAM minor suxokoaascraa Wozo 3aGe3neHe s AKOCH Jikapeakix 12006iE,

ke o e T e e

(isitiani ta npizspuge}
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Ceprudikar sxocri
Certificate of analysis

Eucabal®balsam, emuision 3g/10g in 100g, tube_
40 ml Nol/

Erkaban®6aine3am, emynscig 31/10r y 100r, TyOn
| o 40 mn Nel

Aclivity/aKTHBHICTS

100 g of emulsion contain: Eucaliptus oil 10 g,

{ Pine needle oil 3g/100r emynbcii MicTars: omii
eBkaminToBol 10 1, onii xBoitsol 3r

1 Country of origin/Kpaina moxomxeuus Germany/Himeudnna
Reg, Certificate No/ Peectpattiifanii Homep UA/5753/01/01

| Batch No/Homep cepil 001043
Batch size/Poamip cepil 47.422 packs/yunaxosok
Manuf.date/llaTa supobunnna 03/2023
Exp. Date/Tepmin apuaatHocTi 03/2026

Manufacturer (bulk, primary packaging,

| secondary packaging, quality control)/
BupobHuk
‘TEPBUHHE NaKYBAHHJ, BTOPHUHHE NAKYBAHHA, |

(sepoidacosanuii IIPOAYKT,

KOHTPOJE SKOCTI )

Lichtenheldt GmbH Pharmazeuttsche Fabrik/

Jlixtenxenpar I'm6X Qapmanesruuna Gabpuka |

Address/Anpeca

| Llchtenheldt GmbH Wéfk.l - Indﬁ.s.t-ﬁéé‘.tra[}e 7- |
‘11, 23812 Wahlstedt, Germany/ Jlixtenxensar

I'mb6X- 3asoy I - [ngacrpiurpacce 7-11, 23812 |
Bamwwtant, HiMmeyyuna

Manuf. License No/Bupofuyya nineHsis

DE_SH_01_MIA_2022 0006

GMP Cert. No/Cepruixar HBIT

DE_SH 01 GMP 2022 0023

Manufacturer (batch release)/
Bupobuux (Bunycx cepil)

Esparma GmbH/
Ecnapma I'm6X

Address/Anpeca

Banenponep Iltpacce 8-10, 13435 DBepnin,
Himeuyunna/Wallenroder Strale 8-10, 13435
Bertin, Germany

Manuf. License No/Bupobunua minensis

DE_BE_01_MIA_2020_0040

GMP Cert. No/Ceprudrikar HBII

DE_BE_01_GMP 2020 0033

esparma GmbH = a company of the Aristo Pharma Group
Firmensitz: Bielefelder Strafie 1 39171 Siilzetal OT Osterweddingen Deutschland  §f &
Verwaltungssilz: Wallenroder Stralke 8 - 10 13435 Barlin  Deutschland l ST

(¢sparma)

ARINEIMITTEL.

Tel +4930 71094--4200 Fax +49 30 71094 - 4250 into@esparma de  www aristo-phia :=

HypoWereinsbank- {DAN: DE10 1002 0890 0028 1830 86  BIC:; HYVEDENMMA4ED
- Amisgericht Stenda! HRB 5439 USH-IdNr DE113886180  Sleuver-Nr 37/004/48245
* GeschaftsfUhrung: Christian Jaaks Sascha Rauschke Raber Szymanski
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rycraHa d’;

Characteristic/Tlapamerp Specification/Bumora Result/PesyabTar
1.Appearance/odor Blue emulsion, aromatic- Complies/Bingmosinae
JoBRIINHIM BUrAaa/2211AX refreshing, pine needle oil and

eucalyptus oil

respectivel y/EMynecis

ONakuTHOIC KOMBOPY,

OCBIKEIOYHH apoMar, i3

3alfaxOM eBKaTIMTOBOI Ta

XBOWHOT oa1f
2.pH 3,5-6,5 6,2
3. Relative density/ Binnocua [0,965-0,995 0,986

4. Identification and Assay/InenTudirauis ta B7Micr airounx Pe4OBHH

Identil‘icatiunﬂﬂeHTudlimauiﬂ

{Eucalyptus oil/ErkaninTora

Peaks. of retention time of the
test solution (eucalyptus oil)
must comply to peaks of

|retention time of test solution
|(Eucabal balsam)/ |
[Tixu mocmimxysaHoro posuniy

EBKATIITORO] Ol MOBUHHI

|BIAMOBIZATY TTiKAM

JOC/TIIKYBEHOTO POYMHY
MpenapaTy BIHOCHO Yacy
YTPUMAauHA

Bands of test solution (Eucabal
balsam) must comply to bands
of reference solution (eucalyptus
oil) 2 concerning Rf/

CMYXKH AOCHI IDKYBAHOIO
po3unny (Epkaban Oanp3am)
IIOBHHHL BIANIOBIZATH CMYKKaM
€TANOHHOTO POIUHHY
{eBKamnTORA ONig) 2 BIAHOCHO

[3nauens R

Complies/Biarosizae

0JIin

GCTX

TLC/TUIX
(esparma), |

_______________ | -esparma GmbH - a company of the Aristo' Pharma Group

ARZNEIMITTEL




f ARISTO

GC/TX

TLC/TUIX

{test solution (pine needle 6il)
must comply to peaks of
retention time of test solution
{(Eucabal balsam)/

[likn mocnimkysaHoro posunuy
XBOUHO1 ONif MOBHHHI
|BIATIOBIAATY IIiKAM
AOCIDKYBAHOIO POIUHHY
|mpenapary BigHOCHO yacy
YTPHM&HHA

Bands of test solution (Eucabal
balsam) must comply to bands
of reference solution (pine
needle oil) 3 concerning Rf/
CMy>KKH JOCHimKYBAHOTQ
po3unny (Esxaban Ganniam)
IIOBMHHT BiIIOBIMATH CMYIKKAM
CTAJIOHHOTO PO3YMHY (XBOMHa

_joms) 3 BiANOCHO 3Hayenp Rf

{Pine needle (.)..iIUXB.O.ﬁHa_OJIiH Peaks of retention time of the Complics/Bignosigae

Asghymﬁﬁ.&l;“ e

‘Eucalyptus oil/

|EBkaninrosa onia
GCTX

s cepii BmicT 1,8-uwneona)

9,5-10,5 g(r)/100g(r)
(95-105%)

Detected by indicator 1,8-
cyneol (specific contents for
batch)/npu KOHTPOJII
cepii BU3HAYaeThCA 38
IHAMKATOPHOIO PEHOBUHOKD
1,8-muneony (cnenmdiunmii

10,0 g(r)/100g(r)

i’me .r.iee.dle ni.l./-
XBoiHa oJin
GC/TX

2,85-3,15 g(r)/100g(1)
(95-105%)

Detected by indicator alfa-
pinen (specific contents for
batch)/upu xonTponi cepii
BH3IHAYACTLCA 32
1HAMKaTOPHOIO PEYOBIHOK
antda-nined (cnenudiynuit
A1 _cepii BmicT)

3,12 g(r)/100g(r)

5. Mass.of contents/
Maca BmicTy Ty6H *
|Ph. Eur. 2.9.28

In accordance with/Binnoeinae
BUMoOram Ph. Eur.

Corﬁpl.ies/.Bi;iﬁﬁBi,ué..ﬁ:
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16. Microbiology/ TAMC/3aranbHa KINBKIiCTh Complies/Biamnosinae
|Mikpo6ionoriuna uncroTa KUTTEI[ATHUX aepOOHHX

Ph. Eur. 2.6.12 MIKPOOPTaHI3MiB:
iPh. Bur..2.6.13 <10%in I ml/ s 1 M,

Ph. Eur. 5.1.4 TYMC/rpubin;

<10'in 1 ml/B 1 mu,
{Pseudomonas aeruginosa:
abcense/eiacyrhi in 1 ml/B 1mn,
Staphylococcus aureus:
|abcense/BigeyTai in 1 ml/s 1mn

*Control during manufacturing process/konTponocrscs b npolieci BHpOGHMUTRA
IliaTBepixerss Binnosiguocti/Confirmation of compliance;

Lnm 8 11 ATBEpmAyIO0, WO 1A NAPTiA JIKAPCEKMX 3ac00iB BUTOTOBJIEHA Ta MPORIITIA IEPEBIPKY
BIATIOBIAHO 710 iHCTPYKUiE cTOCOBHO 06iry mixapebkux 3acofis, IncTpyxuii 3am0BoONBHAIOTE
BUMOram 3aKoHy Npo mikapchki 3aco6u (AMG) Ta [TocTaroBY 11p0 BUNOTOBIEHHS JNKaPCHKNX
3ac001B Ta pirounx pedosuH (AMWHYV),

Hereby I confirm that this medicinal product batch was manufactured and tested in accordance
‘with instructions on medicinal products turnover. The instructions comply with rcquirements
of the Medicinal Products. Act (AMG) and Ordinance for the Manufacture of Medicinal
Products and active Substances (AMWHYV).

‘OkpiM 1poro, g MATBEPXKYO, 10 HareAeHa 1H(POPMALlIL € CUPABKHLOIO Ta N PaBHABHOKO.
Cepist mpoaykry Oyna BHrOTOBIICH& (BKIIOYAIOYH HaKyBaHHA/MApKyBaHHS) Ta [epeBipeHa
383HAYEHUM BMIIC RIAMPHEMCTBOM-BUPOOHMKOM Y NOBHIH BiMosiquocTi 3 BUMOT'aMHU  IHOJO
Hanexcnoi Bupo6uuuol [paxruxu (GMP) sianosizanezoro OpraHy IHCHEKIi, a Takox
BIANOBIAHO X0 choeuudikaniéi, mwo MicTATBCA Y PpeecTpalifiHOMYy Joche. BupoGHuua
AOKYMEHTAIS, NPOTOKOJIM NTaKyBAHHA T IIPOTOKOI KOHTPOJIO SKOCTI MPOHIINK 1iepeRipKy Ta
BIANOBIAAIOTH YCTaHOBJICHHM HapameTpam GMP.

Besides, I confirm that the information presented is triie and correct. The product batch has
been manufactured, packaged, labeled and tested by the above manufacturer in full compliance
‘with requirements of Good manufacturing Practice (GMP) of the relevant inspecting. authority
and in

compliance with specification in the registration dossier. Manufacturing ‘documentation,
packaging protocols and quality control protocol are tested and comply with requirements of
Good manufacturing Practice (GMP).

Kpanidixonaua ocoba/ Qualified person: _Z 2

_—
{Signature, name, position)

Qualificd Person

Hara/Date: 78, SEP. 2023

C ‘E % | espafma GmbH - & company of the\BResN-
ARZNEIMITTEL 5"
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