JIEPYKJIIKCIIYKBA
JIEPJKABHA CJIYVIKBA 3 JIIKAPChKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU
Y JHIITPOITETPOBCBHKIN OBJIACTI

Huinpo, nn.CoGopha.4, k. 601-605, 49005, ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €JIPITOY 37070665

BUCHOBOK
Npo SAKiCTh BBE3eHOro B YKpainy JiikapcbKoro 3acody
16.11.2022 Ne 48586/22/0411
EBKABAJI® BAJIb3AM

(nafimenysanna nikapcLkoro 3acody 3riino 3 peccrpauiiiuM noceiguensmM)
emyJibceist, 3 1/10 r B 100 r, mo 40 mu1 B Ty6i, o 1 Ty0i B KapToHHIl KopooLi

(hopma punyCKy, 103YBAHHA, BH NAKYBAHHA JiKapChKOTO 3aco0y)
Homep peecrpauiiinoro nocsimuenns UA/5753/01/01 erpok aii pecctpauiitnoro nocsimuenns 01.01.2099
Cepis nikapeskoro zacofy Ne 002042 Kinbkicts BBe3eHoro nixkapeskoro sacody 1750

BupoOuuk Ecnapma I'M6X, Himeuunna

(HaimMeHyBaHHs BHPOOHHKA NiKapcLKOro 3acody, Kparia MmoxXo#eHH )

Beeseno B Vkpainy TopapucTio 3 oomeskenoro BignosigansHicTio "Benra JIT", inenr.
koa: 21947206

(naiimenysanns Ta xoa 3a €JIPTIOY opuanynol ocobu abo npissuiie, iv's, no darbkosi Qizuuno’
ocolu - minpuenMus, it MicLEe NPOKHUBAHKA Ta peccTpatlifimii HoMep 00AIKOBOT KapTKH NuIATHHE:
nojatkis abo cepis Ta HoMep nacnopra)

Ilporoxon Bizsyansuoro xonrposo sin 15.11.2022 Ne 07-01/2472/3.

3a e3y/ibTaTaMH  JIePIKaBHOrNO KOHTPOJIIO BCTAHOBJICHO, IO JikapcbkMii  3acid Beeseno B Ykpainy 3
p s P painy

AOTPHMAHHSIM BUMOr 3aKOHO/ABCTBA 110710 3a0e3neyeHHs AKOCTI JiiKapehKHX 3aco0iB.

B. 0. Hauanenuka JepxaBHol ciyxou 3
MTIKapchbKUX 3aco0iB Ta KOHTPOJIIO 3a
HAPKOTHKaMH y J{HIpoeTpoBChKiii
obacTi :

€rop BOJIKOB

(inintianm Ta npizsMuie)
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CeprudikaTt axocri
Certificate of analysis

| Name of the product/Hassa npnﬂy_ic_r_y" -

| Activity/akTusmicts

'"Tiiicabal®balsam, emulsion 3gm/10gm in 100gm, ]

tube 40 ml Nol/ :
Epxaban®0bans3am, emyiseig 3r/10r y 1007, Ty6u
110 40 Mt Nol

100 g of emulsion contain: Eucéﬁbﬁﬁs oil ]O'g,

Pine needle oil 3g/100r emynscii mictaTs: omif
esxaiinTosoei 10 r, ol xBoifHol 31

Country of origin/Kpaina noxomxeHHns Germany/Hiveutnxa

Reg. Certificate No/ PeecTpauifinuii Homep UA/5753/01/01

Batch No/Homep cepii | 002042

Batch size/Po3mip cepii | 48.465 packs/ynaxkosox

Manuf.date/[]ata BapoouHIITEA | 08.02.2022

Exp. Date/Tepmin nprsaraocti | 02/2025 -;

secondary packaging, quality controly
Bupobuuk

KOHTPONb SKOCTI)

Manufacturer (bulk, primary packaging,

(neposdacopanuii MPOAYKT,
NEePBUHHE [AKyBaHHA, BTODHHHE MAKyBaHHA,

Lichtenheldt GmbH Farmazeutische Fabnk/ i
Jlixreuxensar I'mM6X dapmanestruna Gabpuka |
{

Address/Anpeca

Lichtenheldt GmbH- Werk I - Indusriestrafe 7- |
11, 23812 Wahlstedt, Germany/ Jlixtenxensar |
Ma6X- 3anoy I - Ingactpimrpacce 7-11, 23812 |
Bancinragr, HiMewunsa

Manuf. License No/BrapoOunua ninensis

DE_SH 01 _MIA 2019 0013

GMP Cert. No/Ceprudixar HBII

 DE_SH 01_GMP 2019 0017

Manufacturer (batch release)/ Esparma GmbH/
BupoOuHK (BHIycK cepii) Ecnapma 'm6X
Address/Anpeca Banenponiep Illtpacce 8-10, 13435 Bepain,

Himegunna/Wallenroder StraBe 8-10, 13435
Berlin, Germany

Manuf. License No/BrpoOunua ninensis

DE_BE_01_MIA_2020_0040

GMP Cert. No/Cepradixar HBII

DE_BE _01_GMP 2020 _0033*

*Ceprudixar HBI/GMP Certificate No. (siznosizao Bucrosky moae niareeprxennn
BiANOBI{HOCTI YMOB BHPOOHENTBA NIKAPCHKEX 32c0bis BuMoram HBIVIn accordance to the
conclusion of confirmation of GMP in Ukraine Ne 294/2021/c-678 sin/dtd 23.06.2021)

(esparma)

ARINEIMITTEL




——

]Characterisﬁcﬂlapamnp Specification/Bumora 'Result/Pesyasrar
1.Appearance/odor Blue emulsion, aromatic- {Complies/Bianoeinae
[3oBHimHiG BAAAN/331AX refreshing, pine needle oitand |

eucalyptus oil
respectively/Emyinbcia
ONAaKNTHOrO KOIBOPY,
OCBLKAIYHA apomMaT, i3
: 3a11aX0M EBKANINTOBOT T2 |
- XBO#HOT 0t |'
2.pH 5,5-6,5 6,2

3. Relative density/ Binnocna [0,965-0,995 0,986
rycyuna d))

4. Viscosity/ Innamiunua 1,5-3,0 2.8
B ®3KicTs, Pa-c/llac
5. Identification and Assay/InenTudikauis Ta BMICT Qil0MHX pedosny

1dentification/InenTrjicauin
Eucalyptus oiVEsxkaxinvosa |Peaks of retention time of the  |Complies/Bimosinae

oJin test solution (eucalyptus oil)

GCTX must comply to peaks of
retention time of test solution
(Eucabal balsam)/

[lixn 20Ca/pKYBAHOTO PO3YHEY
ESBKANATOROT 0111 MOBHHHI
BIANIOBiaTH MiKaM
JOCIIDKYBANOr0 PO3YHHY
fipenapary BiJHOCHO 4acy
YTpHUMaHHA

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

CmyXxu HOCHHKYBaHOTO
pozunny (EBkaban 6ans3am)
MOBHHHI BIZIMOBIJIATA CMYXKaM
€Ta/IOHHOTO PO3YUHY
(eskanimrrora o1ia) 2 sixnocHo
3Ha4cHs Rf

esparma
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{Pine needle oil/Xsoina ouin
IGC/ITX

TLO/TUIX

Peaks of retention time of the
test solution (pine needle oil}

imust comply to peaks of

retention time of test solution
{Eucabal balsam)/
[Tiku gocHiKYBAHOTD PO3UHHY

XBOHHOI 0T TORUHHI

BLINOBLAATH OiKaM
JOC/IKYBAHOTO POIUUHY
npenapary BlIHOCHO yacy
yTpAMaHHA

Complies/Biznosinae

Bands of test solution (Eucabal
balsam) must comply to bands
of reference solution (pine
needle oil) 3 concerning RfY
CmyXkH 10CT1KYBaHOTD
po3zunny (EBkaban Dans3am)
TTOBMHH) BIANOBIAATH CMYXKaM
CTANIOHHOrO PO34YHHY (XBOHHA
olif) 3 BIAHOCHO 3Hauenb R

Assay/Bmier

Eucalyptus oil/

Esxaninrosa oxnig
GCTX

9.5-10,5 o{rY100g(r)
(95-105%)

Detected by indicator 1,8-
cyneol (specific contents for
batch)/mpn KOHTpOhi

Cepii BU3BAYACTLCH 32
IHANKATOPHOK PSHOBHHOIO
1.8-muneony (conecundiwsai
s cepii Bmict 1,8-nanecona)

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

Pine needle oil/
XBOHHA 0.TiH
GCN'X

J

2,85-3,15 g(r)¥100g(r)
(95-105%)

Detected by indicator alfa-
pinen {specific contents for
batch)/npu kouTponi cepii
BA3HAYACTHCA 3a
IHIHKATOPHOIO PEIOBAHOKY
anbha-ninex {cnenudivnni
Juid cepil BMiCT)

3,08 g(r)/100g(r)

6. Mass of contents/
Maca smicty TybH *
Ph. Eur. 2.9.28

In accordance with/Biinosixae
pamMoram Ph. Eur.

Complies/Bignoeigae
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7. Microbiolegy/ TAMUC/zaraiibHa KinbKicTh |Complies/Biosigae
Mixpobioaoriyna uncroTa KUTTE3MATHUX AEPOORUX

Ph. Eur. 2.6.12 MIKpOOpranizMis:

Ph. Eur. 2.6.13 <10%in 1 ml/ 8 1 ma,

Ph. Eur.5.1.4 TYMC/rpubis:

<10'in 1 mi/B 1 ma,
Pseudomonas aeruginosa:
abcense/Bigeytui in 1 ml/n Iy,
Staphylococcus aureus: ,
|abeense/siacyThi in 1 ml/a 1at |

*Control during manufacturing process/KoHTPOMOETLEA B Mpoueci BupodHuLTEa
Ilinreepmxenns sinnosinnocti/Confirmation of compliance:

Iam 5 migreepaxyro, WO G5 NapTiA JiKapChKiX 3aco0iB BHTOTOR/IEHA T2 Hpoiinia TIEPEBIpKY
BLMIOBIAHO 10 iHCTPYKUiH CTOCOBNO 00Iry /liKapchKkuX 2acobiB. IHCTPYKuil 3a10BONBHTIOTE
suMorav 3akoHy npo ikapeski 3acobu (AMG) Ta ITocTaHOBH PO BRTOTOBIEHHA JIKAPCHKHX
3aco0iB Ta RilouAx peyosun (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 requirements
of the Medicinal Products Act (AMG) and Ordinance for the Manufacture of Medicinal
Products and active Substances (AMWHYV).

Oxpiv uporo, 3 NUATBEP/DKYIO, MO HABEACHA iH(OPMALis € CHPABKHLOI TAa NPABHALHOIO.
Cepis nmpoayxty Syia BHroTOBACHA (BKIIOYAMOYM NAKyBaHHS/MAPKYBAHHA) T2 nepesipeHa
3a3HAYCHAM BHINE MiANPHEMCTBOM-BHPOOHUKOM Y NMOBHIN BIANOBIAHOCTI 3 BHMOraMM MO0
Hanexnol Bupobumgoi [lpaxtakm (GMP) BiNIOBIJANLHOTO oprany IHCHeKIil, a Takox
BiANOBIANO A0 cnemwpixanii, MmO MicTATLCE Y peccrpaumuou) JIOCBE. Bnpoﬁnntm
JAOKyMEHTallis, IPOTOKO/IA NaKyBaHHA Ta MPOTOKON KOHTPO:TIO AXOCTI MPOWIILIA NepeBipKy Ta
BINIOBINAIOTH YCTAHOBACHUM Tapamerpam GMP.

Besides, I confirm that the information presented is true 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).

Keaaidixosana ocoba/ Qualified person: [/ ﬁ?Q

(Signature, name, position) Or. Hﬂhrlk Poﬂeck
Guat fied § Brson
esparma GmbH
Wallenroders-Stealte 8-10
435 Seﬂm"“‘*
20. MAI 2122 2
Hata/Dale:

esparma)
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