Certificate of
Analysis
CepTukaT aHanusa

1/4
llon®, ointment 25 g in tube, 1 tube in
cardboard box with the labeling in
Product: Ukrainian language Batch-No.: |9881*
Hassanue npopykra: Wnow®, mass, no 25 r B Ty6e, no 1| Cepusa Ne: |
Ty0e B KapTOHHOW xopoBke ¢
MapKUpOBKOI Ha YKPaWHCKOM $i3blke
Art.-No.: Batch size: pack.
ApT. Ne: 508656 Pasmep cepun: I3816q ynak,
UA/9126/01/01
Registration Issued:
Quality department report: ‘1 8638 /25288 number: \B;:||'?da3;,ti|. 3:&&‘2219
OT1uéT oTgena kayecTea; 26.06.2020/ 19,08_202@ PeructpayuoHHsIi -
HOMEp: Heicteu- GeccpoyHo
TEeneH Ao

Strength / Activity:

Cuna AelcTBUA / AKTUBHOCTb:

1 g of ocintment contains: aAarch turpentine — 54 mg, turpentine oil — 72 mg
11 Masn cofepXuT: TEPNEHTUH NUCTBEHHWUB — 54 M, TepneHTWHOBOoe

Macno — 72 mr

Manufacturing date:

[Jara npouseoncTtea: |0 5/20201

Expiry date:

o . e 052023

Manufacturer: Cesra Arzneimittel GmbH & Co. KG, Braunmattstrasse 20, 76532Baden-
INpoussoguTens: Baden, Germany

Llecpa ApuHaitmutTens TmBX u Ko.
bageH-baaeH, Mepmanus

KI', bpayHmatTwrpacce 20, 76532

Manufacturing License: Issued:
JWLeH3us Ha NpoW3BCACTRO: DE_BW_01_MIA 2048 011 1MDE_BW_01_Cesra_1 Belgan: 19.11.2019
Certificate of GMP compliance: Issued:

! .
g;:npg:nd)uka'r COOTBETCTEUA DE_BW_01_GMP_2018_0049 Boinan: 04.04.2018

Parameter Specification Methods Test result
Nokazarens Cneyutmrkaumsn Mertopa anHanusa PesyneTar aHanuaa
Appearance Light-green, transparent, Internal method conforms
homogeneous ointment
with a characteristic odour
of essential oils and
turpentine oil
OnucaHve CeeTno-zeneHas, MeTtoguka dupmel COOTBETCTBYET
npospadvHan, oAHopoaHas
Masb C  XapaKTepHbIM
3anaxoMm hupHBIX Macen
N TePNEHTMHOROIO Macna
Acid value 32-38 Ph.Eur. 2.5.1 34.
KucnotHoe unucno 32-38 Eep.®apm. 2.5.1 34. s
Peroxide value Max. 3 Ph.Eur. 2,55
MepekucHoe yucno Make.3 Eep.®apm. 2.5.5
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Certificate of
Analysis
CepTukart aHanusa

2/4
llon®, ointment 25 g in tube, 1 tube in
cardboard hox with the labeling in
Product: Ukrainian language Batch-No.: 198815
HaseaHve npogykra: Wnon®, masb, no 25 r 8 Ty6e, no 1| Cepus Ne: !
TyGe B KapTOHHOW kopobke ¢
MEPKUPOBKOW Ha YKPAUHCKOM A3bIKe
Art.-No.: Batch size: pack.
ApT. Ne: 508656 Paamep cepuu: ’38160] ynak.
UA/9126/01/01
Registration Issued:
Quality department report: 18638 / 25288 number: g'a"lf‘dazm: ﬁﬁig‘:fé?g
OTuéT oTena kavecTea: 26.06.2020/ 19.08.202(1 PernctpaumoHHbIi term
HOoMmep: Heieran- BeccpouHo
TEneH J0:
Identity of colouring TLC fingerprint: complies | Internal method lconforms |
agent E 141 (TLC) with the chromatogram in
QCM
UpeHtTudmkaumns TCX Xpomatorpamma: | Metoauka dupmol COOTBETCTBYET
Kpacutena E 141 (TCX) COOTBETCTBYET
xpomartorpamme B MKK
Identity (GC)
WUanentudpurkauusa (IX)
Larch turpentine GC chromatogram: | Internal method conforms |
Turpentine oil complies with the
chromatogram in QCM
TepneHTun nucTeeHHUUbl | TX xpomartorpamma: | MeToanka doupmel COOTBETCTBYET
TeprneHTuHOBOE Macno COOTBETCTBYET
xpomartorpamme 8 MKK
Assay (GC)
KonuyectBeHHoe
onpenenedue (X)
Larch turpentine 51.3 - 56.7 mg Internal method 53.3 mg
(95 % — 105 %) (98.7 %)
TepneHTUH NUCTBEHHUULl | 51,3 — 56,7 Mr MeToauka dvpmbl 153.3 mr
(95 % — 105 %) (98.7 %)
Turpentine oil 68.4 —75.6 mg [74.7/mg
(95 % — 105 %) {103.8 %)
TepneHTUHOBOE Macno 684 —756 mr
(95 % — 105 %)




Certificate of
Analysis
CepTukar aHanuaa

3/4
llon®, ointment 25 g in tube, 1 tube in
cardboard box with the labeling in
Product: Ukrainian language Batch-No.: \988 1]
Hassakue npopgykta: Wnou®, masb, no 25 r B TyGe, na 1} Cepus Ne:
TyDe B KapTOHHOW Kopobke ¢
MapKUPORKOA Ha YKPAUHCKOM S3bIKE
Art.-No.: Batch size: pack.
ApT. Ne: 508656 Pasmep cepuu: [381601 ynak.
UA/9126/01/01
Registration Issued:
Quality department report: 8638 / 25288 number: 3:1f'da:mir ﬁ:iﬁ:{égw
OTuéT oTmena kayecrea: 26.06.2020/ 19_08‘2020! PerncrpayroHHbIi " term

HoMmep:

Hedctau- BeccpouHo
TeneH A0:

Microbiological purity

Mukpobuonorudeckas
wucTeTa

Complies with the
requirements Ph. Eur. 5.1.4,
for external use:

TAMC: 10° CFU/g;

TYMC: 10" CFU/g;
Staphylococcus aureus is
absentin 1g.
Pseudomonas aeruginosa is
absentin 1g.

CooTteeTtcTByeT
TpebGoBaHnam EBp. ®apm.

Ph.Eur. 2.6.12, 2.6.13

Eep. ®apm. 2.6.12., 2.6.13

5.1.4, ans BHELIHEero
NpUMEHEHWS:

Obwee yncno aspobHbIX
MukpoopraHuamos (TAMC):
10° KOE/T;

Obwee yncno rpubos
(TYMC): 10" KOE/r;
Otcytcteue Staphylococcus
aureuse 1.

OtcytcTeue Pseudomonas
aeruginosaB1r.

onforms |

COOTBETCTBYET




Certificate of
Analysis
CepTukart aHanusa Al
llon®, cintment 25 g in tube, 1 tube in
cardboard box with the labeling in
Product: Ukrainian language Batch-No.: \988‘“
Hassauve npogykra: UnoH®, mase, no 25 r B Tyb6e, no 1| Cepus Ne:
Ty6e B KapTOHHOW kopoBke ¢
MapKUPOBKOW Ha YKPaWuHCKOM S3biKe
Art.-No.: Batch size: pack.
ApT. Ne: 508656 Pasmep cepuu: ‘3816(1 ynak.
UA/9126/01/01
Registration Izpued.
Quality department report: 118638 / 25288 number: EZ'Iﬁfﬂmn- S‘:ﬂ&iﬂm
OT4é&T oTAena kavecTaa: 26.06.2020/19.08. 2()2(jI PerucTpaunoHhbiii " femi
HOMep: leiicTau- Geccpouuo
Tenex go:
b

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control 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. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Hacmoswum s nodmeepxdaro, ymo esiieykasaHHas uHopmayus sensemcs GocmosepHoll u moyHol. JanHas
cepus npodykma Gbinia NpoussedeHa, 8KMI0Yas yrakosKy/ MapKUpOEKY U KOHMPOJb Ka4ecmea, Ha sbllleyKkazaHHol
npousgodcmeenHol nnoujadke 8 NoHOM COOMEemMemsuy ¢ mpeboegaruamu GMP, yemaHOsneHHbIMY MECMHbIM
PEEYNAMOPHbIM OP2EHOM, & maKXe 6 CoOmeemcmeul CO CreyupbUKaUUaMY, KOmopbie codepxamcs g
peaucmpayuoHHomM Oocke Ccmpaxbi-umnopmepa. [lpomoxonsi npoussodcmesa, ynaKoeku (I aHamuia 6buiuy
posepeHsl U ycmaHosneso ux coomeememaue GMP.

Qualified Person: Silke Glaser
YNOAHOMOYEHHOE NMLIO NO KAYECTBY: [Cunke Mnasep)

Cesra Arzneimittel
(signature) GmbH & Co. KG  Stamp

noanUcCkL Braunmattstrasze 20 MevaTs
( A ) 76532 Baden-Baden

Germany

Date: 2020-08-25|
Hata




JEPHIITKCIIYXKBA
JEPHKABHA CIYKBA 3 JIKAPCHbKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

Byi1. Bepesusixisceka, 29, Kuis, 02098, ten./daxc: (044) 550-23-55, Ter. (044) 550-20-55
E-mail: dis kyiv@dls.gov.ua,https://www.dls.gov.ua, Kon QILPI'IOY 37079055

BHCHOBOK
1po sIKiCTH BBe3eHOro B YKpainy jikapehKoro 3acody

16.02.2021 ; ~ Ne 6555/21/26

LJIOH®

(HARMCIYBalHA NIKAPCHKOro 3906y 3riAHO 3 PeecTpauiifHUM NOCRIMHEHHAM)
maskb o 25 ry 1y6i, no 1 Ty6i y kapTonuiii xopodui

{(popMa BUAYCKY, JIOIYBaILIL, BKA NaKyBaHH# likapcekoro 3acoby)

Howmep peecrpaitiitoro nocsipuenns UA/9126/01/01 crpox ail peectpauifHOro nocsixyerHs HeobMexeHuH

1'\‘-::‘ a8 ww T
Cepis nikapcekoro 3acofy Ne 9881 KinbkicTs BRE3€HOTO TiKApCLKQTO 3aC00Y 5760
BupoGHuk Ilecpa Apunaiimitrens [mM6X i Ko. KI', Himeyyuta
(HafiMeHyBarHs BUPOGHHKA NiKAPCLKOTO 3ac00y, Kpaiia NOXOLKEHHS)
BeeseHo B Yipaiy Ipuparne axuionepre Tosapucrso "HATYP@APM", igent. kon:
24930169

(naiimenysanna Ta oA 3a CIPTIOY 1opuauuHoi ocobu abo npizsuule, im's, o 6aTekOBi QH3HUHOL
ocoGu - nianpuemus, ii micue MPOXHUBANNS T2 pcec*rpaum]-mrg HoMep 001iKOBOT KapTKH IIATHAKA
noAaTKis a60 cepis TA HOMED NacTopTa)

Mpotoxon izyansroro koutpomo sin 16.02.2021 Ne S01/1.

Ja  pesyibTaraMu JEPWABHOTO KOHTPOMO BCTAHOBJEHO, 11O  JKAPCHKHMH 3aci6 BBeseHO B YxpaiHy 3
JOTPHUMAHHAM BHMOT 32KOHOAABCTBA LLOA0 3a0€31€HEHNA AKOCTiLTIKAPCHKHX 3aCO0IB.
» !
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