Batch No/Homep cepuu: 015034

PASSAUER PHARMA cembs

Certificate of analysis/Cepruguxar aHa/u3a

Dopma BRITycKa

Name of the product, dosage | Apisarthron, ointment/
 form/HanmenoBanue HPOAYKTA, Auua,qprpmx@v; Ma3b 19 HAPYXHOTO NpHMeHeHHS
JIEKapCTEeHHAA fopma
| Release form/ 30 g in aluminum tubes sealed with aluminum foil and closed |

with plastic cap: 1 tube together with the package leaflet is placed |
into a carton box/ |

o 50 r 8 Ty6s! amoMHENERHIe, 3ANARAHITLIE SIIOMHEMNEBO
osteroit H zakperTeie NUIACTHOBLIM Koamauxkom. 1 rTyby
BMECTE ¢ MHCTPYKUMEH II0 NpHMEHEeHHI0 NOMEmAIOT B
KAPTOHHYIO HAUKY.

International nonproprietary name/
MexayHapoanoe MenaTeHTOBaHHOE
HANMEHOBAHME:

Marketing authorization No /
Peructpaunonnsiii Homep:

ITNO12631/01 of 19.122008 |

Batch No/Homep cepmu: 015034 <l 2

Batch size/Pasmep cepuu: [ 39.501 \=

Manuf. date/laTa npoussoacrea: | 07.2024 NN
Exp. date/T'onen no: 07.2027 N

Manufacturer of bulk, packer /
IIpouzrogurens roToBoi
JiekapeTsennoii popmsi,
YHAKOBUIHK!
Address/Anpee:

Lichtenheldt GmbH Pharmazeutische Fabrik, Germany/
Juxrenxennar I'm6X Dapmanoiitnme ®abpui, Tepmanug

Industriestrasse 7-9, 23812 Wahlstedt, .Germanyi' |
Hunyerpumrpacce 7-9, 23812 Baaswitenr, I'epmanus

Manufacturer (Batch releaser)/
[ponseomurens (Bomyckaomuii
KOHTDOJIb Ka4ecTsa):
Address/Anpec:

Passauer Pharma GmbH, Germany/
Haccay ®apma I'm6X, lepmanus

Eiderstedter Weg 3, 14129 Betlin, Germany/
Siipepurrexrep Ber 3, 14129 Bepaun, Tepmanus

API, batch No, manufacturer of API/
Haumenoranue akTtusHoil
cybeTanumlH, HOMeD cepH,

Bee venom/sa muenunstii
Batch: 24002748
ChemCon GmbH, Germany

I POH3BOATENE: Methylsalicylat/Mernnecamnmmnar
Batch: 24002946
Novacyl, France
Allyl isothiocyanate/Annunusornonmanar
Batch: DAC/24003117
Symrise GmbH & Co. KG., Germany
The analysis was camied out | Normative document I N012631/01-191208, Amendments 1-8/
according to/ Amanus seinonnen no: | HJI 11 N012631/01-191208, My, 1-8
Parameters/ Limits/ Results/
IMoxazarenn Hopmer Peaynerate
White to light-yellow ointment of uniform | White ointment of uniform consistency with
Desictiption! consistency with methyl salicylate flavour/ methyl salicylate flavour/ . e
Oisiciatiiie Mase ot Benoro jo cmerka swentopatoro | Mask  Gesoro nBeta, loalnoponnoﬁ‘
UBETS, OAHOPOOHOH KOHCHCTEHHHN € 3anAXOM | KOHCHCTEHUHH ¢ 3aNMaXoM MeTHIUICAMHILIAAT
METHIACANMILNIATE. . A-
| Eiderstadier Wag 3 1/4
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Batch No/Homep cepnn: 015034

Identification/IloAMAHHOCTE:

Mass spectrums of test solution shall display the
peaks characteristic of mellitin and its adduct with
Allyl isothiocyanate (1:1) with m/z ratio about
2845,76 and 2944,78 respectively/

Mass spectrums of fest solution display the
peaks characteristic of mellitin- and its adduct
with Allyl isothiocyanate (1:1) with m/z ratio
dbout 2845,76 and 2944,78 tespectively/

BKmoteniit W OpH3HAKOB  (msnueckolt
peerabitneHoCTH (ATPErallnn H KoaJdecleHIHH
yacTHL; KOATYIAaUE).

Bes venom/ Hs mascc-cnekTpax npob  menbityemoro | Ha macc-cieKTpax nped MCmBITYemoro

$n nuennHsli pACTEOPA  [JONAHE] ofHapyRUBATECH TNHKM | pacTsepa gfuapyRHBAIOTCH OHKH
XApAKTEPHBIC NS MENTHTHHL H ero 8/AYKTA ¢ | xapakrepHble AN MEINTHHA H €T0
annuamioTHomoaTeM (1:1) ¢ oTHOWEHHEM | AAAYKTA C annnanzoTHouKoRaToM (1:1) ¢
m/z o010 2845,76 1 2944,78 coOTRETCTRERNO. | OTHOmEHMEM m/z oKono 2845,76 1 2944,78

- COOTBETCTREHHO,

Retention time of methylsalicylate peak in the | Retention time of mefhylsalicylate peak in the
chromatogram of test solution should correspond | chromatogram of test solution ‘corresponds to
to retention time of methylsalicylate peak in the | retention time of methylsalicylate peak in the

‘ chromatogram of standard selution/ chromatogram of standard solution/ |

Methylsalicylate / Bpems yIepAHBaNAS THIA MeTwcanninnaTa | Bpema yHCpRUBAHHA nuKa

MeTHacanuaniar HA XPOMAaTOrpaMMe HCHLITYEMOro pacTsopa MCTHICAMMIENATA HA  XpoMaTorpaMme
ACIIKHO COOTBETCTBOBATH BpeMeHH | HCMLITYEMOro PacTBOPA  COOTBETCTRYeT
yAepEHBARNA TUHKA METHIECANMUMNETA HA | BPEMEHH YACpEKHBAHNSA nHKR
XpoMaTOrpamMMe CTANAAPTHOTO pacTeopi. METHACANMUMIATA HA XPOMATOrpaMMe

: ‘ €TAHAPTHOrO PACTBOPA. :
Retention time of allyl isothiocyanate peak in the | Retention time of allyl isothiocyanate peak in
chromatogram of test solution should correspond | the chromatogram of test solution corresponds
to reterition time of allyl isothiocyanate peak in the | to retention time of allyl isothiocyanate peak in
| ‘ chromatogram of standard solution/ the chromatogram of standard solution/

Allyl isothiocyanate / Bpems YACPIKHUBAHNS nuka | Bpems yAePKHBAHNS nHKA

AnAHAHSOTHONMEHAT | ANAMAMSOTMONMAHATA Ha  XPOMATOTpaMMe | GJVIHIM30THOUMAHATD HA XpoMATOrpaMME
HENBITYEMOIO pacTBOpa AOHD | HEMBITYEMOTD PACTEOPA  COOTBETCTBYET)
COOTBOTCTBOBATE  BPEMENH  YAEPIKHEAHIS | BPEMEHH YAEPKHBAHAR nHKR
MHKA ANAMAHICTHOMHARATA HA | AAANNHZOTHONHIHATA HA XPOMATOrpaMmMe

; XpOMATOrpaMMe CTAHAAPTHOTD PACTRODA. CTAHAAPTHOCD PACTEOPA.

‘Average weightof the | Not less than indicated on label/ 50,82/50,8r

package contents/ He meree ofnema, YKA3aHOTo Ha ITHKETRE.

Cpejnas macea

CoNepRIMOTe

YNAKOBKH

pH 6.5-75 6,9

| Visible particles, foreign particles and signs of | Visible particles, foreign particles and signs of

physical instability should be absent (aggregation physical instability are absent (aggregation

fiiniformity/ ‘and ':‘:cl:alescenbt‘ of particles; coagulation)/ and coalescence of particles, coagulation)/

OnHOpoKHOCTS OreyTeTBie BUAMMBIX HYACTHL,; MOCTOPOHHNX OT1eyTeTByoT BHANMBIE YACTHIBL,

MOCTOPOHHNE BKAKYEHHA M NPHIHAKH
dusnveckodl necrabunnnocru (arperaunun
H KORJeceiiiin 9acTitl, Koarvasumnn),

Assay/KosmuuecTnennHoe onpeacienie:

together with the package leaflet is placed into a
carton box/

- Methylsalicylate / 90 mg/g — 110 mg/g (90 % — 110 %Y 101mg/g/ 101 mr/r (101%)
MeTuncanniaaT OT 90 Mr/r a0 110 mr/r (90 % — 110 %)
- Allyl isothiocyanate / 9 mg/g— 11 mg/g (90.% — 110.%)/ 10mg/g/ 10mr/r (100%)
Anauamsornomnanat | Or 9 mr/r ge 11 mr/r (90 % — 110 %)

Category 2/KaTeropun 2. Category 2/Kateropis 2.

Total count of aercbic bacteria and yeast and | Total count of aerobic bacteria and yeast and

moulds (fotal) - NMT 10? CFU in 1 g. / Obuee | moulds (total) — less than 107 CFU in

yiesno a3podHEIX GaxTepHil ¥ APONCKEBLIX H | g/O6mee uncno aspobnsix Gaxrepnil n
Microbiological purity/ | mneciesiix rpnon (cymmapuo) — e Gonee | ApONGKEBBIX  #  IWIECHEBLIX rpibos
Muxpobuonoriyeckan | gem [P KOE s 1 13 (cymmapno) - menee 10° KOE B 1 13
qHETOTH Absence of Pseudomonas aeruginesa in 1 g/ | Pseudomonas. aeruginosa — absent in g/

Ovcyrersue Psendomonas aeruginosa g 1r, Psendomonas aerugingsa - oTCYTCTBYeT B

Absence of Staphylococens aurens in 1g/ | 1R

Orcyrersue Staphylococcus aurens 8 1 1. Staphylocoveus aureus - absentin 1 g/

j Staphylococeus qureus - 0TeyTeTEyeTR 1 T

Pack/ 20 or 50 g in aluminum tbes sealed with | 50 g in aluminum tube sealed with aluminum
Vnawonka alumninum foil and closed with plastic cap. 1 tube | foil and closed with plastic cap. 1 tube together

with the package leaflet is placed into a carton

PASSAUER FRARMA Tt
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Batch No/Homep cepnn: 015034

Mo 20 uwan 50 r B 7Tyber anoMEnHEBSIE,
sanasiibie amoMHEHeBoll donwroii  m
3AKPLITHIE MUIACTHKOBEIM Konnauxom. 1 1yby
BMECTE ¢ MHCTPYKUHMeHd 00 NpAMeNeHHIo
HOMEIAIT B KAPTOHHYK NAYKY.

50 r B TyGe amomunuesoii, sanasHHol
amoMuRHesoit  doasrofl W 3arpriToil
JCTHROBLIM KonnauakoM, 1 Tyha saeere ¢
HHCTPYKUHEH N0 NPUMEHEHHIO TIOMERIEHs

Labelling/ _
Mﬂpuap@msa

On a primary package in Russian siate: trade

name of drug product with special marking ®,

= +| dosage form, mass of contents in the package in
4 gm, name and content of active components and
|| excipients per 100 gm of product, Storage
conditions, marketing authorization number,
| name and address of the company-manufacturer

and company-release quality control, notes — «ua
OCHOBE nueaMHOre spaw, «llpouwsseieno »
Tepmanunn, «Xpasurs B HeNOCTYNHOM mIf
nereit mectely, «Cnocof npmMenenms: oM.
HHCTPYKUHIO 110 NpHMenRennio.», factory package
code (combination of letters in Latin and/or digits
or digital designation), batch No and expiry date
(see stamping on tube flexure).

On a secondary package in Russian state: trade
name of the drug product with special marking ®,
dosage form, mass of contents in the package in
gm, name and content of active components and
excipients per 100 gm of product, prescription
status, storage conditions, indications for use,
notés — ¢HA OCHOBE TMENUHONG:  guay,

«llpousseneso B DepManumy, «Xpamuts B
HepoeTynHom ane  perell mecreln, «CnocoS

NPHMEHEHHS; oM. HHCTPYKUHIO no
TIPHMCHEHNIO. %, «Tlepen: NpHMEHEHHEM
O3HAKOMKTECEH ¢ HHCTPYKUMEH N0 NpHMeHERHIO.»,
«He wmcnomkzoBaTs 10 McTeNeHMH  cpoka
TORHOCTH, YKA3AHHOTO Ha ynakoskely, marketing
authorization number, name and address of the
company-manufacturer and company-release
quality control, batch number (a labeling of a
batch number on a carton packing may differ
from a labeling of a batch number on the primary
packing (tube) by 1, 2 or 3 additional symbols
indicating a change pack of one batch) (if
applicable), manufacturing date, expiration date,
barcode, factory package code (combination qf
letters in Latin  and/or dlglts or digital
designation)., Additionally, it is allowed to mark
package with other identification means (for
example, DataMatrix code, GTIN - global
location number of tade unit, SN — individual
batch number of frade umt) /

e Sy
YKA3BLIBAIOT: mpmaua - HaUMeHOBaHHE
npenapaTa ¢ TpeaynpeasTenLno

Mapiuposkoil ®, JsexapcrsenHyio  dopmy,
MAcCy COAEPKMMOI0 B YHAKOBKE B T,
HIMMEHOBAHHE H COAEPAKAHNE AKTHBHEIX H

BLNOMOTATENBHBIX BemecTs 8 100 r
Hpenapary, YenoBHE  XPAHCHHA, HOMep
perHeTPANNoOHHOND YAOCTOBEPEHHT,
HOHMEHOBANNE H  cTpaHa  upmki-

NPOHIBOANTENN W GHPMB, OCYLIECTRASIOMIEH
BLINYCRAOINMI KONTPO/L KAYECTRE, HAAUHCN
= «HR OCHOBE MYenuHoro saay, «Iipomseeseno
& Tepmanyny, «Xpaunts B HegoCTynHOM A8
nereit mecreln, «Cnocol npumenenus: oM,
HHCTPYRIHIO no

B uapmnuym naluw.

name of dmg produc:z mthcspeclaj mark‘mg ®, |
dosage form, mass of contents in the package |
in gm, name and content of active components
and excipients per 100 gm of product, storage
conditions, marketing authorization number,
name and address of the company- |
manufacturer and company-release quality
control, notes — «Ha OCHOBE ITYENHHOTO AaaY,

«I‘Ipmmmeno & Tepmanuuy, «Xpasuts 5
HENOCTYIHOM JUid serel mectely, «Crocal

NPUMEHCHHA! M.  MHCTpYKIGNO  TO
npumererno:, factory package code, batch |
No and expiry date.

n d in_Russj

trade name of the drug product with spccml
marking ®, dosage form, mass of contents in |
the package in.gm, name and content of active
components and excipients per 100 gm of
product,  prescription  status, storage.
conditions, indications for use, notes — wsa |
ocnope nHenHHoro. span, «lpomssexenc &
Tepmanuuy, «XpauuTh B HEHOCTYNHOM Ui
meteit Mectely, «CnocoB npuMsHeHHA: Cii
WHCTPYKUHIG 110 OpuMeHenmow, «[lepen
TIPHMEHEHHEM 03HAKOMBTECH © HHCTDPYKIHEH
no npaMeHeHMIo», «He wsenomsiomate Mo
HCTEHCHUY CPOKA TOJHOCTH, YK23aHHOTO Ha
ynaxosxke!s, marketing authorization number,
name and address of the company-
manufacturer and company-release quality
control, batch number, manufacturing date,
expiration date, barcode, factory package
code, DataMatrix code, GTIN - global
location number of trade unit, SN — individual
batch number of trade unit./
a_me H__ynakom i 'CCKD]

SIZRIKE VRA3AHO: TOPrOBOC HARMEHOBAMNE
upenapara e npeaynpeuTeNLHoil
MADKHPOBKOH ©, JEKADCTBEHHAR topma,
MACCA COAEPMHMOIC B YNAKOBKE B T,
HAHMEHOBAHHE U COAEPHAHHE ARTHBHBIX M
BCIHOMOTaTeNBHBIX Bemeers B 100 ¢
NPENApaTd; YCAOBMA XPAHEHHSA, HOMEp

perHeTpaliioHHOro YOoCTOREpEHIS,
HAUMEROBARNE H cipaHa HpMbI-
NPeH3BOANTENR 3 dupmsi,
OCYLIeCTBANROIIEH BLINYCKaomii

KOHTPONTL KA4eCcTBa,  HANMHCH - «HB
OCHOBE MYEIHHOTO AAan; «IIpoMsBeaeHo B
Cepmanuuy, «XpanuTs B HETOCTYNHOM AS
feteil meeteln, «Cnocob NpHMeHEHHE: CM.
HHCTPYKLHIO o HPEMEHEHNIO.N,

BHYTPH3ABOACKOH KO YNAKOBKH, HOMEp
CepHIT ¥ 173 OROHYAHHA CPOKE NOAHOCTIL

Ha HYHO#H OBKE  HA
H3LIKE VKAINHO: TOProBoe HaHMEeHOBAHHe
npenapaTa e npexynpegsTenspoil

NPHMEHEHNID.», ;

mapxnpoaxoﬁ @, .rlem:pmeuﬂan dopma,

Eiderstedior Weg 3 g_’
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Batch No/Hamep cepuu: 015034

BHYTpR3aBoACKoH Ko/ [ YNAKOBKH
(comfimmanus  Oyke naTadackore andasura
w/una mrdpst 1w undpenoe ofosnauenne),
HOMep CEpHH H JAT3 OKOHYAHMA CPOKA
|| ronsoeTn (BuIAABACHBI Ha crafe TYObI),

Ha pTopyuHOil YNIAKOBKE HO DYCCKOM SIShike
YEKA3BIBAIOT: TOpropoe HARMEHOBAHNE
npenaparta c npeaynpeInTeisHol
MapkupoBKoit ®, nexapcrsennyo dopmy,
Maccy CONEPACHMOr0 B YNAKoBKE B T,
HAHMEHOBRAHHD H. cnnepmunne ﬂmHﬂll'ﬂﬂ H
BeHOMOrATeBHBIX Bemeects B 100 T
TpenapaTa, YCNOBHS  OTNYCKa,  YCHOBuUS
XpaHEHMS, TMOKAIRHHA K  NPHMEHCHHIO,
HAADHCH = «HA OCHOBE [(YeJUHOro fAay,
«lponssegeno 8 Iepmamnmy, «XpaHnTs B
HemocTynnom fns aerel mectely, «Cnocob
NpPHMEHeHHS: oM. HHCTPYKIHIO no
npuMeHeHHi0.»,  «lleper  mpuMeHenleM
03IHAKOMBTECE. ¢ HAHCTpYKnHel no
npumesenmon, «He nenonslosats  To
yicTedenHM CPOKA TOQHOCTH, YKASAHHOIO Ha

ynaxosxely, HOMED  PerscTPAOHONHOIO
YAOCTOBEDCHNR, HAHNMEHOBAHKHE H ajpec
PUPMBI-NPOHIBOANTENS H dupmbl,

ocymecTRmoned  BrinycKalomil  KouTpons
KAYECTRA, HoMep CepHH (MapKipoBRa HoMepa
cepuy HA  KapToHHoll mauke MONeT
OTVIMMATHCH 0T MAPKHDOBKH HOMEpa CepHi HAa
nepeuunoll ynakoske (Ty6e) ma 1, 2 wan 3
AOMONHATSNALHLIX CHMBOAA, ofo3nHagalomux
NOCMeNiylo YNAKOBKY ~OfHoH cepum) (ecau
npuMeRuMO), AATY OPOWIBOACTSA, ATy
OKONYAHNA CPOKA COAHOCTH, ITPHXORO won,
BHYTPHIABOACKOT Ko ynaKoBKH
(comOuHaumKHa OYKE /aTuMexoro angasuTa
w/nm wirdpst nan uugposoe oGo3nauenne).
JIono/HNTENLHO AONYCKAETCH HAMECERHe HA
YUAaKoBKY APYTHX  HASHTH(RHKAUNOHHLIX
CpeacTB (HanpHMED; ABYXMEPHEL LITPHXOBOH
Ko/, GTIN - raoGanLHslii
HAEHTHGHKAUNONNLIR  HoMep TOProBoif
enuumiel, SN - HRANBHAYANLHBIA cepuitnbit
HOMEp TOProBai STHHHILL).

HANMEHOBAHHE H COAEPIKAHME AKTHBHBIX H
penoMoraTensuaiy  Beueere B 100 T
npenapaTa, YCNOBHA OTOYCKa, YOI0BHS
Xpauenus, MNOKAINMHA K NDPHMEHEHHIO,
HAANWCH - «Nld OCHOBE TUENAHHOTO RN,
«IIponseeneno B TepMapuny, «XpaHHTE B
HenoeTynHom ans gerelt mecrely, «Cnocod
APUMEHEHNS: €M,  MHCTPYKUMIO [0
npumencnmioy, «Ilepen  npHMeneniteM
O3HAKOMBTECH €  HHCTpYKHMeH 1o
npuMeReHmoy, «He wucnone3oBaTe MO
HCTESeHHH CPOKA TOANOLTI, YKA3AHHOTO Ha
ynaKoBKely, HOMEp DerHCTPALHOHHOID
yAOCTOBEPEHHS, HAHMeHOBAHHE M aapec
$hHpMEI-NPON3BOAHTENS H BHpMBI,
oeyuecTRAAIINEH BRIMYCKaIHii
KOHTPONE KAYECTBA, HOMED Ccepu, IaTa
NPOM3BOACTEA, NAT2 OKOHHAHHA CpORa
TOAHOCTH, IITPUXOBO Ko,
BHYTpHIaBOACKOi KOX YOaKoBKH,
AByxMepHBIH mTpuxoseii xom, GTIN —
raofanensiii naerTndnRanHonNEI HOMED |
Toprosoil EAHHHILL, SN -
HHOMBHAYANBHEIR  cepHitHBHI  Homep
TOProeoil efHHRLIEL

Storage: At the temperature not more than 25 °C/Xpanenue: Ilpn Temneparype ne poime 25 °C.

Shelf-life: 3 years/Cpox roasocTn: 3 roga.

Confirmation of compliance/ [TogTsep:acHHE COOTRETCTENA;

It is hereby certified that the above information is authentic and accurate. This batch has been manufactured, including
packaging and quality control, at the above mentioned site in accordance with the requirements of GMP and in accordance
with the agreed Manufacturing Instructions, Normative document I1 N012631/01-191208, Amendments 1-8, Component
and Product Specifications provided by the Customer. No deviations occurred during batch processing. packaging and

analysis which could adversely affect product quality.

HACTOSImIM TIOATEEPKAACM, HTO BLINIEYKAAHHAR MH(OPMALHS IBIACTCH NOLIHHHOA U Tounol. JlaRRas napTua
fL11a HITOTORMEHA, YNAKOBAHA H HCNBLITANR HA BLINICYKA3AHHOH NPOAIBOACTREHHON NIOIMAAKE B COOTBETCTEHH ©
TpebopanunMi GMP 4 n COOTBETCTBHM C YTBEPHACHABIMH MPOHIBOACTBCHHEIMH HHCTPYKUHAMI, HOPMATHBHOH
nokymenTaumeli T1 N012631/01-191208, Mam. 1-8, coctaBoM M CHCUMOUKAUNSMH MPOAYKTA, KOTOphie pun
npeacTapenti 3akazunkom. Bo BpemMs npou3BOCTEA NAPTHH, YNAKOBKH H NPH 2HANNIE HHKAKHX OTKAOHCHMTT He
NPON30NITO, 4T0 MOTVIO GBI OTPHUSTENLHO HORIHNTS H KAYECTBO MPOAYKIHH,

Qualified person/ ¥ nonnovoyenmsiil NPeACTABHTENL:
Name/ Hma: Stephan Walz

Datel Jata: g0 o U2l / J"‘(/C’/ {P

PASSALER PHARMA GmbH

Eidarsiedler Weg 3
14128 Berlin
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