PASSAUER PHARMA crman

Batch NoHomep cepum: 023034

Certificate of analysis/Cepruduicar anammsa

|Name of the ﬂﬁn.mcﬂr‘.mbummn‘

form/Hanmerosanne

Apiserthron, ointment/

npoaykTa, | Anuzaprpou®, mass man mapyEmoro WPAMEHERH

AcKapeTeennan dopra :
Release form/ 20 g in aluminum tubes sealed with aluminum foil and closed
Tropua BeIMyCKka with plastic cep. | tube together with the package leaflet is placed

into a carton bos!
Mo 20 r 5 Tyfs AMOMHHHEEEIE, IANRAHNLIC ATHMENHEDOH
(BONEToll B IAKPHITLIE MIRCTHKOBLIM woanaxon. 1 Tyby
BMECTC ¢ MHCTPYKUHE U0 NpEMeReHMI0 HoMemamT -
RATTOIIY I TTAKY,

International nonpropristary names | -
Mesknyraponsos HemaTeRTOBARROE

HANMEE0BAHNE!
Marketing authorization No / ITND12631/01 of 19.12.2008

Permerpanmosnii somep: i

Batch No/Honep cepam: 023034

Batch size/Pasmep cepun: | 98.560

Manuf, date//lara nponssomerea: 10.2024 —
Exp. date/T"ones ao: i 10.2027 ok \\mm.
Munufacturer of bulk, packer / Lichtenheldt GmbH Pharmazeutische Fabrik, German o

FIAKOBMTHEK:
AddressiAnpee:

TpomsogrTens roTesai JInxres
MERBPCTEEHROH Go0phEL,

xeasar ImGX Dapaanofitame Dabpnx, [

| |
Industriestrasse 7-9, 23812 Wablstedt, Germany |1} =

KOHTPOJE KATECTEA):

Manufacturer (Batch relzaser)/
Mpomssomnrens (Bruveramn o Maccay

| Passauer Pharma GmbH, Germany/

Dapma TwoX, Fepaaina

Address/Anpec: Eiderstedter Weg 3, 14129 Beslin, Germany
APL, batch No, manufacturer of APT' | Bee venom/Sa meenHabii .
Hammenosanne akTassoi Batch: 24002749
cyBeTammuEn, Hosep cepim, ChemCon GubH, Germany
NpOI3IBOTHTRE: MethylsalicylatMermneammmnar

Batch: 24002046

Novacyl, France

Allyl isothiocyanate/ Asnuansormonmamar
Batch: DAC/24003117

Symrise GmbH & Co. KG,, Germany

The analysis was

according to/ Amanmns ppmoTHen mo;

cartied  put | Normative document TT N012631/01-191208, Amendments 1-8¢
HJL I NO12631/01-191208, Fisw, 1-8

: -
IMoraznrenn

Limits/
Hoposa

Results!
Pexynsrars

While to light-yellow ointment of uniform
conaistency with methyl salicylate favour!
Mase o7 fenorn Ao coerka WENTOBATOND

metiry] salicylate favour/

White eintment of unifarm consistency with

=)l

[
/]
a

— Musn  Gemoro  muern, omRopOgHOEH
Onneanne UBETE, oxEGpogmoil KomcHCTeRIN © 1L € FNMAXDR
METRACAARINLTE, METRICATHIIARTA,
1 PASSALIER PRARNA c7b
||I|I..I.I.I|h
% Exeestzdtor Weg 3 g 1/4

Batch No/Homep cepus: 023034

Ideatification Tloannson

Miiss spectrums of test solution shall display the
peaks characteristic of mellitin and s adduct with
Allyl isoshioeyanate (1:1) with miz ratio abont

Mass spectrams of test solution display the
peais characteristic of mellitin and its adduc
with Allyl isothiocyanate (1:1) with m'z ratio

2845,76 and 2944, 78 respectively’ about 2845 76 and 2944,78 respectively

Bee venom/ Ha  mace-cocerpay  mpod HeneITyEMorg | Ha  mscc-cnextpar  mpof HCIEITY R3O0

Hn mremreit PACTROPA  DOMGKEL!  GOUAPYRNBRTLCA  mMKH pacraopa OGRAPRHBARTS MHKH
XAPARTERALIE A8 MCIANTAIE W €00 QUIYKTA ¢ | TADAKTEpIILE UM heeaHTHES o oern
aammARIGTHOUHORA oM (1:1) ¢ oTHOMEEEHEN BARYETA ¢ saanmmoTRoueomaTom (1:1) ¢
mz oo 845,76 1w 044,78 covTeeTcToeumD, OTEOLEAREN ML owono 284576 w 294478

CODTBETCTAESHHD.
| Retention time of melhylsalicylate peak in the | Retention tme of methylsalicylate peak i the

gumﬂﬂaw&ggggnﬁnﬂi &Eﬂgumiﬁﬂgﬂﬂg.ﬁ
to retention Ume of neethylsalicylate peak in the | retention time of methylsalicylate peak in the
chromatogram of standard solution/ chromatogram of stendard sofution/

Methylsaticylate Bpesna yoepsansEMa nuka Mernacanm fanta | Bpems YACgAABANIH Ak

DMeTnncamaimaaT I8 XPOMATOrPAMME WCNLITYEMONS (ACTROPR | METRICAMHmILIATA HE  XPOMATOCRAMME
ROSTEI COOTOETCTRABATS BPEMCEI | ACTIBITYEMOTD  PACTBOPA  COSTDETCIBYET
YOSpHEANRAH DHES METAACANMONIETE Hi BpeaitE FaepappaEma THER
APOMETOIPRMME CTAHIAPTHOD PACTROPS, METHACAAHUNIEATS  HR  SPOMETOrDaMME

CTHHAR PTG |

Retention time of allyl isothiocysnate peak in the | Retention tima af ally] fsothivoyenate peak in
chromatogram of test sobution should correspand | the chir gram of test soluti poad
to retention time of allyl isothiocyanate peak in the | to retention fime of atlyl Bothiocyanste pesk ia
chromategram of standard solution/ the chramatogram of standard sobution!

Allyl isothiocyanste / Bp yacp H n | Bpeata YRepHIIBAHRS KA

ANRANIOTIUME AT ATANIHIOTHOWEAIATA  HE  XPOMATOIPAMME | AAMNEEoTEOnHARATE 123 XPOMATOCpAMME
HETELITY NS00 pacTROps HERLITFEMOTS  PACTROPE  COOTBETCTHYET
COUTBETCTROBOTE  UPEMEHH  VOOMRHBBIHE | Bpeseni NOEDKHBAVINR mea
KA ATRANIOTHOLUHANATA BAMHARNSITHOMHANETE WS XPUMATOTPEMSE

N HEE_ PANMSE CTHHES P TIOCD pacracpa. CTAHISPTHOCY PaCTEODR.

Average woight of the Mot less thar indicated on labelf 20,5g720,5r .

package contents! He sestee alfnena, yrasamoro va yukerse,

Cpensran Macen
6,5 -17,5 7.0
Visible particles, Forcign particles and sigrs of | Visibls particles, foreign particies and signs of
plysical instability should be absent (azgregation | physical instability are absent (eggregation
and coalescence of partioles, coagalation)/ mﬁnongqmﬁnﬂﬁa&ﬁn_&anf
OTcyTeTeRe BaMMEDn SAcTHIL mocTopasex | Oreyreraymr EHREINEIE WACTHIGEL,
i i p OB o @ | moey P BEMOGEHHA M H[ERAKH
secTafnnbEBCTE (Brperannn m xoa, iz HCCTRiNERROCTH (arperanmuy

e 1] ROATY AN

B ROATSCHEH TN YACTHL, KOATYARUR).

90 me'g — 100 mgfz (90 % - 110 ) 10Emggf 101 warfr (10%)
MeTsneamuuin O 90 s o 110 serr {98 96 — 110 %)

% mglg — 11 maig (90 % — 110 Yey
O wrfr o L1 arir (90 % — 110 %)

1lmgfe! 10mrie | 100%)

Catzgory 2/Kareropus 2,

qem IFKOE® 1 r;

Absence of Prewdsmonas aeriginosa o I g
gﬁgggqﬁu:.
Absencs of Staphwlococcus  awrewr in lg'
Omeyrerame Stephwlacoceus eireas u L .

Total count of sercbic bacteria and veqst and
moalds (tofal) - NMWT 167 CFU in 1 g / Obmgee
Hacae apobenis Dawxrepaii 0 gposcscsrE
maecHenslx rpufos (cymyapin) — me Gones

Category 2Haveropan 1.

Tatal count of aerobic bacteria and yeast nd
meulds (total) — less than 10° CFU in
1 g/Ofnoree wrens aspodism Gakrepni B
APOATRENLIY. & mAecwessix  rpufos
(eyminaprn) - wesee I KOR m Le;
Psevdmmonas eeraginosa — sbsent in 1gf
Preudsmonas seruginoss - OTCYTCTBYET B
Ir

carton bow'

ﬂnuugzgqug

20 or 50 g & aluminum tubes scaled with
| alumizum il and closed with plastic cap, | fube
together with the package leaflet is placed into a

- Blir
20 g in aluminim tube sealed with alintinum
gnﬁ&a&&gé_ﬂiﬁmﬂgq
wilh the package leaflet is placed ino a carton
oo
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e a thomsroi W r » vybe amowmunesod, sAnamERoR AN Rpps wan uEpporce 0ScanAvenie), | NpETAPATA, FCTOBMA OTRMYCKE, YCRGEHS
IAXNPEITHE: OAACTEROBLIM woanswkom. 1 1yhy | amosmanencd ponereE  n pRpLITEH HOMEQ CEPHA M FEVE OKOIMANAN CPOKA [ XPAMCHDA, NOKMIGEEN K NPHMERLEND,
BMECTE © MECTRYNORCE o npaMcHERnD MARCTHREOBM Koanateos, 1 Tyla amecre ¢ CoAI0eTH {BLARBNRE WA crabe Tybu). HANTACH - KRR OCHOBE DNMETAHOTD WIAE,
TMEIIRCT B KAPTOHHYI0 HEURY, MECTPFROMER M0 NPAMEHENRE MOMELERS Hs BEE HA wllponseenene B Tepmannms, «Xpaunrs o
: ) 8 KAPTOMIZI0 AAYKY, = L » e HRMMERDEAENE | HenocTymuos anw geredt mectels, aCoocod
Labelling! i i stian state; trade | On y packase in i : trade % ._”._:qu TIpemyTpenATETLHOH “-ﬂ!.”.“mu.iu £l MHCTRYROEID. 0O
Mapxnposka mame of drug product wilh special morking &, | name of drug product with special marking @, Ao, ToenEye  Gopuy, | npamesemnom,  ollfepes  mpmmeaenmem
dosage form, mass of contents in the packags in desage form, mass of contents in the packags xnmﬂ...__,__i- =2 ¥ B &, | QHEKOMETECH € ANCTRYEUMEH Do
gm, name and coatent of active cumpanents and | in gm, name and content of active componens i HRE B AKTRBIX i | mp »y  wHe ™ mno
excipients per 100 gm of product, storage and excipients par 100 gm of product, storage BCMOMOTATEIRRBX  mewectn B 100 T | merewesmm CPONA FUAROCTH, FREGEMIGIT Ha
conditins, marketing  suthorization  mumber, conditions, marketing authorization nurmber, MPCTIOPATA,  YCIONHS  OTHFCKN,  YeUOBAN | ynaxomwely,  WOMED PErBCTPRMIIONHKRO
name and address of the company-manufecturer | neme  and  addvess of  he COMmpany- ApANENNN,  NOKEIMMA I s | yaecrosep " 2 ampec
atid company-relszse quality control, notes — aua manufactorer and  compamy-reloase quafity HERRNCH - wHA QCHOBE HMENBHOTD HAaw, | GUpME- IROEIBHIHTRAR L} tmprakl,
OCHOBS  OSrREECE0 gman, ellpowseenenn B | control, Boles — wBA OCMDBE MHSTRIOTE Azaw, Py B I , uXpauwre B | ocymecvemmougei BRITYCRAN
leposaimrn, oXpansrs 8 BemacTymHoM  mra | wlipos B8 Tepu oXporATE B mﬂnwnnd.:mn: nar hm...m# secvels, «Cmotol | KoRTPoTE Ka%eCTES, WOMED CEpHM, S3TA
Aprest mectels, oCnocof  vpsedesesns: o, HSOOCTYIOM mwE metell mecreln, sCrocob M EEHHT: oM. HHCTRYREHIG no | ApOMIBGACTEA, HETA OROHMAHME  CPOKS
HRCTPYROMG. 0 npeseneano.n, factory package | mpemeeisemmen; =R ERGTPY LR no pEMERERIS, ullepen ApHMERENteN | ronEocTH, WITPAXOB0H Ko,
Eamﬁégnmungmﬂgg%nﬁﬁ mphschemee, faclory package cods, batch IRAKDRLTEE e WEETpyKInseit o | snyTpusasoncknii xoa YTAROBLHE,
or digital desigration), batch Mo and expiry dete | No and expiry date. npurenesimy,  offe  penonbIcBATL Mo | ABYIMepEMB wrpaxceol xoa, GTIN -
(see stamping on tube fexure), i Russian_stnts: RCTEWERNN CPOKA FONHRCTH, YEAJAHBOTO BA | rooSnnnimed ayeRmadumamonssil mosep
COn_a second in Russian state: tmde | trade nama of the érug product with special yHamkoskge Ty HOMEP  PETHCTPAUROANONG | Topronod ERAHLE, SN-—
name of the drug product with special marking B, | marking &, doszpa form, mass of contents in YIOCTOBEpEHNE,  HAHMEHOBAIME H  agpec | AROREANYAALELIE  copuiimnii  moMep
deszpe form, mass of contents in the packnge in | the package in gm, rame and content of active BHpMEL-RpOIROETET i apEY, | TOPTOROH EOIHEELL,
gm, mame and content of active compatients and 1 and ipients per 100 pm of GCYMIECTIIRIDNGH DRRYCKARING KOETpoAs
excipients per 100 gm of product, prescription | product, prescription  states,  stornge -nu.numﬂ...mb. HOMED CEPEE (MAPKIPORKA HOMERA
status, stovage conditions, indications for ase, conditicns, indications for use, noses — wma CEPHEN WA  KApTOUMGH  MBUEE  MOMET
TOHES - AHE  DCHDBE  TNEAMITO  WEAR, | DCHDBE NYSAIENED Annw, «Tipoassesiesn s OTAMMATECS OT MUPKHPOBKI BOMEDE COpRI 1
#llpowmizenenc  » Cepmasoor, oXpasams 8 Tepraaares, «Xpanme 5 BenccTymoM mme mepamwoil yoamoBke (Ty6e) wa 1, 2 wam 3
BopocTynHOM  ame mevedf  mectels, oCnocob | mere mecTely, aCnocol npesemEoe oM, ACHOANHTURLNEIX  CHAMBOGE, 05070 OHHE
ICOHMCHE A =18 HHCTPYKELFIO 0o | HECTpYRIMKG  TI0 Opmusseamios,  ollepen nocMeNIYIe yakosky onnoil ceprm) (ecow
NPFMEBEEE. D, allepeg np i | mp CIEKOMETECH © HECTPYXOHCH HPUMERNMA), AATY  OPOWIBOACTES,  JETY
DIRAROMKTECS C HECTPYNTREN 150 IUMERee0.y, | M0 opmvcscasmoy, «He BCOGNAI0RATE Mo OROHUAIENE CPORA TOMIOCTH, ITPHXCEH KD,
oHe wemosesoRaT, N0 scremsrmm CPOKR: | HCTSHEHSH COOKA TORMOCTH, YKESZHBOTO Ha sy TpIABATERGH KoL FIAKOBICH
PHIDETH, YEaREOrD B yoaxoskely, markeling | ynasoswels, marketing authorization wumbes, {wombupanmEA (YRS EATHHCKDFD anpasnTa
authorization number, name and sddress of the vame and  address  of  (he COompany- wEan yadpe I Imdposce oiozRagenac).
company-manufacturer  and  company-releass | manifectarer and  company-release  quality Fonoamsmensn0 FUIyCKacTCl HAHeceHME A
quality control, batch number {a kbeling of a comtral, bateh mumber, manufachuring date, YNAKONKY  APYFHX  MAEHTIGHEANMOHILIT
batch number o a carten pucking may differ | expiration date, barcode, factory  package CREICTD (HATPHMER, ABYEMEPELLE urTprxonod
from a absling of 2 batch number oo the primary | code, Databfatrix cods, GTIN — elobal ®o, GTIN = raofinnnaei
packing (mbe) by 1, 2 or 3 additional symbols | location numbes of trade unit, SN — individual RERTRG whifl Topropoii
indivalitg a change pack of one bateh) (if | batch number o 5 iy 2 it mET
applicable), manufacturing date, expiration data, | Ha e mhﬂmﬁﬁw“ﬂ?q“ﬁn“.@hﬁvnmn . .
barcode, factory package code {combination of HR ] = =
lettrs i Latin  endfor digits or  dipital ApsmapaTa [ npeAYApEAHTEALHH : Tpat TeMmepaType je BLUDS 15,
designation). Additionally, it is allowed to mark MapxupoBkodl @, Aexaporaennnn dopa, mﬂuﬂwﬂwﬁuﬂ“ﬁ%«ﬂqﬁn Mﬂuﬂﬂwﬂﬁm RS Y
package with other identification means [for | macen comepammore B ywawomke B n E ¥ s i
expmple, DataMatrix cods, GTIN — glebal | mneMeroBamte W COREPEIANE ALTHRHLT B : y STERE
location member of frade unit, M - indjvidiaf DCRMOTA TG IR ”__mﬂ.un_.u B 100 & Conflpaicn of conipTastes Fe e En i . B &
bateh number of trade unit).! Iti certified that the shove information is authentic and nccurate. This batch has been manufactared, mcluding
NPeNAPATA, VCAORMN XPARCHRS, HOMEp is hereby . 8 . : : g dam
Ha sepepuncl vagkosse wa i permeTp 0 ¥a pens, packaging and quality contml, at the above mentioned site in accordance with the requirements ﬂmzﬁ.pﬂ.msmgﬂ ce
TRAILIEEIOT;  TOPrOBE  HARMEHOBS e | naivenonanne W CTpomS  GupME with the agreed Manufuciuring Instractions, Normative document 11 NOI263 HEW_.___‘._EP bm...u : : wm.ﬁwrﬁqﬁ and
nmpenaprTa ¢ mperynpemETenLEOd | nposssemTenE " pHbI, ond Product Specifications provided by the Customer. No deviations occurred during batch processing, pec
R BT i@, pet yio dopary, | ccymecTs i sy g analysis which could adversely affect product quality.
MACCY CONEPEEMOND B FOAKORKE B T, | KDHTPMTS KA9ECTHA,  HENENCH - OHQ HacTonupm nojTeepknaess, e BEIUEYKRAIAENAL BudoPManin RENSETCR nogammdt 1 Tousnl, oA napran
FARMERUUANHE 1 CONEPRANHE BKTHBHLIX W | 0CROBE MMEAMHOTO mNAD, wllponssegenn u Grma HITOTOBAENA, YIAKOSAHE 1 HCORITARS WA BLONEFRAIAHA0N NPOHIBBOCTRCHAN IADIIAIKE B COUTOETCTEIN €
BEMOMOTATENEHEY  Bemecre 8 08 ¢ Pepmarmm, «XpawaTs 5 HEROCTYITHOM SR TpeSopannani GMP 1 8 cooToeTcTBMN © YTBEERISHILIME TPOE3A0IL ANEH WEECTPY y HODMAT
UpENAPATE, ¥ ip ; P | aeTell mectely, aCmocol npssescrnm: o, Aowymenrmamed TINDI263001-190208, Mine, 1-8, cocTaBom u crem@uxanamn NPONyKTs, KoTopEle GaiT
PETHETPAUHOHINTO VEOCTOREPEHES, | MHCTRyRmEID o MR METTERITI. S, npeICTARIEHE Jakarinkos. Ho apess npomnoacTea MApTIM, YRSK0BXKN W NNl SHRANIE ANKAKDE OTRIOHERET He
HAHMEHOBARNE H eTpaEa  mpuel- | BEyTpEY ®om - ywal h ¥ DPOHE30ILN0, 9T0 MO (Ll OTHEIATEILE0 AUBANATE Hi KAYCCTRO MPOLVELHH,
UPOHIBOMNTERR I urpMsl, ocyuecTammomedl | copum 1 AnTA omonusEHEs CPORN FONHOSTI.
BLIAYEKAMMOHIE KONTPOME KovecTRE, waamicn | Ha a0l vom Qualified person’ ¥ nonmoseucansol npercrapaTERS:
- WH3 QENGDE nueansoTe saan, «lipomisencno | graice VESIAR0; TOProBoe HANMeHInaMie Mame/ Hun: Stephan Walke
8 Cepmanums, «Xpanums n HEOCTYMHOM X0H | ApennpaTa = npeaynpeanveasitof Dates laea: 12.12.2024
seveli mecveln, «Cnocol mpawesenwn: ow. ey @, prreesnan (opMa, i "
HBCTpFHITE Q mm\. { [T | PASSALER PHARMA ol
BHYTPRIABOICR0i ot ) @ ST e




