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CERTIFICATE OF ANALYSIS
CEPTHDIKAT AHAJIZY

Product name: Solacutan
Maiineny sanus npony i

s Conawyran

Country of manufacturing: Germany
Aeprrasa-nupodiie Hivesamn
Importng conntry: Ukraine
Aepasa-pinopren: Yepalua

...... “ ticke-cade/Kon a SPTHRYINT
VIOORO%

- Hdent=-No 7 Lrewridikatdfinaii sosep:
25183371

Srepgth /activigy

Cra dfakienion,

1 g gel contains 30 mg of Diclofenae sodium
brremo micrirs 30 My ansaohenary w 17";3i}s:}1

Dosage Form

Hikapesra dopsra

ﬂ f‘rel 34 myle

redn, 3 sy

Package size and type 25 g in tube, 1 tube in box

Peaadp Ta 140 naky BasiHg 1o 25 1y B o boryeiy nadnd

Numher of Registration Certifieate UA/IBR72/01/0

Hosep peectpauiine o nocsiziens Ne UALRET2/01/01

Batch number: / Hessep cepii: 251010 Bateh size (pes.): £ Poysiip cepii (it oo

Manufacturing date: Java supobirea: Iz"\:ph'\' date:/ ava vastiicnss repalny npuastaoett
FH2028

Name and loeation manufacturing site: mibe GribH Avzocimittel, Muenchener S{rasse 13, Brehna,

Sachsen-Anhaldt, 06796, Germauny
Hafisie sy passr 1 MicHE3HANIDRCHIS Sasni - prpoONIarTRa: Mite voX ApusainaiTrens,
Mieuxenepurrpacee 13, bpena, Caxconin-Aunainy. 06796, Hiseuunin

Number u!’mmmi*wmrinu zili!h(ﬂ'imﬁ{)ll. No. DE_S '“l BT OMEA 2024 pg19

~ Certificate €
Ceprnding

Hesep ainensiv ainnasii 2

1P Ne DE_ST

wpotanaa, Ne DE .‘Ci '”z\w;
sMP. No. DE ‘%‘I D GMP 2024 U(}:»l

4 0pio

U@ (.,1?\”‘ RSN ).\i

Methods Specifications Resolt
Meromt koppoao ;

Ve M S

Sppearance Ph.Eur, 2.2.1% Aelear, transparvent, colourivss o com plies
O \/nn.zE inspection velowish gel, Free from visilble pianos i

Jwr 2200 particles,
BV ARG

P SIPOOPINT i i
VOTE 20 DB T TG KOO
WSS HA0THMOR,

dour Organaleptic ?.nm simell of Banzad aleshal wmphc
ERUEMN i 3 COBBRITT AN SeRmLIaRee Cnpn DI REY
Relative Density Phobur, 2.2.37 I fH-U 1.068 R R
Binnocus rvomim Ph.lour 2.0.5¢ PORS LS

pH Ph.Eur. 2,23 7 .

nhi Potentiometric method i 76

Pl Bar.

Fripgrich Xoppe

botee v 1729 éfy L0 oA AE dé})



Viseosity

Braghors

Identity
Diclofenune sadium

Faewimikaais
Jnsoderian garpio

ASsay

Diclnfenac sodium
FITLKICHE BIBHINCHEA
Hsmeaodicnar NarTpio
Reluted Substances of
Diclalfenac sadium
Cynposioni 0aiLmy
Mt aodeian varphe
impurity A!

Homimra A°
Unspecified impurities,
single

Flepsament zoniuims,

Sum of all impurities
(Mg BOIX QOMIION
fdentity Benzyialeohol
Lacsriigass
Bsiionoro ¢y

i

Assay Benzyvialeohol
[N HEUCTHU

P AOROTD CHHY

Filling Quantity
Baler v

noTeRHOMe TP et
Ph.Eur 12107
Brookfield, CP 32,

250, 1 rpm

PhuBer, 22,107

Meron Bpysdissaa, CF 51
RSP R SLEY

HPLC

i

BEPX

HPLC
REPX

HPLC
BEPX

HPLC
BEPX

Continuous welaht eontenl
Beme B

DOpRHB I

33060 - 90000 mPa-s
35008 - HHION st ¢

The retention times of the principle
peaks of test and referenge solution
miust mateh

UV-Spectrum obtained with test

solution conforms to UV .Spectrom of

reference solution

Yac }’Tp!!xi‘v’?}i‘:i“iﬁ QTHOAHOTD ﬂi?f()‘ MHb
RUBPOGYBRALHOIO PUTHIHY T PO
HOPIREAHEA MEE COIBIIIATY
Yh-CueRTp. OTpHMAHIE 28
BHAPOGYELTHHOI O POTHHY MAC
piAROBIIRTH YID-CHCRTRY U0 POIY
nOpiRAHEL

30 mofg 5 %1 (95 - 105 Y
28.5-31.5 mulg
30w 5%

-3

<02 %
oo
0.2 %

{),: o P

a

< B Y

206y

The retention tines of the principal
peals in the sample snd standard
chromatograms must mateh

WRITLHATS PO T
BOpiBHAILIES MAC SRIBHRIATY
13 mpfe 10 % (90 - 111 %)
13,5« 16.5 mofy

PS5 s o B9 90 — 110 "ol
13.5 - 165 s

aecording to standards of German
regulation for finished packaging
{Fertdepackungsverordnung
(FRackVy

average

POBHIEY

nominal quantityin g

gpackungsverordnung tFPack Yy

474
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silae
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Micrabial Gualing® Pl Eur 2.6,127, Phobur, 3,14 cutancouns use: comyplies’
Mapadiioaed i sy Ph.bur, 2,6.13% S CFUA BLIIORLINE

PhoEur 26,125 100 CFUY

PhuBur 26037 Absence of Staphylocacous aureus in
e '
Absence of Pseudomonas aervuinosa
inty

BJ drrosbe 30 P, 3004

151] Hdii% \lnHUr C3BCTOCVRBANMS,
TAMU S W RKYO S

' 1RV O e

rHieTs Psewdomonas
acrugingsay |

Packape

¥rnkoska

Batch-description the bateh-deseription of the

L ceply package is comphoed with the bateh bulk no,
batch-dacomentation Si ! i
Chiie copdl sa v naeosid sizngsi; Mg
AORYMEHTI Ha cepiio 251 % I

Deseription of shedf life deseription of shelf fife is comphicd complies!

Chtite Tepstiiey adepiraria with the bateh-documentation BrAnOBiTac
Onie repsiny 'sﬁcpir" i BianoBizac
AOKYMeHTaldl Ha cepilo

Fill quantity FertigPackV g complies/

Kizbricys nperapary 25y sizonina

B VIakoRi
(‘m’n ments ot apphicahble
Kosearapi HE JACTOCOBVCTLCR

FUUTTERL YLrsinn
’im;‘nniu' A l-(L6-dichlorophenyl)-1.3-dibydro-2H-indol-2-pne
Prestis carvied out o every third bateh or at least ance per vear

B A G

*

1

,=lm<ei kit A 02 i o iiage ] 3 Leariape-TH-noo0e 2w
ST OB RO AR KO FPOiHOT Cep I RN I WAHH Pl i ik

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/lbelling and quality control at the above mentioned site(s) in full

compliance with the GMP requirements of the loeal Regulatory Authority and with the specifications in the
Marketing Authovisation of the impor ting country or produet specification file for Investigational Medicinal
Products. The bateh processing, packaging and analysis records were reviewed and found to be in compliance

swith GMYP
Lhost s saceinnvio, tho BaBe CHa BILLe Bapopaiy ¢ Aecrogiprom T tosno. Lo cophio HPOAVELIE OVIT0

FUPLRACHO (BRAOHUOMH TIIRY BAHHAMAPEYEAHIN) T2 POBCACHS mnr;mm, T axocTi HE pHe anesaveniil 117
sl planosianesti s prsorasut GMP. serasop i csun seuesin £ PETVISTOPHIM OPFAHDN. & TAKOH BLANGELHO
At ap Tun-anpoGinen ado

Ao creudikauilh, wo vietatsea v pecerpadiinasy aocse ado TOPropiil
NI TRRETATY HKILO NP0 m,ammx HOpTOBRHG. 50 v 40e6E eoetidGirauiil vy npenapat anm o
1

HRAPC LR Imumt Can BHPOGHELTRA. TRV BAHEA 13 anains §iao Hf:pu VT 1D B0 IO B HE
sianopiers

AN BT

U

Evdd of Master Sheat

Fronared and

Fsigrisl signature







ZJ

AEPKABHA CJIVIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npor. Ceitmanoi Hanif, 3, m.Kuig, 02099, ren/dare: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €IPTIOV 37078774

BUCHOBOK
PO SAKICTHL BBE3¢HOro B YKpainy JiKapchbKoro 3acoby

23.08.2023 Ne 40214/23/10

COJIAKYTAH®

(naftmenyBanis nikapeskoro sacofy 3rinHo 3 peecTpatiiinumM TOCRITUEHHIM)

relib, 30 Mr/r; o 25 r y Tv6i; no 1 Ty6i y maumi

(bopma BUTYCKY. Jl03YBAHNS, BH TaKYBRHEA TKapeLKOTo 3acoGy)
Howmep peectpaniiinoro nocsinuenus UA/18872/01/01 crpoxk nii pecerpaniiinoro nocsizsenns 30.07.2026
Cepis nikapeekoro sacofy N 230504 Kinbkicrn BBesenoro nikapenxoro zacoby 8000

Bupobuni Mite 'M6X Apunaiimitrens, Hiveaauna

(Halimenysanis BupoGHIKA TiKapcEKoro 3acofy, kpaina noxoKcHA)

Breseno B Ypaiiy Tosapuctso 3 ofmexenoto Bianosinanericrio "MIBE YKPATHA",

inent. kox: 38705049

(naiimenysamns ra ko 3a €JIPTIOVY 1opumuunoi ocofy abo IpiasumE, iM's, Mo BatrKoB] diznuol
0coBH - T MIPHEMLS, 1T Micle IPORUBANHS T PeeCTpauifumit HoMep oﬁmxosm KAPTKH IDIAaTHHKE
MeAATKIB abo cepid Ta HOMCp (aCNopTa)

Mpotokon Bisyankuoro kenrpomo six 23.08.2023 Ne 2540/3,

32 pe3ynbTATAMM  AepwuBHOTO KOHTPOMIO  BCTAHOBICHO, 1M0 JHKapchKHiA  3aci6  BBe3eHO B Ykpainy 3

AOTPHMAHHAM BHMOT 3aK0HOARCTRA UIOA0 3aDe3MeTeHHS SIKOCTI MKAPCEKUX 3aC00iE,

CITy>R0M 3 MKAPCHKAX 3800018 Ta KOHTPOIO 3a

Kornsposa J1.B.
HapKOTHKAMHV Kmscwn{ ofmacri

3acTyTHHK Haqmmma Bmﬂmyﬂebaxmnm
t ‘ L ¢ }

(rocaxesa ocpoa opraﬂ) Jcpmaﬂ;mro xoznpmm) (Hl,.[BiiC) (npnuuule Ta uuumn ;
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CERTIFICATE OF ANALYSIS
. CEPTHDIKAT AHAJII3Y

mibe el

ELIPA At et H L)

Product name: Solacutan Country of manufacturing: Germany

Hattnenysanus opoaykuii: Cosakyvran” Hepmasa-pupoftik: Hiviewunra
[mporting country: Ukraine
Hepskapp-isinoprep: Yipaina

Article-code/Hom apTuryiy: Ident-No / [nentixpikaniiinnil Homep:

V100809 23093761

Strength / activity 1 g gel contains 30 mg of Diclofenac sodium i

f=] e f=N =] t=1

Cuna Al akTHEHICTY I rremo mietTurs 30 Mr SHKRIOQEHAKY HATPRIHO

Dosage Form gel, 30 mg/g

Nikapeska gopaa ress. 30 aur/r

Package size and type 25 g in tube, | tube in box

Po3xiip Ta THR nakyeaHHs no 23 ryv nyoi ne L tydiy nadui

Number of Registration Certificate UVA/18872/01/01

Hostep peectpadifHoro noceiauess Ne UA/18872/01/0)

Batch number: / Howmep cepii: 230304 Batch size (pes.): / Posvip cepii (wr.} 8000

Manufacturing date: Hars supoduniuraa: Expiry date:/ Bara sakiHuenss Tepyiny npIaTiocT;

032023 05/2026

Name and location manufacturing site: mibe GmbH Arzneimittel, Mucenchener Strasse 15, Brehna,
Sachsen-Anhalt, 06796, Germany

HaiyenyBaHHa Ta AlicUe3HAXOLREHAS AINBHILE 3 BUpebHIUTEA: Mide TudN ApunaiiviTrenn.
Mwonxerepurtpacce |5, bpena. Cakconis-Anxanut, 06796, Hiveuuia

Number of manufacturing authorisation. No. DE_ST_01_MIA 2023 0005

Heviep aivensil zinwhiui 3 supodunurea, Ne DE_ST 01 _MIA_ 2023 0003

Certificate GMP. No. DE_ST_01_GMP_2023 0012

L Ceprudirar GMP Mo DE_ST 01 GMP 2023 0012

Tests Methods Specifications Result
HailseHyBaHH NoRaTHIRG MeTozn KoHTpoaa Honyerni sewwi vieroi Pe InTat
Appearance Ph.Eur, 2.2.1% A clear, transparent, calourless to camplies
Gaue Visual inspection vellowish gel. Free from svisible BiAMIOMI A
Ph.Eur. 2.3.1% particles,
BIIVANBHO Unerit nposopnii reas 8ia
5e30apBHOIO 10 KUBTY BATOL LA S
He SHCTHTB BILAINEIX YA 1 !0
Gdour Organoleptic Faint smell of Beny F& IHJ pd I:P‘lj'ﬁ’ 2 lies
Sanax OPTAHOISATIHHO Candsnit 3anax 68 adr0 cipppap "Si N1
Relative Density Ph.Eur, 2.2.5% 1.035 - 1,065 ¥ DOKYRENTIB WNUSE
Bignocna rycTima Ph.Eur. 2.2.5% 1035 - 1.065 - B i tiﬁ?ﬁ
pH Ph.Bur, 22,38 7.0-8.2 5 7.4% 2
pH Potentiometric methad 7.0-.82 @ i 7. f
Ph.Eur. 2.2.3% A Ry
| Prepared and checked by; Liudmyla Maistrenko ' Approved by: Friffdr 1{-54 -Q?Q-O. o
e = A" A i
r il : R 9
i_sigmature T signature :




Page 2ot 4

LGP IO TP Ao 1
Vincasity Ph.lEur 2.2.107 35000 - YO0 mPa-s 50450 mPas
B3 sakierh Brookficld, CP 32, 33000 - 90000 s e 30050 wblac
25°C, 1 rpm
Ph.lur, 2.2.10"
Metot By rdiiti . CP 30
23 Colodse
Llentity Diclafenac HPLC The retention gimes of the principle complics
sidim peaks of test and referenee solution CIRTNHT
must mateh
UV-Spectrun obtained with test
sohution eonforms to UV -Spectrum off
refereace solution
L rensimdrinaeis BlIPX LIe S TPYINIS BOTIHS OCTEROBIOT0 HIEY L5
Ankaodienur apio BIHIPOUOY BILTBHOTE WO SIHY 13 POt
S T RV U [T HTH R R T
Meb-cienp. capinangi L
BIFLEPOON BULELIIOL O PO SN e :
BLUIOBELRLE Y D-C OO L5 PO s

(RS EATHES
Assiy HPLC S0 mgle & 5% (95 - TS5 %) 302 mu'y
Diclofenae sodium BPX 285 - 305 myglg
NiZnidere pinsnavetin Marre3ve 93 03y .2
S o narpir 285305
Hedated Substances of HPLC
Diclofenae sudium BEPX
Oy aposi i aoniwsn
Hincrodre ik sapin
Limpuriny A < (L2 < LU 9y
Jlostiueean A IR R N
E nspecificd imparities, <L2 % < LA Y
single O AR,
Fhesn s reinixi.
ORI
Sum of all impuritics < 0.0 "% < ALUR ¥y
O R I ATV TSN Uty 03T
Identity Benzs !t nlechol HPLC The retention times ol the principal complics
Frenndiisantin BEPX peaths in the sample wnd stndard TTRHIGIRHY
BCHSTLUBOLO CHIPITY chromuatograms must mateh
L VTR B OCHIQBHRIEG RN 18
BUEPOOY HUTLIIOTE DOSHIEY 11 DO
MOPEBHANS O <UL
Assay Benzy [aleohol HeiLc 15 mg/o L [0 %% (B0 - F10 %4) 4.7 mu/y
N bRiCHe B s BEPX [35- 105 mgfy
Bt s CHprs R I LU LV B R P17
I35 103wt Y
Filling Quuntity? Continuous weight control aceording to standards of %
Baict y imkok® beinepepuniil garosni reguintion for finished py STV Borspi
ROITPROIL (Fertigpuckungsvervrd ffpeks” BOKYNEHTE
(FPackyv)) i,
Gy eraue F gontinal
Bianosi g o
TR 118 F O b 0T M
thertigpirchangsyeror
COPe s st Qe BT
R tEOCH 1
* Prepared and checked by: Livdmyla Maistrenko ! Approved by: Friedrich Koppe i
T T i :
signature ) //-“pé- e | signature ——
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Ph, Far 26,82, 2.6.13
Ph.tor 200226005

Pl Ear. 3004 cutancous nse;

TAMC mas, 100 CFU

TYMC man. (1 CFLy

Absence of Staphylococeus aureus in

Alicrobial Qualiny®
AR O REUN TN

Iy
Ahsence of Psetdomanas aeruginoss
inlg

Biinosi e e Phobur S04
AL ERIPHOE G RO B0
TANC 10T RYO o
TYMC T RYG
i ey L Staphy locaegus aurets 3
I v gigey snichs Pseudomonas
acruginasa sy 1
Puckage
Yiakoshu
Bateh-description
e cepii

thie bateh-dheseription ol il
pachage is complicd with the
ateh-documentation

Ornte cepil oy naRest sLEosii
sy e ani na cepilo

Deseription ol shell'lite
Ohnnie repyiivy sGepinans

desceription of shell fife is complicd
witls the bateh-documentation
Ore tepyiiiy 30epinateg siuoBh L
R MG ceplio

o
=
1

Lh

Fill guantity
NLILKICTE penapar
B8 L AAROBIL
Comiments
Keenmpl

FertizfPack V

[T )
o

netapplicabie
Ne KICIOCORYC LU

Fenrrent yersion
Haupurity e b-(2.o-dichiorophens D-1L3-dily dea-2H-indul-2-one
T -process control duriog Hiliag uf tulres
3 st is enrried out on every third hiteh orat fest onee pes year
= Y B L
Ui v 1020 uisowpdbenie = E A o TS I STTRREERE
TR R LI REC T LU RS H IS TR LR S TR 180
boct upolo el L ROSKHOT 1T THOT il (ot iie o @il pas TR pin

sesfed on bateh
23402

nputed FOBUHG HU
cepli 230403

bateh bull no.
2303504

Hedaeosana cepin:
23050t

complics/

B0

conmplies/
EIRTISIIRRLS

1 hervby certify that the nbhove information is authentic and accurate, This bateh of product has heen
manulnetured, including packaging/labelling and quality control at the above mentioned site(s) in foll
complinnee with the GMP requirements of the local Regulatory Authority and with the specilieations in the

Marketing Authorisation of the importing country or product specification lile for Investig

afional Medicinal

Products. The bateh processing, packaging and analysis records were reviewed and lound to be in complinnee

with GNP

LG 8 BRI S0 1D BTG B [IOPAALLT € TOC TOBIPHOKY T TOHTIGS. Hiog

BHPOGICHO {BE OO TR RON SN APRY BRI 10 HPOBCICHU BOH TP )
noshi e inosi ot s sntorasie GMEP saanomensm AHCTEEIAL PRIy,
10 CHeTWHERALTTL 1O STCTH LU N Pt CTPARTTIIOAN  HICTE G060 Topr o,
RPain-inop et sisei 1pe.t KU TP TORT L 00 8 Wkt CHeiig
Aikapebsore gaeany . Hpotorean BLPOGETHILTR, FRIKS D (3 FITHRTRY

B iRl e e GNP

T’ropared and checked by: Liudniyla Maistrenko ) ! Appraved by: Friedn
- !
" signetune »”"//“’”"r N ) | signoture

GDire TP 2y KT O e
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09, Jun 2023 7/%

Erate Sume - Stan Wisth B8 Feron ol Koppwe
Jhern i - e Yiominomsrean acond b oakec i Konne)

------------------------------- End of Master Sheat "o
: Prepared and chock_edkl)\;:wLmimL@!]{y"IS M;st._'(_nl\o ) B _m.r\pprovod by. Fricdiich Koppoe
i L 3
Dsignoture - - o ) | Signature =
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