NN

TEPXABHA CJYXEBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hazii Ceitnnanoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BHCHOBOK
npo SIKiCTH BBe3eHoro B YKpainy JikapebKoro 3acoly

23.04.2024 Ne 21527/24/26

KCHJIA30J1
(ualiMeny BAHHA IKAPCHKOTO 3acofy 3rifHO 3 PEECTPALIAHHM MOCBIAYCHHAM)
cnpei HasaJabLHMH, POIYHH; N0 10 ma y $1aKoni 3 po3nHIIIOBAYEM Ta 3aXHCHHAM KOBIIAYKOM;

no 1 gaaxKony B KApTOHHIH xopobui
(popMa BHIYCKY, JO3YBaHIA, BIX NAKYBAHHA nikapcsxoro 3acoby)

Homep peecTpailiifHoro MocBifueHHs UA/18500/01/01 crpox nii peectpaitifHoro nocsiueHHs 22.12.2025
Cepis nixapcebkoro 3acoby Ne 401002631 KinbKicTs BBE3eHOrO NiKapebkoro acoby 60836

BupoGHux YOPJIZI MEAVLIVH IJTAY CAH. BE TIIDK. AL, Typeuunna

(MaliMeHyBanns BUpoOHAKA nikapepkoro 3acody, kpaina THOXOJKEHHS )

Baesero B YxpaiHy TosapHCTBO 3 00MEKEHOX0 pignosiganpaicTio "Tpokac Papma
Yxpaina', inent. Koa: 37177201
(naliMeHyBaHHS Ta KOX 34 CIPIIOY sopuunuHOi ocobu 460 npi3BHLIE, iM'd, 10 6aTEKOBI thiznunoi

0co6u - nianpuemus, T MicLE NPOXKKBAHHA T peectpauifinui Homep 061ikOBOT KAPTKH MIATHHKA
nonarkis aG0 cepin Ta HOMEP HacropTa)

IpoTOKOJI Bi3yalLHOTO KOHTPOIO BiA 20.03.2024 N= 920/1.
TlaGopatopHuii ananis AKocTi nikapeskoro 3acoBy 3ailicHenui:

JlaGoparopist HapMaKoneHHOro ananizy JI1 "YxpaiHcpKkui HayKoBHii papMaKONeHHUH NEHTP
sKocTi JIKapehKuX 3aco6iB" (m.XapxiB, BYJI. ActponomMiuHa, 33)
(HaiiMeHYBAHHA T4 Micueasaxomxenns 1aGopaTopii, o npoBeaa naGopaTophuii ananis AKOCTI)

BHCHOBOK LIOJI0 AKOCTI JiKapehKoro 3acoly, BUIaHHH naGopatopieio six 19.04.2024 Ne 311/32724

Pesynwrary 1abopaTopHOTO ananisy sKocTi nikapcekoro 3acoBy 3a nepeBipeHYMHE NOKa3HAKaMHK BiANOBiNATL
BHMOFaM METO/IB KOHTPOJIO AKOCTI (aHANITHYHO-HOPMATHBHOT AOKYMEHTaNi).

3a pesynbTaTAMH AEPKABHOrO  KOHTPOMIO BCTAHOBJIEHO, WO JIKApChK 3aci6 Beeseno B VYkpainy 3

AOTPHUMAHHSAM BHMOT 3aKOHONABCTEA (o0 3a6e3neueHHs AKOCTI K

Mukona XOJIOJEHKO

(ninnyegl = ¥ KPAI (iniuianu Ta npizsHme)

Y30
Giiinun 0% >,
g 10¥




CERTIFICATE OF ANALYSIS
CEPTH@IKAT AKOCTI

Product name:

Hesaa npodyemy:
Pharmaceutical form,
package tvpe and size:

Hirapoexa ghopatg, mun ma

POLMID YRAKOGKU,
Dosage / potency;

Hlosa 7 cra Off:

Registration certificate:

Pecompargiine noceiouenna;

Batch no.:

N cepii:

Batch size:

Posnip cepit:
Manufacture date:

Manufactured by WORLD MEDICINE ILAC SAN. VE
Location: 15 Temmuz Mahatlesi Cami Yolu Caddes
Nor3G Gunesh Bageilw/lstanbul, Tarkey
License: TRUY 20091222

A2

TIC. A,

Bupoizeno; YOPCLIME DI LAY CAH. BE TL/TH, AN
Micienaxoprenin: 18 Tesorva Muxagieuni fhwami Hoay Jhxaanei

Ne30 Psoneinai Sarpxnrap Cravbvy, Typennnia
Hiuensin: TRAUY:2010-12.2

No. 40000035939

XYLAZOL
KCHIA3071

nasal spray, selution, 10 mi in flacon with spray nozide and protective cap;

I flacon together with a leaflet in a carton box.,

CHped e tbnull, posdun, no 10 w1y dhaaconi s posmniosaven

Mg HIXUCHUM RKOSGRAGYEON, RO
MEOUUHOCEG JACHIOCYBLNHA ¢ KGDIMGHIIT RopoGyl,
Xylometazoline hydrochloride 1 prg/mi

+ Dexpanthenol 50.0 mg/mi
Keunoxyemasoainy 2iopoxiopudy 1 ma0n1

+ dexcnanmenony 50.0 seiav

UA/18500/01/01
401002631

60 905 packages/ynaxogor

aakony pazon 3 incmpyedicio 08

P ~ . 01.2024
Hama eupobuuipmed

Expinydees 12.2026

Tepyin apuoarmocnii.

TEST LIMIT RESULT
Horaswu sxovni Hopyyeanns Pesvavmam

Appearance Clear, coloriess solution. Conforms
Onue {Ipozopul GesGapenuil pozain Bivnosicoae
Identification
foenmuhivayis
- Xvlometazoline Retention times of main peaks which are obtained from Conforms
hydrochloride, sample and standard chromatograms should be similar, Bicnosioce
- Kewwonenmasoning: Yecu yinpivyedanisg OCROBNUX BIRIG, OIPHMUHIUX 1id
clapaxaopudy, XPOMAMOCPUM] GURPOOVEUNO20 POSTUHY, MUK Nib
- Dexpanthenol GIONOGIOMMY YOCAN YIPUMPETHHA OCHOUHUX NIKIG.
- Hewenanmenoay OIPUACN WG XPOMAMOEPAMT CRIAHOARNGE0 DOTUURY,
- Benzaltkoninm Chiloride Retention times of two Benzalkonium chloride peaks which | Conforins
- bensaaxoniny x10puoy are obtained from sample and two Benzaltkonium chloride Bichosioae

peaks which arc obtained from standard chromatograms
shouid be similar.

Yoo yoIpusiveanis 06ox RIRIG GRIEIROIID XI0pUoY,
CIPUMANHOS0 10 XPUMAINOSPU] SIIPOOGEYEUNO0 PUswii,

MO GIOROGICUINY NUCAM YRIPUMYGUHHHA (60X TIKI6

HEHFAIRONIG XAOPHOY, OMIPUMAHO0 1A SPOMENOSpUN
CHIGHOGPIINOZ G POYUNY,

Clarity and degree of
opalescence
Hpozopicms T covains
ORAACCHen iy

Clear  solution (not  more  opalescent.  thag ;
suspension . \Q, QA MA 4’4«
_!]pn;*opm.' posinn {he  DLBe oM a}?i “

eu‘a‘;&gmum cyenensid .

( 0ﬂf0rms

Degree of coloratlon S

L\{f@g\lc& solution {(not more intensiv

2804 14




Muanufuctured by WORLD MEDRCINE ILAC SAN, VETIC. AS
Location: {8 Termmmuz Mahallesi Cann Yolu Caddesi
No:30 Gunest Bageilavdstanbul, Tarkey
License: TRIUY200912-2

Bupodaene: YOPLT MEADNHHH LAY CAH, BE TS, AME
Micueanaxoiacensa: 15 Tesnays Maxaens fheami Hoay Javwo
NeS0 oneran baeasnapC ravdy s Typesaing

Hinesig: TROUY20H9 2.2

TEST LIMIT RESULT
Horasnuru axocmi Hopaysans Pezvanmcm
Cmyvrins sabapeaeiost reterence solution By}, Bionaaioae

Besbapemult poswun  (safapeirenuil ne Glibui IHmencueno,
HidC enicctonnyll posuin Be).

Nominal volume
Hovinaasinuit 06 'cv

Not less 10.0ml
e venee 10,0 A

10.7 ml iaa

pH 3.0-7.0 57
Density 0.950 g/mi — 1,050 g/ml

yemuia

{1,950 a/s - 1,050 25

1.012 gimlieiaci)

Droplet {particle) Size

Distribution d95 > 10 um Conforms
Posnaait xpanemn d95 > 10 e Bionogidae
{HACOR] 30 POIPOA

Uniformity of delivered Not more 1 of the individual contents deviate from the limit Conforms
dose of 75.0 - 125.0%, and none deviates from the limit of 63.0 - Bionosiouwe

Oonapionicns
BUSFIBHEHOT GOtY

135.0%.

He Giaptte | in0usiovaionoon pesyvismainy Mosee
giOxsnues ¢ic el 75.0% - 123, 0%, § ycogden pesyavimaii
He Mae gloxismuca ai) meoci 63,02 - 135,0%,

Related substances
Cyapogioni dostiumw
Dexpanthenol
Hexenenimenoy

-Pantolactone
-flenmimogicnion
-Maximum unidentified
HNpUrity

~Mearccunng b

ueidenmuhixosanu OoVUKa

-Total impurities
-Cyma dortineor

Nylometazoline
hydrochloride
Kowrovenmazoainy
AIOPeXAOPHOY

- lmpurity A

- Hlestingo 4

- Unidentified impurily
- Heioenmugpirosun
L OOMIMIKG

- Total impurities

- Cvnig domiueor

Not more 1.5%
He Gianwe 1,.3%
Not more 0.2%
He Ginstae 0,2%

Not more 1.5%
He Oigvie 1,5%

Not more 0.5%
He Ginptue 0,3%
Not more 0.3%
He Giavine (1. 3%
Not more 2,0%

He Biantue 2,0%

Not detected

He ausieaeno

< Reporting limif

-+ MedicT srisgrenis

Conforms
Bionosioac

< Reporting limit
< Mot guneacnn

0.1%

Conforms
Bionosioue

W\ Ay '5'\
NGy g o o
%7 YFiinui ¥ \ﬁg&-

1
tad




Manufactured by WORLD MEDICINE 1LAC SAN. VE TIC. AS.
Location: 15 Tegunuz Mahallesi Cami Yelu Caddesi
No:3t Guneshi Bageilarstanbul, Turkey
Livense: TRAUY 2019122

Bupodiaens: YOPUT MENH EIAY CAL BE TLLA. AL
Micuemasomkenns: 135 Tesans Maxaaaed Joxai Hoay Jbekatacc
Ne30 oneussi Barmwanap € randva, Typedsa

Ainersia: TRAUY 2019122

Assay

Kizuricne susnaneris

- Xylometazoline 1.00 mg/ml £ 3% (0.93 mg/m] ~ 1.05 mg/ml) 1.03 mg/mi (a0
hydrochloride 1,00 uziva £ 3% (095 aier— 1035 uehen)

- Kewnovenaszoniny
ciopoxIopudy

- Dexpanthenol 30,0 mgiml = 5% (47.5 mg/ml - 52.5 mg/ml) 56.60 mg/mi Doy
- Aexcnammenoay 30.0 aeeivea = 395 (473w — 32,5 el

- Benzalkonium chloride 0.20 mg/ml £+ 10% (0.18 mg/ml - 0.22 mg/ml) 0.20 mg/m! (a2
- Bemsaiakonin xiopuoy 0,20 s = 10% 018 ol - 0,22 sy

Microbiological quality
Mikpodivave funa wuentoma

- total aerobic microbial Not more 107 CFUMml

count (TAMC) < J0CFUig
- 3APUABHG KIABKICHTD He diavue 107 KVOia < JOKYO
ACPOBIUN MIKPOOPICHTING

(TAMC)

- total yeast/moulds count Not mare 10! CFU/ml < 10 CFU/g
{(TYMCQC) < JOKYQ»
= R02LIbI KETHRICINE He diapue 100 K¥YOiun

OPINCONCOGUX A HACHASUX
spubie (TYMC)

Staphylococcus aureus Should be absent in 1 ml APSB“‘ n T ml
Maiome dvmuy siocynmi ¢ 1 Bidcymui 6 1 aei

Pseudomonas aeruginosa Shouid be absent in 1 ml A%J§€Ili in 1 mt
Maroms énvmu aiocvmni 6 T o Riocvmmig |t

1 do hereby certify that the abovementioned duata are trustworthy and accurate. This product batch is
manufactured {packaging/Aabelling included) under the quality control on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as
with the specification and control methods of the analytic-normative documentation, registered in Ukraine, The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established.

Llas 51 3aCGIONYIo, 10 NePEPONosmia sulye inhopsaiis © cocmoesipons 1 moanaon. L cepla npooyryii oyia
ANPOMOGIEHG  (BRIOUWONT HAKVEURNT ¢ MAPRVGANNA) 3 MPOSLOCHHRN KUMIMPOMD AKOCHI MU GUIEGKI3ANTTY
cupoBryiE Sirshuyl & noeulin signogionoemi 3 sumocanit GMP, ecrianogaenuvy. pecyiamopiing opaioad
Typewvuny, o« maroxe v eionoeionocmi 31 cheyudbikayicio 1 Memoousy  wormpono  axoemi (MKH),
sapeccmpoeanionn g Yapaini,  Tlpomoron supofinuymesa,  ynaxosky  ma  auaiizie Gvan pepecsinymi ma
semanoeieno gionosionicnns GMP.

Surname and position of person, approving batch release to market
[Ipizaunge ma nocaow 7 3eanig ocobu, sxa euoaid 003ET it aumyer cepit

Signature and date, stamp
Hiowue nice Same RICHIC@IA, TEUAEG 7 WRIGYR 6.03.2024




CERTIFICATE OF ANALYSIS

CEPTH@IKAT AKOCTI

Product name;

Huzaa npodveny:
Pharmaceutical form,
package type and size:
Hirapcora thopaea, mun ma
POIMIP YRaRoeR:

Dosage / potency:

Hoza 7 cwre i

Registration certificate:
Pecompanyitine noceiouenns:
Batch no.:

Ne cepii:

Batch size:

Poareip cepii;

Manufacture date:

Hame supoduuymaa:
Expiry date:

Tepstin npuodamiocmi:

Hemnazon Ne401002952_Crpaswrua_L.jp

Muannfacrared by WORLD MEDICINE ILAC SAN. VE TIC. AS.

Lecation: 15 Ternmues Mahallesi Cami Yolu Caddesi
Ne:50 Gunesli Bageilaristanbul, Turkey
License: TRAUY:2009-12-2

Bupobaeno; YOPLT MEPILUTH LAY CAN, BE TLIAK. AJLL
Micnemaxomnenng: 15 Tesvyr Maxwtrewn awi If!nm Jeameci

NSO Uromentni Barmsiciap/Craviby, Typeuunia
Jlinenrsin: TRAUY2019712-2

No. 40000036032

XYLAZOL
KCHIIA3OT

nasal spray, solution, 10 ml in flacon with spray nozzle and protective cap;

1 flacon together with a leaflet in a carton box.

enpel nasaconudl, posiun, no 10 s y haakoni 3 posnwnosauen
ma 3axupcmunt Kograuren; no ! (j)mmnr PazoM 3 IHCMpYRIic O

MEOUYHOO 3UCINOCYBANNS G Kefpmonniit kopobyi,
Xylometazoline hydrochloride I mg/m!

+ Dexpanthenal 50.0 mg/ml
Kewrovemasoainy siopoxaopudy 1 veit
+Mexcnanmenaiy 50.0 vzt

UA/18500/01/01
401002952

56 895 p#ckagesh-vmxoeox
01.2024

12.2026

TEST LIMIT RESULT
Horazui axocmi Hopsnvaaina Pezpmsniam
Appearance Clear, colorless solutian. Conforms
Onuc ITposopuit esbapenii posuun Bidnogioac
Identification
Ioenmudghicayis
- Xylometazoline Retention times of main peaks which are obtained from Conforms
hydrochioride, sample and standard chromatoegrams should be similar. Bionosiduc
- Kewrostemesoniny Yacu ympurivaaunn ocrosiux nisie, ompuvanuy na
eidpoxaopudy, XPOMAMOPAN GRUPOBYEUNGS0 POTUUHY, MAIND
- Dexpanthenol sionogidanin uacay YMpEAYEun OCHosHI: hixis,
- Hexcnanmenony OMPUMAHUN NG XPOMMAOSPUNT CanOapimoso posunny,
= Bengalkonium Chloride Retention times of two Benzalkonium chloride peaks which | Conforms
- Bensaiconin xropudy are obtained from sample and two Benzalkonium chloride Bionosioac
peaks which are obtained from standard chromatograms
should be similar.
Yack ynynuoyeumins deox nikia dewsaikoniio Xropuoy,
RIPIARDCO HA .\'[J().'lI'HHIU(‘[MJ.]H' 6!.f"p()6(.?6'_]-'6’(”!0:’() PrzHuNy,
IHOMD BIONOGIOUNIN HUC YIRPUAYGUII O6UX NIKIG
GENSLIRONTIO XAUPHOY. OMPHAINOCD 1A XPOMANIOePUMT
CRIGHAUpPIIIoSO PO e P
Clarity and degree of Clear solution (not more opalescent, than 131;6)611513 nfos 5
opalescence suspension ), 7S KRS 7 :
fipozopicms | conine Hposopudr pozwun (ne diaswe  omarec r{eumm{rF Sfine G
onaiecyenyit emaiointa evenensin . " : et TR 2|
Degree of coloration Colourless solution (not more mlensﬁ ’Uﬁ% hERHCEhforme 5 » sl
Crynine sadapeienns reference solution Ba). Rignosi c’\cfﬁ /




Kcunason Ned01002952_ Crpanuvua_2.jpg

Maunfactured by WORLD MEDICINE [LAC SAN. VETIC. A8,

Location: 15 Tenumez Mahablesi Cami Yolu Caddusi
No:30 Gunesli Bageilar Istanhol, Turkey
License: TRAUY2(HY:12-2

Bupuoteno: YOPLLNMETHIINE L1IAY CALL BE TLA, AL
Micuemnavosesennn: 15 Temwys Maxaseni Mwavi Fony Jlxanaec

Ne3 Nionetuni Barasrmap/CravGya, Typewusimia
Jlinenis: TR-UY 201973222

Besbapenuti pozvun (:abaperenuit we i inmencusito,
Hidie eneounui postun By).

Nominal volume

Not less 10.0 ml

Hoxinarenuit 06 'cu He yeme 10,0 a1 106 ml )

pH 50-17.0 57

Density 0.950 g/ml - 1.050 g/m! v
Myemuna 0,950 oianr — 1,030 ol i s
Droplet (particle) Size

Distribution d95 > 10 um Conforms
Poznodin kpanens d93 > 1 uxat Bionogiouc
(uacnior) 3a posxiipoar

Uniformity of delivered Not more | of the individual contents deviate from the limit | Conforms

dose of 75.0 - 125.0%, and none deviales from the limit of 65.0 - | Bidnosicae

Conapionicnn
glsiteNnenol Qs

135.0%,

He Giavwe 1 inousiovaisnoso Penbiainy Monee
ddxisnues ¢l siexci 75,0% - 125,0%, | scoden
PesVanman e vac gidxicsmnucs ¢iod seact 65,0% - 135,0%.

Related substances
Cynpoaioni ooatinirn
Dexpanthenol
Hexenanmeno.ny

~Pantolactone
-Hanmoncaremon
-Maximum unidentified
impurity
-Mearcusiartoi
neidenmudivoaai
donrd

-Taotal impurities
-Cvivie Ooaiiniok:

Xylometazoline
hydrochloride
Kewroovienicsoingy
clapaxiapuy

- Impurity A

- Hovivira A

- Unidentified impurity
- Heldenmughirosana
doiinia

- Totai impurities

- Ovua doaiitox

Not more 1.5%
He Ginvtre 1,5%
Not more 0.2%
e ditvtue 0 2%

Not more 1.5%
He aluvwe 1,.5%

Not more 0.5%
He &bt ,5%
Not more 0.5%
He Givuee 0.5%
Not more 2,0%
He dinvue 2,0%

11sny;

Not detected

He auaeneno

< Reporting limit
< Meowci ausgnenist

Conforms
Bionogioac

< Reporting limit
<Mewi cuneiens
< Reporting limit
<Mexci gusaienns

Conforms
Bionoeioac

...\.‘?‘:’-%&

e, T

¥
S Al (o g
VAU g
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Keunason Ne401002952_Crpaxuua_3.jpg

Maunuafactired by WORLD MEDICINE ILAC SAN. VE TIC, AS.
Locution: 15 Temmuz Mahallesi Cami Yolu Caddesi
Ne:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY2019:12-2

Bupobreno: YOIV MEJHLIUIH LIAY CAH, BE TLUK. AL
Micuesuaxoreuns: 15 Teswys Maxaaewi Jorami Hoay Maxanrec
Ne30 Tioneni Barusnnap/CrasmGyi, Typeuanua

Hinesis: TRAUY2019412-2

Assay

Kiavricne ansicvenis

- Xylometazoline 1.00 mg/ml £ 5% (0.95 mg/ml — 1.05 mg/ml) 1.03 mp/ml fareden)
hydrochloride 00 stalan = 3% (0.95 v — 1,03 sy

- Kewroaemazoniny
2idpaxnopudy

- Dexpanthenol 50.0 mg/ml £ 5% (47.5 mg/ml - 52.5 mg/ml) 51.4 mg/ml fuetana)
- Hexcnannienoay 30,0 v £ 3% (17,3 v — 52,5 a2t

- Benzalkonium chloride 0.20 mg/ml £ 10% (0.18 mg/ml - 0.22 mg/ml) 0.20 mg/ml (uetrr)
- Bemzaikanino xaopugy 0.20 aiefye £ 10% (0,18 smedonr — 1122 aoiana)

Microbiological quality
Mixpodionoeivna uuemoma

- total aerobic microbial Not more 102 CFU/ml

count (TAMC) <10CFWyg

= 3A2AALNG KLIbRICME He Biavue 107 KYOhiy < [OKYU/?

aepobuux Alikpoopeanizie

(TAMC)

- total yeast/moulds count | Not more 10" CFU/m| <10 CFU/g

(TYMC) < 10 RV(?

= BTN KETORICHTL He inswe 100 KY O

dpiccdacosux ma naicusieux

epuiiie (TYMC) )

Staphylococeus aureus Should be absent in 1 ml Absent in 1 ml
Matoms dyvimu eioevimmi ¢ 1 st Bidcymui 6 1 s

Pscudomonas acruginosa | Should be absent in 1 ml Absent in 1 ml
Aaromns Gymu giocynud & 1 Biacymui ¢ 1w

1 do hereby certify that the abovementioned data are trustwerthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality contral on the abovementioned manufacturing
site in full conformity with the GMP requirements, established by the regulartory agency of Turkey us well as with
the specification and control methods of the analytic-niormative documentation, registered in Ukraine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established,

Lt 5 3acaiouyio, wo nepepaxasana suye inghopyanpist ¢ docmosipriown | movnomo. Lin cepist RpOCYRLii Gyt
Sueomosiend (BKUONQIoN naxyaanns [/ MApRyeanus) 3 nposedenis REOMINPOMIG AKOCIHT N SHLearRazanii
supodnuniit dixerini 6 noenilt gidnvsionoemi 3 avoeaM GMP, somanogienting peyismopins opeanor
Typewuunn,  « maxoxc vy cionoaionoemi 3 cnenuineayicio | semodavu  konmposio  sxocmi (MEST),
supecemposaninir ¢ Yipatui. lpomore supodumpmaa, ynaxoesu ma anaiizia Y REPeRAAIYING My semansienn
sidnosionicme GAP.

Surname and position of person, approving batch release ro marker
Tpisaige ma nocada s seanns vcodn, ska andatd 0ol na GUIY'CK cepit

Signature and dare, stamp
MTidime mea dama nidnteanna, revana ” wmam - 29032024
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