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CERTIFICATE OF ANALYSIS
| mibe S CEPTUDIKAT AHAJII3Y
mibs GmbH
Aczneimittel
Product name Dekristol D; 2000 TU Country of manufacturing Germany
Haiimenysanna nponyxuii: expicron® D; 2000 MO [eprcasa-Bupoluuk: Himeania
Importing country: Ukraine
Hepxapa-immoprep: Vkpaina
Article-code/Kon aprukyy: Ident-No / IneutHikawiiiunit Homep:
VI00467 20730821
Active substances 1 tablet contains 2000 IU vitamin D;
Hitoua peyoBrHa 1 Tabnerka micTuts 2000 MO sitaminy Dy
Form of release tablets
QopmMa BHITYCKY TabneTxu
Package size and type 10 tablets in blister, 3 blistexrs in carton box
PoxMip Ta Tun nakysanns | 10 TaGnetok y 6aictepi, 3 Snicrepn y kapronuiit kopo6ii
Batch number: / Homep cepii: 201162 Batch size (pes.): / Posmip cepii (wr.): 48240
Manufacturing date: Jara supoSuuursa: Expiry date:/ [lata 3aKiH4eHHS CTPOKY NPUAATHOCTI:
1172020 1172023
Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany
Halimenysanus Ta MicuesnaxomieRHs AineHuni 3 BHpoGHULTRA: Mife TMEX ApuHatiMiTrens, Hiveuynna,
Miosxenepmrpacce 15, Bpera, Cakconig-Anxanst, 06796, Himeunna
Number of manufacturing authorisation, No. DE_ST 01_MIA_2020_0010
Howmep ninensii pinennui 3 BupoGHunTEa. Ne DE_ST 01_MIA_2020_0010
Certificate GMP'. No. DE_ST_01_GMP_2020_0023
Cepmudixar GMP Ne DE ST 01 GMP 2020 0023
Tests Method Specification Resulit
Moxasnik Meroz Cremndirxanii Pesynvrar
Appearance visual inspection White, round tablets, scored on one  complies
Omic Bi3yansRO side BiAnopinac
Bini, kpyrai TaGneTKH 3 pUCKOIO 3 onHiel
CTOPOHH
Average mass weighing 266 mg — 294 mg 280 mg/
Cepenna maca 3BAXCYBAHHEA 266 Mr—294 mr 280 mr
Hardness Ph. Eur, 2.9.8 60-120N STN/
CrifixicTs x0 €9 298 60~ 120H 57H
Pa30ARITOBARHA
Disintegration* Ph. Eur. 2.9.1 < 15 min 14s/
Posnamansat €0 291 <15xm l4¢
Assay )
Kinskicue sisnaveHna S R E
Colecalciferol® Ph.Eur. 2.2.29, HPLC 104,5-127,0% /Festedon batch - *.

2090 ~ 2540 L.U./tabl

/200858 o

Xonexansnadepon* €® 2.2.29, BEPX 104,5 - 127,0 % NpoTegTORAHD Ha
2090 —2540 MO/Tabn [/ cepit 200858 »
Prepared and checked by: Livdmyla Maistrenko Approved by: Friedrich Koppe W=P\ £ :
signature signature /% %0 76

/f/ f/Zif’/%/XEZ 7 %} 24.00. 122/ %
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Microbiological quality* Ph. Eur. 2.6.12, 2.6.13 Ph. Eur. 5.1.4 Non-aqueous Tested on batch
preparations for oral application: 201160/

MixpoGioaorigna €0 2.6.12,2.6.13 € 5.1.4 Hevomni posunsy s OPOTECTOBAHO Ha

qHCTOTA* OpaNbHOro. 3aCTOCYBAHHA cepil 201160

Package

Ynakoska

Bateh-description PV-Q-001 the batch-description of the batch bulk no.

Onue cepii package is complied with the 201162/
batch-decumentation Hedacosana
Onwc cepif Ha ynaxosui Bianosinae cepis: 201162
ROKyMeHTALlil Ha cepilo

Description of shelf life PV-Q-001 description of shelf life is complied complies

Omic Tepuiny 36epirarnn with the batch-documentation

Onxe TepMiny 36epiranus BignoBizac  Biznominae
ROKyMeHTAUIT Ha cepilo

Fill quantity FertigPackV 30 tablets complies
KinskicTs npenapary 30 Tabnerox BiAMOBiNaE
B YNaKORMN

Comments not applicable

Komenrapi HE 33CTOCOBYETHCA

“ Test is done on every 10 batch or at least once per year,

* BunpoBysarHs nposoRsTbea wa kol 10 cepil woraliMene o pas xa pik.

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The control of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

Mu nigrsepnykyemo,

3aMOBHHKoM. KonTposs 3a npouecom YNaKOBKH BiAfOBIAZE BUMOTaM.

3BitH 3 06polKu, ynakosku i ananisis cepii 6y nepernanyTi i Bu3Hani TaXuMH, WO BIANOBINAIOTS IPHHIMNIAM
HBIL

27 BEZ 2028

Date/Name + Sign Qualified Person (F. Koppe) /ffé

Rata/ing’s + ninmic Ynosuobaxena ocoba 3 x cTi(®, Konne)

End of Master Sheet e

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe

signature il signature %
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CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHAJII3Y

Product name Dekristol D; 2000 TU

. Country of manufacturing Germany
. Hepxapa-supobumx: Hineutunna

| Haitmeny oaykuii: Jlexpicron® D; 2000 MO
AHMEHYBaHHA NpoayKuii: Jlexpicron™ D, 20 Taparfescadie i

raine

Lepxaga-imnoprep: Ypaina

| Article-code/Koa aptakyay:
. V100467

[ 21761991

Ident-No / Inentudixauibinusk Hdﬁep:

| Active substances
Ziroua peyosiina

i 1 tablet contains 2000 IU vitamin D;
| 1 TaBneTxa micTurs 2000 MO BiTaminy D:

: Form of release . tablets
| DopMa BURYCKY TabneTkn
Package size and type ' 10 tablets in blister, 3 blisters in carton box

! Poauip Ta THN NakyBaHns l 10 rabnerox y Gnicrepi, 3 Gnicrepn v KapToHHii kopobu

45870

_Batch number: / Homep cepii: 210101 . Batch size (pes.): / Posmip cepii (wr.):
- Manufacturing date: {ata BupoGrmurea: |

0122021 | 012024

| Expiry date:/ [lata sakinvenus CTPOKY NPHAATHOCTI:

B e
e
-

- Name and location manufacturing site
. Brehua, Sachsen-Anhalt, 06796, Germany
- Haltmenynauus ta Micuenaxomrenns BinbHEUI 3 BUPOGHMUTBA: Mibe I'u6X ApusalimiTrens.
- Mionxenepurrpacce 15. Bpena, Cakconis-Anxanst. 06796, Hivequmia
- Number of manufacturing authorisation. No. DE_ST 01_MIA_2021_0005

Howep giuensii ainexuui 3 BupoGuuutea. No DE_ST_01_MIA_2021_0005
. Certificate GMP, No. DE_ST_01_GMP_202 1_0013
_Ceprudixar GMP Ne DE_ST 01 GMP 2021 0013

mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,

Himeuuma,

Tests Method Specification
floraznmk Metoa Cremdinaui
Appesrance visual inspection White, round tablets. scored on one
Onuc BI3YaUibHO side
Bini. kpyrai 1a62eTRH 3 pRCKOKO 3 OaNiET
i CTOPOHH
Average mass weighing 266 mg — 294 mg
Cepeana Maca 3HAKY BUHHA 266 wr - 294 Mr
Hardness Ph.Eur.298 60 120N
Crifixicts 10 €P 298] 60-120H
pa3naBmoRaHHA
Disintegration* Ph. Eur, 2.9.1 <15 min
Polmananus* €b 29| =15 xs
Assay
Kizbxiche sisnaneiiim
Colecaiciferol* Ph.Eur. 2.2.29, HPLC 1045~ 1270 %
2090 ~ 2540 1, U./tabl
Konekanwungepor* €& 2,2.29. BEPX 104.5- 127.6 %

_Prepared and checked by: Liudmyla Maistrenko

2090 - 25390 MO 12612

Result
Pesyawtar

complies
Binnosizae
280 mg/

280 wr

58 N/
S8 H

iZs/
12¢
2385 L.U.7eabl

2355 MO 1aba

..... T ——"

/},‘ M /'/ 7097 y 74 //

st M;’WW i

... Signature

i

_ Approved by: Friecrich Koppe
/P'
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Microbislogica! quality* Ph. Eur, 2.6.12,2.6.13 Ph. Eur. 5.1.4 Non-agueous Tested on batch
preparations for oral application: 201160/

MixpoGioaoriyka €P26.12.26.13 €® 5.1.4 Hesoani posunuy ans OpOTeCTORaHO Ha

4HCTOTa* OpanLHOTO 3aCTOCYBAHHS cepii 201160

4

Package

Vnaxorka

Bateh-description PY-Q-00t the batch-deseription of the batch bulk ne.

Onsc cepii package is complied with the 210101/
batch-decumentation Hediacosana
Onuic cepii va ynakosui Biznosizae cepia: 210101
JoKyMeHTauii Ha cepilo

Deseription of shelf life PV-Q-001 description of shelf life is complied complies

O 1epuiny 30epirannn with the batch-documentation
Omc TepMiny 3Gepiranns siznosinzae  piznosizac
AoKyMeHTawii Ha cepio

Fill guantity FertigPacky 30 tablets complies

Kiaskicts npemapaty 30 rabaevok Bianosinas

B VI19KOBUI

Commenis not applicable

KonenTapi HE 38CTOCOBYCTHCR

* Test is done on every 18 batch or at least once per year,
* Bunpol Bakug (POBOAATLES HA Koswilt 10 cepif monafivene o1un pas ua pix.

We confirm,
that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Authority, and
with the release specifications included in the Marketing Authorization of the importing country and given by
the customer. The contropl of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found (0 be in com plisnee with
GMP.

Mu niareepamkyemo,

1O ug cepis npenapary (yaa BUrOTOREHA | npoiiwna KOHTPOJIb yNAKOBKH Ta KOKTPONL AKOCT Ha BHILEIrANAHOMY
NIZNPHCMCTEI 3 NOBHMM TOTPHMAaHHAM susor HBIT. Mpe,1 ' SRIEHHX MICUEBHMH PEMINTOPHAMN OPraHaMi RIANA.
Creundixanii sunycky npenapary Bxmoueni 1o Peecrpauifivore nocsinyexus Kpainu-iMnoprepa | maagawi
3avopinkoM. KonTpoas 3a npouecos ymakosxu sianosiac punmoraw.

3BiTH 3 05pOOKM. YHaKOBKH | anaTizie cepii 6yan neperanyTi | BuIMAKI TakMML. 1O BiANOBiAAKOTL NpHHLMNAM
HBIL

U3, MRL 2021

= "
Date Name + Sign Qualified Person (F. hopy e

Ama s’z + niznwe Ynoshosakera ool of

= End of Master Sheet -

E;Tgb'g}gﬁ';ggiqheckédm bv Liuémyia Maistrenko

| Approvdbysrredich kogpe

S e
AT

_ signature _ slgnature
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CERTIFICATE OF ANALYSIS

iion § CEPTUGIKAT AHAJIIZY
mibg Cops
Aegmp et
 Product name Dekristol D;20001U ~ Country of manufacturing Germany |
. HaitmenyBanns nponykuii: Jlekpicron® D; 2000 MO | Hepwasa-aupodunk: Himewuuna
; Importing country: Ukraine ;
; i e Hepxcapa-innoprep: Vipaina
i Article-code/Kon aprakyny: ' Ident-No / Laenrudixauisinmit nomep:
| VIOD467 ‘ | 21764291 :
. Active substances ' 1 tablet contains 2000 IU vitamin D,
,[luouxa pedonHHa 1 Taﬁ:len\a MicTiTk 2000 MO gitaminy D:
Form of release tab!ets - i
: - DopMa BHMIYCKY | TabreTRY :
i Package size and type 10 tablets in blister, 3 blisters in carton box )
Pcmup Ta THO MAKYBAHHA 10 Tabaetor v Gaietepi. 3 GnicTepu § kapronsill xopodui :
‘ Batch nomber: / Homep cepu 210102 . Batch size (pes.): / Poamip cepii (wir.): 47970
. Manufacturing date: ata BHpoOHEUTES; i Expiry date:/ JlaTa 3akiH4eHHa CTROKY NPHASTHOCTI:
| 0172021 (0112024

- Name and location manufacturmg site: mibe GmbH Arzieimittel, Germany, Muenchener Strasse 15,
. Brekna, Sachsen-Anhalt, 06796, Germany
: Hafixteriy Banns Ta micue3sHaxoKeHHs AiEHHUI 3 BHpoOHHuTea: MiGe TMBX Apumaiimitrens. Himeuusua,
. Mionxenepuitpacce 15, Bpexa. Cakconis-Anxait, 06796, Himewuuna

Nuember of manufacturing authorisation. No, DE_ST_01_MIA_2021_0005

- Houep ainewsii Aisauui 3 eupofuuurea. Ne DE_ST 01_MIA_2021_000S

- Certificate GMP. No. DE_ST_01_GMP_2021_0013
i Cepruidixar GMP DE_ST 01 GMP 2027 00]3

Tests Method Specification Resule
[loxaiuuk Meroq Creundixanif PeavnsTar
Appearance visual inspection White, round tablets, scored on one  complies
Onne EHAEL side sizanosinae
Bini, kpyrxi rabnetki 3 prHerao 3 oawiel
CTOPOHN
Average mass weighing 266 mg—2%4 mg 280 mg/
Cepeans Maca 3BdKYBAHHA 266 mr - 294 ur 280 wr
Hardness Ph. Eur, 2.9.8 60— 120N S5 N/
CrifikicTs 20 €p298 60 120H 55H
Pa3nasnoBaHAR
Disintegration® Ph. Eur, 2.9.1 <15m 15/
Ponananns® €D 291 <15x 15¢
Assay
Kiasricne sisnauenna
Colecalciferol® Ph.Eur, 2,229, HPLC 104.5-1270 % Tested en batch
2090 - 2540 1. U./1abi 210101/
Xoneranpundepon* €D 2229 BEPX 104.5 - 127.0%: npm'ee'roaaﬂo Ha
2090 - 2540 MO raba 3

3 mPﬂrg_pg[Ed and checked by Liudmyla Ma;strenko o _ ' Xbbrové& bv;_Ffiedrmbﬁ;;ﬁé S
i O : . ?
i.wﬁgﬂ,ﬁi‘{f@m A .ot e s e - Signeture

f ) #2009 /%/ 072 A0y /
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Microbiological guality* Ph. Eur. 2.6.12, 2.6.13 Ph. Eur. 5.1.4 Non-agueous Tested on batch
preparations for oral application: 201160/

Mixpobiooriuus €9 26.12.26.13 € 5.1.4 Hesoaui powuss 218 TPOTECTURAHO Ha

qHcToTa* OpZILHOTO 3ACTOC) BakiHa cepii 201160

T

Package

VYnaxossa

Batch-descripiion PV-(3-001 the batch-description of the batch buik no.

Onic cepii package is complied with the 210108/
batch-documeniation Hedaconana
Onwc cepil Ha ynakoaui sianosinae cepia: 210101
A0K) MeHTALIT Ha cepito

Description of skelf life PV-0-001 description of shelf life is complied complies

Oniic iepuin 36epitannn with the batch-documentation

Onuic Tepminy 3Gepirauks siznosisae sizrosizac
JOKYMEHTAUIT Ha cepilo

Fill guantity FertigPackV 30 tablets complies
Kiasricte npenapary 30 TafizeTox nianosidac
B yriaKoBui

Comments not applicable

Komentapi HE 3ACTOCOBYETHOA

# Test is done on every 10 batch or at least ence per vear.
* Bunpo6y sainis npoeIaTeen Ha gowuili 1 cepii monakvese oamn pas Hu pik.

We confirm,

that this batch of product has been fabricated/manufactured, including packaging and quality control at the
above mentioned site in full compliance with the GMP requirements of the local Regulatory Autherity, and
with the release specifications included in the Murketing Authorization of the importing country and given by
the customer. The coutrol of the packaging process meets the requirements.

The batch processing, packaging and analysis records were reviewed and found 6 he in compliance with
GMP.

Mu niareepayeso.

1O us cepia npenapary Gyaa BHroTOBREHA | Npoiiuna KOHTPONL YNAKOBKH T8 KOHTPOTH AKOCTI HA BULHEIFAZAHOM)
MANPHEMCTBI 3 NOBHHM JOTPHMaHHAM BHAjor HBIL NIPE ABNEHHN MICUEBHMH PEryIATOPHRMM OpPraHaMH BIaiH.
Crneundirauil sumycky npenapary skuoueni a0 Peectpauifitoro nocsizuenus wpaimu-iMnoprepa i nanani
JAMOBHHKOM. KOHTPONS 32 Npoliecom ynakoekn BiGnOBilac apMora.

38i13 3 06podist, viaxosku | akanidis cepii Oy 73 NePeTnaHyTI | BUIHAHI TAKHAMM. LLO BiNFIOBIJAKOTD NTPHHLMAAN
HBIL

03 MRz 2074

Date Name - Sign Qualified Person (F, Koppe)
Jara iv"a - nianire Ynoanoszxena ovoda 3 srneti

. Konne)

aon End of Master Sheet
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Microbiological qualityv® Ph. Eur. 2.6.12,2.6.13 Ph. Eur. 5.1.4 Non-agueous Tested on haich
preparations for oral application: 210548/

MixpoBionoriuna Ed6.12 2613 €® 5,14 Hepoani aikaperki 32c08H 119 OpOTECTORAHO Ha

yHeToTa¥ OPAILHOrD 3aCTOC) BAHHS cepif 210548

Package

Ynakopra

Batch-description PV-0-001 the hatch-description of the batch bulk no.

Onue cepii package is complied with the 210556 -
hatch-documentation (ledacoBana
Onue cepil Ha yoakoali sianapizac cepis: 210556
JUR MeHTANIT HA Cepik

Description of shelf life PV-0-001 description of shelf life is com plied complies

Onlite TepMiby 30epirensis with the batch-documentation

Onne Tepsiny 10epiranna BiTnoriiac Bi 1ITOBI1a¢
A0KYMEHTALT 118 cepiin

Fill quantity FertigPackV 340 tablets complies
Kixsicts npenapars 30 TadaeToR BiZnoBiNAE
I 3 NAKOBLUL

Coinments ot applicable

Koventapi HE JACTOCORY €ThCA

* Testis done on every 10 batch or at least unce per vear,
* Brnpofit BaHKS TPCRLIA then s K0T LT Cepil tonaisaHIE G3IH P 143 pik.

1 hereby certify that the above information is uuthentic and accurate. This bateh of product has been
manvfactured, including packaging/labelling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country for Investigational Mcdicinal Products. The batch
processing, packaging and analysis records were reviewed and found to be in compliance with GMP

Line 4 30¢BEIEY 10, 1160 HARE IeHA BHIILC HGOPMALIA € JOCTOBIPHOI Ta TouHeK. [0 cepito npoay kit By
BUPOGIEHO ( BRTHOUAIOUH NAKY BAHHA/MAPKY RRHHE) T4 JIPOBEIEHO KOHTPOIb i1 SKOCTE HA BHIUE3aIHAYEH T AiapHini 5
NeBHIH BLNOBIIHOCTI 3 BUMOravin GMP. BCTAHORACHIMIM MICTIERMM PEryIATOPHHM OPraHoM, a TAKOH BiANGRIIHO
A0 CRENHDIKGUINA. IGO0 MICTATECA 3 PECCTPALIIIHOMY 20Cbe KPATHI-IMOVPTEPa HA NPENAPAT 149 J0CIIAHN BAHOIO
RAPCHROTO 31c08y. JIPOTOKOAN BHPOSIMIITRA. NAKYBARKHY 1A AHATI3IB G310 TEPErIFHYTO TA BCTAHOBASHO
pLInoBiadicTh GAMP

Date Nwpe  Sign Qualificd Person (2.1, [ e
Fluraing's = ninee Yaoonoaesa ocein s akocyi o), N L
------------------------------- End of Master Sheet ---

signgture
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CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHAJI3Y

Product name Dekristol D3 2000 1U . Country of manufacturing Germany
Haivenypanns npoaykuil: Jexpicroa” D: 2000 MO . clepirana-papoGuuk: Hiveuuuua _
Importing country: Ukraine
S - . lepmava-ivinoprep: Ykpaina _ S
1 Article-code/Ko1 apruryay: | Ident-No / 1aenTudiranitini Homep:
CVINgd67 0 . | 21874571 L o
Active substances 1 tablet contains 2000 IU vitamin D;

I Tabnetra mictiie 2000 MO sitasiny Dx

A% peuoBHHa

~ Form of release tubiets
Dopma BUNVERY TabaeTky

' Package size and type 10 cablets in blister, 3 blisters in carton box
Poamip ta Turt nakyeasss 10 taGaeTok y Gaictepl. 3 Saicrepr v kapTouni#l xopofu]
_ Batch number: / Howep cepii: 210356 _ Batch size (pes.): / Posmip cepii {wr.): 45945
Manufacturing date: [lata sypobuyurea: | Expiry date:/ [lata 3akiHueHHs CTPOKY NpHIaTHOCTI:
05/2021 | 05/2024
‘Name and location manufacturing site: mibe GmbH Arzneimittel. Germany, Muenchener Strassc 15,
Brehna, Sachsen-Anhalt, 06796, Germany
Haifvenyveanys Ta MICUeIHAXC R HHA JUABHULL 3 BHPOGHIUTEE: Mibe 1TM0X AptHaBivinens. Hiseuypsa,
Miouxedepwitpacce 15, Bpena, Cakconin-AHxazet. 06796, Hisveuunng
Number of manufacturing authorisation. No. DE_ST_01_MIA_2021_0005
Homep itensi aiaeHani 3 supofiudurea. Ne DE_ST 01 MIA 2021 0005
Cerlificate GMP. No. DE_ST_01_GMP _2021_0013
Ceprnpikar GMP DE ST 01_GMP_2021 0013

Tests Method Specification Resuk
[Moraznik Metoa Creundivanti Peny aprar
Anpearance visnal inspection Whife. round tablets. scored on vne complies
Onue BIRYAILHO side BIANOBIAa¢
Biai. wpymai Tadaerkn 3 prckote & oauict
CTOPQHT
Ascrage mass weighing 266 mg - 294 mg 281 mp/
CepeHa maca IBAKY BAHHA 286 Mr - 29w 281 wr
Hardness Ph. Eur. 2.9.8 S0-120N S8 N/
CrifiKicTh 10 S IRIPR: 30~ 120H 38H
PA3IABIBAHS
Disintegration™ Ph. Eur. 2.9.1 <15 min 28
Poinazanns” CP 291 =15 xe 28 ¢
Assay

KLIBKICHE BITSHAYCHHA
Colecaliferol®

Xoaekateundepot*

sfg_rnatwe

2446 1.U./tabl/

2446 MO Tada
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