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_ antibiotic

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT IKOCTI CEPI JITKAPCHKOT'O 3ACOBY

Ne 1635

Name of product/I1azsa npoxyxry
(strength, dosage form. package size and
type/ 1o3yBaHHs, JiKapchka (opma,
PO3MIp I THIT YIIAKOBKH)

Tobrinext combi, eye ointment, 5 g in an
aluminum foil tube with cannula and plastic
screw cap: 1 tube per pack with the labeling
made in Ukrainian / ToGpunexer kom6i, Masp
O4Ha, 110 5T Masi y TyOl 3 ajioMinieBoi (onbr 3
KaHIONEIO Ta IJAaCTMACOBOK KPHUIIEYKOIO, L0
HarsgHYYeThCS; 110 1 Ty6i B KapToHHi# xopobui
3 MapKYBaHHIM YKPAIHCHKOK MOBOIO

Active substance/ niroua peqoBusa

1 g of the ointment contains tobramycin sulfate
equivalent to 3 mg of tobramycin and 1 mg of
dexamethasone/ 1 r mazi mictuts ToGpaMinnuy
cynbdar, Mo eKBIBAICHTHO TobOpaminuny 3 wmr,
Ta JEKCaMeTa30Hy | mr

Manufacturing country/ Kpaibga~ | Bulgaria/ Bosirapis
BHUPOOHHMK

MA number/ Homep PI1 Ne UA/17883/01/01

Batch number and size/ Homep Ta posmip | 425425

cepil 7000 packs / 7000 yrraxoBok
Date of manufacture / ata Bupobuuursa | 14.10.2025

Expiry Date/ Ctpox npunarrocti 10.2028

Name. address and license number of
manufacturing site/ Hazsa, anpeca i
HOMep JIUEeH31T BHPOOHHYOT MiIbHM LI

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd.,, Razgrad 7200,
Bulgaria

BAJIKAHOAPMA-PA3IPAIL AL

Byn. Anpincko Bactanie 68, Pasrpan 7200,
bonrapis

Manufacturing authorization for medicinal
products in Bulgaria from 17.12.2024 Ne
BG/MIA-0482 / Jliuensis Ha BupOOHUIITEO
nikapeekux 3acobis B Bosrapii sin 17.12.2024
Ne BG/MIA-0482

afkznpharmo-Razgrad A0 B4 Aprilske vastanie Blyd.,
flaz

gred 7208, Duigana

Uniter Bulparian Bank

Bank Catde UBBSBGSK
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Indicator/ITokazunx Specification/Cnenngiranis Result/Pezyaprat

Appearance/ Onnc ‘ Ointment with uniform consistency/ Mass | Meets acceptance
3 0IHOPITHOI® KOHCHCTEHLIEIO criteria/ Binnopinae

Colour/ Koaip White to pale yellow / Bin 6inoro no Meets acceptance
' 61110-9KOBTOrO criteria/ Bixnosinae

Identification/ Inenradpircanin ‘ ,

- Tobramycin /Tobpamiums : Meets acceptance
TLC/TIIX, o criterta / Binnoginae

' Meets acceptance
HPLC/ BEPX criteria / Bianoginae

-Dexamethasone /[excamerason Meets acceptance
TLC/TIIX. criteria / Binnosinae

Meets acceptance

HPL.C/ BEPX criteria / Bianoginac

-Methy! Parahydroxybenzoate/ ‘ .
MeTunnapariapokcufensoar HPLC/ BEPX : Meets acceptance
o criteria / Bianosinae
-Propy! Parahydroxybenzoate/ o
Ipominnaparigpoxcrbensoar

HPLC/ BEPX Meets acceptance
- criteria / Bianosinae
Homogeneity/T'oMoreEnicts Homogenous/ T'omoreisa ' Meets ~ ‘acceptance
. criteria / Bignorinae
Minimum fill, ¢ / Maca smicty, | To comply with the test / Mae 5.2
r : BIANOBIAATH BHMOraM BUNPOOYBaHHs
Particle size, pm/ Posmip
YACTHHOK, MKM
-none/ »Konua >00 . 0
-max. 20 particles/ maxc. 20 >25 0
YACTHHOK'
-max. 2 particles/ maxc. 2 > 50 0
YaCTHHKH
Content of /Buier: From 0.0475 t0 0.055 / 00510

-Methyl Parahydroxybenzoate %/
-MeTuanaparinpoxcubensoar, %
- Propyl Parahydroxybenzoate, %/
nporninnapariapoxcibensoar,%

Bin 0.0475 10 0.055

From 0.009 t0 0.011 /

Bin 0.009 no 0.011 0.0106
Related substances
Dexamethasone, %/ Cynyrui
nomimky dexcamerasony, %
T~ Any impurity/Bynp-ska ' Not detected / He
NOMILLIKa Not more than 1 /He Ginbiue 1 BHSIBJIEHO
- Total/Beroro nomitox o
Not more than 2 /He Ginbie 2 o Not detected / He
BMSIBJICHO
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Related substances
Tobramyein, %/  Cynyrtsi
aomimen Tobpaninuay, %
- Any impurity/dy ap-sxa
IOMIiLUKa Not more than 1.5 /He 6inbine 1.5 0.04

- Total/scsoro nomimox Not more than 2.5 /He 6inbue 2.5 0.14

Content of Dexamethasone, %/ | From 0.095t00.11 /

Buicr Hexcamerasony, % Bin 0.095 1o 0.11 0.106
Content of Tobramycin, %/ From 0.285 to0 0.36 /

Butict Tobpaminuny,% Bin 0.285 1o 0.36 0.308
Sterility/ CrepunbuicThn Sterile / CtepunbHuii Sterile / CrepunsHuii

Criennixaniss BIAIOBIMHO 1O BHMOr KoMmawii / Specification according to company
requirements

The batch meets the requirements of QCM for MA Ne UA/17883/01/01/ Cepia Bimnosinac
Bumoram MICT no PIT Ne UA/17883/01/01.

- The packing, labeling and expiry date correspond to the requirements of QCM/ VYmaxoeka,
MapKyBaHH Ta TEPMIH IPHIATHOCTI BiAIOBIAAIOTH BuMoram MK S,

Storage: Store in the original package in order to protect from light. Do not store at temperature
above 25°C. Keep out of reach of children. /36epiraTu B OpuTiHANBHIN YIAKOBI, B 3aXHIICHOMY
BIA CBITJIA MiCI, IIpH TemmepaTypi He sre 25°C, 30epiraTh y HeNOCTYIIHOMY LS iTel Mict.

[ hereby certify that the above information is authentic and accurate. This batch of product has
béen manufactured. including packing/ labeling and quality control at the above mentioned site in
full compliance with the EU GMP requirements assigned by the local health authority and also in
accordance with specification of registration documentation affirmed in Ukraine for investigational
medicinal product. The batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP requirements and were signed by the responsible persons of the
above mentioned manufacturer./ Uum s IIOTBEPIDKYIO, IO HABEGAEGHA BHLIE indopmarnis ¢
JOCTOBIPHOIO Ta TOWHOIO. Ll cepist mpomykmii Gyna BHrOTORJEHA, BKIIOYAIOUH NaKkyBaHHsI,
MApKYBAHHSI Ta IPOBELEHHS KOHTPONIC il SKOCTI HA 3a3HaveHii BHpOGHHUIH minga y TIOBHIi
BILIOBIAHOCTI 3 BrMoramMu GMP, BCTAHOBICHHMH MiCHERIIM PEryNnsITOPHHM OpPraHOM, & TAaKOoK
BIINOBIAHO 10 crietudikailiil, 1o MicTIThCS B peecTpanifiHoMy NOChE, 3aTBEPIKEHOMY B YKpaiHi
JUTSL MOCHIJUKYBEHOTO JiKapehkoro 3acofy. IIpoToxoms BupoGHmITES, NaKyBaHHA Ta 1IPOREICHHS
anamizis  O6ynu TIepeBipeHi, BCTAHOBNEHO BimmoBimHicTs BumoraM GMP  Ta TimEcano
BIATIOBLNAJIEHIME 0cOBaMH BHPOGHHKA.

Issued by/Bn,u f0\Diana Aleksandrova

Qualified Pergon/ Y IIOBHOBaYXKEHa 0coba: /,y&\
o / ; N ) \,
/ //" i /M
Date/ ,Ha’rei; 02 7.4 W&Wﬁw '
' . %P:?’ AR T
oo 40
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,[{EP)HABHA CIYKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM Y KHIBCBKII OBJIACTI

npos. Caitmunof Handi, 3, s.Knis, 02099, ren/arc: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €IPIIQY 37078774

BAUCHOBOK
1po AKiCTHL BBesenHoro 8 Yxpainy aikapcoxoro 3acofy

09.06.2025 Ne 26515/25/10

TOBPHHEKCT KOMBEI

{uaiimesysanss nikapchroro 3acofy 3riAH0 3 peccTpAUiiiMM NoCBIZYCHHAM)
Ma3b 09HA; 1m0 5 r Masiy Ty6i 3 amroMinicBOT GONETH 3 KAHIOZEIO TA NIACTMACOBOIO
KPHIIEYKOI0, W0 HATBHAMYETHCA; 110 1 Ty6i B kapTounili Kopobui

{thopma Bumycky, ACIYBAHHA, BILI TAKYEBALIUA TIKEPERKOTD 3aceby)

Houep peccrpauiittoro nocsizsenys UA/17883/01/01 cepox ii peecrpauiiinoro nociavensn 17.01.2025

Cepin sikepesroro-saceby Ne 412624 Kinbricts BBe3cHoro aikapeskoro zacoby 3360
Bupobunk BAJIKAHOAPMA-PA3TPAA AJl, Bonrapis
{uafimMenynains spodHiKy NiKapehkory 3coby, KpaiHa NOXOLKEH Ha)
Breaeno B Yrpainy Crinnbie yKpaiHehbK0-cCTOHChKe NANPIEMETRO ¥ (opati TosapcTBa
: 3 o6nicmenolo pignosizaasnicrio " Onrina-Mapa, AT, inenr. xoa:
21642228

(naliveayBanng Ta kox 33 CAPTIOY wpianumol oeotit abo- upissiue. iv'a, o Gararosi QA
ocobit - NiTIPHEMIY, 1T MiCHe IpUKHBAHNS T2 peecTpanifinuil roMep ofnikoeof xapTsy nraTHIKA
mogatkid afo cepis T2 Honmep nacnopra)

IIperoxen pisyaasioro konvpemso siz 09.06.2025 x 1722/7,

33 pesyibTaraMit QepHABHOO KUMTPOMO BCTRHOBACHO, WO JHKAPChKMit 3acif  smesewo B Yxpainy 3

AOTPHMAHHIIM BIUMOT 30KCHOAABCTRA U040 2abE3NeYeHHS AKOCTI AiKapehKNX 3acobie.

Gnera €PBOMEHKO

KOHTPOMQ) {riirnuc) {finiany 2 npiasmne)




antibiotic

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT AKOCTI CEPII JIKAPCHKOI'O 3ACOBY

Ne 0991

Name of product/Hazsa npoxyxry
(strength, dosage form, package size and
type/ nmozymaHHs, JNikapceka (opma,
pO3MIp | THII YITAKOBKH)

Tobrinext combi, eye ointment, 5 g in an
aluminum foil tube with cannula and plastic
screw cap; 1 tube per pack with the labeling
made in Ukrainian / To6puneker xom0i, Masb
04Ha, 110 5T Masi y Ty6i 3 amoMiniesol Goern 3
KaHIONEIO Ta IUIACTMACOROK) KPHIIEYKOIO, IO
HATBHHYYETBCA: 110 1 Tyl B KapToHHINA Kopobui
3 MapKYBaHHIM YKPalHChKOIO MOBOIO

Active substance/ niroya pewoBuna

1 g of the ointment contains tobramycin sulfate
equivalent to 3 mg of tobramycin and 1 mg of
dexamethasone/ 1 r mazi MicTHTL ToGpaMiluEy
cynbdar, Mo eKBiBANEHTHO TOGpaMilMHy 3 MT,
Ta JleKcaMeTazony 1 Mr

Manufacturing country/ xpaina- | Bulgaria/ Bonrapis
BUPOOHHK

MA number/ Homep PIT Ne UA/17883/01/01

Batch number and size/ Homep Ta posmip | 412624

cepil 7000 packs / 7000 ymiakosox
Date of manufacture / Jlata eupofuunrsa | 10.06.2024

Expiry Date/ Ctpok npunaTaocTi 06.2027

Name, address and license number of
manufacturing site/ Hassa, ampeca i
HOMED MileH31i BUpOGHUIOT AIBHEN]

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd., Razgrad 7200,
Bulgaria

BAJIKAHO®APMA-PA3IPALL ALl

Byn. Anpincko pactanie 68, Pasrpax 7200,
bonrapis

Manufacturing authorization for medicinal
products in Bulgaria from 14.03.2024 Ne
BG/MIA-0423 / Jliuensis Ha BUPOGHUIITBO
nikapeskux 3acobiB B bonrapii sin 14.03.2024
Ne BG/MIA-0423

Page | of 3
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Indicator/Iloxasuuk Specification/Cnenundixauis Result/Pe3yabTar

Appearance/ Onnc Ointment with uniform consistency/ Masb | Meets acceptance
3 OAHOPIAHOIO KOHCHCTEHLIEID criteria/ Bignosinae
Colour/ Koaip White to pale yellow / Bia 6inoro ao Meets acceptance
611 10-)KOBTOTO criteria/ Bignosinae
Identification/ InenTaixauis
- Tobramycin /ToSpamilH Meets acceptance
TLC/TILX. criteria / Bignosinae
Meets acceptance
HPLC/ BEPX criteria / Binnosinae
-Dexamethasone /JlekcameTazoH Meets acceptance
TLC/TIUX, criteria / Binnosinae
Meets acceptance
HPLC/ BEPX criteria / Binnoginac

-Methy! Parahydroxybenzoate/
MeTtunnaparinpoxcnbensoat HPLC/ BEPX Meets acceptance
criteria / Binnosinae

-Propyl Parahydroxybenzoate/
Tponinnaparigpoxcnubensoar

HPLC/ BEPX Meets acceptance

criteria / Bignosinae

Homogeneity/T oMOrenHiCTb Homogenous/ ['omorexHa Meets acceptance
criteria / Binnorinae

Minimum fill, g / Maca gmicty, | To comply with the test / Mae 5.1

r sinnoeinaTy BUMoraM BUNpobyBaHHs

Particle size, pm/ Po3mip

YACTHHOK, MKM

-none/ kKoJHa >90 0

-max. 20 particles/ make. 20 >25 0

YaCTUHOK

~-max. 2 particles/ makc. 2 > 50 0

YACTHHKH

Content of Baricr: From 0.0475 to 0.055 / 0.0479

-Methy! Parahydroxybenzoate,%/
~MeTHnnapariapokcnbenszoat, %
- Propyl Parahydroxybenzoate,%/
nponinnapariapoxkcnubensoar,%

Bin 0.0475 no 0.055

From 0.009 to 0.011/

Bin 0.009 no 0.011 0.010
Related substances
Dexamethasone, %/ CynyTni
xomimxn Jexcamerazony, %o
- Any impurity/6y ip-1xa Not detected / He
noMilKa Not more than 1 /He 6inbine | BUSIBJICHO
- Total/Bcboro IOMILIOK
Not more than 2 /He 6inpiue 2 Not detected / He
BUSIBIIEHO
Page 2 of 3
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TEPKABHA CJIYIKBA 3 JIIKAPCBKHNX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMU y m. KHEBI

npos. Hanaii CBiTauuHoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon EJIPTIOY 37079055

BUCHOBOK
npo AKicTh BBE3eHOIo B VYkpainy JiKapcbKoro 3aco0y

21.01.2026 Ne 2306/26/26

TOBPUHEKCT KOMBI

(HaMeHYBaHHA JIIKAPCHKOTO 3ac0BY 3riIHO 3 PEECTPaLiiiHUM NOCBiIMEHHAM)
Ma3b 0uHa; o 5 r Masi y Ty0i 3 amominieBoi GoabTU 3 KAHIOJEK0 TA IACTMACOBOK0
KPHIIEYKOI0, N0 HATBUHYTYCTELCS; M0 1 Ty6i B KaproHHiil KopoGui

(popma BHIYCKY, 103YBaHHA, BH MAKYBAHHA fikapebkoro 3acoby)

Homep peccTpaulifiHOro NOCBiAYEHHA UA/17883/01/01 cTpok il peecTpauifHOTO NOCBIiAMECHHA HeoOMemeHUH!

Cepis nikapewkoro sacoby Ne 412724 KinbkicTh RRE3EHOrO ikapeskoro 3acoby 3360
BupoGHHK BAJIKAH®APMA-PA3IPAJL AJl, Bosarapis
(HafMeHyBaHHA BHPOOHKKA NiKAPCHKOTO 3acoBy, KpaiHa NOXOMKCHHA)
Baesero B Vkpainy CnijibHe YKpPaiHCHK0-CTOHCHKE HIANPHEMCTBO Y (opmMi TOBApHCTBA
3 ofMexeno10 Binnosinaasnictio "Onrima-®apm, JITA", inent. kox:
21642228

(HafiMeHyBaHHA Ta ko 3a €J1P1 10V iopuamu4Hoi ocobu abo npissuLLe, iM'st, no GatekoBi QizuuHoOT
0cobH - nianpuemus, ii Micue NPOKHBAHHA Ta peectpauilinuii HoMep 06NiKOBOT KAPTKH MIATHUKA
nonatkis abo cepia Ta HOMEp nacropra)

TpoTokon Bisyansuoro kontponio Bix 21.01.2026 Ne 267/01.10-26/2.

3a pesynsTaTaMH IEPKABHOTO KOHTPOMO  BCTAHOBAESHO, 10 dikapcbkuii  3aci® BBeseHo B YKpainy 3
AOTPHMMAaHHAY

AAKOHOAABCTBA WO 3abe3neueHns skocry/nikapehkux 3acobis.

*?j\LGE,B T4
'b“\ WH Mg

Muxkona XOJIOJEHKO

(ninmuc) (iniuianu ta npizsuine)




antibiotic

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHU®IKAT SIKOCTI CEPII JHIKAPCHKOT'O 3ACOBY

Ne (0992

Name of product/Hazsa nponykry
(strength, dosage form, package size and
type/ no3yBaHHs, Jkapcbka (opma,
PO3MIp 1 THN YNAKOBKH)

Tobrinext combi, eye ointment, 5 g in an
aluminum foil tube with cannula and plastic
screw cap: 1 tube per pack with the labeling
made in Ukrainian / To6pnuexer wom6i. Masb
oYHa, 110 5T Ma3i y Ty6i 3 amoMiniesoi dosbra 3
KAHIONCIO Ta IACTMACOBOIO KPHIIEYKOIO. 11O
HarBHHYYyeTHCS; o 1 TyGi B KapToHHiH Kopodui
3 MapKyBaHHIM YKPaiHChKOK MOBOKO

Active substance/ niroua pe4oBHHA

1 g of the ointment contains tobramycin sulfate
equivalent to 3 mg of tobramycin and 1 mg of
dexamethasone/ 1 T Ma3i MicTuTb TOSpaMiLMiy
cynbar, Mo eKBIBAIEHTHO TOOPaMiLHMHY 3 M.
Ta JeKCaMETa3oHy 1 Mr

Manufacturing country/ kpaina- | Bulgaria/ Bonrapis
BHpoBHIK

MA number/ Homep PT1 No UA/17883/01/01

Batch number and size/ HoMep Ta posmip | 412724

cepil 7000 packs / 7000 ynakosok
Date of manufacture / Jlata pupoGuuursa | 10.06.2024

Expiry Date/ CTpox npuiatrocti 06.2027

Name, address and license number of
manufacturing site/ Hasea, azmpeca 1
HoMep nineHsii BupoGHHYOT HiNbHAL

BALKANPHARMA-RAZGRAD AD

68 Aprilsko vastanie Blvd.,, Razgrad 7200,
Bulgaria

BAJIKAH®APMA-PASTPAJL AJl

Byn. Anpincxo sacranie 68, Pasrpan 7200,
Bonrapis

Manufacturing authorization for medicinal
products in Bulgaria from 14.03.2024 Ne
BG/MIA-0423 / Jlineusis Ha BEpoSHHUTEO
nikapeskux 3aco6is B Bonrapii sin 14.03.2024
Ne BG/MIA-0423

Laikanphurma-Razrgrad AD 68. fpritshe vastanic Bive., {- 3591311613 318
Ra2qret 7200, Bulgare

United Bulganan Baslk Bank Cosle UBBS3GSF

Lhlon # 15 f{fy s 010 LE ’;-‘f%/

1« 3591541 630 272
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Indicator/MTloxaznuk Specification/Crnenndixanis Result/Pesyasrar
Appearance/ Onue Ointment with uniform consistency/ Mass | Meets acceptance
3 OIHOPIMHON KOHCHCTEHILIEK criteria/ Binnosinae
Colour/ Konip White to pale yellow / Bin 6inoro sio Meets acceptance

641100-30BTOrO

criteria/ Bianorinae

Identification/ InenTudicanin

- Tobramycin /ToGpamiumn Meets acceptance
TLC/TIIX, criteria / Binnosinae
Meets acceptance
HPLC/ BEPX criteria / Binnosinace
-Dexamethasone /[lexcanerason Meets acceptance
TLC/TUIX, criteria / Bignosinac
Meets acceptance
HPLC/ BEPX criteria / Biznosinae
-Methyl Parahydroxybenzoate/
Merunnapariapokcu6ensoar HPLC/ BEPX Meets acceptance
criteria / Bianosinae
-Propyl Parahydroxybenzoate/
Tponinnapariapoxcubensoar
HPLC/ BEPX Meets acceptance
criteria / Bignosinae
Homogeneity/["omorennicTn Homogenous/ Tomorenna Mects acceptance

criteria / Bignosinae

Minimum fill, g / Maca smicry, | To comply with the test / Mae 5.2
r BIANOBIAATH BHUMOTaM BUNIPOBYBAHHA
Particle size, um/ Posmip
4ACTHHOK, MKM
-none/ xonHa >90 0
-max. 20 particles/ make. 20 > 25 0
YACTHHOK
-max. 2 particles/ makc. 2 > 50 0
YACTHHKM
Contens ofilBuicn From 0.0475 t0 0.055 / 0.0482
-Methyl Parahydroxybenzoate %/ :
; Bix 0.0475 zo 0.055

-MeTHinapariapoxkcubensoar, %

a wahvdraxy o,

’ Bix 0.009 150 0.011 0.010

Related substances
Dexamethasone, %/ Cynyrtui
nomimen Jdexcamerazony, %
- Any impurity/6yab-axa
IOMiILIKa
- Total/eecworo gomiuox

Not more than 1 /He 6inswe |

Not more than 2 /He 6inblue 2

Not detected / He
BUSIBICHO

BHABJACHO

detected / He

Buolkanpharma-Razgrad AD

Unitet! Bulganan Banl

Rasgtat 7200, Bulgaria

138884613218
[ 359 (fr4: B34 207

88. Aprilsko vastanie Blvg.,

Baak Code UBBSBGSF

Page 2 of 3

bphraz@aniibiotic.by
VALY BGR2GHAGETE

IBAN SGREURRST276101000021¢
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