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MacroLux Medical o KBETE HETRH)
Technology Co., Ltd. o Intco RRIETT
ARERH# 1 W (EHTE: H o Mindray BIGEST
fit) , FRAE— * MicroPort HBIEST

e United Imaging B*EST
o Lepu REEST

e SonoScape FiEfT

o Edan EFB{Y2E

o Yuwell BEKEST

o WeGo H=

o Wandong AAREST
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FitEE Top 5 HERIR Top 5 (RiF-HHEXL)

MacroLux Medical Technology 14 Tianjin Huahong Technology 22 X

Co., Ltd. Co., Ltd.

Rhein Laser Technologies Co., 1% Lancet

Ltd. Xuzhou Kernel Medical 53 X

Xuzhou Kernel Medical 1% Equipment Co., Ltd.

Equipment Co., Ltd. Uv Phototherapy (KN-4001A, KN-4001B, KN-
4001AB)

Beijing Honghugaoxiang 14

Science and Technology Rhein Laser Technologies Co., 55 X%k

Development CO Ltd.

Medical Thulium Fiber Laser Systems (UroFiber

Tianjin Huahong Technology Co., 1 % 150Q)

Ltd.
Hefei Meyer Optoelectronic 56 X
Technology, Inc.

Dental Cone-beam Computed Tomography
(mDX-15P Series)

Esonic Technology (Wuhan) 97 X
Co., Ltd.

ePascal S/ ePascal SOR/ ePascal S5/ ePascal
SA/ ePascal SE/ ePascal 80Elite/ ePascal 80/
MOZI-X1/ MOZI-X12/ DF-41E Diagnostic

ultrasound system
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AETH 164K | LATIX | A93 K | HATH 148X

FIEE 164 X

BubbleView Single-
Use Digital Flexible
Cystoscope (C38-CS,
C38-CRS, C50-C, C50-
CR, C50-CB, C50-CBR)

Uv Phototherapy (KN-
4001A, KN-40018B,
KN-4001AB)

Raney Clips Kit

RXiBreeze PAP

System (RXiBreeze
20C)

FACEGYM Pro Device
(HD-109)

Dental Cone-beam
Computed
Tomography (mDX-
15P Series)

Air Compression
Massager (EP30B001
1)

MacroLux Medical
Technology Co., Ltd.

Xuzhou Kernel Medical

Equipment Co., Ltd.

Beijing Honghugaoxiang
Science and Technology

Development CO

Resvent Medical

Technology Co., Ltd.

Shenzhen Kaiyan
Medical Equipment Co.,
Ltd.

Hefei Meyer
Optoelectronic
Technology, Inc.

Wavepulse (Xiamen)
Healthcare Technology
Co., Ltd.

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

510(k)

153 X

53 X

235 X

304 X

226 X

56 X

123 X
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FigEE 105 K
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ePascal S/ ePascal Esonic Technology 510(k)
SOR/ ePascal S5/ (Wuhan) Co., Ltd.

ePascal SA/ ePascal

SE/ ePascal 80Elite/

ePascal 80/ MOZI-X1/

MOZI-X12/ DF-41E

Diagnostic ultrasound

system

Pocket Ultrasound Beijing Konted Medical 510(k)
System (C10MTpro, Technology Co., Ltd.

Cl0MXpro,

C10MSpro,

C10MBpro,

C10MRpro)

S &

XEFY 110X | FRFH 168X | (HH, EILIFLL)

97 X

113 X

FYEE 110 X

Blood Pressure Guangzhou Daxin Health 510(k)
Monitor (M501, Technology Co., Ltd.

M501A, M502,

M502A, M502C,

M502D)

Microlife Wrist Blood  Microlife Corporation 510(k)

Pressure Monitor,
(Model BPH)G5-G)

XESRARFERE
AW S5 R | FRFY 145 X | (B, DFEHFL)

107 X

113 X

FHEE 55 K

Medical Thulium Fiber Rhein Laser 510(k)
Laser Systems Technologies Co., Ltd.
(UroFiber 150Q)



HEMSHORE THEE 22 X
FEAFY 22K | ERFY 196 X | (EH, ELIFLL)

Lancet Tianjin Huahong 510(k) 22 X
Technology Co., Ltd.

s

AEFH 177X | LEAOLX | A86 K | ERFY 153X

DiscreetDuo[] Flow Shenzhen TPH 510(k) 177 X
Wearable Breast Technology Co., Ltd.
Pump (Model S3)
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MacroLux Medical Technology Co., Ltd.
AREGH 1 T (F S Hit) :

» BubbleView Single-Use Digital Flexible Cystoscope (C38-CS, C38-CRS, C50-C, C50-CR, C50-CB,
C50-CBR)
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Dabur India Limited (G85p k)

IHEEZG] | FDAXYHE 08/04/2026 | Center for Drug Evaluation and Research (CDER)

FEZER . CGMP/Finished Pharmaceuticals/Adulterated

HRFDAE S ERIRES MBS IRER. £ I EEH T EHRERRREETREITFCGMPER
fEo XXMLUAHIZ. REAFHONETNFRETWREEE TR, RAFDAMEIMNE BN EREHR
iR, HXEWNERNGEERERNEEME. BETREUNRMNETFHISHENHITRAZEEESK
PO

TIREHEINE LM EWEHERG, EAANEEACCMPHEIARMLES, HRESMEE,

FDAE A Guidance & Rules
AEFDART IS LN, BB

Authorization of Emergency Use of an In Vitro Diagnostic Device in Response to an

Outbreak of Mpox; Availability

A& FDARBREEIMIETSBMEAEREN, MEXFRREHES ETIFIKE, BUBEXIEREREER.

0I® Medical Devices; Radiology Devices; Classification of the Fludeoxyglucose F18-Guided

Radiation Therapy System

RAEM. FOABRHEMABEIEF185ISHRETAT RAD L, NMZRETHEMN EHRREHBHEERRZ,

UW Micro-Tracers, Inc.; Response to Objections and Requests for a Public Hearing

&AM FDAEIRZMicro-Tracers ATIRIFINRIMIEER, EEMBXEWVHEMEREREERFAESEMNE

Establishment of a Quantitative Medicine Innovation Network: Scope, Feasibility,

and Opportunities; Request for Information

NE. FOAEEEEEFFMKER, BTE. eTHERNIE, FRFARXTUHMBERFIEM & RIEEBIERM,

Modification of Certain Terminology in Title 21; Reopening of the Comment

Period

PISCEM . FDAEF21 CFRANIEENE RIS, IWEAIRER ML 3 EMAVIERR AR EMMA, HEFXE.



Ricardo Andres Acuna: Final Debarment Order

nE: FDA%TEFRicardo Andres AcunafVRZAR L, WZPMAMREEXSEEIMTIEMSEERNMRAETER

7 RFKFDALERHRAR
I /" Weekly Outlook
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¥gi%¥1% (PDUFA - AdCom)

e [PDUFA] zanidatamab (2026-08-25)
e [PDUFA] zanidatamab (2026-08-25)
 [PDUFA] zilurgisertib (2026-09-26)
e [PDUFA] apitegromab (2026-09-30)
e [PDUFA] ivonescimab (2026-11-14)
e [PDUFA] Povetacicept (2026-11-30)
o [PDUFA] zanzalintinib (2026-12-03)
o [PDUFA] Quimilza TM (2026-12-12)
e [PDUFA] relutrigine (2026-12-27)

e [PDUFA] ANKTIVA (2027-01-06)

e - MR

e [AdCom] Pediatric Advisory Committee (PAC); Notice of Meeting; Establishment of a Public
Docket; Request for Comments

e [AdCom] Statement of Organization, Functions, and Delegations of Authority
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FIRRFEEEMETN, RERFODAERERFHHMERS, HHfHA R,

2026-09-04
27KfE

% % %k 5

EHERE/ W

Agency Information Collection Activities; Submission

for Office of Management and Budget Review;

Comment Request; Food and Drug Administration

Advisory Committees

| ‘& eumBmPOUFAEIREER

FERETEWASECRR XM ELMERARAEXZMHTRENERHET, HIFFDARKHNELEES BiER. B2
FIREEE. EETENH, EMEIRE. BENNEILSZRER, BZOLSER—FER IR,
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2026-08-22
14Kf5

2026-08-22
14Kf5

2026-08-25
17KE

2026-08-25
17XK&E

EEE

% % %k %k k

% % %k sk k

% % %k ok k
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HmB

Deramiocel

Deramiocel

zanidatamab

zanidatamab

ek

Capricor
Therapeutics

CAPRICOR
THERAPEUTICS,
INC.

Jazz

Pharmaceuticals

plc

Zymeworks Inc.

iERLAE

Duchenne
muscular

dystrophy

cardiomyopathy
in patients with
Duchenne
muscular

dystrophy

first-line (1L)
gastroesophageal
adenocarcinoma
(GEA)

first-line (1L)
HER2-positive
(HER2+) locally
advanced or
metastatic
gastroesophageal
adenocarcinoma
(GEA)

Federal Register

sk

SEC

SEC

SEC 8-K (Press Release)

SEC 8-K

8-K (Press Release)

8-K (Press Release)



https://www.federalregister.gov/documents/2026/08/05/2026-15846/agency-information-collection-activities-submission-for-office-of-management-and-budget-review
https://www.sec.gov/Archives/edgar/data/1133869/000110465926087891/capr-20260729xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1133869/000110465926088667/capr-20260729x8k.htm
https://www.sec.gov/Archives/edgar/data/1232524/000123252426000044/a2q26financialpr.htm
https://www.sec.gov/Archives/edgar/data/1937653/000193765326000046/ex991q22026_earningsxrelea.htm

2026-09-22
45KJ5

2026-09-26
49KJ5

2026-09-30
53Xfa

2026-10-26
79KE

2026-11-14
98Xfa

2026-11-30
114Kf5

2026-12-03
117KfE

2026-12-12
126K/5

2026-12-27
141X5

2027-01-06
151Kf5
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Zilganersen

zilurgisertib

apitegromab

Bepirovirsen

ivonescimab

Povetacicept

zanzalintinib

Quimilza T™M

relutrigine

ANKTIVA

lonis
Pharmaceuticals,

Inc.

Mirum
Pharmaceuticals,

Inc.

Scholar Rock

IONIS

PHARMACEUTICALS

INC (IONS) (CIK
0000874015)

Summit

Therapeutics Inc.

Vertex

Exelixis, Inc.

Vanda
Pharmaceuticals

Inc.

Praxis Precision

Medicines, Inc.

ImmunityBio, Inc.

Alexander
disease (AxD)

fibrodysplasia
ossificans

progressiva (FOP)

spinal muscular
atrophy (SMA)

chronic hepatitis
B (CHB)

EGFR-mutated,
locally advanced
or metastatic
non-squamous
NSCLC who were
previously
treated with a
third-generation
EGFR TKI

immunoglobulin
A nephropathy
(IgAN)

metastatic
colorectal cancer

Generalized
Pustular Psoriasis
(GPP)

SCN2A and
SCNS8A
developmental
and epileptic
encephalopathies
(DEEs)

BCG-
unresponsive
NMIBC with
papillary disease
without CIS

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)



https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1759425/000175942526000044/mirm-20260805xexx991.htm
https://www.sec.gov/Archives/edgar/data/1727196/000119312526336715/srrk-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1599298/000159929826000071/a2026_prx0805xannounceme.htm
https://www.sec.gov/Archives/edgar/data/1704292/000162828026053791/zlab-202686x8kex991.htm
https://www.sec.gov/Archives/edgar/data/939767/000093976726000096/exel20260630exhibit991.htm
https://www.sec.gov/Archives/edgar/data/1347178/000162828026053308/vnda8-k852026exhibit991.htm
https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1326110/000132611026000077/ibrx-202684x8kexhibit991.htm

2027-01-21 % %% %% z-rostudirsen Dyne Therapeutics, Duchenne
166K/ Inc. muscular
dystrophy (DMD)
amenable to
exon 51 skipping
2027-01-29 * %% %% ulixacaltamide Praxis Precision Essential Tremor
174KfE Medicines, Inc.
2027-02-23 %% %%*x ZORYVE Arcutis mild to moderate
199Kf5 cream 0.05% Biotherapeutics, atopic dermatitis
Inc. in infants aged 3
to 24 months
2027-02-27 * %% %% zipalertinib Cullinan locally advanced
203KfE Therapeutics, Inc. or metastatic
(CGEM) (CIK EGFR ex20ins
0001789972) NSCLC whose
disease has
progressed on or
after platinum-
based
chemotherapy,
with or without
amivantamab
2027-02-28 ***** VOXZOGO BioMarin achondroplasia
204K Pharmaceutical
Inc.
2027-04-01 * %% %% Pitolisant GR Harmony narcolepsy
236KfE Biosciences
Holdings, Inc.
2027-04-01 * %% %% Pitolisant GR Harmony Narcolepsy
236KfE Biosciences
BT (INFE/RR/FEE)
Foitadia] BEE HmB W Tk
20264%8H *kk*x*x rusfertide Protagonist
Therapeutics
20284 (EABYEIRFRE) *%x%%% Pitolisant HD Harmony
Biosciences

Holdings, Inc.

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)

SEC 8-K (Press Release)
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SEC 8-K (Press Release)



https://www.sec.gov/Archives/edgar/data/1818794/000119312526323940/dyn-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1689548/000168954826000082/praxisq22026pr.htm
https://www.sec.gov/Archives/edgar/data/1787306/000178730626000049/pressreleaseex991q22026.htm
https://www.sec.gov/Archives/edgar/data/1789972/000119312526336700/cgem-ex99_1.htm
https://www.sec.gov/Archives/edgar/data/1048477/000104847726000015/earningsrelease-6aug26ex991.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d2.htm
https://www.sec.gov/Archives/edgar/data/1377121/000110465926091099/tm2622272d1_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm

20284 (EARHEEFE)  *kkkxx  WAKIX (pitolisant) Harmony SEC 8-K (Press Release)

Biosciences

Holdings, Inc.

2028%F (EABtEEFE) * %% *x*x EPX-100 (clemizole Harmony SEC 8-K (Press Release)
hydrochloride) Biosciences

Holdings, Inc.

2028F (ERBYafFE) * k% k% Pitolisant HD Harmony SEC 8-K (Press Release)
Biosciences

2028%F (EABYEEFE) * %% %% Pitolisant Harmony SEC 8-K (Press Release)
Biosciences

| (1 #miam%IEItE (CDER/CBER/CDRH)
EBROEFABIEEERESIE " WIEEERTIR, SFESERENLTHE, FDARNMRIEYIRFPIFIEZBE AT,

CDER (CY2026) — 85 | EXAE

259 %: Generics 241, Pharmaceutical Quality/CMC 103, Clinical/Medical 93, Administrative/Procedural 8.

Compounding 85, Biosimilars 6%

e Drug and Device Manufacture Communications with Payors, Formulary Committees, and
Small Entities - Questions and Answers; Revised Draft

e Engaging with FDA to Discuss the Use of Digital Health Technologies in Clinical
Investigations of Drug and Biological Products

o Exclusivity for First Interchangeable Biosimilar Biological Products

e Expedited Programs: Fast Track, Breakthrough Therapy, and Priority Review

e NDC Creation, Assignment, Listing and Appropriate Use for Human Drugs, Including
Biological Products

o Priority Review Voucher Programs
FE79m (GEEFIKRIFENEHTUHE)

CBER (CY2026) — 351 | EARE

#5493 %5: Therapeutic Products 1931, Vaccines and Allergenics 931, Blood and Blood Components 51, Other 217

¢ Considerations for the Development of Blood Collection, Processing, and Storage Systems
for the Manufacture of Blood Components Using the Buffy Coat Method; Guidance for
Industry

o Collection of Platelets by Automated Methods; Draft Guidance for Industry

¢ Recommendations for Testing Blood Donations for Hepatitis B Virus; Guidance for Industry

¢ Revised Recommendations to Reduce the Risk of Transfusion-Transmitted Malaria;

Guidance for Industry


https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d1.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d2.htm
https://www.sec.gov/Archives/edgar/data/1802665/000110465926090086/hrmy-20260804xex99d2.htm
https://www.fda.gov/drugs/guidances-drugs/cder-guidance-agenda
https://www.fda.gov/vaccines-blood-biologics/biologics-guidances/guidance-agenda-guidance-documents-cber-planning-publish-during-calendar-year-2026

¢ Recommendations for Testing Blood Donations for Human T-lymphotropic Viruses | and II;
Draft Guidance for Industry

e Frequently Asked Questions - Cell and Gene Therapy Products; Guidance for Industry
5H29m (SEEFIKRIBNEHIIHE)

CDRH (FY2026) — 201 | EALE

%543%: |UC 9TR. |A 75, |B 3. ||A 15

+ Validation of Diagnostic Tests for Emerging Pathogens following a Declaration and
Determination under Section 564

e Use of Real-World Evidence to Support Regulatory Decision-Making for Medical Devices

¢ Predetermined Change Control Plans for Medical Devices

e Incorporating Voluntary Patient Preference Information over the Total Product Life Cycle

e Enforcement Discretion Policy for Premarket and Other Requirements for NIOSH-Approved
Air Purifying Respirators

e Menstrual Products - Labeling and Performance Testing Recommendations
FHE14m (5EEFIRIBNEHIHE)

EEE (%) HENE
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FAFEEIRERES R, BESTPEIFAHSETSMEWXEINERDS (BEhEE)

OTTAVA[] Robotic Surgical System
FDAZEHRHL (510(k))

SREIE TEthicon ABJRIOTTAVA™ FAMB ARSUEIFDA 510(k)HE, ZRHAES 7 RETIMITURAIR
2, HERTARIERN ERENFEFANBACLREEEZSEMNE,

I FEMEBE S Key Observations

ETARSIENPIINE, HEINSERSE, FHMREE/REERIN

0 BEEXEINE, AAPERIVRAFHAEERK, BEZSTHEHSM. g tE, TREEEEMEAM
B, H5HAt. AERHERME T R MmO EERIFR, B REKIEEFES,


https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-proposed-guidances-fiscal-year-2026-fy2026

Q HIRER, RARMFMEFRASE, THth RKEFE, ™ SE8ME) XFINTHEERRR
K. FEFGRNHEERRERENK, ®IF22K, &KX304XK, BEEHEEIVER,

e AEENER, XAPERIWRMHER LABMEEK, ERHERNPIRSE. B, KXEASFRN
FHEERPANL31IR, AIAEWIHERKS mEPRNMNELRH— TS E R,

BEMIExcel¥iER — TRZ2 M

FHRETARSTESMUEXcelHiER, THESAEIREIIERFNBITA

» FDA Product Code (Fm#¥MRiE) — RELWNEXT R BIER~mEHLHEHRIZR
. EEEP] / Advisory Committee — IHBhHIBTERHEMERS

o HRIFRIEH / it / FEXY — 2ERKTFR, FIBTERSRIT

- RERNM ) TEEHA — BSHRSIAFIER

~ BERTTEIERR. FEAHTE. EUVEESEY. SOKPETHEF HEFF"S1, BEHEZRARR, iTHdA#
BawinEES.

FREETEERRAMGEEEER (FDA) AFHIEEIEM. "FASESI " XARBHENERITEER, HREX
MRS ERAERRAFSLIESEE, (MEDHERSE, THREE. FEIRRRN. EERBHERIERSHER
2E, TMREWVEKFRALER, S0RBEEFEWEMET/ T, REHIETE: 2026-07-30 ~ 2026-08-05,
© 2026 Troy Technical.

O FREMERCEMP NITRAESAEA, BIERH. EF. BRASMADZRIRERMEHEXCelS .
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BT (FOARRER W ERER). ERASRERMEMXAR, BFADIRUTFRR.

1. BUERESAIHBIER

FIREPMEHIFIRIIRBETEEBR AT LRY), GFXEERAREEEER (FDA) BEAMILE. BIBAIR
(Federal Register) X openFDA #iEFE., AMEEREHIETRETABER, SREERERXAIEE (K
EEERL) #HTHERIE. BESSREEAVEENER.

2. HRESAILERS

RERNTAMBNEMEHITATERZUBLEIR, ENBEFIELNFEEKRETRELIMERE. BRIFRY
EXMHER (AAIR") . RITFMRIEPMREESN100%EMIE. TEY. NRESIFERENERY. Kk
FERENRERES, BHRAUFDARBRIEXRIAX S,

3. ZEBERE
REFWFDAEM. BEE. DEMWENFORRSMHEEE, NETERMENIFESEE, FHRMEXERE

MBI ERRRE. EAEMHNRLREUFDANEEMX T ERI IRBHRERXNE AR,

4. FFEEN
FRENNERSEZHHER, FERTFFREERN:

o MEWEAREIN. TREAXTFDARR. SMIPUEESHT W EZREZMEDER;

o RBTEIN FHMREREFRRESFSHITHWATEIRZHEIN;

o EFEN TRTESETTUARIBENIRKRE;

o HmEETENEE. AIRENAFDAERTABIHLE. TR EREFESZLEEESEE, FHEEE
EHmMAETTRMETH. ReUHMHIEHEE. BRHRIETMN.

EERH AR EE B M~ LRI EESEHEREL, RITAHRAR.

5. RNERASEHZ LR (TAR)

R E R FE IR R 2 BRIR VAR IT AR ARPERSHNE, SR TERMAN:

ERERER (TAITREEA)
FIRERBRCEMI N AT AERAEH. BRIERANZ UV TEFSERREVHBIESNE, EFEER
Sl BHIBIUKKRS.

RiLfEREE (RE59%)
BIERAIRE (HTML. PDFSExcel) BRHFHDRLEE. BFHERME=S; BUEHEKSHEREIL;
BIEEMG, HRFERFRHBEMERD, HEEFRE.

6. 1T, BENELYRIBREE



KRS HEETARS, BT EHEBEARERI Bo4E, RIESESEHTRECE, SNEBEMIREEIEH
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