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FitEE Top 5

Beijing Nubway S&T Co., Ltd. 2 {§

Shenzhen TPH Technology Co., 1 {¥
Ltd.

Dongguan Miqiang Technology 1 %
Co., Ltd.

Hunan Qinghao Puzhong 1%
Technology Co., Ltd.

Shenzhen Chuanghong Zhilian 1 %
Technology Co., Ltd.
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HERIR Top 5 (RiF-HLIEXE)

Beijing Nubway S&T Co., 56 X
Ltd.

Skin Air Cooling System (QALF-01)

Beijing Nubway S&T Co., 56 X
Ltd.

Diode laser hair removal machine (QDTM-04)

Shenzhen Chuanghong 57 X
Zhilian Technology Co., Ltd.
CHZL Red Light Therapy Hair Growth Cap

(Model(s):CHZL-120BK-L52D, CHZL-120BK-
L53D, CHZL-120BK-L54D)

Dongguan Miqgiang 77 X
Technology Co., Ltd.

XPREEN LED Light Therapy Masks (XPRE322,
XPRE326, XPRE327, XPRE342, XPRE368,
XPRE422, XPRE434, XPRE451, XPRE455,
XPRE457, XPRE448, XPRE335, XPRE350,
XPRE420, XPRE436, XPRE339, XPRE445)

Shenzhen TPH Technology 91 X
Co., Ltd.

Wearable Breast Pump (Model S32A)
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XPREEN LED Light
Therapy Masks
(XPRE322, XPRE326,
XPRE327, XPRE342,
XPRE368, XPRE422,
XPRE434, XPREA451,
XPRE455, XPRE457,
XPRE448, XPRE335,
XPRE350, XPRE420,
XPRE436, XPRE339,
XPRE445)

Skin Air Cooling
System (QALF-01)

Diode laser hair
removal machine
(QDTM-04)

Dental Zirconia
Blank & Coloring
Liquid

CHZL Red Light
Therapy Hair Growth
Cap (Model(s):CHZL-
120BK-L52D, CHZL-
120BK-L53D, CHZL-
120BK-L54D)

Dongguan Migiang
Technology Co., Ltd.

Beijing Nubway S&T
Co., Ltd.

Beijing Nubway S&T
Co., Ltd.

Hunan Qinghao
Puzhong Technology
Co., Ltd.

Shenzhen Chuanghong
Zhilian Technology Co.,
Ltd.
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Wearable Breast Shenzhen TPH 510(k) 91 X
Pump (Model S32A) Technology Co., Ltd.
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Beijing Nubway S&T Co., Ltd.
AEFRHE 2 T (F o9 Hith):
e Skin Air Cooling System (QALF-01)

¢ Diode laser hair removal machine (QDTM-04)

Beijing Nubway S&T Co., Ltd. ZEFKE2IFDA 510(k)iFe], AYUAFMHEZHNHE D, X
MEMTIRE RO EN (QDTM-04) SENHBNEENREKTSLAASL (QALF-01), FHEE
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Shimoga Chemicals (85hk)
ITHEEE %A | FDAR%H 07/21/2026 | Center for Drug Evaluation and Research (CDER)

A . CGMP/Active Pharmaceutical Ingredient (API)/Adulterated

FDASHZIRRIA BRI RE SRS, AEIMBIETERRA. REARZTRE2IMNCLAEHE (00S)
HERPEFRNFTEERCGMPRYEH, ILEAIETRUGHL. REARSEMEOANENPERI,
FDAXBIMHN R ERERATRAESK. Eit, EIVVERBEREEEARNREME.
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KR EHREINE LM EWEEHEE. EHFAEFACGMPHEXIAKRMES, #REEGMSE,

I FDA X MZZA Guidance & Rules

EAFDARGBR RN, #ERHEEFENXH

Butylated Hydroxytoluene (BHT); Request for Information; Reopening of

Comment Period

EAEMBRAMIFIBHTEEEEHEMTICH, MEXEFBURFFRESREMETERAESENE,

Biosimilar User Fee Rates for Fiscal Year 2027

IERBRH2027TMFEEEYRIMNAERERR, NWEVMRMAGRRRFREWIZERESHHREEEET .

Over-the-Counter Monograph Drug User Fee Rates for Fiscal Year 2027

AEAHR2027TMERR S ZRAERERA, WIERAHEF BRIV SRR~ m EHRAEEER M,

Generic Drug User Fee Rates for Fiscal Year 2027

AEAH2027MEAHAERERR, WHWAGELHAERAN. FREBRHTRFHEEET M,

Outsourcing Facility Fee Rates for Fiscal Year 2027

HABFRH2027TMFINBEFIREER, WIMNARBEREFEWNIEERASEMABRE LR,

\[wil«=) Medical Device User Fee Rates for Fiscal Year 2027

AEAM202TMEETRMERERR, METFIMAL. £ KPREVAHIZENNTEEZFMH.
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I 7 Weekly Outlook
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2026-09-16 k%% Pediatric Advisory Committee (PAC); Notice of — Federal Register
46 K5 Meeting; Establishment of a Public Docket;

Request for Comments

HEARFE * %% vc¥c  Statement of Organization, Functions, and — Federal Register

Delegations of Authority

| ‘& eumBKPOUFASIREER

FERETRUASECIRRX M. BEAMBERMEAE XAMHDPIKENE SR, HIEFDARTHHNEEES BER.
AiZrTRETE. EEHEVH, EMBRE. BENWEWSSRER, BSCRIAH—FERFR.
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Bir#HEHR BEEE HmBMm ik 1ERITE ik
2026-08-22 *%%%%* Deramiocel Capricor Duchenne SEC 8-K (Press Release)
21Kf5 Therapeutics muscular

dystrophy
2026-08-22 **%x%** Deramiocel CAPRICOR cardiomyopathy  SEC 8-K
21KfE THERAPEUTICS, in patients with

INC. Duchenne

muscular

dystrophy
2026-09-22 ** %%k Zilganersen lonis Alexander SEC 8-K (Press Release)
52Kf5 Pharmaceuticals, disease (AxD)

Inc.


https://www.federalregister.gov/documents/2026/07/28/2026-15149/pediatric-advisory-committee-pac-notice-of-meeting-establishment-of-a-public-docket-request-for
https://www.federalregister.gov/documents/2026/07/29/2026-15297/statement-of-organization-functions-and-delegations-of-authority
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/874015/000114036126029960/ef20078953_ex99-1.htm

2026-10-26 % %% %% Bepirovirsen IONIS chronic SEC 8-K (Press Release)

86Xfa PHARMACEUTICALS hepatitis B
INC (IONS) (CIK (CHB)
0000874015)
2027-01-21 **x*x*k*x z- Dyne Therapeutics, Duchenne SEC 8-K (Press Release)
173XfE rostudirsen Inc. muscular
dystrophy
(DMD)
amenable to
exon 51
skipping

| [) s rstemHIE R (CDER/CBER/CDRH)

BHROEERMIEASEFE NiEEERTIR. SFERKEHENLATEHY, FOARNRIEFIRFHIAEFEEHEAL
o

CDER (CY2026) — 85I | EARE

2597 Generics 2410, Pharmaceutical Quality/CMC 1030, Clinical/Medical 91, Administrative/Procedural 8.
Compounding 81, Biosimilars 6T

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

¢ 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
BE79Im (ZEFNKRENESHNHE)

CBER (CY2026) —35W | EBEARHE

255375 Therapeutic Products 1935, Vaccines and Allergenics 931, Blood and Blood Components 5Ifi, Other 25

o 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


https://www.sec.gov/Archives/edgar/data/874015/000114036126029960/ef20078953_ex99-1.htm
https://www.sec.gov/Archives/edgar/data/1818794/000119312526323940/dyn-ex99_1.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 Hepatitis B Virus; Guidance for
Industry

e Revised Recommendations to Reduce the Risk of Transfusion-Transmitted Malaria;
Guidance for Industry

¢ 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
$H291m (ZEFIFRIBENEHE)

CDRH (FY2026) — 201 | EALE

#3455 |UC 9T, |A 7. |B 31 ||A 1

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

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

e Predetermined Change Control Plans for Medical Devices

¢ 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

¢ Menstrual Products - Labeling and Performance Testing Recommendations
FE14m (ZEFNFRELESHNHE)
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Cubresa BrainPET
FDAZS AL (510(k))

Cubresa BrainPET2@—& T F PR RIPETIRS, THREE 7TXEFDARS10(K)EE, XXNHEE
IRHELBRIKENPERUESENE, BEnT TRERSEXETINENKRESE .



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