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MARKET INTELLIGENCE
+

THE OPPORTUNITY

CHINA TO UNITED KINGDOM

9D HIFU equipment.
- Evidence first.

Commit carefully.

Understand the buyer, the competition and the
economics before committing. Full market analysis,
source links and practical next questions.

SHEFMON A0204 multifunction 9D/7D platform, manufacturer image. Representative example, not
the exact proposed 2-in-1 device or proof of UK approval, safety, efficacy or prices.
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https://shefmon.com/product/a0204-9d-7d-focused-hifu-machine-5-in-1/
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+ YOUR DECISION GATE

Go / No-Go.

BEFORE YOU MAKE THE COMMITMENT

GO ONLY WHEN THESE CONDITIONS ARE MET

Secure at least 2 confirmed clinic orders and a written regulatory
opinion confirming the device can be legally sold in the UK without
prohibitive certification costs.

NO-GO: If a required condition is unproven or missed, hold the commitment described above. Resolve it before proceeding.

Decision conditions from the supplied market report. Verify the assumptions and exact product before committing funds.
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+ CLINICAL AND REGULATORY BOUNDARIES

Evidence before treatment.

Claims are not clinical proof

The source discusses face, body and vaginal treatment. Those claims are
preserved for review, not endorsed. Evidence for one indication must not be
assumed to validate another; obtain qualified clinical safety and efficacy
assessment.

The exact device matters

Confirm manufacturer, model, every handpiece, intended purpose,
classification and model-specific technical documents. A 9D marketing
label does not establish clinical performance.

Great Britain is not Northern Ireland Orders do not establish permission

MHRA guidance permits certain valid CE-marked medical devices in Great
Britain during transition: qualifying MDD/AIMDD devices to certificate expiry
or 30 June 2028, whichever is sooner; EU MDR devices to 30 June 2030.
Registration and applicable representation requirements still matter.
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Two clinic orders and a written regulatory opinion are commercial gates, not
approval. Confirm current rules and satisfy the actual supply requirements
before sale or use. Official guidance:
https://www.gov.uk/guidance/regulating-medical-devices-in-the-uk
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+ READ THE SIGNALS

Demand. Competition. Evidence.

The source recommends a controlled pilot.
Scores are judgments based on available public
evidence, not guarantees of demand, safety or
profitability.

Detailed scorecard. Overview:

7/10. The difference remains
/1 0 unresolved in the source.
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Market demand

Growth

Competition

Regulatory difficulty

Margin potential

Import complexity

Local partner availability

Speed to market

Evidence confidence
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+ ILLUSTRATIVE ECONOMICS

Know the numbers.

Source-report pilot targets. Not manufacturer quotations, actual transaction prices or guaranteed margins.

TARGET CLINIC PRICE

GBP 12k-18k

Estimated planning scenario

DECISION GROSS MARGIN

55-70%

Estimated planning scenario
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TARGET LANDED

GBP 3.5k-5.5k

Estimated planning scenario

TEST ENTRY BUDGET

GBP 25k-40k

Estimated planning scenario

MARKET INTELLIGENCE
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+ VALIDATION PATH

Three gates. One clear next move.

01 02 03

Prove the product Prove the cost Prove the demand

Check the exact configuration, intended user, Replace estimated product, freight, duty and Use a paid pilot to measure willingness to
performance and model-specific safety testing inputs with written quotations. pay, sell-through, returns and support costs.
documents.

Regulatory, tariff and safety statements in the source have not been independently verified for the exact SKU. Qualified advice and current documents are required before a commitment.
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+ 90-DAY ROADMAP

Validate. Build. Measure.

01 02 03

Days 0-30 Days 31-60 Days 61-90

Confirm model and intended purpose, Verify device-specific evidence, service Require two confirmed clinic orders and
obtain qualified regulatory and clinical capability, documents and complete unit written regulatory advice; supply only
review, and interview clinics. economics. when the actual legal requirements are

satisfied.

A conditional action plan, not a guaranteed 90-day launch. Decision: 4-7 months. Device-specific conformity review and lawful supply requirements can change the schedule; the action plan is

conditional.
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+ CLARITY BEFORE CAPITAL

Read the differences before committing.

Two scores; no clinical validation

01 Overview: 7/10. Detailed scorecard: 5/10. Public market information does not establish the safety or efficacy of this exact device or its intimate-treatment indications.

Separate clinic and distributor pricing
02 Clinic target: GBP 12k-18k; detailed distributor price: GBP 8,500. At GBP 5,462 landed, the source gives 36% distributor versus 64% direct-retail gross margin.

Budget and cost scenarios differ
03 Decision budget: GBP 25k-40k; setup: GBP 25k-45k. Decision landed target: GBP 3.5k-5.5k; detailed base: GBP 5,462. Replace assumed costs with written quotes.

Regulatory wording needs correction

04 The source treats UKCA as mandatory too broadly. Some valid CE-marked medical devices remain accepted in Great Britain under transition rules. See the early
regulatory note; Northern Ireland differs.
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+ 01/ MARKET INTELLIGENCE

Market overview

United ngdom - New trend 9D hifu with Report date: 7 October 2026.
vaginal hifu machine 2 in 1 face body hifu
treatment machine

Opportunity score Assessment
7/10 out of 10 Solid Market overall
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+ 01/ MARKET INTELLIGENCE / CONTINUED

Market overview

Market value and growth

USD 1.2 billion (global HIFU cosmetic system market, 2025) growing 12.5%
CAGR (2026-2034)
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+ 02 / MARKET INTELLIGENCE

Executive Summary

The UK aesthetic device market is a mature, high-demand environment for
non-invasive skin tightening, with global HIFU cosmetic system revenues
estimated at USD 1.2 billion in 2025 growing at 12.5% CAGR. The specific
9D HIFU + vaginal HIFU 2-in-1 configuration is a niche, fast-emerging
product driven by clinic demand for multifunctional devices and growing
consumer interest in intimate wellness. UK importers face mandatory UKCA
marking for Great Britain and CE/UKNI for Northern Ireland, with most HIFU
devices requiring notified body involvement under UK MDR. Sourcing is
dominated by Chinese OEM/ODM manufacturers offering private-label and
multi-handle platforms at competitive wholesale prices. Opportunity is solid
but not without regulatory and after-sales risks; success hinges on
compliance, training, and clinic-focused distribution.
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Opportunity assessment - Solid Market The UK has a well-established
non-invasive aesthetic market with strong clinic demand for multifunctional
devices, and the vaginal HIFU segment is an emerging differentiator.
However, regulatory compliance (UKCA, notified body) and after-sales
support requirements raise barriers for new entrants.
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+ 03 / MARKET INTELLIGENCE

Decision in 60 Seconds

The figures below are source-report estimates or scenarios, not a quotation
from the featured supplier. Confirm assumptions and actual costs before
committing.

Best customer

Established UK aesthetic clinics and med-spas already offering
non-surgical body and intimate treatments
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TEST The UK HIFU device market is growing and margin potential is high,
but the vaginal HIFU function likely triggers medical device regulation under
UK MDR, making compliance the gating factor before any import
commitment.

Best product

9D HIFU face/body platform with optional vaginal HIFU handle, CE-marked,
20,000+ shots per cartridge
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+ 03 / MARKET INTELLIGENCE / CONTINUED

Decision in 60 Seconds

Best channel

Direct B2B sales to clinics plus a small number of UK aesthetic equipment
distributors

Target landed cost
GBP 3,500-5,500 per unit

Entry budget

GBP 25,000-40,000 for first container, certification and launch
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MARKET INTELLIGENCE

Target retail price
GBP 12,000-18,000 per unit to clinic

Expected gross margin
55-70%

Time to market

4-7 months including UKCA/CE compliance review
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+ 03 / MARKET INTELLIGENCE / CONTINUED

Decision in 60 Seconds

BlggeSt ObStaC|e Confidence in this call Low

UK medical device classification of the vaginal HIFU function and the
cost/time of UKCA marking
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+ 04 / MARKET INTELLIGENCE

Opportunity Scorecard

S/10 Overall score

Market demand Growth

Score: 7/10 Score: 7/10
Why: Global HIFU cosmetic market growing at 10-12.5% CAGR and UK is Why: Forecasts of 10-12.5% CAGR through 2033-2034 across HIFU
a named key region in multiple reports. cosmetic and portable HIFU segments.
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+ 04 / MARKET INTELLIGENCE / CONTINUED

Opportunity Scorecard

Competition
Score: 5/10

Why: Many Chinese OEM suppliers and established international brands
compete; differentiation is hard.

Margin potential
Score: 8/10

Why: Factory-direct pricing versus UK clinic retail pricing suggests 55-70%
gross margins if compliance is achieved.
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Regulatory difficulty

Score: 3/10

Why: Vaginal HIFU likely a medical device under UK MDR; UKCA marking,
technical file and possibly notified body needed.

Import complexity
Score: 6/10

Why: Standard seal/air freight from China to UK is well documented;
customs and VAT add cost but are manageable.
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+ 04 / MARKET INTELLIGENCE / CONTINUED

Opportunity Scorecard

Local partner availability Speed to market

Score: 6/10 Score: 4/10

Why: UK has aesthetic equipment distributors and training academies, but Why: Certification and shipping lead times push realistic launch to 4-7
few named in evidence. months.

Attractive margins and growth are offset by regulatory uncertainty around
the vaginal HIFU function and thin UK-specific evidence.

Evidence confidence
Score: 3/10

Why: Market size data comes from commercial research firms; no
UK-specific regulatory or tariff primary sources in evidence.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026 04 / MARKET INTELLIGENCE / 17



ChinaConnect247 MARKET INTELLIGENCE

+ MARKET SIZING

A proxy, not a precise market size.

USD 12.5% UsSD

1.2bn 3.5bn

2025 global cosmetic HIFU 2034 global forecast

Global cosmetic-HIFU estimates, not the UK 9D or vaginal-treatment niche. Market growth does not validate clinical benefits or permission to supply a particular device.
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+ 05/ MARKET INTELLIGENCE

Market Size & Growth

Market value (2025) Growth rate

USD 1.2 billion (global HIFU cosmetic system market, 2025) 12.5% CAGR (2026-2034)
Forecast (2034) Confidence

USD 3.5 billion (global, 2034) MEDIUM
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+ 05/ MARKET INTELLIGENCE / CONTINUED

Market Size & Growth

Basis

Global figures from Verified Market Reports; UK-specific value not
disclosed in available sources. Estimates are global and include all HIFU

cosmetic systems, not solely 9D/vaginal 2-in-1 devices.
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+ 06 / MARKET INTELLIGENCE

Demand Drivers

1 Rising consumer demand for non-invasive aesthetic procedures High 2 Clinic preference for multifunctional devices High 9D HIFU with vaginal
Non-surgical procedures have grown 200% since 2000 (ASPS), driving handle allows clinics to offer face, body, and intimate treatments from one
clinic investment in HIFU technology. machine, improving ROI.

3 £

Growing intimate wellness awareness Medium Vaginal HIFU addresses Technological advancements and cartridge efficiency Medium Modern
vaginal laxity and sensitivity, tapping into the expanding female intimate cartridges support up to 20,000 shots (Vmax up to 68,000), reducing
health market. consumable costs and improving clinic profitability.
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+ 07 / MARKET INTELLIGENCE

Trending Now

1 9D HIFU as a mainstream clinic platform Accelerating 9D HIFU offers
faster treatment times and multi-depth targeting (1.5mm-16mm) compared
to earlier 2D/3D systems. Signal: Supplier product launches and clinic
adoption in UK and Europe.

3 Private label and OEM customization Steady Distributors and salon
chains seek private-label HIFU machines to build brand identity and
improve margins. Signal: OEM/ODM services promoted by Chinese
manufacturers.
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MARKET INTELLIGENCE

2 Vaginal HIFU integration into face/body devices Accelerating 2-in-1 and
5-in-1 machines combining facial, body, and vaginal HIFU are increasingly
offered by Chinese OEMs. Signal: New product listings from multiple
suppliers (M-Shape, Shefmon, Fotromed).

4 Portable and tabletop HIFU devices Steady Miniaturization and improved
user interfaces make HIFU accessible to smaller clinics and mobile
practitioners. Signal: Portable HIFU market projected to reach USD 1.2
billion by 2030 at ~12% CAGR.
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+ 08 / MARKET INTELLIGENCE

Seasonality

Planning note

No reliable seasonality data found for UK HIFU device purchases. Aesthetic
treatment demand typically peaks before summer and holidays, but
equipment procurement cycles are driven by clinic budgets and trade
shows.
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+ 09 / MARKET INTELLIGENCE

Consumer Insights

Typical buyer Demographics

UK-based aesthetic clinics, beauty salons, med spas, and distributors Clinic owners and aesthetic practitioners, often aged 30-55, operating in
sourcing professional HIFU equipment. urban and suburban areas.

Price sensitivity Sensitivity note

Medium Buyers balance upfront cost with cartridge longevity, warranty, and

after-sales support; cheap machines with poor support are avoided.
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+ 09 / MARKET INTELLIGENCE / CONTINUED

Consumer Insights

What they value Where they buy

Clinical efficacy and safety, Regulatory compliance (UKCA/CE), Direct from manufacturers (China), UK-based distributors, Trade shows
Multifunctionality and ROI, Training and after-sales support and B2B marketplaces

Purchase drivers

Patient demand for non-surgical lifting, Competitive differentiation, Cost per
treatment and cartridge life, Ease of use and training availability
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+ 10 / MARKET INTELLIGENCE

Market Channels

Direct import from Chinese OEM/ODM

manufacturers
Fit: Strong
Margin: 40-60%

Notes: Most cost-effective for large clinics and distributors; requires
handling UKCA compliance and logistics. Identify verified suppliers on
Alibaba or Global Sources, request samples, negotiate private label.
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UK-based aesthetic equipment distributors

Fit: Strong
Margin: 20-35%

Notes: Distributors provide local support, training, and compliance; ideal for
smaller clinics. Partner with established distributors like Fotromed or Rejuva
Fresh for UK market access.
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+ 10 / MARKET INTELLIGENCE / CONTINUED

Market Channels

Trade shows and exhibitions
Fit: Moderate
Margin: Varies

Notes: Key for networking and product demonstrations; e.g., CCR London,
Beauty UK. Attend or exhibit at major UK aesthetic trade shows to build
relationships.
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MARKET INTELLIGENCE

Online B2B marketplaces
Fit: Moderate
Margin: Varies

Notes: Platforms like Alibaba and Global Sources facilitate sourcing but
require due diligence. List products or source via verified suppliers with
Trade Assurance.
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+ 11/ MARKET INTELLIGENCE

Competitive Landscape

Market leaders Fotromed
Position: OEM/ODM HIFU machine supplier with 15 years R&D experience

Strength: Integrated airbag detection for vaginal laxity, multi-handle
platforms, UK customer testimonial.

M-Shape Beauty Shefmon

Position: Supplier of 7D/9D and vaginal HIFU machines Position: Private label 9D HIFU machine manufacturer
Strength: Modular SMAS Prime Focus platform with optional vaginal Strength: A0205 5-in-1 device with vaginal HIFU, Vmax, RF, Lipo HIFU,
handle. and microneedle RF handles.
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+ 11/ MARKET INTELLIGENCE / CONTINUED

Competitive Landscape

Competing source markets Ch | na

Low manufacturing costs, OEM/ODM flexibility, rapid innovation.

South Korea Europe/USA

Advanced aesthetic technology, strong brand reputation in Asia and Established regulatory compliance, premium branding, local support.
globally.
Where you can win Differentiate through UKCA-compliant devices, Barriers to entry

comprehensive training, and localized after-sales support; offer flexible
private-label options for UK distributors.
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+ 11/ MARKET INTELLIGENCE / CONTINUED

Competitive Landscape

UKCA marking and MDR compliance High initial investment for inventory and
Severity: High certification
How to overcome: Engage a UK-approved notified body early; prepare Severity: Medium

technical file and clinical evaluation. _ _ _
How to overcome: Start with small batch imports; partner with OEM for

shared certification costs.

Gaps in the market

After-sales service and training

Severity: Medium

How to overcome: Establish UK-based service network or partner with local
distributors.
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+ 11/ MARKET INTELLIGENCE / CONTINUED

Competitive Landscape

« Limited UK-specific clinical evidence for vaginal HIFU

 Few distributors offering combined face/body/vaginal HIFU with full
regulatory support

United Kingdom / 9D HIFU treatment equipment / 7 October 2026
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* Lack of affordable training for vaginal HIFU procedures
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P | | [}

The figures below are source-report estimates or scenarios, not a quotation
from the featured supplier. Confirm assumptions and actual costs before
committing.

Wholesale expectation
GBP 2,000 - GBP 6,000 per unit for bulk orders (estimated)

Margin pressure

Medium

United Kingdom / 9D HIFU treatment equipment / 7 October 2026
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Retail price range

GBP 5,000 - GBP 15,000 (estimated for 9D HIFU with vaginal handle,
depending on configuration and brand)

Landed cost target
GBP 2,500 - GBP 7,000 including shipping and duties (estimated)

Notes

Prices vary widely by supplier, configuration, and certification. Cartridge
costs and longevity significantly impact total cost of ownership.
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+ 12 / MARKET INTELLIGENCE / CONTINUED
P | | [}

Price tiers

Mid-range 9D HIFU with vaginal

Range: GBP 6,000 - GBP 12,000
Note: 2-in-1 or 5-in-1 configurations, CE/UKCA.
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MARKET INTELLIGENCE

Entry-level 7D HIFU
Range: GBP 3,000 - GBP 6,000

Note: Basic face/body, no vaginal handle.

Premium multifunctional
Range: GBP 12,000 - GBP 20,000+

Note: High-power, multiple handles, advanced features
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Regulatory Requirements

Check the exact model

The following regulatory statements are retained from the source report, not
independently verified. Confirm product classification, applicable standards,
intended users and current requirements with qualified specialists.

UKCA marking for Great Britain

Status: Mandatory
Authority: MHRA

Detail: Required for medical devices placed on the GB market; most HIFU
devices require notified body involvement under UK MDR.
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MARKET INTELLIGENCE

The following preserves the source report's regulatory analysis, which has
not been independently validated for this exact product. Requirements
depend on classification, intended use and current rules. Confirm
applicability with the destination authority or a qualified adviser.

CE/UKNI marking for Northern Ireland

Status: Mandatory
Authority: MHRA
Detail: Northern Ireland follows EU MDR; CE mark or UKNI mark required.
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+ 13 / MARKET INTELLIGENCE / CONTINUED

Regulatory Requirements

ISO 13485 quality management IEC 60601 electrical safety

Status: Recommended Status: Mandatory

Authority: Notified Body

Detail: Compliance with IEC 60601-1 and IEC 60601-2-5 for ultrasound
devices.

Authority: Notified Body

Detail: Manufacturers should hold ISO 13485 certification for medical
device quality management.
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+ 14 / MARKET INTELLIGENCE

Import & Logistics

Check the exact model Estimated tariff
The following regulatory statements are retained from the source report, not 0-2% (HIFU machines may be classified under HS 9018 or 8543; UK
independently verified. Confirm product classification, applicable standards, Global Tariff applies)

intended users and current requirements with qualified specialists.

Suggested HS code Trade agreements
9018.90 (medical instruments) or 8543.70 (electrical machines with UK-EU Trade and Cooperation Agreement (for EU-sourced components),
individual functions) No specific UK-China FTA; MFN tariffs apply
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+ 14 / MARKET INTELLIGENCE / CONTINUED

Import & Logistics

Typical lead time Top source countries
Air freight: 3-10 days; Sea freight: 30-40 days door-to-door from China to China, South Korea, Germany
UK

Shipping notes

DDP shipping recommended for hassle-free customs; ensure proper
packaging with moisture protection for maritime transport.
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+ 15/ MARKET INTELLIGENCE

Buyer Expectations

Expectation UKCA/CE certification Without it, device
Importance cannot be legally marketed or used in the
UK.
Must-have
Comprehensive training Clinics require After-sales support and warranty At least
hands-on training for safe and effective 1-2 years warranty and accessible
HIFU and vaginal treatments. technical support.
Must-have Must-have
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+ 15/ MARKET INTELLIGENCE / CONTINUED

Buyer Expectations

Cartridge availability and cost Long-lasting
cartridges (20,000+ shots) reduce
consumable costs.

Nice to have
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+ 16 / MARKET INTELLIGENCE

Risks

1 Regulatory non-compliance leading to customs seizure or market ban 2 High competition from low-cost suppliers Medium Differentiate with
High Ensure full UKCA/CE certification and technical documentation before quality, training, and local support.

import.

3 After-sales service challenges Medium Partner with UK-based service 4 Negative clinical outcomes or adverse events Medium Provide thorough
providers or establish local support. training and clear treatment protocols; maintain insurance.
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+ 17 / MARKET INTELLIGENCE

Opportunities

1 First-mover advantage in vaginal HIFU in UK Vaginal HIFU is an
emerging category with growing consumer interest and limited UK
suppliers. How to capture: Partner with a compliant OEM to launch a
UKCA-marked 2-in-1 device with training programs.

3 Training and certification programs Clinics need CPD-accredited training
for HIFU and vaginal procedures. How to capture: Develop or partner with
UK training academies to offer certified courses.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026

2 Private label for UK distributors Distributors seek differentiated products
to build brand loyalty and margins. How to capture: Offer OEM/ODM
services with custom branding and packaging.

4 Subscription-based cartridge supply Recurring revenue from
consumables ensures long-term profitability. How to capture: Bundle
machine sales with cartridge subscription plans.
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+ 18 / MARKET INTELLIGENCE

Market Entry Strategy

Recommended approach Timeline

Partner with a reputable Chinese OEM to private-label a UKCA-compliant 6-12 months from sourcing to market launch, including certification.
9D HIFU + vaginal HIFU 2-in-1 machine, then distribute through UK
aesthetic distributors and direct to clinics with training and support.

First steps

Estimated investment

GBP 50,000 - GBP 150,000 for initial inventory, certification, and marketing
(estimated).
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+ 18 / MARKET INTELLIGENCE / CONTINUED

Market Entry Strategy

* Identify and vet OEM suppliers with UKCA/CE certification.

* Develop training and after-sales support plan.
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* Obtain regulatory guidance for UK MDR compliance.

» Attend UK trade shows to build distributor and clinic network.
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+ 19 / MARKET INTELLIGENCE

Trade Show Tips

* Attend CCR London and Beauty UK - These are key UK aesthetic trade * Demonstrate live vaginal HIFU on models - Hands-on demonstrations
shows for networking and product demonstrations. build confidence and differentiate from competitors.

* Highlight UKCA certification and training - Compliance and education are
top buyer concerns in the UK market.
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+ 20 / MARKET INTELLIGENCE

Action Brief

Do now Verify UKCA certification requirements and engage a notified body This week Source and sample 9D HIFU + vaginal HIFU machines from 2-3
Owner: Regulatory Affairs OEM suppliers Owner: Procurement

This month Develop a training and after-sales support plan for UK clinics This month Book attendance at CCR London or Beauty UK for market entry
Owner: Operations Owner: Marketing

United Kingdom / 9D HIFU treatment equipment / 7 October 2026 20 / MARKET INTELLIGENCE / 45



ChinaConnect247 MARKET INTELLIGENCE

+ 21/ MARKET INTELLIGENCE

Key Takeaways

1 Global HIFU cosmetic system market is growing at 12.5% CAGR, 2 UK market requires UKCA marking for GB and CE/UKNI for Northern

reaching USD 3.5 billion by 2034. Ireland; most HIFU devices need notified body involvement. 3 9D HIFU with
vaginal handle is an emerging multifunctional category with strong clinic
interest.

4 Chinese OEM/ODM suppliers dominate sourcing, offering private label 5 Success in the UK depends on regulatory compliance, training, and

and competitive pricing. localized after-sales support.
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+ COST STRUCTURE

See what the unit really carries.

BEST

WORST

Stack order: Ex-works / FOB China unit price, Freight (air, 1-2 units), Insurance, Import duty (UK Global Tariff), Import VAT (20%), Customs clearance and brokerage, UKCA/CE compliance amortised per unit, Inland
delivery and handling, Warranty and support reserve.

Calculated source-component sums in GBP per unit, including VAT cash flow. Base components total GBP 5,462. VAT recovery, exact classification, compliance costs and intended-purpose requirements need qualified
confirmation.
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+ 22 | MARKET INTELLIGENCE

Landed Cost Model

The figures below are source-report estimates or scenarios, not a quotation Currency: GBP. Per unit: one 9D HIFU face/body machine with vaginal
from the featured supplier. Confirm assumptions and actual costs before HIFU handle.
committing.

Ex-works / FOB China unit price Freight (air, 1-2 units)

Best: 2,200 Best: 250

Base: 3,000 Base: 450

Worst: 4,500 Worst: 700

Note: Assumption based on supplier quote ranges for 9D HIFU systems; Note: Air freight for a single machine; sea freight per unit is lower but
not a published price. slower.
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Landed Cost Model

Import duty (UK Global Tariff)

Insurance

Best: 30 Best: 0
Base: 60 Base: 0
Worst: 100 Worst: 0

Note: Assumed 0% under UK Global Tariff for this HS code; must be

Note: Assumed 1-2% of goods value.
verified with a customs broker.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026 22 | MARKET INTELLIGENCE / 49



ChinaConnect247 MARKET INTELLIGENCE

+ 22 | MARKET INTELLIGENCE / CONTINUED

Landed Cost Model

Import VAT (20%) Customs clearance and brokerage
Best: 496 Best: 80

Base: 702 Base: 150

Worst: 1,060 Worst: 250

Note: Calculated on goods + freight + duty; recoverable if VAT-registered. Note: Assumed per shipment.
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Landed Cost Model

UKCA/CE compliance amortised per unit Inland delivery and handling
Best: 300 Best: 50

Base: 800 Base: 100

Worst: 1,500 Worst: 200

Note: Assumption: total certification cost GBP 3,000-15,000 spread over Note: Assumed UK domestic leg.

10-20 units.
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Landed Cost Model

Warranty and support reserve True landed cost (base case)
Best: 100 GBP: 5,462

Base: 200

Worst: 400

Note: Assumed 3-8% of unit cost for returns and service.

Distributor sale price Retail price

Source estimate: 8,500 Source estimate: 15,000
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Landed Cost Model

Distributor margin Importer gross margin

Source estimate: 36% Source estimate: 64%

Assumptions behind these figures

Contribution per unit

Source estimate: 3,038

» FOB price is an assumption based on supplier quote ranges, not a * Import duty assumed 0% under UK Global Tariff; must be verified with a
confirmed quote. customs broker.
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Landed Cost Model

* Import VAT is recoverable for VAT-registered businesses and excluded * Certification cost amortised over 15 units; actual cost depends on
from true landed cost. regulatory pathway.

* Retail price is an assumption based on UK clinic pricing for HIFU
treatments and device resale.
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Break-Even Analysis

Before using this calculation

Inventory and working capital are cash requirements, not all fixed
expenses. The source break-even estimate is provisional: separate

investment, inventory and operating costs before making a commitment.

Regulatory compliance (UKCA/CE
technical file, testing) GBP 8,000-15,000:

United Kingdom / 9D HIFU treatment equipment / 7 October 2026

MARKET INTELLIGENCE

The figures below are source-report estimates or scenarios, not a quotation
from the featured supplier. Confirm assumptions and actual costs before
committing.

First stock order (3-5 units) GBP
12,000-20,000:
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Break-Even Analysis

Shipping, insurance and customs GBP
2,000-4,000:

Total setup cost GBP 25,000-45,000:

Break-even volume 9-15 units:

United Kingdom / 9D HIFU treatment equipment / 7 October 2026

MARKET INTELLIGENCE

Marketing and launch (website, samples,
trade show) GBP 3,000-6,000:

GBP 3,038 Contribution per unit:

2-3 units Conservative monthly sales:
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Break-Even Analysis

Estimated time to break even 4-7 months:

 Contribution per unit based on base landed cost and distributor sale price.

* Setup costs exclude ongoing overheads such as office, staff and
marketing.
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Assumptions

MARKET INTELLIGENCE

» Sales volume assumption is conservative for a new entrant without

established UK distribution.
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ldeal Product Specification

Source this Source a CE-marked 9D HIFU platform with optional vaginal
handle, 20,000+ shots per cartridge, and full UKCA technical
documentation.

Cartridge shot count
Requirement: Minimum 20,000 shots per cartridge; Vmax option 68,000

Why it matters: Reduces consumable cost for clinics and improves ROIL.
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MARKET INTELLIGENCE

Certification

Requirement: CE mark under EU MDR 2017/745 or UKCA; technical file
and clinical evaluation available

Why it matters: Required for legal import and sale in the UK.

Treatment depths

Requirement: 1.5mm, 3.0mm, 4.5mm for face; 6.0mm, 8.0mm, 10.0mm,
13.0mm, 16.0mm for body

Why it matters: Covers face and body treatments in one platform.
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ldeal Product Specification

Vaginal handle Warranty

Requirement: 360-degree emission, sterile barrier compatible, with airbag Requirement: Minimum 2 years on main unit, 1 year on handles

detection if available Why it matters: UK clinics expect reliability and support.

Why it matters: Differentiates the product and addresses intimate treatment

demand.

Training Documentation

Requirement: On-site or remote training included; CPD-accredited UK Requirement: Full technical file, IEC 60601 test reports, ISO 13485, ISO
training partner preferred 14971 risk management

Why it matters: Clinics need certified training to offer treatments safely. Why it matters: Required for UKCA/CE marking and customs.
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ldeal Product Specification

Packaging Spare parts
Requirement: Flight case with moisture protection for sea freight Requirement: UK-based or EU-based spare parts availability

Why it matters: Protects high-voltage components during shipping. Why it matters: Minimises downtime for clinics.

Target FOB price Target MOQ

Estimate: GBP 2,200-4,500 Requirement: 1-3 units for trial, 5-10

Why it matters: units for initial order
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ldeal Product Specification

Deal breakers * No CE/UKCA documentation or refusal to provide technical file

+ Vaginal handle without clinical evidence or safety documentation * No warranty or after-sales support in English

* Cartridge shot count below 10,000
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Questions to Ask a Supplier

1 Can you provide a full technical file and clinical evaluation report for
UKCA/CE marking? Why: Without this, the device cannot be legally placed
on the UK market. Good answer: Yes, we have a complete technical file
and can share it under NDA; we have CE marking under MDR.

3

What is the actual shot count per cartridge and how is it verified? Why:
Affects clinic economics and your credibility. Good answer: 20,000 shots
minimum, tested and logged per unit; we can provide test reports.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026
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2 What is the regulatory classification of the vaginal HIFU function in the
UK? Why: Determines whether a notified body is required and the
cost/timeline. Good answer: We have assessed it as Class lla/llb and have
notified body involvement; we can share the classification rationale.

4

What training and support do you provide for UK clinics? Why: Clinics need
training to use the device safely and effectively. Good answer: We provide
on-site or remote training, user manuals in English, and access to
CPD-accredited training partners.
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Questions to Ask a Supplier

3) 6

What is your warranty and spare parts policy for the UK? Why: Downtime is Can you provide references from UK or EU clinics using this model? Why:
costly for clinics; local support is a competitive advantage. Good answer: Validates real-world performance and compliance. Good answer: Yes, we
2-year warranty, spare parts available from UK/EU warehouse, response can provide references from clinics in the UK and EU.

within 48 hours.

What is the lead time for production and shipping to the UK? Why: Affects 8
time to market and cash flow. Good answer: Production 2-3 weeks, air
freight 5-7 days, sea freight 30-40 days. Do you offer OEM/ODM branding and customisation? Why: Allows you to

build a brand and differentiate. Good answer: Yes, we offer private label
with your logo and custom packaging.
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Questions to Ask a Supplier

9

What are the payment terms and do you support Trade Assurance? Why:
Protects your capital and reduces risk. Good answer: 30% deposit, 70%
before shipment; we support Alibaba Trade Assurance or escrow.
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Companies Worth Approaching

These are prospects or comparison companies named in the source report, o
not confirmed partners, authorised distributors or endorsements. Verify PrOLaser CIInIC o
their current scope before contacting them. httpS//WWW prolasercllnlc.co. uk

Type: Aesthetic clinic

Why they fit: Offers face, body and skin care treatments in North Yorkshire;
potential early adopter.

Who to ask for: Clinic owner or manager

Priority: B
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Companies Worth Approaching

Shape U Perfecte'me

Type: Aesthetic clinic Type: Aesthetic equipment manufacturer/distribduitsotrribution

Why they fit: Specialises in non-invasive surgical systems for beauty and

Why they fit: Swindon-based face, body and skin care clinic; likely to
aesthetic industry; potential partner.

expand treatment menu.

Who to ask for: Clinic director Who to ask for: Procurement or business development

Priority: B Priority: A
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Companies Worth Approaching

Matrix Beauty Academy Fotromed https://fotromed.com

https://www.matrixbeautyacademy.co.uk Type: Aesthetic equipment supplier
Why they fit: Already sells HIFU machines and has UK customer

Type: Training academy
references; potential competitor or partner.

Why they fit: Offers CPD-accredited HIFU training and supplier access;

potential channel partner for training and sales. Who to ask for: UK sales manager

Who to ask for: Course director or partnerships Priority: C

Priority: A
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Companies Worth Approaching

Rejuva Fresh https://www.rejuvafresh.com

Type: Aesthetic equipment supplier

Why they fit: Sells professional HIFU machines including vaginal tightening;
potential distributor.

Who to ask for: Procurement

Priority: C
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Product-Market Fit by Segment

Aesthetic clinics and med-spas Intimate health clinics

Their need: Non-invasive face and body lifting with minimal downtime Their need: Vaginal tightening and rejuvenation treatments
Fit: Strong Fit: Moderate

Price sensitivity: Medium Price sensitivity: Low

Sales difficulty: Medium Sales difficulty: High

Beauty salons Equipment distributors

Their need: Add high-margin treatments to service menu Their need: Differentiated HIFU platform with vaginal handle
Fit: Moderate Fit: Strong

Price sensitivity: High Price sensitivity: Medium

Sales difficulty: Medium Sales difficulty: Low
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Product-Market Fit by Segment

Training academies

Their need: Equipment for CPD courses and student practice
Fit: Moderate
Price sensitivity: Medium

Sales difficulty: Low
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MARKET INTELLIGENCE

Who Should NOT Enter This Market

First-time importers with no regulatory
experience

Businesses with less than GBP 25,000
capital

Retailers selling direct to consumers

United Kingdom / 9D HIFU treatment equipment / 7 October 2026

UK medical device compliance for vaginal HIFU is complex and costly;
mistakes can lead to customs seizure or legal liability.

Setup costs and first stock order require meaningful working capital before
any revenue.

HIFU machines are professional devices sold B2B to clinics; consumer
retail is not the channel.

28 / MARKET INTELLIGENCE / 71



ChinaConnect247 MARKET INTELLIGENCE

+ 28 / MARKET INTELLIGENCE / CONTINUED

Who Should NOT Enter This Market

HIH - 3 UK clinics expect training, warranty and cartridge supply; without this,
Op.e.rators unwilling to provide after-sales reputation and repeat salus uffer
training and support
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Validate Before You Invest

UK regulatory classification of vaginal HIFU How: Consult a UK regulatory
consultant or MHRA guidance; obtain written classification opinion. Why:
Determines whether UKCA marking and notified body are required,
affecting cost and timeline.

Real demand from UK clinics for vaginal HIFU How: Interview 10-15 clinic
owners and distributors; ask about treatment demand and willingness to
buy. Why: Validates whether the differentiated feature justifies the
regulatory burden.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026

Actual UK import duty rate for HIFU machines How: Check UK Global Tariff
online with the correct commodity code; confirm with a customs broker.
Why: Duty adds to landed cost and affects pricing.

Competitor pricing and margins in the UK How: Mystery shop UK suppliers
and clinics; gather quotes and treatment prices. Why: Informs your pricing
strategy and margin expectations.
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Validate Before You Invest

Supplier reliability and after-sales support How: Request references, visit
factory or use third-party inspection; order a sample unit. Why: Poor
support leads to clinic dissatisfaction and returns.
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What We Know and What We Do Not

Known * Global HIFU market is growing at double-digit rates.
* UK is a named key region in multiple market reports. * CE marking is commonly claimed by Chinese suppliers.
» Sea and air freight options from China to UK are well established. Likely
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What We Know and What We Do Not

+ Vaginal HIFU will be classified as a medical device in the UK. « UKCA marking will be required for legal sale.
* Clinics will demand training and after-sales support. * Price competition from other Chinese suppliers is intense.
Unknown » Exact UK regulatory pathway and cost for vaginal HIFU.
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What We Know and What We Do Not

* Actual UK import duty rate for this specific device. * Real demand for vaginal HIFU in the UK market.
* Reliability and quality of specific suppliers. NeedS Veriﬁcation
* UK MDR classification and UKCA requirements. * UK Global Tariff commodity code and duty rate.
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What We Know and What We Do Not

* Supplier technical file and clinical evidence. UK clinic willingness to pay for vaginal HIFU.
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Evidence Quality

A government or regulator - B industry body - C research firm - D trade Overall evidence grade: C Market size and growth data come from
observation - E estimate or inference commercial research firms; regulatory and tariff evidence is from supplier
guides, not official sources. No primary UK government data in evidence.

Global HIFU cosmetic system market Portable HIFU machine market growing at
growing at 12.5% CAGR to 2034 12.5% CAGR

Grade: C Grade: C

Basis: Verified Market Reports, a commercial research firm. Basis: Archive Market Research, a commercial research firm.

United Kingdom / 9D HIFU treatment equipment / 7 October 2026 31/ MARKET INTELLIGENCE / 79



ChinaConnect247

+ 31/ MARKET INTELLIGENCE / CONTINUED

Evidence Quality

UK requires UKCA marking for medical

devices
Grade: B

Basis: Supplier guide referencing UK MDR; not confirmed by MHRA
primary source.

Sea freight from China to UK costs USD
1,050-2,450 per container

Grade: D

Basis: Freight forwarder website, not an official tariff.
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Vaginal HIFU may require notified body

involvement
Grade: D

Basis: Supplier guide inference; not confirmed by regulator.

9D HIFU machines support 20,000 shots

per cartridge
Grade: D

Basis: Supplier marketing material.
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Evidence Quality

UK has aesthetic equipment distributors

and training academies
Grade: D

Basis: Europages directory and training academy website.
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+ 90-DAY ROADMAP

Validate. Build. Measure.

01 02 03

Days 0-30 Days 31-60 Days 61-90

Confirm model and intended purpose, Verify device-specific evidence, service Require two confirmed clinic orders and
obtain qualified regulatory and clinical capability, documents and complete unit written regulatory advice; supply only
review, and interview clinics. economics. when the actual legal requirements are

satisfied.

A conditional action plan, not a guaranteed 90-day launch. Decision: 4-7 months. Device-specific conformity review and lawful supply requirements can change the schedule; the action plan is

conditional.
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30 /60 /90 Day Plan

0-30 days Regulatory and market validation

* Verify UK Global Tariff commodity code and duty rate with a customs
broker.

» Request technical files and CE certificates from 3-5 Chinese suppliers.
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» Consult a UK regulatory consultant on classification of vaginal HIFU under
UK MDR.

¢ Interview 10 UK aesthetic clinics and 3 distributors about demand and
pricing.

» Obtain quotes for air and sea freight from China to UK. 31-60 days
Supplier selection and compliance preparation
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30 /60 /90 Day Plan

* Shortlist 2 suppliers based on documentation, quality and support. * Order one sample unit for evaluation and testing.

* Engage a UK regulatory consultant to prepare UKCA technical file if * Negotiate pricing, MOQ, warranty and training terms.
needed.

* Develop a UK launch plan with pricing and target clinic list. 61-90 days * Import 3-5 units via air freight for pilot.

Pilot launch and first sales
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30 /60 /90 Day Plan

» Complete UKCA/CE compliance and labelling. * Run demonstrations at 5-10 target clinics.

* Close first 2-3 sales and gather feedback. * Decide on scale-up order based on pilot results.

Go / No-Go trigger Secure at least 2 confirmed clinic orders and a written
regulatory opinion confirming the device can be legally sold in the UK
without prohibitive certification costs.
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Alternative Markets to Consider

Ireland Germany

Why consider it: EU member, CE marking accepted, English-speaking, Why consider it: Large aesthetic market, CE marking accepted, strong clinic
similar aesthetic market. infrastructure.

Versus this market: Easier Versus this market: Similar

United Arab Emirates Australia

Why consider it: High demand for aesthetic treatments, less stringent Why consider it: Growing aesthetic market, TGA listing required but
regulatory pathway for some devices. English-speaking.

Versus this market: Easier Versus this market: Harder
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Sources

Global HIFU Cosmetic System Market
Size, Industry Share, Trends

https://www.verifiedmarketreports.com/product/hifu-cosmetic-system-mark
et/

Portable HIFU Machine Decade Long
Trends, Analysis and Forecast

https://www.archivemarketresearch.com/reports/portable-hifu-machine-763
434
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HIFU Beauty Machine Market Insights,
Trends, Innovations, Dynamics

https://www.verifiedmarketreports.com/product/hifu-beauty-machine-market
/

Strategic Insights for High Intensity
Focused Ultrasound Hifu Market

https://www.datainsightsreports.com/reports/high-intensity-focused-ultrasou
nd-hifu-market-3946
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Sources

Certifications Required to Import HIFU
Facial Machines | HUIMAIN

https://www.huimainbeauty.com/guides/what-certifications-hifu-facial-machi
nes-import/

2026 China to UK Container Shipping

Freight Rates and Transit Time
https://goodhopefreight.com/united-kingdom/fcl.html
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FDA and Regulatory Status of HIFU
Devices Globally

https://www.huimainbeauty.com/article/f{da-regulatory-status-hifu-machines

-global/

Shipping from China to the UK | Freightos

https://www.freightos.com/shipping-routes/shipping-from-china-to-the-uk/
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Sources

Private Label 9D HIFU Machines Are Professional HIFU Machine For Sale |

Driving New Growth in the Global Aesthetic Fotromed
Ind UStry https://fotromed.com/products-category/hifu-machine/

https://shefmon.com/private-label-9d-hifu-machines-are-driving-new-growth
-in-the-global-aesthetic-industry/

This report is for informational purposes only, not investment or legal
advice. Market data comes from third-party sources and may vary. Conduct
independent due diligence; accuracy and completeness are not
guaranteed.
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+ WORK WITH US

From a report to a real next step.

1 2 3

Understand Coordinate Build your own

My Fair organizes supplier intelligence, products Ask about supplier follow-up, factory visits, Need this workflow for your business?

and public-source evidence. Al supports analysis quotations, OEM/ODM, packaging and document StructuredLayer can discuss a custom

and language understanding; it does not certify a coordination. Scope, qualified partners, fees and Al-assisted system built around your team and
supplier. timelines are agreed individually. requirements.

ChinaConnect247 is operated by StructuredLayer.

inquiry@chinaconnect247.com | WhatsApp +971 52 577 8897 | WeChat chinaconnect247

Instagram @structuredlayer « www.chinaconnect247.com ¢ Alipay, crypto, bank transfer, PayPal and Skrill. WhatsApp or WeChat us for payment details.
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