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M D C G  I s s u e s  R e v i s i o n  4  o f  I V D  C l a s s i f i c a t i o n  G u i d a n c e  |  1 8
M a r c h  2 0 2 5

The Medical  Device Coordinat ion Group (MDCG) has released
Revis ion 4 of  i ts  guidance document ,  MDCG 2020-16,  t i t led
"Guidance on Classi f icat ion Rules for  In  Vitro Diagnost ic Medical
Devices under Regulat ion (EU) 2017/746. "  This  updated version
introduces key clar i f icat ions and editor ial  changes aimed at
improving regulatory understanding and implementat ion of  the
In Vitro Diagnost ic Medical  Devices Regulat ion ( IVDR).

Key highl ights f rom the latest  revis ion include:

R u l e  1  –  s e c o n d  i n d e n t :  Updated to include a revis ion of  the
examples provided,  of fer ing clearer  guidance to stakeholders
on i ts  appl icat ion.

R u l e  3 ( m ) :  Footnote 8 has been modif ied to ref lect  addit ional
clar i f icat ions.

R u l e  4 ( a ) :  Examples under this  rule have been revised to
better  i l lustrate regulatory expectat ions.

R u l e  6 :  The rat ionale behind this  rule has undergone minor
modif icat ions,  along with revis ions to associated examples
to enhance consistency with the regulat ion.

A n n e x  1  a n d  A n n e x  2 :  Minor editor ial  changes have been
made for  improved readabi l i ty  and al ignment with other
regulatory documents .

The updated guidance is  expected to faci l i tate smoother
implementat ion of  IVDR requirements as the sector  adapts to
evolv ing regulatory landscapes.
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EUROPEAN UNION (EU)

https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
https://health.ec.europa.eu/document/download/12f9756a-1e0d-4aed-9783-d948553f1705_en?filename=md_mdcg_2020_guidance_classification_ivd-md_en.pdf
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E U  L a u n c h e s  E u r o p e a n  H e a l t h  D a t a  S p a c e  t o  T r a n s f o r m
H e a l t h c a r e  D a t a  S h a r i n g  |  1 8  M a r c h  2 0 2 5

The European Union has announced the off ic ial  publ icat ion of
the European Health Data Space (EHDS) Regulat ion,  a landmark
framework designed to revolut ionize healthcare data
management across Member States.  The regulat ion,  publ ished
in the Off ic ial  Journal  of  the EU.

The EHDS Regulat ion aims to create a unif ied digital
environment where health data can be securely accessed and
shared between pat ients ,  healthcare providers ,  researchers ,
and pol icymakers across the EU.

K e y  H i g h l i g h t s :

E m p o w e r i n g  C i t i z e n s :  EU ci t izens wi l l  have free,  fast ,  and
secure access to their  e lectronic health records across
Member States ,  with control  over  how their  data is  shared
and used.

C r o s s - B o r d e r  H e a l t h c a r e  B o o s t :  Healthcare professionals
wi l l  benef i t  f rom improved data sharing and interoperabi l i ty ,
enhancing cross-border medical  care.

D r i v i n g  R e s e a r c h  &  I n n o v a t i o n :  Researchers wi l l  gain access
to anonymized health data,  support ing medical  discover ies
and new treatment development .

S u p p o r t i n g  E v i d e n c e - B a s e d  P o l i c y :  Pol icymakers wi l l  use
health data to create more effect ive ,  evidence-based health
init iat ives .

R o b u s t  D a t a  P r o t e c t i o n :  The EHDS ensures GDPR-level  data
privacy and secur i ty ,  with opt-out opt ions for  secondary
data use.

The regulat ion wi l l  gradual ly  rol l  out ,  start ing from March 26,
2025,  with ful l  implementat ion set  for  2029.
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https://health.ec.europa.eu/ehealth-digital-health-and-care/european-health-data-space-regulation-ehds_en
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UNITED KINGDOM (UK)
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M H R A  E n h a n c e s  T r a n s p a r e n c y  i n  S a f e t y  C o m m u n i c a t i o n s  |  2 5
M a r c h  2 0 2 5

The Medicines and Healthcare products Regulatory Agency
(MHRA) has reaff i rmed i ts  commitment to ensur ing the safety ,
qual i ty ,  and eff icacy of  medicines and medical  devices
avai lable to UK pat ients .  Recognis ing that no medical  product is
ent i re ly  r isk-free,  the agency cont inuously monitors safety
concerns and takes prompt act ion when necessary .

To enhance transparency,  the MHRA publ ishes safety
communicat ions v ia i ts  website ,  media channels ,  and social
platforms.  Healthcare professionals and the publ ic can
subscr ibe to receive alerts  about cr i t ical  updates.

Key safety communicat ions issued by the MHRA include:

N a t i o n a l  P a t i e n t  S a f e t y  A l e r t s :  For  urgent safety issues with
a r isk  of  death or  disabi l i ty .

D r u g  S a f e t y  U p d a t e s  &  D e v i c e  S a f e t y  I n f o r m a t i o n :  To guide
healthcare professionals on medicine and device safety
concerns.

R e c a l l s  &  D e f e c t  N o t i f i c a t i o n s :  Issued for  defect ive
medicinal  products to mit igate r isks .

F i e l d  S a f e t y  N o t i c e s  ( F S N s ) :  Manufacturer  not ices regarding
medical  device r isks and correct ive act ions.

The MHRA also releases a monthly Safety Roundup Bul let in ,
summaris ing recent alerts  and news related to medicines and
medical  devices.

https://www.gov.uk/government/publications/safety-communications-concerning-medicines-medical-devices-and-other-healthcare-products/safety-communications-concerning-medicines-medical-devices-and-other-healthcare-products
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M H R A  P u b l i s h e s  L a t e s t  C h a n g e s  t o  ' R e g i s t e r  M e d i c a l  D e v i c e s  t o
P l a c e  o n  t h e  M a r k e t '  G u i d a n c e  |  1 3  M a r c h  2 0 2 5

The UK’s  Medicines and Healthcare products Regulatory Agency
(MHRA) has released important updates to i ts  guidance on the
registrat ion of  medical  devices for  placing on the market  in
Great Br i tain and Northern I re land.

K e y  C h a n g e s :

R e - r e g i s t r a t i o n  t r i g g e r :  The MHRA has conf i rmed that i f
there are changes to the character ist ics of  an already
registered device,  th is  may tr igger the need for  re-
registrat ion.  Where appl icable ,  such re-registrat ion wi l l
require payment of  the statutory registrat ion fee.

U p d a t e d  g u i d e s :  The MHRA has publ ished revised versions of
i ts  account management and device registrat ion reference
guides.  These updates streamline the registrat ion process
and provide step-by-step instruct ions for  manufacturers and
UK Responsible Persons (UKRPs) .

I V D R  t r a n s i t i o n :  The updated guides now include direct  l inks
to new MHRA guidance relat ing to the EU In Vitro Diagnost ic
Medical  Devices Regulat ion ( IVDR) transit ion extension under
Art ic le 1 10 .

L e t t e r  o f  D e s i g n a t i o n :  The MHRA has also clar i f ied i ts
posit ion on Letters of  Designation issued to UKRPs.  The
maximum val idity  of  these letters has been specif ied to
ensure al ignment with regulatory expectat ions.

N I  A u t h o r i s e d  R e p r e s e n t a t i v e s :  MHRA corrected guidance
regarding the l ist  of  countr ies f rom which Northern I re land
Author ised Representat ives may represent manufacturers .  

Manufacturers ,  Author ised Representat ives ,  and UK Responsible
Persons are encouraged to review the latest  guidance to ensure
continued compl iance with UK device registrat ion requirements .

https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#full-publication-update-history
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Anvisa has announced the cancel lat ion of  not i f icat ions for
equipment cleaning solut ions previously regulated as in v i t ro
diagnost ic ( IVD) medical  devices.  Under the new regulat ion
(RDC No.  830/2023) ,  ef fect ive s ince June 2024,  these products
are now classi f ied as low-r isk and no longer require
not i f icat ion.

The rule clar i f ies that c leaning solut ions used exclusively for  IVD
instrument maintenance can be freely marketed without
regulatory approval .  Anvisa emphasizes that these
cancel lat ions are not  due to qual i ty  concerns,  and the products
remain avai lable for  sale .

However ,  non-IVD cleaning products cont inue to be regulated
as sanit iz ing agents .

A n v i s a  C a n c e l s  N o t i f i c a t i o n s  f o r  I V D  E q u i p m e n t  C l e a n i n g  S o l u t i o n s
U n d e r  N e w  R e g u l a t i o n  |  2 6  M a r c h  2 0 2 5

BRAZIL

A n v i s a  M a n d a t e s  U s e  o f  W H O D r u g  a n d  E 2 B  ( R 3 )  F o r m a t  f o r
P h a r m a c o v i g i l a n c e  R e p o r t i n g  |  2 1  M a r c h  2 0 2 5

Anvisa has publ ished RDC No.  967 (March 18 ,  2025) amending
RDC No.  406/2020,  requir ing pharmaceutical  companies to
adopt WHODrug (C3) coding and the ICH E2B (R3) format for
adverse event report ing v ia the VigiMed system. Companies
have one year to comply .

This  change does not affect  how healthcare professionals and
patients submit  reports .  WHODrug,  alongside MedDRA (already
mandatory) ,  enhances data standardizat ion for  improved
global  pharmacovigi lance.

To support  this  t ransit ion,  Uppsala Monitor ing Centre (UMC) and
Anvisa wi l l  provide training,  including a webinar on Apr i l  14  and
another training session planned for  September .

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/agencia-informa-sobre-adequacoes-ao-novo-regulamento-de-dispositivos-medicos-para-diagnostico-in-vitro
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/agencia-informa-sobre-adequacoes-ao-novo-regulamento-de-dispositivos-medicos-para-diagnostico-in-vitro
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/whodrug-passa-a-ser-obrigatorio-para-as-empresas-notificarem-eventos-adversos-de-medicamentos
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A n v i s a  P r e s e n t s  K e y  C h a n g e s  i n  R D C  9 5 4 / 2 0 2 4  t o  S t r e a m l i n e  D r u g
R e g i s t r a t i o n  |  1 4  M a r c h  2 0 2 5

On March 13 ,  Anvisa hosted an event in Brasí l ia to present and
clar i fy  the main points of  RDC 954/2024,  a resolut ion that
simpl i f ies the procedures for  drug registrat ion,  post-
registrat ion,  and renewal .  The event ,  attended both in-person
and virtual ly ,  a imed to promote transparency and direct
communicat ion with the regulated sector .

RDC 954/2024 introduces the so-cal led "c lone"  registrat ion
process,  al lowing for  faster  approval  of  gener ic ,  s imi lar ,
phytotherapeutic ,  radiopharmaceutical ,  and biological  drugs by
l inking them to the dossier  of  an already registered "parent"
drug.  This  approach reduces documentat ion requirements whi le
maintaining qual i ty ,  safety ,  and eff icacy standards.

Anvisa 's  leadership emphasized that this  measure is  not  about
creat ing new requirements but about improving eff ic iency in
response to the dynamic pharmaceutical  market .  The agency
also committed to holding regular  discussions with the sector
to further  enhance regulatory processes.

CHINA

C h i n a  S t r e n g t h e n s  D r u g  a n d  M e d i c a l  D e v i c e  R e g u l a t i o n s  t o  B o o s t
I n n o v a t i o n  a n d  G l o b a l  C o m p e t i t i v e n e s s  |  2 0  M a r c h  2 0 2 5

China has unvei led a comprehensive plan to enhance i ts  drug
and medical  device regulatory f ramework ,  aiming to improve
innovation,  safety ,  and global  competit iveness.  By 2027,  the
country seeks to establ ish a modern regulatory system
support ing pharmaceutical  innovation and high-qual i ty
industr ial  development ,  with further  advancements by 2035.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-apresenta-pontos-principais-da-rdc-954-2024-para-setor-regulado
https://english.nmpa.gov.cn/2025-03/25/c_1080969.htm
https://english.nmpa.gov.cn/2025-03/25/c_1080969.htm


51 25

M
E

D
IC

A
L 

D
E

V
IC

E
S

in
fo

@
o

m
c

m
e

d
ic

a
l.

c
o

.u
k

w
w

w
.o

m
c

m
e

d
ic

a
l.

c
o

m

0 7

K e y  m e a s u r e s  i n c l u d e :

Accelerated Approvals :  Streamlining the review and approval
process for  innovative drugs,  medical  devices,  and
treatments for  rare diseases.

R&D Support :  Strengthening pol ic ies on intel lectual  property
protect ion,  promoting cl in ical  research,  and encouraging the
modernizat ion of  t radit ional  Chinese medicine.

Industry Regulat ion:  Enhancing compl iance,
pharmacovigi lance,  and digital  t ransformation of
pharmaceutical  manufactur ing and distr ibut ion.

Internat ional  Al ignment :  Adopting global  regulatory
standards,  easing import/export  rules ,  and support ing cross-
border pharmaceutical  col laborat ion.

Regulatory Capacity Bui lding:  Expanding inspect ion
capabi l i t ies ,  foster ing drug regulatory sciences,  and
implementing digital  oversight tools .

These reforms al ign with China’s  goal  of  t ransit ioning from a
major  pharmaceutical  manufacturer  to a global  industry leader ,
ensur ing high-qual i ty ,  accessible ,  and innovative healthcare
products .

IRELAND

H P R A  W a r n s  A g a i n s t  U n a u t h o r i s e d  O n l i n e  P r o m o t i o n  o f  A d v a n c e d
T h e r a p y  M e d i c i n a l  P r o d u c t s  ( A T M P s ) |  1 8  M a r c h  2 0 2 5

The HPRA has issued a warning fol lowing a jo int  statement f rom
the HMA and EMA about the r isks of  unregulated advanced
therapy medicinal  products (ATMPs) being promoted onl ine for
therapeutic purposes.  

https://www.hpra.ie/news-events/news/article/potential-risks-of-advanced-therapy-products-promoted-online
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These products ,  including dendrit ic  cel l  therapies ,  are often
marketed without suff ic ient  evidence of  safety or  ef fect iveness.
Whi le there are no known cases of  their  use in I re land,  the HPRA
urges anyone approached by such providers to report  their
exper ience conf ident ial ly .

Pat ients are advised to consult  healthcare professionals before
consider ing any ATMPs.  The HPRA remains committed to
col laborat ing with other author i t ies to address this  issue.

SOUTH KOREA

K o r e a  a n d  R o m a n i a  S t r e n g t h e n  H e a l t h c a r e  C o o p e r a t i o n  t h r o u g h
B i l a t e r a l  M e e t i n g  a n d  M O U  |  2 4  M a r c h  2 0 2 5

On March 20,  the Ministry of  Health and Welfare of  Korea held a
bi lateral  meeting with the Romanian Ministry of  Health dur ing
Medical  Korea 2025.  The two s ides discussed expanding
cooperat ion in ICT-based healthcare,  medical  t raining,
pharmaceuticals ,  b iotech,  and medical  devices.

Romania showed interest  in  col laborat ing on hospital
digital izat ion,  te lemedicine,  investment ,  and healthcare
personnel  exchanges.  

Korea shared i ts  exper iences in pandemic cooperat ion and
smart  hospitals ,  a iming for  deeper future col laborat ion.

The meeting concluded with the s igning of  a Memorandum of
Understanding between a Romanian univers i ty  and a Korean
hospital  to foster  jo int  healthcare education and cooperat ion.

https://www.mohw.go.kr/board.es?mid=a20401000000&bid=0032&act=view&list_no=1485068&tag=&nPage=1
https://www.mohw.go.kr/board.es?mid=a20401000000&bid=0032&act=view&list_no=1485068&tag=&nPage=1
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On March 15 ,  2025,  the U.S .  FDA publ ished i ts  f i rst  stat ist ical
report  on cosmetic faci l i ty  registrat ions and product l ist ings
under the Modernizat ion of  Cosmetics Regulat ions Act  of  2022
(MoCRA).  As of  January 1 ,  2025,  9 ,528 manufactur ing faci l i t ies
have registered,  and 589,762 cosmetic products have been
l isted—far surpassing the numbers f rom the previous Voluntary
Cosmetic Registrat ion Program (VCRP).

Internat ional  part ic ipat ion is  strong,  with China accounting for
44.71% of  global  faci l i ty  registrat ions.  The report  highl ights
MoCRA's  role in enhancing transparency and regulatory
oversight in the cosmetics industry .

Key requirements ,  such as mandatory adverse event report ing,
label ing updates,  and safety substant iat ion,  are now in effect .
Companies must ensure compl iance,  as the FDA has begun
enforcing these regulat ions.  The f inal izat ion of  Good
Manufactur ing Pract ice (GMP) standards by late 2025 wi l l
further  shape the regulatory landscape.

F D A  R e l e a s e s  F i r s t  R e p o r t  o n  M o C R A  C o s m e t i c  R e g i s t r a t i o n s
a n d  P r o d u c t  L i s t i n g s  |  2 6  M a r c h  2 0 2 5

UNITED STATES OF AMERICA (USA)

In  February 2025,  the FDA rejected 101  batches of  imported
cosmetics f rom 16 countr ies due to regulatory non-compliance
under the FD&C Act .

South Korea accounted for  over 40% of  the reject ions,  with other
signif icant sources including Germany,  China,  Japan,  and
Pakistan.

Skin care products made up the largest  port ion of  re jected
goods (53.47%),  fo l lowed by hair  and personal  c leanl iness
items.

F D A  B l o c k s  1 0 1  B a t c h e s  o f  I m p o r t e d  C o s m e t i c s  O v e r  R e g u l a t o r y
V i o l a t i o n s  |  2 6  M a r c h  2 0 2 5
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The pr imary reason for  reject ion was the misclassi f icat ion of
drugs as cosmetics ,  with 41  batches f lagged as "unapproved
new drugs. "  Other v iolat ions included improper label ing and
color  addit ive issues.  Rejected products had to be exported or
destroyed within 90 days.

Canada is  planning to ban PFAS (per- and polyf luoroalkyl
substances) in cosmetics as part  of  a broader effort  to reduce
their  environmental  and health r isks .  A recent government
report  concluded that PFAS (excluding f luoropolymers) are
harmful .  These chemicals ,  known as “ forever chemicals , ”  are
widely used for  their  water  and oi l-resistant propert ies but have
been l inked to ser ious health issues.

The government proposes a phased approach,  f i rst  target ing
f i ref ight ing foams in 2025,  fo l lowed by restr ict ions on non-
essent ial  products l ike cosmetics ,  food packaging,  and text i les .

A publ ic consultat ion is  open unt i l  May 7 ,  2025,  to gather
feedback on the proposed regulat ions.  This  move al igns with
global  ef forts  to regulate PFAS and protect  publ ic health and
the environment .

CANADA

C a n a d a  M o v e s  t o  B a n  P F A S  i n  C o s m e t i c s  t o  P r o t e c t  P u b l i c
H e a l t h  |  1 1  M a r c h  2 0 2 5

Health Canada has introduced updates to i ts  Cosmetic
Not i f icat ion Form (CNF) ,  which wi l l  take effect  in  March 2025.
These changes aim to improve the clar i ty  and completeness of
product information provided by manufacturers and importers .  

A key update is  the requirement for  a Canadian address to be
included in al l  not i f icat ions,  ensur ing direct  communicat ion
with responsible part ies .

C a n a d a  R e v i s e s  C o s m e t i c  N o t i f i c a t i o n  F o r m  |  0 6  M a r c h  2 0 2 5
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Addit ional ly ,  not i f iers  must now specify  whether a cosmetic
product is  a " leave-on"  or  " r inse-off "  formulat ion,  al igning with
internat ional  standards.

Health Canada has updated i ts  Cosmetic Ingredient Hot l ist ,
introducing new prohibit ions and restr ict ions to enhance
product safety .  The amendments include the addit ion of  one
newly prohibited ingredient and three restr icted substances,
whi le also revis ing the requirements for  one previously banned
ingredient and three restr icted ones.  

Cosmetic manufacturers must review their  formulat ions to
ensure compl iance,  as non-compliance could lead to
enforcement act ions.

H e a l t h  C a n a d a  U p d a t e s  C o s m e t i c  I n g r e d i e n t  H o t l i s t |  0 3  M a r c h
2 0 2 5

BRAZIL

Brazi l ’s  Nat ional  Health Survei l lance Agency (Anvisa) has
revised i ts  cosmetics approval  system to speed up regulatory
processes.  Under the new rules ,  low-r isk cosmetics l ike face
creams and toothpaste only require an onl ine not i f icat ion
before market  entry ,  whi le high-r isk products such as
sunscreen,  hand gel ,  and chi ldren’s  cosmetics must undergo
ful l  registrat ion.

The change aims to streamline approvals whi le maintaining
safety standards through per iodic and random ver i f icat ions.
This  update fol lows industry complaints about prolonged
approval  t imes delaying new product launches.

B r a z i l ’ s  A n v i s a  S i m p l i f i e s  C o s m e t i c s  A p p r o v a l  P r o c e s s  |  1 3
M a r c h  2 0 2 5
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On December 16 ,  2024,  Brazi l 's  Nat ional  Health Survei l lance
Agency (ANVISA) publ ished Resolut ion RDC No.  949/2024,
amending Resolut ion RDC No.  907/2024 to update the
classi f icat ion rules for  personal  hygiene products ,  cosmetics ,
and perfumes.  Or iginal ly  set  to take effect  on March 3 ,  2025,  the
implementat ion date has been postponed to Apr i l  7 ,  2025,  as
per Resolut ion No.  966/2025 issued on February 28,  2025.

B r a z i l  P o s t p o n e s  I m p l e m e n t a t i o n  o f  R D C  9 4 9 / 2 0 2 4  |  0 3  M a r c h
2 0 2 5

France has introduced a new law banning PFAS (per- and
polyf luoroalkyl  substances) in certain products due to their
harmful  environmental  and health effects .

Start ing January 1 ,  2026,  the manufacture and sale of
c o s m e t i c s ,  s k i  w a x ,  and most t e x t i l e s  c o n t a i n i n g  P F A S  wi l l  be
prohibited,  with some exceptions for  essent ial  industr ial  uses.
The ban on PFAS in text i les wi l l  expand further  in 2030.

Although the or iginal  proposal  included restr ict ions on non-
st ick cookware,  industry lobbying led to i ts  exclusion from the
f inal  law.  Given the ser ious health r isks l inked to PFAS,  such as
cancer ,  l iver  damage,  and immune system issues,  France is  also
strengthening i ts  monitor ing of  these chemicals in dr inking
water .

This  legis lat ion places France at  the forefront  of  ef forts  to
reduce PFAS pol lut ion and protect  publ ic health .

F r a n c e  B a n s  P F A S  i n  C o s m e t i c s ,  T e x t i l e s ,  a n d  S k i  W a x |  1 0  M a r c h
2 0 2 5

FRANCE
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On February 28,  2025,  Thai land’s  Ministry of  Publ ic  Health
released a draft  regulat ion out l in ing cr i ter ia for  evaluat ing
academic documents in the cosmetic review process.  The draft
aims to establ ish clear guidel ines for  assessing new cosmetic
ingredients with no pr ior  usage history .

Under the proposed framework ,  expert  evaluators registered
with the Thai  FDA wi l l  assess submitted documents for
completeness and accuracy.  The regulat ion,  current ly  open for
publ ic consultat ion unt i l  March 14 ,  2025,  seeks to standardize
the review process without adding extra burdens on businesses.
Once f inal ized,  i t  wi l l  take effect  immediately after  publ icat ion
in the Government Gazette .

T h a i l a n d  I n t r o d u c e s  D r a f t  G u i d e l i n e s  f o r  C o s m e t i c  I n g r e d i e n t
E v a l u a t i o n  |  0 5  M a r c h  2 0 2 5

Thai land's  Ministry of  Publ ic  Health and the Cosmetics
Committee have introduced key regulatory updates for  the
cosmetics industry ,  publ ished in the Royal  Gazette in January
2025.

The new rules require warning labels on products containing
Cl imbazole ,  a preservat ive ,  with a mandatory advisory against
eye contact and i r r i tat ion r isks .

Addit ional ly ,  56 new substances have been added to the l ist  of
prohibited ingredients in cosmetic formulat ions.  Businesses
involved in manufactur ing,  import ing,  or  sel l ing cosmetics must
comply with these regulat ions within a 180-day transit ion
period.

Non-compliance may result  in  regulatory act ion,  re inforcing
Thai land’s  commitment to consumer safety and internat ional
standards.

T h a i l a n d  U p d a t e s  C o s m e t i c s  L a w s  |  0 5  M a r c h  2 0 2 5

THAILAND



51 25

in
fo

@
o

m
c

m
e

d
ic

a
l.

c
o

.u
k

w
w

w
.o

m
c

m
e

d
ic

a
l.

c
o

m

1 4

IS
O

 S
T

A
N

D
A

R
D

S

L i s t  o f  I S O  s t a n d a r d s  u p d a t e d  i n  M a r c h  2 0 2 5

ISO 18190:2025 - Anaesthet ic and respiratory equipment — General
requirements for  airway devices and related equipment

 
ISO/TR 18965:2025 - Medical  devices — Examples of  the appl icat ion
of  the r isk  management process to cardiac valve replacement and
repair  systems

ISO STANDARDS


