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N e w  H a r m o n i s e d  S t a n d a r d s  P u b l i s h e d  U n d e r  t h e  M D R  |  2 0
O c t o b e r  2 0 2 5

The European Commission has publ ished Commission
Implementing Decis ion (EU) 2025/2078,  dated 17  October 2025,
which updates the l ist  of  harmonised standards under the EU
Medical  Devices Regulat ion (MDR) 2017/745.

This  latest  amendment introduces four new harmonised
standards,  further  strengthening the regulatory f ramework and
ensur ing al ignment with the latest  technological  and safety
developments in the medical  device sector .

The newly added standards are:
EN 13795-1 :2025 – Surgical  c lothing and drapes – Part  1 :
Surgical  drapes and gowns
EN 13795-2:2025 – Surgical  c lothing and drapes – Part  2 :
Clean air  suits
EN 14683:2025 – Medical  face masks – Requirements and test
methods
EN 14180:2025 – Ster i l isers for  medical  purposes – Low
temperature steam and formaldehyde ster i l isers –
Requirements and test ing

These inclusions provide manufacturers with up-to-date
technical  specif icat ions that ,  when appl ied,  confer  a
presumption of  conformity with the relevant MDR requirements .
Manufacturers using ear l ier  vers ions of  these standards should
review the updates and assess whether revis ions to their
technical  documentat ion or  declarat ions of  conformity are
needed.

EUROPEAN UNION (EU)

https://eur-lex.europa.eu/eli/dec_impl/2025/2078/oj
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E u r o p e a n  C o m m i s s i o n  U p d a t e s  C e n t r a l  L i s t  o f  E x p e r t s  f o r  M D R
a n d  I V D R  P a n e l s  |  0 3  O c t o b e r  2 0 2 5

The European Commission released an updated central  l ist  of
experts  avai lable to serve on the Medical  Device and In Vitro
Diagnost ic Device Expert  Panels establ ished under Regulat ions
(EU) 2017/745 (MDR) and 2017/746 ( IVDR).

This  update fol lows the f i rst  evaluat ion of  appl icat ions
submitted in response to the new EXPAMED cal l  for  expressions
of  interest .

The expert  panels play a crucial  role within the MDR and IVDR
frameworks ,  of fer ing scient i f ic  advice and technical  opinions on
high-r isk medical  devices and IVDs,  including those assessed
under the Cl in ical  Evaluat ion Consultat ion Procedure (CECP).

By refreshing the central  l ist ,  the Commission has expanded the
pool  of  recognised experts who can be cal led upon to jo in or
support  panel  act iv i t ies as needed.  This  move strengthens the
system’s capacity ,  f lex ibi l i ty ,  and overal l  regulatory support .

For  manufacturers ,  not i f ied bodies ,  and other regulatory
stakeholders ,  th is  development highl ights the cont inued
evolut ion of  the expert  panel  network—introducing new
expert ise that may shape how consultat ions,  opinions,  and
scient i f ic  guidance are provided in the future.
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https://health.ec.europa.eu/latest-updates/updated-central-list-medical-device-expert-panels-now-published-following-first-evaluation-2025-10-03_en
https://health.ec.europa.eu/latest-updates/updated-central-list-medical-device-expert-panels-now-published-following-first-evaluation-2025-10-03_en
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The U.S .  FDA has made publ ic the internal  f i l ing checkl ists  used
by the Center  for  Drug Evaluat ion and Research (CDER) to
assess the completeness of  new drug and biologics
appl icat ions.  The in i t iat ive aims to increase transparency and
reduce f i l ing def ic iencies that can delay the review of
promising therapies .

By giv ing sponsors access to these tools ,  the FDA hopes to
prevent avoidable Refuse to F i le  (RTF) decis ions,  which in the
past have delayed appl icat ions by over a year on average.  The
checkl ists ,  now included in CDER’s  updated MAPP 6025.4 “Good
Review Pract ices:  Refuse to F i le” ,  are expected to improve
communicat ion and streamline the submission process ,  though
f inal  f i l ing decis ions wi l l  cont inue to depend on regulatory and
scient i f ic  evaluat ion.

F D A  R e l e a s e s  I n t e r n a l  F i l i n g  C h e c k l i s t s  t o  B o o s t  T r a n s p a r e n c y  a n d
C u t  D e l a y s  |  2 3  O c t o b e r  2 0 2 5

UNITED STATES OF AMERICA (USA)

SWITZERLAND

Switzer land has ref ined how EU medical  device legal  acts ,
harmonised standards,  and common specif icat ions are appl ied
national ly—ensur ing cont inued al ignment with the EU MDR
(2017/745) and IVDR (2017/746) .

Key updates:

P u b l i c a t i o n  i n  t h e  F e d e r a l  G a z e t t e :  New harmonised
standards and common specif icat ions become appl icable
once designated by Swissmedic and off ic ial ly  publ ished.

S w i t z e r l a n d  U p d a t e s  A d o p t i o n  P r o c e s s  f o r  E U  M e d i c a l  D e v i c e  R u l e s  |
2 1  O c t o b e r  2 0 2 5

https://www.fda.gov/news-events/press-announcements/fda-publishes-filing-checklists-prevent-submission-delays
https://www.swissmedic.ch/swissmedic/en/home/medical-devices/regulation-of-medical-devices/anwendbare-rechtsakte-gemaess-eu-mdr.html
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F D H A  a m e n d m e n t s :  The Federal  Department of  Home Affairs
can now swift ly  update MedDO and IvDO annexes to ref lect
EU or  technical  developments .

F e d e r a l  C o u n c i l  d e c l a r a t i o n s :  EU delegated and
implementing acts can be direct ly  declared appl icable in
Switzer land,  maintaining regulatory consistency without
legis lat ive delays.

D i r e c t  a p p l i c a t i o n  o f  E U  a c t s :  Certain technical  or
administrat ive provis ions are automatical ly  adopted and
publ ished by Swissmedic ,  ensur ing Switzer land keeps pace
with evolv ing EU requirements .

These mechanisms strengthen Switzer land’s  regulatory
al ignment with the EU and help ensure seamless compl iance for
manufacturers placing devices on both markets .

N e w  “ D i s c a r d ”  F u n c t i o n a l i t y  I n t r o d u c e d  i n  s w i s s d a m e d  U D I  D e v i c e s
M o d u l e  |  0 1  O c t o b e r  2 0 2 5

The swissdamed UDI  Devices module now includes a discard
funct ion.  This  feature al lows users to remove registered UDI-DIs
that contain incorrect  information which cannot be corrected
through a standard update due to system business rules .

The funct ion is  intended solely  for  correct ing erroneous
submissions,  not  for  making legit imate device changes.  Once a
UDI-DI  is  discarded,  i t  is  deleted from the system and no longer
vis ible in publ ic searches.  However ,  the same UDI-DI  can be
registered again with correct  data i f  needed.

https://www.swissmedic.ch/swissmedic/en/home/medical-devices/medizinprodukte-datenbank/swissdamed-informationen/swissdamed-udi-devices-modul.html
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ANMAT has updated i ts  process for  issuing Good Manufactur ing
Pract ice (GMP) cert i f icates to overseas medicinal  product
faci l i t ies through Provis ion 7998/25.  The new system
incorporates rel iance pr inciples ,  al lowing ANMAT to use
inspect ions and cert i f icat ions from trusted internat ional
regulatory author i t ies .

GMP cert i f icates may now be granted to faci l i t ies :
In  P IC/S member countr ies ,
In  MERCOSUR countr ies ,  or
Holding GMP cert i f icates f rom recognized nat ional  regulators
(e.g . ,  PAHO-l isted author i t ies) .

This  provis ion replaces the previous regulat ion and introduces a
new INAME-issued cert i f icate format.  The update aims to speed
up evaluat ions,  opt imize resources,  and enhance global
regulatory cooperat ion.

ANMAT wi l l  review appl icat ions within 40 working days and may
request  addit ional  information or  conduct remote/onsite checks
as needed,  re inforcing medicine qual i ty  and safety oversight for
imports .

A N M A T  U p d a t e s  G M P  C e r t i f i c a t i o n  P r o c e s s  f o r  F o r e i g n  M a n u f a c t u r i n g
S i t e s  |  2 8  O c t o b e r  2 0 2 5

ARGENTINA

Argentina has approved a new Good Cl in ical  Pract ice (GCP)
framework through Provis ion No.  7516/25,  ef fect ive December 1 .
The regulat ion adopts ICH E6 (R3) standards and sets nat ional
procedures for  Phase I–I I I  c l in ical  pharmacology studies related
to new indicat ions,  dosages,  formulat ions,  or  other changes
requir ing cl in ical  evidence.

A r g e n t i n a  I m p l e m e n t s  N e w  G C P  S t a n d a r d s  f o r  C l i n i c a l  S t u d i e s  |  0 9
O c t o b e r  2 0 2 5

https://www.argentina.gob.ar/noticias/nuevos-lineamientos-para-la-emision-de-certificados-de-buenas-practicas-de-fabricacion-en
https://www.argentina.gob.ar/noticias/nuevos-lineamientos-para-la-emision-de-certificados-de-buenas-practicas-de-fabricacion-en
https://www.argentina.gob.ar/noticias/nueva-normativa-sobre-buenas-practicas-clinicas-para-estudios-de-farmacologia-clinica
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The update strengthens part ic ipant protect ion,  data integr i ty ,
and ethical  standards,  al igning Argent ina with internat ional
regulatory pract ices and support ing i ts  part ic ipat ion in global
cl in ical  research.

A T G A  R e l e a s e s  U p d a t e d  A u s t r a l i a n  U D I  B u l k  U p l o a d  T e m p l a t e  |  3 0
O c t o b e r  2 0 2 5

The Therapeutic Goods Administrat ion (TGA) has issued version
2.8 of  i ts  Austral ian UDI  Bulk  Upload Template,  a Microsoft  Excel
tool  used for  submitt ing unique device ident i f icat ion (UDI)
information to the Austral ian UDI  Database (AusUDID) .

This  updated version supports batch uploads of  up to 200 UDI
entr ies at  a t ime.  Key changes include improved guidance within
the template’s  instruct ion tab and the removal  of  an incorrect
mandatory label  re lated to natural  rubber latex .

The bulk  upload tool  forms part  of  the broader UDI  resource
col lect ion avai lable on the TGA’s UDI  Hub,  which also includes
the Data Dict ionary ,  re lease notes ,  and detai led guidance
documents for  industry .

AUSTRALIA

A u s t r a l i a  U p d a t e s  T h e r a p e u t i c  G o o d s  T e s t i n g  R e g u l a t i o n s  E f f e c t i v e
2 0 2 5  |  0 1  O c t o b e r  2 0 2 5

Austral ia ’s  Therapeutic Goods Administrat ion (TGA) ensures the
safety ,  performance,  and qual i ty  of  therapeutic products through
regulatory oversight and laboratory test ing.  To modernise and
strengthen these processes,  the government has updated the
test ing framework out l ined in Part  5 of  the Therapeutic Goods
Regulat ions.

Fol lowing a publ ic consultat ion held from June to August  2024,
the major i ty  of  stakeholders supported proposed improvements
to the test ing procedures.

https://www.tga.gov.au/products/medical-devices/labelling-and-advertising/unique-device-identification-udi-hub/udi-resources-and-technical-documents/australian-udi-bulk-upload-template
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From 1  October 2025,  new amendments wi l l  replace the exist ing
Part  5 ,  a iming to make regulatory test ing clearer ,  more
eff ic ient ,  f lex ible ,  and al igned with current  and future test ing
methods.

Under the revised framework ,  author ised Austral ian Publ ic
Service employees wi l l  be able to act  as analysts to select  and
test  product samples.  Test ing may also be performed by other
qual i f ied indiv iduals or  organisat ions.  Once test ing is
completed,  an off ic ial  cert i f icate wi l l  be issued detai l ing the
test ing performed and results .

Transit ional  measures wi l l  be in place to al low products already
obtained before the rule change to cont inue being tested under
the previous system, ensur ing uninterrupted regulatory
oversight .

BRAZIL

A n v i s a  R e l e a s e s  U p d a t e d  M a n u a l  f o r  M e d i c a l  D e v i c e  a n d  S a M D
R e g u l a r i z a t i o n  |  2 2  O c t o b e r  2 0 2 5

Anvisa has issued a revised version of  i ts  Manual  for  the
Regular izat ion of  Medical  Equipment and Software as a Medical
Device.  The update forms part  of  ongoing efforts  to al ign
regulatory guidel ines with Brazi l ’s  latest  medical  device
framework .

The refreshed manual  incorporates key regulat ions,  including:
RDC 751/2022 – Risk c lassi f icat ion,  registrat ion/not i f icat ion
pathways,  label ing,  and instruct ions for  use
RDC 657/2022 – Requirements for  Software as a Medical
Device (SaMD)
RDC 848/2024 – Essent ial  safety and performance standards
for  medical  devices and IVDs

This  updated resource offers detai led guidance for  companies
on the ful l  regular izat ion process—from obtaining operat ional
author izat ion to product registrat ion or  not i f icat ion.

https://www.tga.gov.au/news/news-articles/therapeutic-goods-legislation-amendment-effective-1-october-2025
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-publica-nova-versao-de-manual-para-regularizacao-de-equipamentos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-publica-nova-versao-de-manual-para-regularizacao-de-equipamentos-medicos
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I t  a lso includes clar i ty  on regulatory classi f icat ion and pract ical
examples to support  compl iance.

Industry associat ions were consulted dur ing development to
ensure al ignment with sector  needs.

The in i t iat ive aims to promote clearer  regulatory understanding,
improve submission qual i ty ,  and ult imately reduce requests for
clar i f icat ion and appl icat ion reject ions within Anvisa’s  device
review process.

A n v i s a  S t r e a m l i n e s  G M P  C e r t i f i c a t e  P e t i t i o n s  f o r  M e d i c a l  D e v i c e s  |  2 0
O c t o b e r  2 0 2 5

Brazi l ’s  health author i ty ,  Anvisa,  has introduced a unif ied set  of
subject  codes for  Cert i f icate of  Good Manufactur ing Pract ices
(CBPF) pet i t ions for  medical  devices,  including in v i t ro
diagnost ics .  This  update is  designed to s impl i fy  regulatory
submissions,  cut  administrat ive burden,  and al ign procedures
with current  legis lat ion,  part icular ly  RDC 665/2022 — which
already consol idates GMP requirements for  medical  devices.

The harmonisat ion appl ies to al l  products ,  whether made in
Brazi l  or  abroad,  and covers appl icat ions under the Medical
Device Single Audit  Program (MDSAP).  The move is  expected to
speed up cert i f icat ion workf lows and enhance al ignment with
internat ional  pract ices.

Ex ist ing CBPF appl icat ions wi l l  not  be affected,  even i f
submitted under previous subject  codes.  Addit ional ly ,  dur ing
renewal ,  manufacturers producing both medical  devices and
IVDs may opt to renew only one associated process — ideal ly
the one nearing expiry — provided al l  re levant product
information is  consol idated within the pet i t ion.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-unifica-codigos-de-assuntos-de-peticao-para-cbpf-de-dispositivos-medicos
https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-unifica-codigos-de-assuntos-de-peticao-para-cbpf-de-dispositivos-medicos


51 25

M
E

D
IC

A
L 

P
R

O
D

U
C

T
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 9

S a u d i  A r a b i a  L a u n c h e s  A I  S y s t e m  t o  M o n i t o r  T r a v e l l e r  M e d i c a t i o n  |
3 0  O c t o b e r  2 0 2 5

The Saudi  Food and Drug Author i ty  has launched RASID,  an AI-
powered system designed to regulate control led medicat ions
carr ied by travel lers enter ing the country .  Introduced at  the
Global  Health Exhibit ion,  the tool  automates ver i f icat ion of
prescr ipt ions and medical  reports ,  helping speed up procedures
and reduce errors — including those caused by mult i l ingual
labels and handwritten documents .

Developed by the SFDA’s AI  Lab (SAIL) ,  RASID supports over 50
languages and marks a shi f t  toward proact ive,  tech-driven
monitor ing.  The in i t iat ive al igns with Saudi  Vis ion 2030 goals to
enhance healthcare eff ic iency and foster  innovation.

SAUDI ARABIA

S a u d i  A r a b i a  L a u n c h e s  N a t i o n a l  P h a r m a c o p o e i a  w i t h  H a l a l
S t a n d a r d s  |  2 7  O c t o b e r  2 0 2 5

Saudi  Arabia has introduced i ts  f i rst  Saudi  Pharmacopoeia,  a
nat ional  reference for  medicine qual i ty  and safety ,  unvei led
during the Global  Health Exhibit ion in R iyadh.  The new standard
sets uni f ied requirements for  pharmaceuticals  and includes a
dedicated Halal  chapter ,  making i t  the f i rst  of  i ts  k ind to
formal ly  incorporate Is lamic compl iance in drug regulat ion.

Developed by the Saudi  Food and Drug Author i ty ,  the
pharmacopoeia aims to strengthen local  manufactur ing,
support  al ignment with global  regulatory f rameworks ,  and
attract  internat ional  investment .  I t  wi l l  serve as an off ic ial
reference for  drug specif icat ions,  test ing methods,  and qual i ty
assurance,  helping dr ive innovation,  research,  and increased
conf idence in pharmaceutical  products across the Kingdom.

https://www.sfda.gov.sa/en/news/4882242
https://www.sfda.gov.sa/en/news/4870380
https://www.sfda.gov.sa/en/news/4870380
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S a u d i  A r a b i a  J o i n s  I C M R A  a s  F i r s t  F u l l  M e m b e r  f r o m  M E N A  |  2 6
O c t o b e r  2 0 2 5

Saudi  Arabia’s  Food and Drug Author i ty  (SFDA) has been
accepted as a ful l  member of  the Internat ional  Coal i t ion of
Medicines Regulatory Author i t ies ( ICMRA),  becoming the f i rst
regulator  f rom the MENA region to achieve this  mi lestone.

The membership recognises the Kingdom’s progress in
advancing pharmaceutical  regulat ion and i ts  commitment to
global  best  pract ices and publ ic health protect ion.  Announced
during the ICMRA Summit 2025 in Amsterdam, the move al lows
the SFDA to act ively contr ibute to shaping ICMRA pol ic ies and
init iat ives ,  support ing Saudi  Arabia’s  Vis ion 2030 health
transformation goals .

ICMRA br ings together leading medicines regulators worldwide
to col laborate,  share expert ise ,  and improve drug and vaccine
safety ,  qual i ty ,  and effect iveness.

CHINA

C h i n a  I s s u e s  1 5  N e w  R e c o m m e n d e d  M e d i c a l  D e v i c e  S t a n d a r d s  |  3 0
O c t o b e r  2 0 2 5

The Nat ional  Medical  Products Administrat ion (NMPA) has
released 15 recommended industry standards for  medical
devices under Announcement No.  106 of  2025.  The update
includes YY/T 0910.2-2025,  which sets requirements for
acceptance and stabi l i ty  test ing of  medical  imaging display
systems used in medical  e lectr ical  equipment .

These standards aim to improve qual i ty  control ,  technical
consistency,  and industry development in China’s  medical
device sector .  Whi le current ly  recommended,  they are expected
to inf luence regulatory reviews,  test ing expectat ions,  and future
compliance requirements .

https://www.sfda.gov.sa/en/news/4870373
https://www.sfda.gov.sa/en/news/4870373
https://www.nmpa.gov.cn/xxgk/ggtg/ylqxggtg/ylqxhybzhgg/20251030174020150.html
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C h i n a  A n n o u n c e s  F i n d i n g s  f r o m  M e d i c a l  D e v i c e  Q u a l i t y  I n s p e c t i o n  |
2 9  O c t o b e r  2 0 2 5

Manufacturers ,  importers ,  and test ing inst i tut ions are
encouraged to review the new standards and al ign test ing and
qual i ty  systems to support  market  access and product
performance in China.

China’s  medical  device regulator  has released results  f rom
recent product qual i ty  sampl ing checks ,  ident i fy ing 14 batches
across 10 device categories that fai led to meet required
standards.

Non-compliant products included laser  therapy devices,
hearing aids ,  balance training equipment ,  dental  X-ray
machines,  wound dressings,  intraocular  lenses,  surgical
electrodes,  infusion sets ,  medical  masks ,  and HCG test  k i ts .
Issues ranged from performance and safety parameters to
f i l t rat ion eff ic iency and test  specif ic i ty .

Regulators have instructed provincial  author i t ies to take prompt
enforcement act ions in l ine with medical  device supervis ion
regulat ions.  Manufacturers must conduct r isk  assessments ,
in i t iate product recal ls  where necessary ,  invest igate root
causes,  and implement correct ive measures.

The f indings have been formal ly  publ ished and relevant
companies are required to disclose recal l  progress and
compliance act ions.

C h i n a  I s s u e s  B a t c h  9 7  o f  G e n e r i c  R e f e r e n c e  D r u g  C a t a l o g u e  |  2 3
O c t o b e r  2 0 2 5

China’s  NMPA has released Batch 97 of  the Generic Reference
Preparat ion Catalogue,  specify ing approved reference drugs
that must be used in equivalence studies for  gener ic products .

The updated l ist  aims to strengthen qual i ty  and consistency
standards for  gener ics and offers c learer  guidance for
manufacturers ,  CROs and test ing labs.  Companies developing
generics in China should review the latest  catalogue to ensure
their  chosen comparator  drugs comply and avoid regulatory
delays.

https://www.nmpa.gov.cn/ylqx/ylqxggtg/20251029145523157.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20251023150213146.html
https://www.nmpa.gov.cn/xxgk/ggtg/ypggtg/ypqtggtg/20251023150213146.html


51 25

M
E

D
IC

A
L 

P
R

O
D

U
C

T
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

1 2

S Ú K L  W a r n s  D i s t r i b u t o r s  t o  V e r i f y  Q u a l i t y  o f  P h a r m a c e u t i c a l
I n g r e d i e n t s |  2 3  O c t o b e r  2 0 2 5

CZECH REPUBLIC

The Czech State Inst i tute for  Drug Control  (SÚKL) has reminded
distr ibutors of  medicinal  substances and excipients to str ict ly
fol low legal  requirements when supplying ingredients to
author ised faci l i t ies .

Distr ibutors must only provide substances that meet European
Pharmacopoeia standards,  or—if  not  l isted—standards from the
Czech Pharmacopoeia or  another recognised pharmacopoeia.

They must ensure each ingredient has off ic ial  documentat ion
conf i rming compl iance with pharmacopoeial  qual i ty
requirements ,  including microbiological  standards.  This
documentat ion must be avai lable to customers on request .

SÚKL warns that fai lure to meet these obl igat ions could result  in
ser ious legal  consequences,  including f ines of  up to CZK 5
mil l ion.

Staying updated with each catalogue release remains
important for  smooth generic drug registrat ion in China.

Ethiopia has been awarded Matur i ty  Level  3  (ML3) by the World
Health Organizat ion for  i ts  nat ional  medicine regulatory system,
becoming the ninth Afr ican nat ion to reach this  standard.  This
recognit ion conf i rms that Ethiopia now has a wel l-funct ioning
and internat ional ly  al igned framework to ensure the safety ,
qual i ty ,  and effect iveness of  medical  products .

ETHIOPIA

E t h i o p i a  A c h i e v e s  W H O  M a t u r i t y  L e v e l  3  i n  M e d i c i n e  R e g u l a t i o n |  0 1
O c t o b e r  2 0 2 5

https://sukl.gov.cz/distribuce-leciv-ostatni-informace/upozorneni-pro-distributory-lecivych-a-pomocnych-latek/
https://www.efda.gov.et/efda-attains-who-maturity-level-3-in-medicine-regulation-2/
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The Ethiopian Food and Drug Author i ty  (EFDA) earned ML3
fol lowing a WHO assessment completed in September 2025.  This
milestone boosts conf idence among cit izens and global
partners ,  strengthens access to qual i ty  medicines,  and supports
the growth of  the local  pharmaceutical  sector .

Achieving ML3 also posit ions Ethiopia for  future el igibi l i ty  as a
WHO L isted Author i ty ,  further  advancing i ts  role in global  publ ic
health .

F in land’s Medicines Agency (F imea) is  introducing a new
symbol  to make medicine safety mater ials  for  healthcare
professionals easier  to ident i fy  and dist inguish from market ing
content .  The symbol  wi l l  appear gradual ly  as documents are
updated.

A recent Univers i ty  of  Hels inki  study found that many healthcare
professionals struggle to recognise off ic ial  r isk  minimisat ion
mater ials ,  re inforcing the need for  c lear v isual  markers .

These mater ials  are essent ial  for  support ing safe and effect ive
use of  medicines,  especial ly  those with higher r isks .  F imea wi l l
cont inue to publ ish al l  re lated mater ials  on i ts  website .

FINLAND

F i n l a n d  t o  A d d  N e w  S y m b o l  f o r  M e d i c i n e  S a f e t y  M a t e r i a l s  |  3 0
O c t o b e r  2 0 2 5

Fimea has introduced a new sect ion on i ts  website dedicated to
Substances of  Human Origin (SoHO),  providing clear and
updated guidance on regulat ions,  author isat ions,  and oversight
for  both professionals and the publ ic .

F i m e a  L a u n c h e s  N e w  S o H O  I n f o r m a t i o n  H u b  A h e a d  o f  E U  R e g u l a t o r y
C h a n g e s  |  2 7  O c t o b e r  2 0 2 5

https://fimea.fi/en/-/a-new-symbol-makes-it-easier-to-identify-risk-minimisation-materials
https://fimea.fi/en/-/a-new-symbol-makes-it-easier-to-identify-risk-minimisation-materials
https://fimea.fi/en/-/introducing-a-dedicated-website-section-for-substances-of-human-origin
https://fimea.fi/en/-/introducing-a-dedicated-website-section-for-substances-of-human-origin
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The update comes in preparat ion for  the EU SoHO Regulat ion
(EU 2024/1938) ,  which expands the def ini t ion of  SoHO to include
mater ials  such as breast  mi lk  and faecal  microbiota,  in  addit ion
to blood,  t issues,  and cel ls .  The new rules wi l l  broaden
regulatory requirements and increase the number of  supervised
operators in F in land,  with inspect ions expected to r ise f rom
about 50 to over 100.

The new si te sect ion consol idates relevant information to
support  a smooth transit ion to the strengthened regulatory
framework .

F in land has designated SGS F imko Oy as a not i f ied body under
the EU In Vitro Diagnost ic Medical  Devices Regulat ion ( IVDR) ,
with the l ist ing publ ished in the European Commission’s  NANDO
database on 21  October 2025.

This  makes SGS F imko the third IVDR-designated not i f ied body
in F inland and increases the EU total  to 19 .  With three not i f ied
bodies ,  F in land now ranks second in Europe,  fo l lowing Germany
with four .

The F innish Medicines Agency (F imea) designates and
supervises not i f ied bodies ,  which support  both domest ic and
internat ional  manufacturers in conformity assessments under
the IVDR.

F i n l a n d  A d d s  T h i r d  I V D R  N o t i f i e d  B o d y ,  S t r e n g t h e n i n g  E U  P o s i t i o n  |  2 1
O c t o b e r  2 0 2 5

https://fimea.fi/en/-/fimea-designates-a-third-notified-body-under-the-ivd-regulation-in-finland-strengthening-finland-s-status-as-one-of-the-leading-eu-countries-by-the-number-of-notified-bodies
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India’s  Central  Drugs Standard Control  Organizat ion (CDSCO)
has released the f inal  l ist  of  Class A (non-ster i le ,  non-
measuring) medical  devices under the Medical  Devices Rules ,
2017 .  This  fo l lows the draft  l ist  issued in January 2025.

Under the exist ing rules (G.S .R 777(E) ,  dated 14 October 2022) ,
Class A devices in this  category are exempt from l icensing;
however ,  manufacturers and importers must st i l l  obtain a
registrat ion number through the CDSCO onl ine portal  in
accordance with Chapter  I I IB  of  the Medical  Devices Rules .

The newly publ ished l ist  conf i rms which products fal l  under
Class A non-ster i le ,  non-measuring classi f icat ion.  Appl icants
should note:

The intended use descr ipt ions provided are for  guidance.
Manufacturers may specify  their  own intended use as long as
it  al igns with the CDSCO classi f icat ion.
The l ist  is  dynamic and may be updated per iodical ly .
Devices that are ster i le  or  include a measuring funct ion wi l l
not  qual i fy  under this  exemption and wi l l  be subject  to
appropriate classi f icat ion requirements .

The update reinforces regulatory clar i ty  and supports
streamlined compl iance for  low-r isk medical  devices in India.

INDIA

I n d i a  I s s u e s  F i n a l  C l a s s i f i c a t i o n  L i s t  f o r  C l a s s  A  N o n - S t e r i l e ,  N o n -
M e a s u r i n g  M e d i c a l  D e v i c e s  |  3 1  O c t o b e r  2 0 2 5

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTM1Njg=
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTM1Njg=
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The Central  Drugs Standard Control  Organizat ion (CDSCO) has
released a not i f icat ion present ing the updated l ist  of  standards
under the Medical  Equipment and Hospital  P lanning (MHD)
divis ion of  the Bureau of  Indian Standards (BIS)  for  2025.

This  updated compi lat ion includes the latest  IS  standard
numbers appl icable to var ious medical  equipment and hospital
planning categories .  I t  serves as an important reference for
manufacturers and importers to ver i fy  compl iance with the
Medical  Devices Rules ,  2017 .

C D S C O  p u b l i s h e s  u p d a t e d  B I S  “ M H D ”  s t a n d a r d s  l i s t  f o r  2 0 2 5 |  2 2
O c t o b e r  2 0 2 5

India’s  Central  Drugs Standard Control  Organisat ion (CDSCO)
has issued a draft  guidance document focused on medical
device software regulated under the Medical  Devices Rules ,
2017 .  The draft  aims to provide clearer  regulatory expectat ions
and al ign Indian requirements with global  best  pract ices.

The document out l ines the scope,  def in i t ions ,  c lassi f icat ion
framework ,  appl icable standards,  and technical  documentat ion
and qual i ty  management system requirements for  medical
device software.  I t  is  intended to assist  appl icants when
submitt ing l icense appl icat ions for  manufactur ing or  import ing
medical  device software intended for  sale or  distr ibut ion in
India.

Stakeholders are invited to review the draft  and submit
feedback v ia the designated Google form within 30 days of
publ icat ion.

C D S C O  R e l e a s e s  D r a f t  G u i d a n c e  o n  M e d i c a l  D e v i c e  S o f t w a r e  U n d e r
M D R  2 0 1 7  |  2 1  O c t o b e r  2 0 2 5

https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTM1MjU=
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTM1MjM=
https://cdsco.gov.in/opencms/opencms/system/modules/CDSCO.WEB/elements/download_file_division.jsp?num_id=MTM1MjM=
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Norway’s  Medical  Products Agency has announced plans to
enhance col laborat ion with industry and health-system
partners to ensure correct  terminology is  used from the very
beginning when structur ing medicinal  data.

The in i t iat ive focuses on al igning with IDMP ( Ident i f icat ion of
Medicinal  Products) based on the f ive ISO standards,  which is
essent ial  for  accurate data sharing and integrat ion across
digital  health systems,  including nat ional  eHealth solut ions.

This  ef fort  is  also aimed at  support ing future cross-border data
exchange within Europe,  part icular ly  for  e lectronic prescr ipt ions
and in l ine with broader European digital  health in i t iat ives such
as the European Health Data Space (EHDS).

To support  this  t ransit ion,  the agency has released onl ine
resources that include standardized terminology for
substances,  coding systems,  and ATC classi f icat ions used for
author ized medicines — as wel l  as s imi lar  references for  dietary
supplements .

NORWAY

N o r w a y  s t r e n g t h e n s  u s e  o f  s t a n d a r d i z e d  m e d i c i n a l  d a t a  t o  s u p p o r t
s a f e  a n d  c o n s i s t e n t  m e d i c i n e  u s e  |  0 7  O c t o b e r  2 0 2 5

https://www.dmp.no/en/news/new-webpages-concerning-standardisation-of-terms-in-medicinal-product-basic-data
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Argentina’s  ANMAT has issued Order No.  7939/2025,  introducing
a new declarat ion-based system for  businesses involved in the
manufactur ing,  import ,  and distr ibut ion of  cosmetics ,  personal
hygiene products ,  and perfumes.  The rule takes effect  60
working days after  publ icat ion and replaces pr ior  author izat ion
regulat ions.

Key Points
D e c l a r a t i o n  S y s t e m :  Companies must submit  a sworn digital
declarat ion to receive a registrat ion number and may
operate immediately ,  subject  to later  ANMAT ver i f icat ion.
Ex ist ing author ized faci l i t ies have 180 working days to f i le  the
new declarat ion.  Older packaging with previous author izat ion
detai ls  can remain in the market  for  up to three years .

G M P  C o m p l i a n c e :  A l l  establ ishments must meet appl icable
Good Manufactur ing Pract ice requirements ,  including those
under Order No.  6477/2012 for  cosmetic manufactur ing.
Documentat ion must be maintained,  and faci l i t ies remain
subject  to inspect ion.

The update s impl i f ies administrat ive procedures whi le
maintaining strong safety and qual i ty  controls .

AUSTRALIA
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A r g e n t i n a  S t r e a m l i n e s  C o s m e t i c  E s t a b l i s h m e n t  A u t h o r i z a t i o n
P r o c e s s  |  2 9  O c t o b e r  2 0 2 5
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India is  preparing to replace i ts  long-standing Drugs and
Cosmetics Act  of  1940 with a new Drugs,  Medical  Devices and
Cosmetics Act ,  2025.  The updated law aims to overhaul  and
modernize the regulatory f ramework cover ing pharmaceuticals ,
medical  devices,  and cosmetic products .

The proposed legis lat ion strengthens qual i ty  control  systems,
expands market  survei l lance,  and introduces str icter  oversight
to ensure product safety .  I t  wi l l  empower the Central  Drugs
Standard Control  Organizat ion (CDSCO) with clear statutory
author i ty  to carry out  r igorous qual i ty  checks ,  monitor
manufactur ing standards,  and take swift  act ion against
counterfeit  or  substandard products ,  including those meant for
export .

Key features of  the draft  law include digit iz ing l icensing
processes,  improving coordinat ion between central  and state
author i t ies ,  and enhancing laboratory test ing capabi l i t ies .  The
bi l l  is  expected to be tabled in Par l iament dur ing the upcoming
Winter  Session for  review and approval .
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I n d i a  S e t  t o  I n t r o d u c e  M o d e r n  R e g u l a t o r y  L a w  f o r  D r u g s ,
D e v i c e s ,  a n d  C o s m e t i c s  |  0 4  J u n e  2 0 2 5
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CHINA

China’s  Nat ional  Medical  Products Administrat ion (NMPA) has
announced the launch of  a pi lot  program for  cosmetic
electronic labels ,  marking a s ignif icant step toward digital
transformation in cosmetic regulat ion and consumer
transparency.

The in i t iat ive aims to enable cosmetics to provide product
information through electronic labels (e-labels)  instead of
rely ing solely  on physical  packaging.  This  modernized format is
designed to improve accessibi l i ty  of  product detai ls ,  support
regulatory oversight ,  and enhance consumer conf idence.
Under the pi lot ,  part ic ipat ing cosmetic companies wi l l  be able
to l ink consumers to detai led product information v ia
scannable digital  tools  such as QR codes or  onl ine platforms.

This  may include key data l ike :
Product name and funct ion
Ingredient l ist
Usage instruct ions and precautions
Shelf  l i fe  and storage guidance
Manufacturer  and responsible person detai ls
Regulatory approval  information (where appl icable

The program also supports real-t ime updates,  ensur ing
consumers always access the latest ,  accurate information — a
notable advantage over stat ic pr inted labels .

The NMPA emphasizes that electronic labels are intended to
complement ,  not  replace,  essent ial  on-pack information.
Mandatory detai ls  such as product name,  net  content ,
product ion batch number ,  expiry information,  and key warnings
must remain v is ible on physical  packaging.

C h i n a  L a u n c h e s  P i l o t  P r o g r a m  f o r  C o s m e t i c  E l e c t r o n i c  L a b e l s |  2 1
O c t o b e r  2 0 2 5
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This  pi lot  al igns with global  regulatory trends as markets move
toward smart  label ing solut ions,  sustainabi l i ty ,  and
transparency.  I f  successful ,  i t  may pave the way for  broader
adoption of  e-labels across China’s  cosmetic sector .

What This  Means for  Industry Stakeholders
Manufacturers & Importers :  Opportunity to modernise
label ing systems;  ensure digital  information management
readiness
Consumers:  Quicker  access to product information and
updates
Regulators :  Enhanced traceabi l i ty  and regulatory data
access

The NMPA is  expected to ref ine the program based on pi lot
outcomes before wider rol lout .  Companies operat ing in the
China cosmetics market  should monitor  developments closely
and evaluate future compl iance needs.

C h i n a  I n t r o d u c e s  T w o - T i e r  C o s m e t i c  I n g r e d i e n t  S y s t e m  |  2 0
O c t o b e r  2 0 2 5

China’s  Nat ional  Medical  Products Administrat ion (NMPA) has
released Announcement No.  61  of  2025,  updating the
management of  i ts  Inventory of  Ex ist ing Cosmetic Ingredients
( IECIC) .

The new system div ides ingredients into two categories :
L ist  I  – ex ist ing ingredients already recognised for  use in
China
List  I I  –  new ingredients that have completed the required
three-year post-registrat ion safety monitor ing

Key revis ions include the removal  of  “maximum histor ical  usage
levels”  f rom L ist  I ,  standardised naming across
Chinese/INCI/Engl ish formats ,  and updated remarks in l ine with
China’s  cosmetic safety standards.  Two ingredients have now
entered L ist  I I ,  marking the f i rst  addit ions under the new
framework .

The IECIC wi l l  a lso move to a dynamic onl ine update system,
meaning future changes wi l l  be publ ished direct ly  on the NMPA
website instead of  through formal announcements .
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C h i n a  A n n o u n c e s  F i r s t  I n n o v a t i o n  G u i d a n c e  L i s t  f o r  N e w
C o s m e t i c  I n g r e d i e n t s  |  2 0  O c t o b e r  2 0 2 5

China’s  Nat ional  Inst i tutes for  Food and Drug Control  (NIFDC)
has released i ts  inaugural  l ist  of  innovative cosmetic
ingredients chosen for  R&D and market-entry guidance.  The
init iat ive supports the development ,  evaluat ion,  and appl icat ion
of  new cosmetic ingredients in China.

A total  of  16 new cosmetic ingredients were selected after  a
thorough review based on factors such as ear ly  market-entry
potent ial ,  suitabi l i ty  for  China’s  market  needs,  abi l i ty  to replace
imported ingredients ,  and contr ibut ion to sustainable
development .

A publ ic consultat ion on the selected ingredients is  open from
October 20–24,  2025.

Whi le included in the program, these ingredients are not  yet
pre-approved for  qual i ty  or  safety .  Companies must st i l l
complete required not i f icat ion or  registrat ion processes.  The
NIFDC wi l l  provide guidance throughout R&D and regulatory
submissions to support  compl iance and innovation.
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THAILAND

T h a i l a n d  C l a r i f i e s  R u l e s  f o r  C o s m e t i c  F o r m u l a  C h a n g e s  W i t h
S a m e  P r o d u c t  N a m e  |  1 7  O c t o b e r  2 0 2 5

The Thai  FDA has introduced clear guidance for  cosmetic
companies looking to update product formulat ions whi le
keeping the or iginal  product name.  This  move aims to support
product innovation and ingredient updates,  whi le maintaining
transparency and consumer safety in the market .
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Under the new guidance,  cosmetic brands may reformulate a
product — such as by adding,  removing,  or  modify ing
ingredients — without changing i ts  name,  but  they must submit
a new not i f icat ion for  the updated formula.  Companies are also
required to maintain documentat ion l ink ing the old and new
formulas,  ensure labels ref lect  the updated ingredients ,  and
keep safety and product information current .

I f  both the name and formula change,  a standard new product
not i f icat ion is  st i l l  required.

The Thai  FDA notes that this  approach al lows manufacturers
and importers to improve formulat ions and respond to market
or  regulatory needs,  whi le ensur ing consumers are not  misled.
The updated rules aim to balance compl iance,  t ransparency,
and brand cont inuity in Thai land’s  cosmetic sector .
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I n d o n e s i a  I m p l e m e n t s  N e w  I n g r e d i e n t  R i s k  A s s e s s m e n t  R u l e s
f o r  H e a l t h  &  B e a u t y  P r o d u c t s  |  1 6  O c t o b e r  2 0 2 5

Indonesia’s  BPOM has enforced a new regulat ion requir ing r isk
assessments for  ingredients used in natural  medicines,
supplements ,  quasi-drugs and cosmetics .  In i t ia l ly  issued as a
draft  in  November 2024,  the rule became effect ive on 3 October
2025.

The regulat ion mandates pharmaceutical-grade ingredients for
certain higher-r isk dosage forms,  based on BPOM’s evaluat ion.  

A four-step framework guides industry compl iance:
Ident i fy  hazards l inked to the ingredient
Determine safe exposure levels  using toxicology data
Assess consumer exposure based on product use
Character ise overal l  r isk  and require pharmaceutical-grade
ingredients i f  safety concerns ar ise

Companies can use BPOM’s out l ined method to ensure product
safety dur ing registrat ion and market  c i rculat ion.

INDONESIA
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I n d o n e s i a  U p d a t e s  C o s m e t i c  L i c e n s i n g  &  G M P  R e q u i r e m e n t s
U n d e r  R i s k - B a s e d  S y s t e m  |  1 7  O c t o b e r  2 0 2 5

Indonesia has issued revised rules for  cosmetic business
l icensing and GMP compliance,  al igned with i ts  r isk-based
regulatory f ramework .  Taking effect  in  October 2025,  the
changes s impl i fy  documentat ion,  c lar i fy  review t imel ines ,  and
introduce pract ical  updates for  cosmetic manufacturers and
importers .

Key Highl ights
C o s m e t i c  N o t i f i c a t i o n

Ref i l lable perfumes no longer require not i f icat ion.
Def ined processing t imel ines:

Non-fragrance cosmetics :  14 working days
Fragrance products ,  cosmetic k i ts ,  export-only :  3  working
days
Company/manufacturer  changes:  14 working days
Packaging changes:  3  working days
Recommendation letter :  12  working days

Products must begin manufactur ing or  distr ibut ion within 6
months of  not i f icat ion.

G M P  C e r t i f i c a t i o n
Processing t imel ine:

35 working days for  new appl icat ions,  renewals ,  and
technical  changes
10 working days for  administrat ive updates

GMP cert i f icates may cover mult iple bui ldings for  one dosage
form.
GMP ful f i lment cert i f icates may include mult iple dosage
forms i f  submitted in one appl icat ion.

These updates reinforce eff ic iency and regulatory clar i ty  for
cosmetic businesses operat ing in Indonesia.
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SPAIN

S p a i n  P l a n s  N e w  A c c e s s i b l e  L a b e l l i n g  R u l e s  f o r  C o n s u m e r
P r o d u c t s  |  1 5  O c t o b e r  2 0 2 5

Spain has not i f ied the WTO of  plans to introduce mandatory
accessible label l ing for  key consumer products — including
cosmetics ,  food and hazardous substances — to better  support
consumers with disabi l i t ies ,  part icular ly  those with v isual
impairments .  Publ ic  comments are open unt i l  14  November
2025,  with the measure expected to be adopted in December
2025.

Under the proposal ,  essent ial  product information — such as
product name,  responsible company detai ls ,  ingredients ,  safety
warnings and expiry dates — must be accessible .  This  may be
achieved through Brai l le ,  QR codes or  other accessible formats .
Packaging with space (minimum 10×1  cm) wi l l  require the
product name in Brai l le ,  with addit ional  tact i le  and digital
access features where Brai l le  is  not  ful ly  used.

Manufacturers ,  importers and distr ibutors wi l l  share
responsibi l i ty  for  ensur ing compl iance.  Once in force,  the
regulat ion wi l l  take effect  immediately ,  with a two-year
transit ion per iod for  ex ist ing stock ,  which may be updated using
st ickers or  s imi lar  solut ions to meet the new requirements .
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BRAZIL

B r a z i l  B a n s  T w o  C h e m i c a l s  i n  N a i l  P r o d u c t s  t o  P r o t e c t
C o n s u m e r  H e a l t h  |  2 9  O c t o b e r  2 0 2 5

Brazi l ’s  health author i ty  has announced a ban on two chemicals
commonly used in gel  nai l  products — TPO and DMPT —
fol lowing concerns over cancer and reproduct ive health r isks .
The measure,  disclosed on 29 October 2025,  al igns the country
with recent regulatory act ions in the European Union.

The substances,  typical ly  found in gel  systems cured under UV
or LED l ight ,  are now prohibited in al l  cosmetic formulat ions.
Studies have indicated potent ial  long-term harm, part icular ly
for  professionals with f requent exposure,  prompting author i t ies
to act  as a precautionary safety measure.

Under the new rules ,  manufactur ing,  imports ,  and new
registrat ions of  products containing these ingredients are
banned immediately .  Sales and professional  use must cease
within 90 days,  after  which remaining products must be
withdrawn from the market .

The decis ion underscores Brazi l ’s  ongoing efforts  to strengthen
consumer and occupational  safety in the cosmetics sector .

B r a z i l  P r o p o s e s  N e w  R u l e s  f o r  A r t i s a n a l  C o s m e t i c  P r o d u c t s |  1 3
O c t o b e r  2 0 2 5

Brazi l  has opened publ ic consultat ions (13 October–26 November
2025) on draft  regulat ions for  art isanal  cosmetics ,  including
hygiene products ,  perfumes,  and related i tems.  The rules aim to
support  smal l ,  manual  producers making low-r isk products with
simple formulat ions.  F inal  regulat ions are expected to take effect
60 days after  publ icat ion.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/anvisa-proibe-duas-substancias-utilizadas-em-produtos-para-unhas
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Key Points
Appl ies to low-r isk ,  smal l-batch cosmetic products made
without industr ial  machinery
Products must have s imple formulas,  low microbiological
r isk ,  and only basic/non-therapeutic c laims
Producers must manual ly  control  al l  product ion steps and
are ful ly  responsible for  product safety
El igible categories include i tems l ike sol id soaps and air
f resheners ,  with specif ic  label ing and claim rules .

R e q u i r e m e n t s
No Anvisa product registrat ion or  company author izat ion
needed
Basic hygiene/GMP pract ices required;  max 6-month shelf
l i fe
Labels must show product name,  ingredients ,  producer
contact ,  manufacture date,  expiry ,  and “ARTISANAL”

The proposal  aims to encourage tradit ional  cosmetic
craftsmanship whi le ensur ing consumer safety and
transparency.

B r a z i l  O p e n s  S a n d b o x  f o r  P e r s o n a l i s e d  C o s m e t i c s  I n n o v a t i o n  |
2 0  O c t o b e r  2 0 2 5

Brazi l  has launched appl icat ions for  i ts  Regulatory Sandbox pi lot
for  personal  care products ,  cosmetics ,  and personal ised
perfumes.  The program al lows companies to test  customised
product models and in-store formulat ion technologies under
temporary ,  f lex ible regulatory condit ions ,  monitored by Anvisa.

E l ig ible appl icants include AFE-l icensed
manufacturers/ importers ,  retai lers ,  and companies offer ing
personal izat ion technologies .  Appl icat ions are open unt i l  18
January 2026,  with ful l  detai ls  avai lable in Cal l  Not ice 18/2025.

https://www.gov.br/anvisa/pt-br/assuntos/noticias-anvisa/2025/abertas-inscricoes-para-sandbox-regulatorio-de-cosmeticos-personalizados
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ARGENTINA

Argentina’s  health author i ty  has issued Provis ion No.  7939/25,
introducing a new digital  system to author ize faci l i t ies involved
in import ing,  manufactur ing,  and handl ing cosmetics ,  hygiene
products ,  and certain household i tems.

Under the system, companies wi l l  submit  an onl ine sworn
declarat ion conf i rming compl iance with Good Manufactur ing
Pract ices and wi l l  automatical ly  receive author izat ion to
operate,  s igni f icant ly  reducing wait  t imes and paperwork .

ANMAT wi l l  conduct post-approval  checks to ensure
compliance,  maintaining publ ic-health safeguards whi le
streamlining processes.  The provis ion takes effect  60
administrat ive working days after  publ icat ion in the Off ic ial
Gazette .

A N M A T  L a u n c h e s  S i m p l i f i e d  O n l i n e  A u t h o r i z a t i o n  f o r  C o s m e t i c
&  H y g i e n e  P r o d u c t  F a c i l i t i e s  |  2 7  O c t o b e r  2 0 2 5

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  N o t i f i c a t i o n  F o r m  |  0 9
O c t o b e r  2 0 2 5

CANADA

Health Canada has updated the Cosmetic Not i f icat ion Form
(CNF) and guidance as of  October 6 ,  2025,  with key
improvements to streamline submissions and support  upcoming
rules .

M a i n  C h a n g e s
C o n t a c t  d e t a i l s :  Users can now auto-populate contact
information from saved entr ies .

https://www.argentina.gob.ar/noticias/anmat-optimiza-los-procesos-para-la-habilitacion-de-establecimientos
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I n g r e d i e n t  f i e l d  u p d a t e :  “Other Chemical  Name” is  now “ I f  no
INCI  name is  avai lable ,  the Chemical  Name,”  re inforcing INCI
use wherever possible .

F r a g r a n c e  a l l e r g e n  c h e c k b o x :  Added ahead of  new
disclosure rules taking effect  Apr i l  12 ,  2026,  requir ing al lergen
report ing above 0.01% in r inse-off  and 0.001% in leave-on
products .

L a b e l  u p l o a d  p r o m p t :  The system now f lags missing labels
for  products with certain regulated ingredients (e .g . ,  coal  tar
dyes) ,  ensur ing required warnings are provided.

Health Canada may request  addit ional  documents to conf i rm
compliance.
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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  O c t o b e r  2 0 2 5

ISO 9185:2025 - Protect ive clothing — Assessment of  resistance of
mater ials  to molten metal  splash

 
 ISO 17730:2025 - Dent istry — F luor ide varnishes

 
ISO 18618:2025 - Dent istry — Interoperabi l i ty  of  CAD/ CAM systems

 
 ISO 7376-2:2025 - Anaesthet ic and respiratory equipment — Part
2 :  V ideo laryngoscopes

 
ISO 19223-3:2025 - Lung vent i lators and related equipment —
Vocabulary and semantics — Part  3 :  Respiratory care

 
 ISO 5092:2025 - Addit ive manufactur ing for  medical  — General
pr inciples — Addit ive manufac tur ing of  non-act ive implants

ISO 5832-2:2025 - Implants for  surgery — Metal l ic  mater i  als  — Part
2 :  Unal loyed t i tanium

ISO STANDARDS


