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EUROPEAN UNION (EU)

EXE R HmRITMDCGX{ | 20245108

NERBAE B Hm =M BRI MBA/NE (MDCG) X, BT BEEBMERNIEES

MDRERE“ER=RE "R
202155826 H Zzaiig i
BIsRfE ERFER - 2024510
AK

MDCG 2021-25 rev.1

i, BETESHREXR, IAHNEFTIREKEERES. K
Title Overview
XMDCG 2021-25 rev.I: ZXHSRET AR ERESANGEENEGRBENEETHREHMDR

BX, SEMEREA. EMAGMEM. XHFIH TEEMRE
F, URRBELRBEBEETE2MNSMDRIVBRES, KAREE
AR EMERIRE, WRIETRIRM T EMEE, EBRER
ERGRIE, RREGREHETREHREENFEEANTS,

4 1EEITFEBAIERE (CAPA) &t
IET . HESIBTEEHE.
NEWIS, ISEREBNBS:
A/ MERSE ISR

Annex I: Template CAPA
plan and assessment
thereon - MDCG 2024-12
Annex | Form

Annex II: Template JAT
review of the CAPA and
the DA’s opinion - MDCG
2024-12 Annex Il Form

FIEEXHMIERASKTEHE. Q5HE. I5EHE (DAs)
DIK & G/ NE (JATs) IRETEBUTER, UAEMHEME
$RCAPAETE,

EEXHEEmEEEM:

fifr—: CAPAFTEIEEMTEIENR, BAESERRERFHIM
78, AbEFAETIH A EHETE.
fifE—: JATHCAPASIEINEEER, W EDANERER, &
E—E EERRY B,

B LS 17 Bh B B ABIREE (L CAPATTHEIRAZ, IBA SR L LR
ERBREMERT EOHENE,



https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx
https://health.ec.europa.eu/document/download/cfe85a9e-ba83-4fb9-8ec7-16d0e1aba08d_en?filename=mdcg_2024-12_annex1_en_0.docx
https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
https://health.ec.europa.eu/document/download/d845e386-4ef4-48e8-b6a8-2cae0e902ccd_en?filename=mdcg_2024-12_annex2_en.docx
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RIHT R RSB MENSERENE | NEEXXHRATEE (BRINSETERSEMER) (VDR) TEEIH
L 2 (VD) BESMAVERDEM DR, XHMETHEERS
BN BIVDEBNIRE, HEIREHBRERNTSERENR, ERED
MDCG 2024-11 BEIVDINES. NEERNERLD], LUKRAIERBRHFHRER
A=IVDRIEIR, IHEEEREH AR ERELERE SR

o

UNITED KINGDOM (UK)

HERSEERMEEMERA (CoM) REMBRSHNMIEE | 20245108240

REEZEDMBREMEER (MHRA) EE/REEXH, UE@EBHEYellow Card
B RERERRMNEFMESE R (COM) RKEBEMUIRUAIREHANLZEME, It
EEEREYERAENBREZIAEHUREAE, EREUNEHLERUREMEE
JE2\ B2z B RS R o

BRFEEXRFENERAERLTRESTMRMOREHRE, TEHREERTRERM
WMKREEN . “EEEESHFERA, HMEERXTBENSEHERS, EHREN
RAEEMEE,

Lo, s2FrEZRTREE ZHIBENMHRABR, ELAERTES, IHZBBEREXAES
HEMBRRHELXEESR (MDSOs) GREUERESZZ#HF. LB ESENEMHRARI
MWEMHRENEE, FRIEATBANRSAE R E M RPE



https://health.ec.europa.eu/document/download/12b92152-371f-404d-a865-93800cd5cdca_en?filename=mdcg_2024-11_en.pdf
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REHHAHAMEMERRRSEANRBERZEESR | 2024510821

REELT —HERAMNEEER, EXEESEEMANEY (FIMARMNEREZL)
REATRERRARNMMIMEEE, KEXRRIOB2QIHEBEAEXERRERS,
XEEBRAESHIBIREIRSAFTEREHNEY), EBRMEERERESDIRE
FENEAELERE.

EREITUHASNIAFAENBELLEN, BRLTKRITHEE, BREEERALFAER
EHERRERZE.

o, BBXFERAEBRENEYEE, LEZERGEE" E?ﬁ%% RBHER, B1F
FE?%EF)%, MK RRENES], EEtENEREE, E—BREBHERIHTER
BAIM D EERERMA, REESHMENE KR EREE,

UNITED STATES OF AMERICA (USA)

FOAZRSFRHEE:. ERAHHEEIBATEXRRERENERER | 20245108168

FDAR2020F 382484 7T R2FEHITE (EUA), UUEHCOVID-19% 15 B S B9 M
MBS IREE, ZBEBEUVARHT RRAERELERTSFDAR S, MEMERIZEN TR
B, KERMNREREM. AN TERENERLE. MRS EEERERE G,

LR RN 7T BRIR IR 6 A M IR i R AR B BC 4 & 17 B & B 1S
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FDAY (BRBMEERARZINEITRLRAU) EHELE | 20245F10H15H

XEEmEREEEIER (FDA) ¥2024F282BTER (BBARKR) NRLRAE
mTEE, ZRRRUEITTHERR (QS) EFRTNRITRFLEERE (CGMP)
EX, EER—NRAUBRSMEEERIZE,

WREBIERRT —ERELVERE, ZRFERNRKBUANRERDERT —EEZ.
BMAE—HREBNHELE, URNEEZRNEENS, BFDANEIEHEERT XHH
ZEBEEFFMMYE, RRTZWBEEREMSENEERERNRGE,

LHAZZFDARBESHREAREERN -0, STERBEREERY, XHFEHHLEBE
2= A = 2 M B M,

FDAHEREZIMEZ2MEEERIZE | 2024F10A11H

FDASINTHBREMMEREREE, MECREREPFARERI MBI ERE.
EEAFREHBEBENERENTLRERLMEMBER L, NAEGEHNERKRREE,
I A RIREBBEMEREBRINERRE

ZRERABENRZEHETIR. RAXRBNARSMERE, EAIFRAEEREN
mi%, ARBAZEREREN., LEEHNFAEEXHSRHEAREX, #REFS
%
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MERFEETEAEMERMERE, HBREXER | 20245108281

A EEEMNERTER T —BAEENEREE, TR TENEVSERIEHRE, 258
ZHZLEETERRENERENREBET —F, ZM XL REREXRGEE
7, BRTAMBRENPHRELE R RERM LHFRIE

E—HMERTHBERMNERDNMERERRRNE, XFRMEH, TRETEED
ZEmAYREE .

ERF, WRBERTEENEL, LARERRKIESKRE, REMNBLIEHNEBERERAGR
BEZNIEMNTS.

FEBRBOBSEXZFANEHMBARFENAER | 20245108 24H

2024%F10828H, MBAKIN EHESREMNBLABTER TH AR L FRIE
(UNAIDS) MK, SEEENMEM B RAMEEUNAIDSZENEGE, URHZE
HHIV/AIDSHIEEH BE .

TP, EHRFATHERMEEHIVER. ARNEESENSENER, AFHiEL
FEMREFMINERTE. UNAIDSKREZ THBRMNEARBIEZRSTENS T,
WAERSEE T ZEBR2030FBRVARESAHRBFERENERBE R

IR EMB RTINS KRREENAEBEETH—$, TERT7THERRA
BEEMEHIV/AIDSE R
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ANMATESH BRI ENEZERMIER | 2024F1084H

NEREEKXEY. SRMBRXNEERS (ANMAT) BRER, ERBUNHERS
ANMATE B ESHERNBRT, BUEDER, fiitRMUMAESEEEZEmImE. ¥
EMEMBERME., K

NERNRBEABESFITEEFTHRINEENB R TED, EMTETERRE. MRED
WERLAEHEONDENER, TEXANTGMERERE, K

NEESR (GEE5E16.46358) M ((525F9763/64%E) AFBLERANMATEEREE
FHBNXE, BEAZHENERERUEELAHBEERR, IRANMATIRER EHEESE
aF, UEREmITE,

*’Zw

)R
- * AUSTRALIA

SGIAMMA T EBEREMEAZIRS | 20245F10A11H

NEGHE IS RARASCHRR, AIREF EBRMICERNELBRRENEAREER, B
ZEWUMBIEE@INEFE . X

NERRFENREIEEEOEERS. ORAHS. MEERSE. KELEBTRE
(CPAP)., AIZFHRBEREABRBNEAREZRESF, K

NEMAERAREER (TCGA) BEERAEMERMES, HIAXRBHESE, LERMRE
NEEMREICKHEERERKHE, K

N EEHETENEMNEZLHEARRE, FURUNBERMHENFERE, NNEEE LSS5I,
A2 EZTelstraflEMNBENBEEHE (AMTA) WEH. X
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BRAZIL

Anvisa @ BHAERLCERSIERIE | 20245108258

NANViSOBN2024F10829HEMEE, EM 7T EmEHFERNPGFEMRIE. K

RIR B 5 882/2023KEBEERE (RDC), LLREMSIANTHHNEENRE, UELER
Mg Em D EAIER S (OTC) HEHE, WEXETEENRE. RIFME. HY
ENMEYEENNZEE, X

NIESEEDHRTRE, AFKNBMARESENWER, RS INRFLEEE. RKNEI0R
29HZARXNTREEFKNATDEFTRENEMNTE, ELEFRFEHEMDEEE
B, UBHRERE, X

ANVISARIBFZLHABBAERBGEREZEM | 20245F10814H

202498, MEABRRBLERER (Anvisa) WREFR T HEMARBERBNES
ZR#%E (RDC), RRIERIRIE2024F 48228 %12,00258EZSHER, HERE LR E
TEENESHER, MMERERESTRBAHAE, RTEZEALTHWIEELT#H, BRI
TEREEHIZE, RURKBLXBEMEZSTENGEERR: K

BERHIRE HE WENX (HEH) AUiRZE

EEERE - RDC 455¢,

COLLEGIATE BOARD ABRBERFFPIENEAR 2003&F3H12H;

RESOLUTION - RDC 916, (SP) FHRHREERTS

OF SEPTEMBER 19, 2024 g, EFERE - RDC 95§,
2009%E3H3H



https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_916_2024_.pdf/b569fe81-26b3-483c-9532-36776273d60f
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ERWRIRE e WA (EH) BoiRE
COLLEGIATE BOARD iR E SRR RE shi =
RESOLUTION - RDC 917, #, REQRE - ROC I,

OF SEPTEMBER 19, 2024 20065F1526H

COLLEGIATE BOARD
RESOLUTION - RDC 918, REFFLEMNES,
OF SEPTEMBER 19, 2024

EHERE - RDC 17158,
2006%FE9H4H

BRERERXEEEERGNE
RAKBENDERGNE | EEERE - RDC 3358,
g, Wbl . SHEAHAL | 20085FE6H3H

o

COLLEGIATE BOARD
RESOLUTION - RDC 919,
SEPTEMBER 19, 2024

COLLEGIATE BOARD
RESOLUTION - RDC 920,
OF SEPTEMBER 19, 2024

SPFEMMAESEERE | EFGRE - RDC 365%,
HEE, 2008%F6H3H

BEZEENEMABEEBUERAE, SXAEEFLZREPHNRANEARE S (UE
Bi. 1%50) BE, ZREFREEEMEE, K XESHEHANVisaB2019FRIBHIRE
BHAFRFE—N, EETEMERERE, MESEEH T ERBRENAE,

Anvisa WG SEMALS, UHEHMERSTHNE | 20245F1089H

BABRRBEEER (Anvisa) R2024F10B 9B THMNGSEMAL, SEEE
EABILRENER, ZRARNBEGTHELMBINEMRTE, SRFRHEERNTM
Mg, MTEEBBMBTHREER, AFRFEEREAEH. oE#MX. E1TF
i, TRAEBMETREERGIERIGE, LERABEESHER, HBRERE,
TiEEEREREMNERLET,


https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_917_2024_.pdf/82d5b9d9-68c4-4cec-981c-c783b7ac657c
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_918_2024_.pdf/e61d4bc1-83c3-40ed-afb1-e4305a86923e
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://antigo.anvisa.gov.br/documents/10181/6875868/RDC_919_2024_.pdf/c3d4900f-5724-42d3-96a0-f1a9ec8f79f9
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
https://www.in.gov.br/web/dou/-/resolucao-rdc-n-920-de-19-de-setembro-de-2024-*-588405878
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ABrBEGoV.BrEEEHEAETHM, A EERARABEEAAEHLIEREME
HE, dMEEETLURMNEERSGOoVBIIRFHNE T, SolicitaR#AiEEEEGERMAE,
RRFAEETEZES, AnvisaNIRR U EBEBRATRBERZRABRNME, RKERM
EUENBEAERE,

N

COSTARICA
~

B ARMEZEEHEHSE (PAHO) SEMBEEBEEERY | 20245F10816H

NEFTET AR MBESRZEZFHLEAS (PAHO) &1F, R2024F 10816 HERAAB=X
NIy, EXEEHEFHTARNEBLEEREER (DRPIS). KNILE Z IN5RE Mt E 2
mBRERSMEREEERNEREZERN—H0. K

NE2023F LK, SHMARMBAOMNIZADRPISHINGE, RHGREENIRENEITH B

FRIREEENE ERE. X

NT 5§ MEDRPISHEBE, UMRAHERENENREI R, K

CZECH REPUBLIC

MHERBEERAEFDISHELL | 20245108215

RERHMEEREERE (SUKL) BIRHELE—FHMERAERX, SERBREQTET
(BEmE) THREES. EERAEASEE[UEIMIBEAHER LT, BF. &
B IEB BRI, K
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BRARBERRAENENEEZISTHZBARER, AFMMAEE. REHDCHERXH
wE, TiRHBEREL R,

—EREENRKERE, EXFEAABRETABERITA'NERRRMES S, FHMRH
FREREXRVA IE$E T, Mo, ZEAEARAFEHHARECHNEMETRS, IXHE
HZEE@DNHRER

BRITAMARIRIE, B EABEHETE2024F KA. WHBAZE, REEEER
BEAMIERRE, HASUKLEFTBRRFEABARS,

EEKEEWESEAMTIIBERENHATE | 20245108218

EREREERBEREBEEFSFEEEXTEREDERNMFTEERNGE. RES
378/20075 4R, ERHRXNERNEEAE, IFEFEFAFEF=ARE. MASELER
$RBFE84[/2008ESHREMNEH KM, REABBEMREERERE,

ZHBERCERACARINENE, TRERENEENRENERSRFEFRE. 68
Rl AE B =3E2,000,000% 52 5 BARY £ Fo

S

REEREERMEHEBESEASNAE | 20245F10822H

ATRAKKRBERGZHNEE, RREMEIER (EDA) ETFHEEARBAAEERNIE
NREFRMAEHNAREZE,
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reZsteEBREATEN o BBAEZEANGE, UBERAKKBERMZESE
MY EEY)

RRERETEDAHBENMERMZBEAFHESFNEARE, CEHNEBREZEERE
B, BEERATIHEGEBHBAANLENE, UEREYURSNE2MENEERN
MmEE, EEEERASEEARBRLFEERANGEL, RETERNBREZTEE,

BRESKRBPREESHNEZEZEEER | 2024F10822H

EREREEREMABENATERE, MEEFAMREERTETLIXBRRBPER
BEVENBNBEE. AR T ZRHEAMUEREMAEENRNXFE, SEER
ERMEEENRE, ZRBFAEHAN SR BREXRRERRERN AL,

[MABENLBTNERFTERMUERYESTENER, EHHAEEERSERE
g, TABRRLEeMEHERBEMFLER,

( D

EXFHEESIWMATRNMIZIMAER | 20245F1081H

BSFE, BEAMNBRBMTENRARNLHRABIRBEERE (NHS) XNHEERHEER
. KERBNEIZCHBERSMEERNOISUYHNEE, LERFTESFNAIH
FEI2A3BAZHEARN, AIBBHEBHNERINTFTE (EPagoPAER) #1T.
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WENEZKANRBREBMEEES, ZEEXFENNERRIMEIE, HPHE I
PDER(ZNZ-)RPRAERERRRRFEHE (Agenas), UZRHFEEBMTMH
(HTA) RIBEIXETE,

WEAN2023F 128298 X HMMELTERARE F XM EENSEESTNEE,

[ >~ SOUTH AFRICA

HAIEMRXFENREREEREESIE | 202451087H

HFERREREERS (SAHPRA) BBRAFDEREREER (TGA) HETHREMR
S (MoU), MBERREEMEE S ENSGF,

EEWMZETNEBREANMSRTmNTEMER, EMBAIEMENER. 2%

MBS, TEERURUBEEENMBEYEANSE ., Z5FBHBREENAZSER
ERBNED, RERAESBARNBEYRR.

=D

ERBMEENMESAHMEE | 20245F1089H

HREDEMNBRBMEER (TMDA) FEBNEERMANZERE, ZBEHE
= (3) EHEBEEFHMN (6) BBESMMEIINZEHRENRERE, BRAOT:



e Guidelines on Good Review Practices for Regulation of Medical
Devices, March, 2024;

e Compendium of Guidelines for Marketing_Authorization of Medical
Devices, Diagnostics and Laboratory Equipment, June, 2024;

e Guidelines for Conducting Performance Evaluation of In-Vitro
Diagnostic Devices Submitted for Marketing_ Authorization, June,
2024;

e Protocol for Performance Laboratory Evaluation of Malaria
Plasmodium Falciparum (PF)__and MA PF/PAN Antigen Rapid
Diagnostic Tests, First Edition, April, 2024;

e Protocol for Performance Laboratory Evaluation of Combined HIV
and Syphilis Serology Assays, First Edition, April, 2024;

e Protocol for Performance lLaboratory Evaluation of HIV Serology
Assays, First Edition, April, 2024;

e Protocol for Performance Laboratory Evaluation of Hepatitis C
Serology Assays, First Edition, April, 2024,

e Protocol for Laboratory Performance Evaluation of Hepatitis B
Surface Antigen, First Edition April 2024;

e Protocol for Laboratory Performance Evaluation of SARS-CoV-2
Antigen Assays, First Edition April 2024;

www.omcmedical.com

TMDA§ ¥ mEE R MM 2 Ei s R sF5 3RS | 20245F10H4H

BRESELRMBEBMEER (TMDA) SHBEGRNESHERENEZMEBRSEW
Megsres st (IvDD) MIETEHRS (PARs)., WREHRIGRFBHAE, LIRELARE
MEMELEERMNREME. BEMERNER.

HMERGENREEEAREGEHLEHOHIVIEESERFNRE. LEREEMR, U
REAHBEZEIBRTERANREG, RERESFLHEMR, LELHIENTHHIRE
BAEAN, MREEAKERES.
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https://www.tmda.go.tz/uploads/publications/en1721374513-GUIDELINES%20FOR%20GOOD%20REVIEW%20PRACTICE%20FOR%20REGULATIONS%20OF%20MD_FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1721374513-GUIDELINES%20FOR%20GOOD%20REVIEW%20PRACTICE%20FOR%20REGULATIONS%20OF%20MD_FINAL.pdf
https://www.tmda.go.tz/announcements/new-guidelines-for-control-of-medical-devices-and-
https://www.tmda.go.tz/announcements/new-guidelines-for-control-of-medical-devices-and-
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724496098-GUIDELINES%20FOR%20CLINICAL%20PERFORMANCE%20STUDIES%20FOR%20IVDs%20-DMD%20KP-FINAL.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495830-Protocol%20for%20Performance%20Evaluation%20of%20Malaria.pdf
https://www.tmda.go.tz/uploads/publications/en1724495607-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20and%20%20Syphilis.pdf
https://www.tmda.go.tz/uploads/publications/en1724495607-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20and%20%20Syphilis.pdf
https://www.tmda.go.tz/uploads/publications/en1724495722-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20serology%20assays.pdf
https://www.tmda.go.tz/uploads/publications/en1724495722-Protocol%20for%20Performance%20Evaluation%20of%20HIV%20serology%20assays.pdf
https://www.tmda.go.tz/uploads/publications/en1724495508-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20C.pdf
https://www.tmda.go.tz/uploads/publications/en1724495508-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20C.pdf
https://www.tmda.go.tz/uploads/publications/en1724495416-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20B.pdf
https://www.tmda.go.tz/uploads/publications/en1724495416-Protocol%20for%20Performance%20Evaluation%20of%20Hepatitis%20B.pdf
https://www.tmda.go.tz/uploads/publications/en1724496014-Protocol%20for%20Performance%20Evaluation%20of%20CoVID-19.pdf
https://www.tmda.go.tz/uploads/publications/en1724496014-Protocol%20for%20Performance%20Evaluation%20of%20CoVID-19.pdf
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https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_00_008d_mb.pdf.download.pdf/BW630_30_008e_MB%20Notifications%20devitalised%20human%20tissue.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw630_00_008d_mb.pdf.download.pdf/BW630_30_008e_MB%20Notifications%20devitalised%20human%20tissue.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001defi_fo.pdf.download.pdf/BW690_00_001defi_FO%20Orders%20for%20export%20certificates%20for%20medical%20devices.pdf
https://www.swissmedic.ch/dam/swissmedic/en/dokumente/medizinprodukte/mep_urr/bw690_00_001defi_fo.pdf.download.pdf/BW690_00_001defi_FO%20Orders%20for%20export%20certificates%20for%20medical%20devices.pdf
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- BEARARARENERNEE;
- EHRWBPIJPHEHAM NI B BIFRM;
- BIURHIRENRR;
- AREHNERNESEMNEEE;
- ECUEHASNE MG R S S MRV HARR ;
- HBERNESEERNEK,

TEM (BFER (GR) $425R) ARAMAERRENERR, ENEBPJPHIL2024
FI0ORI18HEM, FIERARENE RSB EXAHIT. MBEEAN. ABHENER
SHEmMARHERYTETERE. SNENRREENRARNEERETEE
20264, 2026108188, bk smHYra I8 58 1§ A 4 58l Z Ko

SID

EEFET7HEMNEAMRERE LETINCIZRENIES | 20245F10823H

MNEERBHEET (DCC) F2024F6B19HNEMERZLFMET —HIER, %I
EERAEUTRESREBENRSBZRDARNBERUESEKE ST RZE (INCI) ATE.



SHESERSERENIHELRERS B

KBFHAERE, DCC By, ARTERE, T mnEELESINCIZBERTER
B, Bk, ZEGERUARTEERBRINERER (BIS) #IENRITHROEHRIEES

ERigmiRRENK:

RIF2020F A @R ("2020FRA"), EmBZE. REFEM. ZHEHH. #HR
MUEHAEREERERMAH L ABRENBNINBEREL, ERNFEEaHLER
INERIZE LB, KM ERNERELAREFEETEBYENER. E5NRLEE
FRBYBAMEREE, EOWMmNER L4 RB R EOZEMESRE. BEFRMERDBEZ
RN D" Fik. REBBIYHNHRSTEBREENRTEANIEFZR, RREERK
HYBX 73

www.omcmedical.com

s, RIB2020F BRI FE MK, ik ZBEBEBISHI E BY A8 B ED E AR 2 1 AJ &8
BENEAEREER, B, FAMXPEETI7VEAURERNZTE, IKREH
R ZEK. BEH. ERBNOLSE

N
O
-
LLl
>
N
O
O

REHE/NIBREMTISIERE | 20245F10823H

REITXREN2024F1I0BIBEERAKRPEG T H/\BENNWEREREIXEERT
(TIS) k@B ENHE, EEEEIHEETZAR UGN LTE2MENEEERE
BENEE, MOoONER. BREVRAS. BAHZBFEURRAMBRALLDED .

info@omcmedical.co.uk

—
o0




FRE/\IEZRZER2024F10A28EN. REAIERZFEHRRE (TISI) HREHRELLS
ELHNTEXSE; HEFHAEAREBN AT EEZEEREZMR B E,

JINEHERENFMAERNT:

www.omcmedical.com

N
O
-
LLl
>
N
O
O

info@omcmedical.co.uk

—l
w0

Standards

Introduction

TIS 3794-2567 (2024)
Cosmetics - Microbiology
- General Instructions for
Microbiological
Examination

EBR—MHBEErm (W, RAEEER. KIEE
BEmMBpHER) ETEEMEYREMEER D HEI—
RS HE, URERHEENZ2M%, BRigmB S
t, kEEFHAURAEANKEEEENER (W, X
LERBRKNER) o

TIS 3795-2567 (2024)
Cosmetics - Microbiology
- Microbiological Limits

S FtERARFIEREN M, USHEHENE
£, RIFISO 29621, HRBEERMEVRARNERATR
PRI EWRIEER,

TIS 3796-2567 (2024)
Cosmetics - Microbiology
- Detection of Specified
and Non-Specified
Microorganisms

IR M T AR A R R RE T ERN ARG
B EYINTG E. BAGKIRIFER (Pseudomonas
aeruginosa). KBF#EE (Escherichia coli). £=&H
BHIXE (Staphylococcus aureus) FH&IEE
(Candida albicans) E4FEMEBEZHIIN, B
Z BB ReEERME,

ATERARELEHENMHEER:, HENTEHEETHE
YRRE, REEER, FIMNBEEMRKEE. BREE
AEiEpHNEm, AReRiEE. WRERGZE (WNEH
KRS HEAREHEERRIERE, RIAIEREES
o




Standards Introduction

TIS 3797-2567 (2024)
Cosmetics - Analytical
Methods - Nitrosamines:
Detection and
Determination of N-
Nitrosodiethanolamine
(NDELA) in Cosmetics by
HPLC, Post-Column
Photolysis and
Derivatization

HAZEAR T —BFEASRREEE (HPLC). HEHE
METE N EERFRE WAL SR g mE R PN-TE i E
—Z BBk (NDELA) MIAE. EARAEIEIENDELATE FEAE.
EHitmERTENURESEACERNEEY. SRER
FRETERINDELATS R AZAK, EEEEAISO 158191EAE A
BT o
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TIS 3798-2567 (2024)
Cosmetics - Analytical

8 '(\:"jttgﬁgjor\/i‘;'gf;tffd"l IR T R RERA BN ITARE
its Usin B2, EREETEREYANBEAGESN SRR
— Resu 9 SR
I- Chromotogrophlc
Techniques
LLl
E TIS 3799-2567 (2024)
m Cosmetics - Analytical
0 Methods - Nitrosamines:
Detection and IHEAZZERE R T 7E Uk an A g Sa R 43 A g R AN HE REN - SR b
o Determination of N- B Z 2Rz (NDELA) 97574, EREREERAMREAISNES
Nitrosodiethanolamine JENDELAGEFERZ, tBARBERARIEmERIER.
(NDELA) in Cosmetics by
HPLC-MS-MS
TIS 3800-2567 (2024)
Cosmetics - Sun HAZZERLAR T —fEiEiE & 0 R s ST PR B A PRk 14 894
Protection Test Methods - | F. EEAMNBEREIMERIN. RIFHEIIKRS (K
Water Immersion AMERINE) HREHERIMRAISREE M. R EEISO

Procedure for Determining | 24444538 EBISPFAIE—E(EA.,
Water Resistance
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Standards Introduction

TIS 3801 Volume 1-2567
(2024) Guidelines on
Technical Definitions and IAEERR T EE WAL RSP RATN B DI EH &,

Criteria for Natural and BRINRERSZHA. £, tERLBERE. S8aE
Organic Cosmetic BEK, EEARTERRNRANERMAmE, FEIFX

Ingredients and Products - | AR 73 EIRER N ER,
Part 1: Definitions for
Ingredients

Anvisaf bt mBE N EEGHEMBLEFEFE | 2024F10A25H

ki mEMWEEE (Catec) #HHT —EHMAL, UEEERBEAABEER. KM
MBI BHRE, IR/TENEENLRE2ER,

RiF2022F3H24HMFI09 R EHITEHE, ZPLRMHET CatecEB. FHHRS
Mt EZZNGBE. BAnvisaltitmiESHQEES WA, CateciHM TR LU
WITEEE, BNt EHAnVisaBEERRNBE,

ZZEGEUEKRBENA. MAKE. EXHMENQAUBRMNIAUER, F8H=F, U
BRZ2ENBAZEED.
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SINGAPORE

BEEREEFALTE2Em| 2024510A3H

HERBR (HSA) M T —REN, FANR2024F 9 RKEREERBHRIABEER
. BIEROTHNBRER. E—ESERSALAREEEERHBANETRRRER, &
RREXEEMHES,

MEARM TR EERNFE, MWEBFRTHEEMIHNEEREFMA. HSAERZE
KERAEEEMBAL, IREFE, BESKEEME. I, SBIEEEEZERES
BEELEm, IEHLBEERRERKEE, FHREREFAABNKIF,

HSAEEEAEHEMEHREURERNEBREEARERNEmR. BREERRINTR,
BAERSZHBRERAS, ZUBEARIRREBEPREZENEEN, URERQ
HER
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IS O 1O STANDARDS

List of ISO standards updated in October 2024:

ISO 8536-13:2024 - BEFEAH /KRRE — L1390 — AU ERANTEINERESE
BEigs, HRBEIEME

IEC 80601-2-49:2018/Amd 1:2024 - BERERRME — F2-49%9H: ZIEE
RARZERFENEAR2MEAMRNFHRER — BT

ISO 14630:2024 - FEFEHHBEANY — —REXK
SO 7199:2024 - DMEBEENYMAISE — MRAXHEE (568)

ISO 80369-2:2024 - BEEADREMAEN/NOREESS — F28 9. MK
FE FA By B 43 28

ISO/TS 22583:2024 - POCTHRENESEMIREENERMES



