9877 AZFY 2 FABYNE
)3 4 A #2010-305
(2010.05.07,71 %)

Standards for Manufacture, Import and Quality Management of Medical Device
KFDA Notification No. 2010-30
(Amended on May 7, 2010)

A1Z F 3

Chapter 1 General Rules
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Article 1 (Purpose) The purpose of these Standards is to specify the details
about quality management required to be observed in manufacturing
Investigational Devices or manufacturing or importing medical devices, as well
as the registration procedure, method, and requirements and management method,
etc. for a Medical device Quality Management Review Agency, as provided in
Paragraph 6 of Article 10, Paragraph 1 of Article 12, Paragraph 5 of Article 14
of the "Medical device Act; , and Item 10, Paragraph 1, Article 13 of the
Enforcement Regulations of the Act, Attached Table 3 related to Item 6 of
Paragraph 1 of Article 15, and Attached Table 5 related to Item 4 of Paragraph
1 of Article 20.
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Article 2 (Definition) Definitions of the terms used herein are as mentioned
below. However, terms not defined herein shall be as provided in the Quality
Management System of the Korean Industrial Standards - Basics and Terms(KS
Q ISO 9000:2007) under the 'Industrial Standardization Act; .
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1. “Quality Management System” means the management system for efficient
control of organization, responsibility, procedure, process, resources,
facilitate quality control of the product.

etc. to

2. “Quality Manager” means a person who is responsible for establishing,
performing, and maintaining the quality control and quality management system
of medical devices.

3. “Customer” means a medical device handling party or a medical device user
who is provided with the product of the manufacturer or importer.

A 2]

Azegolr dits s
= = Ed

“STERILE”®] =%},

4. A “Sterile Medical device” means a medical device sterilized in the
manufacturing process, on the container or package of which it is required to
indicate the word “STERILE”, sterilizing method, date of sterilization, etc. to
show that it is a sterilized product.
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5. “F A A (traceability)”o| 2} &2 #A|F o AAA = FAREFS =X, F2 3 | 5. “Traceability” means check and management of raw materials and components
o]y, Fujx % A T ety Ity #EEE AL DI} of the product, and the quality control history, distributor, the location, etc.
thereof.
6. “AZE]” = “ZE(Lot)’g} ¥ TA3 AFxz7sIA AFXFI 3t | 6. A “Batch” or “Lot” means a unit of finished product, component, and raw
dst B4 2 FHAS 2 SAE, FAAREE 2 YA G E Tk material, which are manufactured under the same manufacturing condition sand

have constant characteristics and quality.

7. “5 Al (concession

TAFG S wEEtal Qo kA H | 7. “Concession” means written approval of use or release of a specific product
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8. “Mu]|x~7g} 3 g g 2 AHARAFT 5|8 “Service” means maintenance, inspection, refurbishing, and information
Eiga= offering of the medical device distributed.
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S Wk}, directly related to safety and effectiveness.
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9. “ 3l (advisory notice)’e] gl T2 A ZJA7F o 57]719] HvlE A F2] | 9. “Advisory Notice” means a letter issued by the Manufacturer to recommend
Abg, W7, WEE e HU| e #AHE Y] FMAER e ZXE P 8l7] 9] | additional information or actions in relation to use, change, return, or scrap of
sto] welE A S Hehr. the Medical device after it was distributed.

10. “xAEvkolg}l e FEFTA ogririe Ad, FF, W FtA, AFA, | 10. A “Customer Complaint” means the opinion raised by the Customer in
d 2 FEAdY #AEH Aol tiste] ue] AW =

A T+ A RF | wrting or orally, or through telecommunication network, etc. with regard to
2% 5 Fote] AV|stE WES Eeirh identification, quality, endurance, reliability, safety, and effectiveness of the

medical device being distributed.

11, “FZA A0l TEAGG D FAE kA A2 (o] o] ZolA “¥H” | 11. A “Quality Auditor” means a reviewer in the field of medical devices as
olg} stt}) A7z WE FAHFGAAJNSHALSTE7]E(0l8F o] ZoNA | provided in the Criteria for Registration of a Quality Management System
A xFsHAIA T2, A6zl wE 9] 5 7]7] | Certification Auditor(hereafter referred to as the “Registration Criteria” in this
T g A L7 ol AgE o R EZA AT AAF| Article) under Article 7 of  the "Act on Quality Management and Safety
A5 FTdo= AE D Management of Industrial Products; (hereafter referred to as the “Act” in this
Article) and Article 6 of the [Enforcement Regulations of the Industrial
Standardization Act; , who belongs to a quality management review agency and
performs quality management review in respect of medical devices.

7180kl A< | 12. A “Senior Quality Auditor” means a senior reviewer in the field of Medical
2] AMAFYF-E | devices under the Act and the Registration Criteria, who belongs to a quality
[ B= i = management review agency and performs quality management review in respect
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of Medical devices.

13. “9) 57|71 A A (o) 8F “HLAl AR ol el Shrhyrol gk A F o] ok | 13, A “Medical device Specialized Examiner(hereafter “Specialized Examiner”)”
Aol 5% 577 FA YA 2% FEAAAYE £ AJFZ AL | means a quality auditor belonging to a medical device quality management
A F A AE, AE uSHY ol T HE 304 AsliE 27S ZEE A | review agency registered with the KFDA, or a senior quality auditor, who, in
=l =ia=g either case, has the qualifications specified in Attached Table 3, including
experience in review and completion of the relevant curriculum.
14. “71=dL7p&d o] 7|EolA f98t= AAES FHgh 7]eHdE7EA] | 14, A “Technical Expert” means a person having qualifications required
Folg7171HAl g += ) W¥E 3 A7avsE e ¥X 5 A11aU5E9 4A} | hereunder, who is a member of the panel specified in Sub-item B of Item 7 of
ol HAE ] omIVVFAAYAMAA A AL ES st AE L | Attached Table 3 or Sub-item B of Item 11 of Attached Table No. 5 of the
Ela= "Enforcement Regulations of the Medical device Act; and performs the

advisory activities for quality management review in respect of Medical devices.
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Article 3 (Scope) These Standards shall apply to the following parties:

I TeIRI171M, (elsk “welet sy x%Zxﬂ F 2 2oy BTl
A @iArelet @b AsEAIGA3Ee] wel A 7h2
s ad: A

1. A party who desires to obtain manufacturing product approval or file a
product manufacture notification under Paragraph 2, Article 6 of the "Medical
device Act; (hereafter the “Act”) and Item 3, Paragraph 1, Article 5 of the
Enforcement Regulations of the Act(hereafter the “Enforcement Regulations”)
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2. A party who desires to manufacture Investigational Devices under Paragraph
6, Article 10 of the Act and Item 10, Paragraph 1, Article 13 of the
Enforcement Regulations
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3. The manufacturer of the Medical device who desires to get evaluation under
Paragraph 1, Article 12 of the Act and Item 6, Paragraph 1, Article 15 of the
Enforcement Regulations (with the exception of Medical devices that are
manufactured only for export)
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4. A party who desires to obtain import product approval or make a report
under Paragraph 2, Article 14 of the Act and Item 3, Paragraph 1, Article 18 of
the Enforcement Regulations
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5. The Importer of the Medical device who desires to receive evaluation for
compliance under Paragraph 5, Article 14 of the Act and Item 4, Paragraph 1,
Article 20 of the Enforcement Regulations
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6. A quality management review agency registered with the KFDA under
Articles 12 and 14 of the Act, Attached Table 3 related to Item 6, Paragraph 1,
Article 15 of the Enforcement Regulations, and Attached Table No. 5 related to
Item 4, Paragraph 1, Article 20
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Article 4 (Criteria for Evaluation for compliance) ) The criteria for evaluation
for compliance with the Manufacturing and Quality Management Standards for
Medical devices under Attached Table 3 of the Enforcement Regulations (the
“Manufacturing and Quality Management Standards for Medical devices”), and
the evaluation sheet therefor, shall be as mentioned in Attached Table No. 1,
provided, however, that only a part of Attached Table No. 1 shall be applicable
in the following cases:

1. AN oB7] 7S ARsE A 61, 62, 63, 6.4, 7.1,
7.5, 7.6, 8.2.4.1, 8.3

73, 743,

1. 6.1, 62, 63, 64, 7.1, 73, 743, 75, 7.6, 82.4.1, and 83 in case of

manufacturing medical devices for clinical trial;

2. 159 9779877 4.1, 42, 55, 6.4, 7.1,

7.4, 7.5, 7.6, 82.1, 8.2.4, 83, 8.5

Aol gehe] 3¢

2. 41, 42, 55, 64, 7.1, 74, 7.5, 7.6, 8.2.1,
Class 1 Medical devices(except for sterile ones);

8.2.4, 8.3, and 8.5 in case of

3. AsSEARY T e FHae durVE
6.3, 6.4, 7.1, 7.2, 7.3, 74, 7.5, 7.6, 8.2.4, 8.3

=718k AS 41, 42, 6.1, 6.2,

3. 41, 42, 6.1, 6.2, 63, 64, 7.1, 7.2, 7.3, 74, 7.5, 7.6, 8.2.4, and 8.3 in case
of adding medical devices of another product group in Paragraph 2 of Article 5;

4. ASZA3Y F WEAS WAHCHSIW dEA WAL
42, 5.1, 52,53, 54, 55, 56, 6.1, 6.2, 7.5.1, 8.2.4.1, 8.5

AL A5 4,

4. 4.1, 42, 5.1, 52, 53, 54, 55, 56, 6.1, 6.2, 7.5.1, 82.4.1, and 8.5 if
changing the president in Paragraph 3 of Article S(except for change of the
president in the corporation); and

5. A5Z=A3E
8.3, 8.5

Z 2AX WA AL 4.1, 42, 6.1, 6.3, 64, 7.5, 7.6, 8.2.4,

5. 4.1, 42, 6.1, 6.3, 6.4, 7.5, 7.6, 8.2.4, 8.3, and 8.5 in case of changing the
location in Paragraph 3 of Article 5
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@ The criteria for evaluation for compliance with the Import and Quality
Management Standards for Medical devices under Attached Table 5 of the
Enforcement Regulations (together with the Manufacturing and Quality
Management Standards for medical devices, the “Quality management standards”),
and the evaluation sheet therefor, shall be as mentioned in Attached Table No.
2.

27 A3 3 7}

Chapter 2 Evaluation for compliance
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Article 5 (Application for Evaluation for compliance with the Quality
Management Standards) (D If those mentioned in Article 3 are to receive
evaluation for the Quality Management Standards, they shall submit the
following materials with an application in the Attached Form No. 1 to the head
of a quality management review agency for Medical devices (hereafter a
“Quality Management Review Agency”) registered with the KFDA. In this case,
there shall be quality control performance for at least one Batch of products or
for products imported at least one time, with respect to those products for which
a product manufacturing license was obtained or a product manufacturing
notification was filed (including manufacturing or import quality control
performance for Medical devices for clinical trial that are manufactured or
imported for the purpose of Paragraph 2, Article 6 or Paragraph 2, Article 14 of
the Act):

1. A copy of a manufacturing (importing) business license for Medical devices
as per Attached Form No. 2 of the Enforcement Regulations, or a copy of a
conditional manufacturing(importing) business license for Medical devices as per
Attached Form No. 9 (with the exception of Medical devices for initial review
or clinical trial); or

2. Documents required for evaluation for compliance:

A. Quality control-related documents such as quality manual, Import Management
Standards, work instructions, product specification n, etc.

B. Other materials required for evaluation for compliance such as product

manual, documents for quality management compliance of foreign manufacturing
places, etc.
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@ Evaluation for compliance with the Quality Management Standards shall be
performed in respect of each product group of the Medical device mentioned in
Attached Table 3 of the Regulations for Approval, etc. of Medical device,
Etc.; (KFDA Notification); provided that if product approval is newly obtained
for a Medical device of Class 2 or 3, or 4 in addition to that of Class 1 even
if it falls under the same product group, it shall go through evaluation for
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compliance with the Quality management standards.
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(@ The manufacturer of the Medical device, which falls under any of the, shall
newly receive evaluation for compliance with the Quality Management Standards:
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1. Change in its (except for change in the corporation);
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2. Change in its location(except for a warehouse or laboratory, etc., which has
little relation to the quality of the product); and

1)
3
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3. Significant change in the manufacturing process by addition of the sterilizing
process
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Article 6 (Execution of Evaluation for compliance) (D If an application for
evaluation for compliance with the quality management standards is received
under Article 5 above, the head of a quality management review agency shall
report to the KFDA Commissioner within 7 days from the date when such
application is received, and notify the applicant of the scheduled review date.

@FAAE A 7B Ao EARVE AIAHNTE A e GREEEH | @QThe head of a quality management review agency shall perform evaluation for
30 oA A g-ole 159 oluh)dl dFAHHIE HAAst2 2 AT} | compliance with the quality management standards within 30 days(within 15
E A JANA AR FASF oF st} thnt, R50|d AR & 7|7FUel | days in case of re-examination) from the date when application for evaluation
AYed 5 gl woll= vE AAFRJAAA A A LS el Folof gt for compliance with the quality management standards is received, and notify the
applicant of the result in writing; provided that if the performance of, and the
notification of the result of, the evaluation for compliance, cannot be done
within the specified period for an inevitable reason, the head such quality
management review agency shall notify the applicant of such delay in advance.
Q@FA A AAIZI ] A L AFFEdAATL A2 wel iAW | QIf evaluation for compliance is performed as specified in the above Paragraph
7Ve AAIS A EA AsAs e HA AB3EA A ofgt AeAAA | 2, the head of the quality management review agency and the KFDA
(o138t “AFAAA e shE wF-stofol sh, BALEo] Q)= 7 -Foli= | Commissioner shall issue a compliance certificate(hereafter ~“Compliance
2}

Z 2| 8} o] of

g},

Certificate”) as per Attached Forms No. 2 or No. 3, and if any matter is
required to be supplemented, the head of the quality management review agency
shall take an action as follows:

1. If, as a result of the evaluation for compliance, any material matter requiring
on-site re-examination is required to be supplemented, an on-site re-examination
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shall be conducted within up to 3 months from the date of the performance of
the evaluation for compliance. If a minor mater not
re-examination is required to be supplemented, a request for supplementation
shall be made by specifying a period of up to 20 days from the date when
evaluation for compliance performed, and, then re-examination of
documentation shall be conducted based on the result of the submitted
supplementation(correction).

requiring on-site

was

2. Non-compliance shall be notified if an for re-examination is not made based
on the supplementation done within the period required under the above Item 1.

DEARY A D g A3l wE AGHA/L AAE AFAA}E
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@The head of a quality management review agency shall report the result of
evaluation under the above Paragraph 3 to the KFDA Commissioner as per
Attached Form No. 4 within 7 days from the date when evaluation was
performed.
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Article 7 (Periodical renewal review, Etc.) O As specified in Sub-item B of
Item 6 of Attached Table 3 of the Enforcement Regulations and Item 7 of
Attached Table No. 5, the manufacturer or importer of the medical device shall
receive external quality review on a periodical basis (hereafter
renewal review’) at least once per three years as a renewal review, and if
necessary, may receive external quality review from time to time (hereafter ‘Ad
Hoc Review’) in addition to the periodical renewal review.

‘Periodical

he e = 3
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@ The manufacturer or importer of the medical device who desires to receive
periodical renewal review under the above Paragraph 1 shall submit an
application as per Attached Form No. 1 to a quality management review agency
60 days before the expiry of the wvalid term mentioned in the Compliance
certificate issued hereunder, and the manufacturer or importer of the medical
device who desires to receive Ad Hoc Review shall submit the same to the
same agency as in the periodical renewal review.

® QAR g AAANANE AGstelok & A7k A2@]
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@ If a party who is required to apply for periodical renewal review failed to
do it by the time limit of application specified in the above Paragraph 2, the
head of the quality management review agency shall report the business name,
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president, etc. of such party to the KFDA Commissioner.
ANT7ZA2A 7 AN AA) OAZI7AAAAL] Ad 2 XE] -3} 52 | Article 7-2 (Execution of Periodical renewal review) (1 The application and
Aoz HAS =&} handling procedure for periodical renewal review, etc. shall be as specified in
Article 6 herein.
QA7 BANAAL Aol mE FE7|7F AU GA] A ZHE 7]4kek | @ The valid term based on the result of Periodical renewal review shall

Kol
oot S A" 71" Far1E o5l AV A9
A7 BEEs dede A9 FaVIEe] wREE d2EY 7)kg

commence on the issue date of a compliance certificate; provided that if a
Compliance certificate of periodical renewal review is issued after the valid term
mentioned in the previous Compliance Certificate, it shall commence on the
expiry of the existing valid term.

A7Z3F AR EA) =277 AZGA 2 9w Az @ EFAFEY
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Article 7-3 (Indication of Compliance) The manufacturer of the Medical device
or the importer who is deemed compliant with foreign manufacturing and quality
management standards specified in Attached Table 4,
compliance only for the same -classification name(product name) as
Compliance certificate as per Attached Form No. 2.

indicate
in the

may, as

A$Z(ISO 13485 AAL 59 FA AA) A5z L A7z wpe} FAwRe7)
o AR e Fazk s A7 IS0 13485, CE 915 ol gk Ak

Article 8 (Simultaneous Execution of ISO 13485 Review, Etc.) If a party who
desires to receive evaluation for compliance with the Quality management

A A AS FABEVIE AFAdH 7ML 1SO 13485, CE 1% 5ol | standards under Articles 5 and 7 above has applied for review of I1SO 13485,
g3k AALE FA]o] AAsE #= 9 CE certification, etc. together with an  for such evaluation for compliance,
review of both such evaluation for compliance and such ISO 13485, CE
certification, etc. may be conducted at the same time.
A3 FAFZIHAAIH Chapter 3 Quality Management Review Agency
AIZ(TF) OFA A A2 TEtuA st A= FA A5EA 2 | Article 9 (Registration) (D A party who desires to register as a quality

4
oA g AFAG OE 7 5o ARE Arsel AFelobEaad

el A
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2. A1 24
3.08% 39 BARYAAE BT 4GRS PFAE AR

management review agency shall submit the following documents
as per Attached Form No. 5, to the KFDA Commissioner:

1. Articles of incorporation (just for corporations);

2. Business plans; and

3. Data demonstrating that such party is conforming to the Management and
Operation Standards for quality management review agency under Attached Table
3.

an application
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@ Once the KFDA Commissioner has received application for registration under
the above Paragraph 1, the Commissioner shall review compliance with the
Management and Operation Standards for quality management review agency
under Attached Table 3, and if such management and operation standards are
complied with, issue a registration card as per Attached Form No. 6 and
mention the items(corporate name, president, location, business registration No.,
terms for registration, etc.) of registration in the register.

@A FofEetA G A2 we FAALATHe] AALE 918te] | @ The KFDA Commissioner, if necessary, may specify detailed review criteria

dask A AFEAAES AT 4 ok for review of a quality management review agency under above Paragraph 2.

@A Fo]FEetA g FAA LA He] AAE 95t “o57]7]% 4 | @DThe KFDA Commissioner may compose and run a “medical device quality

AYAAZ| ARG 7 AL EE TS T 3 management review agency evaluation advisory committee” for review of a
quality management review agency.

AOREZZGHAAIZIFY dF T) OFAAHAAI#Y dF= v | Article 10 (Services of a Quality Management Review Agency, Ete.) (D Services

7t s} 2}
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of a quality management review agency are as mentioned below:
1. Review of compliance with the following criteria:

A. Manufacturing and Quality Management  Standards
devices(Attached Table No. 3 of the Enforcement Regulations)

(Attached Table 5 of the

for  Medical

B. Import and Quality Management Standards
Enforcement Regulations)

2. Periodical renewal review of a party who was deemed to be compliant under
the above Item 1

3. Studies on quality management review including improvement of quality
auditor’s capability of review

4, Tvbo| FAFAL AL #ste] Qs ALl 4. Other necessary matters for quality management review.

QA 7B Fe FHAYAAA B FaAES Aest7] $18F | @ The head of a quality management review agency may organize and run a

o I 71#, #AA AEI} ol AAA For FAE 577 F A B4 | medical device quality management review committee consisting of relevant

o9l E AA - 29T F Ao agencies, specialists, and the persons concerned to review significant matters of
quality management review.

@A wek w7 EAAY AN Ys] o] FAAH o #3Fe] HQ | B Necessary matters for organization and operation of a medical device quality
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management review committee under the above Paragraph 2 shall be separately
specified by the head of a Quality management review Agency after obtaining
approval of the KFDA Commissioner.

Article 11 (Approval of the Detailed Operating Regulations) The head of a
quality management review agency may separately specify the detailed operating
regulations necessary for quality management review after obtaining approval of
the KFDA Commissioner.

ANZAEEITAL 59) 2B A7 He Fe A AANE
st Qo AR TAS A FFENAAGY SUAS Lol =z AT
/\ oh;],

ANREFE L) FABYAA| B Fe 24AYNF AFgAHE) 24S A
A ATE D A-ITA A osle] BEyEE B FEZ 10 ol AE
oFZ ot Aol Al Harsle]ol HETh tpyh, AFojoFEotd g HE o
7F Q& weE SFdR2RE 79 oo By A5 AES dtojof gt

Article 12 (Report) The head of a quality management review agency shall
report the result of evaluation for compliance with the quality management
standards to the KFDA Commissioner on a quarterly basis within 10 days after
expiry of the quarter as per the form specified in Attached Forms No. 7 and
No. 8; provided that upon separate demand by the KFDA Commissioner, the
head of the quality management review agency shall submit required reports or
materials within 7 days from the request date.

A3zH}FP 5 AX -
ME 3 EApe A8 3 2
= vyt Brke 5 EABAAAATEA 245
zZ

5 5ol of G,

Article 13 (Instructions and Supervision of Evaluation, Etc.) (DThe KFDA
Commissioner shall provide instructions and supervision to ensure that quality
management review services can be properly performed, such as by evaluating
each year whether or not a quality management review agency is being
appropriately operated in compliance with its management and operation
standards for quality management review Agency in Attached Table 3.

(@The KFDA Commissioner may organize and run an evaluation committee, if

—‘%(’3% T Utk necessary, in order to evaluate as specified in the above Paragraph 1.

11]14 (21 ) O EFFErAHY G FAHAAL7| o]l g2 7k 59 of | Article 14 (Disposition) (D If a quality management review agency falls under

L 3ty ddsles Aol AAS 38 4 U one of the followings, the KFDA Commissioner may issue an order for

1. Al2ze] & Bad §akx] oyt 45 correction:

2. A13zA18e wE HrF @ A% - g5 A AJHo] Hd AH¢- 1. If such quality management review Agency fails to report as specified in
Article 12; or
2. If correction is needed as a result of evaluation and instruction & supervision
as specified in Paragraph 1 of Article 13 herein

@2 F o et Ao FAAE A Bo] v 7t 59 o= 3Fliel & | @ If a quality management review agency falls under one of the followings, the
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KFDA Commissioner may issue an order for suspension of business for one
year or less:

1. If the quality management
Commissioner under the above Paragraph 1; or

review agency violated the order of the
2. If the quality management review agency violated the relevant laws and
regulations;

3. If the quality management review agency illegally and improperly performed
quality review services of the Medical device; and

4. If it is deemed that the quality management review agency cannot perform
the business as a Quality management review Agency

ABZAREAR) (£ - o5t 5o we @ el #B@ 4, (W5
£ A2485)0] wek o] ;A we o] Wl AU W 2

|
Zake] o] mAlE AA AU Y Tl
59 SAA R e

Article 15 (Time Limit of Re-examination) Under the "Regulations on Issue and
Management of Instruction and the Established Rule Etc.; (Presidential
Instruction No. 248), the time limit for taking measures of abolition, amendment,
etc. of this Notification through examination of legal or current condition after
issuing this notification shall be by May 5, 2013.

2 2<2005.3.16> ADDENDUM <March 16, 2005>

AEAYY) o] 7|2 IAgE GHE Al g, Article 1 (Effective Date) These Standards shall take effect from the date of
notification.

A2Z (59 E%?‘H]Z‘_‘Q%Q-ﬂ-ﬂ] 1% AT ad ek FF=ZX)) o] 7] | Article 2 (Interim Measures to Business Complying with the Manufacturing and

T AYFA FHe] S L%?Zﬂigl%élﬂﬂ 71 EF o oFEetA® 31 | Quality Control Standards for Good-Quality Medical Instruments) The

Al #11998-35%, 1998.4.16.)0 2ldte] fFom g AL EAAE]7|E # 3 | Manufacturer of the Medical device who, as of the effective date hereof,

o1FS W o g7l AzAAE o 7]—5 A6z Aol g A 7]AF | obtained certification for compliance with the Manufacturing and Quality Control

AT HA7LA] o] 7]Fd HJFek Aow Eu Standards  for  Good-Quality ~Medical Instruments under the previous
Manufacturing and Quality Control Standards for Good-Quality Medical

Instruments(KFDA Notification No. 1998-35, April 16, 1998) shall be deemed
conformable to these Standards until a periodic review under Article 6 hereof
has been completed.

AZZEEET ZAZ| B AT AFHZRXA) o] 7F AAFA T o=
LT3 7ol et (A EFeekEetdd Al A|2003-48%, 2003.10.13.)°]

Article 3 (Interim Measures for Medical Instrument Research Organization) A
party registered with the KFDA as a medical instrument research organization as
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osle] oggg FA|To R AFookEotd Ao 52 7T A8EY | specified in the existing Regulations on Approval, Etc. of Medical Instruments,
el o o577 FAAYAATIAROR FET HOoRE Er} Etc.(KFDA Notification No. 2003-48, October 13, 2003) at the time when this

notification became effective shall be deemed registered as a medical device
quality management review agency under Article 8 hereof.

H F <2005.11.21> ADDENDUM <November 21, 2005>

AMEANBL) o] 7|+ AE EHE A3, Article 1 (Effective Date) These Standards shall take effect from the date of
notification.

A2z B 7] AZE L n’é" g7E FFAAH T g HIZXXA]) | Article 2 (Interim Measures for the Manufacturing and Quality Management

[EE 1] 95717 Az 2 FABY7E 4dA4HM= 2 F 7}_,Loﬂ 9J o] | Standards for Medical devices) In the criteria for evaluation for compliance with

7.1.85 7.32 7FE 5), 7.5.2.1 25, 7.5.2.29] Wit 2007d  5€ 309 FE | the Manufacturing and Quality Management Standards for Medical devices under

Al &) gt Attached Table 1 and the evaluation sheet thereof, , Sections 7.1. D, 7.3.2
Sub-item A 5), 7.5.2.1 Sub-item D, and 7.5.2.2 shall take effect from May 30,
2007.

B3z <007.2.7> ADDENDUM <February 7, 2007>

=
AFZABY) Dol 712 A3 GRE Aty ok, A7F2292 F4L | Article 1 (Effective Date) These Standards shall take effect from the date of
2007 6 1¥45H Al notification, with the exception that the provision of Article 7-2 shall take effect
from June 1, 2007.

A2z(AFEA) Do) 1A Aldg e FAAAAAZH H5E 2157]7] | Article 2 (Interim Measures) (D Review of an A for Approval of Compliance
FAAY 7| A TAA NG ik ArE S aAld ot with the Quality Control Standards, which was received by the quality
management review Agency before this Notification became effective, shall be as
specified in the previous notification.

@o] Al AlYGFA] FAe] Ao w} w5V 7|EFAA MRS Z 5 | @ A party registered as a medical device quality management review agency
23 2= 20079 59 3097HA] [EE 3] EEAYMA| A A G715 | under the previous notification at the time when this notification became
At e s slojof gtk effective shall comply with the management and operation standards for quality
management review agency of [Attached Table 3] by May 30, 2007.
B H <008.2.22> ADDENDUM <February 22, 2008>
AM1ZA B Y) o] 7|2 2008 3¥€ 1LFE A]gP3tc), Article 1 (Effective Date) These Standards shall take effect from March 1, 2008.
8 3 <2009.6.17> ADDENDUM <June 17, 2009>

AEAF L) o] 7I&L aAg GHE Al g, Article 1 (Effective Date) These Standards shall take effect from the date of
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notification.

5 3 <2009.8.20>

ADDENDUM <August 20, 2009>

A1ZA B Y) o] 7172 20099 84 309 32E A&,

Article 1 (Effective Date) These Standards shall take effect from August 30,
20009.

& <2009.12.22>

ADDENDUM <December 22, 2009>

AIZABD) o /FE TS FHE A,

Article 1 (Effective Date) These Standards shall take effect from the date of
notification.

2 Z <2010.05.07>

ADDENDUM <May 7, 2010>

A1ZA B L) o] 71 Ag GRE AP

Article 1 (Effective Date) These Standards shall take effect from the date of
notification.




