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Standards for Manufacture and Quality Management of Medical Device
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=200 M= ¥ SE2ZII=FE Standards for Manufacture and Quality Management of Medical Device
AZOIAZEOLMA DAl M2012-125 KFDA Notification No. 2012-12
(2012.04.05, 04 %) (Amended on April 5, 2012)
1% == Chapter 1 General Rules

H1Z(2H) 0l JIFE2 "92I1J1"¥, HI0OZM7E, M13ZHM1&, M15Z=HM6g,| Article 1 (Purpose) The purpose of these Standards is to specify the
M2k & 22 & AMAHAR HI3ZMIEM10E, MI5EM1EM6S, M20EHM 1| details about manufacturing and quality management required to be
M4 212, H29& 250 el YAAEE 2AZIIIIE HZctHL =207 observed in manufacturing Investigational Devices or manufacturing or
EMX L= 2UEH U ==0t0{0f ot M= L SE 220 28 N2 ALE  importing medical devices, as well as the requirements for designation
o SEZIMADI 2L NEEX L 2eYE SOl 26101 2285 AtgtS E8| procedure and management method of a Medical device Quality
£ 8Xo=Z &ttt Management Review Agency, as provided in Paragraph 7 of Article 10,

Paragraph 1 of Article 13, Paragraph 6 of Article 15, and Article 28 of
the T"Medical device Act, , and Item 10, Paragraph 1, Article 13, Item
6 of Paragraph 1 of Article 15, Item 4-2 of Paragraph 1 of Article 20,
and Article 29-5 of the Enforcement Regulations of the Act.

H2Z=(&2Q]) 0l JIENA AtEots 8012 S ChSt 20 CHe 0l JIE0 A & 2f|Article 2 (Definition) Definitions of the terms used herein are as mentioned
SHAI OFLISH 202 TAMHEFSIY, ol 2 st=2MgEE SRHYAAE-I||  below. However, terms not defined herein shall be as provided in the
2A8 2 E0{(KS Q ISO 9000)0i [THZCt. Quality Management System of the Korean Industrial Standards - Basics

and Terms(KS Q ISO 9000) under the 'lIndustrial Standardization Act; .
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|AE"0|gt HIZC SAALIE fot =&, el FHI, XH1. “Quality Management System” means the management system for efficie
AEE USHT nt control of organization, responsibility, procedure, process, resource

s, etc. to facilitate quality control of the product.
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2. “Quality Manager” means a person who is responsible for establishing,
HLE ot NS LS performing, and maintaining the quality control and quality manageme

nt system of medical devices.

2 A MZE2I|3. A “Sterile Medical device” means a medical device that goes through st
= 279 erilization in the manufacturing process, on the container or package
MEg Zstt. of which it indicates the word “STERILE”, sterilizing method, date of s
terilization, etc. to show that it is a sterilized product.
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4, “Z=XH(traceability)”0lgt HE2 XM & 24 . “Traceability” means check and management of raw materials and comp

OHA 2 ATH SOl CHSHOY TG 2teldte 238 YSHet. onents of the product, and the quality control history, distributor, the |

’_

ocation, etc. thereof.

5. “HMIZ"et Z&E Y HADIM &HS ZE6IH 22I|J015 Mast)| f16t0 ot5. “Manufacturing” means all services for producing Medical Devices, incl

= ZBE FYsS Ysthh. uding packing and labeling.
6. “MEHR” L= “ZE(Lot)"2t SYS MZZAHOIMA MEED 2Us S4 L6, A “Batch” or “Lot” means a unit of finished product, component, and r
22 A= SHE, FERE L FXNMA SHRE LS. aw material, which are manufactured under the same manufacturing c

ondition sand have constant characteristics and quality.

7. “SM(concession)’g&t HA QIAISS HEolD ASU HEN L KE41H7. “Concession” means written approval of use or release of a specific pr|

— 3 —
AE 20| = Z0Ist 2HE A2 Otd S& ME SO0l ot AFEdHA oduct which meets legal requirements but has certain non—conforming
Lt E06t= 240l TSt M Selg LSt features not directly related to safety and effectiveness.
8. “H 1 2(advisory notice)”0let MIZL XL /271012 THIHE MBS AFZ, #(8. “Advisory Notice” means a letter issued by the manufacturer to recomm
4, B8 = HDIQ 2300 FHEE = ZXE Aot {15t ZE end additional information or actions in relation to use, change, retur
MNEtES L&t n, or scrap of the medical device after it was distributed.

9. "SEMAIROI TSEAYLUSASorMALIY, M7Z0 2 SRZAAM| 9. A “Quality Auditor” means a reviewer in the field of medical devices as
MOISAMANIASEIE L TAMAdEFJIHAIBMAR, HI5Z0 G2 22T provided in the Criteria for Registration of a Quality Management
JIZ20tS MAMRASEAN AMBAAZAHMHE0l XNFE A=) SE2LlA System Certification Auditor under Article 7 of the "Act on Quality
AU AZEO Q200 B2 MAIHRE =85t= XHOlot “A A Management and Safety Management of Industrial Products; and
270let stChHE LstLt. Article 15 of the TEnforcement Regulations of the Industrial

Standardization Act; , who belongs to a medical device quality
management review agency designated by the KFDA Commissioner
and performs quality management review in respect of medical
devices(hereafter referred to as "Auditor").

HSE(HEHR) MOl JI=2 H2HA= US 2 59 20 Article 3 (Scope) MWThese Standards shall apply to the following parties:

1. 92010 ME £&= +5I0t8 2AHL A6 IR Gt A 1. A party who is to obtain manufacturing or import approval of a Medical
Device or make a report

2. AMANEE 2AZSIIJ|1E MZSHAX St &t 2. A party who is to manufacture Investigational Drugs

3. 920 HX & EXALI|IE M4 IHO0Ior “HMedEI et StHCHE YKt ot 3. A manufacturer or importer of medical device who is to get evaluation
= 2201 MY E= =X for compliance for Medical Device GMP(hereafter referred to as




"Evaluation for Compliance")

4. A party who is to perform quality control review of medical device

5. A quality control review agency(hereafter referred to as "Quality Control Re
view Agency") designated by the KFDA Commissioner(hereafter referred to
as "KFDA Commissioner")

@ M1gHM1s=H M3E&MX #EUE
= 227101 E£= EH 10l oigots 8

#=Q35t0X Ste X 0l JIES HEGHA OtLIE =~ UL

SXxoz Mot

@ Despite the provisions from Items 1~3 of Paragraph 1, this Standard

may not apply to a party who is to manufacture and import a Medical
Device manufactured only for export or a Grade 1 Medical Device

except for items pertinent to Annex 1.

H2d HetdEot

Chapter 2 Evaluation for Compliance
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Article 4 (Criteria for Evaluation for Compliance) (O The criteria for

evaluation for compliance with the Manufacturing and Quality
Management Standards for Medical devices under Attached Table 3 of
the Enforcement Regulations of the Medical Device Act; (hereafter
referred to as 'Enforcement Regulations"), and the evaluation sheet
therefor shall be as mentioned in Attached Table 2:

@ H1gs 27otn US

0
[

(@ Despite Paragraph 1, upon one of the followings, just part of Annex 2 is

applicable:

1. SHAEE 2AZI1IIE M=

.6,8.24.1,83 &2

ot= 3% 6.1,6.2,6.3, 6.4, 7.1,

J|1.6.1,62, 63,64, 71,73, 743,75, 76, 82.4.1, and 8.3 in case of

manufacturing medical devices for clinical trial;

2. 8H 19 183 2201012 2R 4.1,4.2,55,6.4, 71,
8 3.8

7.4,75,76,8.2.1,2

4.1, 42, 55,6.4, 71, 7.4, 7.5, 7.6, 8.2.1, 8.2.4, 8.3, and 8.5 in case
of Class 1 Medical devices mentioned in Attached Table 1

3. 4.1, 42, 6.1, 6.2, 6.3, 64, 7.1, 72, 7.3, 7.4, 7.5, 7.6, 8.2.4, and 8.3

in case of adding medical devices of another product group as mentioned
in Attached Table 3;

4. AKX HBO B 4.1,42,6.1,

6.3,6.4,75,76,824,83,85XE

4. 41, 42, 6.1, 6.3, 6.4, 7.5, 7.6, 8.2.4, 8.3, and 85 in case of
changing the location

HMSE(HEHHEIL 22) 01 JIE

ol HE HgdEiis O3 2 52

Article 5 (Categorization of Evaluation for Compliance) Evaluation for

compliance hereunder is categorized into:

Gt{1. Review that is required to be initially received to achieve recognition that a

manufactured or imported Medical Device is in compliance with this
Standard (hereafter referred to as “Initial Review”)

2. Periodic external quality review that is required to be received once at least
every three years as set forth in Sub—item B of Item 6 of Annex 3 of the
Enforcement Regulations(hereafter referred to as “Periodical Update
Review")

2. NE EH 3 HesLsol wet 30l 13 0l OtOF ot
SEAAHOIGE “EH I A A 2L ST
3. A 2 8H 30 OE OE F==22 2ARIDIE

3. Review that is required to be newly received if a medical device of




2HOFOF St AIAH(OIDH “S=OFALAF' 2 BHTH) another product group is added by manufacturing site as mentioned
in Annex 3(hereafter referred to as “Additional Review”)
4. MZEALQ ATHAI HAO et MESEILS MZ0| 2H0t0F he AAL (OIS “#1|4. Review that requires new evaluation for compliance with change of

ZA A 2H SHCH O, MIZESl S2 10 2HI M2 BAMAGA S HAL2 H location of the manufacturing site(hereafter referred to as “Amendment

ISt Review”): provided that change in storage and laboratory little related
with the quality of product is excluded.
HEZ=(XEtH T AA) Ol D=0 2 MSHEI MAls TS 2 52 201 & AllArticle 6 (Review of Evaluation for Compliance) Review of evaluation for
StCt. compliance hereunder shall be conducted as mentioned below:
1. EZAAL FOMAAL BZAAN L 3453 2AZ01012 FIIHAMAS 22 All1. Joint review by KFDA and a quality control review agency in case of
SOAAZ MY U SEZACIMADI2 S SAAL initial review, additional review, amendment review, and periodical
update review of Grades 3 & 4 Medical Devices
2. 1283 2201012 HI|HAAAMS B NLAZOASOINMAY U SE2L|A|2. Joint review by Regional KFDA and a quality control review agency in
ARDI 2O B S A AL case of periodical update review of Grades 1 & 2 Medical Devices
M7Z=(HSE®OL AE) O M3IZMISHISSE HMISMXIO siEote XtItArticle 7 (Application for Evaluation for Compliance) @ If a party who falls
20171 M= & SZE22DIE0 U HEgHETEIE 2Ok ot= BR20=| under Items 1 through 3 of Paragraph 1 of Article 3 herein is to receive
SX H1SAHAS AEAN O3 2 52 NsE é?ﬁ}@ S22/ AAD2Z  evaluation for compliance of Medical Device GMP, the party shall submit
o oIl MZEStO0F 8Lt Ol 2 &10F £= A8 MBS0 st 100 M=E| an application in the form of Annex 1 with attachment of data
2| olatel & 2te| X0l JAUO0{0F SHCH T J|HHIY S2 AFRZ H2& 0t=| mentioned below to the head of a quality control review agency. In this
L =0l tist Aig & 222 ME0 Hd2 Z2R0U= AARAHME WSSt & case, quality control record of one batch at least for approved or reported
— 7 —

SAAOIA Bl 4= QUCEH product is required. However, if it is difficult to submit some of data of
Sub-items H and | of Item 2 for reason of corporate secret, etc., the party
may submit a letter of excuse and confirm it in on—-the—spot review:

1. 22ID1 Hx(=2)Y sotE A2 E£= 2A2I| XU %IE(—’.‘— )2 51JtE|1. A copy of a medical device manufacturing(importing) business license or

AZ(EIZAAN E= QAAIEE 22D(0]12 Z0= MISHCH a copy of a medical device conditional manufacturing(importing)

business license (with the exception of medical devices for initial
review or clinical studies)
2. 08 2 22 HgdEI0 2R g 2. Materials required for evaluation for compliance:
b HEA NQUMEAS HE U A MEAI}F CH20 B = HEAHZ|A. Summary of manufacturer(name and address of the manufacturer: if there
=) are multiple manufacturers, names of all manufacturers shall be
included.)
Lh HE 2 2 28 20 SAGte & LA + B. Total number of employees who are engaged in manufacturing and quality
related services
Ch.olg MIZD0M RZECE 2010 S5(ESY, S22 Z&sth C. A list of medical devices made by the manufacturer (including items and
grades)
ch MAS M2 T Mol F20AM A8 20N Laist SEFSAIAE XD, A copy of a Quality Management System Compliance Certificate(only if
SOIFAM AtR2(HEEl= ZR0 88t applicable) issued by the government of the producing country or an
agency authorized by such government
OF. O HANO ©le 2 MIZAS AIEIIQUEHE, AIM-ZH| 222 Z&8tCH)  |E. Summary of facilities of each manufacturer subject to evaluation for




compliance(including floor plan and a list of facilities and equipment)

bt =2 ISYHS ATK L FLELA(

2 N SS L6 F. Location of major suppliers and scope of services(including process

consignment contract)

A CH2 CISI|HOZ2H 22 AAZ N N2 (EIY s 220 SHetih G. Data of inspection results received from other certification authorities(only if
applicable)
Of BEMNFL(BEYAS HLEsHH) H. Quality manual(including quality policy)

It oy ES2 MEBEEAM(EDR, AZEF0 S S8 HMZ2F0 st 8H S E&|l. Master record for the relevant product(including description of a specific
SHCH) manufacturing process such as sterilization, software, etc.)

I EX E=E AARXE0 22 M52 B2

]
m
x
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J. Relevant manual in case of product required to be installed or requiring post

support

)

@ M5Z0 et HIIHAAALS 2010 ot= 212010 MELA 2 =Y
HEAHMO JIME 22I(240] ¢t 28l= € Al
£ AESHHOF 8L periodical update review until before 3 months from the date when the
valid term mentioned in a Compliance Certificate expires.

ft=| @ The manufacturer or importer of medical device who desires to
S22 M K HI|HAAAH  receive periodical renewal review under Article 5 herein shall apply for

@ M2l Wet HIIHAAMAIS 20X ot e X H1SHAL AFEANO HM1|® A party who is to receive periodical update review under the above
SH2SIIS2H =K a2 O3 2 32 N8 F2o0 S22y Paragraph 2 shall submit an application in the Appendix 1 Form with
A2t Z Ol Al MIZot0doF SHCE. attachment of data mentioned in Sub-items A through H of ltem 2 of

Paragraph 1 and the following data to the head of a quality control review
agency.
— 9 —
1. &AIHA B2 5 goll MXAQ XA SO A Ma-=AIFQ| JIE 1. Master record (including description of a specific manufacturing process
2 E5(0lot “U0E SL70l2t stthel NEEEM(ZZ, AZEQN S S such as sterilization, software, etc.) for product with most production and
Y HESHO0 Hst 8Hg EEst) import records as highest grade product in the manufacturer among
products to be reviewed(hereafter referred to as "Typical product")

2. 22 MEAS Y2 AUHE B ZZHOHL = 20 &6t 2. A foreign manufacturers' list in case of collective application for them (only

if applicable)

@ SEZ2IMAD 2 BE HIIHAMAIS A0 8 XD M2gu e K@ If a party who is required to apply for periodical renewal review failed
2712t 2 AZLEH 3ME ENX FHIIYAMAMAIE AAHGHK OlLISH BAL20| to do it 3(three) months before expiry of the valid term specified in the
= oY SHY, HEXL SS AUFEY = YA ZIAFZ oM A A(0lot “XI above Paragraph 2, the head of the quality management review agency
grAlOEE T 0l 2t SHCHOIH 210380 0F SHCE. shall report the business name, president, etc. of such party to the

KFDA Commissioner or Regional KFDA Commissioner(hereafter referred
to as "Regional KFDA Commissioner")

H8Z(HetHETIIS AAl) O SEZ2IMADIZS B2 M7Z0 T2t &4 H|Article 8 (Execution of Evaluation for compliance) @ If an application for,
2H 72 OlUiol AUAEE = X evaluation for compliance with the quality management standards is
A

| 7€ &K AFQI0

g H AAFY received under Article 7 above, the head of a quality management
= SE0tN0F L. review agency shall report to the KFDA Commissioner or Regional KFDA
Commissioner within 7 days from the date when such application is

received, and notify the applicant of the scheduled review date.

@ E=-FIH-HBAAO st HESHEILe M7EM1E0 Ot MEE X201|@ Evaluation for compliance of initial, additional and amendment review
CHotO AJAbGtD, TS 28 32 oL GtLtol oiYote dR0le S ZAAE|  shall be conducted for data submitted under Paragraph 1 of Article 7
& AISHCH herein, and upon one of the followings, on-the-spot review shall be

performed:

_10_
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1. If there is a newly developed medical device as set forth in Item 1,
Article 8 of the

list of medical devices;

Paragraph 1, "Medical Device Act, in the submitted

2. oY MZA0HAN M8z HNEHEIE LMHE 3= 2. If the manufacturer applied for evaluation for compliance for the first
time:
3. z2 34 olUol SEREE, dML-REH M S0l €8 2=2I1J| 3. In case of the manufacturer of a medical device that has caused
of HEAQ HLR quality non—-compliance, safety and effectiveness problems in recent 3
years; and
4. M7Z=HM1E A0l et AFsRAE HSESE 3= 4. If a letter of excuse is submitted under the condition mentioned in
Paragraph 1 of Article 7 herein

@ HIIHAMAE M7 Met MEE K=ol Uotdd MRHE L S&| @ Regarding periodical update review, document review and on-the-spot

BALE A AISHCH review shall be performed for data submitted under Paragraph 3 of
Article 7 herein.

@ SEZAMADIZ F2 NI MES 22 d22H 302 OlLiol & 4|@ The head of a quality control review agency shall perform evaluation for
HILE AAGtD HIIE AAISH 26 72 OILIN OO ZUHE AMAEUHA compliance in 30 days from the date when application for evaluation for
EMZ S26t00F SHCE G, 25018 AARE & JI2HHM Melg =+ 8le|  compliance is received, and notify the application of the result in writing
MHoil= Olcl AEIUAH XHAAMAE SE20H00F 8L within 7 days from the date of evaluation for compliance; provided that

unless it can be settled in the specified period for an inevitable reason,
the head shall notify the applicant of such delay in advance.
B M28 2 M3 WMt MeATIIZ AAISH 20 50 XI= A& 0]|® Upon matters pointed out from the result of evaluation for compliance
e BR0ls SE2AAAAMI|2S HF2 OS 2 S0l ek =XIotodok 8t as specified in the above Paragraphs 2 and 3, the head of the quality
Ch. management review agency shall take an action as follows:
— 11 -

1. B2AE0I A= F=R0= 302 OlLHel JI8t2 HotW 22276t 1 2| 1. Upon supplementation, a time line of up to 30 days shall be specified
2ZUE AES = HYgHLS BItstth. to make a request for supplementation, and the supplementation

result shall be reviewed and validated.

2. H1S0l e 22018 Ul E=HZ S NESHK OtLIStAHLE, HIIHAAAH2. If the supplementation result is not submitted within the time line of
A AIERE EH 30 28 A=I1J] ME ¥ SE2ACIIES IS 2= supplementation as provided in the above Item 1 or if the Medical
SAF TESHHL Device GMP is violated at periodical update review under Annex 3 of

the Enforcement Regulations, the result of evaluation for compliance
shall be decided to be non-conformable.

® SEACIMADIZS F2 H2g 2 HM3Is0 e M- EI Z2uIF MEsH® If the result of evaluation for compliance is conformable as specified in
d20l= EX HM2sMASl 920101 M L SE22J|IE HgAXAM(0IsH the above Paragraphs 2 and 3, the head of a quality control review
“HEIF M SICHE AFHQIMH LS50k BT agency shall issue a Medical Device GMP  Compliance

Certificate(hereafter referred to as “Compliance Certificate”) in the form
of Annex 2 to the applicant.

@ M2g L M3 et MedEIIE AAS 2 2GS R0 s ZBE2|@ If the result of evaluation for compliance under the above Paragraphs 2
cIAARD 2l B2 1 ZUE NHOWH EAZ S2otn, AAFEEY L£=| and 3 is non—conformable, the head of a quality control review agency
K EAEHZNH Al 2156010k SHCEH shall notify the applicant of the result in writing, and immediately report

to the KFDA Commissioner or Regional KFDA Commissioner.
® ZERTR|AAD|RO B2 28 U KIS 2 meMmIt= aAs <|® The head of a quality control review agency shall submit a quality
22H 72 OlUM €X M3IEAMAIS ZXRURIAMAL ZUEBDMHNE AIXHZE| control review report in the form of Annex 3 to the KFDA Commissioner,
= NYAXHEHA 208010k SHCE or Regional KFDA Commissioner

within 7 days from the date of

evaluation for compliance as provided in the above Paragraphs 2 and 3.

_12_



© AFol2 H2g 2 M3Iso 2 HsSSZI AAl 230 Ciol 01210t YE=|® Upon an objection against the result of evaluation for compliance under
2220 = e SEZ2lMAI22 HOH 019 AHE &= UL the above Paragraphs 2 and 3, the applicant may raise an objection to

the head of the relevant quality control review agency.

W MOS0l et 012 AlEE 22 S MADIAS H2 AF WE L X2l The head of a quality control review agency to whom an objection was
ZUE 22 AAFY L= NYAAFHUHA 2O6H0H0F BHCH raised under the above Paragraph 9 shall report the description of

application and the result to each of the KFDA Commissioner or
Regional KFDA Commissioner.

HOX(HEQFEAN REII2H) O HSQHAL KEII2t2 HEoI MM YA 2 |Article 9(Valid Term of Compliance Certificate) @ A valid term of a
£H 3"€2g StCt. Compliance Certificate shall be 3 years from the Compliance Certificate

issue date.

@ ZOAAF L HAAAN 2 eSS ge A0 s JI=2 257|2H0|@ If the medical device has gone through compliance with additional review
gers 0IXIX =L and amendment review, it will not influence the previous valid term.

H10E(HEteIFo HAl) 2A2D|J MZEYX L U lts Hgods &2 9|Article 10 (Indication of Compliance) The manufacturer or importer of
ZI1010 CHold E€E 401 et HEAHIEAIE & 2= UL medical device may indicate compliance for the medical device that is

deemed compliant as specified in Attached Table 4.
— 18 —
H3Z S LA AD2 Chapter 3 Quality Control Review Agency

M E(SRASIAAMIIZ 4P) STA2IMAD|2S BZ2ALIMAMN HRE CS|Article 11 (Services of a Quality Management Review Agency, Etc.) @
2t S oF 2L} Services of a quality management review agency are as mentioned

below:

1. 220101 M 2 SE2eDIE HgLEIt 1. Evaluation for Compliance of Medical Device GMP

SEHCIIE HEUEN = 2. Issue of a Quality Control Standard Compliance Certificate
S 2ACIMA 2 SH & XA 3. Quality control review related statistics and the support
4. 7] SOl MEgHEIIN 2ot ZEREH ALE 4. Other necessary matters for quality management review.

Hi12Z=(XE ®IH) @ MAHZ2S AHFE HM29Z2A5K1E 0 ek SZ22l|Article 12 (Evaluation of Designation) @ If the KFDA Commissioner,
AARDZ RFAES 22 Z20e MENM SS9 HMEE NU=0 ot M| received an application for designation of a quality control review
FSZE L SHTEIE HAIGHHOF BHC. agency under Paragraph 1 of Article 29-5 of the Enforcement

Regulations, the KFDA Commissioner shall examine submissions
including an application form and perform on-the-spot assessment.

@ ASHHES H1Eo STTILN Oist HE2E2 = otl, &I AAl 72|®@ The KFDA Commissioner shall establish plan for on—-the—spot assessment

-1

4_




DX T2 2 S92 AMtes AETUA SE5HH0F 8L as provided in the above Paragraph 1, and notify the applicant of the
following matters until 7 days prior to on—the—spot evaluation:
1, S A L 2UAF 1. Place and schedule of on-the-spot assessment
L EEEIE 2y 2. Organization of on-the—spot assessment team
SEEI 2 Ex A 3. Cooperations in on—-the-spot assessment
@ M1 2 SEACIMAD|2 XY S st WIPDIE2 212 59 2CH (® Evaluation criteria for designation of a quality control review agency under

Paragraph 1 are as mentioned in Attached Table 5.

HISE(ZRAACIAADIZ ZERHIE S) D) EZA2IMAD|ZS 22 Z2 22 |Article 13 (Operating Procedure of Quality Control Review Agency, Etc.) @
AAIE RI5I 28 ME2Z &S 0t&1ot0i0F StCt. The head of a quality control review agency shall establish detailed

operating procedure necessary for quality control review.

@ BZEC/Y A2 F2 M1 Tet MEeEnEs ME S= HESH=|@ If the head of a quality control review agency establishes or revises the
FR0E AAHE 58 LOL0F ST detailed operating procedure under the above Paragraph 1, the head shall

obtain approval from the KFDA Commissioner.

Q) SEACIAADI 22 AAAS SH2ACIMAI Al SEY, HEH2 RGN0 @ A reviewer of a quality control review agency shall maintain fairness and
SHCH. integrity at quality control review.

2oL 2EGH LH = BEE| @ A reviewer of a quality control review agency shall neither disclose any

(<]
|20l A2t M= OfLI EICH. information known to the reviewer in connection with the services of quality

control review to others, nor use for any other purposes except official

— 15 —
purposes.
® SHAUMAM A s TS MAE JIUGH e S8 AR5 £|® A business subject to quality control review may make an application for
o SEAALZ0 CHoLO D10l A EE & £ JA2H, S22 A2 ¥2 D evasion to a reviewer for a specific reason that fair review can hardly be
OIAAEOl EfEoiCt 218 s = ZR0= Y AAIRIZ WHE &= QUL expected, and if such application for evasion is deemed appropriate, the
head of a quality control review agency may substitute the reviewer.
® 1 %o SE2AZIMAD|Z0] =4=5610{0F & 22|I2HI|I=2 € H 61 2Ch ® Other operating procedures required to be observed by a quality control

review agency are as mentioned in Annex 6.

H14X(21D) O ZEZ2e|AAD|I29 =2 8 M4SAHAS 22|17 ZE 2|Article 14 (Report) M The head of a quality management review agency
CIAA Z2UEDN L EX M shall report a Medical Device Quality Control Review Report in the

I =2
LA ENAN 203N form of Annex 4 and details of the results of medical device quality

ES 0 2 82 & 20¥ 0l
OF SHCH. CiRH AlCHEZE L XZHAXHIO HE X2 ME 27t AS Z| control review in the form of Annex 5 to the KFDA Commissioner and
Rl LFPLEZREH 7 olUol 28 X222 ME0t0{0F StCt. Regional KFDA Commissioner within 20 days after the end of every

quarter; provided that upon separate demand for submission by the
KFDA Commissioner and Regional KFDA Commissioner, the head of the
quality management review agency shall submit required reports or

materials within 7 days from the request date.

@ SE2AMAD| 22 FHES MAIK2 QIAOIS, 01 S 218 B s AI80| /= Z|@ Upon change in manpower such as reshuffling or changing jobs of
? 0

7 OILHOI A FZ H0IH 2 100HK

F tCt. reviewers, the head of a quality control review agency shall report to the
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KFDA Commissioner in 7 days.
Article 15 (Instructions and Inspection, Etc.) (DThe KFDA Commissioner
shall provide instructions and inspection to ensure that quality

AMSR(NCEH S) O AUHITS EZFMAIIZ0 CH5tod SE2IAAH  management review services can be properly performed, such as by
o MASH 3 U ZE2ALMAD|Z 222IIIF0N HESHH 299ot=X evaluating each year whether or not a quality management review
e S0l tHold Y XI=-&HS ot0{0F SHCF. agency is being appropriately operated in compliance with its

management and operation standards for quality management review
Agency in Attached Table 3.

@ AANHI2 NS ZH2MA L= ZEH S2MOE AHU, AAMII@ If it is deemed that there is problem in performance of quality control
S22 FZEACIMAL P 80 SHOL JACtD UF L= HR0= ==Al Xl| review services due to improper quality control review or problematic
T EHES AAE £ UCH decision, or a civil complaint filed, the KFDA Commissioner may give

instruction and inspection frequently.

@ ASHE2 H1E L H2g0 02 Ns-ZHAS Ao /st MEXS-E2I1|® The KFDA Commissioner shall establish detailed guidelines on
=2 OGO OF StCY. instruction and supervision to perform instruction and inspection under

the above Paragraphs 1 and 2.

H16=(MA S8 2207 S 2& L 22lo &8 A%, (HELEE H|Article 16 (Time Limit of Re—examination) Under the "Regulations on Issue
2483)0 et 0l DAl 2& =9 HAHOIL SANMH HE SS HESIH 0] and Management of Instruction and the Established Rule Etc.;
DAE HXBHHLE HE So EXIE ot0{0F ot= JI8t2 2013¥ 128 232| (Presidential Instruction No. 248), the time limit to take measures of
X2 &L, abolition, amendment, etc. of this Notification through examination of

laws or changes in current condition after issuing this notification shall
— 47 -
be by December 23, 2013.
£ 2| ADDENDUM

H1ZE(AISEY) 0] D=2 20124 48 82LSH AIMSHCH CH2F, HMI8XMI3EH0l [t|Article 1 (Date of Enforcement) This Standard shall take effect from April 8,
g FIIWLMA S A 8 2ASD(0I19 E2 352 A2I1I19 M=E| 2012. However, on-the—spot review during periodical update review under
400 22 20139 1€ 1426, 252 A2II(HEUL 152 2A=2I1Jl| Paragraph 3 of Article 8 herein shall be enforced from January 1, 2013 for,
ZEhol MZEAQ 22 20144 18 1226 AI#SHC manufacturers of Grade 3 Medical Devices for imported Medical Devices,

and from January 1, 2014 for manufacturers of Grade 2 Medical Devices
(including applicable Grade 1 Medical Devices).

H2XE(BUUEX) @ 0l JIE A A B2 FHO WOeh L3s BN M| Article 2 (Interim Measures) (D The available period of a Compliance
o REJ|2t2 3H KREIZE & TOI2H0l SSt0 0 2AIN e =0 Certificate issued under the previous regulations at the time when this
ez 2., Standard was enforced shall be deemed as an available period under

this Notification only for a remaining period of the 3-year available
period.

@ 0l JIE M3 SAl SE2 AN et 2A=2010] = L SE22IIE B&|@ Products that have gone through evaluation for compliance for the
d EIIE ¢¥g2 =22 2A=J10 Mx ¥ FZE22IIES Hgd "ItE| Standard for Import and Quality Control of Medical Devices under the
ge E5o0z 20 previous regulation at the time when this Standard was enforced shall

be deemed as products that have gone through evaluation for
compliance for Medical Device GMP.

@ 0l JIE A8 ol&H 2A2I17] HME(EFe #+¢) £ SEA2IIE HEH|® Products that have gone through evaluation for compliance for the
IS 292 ES2 %X 39 9=2I|J| GMP BSZ200l et MM HIrE|  Standard of Manufacturing(or Importing) and Quality Control for Medical
g2 Aoz 2., Devices before this Standard was enforced shall be deemed as

products that have gone through evaluation for compliance under Annex
3. Groups of Medical Device GMP Items.
@ 0O JI&= A& ZAl SES To27(0| &It S0l 28 RE, (AB2AZH@ Among Compliance Certificates issued under Annex 3 of the previous

_18_
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©
=)

H A) 2H 501 Met ¢3¢ HEHAM

30 ek SsZ0l HAE ZR0= 20128 6 302 NHAl

FEl

o

"Regulations on Medical Device Approval, Etc.; (KFDA Notification) or
Annex 5 of the previous "Standard for Manufacturing, Importing, and
Quality Control of Medical Devices; (KFDA Notification) at the time
when this Standard was enforced, if there is a change in an item group

under Annex 3 hereto, it shall be issued again by June 30, 2012.

20124 68

23 20LoF

® 0l JIE Al Ol™0l 2SS 2AZI0| =2 & SE2LIIE

= =
30X 2A=2I1D] ME & SE22IE H

StCt.

® A Compliance Certificate to the Standard for Import and Quality Control

of Medical Devices as issued prior to enforcement of this Standard shall
be substituted with a Compliance Certificate to the Medical Device GMP
by June 30, 2012 for issue.

® 0l JIE Al OlM0l SE2cly A0 =& =2I10]
X

® Evaluation for compliance of an application for compliance to the

Medical Device Quality Control Review as received by a quality control
review agency before enforcement of this Standard shall be in

compliance with the previous regulations.

[Annex 3]

Groups of Medical Device GMP Items

(in connection with Articles 4 and 5)

HY SER ¥

A01000 RIZCHQ ==L Operating and treatment table

A02000 O|F& L Bed for medical use

A03000 2|2-EZY7| Medical light and lamps

General | A04000 2|28 AS7| Medical sterilizing apparatus

1 Equipment for

Treatment | A05000 O|2& Tt K| Medical water sterilizers
X

A68000 X|1+8 T2 ZA| 3! O|X} Dental unit and chair

A88000 O[H[QIZ S TIZEHK|

9! O|X} Treatment table for Ear, Nose and Throat

A89000 OtntE ZlE

o

{X] 9! O|X} Ophthalmic instrument table and chair

A06000 O}F|7| Anesthesia apparatus

A15500 2|O|X| E LO{& 7|7 Laser protective device

A35000 F7|

Surgical
Devices

~
2
A36000 WE 2

&% Electrosugical device
=

ZHK| Cryosurgery device

-~

A37000 |O|X TIZ7| Laser apparatus for medical use

A39000 °|28 FOI7| Aspirators for medical use

A40000 7|87| % 7|27| Pneumothorax and Pnemoperitoneum apparatus

Medical | A08000 O|2& HMH{ Medical chamber

Chambers | 34000 0|28 7| Thermostats for medical use

A07000 SZEZE7| Respiratory apparatus

4 Life-support
System A10000 E-57| Neonatal incubator
Artificial
5 | Internal Organ |A09000 L& 7|S CHE7| Artificial internal organ apparatus
Apparatus
A11000 ZICHE AAM EHK| Diagnostic X-ray system
A12000 H|2| ZITHEX| Non-ionization diagnostic device
6 | Dienostie 113000 wtAbH RZEA| Radiolgic device
Devices

A15000 "HARM

oA
ot

i 24018 7|7 Radiation protective device

2
=
g
lo
HU

o
e
o

#1447| Film developer for medical use

- 20 -
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A87000

T2 DEZXMK| Film viewing devices for medical use

rE
fot

o
o
1]

e SER

B01000

HIAFM-2E Radiographic supplies

Medical
Stimulating
Instruments

A16000

0|gt ZXIZ2E 7|7 Physical devices for medical use

A67000

HY 4 7|5 g2 7|7 Medical device for orthopedics and restoration

A82000

o|g8 ZTIZ7| Vibrators

A83000

JHRI8 M 7|Xt=7]| Electric stimulator for medical use by personal

A85000 2|

7] 27| Magnetic induction apparatus for medical use

Surgical
Instruments

A17000

X
AMEBE 7|7 7|5t Cardiovascular devices

A18000

=
i
N
=]

2 7|7 7|7+ Urology devices

A33000

ZZE] 7+&37| Tissue processing device

A38000

ZA&t7] 8! 287| Instruments for ligature and suture

Patient
Transport

A19000

2HXt 28X} Patient transport

Physiological
Measuring
Instruments

A20000

HZI7| Stethoscope

A21000

He £HL 7|7 Clinical thermometric system

A23000

HAHAL EE= HOEAARR 7]7| Sphygmomanometers and sphygmographs

A26000

all
L|&7|s HAFR 7|7] Visceral function testing instruments

A27000

fot
oo | o
N
or
U\.l

A 7|7| Respiratory function testing apparatus

A28000

ZHOtE 7|7| Eye testing instruments

A29000

Ha ZHAF2 7|7| Hearing testing instruments

A30000

Rl
N
his]
>
=
n

ZTICER 7|3 Perception and organs diagnostic devices

AS58000

O|F8 AAIX} Probe and Sound for medical use

A64000

=X 9l Q28 7|7 Measuring and introducing instrument

Instruments for
Medical
Treatment

A41000

O|=Z8 Z Knives for medical use

A42000

O|Z8 79| Scissors for medical use

A43000

o|z8 2l Curettes for medical use

A44000

o282 I Clamp for medical use

A45000

O|28 ZX} Forceps for medical use

A46000

O|28 & Saw for medical use

A47000

A48000

O|28 & Chisel for medical use
=13
d}

Oo|2 &8 HIZ|X} Raspatories for medical use

A49000

O|2 8 UX| Mallet for medical use

AS50000

O|2 8 & File for medical use

AS51000

O|Z8 BB Lever for medical use

A52000

O|Z28 &7}0| Snare for medical use

AS55000

O TP | TP | U TS | Purcturing dvasion, perforeting instrunet. for nedical wse

A56000

W& EE IS8 7|7 Wound retractors and speculums

A59000

o|=28 =HE7| Dilator and expander for medical use

A60000

O|28 T X7| Applicator for medical use

A61000

=3t Ol BHY 7|7 Dispenser and Mixing instrument

A62000

O|28 =7M7| Filling instruments for medical use

A63000

O|Z 82 27l Depressors for medical use

A65000

o|28 M|™7| Douche instruments for medical use

A69000

X2+

2

%l Dental engine

A81000

=g

ot

Q17| Inhalators for medical use

C21000

=]
K|ot QE2tE Al&7|7 Implant instrument for dental use

C24000

|

K|t FICHH| Agent for dental use

B06000

AlHE U MZEHAE Test chart for visual acuity and color blindness

11

In Vitro
Diagnostics

A22000

HHZHALE 7|7| Hematological testing apparatus

A22500

Q™AL 24 7|7 DNA analyzer

A24000

A8 E= 2H 24 7|7| Urne or excrement analyzers

Syringes and
Needles

AS53000

FAPE 3 MXFAE! Needle for syringe and puncture

A54000

ZFAL7| Syringes

A57000

A66000

oz 8 Fzt 9 N QT2 Tube and Catheter for medical use

A79000

A84000

A25000

MY £27|7] Body fluid testing apparatus

A32000

o|l28 @A E2|7| Centrifuge for medical use

B10000

HIQIEIE7|7|8 ZHAIK| In Vitro Diagnostic Strip

Speculums for
Medical Use

A31000

O|28 Z Speculums for medical use

15

Instruments for
Dental
Treatment

A70000

A71000

X|t8 EFE Explorers for dental use

A72000

X|1HE "H&7| Moisture-excluding instruments for dental use

A73000

A XIS Ee= 8RR 7|7 Impression taking and articulating — instruments

A74000

X|2tL F8H7| Vulcanizers and curing units for dental use
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HD =2 e S=F
C15000 2K} S! Of=X§ Modeling & investment material
C16000 Of|et X|J}AHZ Protection material for dental use
C17000 x|t wW™EXHZ Orthodontic material
C25000 HEE =22|X| = Separating material for prosthesis
C26000 7|Ef EHIYZ Material for prosthesis
C27000 7|Ef HZEXHZ Retentive material for dental use
DI00N0 B ZALE HOITIEHEA|G Aot
Blood analyzing products for in vitro diagnosis
_ D10500 T XAt M| QTIEHEA 7|8 AlF
Analyzing Gene analyzing products for in vitro diagnosis
25 | Products for In

Vitro Diagnosis

D20000 &% E= 2 HATHEMI|IE Al
Urine or excrement analyzing products for in vitro diagnosis

D25000 Ko K| QIFIEHEA 7S Alof
Body fluid analyzing products for in vitro diagnosis

HS 52 e S=F
A75000 X|1F2 FZ7| Casting machine for dental use
Sight A76000 AlEEHE OtA Sight corrective spectacles
Corrective
16 hthalmi
Ophthalmic | A77000 & A& 2= Ophthalmic lens
Lens
17 Hearing Aid |A78000 28 7| Hearing aid
Medicinal
18 | Substance-produ | A86000 2|28 =& A47| Medicinal substance-producing equipment
cing Equipment
B02000 =EtAL S ZAZEFAL Suture and ligature
B03000 H¥EE Orthopedic materials
Implantable
19 Medical C18000 2otH MHH2 XY F Maxillofacial implant
Supplies _ - - ;
C19000 2= X|Of 1HZEHK| Maxillary bone fixation material
C20000 X|1tE AEEHE A|AH! Endosseous implant system
ORI =Zl e F|= = i i
Human Tissue B04000 QIM|ZZ! L= 7|5 CHX|E Human tissue and organ substitute
20 and Organ |C22000 X|1}2 ZO|AX| Bone graft material
Substitute C23000 K| ZZ|AM =X Intra oral tissue regeneration barrier
= 2 1
In Vitro A80000 &f|ZL|0} X|Z& 7|7 Hernia supporters
21 Medical B05000 &5 Splints
Supplies B07000 2|1H2E Surgical supplies
Contraceptive | B08000 =& Condom
22 .
Device B09000 I Q-2 Contraceptive device
C01000 X|1}t 7t53L o2 Alloy, foil
C02000 X|} FxL hZ Alloy, casting
23 Dental Alloy |C03000 H|EF AM|2}2 &H=F Alloy, metal-ceramic
C04000 At 2 Alloy, soldering
C05000 72 B2 Alloy, artificial
C06000 2™ ==X Z Filling material for dental use
C07000 Al0] X|2X|Z Crown & bridge material for dental use
C08000 O|X|X§Z Artificial teeth material
C09000 O|X|At X§Z Denture material
Materials for |C10000 =22t X|ZX Endodontic material for root canal
24 Dental
Treatment C11000 x|} H%k8 A|HIE Cement for dental use
C12000 x|t HZEMK| Adhesive for dental use
C13000 X|dH QIAMXHZ Impression material for dental use
C14000 X|t2 2kA Wax for dental use
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[Annex 1 Form] (Front)

Application for Compliance to
Standard for Quality Control of Medical Devices

(Back)

Foreign Manufacturers' List

Receipt No.

Company

R . Business License

epresentative No

Location

@ ) ( FAX )
Person in
Contact
charge

[ Manufactured medical device

[J Imported medical device [J Medical device for clinical study

Type of review
[ Initial review [J Periodical update review
[ Additional review [] Amendment review

Manufacturer name and
location(if applicable)

Item group

Item of review
Item name

Grade

On-the-spot review request date
dd/mm/yy

(if necessary)

As set forth in Article 7 of the "Medical Device GMP, , we apply for validation to the

Standard for Quality Control as mentioned in the above.

dd/mm/yy
Applicant (sign or seal)

To the Head of O O O Quality Control Review Agency

. Charge

3% Documentary requirement &
Data necessary for validation as specified in Article 7 Separately
specified

Information about foreign manufacturers Matters about manufacturing item
. Remarl
Manufactu| Re; rcscntatpnnmpalCom lian/Complian Minor | Product | Approval | Approval s
Location | P office P P Item PP PP Grade
rer ive name ce no. | ce date group no.| name no. date
address
Represd]
Item a ntative
item
IManufactul
rer Item b
A
Item ¢
Represe]
Item d ntative
item
IManufactul
rer Item e
B
Item f
Represe]
Ttem g ntative
item
IManufactul
rer Item h
C
Item i

210mmx297mm[General paper 60g/m’(recyclable)]
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% This list shall be filled in only in case of collective

application for foreign manufacturers.
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[Annex 3 Form]

Medical Device Quality Control Review Report

Company Business license no.
Representative Quality manager
Location
3 ) ( FAX
Applicable [J GMP compliance
standard [J Foreign GMP compliance [J Medical device for clinical study
L [J Initial review [] Periodical update review
Type of review .. . .
[J Additional review [J Amendment review
Item group
Item of review Item name
Grade
Medical device
reviewer
(agency)
Review group
Quality reviewer
(agency)
Review date(dd/mm/yy) . . . o~
Result of . . S
K [J Conformable [J Required to be improved(by dd/mm/yy) [J Non-conformable
review

As set forth in Article 8 of the "Medical Device GMP , we report the result of quality control review
as mentioned in the above.

dd/mm/yy

Head of O O O Quality Control Review Agency Seal

3% Attachment: 1 copy of Quality Control Standard Validation Sheet

210mm=297mm[General paper 60g/m’(recyclable)]
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