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WHEREAS, it is necessary to ensure quality, safety
and effectiveness of locally manufactured low-risk
medical device;

WHEREAS, it is necessary to protect public health
through regulation of low-risk medical device
manufacturers to operate in accordance with safety,
guality and effectiveness requirements of the
products;

WHEREAS, the need to ensure transparency and
accountability for regulatory provisions regarding the
layout, design, location, construction, and
maintenance of the premise; installation of device
and utilities, personnel of low-risk medical device
manufacturer are important factor in the resulting
safety, quality and effectiveness of products;
WHEREAS, it is necessary to take appropriate
legal action against manufacturers of low-risk

medical device that violates regulatory

requirements led down in this Directive;

NOW, THEREFORE; the Ethiopian Food and
Drug Authority issued this directive in accordance
with Article 71 (2) of the Food and Medicine
Adminis tration Proclamation No. 1112/2019

ha, LA
neA AL PART ONE
m®PAaq GENERAL
1. AC CoN )
. 1. Short title
LV avanl P ‘PO LLETo NPHE

PP PURYICG avdlf WIPLHT RPPC

This directive may be cited as the "Low-Risk

Medical Device Manufacturers control Directive




aoand @ pC 1010/2016” ANd° A.mdh
LTAN::

Number 1010/2024",

2. T+Ca72

gra. A0 A ACERI PO LAMo-
N N0 C OHY avavl @ @.NP:-

2. Definition
Unless the context otherwise requires In this
Directive

1) “APE M1 NG DL
ANTSRC APE drC 1112/2011

To-:

1) "Proclamation™ means Food and Medicine
Administration Proclamation No. 1112/2019;

2) ‘Ot LLEo NPTE eUr evhe°s
a2 e TN (1LY avawd @ AN A
AT ANA 2 AL (FPoom-T PY9°LA0
L0 oAl AT NCHETo- ANA
5 A% ANA 6 o0t CTamdd
e 1 oLy 0asA UV a.Or
Planf(l PUNYCT aALPPT TN

Y-

2) “Low-risk medical device™ means those
medical devices classified as class | or class A
based on the classification rules attached as
Annex | and Annex Il of this directive and the
list of which are provided in the Annex V and
Annex VI respectively.

3) “A°LTT TN PO RIBTo-
PG PP+ PN avvil P PTT
07941 AL 22414 ‘775 -9°
+RIC: av NP (I L9 LCPT

Y-

3). “Manufacturer” means any establishment,
facility, firm or organization involved in the

manufacturing of low risk medical devices

4) “PPL PIT @Al TN (AR
PPL PIT YLEAT @O PPI° AL
Ao PN 0f9S WTRIS
PPI° AL AN PTILTAN oAl e

To-::

4). “Surgical Instrument” means either reusable or
disposable device, intended to be used in various

surgical procedures.

5 “aAPL  PIT  RIANMT  PUlal
PORICE oA’ M0t P& PIS

5) “Surgically invasive device” means a

device that penetrates inside the body
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through the surface of the body with the aid
of or during a surgical operation.

6) “NANAM7 ot PhTe% e
PI°NNG oo €51 QAANANT Tm-¢

6) "Authority" means the Ethiopian Food and
Drug Authority

7) MAPE. FCr9° P TANVFo-S (IHY
aavl @ 00T PP AL PPA
PATS  hiDIT (APE Rito 2
P TAMNFo- TC19° LTETFPA:

7) Definitions provided under Article 2 of the
Proclamation shall also be applicable to this

Directive.

8) MGy No7L RS
ANAR A F79° LoI° LA

P 1AA

8) Any expression in the masculine gender shall also

apply to the feminine gender.

3. P14t o0d

1) LV awawlf POIT  LLET
HPTS PP PUAIGT  avdlp
AP T AR AL 1497
LUGA::

2) PHLY  ATPA ThO-ATPR (1)
701 LGC9 LY avavl g
W aAan,  HaPOeT 1A
PP AST P01 RLEo- NPT
PPY PUNYCT  awalP  Aoophl
PULI00. VNPT aovil PO
AL AL E.R7. hLVPT9°:

3. Scope of application

1) This directive shall be applicable on

manufacturers of low-risk medical devices.

2) Notwithstanding the provisions of sub article
(2) of this article, this directive does not apply to
manufacturers of medical devices used to
measure pathogen-free and low-risk medical

devices.
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Part Two

Certificate of competency

4., NPT 9901 PNNC ol
AN

Issuance of Certificate of Competence

1) o9 Ao PO RLETo-
NP5 eP'r PUNYICGT aoOS PP 7
N79°l1  Ne- AL howA"1i-k:
hOP Lq° naanA M- NPT
b T L N AT 11 TR YA o A B
A0 T ::

1)

Any person shall obtain a certificate of
competency from the Authority before starting

manufacturing of low-risk medical device.

2) Mo o PNPT TV,
°ONC @ld T ATV iy 0I5
CHHLNSG 7 VB2 MITAT
A0E::

V. Ad.AL07 PRIADINT NP
avild.\

A. MMANANE HFHIEe- PR
(it MO THCLR PRPPC vl
NCOT P tACTT PS PE A1ET AG
Qoo hF o7 aodAf- T1PLAN

. PI°CT AT PPt 7110,
o L9 Pl
EPPC DEA DAL CTIVCT “INEE

av, (19°C-T NG VAL AT

NCCP-1: avind R79.0-9° O1ré-T

TN, 0LI° CPet BPPC VAL

AT N&CP-1: avhini PO PPPC

Ng°9°rt @ LI° m-A
w_ PIP°CT AT CPerl 14910,

o LI° Prit RPPC

o

2) Any person who requires a certificate of
competency to manufacture any low-risk
medical device shall fulfill the following

requirements:
Pay the appropriate service fee;

Complete the online application and attach the
following  original documents through

electronic regulatory information system.

Certificates for the proof of educational level
of the production and Quality assurance or

quality control manager

Employment agreement or contract between
the production manager and the organization
as well as the Quality assurance or quality

control manager and the organization

Work experience and resignation letter of the
production manager and Quality assurance or
Quality Control manager from the former

employer.
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A. M9°CT PEA VAL A  OPeT
9L @LI° PPl RPPC VAL
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¢. No-AGT “M0LE ¢14.21m P0LT
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PLPI UYL 960,

0. (LY AFPd 700 Wrbo (P)
PtPovma+ A7LTmOP vT Pao iU T
LA A7 0w AR 1972.4CA
LA150, PULNTG 1S CPTA::

6. 7789° PRI TRV RS AS
AOCT VIP Aot CTANTe- Ahadt

IC Pawd A9° oA TPALYTT LTLPA::

. DALYE PN TWNC AT Nao-A
AT TINLE OTLIm PavanO T oS
AG ao S LCPe LN w9 NTL (.
0 L9° holavhirta- Poo79)0 T hhA
Pl Im Pava(lF d®: AT
av- 8800 L7

T. P2NC h4-L awp e kPC
1. B9°C V11 Qv v o

Proof letter granted by health regulatory body
for previously serving as a production
manager and Quality assurance or Quality

Control manager

Valid Professional license of the production
manager and Quality assurance or Quality

Control manager

Passport size photo of the  production

manager

House rent contract or ownership certificate or
leasehold title certificate authenticated by
Document Authentication and Registration

Agency.

Without prejudice to this article sub-article (i)
of this article, for government houses,
supporting letter from this organization will
be acceptable. Moreover, any agreement
between Religious houses and other entities
that have legal rights and grounds to rent

houses are acceptable.

If the applicant is Private Limited Company
establishment document and administrative
regulation attested by Document

Authentication and Registration Agency
Taxpayer identification numbers.

For partially completed building, provide
authorization for use of the building for

service from responsible government body




AANANNT A7L79%0-A helovnlirTo-
ANA 4.9 TPl

3) NxhAnTFCLR PRPPC ovldB
NCo I MavA\nF
TN PATTIA W havAWE
A74.00 TN AevANAT (1207,
An-thhte ALPCAN LTAA::

3) If the application submitted via electronic
regulatory information system does not fulfill the
requirements and retuned back for the applicant
for correction, he/she

can re-apply after

correction.

4)

PPl “QavinF  TTLAE PN
eCek hoact 0770770 etpaa
(€77 OxRhA 01T+ A48
LLLIN::

4) If the submitted fulfils the

requirements, the organization will be inspected on-

application

site by a team having at least two appropriate

inspectors.

5)

SN EPTF e Am, PRINVENT
PA OlbPoomel aowallFPT R, P
NNA»7ANE L lao)T)AN: :

5) The Authority will evaluate the dully filled
inspection checklist by inspectors against the set

requirements.

6)

AAWE oo04.CHET AP74 A\PC
o-2zo- X0 errC -1 0L9°
K7L hNéALTE (Né NEAN LS
AT9. PP LLLIAN::

6)Where the requirements have not been met, the
applicant shall be informed about the decision in
writings by inspection team or inspection directorate

as appropriate

7)

MY  A7bo 700 AP0 (4)
PP ovme- ATl vY
haoAWE AT eANTT U2
AN TCLR PRPPC avld® ONCYT
A79.07A TIARAT LCPt:
a7 n6e hede 0L 929 Anh

U L A LAT LTTAA::

7) Notwithstanding sub-Article (4) of this Article,
applicants who do not fulfill the requirements
notified through electronic regulatory information
system, two-round re-inspection may be carried out

after the appropriate service fee payment.




8) NV Aibs 700 AIPo  (7)
PtPovma- WILAM0P PT 0L,
AGh vt A Jef PUeTA
LCe PPN QovhhT oL P
LLLIN:: 7IC VT KT8 h9.0 AA
0 The-ef AdLeaT LTAA::

8) Notwithstanding sub-Article (7) of this Article,
applicants who do not fulfill the requirements after
the conduct of two round inspections, the submitted
shall  be the
application shall be processed if the applicant rents

application rejected. However,

new houses and apply as new.

9) ¢PrC L4 T HMM DT
NI PAINVERAT LG
a0 TCLA PRPPC ool® ACYT
o0 A PLH 4 LA a7 AANT::

9) The inspection reports prepared by the inspectors
shall

information system.

be archived the in electronic regulatory

10) Ao\ ’E At Po7 10,7 | 10) Once requirements are met, the Authority shall
a\4.Cl ayay A-f: 14271 | issue certificate of competence within five working
AN GAOT  e0g- ST | dAYS.

(X1 R | K S P b Ly S ] 1} T
0lP 1T LAMPA::
1)y  AFdPd 700 AFPo  (10) | 11)Without prejudice to sub-article (10) of this

Plhdooma: A7LTmld VT RATTY
PP 0B QLIPS hawAWET
N9+ 0P T
-tPoomo- L1
LAN::

TUIN@F

1201 ALAMa-

article, in the event of compelling circumstances, by
notifying the applicant the certificate of competence

may not be issued within the stipulated time.

12)  PhooAWE  eTovpnhF 1L
PmOPOTT  ooOdCl PO10704 U
a1y aophF , Ahao A WE
AT70 TN oAl LIS hav AWE:
Pem0POT7 oA Q%A 10LAT oC
L 00T A7LI1T “lavADT LAA::

12)If the submitted application does not fulfill the
requirements and returned back to the applicant for
correction, resubmit the

the applicant may

application after fulfilling the requirements within

six months of the requested corrections.,

5. NPT+ 701 PanC  olddr
LHT

5. Content of the Certificate of Competence




1) OHY avavs @ av(léct PoLOAT 1) The content of the certificate of competence shall
YYE DI AP TYL68, have the following information
" 0NC ol T UL TATT
al(EPT aw U LTCOIA:

V. PLCEE: NI°GT AL

A, PLCEE QAT N9

. CLCEET BN NEC 090G c.  The organization’s production manager name
Pov. ¢ 9°NN0 4P L RPC: and professional license number
av, QCCET Th™1F A 0e-
ANDLE  AgeG Pov-f o0
b.FL RPC:
W, PeCE ALY e.  Type of organization

a. Name and complete address of the

organization

b.  Full name of the Owner of the organization

d.  The organization’s quality assurance name

and professional license number

o NLCEE PP RIAMWT | £ ynes of low risk medical devicesto be
el manufactured

Q. LCP: Py LOhava)PF -
PolANT - eI ne-9v4
P97 P4 AT PI9°CHl %L1 : h. Signature of authorized person who issued the

g. Date of issue and expiry date of the certificate

a. NPT 909010 CHOAmMm0T certificate of competence and stamp of the
WL WAL PO LN Authority
LU i.  Certificate number

+. NPT UMM Phmo-
AAN7  PAm- Ao 4LC77 AT
CAANAN TTVT9° ¢ k.  Detail condition and notice on the license
. eNFT V1w RPC:

+. PPNC 048 o0 P RPC:

T. 1498 AL Po1094 HCNC
V22T 0L TN LT

j.  Taxpayer identification numbers

6. PNFT 791 °NhNC ol

6. Renewal of certificate of Competence
AAT7AL0
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1) Any manufacturer of low-risk medical device

NG lPlF (Phavl: T94L0 shall renew its certificate of competency
AAVE: : annually.

2) Q0Y  AIPZ in-0-R¥PX (1) | 2) Without prejudice to sub-article (1) of this
AT8AmNe  PT (afe: hhdy article, if any force majours supported by
nage (Pr 9N oo objective evidences, the Certificate of
ANd-A  TNEPT NPt competence may be renewed

ol QAN NPT TVLD18,
INNC oldd 7 ALLN LTAA::

3) NP+ TLm PanC ol
A“7ALN CHAmo- CAIAINT L
00> ot oC addo B9
oA LTAA::

3) To

applicant may apply for renewal three months

renew certificate of competency, the

before end of the validity date of the previous

certificate.

4) MYy ArPAR CTA0-ATPR (1)
a(dot PNFP T TN IONNC
OlPT AL PO A,

V. (0D avavl @ o0t C1Povmet

O L.CHT oA T o7 VLINT,

A. LI A PTHOame- NPT

TLIN18, PATRLM, PATOLNH

@ LI Nl NECH: 4.9

CatTap o' VLI,

. AP°CE CQAANE) PRPPC

CIPEPT A7L 9°CT hnge

AN AT LT CALNVT@7

@ L9° PHNAN. °CATT Ao 21877

POy eNANC P77 ALIT1T:E RS

av, NPT TUDN10 AL AT
a0 4.CAT7 (721

4) In accordance with Sub-article (1) of this
article, the certificate of competency shall be

renewed upon :

a. Confirmation of the fulfillment of the

requirements set in this directive;

b. Confirmation that the previously issued
certificate of competency is not suspended,
revoked or not returned by the organization

at its own discretion;

c. Upon confirmation that the manufacturer has
been compliance with the Authority's
regulatory measures such as product recall
and  disposal of expired or damaged

products; and

d. The applicant fulfill requirements to
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renewal of certificate of competency

5) In order to renew the qualification certificate,
the applicant must meet the following

requirements:-
a.Fill application online on the Complete the
online application and attach the following
documents

original through electronic

regulatory information system.

b.Declaration of no  change or submit
summary changes made from previous
conditions of Certificate of Competence
issuance or the submitted summary of

changes were found acceptable

¢.Up on payment of the required service fee

compliance with onsite inspection

6) PHY R7do 700 Rrdbod 2
L.5CY9° e9°nnC wlddt h™ 04
141 PARON @LY° A“ILN
LAt haoodhnd 0P|
T8, PONC old Lno-
004 041 a9°7 AL Al
ATSATLET KAy “INLE
WPl N2A AL AT ool
LA =

6) Notwithstanding sub-article 2 of this article, an
applicant who has not renewed or applied for renewal
before the certificate is expired may still apply for the
renewal after providing a convincing justification for
why the renewal application was not made before the

Certificate of Competence is expired. .

7. PafL el PAAMTY R POAAoOD- £
PICT ALTTH/CANIAINCT HCH

7. Change of address, ownership,




ol9 A AaT

technical personnel, product

type/service type or other change

1) 5 o-9° P00 RLETo NPTE
PP PUNICGT aoAL PP hIC LT
AANANT7  ALLPL PP
71157 2170+ AL
PP CiPAANTTT AP T84
PI°CT AP TILLD RSN
PCAT M9l Bhh Qdov- g
AD-P T1LLD ©LYI° AA avOA
AOT T4 CANT9:

1)

Any low-risk medical device manufacturer shall
not changes its authorized address, ownership,
product change, product addition, technical
professionals or others that might have impact
on the medical devices safety, quality and
performance; without getting prior authorization

from the authority.

2) MIFo-9° PO LLETo NPAEF
PP PURICG avdl PP RI° LT
PP e1aAm7 PN 7.1

LHTS AT Us32F AL
Tn-tane eereanta TrE o9
ALTT Aot ASC:  “I0hhe
por.enbtam  CHTS U

NC297 AQANAMNE "1l. o/
Y IEEE

2)

For any change that affects the terms and
conditions of the pervious certificate of
competency, the affected terms and conditions
shall be notified to the authority.

3) AT ML CUULAD LCPT
MavAnF o7 MhonTCLh PRPrC
alB NCYT a (/T A NA ]
AAQT::

3)Any person who wants to make a change shall

apply using electronic

regulatory information

system

8. NPT 718 ONC ol T

8. Display of certificate of competency
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1) 5o OG0 P Tame? NPT
TQLINR, SPONC ol PTo
N5 o9° L 0CCE: -khh
794, e S (1972 J avhdA
AT :

a. Any person shall display the original
certificate of competence in the
production manager office of the
organization in a conspicuous place

where it can be easily seen.

9. A 9 1h NPT TLI1M
nhC olddt

9. Replacement of certificate of competency

1) P15 o9° G0 CTamo? PP T
T9LD98), 0étént LF L
Ao NOAmo- ool8  OW-1T+:
erNan w9 Camd0F vy
o n ATy POlTA0e e
CANENGA T avQd.CAT 0.7
LUGTA:

V. PP+ anC oldd: eHNAGNT
avry: eHAdw.7 ?0NC ol
oG ANLALO7  CRIADNT
nee AheA::

A, PNF T TU01m PONC ol
’mé-01+ o9 CrFmall hv?
poenanc  wlddl: PandN @l
ePmalt QdePr  POLIAD
0%ty A 701 O PorM§
ANL.AL 07 PAIANT ne e
ANGA::

. 4.9 hoho (Ameo- ovlB
a1t oy e9PANC wlddt: A.omANS
ANLAL D7 CAIADNNT 0P (LNGA::

1) Any low-risk medical device manufacturer

whose a certificate of competency has a wrong
information made by the authority or damaged or
lost may request replacement certificate of
competency by fulfilling the following
information.

a. If the certificate of competence is
damaged, when the applicant returns it
and pay the the required service fee

b. If certificate of competence is lost or
burnt, when the applicant has provided
proof of evidence from justice organ
and pay the required service fee

c. If wrong information is made on the
certificate of competence by the
Authority, when the applicat returns it

and pay the required service fee

10. NPT 79010 °NhC ol T

10. Return of Certificate of




A aoao(\(

Competency

1) 7509 Ao CTHamo- NPT
S TR L N1 ) TOR YA 2 R (B W
SoNTe T AowavpAh  (4AT NA
LCP-1: U AT (04 AA“LTT
PCAT CoLIN0 Pavpsn, LSO, :
TP eTamo? NPT TN,
°ONC wlb T AT TlovihF LAN4S0,
TPLAN RANT::

1)Where any person wants to return the certificate of
competence granted by the Authority due to different
reasons, it shall submit letter of declaration that
describes status of organization and products
available, previously issued certificate of competency

and application letter.

2) Ay Ao 00 AIPe (1)
A7LTm0d UT TIG 090
Oo- NPT "% °0nC old-T
aav(\0 P9 0@-:-
V. PCAIANT A PALNT
0Py AT °CT oS
(WAL L
a. e anaNaN ea0t G
Ao a0 ALITP
. PATAM @LI° TPI° AL PAPA.
PCAT  r ol anA TR
M0-tA0g LR

-t ovmm-

2) Without prejudice to sub-article (1) of this

article, any person shall return when:-

a. Confirmed that products that are expired or
damaged are disposed

b. Confirmed that products decided to recal are
recalled

¢. Confirmed that unsold or unused products
have been transferred to another institution in

accordance with the law.

3) &ce-k7 AfAm-+ ¢EhLh DAdo-
e A1y OPC  AS  oobhf
0L6.A:

V. &CE: OAANT7 LA P A

A, AANANE o7 P01 Oé-

N7sow7 015 +7 onr 9°+n NPT

7L, PPNNC @lP T ALLEE: AONT

LHAN:T LUTIIC Aclavabte- RhAT9°

LAD- P

3)When the technical manager is absent from his/her
work without announcing to the employer and the
organization wants to replace;
a) the organization shall notify the Authority
b) After doing
Authority

required verification, the
shall

certificate  of

issue  replacement

competence to the
organization within 15 days and by doing

appropriate inspection and the same shall




4) eEnLn P Afod L CRE
AQANANE ALAD-P Né- (L. PHI°:
v. e-knh Sa4.0- AQAONAN -
Lam- P
A. NANANT R78 hA0GALTrE 1149

75016 MPTG A9°4n avlB P
N7t AIOVERNAT Mool AT
AACT PO, NPT TG o7
LV A“LavAl - hhar
LAD- P

notify to concerned bodies.

4)When the organization ceases its operation without
knowledge of the technical and the

Authority;

manager

a. The technical manager shall notify the
Authority

b. As appropriate, the Authority may verify
information from Trade and Industry,
Revenue and Custom, and conducting
inspection activities and other necessary
verification activities, the authority may
revoke the certificate of competence; and

the same shall iform to concerned bodies.

5) LCEE: (Ne APA abRLh DAlo-
PavdPt P 4.PL (ITPovmom- CULH
12-01 Aoonml 4P LE LT
NANANT ANLAL®T PoINLAt D
ot PAAoo-P@-7 7€ APOA
LHAN:: &CPEA: Pao T Ne-
P0G 07 WP ARS8 6P
CI°BPT7 LONSA::

6) LCelk:-

V) A4%.0 NPT "010 AT T
any ¢L9° (-amo- N>
TN, LHT AT Ve AL
PANANT ALY T 0 OQAov- @

D LI° PRIANINNT LLE AT

U XA

5) When the organization refused to give release
letter to the technical manager while is in operation
as per set timeline, the Authority may accept the
request of the technical manager after through
verification activities. If the organization doesn’t
replace ontime with a new technical manager, the
Authority shall take appropriate administrative

measures.

6). when the institution:-

a) To get new certificate of competency when the
institution change the service type, place,
technical person or level of service to the terms
condition  of certificate of

and existing

competency issued.

b) The certificate of competency suspended,

revoked or fails to renew.
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d) Ndoo. NP1 9L 2148 9°NNC
ol P PoMm- Qaov-f n9°1 oe9°

ao) PO 0ma@, WIANNT AchA(ld-0(-
MmS ALI1E 1w, A N0A»~ANr
hrooy @e9° &S CanNdtaA
PG TIUC AdmC LTAAN -INAe
0Jav’y:

rNnc oldAr

ot 7 o.0r AMAONATNT avapp(
Al :

c) The technical manager with whom the

certificate of competency issued has been dead or

d) The Authority believes that the service
provided has imposed public health risk or
sudden health

may imposed public

problems

In such cases, the certificate of competency shall be

returned to the Authority within two days

neA ant
NA P79°LF 0F SNLTS
ANé.A7, MNGET

Part Three

Premises and Equipment of the

manufacturing site

11. 04 T99°LF 03~

11. Locations of premises

1)

PPl N Jo- OO0 Rhaq,
ngect: oy MRARNT AL
Per.eahtam. ALY gy -Nhat
R10HS ool KANGT::

1) Premises shall be situated in an environment that

has minimum risk of causing any contamination

of materials or products.

2)

PNYLTF g (WWNYT  avdl P
Pt RVUTIE L9 o-m "1t
AL, PPIFS U1 PPTT CAUY
TOAT  PULPeALS  heUT eeaT
w1 P NPT we9e
ATL 0 AT NhaT  ea. IE

2). The premises shall be located away from sites
or activities that emit obnoxious materials like
fumes and contaminants; open sewerage or other
offensive trades having direct or indirect impact
on the

quality, safety or

performance/effectiveness of the medical device.




MICT7  herak R oLy
11 CPo- CUUTT oo
A0V :
3) PTILT  Jwo-  (NANTF TN 3). Manufacturing of Medical devices shall be in
NC2F AL he10s of9°  haAa a segregated standalone room(s) or shall not be

PFNe CCPHT @P9° Paw§ e .
2C NPrd 01157 0 VI5o-9° V79

IC PPTE AITTY ATSLG o
0°72.0FA o718 Aé o7
Al :

performed with other activities belonging to

other business or residency compound.

12, P7P°LF VI TLFT 70>
UsJ

12. Design and construction of the

manufacturing facility

1)

S PATA S +% av. gANN
n*1oltrm-  9°CT 2C 0170,
PUPYS h9°Cl: IC ol PAm- AT
PPy Pl QU7 RS
hé09° AL TAAT A LALC
WL ta W rrio9e e9PCT KLl
TALA 1110 ool AdT::

1) The design of manufacturing facility
shall be in such a way that is consistent
with the product and built separately
from any other type of production that
may affect the quality, safety and

performance of the device.

2) PV AP Iewp: heIG
2703 RTL09° AT ANOTe
PICT 9°CH: a-NhaT 0770901
aop\l- O110 ooy A ::

2). The location and height of the facility shall
be constructed in such a way that it minimizes
contaminations and it is not exposed to any

contamination.

3) PheA. 041 L CPl:

AR Lot P°CT LT
n+  ve
I°CT AL Poo(INhAG Ponf0nd
(1270 A e K 27010 B ) PAY o
A Af0L 077007 A

aom’y N1.avd-to-

3). The size of the room shall accommodate all
activities of the manufacturer depending on the
type and the volume of devices manufactured by
the organization and built in such a way that

prevents mix-up and cross contaminations




a’p1L: P0G o7 Al l::

4) v7%0- e-1700-1 Iht
heroe oLy hnht oeye
hiha AT haa  09°CHk:
PTG RV AL FORS
heeca TECONT ool
ANNT::

4). The construction material shall be made of
stone or block or bricks and metal sheets or other
related materials that shall not affect the safety,

quality and effectiveness of the medical device.

5) &C-l: PN T LB TF® NPAE
PU PVNYG a0 P
ALt RIANT Pl
PoLhAT NEAT hooiP-hP
GO m0d ovAh TIP°LF
AS ST L10A::

V. 1 1eA (Tl 0P P :
PrmG P PPCAT : TGP
“702.°f oN-t)

A, PTI°LT NGA:

. PPt RPPC ANCAS

5). The manufacturer shall have the following
rooms with logical flow used for manufacturing
of low-risk medical device:

a. Store room(s) (raw materials,
finished good, samples,
packaging etc)

b. Production area

c. Quality Control Laboratory

6) PV A7PA 700 WrbA 5(ch)
W.SCI° AP E Prét RPPC
o0& 207 APOTE 017 0.ePCA
0 LI PPl RPPC DO
NG 1871 o0t N°72.09%.5-0F L1
PPl RPPC AN hNé.AY,
ALY7 CATAA= (WY U7 NOOTF
o017 PPl RPPC ANGFE AT
MA9°LE oA PAm- OI°I°0I

6) Notwithstanding sub-article 5(c) of this
article, quality control laboratory may not
be necessary if the manufacturer outsources
the quality control tests to a third party or in
cases where quality control checks are
carried out throughout the production
process. In such cases, the agreement
between the third party quality control
laboratory and the manufacturer should be

provided as evidence and the inspection of




N7INLEY T avdldAl AG hNéAL UST
A1y PHU- ANEFé I°Cande
NAANAN T LNTOTA =

the same laboratory shall be conducted by

the Authority when needed.

7) PAGAE 1L74% A A
N“2FAG eTaAdEhn Page ¢-4a
s O 9L Cani P
U5 POADG BAT AL
PULTAN a7 halT::

7) The walls of the rooms shall be as appropriate,
painted with washable paints and have no cracking
conditions and which do not hold dusts.

8) A18 “Lavlrtm- 9°CT VL L
ALTT PRGNE mAA (PAA.
A aA PN AL T
2 N A TACI (6 VAT D W 1T
e @ 89° haA -Favddge,
SN P0G PR
CATNINME = $AN PN
oV C7eRC W09 Pl
A0 59T & AL hdbmen,
A4.0 N72FA ool 10 ¢
a7 RaN-TF::

8)The floor of the rooms shall be, as appropriate,
easy to wash, made of cement, concrete, epoxy,
ceramic or other similar material depending on the
characteristics of the medical device shall be
unbroken, clean, water-resistant and having drainage

slope designed to flow in one direction.

9) ATR™ L avlotm- 9°CT MWL L
PheAE MeP NG AE oo
AL TOAT ALALS D71L7 A
NO“278 DA ACELAA
PLT0L NN oLy EGH
P10s oo AANE ::

9) The ceiling of the rooms, depending on the
characteristics of the product, shall not affect the
temperature of the rooms and may be made
from cement slab, polyvinyl chloride, Gypsum

other suitable

board, aluminum panel or

materials.

10) PU7IPHE (1CT avOb-l 9°Col7
ANnA- PLTA NS BCMY,

10) The doors and windows of the facility shall

prevent the entry of insects and rodents that




A704T PN oo AANT@-::

can contaminate the product.

1) 1A% E o0 (€ NCT75
PHAPC Noo-C ATLom LA ::

11) There shall be enough light and air circulation in

the rooms.

12) AL ANVl h"16-8 PULA
oo Ao Lo10A::

12) Depending on the product type the
manufacturer shall have adequate and

alternative power source.

13) A28 “Yawlotar 9°CT S LY
12) 12) £CBA: hNd.A1, PHAH

A01E NCYT AT Lo LAMA::

13) Depending on the product type the manufacturer
12). The institution shall have a waste disposal
system for the waste generated in the factory.

14). R9°LT LCP-1: POAR:
a1 P! RN AT Lo
L04::

14). The manufacturing facility shall have
telephone, water and electricity.

13.Ten "¢ N3~

13. Ancillary Areas

1) PMIYPLF O J@ W78 avd8E (T
PAL o dm(l.P: PAANON aoPPl PG
PANTSLC (.C ATS T L10A::

1) The manufacturing site shall have service
areas such as toilet, hand wash, changing

room and administration office

2) ATRNLALY 1 0OVl P G
Povarl(, P G0 T haae T
neacT AR ooty
ANVE@-::ATHY 027
W94 AG W "1FE 02
Pta% oolP7 AT o-::

2). If applicable, rest and refreshment rooms shall be
separate from other areas. These areas shall not lead

directly to the manufacturing and storage areas.

3) @wp8E (LT A@TET AG
ANAT eFAR PeI h9°Cl
o L9° 7T 0FPTF IC

3). Toilets, separate for males and females, shall not
be directly connected with production or storage

areas. There shall be written instructions for cleaning




a7 CANVTF@-9°: : AT TIY
LAT7 RWOO2T A“705TF
A705 1 PR G avanl PP
awll VE T LTCOUFA::

and disinfection of such areas.

14. A0L.A2, MaT RS RARNT

14. Materials and Equipment

1)

PIYPLTF v PP AP oppq
724 AW PP IAMe R
AZ LTS P15 Ik oolP’7 A0 To-::

shall be
constructed, adapted and maintained to suit

1) Equipment located, designed,

the operations to be carried out.

2) Pl PP RPTlavP AT
SHET POV ARDY
NP @-mI"7 X% AG
PG 914 hACT -,

2) The layout and design of equipment shall
minimize the risk of errors and permit effective

cleaning and maintenance.

AT vl @ 9°CT AT h9CLT
CCol: Pl TP HL NS lLo-
L0A::

3). The manufacturer shall have a water treatment

system depending on the product types it produces.

PHY A7Po 100 AIPo 3
n.scye 2T LLBm- NPT
Uy PUNICG avAl P hI°LT
PN Pl PAO-
W rigor eJodk
A.mePI® LTAA

-y

9\) '} (_blr ﬁ‘

4). Notwithstanding sub-article 3 of this article, the
manufacturer of low risk medical device may use the
required quality of water generated from any other

recognized sources.

NCCEl: RIR™avlel: P°CT A6
PGov-G ao@n: TILOAEC: 9°CT
OB P TINGP: avph, PP
PPLl ool PUIPLT AT AT
AL PPTG AT MNP T AT T

5). According to the product type, the manufacturer
shall

preparation,

have equipment for sampling,

(if

measurement, quality test, production and other

mixing,

water  treatment available),

related requirements.




L0 ::

6)

U-A9° Aaoad. e Po7e1000. V9T
L PTG wpD 2T (9L
hanesgr S IA I PhaNG 7
TNLEPT AT T LA

6). All measuring devices used during manufacturing
of the low risk medical devices shall be calibrated on
a regularly scheduled basis and there shall be
documentation and records showing proof of the

calibration.

7)

n°C-: - e AL Pavpp
¢rc/H0II L RPC i hanlA0T
+7: M A
PULLATA ANGC AT 4o LAOA::

Poomed o e

7). The manufacturer shall have a system for printing
serial number/batch number, production date and

expiry date.

8)

ol qé
A7t
k),

NLCP-: A78"avlol:
PUNYCG AP i DD
TANER AN g (o
PORC oS PAG “I0NS
PavanA-t  CALTET CRUTYT
am(1E.f RAkN AT 4o S10A::

8). The organization shall have personal protective
equipment like gloves, plastic clothing, coveralls,
boots, hair net, face mask, face shield and other
protective equipment depending on the type of
medical devices manufactured within the facility.

N&CP-1: A78°%0vl-: 9°C1 QW6
CLTITE AT ALD  oonAnfS
aPNMELe avlP ARG PavPavl @

9). The organization shall have emergency fire
prevention and control device and have first aid Kit,
and other important tools or materials depending on

the type of medical devices manufactured within the

VAT  ACSJ ook, opl P
ACLD LA : facility.
h&A AT Part Four
A QAovo-2 Professionals
15. m$aa

15. General




1)

PO He+5F  PUF
Phn9°S PPy R
LCEF eENLn/ P9°CT NN VAd
AT PPCT P RPPC DAL
CHIVCT NI ARG POé AP
(Y avavl @ WG 4 aowlst aoPy

KU E R

LLE T -

1) The

qualification and experience of

TechnicalfProduction manager and the
quality control manager of any low-risk
medical device manufacturer shall be in

accordance with Annex IV of this directive.

2)  PHV AFPAR F00 ArPR 2
ATLTm0d T (A0S 4
CTNLNST7 Ut @@9° hl,.f
AL Cnng°G av¥1l 0 PTT
N779°LF AL P04
AT PENLA/ICT RS
PpiT RPPC 74 RODLE
AV-QA.9° LN oA e,
a7 T ::

2) Notwithstanding sub-article 2 of this article, a
manufacture engaged in the manufacturing of
two or more medical devicescategories listed in
Annex 1V, the technical/production and quality
control manager shall be common for all

categories.

3)

NA0¢ 4 o-O0r CThlTa,
CTI°UCT avOb T TINT9°
NP PTCUCT aonh
FA®: PFenovdst A0NTT
04T AhAT (e.o0ah T o-
Pov- @ TPUNL-T AT Povo-@ 4L
ek, AA-T) 119° Q-
LLINNA:: hav A\

N0A» AN Py 1av7)ov-
MNNEELTT T1PLAN RN

3) The study areas that are added as “related

fields” in the Annex IV will be assessed and

validated by the appropriate bodies
(Relevant Professional associations and
professional license issuing bodies). The
applicant shall submit such evidences that

will be evaluated by the Authority.




4) PPl RPPC ¢ hON PP | 4) The Quality control  manager shall  be
NI°CT 9oLt L0 NG independent of the production activity.
a7 KAl

5) NN / P9PCT NG rd- 5) Duties of technical/production and Quality
ANNLE ARG PPLT RPPC e control manager have been disclosed in
AMLCE DALY (15U written, and followed strictly.

a ARG AP DTN avf4D

A0 :

6) ALTS7S ERLAA Go- 6) Each technical person shall be properly trained
PAAm®F ALY Aav@A)T- to perform the assigned responsibilities.
0+ »7Ams Admo- E10A.

7) e rPmé AT AT 7). Number of personnel employed shall be
NAI°LE A“2.0Mmm- Pr7e- a6 adequate to the workload by the
¢ ooy AdOT. manufacturer.
16.0Ehah/  ¢°CT  AFA 544 | 46 Responsibilities of the Technical/

24T Production Manager
PrE 090 CEL/RYC T hetA | The technical/production manager shall:-
04 :- 1) Perform the assigned responsibilities
. and ensure the implementation of the
1) Pram<t7 DALY ET Qoven)t o
organizational standard procedures.
PeCe7  or U Ph0dC
NCLAT oo W7 LIV
2) NL&CPHA: o0t PoL0NS PAA- D7 | 2) Establish the roles and responsibilities

TG AT DAL LALA:

of in the

organization,

professionals  working




3) PULeawlol T CVNICGT avdlf Pét | 3) Follow and facilitate training for staffs
QU7 AT o-mJ1r P07 eAL) which improve the quality, safety and
NAMSTL2T7  ALCPl: AT effectiveness of medical device they
PCaFFEN RT5.09° LhJ-TAA: manufacture;

4) PLCPIT oCT: Pbmé AT | D) Monitor the production, inventory and
PHo-o-C  ACYT  PoopMmC AT transfer system of the organizations and
PI°CET Pl LUt AT responsible for monitoring of quality, safety
O3t hRIPTF PavhJlA and effectiveness of the product.

4.7 hallt:

5) MNvéP LLEPTT AT V7| 5) Ensure the implementation of national
TP PRCIAN: standards and laws;

6) P77h"1F  heA.  EPeC  0A(0- | 6) Ensure that the control of the storage
NG OTT LLIMNNAN: unit is carried out properly;

7) &CeA: oy eanCH T PUNYCS | 7) Notify the defects about the quality, safety and
wOLPPT Pl LU RS effectiveness of medical devices they
M3 (avdt AT ACC manufacture to the Authority.

ANMANANTT PA@-FA::

8) & CP-k: hooAPd hih7L oC (41 | 8) Notify the Authority one month prior to
AQANANT P 7A0PS Qoo PoM7 his departure if he leaves the organization
NPT 294017 PCavavp 1L, and he is responsible for returning the
AANE:: license.
17.8PéT RPPC 74 RODLE s ,

17. Responsibilities of Quality control
PALTt manager
Pplt RPPC YAdo-:- The Quality control manager shall :-
1) Performs appropriate handling by

1) A& APLPH AT “Mh"1F e°lme+




P CAT7 Qowpf T 0.0 oo L
AT PH PRCIAN:

identifying products that require special

handling and storage.

2) Pl OFPPF @&  TILF 0J | 2) Prepare a quality assurance plan before
N & loFm- 4T PréT 71497140, raw materials are delivered to the
OPL PHIBN: production area.

3) P 0. AT CCT 1Lk PGP | 3) Develop a written standard operating
oCtT U1 or PP PAOGC procedure for certifying raw materials and
NC% T 1604 PHIBA: finished products.

4) PT PG AV aoPileP - Pavptil | 4) Develop a written procedure for
AGT Paoom17 PROG-C OCYT MR WG calibration and maintenance of major
PHIBMN: device.

5) AALT4TS I°CT PILAl “I9°LT | 5) Prepares batch manufacturing records
a 07 PHIEA: for each product.

6) ATLAhNL.AL'r I AG ov-§ AT | 6) Conducts sampling and investigation of
A9 °Can(. S PATA S NP7 products at the production areas as
PavFFN:: appropriate.

7) UA79° G Po.oplvl: PP 7 | T) Investigates all product complaints and ensures
Lavl 9Pl RISUI®  Po P the records are maintained
av )1 L, CHA\::

nea Ao Part Five

Phovl-dt NChT AT T

Production system and practices

18. PooAOY® hoolldolt NCY T

18. Good Manufacturing system




1) A9°¢E RINTE eaot R4E
AT a7 VNS av g P P
O.PooCl PVNY°G ovale aophy
hav ot NCYTr avtil AT :

shall

Practices

Good

while

1) Manufacturer follow
Manufacturing
manufacturing of its low-risk medical

device(s).

2) PV AFPAR 100 ATPAR (1)
ATLTm0P T PUhNICST avdg g
AGE s 8.3 PAANAMF
PUNIS avd)g ¢ av\hge
hawlndt NCYT DLLAPT AL
CIAATT CTERT POLNT RLH
a4 LAY mAT
ALmNPNT9°::

2). Notwithstanding sub-article (1) of this article, the
manufacturer may skip the design and development
of the

Authority’s Medical devices Good Manufacturing

requirements described in ‘section 8.3’

Practice Guideline.

19.47& AT shC

19. Documents and records

1) 1509 AT LLETFo HNPTE
PP PUNYCG AL PP R
LCPF WGl 19l 18 IC
TeeN  eUr  eerhtacT  A1AT
NGl LAA::

V) CI°C7 Chawindot 1ol PLI°
TTAGT Gdcor FCA- 097040
Ny L

1) Any low-risk medical device manufacturer shall

have the following documents related to
production process.
a). Document showing the order of production

process and flow chart.

A) PPl AP AP0 NPT PULIAD
N7 AT P1l AP TéT I°Cavd.
ACTé.0 T

b). Certificate of analysis for raw materials and

finished products, if applicable.

) PhI° LT L CPl:
700N PATT DA O
V4 TETN CNCHTY 8N LT
SNCLINEC CNC LR LTS TS
PANCGC 1.84T o PO POC

¢). Manufacturers policy, manual, protocol, device
history record, batch manufacturing recorded, design
recorded, master record, unified work guide for each
process and similar technical documents if it is

applicable.




avanl @ WG avOA CERLD A1

av) )A9° Chovlndol L&A
o040 o PUP? PANGC 1817
o748 (1L

d). All standard operating procedures related to
manufacturing process and the product’s quality

control activities.

2) AT -0 AT (Hé.T AT o
NPT LALPALLLTIN AT
LR4-A:

2) Documents shall be approved, signed and

dated by appropriate and authorized persons.

3) Polanlit 7 PNAET hAdoodht-
UA9° AV T 0197205 o0
o Pt ool \o- LPavdp.::

3) The records shall be made or completed at the
time of each operation in such a way that all
significant activities concerning the manufacture

of devices are traceable.

4) W AG NP a1
PAOS-C 1.24T (1.070
PG PPo 9°CT TINEe P77
Ll avpavp AANVT@-::

4) Records and associated Standard Operating
Procedures shall be retained for at least the
expiry date of the finished product.

20.0L%57 AG ALta7

20. Hygiene and sanitation

1) 759> PO RIFFo- NPTE

1) Any low-risk medical device manufacturer

PP PUNIPG AL PP RYCLT shall establish a good hygiene and sanitation

LCPT paodhge PIOVS ARG system.

PALEN7 AP ACHhT aolC)-T

AT

2) -HFa aom? P VYT | 2). As far as possible, direct contact shall be avoided
PRVTY T AANA T QA ANG- | between the unprotected hands of personnel and raw
AT AG pe | Materials, intermediate or finished, unpacked
AP P Trovha g ey | Products.
PrmsPde  SCET  LPAIN

PCAT i v RANT::




3)

UA9° AT aneTo-
A9y PP 7040 PO
(LG PTT oA NN AOVTo-::

3) All personnel shall wear clean body coverings
appropriate to their duties.

4) @& TPLF (0 Jo hoo)i: 4) Before entry into the manufacturing area, there
Né&F ¢ o A1P PAT - shall be change rooms separate for male and female
PTG ‘2“,,5,. 1AL PAAN with adequate facilities.

o, NENT wFC
Y UEROSE
5) “en0iov(1A-FiaomMH7T N 5) Smoking, eating, drinking, chewing or keeping

LI AXAPT

DBV NTiooMPT AT PIA
ao &1 A5F7 N9°CT nsA 001
ao-ié- NTN7NF AT NG
Pt QTP TROT ALALS-
N F0-0F o AhAO2TF om0 L:
hLAPLY°::

plants, food, drink and personal medicinesshall not
be permitted in production, laboratory, storage and
other areas where they might adversely influence the

product quality.

21. 71025 1P &V

21. Labeling and packaging materials

1) 145 ZU-& vtool: (1277 PAIT
AT N0°70700 ovnGo7 LTCNIA::

1) The printing of labels shall be done in bright

colors and in a legible manner.

2)

nragee  CtT 2C  eTe el
A PPTG  PHelove  PIY P
EARNT: PICT (1466 OLP1T7
I +aetam, -1 mA

aopaop hﬂq:l:m‘: :

2) Labels and printed packaging materials
such as product leaflets shall be stored

separately.

3) hewadd 041 ADTELICTANCAT

3) Prior to release, all labels for containers,




AP LR | PAVARNN YA & o O cartons and boxes and all circulars, inserts
AT09° A9 A PP il and leaflets shall be examined by the Quality
Y ¢, D7)em), naa goCan . Control department.

LLLAVEPA::

4) LLOF:RERPPC M avié ¢ | 4) Records of receipt of all labeling and packaging

EPCTT AT PALTT IV
L9 hhaowd(A7 o Pavpirl:
AALTATS B PUA9° app @
AT PUMLe APPT M
aopavp CTCOUFPA::

materials shall be maintained for each shipment
received indicating receipt, control reference

numbers and whether accepted or rejected.

5) PP AL PAPA. h& AT AT 5) Unused coded and damaged labels and
P18 oopa PP T AG PUINLSP packaging materials shall be destroyed and
RARNT TV ovlBwm- FooHN recorded.
av PN LTCNIA::

6) AARD -T2A% PN+ RLET@- | 6) The packaging of the low-risk medical device

Ne+5 U PVNICS shall be made of known and traceable materials,
a4 P PTT TN CT o (1973 o non-toxic, non-leaching and odorless, free of
AG PeLI o (L1 QA holes, cracks, tears, and creases and localized
17,014 $ARNT- RF8. 90 thinning, Intended for wuse in medical
wCHT) AAPLAT AP - | applications.
NAAFo: AT Inde AT +4T
NALLAVTF @ avAL PP oo
LTCUTPA: (Fen“T¢ 70 L
AVNI°GT  WIANCT ATLaA
J00 ¢HAé a7 Ad-Tl::

7) P00 RIEF- NPTE e 7) The packaging of the low-risk medical
PUNYPGT oAl PP TN PP device shall allow sterilization, and provide




ANECLHAT 9k PP AYCHE
ANAP POP T1LL COLPOTA WG
TP AL ANNLo-A- L0 hEC”
73 v ATG.BR A
LTCOHTFPA::

physical protection.

22.214% AU a\ié.CT

22. Labeling requirements

PI°Cl: 1A% A0% A“ICT LG
OA7NANE 272 ¢34, ooy
AN

1) Labeling information shall be in

Ambharic and English language.

2) P9°CHl 1A%k AU (L.e70N
e N O o av B DT
a P LTCNIA:

V. PA° LT LCP-1: O9°
AT ALéA:

A. PUNI°G opAC - 67N
nge:

h. AT PCAT PICT
Pand(1P avOi.CAT

ao, PPl avp P R

w_ R7L ANéALYrE PO
L9 o krC

l. P°CE CtavdtOT P77

2) Product labels shall have

information, including but not limited to:

the following

a.Name and address of the manufacturer;

b.Generic name of the product;

c.Critical specifications of the finished
product;

d.Serial number,

e. Lot number/Batch number, if applicable

f. Production date,

g.Expiry date or use-by date, as appropriate

h.Use period, as appropriate;

i. Storage condition and instruction, as needed;

j. Single use or reuse, as appropriate

k.Other relevant information




A. AMA0E: 227020
+77

n. 478 ANéALrlE: P9°CHT
amed?l e L1

P. CPCA: CAPTIT VeI

0. ATmA A1 0L 9°
N-+L2 )77, aomPI®
ATRULTAN oK

4. A0 ANd.AT,
a8 P

23.71¢700C AS N D77, ool

23. Reprocessing and Reworking

1) @i\ ool RNEAL P
Ay 0P LT R U L VA neA
P-HR4.:PALD AG ?-H°hd

PANGC 1T oS C hANT:

1) Where rework is necessary, written procedures

shall be established, validated and approved by the

Quality Control Department.

2) Y9G Al Pm- avpf kPG
L899 M.N:PRANEC Y1LA: avi P
AG 146 avdavp halll:

2)

If the product batch has to be reworked, the
procedure shall be authorized and recorded.

)P0 AG  P8V9°  PavnlT
ved:  LOLANNT U o018
e Hh0e T KV E 4.

a7% 00t APLan pIIE (17MMLC

3)

An investigation shall be carried out into the

causes necessitating re- processing and

appropriate corrective measures shall be taken

for prevention of recurrence.




T eHo avPavp LGCAUTPA::

24. °CT+ hNge avhNaN

24. Recall of Product

1) RIS P01 &4E AT, PVNY°S | 1) The organization shall have the procedure for
an\(, P P Ppll AT recall when the low risk medical devices have
eVl o0 AG P79 2,014 found poor quality, unsafe and non-functional
wPCTEa, ALINT AIPCE  h0e after being placed on the market.

AANON  PULeATA@m  PhOGC
NC% T AT, £10A::

2) A9°LE e eaNaN- 9GSz | 2) The organization shall maintain the record of
LOCERT  PawPH AT QANADNT product recall and make available upon request
N.meP0T o empapt g | Dy the Authority.

AANT::

25. P9°Cl RV PGS Pl $L£F B | 25. product safety and Stability Study

5T

1) Paomey, L1 $¢7-| 1) The organization shall have procedures for the
A2 LNE.A T, A1 PO T R4S conduct of product safety and stability studies for
CAT@m, PUNICGS a0l PP T K9P LoE those low-risk medical devices that require shelf
PG PRUTTIPE Tl #L5 UL life and/or in-use stability determination.
A?PS T PULeONTA PAGGC NCYT
A9l LA ::

2) e9°CT PRUTTPS Pl $LJ- N | 2) The plan and report of stability studies shall be

PGl AP AST L7741 AANAMNTE
N2.n L0 0Pt aoblAN AANT::

available upon request by the Authority.

26. £Vl 2L EPrPrC

26. Post licensing control

1)

PIE 090 PO LLE T HPTE
PP VAT AL PPT RICET

1) Any low-risk medical device manufacturer

after obtaining certificate of competency




NP U017 1T (kA
Ném7 ao(\ (T eant
CAANA N NoNTo- FCY

N7 oMV Fo- L7710 AG 2L.3PF
ao(\ (it aolPy AT :

shall work as per terms and conditions; and
other applicable legal requirements of the
Authority.

2)hAnd.A7,
a1 Pl
LCPk NovAh  CCE: ANLA7Y
awN4.CHT hTLANF hPavlel aolP'1
LLIMMNA::

e ATt QANAMT

AINERTCT oL

2) When it is necessary, the Authority shall
send inspectors to the manufacturers of low-
risk medical device in order to ensure that all

the requirements are met.

heA 00
ANVTBLLP KCIEPT

Part Six

Administrative measures

27. General

27. mdAA

1) 1509  Go- (Y  ovanl P
ALY AT TAAE ATY
OAPE  ¢vC  1112/2011 A%
NANTS P ACIE AoANLS
Po hPLdN  avavnl e avOlol

TN ACI°E P20 0T LPTA::

1) The Authority shall take administrative
measures on any person who violet the terms
and conditions of this directive as per
1112/2011

Administrative Measures and Grievance

Proclamation no. and

Handling Directive.

2) PHY  AIPo 100 AP (1)
Lo SC TIFe Qe
ST A T L W I B ( G A 1 T O
LIIVPT Ol ACIEPT
A0AL 0T LTAA::

2)Without prejudice to sub-article (1) of this article,
any person who found to be violation this directive,

subject the following measures:

28. MNm7PEe (A aOmt

28. Warning Letter

1) TiFo9° LCEIF Choma 74T

1 K A YA ¢ L M AT 1 1 T PA o

1) If the violation committed by any

institution is not lead to suspension or




e L
QAONANT

oL9° PIPACH U
ATLh NN l: CoU-4

cancelation of the issued certificate of

competencies, as appropriate, on this

NMTPEe AOmo- LTAA: Directive, the Authority shall issue
written warning letter.
2) LcePl: (ramao- 7 PEe | 2) If institution is fail take the corrective

oo\l ROéALe7  “I0Tane
WALl AXT A2007 T PAT @7
ANTSRC-P ACIEP 7
QANANT LONSA::

action for violation indicated in the warning

letter, the Authority shall take other

appropriate administrative measures

29. PNt 72910 P0G ol T Na
e

29. Suspension of Certificate of

Competence

1) 759 OG- hHy (I
WSt T4t K757 AP
A7 AANANE hu-aT oC Adh
ne&at oC A“2.2CH L0 NPT
i P M LY 1 o A B YA

v. aanAMr;7 emme e rc
ANGT RTRPNGToT RTPET
Pé.mdl ATV LY T4
LeCcel: ke rC odbt 0Ly
PRPPC  QAoe-f 096 AL
A4S0 070F oL RrreT
Ol h&CT V1T PPCATT
haa:heNd e RISLTT
nes1 oLy ANT oA
PhAT LA 0T

A. DA~ 428 ALTC
A200A Tm Pl aviip:

. PARIC MG oL9° PhhA
T4 PAVTF@: P00 (-OF: AL

1) The Authority shall suspend the certificate of
competency for two to six months on any
manufacturer of low risk medical device who
found to be commit violation in one of the
following reasons:

a. The institution create obstacle for Authority
the the

inspection activities; this include not able

inspectors  during conduct

to sign consent form, failure to notify the

working hours of the institution, not

cooperate with the Authority inspectors

during inspection and others similar
violations.

b. Selling products to individual user without
license from the Authority.

c.Use of professionals which has mental health
or physical disability, drug addicted,
narcotic and psychotropic drug or other
compound use which cause mental
health.

d.Allowing professional who does not have




Ad AT ALDTCT R ooV T 0L
A @V PARIPC MGT
Po7.eah A Qoo 227 TI0GT
av, ov- PP 4P L PAA@ OAov- g
N t+Rov- @-OF AT4.04 oGP L
w_ 49 Ch9°G G ov-G PG avjip
®LI° AL TIPLNx
l. h9°&E QF RPC TP ooy
QAFA AT °CE: AP hrThd-é.4;
a. DAA»~ANr 4.9 L APTT
PhICGT avP1L 0P RIS
0770 (1€ 9297, lavams o L9°
ewlip AA oo @ avlB (177001
WAtg: RIS PavBanl Py
0L P A7L15 WnPoom;
. A9°LE DA ANE 4.2 8 AP
AN T A9° 0 LI° AL
LPLC wLY° ov- PP AT NLALI:
¢. PO MG7 UL AT
NNAAANT NGAG havld-CF
N2 9° 1T A0 ANL.AL AT
ANy PR eAT ool Pl
av . 09°

professional license to practice in the
institution

e.Sale or made available to sale free medical
samples.

f.If the manufacturer fails to put batch number
and distributed to the market;

g.Participate in medical devices repacking, re-
labeling or sale with affixing other
labeling information without getting
permission from the Authority. If the
manufacturer relabeled the original
packaging;

h. If the manufacturer made ownership name or
address change or professional change
without getting permission from the
authority,

i.Engage in any act which constitutes a
violation in accordance with other
necessary and justifiable reasons which
affect public health and believe by the

top management of the Authority.

2) LCPF: 11 .25 (N7 lavplrTo-
Pav 30 A b8 PAS o-Azo-
N“2.ovalirto. Covp20 T KA Anh74
L4 NPT Moo NANANDT

2) The Authority shall suspend the certificate of
competency on the basis of suspension
business license of the institution by other

concerned government body, until reversal of




L0 such suspension is sought by the concerned
government body.
3)AaANr LColk: na-tonL0-1- | 3) The Authority shall notify the institution in

ACEG ACIZm- NAToNLOT ALCPl:
Nohs C9A@P 28,3 hANT::

written on action taken by the Authority and
reasons thereof

30. PNFP+ “Uo1m POhC wldt
NaaOdH

30. Revocation of certificate of competency

1. 759> LCET herhtacr
et RS PéT UT
7T QANANT PN T1L0197,
°NNC OlPT ANCH LTAA:

V. OA7P0 29  CTR11aT W14

gy eanta  Aewdae  A0C
vt W AS hh NAge
Né.dav:

A, NPT MU F& AN
Néo7 avhé hdPma:

ch. NP TP
N770CNAC @LI° 1015 1L
NP 177 AL

av, PP TR0 AONTT
o7 AAA6 hAm:

w_ e0AN:  PRIANCT  Hooy
a0 10e  Are.0000
ananAMr eI Chhdes
avvll P AN 4P LT
navrr  oe9e e Ag
A7T%La.N P& PUNCS
av1 P Nim 0L9° hd-d.a

1) The Authority shall revoke the certificate of
competency on any manufacturer of low-risk
medical device who found to be violation for one
of the following reasons:

a. Commit violations indicated in
article 29 twice and more .

b. Continue in doing its business while
the certificate of competency is
suspended.

c. Obtained its certificate of
competence through fraudulent acts
or by submitting false documents.

d. Found to transfer the certificate of
competency issued to other third
party.

e. Fails to collect or discontinue selling
or distributing medical devices
having a quality defect, expired or
recalled products.

f. If the

product beyond the scope of the

company  manufactured

certificate of competence is issued
for;

g. If the manufacturer fails to renew the




@L9° AN Lo QddN:
L. ARGE P e9eanc
wlP 1 o077 N4 ool

A. 0PGav-1: NP1 7L,
PIPNNC ol ALILO Pl

a.  hwnéran msg  ePPC AIAC
QAN VIP: ROE.AN AT "0 03P
N CoiVTF75  PNAL VAL
LALP T, AKT oA AT
LA B O WA L LR

1o

certificate of competency annually;

h. Engages in any act which constitutes
a violation in accordance with other
necessary and justifiable reasons
which affect public health and
believe by the top management of
the Authority.

2) (MY Ao 700 A7Po (1) aoOdéct | 2) Once the certificate of competency is
eANP T U1 PANC olddkT revoked as per sub-article one of this article,
PN Ao (AA QAov-@ AT the institution shall not participate in this
L NP 701 1 1e-a)T business using certificate competency of
(IHC4 A6 h@TAYI°:: other professional and institution.

3LCHA: N0 4.8 A7 %lm | 3) The authority shall revoke the certificate of
AANAND PP T 994908 9°0AC competency when the institution stops to do
0l P 1T LACHA: : business by its own reasons.

4)&Ce-1: N“%aovdlirta- ooy I0 T hhi\ | 4) The Authority shall revoke the
108 A K'SR A SO 1 0 VA | S (1 YA 4 111 certificate of competency on the basis of
4 U U TAY AYA N7.avpiro- cancelation business license of the institution
P70 KA OlMo- 0t (0G-o- by other concerned government body, until
AT%PrA AODLPLAT LLn NP reversal of such cancelation is sought by the
7L PPANC @bl LALMA:: concerned government body.

5)0A0A M nage P-tnd0-17 | 5) The Authority shall have an obligation
ACP’EPT Aodf  ALCEE AT to notify the institution and other concerned

Ao T AhAat (Nov4 P77
2L, hQT::

bodies in written on the above administrative

measures taken.




31. A749 04 QAT

31. Reversing of suspension and revocation

M09 NPT TN 9PORC
ol PN @@ CALHNGT
LCe T ermANT A% of9° 0l
ATANT COUTA@- (Y avanl® Rido
32 mAlt  PeI APCON PoTo-
+POALTT AT ALoNT LPGTA::

The suspension and revocation of certificate of

competency imposed on institution shall be removed

after review and accepting the compliant submitted

as per the article 32 of this directive.

32. NAPLT hPbidA

32. Complaint Handling

175 .90 NPT 99407098,
PPANC ol T AT ALANT: AN1SY
néM o LI° W ED QA2 AN'T-
PN T, ACPEPT T (avpb-l PC
a7 AJe7 AC’REo- htonk0T

O,

1)

Any person who has compliant related to
issuance, renewal suspension or revocation of
certificate of competency or other administrative
measures taken by the Authority shall appeal to

compliant handling body of the Authority within

7 T AL oC LH @01 one month.

AANAN: ARRova, Pos- 0" hhA

DPlAl LTAAN::

nFA - 0T Part Seven

AL AR &30P

Miscellaneous provisions

33. anlE7 L4 A T1LL 33. Disclosure of Information

1) Qa~amr 075 o9 LCET | 1) The Authority may notify the public
Ph0-C DL gA 14 1m- when there is misconduct by the institutions,
Ten PHNPT 0LI AOT confirmed complaints or on issues that put
PUNLTHANT MG AL o0 the public at risk using any of public
PorrA. PEATT NTT owldEd communication methods.
Ach Al THOE 775 9> Cav1§F
ne L4 ALLCT LTAA::

2) QAAMNr NPT L0148, | 2) As applicable, the Authority may notify the
g°OncC ol public on institutions that are pending or cancel
P L ALHN TS ®L.I° or not renewed their certificate of competencies.




4N PPL LCE T (toophl
ANAY, T ATYT anlEP
AV-NLAAN  ATRRCA A LRCTY
LA

3) 11T a9 Na, NNA 2~ AN
oamC Haw- el ool P
nntPC aa 59> UL ts
aAC P Po4. N7 an (B
DY LTAA:

3) Any person shall get any information except
information that is considered confidential by the
Authority.

34. PAMANCT WP

34. Service Fee

M9 POt 0L PUNICS
a )N\1e @LI° avOlP LCET NPT
9L PANC ol T ATTo N1
A“?AL0: TR ATIVTT RS AP Lo
LPL  RIVERGT AN A
PANAINT ne:e o ANAOA N
Wb AP LTCOIA::

1) Any low risk medical device manufacturer who
seek a new or renewed or replacement of
certificate of competency and pre-licensing
inspection shall pay appropriate service fee to the
Authority.

35. PaoiDN6f £71.07%

35. Transitory Provision

PHY avanl @ RidbA 36 L.TCY°
A0 hao AT AG avaod Par
Nov@-a)-t: (14T Aws P4

AP LT LV avand @ hoNT- 77
9o 11 hoot o0t PHV7
aavd, @ ao4.CA 1A haVTFo-=

Notwithstanding article 36 of this directive, new
applicant and those manufacturers who have
been operating before the issuance of this
Directive, need to fulfill the requirement of this
Directive in 1 year from the effective date of this

directive.

38. avavi P POLASOT LW

LY awand @ (1651 nh “LL0EC Ao h
NANANT LGP €4 10 i Ll
EI°C 14277 LUGTA::

38. Effective date
1)  This directive shall come in to effect as
of the date of its registration with

ministry of justice and its uploading on




official website of the authority.

2651 1C0

Heran Gerba
Ch %L I°NN WG a8

Ethiopian Food and Drug Authority
AA»7AN7

Director General
P S LLNTC

Annex I: General Approach for Classification of Medical Devices Other
than IVD
Application of the classification rules shall be governed by the intended purpose of the devices,

the part of the body affected by the use of the device, the duration of contact with the patient, the
degree of invasiveness, and its direct or indirect risks on the individual as well as public health.

Low risk medical devices for the purpose of this directive are Non-IVD medical devices
classified as class | and IVD medical devices classified as class A. This particular Annex is only
for Non-1VVD medical devices classification rules. The manufacturer shall take into consideration
all classification and implementation rules in order to establish the proper classification for the
device. Where a manufacturer states multiple intended purposes for a device, and as a result the
device falls into more than one class, it shall be classified in the higher class. If several
classification rules in the Authority’s medical device classification guideline apply to the same
device, the rule resulting in the higher classification shall apply and therefore such device shall
not be within the scope of this directive. The list of Low risk Non-IVD medical devices is

provided in Annex V. Please note that the list is not exhaustive.



All non-invasive devices are in
Class | unless one or more of
the rules in the Medical device
classification guideline applies

Body fluid collection devices intended to be used in such
a way that a return flow is unlikely (e.g., to collect
body wastes such as urine collection bottles, ostomy
pouches, incontinence pads or collectors used with
wound drainage devices). They may be connected to
the patient by means of catheters and tubing

Devices used to immobilize body parts and/or to apply
force or compression on them (e.g., non-sterile
dressings used to aid the healing of a sprain, plaster of
Paris, cervical collars, gravity traction devices,
compression hosiery)

Devices intended in general for external patient support
(e.g., hospital beds, patient hoists, walking aids,
wheelchairs, stretchers, dental patient chairs) -
Corrective glasses and frames -Stethoscopes for
diagnosis.

Eye occlusion plasters

Incision drapes

Conductive gels

Non-invasive electrodes (electrodes for EEG or ECG)

Image intensifying screens

Permanent magnets for removal of ocular debris

| -All non-invasive devices are
class I if they are:-

- Devices that provide a simple channeling

function, with gravity providing the force to transport

the liquid, e.g., administration sets for infusion

- Devices intended to be used for a temporary

containment or storage function, e.g., cups and spoons

specifically intended for administering medicines
Syringes without needles

| All non-invasive devices which
come into contact with injured
skin:

are in Class | if they are
intended to be used as a
mechanical barrier, for

- Wound dressings, such as: absorbent pads, island
dressings, cotton wool, wound strips, adhesive
bandages (sticking plasters, band aid) and gauze
dressings which act as a barrier, maintain wound
position or absorb exudates from the wound




compression or for absorption
of exudates.

| All invasive devices with
respect to body orifices, other
than surgically invasive devices
and which are not intended for
connection to an active medical
device or which are intended
for connection to an active
medical device in Class I:

-are in Class | if they are
intended for transient use,

Handheld mirrors used in dentistry to aid in dental
diagnosis and surgery

Dental impression materials

Tubes used for pumping the stomach

Impression trays

Enema devices

Examination gloves

Urinary catheters intended for transient use
Prostatic balloon dilation catheters

if they are used for short term
and only used in the oral cavity
as far as the pharynx, in an ear
canal up to the ear drum or in a
nasal cavity.

Dressings for nose bleeds
Materials for manufacturing dentures

| All surgically invasive devices
intended for transient use (only
reusable surgical instruments),
in which case they are in Class
l.

Scalpels and scalpel handles

Reamers

Drill bits

Saws, that are not intended for connection to an
active device

Retractors forceps, excavators and chisels
Sternum retractors for transient use

| All other active devices are in
Class I.

Active diagnostic devices intended to illuminate the
patient's body in the visible spectrum such as
examination lights or to optically view the body such
as surgical microscopes

Devices intended in general for external patient
support (e.g. hospital beds, patient hoists,
wheelchairs, dental patient chairs)

Active diagnostic devices intended for thermography




Dental curing lights




Annex II: Classification Approaches for IVD Medical Devices

It must be emphasized that even if a particular device type is given as an example, this does not mean that
such devices are in all cases in the class indicated by the example. The following table contains only class A
devices and it is important to refer to the IVD Medical device Classification Guideline for all classes of In
Vitro Diagnostic Medical devices. The list of Low risk 1D devices is provided in Annex V1. Please note

that the list is not exhaustive.

Rule| Explanation ‘ Example

The following IVD medical devices are classified as Class A:

-Reagents or other articles which possess specific characteristics,
intended by the manufacturer to make them suitable for in vitro
diagnostic procedures related to a specific examination.

-Instruments intended by the manufacturer specifically to be used
for in vitro diagnostic procedures.

-Selective/differential
microbiological media
(excluding the
dehydrated powders
which are considered not
to be a finished 1VD
medical device),
identification kits for
cultured microorganisms,
wash solutions,
instruments and plain
urine cup.

-Diagnostic staining
reagent and etc

-Specimen receptacles

-Specimen Collection
receptacles.




ETHIOPIAN FOOD AND DRUG AUTHORITY

Annex III: Certificate of competence for Low-risk medical device Manufacturer

Ref. No. Issued Date:
Expiry Date:

Name :

Product Type:

Owner's Full Name :

Production Manager's Full Name :
Quality Assurance Full Name :

Address of the Manufacturer Site

Region: Addis Ababa

Kebele: House No: new Tel:

This Certificate of Manufacturer competency is issued in fulfillment of the requirements set by the
Authority.

Signature of an Authorized Officer
Warning:

1. The certificate of competence shall be renewed every year, otherwise it will be considered as it is
cancelled.

2. The certificate of competence can be suspended or revoked if the organization is found not working
in compliance with the laws and standards of the Authority

3. Any change such as location, building, product type or technical persons in the organization without
the prior approval of the authority is prohibited.

+251-11-552-41-22 5681 +251-5521392 regulatory@fmhaca.gov.et



Annex IV: Low risk medical device manufacturers professional
requirements

S.No.

Medical device group

Technical/production
manager

quality control
manager

Minimum
required years
of experience

1 Dental devices BSc and above in BSc and above in | 0 year for both
Biomedical Biomedical
engineering, any engineering, any
dentistry areas, and dentistry areas,
related fields in and related fields
medical device areas. | in medical device
areas.
2 Medical Hospital BSc and above in BSc and above in | 0 year for both
furniture Biomedical Biomedical
engineering, engineering,
Mechanical Mechanical
engineering, engineering,
manufacturing manufacturing
technology and other | technology and
related engineering other related
engineering
3 Ophthalmic and optical | BSc and above in BSc and above in | 0 year for both
device Biomedical Biomedical
engineering, related engineering,
professionals in the related
areas of professionals in
ophthalmology the areas of
ophthalmology
4 Surgical instruments BSc and above in BSc and above in | 0 year for both
Biomedical Biomedical
Engineering or Engineering or
professionals in professionals in
related areas related areas
5 Personal protective BSc and above in BSc and above in | 0 year for both
device and dressings Textile engineering or | Textile
other than glove Biomedical engineering or
engineering or Biomedical
professionals in engineering or
related areas professionals in
related areas
6 In vitro diagnostic BSC and above in BSC in Medical | O year for both

devices

Biomedical

laboratory




Engineering or
Pharmacy or Medical
laboratory technology,
or professionals in
related areas

technology,
Chemistry,
chemical
engineering or
professionals in
related areas

7 Laboratory device BSc and above in BSc and above in | 0 year for both
Biomedical Biomedical
engineering, material | engineering,
science, or material science,
professionals in or professionals
related areas in related areas
8 Examination gloves BSC and above in BSC and above 0 year for both
Biomedical in Biomedical
engineering or engineering or
Pharmacy or Chemical | Pharmacy or
Engineering, Chemical
chemistry, Engineering or
professionals in chemistry or
related areas professionals in
related areas
9 Anaesthetic and BSc -and above in BSc -and above 0 year for both
respiratory devices Biomedical in Biomedical
engineering, related engineering,
areas of related areas of
Anesthesiology Anesthesiology
10 Assistive products for BSc and above in BSc and above 0 year for both
persons with disability | Biomedical in Biomedical
engineering, and engineering, and
professionals in other | professionals in
related areas other related
areas
11 Sanitary devices BSc and above in BSc and above 0 year for both
Biomedical in Biomedical
engineering, textile engineering,
engineering and chemistry, textile
professionals in other | engineering, and
related areas professionals in
other related
areas
12 Other low risk medical | To be decided on case by case basis

devices




Annex V. List of Class A IVD Medical Devices and their associated
accessories

1. Hematology, Pathology and microbiology Devices
Anaerobic Chamber.

Animal and Human Sera.

Automated Blood Cell Diluting Apparatus.
Automated Medium Dispensing And Stacking Device.
Automated Sedimentation Rate Device.

Automated Slide Spinner.

Automated Slide Stainer.

Automated Tissue Processor.

© © N o o B~ w DdoRE

Balanced Salt Solutions or Formulations.
Blood Cell Diluent.

N
= o

. Blood Grouping View Box.

-
o

Non-sterile Capillary Blood Collection Tube.

-
w

Cell and Tissue Culture Supplies and Equipment.

-
e

Chromosome Culture Kit.

-
o1

Coagulase Plasma.

-
o

Cultured Animal and Human Cells.

-
~

Device for Sealing Microsections.

-
co

Differential Culture Medium.

[EY
©

Dye and Chemical Solution Stains.

N
o

. Enriched Culture Medium.

N
[y

. Manual Blood Cell Counting Device.

N
N

. Manual Colony Counter.

N
w

. Microbial Growth Monitor.

N
e

Microbiological Assay Culture Medium.



25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.

Microbiological Incubator.

Non-sterile Microbiological Specimen Collection and Transport Device.
Surgical Microscopes

Microtiter Diluting and Dispensing Device.

Multipurpose Culture Medium.

Osmotic Fragility Test.

Ouchterlony Agar Plate.

Radial Immunodiffusion Plate.

Red Cell Lysing Reagent.

Selective Culture Medium.

Staphylococcal Typing Bacteriophage.

Supplement for Culture Media.

Support Gel.

Synthetic Cell and Tissue Culture Media and Components.

Thromboplastin Generation Test.

2. Medical Laboratory general use devices :-

alcohol burner,

ASR stand

Auto samplers

Baths and Circulators
Beaker

Bellows

Biohazard hood
Biohazard Bags,
Bioreactors

Blenders

blood sedimentation pipettes,
Bunsen Burner
burettes,

Casework
Non-sterile clamps,
Cleanrooms

Cover Glass,
Crucibles

Cryo Vial,


https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/autosamplers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/baths-and-circulators
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/bioreactors
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/casework
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/cleanrooms
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/crucibles

20.
21.
22.
23.
24,
25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45,
46.
47.
48.
49.
50.
51.
52.
53.
54,
55.
56.
57.
58.
59.

Cryostats and Dewars

Desiccator Cabinets

Desiccators

Digesters

Dispensers

Medical laboratory Dissolution Systems
Medical laboratory Distillation Equipment
Dropper,

Dryers

ESR Stand,

ESR Tube

Evaporation Systems

Exhaust Fans and Blowers

Faucets

Filter Paper

Flasks,

Medical laboratory Fume Hoods
Funnel,

Glass jars,

Glass roods,

Glass Tube

Glove Boxes and Isolators
Homogenizers

Laboratory Incubators

Jugs,

Labeling tapes

Medical Laboratory Balances

Medical Laboratory Furniture, Storage,
Medical Laboratory Furniture, Casework,
Medical Laboratory Furniture, Carts
Medical Laboratory glass wares
Medical Laboratory supplies beakers,
Medical Laboratory heating plates
Medical Laboratory Ovens

Medical Laboratory Reactors

Medical Laboratory Stirrers

Medical Laboratory Valves

Medical Laboratory Shakers

Medical Laboratory Mixers

Lens Cleaning Tissue Paper


https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/cryostats-and-dewars
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/desiccators
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/digesters
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/dispensers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/dissolution-systems
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/distillation-equipment
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/dryers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/evaporation-systems
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/exhaust-fans-and-blowers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/faucets
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/fume-hoods-and-enclosures
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/glove-boxes-and-isolators
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/homogenizers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-balances
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-ovens
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-reactors
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-shakers-mixers-and-stirrers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-valves
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-shakers-mixers-and-stirrers
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/laboratory-shakers-mixers-and-stirrers

60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.
91.
92.
93.
94,
95.
96.
97.
98.
99.

Measuring Cylinder,
Measuring jugs
Micropipettes,

Microscope Slide
Microscope lamp
Microscope lenses

Mills / Grinders
Non-sterile Neck Tube,
Petri Dish

Non-sterile Pipette Single/ Multi- Channel,
Non-sterile Pipettes
Non-sterile Plastic Tube
Polypropyl cylinders,
Positioning Equipment
Medical Reagent Bottle
Ring Pessary

Rotary microtome

Safety Box,

Safety cabinet

Sample Stool Container
Sample Urine Container
Sinks

Sonicators

Specimen receptacles; blood, tissues, urine, etc.(tubes)
Sprit Lamp,

Stirrer

Stool Container,

Stoppers,

Test tube racks

Test Tube Stand,
Non-sterile Test tubes,
Tourniquet,

Tubing, Fittings and Piping
Urine Cup,

Non-sterile Volumetric pipettes.
Non-sterile Vacutainer
Wash basins

Wash Bottle

Water Bath

Opalic ABO slide plate


https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/mills-grinders
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/positioning-equipment
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/sinks
https://www.labequipmentandsupplies.com/category/general-laboratory-equipment/tubing-fittings-and-piping

100.Non-sterile Centrifuge Tube,
101. Non-sterile Pipettes
102.Bunsen Burner

103. Non-sterile Capillary Tube
104. Wax

105.Non-sterile Wooden Applicator

3. In Vitro Fertilization Media

a. IVF Media for Oocyte Handling:-
Oocyte Obtaining

Oocyte Processing

Oocyte In Vitro Maturation
Oocyte Polar Body Biopsy
Oocyte Cryopreservation
Oocyte Storage

Oocyte Thawing

Oocyte Transport

b. IVF Media for Sperm Handling
Semen/Sperm Obtaining
Semen/Sperm Processing
Semen/Sperm Cryopreservation
Sperm Storage
Sperm Thawing
. Sperm Transport
c. IVF Media for Zygote Handling
1. IVF with Insemination
2. IVF with Intracytoplasmic Sperm Injection
3. Zygotes Maintenance
4. Zygote Intrafallopian Transfer (ZIFT)
d. IVF Media for In vitro Embryo Handling
In Vitro Embryo Obtaining
In Vitro Embryo Culture And Assessment
In Vitro Embryo Biopsy
Assisted Hatching
In Vitro Embryo Cryopreservation
In Vitro Embryo Storage
In Vitro Embryo Thawing
In Vitro Embryo Transport
Embryo Transfer (Et)
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Annex VI. List of Class I Non-IVD Medical Devices

4. Anesthesiology Devices

1. Airway exchange guide

Anesthesia Stool.
Anesthetic Cabinet, Table, or Tray.
Blow Bottle.
Breathing Tube Support.
Absorbent, carbon dioxide
Cardiopulmonary Emergency Cart.
Cast cutter
Cuff Spreader.
Ether Hook.

© O N o a bk~ DD
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. Gas Collection Vessel.

[EEN
N

Gas Flow Transducer.
Gas Mask Head Strap.

I
> w

Gas Pressure Calibrator.

[EEN
o

Gas Volume Calibrator.

-
S

Heat and Moisture Condenser (Artificial Nose).

-
~

Inhaler spacer

-
©

Manual Algesimeter.

Medical Gas Yoke Assembly.

N -
S ©

Medicinal Non-ventilatory Nebulizer (Atomizer).

N
[

. Non-powered Oxygen Tent.

N
N

. Nose Clip.

N
w

Patient Position Support.

()
ha

Posture Chair for Cardiac or Pulmonary Treatment.

)
o

Pressure Tubing.

[N)
o

Rebreathing Bag

N
~

. Reservoir Bag.



28. Stethoscope Head.

29. Switching Valve (Ploss).
30. Tee Drain (Water Trap).
31. Non-heated Humidifier
32. Tracheal Tube Stylet.

. Cardiovascular Devices

Blood pressure cuff
Defibrillation pads
Gel, ultrasound

Line Isolation Monitor

1

2

3

4

5. Paper Chart Recorder.
6. Portable Leakage Current Alarm.
7. Prosthetic Heart VValve Holder.

8. Prosthetic Heart Valve Sizer.

9

. Spirometer (manual)
. Sanitary devices

1. Adult dippers

2. Menstrual Pad

3. Baby dippers

4.  Baby wipes

Dental Devices
Acrticulation Paper.

Dental Articulator.

Dental Protector.

Backing and Facing for an Artificial Tooth.
Base Plate Shellac.

Bite block

Cryogenic spray, dental.

Dental abrasives.
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Dental absorbent.
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Dental Amalgam Capsule.



11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
217.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.

Dental Amalgamator.

Dental broach.

Dental Bur.

Dental caries detector, electrical impedance.
Dental caries detector, optical induced fluorescence.
Dental Chair and Accessories.
Dental rubber dam.

Dental rubber dam clamp

Dental rubber dam frame

Dental rubber dam punch

Dental rubber dam clamp forceps
Dental dry field device.

Dental dry field kit.

Dental Extraction Kit.

Dental file rasp

Dental margin finishing file

Dental plastic filling material file
Dental Floss.

Non-sterile Dental forceps.

Dental implant debridement brush.
Dental implant extractor.

Dental prosthetic teeth bar.

Dental impression material syringe
Dental impression material mixer

Dental model duplicate agar impression material

Dental model duplicate elastomeric impression material.

Dental impression tray.
Dental mirror.
Dental Operating Light.

Dental Operative Unit and Accessories.



41.
42.
43.
44,
45.
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.

Dental placers.

Dental pulp testing electrode gel.
Dental root canal reamer

Dental ring.

Dental scaler, manual.

Dental scalers, pneumatic.

Dental scalers, rotary.

Dental scalers, ultrasonic.

Dental scaling system, pneumatic.
Dental scaling system, rotary.
Dental scaling system, ultrasonic.
Dental sectional matrix band.
Dental shaded pontic kit.

Dental solution, scaling.

Dental wedge.

Dental X-Ray Exposure Alignment Device.
Dental X-Ray Film Holder.
Dental X-Ray Position Indicating Device.
Denture liner/dental cushion.
Disposable Fluoride Tray.
Electrode Gel for Pulp Testers.
Elevators, Dental.

Endodontic Paper Point.
Endodontic Silver Point.
Facebow

Fiber Optic Dental Light.
Fixture/appliance dental drill.
Gingiva bleaching protector.
Gingival Fluid Measurer.

Gingival retraction cord, non- medicated.


http://www.gmdnagency.com/NavigatorPopUp.aspx#136141
http://www.gmdnagency.com/NavigatorPopUp.aspx#136141

71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.
91.
92.
93.
94.
95.
96.
97.
98.
99.

Gingival retraction kit.

Gingival retraction solution.
Gold or Stainless Steel Cusp.
Heat Source for Bleaching Teeth.
Impression Tube.

Intraoral Dental Wax.

Jaw Tracking Device.
Lead-Lined Position Indicator.

Manual Toothbrush.

Massaging Pick or Tip for Oral Hygiene.

Mouth guard, preformed.

Non-medicated dental surgical procedure kit

Oral Cavity Abrasive Polishing Agent.

Oral wound dressing.

OTC Denture Cushion or Pad.
Pantograph.

Toothbrush, powdered
Toothbrush, non-powdered
Preformed Impression Tray.
Preformed Tooth Positioner.
Prophylaxis Cup.

Resin Applicator.

Resin Impression Tray Material.
Rubber Dam and Accessories.
Saliva Absorber.

Silicate Protector.

Teething Ring.

Tooth preservation Kit.

Warm-bonded endodontic obturation system.



8. Ear, Nose, And Throat Devices

1.
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22.
23.
24.
25.
26.
27.
28.
29.

Acoustic Chamber for Audiometric Testing.

Air Caloric Stimulator

Water Caloric Stimulator

Anti-stammering Device.

Audiometer Calibration Set.

Bone Particle Collector.

Ear irrigation Syringe

Ear, Nose, and Throat Drug Administration Device.

Ear, Nose, and Throat Examination unit

Ear, Nose, and Throat Treatment Unit.

Ear, Nose, and Throat Fiberoptic Light Source and Carrier.
Non-sterile Ear, Nose, and Throat Manual Surgical Instrument.
Earphone Cushion for Audiometric Testing.

Epistaxis Balloon.

External Nasal Splint.

Intranasal Splint.

Mirror; ENT,

Headband mirror,

ophthalmic mirror,

mouth mirror

General & plastic surgery mirror.

Nasal aspirator, manual.

Nasal Dilator.

Powered Nasal Irrigator.

ENT SET.

Short Increment Sensitivity Index (Sisi) Adapter.
Toynbee Diagnostic Tube.

Hearing aid accessories:- batteries,

Hearing aid accessories, Cleaning tools



30.
31.
32.
33.

Hearing aid accessories, Assistive listening devices
Hearing aid accessories, Hearing aid dryer/dehumidifier
Hearing aid accessories, Bluetooth streaming devices

Hearing aid accessories, Carrying case

9. Gastroenterology-Urology Devices

© ©o N oo a bk~ w0 Dd e

N N o
o &~ W NN B O

16.

Compression dressing.

Non-sterile Enema Kit.
Gastroenterology-Urology Accessories to a Biopsy Instrument.
Gastroenterology-Urology Evacuator.
Hernia Support.

Interlocking Urethral Sound.

Ostomy Pouch and Accessories.
Protective Garment for Incontinence.
Rectal Dilator.

Revolving stool.

Ribdam.

Stomach PH Electrode.

Urethral Dilator.

Urine Collector (urine bags)
Urological Clamp.

Urological Table and Accessories.

10. General And Plastic Surgery Devices

1.

2
3
4.
5
6
7

Air-Handling Apparatus Accessory.
Non-sterile Amputation Set.

Bed sheets for hospital beds.
Dilation & Curettage Instrument Set.
Non-sterile Dissecting Set.

Drape Adhesive.

Dressing Instrument Set.



10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.

Elastic Adhesive Bandage.

External Aesthetic Restoration Prosthesis.
External Facial Fracture Fixation Appliance.
External Prosthesis Adhesive.

Eye Pad.

Manually operated Keratome

Non-sterile Crescent Knife.
Refractokeratometer

Head Light.

Hooks.

Hydrophilic Wound Dressing.

Inflatable Extremity Splint.

Non-sterile Mastectomy Instrument Set.
Non-sterile Micro Neuro Surgery Set.
Non-sterile Midwifery Instrument Set.
Non-sterile Minor Basic Surgery Set.
Non-sterile MVA Instrument Kit.
Needle-Type Epilator.

Non-inflatable Extremity Splint.
Nonpneumatic Tourniquet.

Nonpowered, Single Patient, Portable Suction Apparatus.
Non-resorbable Gauze/Sponge for External Use.
Occlusive Wound Dressing.

Operating Tables

Operating Chairs

Organ Bag.

Pliers.

Pneumatic Tourniquet.

Reusable surgical instrument for transient use supplied as non-sterile (not for use

in respiratory, cardiac or neurological system).



37. Silicone Sheeting.

38. Skin Marker.

39. Speculum

40. Reusable suction unit bottle
41. Blood sampling suction unit
42. Suits for patients,

43. Surgical Camera

44. Surgical Microscope

45.  Suture Retention Device.
46. Towels.

47. Tweezer-Type Epilator.

11. General Hospital And Personal Use Devices
1. Absorbent cotton roll.

2. Absorbent Cotton Wool.

3. Absorbent gauze roll.

4.  Non-sterile Absorbent Tipped Applicator
5.  Plaster of Paris Bandages.

6.  Elastic Adhesive Bandages.

7. Cotton Crepe Bandages.

8.  Soft Roll (Cast Padding).

9.  Glutral Disinfectant Solution for disinfecting surgical instruments.
10. Povidone — lodine Solution.

11. Urine Collection Bags.

12.  Mucus Extractor.

13.  Trolley Cover.

14. Caps.

15. Shoe Covers.

16. Leg Covers.

[EEN
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Mattress Cover.



18. Wood's Fluorescent Lamp.

19. General culture media (non-selective)
20. Powered Medical Examination Light.
21. Non-powered medical examination light
22. Administration sets for gravity infusion.
23. Apgar Timer.

24. Autoclave Indicator Tape.

25. Baby crib with matters mobile/fixed.
26. Battery-Powered Medical Examination Light.
27. Bed Board.

28. Bed pan.

29. Bed side lockers,

30. Body Waste Receptacle.

31. Bowls, lotion.

32. Burn Sheet.

33. Cast Cover.

34. Cerclage Wire.

35. Clinical Color Change Thermometer.
36. Cotton ball.

37. Cotton roll, general-purpose.

38. Thermometer Cover

39. Doctor chair.

40. Doctor’s coat.

41. Dressing and sterilization drums.

42. Dressing jars with cover.

43. Elastic Bandage.

44. Enemacan (irrigator) set.

45. Examination bed.

46. Examination Gown.

47. Gloves, examination.



48.
49.
50.
51.
52.
53.
54.
55.
56.
S57.
58.
59.
60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.

Hammer

Hand-Carried Stretcher.

Hospital beds, general-purpose, manually- operated .
Hospital beds, hydraulically-powered
Hospital beds, electrically-powered
Hospital Washing machine.

Ice Bag.

Ice-pack Freezers.

Immobilizer; wrist,

Immobilizer, ankle,

Immobilizer, elbow,

Immobilizer, arm,

Immobilizer, knee,

Immobilizer, shoulder,

Immobilizer, whole body.

Infusion set accessory, caps

Infusion set accessory, Connectors
Infusion set accessory, Adaptors
Infusion stopcock

Gravity pour infusion administration set without needle
Set for nutrition infusion

Infusion Stand.

Irrigating Syringe.

Lamb Feeding Nipple.

Lamps.

Lice Removal Kit.

Liquid Bandage.

Liquid Crystal Vein Locator.

Liquid Medication Dispenser.

Mattress Cover For Medical Purposes.



78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.
89.
90.
91.
92.
93.
94.
95.
96.
97.
98.
99.

100.
101.
102.
103.
104.
105.
106.
107.

Medical Absorbent Fiber.

Skin approximate Tape

Surgical tape to temporarily hold organs

Adhesive Bandage.

Medical Chair

Medical Table.

Medical Disposable Bedding.

Non-sterile Medical Disposable Scissors.

Medical folding screens.

Medical Insole.

Medical Support Stocking, For General Purpose.
Neonatal Eye Pad.

Nipple Shield.

Non-Ac-Powered Patient Lift

Patient lifts and transfer aids

Patient transport chairs

Patient stretchers

Nonpowered Flotation Therapy Mattress.

Operation Light.

Operation Table.

Patient restraint.

Pediatric Position Holder.

Shoe cover, Personal protective devices for medical use
Eye google, Personal protective devices for medical use
Examination gown, Personal protective devices for medical use
face shield, Personal protective devices for medical use
resuscitation shield, Personal protective devices for medical use
manual pressure Infusor for I.V. Bag.

Protective Restraint.

Refrigerator Tag.



108. Ring Cutter.

109. Scalpel handles.

110. Sharp Container.

111. Skin Pressure Protectors.

112. POB Bandage.

113. Splint set.

114. Stand-On Patient Scale.

115. Sterilization drum stand.

116. General examination chair.

117. Surgical light mobile.

118. Temperature Regulated Water Mattress.
119. Therapeutic Medical Binder.

120. Therapeutic Scrotal Support.

121. Thermal papers.

122. Tongue Depressor.

123. Tourniquet strap.

124. Non-active automatic traction unit
125. Non-active automatic intermittent traction unit
126. Non-active simplified traction unit
127. Instrument Trolley,

128. Dressing Trolley,

129. Medicine Trolley,

130. Stretcher Trolley

131. Medicine envelope.

132. Patient Screen.

133. Stretcher Foldable.

134. Foot Step.

135. Kick Bucket.

136. Examination Couch.

137. Overbed Table.



138.
139.
140.
141.
142.
143.
144.
145.
146.

ICU Bed.

Ultralow freezers.

Uterine Aspiration Set.

Vaccine refrigerators and ice-pack freezers.
Vaccine Transport Boxes.

Vein Stabilizer.

Washers for Body Waste Receptacles.
Patient weight scale, adult,

Patient weight scale, pediatric

12. Neurological Devices

1.
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Ataxiagraph.

Clip Forming/Cutting Instrument.

Clip Rack.

Clip Removal Instrument.

Cranial Drill Handpiece (Brace).
Cranioplasty Material Forming Instrument.
Electroencephalograph Electrode
Electroencephalograph Lead Tester.
Electroencephalograph Test Signal Generator.

Evoked Photon Image Capture Device.

. Leukotome.

Microsurgical Instrument.
Neurosurgical Chair.
Neurosurgical Headrests.
Percussion hammer, palpatory.
Percussor.

Pinwheel.

Skull Plate Anvil.

Skull Punch.



20.
21.
22.
23.

Skull plate Screwdriver.
Tuning Fork.
Two-Point Discriminator.

Ultrasonic Scanner Calibration Test Block.

13. Obstetrical and Gynecological Devices

1.
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10.

Amniotic Fluid Sampler (Amniocentesis Tray).

Assisted Reproductive Microscopes And Microscope Accessories.
Couch, Gynecology

Delivery beds

Fetal Stethoscope.

Heavy Duty Rubber gloves

Non-powered Breast Pump.

Unscented Menstrual Pad.

Vaginal speculum

Viscometer for Cervical Mucus.

14. Ophthalmic Devices
1.
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Adaptometer (Biophotometer).
Amsler Grid.

Anomaloscope.

Bagolini Lens.

Eye Drapes

Chart, eye;, colour discrimination
Closed-Circuit Television Reading System.
Color Vision Plate Illuminator.
Color Vision Tester.

Contact Lens Inserter/Remover.
Corneal Inlay Inserter Handle.
Corneal Radius Measuring Device.
Diagnostic Condensing Lens.

Diagnostic Hruby Fundus Lens.



15.
16.
17.
18.
19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,

Distometer.

Electronic Vision Aid.
Euthyscope.

Exophthalmometer.

Eye Charts

Flexible Diagnostic Fresnel Lens.
Fornixscope.

Fusion and Stereoscopic Target.
Gonioscopic Prism.

Haidinger Brush.

Haploscope.

Headband Mirror.

Image Intensification Vision Aid.
Intraocular Lens Guide.
Keratoscope.

Lens Measuring Instrument.
Low-Power Binocular Loupe.
Low-Vision Magpnifier.
Low-Vision Telescope.

Maddox Lens.

Magnifying Spectacles.

Manual Refractor.

Maxwell Spot.

Nasolacrimal Compression Device.
Nearpoint Ruler.

Nystagmus Tape.

Operating Headlamp.
Ophthalmic Bar Prism.
Ophthalmic Bar Reader.
Ophthalmic Chair.



45.
46.
47.
48.
49.
50.
51.
52.
53.
54,
55.
56.
57.
58.
59.
60.
61.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.

Ophthalmic Contact Lens Radius Measuring Device.
Ophthalmic Eye Shield.

Ophthalmic Fresnel Prism.

Ophthalmic Instrument Stand.

Ophthalmic Instrument Table.

Ophthalmic Knife Test Drum.

Ophthalmic Lens Gauge.

Ophthalmic Operating Spectacles (Loupes).
Ophthalmic Prism Reader.

Ophthalmic Projector.

Ophthalmic Refractometer.

Ophthalmic Rotary Prism.

Ophthalmic surgical instrument (non- sterile)
Ophthalmic Surgical Marker.

Ophthalmic Trial Lens Clip.

Ophthalmic Trial Lens Frame.

Ophthalmic Trial Lens Set.
Ophthalmoscope

Optical Vision Aid.

Optokinetic Drum.

Non-sterile Ophthalmic Blades / Knives
Perimeter.

Permanent Magnet.

Prescription Spectacle Lens.

Pupillograph.

Pupillometer.

Retinal camera

Retinoscope.

Schirmer Strip.

Simulatan (Including Crossed Cylinder).



75.
76.
77.
78.
79.
80.
81.
82.
83.
84.

Skiascopic Rack.

Spectacle Dissociation Test System.
Spectacle Frame.

Stereopsis Measuring Instrument.
Stereoscope.

Sunglasses (Nonprescription).
Tangent Screen (Campimeter).
Tonometer Sterilizer.
Transilluminator.

Visual Acuity Chart

15. Orthopedic Devices

1.
2
3
4
S.
6
7
8
9

10.
11.
12.
13.
14.
15.
16.
17.
18.

Calipers for Clinical Use.

Cast Component.

Cast Removal Instrument.

Cement Dispenser.

Cement Mixer for Clinical Use.

Cement Monomer Vapor Evacuator.

Cement Ventilation Tube.

Corrective back brace

Depth Gauge for Clinical Use.

Goniometer.

Leather components of orthopaedic appliances
Manual Cast Application and Removal Instrument.
Noninvasive Traction Component.
Nonpowered Dynamometer.

Nonpowered Goniometer.

Nonpowered Orthopedic Traction Apparatus
Orthopedic Surgical Instruments

Protractor for Clinical Use.



19. Template for Clinical Use.
16. Physical Medical Devices
1. Arm Sling Pouch
. Patient Handling Patient Specific Sling - Lift, patient transfer, sling/harness/strap
. Sling bandage
. Walkers

. Cervical Collar

. Leg Support

. Walking Stick

. Philadelphia Collar
10. Chest Support
11.  Skin Traction Kit

2
3
4
5. Crutches
6
7
8
9

12.  Surgical Splint

13. Crepe Bandage

14. Elastic Bandage

15. POP Bandage

16. Gauze sponge

17. X-ray detectable gauze

18. Non-woven gauze

19. Cane, and Walker Tips and Pads.
20.  Chilling Unit.

21. Cold Pack.

22. Congenital Hip Dislocation Abduction Splint.
23. Daily Activity Assist Device.

24. Daily Activity Assist Device.

25.  Denis Brown Splint.

26. Exercise Component.

27. External Limb Orthotic Component.



28.
29.
30.
31.
32.
33.

34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.
46.
47.
48.
49.
50.
51.
52.
53.
54.
55.
56.

External Limb Prosthetic Component.
Flotation Cushion.

Force-Measuring Platform.

Hot or Cold Disposable Pack.

Intermittent Pressure Measurement System.

Orthosis; Limb, shoulder, elbow, wrist, hand, hip, knee, ankle, foot, finger,

footwear insert, spine

Manual Patient Rotation Bed.

Mechanical Chair.

Mechanical Table.

Mechanical Walker.

Moist Heat Pack.

Non powered Lower Extremity Pressure Wrap.
Nonpowered Sitz Bath.

Plinth.

Powered Exercise Equipment.

Powered Finger Exerciser.

Powered Heating Unit.

Powered Table.

Pressure relieving mattress/ pads
Pressure-Applying Device.

Ptosis Crutch.

Prosthetic and Orthotic Accessory. Orthotic footwear
Self-exam pad, breast

Therapeutic Massager.

Therapeutic Vibrator.

Traction Accessory.

Truncal Orthosis.

Walking aids; crutch, frame, table, and stick Crutch.

Wheel chairs



57. Wheelchair, attendant/occupant driven,

58. Wheelchair, attendant/occupant driven,

59. Wheelchair, attendant/occupant driven, rear wheels, non-collapsible, etc.
60. Wheelchair Accessory.

61. Wheelchair Component.

62. Wheelchair Platform Scale.

63. Wheelchairs (manual)

64. Wheelchair (powered)

17. Radiology Devices

Diagnostic X-Ray Tube Mount.

Light Beam Patient Position Indicator.
Operating room surgical light

Light; headlamp, headlight, headband
Manual Radionuclide Applicator System.
Medical display screen; LCD monitor
Medical Image Communications Device.

Medical Image Storage Device.
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Nuclear Anthropomorphic Phantom.
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. Nuclear Flood Source Phantom.

-
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. Nuclear Scanning Bed.

=
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. Nuclear Sealed Calibration Source.

=
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. Nuclear Uptake Probe.
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. Personnel Protective Shield.
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. Radiation shield; apron, bib, blanket, eye, thyroid

=
»

. Radiographic Anthropomorphic Phantom.

-
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. Radiographic Film llluminator.

=
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. Radiographic Film Marking System.

=
O

. Radiographic Grid.

N
o

. Radiographic Head Holder.



21.
22.
23.
24,
25.
26.

Radiographic Intensifying Screen.

Radiologic Patient Cradle.

Radionuclide Test Pattern Phantom.
Software, image viewing and recording only
Wall-Mounted Radiographic Cassette Holder,

X-ray viewer box



