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(SHERFIE])
BRI FAETEMR - EERB (Ethiopian Food and Drug Authority : EFDA) TOEBMIREHFENMNE., FERICITEES.
BEENSH6HAMNND (ERR(FEHANRIEENERM) .

B SERCEIRELE

ZSZPDF (=3B

http://apps.who.int/medicinedocs/documents/s23057en/s23057en.pdf

XEFDADBIEEM « EEM - RMETIETET (FMHACA) (CXB2014898BDETIR, T ICmEBRERR(ICEE (IR
WBDD., —BMEILERMNH D, IRTEEFDA(CTERETH,

BEEEDORMIBERN E L TROSNDELE
(52678, Annex I, 10. List of Documents Attached with This Applicationd D #&#%)
. Agency agreement
. Certificate of compliance with international standards
. GMP Certificate (EZFEm®D#*) /Free Sale Certificate
Summary Technical Documentation
. Device design and manufacturing
. Finished product specification
. Analytical performance for IVD
. Stability study, where applicable
. Labeling
10. Essential Principle Checklist for device conformity to safety and performance
11. Others (please indicate type of document other than those mentioned above)

X7xF. USFDA. Health Canada. European Union. BADELF5EE (Ministry of Health, Labour and Welfare) .
Therapeutic Goods Administration (Australia). X(IZWHO Prequalification Program(CE#FEN T\ &G (L. EFDAT
DEFRNIES (12D,
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TZ7EITEESEYICDVTIE. =772 %F (Kenya Bureau of Standards, KEBS) WEHDEEBSIRITOT S I
(PVoC) (CED<KEEBAIIE(CoC. Certlﬁcate Of Conformity) DERSME ., CoClE1ERIB®.

BADBSERE - SREHEET © Intertek. Cotecna. SGS (201951188 )

(HFr)
PVoC~_—a177)L : https://www.kebs.org/index.php?option=com content&view=article&id=253&Itemid=506
g A TFEST © https://www.jetro.go.jp/world/africa/ke/trade 05.html

(SFFIE]

B EEHUSERDIUEERTMATIIC(E. EER - BEYWES (Pharmacy and Poisons Board, PPB) ANDEmEFNANE &
23 (EiR(IEARIBENERM) .
PPB : https://pharmacyboardkenya.org/

XEBEHEESRTDU X TCIGU., 48R (A~D) (CHFEEIND. BEODFEEH (I THA MO SERRTE D,
https://products.pharmacyboardkenya.org/ppb admin/pages/system reports public.php

mPPBEIR(CEIL T
- PPBEER(C(. mEBEMEEIAL LTISO13485,. FDA. E45SEET £169 SADHESG. CEN—JRENKE,
- PPBEER(ISFRIBRN (EBEFOIEE)

(HP)
PPB : https://pharmacyboardkenya.org/
PPBH RS1>
https://pharmacyboardkenya.org/files/?file=Final%20Guidelines%20for%20Medical%20Devices%20and%20IVDs.p
df
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BT UTPADEECE, (FEITRTORBICENT. INSHHSICEET DBEFHMET 0TS L (SONCAP) DFREENWE,
XEZU. EFEm. ERBZEMIEISONCAPSRIFREAZDANNmEIED TS, (TELER)

m SONCAPERIEEYS (SO D FIR

1. SR ELHEESE (L. S4OMmEEES (Bill of Lading) (I3 LU TRBRERZITL). SONCAPRRIAE
(Product Certificate : PC) % Hu 3‘50

2. BREEFORICE. REBEEDRRE (TBER) MEHBMTFsnTtund,

3. B@mERFE. RAESHZEC T, SONCAP%%EF;‘:.:IEHHE%d‘f(ﬁI'JT?I‘;,‘—‘;Z’%ﬂ:ff%!%ﬁ (SON) (CEREET .

4. RBASHNSHTERIRE (Pre-shipment Inspection : PSI) Z%(1. WMEHBEYHRBAS EBES L TULD S ENVHER
INE. RBESANSESAE (Certificate of Conformity : CoC) MEITEZ TS,

5. 7T U7 THBMHERE (Destination Inspection : DI) =21 3R(C. BEEILAZSDIRRZERDBNDZ ENGDD.

BARO®RERE : 1>5—5vo, OFTF. SGS

(SERBIRE]
mEER. BERE CHERSE) MCOVTE. BREEREEF (National Agency for Food and Drug Administration and Control,
NAFDAC) "DEEHIFEFNNE

m NAFDACEREEEUS (CHh'h D FIE

. BREEREERS (NAFDAC) OESFR—FILY A R T, ZEIDRFESZHEAT D,

. BEEE. WEEM () ZNAFDACICIRH I 5.

. BHEBICEIRTDE. BRY T ILOMASFIARITEIND,

. NAFDACICE R Y > TIL =X G L. B2 TIEBEEZ(TD.

CBUSIRE (T15) OFEMREZXITD.

. WO TH > TILDREI D

. IRIZERA.

. KEREE - NAFDACESRES DS,

X FREEDERFE(L. NAFDACESR/R—AILHY & (NAPAMS) m5aJgE.  (http://registration.nafdac.gov.ng/default.aspx)

cOONOUThA, WN -

XEMN'SONCAPE U K (INAFDACDH EESDFHiE (CHHT DMNCDNTIE. BARDIREWXRE (CHEEE I D20EN DD,

(HP)

- https://www.jetro.go.jp/world/africa/ng/trade_02.html

- https://www.nafdac.gov.ng/wp-content/uploads/Files/Resources/Guidelines/R_and_R_Guidelines/IIMPORTS/Guidelines-for-the-
Registration-of-Imported-Medical-Devices.pdf
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B — RARD—)LBAFIE. MABYICH U, AR UM TOBESMREIERE (Verification of Conformity: VOC) Z&EFE{T
(F1z. BAFH RO ARBHENRITI DESIIAE (COC) ZEUS I d3nNEND B,

BAFHETERREE : 1 >45—FTwvJ, SGS, Ea—0O—RUSR, OAF0F

(FR) https://www.jetro.go.jp/biznews/2018/05/8872a78bcfblala8.html

BVOCOMRERBMB(FILIITIL—F(CHFEENTUD., EFEMIRFCDVWTIIE2FE(CZH I BmE (HS9018/19/21/22(F
) AdD., O— RO —ILLUBHAEDHDLZEIHUE - BECEASUTCVINEN DD, FEEMEBRONDEEE. TDOMEIX -
MEEESE (CK D ERDIED., FHETERCHEULD E U TV IEROFREHREIRRTL. MEEEICBSUIEAN KL,

(P O— b/RD—)LEEE - EEEHP "Liste des produits soumis au Programme VOC"
http://www.commerce.gouv.ci/commerce.php?id=24&cod=2&idcom=6

(EFBIE]

B 11— RO —)URBAES - Em - s8B&FT/S (Direction de la Pharmacie, du Medicament et du Laboratoire,
DPMLX) A\, IRMIEEZE L. EEESRSIRZ I DNEND D,
XIRTE(FAIRP (Autorité Ivoirien de Régulation Pharmaceutique RESBEEIRF) (C(EE
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SNTUVRLY,

O EEYEL (1975F45E155) - AEITIARE] (1973F883H. #RAIFE13325) ([CTHEHREER I Dikss(d. R4
BOMEBHFEIER (NDOH) (CEIRITDIUNENSHDCEZMRELTULD,

oA, g, ME. T2(CEAITIZTDMOMRHIIFIELR, KFEREERY —EXIREE L. EBRESOZEEETR
ZET A NI BEHDEFDAET EEIBEFZREL THD. BECNSDERFE. CEX—2&EBI°FDA. SABS (B 7D
UNiEER) OERREOREKEOEMZBIZL TCWDEZERL TS,

(HFr) BV JUNhDEEKESEZEDESE (201543A8)
https://www.jetro.go.jp/world/reports/2015/02/d93c38ed7c9df588.html

[EFRHIEE)

B ERRNUBEEMEEL (1965F451015) OWIEZE (20085456725, 2015F:456145) (CT. EFEESRE. A
FICEIR T D EMNKROENTNDS (BERESEARIBENEM,)

XEFRIE(E. IERDERERREFEZS (Medicines Control Council, MCC) M5, I]REF2017F7B(CRIESNIEmE I T U HE
RGBT (South African Health Products Regulatory Authority, SAHPRA) (CFiTSNTULD,
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AR ]
BT M, F—Ov/EE#EESFRAI] (European Medical Device Regulation) 93/42/EECH KU DEERR

2007/47/ECICERL U e 2T NEEHZARAIDVER (CED A TV DERECH D BRRARSI(F730N.

[SEREIE]
BT MREE - AOBRTOIST MEESRT (Egyptian Drug Authority, EDA) DHIREEERF (Central Administration

of Pharmaceutical Affairs, CAPA) ZiEU T, EFEHSS - REOERZITOVEND D, SiREAGR(E. CAPAMREIEDES
NEH,

XSS DIEACKDARBER(IER D, FEDEADKSE SHFHINREFENEEITD—H T, TOMDIEBRIEREZFR CTH
D, VSR DIFBREBROBEZERE, D TCOERKEREIST MCBIFTIERFHRED—DE UV TRERCSIFDEHK

z<nno

SELEANMETH D, MR T, ITZT hHIHFEADIEH(CIEIEINCERY —F> T %DV FFDASEAENE L1282 D,

(EF) I27 MCBITFBEEEESSOE AT (2015F128)
https://www.jetro.go.jp/world/reports/2015/02/6d834e31450708c0.html
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mREEH2015F7H98MET (2008FEA. 201248E]) ([CLD. PIL>T U FERTRESN TV D RENRUERHES (J8 AN AL
ENTVD., AERMIMNREE VR MMCERERE3S7M4,. ERESR114 (BITEE. T58s. WM. H—U%) Miedsncund
DX S IBEIFEFTSND 26, Eal(CHREEENNE,

ZZURL: (ILEEDF. 28H)
https://www.joradp.dz/FTP/JO-FRANCAIS/2015/F2015062.pdf
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m2018FE7H2BMHMRMEEGE18-11)IC KD, EBEHIRIUTD2DICHFEEINDS,

(1) EEtgas (Htt, tEmEERMm)
Bz . [REAX®S (Equipment Directorate of the Ministry of Health)
BMAFHE | REEARBENFEITIT DS RBENEREND.

(2) EE - EEtEEs (2i%)
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