MINISTRY OF HEALTH

PHARMACY AND POISONS BOARD
(Section 3B(2)(e) of the Pharmacy and Poisons Act, Cap 244 Laws of Kenya)

MEDICAL DEVICE REGISTRATION CERTIFICATE

This Registration Certificate is issued to

TRANSAFRICA MEDICAL SUPPLIES LTD

for distribution and sale of

BONDENT UNITS

-

Registration Number: MD/2023/900

Certificate Valid Until: 13th June 2028

Registration Date: 14th June 2023
Device Category: Class A
GMDN:

GMDN Term: A

Intended Purpose:

DENTAL CHAIR FOR PATIENTS TO SIT ON DURING PROCEDURES




MAH Details:

BONDENT GROUP

Manufacturing Sites :

SICHUAN BOMESIN DENTAL EQUIPMENT CO. LTD,

Device Accessories:

&middot; Bondent Dental Chair E200A &middot; Bondent Dental Chair E200B &middot; Bondent

Dental Chair E200C &middot; Bondent Dental Chair S500 &middot; Bondream CBCT 1020E &middot;
Bondream CBCT 1020S &middot; Bondream CBCT 1020MS &middot; Semnor Naked Eye 3D

Semorr surgical microscope &middot;  G4-D Semorr surgical microscope &middot;  Wispex &middot;

Training Kit &middot;  Training Block &middot;  Stopper &middot;  Standard Gutta Percha Points

&middot;  Stainless Steel Reamers &middot;  Stainless Steel K Files &middot;  Stainless Steel H Files

&middot;  Stainless Steel C Files &middot;  Plugger &middot;  Platinum V.EU &middot;  Peeso

Reamer &middot;  Paste Carrier &middot;  Paper Points &middot;  Micro Shaper &middot;  Micro

Opener &middot;  Measure Ruler &middot;  Marc Ill &middot; M3 TP &middot; M3 T &middot;

M3 Safe Path &middot; M3 Safe Opener &middot; M3 Pro Gold V.3 &middot; M3 RT &middot;

M3 Pro Gold V.2 &middot; M3 Pro Gold V.1 &middot; M3 Path &middot; M3 Opener &middot;

M3 L Platinum V.2 &middot; M3 L Platinum V.1 &middot; M3 Immature Blue &middot; Irrigation

Needle &middot;  iRoot Pro &middot;  iRoot Apex &middot;  Hand Files Holder &middot;  Endo

Wise Plus-&middot; - Endo Wise &middot;—Endo -Training Tooth-&middot;Endo Clean Box &middot;
Ende&p&iﬁg}{gdot; eHeater &middot; eFiller &middot; Dental Simulation Practice System &middot;

CORIBTUL MG EHSRIAIAt, een Gilte RSN &TUAAR ece GHORROMS &MiddaL  CC One Blue
&middot;e ’ﬁfet%Falan&) :ﬁsmmgthereilug}'é ﬂ%f%r@m@q{éﬁéhe LM'G&@@%,m&mqgﬂﬁmenﬁwlﬁﬁ% %ﬁ%el
Archwires &migdgptlicantIréggscddiddndic to SRRAMIMS &oWdOLs. Reverse Back Archwires &middot;
Power Cleaine&dmigheotant/ NowtipdanticOiotarsBaindtdis secteds it t8atid et tion OhanicSth&tp gemekation
&middot;  OedithMEVIcEiidtioed in @ eimg &lmidddtedicaNpevitrerinathactive pircesaidssrdatiidot;a  Niti
Super Elasti¢l&snitidye Impiitaile MppisPrrdsrdiddRhiedise! devigrcipinfplasttisatasideror” ClagsBgual Buttons
&middot; Ei@‘ﬂfﬁ'r@eﬂ%?st@ﬂﬂﬁj%ff“p'aWm%%ﬁtﬁﬂécﬂliber‘il@?'aﬁa §§ﬂh85°§¥§f€ﬁq%ﬁ‘ﬁ%8ﬁeta“‘G‘Filfﬁb% Hooks

&middot: @glg}uméi?rﬁ’%’of ’1(,) ye.ar's. In the <.:ase of records relating to any other device, the distribution records
shall be retained for 2 minimum period of 5 years.
. ®  The applicant of a medical device shall keep an up to date log of information of all the medical
Device GroHQ/ices registered.
DENTALCCLINLG EBNHT§2n of inclusion in the PPB that the applicant of a medical device that is an AIMD, Class for
implantable Class B provides three consecutive annual reports to the Medical Devices Department ,
Device Sub-Qyretgpitudsf-Bretsict Evaluation following registration of the Medical Device. Reports should be for the
&middot;  BondeR@@aal EhkitlgztoSemludve. Thenfisst rero dnfolivomgnibendateatiénchesiarciaitbmRPEnfiesardsestdshtlbefarcaair ssoo
&middot; Bondreé?@d%qgﬁﬁlgﬁﬁtﬂ% QO%MB@ @EG@EM@&JS gbﬁﬁ}ggﬁﬁ J&@riﬁm Eﬁ%&;m@nmﬁl ngl?e@ Eye 3D Semorr surgical
microscope &middof O RIS RALAGUE AR GYRRLSLRERLYET RiEheMRRMTaCHERN ESIRERRIES ProRlfmSs with dhgdite O5Hder amiddor,

evice that have been received by them over the year.
Standard Gutt.Per%a\ﬁoin_ts@rrEJ?iot; gtainless gtee?gea ers &middot; t§1¥1 ess Steel K Files &middot; ~ Stainless Steel H Files &middot;  Stainless Steel C
pplicant shall ensure that a medical device within their control is stored and transported in
er

a
Files &middot; Plug% &middot; . Platlﬂum V.EU &middot;  Peeso Reamer &middot;, Pats’te %arrier&mid ot; Paper Points &middot;  Micro Shaper &middot;
accordance 'with the Instructions’'and information provided by the manutacturer.

Micro Opener &middot;  Measure Ruler &middot;  Marc Ill &middot; M3 TP &middot; M3 T &middot; M3 Safe Path &middot; M3 Safe Opener &middot;
M3 PrWd/&éfgd@bvm quh iS WP?OM V.2 &middot; M3 Pro Gold V.1 &middot; M3 Path &middot; M3 Opener &middot; M3 L
Platinum V.2 &middot; M3 L Platinum V.1 &middot; M3 Immature Blue &middot; Irrigation Needle &middot; iRoot Pro &middot; iRoot Apex &middot;
Hand Files Holder &middot; Endo Wise Plus &middot; Endo Wise &middot; Endo Training Tooth &middot; Endo Clean Box &middot; Endo Box &middot;
eHeater prPBHU cf@'ﬁb@‘ﬁ@%o%ﬂ‘i’tﬁﬁ‘ﬁ?‘m Practice System &middot; CC Premium V.EU &middot; CC Premium &middot; CC One Plus &middot;
CC One Blue &middot; Actor | pro &middot; Uni- Trans &middot; Uni- Clear Pro &middot; Stainless Steel Archwires &middot; Springs &middot;
Separators &middot; Reverse Back Archwires &middot; Power Chain &middot; Orthodontic Molar Band Assorted Kit &middot; Omni SL 6th Generation
&middot:; Omni MIM &middot; O-rings &middot; Niti Thermal Active Archwires &middot; Niti Super Elastic &middot; Micro Implants Handles &middot;

Pharmacy and Poisons Boar
Micro Imﬁlggta deﬂgrét Lehig%%lﬁgg%s &middot; Ligature Ties &middot; Innovative Aligner and Service System &middot;
’

Max Propg Box 27663-00506
Nairobi, Kenya

Serial NO: a7639d6a97f7ce57ffec08fd91c68357

Registration Date: 14-06-2023



