©

ﬁm

plal) claiiall 95 ga¥) 5 o) sall 5 o130l 481 a5 asdaiiy ALl g Led bl (o ol Aliiie dga Agl)
2 sus dlal) Cilaiiall 5 5 gl 5 o) sall 5 ol2ad) OVl 3 il sall 5 Al 200 Sl a5 Lewlem (35
Al e gl 3 (e gl Aadall cilainall 5 3 g Y] gl 18 8 5 cLilas dxiian 5 33 ) sise cilS
i Akl ikl Al e 5 eal) Clial se Jae (33 4" (SFDA/MDS/TC 62) &

119-2 ¢ all-Aghall Ag <) 53628 | " ( 2016:1EC 60601-2-19) b, Adsal di sl sal
L@.\’J.j JJ} "MJ}‘)QSM AJJJ]\ ‘\ALJAS\" J.la.a\ @M} M dtﬁky‘ Glicala M)\.we Lalall Q_iuk.bd\

A A 385 lal Leialy Aaaally slitie 40 s diial gaS ddial gall o2 Cadic) 25 ALY
...................... FU 5 () 28 DR el (o285 (1) Maa (0 ddiaal 5l

Foreword
The Saudi Food and Drug Authority (SFDA) is an independent organization
mainly responsible for regulating imported/local food, drug and medical devices
which includes, inter alia, setting their standards. International Standard No. (IEC
60601-2-19: 2016) “ Medical electrical equipment PART 2-19 : Particular
Requirement for the Safety of BABY INCUBATORS” issued by “International
electrotechnical Commission” has been adopted identically in its original language.
This standard is adopted with modifications in its original language as a national
standard and approved by SFDA CEO decision No (...) on (date)



Scope:

Replacement:

This International Standard applies to the BASIC SAFETY and ESSENTIAL PERFORMANCE
of INFANT INCUBATORS, as defined in 201.3.209 of this standard, also referred to as ME
EQUIPMENT.

If a clause or subclause is specifically intended to be applicable to ME EQUIPMENT only, or to
ME SYSTEMS only, the title and content of that clause or subclause will say so. If that is not the
case, the clause or subclause applies both to ME EQUIPMENT and to ME SYSTEMS, as
relevant.

HAZARDS inherent in the intended physiological function of ME EQUIPMENT or ME
SYSTEMS within the scope of this standard are not covered by specific requirements in this
standard except in 7.2.13 and 8.4.1 of the general standard.

NOTE See also 4.2 of the general standard.

This particular standard specifies safety requirements for INFANT INCUBATORS but alternate
methods of compliance with a specific clause by demonstrating equivalent safety will not be
judged as non-compliant if the MANUFACTURER has demonstrated in his RISK
MANAGEMENT FILE that the RISK presented by the HAZARD has been found to be of an
acceptable level when weighed against the benefit of treatment from the device.

This particular standard does not apply to:

— devices supplying heat via BLANKETS, PADS or MATTRESSES in medical use; for
information see IEC 80601-2-35 [3]2);

— INFANT RADIANT WARMERS; for information, see IEC 60601-2-21 [2];
— INFANT TRANSPORT INCUBATORS, for information, see IEC 60601-2-20 [1];

— INFANT PHOTOTHERAPY EQUIPMENT, for information see IEC 60601-2-50 [4].



