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Antiseptics and Disinfectants: Are substances that kill or stop the growth of disease-
causing microorganisms such as bacteria, viruses, fungi or yeast to decrease or inhibit
diseases without any therapeutic purpose or pharmacological action.
o) 8 yglal) Ol yudaseiiecd) @i
The Antiseptics and Disinfectants are divided into:
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1- Antiseptics: are substances that are used on living tissues, have local effect on skin & mucous
membranes and include the following: []
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o Personal domestic use Antiseptics: []
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They are the antiseptics that human uses at home , and are available in dosage forms
(antiseptic solution for superficial wounds , antiseptic spray, antiseptic mouthwash ,
antiseptic vaginal shower , antiseptic shampoo , ointment , cream , hand sanitizer gel ,
lotion , antiseptic liquid soap , medical antiseptic swabs , wet wipes antiseptic , antiseptic
gauze, antiseptic lozenges , antiseptic dry powder) which contain any of the following
active substances:
- Povidone iodine (range of concentration).
e AN (e S ) (5392 (194292 -
- Ethyl alcohol (60-80%).
(A i S
- Isopropyl alcohol.
9395 Jemss .
- Quaternary ammonium compounds. )
sy p a1 by
- Hydrogen peroxide.
(293 ooy e [ ]
- Cetrimide (0.5% -3%).
(/X5 0) Sty Howw -
- Chlorhexidinegluconate.

D9 gl (o ) gl
- Chloroxylenol 4.8%.
SARTSE ST B
- Hexamidine.
Ol .
- Phenolic compounds.
Adgid Ol e
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o Personal commercial use Antiseptics:
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They are antiseptics available to the public in commercial establishments or in workshops ,
which are used to reduce the number of temporary microorganisms on the skin , and are
available in dosage forms (antiseptic solution for superficial wounds , antiseptic spray ,
ointment , cream , gel , lotion , medical antiseptic swabs , antiseptic gauze , dry powder
antiseptic , antiseptic liquid soap) which contain any of the following active substances:
- Povidone iodine (range of concentration).
(G2 TN (e (5 t) 390 9 Auga [ ]
- Ethyl alcohol (60-80%).
(A s J g
- Isopropyl alcohol.
93295 Jgmss-
- Quaternary ammonium compounds. )
syl 3981 il s
- Hydrogen peroxide.
129yl dSo 9 2 -
- Cetrimide (0.5% -3%)).
o(1¥1,8) s s -
- Chlorhexidinegluconate.

L YV= YN R =" JyN =\ |
- Chloroxylenol 4.8%.
AR ST B
- Hexamidine.
Ol
- Phenolic compounds.
Ay 2 Ol e

el Ale | (8 MG § pelae Ol jmaantiwce O
o Professional Healthcare use Antiseptics:

Omansell Jd (e Slabadly OLaLildlSs usmall Oluw il (8 pdsiind 21 5 pglall Ol asind!) 29
Ol yglas I audSy , ddaed) e Trandilly B3t Add ) SLSLES e JodEsd fucdal) foile yd) Jloese (52
01959 Ty} Solickaad) b (sl i 5 puieid Ol pglaey (ool @Bl (heb (3t ot
Elbbas e 5y @il naiae , oya pelae Tnaonland] 2952 selan J gbone) nddcomnal] LS N0
9 o 3add (renn ) Silaacall b gl o, (Al Slgzmld o2l ) o slae (s 53 , ol
g (39l Sk Jod Cremld B pelane Cilylad |, 3 pghine s Colomans , gl il (930 (rvly2el] 03U

A il gt o (81 e (S g5

5_edaall il paaiiall ZU) da ghad / alias Gandl i clal Sl Galdldl ol Julal)
5 EDREX:GL.CALI.009 : 25
YoYU/ s aaddl/ jlaay)



dddmall Oluwogall yaus-LA &35 5al BylaY!
Blasd! yas1 delall 5yl

o g0
3 oo
.

They are antiseptics that are used in health institutions such as hospitals and medical clinics
in medical care to reduce the number of temporary and resident microorganisms on the skin
, they are divided into antiseptics used by medical staff and antiseptics used to prepare the
patient's skin before surgical operations , and are available in dosage forms (antiseptic
solution for superficial wounds , surgical antiseptics , antiseptic mouth wash before oral
operations, antiseptic vaginal shower before a surgical intervention for the reproductive
system , antiseptic gel before surgery for patients and surgical staff , antiseptic liquid soap,
disinfectant prisoner, medical antiseptic swabs , antiseptic eye drops before eye operations)
which contain any of the following active substances:
- Mecetronium ethyl sulfate.
Sl S 909 s

- Povidone iodine (range of concentration).

e AN (0 S a) (33920 (19292 -

Ethyl alcohol (60-80%).
(AT i J s .
- Isopropyl alcohol.
9395 Jemss .
- Quaternary ammonium compounds. )
syl 9081 ol
- Hydrogen peroxide.
e I ECE
- Cetrimide (0.5% -3%).
SARANJECE R
- Chlorhexidinegluconate.

| VYV=YN PR U=V Yy P="N [
- Chloroxylenol 4.8%.
SARNIET TR T
- Hexamidine.
NN OIor="V
- Phenolic compounds.
A 922 Ol o
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2. Disinfectants: Are substances that are used on nonliving tissues such as medical devices or
used for cleansing of medical places such as hospitals & clinics or places where animals are
handled , provided that the main use of the preparations is disinfectant and not sterile , which are
divided into: []
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o High Level Disinfectants:[]
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They are disinfectants that have the ability to eliminate of all pathogenic microbes , have
the ability to kill some bacterial spores up to the point of sterilization with the length of use
on the surface to be disinfected , are used to disinfect devices that penetrate the skin and
mucous membranes to sterile areas of the body such as surgical instruments & surgical
endoscopes , are used to disinfect devices that have direct contact with body fluids (such as
blood or spinal fluid) such as dialysis devices and this type of devices is called (critical
devices) as the risk of infection transmission in it is very high if it is non sterile and are
available in dosage form (liquids) which contain any of the following active substances:

- Glutraldehyde (2-2.5%) (LY,0Y) Ay Ggloett [ ]
- ortho — phthaldehyde 0.55%. o(1+,00) AL g3yl L]

1S gl | Alais gie § pglare Ol puiaselies O
o Intermediate Level Disipfectants:l]
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They are disinfectants that have the ability to eliminate of all pathogenic microbes , have
no effect bacterial spores , are used to disinfect medical instruments that have contact with
intact skin (non critical devices) , are used to disinfect some instruments that have contact
with non intact skin , are used to disinfect medical instruments that have contact with
mucous membranes inside the body or have contact with non intact skin but they don't
penetrate sterile areas in the body and are called semi criticle devices such as thermometers
or endoscopes which are inserted through the mouth or anus and are available in dosage
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form (liquids) which contain any of the following active substances:
- Glutraldehyde (2-2.5%)).
(1Y,0.Y) dea iy G gloetl.
- ortho — phthaldehyde 0.55%.
«(+,00) dengd U2 9339 -
- Quaternary ammonium compounds. )
syl p gl ol
- Hydrogen peroxide.
29yl A9 0 -

1§ e | vadidein 3 pglae Ol puiasics O
o Low Level Disinfectants:
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Sty st gl pdiady Ly ymd) wdlra Aoy (TB) ) Ly (e 50 g o 9 Grnald)
LSS (b 58195 , ol Oilelow (oo (aayo a8 534a) ek el pe JLualil (g (201 3342 Y1y
) Sxdhae pdel Cligd , zhaudll Byghae (gl WL olyBl | Zdaudll Byelas 5)393 ,Slgw) Irduisal

SN S15b1 o 81 s 5 9285 19 (A (6Tl AU
They are disinfectants that have the ability to eliminate of pathogenic microorganisms on
solid non porous surfaces , have no effect on tuberculosis (TB) & on bacterial spores , are
used to disinfect instruments & devices that have contact with intact skin (non critical
devices) such as stethoscopes , and are available in dosage forms (liquids , disinfectant
powder for surfaces , soluble tablets for disinfecting surfaces , disinfectant fumigators (for
veterinary use only) which contain any of the following active substances:

- Sodium hypochlorite.
Podgall Conyglsga
- Aldehydes. .
P NUV-WL )
- Hydrogen peroxide.
29yl dSo 9 e -
- Phosphoric acid.
By gbecundd| plaa~ -
- Troclosene sodium.
P92390 ()9lSo9)3 -

1§ and) pldSi O O o
o Veterinary Use Disinfectants:
elaal Lgd o (A Bl (53 (geladeiud @2 (21 5 glal) O aaseiad) (09 : (S xlad! plastuwd Ol pglas
olee sglal Jall 9 g BlansM gi SOl guse!
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They are disinfectants that are used in areas in which animals are housed, kept or
transported including disinfection of drinking water, water delivery systems, aerial
disinfection., farms and poultry houses and housing facilities and equipment, laying houses,
animal production and housing, Hatchers, Setters, and chicken processing facilities,
slaughter houses, Trucks and other vehicles, Fogging hatchery rooms, incubators, and
livestock buildings, Pre- and Post-Milking Teat Disinfection or on animals skin for hygiene
purposes[]

: e AL ) Clallat g Cillod ALNY . €
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The technical requirements for antiseptic or disinfectant factories / production lines :

he Byglall ALl Joasbiad) 9 @il Jgud g el plias auat) GMP jrusmiall Sl AN Gulad o
DRy sl sgimn O (e ¢ o)l paseins gilacae (5B Uil ey 1) Y1 Do gl s
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The Good manufacturing practise GMP requirements are applied for the manufacture of
hand sanitizer , mouthwash and disinfectant wipes on the same production lines previously
licensed in cosmetics factories , provided that the preparation and packaging are in separate
tanks , provided that the production area is classified as class D and there is no objection to
the mentioned production lines to be involved in weighing and sampling with cosmetic
lines.

Ol pmazeians 9) (39391 adlae (8 (nuaiis 7L Lo glas (e (360, GMP frasmall Sl ALY Gadal @y
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The attached Good Manufacturing Practice (GMP) requirements apply to separate production
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lines within pharmaceutical, cosmetic, or medical devices manufacturing facilities.
Alternatively, antiseptics may be manufactured on lines designated for topical liquids or
semi-solids in pharmaceutical products manufacturing facilities with strict adherence to cross-
contamination prevention measures. Manufacturers must submit all relevant technical studies
and demonstrate the adequacy of risk assessment and cleaning validation procedures to the
General administration of factories Inspection . Furthermore, separate preparation and filling
areas must be provided for Povidone-iodine products or any coloring agents, in accordance
with the decisions of the Supreme Inspection Committee and any subsequent decisions.

[
o 20 Toglad (a5 s ] 5Ll (o 51 (58 539280 DnglByd 55Ty ZEM Dy b s
O piaseiiad] e (naByllg irnliual) Jloms 58 Oilgis \+ (56 Lagie M 55 I3 W1 e Ol pglall asinad
el
A production manager and another manager for quality control are registered in any of the
factories in which production lines will be licensed to manufacture antiseptics or disinfectants ,
provided that each of them has no less than 10 years of experience in the field of industry and
control over pharmaceuticals.
[
Requirements SLiazt
A. Warehouses RS R
Divided into: R | POy
- Receiving area for materials. Sl Il (nakaie .
- Quarantine area. yzenddl late.

- Raw materials warehouse.

- Packaging materials warehouse.

- Finished products warehouse.

- Rejected areas.

- Weighing and sampling areas.

-Dispatch area for finished products.

-Warehouses should be well ventilated as temperature
will not exceed 25+5°C or according to raw materials /
finished products storage conditions which is
determined by the supplier in the materials' certificate
of analysis.

- Storage areas should be designed to ensure good
storage conditions ( it should be clean and dry ) and
temp. and humidity should be recorded and monitored.
- Flammable store should be present in case of using
Flammable materials according to the requirements of
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the civil defense.

- Raw materials torage area should be separated from
other activities of the store either with printed lines or
labels except receiving/dispatching area.

- Weighing and dispensing areas: Weighing should be
carried out in defined areas using calibrated
equipments.

- Weighing area should be classified as class D with
MAL and PAL achieving the requirements regarding
DP & operation of weighing should be done under
LAF & if sampling area is not present, sampling is
accepted to be done in weighing area with stated
SOP's to separate the two operations by time and risk
assessment to be provided.

- In case of povidone iodine, the weighing room must
be totally exhaust or 100% fresh air.
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B. Gowning
- Toilets must be in a separate place and located before

the gowning area and production areas.

- Regarding the gowning area (the area before the
production area) must be classified as class D and
should ensure:

1. Must be preceded by degowning then passing on
step over bench then secondary gowning.

2. Interlocked doors.

3. Differential Pressure should be ensured by pressure
gauges to be:

-In the same class between 5-10 Pascal.
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- Between different classes, between 10-15 Pascal.

4. Doors to be opened towards the more positive
pressure areas.

5. Walls and floors must be smooth and with curved
endings.

6. Temperature and humidity must be monitored and
recorded.
N.B : In the case of entering the production area
directly from the gowning room , in the gowning room
which classified as class D a separation between
street clothes and production clothes lockers by step
over bench.

o V0 (g (55196 ) guntd S -
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C. production
Preparation and filling area:

1- Should achieve air classification as class D
(pre./bag/HEPA).

2- Lines of antiseptics or disinfectants should be
separated from other activities to prevent mix up.
Preparation area:

1- Should be separated from other production areas.
2-Equipments and preparation tanks should suit with
the production procedures (material of construction to
be stainless steel 316 L) and should contain spray ball.
3-Wall and floor should be smooth and easy to clean ,
the separation between wall and floor should be
curved, should permit easy and effective cleaning and
, if necessary , disinfection.

4-Drains should be of adequate size and Sanitary Type
and equipped to prevent back-flow (open channels
should be avoided).

5-Washing areas should be designed and used in such
a manner that equipment and components will not be
re-contaminated after cleaning (unclean equipments
airlock , washing bay , equipments drying room , clean
equipments airlock).
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6- SOP should be present for equipments cleaning to
cover points as (method of cleaning , method of
removal of relevant materials from previous batch ,
cleaning and maintenance responsibility , inspection
of the equipment before and after the operation).

7- Doors should open to the high pressure side, so that
room pressure assists in holding the door closed and in
addition be provided with self-closure.

8-fixed pipes should be clearly labeled to indicate the
contents and direction of the flow and must be
stainless steel 316L (under false ceiling).

9- Electrical supply, lighting, temperature, humidity,
and ventilation should be appropriate and such that
they do not adversely affect, directly or indirectly,
either the pharmaceutical products during their
manufacture and storage.

10- Validity system and calibration should be applied
to all equipments.

11-The parts of production equipment that come in
contact with the product must not be reactive, additive,
or absorptive.

12- Filling area is separated from preparation area.

13- Material of construction of filling machine must
be st. st. 316L or from tifflon or EPDM from
materials which ensure no interaction between the
product and the parts in contact to product only.

14- IPC lab must be present.[]

Packaging area:

1- Unclassified area separated from classified
production area.[]

2-There should be specified packaging line for
antiseptic or disinfectant separated from other
activities with physical separation or printed lines.

3- Packaging line should be inspected for clearance
prior to operation.
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4- The line clearance should be performed according
to appropriate checklist and recorded according to
SOP.

5- on-line printing and coding equipment should be set
up correctly

6- Labeling and packaging line has to be clearly
identified to avoid mix up.

7-Excess labels and packaging materials should be
returned to store and recorded.

8- Any rejected packaging material should be disposed
off.

9- Packaging area should be specifically designed to
avoid mix up, contamination or cross-contamination.
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D. Quality Control System (Laboratories) []

The laboratory area should consist of the chemical
testing laboratory - the physical testing laboratory - the
microbiological testing laboratory, provided that the
laboratory area is secure and isolated from the
production area and each laboratory is separated from
the other, taking into concideration that the working
space should be compatable with the activity carried
out, In addition to this hiring QC Manager for
laboratories management is mandatory.

e Availability of a suitable place to store chemicals
and take into account storing chemicals according
to storage requirements written on the packages.

e Complying with safety measures in every
laboratory.

e Each laboratory is equipped with the necessary
equipments according to the type of antiseptic or
disinfectant and its composition statement, and that
all devices are calibrated.
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Microbiology Laboratory:
1.The lab should be controlled area and is allowed to
be unclassified.

2. It must have a separate entrance begins with
gowning area and divided from the inside , there
should be sufficient space for all activities to avoid
mix ups, contamination and cross contamination.

The division can be achieved by physical separation or
isolated areas by the availability of sufficient spaces
for each activity to prevent cross-contamination
according to the following laboratory activities:

- Washing area.

- Preparation area.

- Incubators area ( not less than 3 incubators).

- Sterilization area contains autoclave for sterilization.
- Destruction area contains autoclave for destruction
should be totally exhaust

- The microbial culture room contains Laminar air
flow (LAF) of vertical type preceded by the airlock of
gowning rooms (taking into account the pressure
differences (DP) and its floor is covered with a smooth
material with technical specifications not less than
epoxy material and without joints, Walls and floors
must be smooth and with curved endings.

3.The presence of devices for measuring temperature
and humidity in the laboratory.

4-All  Surfaces should be smooth to avoid
contamination and easy in cleaning and
disinfectanting.

In case of antiseptics or disinfectants manufacturing in
cosmetic plants . It is not allowed to make an external
contract for microbiology analysis outside the factory.
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E. HVAC System

1- HVAC should have an AHU (Air handling unit)
with prefilter , bag filter , HEPA filter.

(The unit should be suitable for the thermal load and
ventilation required and may be more than one unit).

2- Pressure gauge for measuring the differential
pressure across the AHU filters (prefilter — bagfilter)
and before & after the HEPA filter and also pressure
gauge (measuring — or controling with alarm) across
the main fan for fixable following up of fan operating.

3- AHUs should be located in technical area or to be
covered with suitable metal sun shades at approparte
height to achieve good air cooling for the AHU and the
floor should be clean , fitted with suitable finishing and
surrounded by clean area.

4- The return grills should be installed on the low level
on the wall , not in the false ceiling.

5- The minimum number of air changes rate into the
classified rooms should be within the range of 15 to 20
/ hour to maintain the health of the workers in the
production areas

6- The used grills should be suitable for classified area
class D according to the air distribution inside the
rooms , they should be perforated type not office type.
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F. Water Station olli{Akases .9

Purified Water System [
Should be present in separated area & contain at least

the following:
l.injection of NaOCL.

2.Raw water tank.
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3.Sand filer.

4.Carbon filer or injection of SMBS.

5.Softeners (to be 2 units).

6.Ultraviolet (UV).

7.ROL1 first stage.

8. RO2 second stage (may be DI — EDI — MIXED
BED,.

9.Purified water tank its MOC is st. st. 316 L.

10.The distribution loop of purified water is st. st. 316
L.

11.The MOC after RO must be st.st. 316 L.

12.The type of valves after RO to be butterfly st.st.
316 L.

13.Control panel required to be present displaying all
readings for the sensors used for monitoring and
control and in compliance with the Egyptian code.
14.Sample points should be installed after each unit of
the system (after each filter — after each tank -

15.All components after RO second stage are
sanitary type with end of tri clamp and the ends of all
stopcocks and sensors in this area of the station are not
allowed to be screws.
16.The measuring and monitoring devices should fit to
the system at least as the following:

» Pressure gauge before and after each filter.

* Conductivity after RO second stage.

= Conductivity of produced water on return loop.
17. The system should be able to supply purified water
in classified areas.
The USP, BP and WHO are the guidelines for limits
of the microbial and chemical parameter for the
produced water.
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G. Electric Generator:

Electric generator must be present and all of things b o o 90 a9 (b S Mg 1895 (po Y

that is connected and not connected to the generator | euwyll de Mall he Juain ey Juaius 92
should be clarified on the drawing and this drawing 9l Bygpall s ped) 10 il (g (el

should be submitted on necessity or demand.
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** It is allowed to manufacture some antiseptics or disinfectants in controlled unclassified areas in case of
presence of evidence from the recognized scientific references that indicate this.
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