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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Personnel

You should determine whether personnel supervising or performing cosmetics
manufacturing or control have the education, training, and/or experience to perform
their assigned functions.

In addition:

- Personnel coming in direct contact with cosmetic raw materials, in-process
materials, finished products, or contact surfaces should wear clean clothing
appropriate for the duties they perform and necessary protective apparel (for
example, uniforms, gloves, safety glasses, and hair restraints).

- Personnel should also maintain adequate personnel cleanliness, and be free from
abnormal sources of microbiological contamination (for example, sores and
infected wounds)

- Eating food, drinking beverages, or using tobacco should be restricted to
appropriate designated areas away from storage and processing areas

- All personnel andvisitors should be properly supervised while in the

manufacturing facility; and

- Only authorized personnel should be allowed access into production, storage, and

product control areas.
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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Building and Facilities

You should determine whether the buildings and facilities used for manufacturing
are of suitable size, design, and construction, and maintained in a clean and orderly
manner. Buildings should provide:

- Space of sufficient size and adequate organization to prevent selection errors (i.e.,

mix-ups) or cross contamination between consumables, raw materials, intermediate
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formulations (i.e., in-process materials), and finished products (This applies to
containers, closures, labels and labeling materials as well.)

- Adequate filth and pest controls (Examples of filth may include any objectionable
matter, contributed by animal contamination such as rodent, insect, or bird matter;
or any other objectionable matter contributed by insanitary conditions.)

- Floors, walls, and ceilings constructed of smooth, easily cleanable surfaces

- Adequate lighting and ventilation, and, if necessary for control purposes, screening,
filtering, dust, humidity, temperature, and bacteriological controls

- Adequate washing, cleaning, plumbing, toilet, and locker facilities to allow for
sanitary operation; cleaning of facilities, equipment, and utensils; and personal
cleanliness; and

- Fixtures, ducts, pipes, and drainages installed to prevent condensate or drip
contamination.

O Equipment

You should determine whether equipment and utensils used in processing, holding,

transferring and packaging are of appropriate design, size, material and workmanship

for the intended purpose to prevent corrosion, accumulation of static material and/or

adulteration with lubricants, coolants, dirt, and sanitizing agents. The equipment (for

example, utensils, pipework, cosmetic contact surfaces, and balances) should be:

Maintained in a clean and orderly condition, sanitized at appropriate times, and
stored in a manner that protects against splash, dust, and other contaminants
Constructed to facilitate adjustment, cleaning, and maintenance

Of suitable size and accuracy for measuring, mixing, and weighing operations
Calibrated regularly or checked according to an SOP with results documented,
where appropriate

Removed from use if it is defective, does not meet recommended tolerances, or

cannot be repaired and calibrated immediately
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A Hz2g = ele i ASE 5 Aok T dH|9| o5t e

XMel=l= seolls 2= FH[e| sid H4E 5to{of oot

Jhe B2 oISl AlRSHE e gaa/ul@% e AR 2HE UoZ %
X

J'HEI% %Oléf Al EFEH 0431 7P<I HEjollM ALES 2 5 U Bk
H o

2E WES2 5P| ofgi? F20|L M Fel(dead leg)7t LS| RER

® ?|xl(Location)

3= &t akEl fX|ne| 7 &0 e 3ot FH HAT| 0[5t IMA =HES
BE3510 ME Yo JtsME FAslels fIxlol Mx|Sto{of sicl =N B E
(k2| gk=lch, Z2Al8 220| )2 22X 2¥9| JIsM 2 &gty FATt &
T 5 MA=0{o} St
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EHI= CiSH MEo| A E $F XM CHE XIM2Z 0|FsH| 2lsi AFSEIE
EZ HE= MES E#siest 2 == 7Ash5| Qlsh AlREch HE= 2
st B E 2lol citst MAE Z=ct de| ARBE= F 71K gel= |adHE o]
&oh= Z 2} Positive displacement(2¥=%12l 0|S)0|Ct 0| F+ 7EE ol CIE2S
Eotohk= B2 5k OE0| RUCh AMHEZ o|8sh= A - L&l ZIHAHImpeller), 2 :

2 A
Sl 7 XKImpeller) - <2 ®EQ| MHof ALSSHEHA. &, FAEH) :
Positive displacement(2=&{2l 0|5) : Duo Lobe(PE S5, 7|0, A=~ Mo |
91: SUFof AFRBICE Of, DU, o TH(AY == M) '
(xo o Z|AAel =X2 oUX|E Hul= =& 7

oK
0l
12

=] — O Tl - = Ao - = |

ok
|H
rn
ﬂHI]

:
Hojl w2} 1 2Me| 2alM Mol WEE YoYU F Urt FF 0|5
A

Hsle ZziMom HoiXX| o, 2o Bat Y AsdA AJE ol Hulsi
LiEfich, JB02 EHE SRo| 2E Mee HE HAES S SMoj| 7xls
ote eiMs| sfAlsto] &E3H S0 sfot BTk ol2{3t ElAElS] $xs 5 off
2 23 ol "o BRI BEo| J|H el AEe o UM BHS Fis
AFM SotH 3t HES ahsoldic B HAE ofolol T, MEPRH & 2o
Me| 287|122 Aeslo} 3ol B HAE Al olQlo|E, = ERE o423t
Hol Qo2 H+x|s+7| %’—IaHH %srs %5, ZHmg 2o MM S4ch| Zox

= )
0 HiSf2t =2lo 2 MX[sfof Sioh sHA el x| Aol SAX|Ho| 47|22 o]
dE 288 UXSHP] floiM H=o| Zaiet el My d(MA/edAz]) E

@ T Z (Materials of Construction) :
Hzt ol 2xols M2 RES2 TMED EF 5te=(HousngZ SN
(impellen’= SH= A mj=of Ci2 AR= otsoixof Btk F7iso=, 7+7|o+|h :
2 B == 723 (gasket), T Z(packing) 22|12 &7t U P

|
RE RS FESS ZE 2k HelolM MEz2te] Mekdol ths EIt=[o{of ik,

H
Om

E_l

El

pull
>
i

|0 J
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o™=l Mot SXIT2E 2l5to] SE ted oo cha 2pu

Fsic SRkl HACHMHTY M2 s 2zte| B CIRIS A

— ;o L =R |

1A= HE A MAEl= o2 Taislof skm MEFSH oMol ofad A |

AX|=[0foF BiTt,

= MES oddE 7] /ol &£ s|UshsE =2ld a2 o

=] o —
ol AFREICE x| M= J|HECR s|MEl Yol 7ickst HEf2RE| Mmst!
O

HME27|(mil) 2t #& S [(Homogenizen) 7HX| _Act =&7|= AMEZ0| Q&S o|x(o] B
2 A=20f MZQ| oMo ¥Wek2 o|xIct {22, oMoz oL E ZAIE M
MSHE 2IME T2 Ho| R SL3Ich YNE D2E Y T AUl M
2 AN MAF 70| Bix| A Mol AlEE0l MEZTKscale -up) 7|1ES ALRS|
=, BIX|ES XM =5l= Zdo|cl JZHA MAE M=o okd Mt Z2lof w2t 2lA{ 9
Mot e EHCESHC)

Hi Z(paffles) 2t S Z2AHLIOIMZ O|FHZE =& M(combination mixer)= 3l 2sk=
Z MEZ 2 2™ seMe MZsly| Qs Cist SEo| RE{}L s AlRE
= Uct

O MR 2 (Materials of Construction)

b £ Mxs 2 He 22

M7|=kebA el ghEE mlsh| flsiM =Ml Aol =AM
]

0%
L

‘j:l .
3l =i39te| ZE0| JHSBIXIE Helsfol Bick oifEel SAME 2ol(sea) Bt A
20l olsiM XEDfe] HECRRE H2l=of Y LR WY SUHE AL

Ch. 29l(seal 2t AT RZEDfe] BEAIS M THsHE Hol/ofof BhT, &
BT et o5t op|5HAl 2| SISiM 25, pH J2IT efRu) 2e RS xzi0| o |
soll AT Eelsfor sict MYIMoz AE [alzale HHe =a(wa),

o A
WAzl Jej sfZlo] FAI=E=X J2l REHTE M HMES LEAITIX e

d

A| &elsty| flsl = =[ofoF Bict,
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st o, 8| eIt HAE 26 0|=35H7| 20|5H MX|=|o{of st

@ °FH(Safety)

ES|E A= AF|E AR ST™SHE AFZEQl FA|AQl 28 A4S MZI5tod
oM st 2t &S MASH| £ glolof siCl o= Jhstt 28| ALRE o
MASIAH O™ =|ofof s

253 foMe MIZs| w20 3 Xl = ci2 i
SHAHE AMelof Al (S| AtREICE

=T —
M= tchs| citsich o|S2 =AM MElE1 ALSE[0{0F2F St

O FA X (Materials of Construction)

Sao| bt AZ HHE
- Ys1E AESTe TP EE Yo
- TYGON HE+= Z=tE TYGON
- Zajolzel £ Eolzam
- Lige

e

2o ofdof ME+slofof st ME

SlAyxfol Z@o| Ta{=ofof Bt

@ H22t 2/ dH™2|(Cleaning and Sanitization)

- 5A9} Bazo| olZ} HIPZ EHS BT MEZI N Hah| 2o Ha
o go|lde 2lsi MAH=0{oF St .

- Sgst AL HHED A2 we WE 22 2Ho| s A0 HAE Bo[5} i
7 stk :

- %2 Zole| 70%% & A= 32|13 FFsP] P MBol SH=R| 2
57| w20l A
- MEM (2 28, MA, &5 T2/ 8of)S0| sAet 25E Mol XEt

etX| A& E[0fof Birt
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ey, AEz)olf J2|1 lzol ehr| Eoll A ste eIt
2| motg Taly| ¢, HM7A317| 2lsh 221D siEfhol A Eu2
HA317| lol Algd
7| 70| Med
c}. 7|7 lE ofx}
= slea|x| I
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X & (Materials of Construction)
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HE 0& IfO| Z(TRANSPORT PIPING)

ojo|= AlARlS HMES B fixlolAM CHE 2ixlz 2utsich mlo|= AlAHofA
r :

-

ool E5E2 SE2 Met =& =&t ¥X|s17| flalf ARZSEICEL Zo[= AlA
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Ho|x|9} DlEls 25 o2l 55 pH, T, &%, 2O 123 cl2 siatEe| £ i
Mg =8 9 == 7|25 2lsi ALBEE 7|T0ICt 0| 7| PES SIEE Ax
RIS Afolofl ClsA ERe 4 el eztke Hmstn AM|EH FAPE Au|}
olg 4 T, EX pH OlEjet B|42 25 22 MEXol Mx|L} Au|2 2tD
e %= ek

O A& (Materials of Construction)

MEZn 2y HMst= Alo[X|et o|ee| MAESE V|50l &2 FX| Lotol Stot o
Seo| HEASS 7| TSR MED YRl Y Mtk AE= Ha| s HE
ShCt,

@ HA2t 24X 2| (Cleaning and Sanitization)

Alo|x|et OlE{7} dutMoz HAE 2|5l A=K L2 X2tz MAH Al HEZ

Hot= 2o HATt &A S0 X o} éFEF. ESH MA 1 A2 Ad|e| &

| Mich2 20|x| g he T}
of

= s 5o el = A= ME _C-’_?:.:'% X[ St= =¢ho| Zet=|o{of

ole she |
Zoj|c}.

3 2Ix|(Location)

olzlol AHlo|X|e} o|E&= 17| &€l E5e = A= Qx|ojof sict ¢ %= FX|&

ru

|9} M E=slof MAs|of sic)

@ QoFM(Safety)

M7| M ZE2 My| X|of| S £ = EL|F 22 2E oM of| Eaty i
ofof sich,

® ofl2r™ Md|(Preventive Maintenance)

2 Mulo| X|&E0| D MEE OBt 7|52 2R 25

k=)
0

H
40
Ral
J=]
L]
|El

o
Iof XS of BbM SXx|atg| 7142 Mu| 31} A0 EEP%

= O -

220| Al =[ojof

o ZEE wA[2E[e| BT 2 SHEE0{of Btk

rok

L MZ0| = EZZMH|(PRODUCT CONTACT PACKAGING EQUIPMENT) :
o] MM MZo| = 7IMEoz MASH= Mu|o| 7|=Xol HEg Dass 7}
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|=2felo|ct o] |Z SM7|, S H= x/= /Plugger, 27|
ZHX|(Container Feeder), 7|MI&7|, & 7|} Mu| S0]|C}

@® M& =87[(PRODUCT FILLER)

HME s87|= MES 14+ E7[oll 7| flsll AFEECh MES| =24 2 oAl
ol 7ol olsf Fek2 2 = Aok 222 M Zol et s e M
Bl Al Jda{sfiof Btoh HHE S O[5t & = JUZSF HASHOF Sk

X gf=o| MFoll deS 7IX|X| gotof itk

% H

- H|Zo|l olsAlLt ofmEt A e AMKIRIA0 s FAISFLL B

AT ST sfAlE o Eick :

- 87, BE, LML B4E So| MulTAea Aol M7| 345y sigs I

= =00} sich :

7b de| AlgslE MED MEss EMESES J0A2|= Agol2|A Aot
o

Type #3042} Of FAlof| ZSt Type #316 AH|QIZ|AAEIO| JIEF L2 AFREICE

ol

t=

2 &X7| EHolFE|(Fller Surface Finish)

TZstE| D ofjzsk FHo| HigbAlsict £ SX(Cast material) = HE EHE
HZo| Sx|H =ol(0|ME o]l B2 sl MR HAsP|7f ofaig ojMe
EE DARYHEMNE 2o £ 9Uck F&H 2F(Cast material)S SHEHZo| Fxg
x| ghect BE 8%, Zghe JhHs3 st ofn D WHolofof Sich o|REHe| 3

El2 X Zo| tHsl M &=2d(Product - resistant)0| R_A0{0F S

3 A 2 {MXE|(Filler Cleaning and Sanitization)

ME M7= B, 94 M2l L M7|Eel UAPt BolStES A|=lojof ick |
ols SF7|7F HEIME|A Zxof AFREZILE 08229 a7} s HZel &
2 =3 Zesict SIS == Zofl MEo| Exle HS HAstetze MA =0
of 5in{ MuloflA SXo| M| WHLIZIZS ok B & Zo| T0iA Aulo|
2010] M7= AIIX|HI} YIS soF BiCk D2MA F= sheix oMHa| x5
S o o 7o 2RI} Ci2 A x| 2Uo] 2H7E LoiLiA| gofof BTk HAS |
o3t S80I sha7t Bolgt Zo| A=) Hael MHlntYe FoHs MH |
st uko= sfol=|ofob Bho.
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(4) 7™ &=(Filler Accuracy) .
HESM7|= St 27|9F S8 MZol| theh L7E= MetM D =Ho| 20|53}
T2 MA =lofof stk o] A= MelE STolM XIHE FE2A Lol M 5t
= #o| HZEo| SF0| JHssof stk :
(5) X712 oM M(Filler Safety)

DE MH| A|ABISTE = X2 Al oFX Sof B BT Y QASS wjof
ot sict

@ FAL=ER/SAEA/EZH/E=Z F7|(CAPPER/ SEALER/ PLUGGER/
PUMP INSERTER)

AT AR/ RK/ZYHEE Fe|o| 2N HEEI|E BrEFHR
Solsks XANel 2ol wiE F7, W a0 HZel 2 oIz Sofs
Zo|ch Ex|= EHO| 80|510{0F 510{ X{WE ST Lol Zeolgt & AUTE A |
H =lofof Bih 2izfe| Aol MA| Al ma{=lofof Bk BE £ Y Fx/=
OlEkR|/Be{/HE Fev|s 2alxol 29 Bix|9} HZEo| Lols HS WX|SE
= MA|=ofof BiC AMR FY mf S, el opl wt HZs masts &

(Hoppers)= HHEA| E0f0} 5t =5 HIFHH & (Feed mechanism)= B4 Al &7
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£ chzofof stof M4} Ro| 3loiof 51 HZO| Bolstoiof stod EAmL WA |
Foll Kot ZA} Jhssloiof Bk 5 FA Alof X Eof MEES meo| 99 |
S #43} St S Folsloiof Bict 87IBFERIE AR B0I7{Lt ALBSHA| at2
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® 7|EFEkx|
ZAHj0|o{- E, H{Z! Zu[0|0], BH Ax| S3} 22 Cf2 ZEEH|= MEHE 0[5}

A S| #I5to] dA =lofof et =& FL{(Cl2], HEM, XX J)

Lt MZFO| K| Sb= EZAH|(NON-PRODUCT CONTACT PACKAGING
EQUIPMENT)
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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Raw Materials

You should determine whether raw materials are identified, stored, examined, tested,
inventoried, handled, and controlled to ensure they conform to

appropriate standards and specifications. In particular, raw materials should be:

- Stored and handled to prevent mistakes (i.e., mix-ups or selection errors),

contamination with microorganisms or other chemicals, and degradation from
exposure to excessive environmental conditions (e.g., heat, cold, sunlight,

moisture, etc.)

- Held in closed containers and stored off the floor

- Maintained in containers that are labeled with the identity, lot number, and control

status (release or quarantine)

- Sampled and tested for conformance with specifications and to ensure the absence

of filth, microorganisms, and other adulterants prior to processing or usage
(Animal and vegetable origin materials and those produced by cold processing

methods should be reviewed for filth and/or microorganism contamination.); and

- Properly identified and controlled to prevent the use of materials that fail to meet

acceptance specifications
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FIR7

Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Water

You should determine whether:

- The water used as a cosmetic ingredient is used as-is (i.e., directly from the tap)
or if it has been treated before being used (i.e., has it been treated by such means
as deionization, distillation, or reverse osmosis)

- There are established procedures for ensuring that the water used as a cosmetic
ingredient

- Is of a defined quality

- Is not affected by materials used in the water treatment equipment

- Is being tested or monitored regularly to verify that it meets applicable chemical,
physical, and microbiological specifications for quality; and

- The entire system for supplying water used as a cosmetic ingredient is set up to
avoid stagnation and risks of contamination (This system should be routinely

cleaned and sanitized according to an appropriate SOP that ensures no biofilm
build-up.)
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Guidance for Industry

- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Production

You should determine whether written manufacturing and control SOPs have been

established (for example, formulations, processing instructions, in-process control

methods, packaging instructions, instructions for operating equipment). Procedures

should include provisions to ensure that:

- The selection, weighing, and measuring of raw materials and the determination
of finished yield are reviewed by a second individual

- Major equipment, transfer lines, containers and tanks used for processing, holding,
or filling are identified to indicate contents, batch identification/designation, stage
of processing and control status

- There are appropriate measures to prevent contamination with microorganisms,
chemicals, filth, or other extranecous material

- There are in-process controls to ensure product uniformity, integrity (for example,
in-process batch weights), accurate fill of mixing containers, and adequacy of
mixing.

- The theoretical yield for a production batch is compared with the actual yield

- The tamper-resistant packaging and labeling for liquid oral hygiene products and
vaginal products meet the requirements of 21 CFR 700.25

- The storage and handling of packaging materials that are intended to come into
direct contact with the product prevent selection errors and microbiological or
chemical contamination; and

- Finished product packages bear permanent meaningful, unique lot or control
numbers and you have a coding system that corresponds to these numbers
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ital

O X=E

G

uidance for Industry
Cosmetic Good Manufacturing Practices[U.S. FDA]

O Laboratory Controls

You should evaluate laboratory controls including sample collection techniques,

specifications, test methods, laboratory equipment, and technician qualifications.

Laboratory controls should include provisions to ensure that:

- Raw materials (including water), in-process and finished product samples are
tested or examined for identity and compliance with applicable specifications (for
example, physical and chemical properties), microbial contamination, and hazards
or other chemical contamination

- Samples are representative of the lot

- Current finished product samples as well as retained product samples are tested
for adequacy of preservation against microbial contamination under reasonable
conditions of storage and use

- Samples of approved lots of raw materials and finished products are retained for
an adequate time period

- Retained samples are stored under conditions which protect their integrity (for
example, to avoid contamination and deterioration), and are retested at appropriate
intervals to assure continued compliance with established specifications; and

- Returned cosmetics are examined for deterioration, contamination, and compliance
with acceptance specifications
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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Complaints, Adverse Events, and Recalls

You should review product complaints, consumer adverse event reports, and product

recall files and determine the following:

® For complaints:

O

Whether there are SOPs for reporting, recording, filing, evaluating, and

following up on both written and oral complaints

® For complaints alleging adverse events involving bodily injury:

O O OO

O

The kind and severity of each reported injury

The body part involved

Product and code numbers

Whether medical treatment was sought, and, if so, the nature of the medical
treatment and the name of the attending physician or other healthcare
professional

Whether resolution of the event occurred, with or without long-term or
persistent effects (If long-term or persistent effects occurred, the nature of those
effects)

The name(s) and location(s) of any poison control center, government agency,
physicians group, etc., to whom formula information and/or toxicity data has
been provided; and

Whether you are voluntarily reporting adverse events to FDA through the
MedWatch program

® For voluntary product recalls, the guidelines in 21 CFR part 7, Subpart C, should

be considered, including:

@)
©)
©)
©)

O

Whether there is a proposed strategy for conducting a recall

Whether recall notifications are capable of being initiated promptly

Whether the appropriate FDA district office has been notified of recalls
Whether recalled products have been identified and stored separately in a secure
area until the firm has made a decision about the proper disposition or
correction consistent with the degree of risk of the recalled product; and
Whether FDA’s guidance as outlined in 21 CFR 7.59 has been considered
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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O

Intermal Audit

You should determine whether effective procedures for internal audits are followed.

At a minimum, internal audit procedures should provide that:

Internal audits occur regularly or on demand

Internal audits are conducted by individuals who do not have direct
responsibility for the matters being audited

All observations made during the internal audit are evaluated and shared with
appropriate management, production, quality control, and/or lab personnel; and
Internal audit follow-up confirms the satisfactory completion or implementation

of corrective actions
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Guidance for Industry
- Cosmetic Good Manufacturing Practices[U.S. FDA]

O Documentation

Documentation creates a mechanism that shows how products are manufactured and tested.

Documentation should define your organization’s processes and capture every aspect of your

manufacturing process. Documentation prevents errors of interpretation or loss of information

that may result from reliance on verbal communication. Documentation also allows you to

trace where any problems may have occurred and to take appropriate corrective action.

O Records

Records should be retained in either paper or electronic format. Records should capture in

detail the operations, procedures, deviations from procedures, justifications, instructions

(including training), specifications, protocols, reports, methods, precautions, corrections and

other measures, and other appropriate information related to GMPs.

You should review raw material records to determine if raw material is adequately controlled.

These records may include origin, receipt, examination, testing, disposition, and use records.

You should determine whether disposition of rejected materials or returned goods is

documented. (For example, reworking operations, returns to suppliers, and disposals).

You should evaluate batch production control records, which should include:

- Documentation of all ingredients (name, code, lot number, quantity, etc.) added to the batch

- Documentation of all production steps (for example, processing, handling, transferring,
holding, and filling)

- In-process sampling, controlling, and adjusting steps

- Batch and finished product lot or control numbers

- The finished products control status —accepted or rejected

You should evaluate laboratory control records for raw materials, in-process materials, and

finished products. These records should include documentation of sampling procedures, test

results, and interpretation of the test results (accepts or reject).

You should determine if records are adequate to conduct an effective recall. Initial

distribution records identifying the consignee, the product, and the lot or control number

should be retained.

You should determine if records are developed in a timely manner after an event occurs.
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