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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 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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= Qb "ok w3k AP B AR 5 /1S v 1 AHlE AASEAY

| A (Calibration)= A%< #4 Oﬂ
e = T e AS7I(AAEY] 2 7\] FAdu])ol thate] A7H o= A2
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[dd|e] FX[&e| FALEH]
O ofgt™ AlA|(Preventive Maintenance)7t & =
O Ad|oict XM E =M STt
O H&ES 7tX|11 A&stet (d7ZHAE o] «LHHA)
O Mo LSS HEsHA st
O FX|st= “Z|&"2 HERtAofl =&t
O HAMIAEE ALSstH HE]|
O MAdgs : A HE g, =, olM82Z, olF 8)
LSHAAY]RA, A= )
JISEHE M, MY, FuE, 4 5)
HA(FEH, LF)
= Wet
MM E ERo F&s o|xX| 2= Yol Fel=d MIHMo
2 M stet)

AUl A2 S7RE A ol9)e] Abge] ZFBAAME o Atk B
olsle] Abgtolu} Sl Aes v AHEA 4 gl AR T 4
FEAA X, AAG LA 5o AT

Hol= AFEE A A 2Ho] BolAth olF AEALdeE Holw
Al A R A 7] WA oS Aga) Ao, ofelo] fagle] A%
zol Az So] wheTlR WATE do] YIS frh 123 dule] /s
20 WARE W= F8E W4 715 9

i [Adle zbz| gol)
P o M= M|
i 7} = 3(TANKS)

BHI= 3 S ¥ 2ME ZEH0M YoM s ol E= EEE YUERE
XS5 Sls AFBEE 87/0/ch YaE AT} H2S SHES EE 4T
Es =22 & F JAEE UEE 5 oo THAF|IAHL 23 F 917“5
MA 2 sk Ut H3= HHES HHE ZFof st Aot FX &2 E A
g o Aojof FhCh

O T4 AN & (Materials of Construction)
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2l & Zalist= EHE0| JAAM= et =}
- HE E= MEMEDN, M| MEH e SX 2o A== 2 220 AN
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b

EY, LIAL LHAKR, 87 52 Z&ste dH| 5 Atolol M7|atst HHE
;

23HSHE S J1ekE[0]0

S| 22 eizol mEao|Moll thel AE[elalarEe o] HEo HEs)
= EHe2xe dsisoz MSHECH THEHS SZ2ozs WS 3040t of B i
Alo| Ztet S 316 A Q2| AAE0] JHE LS ALRECH ofE H<of
olMESMoR DIZtsHR 2 BA L= XEos f2/E oS o UstealM |
S Za|o|AE9} Z3lAE oD of2  HAE AMRE £ UCh HRAO|E Ze
of 3t DIt SA/HES B3 HEAMEIES £ 28 ZIXe} o B9
TN 2RI MASIDA stE LI2E20| M2 X8 JHSEHRof Chsh Abelstodof
stct

A Z2 gtED &2 ool diE A sict 3 22 (Cast material) £= HE
of MRstH HASH7|7F of2igl o|ME £=
X

= (=
Zl = At F& =ZE(Cast materia)2 stEHEo| FH I
=

=9 THME et HEE XM Isfiof stk

@ M=t 24 xz2|(Cleaning and Sanitization) ]
S5= MESE7| A Detslojol Btot KM Eof MEstE EHS ZHARSE 7|AHA
o

= &
ol M S st7| flall 28 + U= Aol "iztAsict MAHS flal F5F o A
7t Zo|stofof stch # = AFS Mol Md|= MEAHEO{oF 5t AlEFHof et
2= Eofof st HI8E o U= HEQ 4 EHS H|EMHoZ THET| 8
AtEst7| Mol #™ mjA|d| o] M(Passivation)& st= Zo| FHMECH Muleol AR
£0| HZA Al o{EH Z o= CHA| ZjAldo|MHo| EE 5 JCH

Clean-in-place A|AEI(A=ZE 0| S/AEMAT] Z2)2 MEL E&5=E= E2H

A Mg e o AF2E £ ok Tl Mujo ofs EE aAto| Feli

20 XMelels Sctol= ZH|o| A HE Stofol ot

7t 22 HZASI ALEsts A2 SElH/OldE Ev 1Ay EHE €22
T A0 H257|7F o Eoh 3 N5 WE=0| WX =5 M = ofof et
Ct. ¢4 (Sanitary) WEt AAFL = H|IYA 52 UXSH7] 2o FHE
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Mxa|) M7 =estH =k

O M & (Materials of Construction)
mHzs po| X0l XS RESz TAHED 3 ot (HousingZh LA}
(impellen= E= S4 m 2ol ch2 MAZ SHSO{Mo} dict MR, AHIlof
= 25 HUE MES=2 A == JHA3(gasket), 2 (packing) 2212 EH

/| o
7} 9lch He BExse MY 25 HoolM MEDe MatMo| sl TIhe ofof

t

@ HAa2t AMAM2[(MAH 2 2dXe|)(Cleaning & Sanitization) :
HAL RAIHEE fsto] sl2= =Y H o sl EP?

HIZ MAS HE Al MASs otade Tasfof shn MEEt YAl et oA
Zx| 7} M x| =l 0fof BhCh

Cl, 2t ek ZX(MIXING AND AGITATION EQUIPMENT)
B8 mEF BAE MEQ FUMES Y| sl £ FUsts 22E MM
7| 9l AFRECH B MAL J|AMOR B|ME Lo| Ziotet HEjRPE M |
mEH A E7|(mil) 2t F2 57| (Homogenizen 7HX| At E7|= & Zo| ¥ate of
X0 Be Ao MEo obMAMo| Hete o|Fc IHO2 MOz o Tg
22 MASIE UME T2E 20| P EL5ICH UMES D2 wH = o
HEE Ol M2 AM MAb 379 wWx MA Mol AlEEOl XEZTHscale - up)
JEe AFRSE, WAISS M Este Zolch DA MAIE HEZo| otyMI} =
Mof wat UM e mEEiC)
i Z (baffles) 2t S 2 AHILIO| M Z O|F Al =T M(combination mixer)= 3l 4st=
2% HE L 2™ 58MS MIsy| 9s) cist 5o RE(9f & AR E
= %'EF

a7|§+§+ao_l U2 e mE| shA UMl MEO| AME ME S B2 U
g 39te| ZZ0| JH53HRE Holsfol sio CHREEo| aME 29ol(sea)t HA
2ol olsiM HMEDte MEoZEE Ea2|Hol Yes R WU LEHE AR
stch 29l(seal)nt AT M EDle] ZEAS M2 JHsMe golsofof 5,
= DT o5t S oF7|5HR| 47| QIS 2%, pH d2|3 §Em 2e =E xA i
of stoll CHEHAE Bolsfol sich M7|Moz A2 E Sxmz|et HHS 28
(W) JhAz 323 ol SXIEEX J2/0 SEHIF MM HES 2UAlF
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s37|2 = = Mat= AFZEQb Al e 248 Y245t0]
OlM3F AE &S MAEsIH & dholol Sic o|E JtsE EEV|IE ALRE
m XA 5tA 0% = ofof St

2t. S A(HOSES)

SAE SIEE YA Ao =BT FAME MSSH| 2ol $F IxloflAM = cf
2 AXZ MEe MES ol HEE MHollA HLRSHA AIZECH R 7
A M= cichs| Chefsich ol &2 =AlsHA MEi=10 AFEE0{otRt St &L
St Md|o| stufo|ct,

O A X & (Materials of Construction)
SAo ek Ax M=

- dstE AESFe 1F Es U=

- TYGON E&= ZzkEl TYGON

- Z2|o2d E= Ezjz=zTa

=
SA BEEN SAE ZFZo MUbMQl Helol 2E2t ot2o X Estojof St
HZo Mstst A2 A== ojof stot A =& Xl =Ho| T2 of

of shct.
@ B2 MK 2[(Cleaning and Sanitization)

- SAQ E&Zo| ofZD HIZEZ FHE RS NED XY M| o 2o Ao
20|M2 9lsll M= ofof stC},

- S A HED &2 £= A Ze 2o sk sA HALE 80|57 |
stct

- xe Zolo] AR HA A=z d2|1 B A1 MEo| =M X LA 5
m 2o M3 =t

- MAEAM@OI2 28, MA, 258 32|32 2of)S0| 2 B4E Mol HEtsHx|



of,

BaZo| st HAJF 20|52 E MAEE =
AF22 JH= 0| D|ME == DALUEHME Lo £ Jond HAEI| ofH |
7| w20 % 3= 0{oF ShCl,

iﬁ*ﬂ"ﬂ. Hxte| 2Mst= &al= oo i,

ZH, oftr| J2(22 A (FILTERS, STRAINERS AND SIEVES)

4e|, 2Egoly 12|12 e SEE A=} M Zo|AM steE YXII|, Hof !
PN

= o
2| o2 Mwaly| flsh, 2SS MABY| s 22D HErAOM EnHEN i
ol

=
=
= MAsSH| s ASE = UCK

J|Tel ME e SHEE ME Al QTAIRY AR KBS 55 S4o| = LAl

ot 7| 7E HIE o3, 2% 2Ssts M, M5 2Ssts A, B S oEY| Wi

s bE2|R e d8/D ANEEI|SS Zusich B o= 2222 HA

st7| SlsiAl Het Welol A8 Al 2220| of A
=

Me2 AR R BEC
S o
o

¥
[sl A o 2} = 2 _-||'5:l|.AO.|%

= dxe 7lsMde BE&, ol = M2 :
solst7| s Fo ZAH £ =ofof sl Mu|E ofzt8™ ot ofntE A
Zo| AA zF 7} 20|st=EF MAH = of{of FiC},

O AKX 2 (Materials of Construction)

SIAE MAUNM MEE = BIESSHX] 2= MAE2 AHCIZ|AAE D HESMH M
Folch X, &2 =22 Mo s AHQ2IA 316L2 HE2 M=E <5
MSECH ofzt oA (0. &, Z7I8H(¥ (pbag)), ZFEEIX| a2l EHEH Ex8)= &2
M M2 20|M XMEo 20[M D2l MES| MetMo| M| A|AHCS Mso

olalf «1Eisto{ HWItsto{of otct.

@ oM (Safety)

ANAED dAE ofuf=ASto A MT|= =10 o

fujn
jo
K
)
:OIL
=)
o
n

HE, 0| & 1O Z(TRANSPORT PIPING)

mlo|= AlAH2 HES o oM ClE k2 2gtstct To| = A|AE oA |



58 3R Alx 2 E2AY7]E (CGMP) 34 A

3 S =g Dafsfol sict 1SS mAIR S| JhsA i

S xAs5lD B2 WXSITE M Hofof Stoh mo|m AlAHo|s ZaKx|
OISM)E E0|lHL SH=E 8ol MM mlo|=A|AHO| UACH

O MM A (Materials of Construction) :
2N A gal, AHClE|A AD #304 E= #316, T, AT0|E SO TA
=0 At M7|stEtEEg 0] dojE = U7 I 2o CHE MM e AIES =2 3Fl6H]
?lall mo|l= AABRIS MX[E of Felsiof sict ofH HAE2 7 A3 mo|l= £ &2,
BHE 5= A3ECh o|lHE2 22 HE JtsM 2 flal HItxofof il #E
#304 2F #316 AH|Ql2|A AES| FIt6HA, 72l Z2IAE, #Ho| ZEE Z2|HIt
MEZo dEst= EHo| ALSE=CH

@ H2HMHz) /MK 2l(Cleaning and Sanitization)
HAet M+ AALE /ol A A2 = A= mo|= AlAH”o| Citkst A=A
= 9lall D= ofof StCl o= A|ARE MAMOZ JIEstE S¢ 7t5 A E
£ T2l ISR %22 M= HlEsIEE 1otE0ofof Stoh 2 A 5 U=
gtsl 2ZHDead Legs)0l SIEE $tCh IOl = AAHIZ2 ZA SHES FASISHE
£ Dotz|ofof SiCh A|AHHI 2 tiHel HEFo| HtMel 2:10|7] mf 2o |
20| X2 MAH E[o{of st ol mo|ZAA F BHMf 2lelez EBIIEE W
HE A8 f WE = O =2 (Dead Leg= &A|ISH7| el & =&l 78t st
7t4A *| x[slof stCt,

® ©FH(Safety) :
ol = AlAHR MAl= MME= z109 2 T2{slof StCh ALE M, AI&%!%%
Hag o2 Ag=o{fof stoh

Ab E2F ZHx| (WEIGHING DEVICE)
el MXE2 /2 Mz ME J2|10 &M ES 7 Ees AEE 210 7=
= UESI=XE EE5H7| sl 5 M2 £H™Hs7| fsl AIEEct FIHES
2 ATHXES MDD e 22 chE &Ho AISEcH MEE AR e 7Y



2 e =AM 275 = Moo ZeUck

Folg M2 gest FAHIF Az e MAES A2k XV M === 510
Of stCt= Zo[ct & &R 9 2% 5|8 AT AM s2HE A 5| ECH
M= of = | 2EX} OS99 MeEtMnt MaUMo| gXxlazlE &olsty| ¢

2UH2E 4
ZIAA, EAEY, TIXRLERQ), MARA O2|0 2E d(Load Cel)zt 22 RE 2=
M2 & 2= &z Fxo ol Ach AMAMEIS2 T x| fFZ0l sl
olge = Uch 7| FIt= AAE, & & E= & =2 2o FA, Alzh &
mHChE ARE 7|EY Ao|ch ¥ Es A2 AEE J|EVSE2 AEHL
2 7 of Alzte] == J|Fetct AZEel AZEX|ITL D Elojof gtot

®
02t
b
o
do

=

{2|(Cleaning and Sanitization)

o
HUFRIS| 7152 SMAITIX 27| A HAE gols e Foivt Westet

S o o =T =l oS o =

stel 9| xlofl A=z =lofob Bhct

Az s ayst 7|7017| M 2o, 2 4802 R E5s ofof 3ot |
otot RAlMo| siAED EH HXZRE M 2SR geckd Fzky)| i
TFo| 7|sxstel olol & zolct

ot. Aol X2t o|E(GAUGES AND METERS)

| chestll BRE & s ozie o

O‘I A | (=) =
290 EZE pH O|EQ} B[4S 25 Ze MEXMOl FA|L} Mu|= i

SEIITENE
23 e 5 ok

2 A5Tlel MENT HUMS BESI| sl 4N FUI2 HWY Bk o
EMol olxE NS WISl ALY HaEaS ME & Uck

rd

=2 M=AS2 7|72 MEn dze A Hoix| EES =2 é‘ﬂ%;
5



60 SS3HAE Az 9 ZANE7)FE (CGMP) a)AlA

@ 22 MAE| (Cleaning and Sanitization) :
Aolx|et olE{7} YutM o2 HAES 95 six =X LSx|2tT, MAH Al M=o}

= R&2o HATF & stEo{Xof stot, Esh MA I Ciae Ad|9 ’H
220 HEZo| HESHE HS A A5104 Mu|7} M2 SX0|X| 2 sHe
O o

=]
M2 MTS & 2 = U= ME 2€ 2 YX|sts 0| ZFHeof |

® | xl(Location)
ol2tel Aol X[ef o|leH &= ¢4V g1
elet M EFEstol| & Hslol stct,

@ otM (Safety)
7| FHEE2 M| X[dol| U2 7+ U= ZLAA =2 FEH st
[ 0o} ShCf

® o2+ AHHd|(Preventive Maintenance)
S8 Md|9 X£HHo| HASE ™ Et I

{
|-|I
fol
ok
>
30
rir
Hdo
Rall
2
o
o
il
Hdo
Rall
rir
30
Ral

"
2
i
i

ol S #2s5t7| 2o, o gs FX| a2
z=zao| Al ojol stoh AX B of WA fx|pe| 7HH2 MH| RED AS

o
of wel 2HE FAlEle BEE SHE

PO mAX Au|
7F M Z0| = ZZEAH|(PRODUCT CONTACT PACKAGING EQUIPMENT)

of MM NZo| & 2ZtI¥dMo=z MEsSt= Mu|e J7|2Xel BE28 18st= 7P§
o|Ez2felo|ct o2 ME &M7|, F42 Y@= ZX|/=22AZEX|/Plugger, 7|3
2 X|(Container Feeder), 7|M&7|, % 7|E} MH| S0|C|

® M= =7|(PRODUCT FILLER)

HEZ £87|= MES 1 8700 E7] 2l ALRE=Cct MZo 2|8 2 Alo|x |
{&lo| ™70 9|5 Psts gt O8E2 MZo et deg A
E

=3
=
bl M E AI Dafsiof Btok A S SolstA & = A= dAsHoF stot,

n
§a
0
I
o
=
i
2
02
0ok
o
E
>
o
°
o
o

RSN %‘OPOF gtct,

=
=3
= -
- A Zoll 9I3HA1'—P ol st H4 EE M2 2o s FAEHLt 2ol gLt
(o]

&
—
- 8, BE, LML, 25 E So Mu|TH24 Afolo| ®7| sbsts g

[«>) _/ 1 —
£ FEE0fof st
bR dE| Al2EE HED dEFs EHESR S 30042 = AFQl2|A AElo|c)

Type #3042t O FAlof| 2t Type #316 AH|Ql2|AAE0| JIE 2| Al E=ICH
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F24ste D oj 23k EHo| HiEtRsich £8 22 (Cast material) £E HE EH
2 mMZo| 2x(A Hoj(o|Me ol E2 A9l MBsIH HAS|I} ofY
0|2 EE DAHEHE Ao £ ot F3H 23 (Cast materia)2 SHEE
of XX grech X ZEe Jbss o ojn D ®Ho|ojof Bich oEE

Mol IEE M Eo thsli X &2 (Product - resistant)0| g 0{oF StC},

(3) M 2 M E2|(Filler Cleaning and Sanitization) :
ME 587/ 82, 9l M2l 2 HI(HMel LA 80|stES M A = ofof EFEP.é
ols ZM7I7} HEIMu|A Zxbo| AFREALL 0|ME2 S} Y HE
A2 £35 z2sich 37| =& Zo| HE0| x|t A2 HASIEE MA |

=|ojof sto{ MHlo|A =Ho| 2HS| WMLIIES ofof etch M ZFO| oA *E*
Hlo| 240 A7|E AIZX|NIL RES sfof Bioh DM A EE 5h8HH QA4 |

2| =xt2 & ol 7 &I Cl2 A =doll Aol 22X 7F LojLx| gtotof st

TN A
C MAZ2 93t 87| st olg 40| AEECH Mol M2 DHE el |
S0l XAy oz stolofob il :

(4) =X 7| ™ &= (Filler Accuracy) :
HESM7|= St 27/9 58 MEol ) 27 == MM x=Ho| 80|35}

= =
== M slofot stct o HxE HoHA SZolM XHE HE2R oM i
=

=
o MZE2l £™o| 7tssliof et

M| A|AEISD FH X2 M oM Sof| ket B 2 RS2 E5H0{0f ittt
@ FHHcER/SAEA/ZHAH/E= FA7I(CAPPER/ SEALER/ PLUGGER/

1
~

SAY =ZX/SAXMX/EHAH/EHE FA7/|2 =82 MEE7|E SEA2EHFER
= 2lsl= 2| S & o =roiee = == 2l NHEEN S = a5y Sl I of S 7L S Eo| ZEX| = =6
= ZAo|ct ¥xl= =Ho| So|sto{of 5t HEYE ST oM Selg & JUx
£ MAH =lofof stch Ztzto| BAFo| MA Al De{xlofof Stot 4 He=
SCUER|/ZRAHMEE FAV = S2|H2 2, HX[et M E0| #ol= AE WX
ST 2 MA =|ojol Btot At2 = mf £, 2ol o s HZIE ZESHE
S I (Hoppers)= HHEA| EH0{0f st S & o7 &(Feed mechanism)2 B4 Al
A HE & U2 HAALE = JA0{of sCf

® &7|35 =& X[(Container Feeder) .
87|22 MEg7|2 DAL Belstn 1 chs =&S 9liA x| F
Ct. &X= 7|2 FY5 &4(HS, 72l WA, =2 71, g3, 7|8 S)810] .



62 3P Alx 2 E23Y7]E (CGMP) 344 A

5to{of stCh = ==& Alofl M Zof| MEE= TH i
=
o

IBEEAE AR ZFo|AL} AR

2IIMHI|= %a% 2
(@]

Hot=ojof stot MH

=3
= =
n|ME &HaF 2 ChE 2EERE HmEY| flsl FIIMo=2 "rt=lojob Shot, O

/| =<
® 37 o2 2215 2dAHAME o Ech

- O — =
® Z[EtE=A|
0| E M3l ZiHolof, & ZX| S 22 ChE2 ZEEX= MHEE 80| |
StAl st7| 2lstod MA = ojof st =& Fl(clzl, HEM, XX S)= =&
= A
= i .

o 29, ©x|, MEo| Lol 2H ststofof ok,
Lt Mol €KX = ZZHdH[(NON-PRODUCT CONTACT PACKAGING EQUIPMENT)

@ 2=3}7|7|(CODER) :
REs7|7|e] SEe s, 87| & SlatRl g £ YE F7H IEE
EAlSt= ZAo|ch ol 2d3=z 2laff, ol 2 Al(embossing), ClE Al(debossing) 52

(=] o
sttt S5 MERE7HsMol e BRlME 2ES J|7|E €A Hog

H

= 3

e EXZ ohSo{x| 1 opzt =lofof Btoh BE3F 7|7| 7} 2k e chRojof she
o= Alo| 2hel Zx|oIA 2ol Mol HS WS st e 2
S 27 HAFZ & Slofof Btch IED malEl == WHo| Ko|stD Mt
JISStEE M7 =ofof stoh FEE SEolM ZE MEE AT Sol HI|H i
o= stel =lofof 3hch.

@ 2t 77| (LABELER)

Bl7|7|s 87| Ee Cl2 S50 mabo| 2pM £e mAo| 24 glo| 2HM S 2
ol=c| olE=ch MANL R5E X Eo| =5 2uI(7|e 7He 8|9 2
olg fUE 4 U= HMEC £M2 WX 9sh ko B F YD LAY} B
Ol5tE2 M7 =lojof BtCh 2MUSH S2 WA A| Ch2 3= == Cf2 A EZo| ati
Wo| ZQI7bsA S aty| 9l5tod HA 2= S M= ofof B :
@ AHolA =7 T2|11 Hola ZEY|/ES2(CASE ERECTOR AND CASE PACKER/SEALER)
ol MH|o| 2Xe AXMES H55t0] AH|Kfol|A vjstr| s Mozl o f =
a2 pteq 2olsy| YsiMolct HE 87|74 S Mulo| “ois o |
HaRlof wE 5 X o 517 SIHA MEMe HAS Sola B 4 U= A

at
il
o
-
o
°
o
i
0
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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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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 0smosis)

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 extraneous 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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Guidance 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:
The kind and severity of each reported injury
The body part involved

Product and code numbers

O O OO

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

O 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)

O 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




O 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

O Whether recall notifications are capable of being initiated promptly

O Whether the appropriate FDA district office has been notified of recalls

O 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

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

O Documentation

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

Documenistation 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 should6 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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