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o 1. uniin (Introduction)
mJauammwummnwmmmummnnmsamLmJ AU warnsnszanandusael Teagfiadiainudaniae

amomatuaannﬂuaauq 1/1LLuvm‘imﬂﬂmvnﬁumswmjm?nmﬂaoaaﬂmsaumﬂian (WHO) Tuzadiviuaing
WWIEALAm UL ufonad Ly 5

- ndnnaaiign1sialumenisAuasnisnssanadaadudesuniaindanssu (Good trade and
distribution practice, GTDP) )

- - MINAFALANNAIENWEI LAY UA iR LsEna U eI tnaananEiaanfuiiunienislusduuyen

nldns'lad

- Mamnmmaﬁmsmmumswamm (Good manufacturing practices, GMP)

- udninaaiidenfueudifiu (Cold chain) Taamawizildduiadu waziiing

- f AT usTIvUlssnG (The international pharmacopoeia)
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o Jaquszavduasqfiaivindudaviudutayauanmiiaainiananseneg Anaunneeu Taanisadunauee
ANuivIBnlaglanisnRTanLaImINsaNAUNsIaLALLaNsauRILR Al adelsAaunaazidan
wianilanasaslafunistiuuasliinunzduanudniuanenayaaalaaditawinnassiaanusasdiuisale
TvrdgdaussaiihnunaniasgrIunivaunInisiadnig

Auzineeg LiRauaneguAnTsonuLadnssy ndovungdusinnadudaet §anonde wagian
g9 STUAFUNTINYNAULATIULAFAATIUTTINEILIR Meazsidannasnsiaiualasaslaiunisdiuianiny
winnzaudugaunnIaivanlundazsuv Taasasinfavazljifaungsadavaasilssinaniaiunnisidnasag
Tunng AxnsTUNLALITAY
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o 2. @afigNuANY (Glossary)
AagunauangaNunInaaaIdnvinldlutandsildduddwrvinidsnglungssiiiauuas
daunuginildagluilaqiiu

o msaanqwﬁmommjnsiu (Active pharmaceutical ingredient, API) &131a9 wiasiunanuadig
a9 ‘vmvl,aLwalmamﬂmmmsmmwasﬂ (Dosage form) szamam"l,ﬂhj‘lumswammavmmmmﬂu
msaanqwﬁmﬂmiummLsamsnuuﬁ GREDITN ‘lmwammmumﬂ‘lu”’l,mqm'ﬁmommnmm wiauia
NATAE6AIITUAITITRNY 583U usTiv S lavAulse wiaiialilAnnasaTAsasInsanIsvin
winAuassene

o Ansdutlau (Contamination) Aa nslaFunisduitlauannasiafinlifivlssaed wiasadnly
6855426 m'aaou,:damJaauaumnmmamumﬂumammomu (Starting material) #9a 8158INTIHAR
(Intermediate) w3aen&115a31 (Finished product) Tuseninen1suda (Production) ansgusIating
(Sampling) a1sussa (Packaging) w3a Ansussalvi (Repackaging) ansimiAu (Storage) w3an1s
AUy (Transport)
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o asdutlauthundnsdouai (Cross- contamination) Aa nsiinn1stuitlanzasinadudesudinds
wiaensEnIunan wiaenasaslginadudesudidu viandadaeridrdulussninedunaunisudn
e

o gstfiuilasn, asdseusieen (Excipient) GREIOK m"Lu‘l?jmsaaﬂqmé Tanun1slssiiuau
ﬂaamﬂﬂLLa‘"‘l?jLﬂumsaomummaanqwﬂuswmﬂ A9l
- Lﬂumﬂjpﬂ‘luwmumsaamummm‘lmuﬂmumswﬁmm |
- flugsnldilasAu i@@undatinanuas nvthidssdnina wiatmalvitAnns
eaufuuadeie
- ?hﬂ‘lumsa“jLLuﬂW”LﬁummLLmﬂcshawaowﬁmﬁ’msﬁ e
- W BUMUNTNANY druanulaanda UssdndninuagenluszningnisligdenvisanisaaLau
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auaumﬂ (Expiry date) fa Suiviszylivunuuzussy (fuluaiseyliuuaain) ﬁaoma?jﬂmwwa
u,aa?,mn mﬂauﬂs”awﬁwamoaﬁwmmmumuumaunaaumamﬂ"lusvﬂ nmmmnan“lﬂmuau
plilip mmsamnumm”l,manmaamumu,uvm‘imﬂmaammumumwammmaumﬂwaomm

ﬂ?iﬂﬂﬂﬂ'\ﬂﬂ? (Labelllng) nanssu“uaomsﬂmamﬂmavsmmmsﬂmLaaﬂamnmmanmaommaua
mnmum AUAILNTITVINANURLANARNEUNITHAR mmaﬂmsmvlmnmmaoauq TUALIUNITHAR
Q‘uﬂ’i""‘m\‘lﬂ']’a"ﬂﬂilﬂ']ﬂﬂ'\L‘lI']ﬂ‘lJﬂ'Wju”‘].l‘i‘iﬁﬂﬁ

ANSHAMEN (Manufacture) ﬂ']‘i‘]]{,]ll@]ﬂ']‘é"i/l\‘]%ﬂﬂ G\\?LLG]ﬂ']‘S&\‘]‘]ja')G\ﬂﬂ‘]JLLE\]uNE\]G\ﬂm"?/l ﬂ']’a"l/l']tl'] 13
AIUAUAUNTN msaummu ANTIALAL ﬂ']‘iﬂ‘iua']ﬂﬂ']é’i']l,iaiﬂ LL&uﬂ'\ﬁ'ﬂ'JllﬂﬂJ‘VlLﬂﬂ')Lua\‘]

Ina6u/Id6 (Material) Hudildtaanirevunade Saafuiusu (§15aanansnandunssunay
msmmuam) f13aAnadgau (Reagent) &1svinazara (Solvent) snsarauuiunis (Process
aids) maﬂomtsasﬂ THARINTUNITUITY LAREARNEN

Taad iun15u99y (Packaging material) a1 ﬁﬁasmmaawuwuuuam’l?jmsamLﬂumuMua
waama?jﬂmmmtsasﬂ Lm“lusamamuuuam“l?mssmwamswumaum TaaRuvausTfiaridIuIg
wiatflusydudlguad (Primary) wsandaad (Secondary) duatduinianiiug gnaanuwuuiia

TagulssavAaliiduiaduen1nansnaa’li
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wnsauad (Pharmaceutical product) enla9 mmwmuma’lﬁnuuﬁﬂwsaammLaﬂoLwaLﬂumms
waaﬂu"lusﬂLl,i.lwaamml,sasﬂ mmﬂumammamumam'smmmLsasﬂmmaaumsmuﬂumﬂlm
ng,]umnm"l?mummjﬂmsmmLwamsaoaanuaumsuum

N15HA6n (Production) msﬂgjnﬁmsmummLﬂmm”aaﬂnmswﬁmLﬂa%’?jﬁ’mqﬂéfou,m'm's%’nﬁ’mqﬁmumu
AWIUNNTHARN AT IRTAUKALITR wazlduriaussalul nstdeaarnuays nslaaarnlnuaudenisin
ilfluadrdauaidrsas

Fursdasnsiagauln (Retest Date) da Juiiiinadiuaislasunisasiagaulutiiiagnfovunsau
Aunstavusalillsannsa’la

ANTAaLAL (Storage) nMsaatAutadudausinasIinaduaudnisiidnarainiatinluldeu

AR (Suppller) nﬂﬂamammmmﬂmjﬂmm InaAU WsaAug Teun1sFeda dearaidudiunu
UKL HARANNUE HNAARIBNAN mLﬂu“l,ﬁ"l,mmsl,aaﬂﬂmmmmmwLLau“l,mnuanmmmme
dudunuiignsas
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NINIANANLUN Q‘Viaﬂﬂj«ﬂﬂ@] %L@ﬂﬁ’]‘i@ﬂ‘i&lféﬂ%

WHO THAI FDA PHARMA
o lavdannue o lawdannus
o tlavannraniiviuauay WHO firuiuda o Beavandumn THAI FDA Pharma flunian

1nnINaay THAI FDA Pharma 291117
arugiadda
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> 5. PERSONNEL o 3. yaanns ( Personnel)
> 5.1 All personnel involved in distribution ° 3.1 ‘higimuﬁﬁ’mﬁ]iﬂmsiazaaluﬁ g
activities should be trained in the requirements JOTUNINAREN ﬂﬁ\?ﬂuﬂ:‘ SOTUNUNERIEN
of GDP and be capable of meeting these SO UNUELELUREWAILALENUDI TTIWENUIR
requirements. AMTIa lifiyaainsatnatiaInanasdl
AL RIUUALUUNZANNAELALTUNITTUUTIR
o 5.2 Key personnel inVOIVed in the dIStI‘IbUtIOI’l ﬁmqﬂsgaoﬁoﬂa\jﬂ—]sﬂsgﬁ’uﬂmﬂﬂ]wﬂ—]ﬁLﬁu Tﬂﬂ
of pharmaceutical products should have the finsUfidaungsudauidirualiacg
ability and experience appropriate to their aneag
responsibility for ensuring that pharmaceutical < » L
products are distributed properly. ° 3.2 uﬂmnsmrummﬂmumsausuam\m
LAeAUNTAIALALEN seLdaunisdfineu
° 5.3 There should be an adequate number of fupaunsafiunisuazszuuauldaande
competent personnel involved in all stages of (safety )

the distribution of pharmaceutical products in
order to ensure that the quality of the product
is maintained.

29.08.2559 GSDP WHO Thai FDA Pharma 10
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o 5.4 National regulations with regard to o 3.3 YARINTIIUUAGDINIUNITALSHUAS
qualifications and experience of personnel Ui undanguavidauaaa (
should be followed. personal hygiene ) waznaisgaanuaie

o 5.5 Personnel should receive initial and ('sanitation )

continued training relevant to their tasks, o 3.4 yaansnufinouludarundaiiven
including assessment as applicable, in accordance asnldyailasAunumunzauduounia
with a written training programme. AAVININUNLRUNTIUAUKRUNAIUNAUHTH

o 5.6 Personnel dealing with hazardous
pharmaceutical products (such as highly active,
and radioactive materials, narcotics (s15.aw
@m), and other hazardous, sensitive and/or
dangerous pharmaceutical products, as well as
products presenting special risks of abuse, fire
or explosion) should be given specific
training.

29.08.2559 GSDP WHO Thai FDA Pharma
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o 5.7 Records of all training should be kept.

o 5.8 Personnel involved in the distribution of
pharmaceutical products should wear working
or protective garments suitable for the
activities that they perform. Personnel dealing
with hazardous pharmaceutical products,
including products with materials (such as
highly active, toxic, infectious or sensitizing
products) should be provided with protective
garments as necessary

> 5.9 Procedures relating to personnel hygiene
relevant to the activities to be carried out
should be established and observed. Such
procedures should relate to health, hygiene
and clothing of personnel.

29.08.2559 GSDP WHO Thai FDA Pharma
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> 5,10 First-aid procedures and equipment for
dealing with emergencies involving personnel
should be available.

o 5.11 Procedures and conditions of
employment for employees, including contract
and temporary labour, and other personnel
having access to pharmaceutical products must
be designed and administered to assist in
minimizing the possibility of such products
coming into unauthorized possession.

o 5,12 Codes of practice and disciplinary
procedures should be in place to prevent and
address situations where persons involved in
the distribution of pharmaceutical products are
suspected (&9&t) of, or found to be
implicated in, the misappropriation and/or
theft thereof.

29.08.2559 GSDP WHO Thai FDA Pharma
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o 7.PREMISES, WAREHOUSING AND o 4, arAsAAUNIRLALLAcA9E1UIAAINN
STORAGE A0
7.1 Good storage practice (GSP) is applicable in > ( Premises and facilities )
all circumstances where pharmaceutical L
products are stored throughout the distribution WunarAu ( Storage areas )

process. For additional guidance relating the 4.1 siail 9 Too A usiliies
general principles of storage of pharmaceutical ° 4.1 favilinfans unsLavAun tl e sl
products, refer to the WHO guideline on good ayaaruInlusuaAa U
storage practices (WHO Expert Committee on

Specifications for Pharmaceutical Preparations.

Thirty-seventh Report. Geneva, World Health

Organization, 2003 (WHO Technical Report

Series, No. 908, Annex 9)).

7.2 Precautions must be taken to prevent
unauthorized persons from entering storage
areas.

GSDP WHO Thai FDA Pharma
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° 7.3 Storage areas should be of sufficient o 4.2 Nuidaifuenasfiauraiaewaiiaziaiiy
capacity to allow the orderly storage of the WAAAN9 9 waznAndauaiviainuatadssianating
various categories products, namely bulk and usuday v faafu Yaad11ssuni1susss
finished products, products in quarantine, e Ava5asd endsassanisudiussy
and released, rejected, returned or nazend1sasy gscrinvsanaitas ey e
recalled products. WNAILATIZUNIUNTAWTE tNTiNaTAs1zY

WNIUN15AWTE ENSUAUININAAIA WAzENT
BantAUAL

o 4.3 iaqa’im%nmsnsiaﬁLﬂuﬁoﬁuw’ AITTW
ANudIAfaLIIuInALFadinINNQn6DY
sanaaavAuen uazashinnualaldiiy
AArlunsiausnsuazaulaandtsaiaa i
LAY

29.08.2559 GSDP WHO Thai FDA Pharma 15
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o 7.4 Storage areas should be designed or o 4.4 Aundatiuasiasunisaanuuuniayfulvd

adapted to ensure good storage conditions. In
particular, they should be clean and dry and
maintained within acceptable temperature
limits. Where special storage conditions are
required on the label (e.g. temperature,

relative humidity), these should be provided,

checked, monitored and recorded.
Pharmaceutical products should be stored off
the floor and suitably spaced to permit
cleaning and inspection. Pallets should be
kept in a good state of cleanliness and
repair.

gnnnsialiuna teasanshifliaunazaia
uazumiaalassauaanginuianssu Tunsdalind
?J”afimumaimwmsﬁ’mLﬁuLﬂuﬁLﬂHmuﬁiuuvb"nu
aan  (Ldu amund uarsauAINdu
during ) douuariisasialvinseauiidiviua
asaday uazduvin'ly Ingduuazenasiaiauly
aomuwumsauwanuwu wialan( pallets )14t
FLELVILNENWALLANTVINANNRZAALALNT
ATIANINIALANTAITURUAAITLALTUTIA WA

grana narlasunisaanuaulvineagainladenu

GSDP WHO Thai FDA Pharma



29.08.2559

NANUHUANA TUNITIALAULRZATTAN LR UAEN

o 7.5 Storage areas should be clean, and free o 4.5 HuidaiAudavazaiauazlsiaannnisssau
from accumulated waste and vermin wavuaeviadefidsa msdautalfians
(wuav). A written sanitation programme guanuay( Sanitation ) Widarau Wuaradnual
should be available indicating the frequency of dns Ueuandvignsuazanuilunisvinalnu
cleaning and the methods to be used to clean AL IO UTULALZNUNATALAL A25TTaT519
the premises and storage areas. There should fAnuanIsdanuasAILANSaTLazuNag( Pest

also be a written programme for pest

control ) Wfluaradnmwaidnwsiduifeddu g1l

control. The pest-control agents used should Sanumuaudaiuazunasaailugsilaansisa

be safe, and there should be no risk of

contamination of the materials and

AU u,a‘“"l,uLaﬂomamsmmmsﬂumauﬂmmamnma
e TuAudaLAuAlsidad uadgdnisvinany

pharmaceutical products. There should be seannudaansanadtialinuamnudassanis
appropriate procedures for the clean up of any luilau

spillage to ensure complete removal of any

risk of contamination.

GSDP WHO Thai FDA Pharma
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o 7.6 Receiving and dispatch bays should

protect products from the weather.
Reception areas should be designed and
equipped to allow containers of incoming
pharmaceutical products to be cleaned, if
necessary, before storage.

7.7 Where quarantine status is ensured by
storage in separate areas, these areas must
be clearly marked and their access
restricted to authorized personnel. Any
system replacing physical quarantine should
provide equivalent security. For example,
computerized systems can be used, provided
that they are validated to demonstrate
security of access.

o 4,6 U aIantnausasugIRuaAItzinaan (bay)

assusailavAundasarviannsiaiwanniele Tu
nszﬁ:mﬂuu%nm%’maa favlin1TaanUULURLAR
alnsalnnwsanazvinliiduviaussafuriuadinnfuas
gndzaalunatuuaungRUM LN AaunULN a2
ANUATALAL

4.7 entiagluganusAndunazuanifulufiuimniy
WuidaLduiiudasfiihassylidaaunaraiuannissan
aan“LaLawwyw"’l,muaum'\mmuu ffiszuudulaii
TdununsuangauiaLiugudlsasiulainfdainu
Uaaadaiaiandy tau arldssuumaniitnaseag
sfusaanIzaumugsatuadldsuasule
(validation) (WaiiugiunisidszuusneEnau
daaana(security) TunisaiuaunIsLanfienIeN

GSDP WHO Thai FDA Pharma
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o 7.8 If sampling is performed in the o 4.8 msﬁﬁuﬁngwzsim%’usim‘ﬁm.he"i’mqﬁn‘lu
storage area, it should be conducted in such gnwuwIadaundiszuumuan d1nIguLAuIading
a way as to prevent contamination or nszvinlunuNIaAuingdu nsgusHad19iusavin
cross-contamination. Adequate cleaning saianvisnusailavAunisduiilau
procedures should be in place for the (contamination)wsanisduttlautnundasaual
sampling areas. (cross-contamination) 16 uaglununiini1sgu

> 7.9 Physical or other equivalent validated ﬁgamo faviinnisdfinTunisvinAanuszanaacng
(e.g. electronic) segregation should be WWEIWE 3
provided for the storage of rejected, o 4.9 nsdatAuinafuniasnluiniun1sauié au
expired, recalled or returned products. av'\qlﬁﬁumnmmm u%aﬁ&%umﬁun"umﬂmmﬂn
The products, and areas concerned should NUNanIgIanstadIan1saulaiaginnsansiada
be appropriately identified. ANUgAGauadllsuATH LduIan1sTussuy

a"l,a"invmslaﬁna'm'smmsaﬁonanamuwaaj”aq eI
WRZAUN'TADEIITALAUL KU RU

29.08.2559 GSDP WHO Thai FDA Pharma 19



29.08.2559

NANUHUANA TUNITIALAULRZATTAN LR UAEN

o 7.10 Radioactive materials, narcotics and

other hazardous, sensitive and/or dangerous
pharmaceutical products, as well as products
presenting special risks of abuse, fire or
explosion, (e.g. combustible liquids and solids
and pressurized gases) should be stored in a
dedicated area that is subject to appropriate
additional safety and security measures.

7.11 Pharmaceutical products should be
handled and distributed according to GMP as
defined in this document.

7.12 Pharmaceutical products should be
handled and stored in such a manner as to
prevent contamination, mix-ups and
cross-contamination.

o 4.10 ssaananiussuasansiuiunded fagiande
TN maamumamamaummmmmsa
AalutAnAnudagainnislalunieiifia (abuse) Gk
L vwiasadale (durasunalrlyln udsudenda
usTanalausdugs) msdatAuluiuniawignidssuu
ANNURAAAELAZUINTAITAILANAITFNEIAIIN
duavilaaasa (security) aeinatzinga

o 4,11 YeaAuLazen ms“lmsnmsamanLavammﬂ‘lM
ﬂnmaamu‘namnmsmsmsmm‘lumswamm G
Avua'lilutanasiiaaniag

o 4,12 Tnafuuazen ms"lmnmsamnu“luanmmum
fusailavAunisiuilay wiatAanisdutilauanuy
NARAUN LG

GSDP WHO Thai FDA Pharma
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° 7.13 A system should be in place to ensure ° 4.13 Taafuuazen AT lasunsTaLAulugn I wivin

that pharmaceutical products due to expire iiTulalsin gusainEsEiuqa WLl uasda
first are sold and/or distributed first (FEFO). euyulsuauagenivdada &uanyfauaiaaan

Where no expiry dates exist for the products, rau (FEFO, first expired / first out)
the FIFO principle should be applied.

Exceptions may be permitted as appropriate, o 4,14 Yaafuuazanii liuniunisauila (Rejected) aas
provided that adequate controls are in place to srydanurlidatauuazuaniiunialeassuuindu

prevent the distribution of expired products. LwmJaanumsmaium“h]‘lmumwvumswmsmwms

_ _ ffiunstugavinafududlsanistug
o 7.14 Rejected pharmaceutical products should

be identified and controlled under a o 4.15 gnandailneuazinnaangusnisiaciuls
quarantine system designed to prevent Ligndasauaudgyagruiumnauasnguunania
a 1 (% [-% [ a
their use until a final decision is taken on their ILULUNTENTINNEILNITIOLNUELTNAR
fate.

o 7.15 Narcotic drugs should be stored in
compliance with international conventions,
and national laws and regulations on
narcotics.

29.08.2559 GSDP WHO Thai FDA Pharma 21
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7.16 Broken or damaged items should
be withdrawn from usable stock and

separated.

7.17 Storage areas should provide

4.16 enunnKsatdavnaalIsuanIntsuain
guad'lItNadnne ( usable stock)

(e]

o 4.17 Mundaifuaisfiszuu Wi vinaeainem
wigewa ialiinsdfideuiilulilactirvgasiag

adequate lighting to enable all operations wiutnuaziaanse

to be carried out accurately and safely.

Storage conditions

7.18 Storage conditions for pharmaceutical
products should be in compliance with the

o gn1zn1siatAu (Storage conditions)

> 4.18 &nngnisaatAuinaAuuazenmissannaad
aunszylivuaainan dellutadinuailédann
NaANSNAFALANNAIEATNADILN

labelling, which is based on the results of

stability testing.

GSDP WHO Thai FDA Pharma
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o Monitoring of storage conditions

o 7.19 Recorded temperature monitoring

data should be available for review. The
equipment used for monitoring should be
checked at suitable predetermined intervals
and the results of such checks should be
recorded and retained. All monitoring
records should be kept for at least the
shelf-life of the stored material or product
plus one year, or as required by national
legislation. Temperature mapping should
show uniformity of the temperature across
the storage facility. It is recommended that
temperature monitors be located in areas
that are most likely to show fluctuations.

7.20 Equipment used for monitoring should
also be calibrated at defined intervals.

° ANSAILANAANITANTAALAL
o (Monitoring of storage conditions)

o 4,19 umsuumnamunu‘luwumamLﬂn“l,al,ﬂumﬂ
SnealdnesianIsAnnmu asanuIu adnsaiily
A5IARNITATIALALAITHIUATATIARA LT U
svﬂ”ﬂLtavﬁuﬁnwamsmaaamwhﬁﬂuwé’nmu
12y AN1TRAMINATIAFNILNTIALAUGDILAUTNE
1iatviaadn 1 ﬂmwaoauaummaomamuma
wam.ﬂmmmammamuum‘luﬂgsvmuwao
whauiAgianIsTaIuamngil o 3aia
amuﬂumnammsummamLauamaamwummLn:u
LAHHUNIIN TR qmuqumqsmﬂomwuom
aaunqiiilanaduuds launniga

o 4,20 adnsaid1niunisnsiadgal aiTlasunisdan
wiell (calibration) auszazIaI AU

GSDP WHO Thai FDA Pharma
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o 12 DOCUMENTATION

o 12.1 Written instructions and records
should be available which document all
activities relating to the distribution of
pharmaceutical products, including all
applicable receipts and issues. The name
of the applicable entity should appear on all
relevant documents.

o 12.2 Procedures should be established
and maintained for the preparation, review,
approval, use of and control of changes to
all documents relating to the distribution
process . Procedures must be in place for
both internally generated documents and
documents from external sources.

o 5, siaAuunlunisintAu (Storage

requirements)

utanas (Documentation) :dd9ns 7iilu
Aaanaianwsasiuina19g (Written instructions
and records)

5.1 mmmmauuumnmaq annunanssu‘luwum
AaLAY swmmsammsmmnuaumaumﬂ A25%
uummﬂumﬂamsrmanm lan&sianiisavadune
wumaumsamLnuaumamaaz;;aﬂmLLazuauan
lUNIvAaIngfuLasen Suviangstayanialy
avAanstialigusadiaeuBantduendulenin
ohiN kb
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> 12.3 Documents, in particular instructions > 5.2 fidlaygamsiaiuingfuniacusasudia ag
and procedures relating to any activity that Tusu& mwuwmasvwmaﬂmauﬂamyu
could have an impact on the quality of easdun anMzasiaiy 1anssrionals

pharmaceutical products, should be Lo oy v
designed, completed, reviewed and 19U UNIIUNGaInadgaue ( retest date)
! ! i

distributed with care. TaafinfianuensenviAiuua ( pharmacopoeial
requirements ) uazngseifinuaavisyinaniiuy

o 12.4 The title, nature and purpose of each TR ULA N U2 R ALAZ AN U USLSSA

document should be clearly stated. The
contents of documents should be clear and
unambiguous. Documents should be laid
out in an orderly fashion and be easy to
check.

o 12.5 All documents should be completed,
approved, signed (as required) and dated
by an appropriate authorized person(s) and
should not be changed without the
necessary authorization.
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o 12.6 There should be compliance with

o 5.3 ansdatAuiuingrnsunissuanusaznsy

national legislative requirements with regard TUNNAIARIIAITIININELRLLALAADITIELNITRUAN

to the nature, content and retention o

documentation, relating to the distribution

of pharmaceutical products. Where su
requirements are not in place the

documents should be retained for a period

f AaLAw el dagune wwaindnuassung Jud
JududT ety JuArifivuadunariunensy

ch a1g nMstiunanguniuanassasiuau
svaiznainguunaiuua(arliizaivuanin
agszidaulvitAiuianasliauasudn 1 tvdviusdu

equal to the shelf-life of the products where 218UDITRA TN AN W)

applicable, plus one year.
o 12.7 The distributor must establish an

maintain procedures for the identification,

o 5.4 aiAudaya'liativasidannsuaiIunienig
d FuLnisEaUIaLN Lagn1sINdaanlignaaIaINN
Aiualilusyuy 1y wwanaseas tiusu

collection, indexing, retrieval , storage,
maintenance, disposal of and access to all

applicable documentation.
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o 12.8 All records must be readily
retrievable, stored and retained using
facilities that provide a suitable environment
to prevent modification, damage ,
deterioration and/or loss of documentation.

o 12.9 Documents should be reviewed
regularly and kept up to date. When a
document has been revised a system should
exist to prevent inadvertent use of the
superseded version.

o 12.10 Mechanisms should exist to allow for
transfer of information, including quality or
regulatory information between a
manufacturer and a customer, as well as the
transfer of information to the relevant
regulatory authority as required.
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o 12.11 Records relating to storage of pharmaceutical
products should be kept and be readily available
upon request in accordance with the WHO guideline
on good storage practice (WHO Expert Committee
on Specifications for Pharmaceutical Preparations.
Thirty seventh Report. Geneva, World Health
Organization, 2003 (WHO Technical Report Series,
No. 908, Annex 9)).

o 12.12 In the case of temperature-sensitive
pharmaceutical products, records of
investigations and actions should be retained for at
least one year after the expiry date of the
product.

o 12.13 Where the records are generated and kept in
electronic form, their back-ups should, be available
to prevent any accidental data loss.
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o 9 CONTAINERS AND CONTAINER
LABELLING

> 9.1All pharmaceutical products should be
stored and distributed in containers which do
not have an adverse effect on the quality of
the products, and which offer adequate
protection from external influences, including
microbial contamination.

o 9.2 Labels applied to containers should be
clear, unambiguous, permanently fixed to the
container and be indelible. Information on the
label should comply with applicable national
legislation with regard to the labelling of
containers. The labelling should be written in
at least one language which is understood by
persons involved in the distribution chain.

o astaaarnuazaidurussy (Labelling and

containers)

5.5 Saquazenionuaalstiuniaussylunizusila
vnhiaatA T nuadizen InaAunsanldniusinuss
aglunzunil dauuilastl luaasidaddusag
flavAunansznuInAauanlaluunvnsalsInfonig
ilavAun1sduiilavanatiauuaiaacae

5.6 anrug nssaﬁoumﬁaoﬁamnﬂmﬁﬁﬂﬂa s8ua
ARt mamauamymaouanﬁawaamamu A%

HAG mmmaumﬂ Sutisiavnsradauad Wau'lunis
IaLfunazenselaareae lialsldsdaniaswan

Liiuana
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> 9.3 Shipping containers may not need
not to bear labels with full description
of the identity of the container's content (in
order to prevent theft), but should
nonetheless provide sufficient information
on handling and storage conditions and
precautions to ensure the product is
properly handled at all times.

> 9.4 Special transport and/or storage
conditions should be stated on the label. If
a pharmaceutical product is intended for
transfer outside the control of the
manufacturer’s products management
system, the name and address of the
manufacturer, special transport conditions
and any special legal requirements including
safety symbols should also be included on
the label.
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> 9,5 When used, only internationally and/or
nationally accepted abbreviations, names
or codes should be used in the labelling
of containers.

o 9.6 Special care should be used when using
dry ice in containers. In addition to safety
issues it must be ensured that the
pharmaceutical product does not come into
contact with the dry ice, as it may have an
adverse effect on the quality of the product.

o 9.7 Written procedures should be available
for the handling of damaged and/or
broken containers. Particular attention
should be paid to potentially toxic and
hazardous products

GSDP WHO Thai FDA Pharma
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o AssunIdanuazan( receipt of incoming
materials and pharmaceutical products )

o 5.7 ‘tumssuwaom'}Lmauﬂsomsmaaaaunu
lanansdada (purchase order) AAdaduay
MIIAFAUAIINYAGDIUDINAULUIFF LAY
FEURLLALAUUARN ANNNNAG ATaLLaZUTU LD
T8qnratn

> 5.8 ANTFUADILAINNGDINIUNITATIAF UL EIUIN
nssa“la"lum?ju”?jummenu'imﬂmaam Tunsdiiand
NRELASINNE O AITUANLALOMIUASINHAR

° 5.9 M IRA UM AULUTITANAA UL IAZLALA
WWadatnanisdaaudu u,azm'ml,ﬁg.mw a1l
ANAUUTTA IAUNRIFEAITUANNWULTUY WiaEN
nanuaLnNundnduLNaniIsasIadgauaa‘ly
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(e]

5.10 msgudatnImIsnsevintaauaaInsilasunis
Anausuinatvinzsuuazljifautainuauad
Asgual a1 lrlnIn Auuslaniinisguaiacng

aanlusaviaainllaugasuivlilvdatau

o 5.11 manavnisgualatng asiaatAudua'litu
USAUANAU TALLENTUARDATLEZLINITEUINNANS
AnAu wazaIsIntAulua1auna

o 5.12 Taafunsasmsuantiuluiundnduauninazd
L@NESLIIHIUNITAUNEA KIa Lk unTaulfaanun
Hundngu

o 5.13 msflinasnisnisusasiairizauiaeiliruns
ayifazligmihldldigausasiariusasuaniiy
NIFAUIaLNaUTUILNINNTaNITVINAE KradIAUR
AU
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o Stock rotation and control

o 7.23 Periodic stock reconciliation should
be performed by comparing the actual and
recorded stocks.

o 7.24 All significant stock discrepancies
(Msimsvriu) should be investigated as a
check against inadvertent mix-ups and/or
incorrect issue.

ANSUNUILUIUAIAIARILAZATITAILAN
( Stock rotation and control )

5.14 m”aaﬁmsmsaaaanﬁuﬂ”momé’aﬁ‘]uszqz 9 168
iaunausgrnIvdayaluiunaduguaAndu'laasy

5.15 @9vinn1snsadgauLilanuaINULa AMNIYAD
Usunarduaiavadeniitiadidayiiamaiing i Laa
ANANUFURULAL LAV TANTAN1TINURA

5.16 Tuusnaun1sNan mﬁusussqﬁ’&w‘%amﬁqn‘lﬂ”lﬂ
wigvuneshusasilarduazuiinlvaiiniiailasiunis
\Rauqaunwuiaduillausznilonisiauiy Jaauia
A dusiFIunIstauazgaladldurgrumsialvivius
Aautllaldn1duslna
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5.17 ‘Bias3nedang Sanduainaiducinizgdise
uanINANARaU ldINauaIntadIRaInafua e Tull
finansgny anilullldasudehvigfuAnwausiu
MIUANAUAINIUNIIL MTaLTunsTe 9 Tunsaitialg
vintfuatunangiu

o

o AMaAUANIAfUaraNNaaiauastanladeu

o ( Control of obsolete and outdated materials
and pharmaceutical products)

> 5.18 msfinsasyagaunisgauasanitaniiu iy
fRtiuluadviuaagiauasziaszivdinainailasiu
AsENFaLazeNNaFTaLaridanldvuaan 'l
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o 16 REJECTED AND RETURNED
PRODUCTS

> 16.1 Rejected products and those
returned to a distributor should be
appropriately identified and handled in
accordance with a procedure which involves
at least the physical segregation of such
pharmaceutical products in quarantine in a
dedicated area, or other equivalent (e.g.
electronic) segregation, in order to avoid
confusion and prevent distribution until a
decision has been taken with regard to their
disposition. The storage conditions
applicable to a pharmaceutical product
which are rejected or returned should be
maintained during storage and transit until
such time as a decision has been made
regarding the product in question.

6. sud1fau ( Returned goods )

6.1 &urrAu NuMIRuAINGaniAuAY ( recalled
goods ) asdiiaaudunaunilasunisauila (
approved procedures ) wazvintiuvinn1ssedIu

6.2 msﬁ’mLﬁnﬁumﬁwmﬁﬁu”la”;uﬁuﬁﬁ’nﬁ’uaundw
agleiriumsdssiivaanwanng lasuuauvana i
Sufindaulaansiwal 39z ldiAulITuAdv uaAILAa
AU

6.3 msuanuay uaziuvinnisanagualitusaou
guUAIAIAAY LHAIN1TAIIMUEANATINIEY luasiin
waasainduanneihainiuaaiuianaanvia
‘i:sowmmami’mé’oﬁun”nﬁaﬁmhﬂ LEIAITYINRE
v
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16.2 The necessary assessment and
decision regarding the disposition of such
products must be taken by a designated
person. The nature of the product returned to
the distributor, any special storage conditions
required, its condition and history and the
time elapsed since it was issued, should all be
taken into account in this assessment. Where
any doubt arises over the quality of a
pharmaceutical product it should not be
considered suitable for reissue or reuse.

16.3 Provision should be made for the
proper and safe transport of returned
products in accordance with the relevant
storage and other requirements.
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16.4 Provision should be made for the proper
and safe transport of rejected and waste
materials prior to their disposal.

16.5 Pharmaceutical products should be
destroyed where necessary in accordance with
international, national and local requirements
regarding disposal of such products, and with
due consideration to protection of the
environment.

16.6 Records of all returned, rejected and/or
destroyed pharmaceutical products should be
kept.
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o 10. DISPATCH
> 10.1 Pharmaceutical products should only be

sold and/or distributed to persons or entities
that are entitled to acquire such products in
terms of applicable national , regional and
international legislation. Written proof of
such authority must be obtained prior to the
dispatch of products to such person or
entities.

10.2 The supplier of pharmaceutical products
should, prior to the dispatch of such products,
ensure that the person or entity, e.g. the
contract acceptor for transportation of
the pharmaceutical products, is aware of and
follows the appropriate storage and transport
conditions.

7. nsdasvduduarnansausy ( Dispatch and
transport )

7.1 @15 ausvidauazenlaaatiun1studn s
N3z NUAaAMATNLRLINIFN1IZANTIALAL T
ARaAAUAINaNTU

7.2 ﬂgsszﬁmsﬁoLﬂuﬁLﬂﬂ‘lunssﬁn'\;ﬁ’msﬁomumﬁu
nlafiudeuiv uanannsdfidiianinulaansie
wa siaviusaclain Jaamiandndaaflududs
Taaasduminudonrivinsizanatinnanssnusa
AaLATWARYTRAUIaLN LU ATgaAnAud

7.3 asldiAsasnsiainaainnidlussiinenis
ausdaunsalningauuaiuvintayaaaungdly
LNANITATIANUMIUIANITATUURY
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> 10.3 The dispatch and transport of o 7I.4Am'-iﬁ’m§ia§uﬁ1LL;jz?JEaia;‘j’aqlAzjamLﬁa”l,m”:s‘:u"tu
pharmaceutical products should be svduatvintdunazaasdunnlitiluiansgsudangu
commenced only after the receipt of a valid o 7.5 aranvintanasitlfifs nsunisinge&udn
delivery order or material replenishment LATAURITRAURZENONAUNA B UTADIRUAT WD
(v6ix)plan which should be documented. FoszuaiamlIsszIonitaausslu

° 10.4 Written procedures for the dispatch of o 7.6 mMruzausIdudiasanuisailaviunisnszny
pharmaceutical products should be _ 619 9 NNAEAUAA ARNNRIRUATLUARDIGITEY
established. Such procedures should take into Faau wazilaviunisautdau'le

account the nature of the product, as well as
any special precautions to be observed.

> 10.5 Records for the dispatch of
pharmaceutical products should be prepared
and should include at least the following
information:
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o

(¢]

o

(¢]

o

(¢]

o
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(@)

7.7 anAuiiunnnisiansdedudlitiunangu

- date of dispatch; :
dayanitunin’liatrviaacasd

- name and address of the entity responsible for .
the transportation o - JUN

1
ol

- flauasatiuadgnan

U

O

- name, address and status of the addressee

e.qg. retail pharmacy, hospital, community clinic); - e o e L
(e.g P Yi pital, 5 )i - saRsldanuaINandagian 1y daan suuuuen

- a description of the products including, e.g. ALY ASITNER uazilsuna
name, dosage form and strength (if applicable);

(¢]

- @NNYANTAURIURENTAALAL

o

- quantity of the products, i.e. number of
containers and quantity per container;

(¢]

7.8 asiaAuiiurinanualidausaansanlduay

. _ asyada'ldifiasasnis
- assigned batch number and expiry date;

- applicable transport and storage conditions;
and

- @ unique number to allow identification of the
delivery order.
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> 10.6 Records of dispatch should contain
enough information to enable traceability
of the pharmaceutical product. Such records
should facilitate the recall of a batch of a
product as necessary. Each party involved in
the distribution chain has a responsibility to
ensure traceability.

o 10.7 Methods of transportation, including
vehicles to be used , should be selected with
care, and local conditions should be
considered, including the climate of the region
and any seasonal variations experienced.
Delivery of products requiring controlled
temperatures should be done in accordance
with the storage and transport conditions.
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> 10.8 Delivery schedules should be established o LAST IN FIRST OUT winwnavaannau
and route planning performed where needed, » .
taking local needs and conditions into account. o TdAUNITUURY

Such schedules and plans should be realistic and
systematic. Care should be taken that the
volume of pharmaceutical products ordered should
not exceed the capacity of storage facilities
at the destination.

> 10.9 Where applicable vehicles and containers
should be loaded carefully and systematically
on a first-out/last-in basis in order to save time
when unloading and to prevent physical damage.
Extra care should be taken during loading and
unloading of cartons to avoid breakage.

o 10.10 Pharmaceutical Jaroducts should not be
supplied or received after their expiry date,
or so close to the expiry date that this date is
likely to occur before the products are used by the
consumetr.
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o 11. TRANSPORTATION AND PRODUCTS
IN TRANSIT

o 11.1 The manufacturer should communicate
all relevant conditions for storage and
transportation to the entity(-ies) responsible
for the transportation of pharmaceutical
products. Such an entity(-ies) should ensure
adherence to these requirements throughout
transportation and at any intermediate
storage stages.

o 11.2 Pharmaceutical products should be stored
and transported in accordance with
procedures in such a way that:
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o (a) the identity of the product is not lost;

o (b) the product does not contaminate and
is not contaminated by other products;

o (c) adequate precautions are taken against
spillage , breakage, misappropriation
and theft; and

o (d) appropriate temperature and relative
humidity conditions are maintained in the
case of pharmaceutical products, as
appropriate, e.g. using cold chain for
thermolabile (‘lindsicanusan)
products.
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o 11.3 The required storage conditions for
pharmaceutical products should be
maintained within acceptable limits during
transportation. The specific storage
conditions of the product should thus not be
grossly exceeded, or exceeded for an
unacceptable period of time during the
transit period. Any deviations from
storage conditions which are considered to
be acceptable should be determined in
consultation with the marketing
authorization holder and/or the
manufacturer.
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> 11.4 Where special conditions are required
during transportation which are different from
or limit the given environmental
conditions (e.g. temperature, humidity)
these should be provided, monitored and
recorded.

o 11.5 The transportation process should not
have a negative effect on the integrity
and quality of pharmaceutical products.

o 11.6 Written procedures should be in place
to investigate and deal with any violations of
storage requirements, e.g. temperature
violations.
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o 11.7 Products comprising highly active and
radioactive materials, other dangerous
drugs and substances presenting special
risks of abuse, fire or explosion (e.g.
combustible liquids, solids and
pressurized gases) should be stored and
transported in safe, dedicated and secure
areas, containers and vehicles. In addition,
applicable international agreements and
national legislation should be followed.

o 11.8 Products containing narcotics and other
dependence-producing substances should
be stored and transported in safe and secure
areas, containers and vehicles. In addition,
applicable international agreements and
national legislation should be applied.
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o 11.9 Spillages should be cleaned as soon
as possible to prevent possible
contamination, cross-contamination and
hazards. Written procedures should be in place
for the handling of such occurrences.

> 11.10 Physical or other equivalent (e.g.
electronic) segregation should be provided
for the storage and distribution during
transit of rejected, expired, recalled or
returned pharmaceutical products and
suspected counterfeits. The products
should be appropriately identified, securely
packaged, clearly labelled, and be
accompanied by appropriate supporting
documentation.
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11.11 Products containing toxic and/or
flammable substances should be stored and
transported in suitably designed, separate and
closed containers, taking into account national
legislation and international agreements.

11.12 The interior of vehicles and containers
should remain clean and dry whilst
pharmaceutical products are in transit.

11.13 Packaging materials and
transportation containers should be suitable to
prevent damage of pharmaceutical products
during transport.

11.14 Sufficient security should be provided to
prevent theft and other misappropriation of
products. Steps should be taken to prevent
unauthorized access to pharmaceutical products
being transported.
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11.15 General international requirements
regarding safety, health and
environmental aspects (e.g. explosion,
contamination of the environment, etc.)
should be observed.

11.16 Damage to containers and any other
event or problem which occurs during transit
must be recorded and reported to the
relevant department, entity or authority, and
investigated.

11.17 A batch tracking system should be
used which enables specific batches
transported to be traced during the
distribution process.

11.18 Pharmaceutical products in transit
must be accompanied by the appropriate
documentation.
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15.RECALLS o 8. AMslduntAundnsateidu ( Product recalls )

15.1_tTthﬁre shou(ljd be? syste|||11 wr;]gcrldmclﬁddes o 8.1 msialifinnassrudmsuisnrsdiialunisden
[~ a Qs o [-%3 a o a 4 1 al
a Written procedure to recall promptly a \iundadaaianuazinafuisusasvduinasidom

SEAREY (2 ETMEEBLIg] PEElEs | o) ¢ FIUAUAIWAUNARINAEIITIASILRLTUTERNEN W
suspected to be defective, with a designated * RS

person(s) responsible for recalls.

15.2 Such procedures should be checked
regularly and updated.

15.3 The original manufacturer should be
informed in the event of a recall. Where a
recall is instituted by an entity other than the
original manufacturer and/or marketing
authorization holder, consultation with the
original manufacturer and/or marketing
authorization holder should, where possible,
take place prior to a recall being instituted.
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o 15.4 The effectiveness of the arrangements
for recalls should be evaluated at
regular intervals.

> 15.5 All recalled pharmaceutical
products should be stored in a secure,
segregated area pending appropriate
action.

o 15.6 Recalled pharmaceutical products
should be segregated during transit and
clearly labelled as recalled products.
Where segregation in transit is not possible,
such goods must be securely packaged,
clearly labelled, and be accompanied by
appropriate documentation.
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o 15.7 The storage conditions applicable to a
pharmaceutical product which is subject to
recall should be maintained during storage
and transit until such time as a decision has
been made regarding the product in question.

o 15.8 All customers and competent
authorities of all countries to which a given
pharmaceutical product may have been
distributed should be informed promptly of
any intention to recall the product because it
is, or is suspected to be, defective.

> 15.9 All records should be readily available to
a designated person(s) responsible for
recalls. These records should contain sufficient
information on pharmaceutical products
supplied to customers (including exported
products).
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o 15.10 The progress of a recall process
should be recorded and a final report
issued, which includes a reconciliation
between delivered and recovered
quantities of products.
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o @gANATAaLALLAYAITIaaain (Storage and labeling conditions) | |
nsaatiuluaniizilni (Normal storage conditions) nunady nstAulunuie ga1um
IAudafianndaremns aangiatszning 15-25°¢ wiaduduaniwgianndgangiluiu
30°c daaanausunruannmauanvranannsluilay uarBifiugesalvanauars
nsuenaaNNAamuuanisiaiiu (Defined storage instructions) nanfauvienisasiniiy
amudanlaiiivuaanizsadseyIinsiautiulidaiay m"l,usvmﬁmsamLﬂnaumumsmwwv
(1du maaamnn‘lumamaa‘lummu) m'mu,mnmamnwau“lm‘mmsaﬂmmﬂusuuunmauq a1’
gansu'le 1y luszunvnisaudnialulszine
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Farvuemsdaiiume lsgaumniene ddauuzhesii

AU UILURANN
Do not store over 30°c
Do not store over 25°c
Do not store over 15°c
Do not store over 8°c

Do not store below 8°c
Protect from moisture (tAuTuiiwiia)

Protect from light (1AuTvWuL&Y)

u/

- %4

ANMUUUILDIUUANHANLAL
5¥1319 2°c 9 30°c
59139 2°c 9 25°C
5¥139 2°c 9 15°C
5¥13N9 2°c 9 8°c
5¥1319 8°c iy 25°C

WuNANAugUINs LAY 60% Ldanaauy
flavAuauAulzgen it

lRanAIduzAuRgI TRe 11
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[V
0 v A

PATNVAUANMTLEAIRAIN NN

AUz UIUURAaIN ANUNUB VDS NUBLNS
gauuniIatau (wuan1u WHO)
Do not store over 30°c LAVEIRNUAN I TaitAu 30 “c
Auliluiguungiliitiu 30 ssrwa s MluvesUszwnelneg
Do not store over 25°c LAUEIRNUEN I laitAu 25 °c
AuliluAgauungiliiiiu 25 ssrwa s MluvesUszwnelneg

0
Do not store over 15 c
Nuliluigaungiiliiiu 15 asrwaided

MM 2°c D9 15 ¢

0 e ]
N 2 c g 15 c©

0]
Do not store over 8 c
(=3 = = [——" =
iNulilungeaungiiliivhiu 8 esAwal@ua

L]

MM 2°c a9 87 c

0] — (]
M 2 Cc a8 C

0
Do not store below 8 ¢
[=3 =i =, ) ' =l
wulIlungaunnigiiliisinngn 8 asrwalBeua
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Temperature Indicator
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Thermal Mapping
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mwisznaumsvh Thermal Mapping
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o Guide to good storage practices for pharmaceuticals. WHO Expert Committee on Specifications
for Pharmaceutical Preparations. Thirty seventh Report, Geneva, World Health Organization,
2003 (WHO Technical Report Series, No 908, Annex 9)

o Guide to Good Manufacturing Practice for Medicinal Products, PIC/S Pharmaceutical Inspection
Convention, Pharmaceutical Inspection Cooperation Scheme, PE 009-2 July 1, 2004

o d§1ineN &UNIIUAUEATTNAITANMITURLEN BANLAAULILALIENITNATUNTHNAMENLLKNY T31TU

o TFIIULAFUNITUNINT AULTN1TAA&11INTIUYDIAUUTLNALRILWRIIIUNINT NMTUTUITIANITARINA
(Good Storage Practice) a0 1in1ag ALLINIUNITIANITANNT TAN.AaNN. Il bEES

o http://med.mahidol.ac.th/ramapharmacy/th/knowledge/general/11102015-0010-th
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