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(GMP Inspection at Overseas Pharmaceutical Manufacturer(s))
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(Certificate of Pharmaceutical Product) visevidsdeud wannsiauseidiu GMP g
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2. | 9897uM959UsBiuNInIgIuasn1slun1sNEne (GMP Inspection Report) 11
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nseudRaINIsUAnTRUTHEIY aute 2

4. |renansdeyaudunaniufindnen (Site Master File) atulagdu siuduuuy
MTIIABUANUATUNIUVBLBNANTTRYaLUUNANUTINERYT (Check List of Site

Master File) (F-D3-35)

5. | dfleAmnn (Quality Manual) #3etenansiiiiguiin
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(Manufacturing Process Flow) %ﬂizumiﬂﬁLmai‘ﬂa‘uﬂmzm’mﬂizmumiwﬁm
IFN5IATILANAFOU kAL UDAIVUAVDINAN N UN LULAALNTLUIUNTT FIUNY

eavidunvesanIuil wisdle wargunsainlylunindne

7. | lonasudunveensnsIrdeuANgnaed (Validation Master Plan: VMP)

9T B{TUBUR IV AU, eereeenceeecssensseesseessssenssenssniees FUT s




L L = s
UAU YNNI Ell il VLR

8. $18N5VRINTNTIVUTEEU GMP Navunvesan 1uyingnen 5 U doumnds
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mhgnuiiuguamuevesUsemananuingngfsey (§13) (Regulatory

action details for five years prior to the date of submission)
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(Please specify)

Jan1sAn (Trade name)

Foagly wazAULTs (Generic name)

wunzileudisuen (dlusnsey)

seazBuanuInn1snaneivaduses (dwsemne v luges Type of Product wagAanssuiivesuses)

Dosage form

Type of product (ldw3eaving v lutesiiiieatos)
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1. 91Us1AaNe Sterile Products

gy
(A)

Penicillin

(B

Cephalosporin
(@]

Carbapenem

(D)

Sex hormone

(B)

Buq (CEAN)
(F)

Manufacturing/
Processing

Operations

Primary
Packing

Secondary

Packing

Quality

Control

Batch

Release

Other
(58Y)

1.1 wanlnewelinUsiAaniie Aseptically prepared

1.11

sUluvrAnaIUTINATIN Large volume liquids

1.1.2

suuuulalellad Lyophilisates

1.1.3

sULUUADs Semi-solids

114

sULUUYBAMaIUTIIMTRY Small volume liquids

1.15

JUMUUYRILTa Solids

1.1.6

sUuuureuvaIUnIFNWeTlildenda

Sterile Non Injectable liquid preparations

1.1.7

:JJ‘ULLUUEAJIW] (CEAT— ) Others (Please specify...........

1.2 ndalaesviliuseannigelutunaugaving Terminally sterilised

ad o

1.2.1

sUluvrBAUnaIUTINATIN Large volume liquids

1.2.2

sUsuUAuda Semi-solids

123

sULUUYBIMaIUTIIMTRY Small volume liquids

1.24

JUMUUYRILTe Solids

1.2.5

sULvvvBImaIUNAINgeitlilyedn

Sterile Non Injectable liquid preparations

1.2.6 EULLU‘U?J‘L!G] (CET— ) Others (Please specify............




Type of product (ldedeviing v ludesiliiedos)
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Dosage form

: Sex : Manufacturing/ Primary Secondary Quality Batch Other
gild | Penicillin | Cephalosporin Carbapenem e ) ) )
. . hormone Processing Packing Packing Control Release (5zv)
2. gniilaildensiAanni@a Non-sterile Products () ()] (@] (D) (521) (F) )
(E) : Operations
21 jUsuuuAUgauds Capsules, hard shell
2.2 sUuuuuAUgageu Capsules, soft shell
2.3 EULLUUMMWHN’%’Q Chewing gums
24 sUuvuveswardmiuldnieuen Liquids for external use
25 gUuuuvesmatdwsuldnnelu Liquids for internal use
2.6 JULUUNS Powders
2.7 gﬂLLUUEﬂWu Pressurised preparations
28 JUuuuAauds Semi-solids
2.9 EULLUULMﬁU Suppositories
2.10 jUuuudin Tablets
2.11 sUuuuuulUsimis Transdermal patches
2.12 @rsuauaviind w3 udn] Veterinary premixes
2.13 E‘ULL‘U‘U?J;US] (CEATI— ) Others (Please specify............ )
Dosage form Aanssuiivesuses (dndesne v ludesfiiesdos)
(I‘Lliﬂixqwmﬂmiwaﬁﬁ‘ua%imLtazgﬂ!,w‘uwaﬁﬁm% Manufacturing/ Primary Secondary Quiality Batch Other
3, ma‘l‘ni’ﬂq Biological medicinal products (i} 3ULLUU1ﬁIE]W1§‘ﬁ, EULLUU‘Uana’J‘LﬁmmﬁB&J 1Hud) Processing Operations Packing Packing Control Release (s8Y)

3.1 nanduaflaanidenvesuysd Blood products

o

4
3.2.1 whnsaiieiuszuuniAud Immunological products,3adu Vaccines

v

]
3.2.2 wanduaigiuszuuniiduiy Immunological products,i3y Immune Sera

v

)
3.2.3 nAndaueiAgiussuugiduiu Immunological products,kaufilau Antigens

o

3.2.4 uandusiAgiuTsuugRduiu Immunological products,

guglulnaydu Immunoglobulins

3.2.5 nAndaueiAgiussuugiduiu Immunological products,

¢ a ¢

ueufvefliannguveswadliinaNwadfies Monoclonal antibodies

3.2.6 nandmuanAgiuszuUniiduiy Immunological products,

giJLLUUSw] (CEATI— ) Others (Please specify................ )

3.3 wansdmuiaatitn Cell therapy products

3.4 wandugiduiUn Gene therapy products

3.5 miaﬁmmﬂwwéﬁaﬁmi Human or animal extracted products

3.6 gﬂLLUUﬁu‘] (CETR— ) Others (Please specify........c...c.... )
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