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U8 | Test items Specifications
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e - *Mda Uniformity of dosage units uaz Dissolution ikuuienasuaniseazidunna
MIRTITIASIEN mndlldudsseaziduanidusinaalilulu coa
- A5ANIANLTHULIINITAU (waive) NTATIEVIATITTIENSI WuLansanals
wingrudnamlasueinaig
J a
4. Naulvdu

[

AiaveAwasBudm N winglena mianasaeletefusenenmilaediisnunasvazidunaail

Var ‘;j < o Qs A o ] 3 1 =
4.1 wnenimslaueygwiumabausiisuaiiedwiiglusavelne uazduns (declare) uwidmin
4.1.1. TuddgynsTunzidouiue Taun ve.2ve.3 ne.4 w3e 9.2 udusnsel
4.1.2. Tueveliunsidon ve.1 vie 8.1 vesnfiiauesia wisuneaudeaidenisniuay

a o ¢ o 5 P .. . . o~ a
ANATNYBINARNUNATUNVUNEIUEY (finished product specification) nNsaivag
sendnantsasundasunloiufuazdsauuuienaisnisvoudly (8.5) niou
finished product specification Ingveusluneuiulsenielseninsiadidnnseiing

wazlunu 2 U o Sudsemadseninsiandiannseiing

4.2, 1BNANSTUTBIINTFIUNITHEREN
4.2.1. nsdlgndnlulsemelng guandesiliionaisiuseannsgiunisndnginunaninaust
wardnisfidlunisudnen PIC/S (Pharmaceutical Inspection Co-operation
Scheme) lneviaeanu PIC/S participating authorities v3ailionansiuseawinsgiu
MsWAREIRMTANINAEILAE ISRl SHERe R sd T NIUANENT SN M TUaL

81 NSENTNATIINEY Baimuntulasinuasnndesasinfisudundninasivas

3 Y o & ' -
ﬂmzﬂiillﬂ’lﬁﬂ’M'uﬂﬂﬂJﬁﬂUmzLQW']:ﬁLLﬁﬂi’]ﬂ'lﬂﬁNlUﬂ’ﬁ’\JGl‘UOﬂ’liﬁuixﬂUL‘Uﬂ?!'Uﬂ’IWﬁ 5

(a3%0) ) UsZEIUNTSUMS

717
a " [
(Wwanty ayugTIw)

' -
o~ - y
(23%D) b H— nssuMms  (asda) M nIuNs  (asdie) (7%"/ NSINNTS

(wngdian wrg) (unanmfupind A3ans) (eaing A

pu
o Y474 s Cﬂ\ F- @@ﬂ/
(a3%0) NITUMS (GND)! oM NS (a1%) NIINNTTUDTLATIYNT

(u9an9sen fusaiauluw) unaada 19d3ueduns) (WeanInfun gamusiuud)



Fsidlunisudne PIC/S lumnaerfivauewis asuaaanuseunisavaeulned
Han1s3usaateiulsznalsenInsimaidnnsedind

4.2.2. nstlgininalsamea duandesdionarsiussannsgiunisnanenmmwaninst
LardSnisifalunisudnen PIC/S (Pharmaceutical Inspection Co-operation
Scheme)lagniiaga1u PIC/S participating authorities aUUAGAMUSBUNITNTINADY

lneiiwan1siusasieiudsemadszninsmdidnvseling visergnasndn udwsinsdl

4.3, @NEANSAAN YDA TIAT
4.3.1.0amsnsiRNziRuAmREnduseduToguveuan (certificate of analysis of
finished product) Tugnjuidaudias
4.3.2.Han130519UATIERANA N IR AuveeTiedfty (certificate of analysis of drug

[y

substance) fildlumsuaneniuiidadusiegwiwesindnsuazduaningiv

4.3 3nansviTeviangiududuninuduiussewinsqunsndnvesingivvesiasnddny(drug
substance) 98 4.3.2 fujunsnanvasndndusiond13a3U (finished product) 4o
43.1

4.3.4mnenfiauaiiongunnnii 2 Y Wuanswan1sfinun long term stability naentaseny
vesnfitunaoulitudninnuanznssumsenmsuaren NIENTNAETUEY

4.3.5.nsadusngu biological products 7 vaccines, blood products #asiitonans

FUTBITUNMIHAR (lot release) MNNTUINGFNANTNTUNNG NTENTRAGITUGY

4.4. fegnen
4.4.1. flauesian desdeiiedenagnatey 10 uauga Jududununanssivazidonls

ATutIumuTAmualufdeauau iUty

4.5. malseiuaunmeTidwey
4.5.1. piideaeusasionglildlitesnit 1 Yiunniudwey
4.5.2. WnaInTidaoy whesdduunnmanglufusemanimselinnginjuiidumey
4.5.3. nszﬁﬁuﬁwswmsﬁwmsduﬁaasmmﬁdma‘uLﬁadamsaaﬁLﬂi'\xﬁﬂmﬂ'\w w3y

o

Ty miisiedesvesiodn lnsglavesiniiazue)azdesdweiindnaiudiua

o v v & ' o =
ﬂmzﬂiiuﬂ”ﬁﬂ']'ﬂ'umﬂmﬂﬂ‘dﬂwLQW']‘JI.l.avi"lﬂ']ﬂﬁ’NTUﬂ’ﬁ’\]ﬂ‘dﬂU’ﬁ')Nixﬂ‘UL‘Uﬁq‘Uﬂ']WVI 5

o k//’,’,
(a3%0) P Usesunssunis

77 .
(Weanty a3uTIIwl)

{ /;l— : - - y
{(a3%0) 7 N3NNI (a3%0) M n3sNNT  (@3%e) 0%”/ N33UN135

(ungden wada) (uneanfueind Avan3d) Womnadng  FuniTand)
5, O A e e =
(GAD) NITUMST (asvo)........ SR T NITUNT  (AIYD)....o. e ATTUNSUALAVIYANT
unaate fusainuley) (unaada 2d3eedund) (unaniafiun gsmusiuuy)



imbesnisdmmalinreiuazidudiuinveualdireiineadecdunisesie
wnseiguam nsdinwue hidulumupaudnuazion: mihessnisveanudns

¥ oa

hifufnsannsiauenemedinanvesfiauese(fazuisuas/mioguanlunialy

hY)

v

4.5.4. flauena(dasue)azdesiunisuendieslndvuneny wiadieiansidiouaniwiie

Y

Usznslagneumvunlaglufidouls

19 “ [y 1 o

4.6. fauesinn (§u1e) Sugaulisnidndgyginouasuiivua Insriuaiiuiugeuain

Y] [ 7]
[ ] [

ANZNTIUNTIATRUITINTLAVLN LURGUN T 5 fail

4.6.1. ns@inansquaTITiTedeni TnensuivermansnisunndvieRosjuantsild
NINTFIU ISO/EC 17025 nan15nsaaiasiznliiluluniuninsgiudedivualu
UsznAYsznIngIan

4.6.2. nsdinAnAusiowintgndsniuiuaniesemalasdninnunaznssumsemsuay
o1 Tugraavesdyaasdossune

=l a L € -:‘lln‘ [} ' a o o !
4.6.3. nsmwuﬂmmﬂmmwmnmamﬂm%muwawmNamaﬂszawﬁwaLLasmmﬂaamnﬂma

L di o ) e z i L i
AUenlafue TagrumuiugeurinaaznssunMsindaunsiusyiunn weguami 5

4.7. mheswnmsveanuinshifuinsuwindugnenivseifgndeniiviulaednineu

ANENITUNTITDIMTUAT e TUSEEELIaN 1 YnewTuussmeauseninsiadiénnsetind

) o v & ' v i
ﬂmxﬂiiuﬂ’]iﬂ'm‘umﬂmﬁﬂ'l:m«lxLQWW::Llﬁ3‘i’1ﬂ'\ﬂﬁ’]\ﬂﬂﬂ'ﬁﬂﬂ‘ﬂﬁﬂ’ﬁ']lﬁ-‘!ﬂ'UL‘UW?!‘UH’IWVI 5

@ido) 3ESTUNTIUNT
'S ANy
(Wgandy ayusTian

(@3¥0) - NI (aa%‘a)m’\( ATsIMs  (adde)

(wngIdian unia) (unaniueind Agan?) (urpuIAaIN

o2

{2
o OF v 4 - o OZ/;
(G nIUNTY (aa*ua)...........?c..é)..’f).?\. .............. NITUMT (AU s NTIUNTUALIAYIYNS

(unanesen Musgyinulve) (ungnin W dedund) (s iafn gausiuu)



