AUANWUZIANIE
Glucosamine sulfate 1.5 ¢/3.95 ¢ powder for oral solution
GPU: 995774 '

1. %aen
Glucosamine sulfate 1.5 g/3.95 g powder for oral solution
2. auaudRnIly
21 gduwy Wunedmivazarhdmiufuussmy
22 dwvssnay Ty 1 903 SvSnmee 3.95 g Ussnaushuuddiyfimuyaiu Glucosamine
sulfate 1.5¢
23 meurussy  UssqlueasUnaiv Yoatuuauazady
24 aan aanewesiiforusayliedednou hisudeusasvaniie
- yunuzUsHy ethaisedasstyBeumistenentsin daudseneunazuaaw
WS w8e7 taviindnuarfudueng
- VLU sEyTan duvseneudienddguasamunse Tusdn Fuduang

<4 a P °o &
LEYNIRER Wasiauneiuasunisue

3. quauUAnIImalia

-

31 grdaiagfusondrdgisaiunisiusaansgiunsedningiudiedfyausinsgiu PIC/S

v

(GMP-Pharmaceutical Inspection Co-operation Scheme) W3Biiguiin

v o

32 gudngrdudagufiosinunisiusannasgiumsuangnusnsgiu PIC/S wiawisuiviy

33 nsdlbildewiuwuusadinfinutisuya (Bioequivalence) vawdnsinsienisufivemunuy

34 wammsRdeseisdndosilduluay  Finished  product  specification  wag  Active
pharmaceutical  ingredient  specification  #sldaavzifousadninUAMEATINNTEWMISUALET  NSENTN
asIsNAY Tnedpadiulunudormuanasinasgiuvaimsinseiidrdvhnownsgu (Official
Pharmacopoeia) Tushsela dmgwmils Afeuvividelminivhsemuussmansgnsasisugy Gos sty
5187 WA, 2561 aeTuil 6 Sunew wa. 2561 (Ussnmidlumieinanguney 12 nuanWus wa. 2562) uarussne
NSINTNAGIINGY 1509 sEYMTIe @UUT 2) WA, 2562 aviul 3 nangiau wa. 2562 (WsemAlusieisanun
26 NINYIAN WA, 2562) '

nsdiflivsingludisienla q (Non-official Pharmacopoeia) derfimuanmantinisinaia das
Usznause Universal tests uax Specific tests anudaruuauazinasgiuidluasmsiaseifidmustiluds
g1 dmTugduuy fu 9 (General requirement for dosage form) %38 The International Conference on

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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duunenansmifuen mwilvg uaz/mSenwdinge Aldduiuansnssunsemiswasen

duunenansmstunsdousifuen (WU e, 1, ne. 2, w3, e, 4, 8. 1, o 2 wdusinsdl) Hadumi

wazwdmdsuswandunaudnuuvanizyaieiduiaguiasdervuaninsgnurasidmsins s

(Finished product specification and analytical procedures) Aunsiedty

nsdifimswisuwasilesensimandowhiven  Buuduudveudludfouas  (wy

n.8.9, 8.4, 8.5 wdnsinsdl) umiaufiude

duumilsdeiusewdniusiondiiagy (Certificate of Pharmaceutical Product) nsdienimiedsnn

siraseina

ﬁmmwﬁaﬁa%‘usaemmgwumsnﬁma'm’lwé’mncu‘r‘l’z‘én’ﬁﬁﬁ'lumw%mn (Good Manufacturing

Practices; GMP) lumniniiurtesiugnitaus @iudrgamussunsnssasulnediaglutiaiaints

$us09) lapdpeUsenousy

6.1 duuisdaiusounnsgrunmsaneimumdninusiisnisintuntsudaingiufeddy (Active
Pharmaceutical Ingredient : API) vananingfiusienddty (API manufacturer)

6.2 duurwiidaiuseaasgiunisudnginuudninusiisnisidlunsnanndn fustorduiagy
(Finished product) vatindnndndnsiendniagy (Manufacturer)

6.3 dnumidaiusounsgrumsudneinnmdninusiisnisiidlunisudandafusisrduiagy
(Finished product) ¥8{uUuTsHaARTNNA (Packaging) tawznsdinguanendnisguuasnioussy
aiw"ﬂauazﬁag’ﬁu)

duumilidsiuseunaspumaiuinwuasnsynenaamdninueiisnsirtuninfuing uasnszae

1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))

d1uun official monograph Tugs7en (Pharmacopoeias) l#§198¢Wu Active Pharmaceutical Ingredient

specifications wa Finished product specifications Usznausig
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10.
11.
12.

13.

8.1 Official monograph lu Pharmacopoeias 481984 Active Pharmaceutical Ingredient

specification vasndningAuiiendifty (AP-Manufacturer) (i)

8.2 Official monograph T Pharmacopoeias 481484 Active Pharmaceutical Ingredient
specifications mméwﬁmmé{"n%gﬂ (Finished product - Manufacturer) (§nil)

8.3 Official monograph Tu Pharmacopoeias 481984 Finished product specifications ‘Uadvgwﬁmm
dusagu (i)

d1un Active Pharmaceutical ingredient specification

9.1 duun Active Pharmaceutical Ingredient specification wasginaningiiudunddiy (API-
Manufacturer)

9.2 @1 Active Pharmaceutical Ingredient specification wauane1diagy (Finished product -
Manufacturer)

&1L Risk Assessment Report for Elemental Impurities (§1)

@1 Finished product Specification vasjndngndniagy

a0 e

dumifsdofusemanisinsnest (Certificate of Analysis : COA) Tusunisudnfidsiaagg (nsillvids

shetheen) wiogunndsiddhiduagelullagiu Taeseslsznaulude
12.1 dumddeiusomansiaevingiuiiedifity (COA of Active Pharmaceuticat Ingredient)
Tagdinatsznausie

a W a o

1211 dwmildeiusemanmsingivesndaingiudendifny

1

1212 duuwildefusemantsiinszsivandandndiusionduiagy

12.2 dnumisdeiusemanisimseindnsdasidndagy (COA of Finished Product) vasgndnnansiud
ednsagy
1221 dwuwiddoiusomanisiinseinnindasdadusienduiag (Manufacturer)
1222  dnumilideiusomamsinssianguteussyiust (Packaging) (awensiififdnen

dudazuuazduaussyshedouasiiegiu)

12.3 wdngrufudumnuduiusaiunisndn vesirgiudaond Ayuarsdndusionduiagy @ivionsd
laifiszy Lot. voeTmgiivluenans COA of Finished product)

12.4 wdngrunsinseinan e laeviiienuyessy (i)

duunenasuansanisanmaurt (Stability data) laasinsUsznausae

13.1 FuunenasuanNaMsAnyIAIUALTasEEYET) (Long term stability data) fiasunenyenil
fvualivuaain/ussasie

13.2 ANUNENaNSHANHANITANYIANNAIRILUENTI2LSS (Accelerated stability data)

13.3 dnenansuanwan1sfinwaNuAsIsyezen1 (On-going stability data) Uaas
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20.
21.
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13,5 dunenansuanman1sAnyAT A visonaistuasaiunsirensdtsenuantiuugiile
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dumdngrumsiusosmwaLyaTemaniusion (Bioequivalence study) (tawesiemstifisades

w3atil)

Swmdngunisiusasenuvinfisslunisinyiuediuuuy (Therapeutic equivalence), winguam

Judringadrunda (Biosimilars) wismsAnwianuisuiioudulsl (Comparability exercise: CE)
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Performance 141513
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2 | ymsgwavaunwingfivieididity (Raw Material ; API) 10
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4 | imsgrunsiivine nsee1 (GSP/GDP) wasn1su3nmavidenisue 5
5 | ms@inwAIuRsy (Stability data) 5
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