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1.2 dulszneu  Usenaumiedien Glucosamine sulfate sodium chloride %38
Glucosamine sulfate potassium chloride iguwinAuAg7
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2.1 Finished product specification: In house specification

U Test ltems Specifications
1 Identification Conform with finished product specification
2 Assay 90.0% - 110.0% of the labeled amount of Glucosamine sulfate sodium
chloride %38 Glucosamine sulfate potassium chloride
3 Uniformity of dosage units Meet the requirements
2.2 Specification of Active pharmaceutical ingredient (API): USP40
19 Test Items Specifications
1 Identification
A IR complied with the standard
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U Test Items Specifications

B. Chloride and sodium %5® meet the requirement

hloride and potassium

C. HPLC meet the requirement
D. Sulfated meet the requirement
2 Assay (on the dried basis) 98.0%- 102.0 % of Glucosamine sulfate sodium chloride %39

Glucosamine sulfate potassium chloride

3 Content of sulfate 16.3% - 17.3 %

4 Residue on ignition 22.5% - 26.0 %

5 Arsenic NMT 3ug/g (NMT 3 ppm)
6 Patassium : No precipitate is formed
7 Heavy metals NMT 10 ppm

8 Specific rotation Between +50.0° to + 55.0°
9 pH 3.0-50

10 | Loss on drying NMT 1.0%

11 | Storage and packaging Meet the reguirement

vemn - NMT = not more than
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- Drug substance specification W15 nludiAsievivende drug substance %3e
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ssusulurneeililumsinvvindy wasfinisssydeanudaumslaeliluenansity
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dLULENENTUANITEAITUULRAINYBINTLLUSTY (Wekaznaaden) auildrunzdeuly
dudrvetunsiioudisuen (Wuu v.6.1 n3e 6.1) ATUNNTEN wiausieasiBunnmn
anwalanzvesduiigiuasdeimuniinigiuvesiinisiinsieien (Finished Product
Specification and Analytical Procedures) fidunzifaul’ Tnodesdradesiuendisyne
NIENTNANTIUEVTUTAMEB InsinI Uz A
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4.1.1nsdifemAnlulsemelne (ne.2)

4.1.2.nsefemhdifemswdsussqlutsamalng (me.3)

4.1.3 ns@gdaneeUssme (ne.4)
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durnidedesusosuns§IunIsHAR IR UNEALAMIITNNIT ALUASHERET (Good
Manufacturing Practices (GMP)) Tumuaniliigadesdueniiiave (atuanganusaunns
as1deulnediaglugianainisiuses) Inedessenaudie
5.1. duumildeiusesnasgiumsudasmumdninasiisnsialunsudnagiuseddy

(Certificate of GMP Active Pharmaceutical Ingredient (API))
5.2. A medafusemnnsgIuNSHAR BN UNA NN YIS AR TUASHARRE R A euTen

d1593U (Certificate of GMP Finished Product)
lunsdfiduenindrmnsslssime duandoaiduumiidosusomandas (Certificate of
pharmaceutical products, CPP) #3auisdasusesnisinwing (Certificate of free sales, CFS)
lumneenflauens atudganussunsnsnaeulnelinasusedeiulssnmalsznnsen
wnsgruvesdedivuanuainingfudienddy (Active Pharmaceutical Ingredient
Specification) LLazwﬁmﬁ’m?ﬁaﬂﬁﬂLgﬂgﬂ (Finished Product Specification)
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7.1 dnunanesgruingausmiendAny (Active Pharmaceutical Ingredient Specification) wa

o

NP 5§IUNGRTue1d1593U (Finished Product Specification) T sz yf15181

(Pharmacopoeia) Ml181984M5Tagilaennssuesaioudaaduliauderimua
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7.2. @147 drug monograph 29 9% A281d71A9 (Active Pharmaceutical Ingredient) was
wansiteled@NsaU (Finished Product)

7.3. nadiiningRusenddey (Active Pharmaceutical Ingredient Specification) w3anansaus
#1d113931U (Finished Product Specification) laUs1ngTu®15181 (Non-official
pharmacopoeia) fipduanmanguitednnssuvssnsiasreidulunudonidels
aeluil

7.3.1 fdermuauaginsguvesnsinnesiluimevessanaiduaundnues The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %5®

7.3.2 FoMyuauasInasIuYeInNs AT ISRERER (In-house process) flaonrdoiu ICH
Guidelines %39

7.3 3 fotmuanazinsgumiluresm e nesiiitmualilusse ssedls sisien
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(General requirement for dosage form)

nung: Tan1vunaun ningiuaied1Aey (Active Pharmaceutical Ingredient

Specification) uagndnsineiandniagy (Finished Product Specification) #a487198931n#157
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8) duumitdeiuseaman1sinszi (Certificate of Analysis (CoA) Tnadasusenausie

8.1. dumiladatusesran ATz inaAUie1d@dy (Certificate of Analysis of Active

Pharmaceutical Ingredient (API)) Ing@oaUsenaumie
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8.1.1Ldnumisdesuseamansliangingausenddny vesndningAusieddey
(Supplier)
8.1.2 dumisdesusemansiinTeiingauiedify vesnaandndaueionduiogy
(Manufacturer)
8.2. dwumilsdefusesnanisiiasigvindniudiendniagy (Certificate of Analysis of
Finished Product) vesnannaasitusiendnsagy (Manufacturer)
8.3. wnansBufumuduiudseningunisudavesingiiuseddy (drug substance) uaz
sunswarvandnsneidnsagy (finished product) Alilumsnansfuiidsuey

9) dUenasHaRINanIsANYIAINLALT (Stability data)
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9.1. dluenasuARMAN IANMAILAISZEZETI (Long term stability data) S1udu 3 Ju
ANSHER
9.2. dWIeNATUANINANTAN®IAINAIRIUANTIZL39 (Accelerated stability data) $1uau
3 JUNISHEAR
9.3, duuenarsuaninanisinufiuansiteramsainuvandinels 1 gn dnuiuans
Usednsnanissnw (nadlende) (63
9.4, nsgiflueniifesazais/ionseuld Widunenasnansfnumarunaiandanmsagans
way/m3e Weanwmdalald lusvhazanusng Asudiunazaanndasiuenansiiue
(In use stability data)
10) dnurnilsdefuseandniugisndusagy (Certificate of Pharmaceutical Product) izen
vt lulsenelne
11) dwuwengruauanyavenadndnsien Bioequivalence) laswansAnuaiuauyaves
WARAD9iE (Bioequivalence) Wulumiudanivua ASEAN Guidelines for the Conduct of
Bioavailability and Bioequivalence Studies %38 gilansfinwZiussavnauasiranyaves
wansfnusien nsensnassagy lasaaduniemhenufinudrauyaildfunissusesain
anauansnIsTuMIDIRaze) atuilagdu (nsallildenduuuy)
12) dumdsdefusesnnsgiunisdjifinumndninasiisnisialuie sl jUdnis (Good
Laboratory Practices (GLP) ‘Luﬂiﬁﬁ‘ﬁﬁﬁﬂ’l’iﬁﬂw’lfﬁ’mm%ﬁﬁﬁhﬁﬂiﬁmﬂ
13) duunviedesuseanasgiuntsifiudnvnasnszapemumdninasiiznisinlunisiiusne
wAENI¥88N (Good Storage Practice / Good Distribution Practice (GSP/GDP))
16) flaveadesduinegneegiaion 3 wmiheussatas
15) dnumnlsdeduseanmnssrukesd §URms ISOAEC 17025 Tuseniseniiaue i)
16) dnunenansuansdeyanislifunisussglu Green book vaensuinemansnisunne (G
17) @unendnshanidayanislaiunisussglu Orange book ¥84 USFDA. %58 European
Medicines Agency (§73)
18) nsilaildeunuudeaaninisfinymnendiin (Clinical trial) vesenlulszmelnefiuansdowa
mantinvesenUSeuiisuiuesuluutasiiailunsasmanisunme @i
19) M3RUTHATHFTTUNUNUAINYTENMARULNTINNTHALU TLULEIUINTIR (Founmaiasesssu
JhemIduasunITnee e semelng wa. 2559 wieasusiIndue Nasnndatulszne
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suuUssiuaUIzaNS NN 951A7 (Price Performance) Ussaveniail

fauys Ymiin (fouas)
Lammnazanen TR lemitomassns 70
2.51A1 30
1. AuamuasauautATdulslviddenissnynis Gavas 70) Fanedn
wnauainsUssliunanwedndusiendossiy ASLUY
n. wnausiRaunIwialy (General quality criteria) 20
1) UIATFIUNISTHARIMUAENIN ST N TN NN TR AR 15

2) wnIguingRumedAzy (Active Pharmaceutical Ingredient Specification) uazunnsgIu

HAnAnM1E1593U (Finished Product Specification) 3

a wa

3) WIRTFIWNIARIUf TR 2

4) u,_u_SM&JijgmdeMDiﬁrmeDMuaJm_ HIMILNEN rjﬁza\\_mmmgmﬂmﬁdjgmrmdwﬂdi‘d waznI¥Iee (Good

Storage Practice / Good Distribution Practice ; GSP/GDP) 2

5) WRIFIUEERIN 7.5

6) Jﬁmtﬁmﬂ&m%&%%m%ém%ﬁ: 4

. 52&323?@3& (Specific quality criteria) | 80
1) z%%mmabgsﬁ%mawﬁgzmnjﬁsﬂum (Certificate of Analysis ; CoA) 20

2) 2%3%33%53:@53% A7 (Stability data) T

3) wafigednunwuesmuurussyitduiae usatusiuasasin (Package & Labeling) 3

4) e lunisundasnwfugnduluu (Therapeutic Equivalence) 25

5 nsAnw/Adenieadin 20
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inausinsUszfiunuanwaanfausiendeansi AT
n. 52&@25\3.&\@5 (General quality criteria) 20
1. | aasgruniswdnemsmaninusisnsAniunisnEne (asuuusay = 90 1.1 + 1.241.3) 1
1.1 Certificate of GMP Active vj_mﬂanmc:nmﬁ Ingredient (AP Tumnaenlauoue atuagn 0.5
snuseUMIssdeulaeiinasUsesiviulssmalseninsia/Anden (Fandoladonids)

1.1.1. lesun33uses GMP-PIC/S 970 PIC/S participating authorities %38 cGMP 0.5
1.1.2. 19$un135uses WHO-GMP visa v3a cGMP viawflsuivin lumnailiendaatu AP 0.1
1.1.3. Iffun1s¥uses WHO-GMP e cGMP vawfleuwh udlussymnadaiau / luifilenans 0

e

LERINISS USRS GMP (lfa15047)

1.1.4.165Un155U09 GMP-PIC/S 38 WHO-GMP %38 cGMP Mivimengreuulsznadsenan 0

101 waglaifienansuasansiuvestenny we lifvdngiuudnsfununony (uarsam)

1.1.5. lallasuns5us03 GMP-PIC/S S8 WHO-GMP (lsfii975247) 0

1.2 Certificate of GMP Finished Product Tuvsanenfliauemie aduangamuseuntsnssvaoulag 0.5

= L7 = s = L
faiuTesiudseniadseninsien (Bandalatovil)

1.2.1. ii5un135Us89 GMP-PIC/S 910 PIC/S participating authorities #3e cGMP way/vio 0.5
milsFeTuseandniuei (Certificate of pharmaceutical products) 37 PIC/S

participating authorities lunnnenfiauawiy (nsalenthid) vieldsunissuses GMP-

PIC/S 21nd18N9IUAENSSUASDIMITILAYEN

1.2.2. l95un155Us99 WHO-GMP vsa cGMP w89 UseineuEs Tunsafiigadeatu Finished 0.1
Product waz/v%3e nilsdeiusewwaniug (Certificate of pharmaceutical products) Tu

NN AE Uy (nstentien)

1.2.3. 1aFumssuses WHO-GMP usiladszymnndaiau (luiarsa) 0
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1.2.4. 1#¥un135use GMP-PIC/S w38 WHO-GMP 58 cGMP fivuimenanewuiulssmelssnin
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1.3 psaimdugnihdnandislsewe dasdldnumvtiidosusosndnios (Certificate of
pharmaceutical products: CPP) vsevitldasusainisinmiing (Certificate of free sales: CFS)
Tunuasenausuie

0.5

1.3.1. CPP wi3e CFS aliudgn (niwseunsasavaey) nsdlleeliiognissusedeiusenma
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0.5

1.3.2. 138 CPP %58 CFS w50 1 CPP / CFS .sg%@é
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psgruRaniusigndniagy (Finished Product Specification)
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2.1 wwsgwingAuiiendfisy (Active Pharmaceutical Ingredient Specification) (tdandalada
nile)
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81983 USP, BP, Ph.Eur, IP, JP atiulmindszana seyssnen wazBuudlelungilou
fiugd (@ 8.5 78y s, melu 2 Yusdldlisumsenyi® wavdundluneusu

U3en2ms1a1)

0.25

81984 USP, BP, Ph.Eur, IP,JP atugiga wialwindiusznia szyssen uazudlaly
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#1989 USP. , BP. , Ph.Eur., IP, TP, JP (@dumusisiendt sunUszme) wazudlyly
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#1484 USP. , BP., Ph.Eur, IP, TP, JP (atiumusisnend sus.uUsene) wazudlely
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212 E;sﬁé&m%ﬁ@%m_m_ Pharmacopoeia vasUszmanduandnass The International
Conference on Harmonisation (ICH) (aw gasi®n ICH 7idl Official Pharmacopoeia
harmonization fig USP, BP, Ph.Eur., JP, Ph int.) w3atarvuauazannsgiu In-house
process fideandasriu ICH Guidelines uax/v3e Pharmacopoeia General

Requirements (t8anvaladanily)
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91989 Official Pharmacopoeia 183UseinAgsnTn ICH wag/%30 In-house process i
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2) 87483 Official Pharmacopoeia 2a9Usz1AgNNTN ICH wag/v3e In-house process 1.25
aanARdiu ICH Guidelines w3o Pharmacopoeia General Requirements atfulu
AUsEMAMIeN sunsenia yaiite wazunlwlunsiloudisueuds @us 7

R it
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3) 871984 Official Pharmacopoeia 10sUszimAaNndn ICH wag/v3e In-house process 7 0.75

#oAnaesiu ICH Guidelines %38 Pharmacopoeia General Requirements atfudnga
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= i< 1 [ wa o | @
@ #.5 98y o8, mely 2 YundalilasuniseydTh wazBuusluneuiulsenesim)

]
=
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