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Glucosamine sulfate 500 mg capsule 

GPU: 696203

l. flaan
Glucosamine sulfate 500 mg capsule

2. Acuajj'ulvfa'hJ
2.1 iiJuun

2.2 aoinJ^Knatj \m 1 uphJ^s glucosamine sulfate 500 mglfltiad

lu form mClu crystalline

afnnan?ia^2^apmiJ^ijHadi^wi.a<u Ijiaiaaautfisjvi^^a

- u'Ufnwstjiia atii-s^’aawa^isiJ^aaiMla^avn-jfmfi'i aimbtnamLammpmjj 

“ua^an lawwawaasTu^uanEJ

- isij^aan «!(^u\j‘3Knau?nai«?'iffE\]aatainijai^ tu^spi Tuauaia 

kawwaw ua^tawnuaupiirua'i

2.4 aam

3. flcuasjij^vn^kvifiOfl

3.1 NNaw9Pioa,u^hanaiPinj«a<iwii4fn?Tu,5a^nw,55n4miwapio?ici?itj?nai^ifraj?nutncn?enu PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vtlamamvh

3.2 ^a9)ai^ii!anJwa'3wnumiTuia^n?n5nuni?wawaiwnuu'i9ii5'i,u PIC/S wlawauLvio
MX ** OJ

3.3 n?JuliH‘aaiwt4ki\juwa-3iJfm^nw^'3ajjjja (Bioequivalence) ^a^aenrimw'Hviaunuaitfmmj

3.4 wam^w^^iPiiiKVwawiuu^LVluliJwniJ Finished product specification uat Active 

pharmaceutical ingredient specification ^laaaviskCIaupiaamin-anuPifusrmjjfntaovniuasai

laawa^ttluliJtm^'uamviiiauasJinwi^nvi^ja'in'itikantwvian^a^oi'ia'iiJ'iw^'ni (Officialsneni(usju

Pharmacopoeia) ‘iwinanla wnnanvi^ viwaui.vii,vi1a‘lMiim''iwi,3nai9nuiJ‘3t:fnf,in'3£:vin-3a'i5n‘3fUfj‘u kla-3 iku 

finnan w.?i. 2561 a-aruvi 6 euiiaii w.a. 2561 (iJi^fnt'i'lunwaa'i'ui.iinw 12 nu/nvitis w.?i. 2562) uastbsmfl

rnsvin^aie'i'saja'Li tla^ iKijminao (auijvi 2) ■w.Pi. 2562 a^Tuvi 3 nsriQnmj vi.fi. 2562 (d^mf'i'lu^naan'ULiinw

26 nsfifliAU ^.pi. 2562)

nialvilijiJ,3inf|li4^i^'ia'ilpi ^ (Non-official Pharmacopoeia) ^anivmaawa^TJWvn^iviPi^Pi wa-3

iJ^nauaqa Universal tests Lias Specific tests tmjj^annviuauas:ji'iw'55nuvn'lilnja^niiqLPi?nj;wyinivmpilTi^,in
»/

tn ^nvftjjvJ LLUinju *1 (General requirement for dosage form) vrsa The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. ilauWjfru »)

• mtfj'uiartffn^^snaumrHan^nii

WLsi'ua'jnflKyia^Suangnulisinavim^'rjnjipnu^sm^viniM'uw'l'uiJisim^in^itiuimin^'Sij 1^'WfjTunaiJvmi‘ij 

^pii^ti^vijj Ipisjtan?miJ‘3^na'u^a

1. u\juvJaijjmiat;i,a£j?itJiMi«n4a Im download l^fi Website l^wEjn-unfajvm'iwfli

i^^viijvilepnjj linkl’udiKfnpin

2. aiiuimwdntJLifiifi^/iTWN^^njvtji aenn uasn^dcu^ai

3. ^ni.'uiLanai^nimja'i fnwlva uas/vila/nbna^nqy ^l^umjpinjsfmjjrmanvn^usKEji

4. dntTjntanjmniAviKt^yumTutjn (uuu vi.a. 1, vi.tj. 2, vi.a. 3, n.a. 4, a. i, a 2 a^uwmal) wl'nuvnji 

Lic:ii;via'3VN?Buii'it]at;i,atJ9iP|aian'ya!S!La^n^a'itnji'Ui\iiiJaas;^anivi'UPUJiwi5nt4^a'3i5ni^LFin£'wai
^ fy ^

(Finished product specification and analytical procedures) vrauvisiflauH
<oi |A I A «494S ft ly 0 O | «=4 I .

niajjjn'ni.iJfia'uuiJs^anlimamiluvisiutj'u^m'Ufji Ivtu'unfnivnf'n^aun I'uiiJaaiiUiJa^ (unu 

vi.ti.9, ti.4, ti.5 u^ueinial) u'lmaumj^iti

5. 6?ituivnj^?ia!/'U?a-3^a«;i/T£U‘MtjncinL!BiiJ (Certificate of Pharmaceutical Product) nialaiiiivila^Bnn 

wmJwivi?!

6. 6?nL<unvn4^af<u‘3a<3tj'iw,5|it4m,3waPiai9nuvifimnru6Mh5nr3Vw,lunn?w^an (Good Manufacturing 

Practices; GMP) Iwravknma'Snuumaua (a’uuanapurnjjTaum^PinBaauIifia^ad'l'u^'Suanfm 

ruia-3)

6.1 dni.iinvi'u^liBfuiB'ajJ'iwi^ntjmiwawtjnwnuMfimncu^sfn'jvialurmwapi^aa'uwiBidna^ (Active 

Pharmaceutical Ingredient: API) ^B^wwaw'T^aau^ntnanFi'qj (API manufacturer)

6.2 aii^nviCNaaima'SinflijnuniiwaflBntfiSJwamnaMhsmtvifftimniwaflwaeimuvm'isriifaiiJ 

(Finished product) 6UB'3mapiwa^iTfU{»itjna'UiB|iJ (Manufacturer)

6.3 amnMt4'3a8iu,58'3jji9i,55numiwapitjne;mjviamntu9n5fn?vm<unr3wa?iwapififuviaiaiLiB?<ij
** V

(Finished product) ‘uawuij'SU^waemciw (Packaging) (iQVNn^ni£Uvma^BnanL!a|iJuaa:wLL,U'3UHB 

dn^BuasjvBtin'u)

7. aiLuiMu^ai'uiB^intnieivirmi.nu'sn^iuatnisB'itJtnpnuwamncuvisfniv^lurminuinw uasn^ana 

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

8. aifun official monograph l^wniiEJi (Pharmacopoeias) viltfsulNtu Active Pharmaceutical Ingredient 

specifications v&x Finished product specifications ibsnauffotJ
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8.1 Official monograph lu Pharmacopoeias rnwufto Active Pharmaceutical Ingredient 

specification •uaMwawfnqmjfoantfimij (API-Manufacturer) (cii5)

8.2 Official monograph Tu Pharmacopoeias vfl^3i-3a^ Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (M)

8.3 Official monograph tu Pharmacopoeias Finished product specifications ua^wawEn

(niu)

9. aitui Active Pharmaceutical Ingredient specification

9.1 «riiun Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 sriiui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. sTilui Risk Assessment Report for Elemental Impurities (fhu)

11. Finished product Specification

12. antunviu^aafuia^warmliPinsM (Certificate of Analysis: COA) tuiumiw^vi^^adn^ (niwlwfi^ 

wiadn-atn) vilaiumiwa^via-alijauaitjantutlaaiju t^awa^^nauliJ^tJ

12.1 sliLUiViU3aaftJia'3WfifmiLPi,5iKW';pia^iJW9tnaiFify (COA of Active Pharmaceutical Ingredient) 

Iwawa^tl^nau^a

12.1.1 aniunviwaaTUia^armiiFinsma^NNapiTpia^u^dai^npify

12.1.2 ^luivm^afuiawamiiiPiriswjawwABWAtf/iaMai^nifaiiJ
M %

12.2 aitunviU^aafuia^wfin'TSiLpm^w^rinj^aitiaiiJ (COA of Finished Product) ^ja-awwawNapuicu^

u

12.2.1 ani,unv!U-3fla!\j?a'3weim'3iif5i‘5nt;vannNwawwaw/Tai4riEn6?ni!ai,U (Manufacturer)

12.2.2 aituivu^afiiiia^^fimiii^iiisMainmiii^iii^riai^ (Packaging) (lavusnitu^WN^ai 

Titian! u^mtiiwua^in^aua^afinu)
^ \i 5 si

12.3 vifiniiuauaupmiJfiiJ'wu^B^ium^waw ‘ua^awalu^iandipTfiJU^sw^/iai^ai^niiaiil (niuvilaniw 

lliSlsu Lot. tia^'lwnlij'iuLBnfn'j COA of Finished product)

12.4 vi?i'n|riufn?ai,finyMF|fu/nviaiI?iaviu9a'3iu‘ua^f| (mu)

13. ciii.uii.anai^ugiw^NPimwny'ipn'iuPi^wT (Stability data) I^iawa^ii^nau^tJ

13.1 ci'uu'uanfniLL^^WeimiiSn'tnHnupi^isaKan (Long term stability data) vtaTuenuanEJEnvi 

nivuPiltiiiUQfnn/ijii^riaiv

13.2 cintuni.angiTSUci^wafm^niinpmjjpi^'lu^/mst^ (Accelerated stability data)

13.3 (On-going stability data) tlermin
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13.4 ^ni,uni.0nfn'3U3?i'3wani‘a^nfe'H5mupi-3^£UutJ(nH (In-use stability data), 

wlEj}jw1as«anEi/w€^in£ji«'36JSin^iwi'31 (niS)

13.5 einL'U'HBntiTsufiPi^wamiHnbii'mwPi^^n wlaLBnfm^u.^^Fmjjfl'iriynniw^naamian^'Ki^niviiijjvil^

Lnufmsn (nnSI)

14. ^iL,UTMfi,n5n<urmfuia'3Pmjj?iJJ3Ja^ia-3W^fi'ai6?ian (Bioequivalence study) (wvn8?itim?tnvlina'3{i04 

vlefinfi)

15. ^iiiiiMansntifmruia^miJJLviniiviEiut'Ufnifnwimjtnw'UUUtJ (Therapeutic equivalence), nan^iufniJJ 

ivli4?qTWtiPifinjjfla4 (Biosimilars) Vilanni^ntnfiqiULiJlauiva'un'uH (Comparability exercise: CE) 

(isvnsri&miamnrfawlaa'iij)

16. tBn6muti^^n'ml?t:n,u?iai/nwaiviei-3ua,umaua-3fnajja^awiJ€iu'ia l^aumasiaaawomivn^a mi 

disn'ufiwmwmmjjjau”

17. iQnmiS‘uaau‘wf0Ufi^aia2a?aw2a8Tuia Hafuan3cycunna,uf5mjmvmpi nassiSjjpiwiiivh^s “ fmaman 

acuuji”
V V

18. vifiniiumia'ivni'iaanMi^^aTunaa'u (mil)

19. mimiBnmimiflnwvmAaOn (Clinical study), mi^nwmiHaiai^ (Real world data) (M)

20. <wsn5TumjJtwiipmiMi^0 “ 3. Rmeiuij^vn^LviFiOpi ” vi’UBfiLViuaanmana'ii^a 1 - 19 (m5)

21. au *i

• phadn^m
wt?ii40npn^0'mi4um0Ej'i'30i^!,iii4muvii4U.?i?i-ni0?i^i00{f)Mpi‘3Dmi4W'Uj'vimvn4^ili4M9'i)0ptfi4ai.njwvhl,Um^i4
V '

I^anaaaii.oa^miu'uumad'i'iirnuvIni^^'liiiJismf'iann^iaLn^oniiu IiwaiinauvniTUiifii^a'imjj

• wamnnjmasaviBUjmTwmittn

fmfisniwiwPiauHwefmnaivmitJiKisjiiHniJis^viB/nwwanfn (Price Performance) IflawmicuiWmaim!
« je^•314

nivi^Hpisuiiuniivfwu^ayiinu 100 akuuu uij^t,(li4

1. mpn^t^a (Price) 30 Pisui4l4

2. fiw/nwu.aspjws'iuijwviivliiijislaflwavn^mjfm (Performance) 70 fmom IpiasjinwwmiiJitiiJii 

Performance
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intuifomlwiiju Performance fatias

uim^l'iuwwaww'iuwanLnfu^sm^vi^lum^wawjj'i (GMP)1 5
inw55puLia8nwinvi%tiwiin<30irfnfty (Raw Material; API)2 10

uid^nuuasflcufnwwatfificuvfjijfiifaivl (Finished product)3 10

inraiurmininn^n nisaitJEjn (GSP/GDP) uasni^ulmwa^mwiti4 5

(Stability data)5 5

fmflm-nmiuauyatitMcn (Bioequivalence) n?£U£jiidpiiificLifsnJ^a Vila miviaaQUfn^LwIwjoi/ 
m^viwaouEnmy Dosage form n^riitnoaua^au *1

6

20
flfu/nwfmutiniia u?5^iTnj^ua*Qann (Packaging & Labeling)7 5

fjcuajiOnvmiviflilfluaK^wainjnvIivliiTi^sItraiJ

flaiauTjwvii{|i4iJ?«Ta™am?Han,ltjb^via'nna1 20

2 fmffnwvnwSiin (Clinical study) 20

100ran

1. wLEnja^iPnatwa^atfi^D'it'njjRnpi'Sflaanmjvnivia'iaoL^a-iWtfltj^tfi *] atiauatfipffyfij'i

2. 10 fotiwaiaSinla
^ «si »wa«aqn«am?w5'jai\j?'3uw5B^uoaiua«^itnu\jiimiwoviw?iwt4

• ni^J^cfTu^cu/nvianwfl'Suau
1/ V «9 %J \J |«/ ft/ ** ^ UM • ^ 4twiaua^ifliPiQ^ymi^wu^aam^m^iJ^nuflni/nwEjivisnua^maua^aiujJBSjawuQiui^ wvu 

naatieamiiMU3?iafu?a^mu

1. aiflodnunmaisnmcu/nvMimianriiMnivmmasUmdss^onil&mnijaintfitfmiuflwsrmijn'n^ a v

anvntaa^a'i

2. ttJOKnsnfmawouEn rts^lvrS'awu wm ajuauon/ntiltj 5 Tuvinm^ via^nnlwfu'lu^fla)
3. ai^a^onvIri^iJffuwfawaitim^iulwUiiJaafnn 12 iwau Iwowm^s^ laavim^wan (Batch No./lot

No.) uasTumjaanEJua^En (Expire DatejlmananinifrunS vilaluii^viu wla'luH'a^uPi'imo^nflfwS 

rmH^ufh (n?EuanEJ'U0an'3T i tl lot iwtn TiaHvmulwviu^-aiQun^mliJ)

4. anvjn^pivitiwBTj^swa^a^'utj'ivTjiaaTU'so^m^iR^nswwatfiAtuTiEn^'iila^iJ^viti^itia^wfjapiuaK'iu

5. !ui\Jaouaii3jaailnawjw0iEjwlaviJJW0i£|Mlai^aifiamiiaaija/nvia'Jo\J«m?L« *i nay^iwa molu 3 

i^ou/navt^lrnuu^ (^s^waulutvfflawu wiu ujaanlnaMUPioitj'Uiiioan^i 6 iwau fuwJaotj 100%)

5/8



6. lun^tuviuvnivitnatiL^^'lviijw'inTStiiJtrnaEi'i^EJ'iviH^uaijivisa^w^i^iR^'iBWflEu/nv) ijvmYiEnmJL^EHtviiJ 

oiaia-a'oaffnatin^Enlpitiw^itiaswa^s^u'iwiJBnpnua'iy'juvIuvn^viEjiatiitu^vija^tn^a^fl^ntMiiatiSu 

wTuww^auf'inHana'lum^w^Qa^fl^iKVflnj/nviuasfn^jjiw^^'nj'lyniwMvyu'iiailijiOuliJffnuflcuanwwtv « «• «
^ f tz ^

iQwisuvn^viaiaaLfla^viij^aa-j^uaviBbJTUwaiinjnfmLauonf'nai^nan^o^w^nauat/MlawwaCT'luf'i^
V V

mh}

• flQnm^ftanisinflflQnyflanmflfSauvmtn (Medication error)

N^jnaaswa-jatjaaiJwitijumwijjmifo^^oanntJnawi^fmu I^^wanunsnjvn^wfl^wa-s'iviiilwa'ljJsj 
ilaul'U vItuiIk unl^i mntnfcumjQfnntn
m^inwfmuf'nnupiai^Lf'iaouvmui (medication error)

• msciman&ytyn

wiaua^ipii Stjaaulviafuanatytynriaiifliuniviuffi fou

1. ainnvtoiifunwflaanainiJcy^En'tawEnuifl

2. flfufnvy^a-jai'UJiiluliJti'niifjcuanwcusiQwisainwarmw^a^flnswani/nwannni^viaif'iiawim^tiwvia  

mKvu'j^aiB'iTtutiu vilaEnusi'Bfmau ^ vilaanimjau *i ^nfltan'av

3. aignilamnufluainviajpianfiTpia^nun^iypifUKn^'sajnn^aivi'VausKailuisvi'in^'d'a^naTua^atyqjias^aaK

•unu

4. anjlilfyvnacufnwvia'iaa-itjawotJ^eaviBwan'i^f'n^ivlopmuiJaaaria^a^wiliavtL^fuan

5. ‘UjwitOiimi^mjfn^i’a^vaiia^a'jiuiflu-icfiom^LnpiFmuFianwiflaouvmai (medication error)

6. Ocyvjiov!«] uamwSoainwnfi'nuT ^wan^fljiua'jdiinPia'iiuiUavnawoin'Bfm

viuiawR: vhijafmanianftijjin mauaTifnwa^auuflPi^viujfioauaa^vi^aiifi^fnaiJo^owijamjia

• ^a^Qu^vis
^ V I O f •/«/ «/cl f ei I <) 1/ « O r l> e > 1/ ■1. towaimaanaa^iArisMflw/nw&nvilflstjm'SAfliaan IwaaivionaiilMvnfnnLfl^icv waiwiutneio^futn 

‘ItjanvnucfnjJvili^Maitinanivtiwadn^viaa 3 itjmiwainM^^waiuiajjuw'jati'i-i upsf'uSia'DauFinHaialii 

miBipmtvfitufnwanvi^nsjiJ
2. vtinvyijv^aijvtfinjgiiiiiw^iviuiEJtJiaiuciivil^ufmFiwiasn a^u0\jvian5ninJ«n0urmwai?ruim0?\j?0^w 

0iviji00i?0ai^fyvii\J\jivi0 vloliinnwa^wiusil^owvnji ^iMiiiEJHiflaaiajcyiiuuiJWWQ^Qniwvisiiloti 
wanviunaanwa^vfiwlum^aVifla (Black UsOTpiaas'liflwTum^'wa'iitu'iLviaawvna'i^aanjjfyaEiiflijaa 3 \i 

uasn^tuvjw^vitntjifi^ifloai^oaiifty^nflnueii eiw^ntuiilonia^vfw'lrffmuiglEmitiati ‘iviin^Su 

ainm^HunU (fii5)
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3. Raisfnium?i,n?fim?iiJuasm?iJ'nj^fi^uavi5^«U0Vipin5'njwi^ n vfl^iJ?«n€Ufn^w0iiiftjni)isiJJUf'in 

\J«3vi5mvjpia^npii (price performance) ifimmj wsatfi^taKUfnMl^^aiu'ip^Fi^aan^aa'iijtyuu ‘i iflia

a. piaitn^?^m^uiei,3n?^iiciKm?iJiO'pia^')Ufivigvi0sunl^ wuiSiuiloulwIo'lianimiPilwanintusiiJi^LC^fl'i

vlitflviB/nwwa^ifn (price performance) uas^nufmEii ‘Imtlul^JonyLVijjntaujniJ^otfiuauu^ainwrifiivi 
ibuuermein?£u

5. a^flviSl’umipliiwbaeiifltjn isnaiiuastiauail^noufm^iituivinn^niv i
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uafinarh fitueinwnjKiQvns^awa^viaKatfiflBWian^flTaCiiIuliJpnuwsK^nwTEyEjwm^aVi^aawai^uaK 

fmulvniviapifnflfs vj.pj. 2560 unw^i 9 uacisidatjniavin-ifmfl^ii^armaw^am'sapisiaawanufism^ulvm 

vi'tiPi/nfl!'? n.fl. 2560 fla 21

flwsn^^ufn^nimj^^cuan^njsfla^nt/i'w^ 

amau Biologic drugs uas Miscellaneous

x....yL.A A.ilissiun^'jum?a«a .n^^urm
(ifl.w^.im.nsnffnw uwacu)(pi.wqi.alyviai vi^vifiuBna)

A t*»Cn&rj/1P^ fV-r-Jra-tZ/W
Aa«o .n«jjni9 a«a T

(7fl.w?.vuy.ujnwnn5tu mw^iina) (wa.uvi.uuvi^ {jfiusnfl)

awa 0«B n^jjm?

(a.wfy.aSwi imfWBS'ifi'i) (iiqj.ionjn wtalfyninj)

Aawa m?yfmua«Lainum9\
(t^./icy.a^i'i ^cfiisna)

J
Afntia.......... .ninmTmat&haiavnjfvvi

(/iQj.5?«fmcu ^vnm)

Aa-j'oa

(nn.Ianvi feta)
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