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1. «aen

Glucosamine sulfate 1.5 g/3.95 g powder for oral solution

2. flcuaiiOivnltl *
^ i/

2.1 iiluuu
2.2 enmbtinou 1u 1 w VJiRu'imw^tn 3.95 g ili^nau^Uffnai^ifTcyM^uiianii Glucosamine

sulfate 1.5 g

2.3 /musim^ in^lwo-JEnilemuvi
Qcnntjnwa^iJiiBFmiiiciiHotin^iau ‘Uiauisauu^swaw-jiu
- uwmmzm^ aui^uaawa^?M^?aanvi1a^av)i-3fmfln siuiJisnaDuasmiiwpmu

mi 4/ V
wa na^ai LanvipjawusiKTu^TjaiEJ

- uum^rifmi ^ij^aan ti'3iiiliKnauw'3ai«?iFi{\)uaK)smuun Tuwatn TUfiua'ia 

lauviwsfl uatianvicL^autniTuai

2.4 oann

3. qwauijinvmivifmfi

3.1 wwaw^a?iiitlnai^npiciJwa^w'itim?fu?a^Diw??ntjm?wat>iT'wci9iu?naia'iflj\|pmiJjiPi^it4 PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vilatviautviT

3.2 wwatnan^n^aiilwa^wnumiru^a-iuntn^sium^wawaio'nuuiw^^itj PIC/S wlawauivin
V V *»

3.3 n^£uliiliiaiwi4uuu^a^2fn,3wn^^?iujja (Bioequivalence) ^ja^wawmuiiaiivimjmjannuuuu

3.4 wafn?w?^a^us)?isMwatnncu‘niilu'lil9mj Finished product specification ua» Active 

pharmaceutical ingredient specification wlfonwsilluuriatfiijn^uflwsn^jjnisaiwmattn

It»)aOTa^iilu,lilo,n^iian')V!UPiua«u'iim«iiiiia'im^tfl?icMviana^w')?itnjJ'iw?5'ium* *> (OfficialjnsiimsiD
Pharmacopoeia) lutni^nan^ omntnum viwaDLviivila'lviijn'jiwn^'iunmutJ^smpin^sJVi^'i-ifngi^tuaD iia^

yya 2561 a^fuvi 6 S'U'jifiu via 2561 (ihsmpTlminnaai^iunin 12 numvfus via 2562) udsibsmfl

mEYin^isngcujiD ila^ ss^wTsitn (aOiiw 2) vi.n. 2562 mimi 3 nin/jiPiu vi.n. 2562 (Ossmfllminnaaiuunin

26 niin/)nRU w.fl. 2562)
nstSvi’lijilinnfftufi'nntiVIfl n (Non-official Pharmacopoeia) nfarfiwiwfjwauijnvmivmiin wa-3 

ibcnaura Universal tests uss Specific tests flniiiiarfnvu«uaswnB«siyi^lijD04m^tmn«uvif7nMUwlTLi]wn?i 

an jfivigugiJuuuiJU *1 (General requirement for dosage form) M?a The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. dsnAuau *i 

• niwuiauatnan

wi,au0iimw33liunfnieiU3flninmtaBna™rinvmfllii\h:;nnfwnndnmna*nnij TiiW3iu'iauwnn^,ufl^L^34i‘lwy

• m?3iJianan?il«naufnw3n?cun

mauBiiFnwB^tiULBnanivliKnstjmiiw^iiniiffnu^sn'nviniviuffi'luvJismf'i^indiyui^jn?^ fovm'unswjw'mA

1. ttiivj^a^iJinoasiauaan^iatiB Twy download lavl Website dioui^an^ b'jwu'unauvm'wupi? 

t,?3^viijvil3tfmj link 1uTj?sm?n

2. aimir»iv<{ii3UfiPi^/nv<wapiiTcu9i3i oam ua^^/Tcuwan

3. jhaniana'isfrimjEn mtnlvia uas/wla/nw&anqv vilmluffufl(UBn??um?9iw?uaBan

4. ^iwiianai^m^auvisLijotjnivuai (udd v\.v. x, vi.o. 2, vi.a. 3, vi.o. 4, 9. i, 9 2 Lis^u^n^w) vwaiuwii 

ua»vfavif0u?i9a*ia9wmus!fnv{U8!iQrfi«a940n^ii1a^tJua8vaniwuauin?rn4a3^8ni?^ifi5i#w9i
1 v **

J v
(Finished product specification and analytical procedures) vwuvisifouK

n?cu5fn?ivl39\juiJa^urilu?n0mi‘liivitL^9WiTU9T Ivfuutj^iwi^naaunlattJeiava^a^ (u\j\j 

vi.0.9,9.4,9.5 ufburiniw) uTviisuffuaia

5. (Certificate of Pharmaceutical Product) n,3{U0'mivil0#a9nn

6. ^iiuiw^flai'u^a^uia^jiunnwfiwaiaijjw^nintu^sfn^vlaliim^wliaai (Good Manufacturing 

Practices; GMP) ‘Iuwiflmn09tf33mj0'iviimi3 (QO'tJtintiPiw'nji0\jm?(n^9JiavjIw99^0^riini/3^n3nm? 

311504) Ti5)0M34lJ3sr)0t;«')9

6.1 HiH4itiu4aa3,u304iJiw5|nufn3waa0n«ijjwa;ntnaj^5m5vlali4m3wS«‘yn(j«\jn530i^^{u (Active 

Pharmaceutical Ingredient: API) ^34Wwa5;iTolip?i\j?n0n^l9fij (API manufacturer)

6.2 s?iki4'ivnji4fi35U5a4yiw5?mim5Na<n0i9mjvieininm‘»iti5mivili1ufmw3ww3OTri'fuw0i??ni595il 

(Finished product) U34wwacriw3cii/iw,n0i{?ni!3iij (Manufacturer)

6.3 tfniu™u4a3iU534ui05!ium5W900inii4vamnw^8ni5v!5num5wanwa{njTflJsi0''iini535iJ

(Finished product) (Packaging) (iQVi'icn5£uviww3W0n(?li505\Jll3£NLi,U4U559

9ii-3t3U3i:vi0^n,u)

7. jhiunwfoSafuiasui^iunisinuinwuasnssanaonflnuwffninwwSnnTvialunifinufhisi Uf)«n5«9i9 

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

8. official monograph ‘Iu0i5n9'i (Pharmacopoeias) vlHfonS^lu Active Pharmaceutical Ingredient 

specifications list Finished product specifications ibsfiBUi^
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8.1 Official monograph \m Pharmacopoeias Active Pharmaceutical Ingredient

specification ngMwawQfltifiuwi&itfiPiVy (API-Manufacturer) (niJS)

8.2 Official monograph *lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (and)

8.3 Official monograph'll Pharmacopoeias viHamlK Finished product specifications UB^wSflEn 

glltiaitl (fiiS)

9. Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 cHtn Active Pharmaceutical Ingredient specification •ua^WAWEncTil^iJ (Finished product - 

Manufacturer)

10. J?'U'Ln Risk Assessment Report for Elemental Impurities (fhS)

11. cnon Finished product Specification ‘tja-amacfttnanLiai'U

12. ait<uivrU'3?iaf,uia-3&jafn,59tpms;M (Certificate of Analysis: COA^wunitwa^a-SFiiaEm (niftnwpi-a 

Riatii^tn) vla^un'nwawvtMUiaiian^anl'uijaauu Iwawa^d^nauliJ^a

12.1 (COA of Active Pharmaceutical Ingredient) 

tntJWB'nbsnatKfoa

12.1.1 a'lLunviuqlafutia^wafmii.PinsM'ua^wwapi^qaiiwiananFify

12.1.2 aiLvnvn^aaTuia^Nafn^tai'itwua'JNwawNa^fusia'i^'iLiaitl

12.2 (COA of Finished Product) ^a^wawwapiricuvi 

aiantla?!)
v

12.2.1 ani»unvi‘U'3?iaf:u,3a^wamii9iFiiii^Mainmawwapif(fU^aiant!aiiJ (Manufacturer)

12.2.2 anmnvi'u^afinia^wan'iiQifinsMa'inmL'u-atJi^fimVi (Packaging) (i.avnsn^nH'imamn 

efntiaitJuatNLiii'aui^^i^auativla^n'u)

12.3 wah<nu0um4?mjj^jj\^iiB^j0^iTim?w?iw Tie^wnfi^w'ja'i^nmyiiaswSwiTwvEinjfii.^^iJ (Mvilarmu

Lot. ,UB'39Pi£i^iitui.anai‘3 COA of Finished product)

12.4 ‘nan^i’unTsimntwwfn'wanl^avi^a^Tutia^!^ (m5)

13. an,uni,ana'iiuaa4wami^nwipmuFi'3^ (Stability data) laawB'JiJisnaLiw'ia

13.1 aimitanaiiua^-awami^niyimnaja^^BKam (Long term stability data) vtaTuenajaiejtnw 

nnwyaHii'uaa'in/'uiTarinjv

13.2 aiii4iianantuaa-3wam‘a^nTO9iJja^?n'ltiafmsi‘3'3 (Accelerated stability data)

13.3 aiLUitanantuaa^afniHnwiFmupi^^hi^asam (On-going stability data) tiring
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13.4 (In-use stability data), fmiiflM'roastnwa* 

iw?wjv1oflsiflio/wOTi4ai»naai?unnn4 *i (niu)

13.5 rfiiuiianai?uflfl*wani?ffnOTfl?iwfw»rj Mfot0flaiTtfusMfmuft^^7Bin?fl3E/ia0nu8nv34gtuw(|i3ifttf 

tnuinyn (oisJ)

14. antunvisnsitjm^fD^3Jf!mwaiJiJfi^j0^Ejawfl£uw£ji (Bioequivalence study) (tQvnsi'iEjm^U'ivliny'i^a^ 

wiacnu)

15. ^iiini^nsium??i«04fmiJivliivlwAi4m?9nwiffuoiwuuD\j (Therapeutic equivalence), vampupmjj 

itliifl'iTWtjPiaionw (Biosimilars) vlafm^nwmnuiiJlouiviaun'ulfl (Comparability exercise: CE) 

(iQvnsinunisamil&qfojvilaoiSj)

16. lanemuamnn^tfuiflEUfnviaiwawatjwajieuanyyatawijanung Imu'nmximmiuviivt) “m? 

xJismjflnj/nwaivia^uatj ”

17. lanai^tiiiuouwawaflanoSQ^ii^ninalvfanifinsltutunriBiiFmifiiMuw ^laaBiSowwiinriaa " m^anian

3m''"
18. \i^nrmm?aiwiiaailiil?4viaiina^u (aiSI)

19. tfiiiriianaisfmffnwvi'MnSfin (Clinical study), (Real world data) (M)

20. Vifimpmmfljjw'ijjima “ 3. fjtuauijnvmiviafla ” vmamvrilaaimBnjmfo l - 19 (aifi)

21. au

• pnatin^an
wiauainfliwa^uuurjaEh^iwitlufliuvmuamsnuAsiaanKflsiJoquflniJMmvmAXuimaflnjaytiMTUJfrupm

j ^ f. \ ^ Jt

Twa^iaauaainm^uuaOTqatji^pnuviniMUPi'lvnJiKniflanntJnaL/i^ini^ub^wumjiauvn^iflUfl^i^a^vii] Vwiiiiaa^w 

flvisni^uwqedn’bj'jiniftilpi ^

• viamntutfuasSvisUirn^anian
nni^aninji^aviHvianintuwn'ml'SKiSupimJitavis/nviOTa^iai (Price Performance) IflawanswilviVitmi

*. ji 
«4U

nivmrfIvfflswiliTJUirftvuaivilnD 100 fltuuu

1. yimviwma (Price) 30 PiKutiu
2. ptw/nwiL3KflwaijOwvli{l\iiJ,5K,taw?iavn^?i‘om? (Performance) 70 aku’uvi

i %

Performance w-iwin*
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faciasPerformance

^iw^eiuwwawonuviantncu^sm^viwlyfn^wawan (GMP)
«a V

51

uiwieniiuaspjnj/nviTVinfi^fntnjfiPi^ (Raw Material; API) 102
uiw??iuiiasfl£Ufnwwa9imi9itn^ii,i\i^i) (Finished product) 103

im^s'mn'mnufh^n n^sanoon (GSP/GDP) uasfmulfmvi^m^intj 5a

(Stability data) 55
(Bioequivalence) niaitnufauasufliJ^a Vila m^viaaavimiimaua'i/ 

m^viaaauoiwiu Dosage form nswcnofliifisau «|
6

20

fltumwniwsim^ u^^aricumasaann (Packaging & Labeling) 57
% fjwauOnvn^iviPiaiflttaKfisuaiiijfivlivluiJisIuwi

20l

2 m??invivmn§un (Clinical study) 20

100nu

• n'vsfl'Wauasfmf^ua'u
1. maT40^ifn>iswa^a,fiH4tnpnjJfina'a^aannuvn:5vianaai?a^,Lvijji{lu^i?i *] qu^itfjflsfcynp

2. wiaTia^ifl'iaswa^\j^?avliivi0l(»iuuamJ?si,nvianLiasai\iitjaiiiaswaii,5?anni<nLvluuw<*ias 10 pnoYifiiawnla 

Ivfaspnninam^wnaTunjJVi^isvj'iiaaiuasa'niiuiiuviviviav^iau

• msttenu^wfnwB'mEiwsnj
v u ode/ ■«/ «i» v vm o V ^wiauai'iaiwa^auuaPiwu^aaiu'sa^m^LlisnTJFiwfnManvia^yauwiaua^aiajja'aawuaiuna \mu . .
u 1

■snaastaa^uviwaaruia^mij

1. anwa^wiiifn^aiicuiPicufnM«fnuvian5itivinnviuPiLias,UiijO?s7wofu1amn\ja'in^iCifm\if!i£usfmum?
1 v

aivn^uasai

2. listisnfnrma-JijauEn (^stjlviwiatj tw awauai/ina'lu 5 iWim? vi^annUfulu^^a)

3. sn^iia^aivlHflijauffiOflWBncjmglwiulwbjiJaafvii 12 iSou Taoilfmis^ tawm^watn (Batch No./Lot 

No.) uasfuvnjwana^a-sah (Expire Date) Imanai^riirnjfi'm vilalijua-jviu vilalua^aufl'i^ovinfl^viu 

rmEumjeh (n^EuaiEjijaandn 1 \l tva-jainauanu lot leitn HBHvn^ufwiu^iftun^rijlii)

4. aiMm'iPivlti^uauaswa^a^^iiuiviuiaaTUia^m^iflTiswwaw/i'cu^a'i^iiia^iJ^uvia^jiTua^Nwawuaslu 

Qifl^isi^wqwuiiawwawTwqwijvIlwawan^viafluatj

5. fuiiJaautnaiaanlnfiviuifianEJvilaviuaa'iEJvtlaulainwn'i^Laauafnviffiia'U^sni's'l^ ^ riaunivmw /nulu 3 

Laati/nowfi^Wum (^s^wotil^lvfflwwu I'tiu iSaunlnauuAait/UJijatirm 6 iaau funJaau 100%)
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6. yvmviuneimtSa-slmj

a'lafa^a^ad'i^ail^iaw'uiaas^a^s’i^anmjjenpn^aiin'uvjjvnivia'iaa^a'al.viiifi^w'jiaTLPiin^'wu^Lii'u

* ^ is **i.a,wni:iJvnivia'iaa^a'3‘lvaj‘iias1i'3TuBviglji!,u<Manicu'im,5L?i,uB,3'iPiai^n?iiTii]0-3w<uiauas5/vi1am^,I'Uf!i!’-3

(?ialiJ

• (Medication error)

ilauWi ‘I’unTamui.wu vlfuiJi'S unl^ ,Mi,nai^a'anuQ?nna'i rnw^uiigaa'i vilauiga^ai'jian mcuw^ndFniiafia^a 

mgi,n?nsn'iiJFmjjFisn?a?isa'uvn-3an (medication error)

Igo^aTuisuvngroupm^a^viiJI^a'hiS

• rmaniinacucyi
is 6) is 2{wi^uagipi 3tiaauMamanmuunnacu(si^iiffiviw M
-y %/ \t

1. aif|n,wai'5m^aanaifvijiT[j?fnl?'3r^i‘U'ia

2. Piai/nw0'3Enl3Ji{l'u'liJ^nu(sia!an'w-aisii>a^isainNani,3^‘5QaTL(si'ns^cufnviannn‘3tjQviai!zn?i^irmuviviEj 

ni^i'^ensmcuOT wla'^tm^mgaii »i vi1a?innj'uat4«] rnpiianw
V

3. aifjfulamn'uwannvia^i^ laaeiTun^wcu^nTiumiaiviiguaiia'i tii^ijvi'ii^^nai^a^cyajiasi^aai:

‘jjna

4. in3ji]^!vn^ni/nviyiaiafi'3Wfi?iaiJ^avigNrirmfnwvi1a(sn'ijj,Llaa^^a^a'9NiJia^lll'Tiiai

5. l.ii^niu'umgmum^fa^aila^fmiH.sti^amikn^FmuFicnPu.Raa'Uvn'aa'i (medication error)

6. 'dfyvina'u *] uomwjBannvirifmin ^^ai^ftnaa'jiiinwmuiiaavnawsnflfni

‘wjjnams^: vi'iianiiaman^^i maua'anpn^tluu^viwsaStiaajjma^fnaSa^B^i'uia

IiwaTuiaana^Qkpins'wmufiivjai'Ml^fufm^iaan l^iBanvifinsjuHviimiQLPiniiW &thmmtnfla-3?uai 

‘luaTU'jt^n^vil^^waiDianiviti^aajn^aa 3 'Iwli^a'itnfidu^atii^ ufisfuw^auriiHaiEjTu

miQw^nswpiEuinviaivijinaii^ hi 5

wnwvi1aCj‘wan5iu'ii§aivitiiaai?iiiTajvtl^!’uni,3^iaan d^auwangi'uijgsinaurm^angwnmaf’uga^w 

aivi'U'iaai^afniifyviLtlmvia wlB’laionwa^wnsja^lwEJWwtii wa'iwijititn^B^nijjyiitiiJuaswB^cjnfl’uviBiuati 

wanvitiiaailawnu'l'ufma^^a (Black Ust)I(?iaa^M^iijmi‘waiiani.<waa^vna'i61a^ia4ajatin <̂uaa 3 tl 

uas!ni£uvil^namjnaa’pi?aai?aaiirc\j^nanua'3 aia^aT3£uii1ania-3H'y?iH^n'UJiaavnaai4 *ivlLnp)5u 

ammiHaiU (aifl)

1.

2.
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3. PiWKni'3^nT3i/i?itn,5,5yuatfni;jnijPi?^'5uaviBM>iK^j€van5'iuwn^ *] vfl^\jwnoiifn?vi^n?wi\li*i2ufln 

\j9«flvi5/nvint)9ifn (price performance) iv)uiwu t>i?OPii«UKnanMl,5-3Vi£Ji\Jifi^?otJi?aiin3T£ijiJ,u •) i\5a

4. fltuKn^«jm5L/iS1Hn5muaBm?ijnijwa«u?lv)Bvi^iBU(Ylii Lwmmwtlaul'tJwla^Bnovi^tfi'luviamnEu^O'SKLSiif'in 

il^aviB/nwpianFn (price performance) uasnamian tvi^ii’ltJtmuiMUitajJpnu^aLaviauuKainwSs'iiJ

5. a^uSvisl'ufmpmfliatmEn iBn!mua«Ti€^ail»nmjmifiai^oiiwnn?rij
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m^iilvn^viaw/nFiTB n.fl. 2560 umi 9 LisitiMiIaun^KVi^'wmiiflei'a'ii^an'i^aPiflafn^KfeflaaPian^uasm^ijIvn^* 
wapunflfB v^.fl. 2560 tfa 21

i *$

flwsn?5um?nivmfi^cuanwwsDa^n«mu^ 

ainsu Biologic drugs Miscellaneous

^....onU. J.ilwBiumwm?a«® .n5«jm?

fofl.flruniisrcflhw uw^tu)(ft.w^.al^via'i w^vifiysna)

A'^uj btHS*0^-) ITfJ vnJh-Xfn
4y .fiBBiifm a«a .n«uni?i

(9fl.«?.vKy.ajw«n^tu w^miufis) (wfl.uvj.vuwii gnuBttfl)

Ok*1 «Sfl^ua .flBBUfm SNUB .nmim?

(a.vity.aSwi (fity.ia'non ^uialcy^i^ai)

a«a frsiufmuacifHji^nTS

(fls.fify.o^wn *ftw?*na)

ewia

(fify.a?wm?nJ ^vnm)

«—cs^
<>1 .nBBijfn^iiaswii'jaia'Di^fma^ua

(nn.Ia^ivi w«1f!)
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