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Hyaluronate sodium 20 mg/2 ml solution for injection (prefilled syringe)
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1. faan
Hyaluronate sodium 20 mg/2 mL solution for injection (prefilled syringe)

2. flsuauijMTk)
C* Ji2.1 iiJuuu

\i

2.2 smilssnau 1 syringe iJluifU 2 mL iJ^nBUWiEj^tnciiPiqjvignjiJami sodium hyaluronate

20 mg

/musuiia ui^l<u/iTa<us:unatnu'UO pre-filled syringe

- adi<ttJ€Ufl€^iin^aanvi1a^awi'3mifli fiTuiJiKna'uufisj'U'unwmnii
^ <u Vim ^sji

- iJ<uDii^mienr isijlaan anudiisnauwiaiaiPifyLLasjpp'ijJu^ ouwaw Muana 

tativiNaw LiauawuwuwitiJtn

2.3

2.4 Qain

3. flcuauuUvn^ivifl^fl
3.1 mai?inwawuw/3aia0npi^w€'3mi4fni!\j,5a^}jiwT^m4m,3wa?iT'pim'uwoai^iaqj9njJincni^'iu PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vlaivitiuivii

3.2 mawEj'i^'iLia^iJwa^ivifmf'U'jB'Jinw^numiNawaiwiJjjjn^Tu PIC/S ^lawautvi'i

3.3 wanTSwnqiiPinKWwawiVai^iiJ'ultJo'nii Finished product specification na« Active 

pharmaceutical ingredient specification ^l^^^mawaa'nTn^'iLiafu^ni^jjfniaiviiuasai nisvim 

a'lsmcua^j

Pharmacopoeia) ‘liiWTj'ian'la wTsnai-viw viivitJiJi.vi'ivila'lviijntin^'intJiw'iuiJ^nipinitmi^ansiicua'tJ ila^ ‘jkij 

wnnan ,w.pi. 2561 amivi 6 s'umf’oi w.w. 2561 12 nuoimis ■w.pi. 2562) uastl^mfl

n^Kvnn^ansTjaja*!] ila-a (enjim 2) •w.fi. 2562 a^Tuw 3 ningiau ■w.t’i. 2562 (■UiKnif’itun'anasiTuiijmy'i

26 n?n{pmj vi.pi. 2562)

^ (Non-official Pharmacopoeia) ^anivuiaaaja^Tjwvn^Lvia^a wa^ 

U^nauaia Universal tests Lias Specific tests enii^anTmjauaMJiwieTuynld^a^mioifiinswvimviual'nuwin 

an aivtfuiiluuijllli ^ (General requirement for dosage form) Vila The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)

<t^a^a-3iili4l'iJ«;njj^annvmwuaKUi?iisn,u‘iua^nniiTLPins;wMan^a'3m,3nan3jn(?i?«n,u
#j <u (Official
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4. ilaulufm *1 

• m^Buiauo^ifn

V

• m^uiananTUiEnaum'ywan^fu'i

wLfiiiQiiftiwe^auionjniilicnoijm^wan^wnwijjisfmvinnvju^iJitmf'ia'indnEiinatin^^u T'S^wununauvn^i^iv

Tffiuiansi^iJiitnoD^a

1. uuuvto&snofluouficnviLSWO T«0 download \m Website fln0i/i^iin?«j b^wEninauvn^TQUPi^ 

I?0^vjjivtl0wiu linkluO^m?!*!

2. Kiwi/nviriiyiiaw^iviwfiniTw^i aann iiflsDii^jTtusion

3. rfiiuiionsn^mmjun /nwlviy utiK/vilamwio^nqy viLw3uff\jmuKn5TOfn?0iifli?umi0i

4. i?nLuni0n0i?m?wviBL{j0urfn5\j0i (utjxj vi.h. l, vi.a. 2, vi.a. 3, n.o. 4, ej. 1, ej 2 ufnuwn^w) na«iuwJn 

ufl*wr4vi?0y?nEia»iS00^tu^nwwBiQm8U040i^irt02ilii0«ti0f?iwiwinn?siuu0^Bm?^ifl?isw0i 

(Finished product specification and analytical procedures) viftjvigUJEJutf

n^wwm^LtJaauuiJa^unlTj^numiluvwjitjEiurfn^jm IvfutJU^nnjimtiounl^ivlaauuiJe^ (uuu 

vi.0.9, u.4,0.5 uaiuMn^w) uiviiounli^a

5. (iiLtjnviu^li0f0^0^wawri'£u<M0i^iiiii|tJ (Certificate of Pharmaceutical Product) nswantlnvila^nn

6. ^'Iivinvjil^fl0i0?0^unw^nufn?waw0nimijwpnin{u^5m?viw1tim,5waw0n (Good Manufacturing 

Practices; GMP) ‘luwu^munaifojnuaimauo (Qij,usii0w«iu?0\jm?fl>i?‘3000ul00ff40^luil'34i')anfn?

TU904) l00W04\J?Bn0\)0')0

6.1 j?niunv!i4'ifi0TU?0'5unefi^|iun'i,5waw0n<muwaninfu^6m?vl5numiwawT'«rin5i\jw'i0'ii?iflt\j (Active

Pharmaceutical Ingredient: API) (API manufacturer)

6.2 E?'ui4n\ii44fl0iiig04unw5j|'njm9WEin0iwijjn0ntn{u^8m5vlwluniiNS«w09ijTww0irf'u?05iJ 

(Finished product) flaMwSflwawiVnrtiEntfirt^iJ (Manufacturer)

6.3 t?ituivnj^^0ftj?0^ui{n^'nifn?w0(ri0nwiuwpimn{u^5fn^vipnum?wawws9ijTcu4i0ia'ul0i\J

(Finished product) (Packaging) (iQwitn?wwwwaw0i^iil0|tJuatwuij^0??0

rfi^oiiflKvio^iTU)

7. ^Iiuiiiu^a0nj?0^inpi^iufminijinviiiat:n?c0i00io;nuvtfifunni^75n'i?viwli4m?in0fnwi uacmtaia 

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

8. jniui official monograph turiTHEJi (Pharmacopoeias) Active Pharmaceutical Ingredient

specifications nas Finished product specifications itasnauwiEJ
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8.1 Official monograph 1u Pharmacopoeias vlWono* Active Pharmaceutical Ingredient

specification (API-Manufacturer) (niij)

8.2 Official monograph \m Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (chil)

8.3 Official monograph tu Pharmacopoeias Finished product specifications ua^wwatnen

aitfsijiJ (M)

9. Active Pharmaceutical Ingredient specification

9.1 a'lion Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. Risk Assessment Report for Elemental Impurities (chS)

11. tfiiui Finished product Specification ‘uaMwatntn^'ulaiiJ

12. ^niuiMuaelQfmo^wam^ifineM (Certificate of Analysis: COAjtu^unnswawviHw'iaEj'u (n^tuLvia^ 

wiatin^an) vila^m^wse'ivi^lilauan^an'luila^iju Iwawa^O^naulil^a

12.1 rfiiinwC’'a?laTU?04wam^wnsi5TWJ)Su^nEji^iflHJ (COA of Active Pharmaceutical Ingredient) 

Ifl&cfosiJssnaiiehfj

12.1.1 j?ni,tnv5Ci'aliaTu?a^w3m?3iR,5iK^a^wwawT'wqli\jw9aij?nfl{i!

12.1.2 «?nLi4ivuaaaTUiia^Ham^Lf!i?ns!Wua'iwwRRWfltniTfU9iai^ii1a?tJ
tl M

12.2 j?ii,u'iviuafia!',uia^wfifmiif!mswwaw/T'fu%i??ii!a5tJ (COA of Finished Product) ‘ua^wwawwapimu'n

12.2.1 ■ j?nanw^liaTu?a^wam?3iR,3is:vainwwawwstriJT'tu?iu'i^ii!a?TJ (Manufacturer)

12.2.2 j?'imivnj^iafu?e^wam^LR^'is:wainwu\j^vi?,3^rifu^ (Packaging) (lavncn^wwwwawtjn

12.3 vian^itjoutrupmuauvrusuo^^m^wscn uo^TRORDRhtn^iFicyiifisiwaRiYfuwui^n.la^iJ (niijvilan^w

Lot. TieonOAt/lmonsm COA of Finished product)

12.4 viein|iufn^usi^'i«\iR£u/nvJtJiTR£jviii'jtMntj^0ji| (niiS)

13. tfiiunionanjuawwanniflnwmiyflM? (Stability data)

13.1 (Long term stability data) wfiivionuan^EJivi 

niMUR'lT’uuaann/u's^^cu'n

13.2 ^iwiiBn?n?ua«^wam??lm!nfl')i«fMW'iL,ua/n'3KW4 (Accelerated stability data)

13.3 riiiuiiBnan^uaAwanismwfliiuww'JWBBBm (On-going stability data) LlfinaR
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13.4 (in-use stability data), pmupi^raa-atiivia'a 

LPilauvilsaKfntiAaaa'i^tn^tJs’munw'K *i (niS)

13.5 ^nmnian^TSUfi^weim^i^nwpmu^m wlaiansm^ua^i'muR^annituaiaan'uan^^anivfiSvIl'o 

mufnyi (mil)

14. EfntTJivianiTumif'uia^f'miifaiijS'Da^wa^^njwi (Bioequivalence study) (Lavnsnamianvii,naTtia^ 

vilafhaj)

15. smsivisnjiiirmfuiiB^pn'imviiwajjltjmiin'y'inuan^'uuu'u (Therapeutic equivalence), vmnjrmfmu

(Biosimilars) Vi1amii^n,wnfmiJLiJlautvia<un,ul?i (Comparability exercise: CE) 

(tQTMKiiarmai^i.naqtia'JVilafiiCi)
,o/ fj I v a A ua a ^ M d <u u „16. lanciniuiiPi^fniilisnwami-wa'ivifi^uaD'wiaufi^iaija^BNuaiina lAauriaatiaaAPnuraa ni? 

iJ^nijpinj/nviigintojjau ”
i

17. kan?n^!i‘uaa3JVifaua'3?naSB^aw5a0Tuna WanLan^aiciinnaupiitjnnviw ‘snafittaa^enuMTiiB “ rmaman

18. wfins'iumianviiinaanM^aninaau (rind)

19. g?iLiiiiananifm?fnwnvmflaiin (Clinical study), fmfifmifm'Mfo'rcfti (Real world data) (ni2)

20. wansnumiJiwupmjMi^a “ 3. flcu^timrmviflQp] ” vi,uBmvi{laanman?m<U0 1 - 19 (qiSj)

21. BU *|

• (foaemen

wici'uaiiFn^B^u'UD^nBBi^tn^iCl'u^nLmuL^^^iitjass.aB^MpiiupniiW'UJvlniviti^'uvn'tiBFimauwriiliJ^i^^'u
M '

l9itnnatiKiBBP!n'T3Liuii?n0m4<m3Jvnn,w'u^lutJiKmpiBnn^'iBtfim)nmj bwtnuignjvniTUtjfm^B'j'Lvijj 

Svisfn^H'uwqatii-slii'inniwlpis]

• viamncu^M^s^vislumi'wa'nEun

mifian^fliipfeatilweimnaivrmil^KiflupiiiJiissivism^wanFn (Price Performance)
cj islMM

nnvruPiWpiKLiu'ui'iJJWvu^Lvinnu 100 nzmu uaJ-hiI'u

1. iiPii'Wi.mjB (Price) 25 Pitumi

2. flwmwuasflfuauOiiviLCjtiiJi^auuwavn^inum? (Performance) 75 AsutmlflaunwvmiiJisuju 

Performance
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Performance

n. inn?5piiua8f|njfliYifn

jjno'i^nuwwae'KfnuvianLnEU'nism^viwliinTSPJSifiEJ'i (GMP) 51

«n«^iviua«^nj/iiynwq5iu#3£jis?iwy (Raw Material; API) 102

infliinuuatACu/nvmatMwsion^i^i) (Finished product) 103

inwsGiufmifiuShw n^s^nutn (GSP/GDP) uasm^mwa-ifmtna 5a
ni?flnwin'nufMWl3 (Stability data) 55

flcu/nwmwsflm^ u^i^riajvueitQjnn (Packaging & Labeling) 56
%. fjwauOwvmiviflfimiBBflwaiJiJwvlivlaiiJ^sIoTiu

Rfu^yOwviivluLl^tltiWjpioni^Hu'ilub^viEjiuna 51

nislR^unitfinosIflu US FDA via EMA 52

(Indications) uasfmiifliMBiMJ (Extrapolated indications) 203

fn^flnwvmnaun (Clinical study) uPtmwn^ifmHanal^ (Real world data) 304

100ran

1. wiaviQ^ifliqswaj^^aiflny^ifMsra^nmjviiviai^uwanwjivltw'Jw *i ^uSusjw^tycyi

2. wLauo^if'naswa^u^iavDviaTwauomJictfiviaiufitanvntjanuacviaiJi^^njwivluiWHcie 10 ebtmenfiflnla 

Xvf?i»?nn«0m?Mn0?u««i^«^00iu0B^iuwuiiiil\jv0vl4lfiwu

• m^^snu^cu/nvianwgi^ijaii
wLauo?ifiiwa^ouu?iPiwij'3aaTuia^m?\Ji«n,upi{UfnMaivia^ya\jvifaua'i«naS0^awSditjia IntiS
v 1 ^

ViaflSlSoflluW^OTUttM&fi

1. aiwa^w'ium?wan?cunpiwfnvitmjivipnsni4vlnnM\j(»iLias{lij2iJis:Twctni1aninuanndiun-3iufifusn??um^ 

01M1^llfl*01

2. TCosnsnm^fifluouon (^B^lraiau wm aujouHifnaTu 5 Tu^ini? vimannUfulu^^a)

3. oiJiuo^yivisi^yoijwowonEiniVlwiiilwUiuoon'ji 12 ifou isuvlm^wsn (Batch NoAot

No.) uaeTuviijwoiEjiio^yn (Expire Date) ‘Ltiianan^n'inu/nw wloluu^wu vlalua^^fli^avinfi^vIS 

m^w^uph (rnoiaiEjijaEjn'h i tl tda^annaufliS lot iltn Tiolvivn^ulwiu^iflun^wliJ)

4. aiyin^'3(JiviH^^a\jas(na^a^(?'ianviu3fianjia^m^if:i^iBwwaOTjT'{u‘naid'i^aiil?uvia^jj^ja-3wwacriLifiK'l,u 

^Lfl^iBV'^a^u^a^wwptnT'OTnwvivi'lwswa'i^via-suau

5. mOaotmnidaoitnmwjflaiEmlaviiJAantMloidoinAnnsiftaijamYWEiibBm'j'Ui *i riaudiww /nalu 3 

iSoufnoiA&Wuiw* (^Bijilaul^H^tau niu idatnlnsvsu^aiEj'Uj'uaan'ji 6 iwau fuwJfiau 100%)
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6. ‘li4n'5alviuvn^tiia£JW£j'3Wvo'ifn,36ju?ha?j'i<i£JTM^jj0iii,,WBf}'3ii(in^tisiiiKVf!iajfnYj uvnivianfiat^tviiJ 

0iafB'36ua^BEj'i'3fjil^aw‘int)asw0'3^£jnmtjanpmjaiuTuravnivitjnaEj^a-3Tvijjd^Pi^^i,f5i‘aiy<MUfi£i,vl'u 

Nfuw^0in5iiHai£i'l^mi^inaii»Piii^<siajfn^usi!3n,3jjiPitiDn<u‘l<un‘3fuvvnjiiEJilljJtili4'lilpnuf5icuFinwcui; 

LQ'wiKjjvniviEjnaai^a^lviajniafi^m^vtQljJtijwaniainfni^uanFnEjnmnfi'n’ya'aw'inEJi.Lfis/vilama^l'ufii^

wal\J

• ft^imSa-WBmsmAft^nuftanmflftauvmai (Medication error)

w'unyaswa^Suyaut'inLCwTspnun'iifo^oa'indnyL/ia'anmi I^0i,inayvn,3n<uw?LTO'3lvijlL^0liiS
v

tlaulu vlfuili-3 untai viLnariia^nuQfnnai mwsui'saa'i vilouiia/icu^'i n'sfu^uiiupmm^^a

nniinflftimflinunamflUauvmEn (medication error)

• miBrnSnacycyn

mauaiifn S'uaauHamanl'fycyiriauPiiunnwu^ mu

1. anfjnviai'aan^Benannufyw'iI^WEJiuiFi

2. flju/nma^tn'UjLiltil'UwuiRwanijiwstav'ns^'inwsifmw^afLPmswflfli/nviainfmiQvitj'ipnfiwfn'iiiiLViviB  

n^Kvin^gnsiifuqu wlaghuiTBrniau *] ■wfaaanu'uSu ^ /npiianuu
js

3. 0if]ful0mnu^‘U0invi0^fn?i Ifiaaiun^wsutn^^nniaivniuauai Siuisvi'3i^^nainj0'3?qjfyi0t5000s

1110

at *4 •=* i i.a«> *1 , Q/ ^ i( cM VtUа. fjiiiu^ui^ai^iwoiamfjfi^aiii^amNanii^nin'Miapmuiisofinfj^a^wuiyul^iuyi

5. Uifiiiuum'smum'sfa^ai.la^pmmamflani'ai.mfliiuflfnmflaa'uvmsn (medication error)

б. iJfyvnfm «| uamuClaainunamii Maiifuiusidim^pmjJtlyvnaRoniini^

wjiawjj: ui^armamanacyfyn wisiuaiifliwa^auiAfiwwualiaSuaaiivifaya^iaSafla^jjaiuna

• ^aa^Dulvis

1. Ii^^aiuiaaiamim'siuwai/ii^aiMfuniimiaanl^aaTviancjuT'wuini^i.Piiisw ijaivitiiaaiwo^myi 

luaiuTuwiuui'swyluifiniuwotilrJoa 3 furmwafl Iwli^waiuiaati^hatii^ uasfuS^oufiiHaiatu 

mi^tiPinsvpiEUfniNaiwansiii

2. vnnwuvilauv^n^iutiiwaivi'iiiafjicnil'qjulmuni's^Laan muauwaniiuTJ'sKnoumi'waiianmafuia^w 

aimiiaui^agiiufyutiluLua vilalunn^muwlfltiweiin waivsuiaailaaiu^ia’u'uaiK^fin^uvi^tuu'u

(Black list) Tisi^asiliiHfuni's^aitajima^viiai^acnm'iJDEJ'i^uaa 3 il 

ua£n,scuubw0iuifif^^00i^a6n£i&ijmnaiiuai ana^aniituiiilanfa^HiiwHfliiiJ^avnaBTJ ^vltn^ifu 

ainmiKtnM (aiu)
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3. RWsfn^miifiatin^uuasjniiijnijPifi-nuaviBvi^KtJQviein^'iuwn *) vfl^vJ^tnQ^jfmwsn^cunJ^smuRn 

ttoufiviB/nYiwssifn (price performance) iwuiw waow^jJotnaivlIwvitnina^iflaoiflaaiijQjii'u *1 lvIb 

wwwiyw^^aoujJiw^jjiunw/nvrtiB^En
4. fiwsru^um^uishiniTiJuasfmijiOwa^iiSlvisvI^KunlTi wiiimuw0iilwl0‘[i0niviw‘iuvi^ntncuVi\j?Kiiiuf!ii 

\J^savismviw0?npn (price performance) uaKiiom^ai Hiilul\JwiuLMinK<iyo;njj^0Lau0U\iE0nnwS^'3\i 
«uuer3uwn7ai

5. a^uSviBlumiflajw'jadi^yi I0nai?ufl«ii0ufl\j«n0iiniw0i7wivinn?aiv ^
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1/ £ 1/fTOulwmflfl/nnft w.pi. 2560 uiw^i 9 ua«?8i{l£i\jniBVi«4fn?fla'8')iwitjfm^fiOTm«w0^^ua«m^wi? \ *»
nn. 2560 fo 21

ftwsni^m^nnwupi^wanvois^o^nv/i'cuw 

EJinsu Biologic drugs ufis Miscellaneous

aa .jL. .0‘3K5iiin?,3Ufn? a«a n^urm

(?pi.fl9.iiw.U0^n« uvifltu)(f'l.wcy.aluvitn mviijiiBnfl)

&->crnr>fofi*'
I- ni^unn?j^tja •a«o

(?fl.«9.iwy.ujfl|i«i^w vnwwuqa) (wfl.uvj.Cruvnn srouanfl)

Gk^ <i .n««fmfmuma a«o

(a.w^.sawi mif*m^e5i5n) (flty.um/n ^aiaBtyTS^ni)

a- .niium^uasiatmim?

sT-3w«na}

frtiia

(rcy.0a8m?w wviiri)

----- i/TJa-wa

(/infeivi wcta)
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