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1. flayn

Risedronate sodium 35 mg film-coated tablet

2. flCuauiBvnhJ

iiiutnt^i.PiaaijvlaiJciiviTufutJisivn'uivluuu
M

fiTUtiitnau tu 1 uja tJ^natJ^EJtrntnsi'i^vifiJjJjfintj risedronate sodium 35 mg

2.1

2.2

/minima
Qfnnai^a-JiJ^apn'iuis^Katin'a^wtj liiauLaatiaatva^ia

- uu/nwoiia SEii^uatiwa^^^^atJivila^avn'jmiFii diutJ^noiiua^vn^Fmjj

- uuui^jTcuv isjwatjn diiitJisnatjwband'iPifyii^FmuuKi Tuwa^i Muaia 

Lawwlw uasiawKiiJawifutji

2.3

2.4 aenn

3. BCUfliltJWVn^lVlflOfl

3.1 marapwo^tjnaiR^jwB'qwitjfnifiJia^unw^TUfmwatnitnp^u^ntnd'i^pniJSJiw^nu PI C/5 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vilaiviamvii

3.2 Nwa9;iaidit!a|,Uw0^Niiifmfu?O'3uiwip<ufmwa?iai?nuinpii5'iu PIC/S vilmvitjmvh

3.3 niculsjlwnwmutj^a^rm^ntn^auija (Bioequivalence) ‘ua^^iim^aiiviatjn'uaiwiuuuij

3.4 Finished product specification apt Active 

pharmaceutical ingredient specification ^l^^immoudadiCn^'iViPiaiuniiUfmaiMiiuaaan

Twawa^ttlultJtmij^aniviUPiuacvntn^iu'ija^rmii.PinKWvan-iawTjnantnw^TU (Officialai51?£U?|tl

Pharmacopoeia) Wnntnlw ermtnvm-3 vnivlatji.viivifalmimdd’ntnan^niJiJiKmf'inisvin^isi'jfusj'u tfa^ iso

ehnsn ^.pi. 2561 p^tuvI 6 sudiPiu w.pi. 2561 (tJi^mw'lu'si^naamjLtjnwi 12 numwus tv.Pi. 2562) 

niKYiTj-aaisiicumj ifa^ (amjvi 2) vi.fl. 2562 miuvi 3 mnfjOFisj via. 2562 (■iJ^mf3i*lu‘5Tunaaim,unyi

26 n?n{]iRjj n.fl. 2562)

n^suvUiiiinn/jIuwiiinanl^ *] (Non-official Pharmacopoeia) ^aniviuwflCUfUJiJWvn^LViRCfl ^a-3 

tJ^nati^a Universal tests Lias Specific tests pnjj^annvm^uasinwiS'njynlij^a^miiLfinsjMvinnvtwlTl'umn
i/

an an Vi fli ill ill) bill! ^ (General requirement for dosage form) Vila The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. wanjUifm *1

• rmtimsma^ifn

I^^vioi^jiajjvnnwfuwO'alwj
M

• ni^vuansmilisnoum^aiiDn

wkaua^ipnwo^EJuianin^iliKnaum^waiimnifn^smiviniviii^iJ^tmf'ia'incilnai/i^jn^'su I?4vioi\jia«wi?iii 

w?i?uflT,wil00i0n?n5\j5«n0\ifrjo

1. uuuvJoijn'iEifltiaafluiiiiauo I«0 download Kvl Website thtiuiffentiu bwaiinauwi^i^ufl? 

iflaAwiviloniij link ‘Imlicmpn

2. rfiwi/nviriiyuaw^/nwwfiwmuiiyi aam

3. ^nm'itanfmn'imjai /nwlvia us^/vila/nwa^nEiv vtlwaTjffuflWKng^ijmioiMi^ufliim

4. ^luiianaisnnAvisaCawTUtn (titju vi.u. 1, vi.ej. 2, vi.a. 3, vi.ej. 4, 0. 1, 0 2 uamcfinsw) vf^wnuvnj'i 

u0s:vtm^f0ij^i0SKk00^fsicu?i'nvtuKiQwis:u0^0ij?iLl0,3tJua«\i0nnvnjpiuiw?s'n4ii0^8ni?^iFi^nt!W0'i
< M «a

(Finished product specification and analytical procedures) muvieLtJtnjiT

n^EuSm^i.tJautJUiJa^itnl^^iafn^luviKiCjyumf'uai lvfii,uu^iiunniii0ttnliii'dB0iia\Ja4 (u\ju 

vi.0.9,0.4,0.5 uffaurinsai)
5. ^niiiiwu880?\j?04WB0iTtuii0irfiif05\J (Certificate of Pharmaceutical Product) n'jfuaithvila^jann 

w'mJwiYifl

6. ^nkunwu^a0?\jir0^unw?5iiinn?fjapi0itfn^wamnnj9i;58fmv«,lum?w0t>i0'i (Good Manufacturing 

Practices; GMP) Itjviuiwvitna^o^nijaima'ua (Qi5!U5iiq?nnu?0umiPi^000uIw0£M0^Lti^«n0nm? 

iuio^) Teiatftmbsnoumo

6.1 sfiwjiMiJall0iii?04inwi5njfn5wa00iwnuw0nintuw^8m9v!ini4fn9wSwinQS\j^'30idinsy (Active 

Pharmaceutical Ingredient: API) uo^wwflMTWtjSyw'JOi^iwy (API manufacturer)

6.2 tfnmwiXjaaSuso-JNnnssiuniswa^nfliuwanincu^sn'iiviwUjnniiwsflwanficutfantf'HlaiO

(Finished product) (Manufacturer)

6.3 «f'uu'iMU'3a0fij?0'mi9i?eium5waw0i«i}Jvjaninfu^5m5vlllum?wawwa{!,i^'ni9?0i^i!0^ 

(Finished product) DoAti-iU's^wanjmM (Packaging) (LQwnsfnwviwwaffia'irf'iifsi^iJaaKWi.iti^iJ'j?^

cinwauaKvio^ffu)
_ A ^ «9 c^«/ %/ C0) 4/7. aikinvm$a0iu?04jjnwijpuniHnu?nynuflsn?s0n00™iyviamnw9n8miYimufmininn*n uacnisaia 

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

8. aiiA4i official monograph ‘hMinui (Pharmacopoeias) vu^oi^S^lti Active Pharmaceutical Ingredient 

specifications lias Finished product specifications \Jitn0u^i0
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8.1 Official monograph Tu Pharmacopoeias viHemftf Active Pharmaceutical Ingredient

specification (API-Manufacturer) (M)

8.2 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (M)

8.3 Official monograph lu Pharmacopoeias Finished product specifications

(mi3)

9. rfitui Active Pharmaceutical Ingredient specification

9.1 riimi Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 tfiiUT Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. fhlUl Risk Assessment Report for Elemental Impurities (0i5)

11. anmn Finished product Specification uaswwawtntl'ims'U

12. (Certificate of Analysis : COA)ttJ^mwanvlaw'30Eii4 (n^tulv!^ 

(fftouiflon) vifa^m^waOTvim’Uj'^ua'iEJEJiltJvIa^uu Iwawa^ii^snaultlpna

12.1 rfnian\iC-8llBTU?04wani^W9i«t?,5»iq0ii«10i^imy (COA of Active Pharmaceutical Ingredient) 

I&awawJwnauww

12.1.1 aiLuivnJ^ofu^a^wanniiLfmtMua^wwatnT'wqwiurnai^iFicy

12.1.2 aiiuiMusaatiiia^warm^Lfi^u^a^wwaciwaOTmiva'i^'iifa^vi

12.2 a'Utj'iMWflaTU^a^wam^Lft^icMwawiYcu^nilaitJ (COA of Finished Product) tiaMwaflwawmw

12!2.1 ^ntjiwu^?iaTu?aJwafn^mnKwainwwatnwawiicu9iaiaii1a?iJ (Manufacturer)

12.2.2 amu'iviuaaaTu^a^tJan'niLfi^'isMa'inwutjJtj^i^muw (Packaging) (iQvncn^wviwifjawai 

t?i^a?iJuacwii\j4\j?^wi^auas^a^n'U)

12.3 vieinsntjatitma'n^auws^a^iym^fjaw ‘ua^'Tmqpiuwhaianflfyuacwawriftj^an^iiiatil (rhiSwon^tu 

UiSictl Lot. noonqMmenais COA of Finished product)

12.4 v^e^nsm4m?^Lf!msM0fufnv^an<L<5lavi^i^a^mJ\la•315 (oijj)
<a i «

13. Hniuiianamaawann^ntnA^niJflWT (Stability data)Twawa^tJ?cnati^0

13.1 tfnmiionamanwamsflnwfliiuA^reasaTj (Long term stability data) vlfi^tJtmjja'iEJaivi 

niMuwHutiaa'in/u^^^iTcu'M

13.2 Hiiuiionaniuaa^wafm^nwmnun^wVlvafn'iiJkW (Accelerated stability data)

13.3 tfitunianamawwani^nijnniiijmFfosastm (On-going stability data) tlaiaw
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13.4 ^iwiLBnsn^uaw^wafn^Snwipmjjpi^wQaiwsLilwH (In-use stability data), flTiUfl'W'wa'iEJ'mfta

^ (onS)
t/ * ^

13.5 6?mnt0n?mi,ieiPi^3mim<bnf5mjjfi-3r3 vflaianem^L^^pmjjpi^^ntnmsutJiaanTjan^^acuvifiCivfl^ 

muinw (fti£l)

14. 3ni<uT{flan5i'un'iifu?0-3Pmu?i3J3;j£Viia^waPi^£UTOi {Bioequivalence study) {ta^nsnEJn'iianvltnaTO^ 

VilaaiS)

15. gfmnwahenufnifuiia^pm^i.viiwajjlun'iilhw'imjanw'utLtJU (Therapeutic equivalence), wpnsiupmw

(Biosimilars) wlam^nisnpmyitJloiiivlaiJfrulw (Comparability exercise: CE) 

(LavNitnafmaiviLnai‘ua-3Vi1afi'i5)

16. i.anpniuji^rmilisnMflfu/iTwanvifi'JtjaD^iasjfi^naSa^awSaiu'ia I^iaSinafisi.aa^wijjM™ “mi 

■Uismiflfljmwmvicmiair’
_ ^ t/ o f) V 0/ • O 4 U V ,, _17. lanmiu'uaauYYianfl'Sm&iJaTiawjaTuia IvtamaneicyfyinauFiiiim'MU^ naaM,aaPi?nuwruB miantan

18. wansTumianMiiiaaituIi^aunaav! (mjj)

19. mtuiianmimiflntnvraFiaQn (Clinical study), mi^nyimiHanai^ (Real world data) (m£)

20. viansTumu^u^nuiTi^a “ 3. flfuauwvn^mm ” vivamwCaanmanmi^a 1 - 19 (mS)
1

21. fm q

• aqadn^an
m^i4anpnw0^LUumam'3ai^i,il^muvit!U.?i?t^i'itjaKi,aa{»iHisiium'u^mivimvi<u«4l'uw3<i)aFta!«iinjw‘m‘liJm'3w
xt *

' 4 <> I V ^l9itjnafiKtaaPirmu,uu«iatii'3wiiivinn\ni?i‘luiJis:n'n»ia'in^'iat/iminiiu Ii<wanui^vniTa,UFiii,?a^lvtiJ wmiaa-nu 

wsmiPiimam'iliiiiniwi^ *\

• viamncu^uaslvis’l'ufm’waninji

mi’waiim^wlwamm'uw'niiiisLwiiiJis^vism'MpiaTim (Price Performance) I^iawnianMpi^Lmi!
0/ at

V

nTwu^Hft^Lt'uiiiiuwvijj^u.vinmj 100 uii^ilu

1. inpnmffua (Price) 30 fmims

2. fia!mviU?ij:fiai?iJJijl^i.Llti<tJia:IaTOavn-3ii‘umi (Performance) 70 fisuuu I^iaSmw^mi'iJisiiJU 

Performance ^win^
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wtirtfa'mhsiihj Performance
n. unn^jimiasfjflJfnviEn

iiiw?5iuwN§o|unjjviffnin£uwT0n'i?vi«,L\4m5Wfinai (GMP) 51

inni|iuiia«ft«n'ivi%£|liu^ai?lnmy (Raw Material; API) 102

U'nn^nuuaspjcu/nvNwawnwntnaiii^^iJ (Finished product) 103

unmjpun'mnut'mtfi niMiam (GSP/GDP) 54

fmmtnRTUJfUPn (Stability data) 55

nniflnunpmiJfiUJjaijQ^En (Bioequivalence) n5waiiij«ua#LifliJ^a Vila niSYiaaaurnswlBjjEn/ 

mivipiaatja'ipnu Dosage form n^manSpiuasavi ^

6

20

\j«^ifaiwiasasnn (Packaging & Labeling) 57
*0. ^{uainjwvmivwijmia«^£uaui5wviii)uiJ?8Taift5

flwayijnviiCliitJ^aTawjwsfmltiail’uI^^viaiijia 201

2 nwlfWiYronSun (Clinical study) 20

100I'm

1. giauoinm^sMafl^iEi^aiwiwRijftflasnnwvn^viaimiwmlvmLOwia *i auSusjasftytyi

2. §iaaja?ifnaswaflu^i^vl\jM0T«auafnJ5suiviaiua8€iii'3iianua«wau9i^iT(u»iifitJU,wfla« 10 a^aviaiaSnlfl 

lvffl8jfnn«afmw5>ja!ii?'3uvM5K^uaaiua«^ii4‘3iiuiivmM0vl4fpiwii

• rmilnsmi^fumvianvgi^ija'u
maua'5nf!npfa^!),uuain-iwC'-3aaTU?a^nT5i)?«n'Uf!ifu/nv«aivj?i^uauwfaufi^fna5atlawjaiu'i^ IwaS
v < v

«i ^naaciaa^uwu^piaTu^a^^S

1. anOTa«w'ii4m^anianflnifn\NPnuvian5'iuvinivitji»iuat,bJijil^T?iani1amnDann^'iO'rnn\iPi£ut5n?njrm 

aiwifuatai

2. raosnanfmauiauEn wu d^uauan/iia'lu 5 Tu^nmi M^ainlafulu^e)

3. BiEjtia«nvlsiwa\j«a4Clai^niVltf4iiAabjuBon')i 12 iliau IpiaSni^^Kij lauvlrmwaw (Batch NoAot

No.) uaBTuvmaanEiiia^ai (Expire Datejlmananinnrru/nfi mIbIvju^mu wfalvia^aupin^ayinpifwS 

m^rfflSufh (n^tuanawaandn 1 vl ida^annfitjfl'iij lot wtn ualvfvmulwiu^tSun'ituliJ)

4. anyin'j'jPivSa^uaoaBwa^H-s^'UunviujaQTU^a^fn^LPi^iBMtjatnnnjvai^'iuaiLj^vla^u'i^a^wwawuaBto 

^finBrao^io'OB^wNawT'piapiuMl^wawan^uvia^uotj

5. SiiiilaauaiujaaTlnavjjaBitiMlowjaaniviloujBinanm^aaia/nviwiaiJwm^la *) riaurfnvma amlii 3 

^au/naviFi^Tuu^ (ujtjwoulT/lvffiwwu nu tdaynlnsvujPiaiEjldiiBon'ii 6 twau TuiOauu 100%)
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6. <lvin‘3£u\ii!MnivitnaEJi,w-3‘lv!ijvn'im,3cju(?haEiri-3£j'ividwoiiL,w0fi^n^tfin«wfu/n<w iivn^vitjnatjW£j'3'lviii
anafa^a^adn^a'iI^aw^ntias^a^d^tntTOanwiuaiuTuviuvniviEJiaEJi.^a'jTvtjjfi-j^naii.Pi'jnsjmasLCl'u%
W ^ | tf> 1> | «> ^ «* €> I VI I <^, VI . (Uwiuw(Fnia\jpnw^nEjLi4fn?w«^niPi?i«Mfl(uri^Lia«snunwnfiii L^n'scuviMiji'iEinLiJLUuWwijjpiajfinyju^

1 «u ^

^ ^ t/

waliJ

• fimu^a^0n'mn«f!muflfln9Uflaa<uvn'3!jn (Medication error)

iwaaswa^Suaaij^imjmiflijjnnifa^aaindnuifimjninj %
uaul^ I'umTmmmj tJtuiIi-3 urflu ^inai^mjafnnai /nwnunaan vilaim^rnimn n^mvju'inijpmuLaa^wa 

nT5Lmpmii<siQ'UJf5ian^L(siflai4vn-3ai (medication error)

• mwmanacycyn

feuanm S^aawHan^riaqjqj'iriauFmjnnMW mts

1. aicinwTsm^aanannwIail^aitjnpi
V

2. fl{Ufnwti0'8ai,liiL?Jt4liJ«njjfl£uefnwcuswTOsnnwam?wi'5siiLP!n8Wfl£Ufnw0ifin?jjivi0ipna«?m?iiivivia 

nisYin-a^nsTaCu^ vilafh'U'n'tiniimi ^ vilaasinj^au ^ mpiianw
Ji

3. ainmlamn'up'ua'invia^^ai^ Iwyanun^wfusn^wnn^anwi^uasai ttuswn^^nfn'oa^cij^jia^^eaa:
tnu

4. an2{jcyvnp|fufiiwanaa-3Wf)^aiJ‘3^aviBwam,3fnwvi1aismm]aa5;ifi,atja'aw,tJTavil?iTuan

5. 'Ui^iLiiTini?9'nyfn??a'5ii0Lla^pmuifi04W€fn9ifipifinijjfiai9iLflfl0uvm0i (medication error)

6. {Jqjvnfm •) uantviuoannvinjlmtn fl^a'nwik^ininpipmmfiawnawa^umi
V 0^ &/ 1/ d O 1/ 2/4^ Crvtiiiatvt^ : wmaniiEjnianacyfyi wtaua^im^a'jauua^'avtwsiBauaaii^^aiia'aaifjjJBDawiiai^

• ^aa-siwiviB
1. Iiwyiuiaoi^fi^LPiii'iswftwmwanvfl^TUfniflsafionlwyaivign^Hrnmi^kPi^nsw wanviiiiaan^a^^a'i 

’luaiinu^mi^Iiwaiuianivi'u^iatiiwaa 3 lurmwa^i ‘i^Ii^aitnaajj^adi-3 aa^fuS^aiiFliHaitjli;

rmQkfl'siKW^ai/nviai^nn^^ %) %
2. vtinmvilaSvianiiii'i'iwaivi'U'itJai^iaTnjviHitjn'ii^Jan mjja'UMan^n'uii^nBumi^ai'akunwaiuia^N 

aiviiiifjtn^aenjTfyvii.Civwa vila'Uicjn^'a'Spnijal^aia^in ^aivitiiaan^aaisjcyna'uuaswa^mwvisi.'ijatj 
waivttinaai^a'aMijj'l'um^a^a (Black list)l^tjatlliil^ii]fm^an,3anma^mnan^a?n^a)a&jn-3ija!D 3 il 
u?ii;nikuviI‘3>3v<aitnfia?i?aail0?'i3Tfy?i'5nfimu^ aia'wai^ani.lania^HtiPiHFmui.aavnaa^ ^vimpi^u 

ainmiHailfl (fiiS)
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3. pin4Kn,3‘3Jjn'i?iri^n?,3uuasniiu'njpi34')uaviBw\i£^i0vian|'iV!9in^ «| vfl'oil^neijfniw^i^cuiiJisiiivifl'i 

\J?tavi5fn>NW0nfn (price performance) ivSmeiu watw^taKnanvrt^viEnuia^rtiotniafnijfyiiri «l two 

Sfiwijjw^'jaaaiiinnimifinifnvjuo-jai
4. pifu«niiufniuiaeoni?uua«m?ij'nj(»iji^'}u?vi5vi^siinlti LWJiwuwaultivila^an'iMUfil'uw^mnwwiJTsmufi'i 

ilispvisfinwwonfn (price performance) ufiK^iom^an 4lvi9ii>liJwiiiiMUit?iJJ9ny^0ia\jaLWS0'inw5a'3ii 

smifhutfiniaS
5. a«u3viS,L,ufmflii«'30£ii4an ianai5Uflsa0^ja\J«neDfn?wai?tui\infi?tu
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rmuluniwiAfliflis m.a. 2560 uimi 9 uasTCiitounTCws'Mnisfl&difooniwflqomTOWotfprc'Muasn'rctJW'rc 
« €»

viapjfnfl!^ vi.fl. 2560 tio 21

ftnj»ni5Ufn?nnwuw^fU0nwcus^i0^(.'3vmusi 

tnnau Biologic drugs uat Miscellaneous

A ‘ft AA .vliKsnun-s'sum? ni^nTS3^*1100«0

(la.w^.uvj.ti^^prnw uwflfu)(fl.vyty.oluvioi vnwSusna)

&r&-
s!_ tt*Gnennf>fn{ A / .nroifro0«0n^umia«0

rtfl.w^.vity.ujnfn/itfw viwwnlfja) (wrt.ux.uuwu gjAuenfl)

AA n,3?un'itia«0nttiirma«o

(/uy.ionm ftiwItyiBiw)(0.«jy.aS»n

A
a«0

(fls.flqj.o^wn sT-Jw^sna)

JA .n?i5jfn?iia«w‘O90ia^i^rma«o

(fify.ram^w vJvnai)

£A
0^*00

(an.To'jnvi mAa)
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