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1. taen

Ibandronic acid 3 mg/3 ml solution for injection (prefilled syringe)

2. flnimnjMiliJ

2.1 nluuu
M

2.2 ciitid^nai! \m 3 ml iJiisnau^tJ^ntJi^imjvifnjiJfin'U ibandronic acid 3 mg

/nmoiTsSj pre-filled syringe

- u'ufiru'usvina aEnnja^o^stjfaiwlB^avn^niifh HiuU^natJUfifu^nPifmu 

ui-3

- dTuiJ^nBiiwian^nFiqjuaspQiuu.i^ Tuwaw TuauonEj 

L0WN0W LL?»L0^JVi£Lij0VlW1?’lJ01

2.3

2.4 a?nn

3. flfuHii<u1ivn'3ivifiSpi

3.1 mstni^nlu^Bnsinpiaj^mtjrmfDiB^'iPitsnuniiwawTViqwiiwoananpifypniJunwisi'u PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vtlowaiavin

3.2 wwawaiJiiLfBnjwa'amtim'jfiJio^u'iwjSTurmwp^Bi^nuunwse'iti Pic/S vilaiviEjmvh
HJ S3 ed

3.3 wsn'npniaTiPi^is'ww^iUu^i.ii'Lil'iJpmj Finished product specification uas Active 

pharmaceutical ingredient specification M^0wvis:i,O0W0^'Un^'TUPiru»niturm0nvn‘3U0SJ0n

(Official

Pharmacopoeia) ‘tuemnaibi vitvi0ULvinvil0,lvijnti'im^ri0ipnu<iJ?i:m?in«:vin-i^5iiaj3,u 1.10-3 isij

^1^101 vn .w . 2561 6 gViiAU vi.pi. 2561 (\J^niPiliii'i‘ijn00'i\jt'unyi 12 nummis w.pi. 2562) ussil^nipi

nisYi'n-jeneTSfuatJ 110-3 istiwuiBi (amjv 2) vn .p!. 2562 aiiuw 3 nmfjipijj w.fi. 2562 (iJisfnpiTunWBaTui.tjnyi

26 ninfjnpin vi.fl. 2562)

niJuvIljJ'iJnnQitJwiinB'ilpi 1 (Non-official Pharmacopoeia) tfsriiuuflftfliaiJiTwvmtviFiijFi wa-3 

iJii:na\jpii0 Universal tests uau Specific tests ?njj{i0nivwu.0s:^n9iip,u^/i'lU‘ii0-3niiiif!iiis:vvmvitiPililwin
t/

0n ffnvtiuiiiUDU'Uti •) (General requirement for dosage form) Viio The international Conference on 

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

v

• fmavuengmiJ^naum^wanifun

wifiuaiifn^a^H'utan^mJitnaunTswiian^nij^mwnnvtwlTjiJisinK'iain^tafimin^ Iiwaiuiauvnn^ 

Ipiatan?(T3iJ^na\j^a

1. uuu^a^unafmaanamema Im download \m Website liwaiajiauvmiwpii

^a-alvuivilawnu linktuaJ^mpn

2. a^iunnnwdimia^mwwaflfifuwan aann fnwsajiia uatiunaricuvai

3. amniananimnuai fntnlvia Liat;/v1a/ntnB'anq'w vtlpia'umjpiajurmurmaivmaasjai

4. amni.anaiTmmmi.ijEJ'umTuai (uuu v.a. l, vi.a. 2, vi.a. 3, vi.a. 4, a. 1, a 2 ua'juwn^m) vf^i^un 

ua^Ma-Jwfa^^iaa^iaaPiRajanyai^ia^^a^iaii.faiiJuas^amMUPijjiPo^i'nj'iia^smiiLPinuwai 

(Finished product specification and analytical procedures) miiYlU'UB'u'ta

nimSfmi'Uaauaila'aunl'U'siarm'luvisLijauwnfiian Imu'ua'U'uia'i'uaunl^aiJaamda^ (li \ju  

vi.a.9, a.4, a.5 ua^uwmm) uivifaunuaia

5. a'U.'U'ivt'U-aaafijia-awapi^^aiaiifa^iJ (Certificate of Pharmaceutical Product) nifuaTunvifaa'aann 

emibavifl

6. a'Utnvnj-aliafuia-aiJi^iiTum'Swa^a'ic'njjvtanLnaj^iermval'umiwawan (Good Manufacturing 

Practices; GMP) luvitnflvknraa^mjEj'i'mti'ua (aijudi^^njjia'ufm^naaaul^a^aal'u^^nainrs 

luia-a) IflafonthimBUpha

6.1 aiL’UTiATj'aaafuia-auiwieTunTSwawaipnuvamnni^sfmvial'umiwawT’w^lti^ananficy (Active 

Pharmaceutical Ingredient: API) ua^ma^iiwcilitj^paia'i^ (API manufacturer)

6.2 aiL,uivi,u^aa'3tj?a^jji^i§iumiwaPiaipmjviamnnj9ngm‘3Vi(5iltjfmwae;twatrifiaj,ManaiLiia|il 

(Finished product) <lia-3^aPiPJaifificu^aiait!aitl (Manufacturer)

6.3 aitmvivi^aaguia^m^ggnunrawasnanfmjMam.nfuvngfmviPil'umgwapiwapi/inj^aiaii.iagtJ 

(Finished product) ^muktjiiawaflmM (Packaging) (LQT\n»n<a^wNS9ian3ni,!agiJu,fi»wu,‘uwgga 

m^uasmBEin'u)

7. anttnvnj^aguga-aunwi^Tumgimjinwuasnitanaaiwiuvsni.ncutngnigviPilun'mmjgntoi aatngsana 

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

8. sinmn official monograph lumnan (Pharmacopoeias) vil^an^a^u Active Pharmaceutical Ingredient 

specifications lias Finished product specifications ibsnautfoa
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8.1 Official mqnographAu'Pharmacopoeias Active Pharmaceutical Ingredient

specification (API-Manufacturer) (nijj)

8.2 Official monograph *lu Pharmacopoeias vltfana^ Active;Pharrt>aceutical Ingredient

specifications (Finished product - Manufacturer) (any)

8.3 Official monographic Pharmacof^oeias vfltia'na'ijF.inished product specifications ua^wwapian

(nnil)

9. rfiwi Active Pharmaceutical Ingredient specification^ ,■

9.1 Active Pharmaceutical Ingredient specificatioh ^a'awwafl'iTWtiwtJffnaiK'ifltij (API- 

Manufacturer)

9.2 Active,pharmaceuticai'Ingredient.specificatiqh ^a^NwawuT^iifa^lJ (Finished product - 

Manufacturer) •

10. tflici Risk Assessment Report,for Elemental Impurities (a'l?)

11. t?nicn Finished product Specification UB^wwawEnaiif^tJ

12. (Certificate of Analysis: COA) lu^um'jwscnvlcuphofj'u (n^tulvfH^

pn0Eii40i):wl0^cniiiW0wvi0VUjac0iE|EinM00ijruIpi0W0^tl^Kn0\jliJm0

12.1 ^iici,viU3el0TU?0^W0niii5iPi^'iBWTVi00C9n0ni?i%'(COA of Active Pharmaceutical Ingredient) 

U0W0-3\Ji«n0ij0'i0

12.1.1 jf'uc'iviuafioTuiio^wsm^ipmcvDB^NwawT'wn^ic^nB'iaiPity

. 12.1.2 ^'UC1VIW?i0fU'50^W0fmi5lfl‘51S!^0^W0«nwatf|jT£U9101^1l!03tl

12.2 ^niciviv^a0fu?0^w0fn^Lfl?is:MtJ?(nnaiVi<?ii?0?tJ (COA of Finished Product)

12.2.1 a'liinviuiliBTUiB^wsm^in^isMB'inwNawwaw/iwwuisii^iil (Manufacturer)

12.2.2 (?iujivtua^0ru^0^w0m^Lfl?'iKW0nnwuij-3TJ^^^mu,n (Packaging) UQvn:ms£uviww0(nEn

12.3 viPini'iutlumjpmupfuviueiiB^iiin'nwsw (rinSMlon^al

lijC^stj Lot. ‘UBSTWcifiijlmBnjm COA,of Finished product)

12.4 viBni'njm^iPi^iE^fufi.'iviBi^oviiiiu^iu^o^Tg (ciiij )

13. ^mini0nfn?U30^wfifmwhisnmijjflVwr(Stability data) Iflti&wihsnBufotj

13.1 ^'UUii0n£n^uji(J^W0m^3ntnfsmiJ0^W'i^K0K0m (Long term stability data) vifnufmuB'iEJEnvi 

nnwupiHuuQSin/u^iBiTfuv

13.2 (Accelerated stability data)

13.3 s?nmni,0n?n?i,i3i?nw0m?p(minpmiif!wpn^s:0s0i') (On-going stability data) vlchafl
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13.4 aiLunLanaT5i.L?iPi'3wanT3^minismjjP!-3^n<ucus;itl<»iH (In-use stability data), pmufiwtia^ivi^

V © I V *4
L^l£juwl0fti;?m)Aaaan'atn?ntj?n^il'i(»ii'3«] (enu)

13.5 anLMH.anfniUctw^wanTjflminFmjjfi^pn vilatanftnmi.a^f'muMwiEJiniwanaBnuan^^tuvtfjiJvil  ̂

inulhw (did)

14. ^'iiiinvansium^f'uia^pmwiiuya'tia^waMjituiiEjn (Bioequivalence study) (lawisinamiamntmia-a 

vlannS)

15. ^ii'unviane'nifmfvj'ja^PiQiiiLviiLviaulurmfny'inua'iwu'uu (Therapeutic equivalence), wanrmfl'nu 

iilu^qiPinFianapa^ (Biosimilars) vlam^^nwpmjJLiJla'ULViaDn'ull’ (Comparability exercise: CE)

. QJ I t/ ^ 1/4 © ^4 4 «/ V ..

16. tanciiiupiw^m'jijisnufjui/n^anvici-jjjauviiaiia^fntj^atia^aitjia laa^naati.aaa(muraa 

li^n'upifufnvtaivia^a’u ”

17. i.ana'nSuaaumaua^anaSa^awSa'ivna Hamanafycyifia’UPiiiimviw inaatiaaflwisjvmia “ rmuntan 

acyfyn”

18. vianeivirmaivnjiaaiM'j^aibiaau (and)

19. aii‘unLana7^m‘5^nyivn'3fsia^n (Clinical study), msflnvimil,BEm« (Real world data) (aid)

20. viansitji.^jjtyiij^iuvn^a “ 3. ^waajOwvmiyimifl ” d^afUMdaBintanan^a l - 19 (and)

21. au «!

• ^rjath-aen

mavi0‘3i{snw0^u.'uuw9atii^a'i5-3iiliiwhuvnjua?i^iiaat:taaala(si,3Uh9'uw'tiJvinTM‘ua‘liivfq'tja(:ia!aiiwiT3liJ^n'3wt! 

aviBmiR<uw'3a£ii'3liidin‘3tulc;i«]

• viamncu^u.asaviB^tjrm’wqnicun

nii<Rai‘3fU7^a,uH'Mamna4s}ifni\J^idwniJis:avisn'mpia?nFn (Price Performance) lauwaiimiWauimi

GU 4

9WU

6> 1/ ^ 16* 
niviwlvipisuuuniii43vtjj«tvinnu 100 pisuw  uitowu

1. liFndLaua (Price) 30 PiKtfUTi

2. (5]fUfn'Mua2:Fia!au'U^di,i]'U,iJit:Itja!]cu^0vn'3'3itnT5' (Performance) 70 AsuiiuTfladinwvirniil'asidu 

Performance
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incuVlfn?il?si2u Performance

n. un(fi?5nuuaKPifu/nwE)i
*a <

unc'iiinajwwpwwnuvjanLncu^sniivipriijfn^wawtn (GMP) 51

uiw?«iuuasflcu/nv<iwq5iuffh£jn^npi{i! (Raw Material; API) 102

Uiw^nuuasfjnj/nwwawiTtu^y'itii^iil (Finished product) 103

uin'ss'mrminiiSntn n^s^nooi (GSP/GDP)
43

54

(Stability data) 55

nniffntnpniuaujjaiio-JEn (Bioequivalence) n^mtni^tnuatuFnJ^a wla m^viwastjniiwlEiuoV 

msvwfiautnw'iu Dosage form n^tuaiowusi^atj •)

6

20

nnifnwrviWBU?^ u??^iTcu^ua«aann (Packaging & Labeling) 57

*u. nwauwvminflfinuasflwauiJwvlifiMbstEiWi
> y

BfufiijOwviitluil^KlatfuwanTsHu'iMi-jvjauna 201

2 nnSnwvmflSiin (Clinical study) 20

100SIN

• rm&wauasfmEteuau

1. yiaTiQ^nm^swafl^isi^an'nwfln^^ERnniiMniviaiS'tJWEMlMiiivlwiPi *1 snj^uqflStytyi

2. mauainAiasMamsavijvialAmwnihsifivianufisaiu^aiuasviainiafmmCluuwf'ms 10 wiaviflijiSnlsi 

Has<'nn9i€miwnaTunuvi'3iK\j?aaiiia«aiu'3wi4Mu\iavi ’̂pu>)u

• m^^smj^eu/n'wanvEi^jjaij

wi,faie,3if!n9fa^E)i4i^ffnvivi'3?iaTu?a^m?iJ^«n'ufsifuo'iv«aiviH^uatJwfajja^fnaSa?lawjjaiuia fomiS
v y v

naaeioa«1,yviu^?iafu?o^^u

1. onnBflwium^fi^iMJi^w/nvwnuMfln^iuvlrfiwuPiUflelijSjil^Tw^nilamfl^^nnsfiiilfMiufltusnTmfn? 

01W15«a»£iT

2. ‘asEJsncnrma-iyaijtn (^u^vKfewy ttiu awouon/nalu 5 Tmrirm via^ainlwTul'uei'^a)

3. 0it|ii04tnvlaw0\jn€4jjBiE|m?Wf4iul«biuaun'ii 12 iwau iauvim?wBn (Batch NoAot

No.) uasfuwj00i!|V0^0i (Expire Date) luianfn^nnmj/nS wlalyu^viu wlalusi^fKifliwiB^nfl^vlij 

m?sl^9iiph (n^maiEjuaan'ii l tl Lua^annaunny lot LplaT nolvfvmylwiu^atflymwliJ)

4. aivin^'3jnvia^yayAiKwa^^^niyiMU3^aTU?a^nii^Li!i?'isMfjawnai9iai^ii!a?il^yM^yn^a^wwae|iufis‘ly 

i5ifsintMTVio5iy,iio^wwawT'wn^ywl^watritn^uvlsi^yay
y yj y y

5. rui\Jaayaiiyaan1nsviywa'itJV}1aviy(fia'i^vi1aiyaLn«fn,3tliayiifn^PiiaiJ^Km^ *] naunnviyi?) /nt/tu 3 

way/nEJvaalwfuu^ (^KUilayMvf^Lay wu ujaoitn^ywanalyyatin'h 6 iwau ruolayy 100%)
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6. iJvniviEjiaeji»^^ji

an^)ia-3‘us^n0fii'3yili5;iyN<in!J^^3'3?i'3£ni.^u0no;njj^TUTU^uv!iivi£n^i1lii'3,lvijj^wn,aTiFma;mLa£;i,tt'u 

wfl)w«^0u?iiHai£)‘li4m5?)5'3aiif!i5ii;Mfini/iiwaeiKfiT3unwi«nu TuniWM<wu'inanliiLvl\i“l,U0!nupaian,wait 

Lavni5jvnivi£nat)L^3^,lviii^a?UTU?vigljif'U‘Rai,3£unmii,3,U0,3ni5ntn^nan^a'3W5u'U)ti1as/vi1awwapi1.,ufsif-3

wal\J

• fmmiei-a^amginpifmufianpiifl^auvn^an (Medication error)

w<uiaasiwa^'uaau^nwufmpnumgfa-3tj0a,in^a;/imjn?iu 

tla-ul^ Tyrngmupisj unltj vhnEma^mjQcnna'i vilauggaaoi^an ng£uviu/3nSfsmjJL3a^a

mTin^Pi'jiUPmupignwwastivn^an (medication error)

• rmamanmycyn

memanfn a’uaauHaman^fycyinawgDniw^ mu

1. aian,wai?an^aanaimjuj?anTi^r^i\j'ifi
v ^

2. 3sum,w^i0'3ailjJi,(!i4liJwnu3aianwcu2Jiavjia:annN3m^^naiLf;m^ajaivjannfmiivia'if,n3i5ifnT3i,mvia

nisvin^aisnifuf}!) vtlashuiTarniau i vilafiaiij'uay «] mpaanw

3. aiamlanin'uwainvia^rai?! I^a^nw-aiwfutng'siimiaivngLi.asai l^^svi'jiw^nsTtie’arfcytynas^Bas

4. anwiIsjjvnflfu/nwviQiad^wawatJisfiviswafmfmjuvilafnnjjtJgisPi/i'mia^yiliavflwiuoi

5. lii^nt'uumgtrnjjnigfa^ai.la-spmu^awamgi.nwpniuFisn^LRaa'uvn^a'i (medication error)

6. 'Ofyvnfm ^ ■uamvmaainvinfmij'i ^waniw'iuaidnLnpipmuiflatnapiaiitjm?

QJ IS <*• QJ is is ini {f *3 ‘ii IS lit CH iSai o

vanvwvi: vnuomsafusnacyfy? ^lauajnftiwsNgiuua^Mwasauasuwisjja^myus^s^jJSiui^

• ^aa-3QUSV15

1. Ii-3'waunaa'iad'3ii(ini2iVi^{u/n^aiA?iftimgFi(?iiianl?iaanviDndjjl.wim^Lf5ignsiw §aiv?tiiaan^a^^ai 

luanwuwijjvUiwaninfiniviupiaaiwaa 3 lum^wsw Miwaiuis^^iaaK tta^fu^^aumHaialt/ 

m^iFiiiswpifufnviaivlrnjijj
4 M *

2. vnnwuvilBilvjafigiiidnwaivtiiiaaisnajEiJvfl^rumiiflVasan d^jjauwangi'uil'a'unatjrmMaiicuimafiiia^w 

anvitiiaai^aaisT^i.iluwa viga'ldon^a^^mial^aia^tii waivninaan^apnjJcyiiau'uaK^a^miJviviJiktjau 

waTminaan^a^vf'iijlufnia?i^a (Black list)I^aas;ljjM!’'ufm^aT3tuimaa^Mia'i^a?n3Tujadi^t4aa 3 tl 

uasnicuMli^aiijiaafl^aynfeisjryflsnemufn a'ia<nai'3anLganfa4viwH?mtJtaawaa%! 

ainnn?Hail« (riiw)
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3. RtuKnmjm^L/i^ni^uusiKfn^iijwa^uaviswqE'uaviFingivKfii^ ^ vll,ciJ?i!n0,um^vi!>n?wi\J^£iCuf:i'i
* 4tJ i/ ^

iJisfiviS/nvtwo^nm (price performance) imuflu Maowitusnflnm^waiina^VrtioaiiiBanjJEyiyu n iws

4. piEut;n^^ni^ui?i^n^,5JJuasm^,unjtfiEn'iuavi5viasunl^ muiwuilauliivila^annwuia'liiwanLnfmiiJ^Eiiiufl'i 

ibtaviB/nvMB'j'ifn (price performance) uas^nunTsan Htilu'liJpnuiviinBasjtmuiiai^aiiiisainwSa'Jti 

rnjufhiwinsrij

5. a^uaviolun'iiiflupnatin^i lananiuac^ajjpiJ^nBvinmaunjn^nn^
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noftes^i fl£uafrwEusiaMnc\i0^'w3wvlqs:<i(Fi^aq(f)^^uf:i^uLvl\4,lOpniiv('i!;iTtnjey^inT3q(»i^a^^^Lias

4y ^ W 1/

rmnIvni^fiBniPi!^ w .pi . 2560 9 uB««iijEj\jn5#vi5'Mni9fl^n«'3am?BB«0fn«wi0^iBi4Ufl«m?u1vi^
% 0

WW/nflfs W.fl. 2560 ■U0 21 
* 0

flnisni^um^mvmB^cuanvcusuo^ntiTa!^ 

inn?ju Biologic drugs uac Miscellaneous

A.....lie.. AA
.tlwmurmjjfm a^^0 nnum?B>Jt0

(?«.05.1iVI.U0^nS llVJflfU)(Pi.wty.ol^viOT v^^viijusns)

>^A,
...........f"

lncriGr)nJ'r<i$ ’rt<tYfr>£n&
AA

:...ni^urm 0-3U0a-atio

(w.0?.yj{y.iuwBnfi?w wimiunfi) (wfl.un.ijfuvi^ ^misnfl)

cv AA
0«00«0

(o.viQj.aSwi liiiPiiwgs'i^n) (/icy.io'n/n malsyii'anj)

A
a«0

(fl5.ficy.0umn *W!9SQ8)

V\T^J
j ^

ni^um^uflswtinaiflinum?
v *

0«0

(ficy.05flfn5cu wvnm)

A
.n55um5Ufl»w^0^n^m50^*00

(finlomw Asia)
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