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1. lioen

Ibandronic acid 150 mg film-coated tablet

2. fjcuajjuflvnUJ

2.1 nluuu
2.2 eniniisnou \u 1 Ibandronic acid 150 mg

2.3 u^i^lu/ntiuKifwauvi uacOs^mimnuvu

- 0u'iW0EJW0j'3c\j?0£jnvil0t0vn^nT3(=in ^^^^l,^J^Kn0UuaKmi'l(^lpn^w

2.4 oa™

o £J •^0^01 is^iviwawuainiiauoitJ

- a'liitJisnotjwbyi^'ipicyuasFmuim iuwaw TuauonEj
la^jviwaw uasiauviswuuwnTuon

3. qwauCmvmtviflOA

3. l wwaP)5iJ)n?iijw90iJ?nfl£ijW0^wiiini?Tui0^'iw^nijnn?wawTiifin?i\jw /j0i^nFifypnuuiw?jiii Pic/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vtfoiMyuivli

3.2 wium?fu,50^unpi?§iiimiwaw0'i9nyun(n?5iu PIC/S vIoimoulvIi

3.3 n’SwliJI'tiynwuuouwo^Smiwnyn^auija (Bioequivalence) ^lO^wawri'fuvu'uvioumjoiw'uuTju

3.4 warm9in0^i,R?it:wwa<iFijifU9iiClu‘li)ffmj Finished product specification lias Active 

pharmaceutical ingredient specification ^K05ivisi{l0iiw0g?iO'n^m4Pifusn^ium?0ivn?iias0i fnsm'H

T9iuw0^ivlylij9n^^0nnvuPiuasui«n^m4ii0^m?iifl?iswvl0H0^wi?i0nuiw?|nu (Officiala'is'nwfw
Pharmacopoeia) vliwyTjivinvilolviyn'jiwi^n^nmydisniPin^svi^^aisnifuJinj do*

tnn^nui vi.pi. 2561 jutuyi 6 su^nau vi.pi. 2561 (ibsnnflUniTjn^muntti 12 nufnwus w.fi. 2562) iiasibsmfl
n^sYi^naisniuati do^ (quuvI 2) yy.a. 2562 a^Tuvl 3 nm/ppiu vi.n. 2562 (iJisni^^nunq^i^iMnyn

26 n^n/ppiy vi.fi. 2562)
nituvllii^inflluni^nailw (Non-official Pharmacopoeia) fonnviuAflfljainjflvmivtfltjfl W04 

iJ^snou^y Universal tests uac Specific tests pnw^0finviuwuasmw^i\jvilliJsj0^m^ifl,5ns^vimv,u^’LTluni?n 

on j?nvifii?iJuuinju *] (General requirement for dosage form) vtlo The International Conference on 

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

• msfluisnio^ijn

wLauoi'ipnw€^SunfniaiiaFn^iuaa«nanwn'ivi4^‘lii\J?»m?i^nntJiaui^,on??uI?^vianin?y\n^njuf!i^wU'3‘lviij

• m5au4anfln?il5snauni5Mai5wi

maii0?iHiwa^u\iianin?\iiKnauni?^a'i?nii9nui5nn?Yinnvn4fi‘lml,5tmf,iaindiaui?itjn?^ IwYiunnaiwiTMi
M

kaianfmilisinaiiw'ja

1. uuuvIsfwsiaaKisawaiAaua Iwy download Iwm Website rtiEJUiaunsm bwaunauvn^ntiiiRi 

waAwiwIamu link<lu\i,3sm?n

2. tfitajimvwnmiammvwafljmwtn oann uacu^^^rinj^a'i

3. tf'iiu'UBnsmri'iiTuEn /itwIvih aa^/vtfa/ntnB'tnqw vil^oun'U(s)njEn55^m50')W5uaKfj'i

4. aiiuiianan^n'nwviKi.viauwiruai (uuu vi.o. 1, vi.a. 2, yi.ej. 3, vt.a. 4, a. 1, a 2 uawfntu) Vramunui 

uacvi^wiaiJ'siaaciaaPiftfuan^fustQVi'ic^a^aiH'iilaiiluae^a^nviuPiuiw^ntJtia^sfniiiifi^'isiwun 

(Finished product specification and analytical procedures) mtJViKLijauH

n’swwm^iiJaatJuda^unlD^'iam^'luvisLaatJwifuai Imuu^iLtjnfln^aunlmTJaauuvla^ (u\j\j 

vi.a.9, ti.4,0.5 iisbiwiniw) uiwlaunu^o

5. ^niviivnI^aafu^€^wa9iiT£U‘n0n^'u!0|\J (Certificate of Pharmaceutical Product) fniuanilnwlaa^in 

OTI-JVliSLVIPl

6. ^iLunviii^aafu^a^unn^itim^wawaiwiiivjfimnju^sm^wwTum^wawai (Good Manufacturing 

Practices; GMP) I'uwu'jfivliny'iTia^ffuaiviiauB (Qmjfiiawtmu^aiifn^tnnaaau^a^a^jTvi^^naim^ 

7U503) Iwonsoti^snsuRoa

6.1 ani\iivtij^lia?tJ?a'3ii'iw^|iumiwaw0ipnuMPinimu^5m,3vlwlt4m?wawi(ri{iPiu^0ii?iPi'cy (Active 

Pharmaceutical Ingredient: API) iiaflwwfinTwqwuwbtnaiftu (API manufacturer)

(Finished product) ‘tia^wwawtjaw/i'cuwu'i^niia^tJ (Manufacturer)

6.3 E?'auivnji^?ia!'uia-5y'itFi^ntifmwaw0'i(mjJviPinimu^5n'i^vl«ltjm,3tjapiwa9ijT'EU9i0i^'ii1>i5iJ 

(Finished product) Kaiwuwtm^wsowcu*? (Packaging) (tavnsniwviwwapiaoaitf^^tJuaswuiifltJS?^

emTiauasvia^mj)

7. jiiLunvniaeisTU'jo^uio'iisitjm^LntjfnwuaKnicaiaaiffnjivipimnnjTOmiMwltini'sintjfnwi usisn^sana 

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

8. anmn official monograph turimEn (Pharmacopoeias) vfl^an^o^tJ Active Pharmaceutical Ingredient 

specifications ua» Finished product specifications \J?tn0U^0
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8.1 Official monograph \u Pharmacopoeias viHan-^ Active Pharmaceutical Ingredient

specification (AP)-Manufacturer) (nijj)

8.2 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (end)

8.3 Official monograph lu Pharmacopoeias <Ml^iai'3S'3 Finished product specifications

(nid)

9. #iiin Active Pharmaceutical Ingredient specification

9.1 #lui Active Pharmaceutical Ingredient specification fl0*$Nawiwci§uwi0i??ifl£y (API- 

Manufacturer)

9.2 dieui Active Pharmaceutical Ingredient specification UQ^Ketacn^ufollJ (Finished product - 

Manufacturer)

10. cfitm Risk Assessment Report for Elemental Impurities (pld)

11. amn Finished product Specification

12. (Certificate of Analysis: COA) luiunniwswvifioynatii^ (n'stuL'wd^

12.1 (COA of Active Pharmaceutical Ingredient) 

leitjflD-nlisnaciftitJ

12.1.1 cfitinviwIafuia-awemiiiii.Pinswa^Nwainiw^uwitnaipitij

12.1.2 siimivnj^afuta^w^mi'imnsMuaww^fiapiiTfu^aicfitl'ii^ii
M V

12.2 sit'uivnj-jIafuiB'iNamiitfnisviwaPuTcu^n^aitJ (COA of Finished Product)

12.2.1 ^H'UiMU3?iaftJ‘3a^wanT5ii.Pi‘3is;wainwwa9iN?pifiaj‘nra'i6iii,1aitJ (Manufacturer)

12.2.2 f?mjiMiJ'3sa5i)ia'3wamiiLa^Mannwu,U'3U‘5?a/icusM (Packaging) (iq^isnitu^wwapiai 

aiiiai’UuatNutj^uiiapii^BLiaKda^jn'u)

12.3 vifin5ii4auaiitsniumjviu55ua-3i‘uniiwapi tia^a^u^nai^iPicyuaswapi/icuViaiditia^iJ (nndvilanid 

IddlstJ Lot. ^a^ciHultitanaii' COA of Finished product)

12.4 Maneivini‘3iLf!iiisMflaiin'waiIwa'vniia-nvi‘uo-a!’« (fhd)

13. dim'itanaT3uapi'3Weim^nwpniufi-3^ (Stability data) tAaffonibfcnatjaitj

13.1 ^iiinL0nai?LLawflwafn?SntnpniiiPi^#3?si0K0n (Long term stability data) vtarumuaiEJEnvi 

nTwnPiliuuasin/una/itu^

13.2 #LU'U.anfnmaw^warm^nyi(smuFi-3«i‘LtJ3/nis5W (Accelerated stability data)

13.3 aii.Lniancniuaa^afni^n'yiaiiuPi^wi'jKasan (On-going stability data) tlaiaw
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13.4 «iimii,sn?mu^^4fjam‘3Rfninf5mu{si'3^n]Cu^Ltl^H (In-use stability data),
4 Cji V V I v^iajJwl0ai;?ntiAa€ai'aai^t)3i‘5tJiwn<3 *1 (cnjj)

13.5 vtlai.anemmia^Qiufi^tiannialanaamiafvdd^uivfiSvil'S’ 

tnufnw {ni5)

14. ^'U'uivtansiurmfuia-a^'nniJeiJJijatia^waeiriaiTO'i (Bioequivalence study) (Lav^'isnafiTaanvitna^a-? 

vilactiS)

15. aittJiManeium^fTjia^Rqi^Lviiwajj'lufn^fnyimjaiw'uuuu (Therapeutic equivalence), vmnsTUfmu 

tli'U^q'TwqFiaiaFiH'3 (Biosimilars) Vilafm^frwu'muk'iJlaui.waiifml^ (Comparability exercise: CE) 

(lawisriam^nvknaTO^vilachii)

16. tanaiiu^m^smwnj/nwanvi^aimsa^fnaiJB^awijaitm l^iau^naasLaapimtJvn^a rm 

ul^Kfru^amiwanvi^ijaTj”

17. tananiaiiaa^Ynaii^aiaMafJjSa^im Haman^fycyifiaufliuniviw naaKkaa^wiuvf™ “ mianian

ffw”

18. Man5TumiantmjiaailuI,5^vjaTunfia'u (cinij)

19. siiunianai^rm^nyivii^Pia^n (Clinical study), rm^fVwnfmHaia^ (Real world data) (oiS)

20. ManpuL,wjJt«3j?njJir3^a “ 3. RnjajjOwvnoLvi™ ” viuamvtfia^nman^n^'tia 1-19 (aiS)

21. au *]

• fosthun
msi‘ua^ipn^B<iiJL'uu^atjn'3a'WLilwiiw<uu?i^'3nafia:i,aa^fsi‘3<UB7wiuvinivi,uo;il,i4viit!'apmia3j‘u^vi9ld’lii'3^,u

1 ^ i/t/

Iwana^kaa?ifniu,utjwiaai-3wiiivnnviu4uijism(*iannf(]naui ‘̂dn‘3ijj Iiwamj'iajjvnnnmpm^a^vtij' wChiaamj 

^viBrniFiwQatii-aliidiniml^ *]

ni^^niw'iwwauH'Mfi'mnwiifni'iJisLiJijHniJitsvism'wwanpn (Price Performance) l^awniaiitvpi^u'U’u

MU

nnwpiWfisii'uii^iJVwvtiJPtivinfru 100 ?\z&uu kiii-uil'u

1. rmTmsVUB (Price) 30 ?\t\xuu
2. nw/nviuaBfltustyOiiviifliiiJ^lauupSBvn^iTBm? (Performance) 70 PisuuiiIwEjJlincuwfn^iskiJii 

Performance mpnii-a
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fayas; ,tncutfn'mbsum Performance

n. mimnmiazficufi'wcn
wiwienviNpjaww'UJvipi'ninai^smii^iim^tjaOTa'i (GMP)

«* M
51

w'in5|iuuas;flai/nvif'wnSiiw'3tn^Fiqj (Raw Material; API) 102
inw^nuiasflnjfinviwawjiw^ai^iiia^il (Finished product) 103

unnwiufminufnttT nicanatn (GSP/GDP) uasifmtjimivia'jnni'oia 5a

nTjfifmnFmupiwT (Stability data) 55
fmflfmiPQ'UJfiyiiaTJajEn (Bioequivalence) nituaiiywuasufltJ^a via nnivMaaufmiwItiiJEn/ 

m'sviaaauanwny Dosage form n^wtnSauasiau *1
6

20

acufnvi/nimsJim^ tn^jTcumflsQfnn (Packaging & Labeling) 57

u fituayOwvn^ivifinf!iuacfl(uaytjwviivlu\i,5slEj,Bi4

aniayijwvii^lytJ^sTat'uwam^HaiM^^via'vu'ia 201

2 mTflntnvn^aaun (Clinical study) 20

100VM

• mia^wauasnn^sl^yati
1. wwuanfliiiswafl^ia^anenyfiijWasnnyvn^vionaiEiww'Lvwiiliiflia ^ au^tiaw^tyn

2. wiayanFnatwa^tj^i^vitjviaTpitjuanilitifivianLLatamj'jytnuasviau^^qfi'iusiiilyuwnas; 10 w'laviaiaan'la 

Haspnnwarmwn^ifunyw^tijtjaaiuasa'iy'i'mjwtj^omawu

• niTUssnufjwmwermd'Swau
HLatja^iPnwa^tltiuaa^w^fianjia-jm^'U^snuatumvfEjivi^yauvifaya^a'iaSa^awSa’iunalwaS

1. aiwa^wmjm^wi^anflWfnwpnywpinenuvniviut'iuasi’UjytJ^KfwQmluninii^inanijin'SiuREusin^^ym?

01W15UR8!n

2. •sKaKnain'i^ajyauai (iB^lvfwtwti ttiu a^yauai/nalv! 5 Tu^nm^ M^ainHfulufi'-i^o)

3. aniJua^aiMa^yati^flyaiijm^H^iy’laUiuaam'n 12 laau lawrmMflw (Batch No/Lot

No.) uasfuwyiaa'i^o^an (Expire Datejlytanai'jnnnumv wlalua^viu wlalyajSuflimayjfift^vIy 

(mwancjUBamn 11) ma^annaupiny lot TialwmijIwiu^ufluniriiltJ) 

a. 0ivjn-3^PiMa^yau0tPia^a4a'imiviu3fiafuia^m?iifms:wwawnw^ai<?iil0?iJ^tivfi-3y'i^j0-3wwa?)uas;‘lD

it.pmsraofiu'ua^wwawTViopitJVTl'Eiwawa'ifuvia^yoy
* M i ♦

5. fuitJaa'uaniyaai'lnaviyifianEjvila'MyffiaiEJVilaiiiainsJim^Lllayamww'iatJ^am^'ltn ^ naurfiwiw matu 3 

iwau/nawa-alwruu^ (^B^waulu'tvpfl'wwu wm lyaan'lnfivtywa'iEjlyuaam'n 6 iwau vuuJaau 100%)
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6. ltin'3£uviuvtiQvi£jipEj^y'3‘lviij,M'inT36iuwia£in^yi^?i^jj0\JivlBd-3wn^usinK'MfifurnY4 uvniviy'iei'tJi^ii^viij 

0i0i0-3‘ii0wi0fii^&nl<»itiw‘in00£^0'3d-3tni,wiJ0nmij0'iu'3WUMnivifjifi'Ej^tj'3,lvivid'3w^0iL?ii'isiwaaKii]'u 

wruwwTjaupiil^iEi^Timiw^QLPi^isiflPini/i'nNuassn^uiw^iti lum^vivnj'JiEn'Uii^uliJo'niifituanyais
^ rf* ^

r & & Bi ViQ^'isuvnivi0ifi0^0'3<lviii5ii0ci'3Tuavigl^fiu<R0iiifU'imii?i‘UB‘3ipn0il/'3nein‘U0'3W'inEjU0K/Ml0mspil'U0f^

• FmjJ^y^WBfnginwpmsjflanflifllQUvn-JOi (Medication error)

w‘Di00K?i0<iCiii00jj^iwurm9niimgg0^00nn^'i0L/i?^nggu Ig-3,w0nuna3J<mii™pi‘3W0<iTviiiI?i0'liJ2 

tlaulti lufmmjjtwu unlnj mnEJi^a^nuafnntn jymjstmaEn vilouggBfiai^an nimwJnSfmsj^EJ^pio

mgt,riW{5muf,mti(5ia'i9ii,Pia0,uvn^0'i (medication error)

• mgeimBnatuajn
t* V .w^uagifn anaBiiHamanafyajnfiatjaiun'ivtw mu

1. aiDnwngan^aanaimjujfiail'swtninfix ^

2. F)W/nm0'3tJil}jiSyl,iJ£5n3JRajan,ya!^ia^0inwafn,35;)g'30im-3is;^cufn<w0innguivitJ'ipn?!W3m<3U'Wvia 

nisjvin^gnsn^flijjni viiadi'uiTijmgB'u ^ vilaaeniJufM ®i fn^tanw
£3. tnnntltimnuRuainvfs^^aiP) l^asfiiTn-si^aaj^nggumgsTwigun^tJ'i 'iiigsvi'iiw-jnai^a^^ai^na^'Qa^t;

my

4.

5. ljJpiiW'Ufng9niimgf0^0Ll0-3ismJii»^'3Pi0m,3kfi?ipmiiFifn?u,p?0Uvn^0n (medication error)

6. {Jcyvneu *] uonw^s^nnvlnamn ^‘wanaiiii.aii'un^iaQijjiaavna&iBn'uni'S
«/</ o, qj %/ . %s 4RH l^rst Ownmwfl : vii^arm&ifiLanficyfiJi m?i<uainfnwa'3t)uu??iww?istJt4Ejaii<wiaufi«3aiJjjj0‘£iawijaiuia

• foismumis
1. Igwai,uia0i0d^^g'^w)amitvNtjnWfunii^j0nl?i!j?j'ivif]ndijH,noifngQkRgis;'w

liiaTUTu^iiJviliwEjmjianiMWOtjiwoa 3 furmwed uasfuw^o-uFiiHantj'lt!

miiiPins'WPiw/nwEJivinnsjjs v *

2. MinwuvilaS'wangnii'iiNaivi'UitjaisiijTfyvflafum^iaan ^5j0\jvi?in|'i,u,iJi£naumiwiganmafD‘3a'3w
‘ ’ c£ ' 9/ u Jg *aaiviiiifjtn^asnmiiviiilukvia waivi'uiaai^aetisj^caiemj^^^a-jm^viskueiu

waivi'iinaa'i^awijjtwmgw^a (Black list)^tJ^»,Uilpif,um^^ni£U'uvla^vn5jn?0an3jjyBtii’3ti®tJ 3 i)
s'iawaiganil&nga-sHwHRQnjjdavnaau ^vknafu

aifirmHail?! (aiC)
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3. fltusn??iifn?L/i^Bn??iJua»fn^iJiiJi?ia«u3viBiiqBDOMan5niiwi^ *\ vi'l^iJ^KnaDrmw'i^EU'iiJ^siCurin 

^Jisavts/n^wa^ipn (price performance) imivfoi wfi0^‘5t:at:^3nvfL,3^^aninaaPi^aan^aaiji'E\ji4;u *i iwa 

ttAmy0m0fiai)im^™cu/nYwa^?n
4. PiwKn^?jjm?uia,Dn«iJuaBm9iJniJwa«\j3viBvl^sunlii tvSmwwilavilwIa'iian'ivi'utfituvianLntu^iJ^sLUUf'in 

•UitaviSfnv^anfn (price performance) uasmorroEn IvfifliiliJnimvwisaiiPiiu^aimiouus^nn^ijsiw 

«uufhuwn?w
5. a^'juavislumifiu^aai^an lanjn^ussijajjaiJitnaDm^amnjivinniinj
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ti.a. 2560 inwm 9 uaKi»iiJinjn?BVi?'34m?piffa'iipnan'i7^n^afmwfl0^«sinfluaBm?\j9vn? 

vi.fi. 2560 21
i «»

Aw:m«uniiri™uAf}WBnttws*a*i™/iwsi

amtju Biologic drugs aas Miscellaneous

^....^a«o fiwg n««m?

(^f,i.?i^.’uvi.^a‘jfinw \jviflnj)(fl.v»{y.05iiywi w^wSuBna)

^ tt'n&nntrS yv/wCvi/^P
. a^s > n^iunn^ a-3^a t

(?fl.«?.vity.ujwniflinl w^wwuna) (Ma.im.vuvfi^ jjpmcnfl)

®k .n^um? .nrojrm

(a.wcy.aatni u?LPiii^|gnfn) (rty.unmi

.n«ufmua*iain^fn5a^a

(m./icy.ai^n snw^na)

A ^n/N^" V\/\^/

.fwunmaawibaiavium*a^a

(/ifl!.a?5imicu wvnan)

A .fw^um^uaawfl'joiainum?v *a«a

(an.Ia'jnvi «sla)
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