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1. «0ED

Pomalidomide 4 m§ capsule

2.

2.1 |iJuuu Lilusn^LFieiouvJfljj^'iMnjTuiJ^vnu

2.2 lu 1 mwiJ^snaijffnowiuifliftyviaji^ffu pomalidomide 4 mg

2.3 fwousu?^ uii^lii/iniijjjvlwaQvi

asnnEjiwQjS^fapmuisJijHQdi-JtiPiiau ‘Uiauiaaiiuatvaw^'iti
- wrm'UKUi'j^ Bon5,uB0wa^,5»,u?0invil0^0vn^fn,3m aTu’O^srtB'uufisj^xnwpmu 

un ^JB^tn lawwapiuacTuauBn^
- 5KT^^aEjn a'luiJ^Bnau^tnanfiEyuaBPmuii?^ Tuwatn TuauBnq 

lawwaw uaBiawBiiJaiiwiTUBi

2.4 oam

3.

3. l wwawTwrwuw'iBicf'iflfymo^ wm4m?Tu?0^u'iw?|i^m?waw^awuffn0'ii?'nsi'c\j<i(nuuiw?|iu WHO- 

GMP Vila PIC/S (GMP*Pharmaceutical Inspection Co-operation Scheme) wlBivSauLvii

3.2 wwa(n0n«?nL?BiiJw0^fiium?ru?0^unn?|num?wain0n(inuuiw?«iti PIC/S vsiaiviBmvii

3.3 nitulu'l'rfBnwuuuuwo^Sni^Smsn^auija (Bioequivalence) ^wafljTwriBnivtounuaiinmiuu

3.4 wami^nBqtPinBVwa^iTuiVtvltAtJ^nii Finished product specification ubb Active 

pharmaceutical ingredient specification fl4^B?)ViBi\jEJTie!iB<?nijn^'njfin4Bn?^m?0iwi?iiastn
Iw0W0JLvlyltJpmj^anivnj^iiaBU'itfi^nii‘O0^ni?qLfsi^nB^vl0i'30^mntjiun(n^|iy 

Pharmacopoeia) ‘tupmiEn'ta mviauLviivtla'LviiimimnanoniiiJiBmf'ifnBvi^^ais'iinjau ilo^ ?sij
mnan w.fl. 2561 b^tuv! 6 sirmu m.r\. 2561 W^tnirtlu^inn^isn^wnwi 12 nu/nwus v^.pi. 2562) uaBU«mf»i 

n«viTN?ni5'ii0j?|u WB4 (qiaiv! 2) vi.et. 2562 a^Tuvl 3 n'snQnnu vt.w. 2562 WiKfnwlunKn^i^wjnw

26 n'inQnfljj m.n. 2562)
n?mvlliii)iinn/]1uwn?nEn‘l« *) (Non-official Pharmacopoeia) ,0Bf?iifluwflcuaiM3'wvmLvmun wb^ 

diBnau^qa Universal tests uat Specific tests niyfl0f?nwu«ufl»jjiw?5iuvnltJii04fmiw?iBT5vlrfitiufl,lTli4rfi?i 

01 ^iM?DlillUJDi4U *1 (General requirement for dosage form) via The International Conference on 

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

(OfficialsnSTSfUsVtl
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4. iIbuIuou «1 

• fnwuifluoyifn

wism05iftiw043u?initfiii0wiu?uua8na™ri™ufll,u\J«mfl^nnrti!Jifldiinttu

• m?yutonan?\J«naiifniv5Bn?cun

WLaua?'iFnw04!l\jLan?n^TJ?Kna,um^Bn^anwnw^5nT5vin'iwupi'luiJ,3sfnpiqin^liEiLfi^afV5^jj iT^wuiuifluvn^m 

Iwaionamlwnou^jo

1. uuuvlo^aj5ioaBioa«aiviiaua Teia download \m Website diaui^wn^^ij iMWEJ'njifiyv'ivmjM 

wo^lwivlawiy link

2. jfniyimvitiiouaPMjnviHSnirnrtian oam

3. sfiiinianemrfiffujn /nvnlvio uas/wla/mn^ncps vtlwflyiTUPiwBn^jjm^aiviiuaBOi

4. j?nmiianjmnii5yviBLuuuwirua'i (umi vi.o. i, via. 2, v\.v. 3, v\.v. 4, a. i, a 2 uefmwn^ai) VFafhuMui 

iiaBwffwfBy^iaaBiSafiqtoanwwsiQwisuawitfnwaiiJuaBtfariiwuflinwsiuiiB^BmtfifmsMoi 

(Finished product specification and analytical procedures) ^UYistdaviU

n^wSm^itJaayutJj^unlininam^yviBitjauwnnjan Ivfumjtiniy'ifti^ai.LnlTiLtjaayuiJa-i (uuu 

vi.a.9,0.4, a.5 ujrjuwn^w) jrimoynWha

5. ^iiuiMCf^Sofuia^wflniYnjVloirfiwajiJ (Certificate of Pharmaceutical Product) niftSaniriviloa^nn

6. tfnmwifteiaiusB^ijnwii'iufniwafla'ipnjjvimHneusmfmviAlufmwanai (Good Manufacturing 

Practices; GMP) luwyiflvliriuitfo^mjaiviimja (oOtja'iJiPitrnyiaum^wnajiauIwaa^a^riy^^naim? 

TU^a^) Iw0n04\J«n0\jfr30

6.1 ^iiyinij-5?l0i''ui0'5iJi?n5nyfn5WflW0imywanin{uwSm^0lijm9wSw?n{)fiy«')0irfifty (Active 

Pharmaceutical Ingredient: API) uoMNftafaqSuniaitfinjy (API manufacturer)

6.2 aniyiviij'jfiaitJia^ynw^ium^wawaiD'nyviamncu^srmvwlyfniwawwacft/iaivan^iilaitJ 

(Finished product) ^la^wwawwao'ifituwai^iiia^iJ (Manufacturer)

6.3 fhmwu^afusajyiwssiuniswatrmiwnywantnm^sni'svpnumiwaflwsflmuvaitfiifaiiJ 

(Finished product) ^a^wutj^iii^^wscfi^fuv (Packaging) (iQVii«n?£UMwwawaiaiL?a|iJusBWUij^\jii?0 

rinwiiaBvio^n'u)

7. ^ii,yiviu3aaTUia^yiw^nymiin\jin^'uiatn,3B0iaanrnyM?ininni9iO5m?vlpilyfminu?nwn uatmtana 

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

8. JVHUl official monograph luwi^ian (Pharmacopoeias) vfl'aa'ijajhj Active Pharmaceutical Ingredient 

specifications lias Finished product specifications tbsnaiufoa
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8.1 Official monograph lu Pharmacopoeias vflwuo* Active Pharmaceutical Ingredient

specification (API-Manufacturer) (M)

8.2 Official monograph lu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (oijj)

8.3 Official monograph lu Pharmacopoeias Finished product specifications

(oiJS)

9. svuin Active Pharmaceutical Ingredient specification

9.1 Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 tfiiui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. sfiiin Risk Assessment Report for Elemental Impurities (rill)

11. tfmn Finished product Specification

12. (Certificate of Analysis: COA)lu?umiwapivla^?naEji-i (n^wlvf^

12.1 (COA of Active Pharmaceutical Ingredient) 

IflejwanbKnaiufta

12.1.1 sfnuiivnj'i3afu?a^wami3u!i?i»wtja^wwawT'(?iaPiu{rfi5j'isiificy

12.1.2 aiiunviuifiaruia^wani^ipi^swtja^wwas(iwawiTcu9iai^i!a|iJ

12.2 ^innvnj^?ia!ij?a^wafn^iPi?i£WwawiTcuvaii!a?iJ (COA of Finished Product) ‘uawwiwwawjfatf 

EnghifanJ

12.2.1 cfiajnv!^aafu?a'3wam^Lfsi?isMannwwawwaOTfi'fU9iai<?'H!a?\J (Manufacturer)

12.2.2 antvnwujaaTU^a^tjarn^iPfjUMainwutj^tiiiaricu^ (Packaging) (wvnsfntuvIwMSwon 

rfufsijiJiiflswutjflu^^wi^aiiaBvlayflu)

12.3 vtan^iuSutmpmuauvnjstia^iiifmwaw ua-3TVinlitJWia'is?nmyiiaswa?i/ifusiai??ii!a?iJ (nnijvilafncu 

lijCS^Kij Lot. Tja^flcwutmansn? COA of Finished product)

12.4 vtansiiifm^ipmtvflw/nwailt'iavnj'ia^nutia^fjg (ni5)

13. (Stability data)

13.1 (Long term stability data) vlflitjwnuanauivl

13.2 ^mnian?mufi«-3wafmp!nwiPmupi^#3‘iua/iT3ci^ (Accelerated stability data)

13.3 aii.tniantn'SuaPi^wanTj^nynf'mumwTssasan (On-going stability data)t)ai^
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13.4 ffni,\4ii.an6niufi9i'3wamwnwismjjfsi-3(?h^aiM.tJ?)H (In-use stability data), pm*jAW<U0'3tnvm-3 

i,9il£jjjvi1aajifnaAaaan-3tnijfTa6im<L4ne:in-3 *\ (onjj)

13.5 anani.sna'iiua^wfifmfln^ipmu^^ vlaLansm^ua^fliiupi^wiynn^njynaonuan^^aajwfijjM 

inufnw (ciijj)

14. ^mvnvieifiTOm^ftjiB^pmu^usjpDa^wBpiiTfu^yn (Bioequivalence study) (kUMnsi'iEjm^aimnai^a^ 

vilannCl)

15. animvifinsTurmf'uia^pmuiviimajj'lumif’nwmjy'iw'uuuu (Therapeutic equivalence), wansnuRiniJ 

kilTOhtfihP^'iaFia^ (Biosimilars) vIom^n^'ipmuidlaui.viy’un'uM (Comparability exercise: CE) 

(lavns^iEjm^anvlLnEnifa^Mloffnfi)

16. lanfmuci^rmil^nwtu/nMaivifi^oiiwfajjp'qanaMa^'TUia “m^

ibsmjflw/i'wtnwaweu”
_ A d ts*4 9 I o 4 O' V A17. kanai^miEjauviiajja^snaiiaflaNSJOiiii^ lvi0mFin?iaifunn0'uf5iiunivi,u?i ^naasiaopiwnuvnuo m^amanU v *

acynji”

18. vtaneTurmaiviijnaaaTuli-svNaitjiaou (fh2)

19. ^iLiiiL€nan?m??{nwvn^flaCn (Clinical study), m^nwnmsl&n^m (Real world data) (M)

20. vians'i'uwmpijJpntJMh^a “ 3. pjaisUJijIivn^iviFiCpi ” vitiam'nuaaini.anan^a i - 19 (niS)

21. 0ii *|

• raaernen

maiianpnMs^uiiuw'jtEiKian^LvJui^uvi^LLaa^^naastaaalaflnjfi^uiinjjvinivnja'LuvfTtiaflwayTjwvh'liisin^Mii
V 1

Ipiy^iaeisLDtjwmiLLUu^nodi-apniivimviwl'uiliiiinnpi^nn^iammin^ I^wantnaiJvninmm^aVlmi 

avisrm^'u^natii^Tiniark s]

• vtamnsuvuaK3vi5liifmv50n?m

m5fi0i5£uiwaauH'Mamncut)mitJi8L2i4H'i\J?8^visfnw«09iPii (Price Performance) I^aw'iicuiHpiKLmu
a/
9WU

• V cinnviuaHptsLWUtijjnavlijamiTU 100 p\zm\i uti-HiJu

1. iiflnvikaua (Price) 20 pisuw

2. Piaifnwua^^fusuwviLiiuiJ'StlaTOOvn^in^n'ii (Performance) 80 Pisaiiulayflmfmifniil^skjjai 

Performance a-aerm*
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tnnwmnbsuju Performance fauas

n. jjin7jgiuua*flcu/nw£n
uiwijpuwwawMiJjManinw^BfmvIaliifn^Mffiwtn (GMP)1 5

in«i|iuLiaBflnj/nvi%qa\jw,3En^imy (Raw Material; API)2 10

^iw^'njii3gflcu/nwwatnfi'{U^rtjiani!a|tJ (Finished product)3 10
innisnunmmjmn (GSP/GDP)4 5

m?fifnsin,3i«flW'3 (Stability data)5 5

m^finwnn'njjauyaua^ai (Bioequivalence) n?fljtnujaiifl#uavl^a via nnviaao\jfn?i«?auaV 

fmviaae^jnwiij Dosage form n^dSonSauasau *1
6

15

rtftwnwnmi#utt^ u's^^nfuwiiasQain (Packaging & Labeling)7 5
*0. ^wainjavmivmijfluaKfiwaiiOSvIivluii^sIawi

fHwajj\jnvli\Ilii\J?8teiDiIwom?l'BailuT«wai\nal 15

2 fmfimnYmaatin (Clinical study) 30

100‘ills

• fmfl'Wauasfmjtoiiau
1. wia^ana'iatwa^aPia'jaiwiiiR'i^^aannuviiviaiaEJL^a^'lMijitJvi^'jw *|

2. wia\4a?iaiaswa3Li?,j^vlDv}aI?iauon\Jis;Lfivio'iuaeaiu'3iiO'iiias;vi0tj??aiTfU9ii>^uwaa» 10 a-jawnaanla 

lvfaKa,3naem?«?'3aTu^'3jjiMis^vaoiua«^iii'3uiiuvliJvaii^awu

V 1/ tlS V ^ | 4/ 4fl 1/ 4 t/t* « «• 4ma\io?nsnwa^Ei\iua^vju^ao?ui0«3m^«nii^fu/nvjEnvi{!niJa\jwi0jja'3anEJU0flawuoiinA) wwi 

naasiauwlwujaaTuiawu

1. tnwa^w'njm?wai?tuipinj/nwwuivian|iuvlnnv5\j^ua8,UiStJ?«Twom1ynintj0nnanjn^/njanjsn??um? 

aiin^iiasoi

2. ^suKnannmsi^uauan (is^liHwwu wu dwaua'i/nolu 51’uwim? via^ann‘l?!f,,u‘lij?i^la)

3. anqua-stJiMa^yaiiwajSaiEjm^'njlwUiLiaan'ii 12 iwau Twyiin'i^^s^ lauvIm^wSa (Batch NoAot 

No.) uatTuviuifiaiEJiia^ai (Expire Date)lmanaT5dimjinv wlaluuawtl vilalua^atiai^ayina^vIS 

m^d^ufh (n^man^uaani'i 1 9 ifo^'inauM lot wai Dalwmulwiu&itfufrcriJUJ)

4. ai^fMiavlaflwauaajnB^a^^ii.iJiWiaaafuTa^fn^Lfl^icaiwan/iwsia'irfiwajO^uvIafliniiaflwwawuaslu
A r 4/ A 1/ O t/ A < «J «iw^iwjwQflTjw^ywBwiwqwwluwawtn^uviawaii

5. Tui.iJaaiitniilaa'i'lnawuwaiavilaviuaantjvilaiilaifiann^iaauafnwa'i^il^sm  ̂»| fiaufrivmA /nalu 3 

iwau/nawa^ruiL^ (^s^wauliilvf'ifewu riu idaanlnavujwaifj'Uiijaan'ii 6 iwau rutiJaay 100%)
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6. 'Lun?£uviyvn^viEJia£j^Ejj'Lviimm^eiijw'3aEin^EjnM(i-3ij0\jmaa^OT?i^^f!i?nB^m/nrj jjvmviEnmjLfEjVlvtjj 

aiafa'S^aprjaEj'nanTtiiaH'inaaBwa^ti^aiLwwanen^anu'aijwijvn^viaisai^a^'lviwe'ijw^aii.fl^'iBMUEiBLvIu 

w!'uSw^auRiHa'ia<lumiomalLPinBwflcum\HU.SK?mu^i5'i\i\,un,3wviv»v)^iai'ljii)tl^‘l\Jwnufi£uanwfUB 

tQwiBwvn^viaiaawa^Mijtjaa^Quavis’UjTuwa'i^fmm^iaija^nfnan^nfirjtia^w'inausB/vilawwaw'luFil'j 

walij

• fmiii^a^Ram^nafl^Ufta^tftaauvn-aan (Medication error)

wtnaaBwa^SuaajJwiiC^m^enum^fa^tjaainpJiai/iatfni^u ^waiuiauM'mwfl'Swa^vjulPia'Uifl 
waiilt) ‘lumiwuiwjj unltj viinuroa^nijaainan vilau^^iinj^ai n?mw'n$Jfi'3iiJia&wa
miLnapmuPmufla'H'iiflaauvmai (medication error)

• fmamanacycyi
*/

wiaua^ian SuaamvtanianafytiJiriauanjniviiPi

1. aignMai?wiwViaanaimjqjT)aiT?^wa'njna

2. flajfnw‘iia^iliitMiJcfnuftcuanticuBiawnBainwam?ti:i?'3^ian«waai/nminn?ii^viai?nawirmu^vifj 

n?BVl^^^a^51?f^au vrfaa'^'mn'nau ^ wlaapiijuau *| /)'iaian‘Bii

3. aigmlumnuRwnviawa'iei Iwua'iO'njntinnjBn^^wfnia'ivmuaBai lu^svri'^'Q'j^naitia^atiJEyi^iB^aaK

my

4. an5\Jqjvinflw^nwanaa^wauia\},3s3vi5wam^^nitf"iv[1aa'3nutJaopi/ia^a^wi)aavilmuai

5. liitantOum^pnum'S^a^Tiaiia^Fi'i'iJJtaa^inan'i^LnwaaiuRai^Laaatjvn^ai (medication error)

6. ti^vnau ^ tianivitlaannvina'mn 5waiiwiuaT^iin^nsmjji,aavnaw07itin'n
<u*«/ a <u t/ tS'Oi nt +% v 4 1/4 cwin£jwe|: M^omiEjnianajycyn tJiauo?ifnm0^£juu?i?i^vimpiomjEJ3jj«iau3^aiEJii0VOwuaiui^

• foswustos
1. Wwuitjnaai^ia^ianBMflfufnwaivil^tjfmRtfHaan L^aanvi^na^wvnm^iFi^Bii waiviunaanwa^tn 

luaitj'niPnyvil^wa'itjnannvnjwaEimjaa 3 ii4m^waw'lMli'3TvaiiJia?jiJwgaEi'i<i uaBVUwtfitfavR'iHsi'ia'Iu 

n'nitFmtvRwn'ivianviQnaii
— ^ -M €✓ > IS O • V IS«S ft/ #« 4 ft/ . ^ ft/ ftS2. \nnviijM?0jjvjan5iti'3nwaivtJiaanai^fiJvilR?\jfn?RRtaan a^a\jvian5n^\J?Bnatjfmv<ai?funwaiui0^w 

aivninaan^aa'iijfijmtlyiMa vilaliianRa-simjja^lRaiiKnm wa'ivnjnaai^aanufy^nauuaBRa^QnijuviBtijati 
waiviiinaaiRa^vfnjjtum^Ma (Black list) laaaBlu'lwTunTOa'i^ftntwaaPivitj^aaniTcyod^iiao 3 (! 
uatmwvIl^^amj'is^R^aan^aa'isjEij^na'nua'i ana^a't^anilanfa^ilvitiaHpmytauvnaau ']mnR?u 

amfmHai’lR (aiS)
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3. «] A^il^tnevifmw^ncuniJiMSjym

i)5*3viBflivi«05ifn (price performance) wjjiwu waQfiSsflsnanvUiwBimafoqaaifloaiutytfu *] ivla

a. flcuiin^iun'mji^n'jnjiicisjmTuiwa-j'iuavigwa^iinlu wui5iwil0iiliiwl9^aniMi49i'luwsnLntu‘ntJ?EtCuf!ii 

iJisByisflivwo^im (price performance) iwwntjfmEn Htflvil^JwiJJLMUicauwiuTioiauauus^nnwjja'jii

5. fl^uflviBlum^uw'jodi^oi lansmuatvajjaiJitnaufmMan^fu'ivinngdi
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hqtuso^i fl£ueinidfusiQTvnK\i0^W£iwvlqc^i4,0wiqn4uPi^ULtluliJw'iuvi^B?i^O'£i!t5wm?^i^Q^mqi-3UfiK

4^ 4 t/ £ £ itrmulvi'nvfafl/nflie vi.fi. 2560 jjiem 9 u0«?si{j0iin?BVj?<34m?0^'3i0,)0m?^0«0fn?^rti0^i0n4Lifl«fn^\j1wn9 *

tfeiflfllflTB W.fl. 2560 tfo 21 
1 «

fltusn^wjfm^nwjw^wflnwwBuo^rtfl/vw^ nsu 10.00 Antineoplastic agents

J~ rL*4 A
.tl»8iun9«jm?^^■00 0^^0 .ni'sum?

(meiTuw.imww vviflcu)(fl.vicy.oliiviai vi^wCuSna)

o a l&M (^M^uA n^umi

(pi.liw'J^nqjwiflw) wcy.Sul^ fanviinifro)
a«0

(?fl.un.4f0e|vi8 W5{ys?aj)

.ok -j
.n?5jjm8 SWI0 .n«ufn9

(o.nty.aaai u?ifl8WS5i0i) (flty.ian/n

jt:A
■fl«0 .n85iim5iia8wwn^fn9

(fl'i.ftty.ouflm *h5«8tga)

A On/W
a-i^o ^ y’ ^,:•^n^wfmua^gvjoiavi^fn?

(jny.§?wfn8£u wvnm)

-, <r
a^o...1

v %
n^ufmaaswuioiatn^m?

(jin.To'Jivt feta)
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