ﬂmé'nwmzquwmm RIBOCICLIB SUCCINATE 200 MG. TABLET
1.3081 RIBOCICLIB SUCCINATE 200 MG. TABLET
2. auauRATY
2.1 Uiy Dueude
2.2 dudsznoau  Usenaumesdien RIBOCICLIB 200 MG.
23 APUrUssy  USTTIUUMIN YU Unaiv
2.4 aa7n - szyPen drlsznaumedAguaraunss Sunan Fuduoy Laviindn

waziaunzidousiiiuenTodnstaauuuussgine
- yuMuEUITEIetosdassyulsevieton1amsm @uusenauuay
YUIPAIUTIVBET 1aTTInEn Tudueny LTegadaau

3. AuaudAnumnaiia

rnansnIAssinaun mduluniu finished product specification uag drug substance
Specification #9983 nundusiiuLieai FslpannzdousadiinuANENTIUNTOIMNTUATE)
NILNINAITTNGY Hindussuildsrdwenduatuifisumimielmininunsgnundasiiule
sndunils mulsynAnsEnTeEnsITgY 13095EYsIen N, 2561 asfuil 6 SuA w.el. 2561
(asUsenAlussiaauns Uil 12 nuaius 2562)

Finished product specification:

3.1 Identification test asvsussTt Uz douiv o.e.
3.2 Uniformity of dosage unit ansusuitunsdouiv 0.0,
3.3 Assay ps1as Ut Uz deuiv 0.6,
3.4 Dissolution test paE Ut unseutu 0.6,

NUBLAR -~ 99 Dissolution tag Uniformity of dosage units TALLULENATSHERS
seanduaNansnsITinse mndlaudseasduadiduiuanlilulu CoA

- nsdiften S sundinsiy (waive) n1sasaadeLnsgveonisla Iduuanaenans
wangudinanilldueyiide

~ Drug substance specification #9151 nlUTATIEMUBREN drug substance %38 luliAT1EY
drug substance VaHAREIENTIFU atulnatunils Seimsnmaiinneiasunnviadediimue
AENITUNITAMUAAUGNYEULIANTY

UsEs1UNIIUNNS
(UNBSUAN

L L . il N554NNS

A3IUNTT

(W9agENIyRe Jundsens)
/-2- AudnwLIRNIzUBe7 IFOSFAMIDE



g3
AMANYULIANIZYB481 IFOSFAMIDE STERILE POWDER 1000 MG.

1.3081 IFOSFAMIDE STERILE POWDER 1000 MG.

2. anaudAmly
2.1 JUkuY Funsgndrmunannde dwiudadivasadens
2.2 @dsenou  Useneaumaesien CRYSTALLINE POWDER 489 IFOSFAMIDE 1 G.
23 prourussy  UsselunmugdmiuusIeIanunmnde
2.4 a87n -3zu%aawdauUasﬂauﬁdaﬁﬁwﬁmuazﬂqﬂuuia5ﬂm§m‘TuguawqLamﬁmém
waziavnzilousSuglieensdmauunussasioe
- VuMYurUITEneaoufessy o mietamenisin dauusenauuay
PNAANUIIVBIEN (@vTidn Tudueny 1egrsdniay
3.auauUANIemAlla Finished product specification:
nan15n 39 Azian mluluay finished product specification uag drug substance
Specification  #ig1edsnundusisudeaty  deldaamadeusodnauAMyNITUNTO IS HAZEN
nsgnsaassngy  seinduhiuiilisdsoniuatuiifisumiwdelminiuasgundasiiiule
srfunils malsynAnsenTeans gy $oesrysnenen wa. 2561 asiufl 6 SunAu w.el. 2561
(asUszneluswinaunu fud 12 nuanus 2562)

3.1 Identification test skt Douiu 0.,

32 Assay 90.0 - 110.0%

3.3 Bacterial endotoxins laitfiu 0.125 USP EU/mag.

3.4 Particulate matter - YUIN > @o micron WAl booo/container

- 979 > & micron iy boo/container

ﬁm%ﬂi‘ﬁ@iﬂﬁﬁ’]%ﬂ@ﬂﬂiﬁﬂ‘@wmaWTﬁj

UIE51UNTTUNIT

N35UNNT
(Wwanllayy W3yl

N35UNN3
(WamgyngyRy  Jundsenns)

/-3 AUANYLRWILYBIYT ERIBULYN MESILATE
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AMANBALLANIZVB981 ERIBULIN MESILATE STERILE SOL. 1 MG./2 ML.

1.3881 ERIBULIN MESILATE STERILE SOL. 1 MG./2 ML.

2.aaaudanaly

2.1 JUnuu Juansazanela Wild Useanie dmsudadvasaifen
2.2 dwlszneu  Usenausiedie ERIBULIN MESILATE 1 MG. lulSuns 2 ML,
23 Muuzussy  ussglumwusdmiuussgedaunmannde Jeatuuas

2.4 287N - 53UTRY) duusynaufiend1fyuarAuuss Tunden Judueny wiings
wazteanzilowmsueliogsdmauuuus sy

- UUNYUEUIIL08 1900EABIST YTV BTENINSA dIuUTENaULGE

PUINAINTIVDIET 1auTnEn Tudueny Lisgredaau

3. augaudaniamatia Finished product specification:

mamim’sﬁLﬂiﬁsﬁ@ﬁummﬂuwmu finished product specification wag drug substance

Specification  fi919B9nAdUISUWEITU  Bslaaanzilausod inauANENITUNITOMITHALEN

nsgnTNassuEy  ieilndursuildsdsssaiuetunidisuminvielniniunnsgrundyuiiula

FISUNTN MINUIENIANTENTNAISITUEY 138358UA15187 WA, 2561 asTuil 6 Sudnau w.e. 2561

(aeUsEMAlUIHRIIYUNBITUTA 12 NUATLS 2562)

3.1 Identification test
3.2 Assay
3.3 Bacterial endotoxins

3.4 Particulate matter

ﬂmzﬂisumiﬁfmummé’m«muaww

(WEsUANA WY
N‘T\d\l
...... '\”"\r‘&} SIUNIS
(Wantayy W3y wes)
N33UNN3

@

(Weangunypl  undsens)

Ues51UNTTUNNT

AR U TITUnsdsuiU 0.0,
95.0 - 105.0%
iy 24.3 EU/mg.

- UYUIA > @0 micron kAU booo/container

\

99 > @ micron WAL boo/container

/-6- ¥aulydy
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4. Foulvdu

Q’Lauaswmé’aaﬁuLLamwﬁfaﬁa%maq wienasaneiletesusatenansinegildiuna

18T DUAR I

4.1 wnansnsleiuoygyndunzd susSueuiiodmihgluusemelng uazduns (declare)

WABINER
4.1.1 Tuddgynstunzdeusduen Toun vme.2 ne.3 ve.d %159 8.2 Ui

LN

412 ludwadunzdou ne.1 ¥Se 8.1 v0IMaussIA1 niaus1uavideniiTans

AIUANAMA MY INER ST NI uneLleu (finished product s

pecification)

LazdaninuanuaInesIngiu (drug substance specification)nsiiiog

seIaNsAsuwUaILA UL AL AIhUUBNAITNNSUBRA LY (

8.5) UN5aY

finished product specification wag/viadrug substance specificationlatve
wilvneuTuuseniauseninsimdidnvseing wasliiu 2 U Juusena

Usgmesiandidnnsating

4.2 1BNA1TIUTBWINTHIUNTHARNEN

4.2.1 nsfipwanlulszvalne guasdosiidiuinmirgndlsdosusemnnsgiuns

HARYIMNNS NN LALITNSARIUNTHERET GMP-PIC/S %158 1IR3F1UNTS

NEAEIATUAS AN UTLAZISNITAR L UNITHANE1VDIAIUNINUAUZNTINAT

9IVITUAYEN NTENTNEBITNEY Tt mueTulaelnnuaenndauasiniios

AURSNINUNLaLITNISNALUNISHARE Pharmaceutical Ins

pection Co-

operation Scheme (PIC/S) Tunuang1fiiausv1e aUUaIEARINTOUNIS

asageulaginan1sSuTesdTuUsENMAUTE N IABEnnselind

ARENTTUNSAIVUAAMINWUSLANY

Us¥sIUNTIUNT

13
a2

Y

(WESUANR  WHAUY)

3

RTINS R — NIUNIT
(Weatayy @iy wes)

................................................. NITUMT
(Wn9@n3gIN

L%

1 Jundsens)
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4.2.2 nsgimdugnindrandraUseine gudafesidiuinimaigniedoiuses
1NATFIUNSHARB MM ATILEEIENNSARIUN ARYY GMP-PIC/S VD4
Uszweagranaduaiganiuseunisniaasulasinanisiusestieiuysznia
UsgmasimBidnnsatingd

4.3 ONATANNINUYDIL WILAUDTIAN

4.3.1 Han1InIIASIERAUNIMEEN T Ed153UVBSENER (certificate of
analysis of finished product) Iuaﬂéuﬁddlﬂuﬁ’;aﬂ’m

4.3.2 NaMINTINIATIZRANAINIRGRUTBIRIENEIATY (certificate of analysis of
drug substance) AldlunsuanenjuitdnJumedisimefudneuasudnngiu

4.3.3 ndngumsstenansiuduauduiusssninagun1sudnvesingiure e
A1ty (drug substance) 18 432 fujunisnanvsndndnsiodnsagy
(finished product) 98 4.3.1

4.3.4 wan13An®Y long term stability maamﬁ'aamQmaamﬁﬁumﬁwﬁﬁuﬁﬁﬁmm
ARZNTTUNITONMITUALEN NTENT AT VT

4.3.5 nseitfuengu vaccines , blood products fBeillonansTuToIUNIHER
(lot release) MNNTNINYIANARSNITUNNE NTENTIEASITOEY

4.4 fegneen
4.4.1 fiauesnen Fesduhnetieenoginies...2.. minoussydu Fudufunuuans
eazidualdnsudumuiimunluideanaudialudieiu

4.5 MsUsEiuAuAMeNdway
4.5.1 grdweudesiiongldlalidesnin.. .12, Heuduainiudweu
4.5.2 pwnaaidasu sgdesdsdiunnmenglususemanisnsinliaseieniuidwey

ABIYNIIUNNIAMUARAN BETLANTY

Ue51UNTIUNNT

A3IUNTT

(Wantlayy W3y A3)

....................................... A33UNTT

(Wn9@n3gIN"e

ﬁnl JUNF3LNT)
/-6-4573
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4.53 n3diimuaesvnsinisduinegeidmeuiiiedwsiviinseviguam
g 51wn159imvsdeTearefiegng I@&JQ’Lauaiwm(Q’m8)%&5@@@4&&%%
Snpusauiiviisnanisamnelinneiuasdulfuiaveudlided
Aeadeddunisnsinnsiamunin nsdiinuiteldduldnunudnvue
Wy MihesnsveanudnsliiuinnsannisauesInedina1IveiEue
sren(uneuaz/viedudnluaiiiely

4.5.4 ;:It,auaawm(ﬁliﬁuw)asﬁaa%"uLﬂﬁauauﬁamlﬂé’wmmq nieiilolinnns
Fouanméneusemsiaqrousvualaglaifiteuls

455 nsdhdusiveaiuiigumgl 2 - 8 sswnwalda Fosuanaenasiisusesing
svvumafuuazindeenu cold chain system Aildunsgrummndninaei
Good Storage Practice (GSP) uag Good Distribution Practice (GDP)

8.6 NANIDUY
4.6.1 nsaiefiausldldsaduwuu (original drugs) Aesiienasnanisny) bioequivalence
YaEnTauesAUIsudsufusndusuy InedsnmsAnesealulununaninusiuag
LU FURlunsAnuTrauyaveseainuosdUnuANENIINNNTEINISUATEN
NIENTIATITUEY
462 nsanfluenfidasazare/doansnauld dalnan1sAnwianuaAEnINuaINTaYae/
0919 lusvhazaiudneg asufulazasnadesiulonansinuen

4.7 fiauesien (fue) Buvelisnidndyaeunsuivug

4.7.1 ﬂﬁz:imam‘ﬁajmSmﬁmiwﬁmﬁammﬁmmmam%mmwméhjLﬂuiﬂmm
1ML

4.7.2 mzﬁmamﬁmsﬁmmﬁ@ﬁygﬂL%amﬁuﬁumﬂﬁaamamimaﬁwﬂmmﬂmsﬂsimmﬁ
IVNSUATET Iuﬂhmawaqé’m@wz?}’a%ma

4.7.3 ﬂizﬁWU{]zgmﬂmmwmnmémﬁm%mﬁﬁawdwaaﬁaﬂizﬁw%mauasmm
Uaamﬁwﬁaé’ﬂwﬁlﬁ%’um

AYNITUNISAVUAAMANWUELANZ

U¥s1UNIIUNNT

N331N13
(Wsamilayy  1@3YAs)

N3IUNS
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