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ANTISRAAINRUIUUSSUIULEETIAINGN (57R191989)
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Tunisindaiavinusien vae AnzunwvemEns N Snedeassatuasuns

Folasans Sanaviost Tamoxifen 10 mg film-coated tablet / Tamoxifen 10 mg tablet
(40,000 x 30 TAB)

/MUMUAD9LASINTT HNENEUNTTY ANSUAVEANERS URTINEIaEaeaTUASUnS

WU ST USRS 4,399,600.00 ....ooooovoeoo UM
Fufidvuasimnana (1A81e89) ... 1 WOUANAN WA.2562.................
VU 4,399,600.00 ......oorsrveenrn. UTN TI0NG0BWUIE 109,99 UM (30 TAB)
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ARIANTMIANY
Tamoxifen 10 mg film-coated tablet, 1 tablet / tamoxifen 10 mg tablet, 1 tablet
GPU : 209092, 209102

1. ﬂa_u_’l Tamaoxifen 10 mg film-coated tablet, 1 tablet / tamoxifen 10 me tablet, 1 tablet

o o

2.

FUuuy s gudle dwufudsen

dadsenay w1 e Ussnausie Tamoxifen 10 me

amuzussy  : ussgtsinain deatunsuararai

aan : aa1nen deedmou asudu liandaunazvanite Uszneude Jadaenddty douvsznevas
81 RTINS wansdouiiiuen fumsetin Yundn i’uﬁuumq uaz%au%ﬁ’ww;’nﬁmfjuadﬂa
UBHUUUTIIMA

Uydemande lEumsussqlulysemsendnelsauaddmivatainmssinynetuiadisisns @na.)

3. puauiAviaweis

ramsiaseindadusiediiagy uasingiudaendrdny feaduluamm Orug product specification wae
Drug substance specification dalfifuntsfusassndinauamenssnsannsuazen NIENTRANGITUGY LD
wazlidodmusguaniinuwaiadsuvimiedutiagiuni defwuauazmpssiuseimsiinseiludisela
MTemil adsenAnsensassage ded ssudTen . 2556 asiud 11 wwiou we.2556 WUzt
v 10 fiquieu w.A.2556) Sassnaudae

- dymhiuladsvesanigeuisn aduiuiaded 34 (r.A.2011) (USP 34]

- shsdRwvhdunlade ety A 2011 Wi 1-5 wasatudiuin (BP 2011 and Supplements]

- dymhanlmOvesavnmglay atufuiadafl 7 (a.d. 2010) waseduifiudu PhEwr. 7 and

Supplements]

- dsdumefurunarhiiniads aduiniadiil 4 uavauddn 0P 4 and Supplements]

- dsoeUsswdlve eyl 2 wufl 1 wazadudindy (TP 2 and Supplements]

nsdihivanglusisienlay (Non-official Pharmacopoela) daiwunanautiniunaiia deoa
Ussnauda Universal Tests uas Specific Tests audaimuauasinnsguialuzasnmsiassiitmusl
g3 ﬁ'm"i'u:iﬂuuuu'luzu'; {(General requirement for dosage form) 3@ The International Conference on
Harmonisation of Technlical Requirernents for Registration of Pharmaceuticals for Human Use {ICH)

A0 1y

® Drug substance specification : Tamoxifen Citrate (USP 40)

Tests Specifications
1. Identification Meet the reguirement
2. Assay 99.0 - 101.0% of Tamoxifen {(on the dried basis)
3. Iron Limit NMT 0.005%
4. E-isomer content NMT 0.3%
5. Loss on drying NMT 0.5%
6. Residue on Ignition NMT 0.2%




® Drug product specification : Tamoxifen Citrate Tablets (USP 40)

Tests Specifications

1. Identification

Meet the requirement

2. Assay 90.0 - 110.0% of the labeled amount of Tamoxifen

3, Dissolution Not less than 75% (Q) of the labeled amount of Tamosxifen is
dissolved

4. Uniformity of Dosage units Meet the requirement

=l ] =)
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o ar - u vl w
dunenansiiiuen awilve wavvdanwsingy AlFdusudninmuanznssumseTuaTe
drunludrdynsTunadouiiduen (Wuu o2 vie ne.3 v3e ve.4 vie 0.2 udwmdnsdl) nadifinng

o t o o v ooowow
wasutaandleliuuudiundeuiludsuuanwiauiudie
a o ¢¥ al LA =3 v L o =3 - r d
AWNATBIUNSIEUNS UL (WU YE.1 Y58 9.1) wianzpAmuaunsgauvewdniusisndniagd uas
v o ar . . . \ oY v
IngAuRed@Aty (Drug product specification uas Drug substance specification) fitumsifeuls Ine
daUsenausing
3.1 mpAudaendafty [Drug substance]

173 o LY - o - Aﬂl’ =4 3 s L
3.1.1 dandefimuauinsgutasingiuieddy Adunsdoulifuvdninnuanznssunise s
wazen
|3 o L - & w o 4 MW - “l‘ ad
3.1.2 dandefmununsgvesingavimdidey Tusinenitldaredlunistunedou lans
A o b - o - 1 ar o o
nsdhlluefidarmununsgiuvesingiiuieddy 18funsiuseddudisen (Official
Pharmacopeia)]
3.2 undmuendniagy [Drug Product]
L L] lJﬂl‘J vt 2 a
3.2.1 dnwrlermumnasgiuvesen Munsdieulifudninnunuznssunisamisiasen
L L) o d 4 = ﬂ" = IJ
3.1.2 dAuundefmuninsgiuvaten lusirselddddunistunadoy  ewznsdifiusi
daivunnsgiuee iunisiusedlusiisien (Offical Pharmacopeia)]
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ar L=} 3 [N ) LY L4 -] L] J '3
Fusewmaimsnenaigasied1tinamunmenssunisomisiase ikuudiumvendiluufisunuasumiou
YR Y | | ) o W e a v o
furae Tngfuivsudluvdeuwdas i 2 U dufaiuvsznedguivauesan winfuiveudly

J = wnd LA ") o 4 :" L4 Ver W
waguwdas i 2 T duiiviudssmadyuiuawesm maswilufeuwanivdeldiunseyiian
dINNUAMENTIUNTBMITULELEME?

o o [7) o w - o o =) .

. dnumhdafusesnnsgrunsudaeauvdninaeiisnisfinlunsndnet [Good  Manufacturing
. J 4 at o - ar ot GJ w 1
Practices (GMP)] hwmnafiliedssiuingrudenddy uarsiiaus @lvadgamusounsasaaaulng
gaagludranannisiuses) lnedesUsznaudag
o w - o ooy o} o4 P - ) o
4.1 dwumisdeiusownsgiumsniinemumininasiismaidlumsndntagivdaeddey [Drug
substance] AlFTUNIFUTBIMUINMSIU WHO-GMP wWialfleuwi Wuedralios
™ v a w ‘=, of - a W«
4.2 drnwidefusewnnsgiumnangimundninunisnisidluntsadandadusivrdniagy (Orug
Product] Al#unsiusesmmienaszIu GMP-PIC/s wiatiteuiv
4.2.1 frdandndusiordniagy (Manufacturer)
v - o e . wal ¥ = s o oo .% o v
4.2.2 JRUAUTTIHENNMUN (Packaging) (W ENTUNHNARENALIIFULAZRUUIUTIIN N baLaE NBYN]
duviidsiusamamsiasiey [Certificate of Analysis (CoA)] Tnedaadsenausiig
5.1 dumidefusewanisiinsiziingfudaendiAty [Drug substance]
5.1.1 dwmiisdedusewnguiningudienddty (Supplier)
5.1.2 dwumiiadedusesningunudniusisrdniagu (Manufacturer)



5.2 dumideiusemansininsinandusiodniagy Drug Product] Tugumskdnfidernegrauarld
Ingivdanndigiudndudumiideiivsamsiaseiingiudndy  veumdngmbudy
AWBuSTasIUMSHAR Yt TngAuiedidty wasnBniusisrduiogy)

5.2.1 dwmiadeiusesnnguaniniueisnduiagy (Manufacturer)
5.1.2 dwnmiladeiusesinduisussyuiindust (Packaging) [amnensdifiguinedusgunasgis
ussgefounsigiul

6. dNuBNaIUARIHANTIANYIATTNAA (Stability data) $1uau 3 Jumswén Tnedpa)ssnaudae
6.1 dwwnenaisuaninanisAnuATwAISEIzET (Long term stability data) fiRTUAIMBIRET

fwualiuusann/usigdios

6.2 dunenaTkaRINaNMIANMIAMUAIILANTIZISY (Accelerated stability data)

6.3 dnunenauaniansAnyimnuasiirasleld (n-use stability data) owizeiidaldvansads
(Multidose/Reclosables)]

6.4 duunanaTuanamfinyAImAIiTEese”N (On-going stability data) Yaan $1uau 1 funs
wéim

7. dwnisdeiusawmdndusienduiagy (Certificate of Pharmaceutical Product) Rawiznsdifiugmiidi
wludszinalve)

8. duumilideiusesjumsudnefringAilidmsuagus (wwu sw.06) RawizenBring njundadnmiaan
\Honuaswanaun / dadu)

9. dwumangruauaaramdniugiu (Bioequivalence) [(1il] Inetawizanadifdueran gy fisidae
drdiunderiueusuuiitumadounou w.a.2535 vy
9.1 eiteglungu Biopharmaceutics Classification System (BCS) class 3 3o 4
9.2 enfilFin1sihunAy (Narrow therapeutic index drugs}

9.3 enfldninaupnznssimseIsKazesEN ARV Bioequivalence

10. duaasmnuviiiieylunmsinnAugdiuiuy (Therapeutic Equivalence) wwizeniail [§ndl)

11 dnwansiniugiiringadteads (Biosimilars) viadumdng urrmuaisudisuiils (Comparabitity
exercise : CE) awwun¥ving niuenlusiiu (protein therapeutics)

12. dnumdngrumsaduasuanaing (nterchangeability study : I1CS) wwizenthing nguenlusiiu
{protein therapeutics) [fil]

13, duwidefuseanasgiumsfivinuiasnseaeemmamdninasi Bnmsiilunmafuinyinaznszae
1 [Good Storage Practice / Good Distribution Practice (GSP/GDP)] ﬁ'm%'umﬁﬁmlﬁui'nmﬁqquﬁ
2-8 parigaiua [ nsdlenidenfuinuluaniisgamgiisug)

® yaninsiuazAnslunisiaisan

TunsfsansaszRinsandndulasldvaninasinsussiudussdninmdesien (Price Performance)

Tneforsulfnzwumuthiodnuaniminimuadal

1. snnfitutiewua (Price) Amumbminwihiulesas 50

2. fawavedumadinnaznuaniiithssloniiovinoms  fvumbmidnwihiuiesay 50

Tnermualiiminsafmunvinfulesas 100
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insidmusnzuuunUssiupuameaadusendamiiy el

inesinsUssiliunainwedndusiundeanty el gngy 1 | eangu 2
n. nusinanwialyl (General quality criteria) 30 30
1} AIHIUMIKERAIMENINUY M IARUATRERE 10 10
2) wwmsginghuiae uaznsgundnduienduiagy 15 15
3) WIRTHIUMSIAVTAYIEENSETBEIIMANINMTIENTARUNM AU Y ILaEN T BeN 5 5
. an'ﬁqmmmam: (Specific quality criteria) 50 70
1) waRgaununwmideiusamanisinTed 20 20
2) HAfgIRNATWMSANYIATINAY 10 10
3) waRguinuAMANENYaTwmER T 10 20
1) uavigairuinfsdlunsinunivedusuy 5 15
5) naRgulANWIBIMTUEUTIITALSA uTs9itue] wazaan 5 5
ALULWTIY 80 100
ongu 1 fie ordeenstilildefendmawmueduiuy
9 2 fio erfeanigilasdmaunmedusuu/erdueuy
inusidmuapsuuunMsUsslivaun i st ing
wnasinsUsHiiuaamMwednusiendaing g1 ey 1 | ©7ngy 2
f. LﬂNﬁQﬁlMﬂﬁ"’ﬂﬂ (General quality criteria) 30 30
1) MmsguNsRBaDImIMANINMIEn TRl THEnE 10 10
2) wwaguingiudiedifey waznasgundndaeienduiagy 15 15
3) WATRIUATEAUI NN TEEERIMANINUSIE MU AU aEnTE e 5 5
4. insisiguMwanig (Specific quality criteria) 50 70
1) waRgniguawmideiusewansiasiei 20 20
2) waRgalAnaMNsANYIAINALED 10 10
3) waRgairunSoudisuiuld viadue@ringadiends 5 20
a) Naﬁqaﬁ{faﬂq'ﬁv waznnsvenedaued 10 10
5) WamsRgaiaduabusiaing - 5
6) WaRgNIAMAMYDINTUEYTTYRIELAALY USSR wazaan 5 5
ASUNUTIN 80 100

' - W a 0w a w o o
gngn 1 Ao wdadusindenuaswanaw/ St asaduasButnies nandueisug Aldanuysd viedng

EJ'lnEju 2 Ao uUsfu (protein therapeutics) L4y erythropoietin, growth hormone, insulins, granulocyte

colony-stimulating factors Wae monoclonal antibodies
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1.

fauenimpsilsvuudndeenfilduntsiusesnigiu Good Distribution Practices (Certificate of
GDP) wazdaadndaeli Mowndunssy Tswennaaerauaduns amsuauiitmun aelu 30 Sy U
mnfuitldsudndede nidemnansm faveraadamineduamatusiund aely 10 u uan
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