
flsuanmisaQvns;

Oxaliplatin 150 mg/30 mL concentrate for solution for infusion 

GPU: 665980

l. Tfasn

Oxaliplatin 150 mg/30 mL concentrate for solution for infusion

2. flnifiuijwviVUJ
4

2.1 Ttluinj lei cfnmjQA
\i

2.2 ^Tuili^nau lii 1 vial (30 mL) oxaliplatin 150 mg

2.3 ■u^l’u/nwLiiiatjnQwiJiiPia'ini.DaiJ^auviuasCifJntl^wtsi flip-off wasann

Qsmaiwa^BfmjJisj'uHati'i^WLau liiauiaauuatvi^^ia

- atin-ayaaMB^^s^aaivlevavn^niifli gi'ju^Jwnaiiiiaswiwft'Jiii
i/

ui-3 “ua^ai tawNawuatTua'uai^

- ■uLnji’sariaiVi ^'uij^naijwiaiffipi^uanfmjju^ tuwppi Tu^uaia

Lawwaw iLasLawsLuawif'uan

2.4 aain

3. ^cuaiiuwvn^iviwfl

3.1 mapi,TwaliJ^aianFiuj^a'3ej'itjm?f!ui0-33JiPi?5nL!m?wae;iTViniu^ananpicy9mjuiPii«'iL! PIC/S 

(GMP-Pharmaceutical Inspection Co-operation Scheme) vilawautvin

3.2 wwao'iaicfii.laiLlwa^mum^Tuia^unwi^TurmwawaiwiuiJ'iwieitJ PIC/S wlaiviauivin
v % <** **

3.3 wiauawa^Sa'i oxaliplatin injection vIvifauBiviiinEJWWW 150 mg/30 mL lias 50 mg/10 mL 

/iiEjlmSani^i^rvu rawmmiejaff ijnpii6iMm^m^iswatufn™aauiiasana0niia^\JiLUtuiaa'3n'u^aa<nju'ia 

IwaNWtnn^miaanwa^amja'uuan oxaliplatin injection tj’una 50 mg/10 mL iQuaiu^aaiwaatu^fignu 1 : 4

150 mg/30 mL
3.4 wannifl^aiiaiitwwaflficumMUtfi^ Finished product specification uas Active 

pharmaceutical ingredient specification ^laaavisi{!aTipia^n,un'3i<uffiaisn,5'53jnT3aivmiiasan 

l?iawa^iLl‘uliJpnu^an'iviwiiasuiw‘35'itj‘UB'3fn‘3iians^on-30'3PiT5nanijnwi|i^ (OfficialaisTSfua*!]

Pharmacopoeia) Wnna'ila vliviauivinvIa'lwjndnwnnaipnu’iJisnif'in^m'j^ans'nwa^j iia^ istJ

wnnan w.f*!. 2561 a^TUV 6 eunajj ■w.pi. 2561 (ilisfnff'lu'arnnaa'iuunwi 12 nufnwus m.pi. 2562) iiasiJismfi 

fvssvirKaiBiifumj ila^ (QtTii^ 2) 'w.pi. 2562 a^uvl 3 nm/jiau w.fl. 2562 (iJismfiltjn'ijnaan'uiijnw

26 n^nQiflU w.fl. 2562)

niiu^liJil'ain/jl.'UWiBianla «] (Non-official Pharmacopoeia) ^anTM’uaacuainjwvn^iviaQFi wo-j 

TjBsnaiJ^a Universal tests lias Specific tests 9njj^annvLi9iiiasjjnw‘3^TuvnliJ‘i]B<im^mnsMvinnvi,uPilTluoiiBn 

an aivifDlllllUUlJ'U *] (General requirement for dosage form) Vila The International Conference on 

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH)
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4. liautafiu *i
• rmamaua^ifn

1^^v<£jiunauv!nnwfl?wu<i‘lviij

• m5ai4i0ngn?\J«na\jmwan?flJi

wi?iiia^ipnwa^aiJi€na'i^iitnaDm?,waT5fui9niJi8m^wn'iviii9i‘lu\Jtisjmijianndiaui^,tini?jj I^^Yjaiinawn^iii
D

ufiiwu-jW Iflai0nfn9\J«n0uwia

1. iiijuYloiiJi'ifjfitiatifl&ivufmo Ifia download \m Website Tnwu'njisuvn^iwfl?

i^a^viiivilapnu linktuilisnifii

2. tfiiunmwrimfiflwnYYWflflfiOMui aann /nmisu??^

3. riiiinionaTiriiffuEn ^nvilviu uas/wlo/nisno'anqw wlwaumjfltUKni^umia'ivniuatai

4. riniuiionflnsniswviKiflautfifuai (uu\j vi.o. l, vi.a. 2, vi.a. 3, vi.a. 4, u. 1, a 2 iia'juwmw) wmuvnli 

uas;vsa-iwiau?nafis;iaai?if!icu?inyaici,av<ns!^a^ai<?ni!a?\Jiias^aniviin5iuiw?5ivjua«sm^iPi?nKMan% v

(Finished product specification and analytical procedures) viSkiViKitJEJuK

n,3£u£lm^iiJsa^uiJa^LLnlunami,luvi£L\jatiwi?\jan WuuTJ^ntunrfmounliiMJaauuiJafl (uuu 

vi.0.9, a.4, a.5 uaiupin^w) unwfaumj^a

5. antunvnj^saTU^a^wstn/i'fuvianjfnifa^il (Certificate of Pharmaceutical Product) nsEUEnunwIaa-asnn

6. shunvm^aai’uiajjnfl^nunnswstmttnuwaninw^snisMpfliin'nwBWEn (Good Manufacturing 

Practices; GMP) luvtjjQPivlLntn^a^nuanmtiua (aO'ufiiawtmu^ayfn^pi^aaauI^aU'aa^lviti'j-n'Jsnfn^ 

fu*5a^) kawa^^natj^a

6.1 KiiyiviO'^fiafuia^iJiPi^emjm^wawa'iwiuviamntu^sm^viwlurmwacriT'wawviwQai^npity (Active 

Pharmaceutical Ingredient: API) U04$w§«,3flqmjw<aaitfifty (API manufacturer)

6.2 a'it\4nvnj^lia!'\j^a^un(n?s'iiifmHSfflan(muvipimntusii8m?viw‘l,um?wawwa(niT£U¥ian£TnLla^iJ 

(Finished product) ^ja^wwawwswriw^ai^iilaiO (Manufacturer)

6.3 tfiunvm^afuia-suinssiunnswanaiflnijwaninwsnsnisviflUjn'nwaflwsfltfcutfaitf'uiastJ
** V

(Finished product) nowuum^wfiwTwtf (Packaging) (iavi'iKn^£uviHwawai^'H!a|ilLifiKWUu^uii^ 

w'Mvsuaswa^u)

7. ^^^ai'lVlU3fiaf,u8€^ln9n8^ufn?lnll1nw^uai!misa^aa'lPnuv!anlnfu4^^^8fmvl5num8ln^J!'nw1 ua«n?caia
A

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

8. Jvuun official monograph Iwfanai (Pharmacopoeias) vfltfanS^lu Active Pharmaceutical Ingredient 

specifications Ufis Finished product specifications d^nau^na
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8.1 Official monograph Tu Pharmacopoeias yfltfena-J Active Pharmaceutical Ingredient 

specification nowwSnfaqfiwiunriifty (API-Manufacturer) (W)

8.2 Official monograph tu Pharmacopoeias Active Pharmaceutical Ingredient

specifications (Finished product - Manufacturer) (niu)

8.3 Official monograph tu Pharmacopoeias m1^01-30'3 Finished product specifications uaMwanui

(nijj)

9. jfiitn Active Pharmaceutical Ingredient specification

9.1 tfriu'i Active Pharmaceutical Ingredient specification (API-

Manufacturer)

9.2 «hiui Active Pharmaceutical Ingredient specification (Finished product -

Manufacturer)

10. #UU1 Risk Assessment Report for Elemental Impurities (onC)

11. jthui Finished product Specification TJO^wwawtntf'U^iJ

12. (Certificate of Analysis: COAJtu^umjwflwifawiOEhfl (rntulvia^ 

wi0£ii40i) vilo^um^wawMtw'Ujauo'iEju'ilu^^^iJU

12.1 Hn,uiviui?i0fvi?04wafn99iMn8towQlivi«'3tn??iflty (COA of Active Pharmaceutical Ingredient) 

TflfjcftmbsnouA™

12.1.1 ^iLuiviU'ia0Tui0^wfim^ifsi^iKwt)0^wwa(inT'trin?iutrn0i^pi£iJ

12.1.2 ^Luiviu3a0!ij?0^afn,3iipi?'iK^0^wwa9iw09iiuu‘n0i^ii!0,5tJ
U M

12.2 s?iiuiviui?i0Tui0iw0m^iFin»ww0?imu9i??iil0?tJ (COA of Finished Product) iiowwamafliThM

12.2.1 ^iiuiMiyjS0i\j?0wani^iMi8^inwwflnwanA’owitn^ni«3\J (Manufacturer)

12.2.2 j?niu'iwu-3^0!u?0^wfim^tfsi^'i»^0'inmiu-iu,5^ncu,M (Packaging) (wvntmwviwwawyi

12.3 viFin|'iut!uuufl'niJmjvru5tJ0-3?unT5Wflcri TJO^TViq^uphui^nmyiiaswsw^nj^un^iL^iiJ (onijvilon^ju 

lliu'asnj Lot. UB^wtiHuluLBnai? COA of Finished product)

12.4 w?in5ium^ifl?n«\ipiaifnM8iI<?i0viu^tj4iu^0^?6 (niu)

13. ^iLuiionsmuaw^wsm^fflnwnpmuPi-siri (Stability data) IflEjfoNtbsnoutfttJ

13.1 i?nLUiLQnen?iiawwam^nwmiiJfMW'»s0KaTi (Longterm stability data) vifliumuoiEJtnvi 

nnviuwHuuQfnn/iJU^cusi

13.2 sfii’uiionfn^uawwani^nwpi'nuflwVliia/in^w (Accelerated stability data)

13.3 ^iiuii0na'mia9i^wami?lnwnpmiifl4W9?»0«0Ti (On-going stability data) flaiaa
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13.4 6iii,'U,uan«niU6H?i-3wafmflnwf5mupi-3^,ii^tiJ5iH (In-use stability data), fmjjpiwna-stnvm-s 

tPilauvilafisjfntiAaaai'asjn^asiiunw^ *] (rhjj)

13.5 antmLancn,3U6i?)^wfifni^nb'ipmuFi-3^ vilatananimia^^n'nj^^nannimtnaafvuan^^aaivijiii® 

inDfriyn (oifi)

14. tintTJiMeins'njniiifuia-afli'iJJElSjya'ua^tja^fifUTOn (Bioequivalence study) (La'msnan'nymntmia^ 

vilaniS)

15. ^laj'iviPn^'mniifTjia^FmjJLvintviaiil'um'jfnwnuaiPiiiUUU (Therapeutic equivalence), wane'mpmu

(Biosimilars) vlafni^nwifnnuiiJiavtviyyniilw (Comparability exercise: CE) 

(wiMtiitjrmanvitnaq^a^vilaoiS)

16. i.an?iT3iifiW'3n'i^Tj^n'Ufla!fn,wfjiv?i-3jjau,wiaiJ0'3a'iajja?awS06i'Uia I^iaSiiaattaa^^nuvn^a “rm 

TJismjfifufiTwtJTMci^uatJ”

17. iansni0i4a0uvjfaufi-3?naSa^aw5a8i<uia‘lviafU0n?iSiieynna,uismjn'ivi,u?i tnaasLaawpnuvh'iia “ miamBn

18. vtaninufmaTWii'laynMi'SVNfJiuipau (ftnS)

19. snmnianemfrnflfmnvn^aQn (Clinical study), mi?lnwmVl,Baiw (Real world data) (M)

20. wanpmmjimimimTua “ 3. fjmajjOlvn^iviPiCpi ” Ymemynjaaimana'iifo l - 19 (find)

21. Slj *|

wi,giuaii(sn«a-3i4,,ui)?naEi'i'3ai^i?lu^nu'vn<!ii.?i^'3n£jas:taa9iUismjri,'3i4^nu'MniMw'liiw^apicu?iJJijwvi9liJiin-awi4 

l9iai'i8fisiaa9inT3Ui4,uw9adi-3W'UJwnivtti4'u<U,3Emf,ia'indnaifitai^ vimaa^ii

BviBm^Pi’umaai^'innicul^ q

• vifi'ni,nfU9iu,3E§vi5Blufn,3,wa'i?an

(Price Performance) l^ia'wanianHREU'uu
4/ d

nnvi'u^M^EUU'unjjwww^tvi'imj 100 pellu'u uimtlu

1. ^ipnvitfiu€ (Price) 30 ftzwu

2. (Performance) 70 fisuaju l^oflmai^nmJ'aELCu 

Performance
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intmtonsihsiim Performance facjas

n. uiw?|ii4uas^winw£n
u'm?SHiwwS««Tiiwamntu^cfniviS(l\in'rtHS«oi (6MP)1 7

jjiw?5iuua8flw/iiviTnQ«u#3EJi^imu (Raw Material; API)2 12

(Finished product)3 12

im^snun'ninufrmn n«s)iaEn (GSP/GDP)a a

ni^^nwpmjjMn*) (Stability data)5 5

fm^nwif!msjauvia‘UB^ai (Bioequivalence) nscuEniitauasiifnj^a vile fmviwfisiirii^wlwjaV 

m^aauEJ'iwiu Dosage form n^ditnSwuauou «|
6

20

fjnjfnwmusim^ uiiaricumacQa'in (Packaging & Labeling)7 10

*o. fj{uflirijwvmivifiOfluaKfltuauimviifiiitJ?»lawi

nnjfiinjwviiiJuiJ^sIaTnjrfBmtltioiluInTyuivna1 30

100HU

• mw-roaiisisfmsfouaTj

2. wiauQnRiatw0^ii??BMTjviBl(?itjutjn;J,3t:inviEjnuatBiLnvitjiua«M0tj??BiTni9iiLlt4i,wf:iac io R^avjaiaRn'la
IvfaKpnnwom^wTjaiijnajwa^s^aaiLiac^itiqiiijuwjMoviwtinj

• m^itnu^mmwEnvighuou
V U %/ V .4/ ci « %/ dW P4 O 4* 4iyiauonfliwB^tjuwiwmwafiiuiQ^rmtJwmj^iu/nwtJiviawotjviTOJJBMfliwjoiio^oniiisi l<nt)u

v

snafljno&flluwuqaBftoo-iM

1. 0iR0^pjn,um^w0i^fU'ifl£u/n'Wwiyvtan5TUMnnvtuRuaK‘UiijiJ?£Tw^nLl0nLnu0in(fii4rmuR£us:n?iiifn^ 

0ivn?uaK0i

2. «0snaim?sfou0U0i (?»^1vffi«wu iw wuouaiflialu 5 Tuviirm wsMainlaTutufti^D)
3. 0ntju0-30ivia^y0iiW0^S0n£jm?H-3'vulRlijiJ00n'3T 12 ifov I«oi3fn??K^ lanvim^wan (Batch No./Lot 

No.) uasTuvtiifta'imia^tn (Expire Date) ‘luianaiin'inum^ woluiwwu

rm^aufli (n^waioTjaan'in 1 Lda-jannaiifliij lot iW'i ^lalvfvn^ulwviu^LiluninjLiJ)

4. 0nMn^'iRvipijW0ViitR0^a'3(?nLUiviu5f[0n)?0^n'i^Lfn'iKWwawmu9i0iEfit!05Ll^uviE,i^ui*t)0'3wwa(nLtas'lrj 

^LflntMTwopitjtiO^WNapiT'tnnRuvil^waRBn^UTiawBu

5. f\ji\Jfiau0iuj0aTlna'Mij«0iqwl0Wja0i!|v1ottl0inflm5ill0wa/nvi«na\J«fn?l« *] rioiirfinua iinotu 3 

iHau/noM^lwvuusw (sstjwBuluWwwu tw idaanlnaviuRanEj'UjiiByn'in 6 irou fuiOaau 100%)
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6. T<un?cu^jJvniviinatJL^tJ^viijviimiH3jRi0di'3SJ'i^d'3uauma6iw‘5i^i,(sin«Mfiaifnv\ uvmyi&imjiTMmi 

aiafa^arjad^anlpiaw'una^sjwa'Jfi^aimuanwnuai-uiuvuMnivianpai.^Wti^naQtfl^iKmasLiluv

V+J A I *} t> r C) 4 O -si i K l <i| H I 4^w^Tjw^aTjpnlt^itiLurmpin^ntPiiisviPiaim^ua^fminwisiu LunicuviwQitiiijJLiliiliiwiiJPiujanwais
^ ^ 4*1 ^

^ i# i/ ^

kQ<wn^3JViiivitiifi£Jt?a^vijj<i)a?('3i,uavislijTuwaiia!ifmLgmanpnEJi^ndn<ua'3^iEJU?is;/vi1awwamwf^

MollJ

• ATm^flamiinflfmyflgnmflifa'Uvmen (Medication error)

w^naaswa^Suaajjpii^unTs^njjmtta^aann^iaLfimjnmj Ii^waninauvmnwRi^a^vuTpia'UjS %
tlaultj 1‘un'iimjJiPijj iJTUiJi-a uni6!) ^LnaTfiaonuamnan mD'UKU^aai vilauiiTannjvia'i nimwinSmiut^a^a 

miLnAAQiUf'mjjflflimflaauvmtn (medication error)

• niiEiminaaicun4/ O*

^■uanfn Sutja^Haman^njcinriaiifniuniMt!?) mu

1. ainn^aTsm^aanaintjnj^ailiwaiuia

2. fimniwya^ailsJLii'uliJpnjjRaifinyfuuaynt^nnwanTj^na^i.Fmsvnmni^annniiJwanpna^fnTjU'w^a 

n^svin^aneTfata6!) MladQ'U'aitinTaa'u rj maanitmaD *] ninianw

3. ainmlamn'ua’uainvia^aanw laaaiiTn^i^naitn^jjmiaTwimaDailyjisvi'ii^^nai'Da^acy^ia^aaK

4. ai2\)njvinna!nTVNvanaa'3wa5:ia\Jis:fiviBaan'nf'nyivt1afsnuiilaaamj‘ija-3Nil'iavfl?ifuai

5. lii^i'uC'uniiie'nijniifa^^atla^pnimfia^wam'aLn^Fmuna'i^Lnaauvn^an (medication error)

6. {Jajvnfk! ^ uanw^a^rnMnaTUii ^^aiianuai'intn^pniutaaMia^ian^mi

w^natvt^ : wh^anTaamanafufyi ma^anpn^a^a'uua^'Svn^fiaSwaii’wiaua'aa'iaiia^aNSai^5!)

• $0gNTUllVI5

1. I^<wantuiaaia?i'3Bt(s)^i2iwmm'wanv)l^famif”i'^iaanI^aan^nna^HvinniiBi,pmi;w ^aivtUnaaiwa-sa^a'i 
>luanvniipnuvil^waiinanivi<u?iadi'3^aa 3 ^nitwaw tMt^'wanuiaajjwiadn^ ua^TuP^i^aiiHiHaiab

2. wnnwMlaSviane'i'U'jnwanviiinaanansjqj^lwrumiPiai.aan muauvianiTU'Uiiina'umi^^'iianwaTuia^w 

aiwiinaaiTlaanijqjviLtJuLvja wlaljinn^a^^mjal-^Iaaw^vn wanvi^naai^aan^namiaswa^n^vivistuai! 
wa'i'wiiiaa'i^awiulunTs^^a (Black list) I^a^slijHf'uniiwarstuiwaa^Mian^aansTfyadi^ijaa 3 tl 

uasnimwIi^aiaiaMaanfa^nj^naiiuaT ana^aiiamlanfa^K^^lwiiwiaavnaau 

ainniiHail,^ (mil)
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3. FinjKn??ufnii/i^nmjussmnj'iij{»)a-nuavis^>)K^iaMein6'njOTn *1 {ftthbsnsunijfisnswiiJsKWJijFii 

iJ^sSviS/nviwa^ini (price performance) Lmmu Ma0pi5*atsL')aivll5Wuiiiiaa««ooi5aaijjQ|i4'u *] wa

4. flfu«n?ijjnmfi3'oni?uua«ni?ijiijPi?i^'3Ufivis^aeuril^) wui5iuwau‘l<UMla‘oaniMUPitwamnnj9iiJ?si5up!i 

lii^aviBfnvuria^if'n (price performance) uaMiafmai ti?iijluliJwiuwiJi8etJjmjJvauiHJBU,u«ain§2d,3U

5. a^^uavjSlumipluw'jadiaoi lana'naas^aua^JitnaMm^wa^anvjnnitfl
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fmu?vi?nawfnflfij vi.Pi. 2560 ini^m 9 uaciKiiIaun^vi^-jm^fta'adn^am^^iflom^aw^BatfianiiaKm^ulvn? 

^aw/nflfS Yi.fl. 2560 fo 21

flcusn^^jjni^nivru^^wafvywsfla^nflmuv n^u 10.00 Antineoplastic agents

/_ 7i^ .tbssnunsijjmia^^ia a«0 rmufm
(??i.«?.tiVN.‘ua?pi'nw uvjftnj)(pi.wfy.al^via'i v<?w2uBna)

w 8%A hh/Mofawa n^u rm 

vj^j.aula Sto-muilhw)

fNVQ nHunrs

(ifl.nvi.ftiE|vi5 taB{y5?5u)

‘'pWof d ■»*..ni?ij rma«o a^tia fT5?^rm

(a.vuij.aaw'i u^irt^wjciai) (nqj.um/n ^aialfyo^^w)

of
a^ua n?«jm?ua«iam^fm

(pii.nty.atj^m *ft««ga)

nwjjni^iiasgij'jaiain^fn^a«o.

(ncy.ffcnfmw wvnan)

a^o... v in^iunmaswmaiain^m^

(fin.Ia'invi wsta)
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