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3781131 1 Denosumab 60 mg/ml pre-filled syringe injection
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1. Bomn Denosumab 60 mg/ml pre-filled syringe injection

2. ansangiara il
2.1 uyy Wumsazasdneenida dmsudadaladoms
22 fwmdsznay deznausiudlen Denosumab 60 mg/1 mL 33197 1 mL ¢ia syringe
2.3 MIUSLINY ussfg‘luma@mssgmﬁﬂﬁﬁﬂmm’faw%’auﬁa (Pre-filled syringe) dwiuldaadien
Lm:uss?n”m‘vfﬁaoﬁ'wma‘lmwia: syringe
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3. aMENUANI9IATA

3.1 Finish product specification?

1. Protein content ms’ﬁlmumwﬁi:qlu Finished product specification
2. Potency Glﬂilmum'mﬁsquu Finished product specification
3. Identification Glﬂﬁ]mumuﬁ'a‘:qh Finished product specification
4. Particulate matter m’mhumuﬁ's:q‘lu Finished product specification

- U9 > 10 um laiiAiu 6,000/container

- U9 > 25 um Jaifiu 600/container
5. Sterility ATITEIN
6. Bacterial endotoxins mmmumu'ﬁlixg‘lu Finished product specification
7. pH mmﬁhum’mﬁs:qlu Finished product specification
8. Purity test m’mmumuﬁizﬂu Finished product specification
9. Osmolality m’J'«Jmum&lﬁiquu Finished product specification
10. Extractable volume ATIVHU
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2. Drug substance specification Amsnnanludiamzraasda drug substance wWislufinmew drug substance Y84
guianduiagy avulaatuwile %4a‘in'mmﬂ"uﬂﬂ:ﬁ'munnﬁ"nfaw“ﬁmuﬂ

3. Namsmqw,ﬂﬂmmmwwm Wwlilanw Finished product specification iz Drug substance specification
ﬂﬁa'lmammzlwnamum'mﬂnumwnwmmma,m NIENTNITIMGY nsdgusuiimanafinuesen
wiedagdu vasfisuenielianmuilsmeunailsme g Suandsssuatuiiniminilsmenagsme
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1. Lanmsn'rsvlmuaummmuﬂ.tuuuﬁwmmtwaarmu’m'luﬂs*mﬁ‘lnu uazfuas (declare) unsianfin
1.1 luddymstunadewdiuem me.2 no.3 no.4 usauansal)
1.1.1 lunsdifduefindalutsznealng waneds no2
11.2 ‘lunsn‘iﬁLﬂummL'ﬁ’m,v‘v‘amsuﬁaussa; wueiy ne.3
1.1.3 lwnsdiduentigranealszing nunsis nos
12 'lummawmmtmm Ne.1/8.1 vasfiiauamm wiannuazduanataninIunun WY IRB Ar M
mun'uumulﬂu (finished product specification) uadlan’muﬂﬂmn“twmaa‘mnﬂn (drug substance
specification) nmmaﬂsmammﬂaﬂuuﬂamn"lmqumu whnUnUenIsFUIMIAWEeneudla (8.5)
¥ W§au finished product specification uaz/m3a Drug substance specification Tasvaunlunauiuyszme
dzmeanandidnnsefing uazlaiifiu 2 § o Sudsezmadszmenadidnnsefing
2. 1BNATIVTBINATFIRNITHARLN
21 nadingmaaluysamalng Hrfadasfianasiisennaspwmakdaemamaninaeiuasiinsiialu
mMINEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewiasanu PIC/S participating authorities
w8 flanmssusasmnaspunsuiaseunaninaaiuasisnsfialunisniaevasdinemamenssunis
DIMIUAZET NTTNTWAITITUY dtmuadulasfinnusaandasuasyiafourunsninmeiuarisnsnalu
MINARET PIC/S Tunaasfianauny avusgaausaumIanadaulesinanisiusesdieiudsena
dezmanadiinnsefing
22 nadifuiwenindrenaysana HrisdalilonanTiusannasUN IR A URATIN LSS
Amfialunndag GMP PIC/S (Pharmaceutical Inspection Co-operation Science) lagwiiaed1w PIC/S
participating authorities %38 GMP clearance atusganuTaunIaTesey laafinemstusasdiaiudszme
Ymanmaiinnsaiind wisagaseadn usudnydi
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3. lanaTamnMwLBItiana
3.1 wamwmmLﬂﬂMﬂMﬁwnmnm‘nunmtsasﬂm ENNNEWI (Certification of analysis of Finished product)
'lumsuﬂa«ﬁumamo
3.2 Namsm’m'amﬂ.mﬂmmwmnﬂu’uaommmmu (Certification of analysis of Drug substance) ﬁl’ﬁ
'lumwammsunmtﬁumamammawwammua*wuammnﬂu
33 Lanmsmamnmuuuuummauwuﬁ?mnmmswamaomnﬂwaamma‘mm (Drug substance)
98 3.2 nusumwawuaowamnm‘nmmmsﬂ (Finished product) 7 3.1
3.4 NANSFAN®A Long term stability omammomq’uaamn‘uuw:muu‘hﬁ’uﬁwﬁ’nmuﬂmnﬁun'ﬁmmma:
1 NINTWITITURY
35 maammﬂummmn 1v\uammnmumsanmmoﬂaun'luuuuu (Clinical trial) flatseAnEnwnsshn
uamamomuwaommw aua’l:m‘lmumwummﬂumnmum'mﬂnunssumsmmsua*mmaoﬂs**mﬂ"lnu
(n'a'ruwun:tuyumwmuuummamnZm/ lanzidaueuuy NBC, NB w3a NBS YNLTY MITUNLNENTIN
msfinwmending
4. @ve19e
4.1 dianenan dssdemanasnaghatey 3 wihguITiwue duludunuuaameaioaldasudan
mmmmﬂ‘lum'uaﬂmauumm'l,ﬂmmu
5. m‘sﬂsznm;mmwmna\mau (udndana1TNIIVLIENN)
5.1 mﬁdwauﬁaaﬁmulﬂd‘l&iﬁaﬂnh 1 9 duniudeuey
5.2 mﬂmmﬂmuau a*maoaommewm:J'lusmamamsmnqLﬂﬂmmsum\mau
5.3 nsnmmaUﬁ’ﬁmﬂfhmsaumamqmnmuamwaamsqmmﬂ*mmmw mihgrrnssimilife
fovvadiadne lanfanpasd, IR IR BN AU M INA MU BTN TR0 TIT A T e ailudiufazay
mhmammmaa‘lummnmmﬂmmmnw nsnmwm'lm'lmﬂu'lﬂmuﬂmanwmmm. W15V
m’manﬁ‘lmuwawsmmﬂauaﬁmmmnm'nlae mmlua:msawwamluﬂsma‘lﬂ
5.4 mam@msmﬂauummamlnaummu mamamﬂmstaauamwmuﬂs~nﬁ’lﬂq nauimualaslid
Fowly
5.5 ssuumatiuuasiasedaaiiuuuy Cold chain system ﬁ“lﬁmmgmmwé’nmmfﬁ good storage practice
(GSP) uaz good distribution practice (GDP) lesugasanansysznay
6. flanasen (§ag) Emﬂau‘lﬁﬂntﬁné’tymriaumuﬁ’mum aaib
6.1 mmwamsaum'ammﬂwmu Tﬂunw’mmmammmwnumawaeﬂgumn'nn"lﬂu'msmu ISO/IEC
17025 'lmﬂu"lﬂmummmwuan’mu@luﬂszmﬂﬂ?mﬂﬁm
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2 = General requirement U NFBFITUFIMTY Finished product 3Uuuv Injections
(Parenteral preparations)
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318NN 2 Eperisone 50 mg tablet

muﬂszmﬁﬁ'wi’aquasmmﬁ

1. ‘m!am Eperisone 50 mg tablet

2. amasnianaly
2.1 guuy Wuenda dwsusudsniu
22 dmdsznay  Usznaudaneaen Eperisone HCI 50 mg lu 1 1Ja
2.3 MTuzusn ussq‘luumagﬁl,ﬁuuwauzf W38 blister pack Jasfindastuausule
2.4 987 - Hoen fusznauddAguacAMaILT Tunga 'Tuz‘ivumq 10fiNGe wazisunzdou
ﬁ'ls”um'l's”aai'mﬁ'ﬂquuuwgﬁm‘ﬁ
- LUUNIEN aahoﬁ’am\’amq%am suUsEnaudINdIRY AT i’uﬁvumq unzavinG R

3. AmANtASIMALa

3.1 Finish product s ecification®

1. ﬂ‘%mm@?’qmﬁ’lﬁ'ry msmvimmuﬁ's:q‘lu Finished product specification

2. Identification m%nhumundi:q‘lu Finished product specification

3. Dissolution mwmumuﬁlnqlu Finished product specification

4. Weight variation 38 m'mmumuﬂdiquu Finished product specification
Uniformity of weight (mass)

3.2 Drug substance specification @

1. Usnmdagdney 98.5 - 101.0% of Eperisone Hydrochloride
2. Identification AT

3. Purity - Heavy metal : NMT 20 ppm

- Piperidine hydrochloride : The color obtained from the sample
solution is not more darker than that obtained from the standard
solution

- Related substances : The total area of the peaks other than the
peak of Eperisone is NMT1/5 of the peak area of Eperisone from the
standard solution

4. Water NMT 0.20%

5. Residue on ignition NMT 0.2%

(wsseAa inwerinsng)
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waname 1. mdifsanadowdimadu (waive) MyaTasaLInTsiTemsle 'lviuuu.amLanmmnnmumnam"lmuauuwmu

2. Drug substance specification Ransanainlu’ \wzvYBanda drug substance WieluSin st drug substance 194
guinenduagl avilaatunis 4 ‘]NSJn’)WI?’JQ'JI.ﬂﬂ“HﬂﬁJYmWJ'UEJ‘VIﬁTWHG]

3. wammnmmﬂmﬂmmwm Wuwldeaw Finished product specification Lae Drug substance specification
éo'lmwmmuuwafhumwnm.mmmsmmmn,m NIENINIIINGY nadiqmautinmamaiiavasen
wWiadandu wasgianena e nmuiilswenunatsenie wu SruBundsdivaruimini i lsmennsteme
n3e emmLna'm’numuﬂs*nmnrmwmmimm: (383 T2ydhmn Lﬂumu'lmunuwanwuwaonmmswn’n
Uszmeanmen

Ranluduq
mauaﬂmmaauud'ummwmmanms wsa&laaa’mua%asu‘saolanmifﬂmmm'mi) Tazdua
aath
1. mnmsms"ld’%’uaunnWifumLﬁﬂue‘i'ﬁ‘umLﬁaﬁmuwluﬂs.mﬁvlnU WAEFIUAY (declare) WASINAR
1.1 1umﬂmmwummuum$um (na.2 na.3 ne 4 umtmnim)
111 unsdfduenAindeludsznalng wanads ne.2
1.1.2 'lunmmLﬂummtmmamﬂmamﬂ wedy ne.3
1.1.3 'lunmmLﬂummtmmnmeﬂ?mﬁ naeda ne.4
1.2 th’ua'uun ailuuen ne.1/.1 'uaammauﬂﬂm wsau‘nﬂﬂ"mtmm'uamsmummnmwwmamaﬂnm‘n
wﬂuﬁﬁuﬂ.tu )1 (f inished product specifi ication) uawaﬁmmﬂmmwm a\‘i'mnﬂu (drug substance
specification) n‘mmam‘umwmﬂﬂaﬂuuﬂamfﬂ’ﬂlwumu il:‘@lBdlluutﬂﬂ?ﬁTﬁ’]LWlﬂ"lwn'mﬂ’lﬂmLLTﬂﬂl (21.5)
NIWIBY finished product specification uaz/w5a Drug substance specification @ svaud lun awIutszme
Uermemadiannsaing uazluifiu 2 @ o e meadsenianadiannsefing
2. lanmﬁmmmm‘imummamn
21 nmnyﬂwam7uﬂ7 undlng wamawLanaﬂﬁusaammmumwammmumnmm‘nua.‘mmm@'ﬂu
MINEAL" PIC/S (Pharmaceutical Inspection Co-operation Schems) Iﬂﬂﬂu’aﬂa’lu PIC/S participating authorities
%30 manmﬁmmmmmumwammm&manmnwlLLav’Jﬁminﬁ‘lumwamuwaomunamﬂmm‘mms
MMIUATEN NIENTNITITUYY mn’muﬂmﬂﬂﬂ&lmwaamﬂaama*vmmuunumnl,nm‘mm ‘Jﬁmimﬂu
N1SHRAELA PIC/S 1u‘ﬂmﬂmmauamﬂ QUUR’]R@W]’]&J?BUH’]?@]‘S’J%aﬂUIﬂEJSJNEIﬂ’]??U?BGﬂG’Juﬂ?uﬂ'Iﬂ
Uszmanmdidnansefing
22 m‘mnLﬁuﬂ'mummnmailnmﬂ wam maJtanmﬁmaammmummammmuﬂanmmfn (1:H
’Jﬁm‘mﬁ'lumiwamm GMP PIC/S (Phamaceutical Inspection Co-operation Science) T@wmmm PIC/S
participating authorities %58 GMP clearance anumqwmmaummﬁ%aau Iﬂuuwamﬁmadm’mﬂixmﬂ
dezmenadiinnsading wIaayasandw usudndl
3. lnmiﬂmmwzlaomﬁlauaﬂm
31 Nammﬁmmﬁmﬂmmwwmnmm mmn’-m]’uadwwam (Certrﬁcatlon of analysis of Finished product)
'lummnamﬂumama
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32 Nammﬁmmﬂmﬂmmwwnﬂumaommmﬂm (Certification of analysis of Drug substance) ﬂ'l’ﬁ'lu
mswawmmmmﬂumam\mwamnammua:wwammmu
3.3 Lanmsma‘nanmuauuuﬂnuauwuﬁs.,mwmmswamaaamnwwaammmnm (Drug substance)
78 3.2 nusumswamaawamnnwummmmJ (Finished product) 98 3.1
3.4 HAMIANW Long term stability maammqmqmaommu’n:wuu'l’aﬁ’uﬁnﬁ'm'mﬂmnssumsa'lmsua:m
NENTHIUGY
4. Meee
4.1 diauanan desdedandnaenatnotey 3 whsussaiael Fududunuusameasiioeldasdm
muwmmm’lummaﬂmauumm'lﬂmmu
5. msﬂs:nuqmmwmnmuau (ugasianarInssulsznn)
5.1 mﬁ'a'quam’faoﬁmulﬂﬂ”l,ajﬁaunﬁ 1 1 duaniusway
52 mwmmﬂmuau mwamamtmmwmu'lususaowamsmﬂmmﬂmmsunawau
5.3 nsdiimia m’mn'ﬁmmsaumamam‘nawamwaamsn'uﬂﬂmammw whaTraesiimiade
Tasvadied lauuoe: mammquanmummwnvsmusw’ﬁmsamﬁmmﬂ:nuawlﬂumuuﬂ'ﬁau
mhmumnm‘uaa‘lumsmammﬂ:mmmw nmmwm'lm"lmﬂu‘lﬂmuﬂmanwmmwm WILTINTTe
imm’mﬁvlmuwmsmn’mauaﬁmmmnmwaa N‘U'lﬂLlﬂ»/‘ﬂﬁaNNﬂﬂ.luﬂﬁﬂavlﬂ
54 faneazaosiuila ﬂummamlnwuﬂmu wiadlafamsdausmnaandsznsle 9 nawsmualaslsifidauly
6. flanasian (fung) ﬂuuau‘lnumanmymnaumumnuﬂ aoih
6.1 nytiNamMIgNaTIR A TIERENT Tﬂunsmwmmammnmmmanaoﬂguwmsn‘lmmmﬁm ISO/IEC
17025 'lmﬂu'lﬂmummmwamv\uﬂluﬂsvmﬂﬂs,mmﬁm
62 nmnammum mw@unmsunmmumnn Tnsemnalasdninruanensumsemsuezen ugasanues
Fyunardaszany
6.3 nsmwuﬂmwmmmwmnwamnmmnawmwamaﬂﬁuimﬁwaua:ﬂmﬂaaﬂnuwawﬂmﬁ‘lmuzn
7. ﬂmﬂswmwaanuawﬂmuwmsmNa@mm‘nm‘nmjsnemnLsﬂnLnUﬂuTﬂumummﬂwnssums
smuazenluszeziom 1 drauiudszmeatszniasadidnnsafing sniiuiinisfeduesanndnineu
AmnTsumIaMsLazui ldduiiunsudlodgymludesdandnuga

naEme : 5798990
1 = General requirement UaILNEBATUENTY Finished product gﬂLLuumLﬁﬂ

2 = Japanese Pharmacopeia 17 edition
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378N19 3 Febuxostat 80 mg tablet

mwﬂszmﬁﬁ'awi’mqnmmmﬁ

1. %am Febuxostat 80 mg tablet

2. awanaaly

2.1 3duyy Wue e S nsusulsenn
2.2 fudenoy Ussnaudisehen Febuxostat 80 mg lu 1 15ig

2.3 mruzuIny ussﬁﬂul.maaaﬁgﬁuuw(amﬁ %38 blister pack
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3. aANUAMIIINATA

3.1 Finish product specification"®

1. UTanmuen mﬁ'lﬂvty mmchum’m‘ﬁ"imﬂu Finished product specification
2. Identification m’;’«umumuﬁi:lﬂu Finished product specification
3. Dissolution ms’mmumuﬁi:qlu Finished product specification
4. Uniformity of dosage units ﬂiﬁ%ﬁi’mmuﬁi:qlu Finished product specification
5. Impurity / Related substance mlm\i’mmwﬁ‘i:qlu Finished product specification

waewe 1. nadlfivenad s imaty (waive) MIanagavinmzvimenisla 98 ﬂmmﬂatanmmanmu@mnmm‘lﬂsuauuﬂmﬂ

2. Drug substance specification ANIwanluliene maawwam drug substance ma‘lmmﬂm drug substance U84
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3. Nanwmammﬂmammwy') Lﬂu‘lﬁmu Finished product specification waz

Drug substance specification
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1. Lanm'sms"l,ﬂ"s”uags:yﬂmi‘fun:Lﬁﬂuﬁﬁnmtﬁlaa"mﬁ'w'luﬂs:mﬁ'lﬂu UaHIUAY (declare) Wna LA
1.1 ‘luﬁm"zymﬁfumtﬁuuﬁﬁum (8.2 1g.3 N4 ududnTl)
1.1 lunsdifdueninsaludsanelng nuediy ne.2
11.2 lunsrﬁﬁtﬂuﬂwmL&Tﬂtﬁiammﬁamsq nuBie ne.3
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muﬁ’fu‘nuﬁﬂu (finished product specification) ua:ﬁ'ﬂﬁ’muﬂqmmwmaafmqﬁu (drug substance specification)
nstﬁﬁagﬁ:ni’mn'\stﬁ‘a‘ﬂuuﬂmLm'*lmﬁ'mﬁu azm"amumanmsﬁnmmwn‘mmwauﬁ“lw (2.5) 1Sy
finished product specification uaz/m3a Drug substance specification lagvaurlar auIudsemadszniaTen
adnnvefing uazlidn 2 0 o Mdmadssmenmaidanseing
2. 1IN ITUTeNNAs MM THARN
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NTINAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tty PIC/S participating authorities
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2. Identification mswmumuﬁﬁzq‘lu Finished product specification
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185N 5 Naproxen sodium 275 mg tablet

mwﬂszmﬂa‘fwi‘ﬂquaﬂﬁmﬁ

1.7"1"asn Naproxen sodium 275 mg tablet

2. amansianaly
2.1 puny Wusnde dmsusulszng
22 #mdsznay  Ysznaudisda Naproxen sodium 275 mg lu 1 15a
2.3 MTuzuIn uss@luumagmﬁuumm{ 139 blister pack Taafintfosrunruiule
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3. AmENIGMIINaRa

3.1 Finish product specification'”

Test item ' USP 41
1. Vs 90.0 - 110.0% of Naproxen sodium
2. Identification AT9U
3. Dissolution saelidaenin 80% (Q) of the L.A. of Naproxen sodium lu 45 w1
4. Uniformity of Dosage units ATIIH
5. Impurities - Naproxen related compound A : NMT 0.2%

- Naproxen related compound L ;: NMT 0.2%
- Naproxen methyl ester : NMT 0.2%
- Any other individual impurity : NMT 0.2%

- Total impurities : NMT 1.5%
3.2 Drug substance specification

!‘ TestlItem  usPat
1. USinmdendney 98.0 - 102.0% of Naproxen sodium
2. Identification ATIIH
3. Specific rotation -15.3% 10 -17.0°
4. Loss on drying NMT 1.0%
5. Heavy metals NMT 0.002%
6. Free naproxen NMT 1.0%
7. Chromatographic purity - Any individual impurity : NMT 0.5%
- Total impurity : NMT 2.0%
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YNMIN 6 Zoledronic acid 5 mg/100 mL solution for infusion
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1. #oen Zoledronic acid 5 mg/100 mL solution for infusion
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3.1 Finish product specification™®
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2. identification ﬂﬂwhumuﬂ“i:qh Finished product specification
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6. Particulate matter AU
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- U9 > 25 um Liliu 600/container
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9. impurity / Related substance m’J‘almumu#?:q‘lu Finished product specification
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