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18A15N 1 Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
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1. Basn Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
2. amantianaly

2.1 E‘i.]LLLIU Wussazaadnenide lugﬂ Hyperbaric (803183%IE R IIAURAUILERY 898NN
donnurWILILLas CSF Aannnin 1) use Dextrose monohydrate 8% & WIUAATN lFUNRT
2.2 dausznay Usznaudiedaen Bupivacaine HCI 5 mg / mL ﬂsmm 4 mL /1 MEueUITy
2.3 MAUSUSTY ussa'l,um'nuwm@LLmaJs'lﬂmmﬁa’m@ Type I'"
2.4 aaMn - swuwam UL TzNaUMILIFIAYLAZANULTY TUNER auauaw Wwufinge eanzidam
Fsup waedTmsiusnenen "hamwmwuumianm‘n
- Uumsagnmmmwwam am\maamaaszq‘nammamamamsm gaulsznauuas
YPUIAAMUUTIVEILN LavANER fuéumqﬂ%’mw

3. AMENIGN19INaka

(3

NaNIaTIARTIERR N WL DU ey Finished product specification lLaz Drug substance specification ﬁ

q
a

moaammnwmsuwumsrmu ‘INVLG]%@]W"LUU%WE)ﬁ']uﬂ\‘!'\%ﬂm"ﬂiiuﬂ’l?ﬂ’l“’ﬁua <8N ﬂiuﬂiﬁﬂﬁﬁﬁ’]imﬁ"ﬂ YIG%
ma?jmm‘n‘l‘nmoﬁma\‘iLﬁu«auuwmsmmealvmm’]mmmuma"ﬁmsulmmsuum AuUITNIANTENTI
ﬁ’]ﬁ’limﬁ’ﬂ LSE’N 5“‘1J6]’15’1£l'1 W.¢1.2556 EN’J%‘Y] 11 LW W.¢1.2556 (a\‘l‘l.]i“‘ﬂ’l?lluiﬁ"lmﬁ]’%’]%LUﬂE”!"&WY] 10 unu’mu

2556) ﬂimvl&l LN El‘LlL‘Y]']lW’UuﬂU(ﬂ AuNHATRINMENTINNTUTENIAT 181

3.1 Finish product specification ""*
amnianomedia 1 uUsP38 BP2013
1. ﬂsmmmmmﬂcu - 93.0 - 107.0% of the L.A. of Bupicacaine - 95.0 - 105.0% of the L.A. of Bupivacaine
hydrochloride hydrochloride
- 90.0 - 110.0% of the L.A. of Dextrose - 72.0 - 88.0 mg/mL of Glucose monohydrate
2. |dentification ATIINY AT
3. pH 40-6.5 4.0-6.0
4. 2,6-Dimethylaniline - NMT 800 ppm
5. 5-Hydroxymethylfurfural and - NMT 0.25
light absorbing impurities
6. Pyrogen or Bacterial endotoxins | NMT 1.8 USP Endotoxin Units per mg AWMU
of Bupivacaine hydrochloride
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(1.(2)

3.1 Finish product specification (Gia)
wmigmameia usP38 Lo

7. Related substances - -The area of any secondary peak : NMT 0.5%
-The total area of any secondary peaks
NMT 1.0%

8. Particulate matter AT AT

- BBMATWIA > 10 pm laitfin
6,000 ama
- BWMATUIG > 25 um Ll
600 E)'Haﬂ’]ﬂ

9. Sterility ATITNIN AN

10. Volume in container / AT ATIINU

Extractable volume

3.2 Drug substance specification : Bupivacaine hydrochloridem"z’
qusanifmomaiia usP38 I -
1. USanudaenday ' ' 98.5 - 101.5% of Bupivacaine HCL 98.5 - 101.0% of Bupivacaine HCL
(on the anhydrous basis) (on the dried substance)

2. identification ATIIHM ATIINN

3. Appearance of solution - Clear and colourless

4. pH 45-6.0 AT

5. Water 4.0% - 6.0% -

6. Residue on ignition NMT 0.1% -

7. Heavy metals NMT 0.001% -

8. Limit of residual solvents The sum of the content of alcohol and the -

content of isopropyl alcohol : NMT 2%

9. Chromatographic purity AU - Impurity B : NMT 0.5%
- Any other impurity : NMT 0.1%
- Total impurities : NMT 1.0%

10. 2,6-Dimethylaniline - NMT 100 ppm

11. Heavy metals - NMT 10 ppm

12. Loss on drying - 4.5 -6.0%

13. Sulfated ash - NMT 0.1%
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Fonludu
1. s‘hmewzi']manmsms'lﬁ%’umgymifumﬁ pudnsusuRas g lulszmelng wazduas (declare) WS INE®
1.1 lwddymstunafondiven me.2 ne.3 ne.4 uRIUANTHR)
1.1.1 lunsd@ifiduenfindeludszanelng nanofs ne.2
112 ’Lunstﬁﬁl,ﬂumﬁwL‘:Tm.v"vian'm.l,mmsaq nineis ne.3
1.1.3 lums@fidugnihdhandnsszine wanofis ne.a
12 'Lummamummzmm N.1/8.1 VBITLEETIN wibuTwa S ITE NI LN N TWDBINRAs T
mu‘nmu"n“mﬂu (finished product specification) LLa"uam%u@mmmwmmmnﬂu (drug substance specification)
nsmﬂaus'*wmmnﬂawuﬂamn‘"[mwumw mmamumanmimmewmﬂmsmaun"lm (8.5) AWTau finished
product specification Laz/%38 Drug substance specification I(ﬂU'UaLanl‘ﬂnauﬁuﬂi‘:mﬁﬂizmmﬁmal.aﬂ‘niauna
uaz'laitfin 2 O o Sudszmadsemenaddnnsaiing
2. laNE1TTUTBINATFIRNIINAALN
21 nsdifigmdaluiseanalng HrAadasliianmsiusesnasgumIniasnaaumaninuiuaz 35 iu
MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taaviingau PIC/S participating authorities
w3e dlanmsibesnasgumniasaumaninusiuas s menalunmndagvesdsinanunmenssuns
DIMITUSTYN NTENTNENTIIUFY Farnuedulapdanusenndosuasiaifioutunsninosiuaziinsnalu
nIRaas PIC/S lunanaufilauaane atudgaauTaunisaTsreulasinanisiusasiisiudszme
dszmenandidnnsaiing
2.2 nsdiidugrindroinersseme JrAadaiiiananiuamnaIIumMINiasaunaninma ez
AEmsfialunsnaa PIC/S (Pharmaceutical Inspection Co-operation Science) laewiiaganu PIC/S participating
authorities aUiUAg® AwIaUNIIATIIFaUlasdnan TS UsesheTulizmadsznmanadiinnieing w387y
ARAATN WaWANTHL
3. mnmsqmmwmaamﬁLauasﬂm (Fuwmnane)
3.1 Nammﬂﬁmﬂ:ﬁ‘qmmwwﬁmﬁ'mw‘i‘mé’)Sagﬁmaa;jwﬁm (Certification of analysis of Finished product) luen
?uﬁ'datﬁuﬁaama
3.2 Nan’l‘mnﬁﬁmﬁ:ﬁqmﬂ’lwf@qﬁumaaﬁ"m’]ﬁﬁﬂ“ﬁy (Certification of analysis of Drug substance) m’ﬂu
mswﬁmméuﬁd&ﬂu@ﬁazhaﬁgwaaﬂwﬁmmuaz@wﬁmi’mqﬁu
3.3 Lanms‘vﬁav\é’ngwuﬁuﬁummé’ww”uﬁ‘szmwﬁ;umswamlaof@qﬁumaoﬁqmﬁwﬁm (Drug substance)
T8 3.2 nujunswdavaswianusisnduiagy (Finished product) 78 3.1
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P4 = ' . ) y .. e
3.4 lunsdliunzifononanannnit 2 9 azdosddumnwanonanisenen Long term stability @i
Waudnlunadonguuaas LLa~vlmuﬂ'15aou'1musaaLanmsmnwummwawmﬂ

3.5 luns@funzifouenastonnia 2 9 AAITE UMW RN IAN B AUAIIVBIEN U E WAL AL
N e neVILINI LLa:'lmumsmmmmaaLanmsmﬂ;dummwaauw"n
4. A2at19eN

v 2/ . Qs 1 1 L7 ' Qv d s L% o/
4.1 disuanm dassseiadnadides 3 whausmimed sadudunuusesneasboaldasudau
A ° Qv v LY 0; A 8/

muﬂmﬂu@l‘lum"ﬂaqmauummvlﬂmam
5. MIdsznuAmMNENFINDY (WERILDNENINNTTULTENW)

5.1 ;nfissweudasiiongltlaliesni 1 9 siuaniudsway

5.2 mwm’mmmau wdsIFIF LI NG sl UTaINANTA IS a T wmsuﬂa\mau
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dewly

6. flanwamm (A21e) Buseanldanidndygnenwasuruwe aei

6.1 nif‘iwamsaﬁum’aﬁﬁl,ﬂﬁxﬁmﬁmnmu%ﬂmmam{msu,wv]iﬂajLﬁu"l.ﬂmummgﬁmTaﬁmu@

6.2 NITANRAN T m’ﬁﬁ@ﬁgnﬁﬂmﬁuﬁmmﬁ svnmalagisinnunuensumMIsuazen lugsnsues
dygezdoarany

6.3 nm’iwmﬁqummwmnwﬁmﬁ'm‘ﬁﬁmadma@iaﬂizﬁﬂﬁwauazmmﬂaa@ﬁ’mia;\{ﬂ’wﬁ'lﬁ{um
7. ﬁmﬂwﬁmsmaamuz’?ﬂﬂ;}%’uﬂmsmNﬁmﬁm‘ﬁmﬁﬁﬂs:fﬁgnL‘%‘UnLﬁuﬁuI@ BEUNIIUAMENIINNTONT
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RAHG  97198937n

1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013

................................................... UL PIUA USNTTUANT
(WsnwanTe laasiamn)

(®9%8).......... nIINNT

nITNM3
(WIHFMT AT THIYRNA) (

5
<o
(1]
)}
2
fra)

1 333n098)

9

wiflamunsi yaiB28/2561



5'1ﬂazLSﬂmqmﬁ’nvm:mmzuum’ﬁmanmsmsﬁ'ﬂ%anﬁﬁmﬁm
182N B28 /2561
3780130 2 Pregabalin 75 mg capsule
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1. faen Pregabalin 75 mg capsule

2. amanyanalu

2.1 31wy LﬂumLﬁmLﬂwga SMIUTUYTENU

22 §mdszney  Ustnaudiu@ann Pregabalin 75 mg lu 1 100

2.3 MAULUTN mﬁﬂuumagmﬁwmuﬁ w38 blister pack Daafindasriunnudunle

2.4 2 - s:q"ffiam FIUUTNBUMINEATPUAZAINLT TUNRa i’uﬁvumq WwuiKGe wamzdou
F15Up waziTMsAUThEeN "L’B”azha‘fmaauuumsqﬁmsﬁ

- LW BEaTae aqszq%amﬁ%‘a"f‘iamomsﬁw SIUUTENaULAZYINAA LTI VBIEN

LauAnEe ';Tuﬁvumqvlﬁ'mﬁm

3. amaNUANInaLke

3.1 Finish product specification"?
1. YSunudaendaty m’;amumuﬁ's:qlu Finished product specification
2. |dentification m’mmumwﬁszglu Finished product specification
3. Dissolution m’sﬁwi’m@l’m“ﬁ.i:qlu Finished product specification
4. Weight variation %38 mi’mmumu‘ﬁlsquu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance Wiﬁﬂﬂﬁumﬂuﬁiziﬂu Finished product specification
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1.1.2 ‘Lunsrﬁﬁnﬂumﬁ‘uﬁqLﬁammﬁwss@ wureie ne.3
1.1.3 lunsdifdugbidrandntszng nanpis Ne.4
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12 ludmafunafouen ne. a1 v0sendiaueTen w%"amﬁaaztﬁmﬁ'ﬁfamsmuauﬂmmwuaawﬁmﬁ'm«ﬁ
muﬁ%u‘n”l,ﬁﬂu (finished product specification) LLa"Dam%uﬂﬂmn'lwmae’mnﬂu (drug substance
specification) nstumammmomsvﬂayum.lamn"’l.mwumu wdasuuLanIIFLIMWEeM ULt Y (2.5)
UINTBY finished product specification Waz/"3a Drug substance specification Tagvaurtlyn auwInlszne
dezmanediannsefing uazlaiiu 2 9 o Sudsemedszmenendidnnsefing
2. LlaNFEIIUIAINIATFIRMINAALN

21 nsdifignaalulszmalng Hriadaslianasiusasnasgunsiamenunsninaeiuas38nsfialn
mMINEae PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiiuanu PIC/S participating authorities
w38 Lan®ITLTaINIA T IUMIN I A AR NN I AZ A T M I RGN TN AR B T8I ENIA BIEN SIS
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linnsafing winaryasaadn usdudnsdl
3. l.anmsqmmwmaomﬁtauaﬁm (Funinnanae)

3.1 Namsmm‘?mﬂ:ﬁqmmwwﬁmﬁ‘meﬁ mﬁﬁﬁagﬂmadcjwﬁﬂ (Certification of analysis of Finished product) u
mjuﬁduﬂu@?’mﬂw

3.2 NAMIATIVANERRUNINIAgALVEIRINEIATY (Certification of analysis of Drug substance) 7il#lu
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a
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6.1 %ﬁnmﬁLaualeﬂﬁmﬁuLmU (original drugs) fasdniisFouaainimasay Bioequivalence ﬁmua
Winusunuenduluy TmmﬁmsﬂnmmaaLﬂuvl.ﬂmwanm:umu,mLLmﬂgm'lummnmmauuamaam
AT IR UA AN ITUNTAT R TLAZ BN nsmnammsmam( )1unimmuw~malumsummmmum
aaiylns (lelaanaidouen NG) mmsnﬂmmmmuuLanmsmsanmmaugamaam

7. flana e (Ju1e) Busaalisnidndyginawasuiivue aoi
7.1 nsmwamiawmammswwmumnnsmﬂmmammmwnzT"Lmﬂuvlﬂmummmwan'mu@
72 nsmnamn TV m’mﬂunmmmnmmmﬂ Tosemalosdinnunaenssumsamsuazen lugaaaas

as

arymm"naﬂumzl
7.3 nsmwuﬂmmﬂmmwmnwa@nmmwmﬁ]adwamaﬂsvmﬁwaumm’]m_]aa@numawﬂwﬂmum
8. ‘v\mmwmswaamuawﬂmuwmsmwamnmmmmﬂsnmnnLszmLm_lﬂulﬂUmunmuﬂmmimmi
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NABHA : 61989970
1 = General requirement VILNFBF1TUEWIU Finished product E‘LILL‘UUU']LﬁGl
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3781190 3 Risedronate sodium 35 mg tablet
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1.Zasn  Risedronate sodium 35 mg tablet

2. amantanial

2.1 juuy DusudenfouRsn (Film-coated tablet) dnwiususenu

2.2 sudszney  sznaudindaun Risedronate sodium 35 mg 1 1 1@

23 mMruussy  uITluueesdasdin

2.4 2870 - s:q%am fudsznaudmdagyuazaunss Tunda j”uﬁvumq WwufinEe waziae
nzidoudrsun VL*J"azm’B’mwuumsqﬁmsn‘

- uumm:umgznasmﬁaﬂﬁaas:q%amﬁ?a%amqmsﬁ'] FIUUITNOU UBZTWAANNLTI

209t 18UAINGR ’S’uéua'\q"l,"i"f@wu
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Nammﬂﬁﬁmﬁ“ﬁﬂmn’rWLﬁuvlﬂm&J Finished product specification (& Drug substance specification

'
A o

Nne WdaﬁﬁﬂﬂLﬂﬁ‘ﬁ@niU%UUL@U?ﬂu 6501@]'%]611’\ LuUumamuﬂmuﬂmwnssumsmmma”m nsmsaammsmm
ﬂﬁuLﬂﬁ’ﬁ(ﬂﬁiU'ﬂl’ﬁa’NEJ\W]E]\‘]Lﬂ%Q‘UU‘YIL’Y]U‘UL‘Y]’lﬁ?ﬂl‘ﬂuﬂ'ﬂ&]’]@l?ﬁ’]%Lﬂﬁ’ﬁ@l’]iUlﬂ@ﬂﬁJﬁud avdsena
ns*mwmmsma‘n LiEN T"'U@l’]i'm'] W.#1.2556 ao'mm 11 W HU W.61.2556 (aoﬂs*n’lﬂluwmﬁ]mumnm’mw

10 NE‘I‘W]EJ% 2556) ﬂivaSJLY]EJULVI’]‘LW’LIuﬂ‘UG]aEIWW%]’UENQmwﬂiiwﬂﬁiﬂivﬂ’lﬂiﬁﬂﬂf_l"]

3.1 Finish product specification(”

Test Item ; usP 38
1. ﬂ‘smmmmmﬂm 90.0 - 110.0% of the L.A. of Risedronate sodium
2. Identification AU
3. Dissolution usavmIasaeliiaandn 80%(Q) of the L.A. of Risedronate sodium Aeli 30 w19}
4. Uniformity of dosage units HIIIHIU
(Content uniformity)

3.2 Drug substance specification : Risedronate sodium"”

Testtem USP 38
1. YRanmdandny 98.0 - 102.0% of Risedronate sodium (Calculated on the
anhydrous basis)
2. Identification A3
3. Water (Lawwzﬂsrﬁlﬂugﬂuuu hemi-pentahydrate) NMT 11.9% - 13.9%
4. Loss on drying ({aw1zn3th monohydrate) 5.5% - 7.5%
5. Heavy metals NMT 20 ppm
6. Related compounds 1. Any individual impurity : NMT 0.10%

2. Risedronate Related compound B : NMT 0.10%
3. Total impurities : NMT 0.50%

UremuwamenIsung
(Wrauantt laasias)
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3.2 HamInsRTa TR wiagdunesdaendifny (Certification of analysis of Drug substance) 71515
mswﬁmméuﬁﬁuﬂm’ﬁazhm‘xwaagwﬁ@lmua:@wﬁmi’mqﬁu

Qs

33 Lanmwﬁa%a”ngwuﬁué'umwwﬁwﬁuﬁsmdwéumswﬁmaai’mqﬁwadﬁamﬁmm (Drug substance)

<

78 3.2 n"m;umswﬁmmaawﬁmﬁmﬁmﬁm?agﬂ (Finished product) 48 3.1
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3180151 4 Sevoflurane solution for inhalation 250 mL

muﬂszmﬁﬁ'«wi’mqumwmﬁ 1908 251

1. %azn Sevoflurane solution for inhalation 250 mL

2. amanianal

2.1 3duuy Wuansazanels lWds §MSUgAAx (Inhalation)

22 mwsznay  Usznaudlueaen Sevoflurane U51M5 250 mL g 1 17

23 mMrusussy  urslumowedasiin dasiuuas Icﬂumvju:msgmeTaammsnuam,ﬁus:ﬂ”wuam{wm
malunmouzussy Wiy §Asonuihoeussy lidssdonsanuan 1Ivisansn
@amnumsaam‘laamUmﬁu@a@@ﬂmﬂmmuﬂm Im‘lmaa’lmaﬂnsmlmmwlu
madusiien LwmJaanumswanmwn‘uaom@ma‘u

2.4 aan - s:q"ﬁam IUUIZNAUAILNEIAPLITANNLTI TUKEe :Tuﬁvumq \§VTiNG® LY
nzidoudsuen LLa:SEmSLﬁu%‘nmm"l,i”azm’z?mwuumsqﬁ’mwf
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3. AuaNGNIImARA

Han1sasavdlazigmnwiduliann Finished product specification wag Drug substance specification
ndndinnindrdnTuatiiidsiiu Foldaansdoudadiinua menTsun1seTwITuaze NIENTHIDIIUGY
& & a

mummmswlmwamaaL'ﬁmuumwUuLmmalwaJrmmmmuma"ﬁmsulﬂmiwm audszna

mwmmimm 1389 TJIJGY]T]U’) N.F1.2556 m:zwn 11 WWBIEU% W.7.2556 (ﬁd'ﬂiuﬂ']ﬂlui']‘ﬁﬂ’ﬂﬁ]’]uLlJmﬂ"]'J%Y]
10 unu’mu 2556) nim"lmmmmﬂwunmauwuwaqﬂmmssumsﬂs:mmwmm

3.1 Finish product specification""’

Test Item ‘ USP 38 ’ . ‘ 3
1. YBnmearegndny 99.97 - 100.00% of Sevoflurane 99.97 - 100.00% of Sevoflurane
2. Identification AT ATITEU
3. Refractive index 1.2745 - 1.2760 #i 20°C 1.2745 - 1.2760 #i 20°C
4. Acidity or alkalinity AT ATIININ
5. Water NMT 0.1% NMT 0.050%
6. Related compounds - Sevoflurane related compound A - Impurity A - NMT 25 ppm.
- NMT 25 pg/g - Impurity B : NMT 100 ppm.
- Any other single impurity : NMT 100 pg/g | - Unspecified impurities : for each impurity,
- Total impurities : NMT 300 pg/g NMT 100 ppm.
- Total : NMT 300 ppm.
7. Limit of fluorides NMT 2 pg/mL NMT 2 pg/mL
8. Limit of nonvolatile residue NMT 1.0 mg/10 mL NMT 100 mg/L
dsrmunmznIsums
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318A5N 5 Sulfinpyrazone 100 mg tablet

mwﬂs:mwé’wi’ﬂquaswmﬁ 1808 7561

1. Bozn Sulfinpyrazone 100 mg tablet

2. amanianaly

21 3uuuy Wueude dususutsemu

2.2 &usznay Usznauedoeien Sulfinpyrazone 100 mg 1w 1 (g

2.3 MTULUITY msa‘[uumaamuamﬁaﬂa W38 blister pack Jasfin uas ussanmmﬂaonuum
24 a8n - ?mmm §IUUTENEUMILN AR YLATANNLTY TUNER quaumm WUTINER uas

wantdoudsuen LLE‘IJ)ﬁﬂ'ISLﬂ‘USﬂH’]EJ’]VL’JE]UWG‘D’@L%%UWUSSE]ﬂWa‘VI
- LWLLNIEN ?JEJ’N%EJU@)QOS”‘U‘D’E)U’] ma’ﬁamamsm gaulsznay LRSYUINA VLTI
a3 La‘ll‘Y]Nﬂ(ﬂ maums.qlvb’mwu

3. AWENUAMINARA

waﬂ’lim’zﬁl"iﬂi’]"ﬁﬂmnWWLﬂuvLﬂ@}’m Finished product specification Wag Drug substance specification
ﬁaﬁoadinﬂLna'ﬁmsuaum@mﬂu smvlmwmmtmmamunmuﬂmvnswmsmmmavm nsms’sammimm
muma‘ﬁmm‘nl”ﬁmoamauﬂuauuwmm.lmea’l%wmwmmmuma’ﬁmsulﬂmmﬁm audsznie
ﬂimswmmsmam LSEN s*‘um'mm W.¢1.2556 GG’JWH 11 LU W.A.2556 (aaﬂsvmﬂluwﬁnﬁmumnmauw

10 unu’mu 2556) ﬂiﬂﬂ&lLYIU‘ULYl’]lV\‘U%ﬂU@aElW%’ﬂ’IJa\‘iﬂm LnITuMIUIzmananen

3.1 Finish product specification"”

. o f ] E BP2013 .

1. PBanadrendey 93.0 - 107.0% of the L.A. of Sulfinpyrazone | 92.5 - 107.5% of the L.A of Sulfinpyrazone
2. Identification AT ATIU

3. Dissolution usasnsazaelaianndt 75%(Q) of the LA. | ugmemsszanglaisosns 75%(Q) of the LA.

of Sulfinpyrazone muolu 45 wf of Sulfinpyrazone malu 45 wndt
4. Uniformity of dosage Units | #5231 % ATIHIU
5. Related substances - - Impurity A, B : for each impurity, NMT 5%
- any other secondary spot : NMT 0.2%

3.2 Drug substance specification : Sulfinpyrazone "?

1. ﬂ?mmmmﬁ’m”q; 98.5 - 101.5% of the L.A. of Sulfinpyrazone 99.0 - 101.0% of the L A of’Squnpyrazone
(dried substance)

2. |dentification ATITIN ATIHU

3. Residue on ignition NMT 0.1% -

.............................................. AITUNT
wa3lans TUITATR) (wvafiggn 3
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3 2 Drug substance specmcatlon Sulflnpyrazone( e (GIEI)

: . USP 38 : BP 2013
4. Related substance - Total |mpur|ty NMT 2.0% - Impurity A,B : for each impurity, NMT 1.0%
- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.1%
- Total : NMT 2.0%

5. Heavy metals NMT 10 ppm NMT 10 ppm
6. Loss on drying NMT 0.5% NMT 0.5%
7. Sulfated ash - NMT 0.1%
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nswmammmams&.ﬂamuﬂaum‘”lmwumu wdosuuLanmIFWIMWEN oM Izautly (8.5) s wiew
finished product specification waz/#3a Drug substance specification la mJaLm”'l,mnamuﬂszmﬂﬂs:m@ﬁm
alinnsafing uaz'laiifiu 2 D o JudsmeadssmenaBidnnsafing
2. 1BNATIUTDINIATFINMIHAALN
21 nsngwaaludsanalng HuaadasiilonmsusssnasIumMINAatIURE NN I3 SN Tia L
MINAaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwieenu PIC/S participating authorities
w3a Jlanassusasas UM INEae ARSI I uas SEnsfalunIHEAE1LasE NN UA BN TTUANS
8IMITUATEN NTENTITITUGY mm%umu‘[mumwaa@ﬂaaau.a:mnmuunuvﬁamnmmua:?ﬁmsﬁﬁlu
minlazn PIC/s lunuaaefiiauawny aludgamNsauntesiareulasinansiusestetutlsnie
dszmanadidnnsaiing
2.2 nsdifdinevinghoincosane o HnaanaslitonasTusssnas UM AR IURAIIN I Tuae
'Jﬁmiﬂﬁ‘lumwaﬂm GMP %3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tagwiiaeann

PIC/S participating authorities auua‘wzg@ ausaunsaIzeulasinamssusasdiudssmeysznasen
a

alannsafing %’%amqmaa@%w LaLANTH

(WunUaNTY laasiam)
P :
(BITD)............. f/\ ............................ nITNMS (89%8) V nIINNT

al as a a €
(wrailans TULITANA) (Wiadyg 1isnnad)
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3. landE IR INZBIBNERETIAT (FwImneg)

3.1 NamwmmLﬂi’]wﬂﬂmmwwamnm‘n mmmsﬂ’uaowwam (Certification of analysis of Finished product) u
msuwauﬁumama

3.2 Namsm’sﬁnLﬂi’lwﬁﬂmn’mmn@umaomma’mm (Certification of analysis of Drug substance) Yl‘[‘ﬁ’lu
mwammsumuﬂumamom’uaawwammuazwwammmu
33 Lanmsmaﬂanmuuuuummauwuﬁsvm'mumswzwr'uanmﬂumaammmﬂm (Drug substance)
78 3.2 nmummamawmnmmmmmsﬂ (Finished product) 48 3.1
3.4 'lunsmmuwwsmmmmnmn 2 J azdasfidusnnmwsngasnisansn Long term stability anafifin
Wadnlunzsdowouuaas LLaJ'LmumsaammmaaLanmsmnwwmmwaousw
35 1unsmmuﬂ~wﬂummuaﬂnm 2 § ada el mnaaNaN AN HIANNAINIT B NaNT B
Wndslunzousuuaas LLa:"Lmun'lsaommmaaLaﬂmimngummwaausw
4. @898
4.1 glgudan davsenlntenainatoy 3 wmwssanm‘n mLﬂuml,muuamswaaaam%mumu
muwmﬁmlwwaﬂmauummvl,ﬁmmu
5. msﬂsmuqmmwmnawan (Ld@AI@NEITNIITUTENW)
5.1 mﬁﬁmauﬁmﬁmﬂlﬁﬁhﬁaﬂmfﬁ 1 9 dpaniussnay
5.2 mﬂmmmwau mmaammmmwmUlususaawammnmmﬁvmmsumwau
53 nsmmmmwn'ﬁmmsaumamomwaeuamwammammsﬁ ‘vmmmw AU RIIFe
Fovvaal0819 I@UN’HWU’% mmmmquanmummummuswmsaomammﬁwLLawLﬂumuwmau
m'l:ﬁmﬂmnsm:aa’lumwsammﬁmﬂmmw nsmﬂwmwmvlmﬂu‘lﬁmwﬂmanwmvmwwv wiLTTNITYe
aoauamﬁvl,muwmsmﬂmauammmmnm’mm mnmm~/mawwamluﬂs\malﬂ
54 mnmmaosmﬁaﬂummam‘l,nammmﬂ mamammmsmammwmyﬂ?mﬂ@e] autuualaglifiGanly
6. mauaﬂm (mrm) ﬂuﬂau‘lnﬂmanammﬁnaumumnum aoih
6.1 nsmwamiaumamLfmmmumnmmwmmmsmmwmﬂuLﬂu'l,ﬂm'mmmmumamﬂu@
6.2 nsmwaﬂn T m“ﬁu@unmmmmumﬂm Tasemalessminnuaaenssumsanvsussen Tugsnswes
ammw:ffnm‘vmw
6.3 nsmwuﬂmmﬂmmwmnwamnmmmwawamaﬂsvaﬂﬁwaummwﬂaaﬂnamawﬂw‘n"lmum
7. v\mmwms'uaamuawﬂmuwmsmwamnmmmmﬁrmnmmnLnUﬂuI@Umunmuﬂmmswms
amnsuasenluszezm 1 dhewiudsemeadszmanensidnnsafing

WUNBe : 81989370
1= The United states Pharmacopeia 38

2 = British pharmacopoeia 2013
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78015N 6 Zoledronic acid 5 mg/100 mL solution for infusion

amadsemedsuinguanusiit 1 § (19, 7561

1. Basn Zoledronic acid 5 mg/100 mL solution for infusion

2. amaaianaly
2.1 3uyy Wussarmednennde ls Wis swiunoadnasatond (Solution for Intravenous
infusion)
2.2 dwdsznay  Usznaudae Zoledronic acid monohydrate ﬁﬁugaﬁu Zoledronic acid 5 mg lussazae
U311615 100 mi
2.3 MPULUITN ussajlum'mwmaﬁnﬁw%’umsgmﬁ@ﬂﬁﬂmm%a
2.4 287N - szy%am FUUTENaUMILIE N YUAZANINLTI FUNER ’S’uﬁvumq 1fiHE Wazay
nzidoudisuen LLax"Jﬁmsm“u{nmU’]’L’J"azm’z?’mauuuussqﬁ'wﬁ
- UWMTUSLITTREN aﬂwaﬁanﬁaasxq%am WioTaynImsdn sanLsenauuazIIan Y
WS9VBILN LAV R fuﬁvumqvl’z”’z?mw

3. AMENITANIINARA

3.1 Finish product specification"?

1. Py mmmumwﬁssq‘lu Finished product specification
2. |dentification mwmumuﬁs:iﬂu Finished product specification
3.pH maﬁ]mu@lmﬁisquu Finished product specification
4. Sterility ATIVHU
5. Bacterial endotoxins ﬂi?ar&ﬁumuﬁ's:ﬂu Finished product specification
6. Particulate matter ATIINW

- 2@ 2 10 pm laiLAn 6,000/container

- 9u1e 2> 25 pm 144w 600/container

7. Appearance of the solution Clear and Colorless
8. Volume in container mwci'mmuﬁs:ylu Finished product specification
9. Impurity / Related substance m’sﬁlmuﬂ’mﬁizﬂu Finished product specification

MAUHG 1. nadifenadouudomaii (waive) MIATINRALIATIZW TIINTIA lﬁﬁuuamsanm‘mé’ngm@”@ﬂdnﬁ'lé“ﬁ'uaguﬁéfw
2. Drug substance specification Wa1smanlus Lﬂﬂ:ﬁmaagj’wﬁﬂ drug substance #38lU3LATEW drug substance 1189
Hnaagnduiagl atuleasunits %@ﬁmWmﬁmﬁzﬁﬂmnnﬁ”ﬁaﬁﬁmu@
3. ns:ﬁqmauﬁﬁmamﬂﬁﬂmaamw%ai’mqﬁu fdr989lundvednsuen Lw‘mwmmﬁmm:ﬁmaa;jl,ﬁuaﬁm'l,aimoﬁ'u
ndrdsUauflswenualszne walWifansute lﬁﬁuﬁ'uqauﬁﬁw aNAMENIINMIUTENIa AN

............... e U TS E RO TASATINANS
(Wenuauty laasiom)

) bQ ) M
(CE¥i1) NN v NISNAT (G512 N | nITuMs

wailans TULITaNa) (wadyyn 3sngad)
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owluduq
1. e‘hmewmmanmsmﬂ@ﬁuagtywi‘fuml,ﬁﬂuﬁﬁ'uU'nv"wla'«ﬁ'mmaluﬂszmﬂvlm warELas (declare)
WARINE®
1.1 luﬁnﬂ”@msi‘fuﬂnﬁauﬁﬁum (8.2 N8.3 N18.4 UAWANTR)
1.1.1 luns@ifiduendingaludszinelng waneds ne 2
1.1.2 lunizﬁﬁl,ﬁumﬁwLﬂTﬁLﬁammﬁomﬁg wineds ne.3
1.1.3 lunsdifidundighondadsand naneds ne4

1.2 ‘I,ummamummzmm NB.1/8.1 vosnfilauamen wisumeaniuarar; aMINILANG MNVBINT AL u]
mam’uummﬂu (finished product specification) LLa“ﬂam%uﬂﬂ mmwmaa’mnﬂu (drug substance specification)
nmmaavmwmnﬂawuﬂaum"lmwmmw rfssunulanmIdLWIMWENenITeurtly (2.5) vwio
finished product specification waz/%3a Drug substance specification lazuaurlurawsudszniayseniasian
aannsaiing uazlaiiin 2 3 o Fulsemelsznenadidnnsaing

2. 1BNE1ITUIDINATFINANIHAA LN ;

21 nsdifignndanluyszmalng HraadasiiianasiusesnaspumInaamaunaninosiuaz 3 nsfialu
mMInaae PIC/S (Pharmaceutical inspection Co-operation Scheme) Taswiaonu PIC/S participating authorities
738 fanmITlsesna TN INERENAURATINUTLAE BN AR IH AR B I8N A BN TS
DINTIURZLY NIENTHATIIUTY GﬁoﬁmuﬂifﬂﬂUﬁm’maamﬂa”aaLLa:ﬁ'@uﬁwﬁ'wﬁnmmﬁuaz?ﬁmsﬁﬁlu
nIudag PIC/S lunuaufiiauaany atvigaauseunisasiamaulasinamsfusaefieudsznie
Urznmierandiannsaing

22 nsdfidiuesingroneeyszme HNAARB90laNITTLIBINATIIUMIHRAENTUWE TN e
’)ﬁmsﬁahn'}ma@m GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) [T IETIRa
PIC/S participating authorities atjudga anseumsavamaulasiinanisiusasfistutlszmadszniasion
dulnnsafing wiaaganaadn usausdnad
3. mnmmmmwmaamﬁLauaswm (Enwnmwane)

3.1 NammﬂmLﬂi’]“‘v&ﬂmmwwamﬂm‘n Enml,ﬁlsﬂ’uaw W@ (Certification of analysis of Finished product)l
msuwa\uﬂumamo

3.2 NamsmamLﬂiﬁmﬂmmwmmw aammmﬂm (Certification of analysis of Drug substance) m’zﬂu
mwammsmauﬂumam\‘mwaawwa@muavwwam@mﬂu

33 Lanmsmavxanmuuuﬂumwauwuﬁsm’msummawnaoi’mn@wadﬁﬁmﬁwﬁ’@ (Drug substance)
79 3.2 nusumswamaawa@mmmmmmsﬂ (Finished product) %a 3.1

3.4 lunsdifunsafouenanunnn 2 9 e daslidmnwtinunansfinm Long term stability anafii
wadalunsfouesnuans Ltav‘lmumsaommmamanmsmnwwmmfa’uawswn

3.5 lunsdidunsafoneantosnd 2 9 AAITE NN N IHAN AN BTN IRV I TIE Y
diandulunsdoumaugns LLa'*"Lmun'waau'msmaoLanmsmnwummwaaum‘n

(WenuaNTy laasiws)

)
nI3uNIY (G2 RS SO ny3yuN1e

wmilaws ’B‘ﬂnmqa) (waAg s33ngad)
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4, Mag1een
4.1 glzuenan davsvdlatenatnites 3 Whoussaioed Sududuniusasrsanioaldarutu
munn’mu@lmwaﬂmauumm'lﬂmmu
5. mydszingmmnenfidenay (udatananTnIIsUlsEin)
5.1 mﬁidwauﬁadﬁmU‘l’ﬁ’lﬂ“’l&iﬁaﬂn'h 1 9 duniusdeuay
5.2 mwmmﬂmwau '«maaaommewmalmmawamsmammswmmsumwau
53 nmmvsmmwmsmmsaumamomwaawamwammammsw sRAMMIN mipsnTazimiiRe
foyvaalatig I@amnmmaaaomwaanmummuﬂ%mmwmsamsammsn sAuazidufSufiaray
m’lwmumnmﬂuao’l,umsmammsw:mmmw nmmwm'lm"l,mﬂuvlﬂmuﬂmanwmvmwm WYTTMTYE
m’auaﬂﬁvl,muwmsmmsmuaﬁmmmnmwm Hutuas /mawwamlumma"lﬂ
5.4 wmwvmmsmﬂawmmasn'lnammaw vialafamsiavsnndaniszmsla 9 naurfnualaslad
Fowla
6. flanasa (§any) tugaaliwnidandyannenasuimua asi
6.1 nsmwamsaumammﬁmmumnnsmﬂmmamsmmwma"'l,uLﬂu"lﬂmummmuman'muﬂ
6.2 mmwa AN mu@unnl,mmnummnw fasamnalassinnunsenssunsevnsuaen ludas e
fyynardanzang
6.3 nsmwuﬂmmﬂmmwmnwammsnﬂmfﬂmwamaﬂiwaﬂﬁwaua mmﬂaa@mmawﬂwﬂimum
7. ‘vm';m'mms’uaao'auaﬂﬁqlmuwmsmwamnmmm‘nuﬂsvmnnLssJﬂLnUﬂuI@mmummﬂmmssumimms
uazenluszeIaT 1 drswindszmedszmesendidnnsefing

naawmg 87198930
1= General requirement V8ILNF¥ESUEMTL Finished product 3ULUVEN Injections
(Parenteral preparations)
2 = The International Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ;

Current step4 version, 2006.
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