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578019 1 Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
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1. Bawn Bupivacaine HCI spinal 0.5% heavy sterile solution 4 mL
2. amaniianaly

2.1 gﬂwuu Dussazanulseanide lugﬂ Hyperbaric (ﬁmsm’ausxﬂ'j']eﬂmwuwmeaammmm:ﬁ
daANUILIIIEY CSF flannnin 1) uas Dextrose monohydrate 8% dwiudatnlusunas
2.2 sautsznay  Usznaudlu@len Bupivacaine HCI 5 mg / mL Y3u1@s 4 mL / 1 nMouussg
2.3 MIULVIN msaﬂum’nu:m@LLﬁaﬂsﬂﬂmm%a“ﬁﬁ@ Type 1"
2.4 281N - szq%am FUUTENOUAILNEIAYRATAIINUTI TUNER i’uﬁvumq Wwufinde wansio
F3uen uasdtmsiiusnmen Wadhedaauuuussgriued »
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3. ﬂmauﬁ??lmamﬂﬁﬂ

NANIIRTIAINATIL uﬂmmmﬁu‘lﬂmu Finished product specification W8z Drug substance specmcatlon ‘Yl
fesinninsrdnuatuLientu SoldvansifoudadiniunmenssunisaTmsuazen NIENTHEITITUFY i
Lﬂﬁ“ﬁﬁ’]iﬂﬂl‘ﬁa’ldﬁd@lENL‘ﬂu%‘U‘U‘YlLY\EJ‘IJL‘Yl’]‘ﬁialﬁim’ﬂw’lﬂiﬁﬂumﬁ‘ﬁm’ﬁul@@’ﬁu%ud ANYTENIANTENT I
SITVIUGY a4 3TYENII W.4.2556 89U 11 WenE% W.7.2556 (aaﬂi:mﬂlm’vﬁﬁamw,unm"ﬁ'uﬁ 10 ﬁq‘mﬂu
2556) nstﬁvlaiLﬁuumﬂﬁm'guﬁuqaUﬁﬁwammxnsswmsﬂizm@swmm

3.1 Finish product specification o)
‘ ﬂmauummom e | USP 38 ‘ .
1 ﬂﬁmmmmmﬂm - 93.0 - 107.0% of the L.A. 6f 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. Identification ATINU ATIVU
3.pH 40-86.5 40-6.0
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 AT
of Bupivacaine hydrochloride
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(1).(2)

3.1 Finish product specification (da)
LA e usp 38 : G
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 ATIVEY AIIY
- DUMATWIA > 10 pm Litfin
6,000 a%mA
- BUNAYWA > 25 pm il
600 E]‘l#ﬂ’]ﬂ
9. Sterility AT re NS
10. Volume in container / ATIINN AT
Extractable volume

(1).(2)

3.2 Drug substance spemf‘ cation : Bupivacaine hydrochloride

| e w i
1. ﬂﬁ&nmmmmﬂm 98.5 - 101.5% of Bupivacaine HCL 98.5 - 101.0% of "Bupivacairyme HCLU
(on the anhydrous basis) (on the dried substance)
2. Identification ATITEU AT
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 ATIN - Impurity B8 : 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 - 45 -6.0%
13. Sulfated ash - NMT 0.1%
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1. z%ﬁmewri’lULanmin’ﬁvlﬁ’{uagnpm'fumLﬁ sudniuenes g ludsamelng uazduas (declare) WSINR®
1.1 luﬁﬁﬁ‘zymsﬁfumt,ﬁam‘i'ﬁum (N8.2 183 NE.4 URWANTTE)
1.1.1 lunsdifdusniindalulszinealng waneds ne.2
1.1.2 lunsﬂﬁlﬂumﬁﬁLﬂTﬂLﬁiammﬁomsq Aoy 1e.3
1.1.3 lunsdifdueniighandrsdseing wanefls ne.s
12 ludmedunadouen ne. /.1 vasenfienemen wioumpandsaRatanTInIuun s WIBINEar tut
anafitunzdon (finished product specification) LLa:ﬁ’aﬁ’muﬂqmmwmaofmqau (drug substance specification)
nsrﬁﬁagszwmmnﬂsvuuﬂaaLm“lmﬁuLau rdBInuLLaNE TENIINIWENSMIVaLA 1Y (8.5) NIWSau finished
product specification URZ/NID Drug substance specification lasvaun lunawindsznmeadszniamendildnnsaing
wazlaiiin 2 9 o Fudszmedsemenendidnnsafing
2, 1INAITTUIBINIATTIRNINAA L
21 nsdngndaludsznalng ;‘JTNﬁmﬁ’aaﬁLaﬂmi%'maammgmmma@mmwé‘nl,nwvﬁmz’i'ﬁ'n'lsﬁﬁlu
MINaaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Toawiazaw PIC/S participating authorities
w38 ﬁl,amms%’maammgmmswﬁmmmwé”nmmﬁuaﬁ%msﬁﬁlumswﬁmmmaaﬁ'xﬁnmuﬂm:nswms
2IMNIUAZYN NITNTNITITUGY 2 irhnuatulasfanuranasesuasiafisusunsninaeiiaz3sniaiu
asudapn PIC/S lunniasifiiauany aﬁ’udﬁq@mmaummsmaauTﬂaﬁNamﬁ’usaaﬁai’uﬂs:mﬂ
dszmenendidnnsafing
2.2 nsdfidneingroindresana gﬂ’w§@1<§TaoﬁLanms%’usaommg'mmswﬁmmmwé’mnm‘ﬁua:
SEmsfialumInaaen PIC/S (Pharmaceutical Inspection Co-operation Science) lagwwagsnu PIC/S participating
authorities aUUga autaumIaTareulasdnanssusesdeiulszmadszmanadiinnsefing nIeeny
ARDATW WauanIth
3. Lanmiqmmwmaomﬁtauaﬂm (Fnwinnany)
31 Namim’:’«ﬁmﬂ:ﬁqmmwwﬁmﬁ’m‘ﬁ EJ’]??’]L%SJE‘IJ‘U?NQ‘JT W& (Certification of analysis of Finished product) Tuen
éuﬁdatﬂusﬁhama
3.2 namsav e wiagAuvesdaeaeiy (Certification of analysis of Drug substance) lu
mswﬁmméuﬁduﬂmﬁafhaﬁgwaorgwﬁmml,l,a:sgwﬁmi'@lqﬁu
3.3 anmInsenangminsususunutwiniuniniavesiagivyesaiuaty (Drug substance)

78 3.2 iujumndavasniaimaiondiagy (Finished product) 18 3.1
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3.4 lunsdldunafouenuiunnit 2 9 azdasddrmnnndnenanis@ns Long term stability aafiu
v lunzidouenuuaas Lm:‘léf{umsmmu{maaLanmsmngﬁé’m’mmaw%ﬁw

ok A @ ' % A o ' a ad - a
3.5 lunsdidunziioueuiosnit 2 9 ardasddumwinenanisdnwianuaidrvassiaunDwnadule
nzidouenuLand LLa:"Lﬁ’%'umsaamu%'maoLanmsmnpjﬁéwmwaaﬁﬁﬂ
4. @A98198

4.1 figuanan dassiciagvenatnivay 3 umﬂussqﬁ‘m‘ﬁ Fofludunuusainuazidoaldasudin
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5. msﬂs:ﬁ%qmmwmﬁéwau (uaaItand@1 TN zNW)
5.1 mﬁdwam\”mﬁmﬂql’ﬁ"[ﬂ’"l,ajﬁamn’h 1 4 duaniudnay
5.2 mnmmﬁdauau a:ﬁaaa’aéhmewrhyl‘u%’maawamsm’m‘?Lﬂsﬂ:ﬁﬂwéuﬁdauau
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m'l'ﬁ’ahU‘F‘iLﬁmﬁaalumsmm%mﬁ:ﬁqmmw ns:ﬁﬁwudwuvasJLﬁuvLﬂmmqmé'ﬂwm:Lawwz AUIYTITAIVD
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5.4 cjmwa:ﬁao%'m,ﬂsﬂuml,ﬁam’l,né”m@mq wialaiansFevanwaodszmsla g neunualaslid
Bowly
6. flawane (Fue) Busenlismdndygrinanasuimue Gadh
6.1 nsfﬁwamsq?um’m‘it,ﬂsw:ﬁm'lﬁmnnsw%wmmam‘mmwwﬂﬂtﬂuiﬂmummg'mfaﬁmu@
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fygardarzuy
6.3 nstﬁwuﬂvrqummwmnwﬁmﬁmeﬁ‘ﬁmaddwa@iaﬂs:§ﬂ%waLgazm'mﬂaa@ﬁ‘mﬁacjﬂ'mmﬁ%’um
7. m’nm'l'ﬁmi'uaamuﬁﬂﬁvl&iﬁ'uﬁmsmwﬁmﬁmﬁmﬁﬁﬂszfﬁgm‘%unLﬁuﬁwﬂﬂUﬁwﬁnomﬂmzmwmsmms
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RANELNQ #1984937N

1 = The United States Pharmacopeia 38
2 = British Pharmacopeia 2013
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51811510 2 Pregabalin 75 mg capsule
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1. faen Pregabalin 75 mg capsule

2. amaniianaly
2.1 guuy Wuideuadys dmivsudsenu
22 gwsznay  Usznaudls@sn Pregabalin 75 mg 1w 1 1@
23 mruzury  uIsgluunsegdifloawand wie blister pack Tasfindasiuanuguld
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LRUNNR® i’uﬁumqvl,’ﬁ@wu

3. Qmauﬂ‘&mamﬂﬁﬂ

3.1 Finish product specification“"(z’
1. 3 marpsay mmmumuﬁs:qlu Finished product specification
2. Identification m’a’iwi’mmuﬁiz‘]_ﬂu Finished product specification
3. Dissolution m’a’aw»i’mmuﬁi:qlu Finished product specification
4. Weight variation $39 @li’mbhumwﬁi:qlu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance Gli’;’alﬁi’mmuﬁ.i:qlu Finished product specification

RN 1. natifisenaisuidimaiu (waive) MiaTasaUiemEATMSla ‘lmvﬁuuamLanmmﬁnpuﬁendnﬁ‘lﬁ%’uaw‘&ﬁaEJ
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NW3au finished product specification Was/"38 Drug substance specification lagvaun lwAauiudszna
dremanadiannseing uazlaiifin 2 9 o Wwdszmeadsznienadidnnsefing
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21 nsdifignadaalulsamalng sq&]”mﬁem”aaﬁLanmﬁusaommpummﬁmmmwé’mnm‘ﬁtmﬁﬁmsﬁﬁh
MINEALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Toswasau PIC/S participating authorities
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5187150 3  Risedronate sodium 35 mg tablet

a1ulseN1AIINIA quas‘njmﬁ

1.%887  Risedronate sodium 35 mg tablet

2. amsaanianoly

2.1 pluuy WusdaiafauAas (Film-coated tablet) §nsusUUsEN U

22 swdizney  Usznaudledlen Risedronate sodium 35 mg 11 1 1@

2.3 MTULUIIY ussgluummﬁ@aﬁﬂ

2.4 23N - i:lql%iaﬂ’] FIudTEnauAItNEaAYLAZANNLII TUKEA 'S’uﬁvumq \wufinda uaziay
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3. AMANUANIIINARA

Namim’sﬁﬁl,ﬂﬁ:ﬁqmn’iwLﬂuvlﬂm’m Finished product specification iLaz Drug substance specification
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3.1 Finish product specification“’

, Test Item USP 38

1. ﬂ?mmﬁ’amﬁﬁﬂ”ﬁy 90.0 - 110.0% of the L.A. of Risedronate sodium

2. Identification ATIINIU

3. Dissolution uresmsazaelaiiaandn 80%(Q) of the L.A. of Risedronate sodium melws 30 w1l
4, Uniformity of dosage units ATITHW

(Content uniformity)

3.2 Drug substance specification : Risedronate sodium™

Test ltem ' UsP 38

o

1. Ynmaenfmay 98.0 - 102.0% of Risedronate sodium (Calculated on the

i

anhydrous basis)

2. |dentification ATV

3. Water (lawznatbilugiuuy hemi-pentahydrate) | NMT 11.9% - 13.9%

4. Loss on drying (44W12n3dl monchydrate) 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%

UYssFuamenITNMT
(WBOUBNTY 1aaTIMN)
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s18n19N 4 Sevoflurane solution for inhalation 250 mL

mwﬂs:nmé’owi’aquaiwmﬁ

1. %'am Sevoflurane solution for inhalation 250 mL

2. amanianaly

2.1 3uuy \umsazansla Wifi§ dwiugaa (nhalation)

22 fwudszney  Usznaudae@aen Sevoflurane USINes 250 mL ¢ia 1 274

23 mauzussy  uInlumzusdasiin Yasiuuas I@Um*’nuzussqm@i’aommsnuamﬁm:ﬁ‘waaﬁﬂm
malummmssa "Lajv‘ha_lﬁf‘ﬁmﬁuﬁwm@mau Wiidadanzanuen samamann
c»mmnumsaom"l,asymUmﬁmam@ﬂmﬂusmuﬂ@ laglidasldgunsaliatngaelu
madnien LwmJaanumsWonswmﬂ’uaam@uaau

2.4 aa1n - sza_ynam FIUUTENAUAILE A YUAZAINLTI TUNER fu§umq LwufinGe 18
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- LW TUSUIINEN aﬂﬂaﬁaﬂﬁawzq%am wiaBaramsen samilsznay uazwwna
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3. AmENIGNIARA

NaﬂﬂimiﬁaaLﬂiﬂ”ﬁﬂmn’IWLﬂuvL‘leaJ Finished product specification W8z Drug substance specification

L

89 enunardTuatuGeINY smvl,mammUumamummﬂmmimmsmmma A1) ﬂ?“‘ﬂi’)x‘iﬁ’]ﬁ'ﬁﬂ&ﬁ’ﬂ
ﬂwﬁﬁLﬂa’ﬁ@IWSUY]‘l‘HBWGSG@E]{‘lLﬂu%UU‘YIL'Yl?JlJL‘Y]’]‘I)\‘ial'ﬂSJﬂ’3’1NWG\Sﬁ’]%LﬂN‘E@]’]‘EU‘L@GﬂiU%%G audszne
nszm’mmmsmqm LSEN 531!@’15’1&!"] N.71.2556 QO’J%YI 11 B8 W.7.2556 (a\‘iﬂﬁtﬂ']ﬁluﬂ’ﬁﬂﬁ]’ﬂﬂkuﬂﬂ‘]:ﬂ’luﬂ

a 1A ] vn! s aa
10 WU 2556) ﬂifﬁvLNLY]EIULYI']IW’U‘LHTUGJGF_I‘W'W%‘Uﬂﬂﬂmzniiwﬂﬁiﬂizﬂ?ﬂiﬁﬂ’mﬂ

3.1 Finish product specification("

Test item USP 38 . . BP201
1. Tnmdrendrary 99.97 - 100.00% of Sevofiurane 99.97 - 100.00% of Sevoflurane
2. ldentification ATIN AT
3. Refractive index 1.2745 - 1.2760 71 20°C 1.2745 - 1.2760 71 20°C
4. Acidity or alkalinity ATIWU NTITHIU
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 ug/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
Uezsunmenssums
(WIHnHaNTY laaTiemn)
(ao%a) .............. @W ..................... NITUNT (m%a) .............................................. N3NNI

(wadlany i’mn'naqa) (wradfiyyn 5‘?)an¢1&7)
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wiilmensila gafi 82812561



VANBIAG 1. nydifienaSeuudomasu (waive) MIaTaamaLAaTzdiTensle I éuu,acﬂaLanmmé’nymsﬁndnﬂﬁ%’uagu‘?wﬁ”w
2. Drug substance specification ﬁﬁl’ts&’lmn‘lﬂ%tﬂﬂ:ﬁﬂﬂdﬁﬁﬁﬂ drug substance w3alu3iATzy drug substance a4
graneduiagl atuleaiunite %aﬁmsm’af‘amﬁ:ﬁﬂmr‘mﬁ‘zﬁaﬁﬁmuﬂ
3. nsr‘ﬁqmauu"‘émwmﬂﬁﬂmawméafmﬁu ’uaq;jmuaﬂmhimomuﬁ‘[sawmmaﬂnmﬁ 19u 8198 nTeILT
1mimf'n.l‘::n'mn§:m'nmmsmqm 309 YT WAL 2556 iueTu lﬁifuﬁ’uqayﬁﬁwmﬂmzmmmsﬂs;mm
T

Rowludu g
1. f«'im,mmwmmanmsms"l,@i“%”uagnvjm’fuml,ﬂﬂuﬁﬁumLﬁm‘iwmﬂluﬂs:mﬂim uazdILa9 (declare)
LABINAG
1.1 1Uﬁ1ﬂ°’tyms¢fuﬂuﬁﬂuﬁﬁum (MB.2 NY.3 N4 UFIENTE)
1.1.1 luns@ifiduenfindeludszimelng nanods ne.2
1.1.2 ‘LuﬂifﬁﬁLﬂ%mﬁ’lLﬁ’lLﬁiaﬂ’ISLLﬁGUii'g wunefie ne.3
1.1.3 lunsdifidugnihdhanenetssine wanadls no.4
12 ludwetunzfionen ne.1/s.1 vasenfiaueran wibuneszidsaadammugugmmnwvaniasiuel
auRdunzifam (finished product specification) LLa:ﬂTaﬁwuﬂqmmwmaﬁmqﬁu (drug  substance
specification) ﬂs:ﬁﬁagixwmmsl,ﬂ?iauuﬂaourﬂmw‘v"maw AFBILULLANRITEILWINMNENEIVauA 1Y (8.5)
NWTBN finished product specification Laz/#38 Drug substance specification Tasvaur ludauiulszne
dermenadidnnseiing wazlufiu 2 9 w Sudemedsznienandldnnsefing
2. 18NFAITUIDINIATFIRNIIHANY
21 nadifigmaalusanalng HnAadaslianmasusesnasgunsniaenaumaninasiuag i natiaiu
NIWRALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiipau PIC/S participating authorities
w3a flanmsiusasnaspunisuiamaunanin iz iinsfialuntsninswesdinauamenssums
DIMTURZET NITNTWETITOAFY Fermuaiulasfanuseansasuasriafouiunaninmsiuasisnialu
mMINAasT PIC/S lunuinefigwass avuaganwsaunisaassulasinanissusasiisiudszna
trmanandidnnsafing
2.2 nsdifidinenindroinerosama HHfadasdiienansiusesnaspunsuiaenmananinoisiuay
FBmsfialumsnaagn GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) lasnii iy
PIC/S participating authorities a1iuaga aasaunsanagauladnanissusasfisiuszmaszniasen
Blinnseiing wisenyasaadn ududnsdl
3. Lanmsqmmwmaamﬁmuaﬂm (Fnwannane)
3.1 wammmﬁmﬂzﬁqnmwwﬁmﬁ'meﬁ g1dFagLuada (Certification of analysis of Finished product) 1
miuﬁd&ﬁué’hama
3.2 namIaTRAle R WIngFuasiaendInty (Certification of analysis of Drug substance) fAl5lu
mswﬁwm;’wﬁ%mﬂuﬁaaﬂwavﬁma@wﬁmmLLa:;‘JTNﬁmi'mqﬁu
33 Lanmsvﬁawa”ngmﬁuﬂ”ummﬁmﬁ’uﬁsijwjummﬁmaﬁmqﬁwawﬁmﬁwé’zy (Drug substance)
79 3.2 ﬁ'u;fumswﬁmaaw?zmﬁmsﬁmmﬁagﬂ (Finished product) T8 3.1

UesuamuenITuNg

(WENUANTY laaTI91M)
s ~
(89TD)..onn.... >" ..................... nTINNT NITNNS

w9a3lang fmamqa) (wwadyan ﬁanm‘)

v o

4 4. 4
WiNN2/518 01514 7afl B28/2561



3.4 lunsdidunzifonenanunni 2 9 AN IWENENENIANWN Long term stability anufi
WmdnlunsSouewuaas uaz "LmumsaommmaaLanmsmnwummwmmw
3.5 lunsditunadowenantasndy 2 9 a:mawml,mmwmUwamsﬁnmmmmmmaammuﬁs’ju
wadslunsioweunuges LLavaﬂi‘iJﬂ"ﬁadWlllﬁJia\‘iLaﬂﬁ'ﬁiﬂﬂﬁd&lé'l%’lﬁ]'ﬂEN‘U?‘I:WI
4. Aeteen
4.1 disuaman dasssaiatsenainattas 3 WU T Sadudaunuuaasnossdoeldasudan
mwmmuﬂlum’uaﬂmaumm'l,ﬂmmu
5. msﬂs:nuqmmwmnmuau (wdastonaIsN1ITuYsEW)
5.1 mﬁﬁwauﬁmﬁa’lzﬂﬂ@”’lﬂﬁazm'j’l 1 9 Buanniussnay
5.2 mmamwmuau oF @aammmwmwmﬂlnsusaawamsmammswmmmm\mau
5.3 nsmwmawnmsmmsaumamemﬂaouamwaaomammﬁmﬂmmw wieNTMIEThnilide
Tasvedatni lasunas maqacmmuanmummummUswmimmammswvmm,t.ﬂumuwmau
m'lfnmzmmzmlao'l,ummsammswmﬂmmw nsnmwmwmvl,mﬁu"l,ﬂmmmanwm LLANNZ RUNBTITMTVE
maua‘nﬁvl,muwmsmmnauaswmmmnmwaa Nm’muaz/mawwam‘[uﬂma"l;iJ
5.4 ({1uazd ammJauummam‘lnammmq mamam@mﬂaammwmﬂﬁszmﬂﬂs] riausmualaglidawly
6. dlawaan (Ju1e) Busanlienidandyainowasuivue deih
6.1 niffmamsejumm‘?msw:ﬁmﬁmnnm’?nmmam‘mmwmﬂﬂLﬂu'lﬁmummgmﬁ’aﬁmu@
6.2 NTONR NS TUSH]| mﬁﬁ@ﬁgm‘s’amﬁuﬁumnﬁ psemelasdmnNuARATIIMITWIsIazen TWisnmves
fygazderzany
6.3 ﬂsﬂwuﬂ@%’lqmmwmﬂwﬁmﬁmm’ﬁmadowa@iaﬂsx%‘nﬁwauazmwﬂaa@ﬁa@iagﬂwﬁvleﬁ'um
7. wmmwms'ﬂaaa’;uﬁn%‘l&i%’uﬁmsmwNﬁmﬁ'wﬁmﬁ'ﬁﬁszﬁgnL’%UntﬁuﬁuiﬂUﬁwﬁ'ﬂmuﬂm:nssums
amsuazenluszoziig 1 Jhauiudszmeadsznmanendidnnseing
8. u‘%ﬁ'ﬂﬁﬁm‘immU@‘Taaﬁ'lm’%‘aaﬁﬂa?mzwfai'wmn,l,azs'u vapo3000 lasdassuntoldiuinsasansnaay

h_

s ayvl,@aﬂ'mnnmam,l,awmmmu Lga‘vﬁ‘lﬁl’ﬁamawal,wm I@U"luwml’nmmwu U3wndasdinmauinmisgua

LT

[ o

‘D’E]&JU’]S\‘] LLs"lwﬁmJLY]EJUﬂ’]E]UWG?(SJ’]LE‘TJJEW]ﬂ 3 .fau I@]ilvl,&lﬂ@lﬂ’ﬂ{"ﬂ’]ﬂ @IQGWSQ&W]QVUJRU‘Htﬂiax‘m"lvlaivtﬂﬂ

a

luﬂuﬂLuaLﬂsawﬂtymvluwmul’mm

WANBIAG : 81989970

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

SO R et S DT Uremuanenssuns
nenwaNty laasiewn)

o - d
@ITD)............ \>Q’ ........................ NIINNT CRN 1) N

a

ws 3 lans fmwaqa) (Wisanwn iﬁinqm‘)

nITuNII

v

P = A
wWN3MenTnd A B28/2561



'51ﬂaztﬁﬂmqmﬁnumzmmzlmufﬁmanmimiﬁ'ﬁ%anﬁﬁ'm‘ﬁm
18291 B28 / 2561
3181151 5 Sulfinpyrazone 100 mg tablet

ANUsENAIINIA auaTBs1H

1.Basn  Sulfinpyrazone 100 mg tablet

2. anaNtena

2.1 sduuy wWuende SAsUsudsznn

2.2 gwdsznay Usznausiualn Sulfinpyrazone 100 mg lu 1 1

2.3 MTULUIN ussﬁﬂuumaamuwmaa %38 blister pack Jagiin uaz ussanm‘nﬂaonuum
24 280 - 5~wam FIUUIZNOUMILEIRAYLITANNLTI TUHER ’maumu \WUTNER uag
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3. AmENIGNIaRA
N&lﬂﬁ@\i’;ﬁLﬂS’]:ﬁﬂmn’IWLﬂuvLﬂ@n&J Finished product specification L&z Drug substance specification
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10 Nﬂ%”lﬂ% 2556) ﬂivaNL‘Y]El‘lJL“/l’]l%’IJuﬂ‘U(ﬂﬂElW%ﬁ]‘Ua\‘lﬂmwﬂﬁillﬂ’ﬁ‘ﬂi“ﬂ?ﬂﬁ']ﬂ']tl'l

(102

3.1 Finish product specification

~ Testlten e _usP38 " BP 2013 |

1. ﬂ?mmmu’;ma?’mwty 93.0 - 107.0% of the L.A. of Sulfinpyrazone 92.5 - 107.5% of the L.A of Sulfinpyrazone
2. identification ATIHU 379U

3. Dissolution usasnazaelsiiannit 75%(Q) of the LA. | uaasmiazanelsittannin 75%(Q) of the LA.

of Sulfinpyrazone mols 45 wd of Sulfinpyrazone mulu 45 il
4. Uniformity of dosage Units | a1T29/ % ATIVHIH
5. Related substances - - Impurity A, B : for each impurity, NMT 5%
- any other secondary spot : NMT 0.2%

3.2 Drug substance specification : Sulfinpyrazone M2

. ﬂ‘?mmmv’smﬁ'lﬂwfy 98.5 - 101.5% of the L.A. of Sulfinpyrazone 99.0 - 101.0% of the L.A of Sulfinpyrazone

(dried substance)

N

. Identification AN ATIVANIN

w

. Residue on ignition NMT 0.1% -

(WenuwaNTy laasem)

o P
(M9%a)............. C& ..................... nyTNMs (89%a)

(wsn2Tlaws biarana)
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3.2 Drug substance speCIflcatlon Sulfinpyrazone " (#9)

usp 38

BP 2013

4, Related substance

- Total impurity : 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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182N B28 / 2561
5780190 6 Zoledronic acid 5 mg/100 mL solution for infusion

a3dsEnEIINIa auaIYsIH

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

2. ambantianialy
2.1 3tuuy Dumsazansdnannida la liss fmIUneaTMaaaLRand (Solution for Intravenous
infusion)
22 &wsznay  Usznausie Zoledronic acid monohydrate i amﬂmﬁ'u Zoledronic acid 5 mg lusnazany
1301919 100 ml
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3.1 Finish product specification'"®

1. U‘%mmﬁamﬁwﬂ”ry m‘mﬁi’mmuﬁi:ylu Finished product specification
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8. Volume in container mmmumuﬁﬁ“ulu Finished product specification
9. Impurity / Related substance m’mmum&mioulu Finished product specification
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