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1. YSunmmerendngy 90.0 - 110.0% of the L.A. of Gabapentin
2. Identification AU
3. Dissolution waaansazans Liaandt 80%(Q) of the L.A. of Gabapentin

mulu 20 wi

4. Uniformity of dosage units AT

5. Related compounds - Gabapentin related compound A :NMT 0.4%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%
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BP2013

1. USnudaendery

98.0 - 102.0% of Gabapentin (Calculated on
the anhydrous basis)

97.5 -102.0% of Gabapentin

(anhydrous substance)

2. Identification ATIU ATVWU

3. pH 6.5-8.0 65-75

4. Water NMT 0.5% NMT 0.3%

5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.002% NMT 20 ppm

7.Related compounds

1.Limit of early eluting impurities
-Gabapentin related compound E : NMT 0.10%
-Gabapentin related compound A : NMT 0.1%
-Gabapentin related compound B : NMT 0.06%
-Individual unknown impurity : NMT 0.10%

2 Limit of late eluting impurities

-Any impurity : NMT 0.10%

-Total impurities (Including the impurities
quantified in Limit of early eluting impurities) :
NMT 0.5%

Tatal impurities : NMT 0.5%
1. Mobile phase : acetonide R1, buffer
solution (24:76 VIV)

- Impurity A : NMT 0.15%

- Unspecified impurities : NMT 0.1%

- Disregard limit : NMT0.05%
2. Mobile phase : methanol R1, acetonitrile
R1, buffer solution (30:35:35 VIVIV)

- unspecified impurities : NMT 0.05%

- disregard limit : NMT 0.03%

8. Chlorides - NMT 100 ppm
9.. Sulfated ash - NMT 0.1%
BABING 1. AsusanamInassugMaNTAManafianndaaiudds 1 - 9 uszudazirdommesey Idunesgums

NAFBUMUNFTA1SL USP 35 wia BP 2013 file
2. NMT = Not more than
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1. YSanmarendagy 90.0 - 110.0 % L.A. of Gabapentin
2. Identification test mﬂilchumuﬁ.szlﬂ’ﬂu Finished product specification
3. Dissolution azaneliwaenin 80%(Q) melwn 45 Wt
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- Any Individual unspecified impurity : NMT 0.1%
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1.2 lwéwatunzifiouen no. 1 vasnfitauanen wiaumuaziBuanatanInIugugINTal
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4.1 HANIATIVIUATRANIIWHRAN TUITYBINAR (Certification of analysis) 1ums"uﬁziatﬂué’1miw
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Gabapentin mu’fz

1. ﬂ?mmﬁ'ﬂmé’m“ty 98.0 - 102.0% of Gabapentin (Calculated on 97.5 -102.0% of Gabapentin

the anhydrous basis) (anhydrous substance)
2. Identification AU AU
3.pH 6.5-8.0 65-75
4. Water NMT 0.5% NMT 0.3%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.002% NMT 20 ppm
7.Re|ated'compounds 1.Limit of early eluting impurities Tatal impurities : NMT 0.5%

-Gabapentin related compound E : NMT 0.10% | 1. Mobile phase : acetonide R1, buffer
-Gabapentin related compound A : NMT 0.1% | solution (24:76 VIV)

-Gabapentin related compound B : NMT 0.06% - Impurity A : NMT 0.15%
-Individual unknown impurity : NMT 0.10% - Unspecified impurities : NMT 0.1%
2.Limit of late eluting impurities - Disregard limit : NMT0.05%
-Any impurity : NMT 0.10% 2. Mobile phase : methanol R1, acetonitrile
-Total impurities (Including the impurities R1, buffer solution (30:35:35 VIVIV)
quantified in Limit of early eluting impurities) : - unspecified impurities : NMT 0.05%
NMT 0.5% - disregard limit : NMT 0.03%

8. Chlorides - NMT 100 ppm

9.. Sulfated ash - NMT 0.1%
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598n15N 3 Human Immunoglobulin Sterile Solution 5%,5 gm
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Bom Human Immunoglobulin Sterile Solution 5%, 5 gm

amauianal

1. iwrisesanodnaanide 1a wIagwiniau(Siightly opalescent) ailid wiadindasdou?

2. 1lu 1 vial Usznau@as Immunoglobulin G 5% WV U3unas 100 mL/Vial

3. Uﬁa“lumw:u‘ss@maﬂﬂﬂﬁmm%a v daoruum™
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1. Identification IR Immunoelectrophoresis

2. pH 40-74

3. Osmolality laikaendn 240 mosmolikg

4. Total protein likaanin 30 g/ uaziifnagszning 90-110% maaﬂ?mm'[ﬂsﬁuﬁamm:q
5. Protein composition lae5 Electrophoresis : NMT 5% of protein has a mobility different from

that of the principle band

6. Molecular size distribution By liquid chromatography
-Sum of the peak areas of the monomer and the dimer represent : Not less than 90% of

the total area of the chromatogram
-Sum of the peak areas of polymers and aggregates represents : NMT 3% of the total

area of the chromatogram

7. Anticomplementary activity NMT 50% (1 CHgo / mg 849 Immunoglobulin)

8. Prekalikrein activator 1aifin 35 1U/mL(30 g/l 1839 Immunoglobulin)
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AMFNIGNIIINAKA (AB)

9. Anti-A and anti-B

1 to 64 dilutions do not show agglutination

haemagglutinins

10. Anti-D antibodies mmmumuﬁ'ﬂq‘lu Finished product specification
(mIauaaslulufiameziingdy)
11. Antibody to hepatitis B surface #2858 Immunochemical : ﬂ"wi'!ﬁqw 0.5 IU/g 183 Immunoglobulin
antigen
12. Immunoglobulin A #2835 Immunochemical : NMT the maximum content stated on the
label
13. Water A9 F3FAANIZAY 1T Semi-micro determination of

water,Loss on drying %38 Near infared spectrophotometry

14. Sterility ATIU

15. Pyrogens or Bacterial endotoxins | #1373H%
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-UFAINTIIRTI9 Anti-HIV-1,Anti-HIV-2,Hepatitis B Surface antigen,Anti-HCV(Antibody against Hepatitis

. (PN 1
C Virus) 7'1“']“31'1@7§1u( )

-anti-D Antibodies : #3239/

3.3 dnanguiusasin wmmj’lﬁmanNﬁmmﬁqmmwmummﬁmmna 15U NIBSC(National Institue for
Biological Standards and control), AABB(American Association Blood Bank), PPTA(Plasma Protein Therapeutic -
Association),sxnma'ng”

4. fiawanmdesdsiiagenadwias 3 wiagussaiued Fuduiunusasneazidoe ldasudmmuiimnue
Tuwae aqmauu‘ﬁn"ﬂﬂﬂhqﬁu

5. mﬁ‘tauaﬁaotﬂuawﬁu?ﬂntﬂuﬁwﬁw‘%‘acgunuﬁ"mmﬂ (WHAINBNHIITUTDY)

6. msﬂs:ﬁuﬂmmwmﬁdwau (uaadtand TNz

6.1 awqmaouwﬁmuanﬁ’aq‘lﬁﬁanniﬂ 12 1faw RUNIUFINAL

6.2 mnmmﬁ‘ﬁwau a:ﬁ'aadoﬁ’rmewrhu'lus"usaaNamwﬁn’JLﬂﬂ:ﬁmiuﬁdwawmg{Nﬁw

6.3 'lunsrﬁn‘;vwi.wﬂﬁnﬂsﬁ'lmséué‘;aahamﬁa’ouamﬁaa‘omsw’:mﬂ:ﬁqmww wiTIwN1TaE YN
wmiiRasosvamatwen Tﬂmjmmsm"aoa'amtﬁuSnmu'«hmuﬁwmswnmsa'oms’aa’ims’u:vfua:tﬂug‘l’s"uﬁmau
fldislumsamaiiesziqmnn lunstﬁﬁ'wuiﬁm‘bhﬂu‘lﬂmuqmﬁ'nwmmmz wihisnwnmassmintl
%’nﬁmsmmitﬁuaﬂmm@iﬁmdnmaovjmaua:/m?mjnﬁm'lua%oia'lﬂ

6.4 cq{m*ma:m”aﬁmﬂﬁﬂuml.ﬁamlnﬁnuﬂmq wIadlaiiansifenanmiourimue

6.5 §i3TUUMTUUFILLY Cold chain system 7 ldanasgiu”

7. LaNEAN 9

7.1 lunsdidunsafouenanainnniy 2 9 ssdasdidunnmeinanamsfinmn Long term stability anafidu
Waudalunzdoueanuaas

7.2 Wwnsditunafousnantasnit 2 9 wxdasdidiumudnonamsanmanuaIRTasEaaiim
udnlunsdougnanuaas ua:‘leT%’un'lsmmu{maqLanm‘mn;j’ﬁémnmaau?ﬁn _

73 Lﬁaammﬂumng:u%ﬁwq dasuaasnenumIAnsnaadfinluayud (Clinical trial) autausldn
Idsumstunadon uweldsumsaRuinsunslvnsmmmoundmidadoled
8. u?ﬁ'nﬁaqaﬁuagu Administration set ﬁﬁ Membrane filter ludasan 1:1
9. vindasunuluanadiensigunmedniiplannsuinamansnsunnd (Lot. No. Release) 123t
Lot. No. fiazaslilsanenina ws’aumsdomv}nn% ‘

nanowe  898997n
1= wwImemsihnusguansaziamzenguiiag dunuimsnInmsugy NIENTHITIIUGY,
A 2553 ’
2 = British Pharmacopeia 2013

4 _
(BITD) e T s UseruamenIsums

nIIUNIT

Wwirl yasy) (WHEMNTT nMgyaudai)

Mﬁ1ﬁ3lﬂﬂn1‘i“‘l3_t§ﬁﬁA1 9/2557



'swazl,i\'ﬂﬁﬂmﬁnumzmmzuuuﬁ'lmanmsmsﬁ'ﬁ%aniiﬁ’tmfm
\a2fl A19 /2557
i’l&ln'ﬁﬁ 4  Pregabalin 75 mg Capsule
aulszNIASIRINALA TSR

ia_ﬂ'l Pregabalin 75 mg Capsule

amasiana by

1. 1flweude sfiesudemu

2. 14 1 e Ysznaueu@2e Pregabalin 75 mg

3. ussyluunsagiiifivanand w3a blister pack Dastimiasriunnuidwle

4. amnazy - Hovn dmUsznaudImE R QUAZAMAILTS Tunle i’u?;umq WUARAR uaziaunzdoudiuen

Tagagaauunussaios
- Unundgn atnodes eIy dautsznaudIendIfny ANULTI TuFueny uaziaufinge

amanamamana (L Official lwndsdsu USP 35, BP 2013 , JP 15" edition usz Ph.Eur. 5"

- o v a v o
edition BIATWZNIIUNITY 'l'mﬂmanmszmae'l.umswmqmamsm:mm:'uaam)

1. Bsnmdaendag’” 90.0 - 110.0% of the L.A. of Pregabalin

2. Identification’” ' m’mci’mmuﬁiquu Finished product specification

3. Dissolution'” Gli’silﬁi’mmuﬁ‘i:‘l.ql‘lu Finished product specification

4. Weight variation 738 Wi?%d’l%@ﬂﬂﬁ%‘iﬂ% Finished product specification
Uniformity of weight (mass) o

Gonlougn 9
1.ﬁ"nmewmmanmsms'lﬁs”nagty‘m‘ﬁumtﬁuuﬁﬁhﬂ"\tﬁaa‘iwmvluﬂs:mﬁ'lm WAZEUAY (declare)
UABINA®
11 1uﬁ'16’mvms%m:tﬁwe’hfum (N8.2 8.3 Ne.4 URIUANTIL)
1.1.1lunsdiduenAndaludsainalng anods ne.2)
11.2 'lunszﬁﬁLﬂumﬁ'\ni’mﬁ‘ammﬂamsq (Bunefly ne.3)
1.1.3 luns@ndugingrandwlsing uneis nod)
1.2 ludvadunzifioue no. 1 vasgfauaTan WiauTMuaziuaITaNMIMILAUATANINTEY
naarmTawfitunzfonly @inished product specification) nszﬁ*ﬁag;s:whomﬂﬂﬁuuuﬂmuﬁ”lm'ﬁ'mﬁu
a:e’u’amumanmw‘éammﬁmwﬁwmwauﬁ"lmmw's”au finished product specification

(MD)W USUAMNTINMT
4 - o
[CRE12) N S ATINNIT (G R 12) J, SO nNIINNS
(Wil YasIT) wEmne3 maawiani)

winfensiie_yafiA19/2557



2. Tunsdifigmaaludsamalng gudadasiidumnnmioniifaiisennaspunmniamaamaninmal
a o - o )
FBMINEUMINEALIVBINTINTRITIIUFY (GMP) luniamiilana1ny
Tunsdduweningrondwisand fuiadasdidunmwiewiifeiusasunaspunsniaoaa
waninueiasnsNdluntsniauvaslseinagiia wie Certificate of pharmaceutical products

3. ;nfianadaaduenuisnduguianiagunudmiog ( WRAILANETTLIBY)

4, zi'nmmwri'vmanmsqmﬁnummmmﬁtwaﬂm

44 mamsaTdianigunInkiansiuasnia (Certification of analysis) Tugniunsadudangng
- e -~ s o had 5 . = g L7
4.2 manmanRinTeRIMWIagdu (Raw material) vasdndngAlElunaniae navasuRam
v a & a a ) s . A o o f d . %
uwazgnAdagAuTIduIwAL L uwasiluiufisaiuendiadnangs (uraIanEIILTes)
5. @289
v o« 1 Q- ] [} \ 3 1] e A s v
5.1 giauanen dasdadadwenagaies 3 wiabuTsIue gadudunuusasmuaziduale
o Ao o o o v @ .
asudaumaniimualuiaanmautana ldhedu

6. MIUsziugIMAWENTIFINBY ( URANANIINTTULSEAR)

6.1 mqmaamﬁﬁwaum’aﬂajﬁann’h 12 1fau HuININEINDY

A U U o 1 ar - 1] d' . v oo
6.2 1TNNNIANAIBY srdassdmnmmiglususasmamianalemzianiuidinausesfuie
a4 ° . e P a A a i °

6.3 'lunsr‘immﬂwnmsmmsqumamozrmawamwaamﬂmmﬁ:ﬁqmmw AHILTITANTIETN
%ﬁoﬁa%’awaéi"zaahwf[ﬂmjmm:ﬁ'aadwmﬁué‘nmuﬁmmﬁﬂmuwnmsa'omm’?mﬂ:ﬁua:tﬂmﬁuEimmu
algielumsansiinnzsigunw unsdinuhobidwllawgusnsaziamn: miwnsmauisnades

1 A =3 I} A L4 . 18 1 LAl A . Qo ﬂ. L 2 L

ienguindalnifidhanaspudaweulilsmenna Taslifiadldiiele 9 molu 30 Fwiuaniudlaiuuds

AMLFINEILNAURS maanuﬁnﬂaﬁuw‘msmmsmuaﬂmméi'onfi'rmaog{mnua:/w?m{nﬁm’lm%’wi ald

9 v a A Y a 4 a A 'Y i
6.4 g'mua:maosmﬂauummam‘lnanmmq wSalaiamaFenanwaaslsznisla g deurdwua
a
7. 1ONR1TUY
- ad P ' v ae . s - o
7.1 lunsdldunzidouonanannnii 2 9 azdasfiduunwaiananisinen Long term stability anan
4 a a o s ° a o
twRndulunzndousnanuans wazldsumsasuasusananmnngiidwavesuish
X s ' o ag ' s ad
7.2 lunsdidunadousrntasndt 2 9 asassldiumnnasnansAnEANAIAIBILANNE
wudnlunaifouenanuaas uaz‘lﬁ%’umsaomm"maaLanmsmng{ﬁéﬂmwaw?ﬁ'n
&V 9 v . a add A 'Y a2 @ . .
7.3 n3di Wlgenduuuudasiindngrumsimmsivsefie lduaasnanisdinsiia Bioequivalence study
=t = o v A (%3
'lumg.usﬁﬁsammunummuuu gaduldaunaninmsinsfinmiraysuainasniuguen nIzns

@
ADIUY

NAEIAG : 81989310
1 = General requirement 389LN§IR1TU&IMT Finished product zﬂtLUUUWLﬁGI
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies u.ﬂ:fjﬁa
n'\sﬁnmﬁ"aﬂ‘sxﬁnfwauazﬁvﬁug&maawﬁﬁﬁm‘ﬂm ﬂﬂ\'lﬂ'J‘lJQ&!U'l FIMNNUARENTIUMT
IWIIURNTSHN ns:mwmmtruqm

{’J\ W\
A - - 4
(R9BD).eeoeere oS, nIsuNIg [R5 i12) YRR DO nIsuNS

(w9338 1a331) (WNEMINET Mgawian)

wﬁ’nﬁzﬂﬂmsﬁ4_-qﬂﬁA19/2557



o

YR IAA A NHULIANITURUNGLINEINITIATB LI A AT 8N
1laan A19/2557

8NN 5 Quetiapine fumarate 100 mg Tablet

Qo Qs =4
muﬂszmﬁmmﬁquaﬂﬁmu

fon Quetiapine fumarate 100 mg Tablet

amaanianaly
1. ueudawfouRsy shiasusemu
2.1 lﬁﬂ tsznausaaen Quetiapine fumarate %mugaﬁ‘u Quetiapine 100 mg
3. ursyluunsegdifluanand wia blister pack tasnuarudwled
4. a8nTzy - Taen SuUsEnaURI AYLAANALTY Tunan 'i'uz'i"umq Wnufinde uastaunzdoudiue
Hadhssanuusussysiound
- UUURIEN azheﬁam’an:q%am fmsznaudnd@ing AL 'S’uﬁvumq uaziavfinda

U]

amsauiamomena ® (L official lunswdnsunivas USP 35 BP 2013 uss Ph.Eur. 5.0 #enmienssunisy

1'5"lum':5'61ﬂ'1Qmﬁ'nmnwmwnwaom)

1. Psanadedeg 90.0-110.0 % L.A. of Quetiapine fumarate

2. Identification test " avammuTiszylu Finished product specification
3. Dissolution ﬂﬂﬁ)mumuﬁnq‘lu Finished product specification -
4. Uniformity of dosage unit o m‘namumuﬁ‘szq‘lu Finished product specification
5. Degradation Products @ ‘ N-Oxide < 0.1 % W/W

Gewlydu 9

1.a‘mmmwri'mLanmsms'ld'%’uagm;m'fuﬂ:tﬁum’iﬁ’umtﬁ' sdmolutsunelng uszduns (decare) unadnia
1.1 lwidgmatunsfoudriiom mo.2 no.3 no.s usaudnad)
1.1.1 lunsdifiduefndaludsznalng ranedls ne.2)
112 'lumzﬁﬁtﬂummL-jn"mﬁlammﬁomsq (anefa nw.3)
1.1.3 lunsdifidueniudrandnalszine (Banefla ne.d)
1.2 Wémedunadoue ne. 1 vesenananan wiuneazduanatansnugug N NYas
 WAanefanudunztionly (finished product specification) nsrﬁﬁag;szwhamsl.ﬂﬁ'uuuﬂaourﬂmﬁmﬁu
srdaunuanammIadwInwdIunsvaun luawiba finished product specification
2. unsdifigmdalnsanalng ANAadDIlFMINNIEmRI R SUTR N AsTIRNTIHRRLARA NN T
ﬁ‘ﬁmsﬁﬁlumswﬁmmmaans:mwmmsmqw (GMP) lunanaenfiianaus
Tunsdifidueningronadsana grAadadidumnwtineniiNesuseanesMnIHEAaY
vui’nmmfrf‘iﬁmsﬁﬁlumswﬁmzmmﬂs:mmj’wﬁm %30 Certificate of pharmaceutical products

- .
[GRET:) I WA JarsunmATINNIg

4 @ d \]\r
[CRE L) N e AN nITUMT [CREL) O A nTIINNT

(Wiril yaIn) (WEINET mgawiant)

m’hﬁuﬂumsﬁs_qaﬁm 9/2557




3. ;fsuadaadunfivismdudnionTadunuimig (uaasenaIiusey)
° ' [y a
4. SunmwihglenaIguansmrra LN fiiawa T
4.1 wanmms ek e e sikia (Certification of analysis) Tuenfundaiinaaathe
4.2 iamIANINATERAUNINIAGAY (Raw material) v83drtndaglflunsndan Novauia
v a & a a ' o i ) a N a s
o1 usshrasdagAunuimdeIny wadujudsiumdainfss (urasenmTites)
5. aadaen
Y ) e ' ' o f o A o a o
5.1 gflauanen dasdsilaimnatiaion 3 wihoussanmel sadudunuurasnoasdvale
muﬁmw'mﬁﬁ'wmﬂ'luﬁ’n’faqmauu“ﬁﬁ'ﬂﬂi’né’u
6. MItsznugmNNEN#EY (udaslaNa1TNTTULTENW)
A ' -~ v [ - s o 0
6.1 agvassNdINaLdashitasndt 12 eu wuaniudey
o Y 1 o ' @ - A v a
6.2 tnaAfisINeY a:maoaaml,mmwmu'lususaoNamsmﬂmmﬂ:ﬁmgummawmqwm
o Ve ' o . - a I's i o
6.3 'lunsmmmunmmsﬁ'lmsqumamozrmaouamwaaomqmmﬂmqmmw AUILTITNNTIEYN
@ A v a ' o [ . a ] v ' - v o
nuoaasawamamw'ﬂaugﬂnuamaomunwuﬁnmmhmummumjmsaem':mmﬂ:ﬁua:tﬂugmwmau
' o, a i ' ' [ a o Y ¢ oA
aldislumIanafiensigummn lunsdifiwui bidulymaguansuzian: uisnazdaniieniui
a vd e ' e ) o o o el wes v
nAalnifigranaspudamaulilsmeus Taslifadldinale 9 molu 30 Jusivaniunldsuudann
) —~ - T ) O 4 L vV e a 1]
Tsanenunauas 11aao’ma'nﬁ‘lmuwmsmmﬂauaﬂmmmnmwaogmuua:m?agwamhmsma'hJ
v v P a 4 a A 1Y ' °
6.4 fanpazdasiudsusiiisslndnunay wiallafiansiessmundndsznsle g deu dmue
(Wuamsienansmssurlsenn) '
o
7. LONATOUY
ad a ' v A, . A . A4
7.1 lunsdidunadiougnanannniy 2 3 azdasliduunnwananan1sdnn Long term stability anafifiu
wRudulunsidousuuans ua:'lm”%’umsaomu%’usamnmsmng"ﬁénmwaqu?ﬁ’n
z -l A 0 L o Q Q. Jd
7.2 lunsdidunzidousnuntesnin 2 D esdasfidunmwinananmsdnsanuassrvasnaufin
Waudulunsifousnuuaas u.a:‘lsf%’unwnomus”nsmLanmsan’ﬂéw’lwaw‘%ﬁn
aa‘vl o v [ a dd4 a % ] a . .
7.3 nain Wildordunuudssiindngrumsimnsfiaiia ldusaanan1sfinwnila Bioequivalence study
-l a Y < [ P
TwuysduSoufisunueduuuy Fudullaunaninoeinmfinsdauysvainatnrugam nsnmas
AT

NANING : 91989970

1 = General requirement UaILNFTA1TUFINIL Finished product 3UuuY Tablets
2 = Requirement specification U8381aWUUL

) v
............................................ nITuNg TG :) YOO NURORORON . o 1 11 o v
wwirh yane) (WNFNINTS Mgyawiang)

Mﬁ‘lf‘lﬂi‘lﬂn’li?‘lS_!{ﬁ#lA1 9/2557



