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Limaprost 5 mcg tablet
(GPU 1052976)

1. Joen Limaprost 5 mcg tablet
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Finished product specification

4o Test items Specifications

1 | Assay 90.0-110.0 % of labeled amount of Limaprost

2 | Identification miaﬁ]&iﬁumuﬁ‘isq‘lu finished product specification
3 | Purity maﬁ]mumuﬁixﬁlu finished product specification
4 | Disintegration Within 30 minutes

5 | Uniformity of dosage units m’af«]mummﬁizﬂu finished product specification
WUIBLNG
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ANANYIANIZVBIEN
Teriparatide 750 mcg/3ml solution for injection, 3 ml prefilled pen
(GPU 579403)
1. Foen Teriparatide 750 mcg/3ml solution for injection, 3 ml prefilled pen
2. sl
2.1 3Uuuy Wuasarawlausiminde (Solution for injection) d1usudaln @Rl
22 dwdsznau w1 ml Usznoudesaen Teriparatide 250 meg uaznisan 1 assldden 20 mcg
23 murussy  ussqluiinmdmiuussgendaunaninde wieudn usTinstasiuuas
2.4 amnssy - feen danuszneudeddyuazauuse Sundn ’“J’ugumeg auiinEn wunzidou
fnsuen
- ‘Uumwuu's'iaawameuaamaasuwammaﬂuamamsm drudsznaumendfyuay
AT ?uaumﬂ wazaviingn 15¥nay
3. auauUAnsmaiia

Han13n3293LAaseRRua widulunau Finished product specification wae Drug substance
specification 1919899 1nndwASUaTUIRBIRY FalFannzifoudennenssun1SoMITUALEN NTENTY
GULRETGR] V?ﬁmﬁ’«aﬁw%’uﬁlﬁé’wEiqéfawf]uaﬂ’uﬁgﬁEmwim‘%'a'tmin’imwmimumﬁﬂjﬁﬁulw‘iﬁwﬁe Ay
Ui”ﬂ’]ﬁﬂ’i"%ﬂﬂﬁ’lﬁﬁmﬁ‘ﬂ 304 sEUSTUET WA, 2561 aa'nm 6 SuNAN 2561 (aaﬂﬁvnm’luiwnmmul,imm
fudi 12 NUAIWUS 2562) wazlss NIANSENTINETITNAY 309 5EUR5187 (aUUd 2) W, 2562 aetuit 3
nINgIAN 2562 (aaﬂsmwm’tuawnwmLunmmw 26 N3NNIAN 2562)

Finished product specification

VD Test items Specification
1 | Identification msm&i’mmuﬁssu‘iu Finished product specification
2 | pH 4.0 -5.0
3 | Peptide concentration Not less than 0.25 mg/ml
4 | Estimation of m-Cresol concentration | 90-110% of labeled claim
5 | Purity > 98.00%
6 | Biological activity Not less than 1x10* IU/mg of peptide
7 | Sterility tests m?whumuﬁ'iwlu Finished product specification
8 | Bacterial endotoxins Not more than 1 EU/mcg of peptide
........... e 2 Bam Besom fedis o
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Drug substance specification i91sannluiAs1wsivesEnan drug substance wialudiAsizy drug
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-
4. Waulvdu

s

NLauammmawummewmmanms W‘i@llﬁﬂﬂ’]ﬂii@“ﬁa‘iU‘iﬂﬁLaﬂﬁ"l‘iIﬂFJNlIE)WUW‘J Nvazidunnsil

(1 Lanaﬁm‘ﬂmuwﬁym'ﬂumLUaumﬁumLwamwma'luﬂsvmmlwa wazdund (declare) uvaswnde

1.1

1.2,

‘Lumﬁcgmwummaumium oA Me.2 v18.3 1.4 e 8.2 Wdusnsedl

- nsdifduendindnlulszndlne wneis vie.2

- n‘scﬁﬁL*’fJumﬁwﬁ”uﬁam‘mﬂqmﬁg meiia ve.3

- nsﬁﬁvﬂumﬁ%ﬁﬁmﬂﬁmﬂiutm wmaﬁq e.4
ﬂwa‘uumwau Ve.1 %30 6.1 v038niiiduDsIAn WIBUS1wAEIBYARITINITAIVANALNTNYD Y
AR AT Uz oy (finished product specification) LLawuammmﬂmmwwa’mmu (drug
substance specification) n'mmasﬁumwm‘sLﬁaauwamﬁlmwumevmamumanmsmwaur'ﬂﬂ
(8.5) U5 0Y finished product specification wa/"3e drug substance specification lagvaunly
roululssmadsgninsindidnnseiind uarliiiu 2 9 & Yuusenaeuseniasnmdiénnseting

(2) 1@NENsTUTBWINTFIUNTHARY

2.1,

22,
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AT GMP-PIC/S Tnewiaeau PIC/S participating authorities N303aNa155UTDINIATEIU GMP
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3.2
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) luenjuiidadusegng
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3.3. Wnasvisonangminfuauduiusseningunsnanuesingiuiendifey (drug substance) 48 3.2
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ANANYUZIANIZYDIEN
Chondroitin Sulfate Sodium 600 mg + Glucosamine Sulfate 750 mg
power for oral solution, 1 sachet
(GPU 1044103)
1.8881 Chondroitin Sulfate Sodium 600 mg + Glucosamine Sulfate 750 mg
2.AnusuiAngly
2.1 5wy Hunsazansthdmiusulssmy
22 d@mlssneu  Usenausie Chondroitn Sulfate Sodium 600 mg wag Crystalline
glucosamine sulphate 942 mg ( equivalent to glucosamine sulphate
750 mg wag sodium chloride 192 mg ) Tu 1 ¥o9
2.3 mwurussy  Wugluuuees
2.4 aansyy - aanuuusIANsIRessEyTasnduUsnaufedAyuarannause Susdn
Fudueny taiindauaziaunadouiuliedstai
- aa'1nuumﬁuusuﬁqmaéwﬁaaﬁm'ssq“it"am drulsznoumendfgy A
W34 i’uﬁumquauamﬁwﬁm
3. Anuantaniamaia
Namsm‘s’;ﬁmﬂzﬁammmﬂulﬂmu Finished product specification wag Drug substance
specification #1989 nndvsfvatuiiioniu eldannsidousonmuenssun1TeMITHAZE
NIENTNAITITUGY ﬁqinﬁﬂﬁa%’uﬁ'ﬁ%’é’ﬂﬁw'fMLﬂuaﬂ'uﬁﬁamviw%a’tmin'hmmsﬁnumﬁwﬁw%’u’lﬂ
sindumils muUsENIANTENINAIEITNGY (09 sys¥uen w.e. 2561 asTufl 6 3unen 2561 (a9
Usymeluswieoguneiuil 12 nuanwus 2562) LAYUSEMANSENTNENGITUGY 1389 Teyfse
(@UUTl 2) e, 2562 astuil 3 nsngnea 2562 (asUszmiAlustwisanunuiuil 26 nsngAu 2562)

Finished product specification

h) Test items Specification
1 | Appearance test ﬁli’ailﬁi’lumuﬁ"i::u’[.u finished product specification
2 | Identification m‘i’zﬁ]mummﬁisq‘lu finished product specification
3 | Assay of Chondroitin 95.0-105.0 %
Sulfate Sodium
4 | Assay of Glucosamine 95.0-105.0 %
Sulfate crystalline
5 | Loss on drying < 5%
6 | Uniformity of dosage units msaﬁ}mum'\uﬁ‘iw‘lu finished product specification
7 |pH 2.4-4.5
8 | Dissolution test <1 min in water 150 mL.
9 | Microbial contamination m’a‘«wi’}ummﬁi:u'lu finished product specification
................. il by i foda oo
wnngviawnel wsidanna wndunivdgsenivn Tnaena ndunsinfiivg manin
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Drug substance : Chondroitin Sulfate Sodium

49 | Test items Specifications
1| Ysuusnendndiny 95.0-105.0 % of Chondroitin Sulfate Sodium
Appearance White or almost white, hygroscopic powder
3 | Solubility Freely soluble in water, practically insoluble in
acetone and in ethanol (96%)
4 | Identification MTIIIU
5 |pH 5.5-7.5
6 | Specific optical rotation -20 to -30 (terrestrial origin) or
-12 to -19 (marine origin)
Intrinsic viscosity 0.01 m3/kg to 0.15m3/kg
8 | Electrophoresis <2% '
Protein <3.0%
10 | Chloride <0.5%
11 | Loss on drying <12%
12 | Microbial contamination NN

Drug substance : Glucosamine Sulfate Sodium Chloride

98 | Test items Specifications
1| Yswasedngy 98.0-102.0 % of Glucosamine Sulfate Sodium
Chloride
2 | Appearance White or almost white, crystalline powder
Solubility Freely soluble in water, sparingly soluble in
methanol, practically insoluble in acetone
4 | Identification RIIVNIU
5 | pH 3.0-5.0
6 | Specific optical rotation +50.0 to +55.0
7 | Related substances Unspecified impurities <0.05%
Total impurities <0.2%
8 Loss on drying <0.5%
Sulfated ash 23.5% to 26%
10 | Microbial contamination ASITEY
NUELNA

- vi Dissolution waz Uniformity of dosage units Tiuuienasuansssaziiennans
a '3 ad v v o )
ATIRATIEY Mndildudeseazideaidusiuanliluly coa
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Drug substance specification 91509 nludiAT1evanEs drug substance v3elu
AiAT1e9 drug substance vaAR@TIgU atiuleatuni ddinnsnainssiasunn
videtitmun

Bu

fiauoimdesBudiunnindioienans nionasansiioteiuseaanaslaudiidiune

aviduanall

(1) wnansnslasueygyntunzidsudiiveniedmielulsenalng uazduns (declare) unas
HER

1.

1.2

. TuddymsTungiloumisuen Tiun ve.2 ve.3 vo.4 w3e 8.2 uausnsed
d-:l [ =1' a =
- natimdueinanlulssinelneg vaneds ve.2
- nsdiiugndidiionsuuussy wanetis ve.3
- nsadusnhidhandisUssma vunets ve.d

ludwetiuneidou ve.1 w3 8.1 geeeniiidusnn wiauswasidenindensauaNgunN W

yoandndusinufivunsideu (finished product specification) wazdofiNuARNAINYDY
fngiu (drug substance specification) nstiflagszminanisasundasuslufiufnosdos
wuuLena@1snIsveuAla(e.5) uawiau finished product specification was/w3a drug
substance specification Ingvaufluneuiulsenmalsemasimdidnnseind uazliiu 2
U o Yuusgnelssmanandidnvseiind

(2) ONENIFUTDWIRTFIUNTHENYN

2.1

2.2,

. nsdlomdnlulsvndlne duandecdionarsiuseanasgiunisudneinundninusiuag

FEn1sAalundnsn GMP-PIC/S Taeniaeeny PIC/S participating authorities #3818na13
FUTRINIMIFIUNTHARB IR WS NINALasIEN SR luNER B sdinUANENTIIANS
IMTUALYT NIENINATBITUGY Femuatulasiiauasandouagiinifioniu GMP-
PIC/S Tumnagauavie aduagamuseunsasadoulasinanisiusesieiuszna
Usgmnsndiannsaiind

nsdeudrandnasema grandesdiienansiusomnasgunsHaneinuvdninmeiuag
FEnsalundnen GMP-PIC/S Tnenuaganu PIC/S participating authorities w38 current
GMP (cGMP) aeUszwmrEngn aduaganusaunisnsivaeulagiinanmsivsesiviudszma
Usgmnaimdidnvseiing vieegmanndn udusnsdl

(3) 1BNATANANULVBIWINAUDITIAN

3.1

3

. HAaN1IATIILATITRAUNINNERSusiandn5e3UvenEn (certificate of analysis of

" . 1 ﬂ‘ 1 s 1
finished product) Tuenguiidadusaogn

. HAN15NI193LATIEVIAAINTRgAUYaedle1diAny (certificate of analysis of drug
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(4)
(5)

(7)

(8)
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substance) 8 3.2 fujumsranvemdniusiendiagy (finished product) e 3.1
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AMANYSIANIZVDIEN
Parecoxib 40 mg power for solution for injection
(GPU 207799)

1. Woy1 Parecoxib 40 mg power for solution for injection

2. AuauliAvly
2.1 guluv
2.2 @ulsenau
2.3 MUUBUITY
2.4 aansey

Hureenunanniedvnisdunesniniessou dmiude

Usenaumieen Parecoxib 40 mg Tu 1 vial
ussylunsurdmiuUsI9dnUsANnde

- Hagnduusznouiendiguazanunss Jundn Tuiueny laviindnuasiay

sligusisuenliognadnau
- aRNUUATUEUISIEIeTiofinassylen daulsyneumiedify auaeause
Y9381 5u§umquama*uﬁu§m
3. AnduUANIumAiia

nani1snsivitasizvaan wiluluniy Finished product specification uas Drug substance
specification #1819899 nLadudrfuaduidieany Jaldannsifoudenmenssun1seMmIsHazen NsENTN
aonsaigy seindvifuildsadetenduatuiiieuivielminiwnasgunduisulasifunds o
UsEnANSENTasIIEaY (389 spyifue wa. 2561 avtuil 6 Sunaw 2561 (awssmelus1gienguny
Fuil 12 nuaus 2562) uazUsEn1ANTENTHNEIGITUGY 3a9 seyfsten (Uufl 2) wa. 2562 avudl 3
nIngIeL 2562 (awszmiAlusiufenuununiuil 26 nsngran 2562)

Finished product specification

4o Test items Specifications

1 | Identification m’smhumuﬁixq‘lu finished product specification
2 | Assay 95.0% to 105.0 % of labeled amount of Parecoxib
3 | Uniformity of dosage units m‘i?ﬂl&humuﬁizﬂu finished product specification
4 | Water Not more than 2.0 % at time of release

5 | pH Between 7.5 and 8.5

6 | Reconstitution time Not more than 60 seconds

7 | Particulate matter mwni’mm'mﬁiz‘lg'lu finished product specification

2u1A 2 10 um Biiu 6,000/container
2UA > 25 um litAu 600/container

8 | Related substances

- Any unspecified impurity
- Total impurities

m’m&humuﬁizu‘lu finished product specification
nsrarumuszylu finished product specification

9 | Sterility

Sterile

10 | Bacterial Endotoxins

Not more than 2.9EU/MG of Parecoxib (Free Acid)

wwndvdaged wsiRanna
UsEuNITUAG
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InFuaudine

- Drug substance specification Aa1sananluilasizuesudn drug substance 3plUAATIN drug
substance vasfjnanendsagy atulnatunis dsfinmsanainngiasuynindeiiiiuun

4. Feulvdy
fiauemmdesdudiunniwiigionans nisuasmeiloteiusesenansiasfiisnng Twasdondiall
(1) Lanaﬁmﬂﬁ%'uaununm*ﬁwzLﬁaus‘h%’umLﬁaﬁwﬁw’l,uu'ssmﬂlm wazd1und (declare) Unanan
1.1, luddymstunzdousisusn e ve.2 ne.3 ve.s vie 8.2 wdusnsd
- neddueniindslulssmalng waneds ve.2
- ns@dugnindiionsutussy wneia ve.3
- neddugnidiandadssing wneds vie.d
1.2. Ametunsdou ve.1 vide 8.1 vowilauea wioussazdeahdenisaunuemnInyey
wanfuTinuAituvzido (finished product specification) wagdammusaaninyeaingiu (drug
substance specification) n‘.iEﬁ‘f/’iagjﬁwi'mm'SL‘LJ?iiEJuLL‘lJadLLr’ﬂ‘ULﬁNLﬁma‘éfamumanm‘sﬂ’l‘i‘UE)LLﬁ'l‘u
(8.5) 3oy finished product specification Wag/u3e drug substance specification lngaunly
rewulssmadszniasiandidnnseiind wagliiu 2 ¥ e Juusznmadsemasiandidnysedngd
(2) WNENSTUTRRWNASTIUNNTHAREN
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2.2, nsdlgnindraindedseve frdadesienansivsswnnspumsadasmundninasiuasims iy
MIuERET GMP-PIC/S Tapnuaseu PIC/S participating authorities %38 US cGMP 989Ussinalnan
atuatganiusaun1snsItaey tnelinamssusesfieiulssmadssnansimdidnvseilnd wieengnaee
P wdusinsdl
(3) WnasandnEuLYDIlaueTIA
3.1, waMInTIvinTeinun R AndnsiendusagUresnan (certificate of analysis of finished product
) lusnsuiidaduseding
3.2, HAMIATIVNATIBVAMNIWINNAUVDIRIBEIAEY (certificate of analysis of drug substance) il
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3.3, WnanssendngiuBudunnuduiusseningunisndavesingausiend ity (drug substance) U8 3.2
fugunisudsvasndnsiusiendnsagy (finished product) 1o 3.1

3.4, wan1sAnw long term stability maamhamayvmmﬁ%wmﬁauﬁﬁ’uﬁﬁﬁnmuﬂmsnis:unﬁmmmas
B NSENTWEAEITNEY
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