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518015 1 Cyproterone acetate 50 mg tablet
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1. Bogn Cyproterone acetate 50 mg tablet

2. amanianaly

2.1 3uuuy Wueude §wsusudsmu

2.2 swsznay  Usznau@lu@apn Cyproterone acetate 50 mg 1w 1 Ldle

2.3 MAULIN ussaﬂuumagmﬁwwamf %30 blister pack Lm:miqﬁ'wﬁﬁaoﬁ'uum

2.4 28N - sxq%‘am FUUIENaUAILNEAYUAZAINLTI TUNEN fu?xyumq \TiNGe
wunzifaudsuen waziinmaivshmenieatetanuuuussanued

- UWURSEN azmﬁauﬁaoi:g%‘am W3aToMIMIM §FIULTNOL WETTAAMULT
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3. amsutanamane .

Nan’limm’nﬂﬂ:ﬁqmmwLﬂuvlﬂmw Finished product specification WLz Drug substance specification
AdaBsnnundrdratLe etk 49 ldeanzidoudaminmua menIsNNTaMITLAZEN NIENTHATITHEY
mindsiiuAldedsdanduatiufifisurinvialninianasgwndsdriuledsunils anudsene
NIENTHETITUY 504 UM W.A.2556 89T 11 LWBNEW N.A.2556 (a\‘rﬂsxmﬁluﬁ‘ﬁﬁwwwnmfuﬁ
10 w1 2556) nm’i‘h‘nLﬁsmMﬁlﬁi‘fuﬁ'uqam’iﬁwaoﬂm:mmmsﬂs:mm'\mm

3.1 Finish product speciﬁcation"’

AmaNTANMIINAila BP 2013
1. USanmweendnany 95.0 - 105.0% of the L.A of Cyproterone acetate
2. Identification ATIIHIU _
3. Dissolution szane'lutasndn 70% of the LA. mulw 45 w1
4. Uniformity of Dosage units AT

(Weight variation)

5. Related substances By liquid chromatography

- The area of any secondary peak : NMT 0.5%

- The sum of the areas of all the secondary peaks : NMT 1.5%

LG L) OSSO ST BIUAMSNITNNS
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3.2 Drug substance specification : Cyproterone acetate”

ananAnamaia BP 2013
1. PBnmeedngy 97.0 - 103.0% of the L.A of Cyproterone acetate (Dried substance)
2. Identification ATIHIN
3. Specific optical rotation +152° to +157° (Dried substance)
4. Related substances By liquid chromatography

- Impurity F : NMT 0.4%

- Impurity E : NMT 0.2%

- Impurity B, C, G, for each impurity : NMT 0.15%

- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5%

5. Loss on drying NMT 0.5%
6. Sulfated ash NMT 0.1%

P , a { < P o=
RN - nsttnsenzideudsnniu (waive) meamgaLiiamsinemile 'lﬁﬁuuammnmwanpumnmqﬁ'lmuagmmm
a o v a a I3
- Drug substance specification ATnaIniyd Lﬂi’l:ﬁmadanam drug substance wialuiiamedt drug substance V84

P o o o 4 A4 a v o de
P‘J‘Naﬂf_nmlsaﬁﬂ QUUI@QU?J“%@ ‘Nﬁﬂ’l‘i@l?‘a'ﬂ’lLﬂ‘i’l:‘ﬁ'ﬂﬁuﬂﬂ%ﬂlaﬂﬂ‘muﬂ

Geuludn g
1. e'mmmwn"]manmsms'l@‘f%’uagtymifumLﬁ'we‘iﬁumLﬁ‘aﬁwmﬂluﬂi:mﬂ%ﬂ wazdIuad (declare)
LASINAS
1.1 lugraymafunzdioudniue me.2 no.3 N4 ududnsdl)
1.1.1 luns@nduonfinaaludsanealng wanufis no2
11.2 ‘lunsﬂﬁuﬂumﬁmﬁLﬁiammﬂwssg wanwdls ne.3
1.1.3 lunsd@ndusningrandnsdsaine wanpdls ne.4
12 ludnaetunsSouen ne.1/e.1 vasnfiauanan wiaunuszvaiatenmsniuaun tmnuaindarioet
muﬁ’ﬁuml,ﬁﬂu (finished product specification) LLa:ﬁaﬁﬁ%u@qmmwmmf@qau (drug substance
specification) nsfﬁﬁagjii:‘mwmsl,ﬂawuﬂmuﬁ”lmﬁmau rFBIuuLLanIIEMIMNENMTVaLT 1 (8.5)
WW3IBWY finished product specification uaz/n3e Drug substance specification lasvaurlunawindsena
dszmanadiinnsefing wazlifiu 2 3 o udsemadszmenendidnnsaiing
2. 1ANANITUIINIAIFINAIHAAL
21 nsdifienwaalulszmalng g{w’ﬁwﬁaaﬁLanmﬁmmmmpumswﬁﬂmmmé’mmm@ﬁuaﬁ%‘msﬁﬁlu
M3sNaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lapwtienu PIC/S participating authorities
wie HlenmyiLresanagumIniamenandninmaiuazIinsfalunsniasvesiinnuamenssuns
2IMITUATHT NIENTRRITTIHGY Fatmuaiulasfanuranndasuasrafisuiunsninmaiuazisnmnalu
nswaapn PIC/S lunaaaefiauany atusgaawsaumiaTaseulasinanisiuesfivindsene
dizmanadidinnsafing
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2.2 nsdiiiuegingrnaedsand guied raafianmnsiuTesnas UK asaunanInILSE
52msnialumsuansn GMP w3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taswiisanu
PIC/S participating authorities 2UUE§R ausaunIasasaulasinamstusastivinlemeadsznmanan
fidnnsafing wiaanyanaadw LRIULANTTA
3. Lanmsﬂmmwmaammauaﬁm (Fruwnnane)

31 Nan’lim’ﬁ)’nﬂi’\ma UANWHRAA U ENEN Lsasﬂmaawwam (Certification of analysis of Finished product) Tuen
smamﬁumama

3.2 Namsm’smLﬂi’r“mmmwmmwaammmﬂm (Certification of analysis of Drug substance) ‘Yﬂ‘fﬂu
mswa@lmgumuﬂumazmm‘uaaawamml,a:piwammqmu

33 Lanmsvﬁa'ﬂﬁ'ngmﬁuﬂ”umma?uw”uﬁizmwa‘gumswﬁmaai’mqﬁumaaﬁ";me‘hﬁ'@ (Drug substance)
48 3.2 ﬁuéumswﬁmawﬁmﬁm‘ﬁma‘hﬁagﬂ (Finished product) 78 3.1

3.4 lunsditunadoumununnnii 2 3 azdasddimnnwdianan1sdnin Long term stability P
wudulunsdousnanuses LLa:vl@T%“umsaomaﬁmmLanmsmn@ﬁé'\mwaw‘%ﬁ'w

'
a

3.5 luns@dunaidouenanitesni 2 8 ﬁ):éfaaﬁﬁmmmwmuwamsﬁnmmmm@'ﬁmaammuﬁﬁmwmau
Tunsadoueanuaes uasldunsasnasusesienssangisusresyium
4. @288198
4.1 fiauana dp9saaagenatnItay 3 wu’mmsgﬁmvﬁ Fudusunuuaasnoazidsa ldasuiiu
muﬁﬁwuﬂluﬁ'ﬁaqmauﬁ‘ﬁﬁ;ﬂﬂﬁwﬁu
5. n'\sﬂ‘s'vﬁ'uﬂmmwzl'\ﬁeiwau (waastanaInIIulIEin)
5.1 pnfigsusudasiiangldlalivanndt 1 9 siuanduday
5.2 mmommwau amaamml,mmwmﬂlususaawamsmammﬂ:wmsuﬂmuau
5.3 nsmmmmmmimmsaumamam‘nmuauLwammammsﬁmﬂmmw ngTENNIITRIEe
fosvaaiatng I@ﬂmnma‘”@\aammeuanmummuwmmwmsammmLﬂi’]:manﬂumuwmau
m'lmmzmmmmaﬂun 13952 ARG AN ns@ifinuim liduldewguansuzian: mihwssnue
RITMANT WS URMNTINITEUETIANAINEN VB mnmLavlmawwam’Luﬂsma'lﬂ
5.4 rdmmwaoimﬂaUummam'l.naﬁm\mq v\saLuam@msmammwmUﬂi:ms'l,@c] faudmualas Ll
Feuly
6. 1anansiiownludu g
6.1 winuviawe llsanduuuy (original drugs) dasiiniiFeugain1snasay Bioequivalence aua
WEsusuiuaduiuy laosinsdnwasadullaundninaiuazuwil udlunsdnmdsayazed
IRV BIEUNUATIENTINATEIMITUREEN nszﬂsaommimqma) Tunsdidunzifoudsumaauuuen
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7. flananen (Aene) Busaslisnidandgannanwasuivne aoi
a ' a ¢ & a Iy ' v o
7.1 nsdinamsguanvilazisiannssingmaaimsuwnd lidwldemaumnasgudaiinue
=Y o o & = | 3 ° % V
7.2 nydnAadminsieignionifiuAuanniasemelesdninnuamenssumsamsuazen Tutanaves
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7.3 nadinudgmgunmannuiasineinaresiuadalszininauazanulaaaivdadien ety
8. vamzm?sm?uaaa’mﬁﬂ%qlaﬁuﬁmsmNﬁmﬁmﬁmﬁﬁﬂs:fﬁgnﬁanLﬁuﬁuI@Uﬁ'}ﬁfnmuﬂmnsmmsmms

wazenluszuzia 1 Jhewiudsematsemenendiannsafing

BANELAG : §198937N
1 = British Pharmacopoeia 2013
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ll,a:@;ﬁamsﬁﬂm
'?nlls:ﬁﬂﬁwaua:'ﬁﬁmjgamawﬁ@ﬁ’m‘ﬁm ngInILAULN FIUNIUAENTTUMTDIRITURTEN

ns:maammsmqm
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k4
i’lﬂaztﬁﬂﬂ@;ﬂbﬂﬂﬂﬂb:lﬂﬂ’lﬂl%ﬂﬁ"\ﬂLaﬂmimiﬁm%an'nnm‘ﬁm
82N B18 /2560
18NN 2 Etonogestrel 68 mg for implant

aalszmavoninguanesii - g WA 2560

1. B Etonogestrel 68 mg for implant

2. amaaianaly

2.1 3Uuuy Wuurisen niaudrussiunsd (Barium sulfate) a’:m%’mﬁquﬁ’uﬁ@

2.2 wdsznay  Usznauday Etonogestrel 68 mg T 1 uvig

23 MIULUIT Lwiammsq‘luqﬁns:ﬁ%’%am‘%‘aoﬁa wianehienfidsieanide dwiuldasaden (Single use)

24 2§ - S:q%am fIULIENaUMILIEAYUEZANNLTI TUNAR ’Yuﬁvumq Wwvfinde wanzdou
U uazEmafivinmeliadatauunuseimed

- UWMTUSLTIEN am’waﬁauﬁaoszq%am wiatamImsen samUsnauussymanY

WSIT89E LaUTING® i’uﬁvumqvﬁ’ﬁ’mﬁm

3. AmaNLGNIImake

3.1 Finish product speciﬁcation“’

1. USanmargndnagy 90.0 - 110.0% of the L.A. of Etonogrestrel
2. Identification @lﬂiwi’m@rm'ﬁiquu Finished product specification
3. Uniformity of content ATV
4. Barium sulphate Gli’mmumuﬁliquu Finished product specification
5. Drug release m’aiwi’mmuﬁi:qlu Finished product specification
6. Dimensions of imptant
- Length m?’«amumuﬁsquu Finished product specification
- Diameter miﬁﬁlﬁhumuﬁizﬂu Finished product specification
- Skin thickness @li’mmu@l’mﬁiquu Finished product specification
7. Related substances / Impurity mmmumuﬁs:ﬁlu Finished product specification
onludu 9

1. zhmmwdw,anmsnﬁvleﬁ'uagmwmifuﬂxtﬁ pudsuenRas mrngludszndlng wasduag (declare) UnaINA®
1.1 luﬁ'lé'zymﬁfumtﬁmm‘iﬁum (N8.2 NB.3 NY.4 LALANTHR)
1.1.1 luns@iduenfingalutszmelng naneds no.2
1.1.2 ‘LunnﬁﬁuﬂumﬂmﬁLﬁammmmsg nanwd ne.3
1.1.3 lunsdifiduevighanenedsaine wanoids no.4
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12 ludwetiunzifiow ne.1/e.1 vaseiliEuanm w%”aammn‘émﬁ"ﬁamimuquqmmwma\iu’é@.ﬁ’msvf
muﬁ’ﬁuﬂuﬁﬂu (finished product specification) LL&:‘ﬁ'aﬁﬁ%uﬂﬂmmwmmfﬂqﬁu (drug substance bpecification)
nszﬁﬁay‘ls:m'\amﬂﬂﬁmmmaum“lmﬁmam QEFDINUULANENTENWININENBNTTBUA 1Y (8,5) N WTau
finished product specification WAZ/HIB Drug substance specification Tagpaunlunewinlsznadszmasian
Sinnsening uazlitin 2 ¥ o wdszmadsznenandildnnsafing
2. 1aNENITUIDINNATF IR THAALN

21 ndiguAaludsamalng QwﬁmﬁmﬁLanmﬁmaamm@umswﬁﬂmmwﬁnmwﬂuaﬁ%msﬁﬁh
nIWAanEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Toowiaeanu PIC/S participating authorities
VR ﬁLanmﬁ'usaammg’mn’uwﬁmmmwé‘nmmwﬁm:?%msﬁﬁlun’lwﬁmmwaaﬁ'\ﬁfmmﬂmxnsmmi
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tszmemmaidnnsafing

2.2 nadiiineing e nesyszne uiad 2efieNmTILTONNATPIUNINE AL UNATIN TS
3%'msﬁﬁlum‘m§mm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laantienk
PIC/S participating authorities &UUER musaumsasareulapinanisutasieiumeadszniane
fiinnsefind wiaaaneadw ududnsd
3. Lﬂﬂ‘dﬂiﬁlmﬂ'\ﬂ‘ﬂaﬂF_I'l‘ﬁt'd%ai’lﬂ’l (Fnwinmany)

3.1 wanIaTRieTzg M wHAantiendnSaguuesuia (Certification of analysis of Finished product) Tu
msuﬂamﬂumama

3.2 Nama‘m’m’aLﬂi’l”%ﬂmmwmﬂ@ummmma’mm (Certification of analysis of Drug substance) mﬂu
mswawm;ma«ﬁuma:mm'uaoawammuazgwammqmu

3.3 Lanmw’%avxé’nmuﬁuﬁummffuﬁuﬁzmwasfumswﬁmaﬁmnawaaé‘;méwﬁ'n; (Drug substance)
18 3.2 NUTUNSHEATDINGAN Tousiendniagy (Finished product) 78 3.1

3.4 lunsditunadousiunuinnin 2 9 wrdasddiunwaionanisdinea Long term stability Ui
wadnlunzfonenanuaas Lmz"lmunwaommmaaLanmsmnpdummwaaumﬂ

35 lunsadunzidonenandesnin 2 9 A ST E NN NN ENEHAN TN B A MNAIRIVEI BN AN UTE Y
Wi lunadoumuusas wazldsumsasuasusasenamsnngidmavesyism
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6. HlawaIIAN (H218) fungaaldsmanduananasuivue aoi
6.1 n3tinansguaTieTzieinnnainnamsainisuwng lidwllawanasgudeimua
= = Qs =) A’ = -4 =1 v ) o D
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fQNITHa
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iwauﬁﬂﬂqmﬁ’nﬁmzmwntmuﬁﬁmana'ﬁn'ﬁi‘fﬂ%anﬁﬁmeﬁﬂ‘l
182 B18/ 2560
5790151 3 Human albumin 20% injection, 50 mL

anlsemavaninguasesii -~ g A 2550

1.8as7  Human albumin 20% injection, 50 mL

2. anasianaly

2.1 guny ussarasUnenniis Widddinaassan wiafidosan HRAINWAEVBIE
fnsudaTvanaliand

2.2 sawdiznay  Usznaudis@asn Human albumin 20% wiv USanas 50 mL / 1 MAUTUTTY

2.3 MUV Uii?ﬂlun’\‘ﬁu:§1ﬁ§UUii§UﬂaﬂﬂiﬁﬂQ1ﬂL%a LLa:msagﬁ’mfrTu@ia:mmmﬂaoﬁ'ul.mz

2.4 287N - szq‘f}am FUUIENaUAILNFIAUITATINLT TUNER i'uﬁvumq WfikGR uaziae

nzidoudrsusnTanesaian

- Y33 Sodium

- qmmgﬁﬁmm:am«hﬂ{uﬁ‘mﬁum

3. AmdaLAN1MAKA

Namsm’aﬁmsw:ﬁqmnﬂwLﬂuvl,ﬂmu Finished product specification (.82 Drug substance specification “71.
gBannundrdnsuatudioany Soldvansfoudadinsnuamenssumsaimisuazen NITNTNRIBIIUFY $ad
indadnsuilisnsbsdaaduarvifisurimielnininanasgundzdriladiunils aadszmanszngs
DI 504 YT W.7.2556 8UTUA 11 Lwnow W.7.2556 (aoﬂsxmﬂluﬂmﬁﬁmgwnmi’uﬁ 10 Jquaw
2556) nsfﬁhiLﬁﬂuwhlﬁifuﬁ'uqaﬂﬁﬁwaaﬂmzﬂﬁumsﬂs:mmwmm

3.1 Finish product specification"”

Test item BP 2013 - USP 38
1. US3nos Albumin fivSanm Albumin laidaendt 96% vasldsds | HUSaum Albumin laivasndn 96% vaaluséin
2. Identification AT IUA2EAT Immunoelectrophoresis ATIHUR D Immunoelectrophoresis
3. pH 6.7-7.3 mnﬂmum’m‘ﬁiquu Finish product specification
4. Total protein 95% - 105% maaﬂ?mmiﬂsﬁuﬁamnszq 94% - 105% maoﬂ“‘smm’[ﬂsﬁuﬁammzq
5. Protein composition AT ("3% Zone electrophoresis) AT ("3% Zone electrophoresis)
6. Molecular size distribution By liquid chromatography : The area of the AV

peak due to polymers and aggregates is NMT (LRAINANITANTIT % polymer / Aggregates)

10% of the total area of the chromatogram

7. Haem content NMT 0.15 NMT 0.25

8. Prekallikrein activator NMT 35 IU/mL -
9. Aluminium NMT 200 pg/L -
10. Potassium NMT 0.05 mmol of K/g of protein -
11. Sodium NMT 160 mmol/l Ll,a:ag‘ilwﬁ’w 95% - 105% | 130 - 160 mEq/L

ve913Nm Sodium fiszyluasn

LCR ) N e FUA U nITUNT
/ wanilind diniduaniia) A//AE)*—/ Z/l/_)
» @‘ nITuM3 %

(NT0).... L (GRS i) T e o NIINMT
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(1).(2)

3.1 Finish product specification (wa)
Test Item BP 2013 USP 38
12. Sterility AT ATIVAY
13. Pyrogens or Bacterial ATIININ AU
endotoxins n3th Bacterial endotoxin

- N3 Protein content < 50 g/L : NMT 0.5 1U
of endotoxin/mL
- N3t Protein content 50-200 g/L : NMT 1.3 U
of endotoxin/mL
- 7136 Protein content 200-250 g/L : NMT 1.7

IU of endotoxin/mL

14, Heat stabilizers' (n3ldlu | @marnuaufiazylu Finished product aTaRTueafszy s Finish product specification
#13U) 1w Sodium caprylate specification

(Sodium octanoate) $#38 N-

acetyltryp tophan #w30in3 2 a0

3.2 Human plasma M

1. Anti-HiV-1 ATIVUAWANATFIN
2. Anti-HIV-2 ATIVAIUMAUIATI W
3. Hepatitis B surface antigen ATAUAUNINTIIW
4. Anti-HCV (Antibody against Hepatitis C virus) mwshumilm@lsg’m

wazfinangmsusasin Human plasma MWHEAENTNMNWANATATFINEING 13U NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)

]
-

Gonlugu g
1. é’nmmwmuLanmsms"l,a”?“uagnpm‘fuﬂuﬁﬂw‘h%’umLﬁiaﬁmmﬂluﬂszmﬂm uazd a9 (declare)
UNRINR®
1.1 lugdymsdunafoudniuen me.2 ne.3 no.4 ufudansd)
1.1.1 lunsdifiduenfindalutsznalng nanods no2
11.2 'luﬂstﬁﬁl,ﬁummLﬂﬁLﬁanwsLLﬂaussq #BD9 N3
1.1.3 lunsdinduensidaandsdssma naneds ne.4
12 ludadiunadouen ne.v/e.1 vssnfiaueno w%aamuaztﬁmﬁaﬁamsmuquqmmwmawﬁmﬁmsﬁ
aufidunzifion  (finished product  specification) uwaztarinuagmnIwasiagéu (drug  substance
specification) nscﬁ‘ﬁa%is:wmmst,ﬂ‘éiﬂuuﬂmurﬂmﬁmau AR DIURVLDNFITENINNIWENENTVOUA 1 (8.5)
iNwTau finished product specification Laz/W3a Drug substance specification Tagwaun lunewiudszme
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21 nsdiignaaaludszmelng ;‘Jl”wﬁ@I@TaaﬁLanmﬁmmmmgmmswﬁﬂmmwa"mnm‘ﬁuaﬁﬁnﬁﬁﬁ‘lu
NSWEaEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswnsineanu PIC/S participating authorities
¥3o DlenmsiusosnaTUMIKaateamanIn MLz 3FnsAalumInGassesdEninwA BN IININTT
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2.2 nsidngingendwysana Ardadasiianmsiirannaspumsniagmandninosiuse
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PIC/S participating authorities 21iUa"g® museumMInTasaulasinanssusasiivdsmealszniame
Budnnsaiing niaaryasaadn usudnds
3. Lanm‘sqmmwwaomﬁLauaﬂm (Funwamwane)

3.1 namIaTAaTzgMWHAa g Taguasinia (Certification of analysis of Finished product) lu
méuﬁdmﬂué’aaﬂw

3.2 lunsditunafougnannnnit 2 3 sdasdidumninenan1sdine Long term stability snaifids
Rudulunsdouauuand wazldsunmsaswinsusadanmIINEREINIVEILTEN
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i’lﬂaxtﬁﬂﬂqmanﬂm:mwnlmuﬁwtanaﬁmiaﬁ%anﬁnmﬁm
12N B18 /2560
s18n15N 4 Leuprorelin acetate 11.25 mg for pre-filled syringe

g

muﬂszmﬂé’m‘i’aquaﬂﬁmﬁ - G WA, 700

1. 3o Leuprorelin acetate 11.25 mg for pre-filled syringe

2. anasianaly
2.1 3uuyy vuesenuy lyophillized Useanife dndude
22 awuisznay  Useznaueae Leuprorelin acetate 11.25 mg / syringe
2.3 MTUUIN msq’[unszuanﬁ@mﬂﬁﬂmm%auuu Pre-filled syringe (dual chamber) W3a3&3aza"2
Unannizels Lifld
24 aain - s:q%am INUTZNALANEAPUITAIIVLTI TUHEA i’uﬁvumq wafinda wanzdou
d3uen ussdsmsiusnwnn adstauunussimd
- UIWMTUELTIIEN aﬂwaﬁamﬁaosxq%am Wiataan1sn FaulsznauuazIwIan N
WS9we9E LaufikEe 'S'uﬁvumﬂq"ﬁfmw

3. @rmam}amamﬂﬁﬂ

Namim’zﬁﬁmiﬁ:ﬁqmn’lwL‘ﬂuvlﬂma.l Finished product specification Waz Drug substance specification ‘ﬁ'
ghadsnunardnTuaudsane 4 ldaensdoudaiiniuamenssunsa misuazen NIENTWIFITUED viadh
nfrduilddedsdenduatiufifisurimselniniunaspundadsuladiiunis saysznianszniag
MBI 504 32Y@1TIEN N.A.2556 QITURA 11 LUBU .A.2556 (aaﬂsxn’xﬂ‘luﬂ'ﬁﬁﬁmgmnuﬁuﬁ 10 igwien
2556) nsrﬁvl,ajLﬁmJmﬂﬁ‘ifuﬁuqaUﬁﬁwaoﬂmxnssumsﬂs:mmﬁmm

3.1 Finish product specification“’

Test ltem BP 2013

1. USnnmerdary 95.0 - 105.0% L.A. of Leuprorelin
2. Identification ATIVHIN
3. pH 5-7
4. Sterility AIIHN
5. Bacterial endotoxins NMT 11.6 IU/mg
6. Uniformity of dosage units ATITNI
7. Water content NMT 5.0%
8. Related substances - Impurity D : NMT 1.0%

- Impurity A,B,C : for each impurity, NMT 0.5%

- Unspecified impurities : for each impurity, NMT 0.5%

- Total impurity : NMT 2.5%

Y
(RITD).ceveeeeeeeeee D Y TIUAHENITUNT
/ wrandedd qdnsdunniia)
(m%a)ﬂ”‘}? ....... nIvuMs (aa‘fiia) ..... &E"” ........... ~....NITUMI
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3.2 Drug substance specification : Leuprorelin“)

Test Item BP 2013
1. Uanmaredagy 97.0 - 103.0% L.A.of Leuprorelin
2. |dentification ATV
3. Specific optical rotation -38.0° to -42.0° (anhydrous and acetic acid-free substance)
4. Related substances - impurity D : NMT 1.0%

- Impurity A,B,C : for each impurity, NMT 0.5%
- Unspecified impurities : for each impurity, NMT 0.5%
- Total impurity : NMT 2.5%

5. Acetic acid 4.7 - 9.0%
6. Water NMT 5.0%
7. Sulfate ash NMT 0.3%
8. Bacterial endotoxins NMT 16.7 IU/mg

P P o o . - 3 wdd o o . N s e o
WN'IEHWQ‘ - NINIGVISLL FWLLIINILIW (Waive) NTATIINDLD Lﬂﬂ:ﬂﬂﬂﬂ'ﬁlﬂ 1“ U%Lkﬁﬂﬂaﬂmwanpu@@ﬂa')?ﬂlﬂiua}}&l@ﬂﬂﬂ
- Drug substance specification ﬁmsmwmnlu"’amﬂ:ﬁmmﬁwﬁﬂ drug substance Wioludas1z94 drug substance 89
« o o o o 4 d s o o de
HNG@HW@"’IL%QE’J %UU‘L@‘QUU‘WﬁG ‘U\?ﬁﬂ'ﬁ(ﬂi?ﬁ]')Lﬂﬁ']:ﬁﬂﬁunﬂ“')’ﬂaﬁﬂ’\“%ﬂ

Goulvdug
1. éhl,mmwm21Lanmsn'livl,ﬁ%’uagtzywﬁ‘fumLﬁws’h{umLﬂ‘aﬁ‘i’mmg’Luﬂszmﬂvlm waELA (declare)
ULRAINA®
1.1 ’Luéﬁﬂ”tymsm‘!unnﬁﬂuﬁﬁum (8.2 N8.3 NE.4 UAILANTEL)
1.1.1 luns@nduenfindaludsanalng nansis ne.2
11.2 ’LunsrﬁﬁLﬂumﬁﬁm‘fnﬁ'ammﬂmisq nyneds ne.3
1.1.3 lunsdaifiiugninghandnsyssing wanats ne.4
12 lusmatunadousn no.1/8.1 vesnilauanin w%"aummanﬁmﬁﬁamsmquqmwwmaawﬁmﬁmﬁ
muntunzidon (finished product specification) LLa:':Taﬁmumqmmwmaﬁmqﬁu (drug substance
specification) nsrﬁﬁag}szmwn'\'smﬁvuLLﬂamn%LﬁuLau A FBIUBULENFITF M ANENEMTTaUA 1 (8.5)
wwsay finished product specification waz/%3a Drug substance specification Tasvaud lunawindszme
dszmamadnnsading wazliifin 2 D o Judemeadszmenadidnnioiing
2. 1ENETIUIDIANATIIRNIHAAEN
21 nemfgnaalulsanalng cjwﬁmﬁaaﬁLanms%’maammgmmmﬁmmmma“’nmmsﬂua:%%msﬁﬁlu
mInaagn PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasmiiaeam PIC/S participating authorities
%38 ﬁLanms%’maammgmmsuﬁmnmwéfnansﬁuaz‘iﬁnwﬁa‘lumwa@m‘uaaéwﬁfnmuﬂmxnsmms
DIMITUAZEN NITNTWRITIIAGY 3 itnnuaiulasfanusaandosuasyiafisytunaninasiuazisnnaly
nsuaas PIC/S luwunaefilauane o.ﬁ'umq@mmaumsmnaauhﬂﬁwamsfmaaﬁﬁuﬂizmﬂ
dszmenadidnnsefing

G2 o SOOI UTzFIUAMENIINNNG
/ W@ JdinIduania) j{) A
(aa%a) ........ i L S nIsuN3 (awa) ......................... O ....... n3suNIg
(winlaunas Janasud) (WIRIEIWEN quum)

wfh?'lzlﬁun177;4'1§ﬁ?'|31812560



2.2 nsdifiugmingrena vl ssna ﬁwﬁmﬁaoﬁLanms%’usaammymmswa@mmwé’nmwﬁua:
s2msnalunswaaen GMP #3a GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taovsiaanu
PIC/S participating authorities U&E® ausaunsasiareulasdnantsiusestieindsznmadszniesan
Suannsafing ﬁaawmaam%w waILANT
3. Lanm‘snmmwmaamma%aﬂm (Fuwnnanse)

3.1 Namimammi’l”v\ﬂm NHAAN AN mmw%ﬂmaowwam (Certification of analysis of Finished product) T
miuﬂauﬂumama

3.2 Namsm:}mLﬂi’\mﬂm:nwmnwumaammmam (Certification of analysis of Drug substance) ﬁl’ﬂu
mswamm;uﬂauﬁumamammao;dNammu,a:;dwam@q@u

a

33 Lanmw‘%wé’ngmﬁuﬂ'umwé’uﬁ'uﬁs:wmjumswﬁmaai’wqaumawﬁmﬁmm (Drug substance)
49 3.2 ﬁ'us;umwﬁmaawamﬁmﬁmﬁﬁﬁagﬂ (Finished product) T8 3.1
3.4 lunsdidunsifongnunainni 2 3 azdasddmnmmwinanan1sdns Long term stability T
windnlunzidousnanuaes LLa:VLGT%’UﬂwaaumfmaoLanmsmngﬁa"'\mwaoﬁﬁ’ﬂ
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s'lsauﬁsmQmé’numzmvnxuuuﬁ'ﬁmana'ﬁn'ﬁﬁ'ﬁ%armﬁ'm‘ﬁﬂ'l
1aan B18/2560
5780150 5  Multivitamins plus minerals tablet

muﬂszn'\ﬁﬁ'mi’ﬁquaﬂ‘nﬁ'ﬁ - g WA 7560

1.3887  Multivitamins plus minerals tablet

2. amaaiona
2.1 3Uuny Wugnde smiusudszmu
29 gutszney  Usznaudandagn Vitamin A 5,000 1U, Vitamin D 400 IU, Viamin E 10 IU, Vitamin C
(Sodium ascorbate) 75 mg, Vitamin B1 2 mg, Vitamin B2 3 mg, Vitamin B6 2.5 mg, Vitamin B12 3 mcg,
Nicotinamde 20 mg, Folic acid 1 mg, Ferrous fumarate 200 mg, Calcium lactate 250mg, lodine (as potassium
iodide) 0.2 mg Uaz Zinc (as ZnSO,) 20 mg 1w 1 e
2.3 MIUUIN ussglumﬁu:miﬁgﬁfl@aﬁﬂ LLa:msqﬁ'm‘VTﬁaaﬁ'uum
2.4 2N - i:ufﬁam fulszNau@mIENEAIULATA VLTI TUKER fuﬁvumq wafinde wenzdou
dfuen wasdsnisifisnmmlagstaanuuussimed
- UWAIEN aﬂwoﬁaﬂﬁaas:q%am wiaforanas §nUITnay LATIUIAAINLTY

P23 LAYANE® i’uﬁumqvﬁuﬁ'@mu

3. AMANIENIIMARKA

3.1 Finish product specification'”

1. YSunmuaaendaty 90.0 - 110% of the L.A. of Vitamin A

90.0 - 110% of the L.A. of Vitamin D

90.0 - 110% of the L.A. of Viamin E

90.0 - 110% of the L.A. of Vitamin C

90.0 - 110% of the L.A. of Vitamin B1
90.0 - 110% of the L.A. of Vitamin B2
90.0 - 110% of the L.A. of Vitamin B6
90.0 - 110% of the L.A. of Vitamin B12
90.0 - 110% of the L.A. of Nicotinamde
90.0 - 110% of the L.A. of Folic acid

90.0 - 110% of the L.A. of Ferrous fumarate
90.0 - 110% of the L.A. of Calcium lactate
90.0 - 110% of the L.A. of lodine

90.0 - 110% of the L.A. of Zinc

2. ldentification test m’ami’mmuﬁi:q‘l,u Finished product specification
3. Uniformity of dosage units AU
4, Dissolution test m’mmumuﬁszﬁlu Finished product specification
4 Y
(RTD) e St e U FIUAMENITNNIT
& (w3xnTdend JanssuNnia) //*7 éﬂm
. s J d
=) 7, -
(897a)....... A Yy Y7 NSINANT (89%8)....r A e NTINNNT
wslaunas Jganamud) (WIHENIFIULT (TUYUNA)
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1. éﬁl,mmwd"mLanmsn'n‘vle‘f%’uagtym‘ﬁuml,ﬁuw‘iﬁumﬁaéwﬂw’tuﬂszma‘lﬂﬂ LRZEUAI (declare)
UWREIHE®
1.1 lwidgmstunzdfioudiem (mo.2 no.3 ne.4 usudnadl)
1.1.1 luns@mduonfndaludszinelng wanefis no.2
11.2 lunsﬁﬁl,ﬂumﬁfuﬁ'\Lﬁiammﬁaussg wineie ne.3
1.1.3 lunsdifdueningiandsdseing wanefls ne.4
12 lusmatunatouen ne.1/.1 vasndiauanen w%’aamuanﬁmﬁﬁamsmuquqmmwmawﬁﬂﬁ'mfﬁ
muﬁifumlﬂﬂu (finished product specification) LLa:ﬂTﬂﬁ’mu@Qmmwm ao’i‘ﬂqau (drug substance
specification) nsrﬁﬁagﬁ:wmmsmawuﬂamﬂmﬁmﬁu ArdasunLLenaTENIINNINsnsveunly (2.5)
ww3an finished product specification Waz/w3a Drug substance specification lasvaunlunewindszna
Uszmamensidnnsafing wazliiiu 2 D o Sudemenszmesiandildnnsaiing
2. 1aNFIIIUVIBINIATTIRNTINARLN
21 nsdfenwaalutlszinalng ;‘J]"NﬁmﬁaaﬁLanmﬁmaammg’mmswﬁ@anwé'mnm‘vfu.a:fiﬁmsﬁﬁ’lu
mMI3Wase PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tapwmsiazaw PIC/S participating authorities
38 ﬁLanmﬁmaammg'mmwﬁmmmwé’nLnmﬁua:i%msﬁﬁlumwﬁmwaaﬁﬁﬁ‘nmuﬂmmsiums
WU NIENTRFITIIHEY 2stnuadulasfanusenadasussiafisurunsninueiuaz3inaialu
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PIC/S participating authorities a1Ua1§e ausaumInTIIseule giinanisiusasdeiudsemeadszmanan
Bildnniedind wIea1yaReaTw uiudnsd
3. Lanmiqmmwwaamﬁmuaﬁm (Fnuwinnane)
3.1 namIes TNz wmweRai e endnSagUnesinda (Certification of analysis of Finished product) T
mjuﬁd&ﬂué”;aﬂw
3.2 kamIaTIR e TIERIAWIanAUaITBEATY (Certification of analysis of Drug substance) Al
mmﬁ@m;’u*ﬁ'ﬁuﬂuﬁaazi‘wﬂawaocjwﬁmmLL@:QNﬁmi'mqﬁu
3.3 lnmiendangiuduanuduiuinitiummiavesingduyesnisndety (Drug substance)
789 3.2 ﬁ'm;umm?amadwﬁmﬁwﬁmﬁwﬁagﬂ (Finished product) 78 3.1
3.4 lunsdansdoueununn 2 9 szdasfliuunnwinuransenEn Long term stability anaiiin
dudnlunzfougnanuans wazldTumaasnaiiTasanmInnEisaTaIIEn
3.5 luns@dunsidous 1wiesnin 2 1 axdaadidnmwinsamMsAnEIANAIGIBILE T B
el douenunugns LLa:"I,@T{umsmmu%'usaaLanmsmn;‘i‘“ﬁéwmwaoﬁﬁﬂ
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4. Gaatnaen
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Potassium citrate 1,080 mg extended-release tablet

- g WA 260
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1. %'am Potassium citrate

2. anasianaly
2.1 3uuy
2.2 @awsznay
2.3 MTUUIY
2.4 28N

1,080 mg extended-release tablet

A" o s Qv
Wuonde 3‘1JLL1J‘1Jaaﬂm’lﬁmu (extended release) FRIUTVUTEMU
Usenaugaueaen Potassium citrate 1,080 mg 1w 1 1ia

ussqluuma@&ﬁnuﬂaﬂﬁ w38 blister pack Tagiin
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3.1 Finish product specification“)

Test item

UsP 38

1. Vhinmgngnty

90.0 - 110.0% of the L.A. of Potassium citrate

2. |dentification

ATIW

3. Dissolution

- fIMIAZANERAT 30 Wil uaRIMIaLae 1IN 45% (Q) of L.A.

- nMTazanEnad 1 Falad waasnsazans liannndt 60% (Q) of L.A.
- fnmIazanenad 3 T2l waasnsazanelidaandn 80% (Q) of L.A.

4., Uniformity of dosage units

ATITHIN

5. Potassium content

36.4% - 40.2%

3.2 Drug substance specification : Potassium citrate'

Test item

USP 38

1. USnmeendgy

99.0 - 100.5% of Potassium citrate (calculated on the dried basis)

2. Identification

ATV

3. Acidity or Alkalinity

AU

4. Loss on drying

3.0% - 6.0% (180°c, 4 hrs)

5. Tartrate ATIIN
6. Heavy metals NMT 10 ppm
. AW,
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57an15h 7 Potassium sodium hydrogen citrate granules 280 gm
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1.3881  Potassium sodium hydrogen citrate granules 280 gm

2. amandanaly

2.1 glupy 1uens UV Fine-grained granules SnIuTULIENY

22 gudsznay  Usznaudas Potassium 11 mEq, Sodium 11 mEq uaz Citrate 27 mEq lu 2.5 gm

2.3 MTBULLIN msa‘tummuzmswfl@auﬂ

2.4 287N - s:q"ﬁam fIuUTzNaUMIsN SR LAZAINLIS TUNEA mauaw WUTiNE® L8
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3. AnANYANIIMARA

3.1 Finish product specification™”

[

1. YSinaarudan 16.9 - 18.1% of the L.A. of Potassium
(calculated with reference to dried substance)
9.9 - 11.1% of the L.A. of Sodium
{calculated with reference to dried substance)
68.2 - 74.4% of the L.A. of Citrate

(calculated with reference to dried substance)

2. Identification mwmumuﬁiziﬂu Finished product specification
3. pH of solution m’mmumuﬁi:q‘l% Finished product specification
4. Loss on drying / water content maﬁlchumuﬁs:qlu Finished product specification
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