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3.1 Finish product speciﬁcation“’

Test Item USP 35
1. YSunmdrpndagy 90.0 - 110.0% of the L.A. of Gabapentin
2. Identification AT
3. Dissolution wRaINITazans Litlaundn 80%(Q) of the L.A. of Gabapentin

Moty 20 win

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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3.2 Drug substance specification : Gabapentin“’

Test ltem USP 35
1. dSumdrdngy 98.0 - 102.0% of Gabapentin (Calculated on the anhydrous basis)
2. identification AU
3.pH 6.5-8.0
4. Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%
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%
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3.1 Finish product specification

AnaNlaANIIMaRa ' USP 35
1. USumaaendamy 90.0 - 110.0 % L.A. of Gabapentin
2. Identification test ATIINU
3. Dissolution azano'litasndn 80%(Q) of the L.A. of Gabapentin neilu 45 wfi
4. Uniformity of dosage unit AT
5. Related compounds - Gabapentin related compound A (2-Aza-spiro[4.5]decan-3-one)
: NMT 0.4%
- Any Individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%
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3.2 Drug substance specification : Gabapentin("

Test Item UsP 35
1. Y3nmdaedargy 98.0 - 102.0% of Gabapentin (Calculated on the anhydrous basis)
2. Identification ATIINU
3.pH 6.5-8.0
4. Water NMT 0.5%
5. Residue on ignition NMT 0.1%
6. Heavy metals NMT 0.002%
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%
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1.#281  Alendronate sodium 70 mg + Colecalciferol 5,600 IU Tablet

2. ansaniana ty

2.1 uuy Wuende SmsuTudsznmu .
22 §wdnay  Usznaudau@len Alendronate sodium 70 mg waz Colecalciferol 5,600 U
23 mauzuny  uaniluunaagdifiuauvans wia blister pack Vasruuasuazanuiule
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3. AnENIGMIMATA

3.1 Finish product specification™?
1. ﬂ?mm@i"’améwﬁ'ry 90.0 - 110.0% of the L.A. of Alendronate sodium
90.0 - 110.0% of the L.A. of Colecalciferol (Vitamin D3)
2. ldentification mmmue‘n’mﬁszﬁu Finished product specification
3. Dissolution m’m«"mmmﬁsquu Finished product specification
4. Content Uniformity m’aamumuﬁs:qlu Finished product specification
5. Impurity / Related substance m'ﬁlmum’mﬁsquu Finished product specification

3.2 Drug substance specification

3.2.1 Alendronate sodium®
Test item USP 35 BP 2013

1. YSumudaegndngy 98.0 - 102.0% of Alendronate sodium 98.0 - 102.0% of Alendronate sodium
(Calculated on the dried basis) (Calculated on the dried basis)

2. Identification AU ATTVU

3. Loss on drying 16.1% - 17.1% 16.1% - 17.1%

4. Heavy metals NMT 0.001% AT

5. Chromatography purity - Any individual impurity : NMT 0.1% - 4-aminobutanoic acid : NMT 0.5%
- Total impurities : NMT 0.5% - Phosphate : NMT 0.5%

- Phosphite : NMT 0.5%
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3.22 Colecalciferol®

Test Item BP 2013
1. ﬂ?mmﬁ"amé’m"ty 90.0 - 110.0% of Colecalciferol content stated on the label
2. Identification AU
3. Related substances ﬂﬁ?ﬁ)pi’]%ﬂ’l&lﬁ‘i:glu Finished product specification

P} < Y l - ad o v was e o
naNBng - natifvenzdomdimaiyu wave) miamaseriieTeinonla ‘lv\wuamtanmmangwumnm’;ﬁ"lmuagmmﬂ
- Drug substance specification #a13annludiamzdvasniia drug substance #ialuAinmew drug substance v89
o a s a w 44 a o o d,
griadniegy aritlearimiis Selimsaraiinnsinsunniadenimua

Ganlugn g
1. ﬁ'ummwn'wmanmsms‘l@i’%’uagrynm‘fmuﬂnw‘h%’umtﬁaﬁiwm:J'luﬂs:mﬂ'lmn uaz§es (declare)
UNEINAR
1.1 'Lm%wﬁ'némﬂfumtﬁﬂuﬁﬁ‘um (MB.2 8.3 NY.4 LRIANTER)
1.1.1 lunsdiiduefinialudszindlng vansfls no2
1.1.2 1uﬂitﬁ‘7il,ﬂu£l"1ﬁ"lL’IhLﬁiE]ﬂ'ISLL‘l.'IOUSS’Q wanefis ne.3
1.1.3 lunsdimdusihidrandsdssina nuneie ne.4
12 ludatunzfowen ne.1/e.1 vaseniiananan wisumeazduaatemImunun N wIaINS A
muﬁifuﬂnﬁau (finished product specification) Lm:’ﬂ”aﬁmu@qmn'lwmaﬁmqﬁu (drug substance specification)
ns:ﬁﬁagismdwmstﬂﬁuuuﬂamn”lmﬁmﬁu daunutana sEwININGen1svaun e (8.5) vwieu
finished product specification Laz/#38 Drug substance specification latvaun lunautuysemealszniasan
audnnsafind uazlaiifin 2 9 o udsmedszmenandiinnsading
2. 1lINEITUTBINIATH IR IHAAL
2.1 nsdfgmdaludsanalng rdadasfiienmstiseanasgumindasemumsninaniuaz3Emfiaiu
MINaNLN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tauwiazanw PIC/S participating authorities
wia flanasiusesmnasgiumsniasnaunaninasinazdinsfialunisuiaesesdninnuasenssums
DIMTTURZET NIENTEITITUY Hahwuedulasfanusanasasussiafioutunaninamitas3smnalu
mandaen PIC/S lunanailigauane avusgaausaunmIasasevlasiinansiusasiiiudseme
dszmenadiannsafing
2.2 nsdfiduenindieindredszina HWAadaalilonaIiuTesnasgIunMIniasaunaninusiuas
FEmafialumsunaae PIC/S (Pharmaceutical Inspection Co-operation Science) lasw1iag97% PIC/S participating
authorities aUud§a MwsauNsaTIREaLlasinamTsLsasieiulmadsmanandilinnsefing wiaa1y
ARDATW URILANTTH
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3. mnmsqmmwmaam?;tzmaﬁm (Fuwimnanae)

3.1 wamIasIvle g oAt endSagtuasinaa (Certification of analysis of Finished product) luen
;fuﬁdatﬂuéf‘;atm

3.2 NANIATNIAATERNUNMWIAYAUVBIFILEATY (Certification of analysis of Drug substance) alflu
mswﬁmms;uﬁ'daLﬂueﬁazhovﬁmaa;jnﬁmﬂﬂLLa:;JNﬁmfmqﬁu

33 Lanmw%‘avxé’ngmﬁuﬁuﬂamiuﬁ’uﬁszijﬁ;ummﬁmaoi’mqﬁwawﬁméwﬁ'ty (Drug substance)
78 3.2 NuuNINRaVaIHAai teiETagY (Finished product) 8 3.1

3.4 lunsdidunadousraunannnii 2 D szdasfidumnmenenansdinw Long term stability enafitn
wudulunsafouenunusas LL&:‘I@T%'umsaamu%’nsaatanmsmn;‘{ﬁé’lmwaau?ﬁ‘n

'
a a

3.5 lunsdidunzifovenuntosn 2 9 wxdasddunmwansnansanmanuasdTasauRBwRG
lunzidouenauuaas LLa:'Ld’sl"ummouWM”mmLanmsmngﬁéwmwam‘%ﬁ’w
4. Aaatneyn
4.1 dlsuenan dessaiiadnienadian 3 wiloussyimd Fadudunuuaasnoszioaldnudiu
muﬁr‘imu@‘luﬁ'ﬁaqmauu‘“ﬁv’f’;'lﬂﬁ'mﬁu
5. msﬂi:ﬁuqmmwmﬁdouau (WaAILENFIITNITIUYIENW)
5.1 m‘ﬁ'dwauﬁaaﬁmtﬂﬁ"l.@ﬂ;iﬁanniw 1 1 duaniusenay
5.2 mnm’mﬁd\mau a:ﬁmdaﬁﬂmewrhu‘lu{mamamsmmf‘uﬂﬂzﬁwﬁ;uﬁmuau
5.3 nszﬁﬁwmﬂwﬁmsﬁwmsqm@ﬁazi-'mm'ﬁahuamﬁadmnﬁmsw:ﬁqmmw wigNINITIinde
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5.4 Jansazd assuAund anlndnuaeny wiadlaemsdenamnaandsmslag neudmuales i@ auly
6. tonaaidenladug
6.1 Wmmﬁmuavl,&ﬂ‘ﬁmﬁmmu (original drugs) dasdimiiFougaIn1Inageay Bioequivalence ﬁtaua
Wisuisustmduuuy legiinsdnmdaaduliaamsninomiuasuwnl fudlunsinmrsuyauan
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WAV ¢ 81989397N

1 = General requirement 283LNFYA1SUEMTU Finished product Juuuve e

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.

3 = The United States Pharmacopeia 35

4 = British Pharmacopeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:Qﬁa
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918019 4 Alfacalcidol 0.25 mcg capsule
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1. B Alfacalcidol 0.25 mcg capsule

2. amanyiang t

2.1 Juuuy Lﬂumtﬂﬂuﬂﬂ«ga’nﬁﬂﬁu muluussananyuzrauwaidmiiudemu
22 sauleznay  Usznaudluean Alfacalcidol 0.25 meg 1w 1 1la
23 mruzusny  uInluunsaglifluawans wia blister pack ﬂam”umﬁu’fuuazmsgﬁwﬁﬁaaﬁuum
2.4 287N - szq"‘nam §IULTTNOUMLNEIATYUIZAMIUUTI IUNER fuéumq WuAnde wanzdou
F3Uen uazdtmaifusnmnen "l'i”azi'waﬁ'mwnumiqﬁm«ﬁ
- UWHIEN azhe'lIamd’amq%amﬂ?a%amamsﬁﬂ FINUTENALUAZTVUIAAIUUTIVDIEN
\8ufinde 'J"uz?vumq'l’s”fmau

3. AmENIANMARA

3.1 Finish product speciﬁcation("

1. YSmangndagy 90.0 - 110.0% of the L.A. of Alfacalcidol

2. Identification miaadﬁuﬂﬁuﬁiquu Finished product specification
3. Disintegration time mmmumuﬁ.s:q‘lu Finished product specification
4. Uniformity of dosage units ’@S’mmumuﬁs:q‘lu Finished product specification
5. Microbial limit tests m’mmumuﬁ'i:qlu Finished product specification

3.2 Drug substance specification : Alfacalcidol @

ansalAnmaia BP 2013
1. USumdrendamy 97.0 - 102.0% of 1 Alpha-hydroxyvitamin D, (Alfacalciddl)
2. Identification ATINIU
3. Related substances By liquid chromatography
- Impurities A,B,C : For each impurity : NMT 0.5%
- Total : NMT 1.0%
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1. ai’ummwrhﬂLanmsmﬂﬁ%’uagmmﬁuﬂnﬁwﬁﬁuﬂ'nv'ﬂaa"'mmﬂ’luﬂs:mﬂ‘lm Uazd e (declare)
UNFINRS
1.1 luﬁwﬁtyms'fumtﬁuuﬁﬁum (8.2 8.3 N4 ULTILANT)
1.1.1 lunsd@ifiduenfindaludszanelng nanefis ne2
1.1.2 ‘Luns:ﬁ‘ﬁ'n.ﬂummL‘LT'\Lﬁammﬂaussq nNete ne.3
1.1.3 luns@ifdugnihdhannensysaina nangfls ne.4
12 ludmedunafouen ne.1/e.1 vasenfilaueTien winuneanduaiTam MU ANTBINRA AT
m&lﬁ"}fuwuﬁﬂu (finished product specification) LLa:ﬁaﬁwuﬂqmmwmaa’fmqﬁu (drug substance specification)
ns:ﬁﬁag:szwj'mnnsm‘s’iauuﬂmLLﬁ"lmw“imﬁu wRsILULLENEITEUWINING8NNTTaUR Lo (8.5) NAnTew
finished product specification LAZ/ATD Drug substance specification lagvaudludeniudsznayszniasan
audnnsafind uazliifin 2 9 o Audsmedsznianandiinnseding
2. 1PNATTUTBINIATFTIRINITHAAL
2.1 nsdifiguaalulszmalng Hrdadasdiansnsiusennaspumsndamnemumdninaiuaziinsiale
MIWEAL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tasnionu PIC/S participating authorities
w3a JlenmITusasnaIgunIHiasaunaninaeiLas s mfialumIndaeras N nua MENIINMS
9IMTTURTYT NIENTWINTIIFY Fawuatulasfanusanasasussiaiouiunsnn seiuas3amnaln
nsuiann PIC/S lunanaenfligusns agudrgaaaseunsasasaulasiinanssusesiisiudsznie
dszmenandidnnsafing
2.2 ns@fdweringreneeydsana HHAadasdilanansiuasnasumIniauaamaninmiuaz
ﬁ‘ﬁmiﬁmuﬂﬁwﬁmm PIC/S (Pharmaceutical Inspection Co-operation Science) Tasmingau PIC/S participating
authorities atfud g MwsaunIasaulasfinanisivsastioiudszmeadsznienaSiliomsafing wiaany
ANDATW UAIUANTTH
3. tanmsqmmwmaamﬁtauasﬂm (Fnwinnana)
3.1 wansevR ez wHRaiteiendTagUuasinEe (Certification of analysis of Finished product) luen
juﬁduﬂué’aaﬂ'w
32 Namsmaﬁmsn:ﬁﬂmmwfmqé‘iwaw'ﬁméwﬁ'ty (Certification of analysis of Drug substance) 7171
msuﬁmméuﬁd«ﬂuﬁaas_i'mfwaa&jwﬁmznua:;iwﬁmi’mqﬁu
3.3 enmInsanangududuanuiimuizniviunniavesingfivuasdasnddy (Drug substance)
18 3.2 AufumInAauaIndaiiendniagy (Finished product) T8 3.1
3.4 lunsdidunafoueunannnit 2 9 axdesiidummuwenonansdnmn Long term stability A ffiu
wndnlunadonenausag LLa:"I,oﬁ’un'ﬁmmu%'maaLanmsmn;jﬁéwmwam?ﬁ'ﬂ
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ak o ' & s ' a A a
3.5 lunsdldunsidousiunioonii 2 9 azdasddnunmWinaNanISANHIANUAIGITDI AN ERULEN
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4. @r98198N
s Y e ' ‘ @ f as A w a @
4.1 figuanen fessadnatvenatales 3 wisusAwe sadudunuusairoandaldnsudou
a0 [V Poreyy) v e
muﬂnmuﬂ'lummaqmauumm'l,ﬂmmu
5. MIdsznuamn N NdINaY (Ldadanasn13Tulsenm)
5.1 infisenpudaadanglgldlivanndt 1 O siueiniusonay
52 nmnmmﬁdwau a:ﬁaad\sfs‘hmewmU'lﬂ%’maaNamsmw"‘al,ﬂﬁ:ﬁms;uﬁdmau
Ad e ' -, A a ' ° o
5.3 nsmﬁﬂmUﬁ’nmsﬁwmsqumamam"naauamwammammﬁ:ﬁqmmw ALTITMTITHIIRE
9 Qs 1 - A3 " A' o A 1 1 = L )
N BCRE R ‘[mg’mmmaammqu‘a’inmummuﬂ%mUswmsmm'zmmsw:ﬁuauﬁugsunmau
dﬂl’ﬁﬁhaﬁLﬁn’nj"aa‘lumwﬂﬁmﬂ:ﬁqmmw nsfﬁﬁwuiwmhitﬁu'l.ﬂmuqmﬁnumxmww: RUIYTITNITVD
SNSRI ISR TN NAINENIT84 Q’mmm:/ﬁaﬁuﬁ@luﬂﬁdaiﬂ
a 9/ 1% d' A [ A A =3 d' L . o 1A Al
5.4 faneacdasiuila Uumwam‘lnawmmq wadlafamaiauamwasdszmsle g naudmualaslifigauly
1 4
6. Alanasa (Ju1e) Buzanlvenidndgginanasumnua asi
~ ' a ¢ & a ¢ ' v o
6.1 nsmwamsqwsammsw:umumnnsmwmmamsmsuwvzﬂmﬂu‘lﬁmummpwamvxu@
i =y o o ; a 2 o ar )
6.2 NTTAAN DU enpiaRgnissniiuAunny IamalaedninuamenTINMIa sz Tuisnmas
Qs l!
sy FavzIng
6.3 nadinulgmammwinuiaiueifianisinadedszininauscanauasanvdediledlasum
) a a¥ v a a a Aa [N a o
7. vxmmwms‘uaamuam"[muwmsmNamnmm‘n'muﬂszmgnLszlntﬁuﬁuiﬂUmunmuﬂm:nssums
asuazenluszeziia 1 dnauwiudsemeadsemanedidinnsafing

RGN §198997N

1 = General requirement UILNFBETUEINTL Finished product EﬂLLuumLﬁ@]
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.
3 = British Pharmacopeia 2013
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i’lzlmiﬁ 5 Glucosamine sulfate 500 mg capsule

aanlszmeadwiaguasesiit ) 3 70, 5%

1.8887  Glucosamine sulfate 500 mg capsule

2. amansianaly

2.1 Juuuy Wusideuadys dmiuiudsenu

2.2 @wdsznay  Usznaualiu@len Glucosamine sulfate ﬁ‘augaﬁ'u Glucosamine 500 mg 11 1 1

2.3 MTUTUI ussq‘lum‘zm:ﬁﬂaﬁﬂﬂaaﬁ'umm%u

2.4 287N - s:q%am SULSZNAUAINE R TYURZAINLT IUNES 'S'uﬁvumq \wfinda wmadou
@Fumn waziinsfiusnmen Hadtauuuussanud

- UWNTBULUITY mazhaﬁames:q’ﬂamﬂ?a%amomsﬁw UL TNALLA YNNI

28981 LaUTiHE® fuéumq saiau

3. AMANLANIIINAKA

3.1 Finish product specification'?
1. Buadandng 90.0 - 110.0 % L.A. of Glucosamine sulfate
2. Identification mwmu@lmﬁ‘snﬂu Finished product specification
3. Dissolution m’m&’m@’mﬁs:yh Finished product specification
4. Uniformity of dosage units G\'i')i]mum&lﬁ's:q‘lu Finished product specification
5. Impurity / Related substance mmﬁ’mﬂ’mﬁszqh Finished product specification
3.2 Drug substance specification : Glucosamine sulfate sodium chloride @
Testitem BP 2013
1. YSanmea méwﬁ'zy 98.0 - 102.0% of Glucosamine sulfate (dried substance)
2. identification (Sulfate, Sodium, Chloride) AT
3. Appearance of solution Clear and colourless
4. pH 3.0-50
5. Specific optical rotation +50.0 fig +55.0 (dried substance)
6. Related substances - Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%
7. Heavy metals NMT 10 ppm
8. Loss on drying NMT 0.5%
9. Sulfated ash 23.5% - 26.0%
10. Microbial contamination TAMC : 10° CFU/g
TYMC : 10° CFU/g
Escherichia coli : Absence
W ................. Urzsuanenssung
é\)’ wwlema nTssz) \\:
(aq’?ja).................f. ......................... nIIWNT (m%a) ................................................ nITUNT
(WindSauyy a7l (WHR1INTT MawIa)
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1.e‘hmewrhULanmsms'L@TﬁJagmpwi’fumLﬁ'Uwh%’uﬂ'lw‘vlaa'immﬂ‘luﬂs:mﬁvlm uazdILe (declare)
UARINES
1.1 'luﬁ'lﬁtymsi‘fuﬂnﬁﬂu@‘h%’um (N81.2 18.3 Y4 URILANTER)
1.1.1 lunsdifiduenfindaludssinelng nunefis ne2
11.2 'lunszﬁ'?il,ﬁumﬁ']L'zhl,ﬁammﬂmﬁq nuwiis ne.3
1.1.3 lunsd@ifduendudrandnszing nunefs ne.4
12 ludwstunaiouen ne.1/e.1 vaseniauamen winungaziduaRITeMINILAN MMWTBINTAA turi
anuRdunzdien (finished product specification) uazariMuUARILNINUBITAYAY (drug substance specification)
mtﬁﬁ‘ag;sij'wn'mﬂﬁmuuﬂaomﬂmﬁ'mau WABIURVLANFITEUNWININENEM VLR b (8.5) WWTBY
finished product specification Waz/%38 Drug substance specification laguaun lunawiulsznadszniasan
Bidnnsaling ualaifiu 2 9 o Fudsemeadszmenandidnnsafing
2. 1l8NAITUITAIANNATFIRNIIHAA L
2.1 nedfignaniulsanalng Hriadasdienasivseanaspunsniamaaumsninaeiuas3snsiialu
MINEALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwianaw PIC/S participating authorities
wie flenasiusasnespumsniasaunsninuriuazAsmfalumnaas e sdinnua senIIIANT
2IMITUBTEN NTENTHETIIUFY Fimuatulasfanusanesasussriafiouiunaninomiuas3am el
msudewn PIC/S Tununaniianane atudrgaamsauniaasaulasiinansiusastioiudszne
Uznmenandidnnsefing
2.2 nsdififineningraindredssine KHAadaviianasiuTasnasgIunINiauaunanin ez
SEmsfialumsuiae PIC/S (Pharmaceutical Inspection Co-operation Science) laswiiag1u PIC/S participating
authorities a1iudge MwseunsaTIvEsLlauinamIsLsasiviulrmadssmenandidnniafing Wi0ey
AROATN WAILANTDE
3. Lanmsqmmwmaomﬁtauaﬂm (Fuwinnane)
3.1 wansasvlienzigumwHiaiurienduTaguUvawiuia (Certification of analysis of Finished product) 1w
méuﬁduﬂuﬁ‘;asho
3.2 HAMIATIINATRRYIMINIAGALYBITIEENATY (Certification of analysis of Drug substance) Ml
mswﬁmm;’uﬁduﬂuéﬁath-aﬁ.i‘maaﬂwﬁmmuazﬁwﬁmi’mqﬁu
3.3 ngsvienangminduanuduiutznitiunindavesiagivuesdiendaty (Drug substance)
78 3.2 NuunsuEnvasnaaiteionduIagy (Finished product) 1 3.1
3.4 luns@ifunafouenanannnh 2 9 exdesiidiunwinonanisdnen Long term stability aafidin
Waudulunzdoueuuaas LLa:VLﬂ’%'umsmmu%'usauanmﬁmncgﬁa"wmwaau‘%ﬁw
35 lunsdidunzfiouenantesnd 2 3 ssdasddumnmmwanouamsanenanuaseavaseuiiu
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4.1 figuaman davsednadinanadey 3 wmﬂussgnmm‘ Faduaunuuaasnuazidoa laasudan
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aaniwualuiadagmantanaludhedu
5. masznuamn N Indsaay (uaasandsmaiulszing
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5787190 6  Ibandronic acid 150 mg Tablet
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1. Baen Ibandronic acid 150 mg Tablet

2. amaatiana

2.1 Juuyy Wusudandaufsa (Film-coated Tablet) §M3U3Usem U

2.2 swdszney Usznaueasdaen Ibandronic acid 150 mg lu 1 1a

23 mruzussy  vanyluursagfiiflonwand wia blister pack Yesrunudule
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3. AMENUANINARA

3.1 Finish product specification”

1. USunuaendeny 90.0 - 110.0 % L.A. of Ibandronic acid

2. Identification m’nwhumuﬁs:q‘lu Finished product specification

3. Dissolution m’sﬁ]mumuﬁszﬂu Finished product specification

4. Uniformity of dosage units @S'Jilmumuﬁi‘:qlu Finished product specification

5. Impurity / Related substance m'ziwhumu'ﬁ'i:q‘lu Finished product specification
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o
YN 7 Isoflurane solution for inhaler 250 mL

anlszmadninguansii 2 3 an 559

1. %am Isoflurane solution for inhaler 250 mL

2. amanianalyl

2.1 uuy \ussazanola LilE dwsugaaa (Inhalation)

22 wdsznay  Usznaumuae Isoflurane USu1as 250 mL da 1 97@

23 mrweusn  usnlumzueasdin uss@ﬁmﬁﬂaaﬁuumLLa:m'm%u'ld’
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3. AudNLGNIMmaka

Namsmw"’amsvﬁﬂmmmﬁu‘h]mu Finished product specification iLaz Drug substance specification ﬁ
483NN FTETLAL LA e M valﬂa@w mﬂumamum']uﬂmvnsmmimwmm.zn nsmmommsmm
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3.1 Finish product speciﬁcation

Testitem USP 35 BP 2013

1. PSnmdasndnry 99.9 - 100.0% of Isoflurane 99.9 - 100.0% of Isoflurane

2. Identification ATIVNY ATITNIN

3. Appearance Clear Clear, colourless, mobile, heavy liquid

4, Acidity / Alkalinity ATIIN AU

5. Related compounds - Acetone : NMT 0.01% - Acetone : NMT 0.01%
- Isoflurane related compound A : NMT 0.01% - Any other Impurity : NMT 0.01%
- Isoflurane related compound B : NMT 0.007% - Total : NMT 0.03%
- Any other individual impurity : NMT 0.003%

6. Refractive index 1.2990 - 1.3005 # 20°C 1.2990 - 1.3005 # 20°C @

7. Chloride NMT 0.001% NMT 10 ppm

8. Limit of fluoride NMT 0.001% NMT 10 ppm

9. Nonvolatile residue / NMT 2.0 mg NMT 200 mg/L

Non-volatile matter

10. Water NMT 0.1% NMT 1.0 mg/mL
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5181151 8 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. aosansianaly
2.1 3wy Wumsazmednenidels ‘I,ugﬂ Hyperbaric (8ATIEIWIZRINANUAMILINYIL T UGN
AanURWIUIIYEY CSF 7annnin 1) ua Dextrose monohydrate 8% & wiLAaT lusunas

2.2 dwdsznay  Usznaudladann Bupivacaine HCI 5 mg / mL USunas 4 mL ¢a 1 170

2.3 MTULUTTY ussa;‘lummuwmLLrTanﬁﬁmm%a"nﬁ@ Type 1"

2.4 287N - s:q’?am FUUTENBUAIIERYUAZAMNUTI TUNER 'S’uﬁuumﬂq \vTinGe L
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- UWMTUEUTINEN azmﬁaﬂﬁaqs:q’?am wiafamamsi §auLsney uatowe

AMUUTIVBIL LAUNHER 'S'uﬁvua'nqvlrj”’ﬁ'mau

3. AuANNIGNINAKA

Nan'ﬁm’sﬁl,ﬂﬁ“ﬁﬂmn'lwLﬂuvl,llsl’m Finished product specification waz Drug substance speciﬁcation ﬁ
maaomnma’nmsnanummnu val,mw”maumamunmuﬂmynsmmimmmavm nsmswmmimm mu
maﬁmsﬂﬁ‘lﬁmoawmtﬂmuwmammma’lmmw ﬂim‘lm"nU'ULY]']LL@IL‘ﬂuvL']JW]Nﬂi“ﬂ’]ﬂﬂiuﬂﬁﬁﬂﬁﬁﬁ'ﬁmﬁ‘ﬂ
Liad SdJ@l'lT]fJ’l W.¢.2556 amum 11 WEEY N.7.2556 (a\1ﬂsvmﬁ‘lmw'nmmuwnu'nm 10 unu’mu 2556) 1?\
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3.1 Finish product specification™®
Test Item USP 35 BP 2013

1. USnmdaendagy - 93.0 - 107.0% of the L.A. of Bupicacaine - 95.0 - 105.0% of the L.A. of Bupivacaine
hydrochloride HC
- 90.0 - 110.0% of the L.A. of Dextrose - 72.0 - 88.0 mg/mL of Glucose

monohydrate

2. Identification ATIWIU ATIVEU

3. pH 40-6.5 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 ATIIHIN

of Bupivacaine hydrochloride
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3.1 Finish product specification' ' (s8)
Test Item USP 35 BP 2013
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 ATITU
- BUMATING > 10 pm laiifin
6,000 84N
- BUMATWIA > 25 pm laiifin
600 ﬂklaﬂ’lﬂ
9. Sterility AU ATIININ
10. Volume in container / ATV AU
Extractable volume

3.2 Drug substance specification

: Bupivacaine Hydrochloride e

Test item

USP 35

BP 2013

1. WSnmdaedngy

98.5 - 101.5% of Bupivacaine HCL

(Calculated on the anhydrous basis)

98.5 - 101.0% of Bupivacaine HCL

(Calculated on the dried substance)

. Heavy metals

NMT 0.001%

. Limit of residual solvents

content of isopropyl alcohol
: NMT 2%

The sum of the content of alcohol and the

2. Identification ATIIN N ATIIHIU

3. Appearance of solution - Clear and colourless
4. pH 45-6.0 FATITH

5. Water 4.0% - 6.0% -
6. Residue on ignition NMT 0.1% -
7

8

9. Chromatographic purity

ATIINU

- 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%

] Y . -~ i Iy o i oo Y
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5980151 9 Sevoflurane solution for inhalation 250 mL
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1. ﬁ'am Sevoflurane solution for inhalation 250 mL

2. ansaaianal
2.1 3duuy
2.2 mdsenay
2.3 MTULLTIN

2.4 28N

uansazaole WiF dwiugaan (nhalation)

Usznaudluenn Sevoflurane USunas 250 mL ¢a 1 199
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3. AmENLGNIATA

Namsmaa’“smsw:ﬁqmmwLﬂuvl,ﬂmu Finished product specification waz Drug substance specification

e a & o & @ e o 4 (% a P I
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= ‘l! Qs aa
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3.1 Finish product specification“)

Test Item USP 35 BP 2013
1. ﬂ?mm@n’“’amé’m@ 99.97 - 100.00% of Sevoflurane 99.97 - 100.00% of Sevoflurane
2. Identification AU AT
3. Refractive index 1.2745 - 1.2760 #i 20°C 1.2745 - 1.2760 #1 20°C
4. Acidity or alkalinity AT ATV
5. Water NMT 0.1% NMT 0.050%
6. Related compounds - Sevoflurane related compound A - Impurity A : NMT 25 ppm.
: NMT 25 pglg - Impurity B : NMT 100 ppm.
- Any other single impurity : NMT 100 ug/lg | - 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
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3781130 10 Strontium Ranelate 2 gm Granules
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1.8o87  Strontium Ranelate 2 gm Granules

2. aoeaatiana 7

2.1 Jluny Lﬁummumgaﬁmﬁma:mﬂluﬁﬁ (Granule for oral suspension) &%IUTUUTENM
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3. AnbENLGNIINARA

3.1 Finish product speciﬁcation“’

1. WSnmehenadegy’ 90.0 - 110.0% of the L.A. of Strontium ranelate

2. Identification msa%&iﬂumuﬁ'i:ﬂu Finished product specification
3. Uniformity of Dosage Units m’niwi’mmuﬁs:qlu Finished product specification
4. pH m’;’«amumuﬁszqh Finished product specification
5. Moisture content ma’«nmumuﬁsz‘i_ﬂu Finished product specification
6. Microbial limits m’m&i’mmuﬁiquu Finished product specification
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2.1 nsdifignudanluszmalng Huiadasdionasiusaanaspunsniaenmaunaninasiuas 35 msnalu
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Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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1. Ban Lidocaine 25 mg + Prilocaine 25 mg cream, 30 gm
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3.1 Finish product speciﬁcation

Test ltem

USP 35

1. YSnmdsedngy

90.0 - 110.0% of the L.A. of Lidocaine Was Prilocaine

2. |dentification

ATIINU

specified microorganisms

3. Microbial enumeration tests and Tests for

. §
- 9773 hiwuiie Staphylococus aureus and Pseudomonas aeruginosa
- The total aerobic microbial count 13itfis 100 cfu / g

- The total combined molds and yeasts count 13ifine 50 cfu / g

4. Minimum fill

AW

5. pH

87-97

6. Related substance

- o-Toluidine : NMT 2.0%

- n-Chloroacetyl-2,6-xylidine : NMT 0.1%

- 2,6-Dimethylaniline : NMT 0.1%
2-Diethylaminoaceto-2,4-xylidine : NMT 0.1%
- n-Dichloroacetyl-2,6-xylidine : NMT 0.1%

- Any other individual related compounds : NMT 0.2%
- Total related compounds, excluding o-toluidine : NMT 1.0%
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3.2 Drug substance specification

3.2.1 Alendronate sodium™

Test Item USP 35
. USinmaasdney 97.5 - 102.5% of Lidocaine
2. Identification AT
3. Residue on ignition NMT 0.1%
4. Chloride and sulfate - Chloride : NMT 0.0035% - Sulfate : NMT 0.1%
5. Heavy metals NMT 20 ppm
6. Melting range or temperature 66° - 69°
3.2.2 Prilocaine"”
Test Item USP 35
Snmeasdngy 99.0 - 101.0% of Prilocaine (anhydrous basis)
2. Identification ATITHIW
3. Water NMT 0.5%
4. Residue on ignition NMT 0.1%
5. Limit of Prilocaine related compound A NMT 0.01%
6. Related substance - Any individual impurity : NMT 0.2%
- Total impurities : NMT 0.5%
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1. fasn Sulfinpyrazone 100 mg tablet

2. amanyan b

2.1 guuy Wugdle dwIuiudsemu

2.2 s&wdsznou Usznaudlu68n Sulfinpyrazone 100 mg 1w 1 1a
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3.1 Finish product specification®

Test Item USP 35 ' BP 2013
1. USumarendnty 93.0 - 107.0% of the L.A. of 92.5 - 107.5% of the L.A of
Sulfinpyrazone Sulfinpyrazone
2. Identification ATIWU ATITNU
3. Dissolution ugasnsazane liwaendn 75%(Q) of usasmIazanelaiitaenin 75%(Q) of the

the L.A. of Sulfinpyrazone melu 45 WA | LA. of Sulfinpyrazone melu 45 wiit

5. Uniformity of dosage | ®1329H % AT
Units
6. Related substances - - Impurity A, B : for each impurity, NMT 5%

- any other secondary spot : NMT 0.2%

, Ldmuamensani
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3.2 Drug substance specification (142

Test Item USP 35 BP 2013

1. Pinmardagy 98.5 - 101.5% of the L.A. of Sulfinpyrazone | 99.0 - 101.0% of the L.A of Sulfinpyrazone
(dreied substance)

2. Identification AT ATIIHIU

3. Residue on ignition NMT 0.1% -

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%

3 P p P R pore -
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Teriparatide 250 mcg/mL injection
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2. amaaianaly

Teriparatide 250 mcg/mL injection
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22 sHulsznay  Usznaueaeaen Teriparatide 250 meg / mL

Qs =3 z =)
23 umpimel  usnlumsusendeUnannige 3ULYY Pre-filled pen 1381915 2.4 mL / Pen
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3. AmENIAN1IMARA

3.1 Finish product specification

(1).(2)

1. ﬂ?mmﬁ":mﬁ’}ﬁ'ry 90.0 - 110.0 % of the L.A. of rh-parathyroid hormone (rhPTH)
2. Bioresponse mwmum’mﬁiz‘]ﬂu Finished product specification
3. Identification Glswbhumuﬁiquu Finished product specification
4. Particulate matter @\S’Jiwi’mmuﬁiquu Finished product specification
- U9 = 10 pm Lisfiu 6,000/container
-9WI@ > 25 pm NiAiu 600/container
5. Sterility @i’mshumuﬁiquu Finished product specification
6. Bacterial endotoxins @idadﬁu@lﬂuﬁs:qlu Finished product specification
7.pH mswmumuﬁiz‘iﬂu Finished product specification
8. Impurity / Purity test mswmumuﬁizqh Finished product specification
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1. dunmudiglenssmsiasuaygnadunaifoudiveiadminslulszmelng uszduas (declare)
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12 'I,ummawmmmum Ne.1/8.1 VBILNTEUTIN wiunusziBsaadensmugua N WYa N as e
mu‘n‘uummuu (finished product specification) LLaJﬂaﬂ’mu@ﬂmmwmad’JGm@u (drug substance specification)
nmmaasmawmuﬂauuuﬂmun’”lmwumu AABIUUVLANEITFURININGENTVALA LY (8.5) v InTou
finished product specification W82/#38 Drug substance specification lagwaurilunawiulszniadszniasian
filinnsafing uazlaifiu 2 O o Sudsemeadssmanaddnnsefing
2. 19NATIUIDINIAIZINMIHAAEN

2.1 nedinegudalmlsanalng Hrdadasdionansiusasnasgiumniameanunaninaeiuas3nsialu
MINEaL PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiaonu PIC/S participating authorities
wia AlanaTiusesnasgunInGasemunanInaiuazIinsialumnaasnasiineue s nIINNg
2MWITUAZYT NITNTWEITITAGY %aﬁmum‘fuhnﬁm’maamm@”aaua:ﬁ’mﬁwﬁ'uwé’ntnm@vﬁmz’iﬁmsﬁﬁlu
nMIndaLT PICIS lunuaaendiauwans atudgamusauniaTeseulasinanisiusssfiaiusznie
Uszmesandiinnsaiing

2.2 nsdifduevingronddszna HHAadasdtanassusasnaspunsHiauaananinmiuas
a‘ﬁmi‘ﬁ.ﬁlummﬁmm PIC/S (Pharmaceutical Inspection Co-operation Science) laswiipau PIC/S participating
authorities 217ua1ge awsaunIaTRsaulesdnamssusasfsinlsemedsznmenasidnnseiing Win0"g
ARDATN WAIUANTH
3. mnmsqmmwmaamﬁl,zma'nm (Fuwinnane)

3.1 wansanvleTzigmWHAai tiEndnIagLuasida (Certification of analysis of Finished product) Tuen
éuﬁz&otﬁuﬁaaﬂ'ﬂa

3.2 wamsanvilaneiamniwiagiuvesaaend ity (Certification of analysis of Drug substance) 7181w
mswﬁmmjuﬁ'daLﬂu@hamwﬁmaag&rwﬁmmua:sjwﬁm’?mqau

s

33 Lanmw?am”ng'mﬁuﬂ'ummé’uﬁuﬁszmwjumswﬁmaﬁﬂq(ﬁumaeéﬁmﬁ’mm (Drug substance)
78 3.2 ivjunniaesndarmnisdusagy (Finished product) Ta 3.1

3.4 lunsdifunzaifiongnanunnnii 2 9 asdasdidiunweinoramsne Long term stability anafign
Wudnlunzdouonanuans LLa:‘leTi’umsaamu%’maomnmsmng{ﬁa‘hmwaw%’w

3.5 lunsdidunzdouenuniosnit 2 9 axdasfdunmwisnamIgnmaanITTe e WALy
lunaidsuenuuaas LLﬂ:'LGT%'umsaamu%“maaLanmsmngﬁéﬂmwaoﬁﬁﬂ
4. A1a8198n

4.1 dlauanan dossadnadnamagiies 3 wihgusAuA Fadudunuugainoazfoaldasudan
muﬁﬁmu@luﬁ"a%qmauu“aﬁ"’avl,ﬂﬂhw’i’u
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5.1 mﬁd\mauéfaaﬁmQlﬂﬂ"’[;iﬁaun'h 1 9 iuanniudney
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5.3 nszﬁﬁmﬁwﬁ’nmsﬁ']miduﬁ"aaU‘Nmﬁa’auamﬁadomm%msw:ﬁﬂmmw AUILTIBNTILYNNUIRD
F09Ta08E19 TﬂmnnsmmaommtwuanmwmmuwmmUﬁﬁmsmmammﬂmumLﬁuwsuwwnau
m‘l’nmﬂmnmmaa‘lumsmammﬂmﬂmmw nmmwu:rlm"l,mﬂu'lﬂmuﬂmanwm‘"mwv WiETIIN1TY0
m’auawﬂmuwmsmnmauaﬁmmmnm’maa N’IHEILLEIJ‘HSBNNGWIW‘WGWﬂvtl]

54 (fanpaze Faesuia Uummam'lnav\mmq wialafiamadansmmwaaszmsle g nautwualaglifdewly

5.5 sTUUMIAUUeInFILaaauuuy Cold chain system ﬁ'L@Tmmgmmmé’nmm‘VT good storage practice
(GSP) waz good distribution practice (GDP) lasugadtananslsznay
6. fiauanen (June) Buvenlisnidandyrdenasuimue doit

6.1 nstﬁwamsajum'aﬁmﬁ:ﬁmﬁmnnm?wmmams‘mmwmﬂajLﬁu"lﬂsnummg’mﬁaﬁ’muﬂ

6.2 n‘a‘tﬁmﬁmﬁ' ] m’nﬁﬂﬁgnﬁumﬁuﬁmqnﬁ svemalasdminnuanenssumsasuazen Wwssiauas
fynadonzang

6.3 nimwuﬂrqumn’lwmnwﬁmﬁm*ﬁﬁmadawaeiaﬂszﬁﬂﬁwaua:mwﬂaaﬂﬁmagﬂaﬂﬁ"l@”i’um
7. mumswmsmaanuﬁwﬂaﬁuﬁmsmN§mﬁ’m€ﬁmﬁ'ﬁﬂs:fﬁgnL%'UnLﬁuﬁuTﬂUﬁﬁﬁmmﬂmznssums
omsuazeluszezaa 1 diawiudsemadszmenmdidnnsafing

nangme 689N

1 = General requirement ¥a3LNFBFETUENIU Finished products 31U 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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18NN 14 Pregabalin 75 mg Capsule
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1. Baen Pregabalin 75 mg Capsule

2. amanianaly
2.1 gtluyy LﬁumLﬁmmﬂga FMIUIULSEMY
22 dwmsznay  Usznaudazeaen Pregabalin 75 mg
23 mrwussy  wasluuwseadiiluuvens wia blister pack Dasiintasriuanuswle
2.4 23N - s:q%am fULTENALAINFATILAZA UL TUNEA 'B'uﬁvumq WwfinAe wmadon
d3uen uaziBmafiusnwien 'l'i'atho’ﬁ‘mauuumsgﬁmeﬁ
- UWWIEN aeinevtaee amq%amm?a%amamsﬁw SUTnauLATINeAMULTITasEN
wufinde i’uﬁyumuq"l&”ﬁ'mﬁm
3. amanianmaha

3.1 Finish product specification™”

1. YSunuaendeiy 90.0 - 110.0% of the L.A. of Pregabalin
2. Identification m’;mi’mmuﬁs:q‘lu Finished product specification
3. Dissolution @Saﬂ&humu‘ﬁ‘s:q‘lu Finished product specification
4. Weight variation %38 m’mmumu‘ﬁ.squu Finished product specification
Uniformity of weight (mass)
5. Impurity / Related substance ﬂi’aﬁlmumuﬁi:qlu Finished product specification
Howludin 9

1.e’hmewmuLanmsms'l@”%'uagm’mfmuﬁnuﬁw%’uﬂﬂtﬁ‘aa'imm:ﬂuﬂs:mﬂvlm uacd ey (declare)
WASIHNAS
1.1 luddymstunzifoudiven me.2 ne.3 ne.4 waUeNTHL)
11 1lunsd@nduendingaludsainalng wansfs ne2
1.1.2 1unsrﬁﬁ|,ﬁum'1ﬁ'1m”1Lﬁamsuﬁaussﬁ; wueds ne.3
1.1.3 lunsd@imdugiidrandedsana nanef ne.a
12 ludmedunzdowen ve.1/e.1 vasenfiauerm wiaunuaziBsawatemInugua WYB IS asT el
aufidunzifen (finished product  specification) Lm:'ﬁaﬁmu@qmmwmaoi’mqﬁu (drug substance
specification) nszﬁﬁagjszijmﬂﬂﬁ'muﬂamn“lmw‘i'mﬁu AdpuULLENFIERWIMNGIIMITaUT [ (8.5)
VINWSBN finished product specification Waz/#3a Drug substance specification IG\U’uaLLn"”l’ﬂriaufu‘lJi:n’lﬂ
drzmeanadiinnsafing uaslaiin 2 D o Sudszmeadszmanamddnnsefing
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2. 1aNATIUTINIATTIHNIHAG LN
2.1 nsdifigndanlusamalng HuRadaslianmsiuseunmpunnEaaumann a3 sn1aTiale
MINaaeN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagwisny PIC/S participating authorities
"3a ﬁtanms%”maammgmmswﬁﬂmmwé’nmmwﬁm:ﬁ%msﬁﬁlumwﬁmmmaoé'lﬁ'nmuﬂmnsiums
2IMIUBTLT NITNTHINTIIUGY %aﬁmum‘fﬂﬂﬂﬁmmaa@ﬂsTama:ﬁ'mﬁzmn"uwﬁ'nmmv‘fuaz"’aﬁmsﬁﬁlu
nsnaaen PIC/S lununesnfiauwasne atusgaausaunisastassulasinamsiusesiisSulszne
dermanmsildnnseding
2.2 nsdineningreindrsssne i HuaadaslilanmIIuTadnasgIumInAaeamunaninuaiuas
’Jﬁmi‘nﬂlumwamm PIC/S (Pharmaceutical Inspection Co-operation Science) Taewsiasnu PIC/S participating
authorities a1U&§A MuseUMIaTIsaulasinan1siusasdeiudssmelsznanasdnntaing wineny
ARAATW UEIUANTTH
3. Lana'rmmmmuaamﬁmuaﬂm (Fuwinnanae)
3.1 HAMIATIUATE ﬁﬂmmwwamnm‘n m’mtswﬁmawwam (Certification of analysis of Finished product) T
mjuﬂduﬂmﬁazm
3.2 NiamIaTIRARTIERAMNWIAALTEITILNERTY (Certification of analysis of Drug substance) 7115
mswﬁmmjuﬁz&aLﬂué‘hazmvfwao;jwﬁmU'um:;jﬂﬁ@"fmqau
33 Lanms‘vﬁa‘vﬁé’nﬁﬂuﬁuﬂ’umwﬁuﬁuﬁ‘imiwjumswamaai’mqﬁuwaoe’i‘amﬁﬁﬁty (Drug substance)
49 3.2 ﬁ'u;’umswﬁmaawﬁﬂﬁmﬁméﬂﬁagﬂ (Finished product) 98 3.1
3.4 lunsdidunadonsnanunnnin 2 3 ssdasfidumnmwenonansdnen Long term stability aafign
i lunsfouewusns uas "Lm‘umsmmmmmLanmsmnwummwaa‘umw
3.5 lunsditunadousnantasndt 2 9 WAITH WU AMWENIHANTANEIAINNAIRIVDILNANUT DU
vndnlunzdousuuaes LLa:'lmun'\saammusaaLanmsmnguéwmwaau’%vn
4. Aot19en
4.1 disuana dassdatnagnites 3 wihsusTasioet Fududunuuaaimoazifoaldasudau
muﬁﬁmu@luﬁ'ﬁaqmauﬁﬁﬁ:ﬂﬂiﬁaﬁu
5. msﬂ‘szﬁ'm;mmwmﬁaiwau (wgadtana1snNIIulsenn)
5.1 mﬁdwauﬁmﬁmq’bﬂﬁlwﬁatm:h 1 9 siuaniusdeney
5.2 m*’qmmﬁdouau a:ﬁaaméﬁmﬂmwmU'I:u%'usaowamsmuﬁmsw:ﬁm?uﬁdauau
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5.4 fangaze assuasuedl atnlndnanas vaadafamadeusnmensyzmsle g neutmualasbiddanly

6. lanansilanludug
6.1 winenfawa L lreduuuy (original drugs) dasiinisfaugaInimagay Bioequivalence faua
Wisuisuruanduuuy Tasdmsdnwdaadulymansninueiuazuwil Judlumsdnsdsuyavesen
T BIE TN NUA TN TINNTIEMITUALEN NIENTHFTB1TGY lunsdidunzideudriveeauuum
aniylnai (Idiaamzidouen NG) mansosniiuntsusuanssnIdnmn@Isuyavasen
7. flaneman (§u1e) Bvsaalisnidndygnavasuivue ao
7.1 nsr’f'mamsq‘mmﬂﬁmﬁ:ﬁmﬁmnmw%ﬂmmami’mmwnzﬂmﬂuvl,ﬂmummgmﬁaﬁmu@
72 nszﬁwﬁmﬁmﬁm’nﬁ@ﬁgnﬁﬂmﬁuﬁumnﬁ'awmﬂiﬂm«hﬁm'mﬂwnﬁumsmmma:m Tuganmnves

Qs J
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7.3 nsz’ﬁwuﬂ:qummwmnwﬁmﬁ'wvfﬁmadwa@iaﬂszﬁw%waLLa:m'lmJaamﬁmia;jﬂwﬁ'tﬁ’%’um
[ = a 1 A o =~ @ A QA 3 o a
8. wihsTrnsreseninlisuRITanwiaf e ifusagniSanifudulasdinauanenssuns

suazenluszziig 1 ﬂﬁaui’uﬂszmﬂﬂs:mmwmELﬁnmaﬁnaf

NABKG : 81989910
1 = General requirement VaILNFBAITUFINI Finished product E‘L’LL‘U'UEJ’]LﬁG]
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.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:fjﬁa
mafinmdlszininaussirsuyazeniaimeion nasnuguen SUNNUAMENTINNTT

ARITURTHT NITNTI mmsmq’u
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ﬂﬂmiﬁ 15 Eperisone 50 mg Tablet :

muﬂszmﬁé’mi’mquaﬁ'ﬂmﬁ 23 4., 2559

1. Ba Eperisone 50 mg Tablet

2. ansasianaly
2.1 pluuy iuenide dwsusudszniu
22 daudszney  Usznause@aen Eperisone HCI 50 mg 1w 1 1@
2.3 MTUTUIIY miiﬂuumagﬁlﬂﬂuwaﬂﬁ 38 blister pack Taadinmlssruanaduld
2.4 28N - Fagn FMUSENAURINEATYLIZAMAILTI THAR® fuéumq WwfikEe wazarnzdoudium
Hadwtauunusraion
- UULHIEN aﬂﬂoﬁaﬂﬁaaszq%am fndsznavaend@ay AU S'uz?vumq waziavfinEe

3. amENUANINALA

3.1 Finish product specification"’

1. dSanmdrendrag 90.0 - 110.0% of the L.A. of Eperisone HCI

2. |dentification ﬂn'm’mmu‘?l‘i:q‘lu Finished product specification

3. Dissolution m’mﬂ’mﬂmﬁ‘szﬁu Finished product specification

4. Weight variation w3 m’)ﬂﬁi’mm’mﬁizlﬂu Finished product specification
Uniformity of weight (mass)

3.2 Drug substance specification @

Test Item Japanese Pharmacopoeia 16 edition

1. USunmdatndan 98.5 - 101.0% of Eperisone Hydrochloride

2. Identification ATIINIY

3. Purity - Heavy metal : NMT 20 ppm
- Piperidine Hydrochloride : The color obtained from the sample solution is not
more darker than that from the standard solution
- Related substances : The total area of the peaks other than the peak of
Eperisone is NMT1/5 of the peak area of Eperisone from the standard solution

4. Water NMT 0.2%

5. Residue on ignition NMT 0.2%

) P o o . a € el o o, AN ear s o
“N'\ﬂl“q - NTNIANTLU UUIINTIIU (waive) NTIATIINLN Lﬂﬂ:“ﬂﬂn’ﬁl@ 1“Uullﬁﬂﬂlanmmﬂn?uﬂdﬂﬂ’]?ﬂlﬂsua%&]ﬂﬂ?ﬂ
- Drug substance specification ﬁiﬂinﬂmﬂuﬁmﬂ:ﬁmadﬁnﬁﬂ drug substance W3BlUIATEY drug substance 89
A . . o 4 4 s o o A,
Q’Na@m’la’lﬁﬁ)gﬂ QUU‘l@QUU“uﬂ ‘EdﬁmswﬂmLﬂiﬂ:ﬁﬂiﬂ’(‘lﬂﬂ’aﬂlE)‘Ylm‘ﬂ%ﬂ
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Ganlogw 9
1.a‘hmewmuLanmsn'\‘s"l,@f%'uagmwi‘fuwuﬁmuﬁﬁumtﬁafﬁwuwhﬂsxmﬂm wazdILad (declare)
URRINE®
1.1 ’l.uzhﬁ'tymsifumﬁmm‘h%’um (N2).2 N8.3 NELA URILANTTH)
1.1 lunsdifdueniindalulssinelng wanetle no2
11.2 'luni:ﬁﬁl,ﬂummnﬁLﬁiammﬂoussq wuedis ne.3
1.1.3 luns@ifduninthandsdseina waneds ne.4
12 lusatunsdouesn no.1/8.1 vasniauaTin wiumwssdawademamugue mwsaIRian
mu‘ﬁi{uﬂuﬁuu (finished product specification) LLaw”aﬁmu@qmmwmaﬁmqﬁu (drug substance
specification) nsrﬁﬁaQixm'wmsn,ﬂ‘éﬂmﬂaum”lmﬁmﬁu ADIULULLENFTEUWNINENNTVAUA 1T (2.5)
3wy finished product specification uaz/"38 Drug substance specification laaaun lurawindszme
dsznmianmandiinnsading uarliin 2 9 o Judszmeadszmanendidnnsaiing
2, 1lBNEITTLIDINIATFIRNITHAA L
2.1 nadingudalwisznalne pjwﬁm@Taaﬁmnmﬁmaqmmgmmwﬁﬂmmwa”nl,nmwﬁmﬁﬁmsﬁﬁlu
NINEAN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taawisanu PIC/S participating authorities
w30 HlanmILTBINATIUNTIKEREIMARATIN IR T NS UMINRAETaIE TN A BN TTNMT
2IMIIUATHN NIENTWRIBITUEY Farmuatulasfanusaandesussriafisuiunsninusiuardsnisfialu
msudaen PIC/S lununagnfiiauevns atuagamusaumIanIssulasiinansiusasfiaiulsznie
dsemenaBiannsaiing
2.2 nsdiingringrendrssana AuiadasiilanasiuTannasgunniameundninoaiuag
S8msialun1snEae PIC/S (Pharmaceutical Inspection Co-operation Science) Taemingaw PIC/S participating
authorities aUUAFA euseumMIATIREUlafinan1IUTesiisTuliEmeLsznIeTmBiinnIeiing wineny
ARATN URILANT
3. Lanmsqmmwﬂaamﬁtaumﬂm (uwnnane)
3.1 mansemRilanzigumwkianienduSagiuaaiuda (Certification of analysis of Finished product) lu
mjuﬁdmﬂwﬁaam

o @

3.2 HANIATIAATERA MW IADAUVEITILNEIATY (Certification of analysis of Drug substance) fil4lu

v

mswﬁmmjuﬁmﬂué‘aaamﬂ"vwaa;jwﬁﬂmuaz;ﬂ’w‘ﬁmmqﬁu

3.3 Lanmw‘%a%ﬁngmﬁuiummé’uﬁ'uﬁs:wméumwﬁmaﬁmqﬁumawﬁma’wﬁ’ry (Drug substance)
%p 3.2 ﬁ'us;umswﬁwaawﬁﬂﬁmﬁmﬁwﬁagﬂ (Finished product) 1a 3.1

3.4 Tunsdidunandouernannnii 2 § ssdasfidmnnminonansine Long term stability aaififiu
wudlunzfousnanuans LLa:"L@’f%'un'lsaomaﬁusamanmsmnQﬁa"wma‘naau‘%ﬁ'ﬂ

3.5 luns@idunzifousumiaunii 2 9 sxdasdidunmndnsnamsinmnunsdazaseaudion

wadnlunziiouenanunaas LLa:VI,@Tfumsmmu%'mmLanmsmn;‘ll"ﬁé"\mwaau’%ﬁ'ﬂ
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4. @28g198n
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3. amaNlanvIaa

3.1 Finish product specification™?
1. YSnmeandagy 90.0 - 110.0% of the L.A. of Infliximab
2. ldentification @ﬂﬁlmumuﬁsquu Finished product specification
3. pH @mamumuﬁszqh Finished product specification
4. Sterility test ATIVHU
5. Particulate matter ATITU

- auMAIWIA > 10 pm Laitfin 6,000 aypnna
- 9WMATIG > 25 pm lalifis 600 aunn

6. Bacterial endotoxins ﬂsaamumuﬁsquu Finished product specification
7. Water content Gli’aiwi’mmuﬁs:qtlu Finished product specification
8. Content uniformity AT
9. Clarity of solution AT
10. Impurity / Related substance m’;’ﬂmumu‘ﬁixﬂu Finished product specification
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