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815N 1 Desmopressin acetate 0.1 mg/mL nasal spray solution
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1. domn Desmopressin acetate 0.1 mg/mL nasal spray solution

2. ansaadan2 by
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2.1 gﬂu,uu wWusnsazasyusannsals Wi FMTLUNUIYN
2.2 faulsznay Usznaudiedann Desmopressin acetate 0.1 mg / mL lugsazanaySanes 2.5 mL

1),(2 o a
@ 8 1 spray SUSanmenen

2.3 MTULUIN ussg‘lummu:gﬂuuu Nasal spray Jasfin Yasiuuas
&A1y 10 mcg/spray
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amanlanmaka USP 35

1. ﬂ?u’lmﬁ’smﬁ’iﬁ%y 90.0 - 110.0% of the L.A. of Desmopressin (Calculated on

the anhydrous, acetic acid-free basis)

2. ldentification AT
3. Microbial enumeration tests and Tests - Total aerobic microbial count : NMT 100 cfu/mL
for specified microorganisms - Total combined molds and yeasts count : NMT 10 cfu/mL

- Staphylococcus aureus and Pseudomonas aeruginosa
: Absence

4. pH 3.5-6.0

5. Uniformity of unit spray weight and total | 1. NLT the number of discharges stated on the label
number of discharges per container 2.The mean weight delivered per discharged is within
10% of the labeled weight per discharge

3. Not fewer than 9 tested discharges for each unit
are between 85% - 125% of the labeled weight per

discharge
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3.2 Drug substance specification : Desmopressin acetate(

quaaiamamaka USP 35
1. ﬂ“‘immﬁ'smaﬁﬁm 95.0 - 105.0% of the L.A. of the Desmopressin (anhydrous and acetic acid-free basis)
2. Identification AN
3. Specific optical rotation -72°to -82° (anhydrous and acetic acid free basis)
Test solution : 5 mg per mL, in diluted acetic acid
4. Related substances - Any individual impurity : NMT 0.5%
- Sum of all impurities : NMT 1.5%
5. Acetic acid 3.0-8.0%
6. Water NMT 6.0%
7. Microbial enumeration tests and | - Total aerobic microbial count : NMT 100 cfu / g
tests for specified microorganisms
8. Amino acid content The relative proportions of the amino acids :
- Aspartic acid, Glutamic acid, Proline, Glycine, Phenylalanine : 0.95 - 1.05
- Tyrosine : 0.7 — 1.05
- Cysteine : 0.30 — 1.05
- Lysine, Isoleucine, Leucine : Absent
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579n19N 2 Dexamethasone sodium phosphate injection 5§ mg/mL, 1 mL
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1.39a1 Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL

2. amansianaly

2.1 Fuuuy dumsazaodseande e Wiid dwsuda

22 @wmdsznay Usznauein@ien Dexamethasone sodium phosphate ﬁa&lgaﬁ'ﬂ Dexamethasone

phosphate 5 mg lw 1 Ml U3an@s 1 mL/ Mauzussy
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3.1 Finish product specification("’(z’
AmaNtAMImaRea USP 35 BP 2013

1. U@y 90.0 - 115.0 of the L.A. of 95.0 - 105.0% of the L.A. of
Dexamethasone phosphate Dexamethasone phosphate

2. Identification ATINU ATIINIU

3. Bacterial endotoxins NMT 31.3 USP Endotoxin U/mg AT

4. pH 7.0-85 70-85

5. Free dexamethasone - NMT 0.5%

3. Particulate matter ATIU ATIINIU

-9 = 10 ym Wi 6,000/container

-9 > 25 pm LA 600/container

7. Sterility ATIINH ATINW

8. Volume in container AT ATITNU
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3.2 Drug substance specification

(1.2

amaNtan1maia

USP 35

BP 2013

1. Usnadrendagy

97.0 - 102.0% of Dexamethasone sodium
phosphate (Calculated on the water-free

and alcohol - free basis)

97.0 — 102.0% of Dexamethasone sodium

phosphate (anhydrous substance)

2. Identification

AT

AT

3. Specific rotation

+74° to +82°(Calculated on the water-free

and alcohol — free basis)

+75% to +83°(Anhydrous substance)

4. pH 75-10.5 75-95

5. Limit of phosphate ions / NMT 1.0% NMT 1.0%

Inorganic phosphates

6. Limit of free dexamethasone NMT 1.0% -

7. Chromatographic purity

- Any individual impurity : NMT 1.0%
- Total impurities : NMT 2.0%

By liquid chromatography

- Impurity A (Dexamethasone) : NMT 0.5%
- Impurity G : NMT 0.3%

- impurities B,C,D,E,F : for each impurity,
NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total impurities : NMT 1.0%

8. Alcohol / Ethanol

NMT 8.0%

NMT 3.0%

9. Ethanol and water

NMT 16.0%

NMT 13.0%
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1890190 3 Empagliflozin 10 mg tablet
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1. o Empagliflozin 10 mg tablet

2. amanianaly
2.1 3luuy C\Dugude dwsusudsenu
22 fudszney  Usznaududann Empaglifiozin 10 mg 1w 1 1lia
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3. Qmauﬁ‘amamﬂﬁﬂ

3.1 Finish product speciﬁcation‘""z)

1. USanmaendany 90.0 - 110 % of the L.A. of Empagliflozin

2. ldentification test m’.)’alr«i’mmu‘ﬁi:q'lu Finished product specification
3. Uniformity of dosage units ATITY

4. Dissolution test m’mshum’mﬁs:qlu Finished product specification
5. Related substances / Impurity ma@amumuﬁ‘s:qlu Finished product specification
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ZlaﬂﬁﬁﬁghiﬂdN1ﬁ5§1%ﬂ1iﬂaﬁﬂﬁ

2.1 nsdangnuaaTulsanelng ndndasdianansiusaanasyumeniaemumdninmsiuss3insiiaiu
MINAALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tauniaeau PIC/S participating authorities
$30 ﬁLanms%’maammgmmmﬁﬂmmma”nmmsﬁtm:‘?%msﬁﬁ‘lumwEmmmaaﬁwﬁnmmm:nssums
§IMNIURELN NENTRITIIEY Sehmuadulandanuseandaussiaifisuiundninmefuas3insiialu
nsudeen PICIS Tunuaaunfiauos aﬁushq@mmaumsmmamﬂ@uﬁwamﬁusaéﬁﬁuﬂs:mﬂ
dzmanendidnnsafing

22 nsditduenngreneslssine HHAedasdiananssusasnaunsHEaMumanInITILa:
?J'ﬁ'msﬁﬁlumiwaﬂm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Taewmsinenu
PIC/S participating authorities aUuag@ ausauMIaTaseulasiinaniusestsindszmealszmeana
ailinnielind wisagaaaadn usudnds
3. Lanmsqmmwmaomﬁmuasqm (uwinnane)

3.1 mamsmaﬁﬁmﬁ:ﬁqmmwwﬁmﬁ'mfﬂmﬁ’]ﬁﬁ]gﬂmam:wam (Certification of analysis of Finished
product) ‘Lums;uﬁi gaduaaeng

32 Namsm’aﬁmﬂ:ﬁqmmwi'mqﬁml 89@LndATY (Certification of analysis of Drug substance) Allu
mswﬁ@m;’uﬁd&ﬂuﬁaamwﬁmaa@wﬁmma:ﬁwﬁmf@qﬁu

3.3 ianmwlananguiuduanuduiuiniiunsniatesiagduvesaanndnty (Drug substance)
78 3.2 ﬁ’uéumswEmaawﬁmﬁmﬁmﬁwﬁagﬂ (Finished product) 78 3.1

3.4 luns@idunafougnanannn 2 9 azdasfidniunnwinguansAne Long term stability aafifu
dndulunsdonsnanuans wazldsumssawnasusaanasnngiauaasuiem

3.5 luns@idunsfougnantasnii 2 9 adasddumnmnienansansnananIfesnaufion
wndulunsdousuuand wazldFumsaswasusananaInIngiswavesuIvn
4. Aaa81981

4.1 disuanen daiReRatnenatnItay 3 v\ﬁmussagﬁ'msﬁ Fadudunuisainvazdoaldasudin
muﬁﬁmu@iuﬁaﬁ’aqmauu“ﬁﬁ’ﬂﬂﬂ”’mﬁu
5. msﬂs:ﬁ'uqmmwmﬁdouau (waagtena@1IN1IIulaznn)
5.1 mﬁdmauﬁaaﬁmq’tﬂﬂ"'l,ajﬁaun’h 1 9 duanniudevay
5.2 amnm@ﬁdwau azﬁaadaﬁ’\mewm:ﬂ:u%’maowamsmaaﬁmw:ﬁwﬁ;uﬁﬁwau
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6. wanansaunludng
6.1 Wmtl’lﬁmuavlaﬂ'ﬁm@“futmu (original drugs) FaefinisToURAINIINARDY Bioequivalence ‘ﬁLaua
wWisufisuivenduwuy Tasisnmsdnsdaaiuldarunaninasiuazuwil judlunsd@nsdrauyavesen
Y TEIEIINITUA M NITUNITAMNITUAZEN NTENTIETITUFY Tuns@dunzifoudrfusauuunen
sairylnal (Ifaamadonen NG) smunsasniumsuuuianasmsfnsnauysvasen
7. Alawa TN (Ha) dnsaalisnandygnanasuimue il
7.1 nifﬁwamsejumsaﬁLﬂﬂ:ﬁmﬁmnmu%ﬂmmam‘mmwwﬂmﬁu'l,ﬂmummgmﬁaﬁmu@
7.2 nsﬁtwﬁmﬁmﬁm’nﬁﬂﬁgnL’%ﬂmﬁuﬁmwnﬁammd@Uﬁwﬂfmmﬂm:nssumsmmma:m Tugaane
YaaFy Iz TNy
7.3 nsfﬁwuUuzqummwmnwﬁmﬁmﬂﬁmaaawa@iaﬂizﬁﬂ%waua:mwﬂaa@ﬁ’wiap"{ﬂmﬁvlﬁ%'um
8. m’nzlsvﬁmwaanuﬁw%vl.&i{uﬁmsmN§mﬁ‘mﬁmﬁﬁﬂsxi‘agnL'%'smLﬁuﬁuTﬂﬂﬁwﬁnawuﬂm:nssunﬁs

amsuazenluszoziian 1 Jisutudszmelszniemadidnnsaiing

NANBING : 81989970
1 = General requirement maamé‘%%%’uﬁm%’ugﬂwum Tablets, Capsules
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 Ll,a:gjﬁa
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Qo Q. ¥ Qo
swa:tﬁﬂﬁqmanumzmmumu%manmsmﬂﬁ%anﬁnmﬁm
182N B04/ 2560
31801130 4 Glimepiride 4 mg tablet

aalszmasminguasizsii 17 3R 2560

1. B Glimepiride 4 mg tablet

2. amantianalil

2.1 3iluyy Wuenile dwsusulsenu

2.2 susznay  Usznaudiudaen Glimepiride 4 mg 1w 1 1ila

2.3 MTULUIN msa;'luumagﬁﬁwﬂamﬁ w38 blister pack Jasfin Uasnuanudu

2.4 287 - i:y%am SUYUTTNAUMILNF N PUAZANAULTI TUNER i’uﬁvumq WwuAkEa uwazsunzdlon
dsuen 13 U NTAIUUULTIIA AN
- UWMBULLTIYEN azhaﬁami”ms:q%amﬁa’famamsﬁ"] R IUUTENOUUAZIUIAAINNUTI

28987 8UTiNER fuﬁvumq 1irauan

3. AMANUANIINARA

Nan’ﬁ@li’nﬁmﬁ”ﬁﬂmn’lwLﬁuvlﬂmu Finished product specification waz Drug substance specification

D

(2

ad aomnmmmmau‘ummnu smvl.ﬂwmmmmamuna'mﬂm~nﬁumsa'lwmt.a~ﬂ'1 ns*maommsmmﬂ
ﬁ.:\‘]ﬁl.ﬂﬂ‘ﬁ@’liﬂﬂl’ﬁa’ldEJ\WIENLﬂuQUU‘Y]LYIEIULY]’WHSE]‘LVK&H’I’J']NWﬁlﬁﬁ'lul.ﬂﬁ’ﬁﬂ’ﬁutlﬂﬂ’ﬁu%ud audsznie
nsvm’mmmsma'u L?EN ?U@l'ﬁ’]?ﬂ N.91.2556 GG'J%‘H 11 lWWHU W.7A.2556 (ﬂdﬂi»ﬂ']ﬁl%i’]‘ﬁﬂ‘t]’ﬂJ’luLUﬂisﬂ'Jqu
10 UH‘WIFJ% 2556) ﬂim‘l&JLYmUL‘YI'}‘L%’UMﬂUﬂGUWWQHJﬂ\‘]ﬂmuﬂiﬁllﬂ’ﬁl]?“ﬂ’lﬂi"lﬂ'l 81

3.1 Finish product specmcatwn

AmdNIANIInaia USP 35
1. USnmaaensngy 90.0 — 110.0% of the L.A. of Glimepiride
2. Identification AU
3. Dissolution time n3dlinTsiany Test 1

- dasuamsnisszanelaiitoundn 80%(Q) of the L.A. of Glimepiride melu 15 i
NIfIeNzRaN Test 2

- dnsuaaImsazaelaitanndn 80%(Q) of the L.A. of Glimepiride malu 45 Wil
NIBAATIERENN Test 3

- dsugasmasasliittasnd 80%(Q) of the LA. of Glimepiride melu 20 wil

4. Uniformity of dosage units ATITA
(Content uniformity)
5. Related compounds By liquid chromatography

- Glimepiride related compound B : NMT 2.5%
- Any other individual impurity : NMT 0.5%

- Total impurities (excluding glimepiride related compound B) : NMT 1.0%
- Total impurities (Including Glimepiride related compound B) : NMT 3.5%

(aa%‘a) ................................................................... Usemuamenssums
/ (WNIMIMBE SawAT§) _
(8958).ceoeerr ql .................. nITUMS 5 1) [\\ .................... N3NNI
wwindh  yaynm) (WNEMIWTS Mawiani)
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3.2 Drug substance specification M

AMANTANIIMAKA USP 35
1. ﬂ?mm@ﬁmé’m”ry 98.0 - 102.0% of Glimepiride (anhydrous basis)
2. Identification ATIHIN
3. Related substances - Glimepiride related compound A : NMT 0.8%

- Glimepiride related compound B : NMT 0.4%

- Glimepiride related compound C : NMT 0.1%

- Glimepiride related compound D : NMT 0.2%

- Any unspecified individual impurity : NMT 0.1%

- Total impurities (excluding Glimepiride related compound B) : NMT 0.5%

4. Water NMT 0.5%
5. Residue on ignition NMT 0.2%
6. Heavy metals NMT 0.001%

Aad a Y 'Y . a 6 el a Y AVL v e o
“N'lﬂl“@l - NIUNIANZLU BULIINTINIU (waive) ﬂ'l?@lﬂﬁ]ﬁmj’nﬂﬂ:ﬁﬂﬂm‘ﬂﬂ ‘h’\ Uutlaﬂﬂlanmwan?uﬂﬂnﬂqjﬂ @‘ma‘%&l@lﬂ’m
- Drug substance specification ﬁmsm’lmﬂlﬂ“;mﬂ:ﬁmmgwﬁﬂ drug substance W38IULATIZ drug substance V84
o A . « o 4 4 - o o 4,
&{Nﬂ@ﬂqugﬂzﬂ QU?J‘L@%UU““VN mﬂﬁﬂ"’ﬂs'ﬁﬂ?Lﬂs'\:ﬁﬂiunﬂ“’)ﬂaﬁﬂ'\“u@

]
.}

Ganladn g
1. ﬁmmmwmULanmsmﬂﬁ%’uagtymi‘fumLﬁﬂue'hﬁ.lmtﬁ‘aa‘i'wmwluﬂszmﬂ"lm LasEILad (declare)
LHRINA®
1.1 luddgynsdunadoudiiuem mo.2 no.3 no.4 ufudnsd)
1.1.1 luns@nduenfindaludszinalng nansds ne.2
1.1.2 'lunsr’iﬁtﬁummnT’uﬁamsLLﬂousss; RUNBDY Ne.3
1.1.3 lunsd@ifiduenthudhannensdszing wanefls no.4 ,

12 ludetunzfiowen ne.1/p.1 vasenfiaanen wisungazdsaiatamImuaunwnTWTBIHR AN I
muﬁ‘f‘fuﬂuﬁﬂu (finished product specification) LLa:'LTaﬁ’muﬂqmmwmaafmqau (drug substance
specification) nizﬁﬁaglisij'mmnﬂ&"mml,ﬂmurﬂmﬁ'mau EAIUBLLBNRITEULWIMWENEMTVaUR LY (B.5)
UMW$a finished product specification Was/%3a Drug substance specification lagvaun luneauiutszne
dszmeanadidnnsafing uazlitiu 2 3 o Judszmadszmanandidnnseing
2, 1IN IIVIDINATFTINMINAAL

2.1 nsdfemanlulszmalng irdadasiianssiusennaspumendasnenumsninomiuae 3 nsfiaie
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) laawiaaany PIC/S participating authorities
wio flanmssusesnaspunsuineaunsninainazdinsfialunisuiastnasiinnuasenssums
DIMITUNTYT NITNTIIANTIIHEY FatmuaiulasfanuzenadasuacniafisuiunsninmaiuasIEnmnalu
msudaen PIC/S lununaenfiiauesny au”uéwq@mmaumsmmaauT,@ﬂﬁwamﬁusmﬁﬁuﬂs:mﬁ
dszmienandiannsading
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22 nsd@fdingmingr9inaedszma fuiadeslienmsiusesnasgmnerdameaumaninoeiuaz
SEmsAalun1snaasn GMP wia GMP/PICs (Pharmaceutical Inspection Co-operation Science) lapmwipau
PIC/S participating authorities aUUa"g® ausaunsassssulasinaniisusasieindszmealsznianan
ainnsaiind wiaa1yanantn ududnath
3. Lanmsﬂmmmjaamﬁtauaﬂm (Fnwnnana)

3.1 laMIATITIATIR R A TRNRAA T ENELTagUB AR (Certification of analysis of Finished product) u
méuﬁe‘mﬂué"sadw

3.2 NAMIATIIAATIERAUNNIAALBITIENEATY (Certification of analysis of Drug substance) il
mwﬁmmjuﬁa’mﬂu@ﬁarhav’lxwaa;jwﬁﬂmuaxciwﬁmfmqﬁu

3.3 wnamsenangududuanusuiusniiumnaasasiagiuresdiendnty (Drug substance)
7o 3.2 fujunInAavasnRaiuaiindusagy (Finished product) e 3.1

3.4 Wwns@dunzidousnanannn 2 9 ssdasdldumnawaianamsAne Long term stability aufitu
s lunsidousnugas wazldTunsaswaiusasanmInngiduaresuivn

3.5 lunyditunadoneuntasnit 2 § axdasfidummwinonansinsanunidivasaufiin
wWudulunadousanuaas wazldsumssawasusasanansngisiuranasnisvn
4. @28t

4.1 fiauanan aassadiatimadnaies 3 WhnusTai Fadudunuuaasmeanboaldnudin
muﬁﬁ’mu@‘luﬁ‘a%ﬂmauu‘ﬁﬁalﬂﬁ’mﬁu
5. m*sﬂ*s:ﬁ'uqmmwmﬁaiwau (udaaanaIINsIUlsEAn)

5.1 mﬁdwauﬁaaﬁmq‘[ﬂﬁajﬁazm'h 1 1 duanusinay

52 mnmmﬁiawau a:@i’mdaa‘hmewd']zflu%‘usmwamwsw%mﬂ:ﬁmjuﬁdwa';u
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favv8a0819 T,@ﬂ;gmm:@'fam'omLﬁuﬁnmm‘hmuﬁ%mmwmsﬁamaﬁmsn:ﬁua:Lﬂusﬁuﬁmau
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5.4 ;‘Jl”mm:ﬁao%’uLﬂﬁiﬂuﬂ'uﬁamlnimﬂmq wialaifiemsdauanwdodsznisle § iousmualeylsid
Gouly
6. onasdanluiiug

6.1 winefianalildenduuuy (original drugs) dasiinisfausasnimasey Bioequivalence TilEua
wWisuisuiuenduuuy lag3ifnsdnndandulyamundninusinazuwin joalumstinmfsuyavasen
RNV DIFIUNIIUA AT N TTUNNTAIAITUAZEN m:mwmmsmqw‘z’ Tuns@dunzifaudruauuunen
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7. flana e (Hu1e) BwsaniveniandgannanaIumune aok
- . - 5 - . .
7.1 nydiHanguaIeiininnnaninemaaimuwnd bidwllewnesgudainue

S a ar I3 ; Py &~ ¥ o o 1
7.2 NIUNIAN m‘vfm"mﬂugn FoniuAuInd aomm@‘immumnm USNITUNITOWNIURLEN WD WV

Qs A’
U DAITVY

e

7.3 nmitinudgmigunwanuianmrinendnadelszininaussanassanvdediedldiuem
8. BT TNV aanuﬁﬂ%qla\i%’uﬁawmﬂNﬁmﬁmwfmﬁﬁﬂs:fﬁgnﬁanLﬁuﬁuh PEIBNITUATHENITNNNT

IWRITLAS U'ﬂ,m: H Rl ﬁriaufuﬂs:mﬂﬂszmﬂﬁmSLﬁnmaﬁni

RUYRA 8198997
1 = The United states Pharmacopeia 35
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLazfjﬁa
msﬁnm‘?‘)ﬂi‘z?mﬁwaua:"ﬁ";auqamaﬂwﬁmﬁm‘ﬁm NaINILAAEN FUNNUATENTIIMS

ATRITLRSYT NITNITNI mmsmqm
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iwaztﬁﬂﬂqmﬁnumuamumufhmanmimiﬁ'ﬁ%an%ﬁ'mﬁm;
A
1a2an BO5/ 2560
5780151 5 Insulin aspart 100 lU/ml, 3ml injection for Penfill

ammlszmesoninguanzsii 1 7 9l 2560

1. i@_ﬂj Insulin aspart 100 I[U/ml, 3ml injection for Penfill
2. amdsnianaly
2.1 3uluy ssarmpUnendels WdE dnsuda
2.2 sauTznay Usznaudan@aen Insulin aspart 100 1U / mi lud3u1as 3 ml / wasaen :
23 MIULITY  UTTIIWMTUELTT ndaUmeadasmiulstuthnnideen ( Pre - filed pen ) Wpe
ussagﬁ’mevfﬁaaﬁ'uum
2.4 a81n - i:q‘ffiam FulTnaURINEAUATA AT TukEa i’uéumq wafinde usnaanaiou
dsuen 13 s wTaEUUUUTIIATN
- UWMNTUEUTIIEN azhaﬁfaUﬁaaszq%aﬂ’m?a%amanﬁﬁﬁ FIULIENOULAZIUIAA NI
29987 LAUAINGR 'Tuﬁvumq Tivaiau

- fiTaanuudnfenlAdaiiuen 2-8 asraigea uums’«gﬁmﬁﬁam’ﬁmmsgm

3. amauianInana

Namim’afﬁl,ﬂi’]:ﬁﬂmmwLﬂuvli_l@l’m Finished product specification Was Drug substance specification 1
v a @ o s ar = [ & 9/ l o s
snadsnnETAITUatLEnn® Seldranafoudeduinauamenisunisemisiazen NITNTWITIIUY
5‘: A’ s o o 4 L - L e dl =4 ] ] [} Qs ° Qs o Q- A
natundrdriunlddedidanduaduiifivuimselnininnaspuwndadsuladifunis awdsene
NIENTETIIUFY 1389 Y387 W.A.2556 8Tl 11 luwenu W.A.2656 (wsdszmelumafianpunyriudg
o o A ] WJ Qs -V
10 Agwwn 2556) nedkliifisuinliuiugasAfiavesnaznssumsyszniananen

amsiaNIIMaARA BP 2013
1. YSmarendagy 90.0 - 110.0 % L.A. of Insulin aspart
2. Identification ATIIN
3. pH ﬂ‘swﬁhu@l’mﬁi:q‘lu Finished product specification
4. Limit of high molecular weight proteins faiifin 1.5%
5. Related proteins - B28isoAsp insulin aspart : NMT 2.5%

- Total of the peaks due to A21Asp insulin aspart , B3Asp insulin
aspart and B3isoAsp insulin aspart : NMT 5.0%
- Total of other impurities : NMT 3.5%

6. Total Zinc NMT 40 mcg/100 units of insulin aspart
7. Sterility ATIWIU
8. Bacterial endotoxins NMT 80 EU/100 unit of insulin aspart
[CRET) W, J\/ .................................... UsTFUAMENITNNT

NITANIT

Wnirl YaInT) (WNEMIWET niggawiant)

WTMMEN3TI5gaiB05/2560



3.2 Drug substance specification : Insulin aspartn

amauianmaia BP 2013
1. dSnmaadaty 90.0 - 104.0 % L.A. of Insulin aspart (dried substance)
2. Identification ATINY
3. Host cell derived proteins m’mhumuﬁszq‘lu Finished product specification
4. Single-chain precursor m’;mi’lum&lﬁ‘i:ylu Finished product specification

5. Impurities with molecular masses By Size-exclusion chromatography : NMT 0.5%

greater than that of insulin aspart

6. Related proteins - B28isoAsp insulin aspart : NMT 1.0%

- Total of the peaks due to A21Asp insulin aspart, B3Asp insulin aspart and
B3isoAsp insulin aspart : NMT 2.0%

- Total of other impurities : NMT 1.5%

7. Loss on drying NMT 10.0%
8. Sulfated ash NMT 6.0%
9. Bacterial endotoxins NMT 10 IU/mg

ad - o Y . a 3 el a “ oW we wn o
winong - nsfifvenadeuudimaiu waive) miameseulinTednemle Winusasenmmangudana N ldiuayiiddae
- Drug siibstance specification AasnnanivAinzdvasiria drug substance w3alLinTzw drug substance w89

o o o = ar v A4 4 a a I3 @ o doe
&iwaﬂmmw‘ﬂgﬂ QU’JI@Q‘JU“%\’ ‘]N&Iﬂ’]i@‘i’ﬁ]’smﬂ:ﬁﬂ‘a‘u‘lqﬂ%’;’uaﬂﬂ’muﬂ

- -
Ranludn 9
o q | Pt 4! Il o A o [ ° ] o
1. dunnwssiensms e iueugnadunadoudsusiedminglulsinelng uazduas (dedare) unanaa
° a J o o o4 3 =l
1.1 ludemstunzidoudisuen (mo.2 ne.3 nu.4 usudnsdi)
1.1.1 lunsdnduenfndaludszma'lng nanods ne.2
1.1.2 lunsdifidusnidriNanisutsussy wanotis ne.3
1.1.3 lunsdndusihdhanndetszine nunshe no.4
° X P A 9 a o o a e
12 ludwetunndouen no.vp.1 sssnfisueman wiarmsszdoawidamImunun unTwuII At
i Y = . . . L3 a = . .
aundunzion (finished product specification) WA UBNMRUANUNINTVDIIANAL (drug substance specificatic
nirﬁﬁag‘lsijwmnﬂﬁwuﬂaaLLn"'l.m'ﬁm@w AABILUULANENTINWIAINE8MTVBUA LY (8.5) NINWTi
finished product specification Laz/%38 Drug substance specification lapwaun luiawindsemeatsznian
n‘a 123 a [ 3 (-3 a a & a [ 4
suannsefing wazlaifin 2 D o Fudsemedszmanadidnnsefing
2. 18NATTUTDINIATFIRATHARED
21 nadifizmaalndsznalng duiadeidisnmasusesnasumndamaamaninusiuszisnisfiaiu
NMINAABN PIC/S (Phamaceutical Inspection Co-operation Scheme) Taswiazaw PIC/S participating authorities
w38 JlanmIsusasunasgiumKaameunaninmriuazisnsnalunisuiagzasdinnuamenssunig
A o J L a e Qe ad 4
8IMIUAZLT NINTNEDIUGY TifhmuadulasdaruseandedussiaifisuiundninasinaziTmnalu
nmsniawn PIC/S Tunwiamfiauanie atusgaaiuseunisanaseulasdnanisivsasfisivlsznie

UszniaaiBiannsaing
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s’mﬂ'ﬁ‘ﬁ 6 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 ’UlmL,
3mL injection for penfill
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1. %am Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL, 3mL injection for penfill

2. anasnianaly
2.1 31w Wumsszasuruaznaudnaanida dmiuda
2.2 gawdsznau lu 1 mL 1Usznaue Insulin aspart 30 1U waz Insulin aspart with protamine 70 IU TudSunas
3 mL/waaaen (cartridge)
2.3 m’m:ussai U lunTUsLTy daunadadgmiulEtuthnmaaen ( Pre - filed pen ) was
ussagﬁmﬁﬁaﬁuum
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3. AnENTAN9INATA

3.1 Finish product specification'” ®
1. ﬂ%&l’lmeﬁmﬁ’lﬁ'@ 90.0 - 110.0 % L.A. of Insulin aspart

90.0 - 110.0 % L.A. of Insulin aspart protamine
2. |dentification m’:ﬁ]r’humuﬁizq‘lu Finished product specification
3. pH m’mmumuﬁszqh Finished product specification
4. Limit of high molecular weight proteins m’mmumu‘ﬁlszﬂu Finished product specification
5. Related proteins m’m&i’mm’ls\l"?’isquu Finished product specification
6. Zinc content mwmumuﬁﬁ:q‘lu Finished product specification
7. Sterility AT
8. Bacterial endotoxins mwmu@l’m'ﬁlizﬂu Finished product specification
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3.2 Drug substance specification : Insulin aspart(z’

AMANLANVINARA BP 2013
1. YTndednn 90.0 - 104.0 % L.A. of Insulin aspart (dried substance)
2. |dentification AU
3. Host cell derived proteins m’mc«'m@’mﬁ:zq'lu Finished product specification
4. Single-chain precursor m'mm’mmuﬁsquu Finished product specification

5. Impurities with molecular masses By Size-exclusion chromatography : NMT 0.5%

greater than that of insulin aspart

6. Related proteins - B28isoAsp insulin aspart : NMT 1.0%

- Total of the peaks due to A21Asp insulin aspart, B3Asp insulin aspart and
B3isoAsp insulin aspart : NMT 2.0%

- Total of other impurities : NMT 1.5%

7. Loss on drying NMT 10.0%
8. Sulfated ash NMT 6.0%
9. Bacterial endotoxins NMT 10 IU/mg
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5180151 7 Insulin glargine 100 IU/ml, 3ml penfill injection

aalsznadaninguaysii 17 8l.A 2560

1.#o81  Insulin glargine 100 IU/ml, 3ml penfill injection

2. amdsnianaly

2.1 jluuy  amazansdnendels WAF dmiude

2.2 dwdwnay  Usznaudaud@lwn Insulin glargine 100 1U/ mi lud33n@s 3 mi / 1 penfill

23 mruwzusn  usralwhnmwseudmiuda (Penfil) LLazmsqﬁmsvTﬂaaﬁ'mm
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3. AmENLIGNIINAKA

3.1 Finish product specification""

1. Bioassay mw&humwﬁszq’[u Finished product specification
2. Identification m’aﬁlmumuﬁizq‘lu Finished product specification
3. pH 35-45

4. Limit of high molecular weight proteins laivAin 0.3%

5. Related proteins (v‘lﬁ’)ﬁwhumuﬁixlﬂu Finished product specification
6. Particulate matter m’aﬁlmumu‘ﬁ'iquu Finished product specification

- 2119 > 10 pm 'aitAin 6,000/container

- WA > 25 pm Bilfiu 600/container

7. Sterility ATINU ,
8. Bacterial endotoxins lsisnnndn 80 Endotoxin units/100 insulin glargine units
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378115N 9 Metformin HCI 850 mg tablet .
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1.3881  Metformin HCI 850 mg tablet
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Namsm’m’imﬁzﬁqmmmﬂﬂﬂmu Finished product specification Waz Drug substance specification 1
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2556) nsm"lumemm'flwunuqauwuwaoamxnssumsﬂszmmwmm

3.1 Finish product specification'"”
Test ltem USP 35 BP 2013
1. U?mmﬁ"sméﬁﬁzy 95.0 - 105.0% of the L.A. of Metformin HCI | 95.0 - 105.0% of the L.A. of Metformin HCI
2. Identification AT ATIU
3. Dissolution Test 1 : usaamsazainlaitteonin 70%(Q) | uaasmiszanelaikesnin 70% of the L.A of

of the L.A. of Metformin HCI lwiaan 45 Wi | Metformin HCI luian 45 wift
%o

Test 2 : usaamsazaelaitkaenin 75%(Q)

of the L.A. of Metformin HCI lssiaan 30 wil
wia

Test 3 : usasnIasas liaanin 70%(Q)

of the L.A. of Metformin HCI lui3an 60 wifl

4. Uniformity of dosage units AT ATIINIU
5. 1-Cyanoguanidine - NMT 0.02%
6. Related compounds - Any impuritiy : NMT 0.1% -

- Total impurities : NMT 0.6%
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3.2 Drug substance specification : Metformin HCI M2

Test Item USP 35 BP 2013
1. nudednny 98.5% - 101.0% of Metformin HCI 98.5% - 101.0% of Metformin HCI
(Calculated on the dried basis) (Calculated on the dried substance)
2. ldentification ATIIN AU
3. Appearance of solution - Clear and colourless
4. Loss on drying NMT 0.5% NMT 0.5%
5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 10 ppm
7. Related compounds By Liquid chromatography By Liguid chromatography
- Any other impurity: NMT 0.1% - Impuritiy A (Cyanoguanidine) :
- Total impurities : NMT 0.5% NMT 0.02%
- Any other impurity : NMT 0.1%
8. Sulfated ash - NMT 0.1%
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