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i’l&lﬂ’]s'ﬁ 1 Desmopressin acetate 100 mcg/mL nasal spray solution, 2.5 mL

m'luﬂizn'lﬁa”m"i'ﬂquaﬂ%ﬁ’lﬁ’2 g Wy, 2563

1. Baen Desmopressin acetate 100 mcg/mL nasal spray solution, 2.5 mL

2. ansasiaialal

2.1 gilupy Dumsazmsdnmndels Wi dmiwuayn

2.2 fawdsznay Ueznaudandien Desmopressin acetate 100 meg/mL luansazauy3ines 2.5 mL

2.3 MTUZUIN msglumngﬂuuu Nasal spray Jaafin dosriuuas”® uaz 1 spray Ju3u1mue2en
&9y 10 meg/spray

2.4 237 - szqv‘ﬁlam #IaznaudInIEIAYURZA UL TuKEa i’uﬁvumq Wwfine waziae
nziduudrsue u,a:’iﬁmstﬁu%‘nmmvl's"azm'ﬁ'mauuuussqﬁwﬁ
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3. andaAMIINaia

3.1 Finish product specification o

1. WSinmaameanay 90.0 - 110.0% of the L.A. of Desmopressin

(calculated on the anhydrous, acetic acid-free basis)

2. Identification ATIVEHIU
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 35-6.0

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 &L} than 8 tested discharges for each unit are between
85% - 125% of the labeled weight per discharge

3.2 Drug substance specification : Desmopressin acetate"

1. Winmdamdndny 95.0 - 105.0% of the L.A. of the Desmopressin

(calculated on the anhydrous, acetic acid-free basis)

2. Identification AU

UsemuensnIsuns

(WWINMER Saufind)

A 2
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3.2 Drug substance specification : Desmopressin acetate'”

3. Desmopressin-related impurities - Any individual impurity : NMT 0.5%
- Total impurities : NMT 1.5%
4. Acetic acid in peptides 3.0 - 8.0%
5. Microbial enumeration tests and tests - Total aerobic microbial count : NMT 100 cfu / g
for specified microorganisms
6. Water NMT 6.0%
7. Bacterial endotoxins NMT 500 USP EU/mg of Desmopressin acetate

MN’]HWWI 1. nstﬁﬁ'wn*m EJ'H.I.LWH'I}'L’J‘H (waive) NTIATIVFOLA Lﬂﬂv‘lﬂi’lﬂﬂ’lﬂﬂ 'l'v\uuuamLanm'manmuﬂmm‘;ﬂ'lmnauwmu
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1, Lanmimsvlmuaumm'uwn*mUummmt.wammwluﬂs*mﬂvlm UaEEIUAI (declare) UARINAG
1.1 'lumﬂmmwuwmﬂummm (8.2 2.3 N4 URIMANTEL)
1.4.1 lunsdifdueindaludsmneng waneds no.2
1.1.2 ’lummmﬂummLmtwamsummsa wuehe no.3
1.1.3 lunsmnLﬂummmmnmoﬂﬁ“mﬁ nunede ne.4
1.2 ludaedunzidousn ne. 1/8.1 vaefiignasien wsamwawtammmamsﬂmﬂuﬂmmwmaa
Na@mmmm&mmummﬂu (finished product specification) LL&"ﬂJan’muﬂﬂmmwman@mﬂu (drug
substance specification) nsrumamvmnmﬂﬂawuﬂmLm"'lmwmmu AATIUUULANETHUUIN
femsvann (8.5) WS finished product specification Laz/#3a Drug substance specification
TﬂwaLm"'lmnamuﬂs,mﬂﬂswnmﬁmmanmauﬂa waclaiifin 2 9 o Sudsemenlsznaasen
audnnsading
2, mnms%’maammgmmwamn
24 nadifienaaluysanalng HuRedasdilanasisesnaspwmsnAateansninoeuazi i sialy
MINEae" PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tagminean PIC/S participating authorities
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2.2 nsdifduenindroneudssana HriadasfiianasiseanaspunsHanemumanin e uas
I msAalunswaee GMP PIC/S (Pharmaceutical Inspection Co-operation Science) Toeimsiaenu PIC/S
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dszmienatdildnnsading winayaaoadw ududnyd
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31 Nan'\sm'm’zLﬂﬁMﬂmmwwamnmm mmﬁﬁﬂmawwam (Certification of analysis of Finished product)
'lumsuwml,ﬂumama
3.2 Namsmzmmswzvmmmwmmmaomma’mm (Certification of analysis of Drug substance) 'n'hﬂu.
mswammsmmtﬂumamom’uawwammuammmmnﬂu
33 Lanmsv\ia'nanmuﬂuﬂumwawwuﬁvmwsummamanmnﬂwaammmﬂm (Drug substance)
19 3.2 nnsummam’uaawawnmmmamasﬂ (Finished product) %8 3.1
3.4 Wan13fn Long term stability maﬂmamqmaommuw:muuvhﬁ'uﬁ'\m’fmmﬂmnssumsmms
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318M57 2 Empaglifiozin 10 mg tablet
alsenmadaninauanssii 2 § W 2563

1.Zam  Empaglifiozin 10 mg tablet

2. amanianaly
2.1 yuny Wueidle dnsusudszmu
22 fmdeney  Usznaudauaasn Empaglifiozin 10 mg u 1 1
23 mouzussy  usnsluuwsagfiifluawand wie blister pack Jaadin
2.4 28N - s:q%am IUUIZNBUMEITINYURZANNUTI TUNRD i’uﬁvumq wfinda
wanadoudrsuen LLazﬁi‘msLﬁu{nmm'l'a”aﬂ'w%'mwuuussqﬁm‘rf
- LSRN asi’mﬁfam'famq%am wiafamamsd §auLsnoy LazIUIARALT)

YBIE LaUAHES i’uﬁumqvﬁ"ﬁ'ﬂmu

3. AFANTANIINALA

3.1 Finish product specification”

1. USanudredngy mmmumuﬁs:q'lu Finished product specification
2. Identification test mswﬁmmuﬁsquu Finished product specification
3. Uniformity of dosage units ATIIN

4. Dissolution test mswmumuﬁnq‘lu Finished product specification
5. Related substances / Impurity @lﬂﬁwhumuﬁs:qlu Finished product specification
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2. Drug substance specification ATsannluAiamziussivie drug substance w3alufinTiew drug substance v84
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griamnduieqy atleadimis Sslimsesniienzinunnidenimue
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1.1.3 lunsdididusiidhannenodssne wanefls noa
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1 = General requirement maoma”’ﬁﬁﬁ'vﬁw%’ugﬂuuum Tablets, Capsules

2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B (R2)
; Current step4 version, 2006.

3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies Ll.azg}'ﬁa
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i’l&lmsﬁ 3 Insulin aspart 100 IU/ml, 3ml injection for Penfill
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1. 8o Insulin aspart 100 [U/ml, 3ml injection for Penfill

2. amaairialy
2.1 3uuy asazmudnangels WiF dwmivda
2.2 dawdsznau Tu 1 mL Ysznaudas Insulin aspart 100 1U 1ud387a5 3 mL / aaagn (cartridge)
2.3 MwuzUTR msq'lumw:msgms‘iﬂﬂﬂmifaﬁmfu‘lﬁn"umnmﬁﬂm ( Pre - filed pen ) uaz
Uﬁgn"twfﬁ BINUUFY
2.4 887N - s:q‘fiam fuEnau@Ind@ngusTaNLs Tunda 1"u§umq \nufinAe ussunadon
dsuen 13 B TAIULIMLITTY Tue
- UWMTULLITIIEN azmﬁami’aﬁ:q%‘amﬁ?a"ﬁlamamsﬁﬂ FIUUTTNAUUAZIMIANNUKSI
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3. amdanianinena

3.1 Finish product specification™ ©

aumniBmomania | BP 2016 el T . usP#1
1. Wy 90.0 - 110.0% LA. of Insulin aspart 95 - 105% L.A. of Insulin aspart
2. Identification AN AU
3. pH avrarumfiszyly Finished product 70-78
specification
4. Limit of high molecular NMT 1.5% NMT 1.5%

weight proteins

5. Related proteins - B28isoAsp insulin aspart : NMT 2.5% Total of other impurities : NMT 3.5%
- Total of the peaks due to A21Asp insulin
aspart , B3Asp insulin aspart and B3isoAsp
insulin aspart : NMT 5%

- Total of other impurities : NMT 3.5%

6. Total Zinc NMT 40 mcg/100 units of insulin aspart 10 - 40 mcg of each 100 USP Insulin
Aspart Units

7. Sterility ATIU AN

8. Bacterial endotoxins NMT 80 EU/100 unit of insulin aspart NMT 80 USP Endotoxin Units/100 USP

Insulin Aspart Units
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3.1 Finish product sgecificationm'(z) (Gia)

9. Particulate matter

ATIVAHIU ATIVHU

- BBAATWIA > 10 pm
14\Ain 6,000 aumA
- BUMATIIG > 25 pm

liiAin 600 oumeA

3.2 Drug substance specification : Insulin aspart™®

1. ﬂ?mtuﬂu’amé'mvfy 90.0 - 104.0% L.A. of Insulin aspart 90.0 - 104.0% of Insulin aspart
(dried substance) (dried basis)

2. Identification ATIWY ATIWU

3. Residue on ignition - NMT 6.0%

4. Host cell derived proteins mnmum'mﬁsquu Finished product -
specification v

5. Single-chain precursor m%)vhumuﬁi:q'lu Finished product -
specification

6. Impurities with molecular By Size-exclusion chromatography -

masses greater than that of : NMT 0.5%

insulin aspart

7. Limit of high molecular - NMT 0.5%

weight proteins

8. Related proteins - B28isoAsp insulin aspart : NMT 1.0% - B28isoAsp insulin aspart : NMT 1.0%
- Total of the peaks due to A21Asp insulin - Total of the peaks due to A21Asp insulin
aspart, B3Asp insulin aspart and B3isoAsp aspart, B3Asp insulin aspart and
insulin aspart : NMT 2.0% B3isoAsp insulin aspart : NMT 2.0%
- Total of other impurities : NMT 1.5% - Total of other impurities : NMT 1.5%

9. Loss on drying NMT 10.0% NMT 10.0%

10. Sulfated ash NMT 6.0% -

11. Bacterial endotoxins NMT 10 IU/mg NMT 10 USP Endotoxin Units/mg of

Insulin Aspart
12. Microbial enumeration - The total aerobic count : NMT 300 cfuig

tests and Tests for specified

microorganisms

vangng 1. madifanadeudimaiu waive) mianTrsesudiemsinamsla lw"imuaml,anmmﬁnpuﬁ'ﬁndnﬁ'ﬁi’uagu“ﬁﬁm
2. Drug substance specification v‘im'sm'mn'l.u’il,ﬂﬂ:ﬁ'maatj W9 drug substance w3aluTiame drug substance 184
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INFazdsaquansusaNZ RIS 31N AT 01T T
1aaf B24 /2563
i’lﬂmi‘ﬁ 4 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL,
3mL injection for penfill

awilsznaveninguanzsiit 2 § WY 2663

1.Z881 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL., 3mL injection for penfill

2. amkaaninriall
2.1 guuy Wusssrasuriuaznaudnenids smsude
2.2 dwdsznau Tu 1 mL Ysznaudas Insulin aspart 30 IU ua Insulin aspart with protamine 70 1U Tud3aas
3 mL/maaaen (cartridge)
2.3 MTULIN ussglum'ﬁu:msq sdaUmedadwitlEiuthnmanen ( Pre - filled pen ) uas
msgn”ru‘rfﬂ DINULRI
2.4 28N - s:i.y‘ﬁ‘am F I SENaUA SN YUAL AT TUNER i’uﬁvumq \wufinde ussiamedon
dsuen 13 atiw&'ﬂwuuuumﬁm‘ﬁ
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3. amaniAMInAka

3.1 Finish product specification'"

1. Pnmudasndeag

AT UANTEYLY Finished product specification

. ldentification

. = - e
m’mmumuﬂizq‘lu Finished product specification

. pH

ATVRMANNTEYLY Finished product specification

- Limit of high molecular weight proteins

mwmumuﬁi:q‘lu Finished product specification

. Related proteins

a5 MANIEYLY Finished product specification

. Zinc content

f379 mumuﬁsquu Finished product specification

. Sterility

ATITNIU

I IN[OITODd]@]|N

. Bacterial endotoxins

AT mumuﬁizqh Finished product specification
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3.2 Drug substance specification : Insulin aspart @

1. Ynmaaendary

90.0 - 104.0% L.A. of Insulin aspart

(dried substance)

90.0 - 104.0% of Insulin aspart
(dried basis)

2. Identification

ATIWY

weight proteins

ATIWU

3. Residue on ignition - NMT 6.0%

4. Host cell derived proteins Gli‘silmu(ﬂ'mﬁisqlu Finished product -
specification

5. Single-chain precursor @li’:ilti'm@l’mﬁsz‘l_ﬂu Finished product -
specification

6. Impurities with molecular By Size-exclusion chromatography -

masses greater than that of : NMT 0.5%

insulin aspart

7. Limit of high molecular - NMT 0.5%

8. 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%

- 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%

9. Loss on drying

NMT 10.0%

NMT 10.0%

10. Sulfated ash

NMT 6.0%

11. Bacterial endotoxins

NMT 10 IU/mg

NMT 10 USP Endotoxin Units/mg of
Insulin Aspart

12. Microbial enumeration
tests and Tests for specified

microorganisms

The total aerobic count : NMT 300 cfu/g
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Fuuwnntientsvauile (8.5) NAWSau finished product specification az/w3a Drug substance
specification lazvaunlunauiudszmenlszniasendidnnsating uazlaiidin 2 9 o Sudsema
dzmanadidnnsefing
2. 18NAITUIDIANATFIRMITHAN L
24 nadfienwdalusanalng uAndasdianmsiusesnasumMIKEamemans N uas I TRa
lumsdaen PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taewnsasanu PIC/S participating
authorities w3edlanmssiisannaspuNINAR s MURANIN U3 ENITIEl U SR E AL LB ETNIY
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mswammmnﬁuﬂumammwaawwammuamwammnﬂu
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s’maztﬁsmqmé’numzmwmmuﬁﬁmanmsmsﬁh§an%ﬁ'm'ﬁm
\aafi B24/2563
i"lzm’li'ﬁ 5  70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL
in 3 mL injection for Penfill

aaulszmadvinguanssiih 28 WA, 2563

1. "b!azn 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL in 3 mL injection for Pentfill

2. ansantiana
2.1 suluuy WDusniurmeznawdnennide dmitda
22 dmvsznoy  lu 1 mL Usznaudas Insulin human 100 1U $a8é28 Isophane Insulin 70 1U (70%) uaz
Regular Insulin 30 1U (30%) TuwdSues 3 mL/ RN (cartridge)
23 MTuUITy  UITRlUMABALTTY piaUnade wiauthnmamiuda ua:ussgﬁ'm‘ﬁﬂaaﬁ'uum
2.4 881N - s2yfaen fIuTEnaUdIN@IALATAMILTI TUKER i’uﬁvumq Wvfinda uaziay
nufioudrsue Lm:‘iﬁn'mﬁm"nmU'l"l'i'af.m’ﬁ'mwuuussqﬁ'mvf
- UWMTuEyITIen aamﬁami’amq%am ¥3aBaMmIn1sm FamUmnauLazIIan Y
AMULTIVBILN LaUTINAR 'S'uﬁvumqvl'a”’ﬁmau
- iTemnuuindaulisafivendi 2-8 aseradua BT

3. andNANINala

3.1 Finish product specification

(L]

1. dRanudandag 95.0 - 105.0% labeled amount of Insulin human

2. Identification test ATIVHN

3. Bacterial endotoxins NMT 80 USP Endoxin Units per 100 USP Insulin Human Units
4. Sterility test ATIVHU

5. pH 70-738

6. Zinc content 0.02 - 0.04 mg for each 100 USP Insulin Human Units

7. Limit of high molecular weight proteins | NMT 3.0%

8. Preservative content m’m&humuﬁs:qlu Finished product specification

3.2 Drug substance specification

- 99N recombinant - human insulin ABILFAINRNITATID residual host cell DNA Uaz

residual host cell Protein

(89%0).c e /\/ ............................ UsTHuanENISIMs
(wsmMdil saundd)
a ¢ o
(MNT8)........... ’?/\/ ................... nNISUNIS LX) O AT nNITUMT
(W9EIgmana Fudiu) (wwangnitad TaaTawn)
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2. Nﬂmmﬂmmﬂ“mmmwm Iwldenu Finished product specification Wag Drug substance specification
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1. Lanmimi‘lmuaum’mmummuummmLwamwmn‘luﬂ?meﬂlm uazdILAs (declare) WAFINRN
1.1 luddymstunadoudrium (ne.2 n8.3 Nu.4 udusnsl)
1.1.1 lunsd@ifidueindalulszmalng nanods ne.2
112 Iunsrﬁﬁ'l.ﬁumﬁwLﬁﬁtﬁammﬁamﬁq naneiie ne.3
1.1.3 lunsdifidugiigronessang nuneis ny.4
12 ‘lummamumwuum Ne.1/8.1 TasenTiiaueTIn wsaamua:l,awm'uamsmunuﬂmmwmawamnm‘n
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