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518NN 1 Desmopressin acetate 100 mcg/mL nasal spray solution, 2.5 mL
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1. %am Desmopressin acetate 100 mcg/mL nasal spray solution, 2.5 mL

2. awaaianaly

2.1 guuuy Wussasastnanidels Wids dmiLwuayn

2.2 dwdsenay Usznaudresdagn Desmopressin acetate 100 meg/mL luasazanedSainas 2.5 mL

2.3 mywusny usTgluneusUuuy Nasal spray Deaiin taetuuas™@ uas 1 spray fUSanmudaen
&1y 10 meg/spray

2.4 28N - ?:]4%88’1 FULIENaUAINEIATYUAZAMNLTS TUnEe ’S’uﬁvumq Wufinea uaziay

aiflsudrsugn Lm:‘iﬁmstﬁufnmm'l's”azho'ﬁ'mﬁmuuussqﬁ'mwf
- UUMTuzUTIeen agnakaud; aaszq%‘am wiafamansen fudsznavuszauanI
ATAUTIVDILN LoD 'J”uﬁvumq"lf%mw
3. AnFAMINATA

3.1 Finish product specification o

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

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

2. |dentification ATV
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 ;&& than 9 tested discharges for each unit are between
85% - 125% of the labeled weight per discharge

3.2 Drug substance specification : Desmopressin acetate'”

1. ﬂ‘i‘mmmmﬁwmy 95.0 - 105.0% of the L.A. of the Desmopressin
(calculated on the anhydrous, acetic acid-free basis)
2. Identification AT
o
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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
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578911571 2 Empaglifiozin 10 mg tablet

MAUsEMARINIAUATITEIH

1. Baan Empagliflozin 10 mg tablet

2. amasnianaly
2.1 3uuuy Wusude dwsusudsemu
2.2 dwdwnay  Usznaudeaaun Empaglifiozin 10 mg Tu 1 1la
23 muzussy  usnluuwsagiiiluanand ws blister pack Jaafin
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3. ANENIANNINARKA

3.1 Finish product specification”"?

1. USunuaendngy AT ri’mmuﬁli:iﬂu Finished product specification
2. Identification test mﬁilmumuﬁislﬂu Finished product specification
3. Uniformity of dosage units ATITHU

4. Dissolution test m’nﬁ]&i’mmuﬁizlﬂu Finished product specification
5. Related substances / Impurity mﬂﬁ’mmuﬁith Finished product specification
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2. Drug substance specification Ra1sananluTiameuesrivia drug substance wialuliam drug substance 184
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3181310 3 Insulin aspart 100 IU/ml, 3ml injection for Penfill

malszmavoninguazsiih

1. 88 Insulin aspart 100 IU/ml, 3ml injection for Penfill

2. amansianalyl
2.1 pluny

A/ 1elal o o
msa:muﬂﬁﬂmnvmla vt&l&lﬁ FNRILae

2.2 damysznay lu 1 mL Usznausae Insulin aspart 100 1U 1uU311a3 3 mL / waaaen (cartridge)
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3. AMANLANIINADA

(1) (2

3.1 Finish product specification

Winaka

BP 2016

e

1. WSumdaendaty

90.0 - 110.0% L.A. of Insulin aspart

95 - 105% L.A. of Insulin aspart

weight proteins

2. ldentification ATIWIU ATITEI

3. pH mwmumuﬁs:qlu Finished product 70-78
specification

4. Limit of high molecular NMT 1.5% NMT 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%

- Total of other impurities : NMT 3.5%

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 ATHIU ATIININ

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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(1).(2)

(#2)

3.1 Finish product specification

9. Particulate matter

ATIVHIU ATIVHIW

- BRMAIWIA = 10 pm
14ifiu 6,000 auna

- mg,mﬂmmm > 25 ym

14ifiu 600 aymAa

3.2 Drug substance specification : Insulin aspart™®

90.0 - 104.0% L.A. of Insulin aspart 90.0 - 104.0% of Insulin aspart

1. MRinmudaendnny
(dried substance) (dried basis)

2. Identification ATIU AU

3. Residue on ignition - NMT 6.0%

4. Host cell derived proteins ﬁ??il;i’m@rmﬁi:q‘lu Finished product -
specification '

5. Single-chain precursor m’ﬁwhumuﬁi:lﬂu 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 cfu/g

tests and Tests for specified

microorganisms
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sﬂaazsﬁﬂﬂqmﬁnumzmmumufhmanmsmsé’m%yarmﬁmwfm
1a2fl B24 /2563
i'mmiﬁ 4 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL,
3mL injection for penfill

muﬂszmﬁ%’m’i’mqumwmﬁ

1. %981 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL, 3mL injection for penfill

2. amanianaly
2.1 luny Wuansazssuriuaznaudnannige dniude
2.2 dwdsznay Tu 1 mL Ysznaudas Insulin aspart 30 1U uaz Insulin aspart with protamine 70 1U ludSynas
3 mL/maaaen (cartridge)
2.3 MruzUTR msag‘lumwzmsq sndanedad g UL nmEa ( Pre - filled pen ) uaz
Uﬁyn”mwfﬂaon"uu,m
2.4 237 - szq%am FUURNaUMNENYUSTANLTI TurRa i’uﬁvumq (ufinRe uesmunsdon
drsuen 13 BTN TIIA T
- UWMTUZLTIN adwoﬁauﬁaaszq%azrm?a%‘amqmsfﬁ FIUUTNOUUAZYWINNINULTS
YBILT LaUANER a"u§ua1q 1i%aau
- iannuudadonldiaiued 2-8 ssrrsiSes uuussa;ﬁm'ﬁﬁamwzmsqm

3. AnENLIGNIINARA

3.1 Finish product specification'"

1. Winudannday ms’mmumuﬁszﬂu Finished product specification
2. Identification m’s’ﬂmumuﬁlixﬂu Finished product specification
3. pH ﬂi’s’alw"lmnuﬁimﬂu Finished product specification
4. Limit of high molecular weight proteins ﬂi’mn"mmuﬁiz!.‘llu Finished product specification
5. Related proteins ﬂi’aﬁ]mumuﬂ‘squu Finished product specification
6. Zinc content @15’;%:4"1%611&!7!“5:341% Finished product specification
7. Sterility ATITHIU

8. Bacterial endotoxins 9379 mumu‘ﬁ'i:q‘lu Finished product specification
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3.2 Drug substance specification : Insulin aspart @®

1. ﬂ?&nmmmﬁ‘m"ry 80.0 - 104.0% L.A. of Insulin aspart 90.0 - 104.0% of Insulin aspart
(dried substance) (dried basis)

2. ldentification ATIIU ATIHU

3. Residue on ignition - NMT 6.0%

4. Host cell derived proteins m'sﬂ&hu(ﬂ’mﬁizlﬂu Finished product -
specification

5. Single-chain precursor G]i’lﬁlmwmdﬁsquu 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
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Qs Qs ¥ Qs
71aaz;‘éﬂmqmanumzmmzuum’hmanmsmsﬁm%ammm«ﬁzn
tauf B24 /2563
s 5 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL

in 3 mL injection for Penfili

muﬂsxmﬁﬁ'mi’mquafmmﬁ

1. %a 81 70% Isophane Insulin Human + 30% Regular Insulin Human 100 I[U/mL in 3 mL injection for Penfill

2. amansiona ly
2.1 suluny Wugnihusuaznewdsannide dwiuda
2.2 dmdsznay Tu 1 mL Usznaudas Insulin human 100 1U @sfidaen Isophane Insulin 70 U (70%) ez
Regular Insulin 30 IU (30%) lud3u1@s 3 mL / nasae (cartridge)
2.3 MUY ussq'luvmaﬂuﬁqmﬁﬂﬂﬂﬁvfa wiauthnmamivia ua:mﬁqﬁm‘vﬁaqﬁuum
2.4 481N - szuﬁ"jam fulsznauMen@IAYUAzANLTI TUNEN 'J“uﬁvumq 1wufinde uaziay
nafoudive waATnaiinnmadndaanusnursyined
- UWMTULUIIIN au‘wﬁamﬁ’msxq%am WiaBoynInsen L TnaLussTINAAN
AMUUTIVEILN L§UTINER i’uﬁvumqvl’ﬁ'mw
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3. AMENIANIINARA

3.1 Finish product specification“’

1. ﬂ‘%mm‘hméwﬂ“’ry 95.0 - 105.0% labeled amount of Insulin human

2. Identification test ATIVNIU

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

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 a7 mumuﬁi:qlu Finished product specification

3.2 Drug substance specification

- Y3190 recombinant - human insulin A2IURAINANITATIV residual host cell DNA L

residual host cell Protein
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