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2.2 aanthznay
2.3 MIULUITY
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Dapaglifiozin 10 mg and Metformin HCI 1 gm prolong release tablet

=3 Ar o Qv Qs
Wueiia EﬂLLuuaaﬂQﬂﬁmu (prolong release/extended release) 1M IUTULU =1

Usznavusanaien Dapaglifiozin 10 mg uaz Metformin HCl 1 gm 1w 1 1@

ussyluunsegfiiflouwand 3o Blister pack Daafin
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3. AMENIANIINARA

3.1 Finish product specification™?

1. Pnudndan

a319uAwzylu Finished product specification

. Identification test

m’]ﬁ]mum’mﬁi:qh Finished product specification

ﬂi’)ﬁ]ﬁi'mm&lﬁi:qlu Finished product specification

. Uniformity of dosage units

mmﬁ’mﬂ’mﬁi:qlu Finished product specification

2
3. Dissolution
4
5

. Related compounds / Impurity

a7 MaNATzY LU Finished product specification

3.2 Drug substance specification : Metformin HCI

Test item

USP 42

BP 2016

1. dTnmaaesen

98.5% - 101.0% of Metformin HCI

(calculated on the dried basis)

98.5% - 101.0% of Metformin HCI

(calculated on the dried substance)

2. |dentification AU AT

3. Appearance of - Clear and colourless
solution

4. Loss on drying NMT 0.5% NMT 0.5%

5. Residue on ignition NMT 0.1% -
6. Heavy metals - NMT 10 ppm

7. Related compounds

- Metformin related compound A : NMT 0.02%
- Any other impurity : NMT 0.1%
- Total impurities : NMT 0.5%

- Impurity F (N-methyimethanamine (dimethylamine)
: NMT 0.05%

- Impuritiy A (Cyanoguanidine) : NMT 0.02%
- Unspecified impurities : for each impurity,
NMT 0.05%

- Total : NMT 0.2%

8. Sulfated ash - NMT 0.1%
(aa%a)/ ................................. UITPIUAUSNTTUNT
31 (WWETMGH TauATd)
(89%92)...... '%"m’"‘ ........................ NITNNT (aa"ﬁa)....,......‘....m .................... NIIUMNT

(WNENIMNA FUFU)

(WHENIAWWS FON)
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3.3 Elemental impurity LEDTY Risk assessment report (ua@adta nmiﬂiznan)
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Nwaﬂmmmﬁﬂ auu’l@auu‘ﬁm FefimIasiafing ﬂﬂi‘imnmmawm‘muw

3. Namsmommﬁwﬂﬂmmwm Awldanw Finished product specification Laz Drug substance specification
m"lmaw Luﬂu@amuna'mﬂmwnimmimmma g NITNTNRIBITUFY nsmamauummdmﬂuﬂmaom
‘vﬁm@m@m "uamLauaﬂm‘lnmm’mﬂiwwmmaﬂiwmcﬂ (57 E]’]\'iEl\‘lL.ﬂﬁ’ﬁ@]’]iﬂﬂuﬂﬂlﬁ&lﬂ’J’W]IWWU’]]J’]aﬂiwﬂ’lﬂ
Vﬁa E)’NENLHﬁ’Eﬂ’ﬁ‘lJﬂﬁ”ﬂi»ﬂﬂﬂﬂi”ﬂi’ldﬁﬂﬁ’]imﬁﬂ Lia\‘l i‘“ll@l’ﬁ’]m Lﬂumu Ivmunmaywuwaaﬂm.,nsmmi
tizmamaen

waulydu 9
HiaUas1A G ud NN ga g1 wsauaamzmaﬁaiusaomnmsfmwumma TIaazdun
Aoih
1. Lanmsmﬂmnaummmuw afouwinsouResmirnlulzmelng wazduas (declare) WRRINE®
1.1 luaﬁﬂmnwsmuﬂ afioudrium mo.2 no.3 no.4 udrusnsdl)
1.1.1 Tuns@ididuindaluwdszinelng nanods ne2
1.1.2 ‘lumzﬁﬁ'tﬂumﬁmﬁLﬁﬂﬂﬂitl,ijau5sq nueie ye.3
1.1.3 Tuns@didusningranessand waneds na. 4
12 ’lummamummuum NY.1/8.1 VaagALEUETIN wsamwa%aU@m*'uamimimmmmwma\mamnmfw
fu “n‘u unziiou (finished product specification) Laz T an 11 ue AUNINY 8979 0 Ay (drug substance
specification) mwmaUs.umwmnﬂaﬂuuﬂmLm’"l,mwm@u dasunUIana TSI e ITaut Ly (o
VIWTaW finished product specification Waz/%3a Drug substance specification 1@ ﬂmmm’”lmnamuﬂswn'm
Uizmeanmaidnniaing uszliiin 2 I w Sudsemetizmenasdnnsating
2. 1NATIUTDINAITZIUNTHARL AARA NN BN RN TR A BN (GMP)
21 FunmiRe TseINAIUNINE AN mwé“nmm%"iﬁmsﬁﬁ’lummﬁ@’i’mqauﬁ‘ama’hﬁ'zy
(Drug substance) au”ua'1qﬂmmaumsm's%aauimmfoay:'lmi'mL’Jmms%'maaﬁm"uﬂszmﬂ
Yermanendidnnsafing
22 fuwnmiFaTUTesnas UM INAaN @mmanmmsn'mmim‘lumma@mamnmmmmmﬁﬂ
(Drug product) Vl"lmumssusaamummmu GMP PIC/S (Pharmaceutical inspection Co-operation Science)
laemiaeau PIC/S participating authorities atu@gamusauNInTarey la prvaglugisaainisiusas
fyulszmadszmenenddnnsefing

(M) Aorpransl NIINMT 1) omaty NIINNNT

(WNENIMNA FUFW) (WNENMAWNWT F3nH)

wihfizmunsilt yaie 212566



3. lana@sAMMNBaITIEwa A7
3.1 wamsmuﬁmﬂﬁ'"mmmwwamn (1% mmmsﬂmawwam (Certification of analysis of Finished product)
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RNLING : 8198990

1 = General requirement 2LNFAFIUFINTY Finished product EﬂLL‘UUmLﬁﬂ

2 = The International 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 = The United states Pharmacopeia 42

4 = British pharmacopoeia 2016

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:@jﬁa
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18NN 2 Desmopressin acetate 0.1 mg tablet

aNlsznaIInIn auUAYSIN

1. Baen Desmopressin acetate 0.1 mg tablet

2. amantiana
2.1 3uuy Wuesuda dwsusudsenmu
22 gmwdsznay  dsznaudis@lsn Desmopressin acetate 0.1 mg 11 1 1
2.3 MTUzUIN msg'lum"nu:msqﬁﬂﬂaﬁﬂ
2.4 28N - szq%am MUY TTNAUMILFIADUAZANULTI TUNRS fu§umq \8UANER Az
wanziiaudisuen LLaz"ﬁmnﬁuﬁ]mU']vlﬁ"afj'm’ﬁ'mmuuumsqn"msﬁ
- UUNIEN ashaﬁam’faﬁzq%am WiaBamInIRn §INLTNEY LATTINA TN

YBIEN LRUNHAR 'J”uﬁumqvh”’ﬁ'ﬂmu

3. AmENIAN19INARA

3.1 Finish product specification""

Test Item

BP 2016

1. Pnuasay

90.0 - 110.0% of the stated amount of the peptide

. ldentification

ATIINY

. Dissolution

azaelitiaundn 75%(Q) of the LA. of Desmopressin Aulu 45 wifi

Uniformity of content

ATIINIU

olslwln

Related substances

- The area of any secondary peak : NMT 2.0%
- Total impurity : NMT 4.0%

6. Water content

a3 mauNIzylu Finished product specification

3.2 Drug substance specification : Desmopressin“’

Test ltem BP 2016
1. dnmaasdey 95.0 - 105.0% of the L.A. of the Desmopressin
(anhydrous and acetic acid-free substance)
2. Identification A3

w

. Specific optical rotation

-72to -82 (anhydrous and acetic acid- free substance)

4. Related substances

- Unspecified impurities, for each impurity : NMT 0.5%
- Total : NMT 1.5%

i

Acetic acid

3.0% - 8.0%

6. Water

NMT 6.0%

7. Bacterial endotoxin

NMT 500 IU/mg

3.3 Elemental impurity %383 Risk assessment report (melanmiﬂiznau)

(WE9Mane Jufu)

................................................................... UsemuamenITNNg

NIINANT (a3%a) oMty nITUNT

(WNENMAWWT gangny)
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5'1ﬂaztﬁmqma“’nﬁmzmmumuﬁﬁmanm‘smsﬁ'ﬂ%anﬁﬁmfﬁm
182N B 2/ 2566
378901311 3 Insulin glargine 100 iU/mI, 3mi penfill injection

aNUsTNAIINIR auaIIws1h

1. Bagn Insulin glargine 100 1U/ml, 3ml penfill injection

2. amsansiana bl
2.1 3uuuy ssasansUnanndola Wi dmivie

22 swdznay  Usznaudanaaen Insulin glargine 100 1U/ mi 1ui/301@5 3 mi / 1 penfil

23 mruwzusny  wanluthnmwSaudmsuda (Penfill) uazussanturitlaanuugs

2.4 28N - i:q%am fulaznaudIs@mAgLecANLT ThrEe i’uﬁvumq 10UfikEe uaziae
nzduudisuen LLaz’iﬁ'msLﬁu%'nmmVlfaszmﬁmuumsqﬁmsﬁ

- UNMITUSUTINN azmﬁami”aas:q%am wiaBomama futsnenusznan
AMALTIVBIE LRUANER fuﬁvumqvh”{mw

- Sdaanuusafanlisaiuend 2-8 aseaaisoa UL M

3. amENAIINALA

3.1 Finish product specification"

e a
AnANUANINAKA

USP 42

1. PBunudimdny

95 - 105% USP of Insulin glargine Units/mL

. Identification

ATIINU

. Zinc

20 - 40 meg / mL

AlWIN

. Product-related substances

- Any individual insulin glargine related substance : NMT 0.5%

- Total insulin glargine related substances : NMT 2.0%

- Limit of high molecular weight proteins

NMT 0.5%

. pH

3.5-45

NMT 80 USP Endotoxin Units/100 USP Insulin Glargine Units

5
6
7. Bacterial endotoxins
8
9

. Sterility AT
. Particulate matter ATIINI
- 84MATWIa > 10 um il 6,000 unA
- BBMATWIA > 25 um Litiu 600 aune
10. Extractable volume ATITHU
[GEk:) N J\/ ................................ Uszmuamenssums
@NEMGR Sawnnma)
(®3%a)......... Q)‘"’"?"’J ................... N3NNI GEE) N o NITNM3

(WNFMEMa Fufu)
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3.2 Drug substance specification : Insulin glargine "

amaNanImaia USP 42
1. Bty 94.0 - 105.0% on the anhydrous basis or dried basis
2. Identification AU
3. Zinc NMT 0.80%
4. Product-related substances - Any individual insulin glargine related substance : NMT 0.5%
- Total insulin glargine related substances : NMT 1.5%
5. Limit of high molecular weight proteins NMT 0.3%
6. Bacterial endotoxins NMT 10 USP Endotoxin Units/mg of Insulin glargine
7. Microbial enumeration tests and Tests for The total bacterial count : NMT 300 cfu/g
specified microorganisms
8. Water NMT 8.0%
9. Loss on drying (N3 drug substance NMT 10.0%
contains water and other volatile solvents)

Wanewie 1. nimmmmmﬂuumminu (waive) MIaTIIRaLA TR TIENTle lﬂUuu.amLaﬂmﬂaaﬂﬁmmﬂmaﬂmnaummu
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