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T8NI5N 1 Dexamethasone sodium phosphate injection 5 mg/mL, 1 mL
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1.3887  Dexamethasone sodium phosphate injection 5§ mg/mL, 1 mL
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22 §wmdsznay Usznaudladien Dexamethasone sodium phosphate ﬁaugan"’u Dexamethasone

phosphate 5 mg lw 1 mL USues 1 mL / MTUEUTTY
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3. ANENUANIIINATA
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3.1 Finish product specification

mﬁluﬁ"nmmgmnmmﬂ 10 ﬁqm 8

- auantiamemana - usP38 BP 2013
1. YBanudisndey 90.0 - 115.0 of the L.A. of 95.0 - 105.0% of the L.A. of
Dexamethasone phosphate Dexamethasone phosphate
2. Identification ATITEU ATV
3. Bacterial endotoxins NMT 31.3 USP Endotoxin U/mg ATITHW
4. pH 70-85 7.0-85
5. Free dexamethasone - NMT 0.5%
3. Particulate matter ATIU ATIU
- W18 > 10 um 13i4A% 6,000/container
- 119 2 25 pm liifin 600/container
7. Sterility AU AU
8. Volume in container AT ATIU
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3.2 Drug substance specification "?

aas -
amaNuanIinaLe

usp 38

BP 2013

1. YSanadagnday

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

IV

ATV

3. Specific rotation

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

and alcohol - free basis)

+75° to +83°(Anhydrous substance)

4. pH 75-105 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%

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

- Impurities B,C,D,E,F
NMT 0.2%

: for each impurity,

- Unspecified impurities : for each impurity,
NMT 0.1%
- Total impurities : NMT 1.0%

8. Alcohol / Ethanot

NMT 8.0%

NMT 3.0%

9. Ethanol and water

NMT 16.0%

NMT 13.0%
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2. 19NFITTVIDINIATFIUNITHER YN

241 nsdifignudalwsanalng HuAndasiiionmsiusaunaspumIHAREmUna N TUaz BN 1376 11
MSHENLT PIC/S (Pharmaceutical inspection Co-operation Scheme) laswiaenu PIC/S participating authorities
W38 Jlanm3TUTaINAIgIUNIHAAINARA TN BTUaz 3B NN TAG LT R AL TR B NI
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2.2 nsdifidiugindronedsama Hriadastilanasusesnasgiumsniamenamaninmsiuas
fjﬁmiﬁﬁhﬂ’lmﬁmm GMP w38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) laswinnu
PIC/S participating authorities a17ldg@ ausaumMIasaseulasdinan1ssusesiioiudszmenlszniasen
auinnsalind wieayasoadn usudndl
3. Lanmsﬂmmwmaamﬁmuaﬂm (Fuwinwane)

3.1 Namim’amLﬂi’]wﬂmmwwaﬂnmm ma’miﬁﬂmadw WA® (Certification of analysis of Finished product)
'Lumsuwamﬂumama

3.2 Namsmammsw:ﬁqmmwi’mqﬁwam":zmﬁm”ty (Certification of analysis of Drug substance) 1713
mswﬁmméuﬁd&tﬂuéﬁazmv'ia‘uaa@wﬁﬂmua:@wa@f@qﬁu
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33 Laﬂmw’%av\a”ngmﬁuﬂ'ummé’ww”uﬁszmwjumm§mJaai’mqﬁwaw“amﬁﬂmy (Drug substance)
78 3.2 n”m'umswﬁmaawﬁmnvwﬂmz%wﬁasﬂ (Finished product) 78 3.1
3.4 lunsditunadongnanuinnd 2 9 dalidnuminweonan1sAnm Long term stability aafiou
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6. dlananan (d219) Busanlienidndyninowasuiiwe ooi
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1 = The United States Pharmacopoeia 38
2 = British Pharmacopoeia 2013
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18NN 2 Empagliflozin 10 mg tablet
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1. §oen Empagliflozin 10 mg tablet

2. amantianalal
2.1 sy Wuende §msususznmu
22 §mlweney  dsznaudiudrsn Empagiifiozin 10 mg w1 1ifa
2.3 MTULUIT ms@luumagﬁﬁmuﬂaaﬁ %30 blister pack Jagdin |
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3. AMANUANIINAHA

3.1 Finish product specification?

1. Uunaudenday mwmumwﬁs:qlu Finished product specification
2. Identification test mmmumw'ﬁ's:ylu Finished product specification
3. Uniformity of dosage units ATIAHU

4. Dissolution test m’aﬁ)mumwﬁ'i:ylu Finished product specification
5. Related substances / Impurity msa’famu@nwﬁiquu Finished product specification

ERETVE ﬂﬁzﬁﬂmawﬁﬁmdmﬂﬁﬂmaww%afmﬁu Lidehsdslunddnsuen IWsedenan e smeria Drug specification i
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ARINR®
1.1 luﬁ'm"'cyn'm"fumtﬁw@iﬁum (N8.2 8.3 N84 WSWANTEHL)
1.1.1 lunsdifdundndaludsamnalng nanoss ne.o
1.1.2 lumﬁﬁlﬂumﬁwLﬂTﬂLﬁamSLmeﬁ; Wunefs ne.3
1.1.3 Tunsdifduensiighandadssne nanois ne.4
1.2 Lumwamummwm MY/ VBITEUe IR wsammmaU@mmamimmmmmwmaowammm
m&l‘ﬂmu“ﬂ ST (finished product specification) uas "uamvm@ﬂmn’lwmaﬂ’mnﬁu (drug substance
specification) n‘mmaUswmwmsrﬂawLLﬂmLLﬁ)’memm zdvunUlanmsEL M snsvauly (2.5)
WIW3au finished product specification Waz/#38 Drug substance specification I@U’zlal,mvl’xmau?uﬂim’lﬂ
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2. LANAITUITBINIATZIWNIINEALN
241 nsdifigudalwlsznalne Kuiadosdianmsisennasyumsninemamsninasiuasiinsnaly
MISHEnLT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lauriisnu PIC/S participating authorities
w30 TLanenT5UTa9NAITIUNIHE AL NRANN FTUAZIT M IAG IWNITNE A e eI 1IN ITHA DAL NTSHNNT
DIMITURZEN NITNTWRITVTFY Farwuetulaodnnusonasosuasiaiouiunanin Lz I8 sRale
nsuaanT PIC/S lunuiasnfiiauanie avuagaauseunitaTvseulasnanisiusasiviudsznie
Usznaaadiannsehng
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SEmInaluNIINERLN GMP wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) L8894
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Sunnseiing W30010ABATW LAILANTI
3. Lanmiqmmmmamﬁta%mwm (Fnwinwane)
3.1 Wamsasandianigmmnniaimriodniagduasinda (Certification of analysis of Finished
product) ”Lum‘;juﬁﬁuﬁuéf’mmo
3.2 HANIATIVIATERAINIWIRDALYBITIEEATY (Certification of analysis of Drug substance) gl
mmﬁmméuﬁ'daLﬁuﬁaamo"n&waagﬁ«ﬁ@mua:ﬁwamfe\qﬁu
3.3 lanmnsanangmiuduanuduiuiszninsiunniavesiagAuvesdiundaty (Drug substance)
7o 3.2 NuUMIHAAUBINAAA M L& UTa3U (Finished product) T8 3.1
3.4 Tunsdidunafougrunannnii 2 9 ssdosiidmnnmenanansAnmn Long term stability aafii
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6. tansg3iowladu g
6.1 minoraualailgenduuuy (original drugs) daeRwiliFouaaINITNAREL Bioequivalence 7il&wa
Wisuifisuiuoduuoy las3msAnmdonduldmundninaiuszuwyd fodlunisfnsdrsuyavasen
TN IEIRN A TRENTTUNITOTRITUAZ N nﬁzmwmmsmqmm Tunsdidunzidoudrfugmuuuunn
snylnd (lehisunzidonen NG) FWInuNIRMsLRULNEIN AN TIENYRTaIN
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VAN : 81989970
1 = General requirement maemﬁ"ﬁﬁﬁfuﬁ'm{uzﬂwum 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 stepd version, 2006.
3 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:gjﬁa
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9187191 3 Glimepiride 4 mg tablet

aulszn1AIINIA auawsh

1.%@881  Glimepiride 4 mg tablet

2. amaaianalyl

2.1 puuy wWuede dwsuTudizmu

2.2 sHusznay  Usznaudioalnn Glimepiride 4 mg T 1 1da

2.3 MAUTVINY msgluuma@ﬁl,ﬁﬂmamf %38 blister pack Jasfin Uasriuainudu

2.4 a8 n - szy%am UL TENAUAINFINYUAZAULTI TUNER j"uﬁvumq UGS wasiaunziETem
Fsuen 1 DUNTAIULULTIIN AN
- UWMTULUITIEN azhaﬁamﬁ”aqs:g%am%’%a%amamsﬁw FIUUTTNOLUAZ VU AN LTI
VoI LAUTINER 'S'uﬁvumq i auan
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ABANUANIINARA

N@ﬂﬂiﬂii%?Lﬂiﬁ:ﬁqNNWWLﬂuVL‘]JWm Finished product specification Wiz Drug substance specification

[

fifudsnndsdivaiindertu foldamasoudesminnuaainssumssmsuazn NIENINRIDITUFY
Vﬁsi‘ﬁﬂﬁﬁﬁﬁuﬁl’ﬁﬁwﬁoﬁmLﬂuaﬁuﬁl,ﬁyuLvimgalmiﬂ'i'wmmgmmé’%@‘h%‘ulm‘h%’uaﬁo aradsznie
NINTMTTUTY (509 TURTIN WA.2556 89 30A 11 Luwnpu W.a.2556 (aolizmelunafisawunmiud
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3.1 Finish product specification“)

anENTGAMImana ‘ usP 38
1. USinudaendny 90.0 - 110.0% of the L.A. of Glimepiride
2. Identification FTIVNI
3. Dissolution time nIfInziau Test 1

- dasuaasnsazane liiasndn 80%(Q) of the L.A. of Glimepiride nelw 15 Wi
NIASATIERNY Test 2

- fasugasnsazans laitosnin 80%(Q) of the L.A. of Glimepiride nals 45 Wl

nIddeTIzReny Test 3

- dasuaasnisazane laitoanin 80%(Q) of the LA. of Glimepiride meilu 20 Wt

4. Uniformity of dosage units ATV

(Content uniformity)

5. Related compounds - 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%
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3.2 Drug substance specification "

anandanIsinaka USP 38
1. ﬂ%mm@hmﬁm@ 98.0 - 102.0% of Glimepiride (anhydrous basis)
2. Identification AU
3. Related substances - Glimepiride related compound A : NMT 0.8%

- Glimepiride related compound B : NMT 0.4%
- Glimepiride refated 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%
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2.2 nsdidweningreinsisysama HrAadasliianmITuTasnaspumMnEaseunaninamiuay
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71891150 4 Insulin aspart 100 IU/ml, 3ml injection for penfill

muﬂs:mﬁa‘i’wi’mqnaiwmﬁ

1. m Insulin aspart 100 IU/ml, 3ml injection for penfill
2. amananaly
2.1 3uuuy ssszaUeangels lWiF dviuda
2.2 §ulsenay Udseznaud2u@aen Insulin aspart 100 1U / ml ludSunes 3 ml / #aaaen
2.3 MUY ms&;‘lum’nu:msa; sndaUnatedmiulEiuLnmanen ( Pre - filled pen ) uaz
ms@ﬁmﬁﬂam‘”mm
2.4 287 - 3:‘14‘%@81 FIMUTENIUAILIRIAYUAZAMINLTI THHE® 'Yuﬁuumyq wfide waziaanadou
dnsuen 1 DENITALRULULTTI U
- UWMNTUSUTIIEN afmﬁaUﬁaoszy%amﬁa%amamsﬁw U NALUAZIWINANULT
289N 18UANER fuﬁvumq 1 aian
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3. AENLANIIINAKA

Namsmaﬁmm:ﬁ@mﬂWWLf]uvLﬂmaJ Finished product specification 8z Drug substance specification ﬁ
gra8snnundrdsuaruidoaiu Soldansidoudadinaua menssunTomITLaZIN NIENTVRIBITHGY
veindrinsuildsneddaaduativfifvuimialninianasgmnddiulediunis swdszna
NITNTUIBVIHEY S04 T2 W.A1.2556 8UTUA 11 WBNLW W.4.2556 (mﬂszmﬂlmﬁ"nﬁwmmnmfuﬁ'

= a v ol 1] WJ o o a
10 mqmmu 2556) ﬂivaSJL’ﬂ EJ‘UL‘YHI‘W‘U%NUQ& gARNATaIn e NITUNITUTENI@TIANEN

3.1 Finish product specificationm

AMANTANIINATKA BP 2013

1. YSanadnendney 90.0 - 110.0 % L.A. of Insulin aspart

2. Identification ATITHU

3. pH Gli’mﬁhu@lwﬁs:ylu Finished product specification

4. Limit of high molecular weight proteins TaivAin 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 A9

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

GRS 1) N J/ .................................. UTeUA U NITIUMT
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3 2 Drug substance speclflcatlon |nsuI|n aspart‘ !

1. ﬂsmmmma’lﬁ'ty 90.0 - 104.0 % L.A. of Insulin aspart (dried substance)
2. Identification AT

3. Host cell derived proteins m’mmumuﬁszq‘lu Finished product specification

4. Single-chain precursor m’:ﬁlmums.lﬁiquu 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%

- Tota! of other impurities : NMT 1.5%

7. Loss on drying NMT 10.0%
8. Sulfated ash NMT 6.0%
9. Bacterial endotoxins NMT 10 {U/mg
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2. Drug substance specification wmﬁrmmﬂ‘lmmﬂmmmw WA drug substance wioludames drug substance 183
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S'lalmi'ﬁ 5 Insulin aspart 30 IU/mL + Insulin aspart with protamine 70 IU/mL,
3mL injection for penfill

muﬂszmﬂﬁ'\mi’mquaswmﬁ

1. 281 Insulin aspart 30 IlU/mL + Insulin aspart with protamine 70 IU/mL, 3mL. injection for penfill

2. amasianaly
2.1 gluuy dussazmsuvinaznawdnaanide dwmivae
2.2 gautsznau Tu 1 mL Usznause Insulin aspart 30 IU waz Insulin aspart with protamine 70 U TudSaas
3 mL/sAaaaen (cartridge)
2.3 MTUUT mii;‘l,um%uzms@mﬁmﬂswm%aﬁwé"uwﬁ'umﬂmﬁ@m ( Pre - filed pen ) uag
Uisgﬁmﬁﬂaaﬁuum
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3. AANUANINAKA

3.1 Finish product specificationm' @

1. ﬂ%w”\mﬁ’smﬁ’m@ mmmu@nw‘ﬁ'i:qlu Finished product specification
2. |dentification mi’mmu@’mﬁiquu Finished product specification
3. pH mawhumuﬁs:qlu Finished product specification
4. Limit of high molecular weight proteins @iﬁawﬁuﬂﬁwﬁsquu Finished product specification
5. Related proteins @15’3’«3&4"1%61’1&“71'5:141% Finished product specification
6. Zinc content mwmumuﬁsquu Finished product specification
7. Sterility ATIVHW

8. Bacterial endotoxins @S’J%chumuﬁizlﬂu Finished product specification
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3.2 Drug substance specification : Insulin aspart(z’

AMANLTANWINAKA BP 2013
1, U3uuan mﬁﬂﬂwzy 90.0 - 104.0 % L.A. of Insulin aspart (dried substance)
2. Identification AT
3. Host cell derived proteins m’;ﬁ)mumm‘ﬁs:y‘lu Finished product specification
4. Single-chain precursor miwm%@lwﬁiﬁzﬂu Finished product specification

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

greater than that of insulin aspart

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%

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

WNHNG 1. nydifiaansouudamaiu waive) mnvaseusiarssinemsle 1 E‘iuua@manmmﬁngﬂu@ﬁnm’amﬁuagﬁGTQEJ

2. Drug substance specification ﬁaﬂimqaﬁﬂlﬂ%Lﬂiﬂ:ﬁmadg WA® drug substance W3alUAATIZR drug substance Va4
HHiaendTagy ativlaaifunils 5‘50ﬁmﬁ@mﬁﬁl,mw:ﬁmm;nﬁ"ﬁaﬁﬁwm

3. nydimantBnamefavessinioiandu lidssblundudniuen We1eGsny Drug specification iuFwn'ls
N uuAsHIINNUALENTINNTIOWITLAZEN NTENTHRTIINGY

4. nizﬁqmawﬂ“&mamﬂﬁﬂmawm%aquﬁu feadslundudsuen Lw‘smsmwf‘m'ﬂ:ﬁmao;jl,ﬁuaﬁmvlajmaﬁu
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1. é’mmmwmmanmsmﬂﬁ%’uagzywwﬁmuﬁ sudnivsR e g luUssmeng uasdues (declare) WARINA®
1.1 luddmatunsdoudriom me.2 no.3 no.4 uiauansd)
1.1.1 lunsdifidunnfindaludsanelng waneds no.2
112 luﬂiiﬁ‘ﬁllﬂumﬁ’]L’lﬁLﬁaﬂ’]SLLﬁdUiﬁ; Raneds ne.3
1.1.3 Tuns@iduentuthaindnsdssineg wanofs ne.4
12 luswalunafown no.1e.1 vesniianeTien wﬁ”a&mmaz@nw‘”ﬁamsmuawqmwwmaawﬁmﬁ et
mwﬁifumlﬁﬂu (finished product speciﬁcation)LLazﬂTaﬁ?%%@qmmwmadfmqﬁu (drug substance specification)
niﬁ‘ﬁagszijmﬂﬂé’imuuﬁamm‘”tmﬁmaw AADILULLBNENTFUWINIWEIBNITVBUN L (8.5) N3N
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2. LONANITUIDIMAIFIWATHAAEN
241 nsifiewdalwzmalng HrAadasiilanassusasnasIunsHAAIeIRA NN TLeE I TN sR el
NIWEfALT PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwinnu PIC/S participating authorities
30 H1anF13TUIBINAITIUNINEALI MURANLN e TUAZ IT M IR T IUNSHRA B8 I8N WA RN TTUNNT
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nsnaaen PIC/S lunanauiiiguaany atudgaausaunisaaseulaudnanissusesieulznie
Usemanebilannsading
2.2 nsdifiuaningrenedrstszna HHAAAD 9NN TILTOINNATTIUMINAA DI NRA NN U Lae
A msfalunTsGaen GMP #Wia GMP/PICS (Pharmaceutical Inspection Co-operation Science) lagnie Ny
PIC/S participating authorities aUusge auseunsasisavlasinanissusasiaiudszmadsznmasn
alinnsafing wisanyasaadn usudnsd
3. mnmsammwmaamﬁmuaﬂm (Funwinwang)
3.1 Nami@li’sﬁﬁmi’l:ﬁq mmwwﬁmﬁmﬁmﬁ’lL%ﬁ]gﬂmaijﬁ@] (Certification of analysis of Finished product)
‘Lumg'uﬁam,ﬂum”aazm
32 wamwmaﬁmm:ﬁqmmw‘i‘mqawaaé‘hmﬁ%'m"'cy (Certification of analysis of Drug substance) 7il%1u
mmfﬁwm;’uﬁﬁuﬂuﬁ’;ammgwaagwﬁmmuaz;jwﬁmi’mqﬁu

a

3.3 lanmynsenangminduanudunusiznitiumaniaves ingfvuesdan@eny (Drug substance)
79 3.2 n”uéummé‘madmﬁ@ﬁwﬁméwﬁﬁ)gﬂ (Finished product) T8 3.1

3.4 lunsd@fuwnafougnanunnd 2 9 asdasfidnunnndnonsnsinen Long term stability @it
dAndulunsDonenanuans LLa:VL@T%”ummamsﬁmaaLaﬂa'mnmjﬁé'\mwaaﬁﬁw

3.5 Tunsdidunzfousantosndt 2 9 A faIl iAW BNAMIAN I NUAITI I AN UL
disdnlunsfongnauaas LL@:"L@T%"Umsmmm?”usauanmsmn;jﬁéﬁmwaw‘%ﬁw
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5.4 fanuasd pviuUR el otlndvunany vialafiamanFeuanmwaiaournmslag newswuelaslifidauly
5.5 sTUUMISLAULasInEI8d ol uuuL Cold chain system ﬁvl,@i”mmgm@nwﬁnmmﬁ good storage practice
(GSP) uaz good distribution practice (GDP) laguaadsanssusznay

6. fianasan (une) Bugenlianidandyynewasuiwue aoi
6.1 n‘irﬁmams&jumqﬁmﬁ:ﬁmﬁmnﬂm’mmma@}{mmwwzﬂwLﬂuvl,ﬂmwmmgmﬁaﬁmm
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emTuazenuszezaa 1 dnentudemeadsnienadidnnsefing
8. misuawgLnIalimiudan

8.1 u’%ﬁﬂﬁ%u:msﬁs:mmwmﬁaadwaumnméﬁ%fua@mmm"wmuﬁ;ﬁﬁawa

8.2 thnmdlandasmunsnlfurmadeldfiaz 1 yila wazdaadina lnutludousurwaenida 1NedlwiAe
ANUFYLFAEN

8.3 v3wndasmiuauuiidy (Needle) swsuinndaenlaitosnit 4 ude 1 wasnw

WANEIAG 1 81989970 _
1 = General requirement Ta9N§TAVSUERTL Finished products EULLU‘U Injections
(Injectable insulin preparations)
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UM 6 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL

in 3 mL injection for Penfill

mwﬂs:mﬁﬁ'wi’wquaswmﬁ

1. %am 70% Isophane Insulin Human + 30% Regular Insulin Human 100 IU/mL in 3 mL injection for Penfill

2. amanvanalyl
2.1 guuy Dusnduanasnendannids sminie
2.2 dwtszney 1w 1 mL Ysznaushs Insulin human 100 U S98aa8n Isophane Insulin 70 1U (70%) W&y
Regular Insulin 30 IU (30%) IUIALIIY 3 mL/Cartridge
2.3 MTUUIT ussag‘luma@msagmﬁ@ﬂﬂm%a wianthnmansuia LLazmsqﬁWVTﬁmﬁ’mLm
2.4 axn - s:q%am fudsznaudizndmagLsraunss Tuna i’uﬁvumq 1vfinda uasiaw
nzdoudisue Lm:ﬁ%mim’ﬁ'ﬂmmvﬁaziwﬁ"mauuumsqﬁmsﬁ
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3. amaENENInaia

3.1 Finish product specification'”

_ emawd@moneRa [  usp3s |

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

2. Identification test ATV

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

5. pH 70-78

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 ﬂsaaﬂﬁumﬁuﬁiquu Finished product specification

3.2 Drug substance specification

- 137N recombinant - human insulin &8 ILEAINENITATIE residual host cell DNA L&

residual host cell Protein(a)
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578n15N 7 Metformin HCI 850 mg tablet

muﬂs:mﬂﬁ'avﬁ'ﬂquaﬂﬁmﬁ

1. @ Metformin HCI 850 mg tablet

2. amantianalu
2.1 uuy Wueude §mwsusuysenin

22 dudsznay  Usznaudie@lsn Metformin HCI 850 mg lu 1 1da

2.3 MTUVIN msg‘luumagﬁﬂwﬂaaﬁ %38 Blister pack Uagiin

2.4 2N - szq%am fIUUTENAUAIUEIATYUAZAINLTS TUNES 'S'uﬁvumq Wwafinde wanadou

U uazdSmsAusnenen Vlﬁazho"ﬁ'ﬂl,ﬁmuumsgﬁ'mvﬁ
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3. AnENLAMIINAKA

wamsmsaﬁmﬂ*ﬁ'ﬂmmwxﬁu‘lﬂmw Finished product specification waz Drug substance specification ‘ﬁ
E]’NEN‘U'mLﬂﬁ‘IfGl’ISU%‘UULG]EJ’Jﬂ% ‘Ii{ivl,ﬂ'ﬂﬂﬂ L‘uﬂ'umamunmuﬂmmssumsmmma 81 ﬂi“ﬂS’J\‘lﬁ’lﬁ’ﬁmﬁ‘U
Y]G%Lﬂﬁ'ﬁ@l’]iUﬂl"ﬁa’NaOﬂE)GLﬂuil‘U'U‘ﬂL‘Y]EJ‘UL‘Y]’mﬁalﬁ&lﬂ')’]&JWG]‘SE’]%LIWE‘T‘HG]']SUI@GI’]SUVE%G audszmeanse N3N
mmsmam Lia\‘l i“‘iJ(ﬂ‘ﬁ’m’] W.¢1.2556 amum 11 LWWEYU W.A.2556 (ﬂdﬂi“ﬂ’]ﬂlui’]‘lmﬁ)i]’mmﬂ‘]:ﬂ’Jqu 10 unmﬂu
2556) ﬂim‘lwL‘YlFJ‘ULY]’]IW]J‘LmU@mUWWD"DE)dﬂfbb“’ﬂii&lﬂ’liﬂiwﬂ’mi’]ﬂﬁiﬂ

3.1 Finish product specification”

“Testitem:

USP 38

BP 2013

1. YSinmdaendrngy

95.0 - 105.0% of the L.A. of Metformm HCI

95.0 - 105.0% of the L.A. of Metformin HCI

2. Identification

ATIDE

ATIINIU

3. Dissolution

Test 1 : usaansazangldvasnit 70%(Q)

of the L.A. of Metformin HCI Twiaan 45 wh#i
wia

Test 2 : ugasmsazane litosndn 75%(Q)

of the L.A. of Metformin HCI lyasn 30 wndi
w3

Test 3 : usaamsazangliasnit 70%(Q)

of the L.A. of Metformin HC! Twiaan 60 w7t

usasnsazany liteendn 70% of the LA of
Metformin HC! Tt 45 w1#i

4. Uniformity of dosage units

AN

ATITHIU

5. 1-Cyanoguanidine

NMT 0.02%

6. Related compounds

- Any impuritiy : NMT 0.1%
- Total impurities : NMT 0.6%

(WWRINTS ngandand)
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3.2 Drug substance specification

: Metformin HC| @

Test ltem

USP 38

BP 2013

1. Uﬁmmmmmﬂm

98 5% - 101 0% of Metformin HC|

(Calculated on the dried basis)

98.5% - 101 0% of Metformln HCI

(Calculated on the dried substance)

2. Identification

ATIINU

- Any other impurity: NMT 0.1%
- Total impurities : NMT 0.5%

ATIVEIU
3. Appearance of solution - Clear and colouriess
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 Liquid chromatography

- Impuritiy A (Cyanoguanidine) :
NMT 0.02%
- Any other impurity : NMT 0.1%

8. Sulfated ash

NMT 0.1%
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