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378M3N 1 Acarbose 100 mg tablet
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Zam Acarbose 100 mg tablet
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1. \uwgndesiasudsemu

2.1u 1 e Usznaudu@asn Acarbose 100 mg

3. usnaluunvendiiivunand w3s blister pack esnuanuduled
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1. USunauaending 90.0 - 110 % L.A. of Acarbose

2. ldentification test mwmumuﬁsquu Finished product specification

3. Uniformity of dosage units m’mﬁi’mmuﬁiquu Finished product specification

4. Dissolution mi‘mﬁhumuﬁitqlu Finished product specification
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1.ﬁ'lmewri’lmana"asn'n‘lﬂ”%”uakmg'lmfumtﬁwe‘h%’umtﬁaaim»inﬂluﬂszmﬁ'lm Uazd LA (declare)
UNEINES
1.1 ludeymaunadoudiim me.2 ne.3 ne.a wSIUANITiL)
1.1.1 luns@ifiduenfindalusznelng wnef ne.2
11.2 IunsrﬁﬁlﬂummL’hﬁammmmsq nunede ne.3
1.1.3 lunsdifmdugiidranesszna nneis ne4
1.2 ludedunadoue ne. 1 vaeflauasan wibBunwazduavITamInuANNINYDY
e eanuAitunadiowly (finished product specification) nsrﬁﬁ'agszwmmnﬂﬁluuuﬂmLm'"l,mﬁmﬁu
wABILULLANFITRTaELIMWENENsYaun lunwiaal finished product specification
2. 1INATIUTBINATTIUNTINE AL
2.1 nsdingmaaludsanalng HrAadasildmumnmuieniiResusasnasIUnITHRRIIAY
m"nmm‘vﬁfmsﬁﬁ‘lumswﬁmm’uaons:‘nnammimzfu (GMP %38 GMP/PICs) lunuaaenlauauy
2.2 nsdiidwaindavinsddsana ARAadasimnmwinanibifasusasnaspumsniag
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3. fJ'W]Lﬁ“a@lBdlﬂuﬂqﬂUSHWLﬂuaNa@lﬁ§ﬂELLY]%?]']‘W%’]EJ ( UEAILANRITIUIBY)

4. FUIMNEBLANANIAMAN BT DI TILAUETINN
a € a_ w g o o . . A « o ; o '
4.1 HAMIATIVIATIA N THNAANUYIVBIENER (Certification of analysis) lugjunidadudaatng
4.2 manianviieneinamwianau (Raw material) va3saedagAlSluntnaam NIVBIHAALN
unziinAadanAuniduimdsani ua:tﬁm:mﬁmﬁumﬁ‘mdwﬁéa (UFANBNAITIVIBY) ARIUFAINITATIA

o X2
Acarbose mu( )

anaianImana BP 2013 ; ’ USP 35

1. USinmdaendragy 95.0 - 102.0% of Acarbose (anhydrous 95.0 - 102.0% of Acarbose (anhydrous basis)
substance)

2. Identification ATITH ATITHIU

3. Special rotation 168° - 183° (anhydrous substance) 168° - 183°

4. pH 55-75 55-75

5. Water NMT 4.0% NMT 4.0%

6. Absorbance NMT 0.15 at 425 nm -

7. Residue on Ignition - NMT 0.2%

8. Heavy metals NMT 20 ppm NMT 0.002%

9. Related substances - Impurity A : NMT 0.6% = Impurity A : NMT 0.6%
- Impurity B : NMT 0.5% - Impurity B : NMT 0.5%
- Impurity C : NMT 1.5% - Impurity C : NMT 1.5%
- Impurity D : NMT 1.0% - Impurity D : NMT 1.0%
- Impurity E : NMT 0.2% - Impurity E : NMT 0.2%
- Impurity F,G : for each impurity, NMT 0.3% | - Impurity F,G : for each impurity, NMT 0.3%
- Impurity H : NMT 0.2% - Impurity H : NMT 0.2%
- Any other impurities : for each impurity, - Any other impurities : for each impurity,
NMT 0.2% NMT 0.2%
- Total : NMT 3.0% - Total : NMT 3.0%
- Disregard limit : NMT 0.1%

10. Sulfated ash NMT 0.2% -

RANIKA 1. FDILEAINANIINAROLAMIUTANNARANNTaAMNETA15U USP 35 w30 BP 2013 Taa
—_— 9 9
2. NMT = Not more than

5. fA1t19EN
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7.1 EUWILFAINANANWIANAIRIVBIEN (Stability data)
ad ] 1 L3 Ao ] 2 g o

7.1.1 lunsdidunzidousnununnnii 2 § azdasfidnunmntnanamsiinen Long term stability @ u
A a A
fuwAndulunsdouenuuans
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7.2 nadndun lildenduuuy dasdinangumsinnsiidefaduaawanisiinmnils Bioequivalence study
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1 = General requirement U8ILNFTFITUFINIL Finished products z‘lJLuJum Capsules,Tablets
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378n13N 2 Adenosine 6 mg/2 mL injection

muﬂsznwﬁ’m’i’ﬂquaﬂﬁmﬁ

Fom Adenosine 6 mg/2 mL injection

ansasianaly
1. uasasmodnaanids
2. w1 mL Usznaudpdann Adenosine 3 mg luSunas 2 mL da 1 MUY
3. Uﬁ?l%‘ll’lﬂlLﬁ’Jﬂi"lﬂﬁ]’!ﬂL%ﬂ Type 1" Ltaznssgﬁ'meﬁﬁaaﬁuumvlﬁ o
4. aNNTY - Tarn SULSENEURINERTARZATAING) TURER 'Tuﬁvumq nfinAe wzaunadoudsuen
aghfaauuuussysiud

' o \ o o o o & i o
- UWW mﬁﬂ aﬂqﬂﬁﬂﬂﬁ‘a\‘lm{ﬁﬂm a’luﬂiﬁ:ﬂﬂu@nmmﬂm AL 'Juaua"lq uﬂ:tﬂ‘ﬂﬁﬂa@]

amavtiamanaia "

amanlBnInana USP 35
1. USinaaansany 90.0 — 110.0% of the L.A. of Adenosine
2. Identification AT
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75
5. Particulate matter ATIIHIU

- W@ > 10 pm Laitfiu 6,000/container

-9wa > 25 pm lilfin 600/container

6. Chromatographic purity - Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility ATV

8. Volume in container ATIIHY

HWNYLIAG NMT = Not more than
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1.zhmmwri'mmnmsms"l.@ﬁvuakl.zywifumtﬂw@iﬁumtﬁaﬁ"mmn'luﬂs:mﬂvlm UazdLa (declare) URBINRS
1.1 1uﬁ’1ﬂ”nvjmsﬂrumtﬂuw‘h§’um (8.2 8.3 NY.4 UAILANTEH)
1.1.1 luns@iduenfindolutszmelng wanefs ne.2
1.1.2 1unirﬁﬁtﬂumﬁ’1Lﬂﬁtﬁanﬁittﬁaussq nNBie ne.3
1.1.3 luns@fidusnitighanansdsang nunofis ne.4 ‘

1.2 ludvadunafioun ne. 1 vesefauasian wisunpasdsaiadansnunua Wy sInias el
auitunadewly (finished product specification) nszﬁﬁag:s:wmn'mﬂﬁuuuﬂmLm”hlLﬁ'uLﬁm:m"aau,uu
ARMIaE W IMWaIAsTaLn lvawiaw ﬁnishyed product specification
2. 1aNENTIUTAINATFIUMTHAAL

2.1 n3dinenaaalwsanalng KrAadaslimumnmwinemibifesusasnasumMInaaeeamaniniust
’)Emsﬁﬁlumswﬁmmmaanszmwmmsmtfu (GMP %38 GMP/PICs) lunanasnfiiauarny

2.2 nadimdwaningrenetsana grAadalidumnwinenitiResusaanaspunsnaagn
m&mﬁ’mnm‘ﬁ%ﬁmiﬁmumwﬁﬂmmaoﬂizmﬂ;é’waﬂ %38 Certificate of pharmaceutical products
3. a*’ummwrhmanmsqma"nummaamﬁmuaﬁm
3.1 Namsmﬂﬁmﬁ:ﬁqmmwwamﬁ'mwfmaog{wﬁ@l (Certification of analysis) 'lumgfuﬁdatﬂuﬁ‘mzha
3.2 NanIaTIvieTERRgUMINIANAY (Raw material) vasmandngildlunniam VBIHAAL Unz/m3a

v a w a - a “ A a > . o (1)@
ﬂaﬁawﬂ@n@lqﬂu uﬂ:Lﬂu?uLﬂU?nUﬂ']@nainﬂ'ﬂad (LARILANAITILIDY) ADILRAINTTNTIY Adenosine A

quaNisnmanana UsP35 BP 2013
1. WBanmdendny ) 99.0 ~ 101.0% of Adenosine 99.0 ~ 101.0% of Adenosine
(Calculated on the dried basis) (Calculated on the dried substance)
2. Identification ATIINIUAIST Infared absorption ATIUAI3T Infared absorption
3. Melting range 233 Cto 238 C 234 C
4. Appearance of solution - Colourless
5. Specific rotation 68.0 t0-72.0 45 to-49 (dried substance)
6. Acidity or alkalinity AW ATIWU
7. Loss on drying NMT 0.5% NMT 0.5%
8. Residue on ignition NMT 0.1% -
9. Heavy metals NMT 10 ppm -
10. Limit of ammonia NMT 4 ppm NMT 10 ppm
11. Limit of chlorides . NMT 0.007% NMT 100 ppm
12. Limit of sulfates NMT 0.02% NMT 200 ppm
13. Sulfated ash - NMT 0.1%
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amdmnianunaia usP 35 BP2013 |

14. Chromatographic purity - Guanosine : NMT 0.1% By liquid chromatography
- Inosine : NMT 0.1% - Impurity A (adenine) : NMT 0.2%
- Uridine : NMT 0.1% - Impurity G (inosine): NMT 0.1%
- Adenine : NMT 0.2% - Unspecified impurities : for each
- Total impurities : NMT 0.5% impurity, NMT 0.10%

- Total : NMT 0.5%
- Disregard limit : NMT 0.05%
VAR 1.903ugnINamMINasaun meutAnImafianntanundsdi s USP 35 wia BP 2013 Thidu
T 4 ]

2.NMT = Not more than

o/ 1 as * 1 Qs A a ¥ v i
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7. Lanasau g
7.1 SFUWUFAINANTIANHIAMNAIRIUBIEN (Stability data)
ad - ) v o, ' o . Ad
7.1.1 lunsdidunaidousnauinnit 2 9 asdasfiduuwnwananansanen Long term stability anafiin
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578115N 3 Amlodipine besilate 5 mg + Valsartan 160 mg Tablet

muﬂs:mﬁﬁ'wi’aquaﬂﬁmﬁ

M Amlodipine besilate 5 mg + Valsartan 160 mg Tablet

AmENLAN (1
1. {uwoude siasulsznmu
2. 1u 1 Wladsznaudaudasn Amlodipine besilate figayany Amlodipine 5 mg Wst Valsartan 160 mg
a a ¢ . 1 o & o g a o
3. ms@luumagumuuwam w38 Blister pack 1Jaanummmuua:msgnmmﬂaanuu.aa"lﬂ
A 1 Qe 'y Qv Qr a Qs ﬂv d' -
4.amN32Y - F0e1 FIMUTENBUMNEIATYLAZAWNII TUKER TuFuey nfinRe usziaanzion
@uen "I,'Tazj'm'ﬁ‘mwuuussgﬁ'mfﬁ
- UuuRaEn e waudaITy o A mUsENaUAIE@NT AN TUFUY uaKeTNNG S

sy - ' v o & & o &~ o
Qmﬂuﬂﬁﬂ'\ﬂtﬂﬂ%ﬂ @ (vl&l Official 1W.J‘Iﬁ’ﬁ(°’l'ﬁu‘ﬂ\1'ﬂﬂd USP 35, BP 2013 <4aItuenIIauNIgy 1.1}1%1’1'151@‘(1’1

QMiﬂHmﬁLQWﬁt‘U 2381)

1. ﬂ?u'lmﬁ"lma"'lﬁ'n_; 90.0 - 110.0 % L.A. of Amlodipine besilate

90.0 - 110.0 % L.A. of Valsartan
2. identification test mi’:ilmu@l’lu‘?llsquu Finished product specification
3. Dissolution mi?i)ﬁhum&lﬁizlﬂu Finished product specification
4. Uniformity of dosage units m’ami’mmuﬁsquu Finished product specification
Sewlndn 9

1.zi‘ummwzhmanmsnws‘lﬁ%’uagzywmfuﬂuﬁﬂu@‘iﬁumtﬁaﬁ’mﬁ’m’[uﬂs:mﬂ'lnu UasdELAY (declare) UNRINR®A
1.1 ‘lua%'m”zyn'lﬁfuml,ﬁﬂwi’ﬁum (8.2 8.3 NY.4 URIUANTH)
1.1.1 lunsdimdugindaludsanalng wansds ne.2
1.1.2 1unsﬂﬁtﬂumﬁ'xvﬁ’nﬁamsm.iaussq wuede N3
1.1.3 unsdifidugnihidhandnsdsana nanofls no.4
1.2 ludaadunzdiousn no. 1 vasfiiauasien wiaunuanduaiadanismiunugmmnsaInianmel
anuiitunzifowld (finished product specification) nstﬁﬁ'aQS:Wi'mn'mﬂ5ﬂuuﬂmLLﬁ"I,mﬁ'mﬁm:ﬁaa
KUULBNATHIDFLMINNENENTVBUR M W3BY finished product specification
2. LANENTIUTBINNATFIUNTHAALN
2.1 nsdngwdaTulsanalng guiadasddumnawdiieniafaiisewnasgumntasiay
mé’nmwﬂ?ﬁmsﬁﬁlumwﬁmmmaam:mummsmqm (GMP w32 GMP/PICs) lunsaaenilanasy
2.2 nsdimdueningdendwilsana Andadasdiimnnwiiemisaiusesnasgunntan
mwﬁ’nmmfn"iﬁmsﬁﬁ'lumswﬁmmmaaﬂs:mmﬁ{nﬁm %38 Certificate of pharmaceutical products
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4. ﬁ'n.mmwrhmanmsgmé'nﬂmwaamﬁmuaﬁm

4.1 HANIATIVIATIERIWHEAN UL HES (Certification of analysis) Twaniniidadudrate

4.2 HANIATIVNATIZRANINIAYAY (Raw material) yasmadeilslunnaan MIvBIHRAL

v a & A ) a ' o [ ' i, a o &
wasAIanAUTIDuIwas N LLa:LﬂuguLﬁmnummamaﬁaq (LAAILBNRIITUTDY) ADILAAINITATITAIN

4.2.1 Amlodipine Besylate

(2).(3)

aumnianImaiia

USP 35

BP 2013

1. USuudendrnty

97.0 - 102.0% of Amlodipine Besylate

(Calculated on the anhydrous basis)

97.0 — 102.0% of Amlodipine Besylate

(anhydrous substance)

2. Identification

ATIHIY

ATIWIU

3. Optical rotation

-0.10° to +0.10°

-0.10° to +0.10°

4. Related substances

- Amiodipine impurity A : NMT 0.3%
- Total other impurities : NMT 0.3%
- Disregard any peak less than 0.03%

(Due to Benzene sulfonate)

- Impurity D: NMT 0.3%

- Impurity A : NMT 0.15%

- Impurity E,F : for each impurity, NMT 0.15%

- Unspecified impurities : for each impurity, NMT
0.10%

- Total : NMT 0.8%

- Disregard limit : NMT 0.05%

5. Water NMT 0.5% (anhydrous form) NMT 0.5%
6. Sulfated ash - 4 NMT 0.2%
7. Residue on ignition NMT 0.2% -
8. Heavy metals NMT 0.002% -

HnYwa 1. ﬁ'aouamuamsvmaauqmauu“ﬁmamﬂﬁﬂvgni’amuma”m’iﬁn USP 35 %38 BP 2013 9740%

2. NMT = Not more than

Y

. Enantiomeric purity

- Valsartan related compound A : NMT 1.0%

- Impurity A : NMT 1.0%

4.2.2 Vaisartan®®
 amsninnomatae USP 35 BP 2013 :
1. Sndagdny 98.0 - 102.0% of Valsartan (anhydrous basis) | 99.0 - 101.0% of Valsartan (anhydrous substance)
2. Identification AT ATIWU
3. Specific optical rotation - -64.0 19 -69.0 (anhydrous substance)
4. Absorbance NMT 0.02 at 420 nm -
5. Water NMT 2.0% NMT 2.0%
6. Residue on ignition NMT 0.1% -
7. Heavy metals NMT 0.001% NMT 20 ppm
8
9

. Related compounds

- Valsartan related compound B : NMT 0.2%
- Valsartan related compound C : NMT 0.1%
- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.3%

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.3%

- Disregard limit : NMT 0.05%

10. Sulfated ash

NMT 0.1%
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RALING 1. ﬂ"aauamwammﬂaauqmauﬂamamﬂﬁﬂv!mj”amumé'm’hi‘u USP 35 %38 BP 2013 719614
2. NMT = Not more than

5. @21881981

5.1 gisuanan devsandatamnatkas 3 wihoutsanmed Fadusrunuuaasnsaniveldasudu
muﬁn”muﬂluﬁ'ﬁaqmauu"ﬁﬁ"ﬂﬂﬂﬁoﬁu
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i’mmiﬁ 5 Clopidogrel 75 mg + Aspirin 75 mg tablet
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m Clopidogrel 75 mg + Aspirin 75 mg tablet
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1. \lusndawndaufsy (Film coated tablet) iasulsznIu
2. Tu 1 1@ Usznaudasdaen Clopidogrel hydrogen sulphate ﬁauy‘aﬁ'ﬂ Clopidogrel 75 mg Uaz Aspirin 75 mg
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1. USunoudendngy 90.0 - 110.0 % L.A. of Clopidogrel
90.0 - 110.0 % L.A. of Aspirin
2. Identification test mswmumu'ﬁ'szﬁlu Finished product specification
3. Dissolution m’mw’mmuﬁ‘szq‘lu Finished product specification
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1. PTnmdaendaty 99.0 - 101.0% of Clopidogre! hydrogen 97.0 — 101.5% of Clopidogre! hydrogen
sulphate (anhydrous substance) sulphate (anhydrous substance)
. Identification AT ATIIH
. Appearance of solution ATIVIU ATV

. Enantiomeric purity

Impurity C : NMT 0.5%

Impurity C : NMT 1.0%

ala]wln

. Related substances

- Impurity B : NMT 0.3%

- Impurity A : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.5%

- Disregard limit : NMT 0.05%

- Impurity B : NMT 0.3%

- Impurity A : NMT 0.2%

- Any other impurity : NMT 0.10%
- Total : NMT 1.5%

6. Heavy metals NMT 20 ppm -
7. Water / Loss on drying NMT 0.5% NMT 0.5%
8. Sulfated ash NMT 0.1% -
9. Residue on ignition - NMT 0.1%
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3181019 6  lloprost 20 mcg solution
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Bam lioprost 20 mcg solution

amaniana
1. uasssaodsaanidala Lidd dwiuwu (Nebulizer solution)
2. Usznausau@aen lioprost trometamol ﬁaugaﬁ'ﬂ lloprost 10 meg/mL lussazauuSunas 2 mLATUTLITTY
3. TR LN TUSLTTY sdaUnannida
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1. ﬂ‘%mméf’;mﬁ’m"zy 90.0-110.0 % L.A. of lloprost trometamol

2. Identification test o mmmum&lﬁlizﬂu Finished product specification
3. Appearance @ Clear, free of particle

4. pn" WS'HJN"mm’luﬁs:i.ﬂu Finished product specification
6. Sterility test o msaw"mmuﬁsquu Finished product specification
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7. Volume in container m‘:ﬁm"mm'mﬁsquu Finished product specification

8. Related Substances @ - 15-Oxo-lloprost : NMT 0.2%

- 15B-OH-lioprost : NMT 0.2%

- Degradation products unidentified individual : NMT 0.5%
- Degradation product sum unspecified : NMT 1.5%

- Total degradation product : NMT 2.0%
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4.1 HaMIANINATIVRINMWREAA IV INES (Certification of analysis) ‘lumfuﬁeimfluﬁ"m:ha

4.2 samIanIviiaTegumwiagdu (Raw material) VaIaatnddayAlFlumInE ae vﬁmaa@ﬁmm uaz
sjwﬁmi’mqﬁuﬁtﬂujmﬁmn"u LLa:LﬂujuLﬁU‘;ﬁ'umm"':azi'wﬁa'a (LEAILBNENTILTDY)

5. @ag19en

5.1 flauenen dessddatnagnatwikes 3 wihoussyius Fadusunuuaasmoszdvaldasudau
muﬁiﬁwuﬂluﬁ’ﬁaqmauﬂaﬁ'ﬂﬂiﬁdﬁu
6. msﬂszn"uqmmwmﬁdauau (Wuaastanansnissuilaznng)

6.1 mq’uaamﬁa‘waud’aa"l&iﬁaﬂniﬁ 12 1@a% BUNNIRRINEL

6.2 mnm’mﬁi&wau a::m”aaa'ai%ﬁmewzhﬂ'luﬁ'mmNamsmm?tﬂﬁsvfm'g'uﬁd\mawaaQ’uﬁm

6.3 ‘lumrﬁﬁumm’rﬁn’tsﬁ’umsaﬁuﬁaazham‘?'idmamﬁla?imsaﬁmﬂ:ﬁqmmw #wIBTIINNTIT
mﬁaﬁas’awaﬁ'aas.mmTﬂug{mua:ﬁaodomtﬁ'uSnmuﬁ'\muﬁmmUﬂﬂims'a'amnfﬁmﬂ:ﬁua:tﬂwﬁuﬁmau
flddslunisandinnsiguniw lunstﬁﬁwu'hm'lahﬂu‘lﬂmuqmé’nummww: u?ﬁ'mm"aammfuﬁwﬁm
Insifiranasgusaaulilsmena Tanlideldsnela g molu 30 Suiuandudldsuusmnlsmenng
ua 'uaaa’auﬁn%‘lﬂ%’uﬂmsmmsmmﬂmm@"and’mwaopsmuua:m?asj’wamluﬂ%@ia‘lﬂ

6.4 ;d’mm:eTm%’mﬂﬁ'uumLﬂam'lné’v\uﬂmq wiadlaifienmadensmndadsznislag neu dmua (W
udgasianarInsiulsznn)

7. L&Y
7.1 FUWURAINRNIIANBIAINAIAIVEILT (Stability data)

7.1.1 lunsddunadousanannnii 2 9 wxdasfidunwinindianamsiinsn Long term stability aufidu
Waudalunzidoueuiuans

7.1.2 lunsdidunsadonenantasnii 2 § exdaafidinmwionsnisanmnaaunsavasnaufion
dudslunsdousaung wazldsimssawaiisaaanasnngisuisasuism

"N’lﬂl“q : 5’]\15\1'\]']”
1 = General requirement WBILNFTAITUEWTL Finished product FUWuY Inhalation

2 = Requirement specification 1840160 WLUY

QS\ (wadozsarl Tnuamand) \(\:
o
nITUNT (29%a) nITUNI

Wwiwil Yas) (WHEMINTT Mgawian)
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5791150 7 Insulin aspart 100 IU/ml, 3ml injection for Penfill

muﬂszmﬁﬁ'mi’mquaﬂﬁmﬁ

fou1  Insulin aspart 100 IU/ml, 3ml injection for Penfill

anauana

1. msazmodmannidels Lids

2. Usznaueiaeag Insulin aspart 100 1U/mi Tui3u195 3 ml / naaaen

3. UTRR WMTULLTRY sdamedariiout type | 1BAhnmdmILae (Pre-filled pen) ua:msqn"m‘vfﬂmﬁ'uum

4. annwy - Haen drurlsznaudIE R QURANAILTI Tundn fu§umq wafinge uazaanadoudiium
Tadhfaranunussasiual

- UUUIRAEAa azi'wﬁam'i’aos:q%am fUUTzNaUAILIIIAY AWLT 'J"ut‘iuumq

uaziaufinga

- §Tannuudadauliiaiiuend 2-8 asenraifus uuussqﬁmﬁw?amw:msqm

2

aQa a 1,
AMFANUANIIINARA

AMANDANIINATA : ‘ BP 2013
1. ey 90.0 - 110.0 % L.A. of Insulin aspart
2. Identification ATIVNIU
3.pH' 72-76
4. Limit of high molecular weight proteins1 Taivfin 1.5%
5. Related proteins 12 - 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. Preservative mww'mmuﬁ?:q‘lu Finished product specification
8. Sterility ' AT

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

) L . LY 9 [
nnewe  ndtlild Preservative Iwaniiunisasiads 7
—_—

-
Ve
P U i \\,\
(89710) N3NNI (aa%a) nIwunNI

WwiTlh yasiy) WENINTS Mgandant)
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Ganludu 9
1. mm’m’twmmanmsmﬂﬂmaummuﬂvmUumsumtw asmeludsznainauazdues (dedare) Hhaauam
1.1 1umﬂmmﬂuﬂ~mﬂumsum (8.2 / N8.3 / 9.4 UFILANTEL)
1.1.1 lunsdifdueindaludsznelng wanofis no.2
Al ° o A ' A
11.2 1unsmmﬂummwmwamsuuomsg nuwd ne.3
1.1.3 lunsdndusiudranensdsaing vunoie ne 4
° ) 4 - - ) a o
1.2 ludedunzidousn (ne. 1) vasefilanaTan wiaungazidsaadansnuug N IWYas
a & i X i f i
naanmainwAdunzifiowld (finished product specification) nydinagswininmaisuuysudly
(ANLAN ATABILULLENRYTRIDFILMIWENBNTaLR lwaNwTaw finished product specification
2. 1ANEITUTDINNATFIUNTHE AL
21 nsdngmaalwsanalng ARRadaldmInwinembiRaiusane s IuMIHaaLIaY
mé"mnm‘vf‘?%nﬁﬁﬁ'lummﬁmmmaans:mwmmsmqﬂl (GMP w32 GMP/PICs) lununasnfiiguaans
2.2 nsdmiineningronavisana grindasldmumnwiienitiiesusesanasguntantag
mwé’nmmﬁ%msﬁé’ﬂumswﬁmmmaaﬂsxmmﬂhﬁm %38 Certificate of pharmaceutical products
- i aa v a Y ° ' as
3. pnfiiauadsndlugnnusnidugnioniagunudming (uaasianansiuses)
4. HUMNENELENANTA AN B AT TBILNTILAUETIN
a ¢ a o g v o o . B ol 2 i
41 HENIATINILATIENUNTWHIANTUNVBINNAR (Certification of analysis) 'I,um*gunauﬂumauw
4.2 iannIasdleTzaamMwian@u (Raw material) vasaendAgAldlummniam NIWaIHAALN sz
graniagdundujuidoris uasidusudanbendasdrefiss (uaastanassuses) Aoouanniinme

. o 2
Insulin aspart 3%

quamianinaia. “BP 2013

1. WBamdrendrdny

90.0 - 104.0 % L A. of Insulin aspart (dried substance)

2. Identification ATIY
3. Host cell derived proteins ATIWNIY
4. Single-chain precursor ATIINIU

5. Impurities with molecular masses

greater than that of insulin aspart

By Size-exclusion chromatography : NMT 0.5%

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

HIULKBA  NMT = Not More Than

e

welpzsad Tnuaenans)

nIzuINIT

nIqyNI

R TR T gt ) (WNEINDS  Mggandant)

ﬂﬁi‘\ﬁzrsmm‘sﬁ7_zgﬁﬁm44/2557



5. @1981980
5.1 WiawdI1A davddiatnaenatinaiay 3 wiguIsInId matﬂumLmuuamﬂﬂa%aw‘l@mumu
munmmﬂ'lummaﬂmauumm'lﬁmmu
6. msﬂs:nuqmmw;nnawau
6.1 mq’uaamﬁﬁwauﬁaa‘l&iﬁaunh 12 1§aw BUNNIUFINEY
6.2 mwnomf’ia‘mau wdpssidmnwielusuTe NI iaN: ummnawawamwam
6.3 'lunsmm\mﬂswmsmmsaumamomﬂawamwaamnmmﬂmﬂmmw MigNINITIYn
wisRefasvadradvslasfuisssdasdisnfudnaruiuiuiindiononisdsaaiiamsiuaniu
muNﬂ'ﬁaum'lﬂmu'lummﬂmLﬂﬂ*ﬂﬂmmw 1unsmwwu11mhtﬂu‘lﬂmunmanummwm U3¥hasdne
mmsuwwamlvxu‘nL'mmmmuamaulﬁ’[sowmma lagliAasldinala 9 analu 30 Futvaniudleady
menfsowmmau.a:mamwam‘lusuwmsmmﬂauaﬂmmmnmwaogmmm:/maqwamlunswia‘lﬁ
6.4 ;jmuam’aa%’mﬂsﬂufmﬁam'lna”v\mmq wiadafanisidausnmaandszmisla 9 nautnua (1w
WRAILANRNITTULTINY) ;
6.5 mavassendaInugugUnnd 7 2-8 ssrniEaLFa Uy Cold chain system Aldunasgmmandninmat
GDP (Good Distribution Practices) lasuaaaanaslsznay
7. LBNETEUY
7.1 FUWILIMINAMIANHINIUAIAITDIEN (Stability data)
711 Wnsdidunziomeunnnn 2 2 axdosddummmntneranisanmn Long term stability @i
fuRudulunadousanusns
7.1.2 lwnsdidunafionsnantesnii 2 9 axdesfdnmninonsmsdnunaunssuasnauiiu
Wi lunadoueanuaas Lm:'lﬁs"’unwaomu{maaLanmsmng‘"ﬁa"\mwaou’%ﬁ‘n
72 Lﬁaemmﬂuwma;wi’ﬁ'mq dasuremsnunsAnsmendfinluuuwd (Clinical trial) audaysl$AAsL
meuwnadswendinnuasenssunmsswsuassestssndlng
8. nmivAykaUnIalimILAaN
8.1 u?ﬁ'nﬁ’ﬁu:msﬂs:n’mﬂﬂwfaod\mamhnmﬁmé‘uaﬂmmmﬁ’m‘mﬁg{%as’awa
8.2 thnmaamdasmnaninivauadalafiaz 1 gila uszdaadnalnusludoysuuwaenfia tieflwiie
ANUFYLRDEIEN
8.3 USwndpsmiuayuiada (Needie) dmitthnmiaslidsonit 4 diude 1 naseen

MANBIAA : 81989970
1= u.mmomsﬁwqumé’nummwn mnajwﬁﬁmq ﬁ’}ﬁnﬁmsmsmmimqm 5NN
EIIAGY, ANAN 2553

2 = British Pharmacopoeia 2013

UIemuAmMenITNNIT
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3789M15N 8 lobitridol 350 mg lodine/mL, 100 mL injection

mmlszmﬁﬁ'mi‘ﬁqnaswmﬁ

Hom lobitridol 350 mg lodine/mL, 100 mL injection

ananLana Ly

1. dumsasawlnenida

2. 1 100 mL Ysznaudiudaen lobitridol 76.78 g ﬁaugaﬁn"lahﬁu 35g

3. uss'eg'lun'\'nmmiagmaﬂﬂs’lﬁmm%aﬁﬂaﬁﬂ Lta:ussagﬁ'm‘vfﬂaan"uuaa

4. asnsy - Hoen FIUUTENALALIFIAPUSTANNLI TUnAA fu§umq 107kde uazanndon
duen Vadwdauunussariont

- UWMTUSUTIIENAa atnakpnd a\mq%‘am faulenaudandntg anuuse i’uﬁ“umq uae

L8UNNED

o a1 ' i LA ] ) v a
Qmauum"’]‘“"ﬂuﬁ (VL“ Official luLﬂaﬁ@nsU USP 35, BP 2013 a3atwenssunIsy ‘lﬁlﬂulanmsa']\ja‘ﬂlu
ﬂ'lﬂvﬂﬁ’lqmﬁ'ﬂﬂmzm‘ﬂ’l:’ﬂadm)

1. PSnmaredany 90.0 — 110.0 % L.A. of lobitridol

2. |dentification test mmmumuﬁixq‘lu Finished product specification
3. pH m’zw’mmuﬁsquu Finished product specification
4. Sterility test M99 N"mm'n\lﬁin_ql'lu Finished product specification
5. Bacterial endotoxins ®38 Pyrogen test mmmumuﬁlﬁq‘lu Finished product specification
6. Particulate matter m’thumuﬁinﬂu Finished product specification
- 9@ > 10 pm 'LsitAin 6,000/container

-aw1@ > 25 pm Lifin 600/container

7. Volume in container mﬂﬁhumuﬁ‘nqh Finished product specification
lgﬂﬂvlﬂg% 1

° ' ar X -l o ar A o ' o f a
Léwnmuisenamiasuesugnedunadoudiveiaimiheludszmalng uazdues (declare) undna

L3 hd ! o Qv ¥ 1]

1.1 luddmstunadoudriue me.2 ne.3 ne.4 ududnTd)
1.1.1 lunsdinduennefaludszinalng nuneds ne2

o ° o ' =

112 'lun'mmLﬂummmnwammmmsag nanwds ne.3
1.1.3 lunsaidmdusnindrannesdssine sunsie ne.4

(widozsan lnuasmaad)

(89%9) @ ATIUMT

nNIIUNT
Wil yasny) (WeEmnas ngawiand)

wiiltmunsile_yefimasizss?




1.2 ludmadunzfoue ne.1 sasfiauemen wiaunwasdsanadansmuguamn e e el
Funadowld (finished product specification) ninmausm:mmmlauuuﬂaaufﬂmwummmamumanmsma
Fuwmwaienisvaun luawssw finished product specification
2. LlaNENTIUIAININTFIUMTHAAL

2.1 nsdifigmaalusanalng griadasdimnnndnewibifesusasnasgumIndaeaaumaninoel
’z%msﬁﬁ‘lumswﬁmmmaans‘mwmmsmwm (GMP %38 GMP/PICs) lunanagniliauane

22 nidifiweningroindredsana HrAadpsdidnnwinewiafesusasnasgunInaaenu
wﬁ'nmmmﬁmsm‘ﬂun"nwﬁmm'uaaﬂszmﬂqwam %38 Certificate of pharmaceutical products
3. ﬁmmmwn"lmanmsqmé'num:maamﬁtauasnm

3.1 mansanNAMERRUNINKEai e sakia (Certification of analysis) 1um§uﬁduﬂueﬁazha‘lums
Lauamgmmjnﬁmﬁamnﬁmmmﬁn?wswmmsmaﬁhsm

3.2 HaNIATITANZR UMWIAQAY (Raw material) vasdaendeniidlumandam 1. mmamuammua.mwam
o nmﬂmummnu uautﬁmmmmnummamonaa (WHABNFITIUIBY)
4. diauanadasssiiagngatniios 3 mianussyin T dududunuurasnoaniveldasutuaniisnue
lunads qmauumm'lﬂ SRR
5. mﬁtauad’aaLﬂumﬁu?ﬁ'mﬂu;{wﬁw?aQLmua‘i'mma (HEAILBNAEIITVID)
6. msﬂszﬁ'uqmmwmﬁdauau (uaavanaIIN1IIUL W)

6.1 mqmaamﬁﬁauauﬁaﬂajﬁamdw 12 L@aw RUNNIUEINAL

6.2 mnmmﬁ'dwau a:m’aaz&oi’hmewrhﬂ‘luﬁ'usaoNamsmm%mﬂ:ﬁmjuﬁdauamlaag{wﬁm

6.3 'lunitﬁﬁwmm’vnmsﬁ'\msaju@l"'aar.mmﬁdwamﬁadmsaﬁmsﬂ:ﬁqmmw WILITNITETIINIIFD
s”aa'nam"aaai'wmTﬂm‘i.'mUﬂ:@l’aoa'amtﬁuﬁnmuéwmuﬁﬂmUﬂ%msa‘amqa’amﬂ:w‘ua:Lﬂucj%'nﬁmaudw‘liiiwlu
msmﬁﬁmﬁ:ﬁqmmw 'lumtﬁ'ﬁ'wn'hm'lmﬂu‘lﬂmmzmﬁ'nwm:mm: u“sﬁ'm:efaoﬁ'\maju‘?‘mﬁﬂ‘lmjﬁﬁﬂ
naspudsneulilsimeina laglidedld91ala 9 melu 30 Fwiuanufldsuudsanlsinenaus: 28
mauﬁn%‘lﬂ%’uw‘msmmsmuaﬂmm@“’mén‘uaasjﬂmLtazm‘%‘aﬁwﬁm‘luﬂ%@id’lﬂ

6.4 g{mm:ﬁaﬁmﬂﬁiwmtﬁam'lna”ﬁmmq wiaflaiemsfausnwnaudvue
7. wenasdug

7.1 FUWUFAINEMIANEIAUAIAIVBILN (Stability data)
7.1.1 Wnsdifunadonsnunannni 2 9 ssdasfdmmwinanansinmn Long term stability anafAfin
dndulunzdoueinuges
7.1.2 lunsdidunadonenuntosnii 2 3 axdesdimunnmdronamsinmnauaasasauiiin
wudnlunadougnauaa u.a:‘l@”s”un'ﬁaomu%'maoLanmﬁnn;jﬁz‘i'lmwaou%ﬁ'ﬂ

nngmg 998990
1 = General requirement maamé‘m‘iﬁuﬁm%’ugﬂunum Injections

. waduzsad Inuaanans)
A A N
(n9%0) nTINMT (s9%0) NIIWNT

(W93Th Yasim) (WNENINET mMyawiang)

P = -
win2un1sfie_ganMa4/2557
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lodixanol 320 mg lodine/mL, 50 mL injection

muﬂszmﬁa’i‘aw‘fﬂquaﬂﬁmﬁ

Uil M44/ 2557

Hom lodixanol 320 mg lodine/mL, 50 mL injection

AmANLON 11

X ' '
1. dumsasmednandela Lidaaedndasdan

2. lu 1 mL Usznaudasdaen lodixanol 652 mg ﬁaugaﬁ‘u"lafaﬁu 320 mg

w

a > ar
ussanmsiasnuuas

o ! o 9 - - -
ussfg'lum’ﬁu:msgma@ﬂﬂﬁmnwaﬂﬂmﬂ 2I9UN7 type | BIaVIAWAFANTUA polypropylene Uas

o ' a o o a e X 4 a a
4. ﬂﬂ']ﬂszl‘l - vagn a’luﬂs:ﬂaUﬂQU'\mﬂfyLLﬂ:ﬂ'J']llLﬁﬂ AUNRA 'Juﬁuﬂ']q LRTVINAG Lasiaunsiuay

fTuen ‘l'iazm’ﬁmwuuussgn”mfﬁ

' [y P ‘ a o o &
- uum‘ﬁu:uﬁqmaﬂ amo‘ﬁwm aﬁﬁ:l!’ﬁaﬁ'] a’mﬂ%nanmmmﬂmv ANV ’mﬁumq Y- H

LRUANAS

AnANiAMImana’

andnianmaia

UsSP35 "

1. Pinmeaenddy

95.0 - 105.0 % L.A. of lodixanol

2. Identification test

ATIWIH

3.pH

68-77

4. Bacterial endotoxins

NMT 0.2 USP Endotoxin Uit / 50 mg of iodine

5. Osmolarity 270 - 310 mOsmol / kg

6. Particulate matter AU

-aw1@ > 10 pm 'laiiAu 6,000/container

- w’{ﬂ > 25 ym laisfiu 600/container

7. Volume in container AU

8. Free iodide NMT 0.02%

9. Impurities lohexol related compound A : NMT 0.2%

lohexol related compound C : NMT 0.4%

lohexol related compound F : NMT 0.2%

lohexol related compound G : NMT 0.2%

lohexol related compound E : NMT 0.3%

lohexol related compound H : NMT 0.6%

lohexol - NMT 0.6%

Overalkylated related compounds : NMT 1.0%

Any individual unspecified related compound : NMT 0.2%
Total unspecified related compounds : NMT 0.5%

Total impurities : NMT 1.5%

(@9%8).........

4 -
[0 712) F R ﬁ ........... nITUNIT

(WwiThh yasny)

(wiluzsaw lnuasmans)

................ ({%;.“........ﬂs:muﬂmnsswms
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(WEMINTS mgawiang)
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o a
Hanludn 9

) ' byl & 2, X 4 . ] 9 ' a
1.mmewmmanmsnﬁvlﬁ'suag&tym‘uumtﬁﬂummml.wamnmﬂ'luﬂs:mﬁ'lm URSHILAY (declare) LURRINRGA

o & P 4 o & v
1.1 1Ua']ﬂmvﬂ']7?luﬂ$LﬁUuﬂqmﬂ'] (N2 ne.3 ne.4 LLR?LL@ﬂ?fﬁ)

1.1.1 lunsdinidusandeludsanalng vanede ne.2

112 'lunstﬁﬁtﬂumﬁninLﬁammu'wssq wuofs ne.3

A o v .
1.1.3 luns@Adueiidrandsdsandg waneds ne.4

o X i 9 o o a ar H
1.2 ludrustunaifousn ne.1 vaswfianenan wsaamﬂazté’iﬂ@mwamsmuquqmmwmamamnm«fn‘muﬁ

4 o . s i . 4 2 a
Junuionli (finished product specification) nm‘iﬁags:m’mn’mﬂaﬂuuﬂmuﬂml.‘wuLmua:ﬁmuumaﬂmiﬁa

Suwnmwtnenisveun luuwsaw finished product specification

2. 1BNMTIUTINATFIUNMIHR AL

o a % a o d, ' o oA e a o ¢
21 nim?’m’mﬁﬁ?uﬂ?ﬂnﬂlnﬂ QNEWWIa\‘mﬁ'll,u'm'lwmil‘vm\‘iaainiad&l’l@l‘iﬁ’mn‘liwammm&mamnm‘n

BnndlunnEanwaInsznINmmsmgy (GMP w3a GMPIPICs) lunaneasnfilausuny

2.2 nadifiiwamindromndwtsang  uaadodiunnmmwinewifesusemiaspumniammg

m"mnm‘vﬁ%n'lsﬁﬁlumsnammmawszmmgwﬁm %38 Certificate of pharmaceutical products

3. z&’ummwmmanmiqmé'nwmw 2IENTILAUETIAN

3.1 Namsms’aﬁmﬁ:ﬁqmmwnﬁmﬁmﬁmaa@wﬁm (Certification of analysis) 1um§'uﬁduﬂuﬁ‘:a£m1ums

muamumn@wﬁw%amnﬂﬁ's mmﬁnsxm’zammsm@%’mm

3.2 HamIaTIdtaTimAwiagiu (Raw material) 1asdamimdgnldlunsniasn navasgudam

v oa & a4 ) [ 1 as e a0 o
uwnerfrAaionAuiiduimdrani uandnjwmdsaiunaiedisiiss (uganenaniiuies) dosurainiinms

o K12
lodixanol @314

ansniannaila

UsP 35

BP 2013

1. Yinmeendagy

98.6 - 101.0% of {odixanol (anhydrous basis)

98.5 - 101.0% of lodixanol (anhydrous

substance)

2. Identification - A7 % AT
3. Appearance of solution - AT
4. Specific rotation -0.5° f14 +0.5° -
5. Microbial enumeration NMT 100 cfulg -
tests/specified microorganisms
6. Water NMT 4% NMT 4.0%
7. Heavy metals NMT 0.001% NMT 10 ppm
8. Free aromatic amine NMT 0.05% NMT 500 ppm
9. lodine NMT 10 mcg at iodine/g NMT 10 ppm
10 lonic compounds NMT 0.02%, as NaCl NMT 0.02%
11. Calcium NMT 5 mcg/g -
12. Methanol, isopropyl alcohol, For each : NMT 50 mcg/g -
and methoxyethanol

(ao%a) ................... /ZM ............. Jsrmuamenssunig

wndoziad Tnuaanans)
/
(m%a) ............................................ nIsuNI3 (m%a) ................................................ NI

W13l yasny)

(WHFINTT Mgawiand)

n\:'hﬁzn‘lum‘iﬁs__'qﬁﬁmuzsw




ansNiRMImaia BP 2013 . usp3s
13. Impurities - Impuritiy H : NMT 0.6% lohexol related compound B : NMT 0.2%
- Impurity £ : NMT 0.3% lohexol related compound C : NMT 0.4%
- Impurity C : NMT 0.4% lohexol related compound F : NMT 0.2%
- Overlkylated impurities (such as Impurity 1) lohexol related compound G : NMT 0.2%
:NMT 1.0% lohexol related compound E : NMT 0.3%
- Unspecified impuritites : for each impurity, lohexol related compound H : NMT 0.6%
NMT 1.0% lohexol : NMT 0.6%
- Total : NMT 1.5% Overalkylated related compounds : NMT 1.0%
- Disregard limit : NMT 0.05% Any invidual unspecified related compound
1 NMT 0.2%
Total unspecified related compounds : NMT 0.5%
Total impurities : NMT 1.5%
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7. LBNETOUY
7.1 SUWWFEAINRNIIANWIANMUAIAIVEILN (Stability data)
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7.1.1 lunsdidunaiionsunnnnii 2 1 azdasiidnunwanauansine Long term stability anafifis
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i'mazl.ﬂﬁqmﬁnumuamzuuuﬁ'lmanmsmsﬁ'ﬁ%anﬁﬁmﬁm
182 M44/ 2557
s518n15N 10 Nicardipine HCI 2 mg, 2 mL Injection

ﬂizmﬁﬁ'wi'mquas'mmﬁ

Ba Nicardipine HCI 2 mg, 2 mL Injection

Anasnianaly

1. iwmnsszmsdnanndels findsssou (pale yellow)

2. Usznaudu@aen Nicardipine HCl 1 mg / mL luansazapySunas 2 mi

3. msaﬂumw:ussgmﬁmﬁﬂﬂﬂﬁmm'ﬁa ua:msqn”mm‘ﬁaaﬁ’uuaa'l.@'f @

4. amnmy - Homn FUUTTNBUAINFAAYUITANINLTI TUNE® 5’u§umq wfinde ussmansdoudrium
Hadhstaauwunussysiont

- VuuTTAmiEnda amaﬁaﬂm”ao‘s:q%‘am faudsznaudrend@ingy anuns 'S'uf;umq

ussiavfinga

am a (1)
AWANUANIIINAKRA

) Qi -,
qmauummamﬂun

Japanese Pharmacopoeia 16" edition

1. YSinmudgndnmy

93.0 — 107.0% of the L.A. of Nicardipine hydrochloride

2. Identification ATIINU
3.pH . 30-45
4. Related substance By Liquid Chromatography : the relative standard deviation of

the peak areas of Nicardipine NMT 1.0%

5. Bacterial endotoxins NMT 8.33 EU/mg

6. Extractable volume ATV

7. Foreign insoluble matter ATHIU

8. Insoluble particulate matter ATIVHIU

9. Sterility ATIINU
NN NMT = Not more than
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1.ﬁ'ummwmmanmsnﬁ‘leﬁ'uagtyﬂm‘}(uwnﬁuuﬁﬁ’nml.ﬁaa"wminu‘luﬂssmﬁ'lnu uazd#IUNY (declare)
WNEINER
1.1 luidymstunadoudrivem mo.2 no.3 o4 udrudnsd)
1.1 lunsdifidugfindoludsznang wansits ne2
112 lunsrﬁﬁtﬂumﬁﬂLﬁ'\tﬁ‘ammﬂmﬁq nede ne.3
1.1.3 lunsdifidueniidranenslszne nanafls no.4
1.2 ludadunaifouen no. 1 vaenfiauasan wibunuasdsanatanimugugmnIweas
nRan st Atunzowls (finished product specification) m:ﬁﬁ'agszﬂiﬂamﬂﬂé‘ﬂuuﬂmuﬁ’lmﬁmﬁu
rdpuNLENMMIadIWIMNENENTYaul lyawsau finished product specification
2. 1laNAITUTBINATPIUNITHE AL
2.1 nsdifigwAaluszanalng drAadBlidnmnawiemiIResusasnasgunsHangaa
v\é’nanfrffi%msﬁﬁ'lumwﬁmmmaanszmwmmsmqm (GMP w32 GMP/PICs) lunsnaenfianase
2.2 nsdfiingmindrondwsana grAadpdidmnweniaResusasanaspIunISHARLN
mwé’nmmfrﬁﬁmﬁﬁﬁ‘lummﬁmmmaoﬂ‘s:mmj’wﬁm %38 Certificate of pharmaceutical products
3. mﬁmuam"aatﬁumﬁu%ﬂ'mﬂmjwﬁw?a;J”me‘imﬁ'm ( WRAUBNFITIUTDY)
4. a?'n.mmwd"nmanmsqmﬁ’nmmwaomﬁmua*nm
4.1 Namsmwfimﬂzﬁqmmwwﬁmﬁmrﬁ'uaa;&’wﬁm (Certification of analysis) 1um§'uﬁduﬂuﬁ"mahu
4.2 NAMIATIVNATIANIUNINIAYAL (Raw material) sasdamingildlunsndann ﬁwaaﬂnﬁmm
ua:@wﬁmfﬂqauﬁLﬂujmﬁmﬁu LLa:Lﬂus;uLﬁmeumﬁ"saahoﬁdq (LEADNRTTLSDI) ADIUFAINITATIA
Nicardipine HCI #ii"

amANRnImana ‘Japanese Pharmacopoeia 16" edition
1. USnmaendagy Not less than 98.5% of Nicardipine HCI ( dried basis)
2. |dentification AU
3. Melting point 161 -171°C

4. Purity - Heavy metals : NMT 20 ppm

' - Related substances by liquid chromatography : the relative standard deviation
of the peak areas of Nicardipine NMT 3.0%

5. Loss on drying NMT 1.0% ( 1 g, 105°C, 2 hours)

6. Residue on ignition NMT 0.1%

BNULKA NMT = Not more than
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7. lanaTaug
7.4 SUWURAINANITANBININAIRITB8N (Stability data)
J = . v/ Al o J g d
7.1.1 lunsdidunsidouonuininniy 2 9 sxdasddumandrananisansn Long term stability anaf
4 a o
fwRmdnlunzadoueranuans
d! o v 0 L3 = o T =1 S d‘ﬂ.
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1M 11 Perindopril arginine 5 mg Tablet

aadszmAYINIngUaITsIH

Bamn Perindopril arginine 5 mg Tablet

amsaasanly
1. wlweide sfasudsenu
2. 1 1 e Ysznaudud@aen Perindopril arginine 5 mg
3. msq'luumagﬁtﬁﬂuﬂauﬁ 38 blister pack Jaaiin Uainuanudu
4. amnazy - Famn ULlznaud @A YUaTA LI TunEn 'S'uﬁvumuq WwfinGa wazinunzdon
duen Madwgaauuuussarioel
- UWURIEN azhoﬁam’faas:q%am Fmsznaudendng ANULSI 'S'uﬁvumq uatlafinEe

Qe a9 ' . o . a 4 2 v A
amanuamamana’ (laj Official luLnaadu USP 35 , BP 2013 Senmenssunisy IFiduananid1ess
lunsiarhquanvusiamizuase)

1. USunaarendngy 90.0 - 110 % L.A. of Perindopril arginine

2. Identification test mnshumuﬁsquu Finished product specification

3. Content Uniformity m’mmum&!ﬁ'szq‘lu Finished product specification

4. Dissolution test mmmumuﬁiquu Finished product specification
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4. ﬁmmmwrhmanmsamé’num:maomﬁtauaﬂm

4.1 wammﬂmLﬂﬂ“ﬂﬂmwwwawnmmmawwaﬁ (Certification of analysis) 'lumsunauﬂumama
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7. 1lanasiug

7.1 SUWWIAINAMIANHINTINAIGIILN (Stability data)

7.1.1 nsdfunadonewnannnii 2 9 sxdasfidunnnirenanisdnm Long term stability anafi
duAmdulunadousnuuans

7.1.2 lunsdidunzadongnantasnii 2 8 A ABITENMINTNIHANIAN A INUAIRIVBIEN AUTI
wadnlunzdouguuan uaﬂﬁ%’umiaomu%’maotanmsmn;j’ﬁéﬂmwaau%ﬁ'ﬂ

7.2 nstnuililgenduuy Faailnangrumadmmsiidadia lduamananisiinunis Bioequivalence study
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1 = General requirement maomé"m‘iﬁuﬁw%’ngﬂuuum Tablets, Capsules
2 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies uaz@;ﬁa
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1aan M44 /2557
a
38NN 12 Sitagliptin phosphate 100 mg Tablet

ANUIENATINIA auaBa1h

Zegn sitagliptin phosphate 100 mg Tablet

AmaNana 1
1. iupndainfauAsy (Film coated tablet) FfasuLTENI®
2.1 1 e 1sznauda8@aen Sitagliptin phosphate Aauyany Sitagliptin 100 mg

a a ¢ A . ¥ o X o« oY e
3. ussﬁg'luu.magmuﬂuwaﬂa %38 blister pack 1Jaanumwwuua:msqnm‘nﬂaanuuaa

A ' Y o O o a o & HA a - -
4. annszy - e SudsnaumemAguazauns JuNEa TuFueny wulinde wiaanzidou

@suen 'L's”azm%'mwuumign"m*ﬁ

f Y kY A y ar o @ “ & A a
- UuUAIEN B dasRaITyBeen duilstnaudiend@an anuwss JuRuey ussiaafinie

Qn - ' @ o @ A 2 v o
anauvamomana” (L official lwndsdrsu USP 35, BP 2013 Gaanenssunisy 1diduianansareds

lumsdaguanyuzianizvase)

1. USnadandAg 90.0 — 110.0 % L.A. of Sitagliptin

2. Identification test mmmumu‘ﬁ'izq‘lu Finished product specification

3. Dissolution test m’amhumu‘ﬁi:lﬂu Finished product specification

4. Uniformity of dosage units #3779 c«'mmuﬁizqh Finished product specification
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