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1. u"zklm Hydralazine HCI 25 mg Tablet

2. amdanianalul

2.1 jluuy Wuenidenfoy MRTUTUYTzNN

2.2 dudsznay Usznauaa@asn Hydralazine HC ﬁaugaﬁu Hydralazine 25 mg

2.3 meuzuIny uasiluunseadifivanand w3e blister pack tlasruumle ‘
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3.1 Finish product specification'"®
Test Item BP 2013 USP 35

1. ﬁ?mm@T’Jmﬁﬁﬂ@ 95.0-105.0% L.A of Hydralazine HCL | 90.0-110.0% L.A of Hydralazine HCL
2. ldentification ATIMU ATIIU

3. Dissolution test azanalivasnin 70% of the LA. of | azang'laittasnin 75%(Q) of the LA

Hydralazine HCI 1w 45 whfi of Hydralazine HCI 1w 45 w#i

4. Uniformity of Dosage units | #3730 % ATV

5. Limit of Hydrazine NMT 0.05% -

wduzsaw lnuamand)
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3.2 Drug substance specification : Hydralazine HCI "*?

Test Item BP 2013 usP3s |

1. USnmdendny 98.5 - 101.0% of Hydralazine HCI 98.0 - 102.0% of Hydralazine HCI
(Calculated on the dried substance) (Calculated on the dried basis)

2. Identification ATIWU AU

3. Apearance of solution AV -

4. pH 35-4.2 35-4.2

5. Limit of Hydrazine NMT 10 ppm NMT 0.001%

6. Related substances Any impurity : for each impurity, Total impurities : NMT 1.0%
NMT 0.2%

7. Heavy metals NMT 20 ppm NMT 0.002%

8. Loss on drying NMT 0.5% NMT 0.5%

9. Sulfated ash NMT 0.1% -

10. Residue on ignition - NMT 0.1%

11. Water - insoluble substances - NMT 0.5%
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3. LENFIAHBANTDILINEWDTIAT (FUUIMNAE)

3.1 wamsmm%msw:ﬁqmwwwﬁmﬁmﬁmaaﬁwﬁm (Certification of analysis) 'lum:juﬁduﬁuﬁ'sazha
3.2 HamInsIvIATIRRAMMWIanAusasdasnddry (Drug substance) ﬁlﬁumswﬁmmjuﬁduﬂu
@T’Jazhwfwaaﬂwﬁmuwl,l,a:;‘?wﬁmi'mqﬁu

3.3 lunsditunzfousnanannnii 2 9 sxdasfidunmndnonantsdne Long term stability a1 &%
vusdlunsSougnunuans LLa:"Léf%’umsmmu{maamnmsmng{ﬁénmwmu‘%ﬁw

3.4 luns@ifunafousnantasnii 2 9 ssdasddunmwinenamsanmanunidavasseuiin
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180150 2 lloprost 20 mcg/mL injection, 1 mL

ﬁ’]&lﬂizn’lﬂiﬂﬂiﬁqu&ﬁiﬂ‘lfﬁ’]ﬁ

1. %iazn lloprost 20 mcg/mL injection, 1 mL

2. amananahl

2.1 3uuuy WussaeasUnennde dwiude

2.2 dutlsznay Usznaudasdnn lioprost trometamol ﬁ'augaﬁ'u lloprost 20 mcg/mL ﬂ?zTnm 1 mL

2.3 MIUZUII ussajlumm:ussa;ﬁﬂmﬂﬁﬂmm%a ?

24 asn - mﬁiam FIUUTENAUAIBNFIATPUAZANULTI TURER "J”u?;umq Wfinda anzdon
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3. AENLANIINATA

3.1 Finish product specification?

1. Yanadinndngy 90.0 - 110.0 % L.A. of lloprost

2. |dentification test Glsailmumuﬁsquu Finished product specification
3.pH m’sﬁ]muﬂ’mﬁlszqh Finished product specification
4. Sterility test mwmumu‘ﬁlszqh Finished product specification
5. Bacterial endotoxins mi'aﬁlmumuﬁiquu Finished product specification
6. Particulate matter m’mchu@’mﬁiquu Finished product specification

- w19 > 10 pm lvAin 6,000/container

- 2ue > 25 pm lAu 600/container

7. Volume in container m’amhumuﬁs:q‘lu Finished product specification
8. Related substances / Impurity mwmumuﬁiquu Finished product specification
Gouludu 9
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1.1.1 luns@ifidunindaludszmelng wanofs ny.2
1.1.2 lunsﬂﬁﬁumﬁwL’iTﬁLﬁammﬂamiq wueds ne.3
1.1.3 lunsaiidustighaneetsaing nanods no.s
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1.2 'Luﬁwa'ifuﬂ afiouen nu./p.1 vaseniauaTm wsauﬂuavmU@mmamimuﬂwﬂmmwmamamnww
mu‘n‘uu‘mmuu (finished product specification) LLaoman"mu@ﬂmn’lwmm’mn@U (drug substance
specification) nsmwamwmwn'lsl,ﬂauuuﬂmun"lmwumu dasunUaNTIEFLWININEIEA LT LY (2.5)
N WTa finished product specification Waz/%38 Drug substance specification Iﬂwal,m“"lmnau'mﬁs:mﬂ
drzmanadiinnsafing uazliviu 2 3 o Sudsemadszmaransidnnseing
2. 1ENFITUIDINAIFIRNTIHARLN

2.1 nsdinenaaalulsanalng HrAadaslunmwinemisiesusennasgumsnaamemamsninosiuas
FENINalUMINEALN GMP-PIC/S Wialfipuirh VBINTTNTHATITUFY Tununeeniliaueny aUuaFAG
saumsmnamﬂ@zmwamssmaammﬂxmaﬂnmmwmaLanmauna ,

2.2 n3diinensinghoinesysang ;“4Nﬁmﬁawz«mmmwmwﬁo§a§usaomm§mnﬁsw§mmmu
WANLN WISz 3FN13AALUN1IHRALT GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
BUILIU PIC/S participating authorities atudge mussumiasisseulasdinanisiusasfaiudszme
Usznmenadidnnsading
3. Lanmsqmmmmamﬁmuaﬂm (Fnwinnwane)

3.1 NaMIATRIATIERR N NNEai e AR (Certification of analysis) 'lumiuﬁdm,ﬁu@hazm

3.2 wamsmammswmﬂ WMWIARAUYBITILEIATY (Drug substance) ﬁ’l.’ﬁ'lummmmmmmﬁu

mamammawwammuawwwammn@u

33 'I,unsmmummmmmmnmw 2 1 axdasdiduuinmdronantsdnm Long term stability anufifin
wadulunzdouenanuaad LLa*”"LmumsmmmmaaLanmsmnuummwadumﬂ
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5. msﬂizﬁ'uqmmwmﬁdwau (waatan®1IN133UlIENN)

5.1 mﬁa’muauﬁaaﬁanﬂlﬂﬂﬂajﬁaﬂn'ﬁw 1 1 duanniusevay
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6.1 nsmwamiaumammﬁmmumnmm"nmma@lsmmwntﬂmﬂuvlﬂmummmwaﬁmm

6.2 nsmwamnmmmﬁuﬂunnLszmmuaumn'ﬂammeﬂﬂUmunmuﬂmmsmmsmmmmm 'Lumdnm
maoammw”%aﬁnmm

6.3 nsmwuﬂmmﬂmmwmnwa@mmm'nmfomwamaﬂsmﬂwmmwmwﬂaa@mUﬂawﬂw‘nvl.ﬂium
7. mnmwmsmaamuawﬂmuwawmwaemmmmwuﬂsn@mmmnmuwﬂﬂUmunmuﬂmwnswms
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BB 61989370

1 = General requirement 28NS TG1U §1TU Finished products g'ﬂu,ml Injections (Parenteral preparations)
2 = The Intemational Conference on Harmonisation of Technical Requirements for Registration of Phammaceuticals

for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
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swauﬁmqmé’nvmmum:uuummaﬂmsmiﬁ’ﬁ%anmﬁ’mfﬁm
\azn B17 /2559
s18n15N 3 lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

muﬂszmﬁﬁ'wi’mqumwmﬁ

1. Baen lopamidol sterile solution 612.4 mg/mL (300 mg lodine), 100 mL

2. amananaly

2.1 guuy Wumsasmodnenids dwiuda

2.2 gawdsznoy 1w 1 mL Usznaudaedaen lopamidol 612.4 mg (300 mg lodine) Ltazlug@se'iﬁuﬁmsﬁ
1ilu suitable buffers Wz Edetate Calcium Disodium (1w Stabilizer) USunondniasiin
gautsznay

2.3 MIUVIN ussaﬂwumLtﬁaﬂsnﬂmm%awﬁ@ Type | Ltazussqﬁm‘ﬁﬁaoﬁuum

2.4 287N - szq%am SIUUTTNAUAILIAATIULAZAIVLTS TUNRR fuﬁvumq W wanadeou

@Fuen waeiimafushmenliedstauunussanmed
- UWMTULLITIIEN amaﬁan@'faﬁ:q%am W3aBOTNINIIAN HIULTZNOLUAETINAAINLT

18981 18TIkGe Tuduany lidaiau

3. amdNUANSINaALA

Naﬂ’lim?ﬁmﬁ:ﬁqmmwLﬂu‘lﬂmu Finished product specification Waz Drug substance specification #
Fadsnnndrdiuatuifeiu deldanzdoudadiinauamenssunsemsuaze NTENTNITVIHGY i
wnodrsufildsresidaaduatiufiiiourinnsalnsinin nﬁrﬁvlaiLﬁmJwhLwil,ﬁu'lﬂmuﬂs:n'mnszmwmmsmq’u
509 YT W.71.2556 AUTUA 11 WENBUw W.A.2556 (mﬂs:mﬂluﬁ’nﬁamgmm:rri'uﬁ 10 digwieu 2556) 1W
ﬁuﬁuqaﬂﬁﬁwammxnssumsﬂszmmwmm

3.1 Finish product specification?
Test Item USP 35 BP 2013 '
1. YSunmarsnsany 95.0 - 105.0% of the L.A. of lopamidol | 95.0 - 105.0% of the L.A. of lopamidol
2. Identification ATITEU ATITU
3. Bacterial endotoxins NMT 0.6 USP EU/mg of iodine NMT 0.7 IU per mL
4. pH 65-75 65-75
5. Particulate matter ATITHU AU
- ARMATWIA 2 10 pm
lsivfin 6,000 auma
- AYNINVUIA > 25 pm
lavin 600 aumn
6. Free aromatic amines NMT 0.05% NMT 500 ppm
7. Free iodine AU AU
[CREiT:) N % .............. UseuamenITUNT
wedozsad Tnuaeaad)
(GEX2) U S NIsUMI (89%8) '\“ .................... nNIsUNTT

(Wil YaIy) (WNFNINTT  Mawland)
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(1(2)

3.1 Finish product specification (ﬁa)
Test Item USP 35 BP 2013
8. Limit of free iodide NMT 0.04 mg of iodide/mL NMT 40 ppm
9. Sterility ATIWU ATV
10. Volume in container AT ATIINU

11. Related substances

- Impurity H or | : NMT 0.5%

- the area of any other secondary peak
: NMT 0.1%

- the sum of the areas of any secondary
peaks other than impurities H and |

: NMT 0.2%

3.2 Drug substance specification : lopamido

1),(2
I()()

Test item

USP 35

BP 2013

1. USunadaendagy

98.0 - 101.0% of lopamidol

(Calculated on the dried basis)

98.5 - 101.0% of lopamidol

(Calculated on the dried substance)

2. Identification TN AU

3. Appearance of solution - Clear and colourless
4. Acidity or alkalinity - ATATHIU

5. Specific rotation -4.6° to -5.2° -4.6° to -5.2° (Dried substance)
6. Loss on drying NMT 0.5% NMT 0.5%

7. Residue on ignition NMT 0.1% -
8. Sulfated ash - NMT 0.1%

9. Bacterial endotoxins - Less than 1.4 |U/g
10. Free aromatic amines NMT 0.02% NMT 200 ppm

11. Free iodine AT NMT 10 ppm

12. Limit of free lodide NMT 0.001% NMT 10 ppm

13. Free acid or alkali ATIFU -
14, Heavy metals NMT 0.001% NMT 10 ppm

15. Related compounds

By liquid chromatography

- Sum of impurities H and | : NMT 0.5%
- Impurites A, B, C, D, E, F, G, J,K

: for each impurity, NMT 0.1%

- Any other individual impurity : for each
Impurity, NMT 0.1%

-Total impurity other than iopamidol
related compound C and 2-chloro-

derivative : NMT 0.2%

By liquid chromatography

- Sum of impurities H and | : NMT 0.5%
- Impurities A, B, C, D, E, F, G, J, K

: for each impurity, NMT 0.1%

- Any other impurity : for each Impurity,
NMT 0.1%
- Sum of impurities other than H and |

: NMT 0.2%

(wwipil yayn)
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A W3y finished product specification Waz/%3a Drug substance specification lasvawrtlunauiuilsznia
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5781130 4 Carvedilol 12.5 mg Tablet
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1. Fazn Carvedilol 12.5 mg Tablet

2. amantianaly

2.1 luuy Wugde dwmsusudsemu

22 swdsznay  Usznauesaaen Carvedilol 12.5 mg

23 mruswssy  ussaluwwesiiiflounand wia blister pack AlaaruusIaznNTw
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3. AMANTANIMARA

Namsm’ﬁﬁmﬂ:ﬁqmmmﬂﬂﬂmu Finished product specification az Drug substance specification 71
v a o o as o A ] Y A o W
dgsnnnsdIsuatuds iy s ldaansioudedrinuamenssunisennisuasen NIENTNATIIHGY
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3.1 Finish product specification“’

Test Item USP 35
1. Pnmdaenangy 90.0 - 110.0% of the L.A. of Carvedilol
2. ldentification ATIINW
3. Dissolution usaenIazans likaantn 80%(Q) of the L.A. of Carvedilol 11 30 w1l
4. Uniformity of dosage units HIIVH
5. Related compounds - Any individual specified or unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%

3.2 Drug substance specification : Carvedilol o

Test Item USP 35
1. WSnudaendagy 98.0 - 102.0% of Carvedilol (dried basis)
2. Identification AN
3. Heavy metals NMT 10 ppm.
4. Loss on drying NMT 0.5%
5. Residue on ignition NMT 0.1%

n3ITuNIT
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3.2 Drug substance specification : Carvedilol " (Gia)

Test item USP 35

6. Related substances - Carvedilol related compound A : NMT 0.1%

- Carvedilol related compound B : NMT 0.1%

- Carvedilol related compound C : NMT 0.02%

- Carvedilol related compound D : NMT 0.1%

- Carvedilol related compound E : NMT 0.1%

- Carvedilol bisalkylprocatechol derivative (if present) : NMT 0.15%
- Any other individual impurity : NMT 0.1%

- Total impurities : NMT 0.5%
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3181151 5 Isophane Insufin Human 100 IU/mL in 3 mL for Penfill

muﬂs:mﬂﬁ'mi’mqummmﬁ

1. §aen Isophane Insulin Human 100 IU/mL in 3 mL for Penfill

2. amanianalyl
2.1 yuuuy unduruaznautnannds smivde
2.2 &mdsznay  Usznaudae Insulin human, Zinc waz Protamine sulfate 1ag 1 mL Usznavaeaaen
Isophane Insulin Human 100 |U
2.3 MIULUITY msfg'l,um’ﬁu:ussa;mﬁmlﬁm%aﬁﬁmrﬁ Type 1 2u19 3 mL/Cartridge &wsuleniu
thnméwiuae (Penfill) u.a:msqﬁ'mm‘ﬂaaﬁ'uum
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3. amENANINAKa

Nami@li’aﬁ]’imﬁ"ﬁﬂmmwL'f]uvl,ﬂmu Finished product specification .82 Drug substance specification ﬁ
871989 NLNFTRTUAT LA INY ‘Nvlmmﬂ sioudafIINITUAENITUNTOIMITUAZEN NIENTWETITUFY
muma‘ﬁmsm\l’ljmaamENLﬂuauumﬂﬂmmmalmum’] ﬂimvlumEl‘iJL‘YI’]LL@\Lﬁuvl,ﬂ@nuﬂi“ﬂ’lﬂﬂi”ﬂiﬁﬂ
DT 589 5‘*U@1'15’1m W.71.2556 89TUA 11 w18 W.a. 2556 (ﬂ\‘lﬂi»ﬂﬂﬂl%i"l‘ﬁﬂfﬂﬁﬂuLUﬂH’l’J%ﬂ 10
unmuu 2556) 11&‘1!%?‘]‘1Jﬂ@F_IWW\]’Uadﬂmwﬂiiwﬂ’]iﬂiwﬂiﬂiﬁﬂ’lﬂ’l

3.1 Finish product specification "?
AMFNTANMINAKA USP 35 BP 2013
1. USunmdaendnaty 95.0 - 105.0% of the potency stated of | 90.0 - 110.0% L.A. of the amount of
on the label, expressed in USP Insulin | Insulin stated on the label
Units/mL
2. Identification test ATIINN ATIINU
3. Bacterial endotoxins NMT 80 USP Endotoxin Units per 100 | NMT 80 IU/100 U of insulin

USP Insulin Human Units

UTe I UA e NIINNNT
welagsad Tnuasnaas)
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3.1 Finish product specification ™%

AmaNiANIInaRa USP 35 BP 2013
4. Sterility test ATIININ AU
5. pH 70-75 69-78

6. Zinc content

0.021 - 0.04 mg for each 100 USP

Insulin Human Units

NMT 40 mcg/100 U of Insulin

7. Insulin in the supernatant

NMT 1.0 USP Insulin Human Unit per mL

NMT 2.5% of the total Insulin content

8. Limit of high molecular

weight proteins

NMT 3.0 %

NMT 3.0 %
]

3.2

Drug substance specification

- thvhanan recomblnant human insulin mama@wwamimw residual host cell DNA ugz

host cell Proteln

- -
Wauludug
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3.1 wamsmammﬁmﬂmn"lwwaﬂnmenmawwam (Certification of analysis) 'Lumsuﬂaal,ﬂumamo
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o
778n13Nn 6 Streptokinase 1.5 mU powder for injection

anlszn1AInIA quaﬂﬁmﬁ

1. o Streptokinase 1.5 mU powder for injection

2. ansdsninna
2.1 31wy Hunseniseenidedinn dnduda
2.2 #ulsznay  Usznaudauaien Streptokinase 1.5 mU
2.3 MIUVIN ussa;’l,ummw:ussqmﬁmﬂﬁﬂmm‘%{a LLa:Uﬁﬁ;ﬁ'mm’ﬂaaﬁuLLm
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3. AnENIANIINARA

wamsmw%mswzﬁqmmwLﬂu'[ﬂmu Finished product specification W8z Drug substance specification ‘ﬁ
gadanninarduatideany deldensifoudadinaua pensTINITaMITUAZEN NIENTHITITHGY it
wnsrdfufldedidenduativfifisurimialminit nedlifsuriud dulyawlszmansznssamangs
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3.1 Finish product specificationm

Test ltem BP 2013
1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. Identification ATINU

3. Acidity or alkalinity 68-75

4. Bacterial endotoxins NMT 0.02 1U/100 IU of Streptokinase activity

5. Sterility AT

6. Particulate matter ATITHU

- 9179 > 10 pm Lilfin 6,000/container

- 9u@ > 25 pm 'LiLAu 600/container

7. Uniformity of content or mass AT

-~
\N\
................................................ NIIANIT
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3.2 Drug substance specification : Streptokinase concentrated solution'”

amanianuinaia BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- the confidence limits are 80% - 125% of the estimated potency

2. Specific activity NMT 510 IU per microgram of nitrogen

3. Identification AT

4. pH 6.8-75

5. Streptodornase NMT 10 IU of Streptodornase activity/100,000 1U of Streptokinase
activity

6. Streptolysin @373 UA Finished product specification

7. Related substances By liquid chromatography

- Total impurities : NMT 5%

8. Bacterial endotoxins Less than 0.02 IU / 100 IU of Streptokinase activity
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3. 1ENAIA/NINTBILWIARTIAN (Enwnnana)

3.1 wansanRdinnedgunnkiaiuiuaiia (Certification of analysis) ‘lummﬂa\nﬂumama
3.2 namsasn sz mnwiagduuesdaendingy (Drug substance) f‘ﬂﬂummammmmuﬁu
mamammamwammLLavwwammnﬂu
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3780113N 7  Linagliptin 5 mg Tablet

muﬂiznmﬁ’mi’ﬁquaﬂﬁmﬁ

1.8887  Linagliptin 5 mg Tablet

2. ansaanianaly

2.1 Juuuy Wuede dwsusudszmu

2.2 awmtsznauy  Usznaudi@len Linagliptin 5 mg

23 mruruiny  uInlluunsagliilonwasd wie blister pack

2.4 281N - szq%am FIUUTZNDUAINF IR YUAZA UL TUNE® fu§umq wfinda wanziou
@suen wasdAimafiusnwen Mathtauuuussaimed
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3. AMENIANIILNAKA

3.1 Finish product specification®

1. YSumuargndamy 90.0 - 110.0 % L.A. of Linagliptin

2. Identification (ﬂi’;iwi’mmuﬁi:qlu Finished product specification

3. Dissolution m’mi’mmuﬁsquu Finished product specification

4. Uniformity of dosage units m’mmumuﬁizqh Finished product specification

5. Water content/Loss on drying mwmumu‘ﬁ'izﬂu Finished product specification

6. Impurity / Related substance m’sﬁ]mumuﬁi:ﬂu Finished product specification
téau1ﬂ5% |

1. ?‘htmmwmULanmsms‘l@"{uagrym’i’j'uml.ﬁuuﬁﬁ'umLﬁ‘aa"mmﬂluﬂs:mﬂm LazdlLad (declare)
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1 = General requirement 283LNFUAIIUERIL Finished product 31Uy Tablets
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57an15N 8 Metformin HCI 850 mg tablet

muﬂ‘szmﬁﬁ’wi’ﬁquaﬂﬁmﬁ

1.8987  Metformin HCI 850 mg tablet

2. ansaaianaly

2.1 3uuuy Wuegidanday (Coated tablet) §1%3UTULIEN

22 duilsznay  Usznaualw@len Metformin HCI 850 mg

2.3 MTWLYIN ussq'lml.magﬁl,ﬁﬂuwauﬁ #38 Blister pack Jaain

2.4 28N - s:q%am FaulTEnaUMIENIAYLITATINGY TUKR® i'uéumq \wpTinde wunsidomn
dsuen wazdtmsiiusnwen 'l'B"aszmwuumsqﬁ'm‘n‘
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3. Qmauﬁamamﬂﬁﬂ

Namsmm‘?msw:ﬁqmmmﬁu"l,ﬂmu Finished product specification iLaz Drug substance specification f
(% o s o o L Qs A L2 o 1 o a
maaamnma’ﬁmsuavmﬁmnu mavlcﬂwmmUumamummﬂm:nisumsmmma:m nszmuammsmqw
& X W@ o o AN ve a v “ A a , - Vo an oA ' '
mummmsuﬂ'ﬁmoamaaLﬂuauumﬂﬂmmmalv\wmﬂ ﬂivaNL‘Ylf_IlJL‘Y\’ILLG\Lﬁuvl‘l_](ﬂ'lllﬂitﬂ’lﬂﬂiz‘ﬂiild

A £3 e d‘ a Qs i

mmsmqm L3893 33‘1461’15’18’] W.7.2556 K901 11 LUBIEH N.91.2556 (m‘ﬂi:mﬂ'l,uswn'«mmmnmmﬁ 10
a G/J ot oo
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3.1 Finish product specification“m’
Test Item USP 35 BP 2013
1. Yhnmeendrngy 95.0 - 105.0% of the L.A. of Metformin HCI | 95.0 - 105.0% of the L.A. of Metformin HCI
2. Identification AU ' AT
3. Dissolution Test 1 : usaamzazaelivasndt 70%(Q) waaanIazane'livaandn 70% of the L.A of

of the LA. of Metformin HCl luiasn 45 wifi | Metformin HCI Twiann 45 wndl
via

Test 2 : ugasmtazanelaitaand’ 75%(Q)

of the LA. of Metformin HCI luaan 30 wifl
ED)

Test 3 : ugasmIazane littosnit 70%(Q)

of the L.A. of Metformin HCI Twnan 60 Wl

4. Uniformity of dosage units AN AT
5. 1-Cyanoguanidine - NMT 0.02%
6. Related compounds - Any impuritly : NMT 0.1% -

- Total impurities : NMT 0.6%

LG 12) W NG S NIINMS TGN 12) YOI v nIINMT
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3.2 Drug substance specification : Metformin HCI m4z)

Test item USP 35 BP 2013
1. ﬂ?&l’lmﬁ’aﬂ‘lﬁﬁﬂvty 98.5% - 101.0% of Metformin HCI 98.5% - 101.0% of Metformin HCI
(Calculated on the dried basis) (Calculated on the dried substance)
2. Identification AU ATINIU
3. Appearance of solution - Clear and colourless
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 Ligquid chromatography By Liquid chromatography
- Any other impurity: NMT 0.1% - Impuritiy A (Cyanoguanidine) :
- Total impurities : NMT 0.5% NMT 0.02%
- Any other impurity : NMT 0.1%
8. Sulfated ash - NMT 0.1%

ad - > 'Y . a P v o o AN gar an o
"N'\Ul“q - NIWNAANTLU HULIINTTIY (waive) NIATIIRDLI Lﬂﬂ:‘ﬂﬂﬂﬂ"ﬁlﬂ 1’“ Uuklaﬂﬂl@ﬂmwanﬁquﬂﬂﬂaq’lﬂiﬂsua%u@ﬂ']ﬂ
- Drug substance specification ﬁ's)’l‘im’ﬁ]’mluami’l:ﬁ'umﬁswaﬂ drug substance W38l13LATZH drug substance U84
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aNa(ﬂiﬂmlﬁQEﬂ Quulﬂﬂuﬂﬂuﬂ 5[5\33]ﬂ’]s@‘l?’ﬁ]'}Lﬂﬂ:“ﬂiunﬂ“?maﬂﬂqﬂuﬂ

Gaulydu 9
1. é’ummwd'ml,anmsms"l,ﬁ%“uagrymi‘fuﬂuﬁwﬁﬁuﬂwuﬁaéqﬂmﬂluﬂszt.ﬂﬂvlﬂu wazdue (declare)
URRINRR
1.1 1Uﬁﬁﬁ’rymsifuﬂmﬁwe‘h%’um (N8.2 8.3 NB.4 USLANTTL)
1.1.1 Wwntdifdusninseludssmelng wanofs ne.2
11.2 ‘Lunszﬁﬁﬁumﬁm‘f'\Lﬁ'ammﬁmssg wywie ne.3
1.1.3 lunsfifduninthandsdseing wanoia ne.4
12 ludmatunaiouen no.1/p.1 vesndiauaTan w%“auﬂﬂa:Lﬁmﬁ'ﬁamsﬂ’mquqmmwmawﬁ@lﬁ’msﬁ
muﬁ’ﬁfuﬂnﬁﬂu (finished product specification) LLa:'ﬁ’aﬁ’muﬂqmmwmadi‘quau (drug substance
specification) nsn‘lﬁagsw'jwmsmﬁﬂuuﬂaaurﬂmLﬁ'may ardasunuengIEIMNEIsMIsvaun la (2.5)
s finished product specification Laz/%Ie Drug substance specification lagaaun lanawiudszne
UszmesanBiinnseding uazliin 2 9 o Sulmelszmenmdiannsaiing
2. 1aNAFTUTDINIATFTIRNTHAAL
2.1 nsnguaalulszmalng ;jwﬁmﬁaoﬁﬁ'nmmwmwﬁfaﬁa{usaammgﬁumswﬁﬂmmmé’nmmwi‘
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2 = British Pharmacopoeia 2013
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31801310 9 Milrinone lactate 1 mg/mL, 10 mL

muﬂszmﬁa‘i’mi’aquaiwmﬁ

1. %'am Milrinone lactate 1 mg/mL, 10 mL

2. ansasianalal

2.1 3w Wumsasmodnanids dwiue

2.2 gadsznay Usenauelu@l8n Mirinone lactate 'ﬁ'augaﬁ'u Milrinone 1 mg/mL lui/Sa1@s 10 mL

2.3 MTULUITY ussq‘lumwzussgmﬁ@]ﬂswﬂmnL%a

2.4 a87n - s:q%am FIUUTENBUMENFEIATYUAZANNULTI THHER 'S'uﬁvumq Wwfinda wanadou
dsuen LLa:'“J%msm“U%'nmm'l'Tazhafmwuumsagﬁm‘ﬁ

- UUMTUSUIIEN aﬂﬂaﬁamﬁaosxq%am WiaBamamsm §auLsNeULATWIRATINLTY

2898 LNVANE® fuéumq"[ﬁ”ﬁ’mw

3. AMANITAN9INARA

3.1 Finish product specification'""?

1. dSunuardngy 90.0 - 110.0 % L.A. of Milrinone lactate

2. Identification test m’nmu@’mﬁth Finished product specification
3.pH mmmuﬂm‘ﬁ'ﬁ:qlu Finished product specification
4. Sterility test m’aﬁ]muﬁ’mﬁs.‘:qh Finished product specification
5. Pyrogens or Bacterial endotoxins @li’mmum’mﬁﬁzlﬂu Finished product specification
6. Particulate matter m’mmuﬂwﬁszqh Finished product specification
- UWIA > 10 um 1%LA% 6,000/container

-9 2 25 pm LAY 600/container

7. Volume in container mmmu@mﬁs:q'lu Finished product specification
8. Impurity / Related substance mwchumuﬁﬁ:qlu Finished product specification

3.2 Drug substance specification : Milrinone®

Test tem USP 35
1. Smaaendnty 98.5 - 101.5% of Milrinone {Calculated on the anhydrous basis)
2. |dentification ATIIHU
3. Water NMT 2.0%
4. Residue on ignition NMT 0.2%
5. Heavy metals NMT 0.002%
6. Chromatographic purity - Any individual impurity : NMT 0.3%

- Total impurities : NMT 1.0%

{ kY > j P’ ) Y a M oo o
wangme - nadinaemzdouudimaiu waive) nemaseUiiameinonsle I Buusmainamang uaIna I ldfuauaifey

(f9%0) 7% USTHIUAUSNITUANT

< wflsziad Inuaeaas) \
2 \ i N -
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(BITD).co R0 S NIINNTT (BT, N nIINMT
(W3rll yasn) (WNEMINTT nawIa)
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1. énmmwdnmanmsms"[ﬁ%’uagtymﬁuml.ﬁ sudsusias e lulsnalng wssduag (declare) LAEINA®
1.1 lna"’]ﬁ‘tyn'\si‘fuﬂuﬂﬂuﬁﬁum (N8.2 8.3 N4 LSUAnIH)
1.1.1 lunsdifiduendindoludsznelng nanefs ne.2
1.1.2 'Luns:ﬁﬁl,ﬁumﬁwﬁwLﬁ‘ammﬁoussg wuwhe ne.3
1.1.3 lunsdiimdueniudhandnatssing wanois no4
12 ludwedunsDouen ne. /8.1 vasnfiauena w%”asmm:té’mﬁ’ﬁamsmuquqnmwwmawﬁ@]ﬁ'msﬁ
muﬁl"ifuﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬁmuﬂqmn’lwmaaf@qau (drug substance
specification) nsrﬁﬁastmiwnmﬂﬁuuuﬂmLm‘“lmw“wlmau wdBduuLlaNFIFELWIMNENEMsTeulY (8.5)
uwiBu finished product specification Waz/#3a Drug substance specification lapuawr lunawiulsenia
drzmanmadnnsaiing uazlidiv 2 9 o Sudsemadsmenasidnnsefing
2. 1laNAITUTDINIAIFIUNMIHIAEN
2.1 nsdfimAalwlszinalng Hudadaslidumnnmwdnontsfasisesnaspumnaaenmamdninasiuas
ABmsfialunisuine GMP-PIC/S wialfinuirh VINTTNINITIIUY Tuwaaamfianane DSTHEE GUHY
saumsasaaseulasduamrsusasdoiulsmalsnienadiinnseing
22 ns@iinerduihonenedszinea grAadaslidiwiniwdrenibifesusesnnasguwnisuaageny
wanNIITLaz IS M INalumInEaen GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) law
WU PIC/S participating authorifies avudge enuseumsasiaseulasdnanisiusasiieiulszne
tmenandiannsaing
3. mnmsqmmwwaomﬁmauaﬁm (Fnuwimwane)
3.1 HaMIATIVTRTRA MM IWHAASTI V0GR (Certification of analysis) ’Lumg’uﬁd\nﬂuﬁaamo
3.2 wamsmaﬁmﬁ:ﬁqmmwi’mqawadﬁ"zmﬁwﬁ’ry (Drug substance) ﬁl’ﬁ'lumswﬁﬂmjuﬁa&mﬂué’mﬂw
ﬂ%maa;ﬂi’wﬁmmt,l,a:tgwﬁmfﬂqau
3.3 lunsddunaifougnanuinnii 2 3 wdasdidwnmndronansinen Long term stability aafiin
disdulunsdousanuaes LLaﬂ@T{ummamﬁmmLanmia’mQ’ﬁé’wmwaau’%ﬁw
3.4 lunsdidunsfougnanstasnii 2 & AN AUWI NN INANIAN A MUAIRITBIEN TR E
wndulunzdousmnuand LLazvl,@T{unwsmum{maaLaﬂmsmngﬁéwmwaau‘%ﬁn
3.5 LONFTUAEAIANUAIRT BN BNRAIS s mwa TNz EuE TR Uga el luanat s
ﬁl’fﬁu;jﬂw LL@:@T@NLL&@GS’]Ua:Lﬁmiﬁaaaﬂﬂé"aaﬁ'uﬁ'aga'lmanmsﬁﬁﬁ'um
4. @298198N
4.1 disuanan dasdadagnanagevias 3 WBUTIAUA Fadudunuusasnsazidoeldauiu
muﬁﬁ’mu@luﬁ”’aﬁaqmauu“ﬁﬁ;ﬂﬂﬁwﬁu
5. miﬂszﬁ'uqmmwmﬁaiwau (wa@astanaIn1ssuLleenn)

5.1 sssnaudasliongleldlitesndn 1 § duaniusweu
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54 fanead aeTLiAomendl atnindnamangy Wiadlafanadevsmweiolzmalag newtmualegliddenls
6. figuanan (fow) Busealvanidndng ionasuiuue dait
6.1 ns:ﬁwamsq‘umaﬁmﬁ:ﬁmﬁmnnmiwmmam‘mmwnzﬂmﬂuvlﬂmummﬁwmj”aﬁmu@
6.2 NTHHAAN D m’ﬁﬁ@i‘{gnﬁ'ﬂmﬁuﬁmwnﬁ BInaAlagdNinNUANMENTIINMIaAIWAZEN Tutamaad
fygardeszuny
6.3 nsn‘iwuﬂ?qummwmnwﬁﬂﬁm‘ﬁﬁawd\madaﬂs:ﬁw%waua:mwﬂaa@ﬁ'ﬂ@iagﬂwﬁ'lﬁ'%’um
7. 'm'nmwmi’uaaomﬁn%‘l&i{uﬁmsmNﬁmﬁmwfmﬁ'ﬁﬂs:i’ﬁgnL‘%ﬂmﬁuﬁﬂmﬂﬁﬁﬁnmuﬂmzmsums
amsuazenluszoziia 1 Drewiudszmedszmanmaidnnsafing

RANEAR 8198990
1 = General requirement UaINFTFITU §1UTU Finished products 3ULLY Injections (Parenteral preparations)
2 = The Interational Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals

for Human use (ICH quideline), Impurities in New Drug Products Q3B (2R) ; Current step4 version, 2006.
3 = The United States Pharmacopeia 35
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5790157 10 Valsartan 160 mg Tablet

muﬂszn‘uﬁé’aw‘i’ﬂquaiws'ﬂ

1.%as1  Valsartan 160

2. amantianaly
2.1 Juluuy
2.2 gawmdsenay
2.3 MTULUINY
2.4 28

mg Tablet

1/sznausha@aen Valsartan 160 mg

WDusiianfaufau (Film coated tablet) §wIuTUUTzMU

a o & a . a .1 % &
msq‘luu,magmuwwaﬂa 1738 blister pack Taain Yainuausn
A 1\ L o v L =3 Qr Av A = ~
- 3 FouN §UUNaUMENHINGUAZAINLTY TUNEA TUTUDTY LAITINEA Laansiion

Fsuen wazdinmaiusnnen 'l,’i“azhoﬁ’mauuunﬁ@ﬁmsﬁ

] \ Y ./ A A 9 )
- VLIS ammaﬂmaqsxq’ﬁamﬁa’namamsm §IUUIENALURZAUIAAMULTIVAIEN

A4 a w v
LRUNHEA 'Juaumq'l'mmau

3. amanANIMaka

3.1 Finish product specification

142)

1. PSnmdaendagy

90.0 - 110% L.A. of Valsartan

2. Identification test

' p — —
a7avrumufiszylu Finished product specification

3. Uniformity of dosage units

mnchumuﬁi:qlu Finished product specification

4. Dissolution test

: Pl - e
@i’aamum&lm:qlu Finished product specification

5. Impurity / Related substance

) P - .
mwmuwwm:q‘[u Finished product specification

3.2 Drug substance specification : Valsartan

(3444

amANUANImaka

USP 35

BP 2013

1. VSunmaasndagy

98.0 - 102.0% L.A. of Valsartan

(Calculated on the anhydrous basis)

99.0 - 101.0% L.A. of Valsartan

(anhydrous substance)

. Identification

. Enantiomeric purity

Impurity A : NMT 1.0%

. Related compounds

-Valsartan related compound A : NMT 1.0%
-Valsartan related compound B : NMT 0.2%
-Valsartan related compound C : NMT 0.1%
-Any other individual impurity excluding

Valsartan related compound A : NMT 0.1%
-Total impurities excluding Valsartan related

compound A: NMT 0.3%

2 ATITNIN ATITHIN

3. Absorbance NMT 0.02 -
4, Water NMT 2.0% NMT 2.0%

5. Residue on ignition NMT 0.1% -
6. Heavy metals NMT 0.001% NMT 20 ppm

7

8

- Impurity C : NMT 0.2%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 0.3%

9. Sulfated ash

NMT 0.1%

(wwirih yasma)
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) I NN nITuNT
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1. zhmewmmanmsms'l.oﬁ“%"uaguywm‘fumLﬁﬂuﬁﬁumtﬁaﬁi’mmﬂluﬂszmﬂ‘lﬂu uasduad (declare)
LANRINA®
1.1 1uz%1¢1°:ymw'!umLﬁUw‘iﬁ’um (N8.2 NB.3 NY.4 URIUANITH)
1.1.1 lunsdifiuenfindaludsznelne nanefls ne2
1.1.2 ’LumzﬁﬁLﬂumﬂmﬁLﬂ‘ammﬂmﬁq wneie ne.3
1.1.3 lunsd@ifduenithidhanndnsdssing nanefis no.4
12 ludvadunafouen ne.1/w.1 vasenfiauanen wibumoazdsaridemImugua s nYaIRRan
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specification) nsr‘ﬁﬁaglj;i:m'mmsmﬁwu,ﬂaaun"’lmw‘i'mﬁu edpunuInTITEFLWMwEemMIvaui by (9.5)
UN$ay finished product specification uaz/n3e Drug substance specification lasvaudlydeuiudszne
dzmenandidnnsafing uazliin 2 9 o wdemedszmenandildnnsaiing
2. 1aNAITVIDINATTIRNITHARE
2.1 nadngmdalusanalng Hraadasddunnmiombieiusennasgunandamamnaninoet
wa3En1sfisluntsninen GMP-PIC/S wiaifiuiria PINTENTHWITIIUGY Twnaaafanesy SMHLE L
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3. tanmsqmmwmaomﬁmnaﬂm (Fuwinnang)
3.1 Namsmaﬁmﬁ:ﬁqmmwwﬁmﬁm«ﬁmaa;jwﬁﬂ (Certification of analysis) ’Lumsq'uﬁéan,ﬂuéf'aatm
32 Namsmaﬁmﬁ:ﬁqmmwi’mqﬁmaaéﬁmﬁﬁﬁty (Drug substance) fﬂ‘ﬁ'lummﬁmms"uﬁduﬂu
@T’JaU'wﬁgwaoﬁuﬁmmua:ﬁwﬁﬂi’mqau
3.3 lunsdiffunufouesmannnd 2 9 axdesfldmnmwdnanamsdnwn Long term stability aafidu
dudulunzdousnsnusag LL@:"L@T%'umsmmm”maqLanmsmn@fﬁé’wmwaau’%ﬁ'ﬂ
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4. A981981
4.1 gisuana dassadiainimatnaies 3 wihousranue Fududunuusasmeszdualdasudan
mwﬁﬁmu@hﬁ'ﬁaqmauﬁ‘ﬁv’fﬂﬂﬁwé’u

............................... nITuNII

(WiTi 4aITD) (WNEMINTT Miawia)

wiii2imamsil1oyaiB17/2559



5. msﬂs:ﬁ'uqmmwmﬁaiwau (wamdtana1INIIULIENN)
5.1 mﬁa’wauﬁaaﬁmqlﬁﬁ"[sjﬁaan'h 1 9 duniuduau
5.2 mnmmv”id\mau a:ﬁaamz«hmewmﬂ’l,m”u'saawamsmm’“smsw:ﬁﬂ'ﬁ;uﬁdwau
5.3 mtﬁﬁmﬂwwnmsﬁwmseju@'ﬁazhomﬁa’auamﬁ‘admsaﬁms*\:ﬁqmmw AUILTITNTATNAIIFD
fasvada8819 T,ﬂU;“i"‘u’]U%:@Taofs'mmLﬁuSn@nm‘hmuﬁ%ﬁamvﬂmsdwnﬂ"?msﬁzﬁua:Lﬂu;ﬁuﬁmiau
eh’l:ij“aj']UﬁLﬁUaiaalunwsmaaﬁlmw:ﬁqmmw nsrﬁﬁwudwmvl,mﬂu'l.ﬂmuqmé'nwm:mm: PUILINTNNTVD
FUENE LSRN RO TIALNAINEN IR ;jmmm:m?ap‘;}’wﬁﬂ‘luﬂ%davlﬂ
5.4 ;‘Jl"'mUa:ﬁaﬁmﬂﬁwmlﬁam'l.na"m@mq wialaiamaniausmwdisdsznisla g naurmualasas
Fowlw
6. lond3anluau 9
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WNLNKA 8198937N

1 = General requirement 283LN§TATUMWIL Finished product 3L 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 step4 version, 2006.

3 = The United States Pharmacopeia 35

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLa:fjﬁa
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5790151 11 Rosuvastatin 10 mg Tablet

ANUIENIAIINIAYUAITSIN

1. Baen Rosuvastatin 10 mg Tablet

2. amasianaly

2.1 31w Wuendanfauian (Film coated tablet) &WIUTuUsEmu

2.2 gmdsenay  Usznaudie@isn Rosuvastatin calcium ﬁawgaﬁ'u Rosuvastatin 10 mg

2.3 MTULUIN ussgluumagﬁﬁwﬂanﬁ w3 blister pack Uasiunaudin
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3. amENUANINAKA

3.1 Finish product specification"®
1. USanmarendamy 90.0 - 110.0% of the L.A. of Rosuvastatin
2. Identification ﬂﬂﬁ]&humuﬁsmlu Finished product specification
3. Dissolution m’mmumuﬁi:ﬂu Finished product specification
4. Uniformity of content (Content uniformity) m’;awhumuﬁi:qlu Finished product specification
5. Water content mmmumuﬁs:q‘lu Finished product specification
6. Impurity / Related substance m’m&i’mmuﬁszq’lu Finished product specification
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2. 19NFITUIBINATTIMNTIRAALN

2.1 nsdfemaaluilsznalng Hruiadasddumnmwiomiiiasiseanaspunniamenamaninan
LA fialumsnieen GMP-PIC/S wialfinuwin VBINTINTWENTITUEY Tununaenfiauene alusge
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AN ENNITALUNIIHEAL GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
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3182150 12 Dobutamine HCI 12.5 mg/mL Injection, 20 mL
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1. %'azn Dobutamine HCI 12.5 mg/mL Injection, 20 mL

2. amanianaly
2.1 30Uy Wumsazaeladsennds dwmivde
2.2 swlsznay Usznaudie@aen Dobutamine HC ﬁ'augaﬁu Dobutamine 12.5 mg/mL USu195 20 mL/
1 MTULUITY
2.3 MUY ussqlummzussa;mﬁ@ﬂﬁﬂmm%a FiauIauna type |
2.4 287N . s:q%am FIUNUTNAUAIEALAZANUUTI TUHER i'uz?"umq \fiNEa usziae
nzidoudrsuen Lmﬁ%mnﬁu{nmm‘ﬁazi'm’ﬁ'mauuumﬁgﬁ’mvﬁ
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3. AmENANIMARA

Namsm‘;ﬁmsw:ﬁqmmmﬂuvlﬂmw Finished product specification W&z Drug substance specification ‘ﬁ
swdannindrdsuaiifonu Goldvenndoudadiinauamenssnisemisuazen NIENTNEBIIHGY s
T URlEE s sdanduatufifsurimialnainin nsn‘i','laiLﬁﬂmﬁ'uwiLﬂuvl,ﬂmuﬂs:mﬂns:maammsmqm
(399 32NN W.A.2556 a9TUA 11 Lumpu W.e.2556 (suszmelussfisnnmunenuit 10 Sguew 2556)
a‘fuﬁuqaﬂﬁﬁwaaﬂmznﬁum'sﬂs:mmwmm

3.1 Finish product specification*”
Test Item USP 35 BP 2013

1. YSnmarendagy 90.0 - 110.0% of the L.A. of Dobutamine 95.0 - 105.0% of the L.A. of Dobutamine
2. ldentification ATIINU ATIININ

3. Bacterial endotoxins NMT 2.08 USP Endotoxin U/mg of NMT 10 IU/mL

Dobutamine (Solution : 10 mg/mL)
4. pH 25-55 25-40
5. Particulate matter ATIA AT

- 2BMATWIA 2 10 pm
14iifin 6,000 ayme/container

- BUMATWIA 2 25 pum
laitfiv 600 aume/container

6. Clarity of solution - ATIINIU
7. Light absorption - NMT 0.2°
8. Sterility AT ATV
9. Volume in container AN AT

UsemuamenITuNNg
@ wedeziasl Tnuaenaas) \N\
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(W19sai yavI1T) (WNEMIWYS nggawiant)
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3.1 Finish product specification

(1.2} (da)

Test ltem

USP 35

BP 2013

10. Related substances

By liquid chromatography

- The area of any secondary peak
is NMT half the area of the
principal peak 0.5%
- The sum of the areas of any secondary

peaks is NMT the area of the

principal peak 1%

3.2

Drug substance specification : Dobutamine HCI™M?

Test ltem

USP 35

BP 2013

1. PSandaendng

98.0 - 102.0% of the L.A. of Dobutamine HCI

(calculated on the anhydrous basis)

98.5 - 101.0% of the L.A. of Dobutamine HCI

(dried substance)

2. Identification | AT ATIHI

3. Water | NMT 1.0% .

4. Residue on ignition ? NMT 0.2% -

5. Heavy metals NMT 0.003% NMT 10 ppm

6. Chromatographic purity - Any individual impurity : NMT 0.5% -
- Total impurities : NMT 1.0%

7. Acidity or alkalinity - ATIIHIN

8. Optical rotation

-0.05° to +0.05°

9. Absorbance

NMT 0.04 at 480 nm

NMT 0.04 at 480 nm

10. Related substances

- Impurities A,B,C : for each impurity, NMT
0.5%

- Unspecified impurities : for each impurity,
NMT 0.1%

- Total : NMT 1%

11. Loss on drying

NMT 0.5%

12. Sulfated ash

NMT 0.1%
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1.1.1 luns@ifduenfinfoludszsinalng naneds ne.2
1.1.2 lunstﬁﬁtﬁummn‘fmﬁammﬂomsq wanede ne.3
1.1.3 Tunsdifiduenddhainanotszing naneds ne.4
12 ludwedunadowen ne.1/s.1 vesniiguanan winumuszidoaiadensnuua s WYaING A U
mu‘ﬁ'?{uﬂuﬁﬂu (finished product specification) LLa:ﬁaﬁﬁﬂuﬂqmnﬁwmaaf@qﬁu (drug substance specification)
nsdin ag;s:‘v\dwmstﬂsUuLLﬂmmﬂmﬁmau AFDIULBNEIENMWENEMIVaUS 1 (£.5) 3w3ax finished
product specification LWaz/"3a Drug substance specification lagvaun lwrawiudsenadsznie
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2, 1aNATTUIAINIATFIRAIHAA L
2.1 nsdfignaialwlsnalng Hriadaslidunmwinawiiieiiseanaspunsniameamaninmst
ez 3EmsfialunsHARLY GMP-PIC/S Wiatiiuuiyin VOINTINT WD VIHEY Tununeefiauany aluEga
musaumiInTasaulasdinanmsiusestiviudszmadszmanadiinnsaing
2.2 psdidugniuganeslssina Hudadasildmumnwianibideiusannaspumniasany
waninoiuasIsmialumInine GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
WiL9Tw PIC/S participating authorities a1iUsnga musauMIATIIReaUlasinanTUTest Uz measenia
nandidnnsefing
3. tanmsqmmmmamﬁtauaﬁm (Fnwinnane)
3.1 NANIATIV AR THNEA AT TUa AR (Certification of analysis) ‘lums;uﬁdal,ﬂuﬁ'aatm
32 Namsmmﬁmﬂ:ﬁqmnwquﬁumaoé’amﬁﬁm (Drug substance) ﬁ‘l’ﬁ’lumswﬁmmajuﬁduﬂu@haam
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1 = The United States Pharmacopoeia 35
2 = British Pharmacopoeia 2013
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s18n1sn 13 Nitroglycerin 5 mg/mL Injection, 10 mL
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1. B Nitroglycerin 5 mg/mL Injection, 10 mL

2. amaNtTaN2 1
2.1 3luuy Wuwansseanelasennde dmiude
2.2 gawdsznay Usznaudandan Nitroglycerin 5 mg/mi Tuy3anas 10 mUmruyIn
2.3 MTULUIN msg‘lumwu:msgmﬁ@ﬂﬁﬂmm’fa sfiaviauna type | K38 type Il
2.4 28N - s:q%am FIUUTENaUAILNEINYUETANINLTI TUNER 'S'uﬁvumq LNUTIHER uazLa
nzoudive uaziinaifiusnmen lagstauuuusranoed
- UWNNTULUTTIN amaﬁaﬂﬁms:q%am Wiafanemsnn sulsnasuazTInanIy

AMULITIVBIEN LRUNEE® i‘uﬁumq‘l’f’ﬁ’mw

3. AMANTANIIMARA

Namimm%mi’l:ﬁﬂmmwLﬂu‘lﬂmu Finished product specification Laz Drug substance specification 7
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gr9BsnnunaTduatudnis Soldvanfoudadinaun sensTumMIaMIsUaT N NIENTNIDITUFY 19
wnfrdnsuAlEsedsdaaduatiuifisuirimsalnani nadtlafisuiviudidulyamudssmeanszniassugy
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3.1 Finish product specification"”(z)
Test item USP 35
1. USanmenendagy 90.0 - 110.0% of the L.A. of Nitroglycerin
2. |dentification ATIFW
3. Bacterial endotoxins NMT 0.1 USP EU/mcg of Nitroglycerin
4. pH 3.0-65
5. Particulate matter ATIU
- BUMATWIA = 10 pm lalifin
6,000 ayn@/container
- aUNIATWIA = 25 pm Liifin
600 a‘l:m’m/container
6. Alcohol content 90.0% - 100.0% of the L.A. of Ethylalcohol
7. Sterility ATITIU
8. Volume in container ATIVHW
(am}a) ..................... % .................... U UAUSNITNNNT
- J\ adezsadl Tnuaeaas) \,\
(m’fa) ................... § ................. NIINNNT (aa%a) ................................................ nITUMs
wwiah 4asa) (WWENIWEI  MawIal)
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3.2 Drug substance specification : Diluted Nitroglycerin“”(z)

Test item USP 35
1. USinmenda 90.0 - 110.0% of the L.A. of Nitroglycerin
2. Identification ATIVHH
3. Impurities Total impurity : NMT 3%

ad - o @ . a & et o [ 2 wa o
wangme - nidineansdenudsmavin (waive) meemeseuiienzinemile Wiwsaionmmanyuaindmitldfuayiadag
- Drug substance specification ﬂil’liM\il’\ﬂlU'?LﬂT\:ﬁ"ﬁa\‘lgil'waﬂ drug substance w38lu3ta3z¥ drug substance 189
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1.1.3 luns@ndusnihghandnssana nanefis ned
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product specification uas/mse Drug substance specification Tasaun ludawindszmelsznaa
sendiEnnsefing wazliiiu 2 O o Fudszmedszmenendildnnsafing
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waz3Ensfielunsnaagl GMP-PIC/S wiafinuui UBINTINTHNENTITURY Tunanaanazy aUusga
ausaunsesiasavlasdnamasuresdiviulemealssnmanadidnnsaiing
2.2 msdinaminihenaedsang guiadaclsunmniowiiiaiisesanaspumsniagiey
AN LA S i NsRALIWMIHAALT GMP-PIC/S (Pharmaceutical Inspection Co-operation Science) lag
Wi PIC/S participating authorities 317U§® ausauMInTIaRavlasinantIiusastiviudsemelszma
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3. mnmsqmmw‘naomﬁmua‘nm (ruwnnane)
3.1 wamIaTRIAIATRRAMINWHAAS MiBIHAR (Certification of analysis) 'luméuﬁdm.ﬂuﬁ’aaﬂw
3.2 NanIaTRAIATIER INWIAnALIaIEINEIRY (Drug substance) ﬁl’ﬁ'lumswﬁmms;uﬁdoLﬂmﬁama
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3.3 lunsdidunsfiougnanannnii 2 9 ssdasfidmnwenunansAn Long term stability ansfiduiiuidaly
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s18n1IN 14 Norepinephrine 1 mg/mL Injection

muﬂizn'mﬁ'awi'ﬁquasw"nﬁ'lﬁ

1. Baen Norepinephrine 1 mg/mL Injection

2. ansssgianaty

2.1 3wy Wussazanslasemnda dmsuiadmsaaiiaad

22 gwdsznay  Usznauelueazn Norepinephrine bitartrate ‘ﬁ.a&lﬁaﬁ'u Norepinephrine base 1 mg/mL
Y31na3 4 mL / nrueuIsy

2.3 MIULUIN ussﬁﬂummr‘f'aﬂﬁﬁmm%a siaType | Ltazussgﬁmﬁﬁaoﬁuum

2.4 287N - 5:q%am1 gwdsznaudannimAuezaMaLId (szuliu mg 189 Norepinephrine base/mL)

' IUNES fuﬁuumq Wwafinda wansdoudiuen waedsnmaAusnse Baataauun

UTNTAT

- UBMTWUTIVEN ati'mfaﬂﬁaaszq%amﬁaﬁamsﬁw SIUUTTNOUUAZIWIAANUUTITEIEN

(sz11lu mg a4 Norepinephrine base/mL) LRUTNIHA® ’S'uﬁumqvl’f’ﬁ'mim

3. Qmamﬁmamﬁﬁﬂ

Namimw’?mﬁ:ﬁqmmwLﬁu'lﬂmu Finished product specification LLaz Drug substance specification ﬁ
sBannndrdiuaudniu deldanadoudedminauasnssunmsemisuscen NIENTHIDIIUFY Yk
insadnsufletrededeaduativfifisurinnielninit nadilifisuriudduwldeaudszmensensssmangy
509 TLYATILN W.1.2556 8OTUA 11 LU W.F.2556 (aoﬂszmﬂ'l,uwnﬁamgl.l,unmi’uﬁ 10 figunu 2556) 1%
’fuﬁ'uqaﬂﬁﬁwaaﬂm:nssumiﬂs:nmﬁﬂ'\m

3.1 Finish product specification™

Test Item USP 35 BP 2013
1. S mdaendagy 90.0 - 115.0% of the L.A. of Norepinephrine 90.0 - 110.0% of the L.A. of Norepinephrine
2. Identification ATIIHN ATINIU
3. Color and clarity ATIWU -
4. Bacterial endotoxins NMT 83.4 USP Endotoxin U/mg of -

Norepinephrine
5. Noradrenalone - NMT 0.12%
6. Adrenaline - NMT 1%
7. pH 3.0-45 3.0-46
8. Sterility AT ATIINIY
9. Volume in container ATITEI ATV
(CRI12) I %// ................ Y muamuenITunI
{y wadozsarl Tnuaenaas) \ )
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3.1 Finish product specification (Gia)
Test Item USP 35 ’ BP 2013
10. Particulate matter ATV AT

- BUMATWIA 2 10 pm
aivAin 6,000 ey
- UMAYWIA 2 25 ym

laivfin 600 aua

3.2 Drug substance specification : Norepinephrine Bitartrate me
Test Item USP-35 BP 2013
1. USinmaasdagy 97.0 - 102.0% of Norepinephrine Bitartrate 98.5 - 101.0% of Norepinephrine Acid
(Calculated on the anhydrous basis) Tartrate (Calculated on the anhydrous
substance)
2. Identification ATIWU ATV
3. Related substances - - Impurity F at 254 nm : NMT 0.1%

- Impurity B, D, E at 280 nm

: for each impurity, NMT 0.1%

- Unspecified impurities at 280 nm

: for each impurity, NMT 0.1%

- Sum of the impurities at 280 nm and

impurity F at 254 nm : NMT 0.3%

4. Specific rotation -10° to -12° (50 mg/mL in water) -
5. Water determination 4.5% to 5.8% 4.5% to 5.8%

6. Residue on ignition NMT 0.1%, from 200 mg -
7. Limit of arterenone NMT 0.2 -
8. Sulfated ash - NMT 0.1%
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I189113N 15 Fenofibrate 160 mg Capsule

ANYITNIAIINIR aUas1BEH

1.3881  Fenofibrate 160 mg Capsule

2. ansasnianaly

2.1 juyy Wweidaunlys dmsusuysznu

2.2 dwdsznay  Usznaudiualen Fenofibrate 160 mg

2.3 MIULVTN mﬁg'luumagﬁl,ﬁmMaﬂﬁ W38 blister pack VJanuuas

2.4 287 - 5:1_4%98'1 FULUIENaUAILFIAYUAZANNLTI TUNAR fuéumq WwfkEe wanaou
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3. amantANmaRa

Namim’aﬁmi’l:ﬁﬂmn’]WLﬁuvthu Finished product specification W&z Drug substance specification 7i
a']ﬂa\ﬁnﬂlsﬂa’ﬁﬂ']sﬂﬂﬂuW]U'Jﬂu ‘5\11@?@7\ L‘lJf_l‘lmamum'mﬂm’ﬂiiumim%'ﬁuawfJ'\ ﬂiwﬂﬁ?ﬂaqﬁqimam
'ﬂﬂuLﬂa’ﬁ(ﬂqSUVﬂ’ﬁa’NaG@aﬂlﬂuﬂUUﬂLﬂUULY]']“SQIV\NFI'J'I nivaNLY]U'UL'YnLL@]Lﬂu‘lﬂ@\qNﬂiwﬂ'}ﬁﬂswﬂﬁqﬂ
aﬂlﬁqﬁma’ﬂ Liﬂ@ 5~1J@|']5'12J] N.¢.2556 M’J‘WY] 11 [ UBUU N.61.2556 (aoﬂiuﬂ’lﬂlui’l’ﬁﬂﬁm’mmn‘hn’m‘n 10
Nﬂu"lf.lu 2556) lﬂmuﬂUﬂaﬂwuﬁﬁJaﬂﬂ%ﬂii&lﬂqiﬂﬁvﬂjﬂiqﬂq gl

3.1 Finish product specification'”

Test ltem USP 35
1. PSunmarendary 90.0 - 110.0% of the L.A. of Fenofibrate
2. ldentification ATI
3. Dissolution Test 1 : dosuaainsazans kiaunin 70% (Q) of the L.A. of Fenofibrate

melu 40 it

nia
Test2: dasuaasnsazanslitasnin 80% (Q) of the L.A. of Fenofibrate
mulu 2 Falusg

nia
Test3: aosugasmsazanslitasndt 80% (Q) of the L.A. of Fenofibrate
malu 30 wifi

4. Uniformity of dosage units | @#373H %

5. Impurities - Fenofibrate related compound B : NMT 0.5%
- Any other individual impurity : NMT 0.2%
- Total impurities : NMT 2.0%

wisdozsat Tnuamaad) \ -
4 y ~
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3.2 Drug substance specification : Fenofibrate "?

Test ltem USP 35

1. YSnmeaendngy 98.0 - 102.0% of the L.A. of Fenofibrate (Dried substance)

2. Identification ATIIHIU

3. Residue on ignition NMT 0.1%

4. Chloride NMT 0.01%

5. Sulfate NMT 0.01%

6. Heavy metals NMT 20 ppm

7. Related substance - (4-Chlorophenyl)(4-hydroxyphenyl) methanone : NMT 0.1%
- 2-{4-(4-Chlorobenzoyl)phenoxy]-2-methylpropanoic acid (fenofibric acid) : NMT 0.1%
- (3RS)-3-[4-(4-Chlorobenzoyl) phenoxy]butan-2-one : NMT 0.1%
- Methyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%
- Ethyl 2-[4-(4-chlorobenzoyl) phenoxy]-2-methyl-propanoate : NMT 0.1%
- (4-Chlorophenyl)[4-(1-methylethoxy) phenyllmethanone : NMT 0.1%
- 1-Methylethyl 2-[[2-[4-(4-chiorobenzoyl)phenoxy]-2-methylpropanoyiloxy}-2-
methylpropanoate : NMT 0.2%
- Any other impurity : NMT 0.1%
- Total impurity : NMT 0.5%

8. Meiting range 79° - 82°

8. Acidity AN

9. Loss on drying NMT 0.5%
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