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3180130 1 Alprostadil 500 mcg sterile solution Injection
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USP 35

1. USnmdasndngy

90.0 — 115.0% of the L.A. of Alprostadil

Identification

ATIIHH

Bacterial endotoxins

NMT 6 USP Endotoxin U/100 mcg of Alprostadil

2,
3.
4. Sterility
5.
6.

ATV
Water NMT 0.4%
Particulate matter ATIVNIU
-9ue > 10 pm laitfin 6,000/container
-guw1e > 25 pm i 600/container
7. Extractable volume AU
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1.1 1umﬂmmswﬂ~muummm (M8.2 N8.3 o4 uduenTdl)
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1.1.3 lunsdifidusiighandtsang nanods ne4
1.2 ludpadunsdonen ne.1 wia 0.1 PoatTawa AN wsaamuzmaumm'uan'rsmuﬂuﬂmmwmaa
WA TRt wnsawly (finished product specification) nmmaus*mwn'lsmauuuﬂaauﬁ"lmwumu
maau,unLanmsmtmmwmumwaLLrﬂm (8.5) W3 finished product specification Waz/%3a Drug

substance specification
2. 1aNMTTUTBINATFIUNINAALN
2.1 nsdnenuaalwlsanalng wamaoummewnwmoaasmaammmummaﬂmmuv\anmmm
'Jﬁmsvlﬁ'lumswmmwaans*maammsma’u (GMP %3a GMP/PICs) luwunaenfiianaan
22 nsdmiweningrenassana Nwa@maoumtmmwmzmmaasmaqmmmumswaﬂmmu
v\anmmmﬁms‘nﬁlumswammmaaﬂs,mﬁuwam %38 Certificate of pharmaceutical products
3. mtmmwmmaﬂmsqmanwm.maammauaﬂm
3.1 NamwsafﬁLﬂiﬂ:ﬁﬂmwwwﬁmﬁmﬁmam"wﬁm (Certification of analysis) 'lumi'uﬁdal.ﬁud’aazho
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AMENUAMINANAVDS AIprostadll( @

qmanianamaiia USP 35 | T
1. WSnmanendaty 95.0 — 105.0% of Alprostadil
(Calculated on the anhydrous basis)
2. Identification aTUG83T Infrared absorption
3. Water NMT 0.5%
4. Residue on ignition NMT 0.5%
5. Limit of Chromium NMT 0.002%
6. Limit of Rhodium NMT 0.002%

7. Limit of foreign prostaglandins AT
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2. Impurity A = 7-[(1R,28)-2-[(1E,3S)-3-hydroxyoct-1-enyl]-5-oxocyclopent-3-ethyllheptanoic acid (prostaglandin A,)
Impurity B = 7-{2-[(1E,38)-3-hydroxyoct-1-enyl]-5-oxocyclopent-1-enylJheptanoic acid (prostaglandin B,)
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GDP (Good Distribution Practices) lasusaiansnsysznay
7. LANE1TEUY
7.1 FUWILRAINANTANIIAINNAIAIBILN (Stability data)
ad A ' @ A, f P . d4
7.1.1 lunsdldunadsusunannnii 2 9 ssdasdduunnarenanisdnmn Long term stability anufifin
W@ lunzidousnuuaas
d! o ¥ 1 2/ oy ] = Qe Ad
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Qs Qs -4 Qs
YA IAADLANHIUSIANITUUUNIILENFIINIIATD LI AT EN
LazNn M34 /2558
5781150 2 Carvedilol 12.5 mg Tablet

aadsznddswinguanasii 24 .0, 2558

m Carvedilol 12.5 mg Tablet
AnsENANA 1
1. ueude dnsusulsznu
2. 1w 1 e Usznaudlu@len Carvedilol 12.5 mg
3. ysnaluunsagdifivavass wSa blister pack astuuas
4 amnwy - Haen FIUlIzNaUAILFIAYUAZAIAULTI TUNER 'S'u?:umq \UinGe uaztanadnud U
lathsfarauunussysiont ,
- uuumamqﬁauﬁmszq%am fulsEnaua @AY AT fuguawq uazLavfinae
AMANTAMIINAKA o

AMENLANINALA USP 35
1. ﬂ?mmﬁ"amﬁ'lﬁ‘m 90.0 - 110.0% of the L.A. of Carvedilol
2. Identification AT
3. Dissolution waaan1sazanslaittaenin 80%(Q) of the L.A. of Carvedilol 14 30 wh#i
4. Uniformity of dosage units ATITU
5. Related compounds By Liguid chromatography
- Any individual specified or unspecified impurity : NMT 0.2%
- Total impurities : NMT 1.0%
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1.1.2 lunsdifdusiduiemsutioussy wanetis ne.3
1.1.3 lunsdinidusnddhandrsdszing wunsds nod
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1.2 ludaatunzidone ne1 wis 0.1 v0senfiauasen wibunuasduamitamsnuguammnuas
waanmsieuAdunzifionld (finished product specification) mrﬁﬁagszmwmstﬂﬁvuuﬂmun"lmw‘i'mﬁu
TADILUVIBNRITEFUMIMNENEMTVaUT L (8.5) W W3BY finished product specification waz/m3a Drug
substance specification
2. LlaNENITUTINATFIRNSHEALN

2.1 nadinienudalwsanalng ArAadpIl InmMnmhi§aTusennaspwmE asnenuna NIt
“aﬁmsﬁﬁ'lumswﬁﬂmmaanszm‘nmmsmqﬂl (GMP %38 GMP/PICs) lumanasnfilanan
2.2 nsdidweingrenarodsana Hriadsdidiunmwienilifefussanasgunsuiaeany
wa"nmm«ﬁ%ﬁmsﬁﬁlumw§mmmaaﬂsf:mm§w§m %38 Certificate of pharmaceutical products
3. mﬁm‘ua@Taatﬂumﬁn%ﬂ’mﬂug{wﬁw?aQuwuﬁwuﬂwzn ( LRAILBNATILTY)
4. ﬁummwmmanmsqmﬁnmm:maamﬁ!,auaﬁm
4.1 HANMIATINATIER M HREATTATYa NG (Certification of analysis) 'lums;uﬁa’otﬂuﬁ"mtm
42 Namwsaﬁmﬂ:ﬁqmmwi'mqﬁu (Raw material)maw‘i‘amﬁwn"mﬁ‘l'ﬁ"l.unwwﬁmn vﬁmaag{wﬁwm uaz
cjwﬁwi’mqﬁuﬁl,ﬂujwﬁmﬁ'u uaztﬁmfmﬁﬂ'aﬁ'mnc-’f'zazha?;da (UWHANBNFITTUTBI) FDILRAINIIATI

L e X
Carvedilol 3% o

AMANLANIIIMATA USP 35
1. PSudndrey 98.0 - 102.0% of Carvedilol (dried basis)
2. Identification AT
3. 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%

4. Heavy metals NMT 10 ppm.
5. Loss on drying NMT 0.5%
6. Residue on ignition NMT 0.1%
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7. 1lanEsaug
7.1 SUWIEAINANSANINANUAIAITBILN (Stability data)
7.1.1 lunsdidunadougnanannniy 2 9 sxdasddiunnmenonansdnmn Long term stability auf
dwRndulunzdonnanuans _
7.1.2 lunsdidunadousnantosni 2 § wdasddnnmionansdnmnanunssavssamuion
wudnlunafoneuuans wazldsunmeasnasisasenasnnglisunavasuiun
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5180150 3 lodixanol 320 mg lodine/mL, 50 mL injection
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#azn lodixanol 320 mg lodine/mL, 50 mL injection

amantanalyl

& IS A A :
1. Lﬂumia:mﬂﬂ‘ﬂﬂmm‘nﬂa vl&luamamaaoaau

N

1u 1 mL dsznaudasdaen lodixanol 652 mg fisuyanulaladin 320 mg lifimsnwdsidudiudszney

w

ussq'lum’nu:msa‘mﬁ(ﬂﬂﬁﬂmm‘faﬁﬂaﬁﬂ 270U type | nIavraWaa@nTHa polypropylene uas
Uﬁgn”m‘ﬁﬁaan"uLLao

4. amnsey - Faen FUUTZNELURILIE A YUITATWNI TUNER 1”u§umq \vfinde waziaamsdion
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AMENTANIINARA

AMANTANWIMARA USP 35
1. YSnmdaendragy 95.0 - 105.0% of the L.A. of lodixanol
2. ldentification test ATIHU
3.phH 68-7.7
4. Bacterial endotoxins NMT 0.2 USP Endotoxin Uit / 50 mg of iodine
5. Osmolarity 270 - 310 mOsmol / kg
6. Particulate matter AU

-2u1@ 2 10 pm Wifiu 6,000/container

- UuI@ 2 25 pm Wfiu 600/container

7. Volume in container ATIWY
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%
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1.1 lunsdidueniindelusznelng nanefs ne.2
1.1.2 1un5tﬁﬁl.ﬂummL'LTWLﬁiammﬁoussq nnaie ne.3
1.1.3 lunsdiimdugindrandnsszmg wanefs ne.4
1.2 ludadunzifouen ne.1 wia 0.1 vesnfiiauamen WibuseazlduaaTan1InILRU NN
Hiaeanu AT unzuiowly (finished product specification) nst’ﬁﬁ‘agjszwhamsnﬁﬁuuuﬂmufﬂmﬁuLﬁu
WHTIUUULBNFITENWININTEMSTALT T (81.5) NIN3BY finished product specification Laz/"38 Drug
substance specification
2. LBNENTIUIBINNITINMINE AL
21 nsdfigmaalulsanelng AriadasldunmwdeniiiesusaanesunTIREatnauna NN
3'ﬁ'msﬁ‘ﬁ1umsw§mmmmnszmwmmsmqm (GMP w38 GMP/PICs) lunuaefiiauatny
2.2 ns@dweningroinddsana Hriadasiidumnmwiioniifesusasnasunisndasiana
wé’nLﬂmfﬁ"iﬁmsﬁﬁlummﬁmmmaaﬂizmmjwﬁm %30 Certificate of pharmaceutical products
3. t«’i’ummwmmanmsqma"nvm:maamﬁ:muaﬂm
3.1 nanIanIle RN INNR AR YDA EKER (Certification of analysis) 'lumjuﬁd\nﬂu@ﬁaam‘lums
Lauamummjwﬁw?amnummwuﬁnsmnammsmqm%’mm
3.2 WaMIATII iR IWIAnAL (Raw material) vasdamndagfildlunmsuiagn waaotjnﬁmm
ua:;jwﬁmi’mqﬁuﬁLﬂus;utﬁﬂ'zn"u uamﬁwimﬁmﬁ'umﬁ"aazi'wﬁaia (UEAIIBNANIIIVIDI ) ABIURAINITATIV

o X12
lodixanol @31

AmaNtAMIINARA

USP 35

1. YInmeandngy

98.6 - 101.0% of lodixanol (anhydrous basis)

2. ldentification

AT

3. Specific rotation

-0.5° fia +0.5°

4. Microbial enumeration

tests/specified microorganisms

NMT 100 cfulg

5. Water NMT 4%
6. Heavy metals NMT 0.001%
7. Limit of free aromatic amine NMT 0.05%

8. Limit of free lodine

NMT 10 mcg of iodine/g

9 Limit of lonic compounds

NMT 0.02%, as NaCl

10. Limit of Calcium

NMT 5 mcglg

and methoxyethanol

11. Limit of Methanol, isopropyl alcohol,

For each : NMT 50 mcg/g
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AnANLANIIINARA USP 35

13. Impurities lohexol related compound B : 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 invidual unspecified related compound : NMT 0.2%
Total unspecified related compounds : NMT 0.5%
Total impurities : NMT 1.5%
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1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. Identification ATIHU

3. Acidity or alkalinity 6.8-75
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6. Particulate matter A3HU
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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 ATIINY

4. pH 68-75

5. Streptodornase NMT 10 IU of Streptodornase activity/100,000 IU of Streptokinase
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6. Streptolysin AT U 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 acﬁvity
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