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b, YSuuiedagy «&.0 - @o&.o % of labeled amount o

o.  Uniformity of dosage unit AT unuiiseylu Finished product specification

. Dissolution/ Drug release G\iiﬂmummﬁ'izﬂu Finished product specification
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AMANYULIANIZYBIEN Povidone iodine 0o% &&o ml (ne)

m Povidone iodine solution
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.  Usznaumesien Povidone iodine
. UsT9bunvurlaaiin YuInusTy <o ml
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@. ldentification Test AT
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& pH AT
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AMANYULIANIZYBIEN Povidone iodine scrub o.é% (o)

m Povidone iodine scrub ¢.&%
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. YTunudiendfgy =& - ao% LA. of iodine
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& pH 0.& - o.&
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AUANWULIANIZUBIT Procateral HCl b& mcg. Tablet (lob)

Foen Procateral HCl w¢ mcg. Tablet (ow)
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. Usznaumesien Procateral HCl lo@ mce.
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®. Identification mmshumm?ﬁwﬂu finished product specification
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qmé’nvmzqu&‘umﬂ’l Lactate Ringer’s injection ()

AaaNUANAlY

. @sazatgusiAaniae Ta ludd

. UsENaUsie : per @oo mL.
Sodium (as NaCl and C,HeNaO,,) ob.@-emn.e) MEQ (o@&.0 - me&.o Mg)
Potassium (K equivalent to el.o-em.o mg of KCL) o.a - o.€€ MEq (&b - @e.en Mg)
Calcium (Ca equivalent to eg.o-blb.o mg of CaCly, . b H,0) 0.lo& - o.mo MEq (€.« - ©.0 Mg)
Chloride (Cl as NaCl, KCl, CaCly,.oH,0) @0.m0-00.cx MEQ (moR.0 - €or.o Mg)
Lactate (C,H:O,, equivalent to beo-emmo C,HNaO,) b.o0 - b.een MEQ (Dme.0 - ©oe.0 Mg)

Usgnaume : U eoo ml

Sodium 0b.& - en.e) MEQ (bc&.0 - med.0 Mg) %qag“lugﬂmm NaCl wag C,HeNaO,,
Potassium o.ae - o.€€ MEQ (e b - @sl.m Mg) %mmdaﬁ“u KCl wer.o-nen.o mg

Calcium olb& - o.mo MEQ (e.a - .0 Mg) iaamgaﬁu CaCly, . ® H,O ez.0-bo.0 mg
Chloride ®o.m0-ee.cx MEQ (no&.o - @oc.0 Mg)

Lactate b.p0 - b.céen MEQ (Bme.o - ©oe.0 Mg) %aangaﬁu CyHeNaO,, owo-mamo mg
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<. Sterility test ATIINIUY
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. Heavy metal 1ailAU o.m ppm
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STERILE WATER @ooo ML IRRIGATION. (o)

anuauliAaly
o.msazaeUnAnde la ldd
o.U5eNauMme STERILE WATER U31195 @coo ml
muUTTglunswanain dusuldauien
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. YFunudiendAgy STERILE WATER
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&. Limit of &-hydroxymethylfurfural and Absorbance lsiifiu o.o¢ (e-cm cell at bee nm)

related substances

&. Sterility test ATIINIY
. Bacterial endotoxins m'mthumm?‘iizuiu finished product specification
. Heavy metal l1iifiu 0.000¢& %C (C = g. of dextrose/ml of injection)
. Particulate matter m'mthumm?‘iizuiu finished product specification
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ﬂmﬁﬂwmmawq%aﬂm Streptokinase 1.5 mu powder for injection (emo)

AawTAnlY

o. Hunseunannidednn dmsuie

. Usznaumefign Streptokinase o.¢ mU Tu o Vial

. UITlUNYUEUITEnEaUAINTe uarusTyiusidesiuuas

. aanszyTundn, Wou Demuneny, aaiindn, taanzdousiueliesedaouuunivuzussy
¢. Ttormuudafoulidniuei o- ssrmiwaiBua vuuTTIA eI e TULUTIEN

AuaulANILnAiln
. ldentification test H3IRY
. USuudedegy ®0% - @@e% of the stated potency
. pH 0.6-00.&
«. Sterility test ATIMU
&. Pyrogen test ATINU
. Bacterial endotoxin Less than o.ob IU / @oo IU of Streptokinase activity
e.Streptodornase NMT eo IU of Streptodornase activity/e@oo,0o0 IU of Streptokinase activity
w.Streptolysin #35796UM Finished product specification
«.Related substance Total impurities: NMT &%
Rayluduq
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