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()
36 Polyvinyl alcohol + Povidone eye drop (14 mg + 6 mg)/1 ml (0.4 mi) 1vaem 3.58
2 37 Hypromellose + Dextran 70 eye drop (3 mg + 1 mg)/1 ml (0.8 mi) 1968A 450
8.8 NAN Anti-neovascularization agents
1 Verteporfin sterile pwdr 15 mg 1 laues 37,369.22
2 Aflibercept sterile sol 40 mg/ml (0.28 mlivial) 1 laues 34,240.00 1
3 Brolucizumab sterile sol 120 mg/mi {0.23 miAvizl) 1 laues 24,396.00 2
4 Faricimab sterile sol 120 mg/ml (0.22 miivizl) 1 Tauss 32,900.36 2
5 Ranibizumab sterile sol 10 mg/mi {023 mi) 1 laues 32,433.84 1
8.9 n§uu Other ophthalmologicals
1 Acetylcysteine eye drop 50 mg/1 mi {5 mi) 1m8 188.32
2 Ciclosporin eye emulsion 0.5 mg/1 mi (0.4 mi) 1vsen 30.59
3 Ciclosporin eye emulsion § mg/1 rrd (0.3 i) 1988 30.15
4 Diguafosol sodium eye drop 30 mg/t mi (0.8 i) 1 wReR 13.38
5 Diguafosol sodium eye grop 30 mg/t mi {5 mi) 198 167.26
6 Dried protein-free dialysate of calf blood eye geiB3Img/l g(5¢) pRLG 64.20
7 Plrenoxine oye Crop , tabier 0 75 mg « solvent 15 1 naBY 85.60
8 Pirenoxine eys susp 0.05 mg/t il (5 il tvim 51.36
9. nguunanleiy
9.1 nquuN statins
1 Fluvastatin SR tab &0 g 1 uln 21.77
2 Simvastatin tab 10 mg 1wl 0.60
3 Simvastatin b 20 mp 1 uln 0.85
4 Simvastatin tab &0 mg 1 uln 1.50
5 Simvastatin tab 80 mp 1uin 2,70
6 Pravastatin tab 20 mg 14l 10.70
7 Pravastatin tab 40 mg 1 i 11.00
8 Atorvastatin t2b 10 mg 14 3.21 1
9 Atorvastatin tab 20 mg ) 3.21 1
10_Atorvastatin b 40 mg L Bl R G
11 Alorvastatin t2b 80 mg 1 5.00 1
12 Pitavastatin calcium tab 2 mg 11la 14.35 2
13 Pitavastatin calcium t2b 4 mg 1 n 22.70 2
14 Rosuvastatin tab 10 mg 1 in 7.18 1
15 Rosuvastatin tab 20 mg 14l 8.56 1
9.2 &1 Ezetimibe
1 Ezetimibe tab 10 mg 1uln 5.35 1
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Atorvastatin @o mg film-coated tablet

o. Waw1 Atorvastatin calcium &o mg film-coated tablet
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Specifications (USP &m)

®. ldentification

MTIINIY

. YSuuiedfey

Atorvastatin calcium [(C,oHaeFNOedsCal NLT
«&.&% and NMT eo&.0% of the L.A. of

atorvastatin

en. Dissolution
(When more than one Dissolution test is

given, the labeling states the test used only
if Test @ is not used.)

Test @ : NLT go% (Q) of the L.A. of atorvastatin

(CoaHaeFNLO,) is dissolved in @& min

Test o : NLT <&9% (Q) of the L.A. of atorvastatin
(CoaHaaFNLO,) is dissolved in eo min

Test o : NLT @09% (Q) of the L.A. of atorvastatin

(CoeHoeFNLO,) is dissolved in eo min

Test & : NLT @0% (Q) of the L.A. of atorvastatin
(CoeHeeFNLOy) is dissolved in @& min

& Uniformity of dosage units ATII
&.Impurities
&.@ Organic impurities
- Atorvastatin pyrrolidone analog NMT o.¢%
- Atorvastatin related compound H NMT &.0%
- Atorvastatin epoxy pyrrolooxazin o- NMTo.&%
hydroxy analog
- Atorvastatin epoxy pyrrolooxazin e- NMTo.&%
hydroxy analog, if present
- Atorvastatin epoxy THF analog NMT @.0%
- Atorvastatin related compound D NMT o.¢%
- Any other unspecified degradation NMT o.lo
product
- Total degradation products NMT &.0%
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a.la Raw material product (uaastuludiaseiingdv)
AnaNTANIIALla Specifications (USP )
@.Identification pIRUALTATEY
NLT «w.0% and NMT eol.0%
o.USUA8d Ry calculated on the anhydrous and
: solvent-free basis.
on.CONTENT OF PROPYLENE GLYCOL &.@%~e.en%
(if labeled as a propylene glycol solvate)
&. Impurities
&.e Organic impurities Procedure e:
- Atorvastatin related compound A NMT o.m%
(Desfluoro impurity)
- Atorvastatin related compound B (nS,&R Isomer) NMT o.n%
- Atorvastatin related compound C NMT o.n%
(Difluoro impurity)
- Atorvastatin related compound D NMT o.0%
(Epoxide impurity)
- Any other individual impurity NMT o.o%
- Total impurities NMT @.0%
&lo Organic impurities Procedure lo:
- Atorvastatin diamino NMT o.e&%
- Atorvastatin related compound A NMT o.e%
- Atorvastatin related compound B NMT o.en%
- Atorvastatin related compound c NMT o.%
- Atorvastatin e-deoxyhept-lo-enoic acid NMT o.00%
- Atorvastatin related compound H NMT o.e&%
- Atorvastatin epoxy tetrahydrofuran analog NMT o.0&%
- Atorvastatin ethyl ester NMT o.e&%
- Atorvastatin related compound D NMT o. @&%
- Atorvastatin related compound | NMT o.e0&%
- Any other individual impurity NMT o.00%
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AuFNUANIATia Specifications (USP &)

- Total impurities NMT NMT ®.0%

. : NMT o.en% of atorvastatin related
&.Enantiomeric purity

compound E
©.Water determination
® trihydrate form on.&-&.&%
® amorphous or as semicrystalline NMT ©.0%.
NMT ®.0%

® propylene glycol solvate
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