viaTRIs =B} A T®A 25 mg, 5 mg, 10 mg (Y =2 A H| L1 4A)

Norvasc® Tablets 2.5 mg, 5 mg, 10 mg (amlodipine besylate)

oFRu] A ALY (YEUAOEA 25mg ol ) (EP) .............. 3.472 mg
5 mg:

14 (200 mg) =,

U AMAANY (YA RZA 5mg o WD) (EP) coevveeeeve 6.944 mg
10 mg:

174 (400 mg) =,

SR PH| ALY (FEUBFOEA 10mg o ) (EP) ............. 13.889 mg
o ANA EFANF AL S, AR AZS RO A A olEAN I G, ARZFEFAUVER
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H %2353 71Y: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)

H 75 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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H %2353 71Y: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)

B

171 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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H %2353 71Y: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)

B

171 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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3] 714: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
73] 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)

AR d@ rmode] 4717 gokzAE  (PRAISE2) oAl

2o flofat vl Al AR ofskEe] oAl Aolrh gluoli

=]
B,
71 48t tigk Fo: BE ZF antagoniste} mREEA| 2 k=T o]
S

2) ;
s e R AR dojHon, o5 Zxle] i3 AFEH
YA Esdrh 21y uR, old FAELS Foste] Fojglit)

3) dFEE W7l "ol FoE FAE Folm  onkdl dgsiEgol
Hetuez, Fo FA F & dgAstAE FoAste Avole &% 2
FoAzAe Foletal x| FEHE AFsAA 2153 Fogtt

4) adddo] M3 HEUYER S5 AE5E 83k EdAIINTAE a%E
71 4 glok

5) &+ B 7[AAEo] ek F3F
dRUA] A AREAPA FASY B oW dERgOue o[l e
1A S E & AstAI7IA = e o Bt

5 J&z&

1) 4= oA =] oAl dupatekA|, HepxtehAl, ACEA A, 2-§A]1ke]
N AAAA, JERSYAY sy, vz zol=d A9A, A, AT
ditatAler e Al bdatsint

2) AEEFES o]g3 APz E dRudel U, HUES, a3,
A= ERR O] G AR o] S XA B e AS dEFrh

3) AETr2: 2099 A A hAtell A 240 mLe] AgTrok dhETE 10 mgo

S &Fol = dhrUR e ofEstol ol S wA A FShTh. o] AN

dzZrjd el = tiAE 221 CYP3A40 A o] 714 v (genetic polymorphism)
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4)

5)

6)

7)

&3] 71d: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
743 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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3] 714: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
73] 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)

perforatum))ste] WE&Fol= d=yde dFs=s WIANE F 3l
aeng 53 72Ee CYP3A SEAl9 HERAsE 7|z 9@ 1 o] 5o

8) =yl tE GEEd vA= dF

(1) ohE=npiete: olE=vlsetel 80 mgdt ¢EUW 10 mg ohE U
WgTolA olE=ulantEie]l F4 RS stebulEd] o9 Wat

(2)

T ABE A GRUBA} AL PR A BRI
o] W

(6) EfA R T2 o] o} WEFo] Al ElAREF 2] dFEE
UNO VR B ARYFAE A5 W= S A o] of Fof A] Bl R T
dsres RYHEPsa, BAaRgifse Fogs A4 =
Bl R T2 548 3% sof gt

(7) mTOR JAAl: mTOR A A|(ell, A& 5F2, BAZEE] T2, o v =T 2)=
CYP3AS] 7]Ho|t}. h=2r]d2 oFst CYP3A A&lA|o]™, mTOR <A A2}
B85 d2r3e] mTOR A A vt =&S TV 4 gl

(8) Ant=Etel: =rd 10 mgy} AWk~EHE 80 mgel ThI&H W& Fo=
AviaEE GsRo A ek Hlaske]  AMpAEERIS] kEs T7T%HEE
ST AE T dEROAE Folws sl A AvtiElE 1Y Hu Fol &2

o}
20 mg7}A] o] t}.



H %2353 71Y: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)

H 75 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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171 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
171 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)
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3] 714: 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
73] 71 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)

RE6-174 st fhAb 268v5 o] FARe] v H o] A 45wk GRUA 25
mg £+ 5

§3 wE gokio] oAl FAguAY F 8

.?4
mge 19 13 Fol welth olF 4F o gRow FY

F % 9
EE 5 mgg Felwe @A mE gepurk $E7dskel £l

Zashgeh Anas 2718 sle ogAT gz 5 mgel 557)
5 mmHgelil, =293 25 mge 57 g W= 33
mmHgol Atk o] Adwkg& ARlolA e A3} fAFskGlT

ofel o] bdA B FEAY A= FIEA LUtk
3t

A<
s B =
T A we, Ao Ay da ggdaed gid dEyae] A

[ T4
2.5mg: 30 /4
5mg: 30 /58] ~¥, 500 H/H

10 mg: 28 /&5 2] 2~ F

[A 3]
2.5mg: AHF71d87], AL (15-30°C) H .
5mg: 71d8&7], A& (1-30°C) Ht.

10 mg: 7|27, A& (1-25°C) B3},
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53] 7} 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
73] 714 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)

[A}&71%H

2.5mg, 5mg, 10 mg: A ZJd =45 € 36 714

[A] Z=2}H

2.5mg:

Viatris Pharmaceuticals LLC

Road 689 Km 1.9, Vega Baja, Puerto Rico 00693

5mg:
A ZA}:
Viatris Pharmaceuticals (Dalian) Co., Ltd.

No. 22, Daging Road, Economic & Technical Development Zone, Dalian, China

10mg:
AZA (EFYAFTA):
Viatris Pharmaceuticals LLC

Km. 1.9, Road 689, Vega Baja, Puerto Rico 00693

AZA (EF):
Pfizer Manufacturing Deutschland GmbH

Mooswaldallee 1 79108 Freiburg Im Breisgau, Germany

F
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3] 71-2): 2019.02.08 (2.5 mg), 2006.09.06 (5 mg), 2008.12.04 (10 mg)
] 7}2l: 2024.08.30 (2.5 mg), 2024.09.03 (5 mg), 2024.10.07 (10 mg)

Me58A T ATHE 14 HE 155
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