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AS K| Q=0 ZOjAO|LE HAAIO| HES FOiSH &, 52 AtAQ|
{5 HEYF WM =5 7IYE Ad=E50| HES THOjsict dZE52
O|orE TLOf H|- 81t ZH|H|0f| OFEl S =715t XS H 2 2 AH[XHO| A MBS
TS, E¥0| Ql= BHAtE O] 2.5 H|2S XHH| 2 S EH|of st}

MU 2lerEel 29, PBME0| 2| of7t Qo Hds T
W20 2AS| =40 HiZ HEEICH MatM 2tAhs 2 5| HE = H2

HIES AtH| 522 X[=5HA =t

1% 601 M HEE 7250l 95 T 90|, 2t O[S TARX I K B3
ME[AO mat E7bEQI OHEl, MH[A HE, F= 44EE £
H2e|7|E i, ZOjAtol HS MH|A, Hi o] g3
xIbs 0l QI8 eSOl EXf
MH|A HI82 WACOILE 7|EF AjH[A

H
FOE|7| WEO| EAl 47HE 2 W Z4HEet Ro[7F 2Rt

7OFtL|Of, “XtH| 24 8l 2 &
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0T A QJOFEE TASIRR, YA 7 BAT BEE AN PEZ Qe BA F|of MY
A2l0] BHOICL MZAE 4B MYS 2Uoh Lt 50 WA A F4 27 A%, 27N 13
A 58 BES| ZES|O} BCh 023 948 T O[HHCIY 7H 4R ofLj2t 50T
BTl O|%FE FAIZ 7HS5 o101, B 0|F AIRM SBHY WE HE 4 U Aol

2.2 0| FDA(US Food and Drug Administration; O] = 4| Z0|2FX) 591 HEX}

Ol= FDA= O|= 2 7S X| 5 (Department of Health and Human Services)
AMSE 7|Bo 2, oIHE, dEst MA A oz 7|7|9 odd, frd U
|2t0|Ct. FDA= 2|EE0| O/ A|ZO

o=
20142 BEE 35 27 7
SAIE7] MOl ¥ BES SZAI7I7| S8 FHSlon FuHe U

FDAOl= Q|fZEo| At S22 EEdte 2749 Fa 7|20 UACH
(1) CDER (Center for Drug Evaluation and Research; 2| 2= 7} A 1 M E{)18,
(2) CBER (Center for Biologics Evaluation and Research;
M S| K| H 7ol L MIE{).1* CDERE XN 2X} 2tehE 0t UHE O/ 2%FZ (Over the
counter, OTC), 2|1 &8 HEst HAMHEE 2A|

$H, AEE
R, SFQIRL, ALOIET}l) MAFS S0 RIFBICL, HHBI, CBERS

Eq_l—'—E — O = —

YUMo = BiAl Wl Ol HH K F, MZ X FHX X E2H SO [AdES
=otot W23 MK el 5212 AI$HCH CBERIF CDER2 25 M E3 N M E
AL 2 SQI5IR|E, HE RYECE F "It 7|#E LE £ UL XAEE
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MO
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=

H(of: CHE 2 gN)= YetM o2 CDERO| FAISIH, CHE ME3}
10 K| X|)= CBERO| T#H|StC}.

=
=
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'8 Center for Biologics Evaluation and Research, “Center for Drug Evaluation and Research (CDER).”
' “Center for Biologics Evaluation and Research (CBER).”




AME, QUE, Y ES Al L5567 /st 7|28 2l 'Federal Food, Drug,

U4E, AYEY )= MEXA dgE, L7
HEIOIE 52 22[5ts MR, THYS Rl 37t lAF M = 7h EX|BtC}.20
Utk M2k (New Chemical Entity, NCE)2 505(b)(1), 7ZH& 4122 505(b)(2),
J2|1 H 22 505() 517t AL HI =& S% MAL S 50 HAL7}L o] R0 EiCt,
MEXH &7} M=& Public Health Service Act(m= 3FEZAAHAH)9
THE 2 Hio| X2 (Biologics License Application)2 351(a)Z,
HIO| 2 A|UB{ = 351(k)2 MAF X SOIEICt.

8 7USFDA HT U X A=

Food, Drug & Cosmetics Act Public Health Service Act
Abbreviated Biologic Biologics Price
New Drug Application New Drug License Competition &
(NDA) Application Application Innovation Act
(ANDA) (BLA) (BPCI)
505(b)(1) | | S05(b)2) 505(j) 351(a) 351(k)
Originators Products Generics Originator Biosimilars
closely biologics
related to
innovators

New Drug Application (NDA) - A2k & 7} A1

505(b)(1)
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20 Office of the Commissioner, “Federal Food, Drug, and Cosmetic Act (FD&C Act).”
21 Klein et al., “A Pragmatic Regulatory Approach for Complex Generics through the U.S. FDA 505(j) or 505(b)(2) Approval Pathways.”
22 FDA, “Engaging with the FDA During New Drug Development Glossary”; FDA, “CFR - Code of Federal Regulations Title 21.”




505(b)(2)

o|otE ol HIo|H X EHE FEH = 2 9¢ MESH=
M Zo|Ct HolH= 7| MEE &7t 240|Lt E= Y& A HOo|H7t & =
ULCL O] M= MERZ MY, 80 EE 5 7|E 2UYES /& 4=
XtF AR EICE 505(b)(2) 22| a4l 0|2 7|& HIO|HE EEUEMN
o|0] =W HFE S5 ZR7t g0, QUE /Yol AlZtnt HES IA
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505(j)

505(j)) A== ANDA(Abbreviated New Drug Application; 24l AlQF &7t
Ay d22e LajX Qoo MU 2 oetEo| 5012 98 &7} HI=o|Ct.
0| Z2& HMU|& 2|2Z0| Reference Listed Drug(CH =)t MESHX o =2

SSotal WK 0| 8&E0| S LotLte AS 50| S &= Z20|CH ANDA

ot =Yt Ao = X35, BE(Bioequivalence; ‘d

BA(Bioavailability; ‘44| O|&&)0AM YEtEo= {Fo|O|st X}O|7t

Ag
=
|'||'

QICHT YEsof BChas U JiY o[ =T} &2 HL0|E BEBA HPE
MO AT AR SH01517| 9UsH FDAIC| =08 HRET|E
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Biologics License Application (BLA) - 4 EX|H| &{7} AH

351(a)**

ZLHO MY N Y HOIHE 27 €7 Y=< M= d=H 7l
HMZOA DY Q7] =0 &8 B0 = M= 28 RMSHA dEsof

g == UCH

2 Center for Biologics Evaluation and Research, “Bioequivalence Studies With Pharmacokinetic Endpoints for Drugs Submitted Under
an Abbreviated New Drug Application.”
2 FDA, “Reference Product Exclusivity for Biological Products Filed Under Section 351(a) of the PHS Act.”




351(k)>

Over The Counter(OTC, 22|

351(k) 517t XM == HIO| 2 A|H2{2| F5 5{7}0f| ALE &I L. HO| AR 2=
0

RE|X|E oIS EM TAXH 75X 22 0|2 S Al(highly similar)8t 2| 2 =
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A\
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A Aol Eode S0k Chet MU2l oftEat Ha|, HiolA| 2=
HESN 54042 ZHSE A2 BE X3TS S¢S = glen,
U Ay A 8 3ehHE2 8ol =Y HO|HE 2|4 (Extrapolation)
SO0 B E M35 2 52 Wa = ULH 2 =71 Ao 24U 23} 7ts57d0]
EXH B}

OTC 2%&E 37t ME=& ZEte|ofF0| MY §l0| Atgoi= 2tHstn

o
giatH0|2s BES ot7] fldl 24 T2 42 OTC Bz

T AL
FEQ AU o[ Z {7t MH BAE Sot 422 LIELDH R BN 2= OTC
Monograph Pathway(OTC 2= 2= Z2)0|H, & HIj A2 = 7|50l 22

-_

NDA, ANDAE M2t SE5H= Drug registration-to-OTC(§ 5 & &l
O|otE T2t &7t M =7F EXHBHCY.

OTC MonographE %t Y4t o|%E S5

O|%E R E IHHS S¢ Ut oJFE S0 FRE CHE Z20f bl
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dUH22 OTC 2l&Fe AlE TYol § Hrf.
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rir

OTC Monograph
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% Franklin, “Biosimilar and Interchangeable Products: The U.S. FDA Perspective.”

% Research, “Drug Application Process for Nonprescription Drugs.”

2 Center for Drug Evaluation and Research, “OTC Drug Review Process | OTC Drug Monographs.”
2 Center for Food Safety and Applied Nutrition, “Generally Recognized as Safe (GRAS).”
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30 Research, “Prescription-to-Nonprescription (Rx-to-OTC) Switches.”

2 Research, “Drug Application Process for Nonprescription Drugs.”
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31 Office of the Commissioner, “Biosimilar and Interchangeable Biologics”; Boehm et al., “Development of the Generic Drug Industry in
the US after the Hatch-Waxman Act of 1984.”

32 FDA, “Prescribing Interchangeable Products.”

33 FDA, “FDA Updates Guidance on Interchangeability.”
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112 8 NDC Q] X35
© X NDC ZE H|A|

Labeler
Code
4 Digits

oM Xy 2202

e e
o

OF
=

SROA FOlE = E2 HIE &5 MEL 25t ?
42E

o|o%FE HO| 0f2ie HLE Exjeict

—

L National Drug Code (NDC)

ojotZo| 22§ RE5 E FDASl FHE WECL FDAE O[%E0]
SHHSt 2bHOo|H HAESHA 2RO UA=XKE 2ToH7| fIs TA
HEE ASeL AYF2S ZFE, Al2lg Hsm, CHE 2t Jid
= 7tQ|AZF(NDC) ZE7F ROl EC A AN S8 A= NDC=
90,0007 7 ‘H=Ct.34

o HZ 0|4 NDC ZE M|#|

Product Package

Code Code Labeler Product Package

4 Digits 2 Digits Code Code Code

6 Digits 4 Digits 2 Digits

7/ N
NDC \6789 -

v
6789 - 00
\ /

o.m i

NDC 012345 - 6789 - 00

Pfizer
Consumer
Healthcare

NDC 8| =X
1. M =AKLabeler)

2. HE(Product) I E

3. =X (Package) ZE

379 #&Ee

\_I_/

N——— N

Advil 24 tablets
1 bottle
2 fdErn
E: X AW =Xt= FDA Off 2|3} 2F |0 2t e{(M =AL M ZFH AL §)8 HETHTt
F UM =Xt= £ Q4E0| 8, 82 et
M W =At= ZEO| 37| A S Tt

=7to|etE T E(NDC)= O/=0|M AHBE= O[UE HE ME AMEXE
{3 10K2| = 1142 X2 O|FO{ X QUCH O =X AEE= 3712
22E X2 £ YO MEALZRE HE IS, X AEZ L O QUCH
Ol RE & 2E X 3 it o|ofF b0 M =olgt 4= ULt K| ZAf(Labeler)
IAE= FDARRH 2OEO, HE X ZT IAEe HEAZE oz
£0{otCt 36 FDA= NDC C|EE2|0| NDC HZE SAsta U0, Ehoj
WAL 2ol BE o S LS =Eotct Eof JHA| 20| Oj2f ERE ST /o

34 HDA Foundation, “HDA Research Foundation 2023 Factbook.”
% Center for Drug Evaluation and Research, “Proposed Rule on Revising the National Drug Code Format.”
3 Center for Drug Evaluation and Research, “National Drug Code Directory.”




US B MZ0| o 7HAl LA HOf| FEE= AS Y=L

o7 A 2 M E= NDC CIRELZ|0] SA7t 7HSOHA| T ST =
Ol E0ll LSt FDAS| S 215 FAISHHE A2 OFL|L} ot 2E 2|9FF 0| NDC
CIMEZ|of SMEl= A2 OtLILE oeos S= 2%E, Y MA

RELR il oYE, 5 ME S0 AL

Z 2 0l= AZo MR E TESHE S0 S0LIEM 25 7SS NDC
7t 2EE A2 2 0|50, FDAE NDC ZEE 9X| S22 A8
10, 11At2| O M 12Xt2| =XH2 Bl HA 02 A HMAS M HSHRACEY B At
HAZE 203340 2E UZ 75T NDC ZEZH ATIE Zo2 ofaEn
UCH M 22 FDA H 10| [2tA NDCE M ZEA R E 671 XL ME 2 E 470
=X, 7K BE 270 =X}, T 6-4-2 HA(12K2))22 BAE A=

Off & &l Ct.

Case Study : §0|2}2| Ctgt NDC38

FE[ALHaH
Rheumatoid Arthritis (RA)
Ankylosing Spondylitis (AS)
Uveitis (UV)
Juvenile Idiopathic Arthritis (JIA)

Common Package

Ast|Limt Qb b\/|e

Plaque psoriasis (Ps) Crohn's Disease (CD)
Psoriatic Arthritis (PsA) Ulcerative Colitis (UC)

Hidradenitis Suppurativa (HS) J H U M I RA

adalimumab

0074-0554-02 HUMIRA Pen Carton - 40 mg/0.4mL E$ (FOIEIALNL}, TR0 AS7(L2
0074-0124-02 HUMIRA Pen Carton — 80 mg/0.8 mL 5 (ROE[AL2E TR0}, Aot7(fat
0074-0243-02 Prefilled Syringe Carton— 40 mg/0.4mL LDE (FOEAU, TR ADE (LR}
0074-0616-02 Prefilled Syringe Carton— 20 mg/0.2mL FOE|ALRE, A2 (L2t
0074-0817-02 Prefilled Syringe Carton— 10 mg/0.1 mL S0fE| AL}, ASE7 Lo}

Starter Packs

NDC code HUMIRA Packaging

il

0o
Ol

0074-0554-04 HUMIRA Pen 40 mg/0.4 mL— Starter Package (ROME[A) ol (DR A or HAUd 3hs shdyd
0074-1539-03 HUMIRA Pen 80 mg/0.8 mL and 40 mg/0.4mL - Starter Package (ROE|A) ZZofd, (TR0 7M or §aE ot=sdd ohg
0074-0554-06 HUMIRA Pen 40 mg/0.4 mL - Starter Package (ROME[A) Bhsd SHAY, (A317[LHT) 228, H2d CHEE
0074-0124-03 HUMIRA Pen 80 mg/0.8 mL - Starter Package (ROE|A) ot=d odd, (a2t7|UTt) 22E, Hehd chad
0074-0124-04 HUMIRA Pen 80 mg/0.8 mL Starter Pack (A2E7 (L) AOf HYd CHESE
0074-2540-03 HUMIRA Prefilled Syringe 80 mg/0.8 mL Starter Package (Azt7|Lfup) 2of 228
0074-0067-02 HUMIRA Prefilled Syringe 80 mg/0.8 mL and 40 mg/0.4 mL Starter Package (A2t7|Lizt) 40t 329
S [ = 5t i ol=E xS & = = C=
RO[2h= 1702 S0 Chyst =3 THelS0| A, 2t etz By FFE 93 44 OE NDC ZEE
o o
S8RH AL, 2 35 Y& Starter Pack®| NDC7t CHELCE 7t El 23

FOjottt AHE Z=HHo)| O 5
A

X
85 Ottt 28 BHel8 23 7Y

37 Center for Drug Evaluation and Research, “Proposed Rule on Revising the National Drug Code Format.”
% HUMIRA, “Guide to Billing and Coding.”




2.4 State License(T'8

)

| =0l A 2|2FE Ol E 517| fIsi A= FE H5{(State License)E SO}
St= 10| EXfeHh FRISks AL et 2HOLoF St F BHE ZSF/LE
F7b HEtE = AUCH O FOo|M= SHLEe| (AL OB ALY HFE
MESH= ZRE UL, T Ol¢o| EEol 5010| Hast 4Rk EXfoHot
IAE FH7IE 2| floh ALY S HOj HZE FH, RS RES TEEHLE
s MEdG HeTt QICk o] 2E 12 O/F LW AgentE 1 25t0]
S, dEMo=z A ML Y 2 FE ©Oj HSE

State LicenseE ¢t AtY 2F = 1) MZA(Manufacturer), 2) F&At

(Distributor), 3) 7t M ZAh(Virtual manufacturer), 4) 7t& & At(Virtual

Distributor), 5) 3Xt &5 2H|(3rd party logistics provider) 0| Z=X{$tC} 39
HzZALSl 2 M o, 2lz 7|7|, YLEo|YF(0TC), =z 294F,
OretR, MES2 Fedte 2AME g = AUCL HEAZE xHEY RS
Do mel Zast F 3{7te| =7t HEtX| 7|2 BHot O & S0, 2|AL S
FEAE AKX %10 QUZES Y RSY BF 48712 FoM 5010]
Zasiy, Mol Hast o|77|7|Y B2 3671 FO|M SQ10| ERDIC}0
A S O HE RYE, 7e ZEO| M2t BHE Solof St= F =7t
CH27|= StLt, gEtd o2 13| FEol FH| 7|70 Hasin F=a HEit=

» 0-37HEY:HOol HE T MF HEXHex: B AR S)E MY
3 - 6 70¥Y: State License Agent & HM™stD 0|7 ©olo| MU=
Z(Home/domicile State)0i| T 417 Tl (TAH 40 352 4% SA Mot
55)
6 - 9 7 &: Home/domicile State 0| A 5 210| |0, LI X| =0 M B ME N E.
9-12 7HE: LIHX| F0| M HME MESHH, 27| HAE@4-6 F), A HEGB4 F),
T HdE@4-6 F), A AR E2), AT 52, B =10 YY)

EXE SOl TA A 2HE2 [0 90 20| 2.

%9 Board of Pharmacy, “Manufacturer, Wholesaler, Distributor, Broker | NH Office of Professional Licensure and Certification”; Bureau of
Professional Licensing, “Michigan Wholesale Distributor Licensing Guide”; May, “State Drug Licensing for Virtual Manufacturers.”

4 PHARMA SOLUTIONS, “State Agency Directory.”
41 Complete Compliance Solutions LLC, “State Drug Distribution Licensing for OTC & Rx Distributors.”
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20224 O|= =9 IE2 & 6,360 HHZ, 2021EH0] H|sH 9.5%
ML 2H Y 222 TN 0iEQ| 70.4%(4,4779 ZE)E AKX FHoH,
2H Y B2 29.6%(1883< E2{)E AL ZH M= RH F&
OF=1(40.4%) W KOl 24=(38.9%)0| 7tE 2 HIES AHX|3a, H 2
FE0M= 224 (62.4%)0t HAY HRA(19.8%)0] 7tF 2 HSS

KpRIZACL.

H 11 NN 76| 02| 0§ =(2021-2022)%¢

s= 2021 1= AE Wz 2022 0f = = I
(Mo =) (Mo =)

2EIY (HHI) $404.6 69.7% $447.7 70.4%
A 2l(Chain) 2= $160.8 39.7% $174.0 38.9%
2™ FZ(Mail Order) 2= $159.9 39.5% $180.8 40.4%
= &l (Independent) 2= $52.6 13.0% $57.8 12.9%

X| < (Regional)/4| 2 & (Food Stores) 2= $31.3 7.7% $35.1 7.8%
HI2[EIY (FIH]) $176.2 30.3% $188.3 29.6%
£2|4 (Clinics & Infusion Centers $106.1 60.2% $117.5 62.4%
H| S8 | (Non-Federal Hospital) $39.6 22.5% $37.3 19.8%
7| 2t¥ ek=(Long-Term Care) $15.4 8.8% $16.8 8.9%
HMO(Health Maintenance Organization $2.5 1.4% $2.6 1.4%
7td AL 2| (Home Health Care) $8.7 5.0% $10.1 5.4%
et Al (Federal Facilities) $2.7 1.5% $2.6 1.4%
32| 7|Et $1.2 0.7% $1.3 0.7%
&= $580.8 100.0% $636.0 100.0%

8 HDA Foundation, “HDA Research Foundation 2023 Factbook.”
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%10 F2 2|HY ZHXE §E4%
i o= Xy Ps FIES pNESES
5 £4 =) (7hy (& A=)
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8 NABP, “Model Pharmacy Act/Rules.”
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8 CMS, “NHE Fact Sheet | CMS.”
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Rituximab Rituxan Genentech, Inc. 1997-11-26 2016-09 2017-06
Trastuzumab Herceptin Genentech, Inc. 1998-09-25 2019-06 2019-02
Tocilizumab Actemra Genentech, Inc. 2010-01-08 2015-12 2013-10
belimumab Benlysta GlaxoSmithKline 2011-03-09 2025-03 2017-07
daratumumab Darzalex Janssen Biotech, 2015-11-16 2027-12 2020-05
vedolizumab Entyvio Takeda Pharmaceuticals 2014-05-20 2026 (oll&f) 2023-09
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250 LX| 7t BStEICE PTAB 2| ZH2 Tadh 4= oM, 0|2 Qg £ #42| 7|2H0| S HEE 5
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223 \WIPO, “An International Guide to Patent Case Management for Judges.”
224 Rothschild, “Inter Partes Review.”

225 Rothschild, “Post-Grant Review.”

226 Rothschild, “Ex Parte Reexamination.”
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% 34 Paralv HIEEH 52 =7} 2016-20232%

0 ZTolE

O A ej2tE

N o s =2 . o= [ o|Aat ae|
H 27 Para IV 91 X[ 52l 2016-2023228
REo%E BREY FAHH|/Hlo| 2
o o & N N HNiE N N Mz
# D3|Ab DAL 27} N DA DAL 27} | # 23|AL Q3|A} 27} N
M o 0
1 Teva Israel 89 Teva Israel 64 1 Fresenius Germany 28
2 Viatris USA 42 Viatris USA 26 2 Teva Israel 9
Sun . Sun )
3 India 41 India 21 3 Apotex Canada 8
Pharma Pharma
4 Amneal USA 33 Zydus India 20 Viatris USA 7
5 Zydus India 28 Endo USA 19 5 Intas India 7
Dr.
6 | Fresenius Germany 28 Amneal USA 19 6 India 6
Reddy's
7 Endo USA 28 Aurobindo India 18 7 Nexus USA 5
e HMZAE2 478 N oUE AFOAM XHiFQ L[X|E
XpX[SED QUL O]= 3 Al ViatrisE Q=0 4Es F29| API M= A|ES
2910 ool Hlg HeHel Mt 52 B83ln ULt Tevas 78
IEH FE0M 7MY B2 HAE NUE ZEEL|RE B/l 2L, 22
R A7 A 9 S0 AeE Cha Zar

227 Center for Drug Evaluation and Research, “ANDA (Generic) Drug Approvals - Previous Years.”
228 Center for Drug Evaluation and Research.




H 28 Para IV 2|AHE 521 2016-202322°

229 Center for Drug Evaluation and Research.

LE|AL Ej;:f 2016 | 2017 | 2018 | 2019 | 2020 | 2021 | 2022 | 2023 | Sum
1 Teva Pharmaceuticals Israel n 14 15 15 9 8 9 8 89
2 Viatris USA 9 6 8 9 2 2 3 3 42
3 Sun Phar.m.a Industries India 5 4 6 8 4 7 5 5 41
Limited
4 Amneal Pharmaceuticals USA 2 3 6 7 2 2 4 7 33
5 Zydus Cadila India 0 5 3 3 0 6 7 4 28
6 Fresenius SE & Co. KGaA EU 2 1 4 2 5 7 7 0 28
7 Endo International plc USA 5 6 2 7 0 4 2 2 28
8 Apotex Canada 3 2 1 1 2 4 8 7 28
9 Aurobindo Pharma India 3 7 6 1 1 1 3 5 27
- Others - 33 32 48 54 47 52 62 49 377
SUM 73 80 99 107 72 93 107 90 721
FAH A 2E20Mes 247t CHE 0| LIEFHCE  Fresenius

Pharmaceuticals, Teva, Apotex, 12|10 Viatris Z2 3|AFS0| &2 HIES
d78 ™M AlEo| Hsk
i

SH AZEE FALA




Case Study: 21 =2| Sun Pharma 2| M| | 2] T 2F & A{230

= A Ol 20|/ 0|2 AP A S A K| Fo 0|3 [
=0 § (2023) & 74% HH ZEZ2|2 Hef

2023Lﬁ24 $J(DHQ”HIM . 0|2 L3R HAE HU=IS B0 HIS
pHARMA PRI (ANDA)574, (NDA) 497} 55| ISl DR Cie HAE K2 S

T & o i i=]

» L|X| 2|OFE S0FEIZS (1] 2Had A £ H|U|2] X £|C)

** 16~239 HAE L2 FIE =24

B ) B A SN BEH
DE DAE {4 I} (DermalTopical) HAE |42 4+ ,
Py 231 YT e = G FDAC| STHANDAS747H2 B2 2| H|H| 2 M| & &t
_-- BEEETEETEEN . SwEelEU e R A HOE oIe ER ARl SER 72
Teva o|~2}d 89 1 Sun Pharma ol 14 » KER L AR Ol MARIS 225101 712 2Bt st
2 Viatris o= 42 2 Teva ojlAztd 11
3 Sun Pharma ol 41 3 Perrigo o|Aztd 8 H2HC X ®ak
4 Amneal o)1= 33 4 Viatris o= 4 - £2EHC Al HaxoR AEnele
5  ZydusCadia Qe 28 5 Tolmar 013 3 = 505(p)2E &t BT
6 Fresenius =4 28 6 Padagis o= 3 * AT DHAHASHILUMYASS| LT ENZ S ST

Sun Pharma £ Q&= W 7k 2 HMef2|AIZ Ol= MUE AF0AME 4 M2 271 2 =|A0|H,
0= 2tHl AFRH 2023 & 7|& 24 =RQ| OfES WO Ol= WoME Z+ SFF 2T O 2t LIX|

=OFQl mF 2 Feto] Eotn e, 0|5 D& MY 2|9%F FOFo|A 2 M2 MY 0| BCt

2% Sun Pharmaceutical Industries Limited, “Annual Report 2023-2024.”
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271 Vendor Support Center, “MAS and VA FSS Industrial Funding Fee (IFF) Rates.”
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274 \lendor Support Center, “MAS and VA FSS Industrial Funding Fee (IFF) Rates.”

275 McKesson Corporation, “McKesson Selected by Department of Veterans Affairs as Prime Pharmaceutical Provider.”

278 \Jeterans Affairs, “Office of Procurement, Acquisition and Logistics (OPAL).”

277 CMS, “Part D Information for Pharmaceutical Manufacturers | CMS”; Global Pharma Market LLC and Edgar Sanchez Palacios, “Self-
Analysis 2023.”
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O|¥Eoz ERL|X| Qe HZ A HEX EsHEIC 20234 71 2 OTC

ZiH2l= 48 257 #d MEO: 71&/H7)eE T 1169 2,100%¢
S E 7IEstH A2l 27%E KX|RLE 1 2o TSN (=8 =5 X
71Et &3 23t MEO| 499 1,600% Fa(11%), X120 369 4,100%
SR B%ZE TAH 0O/= OTC Tojel FQ H|ESE XpXA|YUCL 2023 THojZ

JIEo2 ME 37| HEO| 129 1,9002F 7§, X[2f0| 7 1,400%+ 7,

ZEH7E 69 9,500%F 71 HEl A= LIE}GHL 28!

H 320TC o%E ¢ 'H 2|E| Y fEH (THel: 10 & )22

il 20M 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021 2022 2023

o= 28.2 28.9 29.7 31.4 32.8 357 335 341 35.3 375 38.6 421 43.4

H 33 3H0j| 2|2t OoTC EHOHZF (The: Wi DhEheq)2es

OTC Category 2020 2021 2022 2023

Total $37,556 $38,656 $42,096 $43 361
Upper Respiratory $8,943 $9,529 $11,819 $11,621
Analgesics $4,613 $4,730 $4,942 $4,916
Toothpaste $3111 $3,216 $3,348 $3,641
Antiperspirants $2,489 $2,567 $2,903 $3,115
Heartburn $2,199 $2,232 $2,217 $2,227

279 CHPA, “The Power of OTCs to Provide Consumer Value”

280 Mikulic, “OTC Drug U.S. Retail Revenue 1965-2023.”

281 Consumer Health Product Association (CHPA), “OTC Sales Statistics | Consumer Healthcare Products Association.”
282 Consumer Health Product Association (CHPA).

283 Consumer Health Product Association (CHPA).




Laxatives $1,599 $1,728 $1,826 $1,925
Oral Antiseptics and Rinses $1,606 $1,637 $1,684 $1,898
Eye Care $1,340 $1,502 $1,609 $1,735
Suncare $1132 $1,417 $1,522 $1,641
First Aid $1,590 $1,543 $1,515 $1,595
Lip/Oral Treatment $1151 $1,231 $1,368 $1,384
Analgesics, External $1146 $1,340 $1,326 $1,370
Anti-Smoking Products $990 $992 $969 $963
Female Contraceptive $523 $635 $652 $672
OTC Category 2020 2021 2022 2023
E 34 AFS0ll 2/8t OTC TN (THel: a2t )2
Category 2020 2021 2022 2023
Upper Respiratory Medicine 1,099 1126 1,333 1,219
Toothpaste 752 749 727 714
Analgesics 768 759 741 695
Antiperspirants 545 534 524 524
First Aid 421 372 328 325
Oral Antiseptics and Rinses 306 324 310 315
Lip/Oral Treatment 303 310 321 300
Heartburn 280 278 264 252
Laxatives 190 194 183 178
Total 6,197 5,977 5,916 5,668
OTC 2% E date| &t TH
OTC AlE2 27 B #HZEA= &7 Q2 7I=2lE NSsHX| T,
Z7%40| M5t AH|X} 7tz o] RIS £OFO|Ct
OTC 2|%E dztel o|H
OTC oJofE2 MZALS0A o2] 7tX| &%t O] Hsotct 7 2

™ F StLi= sl XSHo 2 FII6h= Al |Ct. 2H|XHS0]

XU glo] ZHHSHA Y ES FUSIE = 40| HHO| w2} OTC Al E2

48 0|81 QCt O] Z2 EdEE 5| ZEH, 27| 2o4E, 7|

X A7 XN=2H SoHM FEHTICE MEAS2 0 FR0]| & =

B0 Y2 4 Ao, ARY 200 47| X =L A Sk

st HESE Qs HEMel =S 7[Che ==

284 Consumer Health Product Association (CHPA).
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285 CHPA, “The Power of OTCs to Provide Consumer Value”
286 Hunter, “Walgreens Partners With DoorDash, Uber to Provide Free Same-Day Delivery of HIV Medications.”
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288 Pray and Pray, “Behind-the-Counter Products.”
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291 American Medical Association, “Narcan Lands OTC Approval.”

22 Amneal Pharmaceuticals, Inc., “Amneal Announces U.S. FDA Approval of Over-the-Counter Naloxone Hydrochloride Nasal Spray for
Emergency Treatment of an Opioid Overdose.”

28 Amneal Pharmaceuticals, Inc., “Amneal Begins Supplying Over-the-Counter Naloxone Hydrochloride Nasal Spray to U.S. Retail
Pharmacies and the State of California.”

2% Ardeljan et al., “Naloxone Over the Counter.”

2% Office of the Commissioner, “FDA Approves First Over-the-Counter Naloxone Nasal Spray.”

2% Emergent, “2023 Annual Report Emergent Form 10-K.”

27 Emergent Biosolutions, “Emergent BioSolutions’ NARCAN® Nasal Spray Launches Over the Counter Making It Possible for Everyone
to Help Save a Life from an Opioid Overdose Emergency | Emergent BioSolutions Inc.”

2% Fortier, “An Overdose Drug Is Finally Over-the-Counter. Is That Enough to Stop the Death Toll?”

2% Hoffman, “Over-the-Counter Narcan Could Save More Lives. But Price and Stigma Are Obstacles.”

300 Hoffman and Weiland, “Narcan Is Headed to Stores.”

301 Qayyum et al., “The FDA Approves the Second OTC Naloxone — a Step toward Opioid Crisis Mitigation.”

302 Riazi et al., “Community Case Study of Naloxone Distribution by Hospital-Based Harm Reduction Program for People Who Use Drugs
in New York City.”

303 SAMHSA, “Non-Prescription (‘Over-the-Counter’) Naloxone Frequently Asked Questions.”

304 \Wernau, “WSJ News Exclusive | Naloxone Startup Pursues FDA Approval for Over-the-Counter Swab.”
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442 | ju, “Top 10 Drug Launch Disasters | Fierce Pharma.”
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H 43 4239l 505(b)(2) EA| G| A]443

w| I Solum TS Tle RLD o H2 S774 Ao oha
(K‘"}_M’) o2 =SS = oo o - (H_‘HI;I_I-$)
Pegylated A7\t 2 SrakE oS
ONIVYDE A Camptosar | CIEA, 29| o= =
1 2015-10-22 Ol HIE Mk liposomal o N M HAHLE, 52 5259 $140M
(Ipsen) . injection 2|l A|&(NAPOLI) '
formulation metabolite 4+
VALTOCO QE M PK U oMM | o -
A 6l Ol &e| 2 Y Intravail® Diastat rectal =rh= R 7t S5HH, HEZ AFS S
2| (Neurelis 2020-01-10 A, B obF M $142M
£ technology gel = AS
Inc.) bl
SUBLOCAD
E HE HolM 532 Atrigel Subutex Opioid blockade K=H =& |
3 - 2017-11-30 M &= 9 , pioid biod ! l_'_*w ! $143M
(Indivior OFHA| Ar2 &l technology | sublingual tablet | 7, 2| &5 A7 QIQ0|= Zut Xtct
Inc.)
JORNAY PM sdold Exiel | DRandER sEAE, | ol g 2EeT opy
4| (Ironshore | 2018-08-08 Ritalin IR tablet $182M
ADHD beads Cha=ol 14 A ERRaC
Pharma)
MAMXSIEO| U= VIBEX N N
XYOSTED Delatestryl 14,24, 34 A7tk HEl, §50| E3,
5 2018-09-28 | EIXt| AE|Z CHA| platform o e o $186M
(Antares) o injection OHN A s AP Mol e gls
SIS autoinjector
CINVANTI ot slete#a 2HE | Oil-in-water Emend SHM-AHE MR S 2T
6 sor7-m-o9 | & SIHEEN - . MHO|ZE #7 & 21 EESHEEE | sie7m
(Heron) QMG FE emulsion (fosaprepitant) B &
Breath
XHANCE delsolH|83e Powdered a5 % oy o,
) N ) Flovent HFA,
7 (Optinose 2017-09-18 SHreh ok Exhalation Al QE i ok A7, HZ HE $197M
onase
US Inc.) H|2H| S Delivery BA ¢
System
RYTARY mZisE U B | RandER Shemet, UM 3N T 2Z, | Y s Pk IELY,
8 2015-01-07 " Sinemet CR, $274M
(Impax) et beads 6ol F7h A7 E0E 8
Stalevo
BioErodable
BELBUCA QU|L0|E X|Z2Tt . = otAD =
9| (Biodelvery | 20151023 | mas 33 9 oty MucoAdhesiv Buprenex, "5 ¢+ 24, Buccal 2<f=8k, e $317M
Y STECCEEC | e (BEMA) Subutex OFRIN 7L PK I | e, WotEl HE M,
Sciences) 5
technology
eyl as
1| ARISTADA R Nanocrystal - Long-acting X,
0 Alk 2015-10-05 Aolo| oy technol Abilify tablets o, Clorst 82 S M $425M
(Alkermes) echnology 14 PK G422 JerET ad

443 Pharma IP Circle, “10 Noteworthy Successful 505b2 Launches in Last Decade — Pharma IP Circle.”




Case Study : 7ZH &4 2f9| 5|7} A 22} Bendeka (Bendamustine)2| Atz = Ad444

«« FRADEAFEEEZ o+ HZHQI505(b)2 Al

1=y 505(b)(1) 505(b)(2) 505(J)
=i 2A2HNDA) | EMCHUE | FLE (ANDA) te " q )TREANDA
- - v

1802 Rl SEHANCE1XIE) Bendamustine Hydrochloride

Ao EIH S HATHE o 3
NCE Mol Bih S348H (5 1) v gt 71E $750M(9,750212]) AR, 2026 S5 22 0

SHA  MRSUASHE(EY) v v
SRICIOIE XY SXA (714) v v - 2lojdA 1 A2 16 28 HIE
201525 ST (67ME) v v =
£5{91Z5W] (Patent Certiication) - v y 2015 122 seipiz e N T

opg " HUEAARICHS (30-60R R 1002 EHY)
3072 722 5 (30-month Stay) - v v Beld . Cimesasonivssoom)

& MM g THEM “Sectionvil Statement - ~ v E A G L E = Dimethylacetamide (DMA)7 FAISSIR| IO A 2FF
" PHARMACEUTICALS T , polycarbonate, ABS A of EH
TR ) . . & BENDEKA 04 2 AIBEI= O A2 PE

vendamustin HC! 4 =
ergatl gy magl  wwEb WEmk xto Ay :
S — PP By » Bendeka'151128 521 = B7HEIRI0| 7= MRS 80%S RSl Bt
. N . . . I HAIZ 7|E 260 25| Treanda H1E2| 5515 2033 DI SR sl= 2|
SR FOATY ouf Pour cour . EHAL Eagle it = TEVAS SE| 1ZHIfE2| 20% 8 2E|2 220810 lon,
big >100M+USD  >10M+USD  T5MUSD 7} 5491 THOH DR A S0 LM S S2E[7 | 5072 o,

505(b)(2) 7HE Atdlle A JHE nbHOlAM HIE ZEdat A7 HYE 20T 523 Mo & £ UCh
505(b)(2) 7HE2 419 505(b)(1) 7HE M HRHS Of 2 7tX| ES 7HX2 At BHA, tgdd A fRad EIt
LA A 505(b)(1) A2 2E HPE FIteloF st HHH, 505(b)(2) WL A= LT HItstH g2 2 A|Ztnt
H-& HolM ZEXO0|Ct D 505(b)(2) HY2 ACFof His] &7t "ot 7[Zt0] B1, HIE&X HHE2= A
AR EICEH o|2{st ZAHEEE 2l 505(b)(2) /W2 Mt FASH ZHHE HESHHME JHE HIES LY =
e TIHEQl gio = Hotaka Qlct

CHEZX Q! 505(b)(2) HE At 2 & Bendamustine H22 7|82 2 3t K| E0| UL} Tevas Treandat= HMES
BRI AUCH, Azt oF 97509 Q| BES 7IERUCEH O MEL E5 &= 2026E0] 2t E O FHO[AX| T
Eagle Pharmaceuticals= Treanda XM&2| 505(b)(2) H{T 2l Bendeka® 7HESHRALE Bendekas O 2 ZHA| 7HZ

27t Sof AFN B2 AHFUCE
AR, BUFA 7|22 TDECH0l O He 8YOR £0f
ST, 7I1Z Treanda?} 7D UE £0I 7|7] NG M2 I

AA
7|12to] Er=Eof et 7t 7|2 ot 20{S 0] 2Rt o2 T ER0A 38Kl dgs Ot

™
mjo
[0 M

Tevat B S LI5t7| 28l Eagledt 20| d A oFS MBI, O|F S3H Bendamustine M| &2 £ Tz
712tE 202601 M 2033H2 2 AFSIRACL Of A S0 M2t Eagle2 OHEO LY 2EEIS XEH2 2 +F5HA
f

E[A2M, Bendekas Al = 1870 E U0 A[Y HREL 80%E 2Eot= JuE FE5H7| = YL

O A2 505(b)(2) HOl IS BEHO|D A%st M jol foto] B 4 Y2 & HOEC,. S8, 2o
RSMSOAE of2ist g Hete Fag ¥0 A2t B 4 O, HIG WL A& AY TYS AB
2IHNQI Mo 2 NafE 4 QUCH 505(b)R) HLS A% L0 0| IIE AHAS ACHE BEHTME Mo}
N HRe2 U8 & Ut YYAS HoIY 4 Urt

444 \ilson, “Eagle Pharmaceuticals, Inc. Expands Licensing Agreement for BENDEKA™ with Teva Pharmaceuticals International GmbH
| Eagle Pharmaceuticals, Inc.”
445 Wilson.
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amneal
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gl 2010.10 0|= 517} KlI=/505(b)2

Nex‘lum{ PBMESS| M @4 STHE 2lsA=2|H0|E S2 Sal HIZ0i it 20
(esomeprazoie magnesium) 19|15 Sojofét (2] gl 2 Q7o 212 % 2 IHIE = 2o ral
,30[’0‘2;‘0"‘_“50 um) 2013.01 AmnealAbo|= B Ao} 9|5 Hojopat (21H01= X M| AB|E 7|8 2 %2 IHIE | S0 2hA))
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Amneal2| 0| &0 Z(Esomeprazole Strontium)2 ESHAH 2JAE 2 WA|Z(Nexium)2| 505(b)(2) d=2E &3
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44¢ BioSpace, “Amneal Pharmaceuticals Launches Esomeprazole Strontium 49.3 Mg Delayed-Release Capsules, A Pharmaceutical
Alternative To Nexium® - BioSpace.”
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HacH INN NCE-1 ANDA & oHE(E2) atzel
- ) $7.9 b*48
Eliquis Apixaban 2016-12-28 25 2031-02-24
(2023 US)
- $3.4 b 449
Ibrance Palbociclib 2019-02-04 12 2023-01-22
(2022 US)
. $6.0 b*%°
Entresto Sacubitril/valsartan 2019-07-08 18 2027-05-27
(2023 Global)
. $1.2 b*
Austedo deutetrabenazine 2021-04-05 2 2036-03-07
(2023 US)
452
Cinvanti aprepitant 2022-04-29 1 $94.9 m 2035-09-18
(2023 US)
. $11b 453
Erleada apalutamide 2022-02-14 5 : 2038-04-30
(2023 US)
454
Exparel Bupivacaine Liposome 2021-08-20 1 $538m 2041-01-22
(2022 US)
455
Imbruvica Ibrutinib 2017-11-13 8 $34b 2034-10-24
(2022 US)
$ 2 5 b 456
Calguence acalabrutinib 2021-11-01 5 ' 2036-07-01
(2023 Global)
457
Brukinsa zanubrutinio 2023-11-14 2 $1.3USD 2043-01-19
(2023 Global)

*$ b = USD Billion, $ m = USD Million
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Brukinsa= Imbruvica, Calquence?t Z2 A

447 Center for Drug Evaluation and Research, “ANDA (Generic) Drug Approvals - Previous Years.”

|O=|O| O|OI=

448 Bristol Myers Squibb, “Financial Reporting - Annual Reports & Proxy Statements - Bristol Myers Squibb.”

449 pfizer, “Fourth Quarter and Full-Year 2023 Earnings - Pfizer.”
450 Novartis, “Novartis Annual Report 2023 - Novartis.”
%1 Teva Pharmaceuticals, “Teva Reports Growth in Fourth Quarter and Full-Year 2023 - Teva.”

O|Ct. Imbruvicae

42 Heron Therapeutics, “Heron Therapeutics Announces Fourth Quarter and Full-Year 2023 Financial Results - Heron Therapeutics.”
43 Johnson & Johnson, “Johnson & Johnson Reports Q4 and Full-Year 2023 Results - Johnson & Johnson.”
454 pacira BioSciences, “Pacira BioSciences Reports Full-Year and Fourth Quarter 2022 Financial Results - Pacira BioSciences.”

455 AbbVie, “AbbVie Reports Full-Year and Fourth Quarter 2022 Financial Results - AbbVie.”
4% AstraZeneca, “Full-Year and Q4 2023 Results Announcement - AstraZeneca.”

47 Beigene LTD., “BeiGene Reports Fourth Quarter and Full Year 2023 Financial Results and Business Updates —- NASDAQ (US) Website”;
Beigene LTD., “BeiGene Reports First Quarter 2024 Financial Results and Business Updates — NASDAQ (US) Website.”
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» Ol2{3HEEBHO|AE2 FDAShortages S =20 SX{= =6 el i UUSIIE A ol
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1% i
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T —1 27
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480 Teva, “Teva Pharmaceutical Industries Ltd. - Investors.”
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Clients
Name Type of Distributor ) Regional Physicians’ LTC/ Hospitals/ Address Phone Number Website
Ng:::?:sl U Areas Ilnr::i;:?g:ldeer:t Offices / Alternate Clinics Government
/Specialty Clinics Care / Institutions
ANDA Inc FullLine o] o [e] o) [e] (o] 2915 Weston Road, Weston, FL 33331 (800)331-2632 http://www.andanet.com
Associated Pharmacies, Inc Co-Op/ Buying Groups - - o - - - - 211 Lonnie Crawford Boulevard, Scottsboro, AL 35768 (256)574-6819 http://www.rxaap.com
Auburn Pharmaceutical Company National Full Line Gx W/S - o [e] - - - [e] 1744 Industrial Drive, Rochester, M| 48309 (248)526-3730 http://www.auburnpharm.com
Biocare Inc Special Distributor - - o [e] [e] [e] 2826 South Potter Drive, Tempe, AZ 85282 (800)304-3064 https://biocare-us.com/
Bloodworth Wholesale Drugs Independent Generic W/S - o o] - - - - 2128 Yank Lamb Dr, Tifton, GA 31793-8227 (800)841-8700 http://bloodworthwholesale.com
BluPax Pharmaceuticals Independent - o o] - o] o] - 160 Raritan Center Parkway, Unit 1, Edison, NJ 08837 (732)902-6760 http://www.blupaxpharma.com
Capital Wholesale Drug Company Fullline - o - - - - - 873 Williams Avenue, Columbus, OH 43212 (614)297-8221 http://www.capital-drug.com/
Cardinal Health, Inc FullLine o] o o] o (o] o] o] 7000 Cardinal Place, Dublin, OH 43017 (614)757-5000 http://www.cardinalhealth.com
Cencora, Inc FullLine o] o o] o o] o] o] 1 West First Avenue, Conshohocken, PA 19428 (610)727-7000 https://www.cencora.com/
Clint Pharmaceuticals Injectable Pharmaceutical Distributor - - - o o] o] - 629 Shute Lane, Old Hickory, TN 37138 (800)677-5022 http://www.clintpharmaceuticals.com
Dakota Drug, Inc Full-Service Distributor of Healthcare products - - o] o o] o] - 28 2nd St NE, Minot, ND 58703 (701)852-2090 http://dakdrug.com
DMS Pharmaceutical Group, Inc. Gx and Bx Wholesaler - - - o o] o] o] 810 Busse Highway, Park Ridge, IL 60068 (847)518-1100 http://www.dmspharma.com
Drogueria Betances, LLC Regional Wholesaler - o o] o - o] - Avenida Luis Mufoz Marin Esquina , Caguas, PR 00725 (787)653-1200 http://www.drogueriabetances.com
Henry Schein, Inc. Pharmaceutical Distributor - o o] o - o] - 135 Duryea Road, Melville, NY 11747 (631)843-5500 http://www.henryschein.com
Hygen Pharmaceuticals, Inc Independent - - o] o (o] - - 8635 154th Avenue, NE, Redmond, WA 98052 (425)451-9178 http://www.hygenpharma.com
KeySource Wholesaler of Generics - o (o] - (o] - - 7820 Palace Drive, Cincinnati, OH 45249 (513)469-7881 https://keysourceusa.com/Home.aspx
Louisiana Whole Drugs Regional Distributor - o o - - - - 2085 I-49 South Service Road, Sunset, LA 70584 (337)662-1040 http://www.lwdrx.com
McKesson Corp. FullLine o o o o o o o 6555 North State Highway 161, Irving, TX 75039 (972) 446-4800 http://www.mckesson.com
Morris & Dickson Co LLP Independent full Line - o o o o o - P.O. Box 51367, Shreveport, LA 71135-1367 (318)797-7900 http://www.morrisdickson.com
Mutual Drug Independent Full Line - o o - - - - 816 Ellis Rd, Durham, NC 27703 (919)596-2151 http://www.mutualdrug.com
Numed Pharma Gx and OTC Distributor - - o - - - - 2020 McDonald Avenue, Brooklyn, NY 11223 (718)778-6080 https://www.num harma.com/
Pharmsource, LLC Pharmaceutical Wholesaler - - o - - - - 1900 Lake Park Dr SE, Smyrna, GA 30080 (770)437-9010 http://pharmsourcellc.com
Prescription Supply, Inc Pharmaceutical Wholesaler - - - - - - - 2233 Tracy Road, Northwood, OH 43619-1326 (419)661-6600 http:/A iptionsupply.com
Prodigy Health Specialty Drug Manufacturer Distributor - - [e] o [e] [e] - 7901 E Riverside Drive, Austin, TX 78744 (877)693-4376 http://www.prodigyhealth.com
PRx Wholesale, LLC Independent Full-Service Wholesale Distributor - - [e] o [e] [e] - 4637 Interstate Dr, Cincinnati, OH 45246 (877)889-4836 http:/A mierrxwhol le.com/
Quality Care Products, LLC Pharmaceutical and Medical Supply - o o o o o - 6920 Hall Street, Holland, OH 43528 (800)337-8603 http://www.qcprx.com
R&S Northeast LLC National Wholesaler - - o o o o o 8407 Austin Tracy Road, Fountain Run, KY 42133 (800)626-0208 http://www.rsnortheast.com
Real Value Rx Nationwide Pharmaceutical Gx Wholesaler - - o o - - - 5100 Commerce Way, San Antonio, TX 78218 (210)979-3300 http://www.realvaluepr t: m
Richie Pharmacal Company Privately owned Generic Distributor - - (o] o (o] (o] - 119 State Avenue, Glasgow, KY 42141 (800)627-0250 http://www.dakdrug.com
Smith Drug Company Full-line - - (o] - (o] - - P.O. Box 1779, Spartanburg, SC 29304-1779 (864)582-1216 http://www.smithdrug.com
South Pointe Wholesale, Inc Independent Distributor - - (o] o (o] - - 321 Matthews Mill Rd , Glasgow, KY 42141 (270)678-9400 http://www.southpointe.us
TopRx Generics Distributor - - (o] o (o] (o] 2950 Brother Boulevard, Bartlett, TN 38133 (901)373-9314 http://www.toprx.com
Value Drug Company Independent Wholesaler - - (o] o (o] - (o] 195 Theater Drive, Duncansville, PA 16635 (814)944-9316 http://www.valuedrugco.com
VaxServe, A Sanofi Company ‘éf:tfl'gft'or Pharmaceutical  and  Medical . : o o o o o 54 Glenmaura National Blvd., Moosic, PA 18507 (800)752-9338 | http;//www.vaxserve.com
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