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To: Al Tikosyn® Regisiered Healithcare Professionals
Vrom: Ptizer, luc.

Pte: Junuary 16, 2008

Subject: Tikosyn Product Outage

Dear Healtheare Professional:

Pfizer is sending you this fetter to update vou on the Tikosyn (1.5mg and (0.25mg inventory
autages

This product outage is not the result of any efficacy or salety comeern with Tikosyn.

An untorosecn mamvacturing issue covpled with distribution repuiations for Tikosyn (this
niedication is only drop-shipped and there is ao inventory held i trade) have cesulted in the
product ouwtage. Until the outage 16 resolved, we encourage you Lo refrain lrom placing
new patients on Tikosyn and to contact current patients to discuss treatment options.
Healthcare Protessionals should ditect product intormation questions {1.o. Biocquivalence data)
{0 Plizer Mcedieal Enformation af 1-8060-438-1985.

In efforts to bridge this shortage we are requesting yon to please substitute the 0.125myg
strength capsole for the (L3myg dosages. The hioeguivalence of four (.125myg Tikosyn
capsules with one 0.5mg capsule has been confirmed in a study designed (o ascertain
hioeguivalence.

During the Tikosyn inventory shovtage Phavmacists may use the following onder process with
vour wholesaler 1o sapport ¢ patient who requires a Tikosyn refill and whose Physician fias
authorized a change (i dosage formalation:

Patient requires: 0.5 mg x 60 ¢f (NDC 0069-5820-60)
Order 6 cack 0125 mg x 40 count unil dose (NDC (069-5806-43)
ludicate on the order **Keplacement for Smg Tikosyn”
Ptizor will place your order as tollows:
Tea 0.125myg x 40 unit dose  $95.49
5ea 0.125myg x 40 unit dose No Charge
- OR --
Order 4 cach  4.125 mg x 66 count hotties (NDC 6069-5804-66)
Indicate on the order “Keplacement for Smyg Tikesyn™
Pizer witl place yvour order as follows:
Fea 0.125mp x 60 $143.24
Jea 0.125myg x 60 No Charge

Bivequivalence studies of Tikosyn were only performed between the highest (£.5myg)
and lowest capsule dose strengths (0.125myg). ‘There is no bivequivalence study directly
comparing Trkosyn (L125myg and 0.250myg.
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If a Physician authorizes a 0.250mg Tikosyn Patient to be switched to o 2 x (L 125myg dosage
Jormalation the Phanmacist stioald wse the following order process with your wholeselder:

Patient requires: 0.250myg x 60 ¢t (NDC 0063-5818-68)
Oreder 3 cach 0125 my x 40 unit dose (NDC 0069-58064-43)
indicate on the arder “Replacement for ¢.250mg Tikosyn”
Prizer witl place vour order as tollows:
Lea G125 mp x 40 unit dose $143.24
2ea 0,125 myg x 40 umt dose No Charge
- OR --
Order 2 cach 125 myg x 66 count hottles (NDC 0069-5800-60)
Incicate on the order *Keplacement for 0.250myg Tikosyn”
Ptizer will place your order as tollows:
Lea 0025 mp  §143.24
fea 0125 mg No Charge

We understand the seriounness of a shortage of Tikosyn and are working diligently and
rapidly to have all three dosape forms available normatly as seon as possible. Ptizer
sincerely apologizes for the inconvenience and effect on patienis this senous situation
may cause and appreciate your understanding.,

Additional information, regarding the status of the Tikosyn 0.5mg and 0.250mg
outage, will be communicated via fux and the web at www.tikosyn.com by fuesday,
January 22nd 2008.

Sincercly,

David I. Lngels Robert Wolkow M., LAALP.
Semor Thirector, US Diversfied Products Senior Medical Threcton
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