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VEC: Oznamenie o zriadeni Informaéného systému pre mimoriadne objednavanie liekov

Vazené damy, vaZeni pani,

v zmysle ustanovenia § 60 ods. 1 pism. ae) Zdkona &. 362/2011 Z.z. v zneni Zdkona €. 306/2016 si Vam
dovolujeme oznamit Udaje o Informaénom systéme na mimoriadne objedndvanie liekov spolognosti
GlaxoSmithKline Consumer Healthcare Slovakia s.r.o., Galvaniho 7/A, Bratislava pre nasledujlceho

driitela registracie humdanneho lieku Pfizer Corporation Austria Gesellschaft m.b.H, Floridsdorfer
Hauptstrasse 1, 1210 Viederi, Rakusko.

Udaje o informaénom systéme na mimoriadne objedndvanie liekov:
www.isliek.sk
Zaloiné riesenie pri vypadku informacéného systému je vo forme emailovej adresy:

objednavky@isliek.sk
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PharmDr. Simona Kukucova
QA Operations Manager/Qualified Person
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VEC: PredloZenie plnej moci

Touto cestou predkladdme plnd moc od drZitela povolenia na uvedenie liekov na trh pre spolo¢nost
GlaxoSmithKline Consumer Healthcare Slovakia s.r.o.

Ak mdte akékolvek otdzky, nevahajte nas kontaktovat,
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PharmDr. Simona Kukucova
QA Operations Manager/Qualified Person
GSK Consumer Healthcare Slovakia s.r.o.

Email: simona.x.kukucova@gsk.com
Mobile: +421 905 685 122
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Power of Attorney

THIS POWER OF ATTORNEY given by Pfizer Corporation Austria Ges. m.b.H., having
registered office at Floridsdorfer Hauptstrasse 1, 1210 Vienna, Austria, company
number: 12 68 44 k (the “Company”) WITNESSES as follows:

1. Appointment

The Company appoints GlaxoSmithKline Consumer Healthcare Slovakia, s.r.o.,
Galvaniho 7/A 821 04 Bratislava, Slovakia, ldentification number: 46760873 (the
“‘Attorney”) to be its attorney to the acts and things specified in Clause 2 on its behalf.

K

Authority

The Attorney has authority to act in the Slovakia on the Company’s behalf with the
State Institute for Drug Control, the Ministry of Health and all other appropriate
regulatory authorities (“Regulatory Authorities”) to take all actions within the following
administrative proceedings held by the Regulatory Authorities:

e all administrative proceedings related to quality, manufacturing and
distribution of the Products in the territory of the Slovakia, and

e all administrative proceedings related to emergency system pursuant to
Sec. 60 Para. 1 letter z), aa), ab) and af) of the Act No. 362/2011 Coll. on
Medicines and Medical Devices, as amended

» all administrative proceedings related to setting up reimbursements and
maximum prices for the Products in the Slovakia,

e all administrative proceedings to represent the Company before the
National Health Information Centre in the Slovak republic

including the foilowing actions within the above-mentioned administrative
proceedings:

24 negofiations with Regulatory Authorities:

2.2 signing application forms including any other necessary documents in order to
submit applications for setting up reimbursements and maximum prices of the
Product;

2.3 signing application forms including any other necessary documents relating to
quality, manufacturing and distribution of the Products:

2.4 submitting all documents, data, samples and other relevant documents and
materials related to the Products to the Regulatory Authorities, including
appeals to decisions of the Regulatory Authorities;

2.5  submitting all reports and notices relating to supplies and distribution of the
Products in the Slovakia, such as notices of interrupting supplies and
distribution, initiating of supplies and distribution,

26 all applications and documents related to manufacturing authorisation
connected to the Products and any applications for decisions and actions of
the Regulatory Authorities under Section 13 par. 2 of the Act on Drugs,
including all notices and reports relating to complaints, claims, quality,
manufacturing, distribution and supplies of the Products;
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