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CERTIFICAT PRIVIND CONFORMITATEA CU BUNA PRACTICA DE DISTRIBUTIE
CERTIFICATE OF GDP COMPLIANCE OF A WHOLESALE DISTRIBUTOR

Emis in urma unei inspectii in acord cu art. 857 din Legea 95/2006, republicatd — Titlul X VIII

Issued following an inspection in accordance with Art. 111 of Directive 2001/83/EC

Autoritatea competenti AGENTIA NATIONALA A MEDICAMENTULUI SI A DISPOZITIVELOR
MEDICALE confirma urmatoarele:

The competent authority NATIONAL AGENCY FOR MEDICINES AND MEDICAL DEVICES confirms the
following:

Distribuitorul angro /The wholesale distributor: S.C. QUICK PHARMA S.R.L.

Adresa locului/Site address: Str. Matei Voievod nr.29, biroul 2.18, sc.A, et.2, Mun. Bucuresti, sectorul 2,
cod postal 021455

A fost inspectat in cadrul programului national de inspectie referitor la autorizatia numarul 558D in
acord cu art. 77 (1) al Directiver 2001/83/EC transpusa in legislatia nationald prin art. 800 alin. (1) din Legea
95/2006 privind reforma in domeniul sdnéatatii, republicata, Titlul XVIII, Medicamentul.

Has been inspected under the national inspection programme in connection with authorisation
number 558D in accordance with Art. 77 (1) of Directive 2001/83/EC transposed in the following national

legislation. art. 800 (1) from Law 95/2006 regarding reform in the field of health, republished, Title XVIII,
Medicinal product.

Din informatiile acumulate in timpul inspectiei la acest distribuitor angro, ultima fiind efectuatd in
2017/06/27 se apreciaza ca acesta respectd cerintele de Buna Practicd de Distributie la care se face referire in
art. 807 din Legea 95/2006 privind reforma in domeniul sdnatitii, republicata, Titlul X VIII, Medicamentul.

From the knowledge gained during inspection of this wholesale distributor, the latest of which was
conducted on 2017/06/27, it is considered that it complies with the Good Distribution Practice requirements

laid down in Article 807 from Law 95/2006 regarding reform in the field of health, republished, Title XVIII
Medicinal product.

Numele, titlul si semnatura pers6anei\autorizate din Agentia Nationald a
03/10/2017 Medicamentului si a Dispozitiyvelor dicale din Romania / Name and
signature of the authorised perspn of the National Agency for Medicines and

- - - RVUNTD
Medical Devices of Romania @\Nt srg{q \
Doctor Nicolae Fotin, Presedinte /

.
i
e 2

<

A *?f N
Agentia Nationala a Medlcamentulu 1 a Dlsp(ﬁ}ﬁ@ or Medicale/ National
Agency for Medicines and Medical De¥ des, JTeho9940 21 317 11 02, Fax:
0040 21 316 34 97

e-mail: secretariat@anm.ro

Certificat Nr: 101/2017/RO  Pag 1/2

X I Lagyi ool A e iTe R et T ST s e 'I-l'.'r.':',"'_'_-'I'.::.:|."_:..'-';.'.'-_U_l:'.'.'._.":':-.:;:;'-_,'_'.:_-."I::'.';':-:_'-'-'l:."-':'_a|"“'-":-' Ji ___'." I et by e H by ALE :' -'i: b ¢ .-._.".l_";'_
g i | i B il i1 I'Illl'l:ll'mll'l'l' .:,"u II j -'-.. iR el A e Dt it e e i S e SR R b )



MINISTERUL SANATATII

AGENTIA NATIONALA A MEDICAMENTULUI

S| A DISPOZITIVELOR MEDICALE

Str. Av. Sanatescu nr. 48, sector 1, 011478 Bucuresti
Tel: +4021-317.11.00

Fax: +4021-316.34.97

www.anm.ro

Acest certificat reflecta statutul locului de distributie la data inspectier menfionatd mai sus $1 nu mai
poate f1 luat in consideratie daca de la data acestel inspectil au trecut mal mult de cinci ani. Aceasta perioada
de valabilitate poate fi redusd folosind principii de management al riscului in activitatea de reglementare,
printr-o remarca mentionata la rubrica ,,Restrictii sau observatii care sa clarifice”.

This certificate reflects the status of the premises at the time of the inspection noted above and should
not be relied upon to reflect the compliance status if more than five years have elapsed since the date of that
inspection. However this period of validity may be reduced using regulatory risk management principles, by
an entry in the Restrictions or Clarifying Remarks field.

Acest certificat este valid numai daca are toate paginile incluse.

This certificate is valid only when presented with all pages.

Autenticitatea acestul certificat poate fi verificatd in baza de date a Uniunii Europene. Daca nu este
inclus 1n aceasta baza de date, va rugdm sa contactati autoritatea emitenta.

The authenticity of this certificate may be verified in the Union database. If it does not appear please
contact the issuing authority.

Orice restrictil sau observatii care sa clarifice domeniul acoperit de acest certificat:
Acest Certificat BPD este valid panda in Iunie 2020. Prezentul certificat este valid numai

respectandu-se prevederile contractului de custodie §i prestari servicii logistice incheiat cu SC MSL Logistic
Services Distribution S.R. L.

Any restrictions or clarifying remarks related to the scope of this certificate:
This GDP Certificate is valid up to June 2020. The current GDP Certificate is valid only if the terms

of the storage and logistical services agreement signed with SC MSL Logistic Services Distribution S.R.L are
complied with.
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