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\ REPUBLIC OF MACEDONIA
MINISTRY OF HEALTH

BUREAU FOR PHARMACEUTICALS

No.  15-2082/3 “50 Divizija” bb - Skopje
Date 26-05-2010 tel: +389-02-3112-500 lok.222
Skopje fax: +389-02-3298-435

On the basis of article 69 and article 70 of the Law on medicines and medical devices (Official gazette of
R. Macedonia N0.106/2007) and article 205 of the Law on general administrative procedure (Official
gazette of R. Macedonia No.38/2005, 110/08), acting upon the request of INTER-EVROGENEKS DOOEL
from Novo Selo, for changing of the Decisions No0.15-9360/3 from 20.08.2003 and No.15-7637/2 from
14.12.2004, The Ministry of Health has made the following:

DECISION

It is established that Company for trade and production INTER-EVROGENEKS DOOEL - Skopje, with
permanent address “Goce Delcev” no. 12 in Novo Selo fulfils the requirements on the basis of premises,
equipment and human resources for the activity of manufacturing of herbal and traditional herbal
medicines in solid and liquid pharmaceutical dosage form, in the object located on the same address.

Explanation

The Company for trade and production INTER-EVROGENEKS DOOEL - Skopje, with permanent address
“Goce Delcev” no. 12 in Novo Selo, filed a written request no. 15-2082/2 on 21.04.2010 to the Ministry of
Health, in which demands to be made changes in the Decisions no.15-9360/3 from 20.08.2003 and no. 15-
7637/2 from 14.12.2004, in which the Ministry of Health has given permission for the activity of
manufacturing of auxiliary remedial devices in liquid and solid pharmaceutical form, according to the old
Law on medicines, auxiliary remedial devices and medical devices (Official gazette of R. Macedonia

N0.21/98). With the promulgation of the new Law on medicines and medical devices (Official gazette of :

R. Macedonia No.106/2007), the term auxiliary remedial devices is replaced with the terms herbal”
medicines and traditional herbal medicines. For these reasons it is justified the need to amend-the .
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decisions n0.15-9360/3 from 20.08.2003 and no.15-7637/2 from 14.12.2004.

The Ministry of Health has reviewed the request and the submitted documentation for amending
decisions and based on the above-mentioned has made the decision as in the dispositive of this decision:

LEGAL ADVICE: The submitter of the request has right of appeal in within 15 days from the day of receipt of
this decision to the commission for resolving in the administrative procedure in second degree at the
Government of Republic of Macedonia.

DIRECTOR
Prim. M-r lico Zahariev
MINISTER
D-r Bujar OSMANI
Submited to:
* Applicant,
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OI1 Cxorije, PenyGmuka Makenonuja, NOTBpyBam from Skopije, Republic of Macedonia,
A€Ka 0BOj npeBoj e H3BpINeH o1 oknaciey Cyacku confirm that this translation was made by an
lipesenysay Coduja Crojanosa, po OcHogunor Cyg authorized translator Sofj ja Stojanova in the
Cxonje I ro Cxomje, o MaKeNOHCKH Ha aurancky Basic Court Skopje II in Skopje, from

Macedonian to English language.

Caojersoto Ha CYICKH npeBenypay ro YTBPIHB o1 I ' was able to confirm the qualification of
OTHCOKOT Ha neyaToT g HOTNHCOT BTHCHATH Ha OBO] | juridical translator owing to the seal and the
fipeBon. Hotapekara raxca 1o Taprier: Gpoj 10 signature imprinted on this document.
TOMKA 3 011 3aKOHOT 32 cy ek TAKCH BO H3HOC O | Te notarial tax according to the tariff

Z1°7 I€HAPY € Hamatea fOHALITE A Ha
IPHMEPOKOT Koj OCTaHyBy 3a ApXHBApak«,
~Horapckara Harpana e npecmierana ro K3HOC o

5 =2 /ICHApH 110 4nen 24 o5 HPERUIHUKOT
34 HOTapcka Tapua. ‘
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number 10 article 3 from the Law for
juridical taxes in the amount of

DEN has been paid and annulled on the
Sampie that wil] stay in the arciive,

Tne notarial fee is calcuiated in the amount
of DEN according to the article

19 from the Regulation for notaria] tariff.
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(vme npesume, cugewTe-agpeca)
noTBpAyBam [jeKka oBa e Npenuc Ha W3BOpHaTa
ucnpasa -Ha oBepeHWOT npenuc Mcnpasa 6p.15-
2082/3 oac 26.05.2010ro4.

(Aa ce HaBeae npenucoT)

Hanuwax e co paka ( co MonuB, cO XxeMuUcKo
NeHKano, co MacTumo), Co MalmnHa 3a NULlyBarse, co
APYrY MeXaHW4KKW UMM XeMUckn cpeacTea (hoTokonue
¥ CNWYHO),Koe uma 3 cTpaHuum.NaBopHaTa ucnpasa
no MOe CO3HaHWe - Mo TBpAeHe Ha CTpaHkaTa ce
Haofa ___ B0 apxuBara Ha Hotapor
nobapa npenuc PymjaHa Iopfuesa og Ckonje,yn.Moue
Henues 6p.12.

(MMe,npesvmMe W agpeca Ha AOHOCMTENOT)

Horapckara Takca no tapucbeH 6poj oa 10 7.6 og
3aKOoHOT 3a CyACKW TaKcu 1 YneH 144 1.4 og 3H
(aa ce HaBege nponucoT)

BO u3Hoc o 300.00 neHapu HannaTeHa U NOHULWTEeHa
Ha NPUMEPOKOT KOj OCTaHyBa 3a apXuBMpatse.
Ocnob6oaeHo o nnakarse Ha HOTapCKM TAKCH Mo
TapucheH 6poj ___opa 3akoHoT /

(Aa ce HaBege nponucoT)
Hotapckara Warpaga e npecmetaHa BO M3HOC of
720,00peHapn v Tpowoyn ___/_ feHapw.

¥3n Bpoj 8154/11
Bo Ckonje 11.04.2011roguxa




