Penybinka Makenonuja

MHUHUCTEPCTBO 3A 3JIPABCTBO
bpoj: 15-3003/09
Marym: 28.10.2009

ya. "30 Jueusuja 66 “, 1000 Cronje

Tea.; (02) 3 112 500

Daxc: (02) 3113014

Bp3a ocHoBa Ha 4neH 17 u uneH 43 on 3aKoHOT 3a NeKoBUTe U MEeAUUMHCKUTE nomarana (,,CnyxbeH
BeCHUKk Ha PM“,6p.106/07) n uneH 205 of 3akoHOT 3a onwTa ynpaBHa nocranka (,,Cnyx6eH BecHUK
Ha PM", 6p.38/05), pewasajim no G6apawero Ha MHTEP-EBPOMEHEKC gooen — Hoeo Ceno 3a
Wsnasare Ha ofobpeHue 3a cTasare Ha nek Bo NpoMeT, MUHNCTEPCTBOTO 3a 3APABCTBO AOHECYBa

PEWEHME
1. CE NABA ONOGEPEHME 3a cTaBare BO NPOMET Ha NeKoT

Wme Ha nekor: VARUMIN 1 (BAPYMWH 1) nepopanex pacrsop
Cocras:

100 ml pacTsop coapxw:

BOAEH eKCTPaKT o4 pacTutenHu gporv. ... 9959

CyB CTaHAapausupaH ekctpakT oganoe ... 0,30 g

MakyBamse: TeéMHO cTakneHo wuwe x 50 ml/kytunja

Wme Ha nekoT: VARUMIN 2 (BAPYMWH 2) nepopaneH pacreop
Cocras:

100 ml pacTeop coapxm:
BOAEH eKCTPaKT oA pacTuTenHu gporu ... 995g
CyB cTaHaapauavpaHd ekcrpaxkT oganoe .. 0,30 g

MNakysame: TEMHO cTakneHo wuwe x 200 ml/kyTuja

dapmaliesTcka

Ao3aunpana popma: nepopaneH pacTteop

Mpownasoguren: VMHTEP-EBPOIEHEKC pooen — Hoeo Ceno, P. Makegonuja

HauuH Ha usgasame: JlekoT ce nsnasa Bo anteka 6e3 nekapcku peuent.
2. 36MpHMOT n3BeLTaj 3a ocoBuHWUTE Ha NeKOT, yNnaTCTBOTO 3a NALMEHTOT U NaKkyBaHeTo ce
coCTaBeH Aen Ha 0Ba peLleHue.

3. OpnoBpenHneTo 3a cTaBawe BO NpomeT Baxu 40 28.10.2014 roavHa.

O6pasznoxenne
WHTEP-EBPOMEHEKC pooen - Hoeo Ceno nogHece Gapake A0 MWHMCTEpPCTBOTO 3a 3ApaBCTBO Aa ce
0Aao0pu cTasare BO NMPOMET Ha NEKoT NoA WMe, BO cocTae, hapMauesTcka gosvpaHa dopma, jaumHa u
nakysawe, nageHn BO AMCNO3UTMBOT Ha OBa pelleHwWe, cornacHo [paBvMnHWKOT 3a perucTpauuja Ha
TpaguunoHanHiu xepbanuu nekosu (,,Cnyx6eH BecHuk Ha PM”, 6p. 143/08). Co GapareTo 3a crasarme BO
Npomer ja nogHece notpebHara qokymeHTauwja.
MWHUCTEPCTBOTO 3@ 3[PaBCTBO BP3 OCHOBA Ha MUCneweTo Ha Komucujata 3a TpaguuuoHanHu xepBanHu
NeKoBu, a CcornacHo 3akoHOT 3a NeKOBUTE U MEeAWLMHCKUTE nomarana AOHEece pelueHWe Kako BO
AWUCNO3UTUBOT.
Takcara 3a oBa peweHue e Hannatewa no tapudeH 6poj 42 oa 3aKOHOT 3a AAMUHUCTPATUBHUTE TaKCH
(,,CnyxBeH BecHuk Ha PM" 6p. 17/93 n 20/96).
MNOYKA: lNMpoTtue oBa peleHne mMoxe aa ce usjasu xanba Bo pok og 15 geHa no
pelwasae BO ynpasHa nocranka BO BTOp cTteneHd oa obnacra Ha pr

puemoT ao Komucujara 3a
colujanHara nonuTuka W

3apascTeoTO npu Bnapara Ha Penybnuka MakeaoHuja.

AOCTABEHO A0 :
-Hocurenor wa opoBpenuneTo,

-Apxusa.

AUPEKTOP HA BUPO 3A
Unuo 3AXAPUEB, npum.




Republic of Macedonia
MINISTRY OF HEALTH
Number: 15-3003/09

Date: 28.10.2009

Str."50 Divizija bb", 1000 Skopje
Tel: (02} 3 112 500

Fax.: (02) 37130714

Based on Article 17 and Article 43 of Law for Medicines and medical devices ("Official Gazette of RM",
number 106/07) and Article 205 of Law on General Administrative Procedure ("Official Gazette of RM",
number 38/05), addressing the request of INTER-EVROGENEKS dooel - Nove Selo for issuing of
approval for marketing authorization, the Ministry of health adopts

DECISION
1. APPROVAL IS GIVEN for marketing authorization for medicine
MWame of medicing: VARUMIN 1 (BAPYMMWH 1) oral solution
Composition:
100 ml solution contains:
Water extract of herbal drugs..........................95,50g
Aloes dry SXITECE. .......iiiiisriee vt dairinrsensias eGS0
Packaging: dark glass bottle x 50ml / box
Mame of medicine: VARUMIN 2 (BAPYMMWH 2) oral solution
Composition:
100 ml solution contains:
Water extract of herbal drugs..........c...c.oo...... 95,50g
AloES dry BXTACE ..o st sesserrrsnsd Syl
Packaging: dark glass bottle x 200ml / box
Pharmaceutical
dosage form: oral solution
Manufacturer: INTER-EVROGENEKS dooel! - Novo Selo, R.Macedcnia
Issuing of medicine: The medicine is issued in pharmacy without a prescription

2. Report of Summary of Product Characteristics, Patient Leaflet and the packaging are part of this

Decision.
3. The Decision for marketing authorization is valid until 28,10.2014.

Explanation
INTER-EVROGEMNEKS dooel - Novo Selo has applied to Ministry of health to approve marketing
authorization for medicine with name, composition, pharmaceutical dosage form, strength and
packaging, which are given in this decision, under the Rulebook for registration of traditional herbal
medicines (“Official Gazette of RM”, number 143/08), With the application for marketing authorization,
all the needed documentation was submitted.
Ministry of health, based on the opinion of the Commission for traditional herbal medicines, according to
Law for Medicines and medical devices, made the decision as it follows.
Fee for this decision is charged according to tariff number 42 from the Law for administrative fees
{(*Official Gazette of RM", number 17/83 and 20/96).
Instruction: Against this decision appeal can be made within 15 days of the reception to the
Commission for resolving in administrative procedure of second degree in the area of labor, social
politics and health in the Government of Republic of Macedonia.

SUBMITED TO:

- Applicant

- Archive

DIRECTOR OF BUREAU FOR DRUGS MINISTER
liche ZAHARIEV, prim. m-r. farm. = D-r Bujar OSMANI
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