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PENIYBJIMKA MAKEJOHHJA
MHUHUCTEPCTBO 3A 3IPABCTBO
ATI'EHIIUJA 3A JIEKOBH
Bpoj: 15- 3765/14
fatym: 07.11.2014rog.

Bp3 ocHoBa Ha wieH 5 craB 1 Toyka 5, a BO Bpcka co uieH 37 o 3aKOHOT 3a JIEKOBUTE U MEIULIMHCKUTE
nomarana (,,Cnyx6en BecHuk Ha PM“,6p. 106/07, 88/10, 36/11, 53/11, 136/11, 11/12, 147/13, 164/13, 27/14 u
43/14), pemaBajku no Gapamero Ha Wutep-Esporenekc JIOOEJI, Hoso Ceno, Crpymuia 3a oOHOByBame Ha
0/100pEHKETO 3a perucTpalja Ha TpaJulMOHANeH XepbasieH jiek, MHHUCTepCTBOTO 3a 3paBcTBO-ArenHnujaral 3a
JIEKOBH, JIOHECYBa

PEIIEHMWE

1. CE OGHOBYBA OJIOBPEHHUETO 3a perucrpaudja Ha TpaaullioHaNeH XepOalieH Jiek
Hme Ha nexkor: VARUMIN 1 (BAPYMMUH 1) nepopaJjien pacrsop
[Tpoussoauten: WUurep-Esporenexc JJOOEJI ,Hoso Ceno,Ctpymuria P. Makenonuja
Cocras: |
100 ml pacTBOp compiu: [
Bopen exctpakT o pactuTenHu poru .. 99,5 g
CyB cTanapapau3upaH ekcrpakT ox anoe . . 0,30 g
[TakyBame: TeMHO crakieHo muie x S0 ml/kytuja

VARUMIN 2 (BAPYMMH 2) nepopaJieH pacTBop
Cocras:
100 ml pacTBOp conpxu:
Boden ekstrakt od rastitelni drogi . . . 99,00 g
CYB CTpaHAapAM3MupaH ekcTpakt ox ayoe . 0,80 g

[TakyBame: TeMHO crakiieHo muie X 200 ml/kyTuja I
Hauun Ha n3naBamwe:  JlekoT ce u3naBa Bo anTeka 06e3 JIeKapcKu peLiernT.
2. 36UpHUOT M3BEIITaj 32 OCOOMHUTE HA JIEKOT, YIAaTCTBOTO 32 MAL[MEHTOT U MaKyBamETO CE COCTaBEH JIEN Ha OBa
Pemenue
3. Ono6peHueTo 3a cTaBame BO MPOMET BaXKKM HEOIIPEAEIICHO.

O6pa3anoxkeHnue
Hurep-Epporenexc JIOOEJI, HoBo Ceno,Ctpymuua P. Makenonuja momHece 6Gapame 10 MHHHCTEPCTBOTO 3a
3[paBCTBO — ATeHIIMjaTa 3a JIEKOBHU Jla ce 0OHOBH 00OPEHHETO 3a PerucTpaliija Ha TpaaUIMOHaIeH XepbaseH Jek
noj uMe, BO cocTaB, (hapMaleBTCKa Ho3upaHa (opMma, jadrHa ¥ NaKyBame, NaJeHH BO JMCIO3WUTHBOT Ha OBa
pemenue, cornacHo ITpaBMTHHMKOT 3a OOGHOBYBam€ Ha OOOPEHHMETO 3a CTaBalke Ha JIEK BO IPOMET
(,,Cyx6eH BecHUK Ha PM"”,6p.65/08). Kon GapameTo ja nmoaHece notpeGHata J0KyMeHTALH]a.
Komucujara 3a xepOasiHy, TpaiuLMOHAIHN XepOaIHH U XOMEONATCKH JIEKOBH TP MUHHCTEPCTBOTO 32 3APaBCTBO
pasrienyBajku ro 6apamero 3a 0OHOBYBambe Ha 0JI0OPEHHETO 3a perkcTpalrja Ha TPAJAULMOHAICH XepOaleH Jiek
YTBPJIM JIEKa HOCUTEJIOT Ha ON0OpEHUETo ja nmoaHece OapaHaTa JOKyMEHTalMja ¥ COTJIaCHO WieH 44-a o 3aKOHOT
Jajne MpeIor na ce oA00py HAaTaMOINHO CTaBake Ha TPAJULHOHAIHHOT XepOalieH Jiek BO IPOMET Ha
HEOTPEIEIHO BpeME.
MunucTEpCTBOTO 32 31PaBCTBO — ATEHIMjaTa 3a JIEKOBH, Bp3 OCHOBA Ha mpemioroT Ha KoMucujaTa 3a xepOasinu, 3
TPaJIMIIMOHATHYA XepOaTHU M XOMEOTaTCKU JISKOBH JOHECE PEIIeHHe KaKo BO JMCIO3UTHUBOT. |
Takcara 3a oBa pemeHue € HarulateHa 1o Tapuden 6poj 67 o 3aKOHOT 3a aIMUHUCTPATUBHUTE TakcH (,,Ciyx6eH J
BecHUK Ha PM",6p. 6/10).
IMNOYKA: [IpoTuB 0oBa pemeHne Moxe Ja ce U3jaBu xada BO pok o 15 1eHa 1o npueMoT 10 le)KaBHa‘ra KOMHCHja
32 OJUTY4yBar€ BO yIpaBHa MOCTankKa 1 MocTanka ofi paboTeH 0/THOC BO BTOP CTEIEH.
JIOCTABEHO JIO :
-Hocurenot Ha oo6penwuero,

-Apxusa.
HzrorBun:M. XauuxaM
OnoGpu:
JAUPE P, ( x|
Mp. papm. Cnen.Mapuja Jfaproscka CepadumoBcka M-p J()ppll‘i’p Kﬁ B“CIQIJ{ /i




S———/Macedonian coat of arms/
MINISTRY OF HEALTH
AGENCY FOR MEDICINES
No. 15-3765/14
Date: 07.11.2014

Pursuant to Article 5, paragraph 1, item 5 and Article 37 of the Law on Drugs and Medical Devices
(Official Gazette no. 106/07,88/10. 36/11 and 53/11, 136/11, 11/12, 14713, 27/14 ‘and 43/14),
considered the request from Inter-evrogeneks Ltd., Novo Selo for registration of traditional herbal
medicinal product, the Ministry of Health —Agency of medicines shall make a

DECISION ‘ =
1. TO RENEW THE APPROVAL of the registration of the traditional herbal medicine

Name of the medicine: VARUMIN 1® (BAPYMUH 1®) oral solution
Manufacturer: INTER-EVROGENEKS Ltd. — Novo Selo, Republic of Macedonia
Pharmaceutical dosage form: herbal tea N,
Content: ‘ SR
100 ml solution contains:

Liquid extract of herbal drugs......99,5 g

Dry standardized extract of aloe...0,30 g

Packaging: dark glass bottle x 50 ml/box

VARUMIN 2 (BAPYMMWH 2) oral solution
Content:
100 ml solution contains:
Liquid extract from herbal drugs...... 99,0g
Dry standardized extract of Aloe......0,80 g

Package: dark glass bottle x 200 ml/box
Dispensing of medicine: The traditional herbal tea is released at a pharmacy without a
prescription.

2. The summary of product characteristics, package leaflet and packaging is an integral part of
this decision.

3. The approval for registration of the traditional medicine applies indefinitely.

Explanation

Inter-Evrogeneks Ltd. Novo Selo, has submitted request to Ministry of Health for a renew
of the approval for registration of the traditional herbal medicine under name, content,
pharmaceutical dosage form and package, provided along with this Decision and in
accordance to the Rules for renewal of the approval of the registration of herbal medicines
(Official Gazette of RM, no. 65/08). Together with the application for marketing
authorization, the manufacturer has submitted the necessary documentation.

The Commission for traditional herbal medicines in Ministry of Health, considering the
requirement of registration data found that data from the Article 44-a, from the Law
determined that the data contained in the submitted documentation and made a proposal
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to renew the approval of the registration and to put the medicine in further circulation for
indefinite time.

Based on the opinion of the Commission for traditional herbal medicinal products, Ministry
of Health —Agency for medicines made a decision in compliance with the Law for drugs and
medical devices as in the enclosed documents.

The fee for this Decision is collected according to tariff number 67 of the Law of
administrative fees (Official Gazette of RM, no. 6/10).

LEGAL ADVICE: Against this decision may be appealed within 15 days after’receipt to the
State Commission for deciding in administrative proceedings and procedure employed in the
second degree in Government of Republic of Macedonia.

SUBMITTED TO:
- The holder of the approval E
- Archive
Prepared by: M. Hadzihamza
Approved:

DIRECOR OF BIREAU OF PUBLIC REMEDIES DEPUTY MINISTER

Mr. pharm. Special. Marija Darkovska Serafimovska Jovica Andovski

/signed illegibly/ /signed illegibly/

/blue seal affixed/ /official round blue seal of the

Ministry of Health, affixed/

I confirm that this translation from Macedonian MoTepaysam aeka npeBoaoT 04 aHrNUCKY Ha
into English language and vice versa is true to the MaKeZOHCKM ja3uk u 06paTHo, e BepeH Ha
original document presented. OPUTMHANHWOT NPe3eHTUPaH AOKYMEHT.
| affix my official seal and signature. TBpaam co cBOjoT noTnNUC U cnyx6eH nevar.

Vesna Tanceva, authorized juridical translator .. BecwHa Tanuesa, NoOCTOjaH CyACKU NpesesyBay
from/into English language. il 2hon/Ha  aHIAMCKM jasuk.

Republic of Macedonia
Strumica, November 22" |, 2014
vesnatanceva@gmail.com

__ﬁenyﬁnuka MakepnoHuja
/ Crpymuua, 22/11/2014
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Jac, HOTAP AHA BPAWHAPCKA
3a noapavje Ha OCHOBHUTE cynoBw Ha rpaa Ckonje, CO
cnyxbeHo ceaniTe Ha yn. Hukona Banuapos 18/1-3

MNoTepayBam Aeka 0BOj NPeBOA © WaBplUeH Of OBriacTeH
cyAcku npesepysa BecHa Tan4esa OA MakeAoHCKN jasnk
Ha AHITIMCKY ja3nk.

HoTtapckata Takca 3a 3asepka no TapudeH 6poj 10
op 3akoHoT 33 CYACKM TaKch BO W3HOC OA 150.00 peHapv
HannaTeHa ¥ NoHVWTeHa Ha npUMepoKoT Koj ocTaHyBa 32
apXxvBuUpare.

Hotapckara Harpapa e npecmeTaxa BO W3HOC OA
300.00 peHapw.

Bpoj Y3N 6436/2014
Bo Ckonje 24-11-2014
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